3AKOH 3A JIJEKAPCTBEHUTE NPOJAYKTH B XYMAHHATA
MEJIULIAHA

B cuina ot 13.04.2007 r.

Oo6n. J[B. 6p.31 om 13 Anpun 20072., usm. [B. 6p.19 om 22 ®@espyapu 2008e.,
usm. [{B. 6p.65 om 22 IOnu 20082., usm. /[B. op.71 om 12 Aécycm 20082., uzm. /[B.
op.10 om 6 @espyapu 20092., uzm. /[B. 6p.23 om 27 Mapm 2009e., uzm. /[B. 6p.41 om
2 FOnu 20092., usm. JIB. 6p.88 om 6 Hoemepu 20092., usm. [{B. 6p.102 om 22
Jlexemspu 20092., uzm. [{B. 6p.59 om 31 FOnu 2010e., usm. [B. 6p.98 om 14
Jlexemspu 20102., uzm. [{B. 6p.9 om 28 Anyapu 201 12., usm. JIB. 6p.12 om 8
Despyapu 201 12., usm. IB. 6p.60 om 5 Aseycm 201 12., usm. J{B. 6p.61 om 9 Aseycm
20112., uzm. /[B. 6p.38 om 18 Maii 20122., uzm. u oon. /{B. 6p.60 om 7 Aszycm
20122., usm. u oon. /[B. 6p.102 om 21 Jlexemspu 2012e., usm. /[B. 6p.15 om 15
®Despyapu 20132., oon. /[B. 6p.1 om 3 Anyapu 2014e., usm. u oon. /{B. 6p.18 om 4
Mapm 2014e., usm. /[B. 6p.12 om 13 @espyapu 2015e., usm. u oon. /[B. 6p.48 om 27
FOnu 20152., usm. /IB. 6p.43 om 7 FOnu 20162., usm. /[AB. 6p.85 om 24 Oxmomepu
2017a., oon. [IB. 6p.103 om 28 Jlexemspu 2017e., usm. u oon. /B. 6p.84 om 12
Oxmomepu 20182., oon. JIB. 6p.91 om 2 Hoemepu 2018e., usm. u oon. /[B. 6p.102 om
11 Jlexemspu 2018e., usm. /[B. 6p.17 om 26 @espyapu 20192., uzm. u oon. /[B. 6p.64
om 13 Aecycm 2019e., usm. /IB. op.17 om 25 @espyapu 2020e., uzm. /{B. 6p.52 om 9
fOnu 20202., usm. u oon. /[B. 6p.67 om 28 FOnu 2020e2., usm. u oon. /[B. 6p.103 om 4
Jlexemspu 20202., uzm. u oon. /IB. 6p.105 om 11 Jlekemepu 2020e2., oon. /IB. 6p.62 om
5 Aeeycm 20222., uzm. J[B. 0p.84 om 6 Oxmomepu 2023e2., oon. /IB. 6p.88 om 20
Oxmomepu 20232., usm. u oon. /[B. op.16 om 23 Despyapu 2024e.

[Tpoekt: 602-01-67/27.07.2006 r.

I'naBa nbpBa.
OB MOJIO)KEHUSA

Paszgea L.
O01m paznopenou

Un. 1. To3u 3aKOH ypexa yCIOBHATA U peaa 3a:

1. pa3pemaBane yrnorpedaTa Uil perucTpanusaTa Ha IPOMHUIILICHO TPOU3BEICHH UITU
MIPOM3BEICHHU 10 METO/I, BKJIFOUBAII POMHUIIUICH MPOIIEC, IEKAPCTBEHH MPOTYKTH,
MpeAHa3HaYeH! 32 XyMaHHaTa MEIULINHA;

2. (m3m. - 1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 1.) pa3pemaBane
MPOU3BOJICTBOTO U BHOCA HA JIEKAPCTBEHU MPOJIYKTH;

2a. (HoBa - /IB, 6p. 102 o1 2012 r., B cmma ot 21.12.2012 r.) mpon3BOACTBOTO, BHOCA H
THPrOBUSTA HA €IPO C aKTUBHU BEIIECTBA;

3. pa3pelaBaHe U MPOBEKJaHE HA KIMHUYHU U3IIUTBAHNUS;
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4. TBProBUsITa HA €IPO U HA IPEOHO C JICKAPCTBEHH MPOIYKTH;

5. mapaJiesieH BHOC Ha JICKapCTBEHH MPOAYKTH;

Sa. (moBa - /1B, 6p. 102 oT 2012 1., B cuya ot 21.12.2012 1.) mocpe1HUYECTBO B
00J1acTTa Ha JICKApPCTBEHUTE IPOAYKTH;

56. (voBa - JIB, Op. 18 ot 2014 r.) U3HOC HA JIEKAPCTBEHU MPOAYKTH I10 PeJia Ha TJIaBa
nesera "0";

6. pekiiamara Ha JICKapCTBEHH MTPOAYKTH;

7. npocnensiBane 0€30MacHOCTTAa Ha IIyCHATHUTE HA Ma3apa JIGKAPCTBEHU MPOTYKTH;

8. KacuuKanyiITa 32 HAaYMHA Ha TMPEANMCBAHE U OTIYCKaHE HA JICKAPCTBCHUTE
TIPOJKTH;

9. KOHTpOJIa HA MMPOU3BOACTBOTO M BHOCA, HA ThPrOBHUsATA Ha €IpO M IpeOHO,
MPOBEXKIAHETO HAa KIIMHUYHU U3MUTBAHUSA, HA PEKJIaMaTa U Ha CHCTEMaTa 3a IpOCIie/IsIBaHe
0€30MacHOCTTa Ha MTyCHATHTE Ha Ma3apa JCKapCTBCHH MPOIYKTH;

10. meHooOpa3yBaHeTO Ha JEKAPCTBEHUTE POILYKTH;

11. U3roTBSHETO HA MO3UTHUBEH JICKAPCTBEH CIUCHK;

12. (moBa - [IB, 6p. 67 ot 2020 r.) mpocneasBaHe Ha eeKkTa OT TepanusTa ¢
JICKAPCTBEHH MTPOILYKTH.

Y. 2. To3u 3aKOH MMa 3a I1eJ J1a Ch3/1a/Ie YCIOBHUS, KOUTO OCUTYpSIBAT IyCKaHEe Ha
rasapa Ha JICKapCTBEHH MTPOYKTH, KOUTO OTTOBAPST HA N3UCKBAHMSITA 32 KAYECTBO, OE30IMACHOCT
1 e(hUKACHOCT.

Yn. 3. (1) (U3m. - AB, 6p. 71 oT 2008 1., B cuna ot 12.08.2008 r.) JIekapcTBeH NpoayKT
B XyMaHHAaTa MEIHIINHA €:

1. Bcsako B€IICCTBO UJIH KOM6I/IHaHI/I${ OT BECHICCTBA, MPECACTAaBCHU KAaTO INPUTC)KaBaIINU
CBOICTBA 3a JICUCHUE UJIH HpO(I)I/IJ'IaKTI/IKa Ha 3a00JI9BaHUsA IIpu Xopa, uin

2. BCSIKO BEIECTBO MJIM KOMOMHALMSA OT BEIECTBA, KOUTO MOTaT J1a ObAaT U3MOI3BAaHU
WJIH IPUJIaraHy Ha Xopa ¢ 1ell:

a) Bb3CTaHOBSIBaHE, KOPUTHPAHE WM IPOMsIHA Ha (PU3HONIOTUYHM (PYHKIIUU Ype3
(hapMaKkoOJIOTUYHO, UMYHOJIOTHYHO WU META0OIUTHO JIEUCTBHE, UITH

0) mocTaBsiHE HAa MEJUIIMHCKA IUAarHo3a.

(2) BemectBo € Besika MaTepusi, YUWTO MMPOU3XOA MOXKeE Ja Obje:

1. yoBemky (4OBEIIKA KPBB, YOBEIIKH KPBBHU IPOAYKTH U APYTH);

2. JKUBOTHUHCKH (MUKPOOPTaHU3MH, KUBOTUHCKH OpraHH, €KCTPAKTH, CEKPETH, TOKCHHH,
KPBBHH IPOAYKTH U APYTH);

3. pactuteneH (MUKPOOPTraHU3MHU, PACTEHUS, YaCTH OT PACTEHUS, PACTUTEITHU
€KCTPAKTH, CEKPETH U JPYTH);

4. XUMHAYECKHN (eJ'IeMeHTI/I, MIPpHUPOAHU XMMUYHHU MaT€pruaiv, CAHTCTUYHU WA
MIOJIyCUHTETUYHH BEILIECTBA U IPYTH).

Yn. 4. Koraro CAWUH INPOAYKT OTTOBApA CAHOBPCMCHHO HAa XaPAKTCPUCTUKUTE HaA

JIEKapCTBEH MPOJYKT U HA NPOJYKT, YPEAEH C APYT 3aKOH, C€ MpUJlaraT U3UCKBAaHUITA HA TO3U
3aKOH.
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Ui 5. JlekapcTBEeHUTE MPOIYKTH Cc€ KiIacu(ULUpaT ChIIIAaCHO aHATOMO-TEPareBTUYHO-
XUMHUYHA KJIacU(PUKaIMs B ChOTBETCTBUE C M3UCKBaHUsATAa HA CBETOBHATA 3[IpaBHA OpraHU3aIHS

(C30).

Un. 6. To3u 3aKOH HE Ce IpuJjara 3a:
1. XepMEeTHYECKHU 3aTBOPEHU PATUOHYKIUIN;

2. KP5BB, IU1a3Ma WM KPbBHH KJIICTKU OT YOBCUIKH IIPOU3XO0MA, C U3KJIFOUCHUC Ha IlJIa3Ma,
KOATO € IMOJYy4YCHA 11O METO, BKIIFOYBAIL] IIPOMHUIILICH ITPOLIEC.

Un. 7. (1) Pa3pemaBat ce mpou3BOACTBOTO, BHOCHT, THPrOBUATA HA €IPO U APEOHO,
peKamara u JICUSHUETO, MPOPHUITaAKTHKATA H TUATHOCTHKATA CaMO C JICKAPCTBCHH MPOTYKTH,
KOUTO ca MOJyYWJIM pa3pellieHue 3a yrnorpeoda 1o peaa Ha:

1. TO3M 3aKOH, HIIN

2. Permament (EO) Ne 726/2004 na EBponeiickus napiament u CbBera.
(2) 3abpansiBaT ce BHOCHT, ThPTOBHUSATA, JICUCHUETO, TPOPHUIAKTUKATA U IUATHOCTHKATA
C JISKapCTBEHH MPOAYKTHU C U3TE€KbJ CPOK Ha FOJHOCT.

(3) IlpuTexxaBaneTo Ha pa3pellieHre WIH YIOCTOBEPEHHE 3a yHoTpeba, IPOU3BOJCTBO U
KJIMHUYHU W3MUTBAHUS Ha JICKAPCTBEHU MPOAYKTH, U3AAJICHU T10 Peia Ha TO3U 3aKOH, HE €
OCHOBaHUE 32 0OCBOOOXAaBaHE OT OTTOBOPHOCT CBHITIACHO JEHCTBAIIOTO 3aKOHOAATEJICTBO.

Us. 8. He ce u3uckaa paspemnieHue 3a ynorpeda o peja Ha TO31 3aKOH 3a:
1. nekapcTBEH NMPOAYKT, IPUTOTBEH 110 MaruCTPAJIHA PELENTypa B alTeKa,;

2. 1eKapcTBEH MPOIYKT, IPUTOTBEH MO (hapMaKolneliHa peLenTypa B anTeka;

3. MeXJIMHHU IPOAYKTH, IPEeJHA3HAYEHH 3a IPOU3BOJICTBEHA 00paboTKa OT JHUIIE,
MOJTYYHJIO pa3pelIeHue 3a MPOU3BOACTBO M0 pe/ia Ha TO3H 3aKOH;

4. aKTUBHU H IMOMOIITHHM BCIICCTBA,

5. IeKapCTBEHU MPOJYKTH B IPOIIEC Ha pa3pabOTBaHe U/WIH U3ITUTBAHE;

6. TeKapCTBEHU MPOAYKTH, IIpeIHA3HAYCHH 3a U3HOC;

7. (HoBa - JIB, 6p. 71 ot 2008 1., B cmna ot 12.08.2008 r., usm. - JIB, 6p. 102 ot 2012 1.,
B cuita ot 21.12.2012 r.) nexkapcTBeH MpOAYKT 3a MOJEpHa Teparusi, KOMUTO ce U3roTBs 3a
KOHKpPETEH MallMeHT M0 UHAWBUIYAIHO JIEKapCKO MpeArucaHue cboopa3Ho crenupuaHm
CTaHJIapTH 3a Ka4eCTBO U ce IpuJjiara B JeueOHO 3aBe/IeHue Ha U3KIII0YUTETHaTa podecroHaiHa
OTTOBOPHOCT Ha JIEKapsl.

Y. 8a. (Hos - /IB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) [Ipu mpou3BoaACTBOTO
Ha JICKapCTBEHU MPOAYKTH, IPEAHA3HAYEHU €AMHCTBEHO 3a U3HOC, HA MEXJIMHHH MPOAYKTH,
aKTHMBHU BEIIECTBA U HA TIOMOIIIHH BEIIECTBA CE MPHJIaraT ChOTBETHUTE PAa3MopeI0n Ha IiiaBa
nera.
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Y. 9. (1) JleueHne Ha KOHKPETEH NALMEHT MOXKE Jja C€ IIPUJIara ¢ JIEKapCTBEH IPOAYKT,
KOMTO HE € pa3pelieH 10 peja Ha IJ1aBa TpeTa, 1o CIeHaIHa OpbhYKa Ha JIe4eOHO 3aBeeHuE 3a
OOJIHMYHA TIOMOIII TIPH YCIIOBHSI U TIO PEI, OTPEIEIICHN C Hapen0a Ha MUHUCThpA Ha
3paBeOna3BaHeTo.

(2) PprkoBOIUTENAT HA JIEYEOHOTO 3aBEJICHHE HOCH OTTOBOPHOCT 3@ MPHJIaraHeTo Ha
JIEYEHHUETO 110 ai. 1.

(3) (Homa - /1B, 6p. 84 ot 2018 r., B cmma ot 12.10.2018 r.) JIeuenuero ¢ rekapcTBeH
MPOAYKT 3a ChCTpaaaTenna ynorpeda ceriaacuo wi. 83 ot Permament (EO) Ne 726/2004 na
EBponeiickus napiaameHT u Ha ChBeTa ce U3BBPIIBA IPU YCIIOBHS U TIO PEI, OTPEACIICHH C
HapenOara 1o an. 1.

Ui 10. (1) MuHHUCTBPBT HA 3ApaBEOIIa3BaHETO MO0 MOTUBUPAHO MPEJIOKEHNUE Ha
TJIaBHUS IbPKABEH 37PaBEH MHCIEKTOP, ChIIACYBaHO C U3IMIBIHUTEIHUS JUPEKTOP HA
M3nbnautennara aredmus no gexkapcrsara (MAJI), Moxe chC 3amoBe]] 1a pa3peliu JIeueHue 3a
OTIpe/ieNieH CPOK C JIEKAPCTBEH MPOAYKT, KOMTO HE € pa3pelleH 1o peaa Ha I1aBa TpeTa, KOorato B
CTpaHaTa ©Ma OOSIBEHA MUJIEMUS, IPUIHHEHA OT MTATOTCHHU MHUKPOOPTAaHU3MH HITH TOKCHHH,
WJIM UMa TPeJIoiaraéMo WIH MOTBBPACHO PA3MpOCTPAaHEHUE HA XMMHYECKH areHTH WM sIpeHa
panuanys 1 HsMa MOIXO/AI] pa3pelieH 3a yrnoTpeda JIeKapcTBEH MPOIYKT.

(2) B cnydaute 1o aii. 1 mpurtexxareauTe Ha pa3pelieHue 3a ynorpeoa,
MPOU3BOJUTENNTE U METULIMHCKUTE CIEUATNCTH HE HOCAT IPakJIaHCKa WIIN
aJIMMHHUCTpaTUBHOHAKA3aTeJIHa OTTOBOPHOCT 3a MOCJIEICTBUATA IIPU yIIOTpeOda Ha Hepa3peleHo
MOKa3aHUE Ha JIEKapCTBEH MPOJAYKT WM Ha JIEKAPCTBEH MPOAYKT, KOUTO HE € pa3pelleH 1o peaa
Ha TJ1aBa TpeTa.

(3) Pasnopenbara Ha ajn. 2 He U3KIIOYBA OTTOBOPHOCTTA 32 JI6(PEKTHU CTOKU CHITIACHO
3aKkoHa 3a 3alIuTa Ha MOTPEeOUTENUTE.

Yn. 11. (1) MUHHMCTBPBT Ha 3paBeOna3BaHETO MOXKE MO MPUYMHU, CBBP3aHH ChC
3allMATa 3pAaBETO HA HACEIIEHUETO, ChC 3all0BE] Aa Pa3NOpeau Ha U3IIbIHUTEIHNS JUPEKTOP Ha
NAJI na pa3pern 3a ynorpe0a JiekapcTBEH MPOJIYKT, KOMTO He € pa3pelleH 3a ynorpeda Ha
TeputopusTa Ha PenyOnuka bbarapus v 3a KOWTO HAMa OJIaZI€HO 3asBJICHUE 32 U3aBaHe Ha
paspelieHue, Ho € pa3pelicH B Apyra Ibp:KaBa YIeHKa.

(2) B cniydauTe o an. 1 u3nbJIHUTENHUAT AUpekTop Ha MAJI niu ymbIHOMOIIEHO OT
HETO JIULE:

1. undopmupa npuTeKaTeIs Ha pa3peleHueTo 3a ynorpeda Ha JIeKapCTBEHUSI TPOAYKT
3a 3alloYBaHe Ha MpoLeAypa MO pa3peliaBaHeTo Ha MPOAYKTa 3a yoTpeoa;

2. BIIMCBA KAaTO MPUTEXKATEI B U3AaI€HOTO pa3peleHne JULETO 10 T. 1;

3. M3MCKBA OT PEryJaaTOPHUS OpraH Ha JIbpKaBaTa 4ieHKa, U3/jajla pa3pelIeHUeTo 3a
ynotpeba, Komue OT OLEHBYHUS JOKJIA ¥ KOTIHE OT pa3peleHUueTo 3a ynorpeoa.

(3) (Jom. - 1B, 6p. 102 o1 2012 1., B cuma ot 21.12.2012 r.) U3mbaHUTETHATA areHITHS
IO JIEKapCTBaTa € JUIbXHa J1a OCUTYPH CbOTBETCTBUE HA €TUKETA, JIMCTOBKATA 32 MAalUEHTA,
KiacudukanusTa, pekiiamara u mpocieIsiBaHeTo Ha 0e30MacHOCTTa Ha IyCHATHUS Ha Ma3apa
JIEKapCTBEH MPOAYKT MO all. 1 ¢ U3MCKBaHMATA HA TO3M 3aKOH. MH(popMmanusaTa BbpXy OaKOBKaTa
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" B JINCTOBKATa Ha JICKAPCTBCHU ITPOAYKT IT10 all. lHee 3aABbJDKUTCIIHO Oa 6’5,[[6 Ha 6’BHFapCKI/I
C3HUK.

(4) Usnenaurtennust qupexkrop Ha MAJI undopmupa EBporneiickata komucus 3a
U3Ja/ICHUTE Pa3pelleHus 1o ajl. 1, 3a UMETO U aJpeca Ha MPUTEXaTessl Ha pa3pelieHueTo, KaKTo
U 32 JaTara Ha NpEeKpaTsIBaHE HAa BAIUAHOCTTA UM.

Yn. 12. (1) Odpunmanna papmakones B Penyonuka bearapus e EBporneiickara
(dhapmakories.

(2) Odurmannara papmakonest Moxke 1a ObJe JOMBJIBaHA C U3UCKBAHUATA HA
bwvarapckara gpapmakores.

(3) MuHUCTBPBT Ha 3/IpaBEOIA3BAHETO OMPEACIIA ChC 3aMOBEl JATUTE HAa BIM3aHE B
CHJIa Ha aKTYyaJHOTO M3AaHue Ha ounmanHaTa papmakornes U Ha AOMBIHEHUATA KbM HETO.

(4) 3amoBera 1o an. 3 ce ooHapoaBa B "JIbpikaBeH BeCTHUK" U ce MyOIMKyBa Ha
crpannnara Ha MAJI B unTepHeT.

Y. 13. (1) Monorpadunte Ha EBponeiickaTta papmakones ca 3aAbDKUTEIIHU 32 BCUHUKH
BELIECTBA, [IpenapaTH 1 JIEKapCTBEHU (POPMH, KOUTO c€ ChIbPKaT B Hesl. B ciyuauTte, 3a kouto
HsiMa MoHorpaduu B EBponeiickara ¢papmakornes, ce npuiaaraT U3UCKBaHUATA HAa aKTyaJIHUTE
n3naHusg Ha Gapmakorente Ha rbpxasute wienkr, CALL u SlnoHus, ako ca B ChOTBETCTBHE C
obmmuTe npasuiia Ha EBponelickara gpapmakornes.

(2) Koraro cnenmduxanusra, chabpskaiia ce B MoHorpadus Ha EBporeiickara
(dapmMakornes WM B Apyra HallMOHaJIHA apMaKories, € HeIoCTaTbuHa 3a OCUTypsiBaHe
KaueCTBOTO Ha BEIIECTBOTO WJIH JiekapcTBeHaTa ¢hopma, MAJI Mmoxke 1a M3uCKa JOMbJIBaHEe HA
cniennuKanuaTa OT 3assBUTEIISI/TIPUTEkKATENsI Ha pa3peleHHeTo 3a ynoTpeoa.

I'naBa BTOpA.
OPT'AHU HA YIIPABJIEHUE U PUHAHCUPAHE

Paspea I.
Oprann Ha ynpasJieHue

Y. 14. (1) JIekapcTBeHaTa MOJIUTHKA € YaCT OT IbpKaBHATA 3jpaBHA MOJIUTHKA B
PenyOnuka brirapus u ce ochlecTBsiBa OT MUHUCThpA Ha 3/]paBEONa3BaHETO.

(2) MUHHCTBPBT Ha 3ApaBEONa3BAHETO:
1. e HalMOHAJIEH KOOPAMHATOP MO MPOOJIEeMHUTE HA JIEKAPCTBEHUTE MPOTYKTH;

2. yyacTBa B MEXYHApOJHU OPTaHU U OPraHU3aINH, OCBIIECTBIBAIIN AEHHOCTH B
o0yacTTa Ha JIEKApCTBEHUTE NMPOIYKTH;

3. (ot™. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., HoBa - /IB, 6p. 102 ot 2012 1.,
B cuita ot 21.12.2012 r.) opranusupa npeocTaBsiHETO Ha MyOan4YHa HH(pOpMaus Ha
MAIMEHTCKUTE OPraHU3alUU U Ha OpPraHU3aluuTe Ha MOTPEOUTENNTE OTHOCHO ACUCTBUSATA,
MpeNNpUeTH cpelty (pammupuIrpaHeTo Ha JIEeKapCTBEHU MPOAYKTH;

4. ochlecTBsABA APYTHU AEHHOCTH, IOCOUEHU B 3aKOH.

(3) (O™m. - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.)
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Ui 15. (1) KbMm MUHHCTBpa Ha 3/IpaBeONa3BaHETO ce Ch3/laBa DapMakorneeH KOMUTET
KaTo KOHCYJITaTUBEH OpraH 110 BBIIPOCUTE Ha JAeicTBaiaTa papmakornes.

(2) MUHHCTBPBT Ha 3ApaBEONA3BAHETO 10 NMPEAJIOKEHNE HA U3IBJIHUTEIHUS JUPEKTOP
Ha MAJI onpenens cbe 3anoBen cberaBa Ha GapmakoneiHuss KOMUTET U Ha €KCIIEPTHUTE TPYIU
KbM HET0 M YTBbPK/IaBa IPAaBUIIHUKA 32 IEHHOCTTA UM.

(3) HeitHocTTa Ha DapmMakoneHUsI KOMUTET ce puHaHCHpa OT OI0/DKETa Ha
MUHUCTEPCTBOTO Ha 3PaBEONA3BAHETO.

Un. 16. (1) (dom. - AB, 6p. 91 ot 2018 r., u3m. - JIB, 6p. 67 ot 2020 r.) KbM MUHUCTBpa
Ha 3/IpaBeoIa3BaHeTo ce Ch3AaBa Bucu cbBet 1o (hapMarusi, KOWTO BKIFOYBA IETHUMA
MIPEJICTAaBUTEIH, OTPEACIICHN OT MUHUCTHPA HA 3/IPaBEOIa3BaHETO, IETUMA IIPEICTABUTEIIN Ha
bwirapckus ¢papManeBTHUCH ChIO3, CIIMH MPEICTaBUTE HA bbirapckara aconuarys Ha
MTOMOIITHUK-(apMaIleBTUTE, IBaMa MIpeICTaBuTe M Ha HarmoHanHara 3{paBHOOCUTYpUTETHA
kaca (H30K) u no enun npeacraBuren Ha papmaneBTUHUHUTE (HAKYJITETH HA BUCIIUTE YUHIIUIIA.
MUHHCTBPBT Ha 3APABEOIIA3BAHETO € MPEeJICeIaTel Ha ChBETa Oe3 MpaBo Ha IJiac.

(2) Bucmmsr cbBet 110 (hapMais € KOHCYJITATHBEH OpraH, KOWTO 00CHK/Ia U J1aBa
CTaHOBHIIA T10:

. OCHOBHUTE HAaCOKH U IPUOPUTETHU B 00JacTTa Ha (papManusiTa;
. €TUYHU TIPOo0JIeMH Ha apMaIusiTa;
. IPOEKTH HAa HOPMaTHUBHH aKTOBE, CBbP3aHU C (hapmanusiTa,
. HAy4HUTE IPUOPUTETH B 00acTTa Ha hapMaIusiTa;

5. mporpamu 3a opraHM3MpaHe Ha 00IIecTBeHN 00pa30BaTeIHU KaMIIaHUH B 00J1acTTa Ha
JIEKapCTBEHUTE TPOTYKTH.

(3) (Ot™m. - B, 6p. 60 ot 2011 r., B criia ot 05.08.2011 r.)

(4) Opranusanusra u JeifHocTTa Ha Bucims cbBet no (apmarus ce ypexxaar ¢
MIPAaBUJIHHK, N31aJIeH OT MUHUCTBPA Ha 37paBeolia3BaHEeTo 10 NpeiokeHne Ha Bucmmst chBeT
no apmarus.

AW N —

UYn. 17. (1) U3mbiHuTENHATA areHIus 110 JIeKapcTBaTa € CleluaIn3upad Oprad KbM
MUHHCTBPA Ha 3/[paBEONa3BaHETO 32 HAA30P BBPXY Ka4eCTBOTO, 0€301MacHOCTTa U €(hUKACHOCTTA
Ha JIeKapcTBaTa.

(2) (U3m. - 1B, 6p. 15 ot 2013 1., B cuma ot 01.01.2014 r.) 3neaHUTETHATA areHIINS
110 JIeKapCTBaTa € FOPUAMYECKO JINIE Ha OF0DKETHA U3APHKKA Che cepanuiie B rp. Codust KbM
MUHHCTBPA Ha 3]IPaBeOIa3BaHETO.

(3) UsnbHUTEIHATA areHIUS 110 JIEKapCcTBaTa ¢ PhKOBOIU U MIPECTABIISBA OT
M3ITBJIHUTENICH TUPEKTOP, KOWTO Ce Ha3HavyaBa 1o peja Ha 3aKoHa 3a aMUHUCTPAIIUATA.

(4) Ctpykrypata, (PyHKIIMHTE ¥ OpraHu3anusaTa Ha padota Ha MAJI ce onpenensr B
YCTPOWCTBEH MPABWIHUK, IPUET OT MUHUCTEPCKUS CHBET.

(5) U3mpHUTETHATA areHITHS TI0 JIEKapCTBaTa:

1. m31aBa pa3penieHus 3a MPOU3BOJICTBO HA JIEKAPCTBEHU MPOTYKTH;
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2. U3/1aBa pa3pelleHus 3a yrnorpeda v yA0CTOBEpEHUs 32 PETUCTPALIUs Ha JIEKAPCTBEHU
MPOJIYKTH;

3. (mom. - IB, 6p. 71 ot 2008 1., B cua ot 12.08.2008 T.) u3naBa pazpemieHus u
YIIOCTOBEPEHUS 32 THPrOBHUs HA AP0 C JIEKAPCTBEHU MPOTYKTH;

4. n3aBa pa3pelIeHus 3a mapajiesieH BHOC Ha JIEKapCTBEHH MPOAYKTH;

5. (m3m. - JIB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r.) u3naBa, oTka3Ba Uiu
IpeKpaTsBa pa3pelieHus 3a ThProBysl Ha APeOHO C JIEKapCTBEHH MPOIYKTH;

Sa. (noBa - /IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) BicBa NpoOU3BOIUTEIIHUTE,
BHOCHUTEJINTE U THPTOBLHTE HA €PO C aKTUBHU BEIIECTBA;

56. (moBa - 1B, 6p. 102 ot 2012 r., B cmua ot 21.12.2012 r.) BoaM perucTbp Ha JHIATA,
OCBIIECTBSIBAIY [TOCPETHUYECTBO B 00JIACTTa HA JICKAPCTBEHHUTE MPOIAYKTH;

6. M31aBa pa3pelieHus 3a MPOBEXKAaHe Ha KIMHUYHH W3ITUTBAHMS HA JIEKAPCTBEHU
TIPOJLYKTH;

7. M3BBPLIBA OLICHKA HA KaueCTBOTO, €(PUKACHOCTTA U O€3011aCHOCTTA Ha JICKApPCTBEHUTE
IIPOJYKTH BbB Bpb3Ka C Pa3pelIaBaHETO UM 32 yIoTpeoa;

8. U3/1aBa pa3peleHus 3a peKiiaMa Ha JIEKapCTBEHU IIPOIYKTH;

9. ochILeCTBsIBA KOHTPOJI BBPXY MPOU3BOJCTBOTO, BHOCA, CbXPAaHEHUETO, ThPrOBUATA HA
€1po U IpeOHO, KIIMHUYHUTE U3MUTBAHMS, OE30MaCHOCTTA M PEKJIaMaTa Ha JIEKAPCTBEHUTE
TIPOJTYKTH;

10. u3BbpIIBa TAOOPATOPEH aHAIN3 NIPH ChbMHEHHUE 32 OTKIOHEHHE B Ka4eCTBOTO,
eprKacCHOCTTa ¥ 0€301MaCHOCTTA Ha JIEKAPCTBEHUTE MPOAYKTH H MpEaIpremMa MpeIBUICHUTE B
3aKOHA MEPKH;

10a. (HoBa - IB, Op. 102 or 2012 1., B cuna ot 21.12.2012 r.) ochuiecTBsiBa GyHKIIUUTE
Ha KOMIIETEHTEH OpraH 3a mpociieisiBaHe Ha JeKapcTBeHaTa 0€30MacHOCT;

11. (m3m. - IB, Op. 102 ot 2012 1., B cmma ot 21.12.2012 r.) opranusupa u noaabpxa
cucTeMa 3a Ipociie/siBaHe Ha JIeKapCcTBeHaTa 0€30MacHOCT;

12. u3naBa cepTuduKatu cbriacHo ceptudukariara cxema Ha C30;

12a. (HoBa - 1B, 6p. 18 ot 2014 r.) u3gaBa ceprudukaru 3a Jlo6pa nuctpudyropcka
MPAKTHKA;
13. u3naBa ceptudukaru 3a [{Jobpa mpous3BoACTBEHA TPAKTHKA;

14. (u3m. - IB, 6p. 18 ot 2014 r.) KOHCYATHpPAa UHBECTUIIMOHHUTE MPOEKTH 32
CTPOUTEJICTBO HAa HOBU M/MJIU MPEYCTPONUCTBO HA CHIIECTBYBAIIN 00EKTH, CBbP3aHH C
MIPOM3BOJICTBOTO Ha JIEKAPCTBEHH MPOJIYKTH, B ChOTBETCTBUE C MpaBuiaTa Ha [loOpara
IIPOU3BOJICTBEHA MPAKTUKA;

15. n3nbyiHgBa PYHKIMUTE HA KOOPIMHATOP M KOHCYJITAaTUBEH OPIaH Mo MpoOIeMHTe,
CBBP3aHU C KaYeCTBOTO, e(hUKaCHOCTTa U 6€30MaCHOCTTA HA JIEKAPCTBEHUTE MPOJYKTH;

16. ochiecTBsIBa KOHCYJITAHTCKA, HAydyHa, HHOOpPMAIIMOHHA U H3aTEJICKa JEHHOCT B
o0J1acTTa Ha JISKapCTBEHUS CEKTOP;

17. koopauHMpaA U y4acTBa B IEWHOCTH, CBBp3aHu ¢ EBpomneiickara hapmakories u ¢
pa3paboTrBaHeTo Ha brnrapckara apmaxores;
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18. yyactBa B JieiiHOCTH B 00J1aCTTa HA JIEKAPCTBEHUTE MPOIYKTH, CBbP3aHu ¢ paboTaTa
Ha EBpomneiickara areHius 110 Jiekaperara, EBponeickus IMpeKTopar 1o KauecTBOTO Ha
JIeKapcTBaTa U 3[paBeolia3BaHe, Ha MEK/yHAPOIHU OPraHU U OPraHU3alMU, KaKTO U C
W3MBITHECHUETO Ha MEXTYHAPOIHH JIOTOBOPH, IO KouTo Pemybnuka brirapus € ctpana;

18a. (Homa - /1B, 6p. 102 oT 2012 1., B cuma ot 21.12.2012 1.) yuacTBa B
MEXITyHApOHATA XapMOHH3AIUS M CTAaHAAPTU3AIMS HA TEXHUICCKUTE MEPKH, OTHACSIIHN CE JI0
MIpOCJeIIBaHeTO Ha JIeKapcTBeHaTa Oe30MacHOCT, [0/ KoopauHanusaTa Ha EBponeiickara
areHIIUs T0 JIEKapCTBAaTa,

186. (oBa - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 1.) ch31aBa U moaabpxa
HAI[MOHAJICH HHTEPHET MOPTa 32 JIEKAPCTBEHH MPOTYKTH;

19. ochuiecTBsiBa 1Py ACHHOCTH, TOCOYCHHU B 3aKOH.

(6) (U3m. - JIB, 6p. 98 ot 2010 1., B cmma ot 01.01.2011 1., u3m. - JIB, 6p. 67 ot 2020 1.)
W3mbaHuTenHATa areHIMs 110 JIeKapCcTBaTa KOOPAUHUPA IeHHOCTUTE B 00J1acTTa HAa KOHTPOJa
BBPXY JIEKAPCTBEHUTE MPOYKTH ChbBMECTHO C PETHOHAIHUTE 37paBHu nHCneknuu (P3N).

(7) (Homa - 1B, 6p. 102 oT 2012 1., B cuyia ot 21.12.2012 r.) MU3nbJIHEHHETO HA MEPKUTE
10 TO3U 3aKOH, CBBbP3aHH C IPEOTBPATABAHE HA HABIIM3aHETO U PA3MPOCTPAHCHUETO Ha
danmubuurpaHy JeKapcTBEHH MPOYKTH, C€ OCBIIECTBSIBA B ChTpyAHIUYECcTBO Mexkay ATl u
MUTHUYECKUTE OPTaHH.

(8) (Homa - /1B, 6p. 84 or 2018 r., B cruma ot 12.10.2018 r.) M3mbaauTenHaTa areHIus
IO JIEKapCcTBaTa MOXKE Jla M3BHPINBA ChBMECTHH MPOBEepKH ¢ HarmoHnanHara areHmus 3a
npuxoaute, Arenuus "Mutaunn", Hanmonannara 34paBHOOCUTYpUTENIHA Kaca,
MUHUCTEPCTBOTO Ha 3/paBeona3BaHeTo U HalmoHamHUs CHBET 110 IIEHU U peuMOypCcHpaHe Ha
JIEKapCTBEHHUTE MPOIYKTH MPHU OCHIIECTBSIBAHE HA CBOUTE (PYHKIIMU B 00JIaCTTa HA KOHTPOIIA
BBPXY JICKAPCTBECHUTE MTPOTYKTH.

Y. 17a. (Hos - IB, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Pernonannure 31paBHu
MHCIIEKIIMY U3/1aBaT YIOCTOBEPEHHUS 3a PErHCTpaLlus Ha JPOTrepuu.

Y. 176. (Hos - IB, 6p. 18 ot 2014 1.) (1) (U3™m. 1 mom. - JIB, 6p. 67 ot 2020 1.) KBM
m3nbJHATEeNHUA qupekTop Ha MAJI ce cp3naBa ExcriepreH chBeT 10 THProBUs Ha APeOHO C
JIEKapCTBEHH MPOAYKTH, KOUTO BKJIFOUBA TpUMa MpeICTaBUTENN Ha bbarapckus gpapmaneBTuiyeH
ChI03, €IMH IIpe/IcTaBUTeN Ha bbharapckaTa aconuanys Ha MOMOUTHUK-(apMalleBTUTE, 110 €AUH
IpeJCTaBUTEN Ha (papManleBTUYHUTE (PaKyITETH Ha BUCIIUTE YUMWIHIIA U YETUPUMA
npencraButeny Ha MAJL. CbcTaBbT Ha ChBETa C€ ONMPEENis ChC 3al0BE]] Ha U3IbJIHUTEIIHUS
nupextop Ha MAJI, ceriacyBaHa ¢ MUHUCTBpPA Ha 3/IpaBEOIa3BaHETO.

(2) CbBeThT 10 all. 1 € KOHCYNTaTUBHO 3BEHO, KOETO:

1. n3rorBs cranoBuia no noganeHute B MAJI 3asBieHus u 1okyMeHTH 110 wi. 228, ai.
1 u 5, KouTo MpeacTaBs Ha U3MIBIHUTEIHUS TupekTop Ha MAJT;

2. mpaBU MOTUBHPAHU NPEAIOKEHNUS IO MUHUCTHPA HA 3/]paBEONAa3BAHETO UPE3
M3MbIHUTENHUS aupektop Ha MAJI 3a mooOpsiBaHe Ha 1OCThIIa HA HACETIEHUETO /10
JIEKapCTBEHU MTPOTYKTH.

(3) OpranuzanusTa 1 JeifHOCTTa Ha €KCIIEPTHHS ChBET 10 al. 1 ce ypexaar ¢
IIPaBWJIHUK, N3/1aJIEH OT U3NBbJIHUTENHUA qupekTop Ha AJI o npeanokeHne Ha ChbBeTa.

(4) UneHoBeTe Ha €KCIIEPTHUS CHBET IO ajl. 1 He MMoJlydyaBaT Bb3HATPAXKIACHUS 32
y4acTHE B 3aCEIaHUS HA ChBETA.

(5) 3a cBosiTa IEWHOCT EKCIIEPTHUAT CHBET IO al. 1 C€ OTYMTA €KETOTHO TIPE
MUHHUCTBpA Ha 3/1paBEONa3BaHETO.
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Un. 178. (Hos - [IB, 6p. 18 ot 2014 r.) He Morar ga 0b1aT WieHOBE HAa EKCIIEPTHHS
c¢hBeT Mo . 170, an. 1 auia, KOUTO ca:

1. coOcTBEHUIH, YICHOBE HA YIIPABUTEIHU M KOHTPOJIHU OPTaHU Ha THPTOBCKU
JPYXKECTBA WU AHOJUYHHU THPTOBIU C MIPEIMET Ha ACHHOCT MPOU3BOJICTBO, BHOC, ThPTOBUS HA
€IpO WU IPEOHO C JIEKAPCTBEHH MPOIYKTH;

2. CHIPYKHUIIA WK aKIIMOHEPH, KOUTO MPUTEkKABAT HAJ 5 HA CTO OT KaluTaja Ha
THPrOBCKH JIPYXKECTBA C MPEAMET Ha JICWHOCT MPOU3BOJICTBO, BHOC, THPTOBUS Ha €IPO WIH
IpeOHO C JIKapCTBEHU MPOYKTH WM pabOTAT Ha TPYAOB JIOTOBOP B TE3U JPYKECTBA.

Pazpea I1.
Perucrpu

UYn. 18. (Otm. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)
Yn. 19. (1) U3mbiiHUTETHATA areHIvsI 10 JICKapCTBaTa MOIbPKa ¥ BOJAM PETUCTPH Ha!

1. (m3m. - JIB, 6p. 102 or 2012 r., B cmma ot 21.12.2012 r.) npousBoauTEIUTE U
BHOCHUTEIIUTE HA JICKAPCTBCHH MPOYKTH HA TepUTOpUATa Ha PeryOiinka beiarapus u Ha
KBaTMUIIMpaHuTe una mo wi. 148, 1. 2 m mo wn. 161, am. 2, 1. 1;

2. (m3m. - [IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 1.) mpOU3BOUTENUTE,
BHOCHUTEJIUTE U ThPrOBIUTE HA €IpO C aKTUBHHU BELIECTBA;

3. (mom. - 1B, 6p. 67 ot 2020 r.) pa3peuieHure 3a ynorpeda u perucTpupaHuTe
JIEKapCTBEHM MPOJYKTH Ha Teputopusta Ha PenyOnuka bbarapus u paspemienure 3a ynotpeba
0 LEHTpaJIM3KUpaHa NpoLeaypa JeKapCcTBEHH IPOoAyKTH 1o pena Ha Pernament (EO) Ne
726/2004 na EBponeiickus napiaameHT 1 Ha CbBeTa;

4. THProBIUTE Ha PO C JIEKAPCTBEHU MPOJIYKTH Ha TepUTOpUsATa Ha Pemybmuka
bearapus;

4a. (HoBa - /IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) mocpenHuiuTe B obnacrra
Ha JIEKapCTBEHUTE TIPOIYKTH;

5. (u3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) u3nanenure pazpenieHus 3a
THPrOBUS Ha IPEOHO C JIEKApCTBEHH MPOIYKTH;

6. pazpelnieHuTe KIMHUYHY U3TUTBAHUS;

7. U3aICHATE Pa3pelIeH s 3a mapaneieH BHOC.

8. (moma - 1B, 6p. 18 oT 2014 r., oT™. - JIB, Op. 84 o1 2018 ., B cuna ot 12.10.2018 1.)

(2) (U3m. - [IB, 6p. 84 ot 2018 1., B cmuma ot 12.10.2018 r.) JlaHHKUTE OT PETUCTPUTE TIO
an. 1, 1. 1 - 7 ce myGnukyBar B 14-THEBEH CPOK OT M3/]JaBaHE Ha CHOTBETHOTO Pa3peIIeHHE Ha
crpannnara Ha MAJI B uHTEpHET.

(3) (Homa - 1B, 6p. 67 ot 2020 r., ot™. - JIB, 6p. 103 ot 2020 r., B crma ot 01.01.2021
r.)

(4) (Homa - 1B, 6p. 67 ot 2020 r., u3m. - JIB, 6p. 103 ot 2020 r., B cruta ot 01.01.2021
r.) U3neaHUTETHATA areHIIHsI 110 JIEKapCTBaTa CBbP3Ba HAIIMOHAIHUS HOMEP 32 UACHTU(DUKAIIHS
mo wir. 259, an. 1 ¢ kKoJa Ha MPOYKTa Mo CMUCHNIA Ha il 4, 6ykBa 6), moaTouka i) ot Jlenernpan
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pernament (EC) 2016/161 na Komucusra ot 2 okromBpu 2015 r. 3a qombiBane Ha JlupekTruBa
2001/83/EO na EBporneiickus mapiamenT u Ha ChBeTa Ype3 yCTaHOBSIBAaHE Ha MMOJAPOOHM MTpaBUIIa
3a MoKasaTeauTe 3a 0€30MacHOCT, IOCTABEHH BbPXY OMAKOBKAaTa Ha JIEKApCTBEHUTE MPOAYKTH 32
xymanHa ynorpeba (OB, L 32/1 ot 9 ¢eBpyapu 2016 r.), Hapuuan no-Hatatsk "Jlenerupan
pernament (EC) 2016/161", 3a nekapcTBeHUTE MPOAYKTH, ONIPEACIICHH B Jleerupan periiaMeHT
(EC) 2016/161, mpenocraBen mo wi. 68, an. 1, 1. 11 mwuamn. 217, 1. 6.

(5) (Homa - 1B, 6p. 67 ot 2020 r., ot™. - JIB, 6p. 103 ot 2020 r., B crma ot 01.01.2021
r., HOBa - JIB, Op. 16 ot 2024 r., B cuna ot 23.02.2024 r.) U3mbaHUTEIHATA areHITUS 110
JIeKapcTBaTa eXeJIHEeBHO MpeaocTaBs Ha HalmonaaHus cbBeT MO LIEHU U peuMOypcHpaHe Ha
JICKapCTBEHHUTE MPOIYKTH CBBP3aHUS KOJ Ha MPOAYKTA 110 ajl. 4 3a LenuTe Ha 3aulaiiane Ha
JIEKapCTBEHH MPOJIYKTH C MyOJIUYHU CPENICTBA.

(6) (Homa - 1B, 6p. 67 ot 2020 1.) Perucrpure mo an. 1 moaaepkar onepaTuBHA
ChbBMECTHUMOCT M aBTOMATU3UpaH UHTepdeiic, mpenocTapsin nHHOpMaIMATa B MAIIMHHOYETUM
dbopMar, upe3 KOUTO MOKe J1a ObJIaT U3IMOJI3BAHHU OT APYTrHd HHPOPMAITUOHHU CUCTEMH.

(7) (IIpenumna an. 3 - JIB, 6p. 67 ot 2020 r.) M3mbaHuTeIHaTa areHIHs 1O
JIeKapcTBaTa MOIbPKa CHCTEMH 3a €JIEKTPOHEH OOMEH Ha JJAHHU C PETyJaTOPHHUTE OpPraHH Ha
Ipyrute Abp>kaBu WwieHku, EBpomneiickara komucusi U EBporneiickaTa areHIus 1o JieKapcTBaTa.

Y. 19a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) CrorBeTHHTE P3U
BOJST U TTOJIBPKAT IMMYOIUIHHN PETUCTPH 32 U3IJCHUTE OT TSIX yIOCTOBEPCHHUS 32 PETHCTPAIIHS
Ha JIPOTCPHH.

(2) B 7-nHeBeH CpOK OT U3/1aBaHETO Ha YIOCTOBEPEHUE 3a PETUCTPALIUS HA JPOTEPHs
cpoTBeTHaTa P3U usnpama 1o MUHHCTEpCTBOTO Ha 3/1paBeona3BaHETO HH(MOpMALIUS 3a
W3JIaJICHUS aKT.

(3) MuHHCTEpPCTBOTO Ha 3/IpaBeola3BaHETO BOJU U MOJAbPKA Ha HMHTEPHET CTpaHUIaTa
CH ITyOJIMYCH HAIIMOHAJICH PETUCTHP Ha M3/IaJICHUTE YIOCTOBEPEHUS 3a PETUCTpAIUs Ha
Jporepus.

Pazpen II1.
duHaHcHpaHe

Y. 20. (1) Heiinoctra Ha MAJI ce puHaHCHpa OT OI0KETHU CPEJICTBA U MPUXOAHN OT
coOCTBEHa JIEHHOCT.

(2) (U3m. - 1B, 6p. 15 o1 2013 1., B cmma ot 01.01.2014 r.) bromkeTHUTE CpencTBa ce
OCUTYpSIBaT OT CyOCHIMS OT AbpKaBHUS OIOJKET upe3 Oro/keTa Ha MUHHCTEPCTBOTO HA
3/IpaBeoIa3BaHETo.

Y. 21. (1) U3mbyiHuTENHATA areHIysl 10 JIeKapcTBaTa € aAMHUHUCTPATOP Ha IPUXOJUTE
0T coOcTBeHa IEUHOCT, KOUTO ce (opMHUpar oT:

1. xumMHKo-papMaleBTUYHH €KCIIEPTH3H;

2. 1abopaToOpHU aHAJIU3HU U U3MUTBAHUS;

3. OolleHKa Ha JOKYMEHTAIUs ¥ U3/1aBaHe Ha pa3pelIeHus], CepTU(PHUKATH, YIOCTOBEPEHUS
U APYTU TOKYMEHTH, IOCOYEHH B TO3U 3aKOH;
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4. olleHKa IpY TIOJHOBSIBaHE, IPOMSIHA U 3aJIMYaBaHe Ha Pa3pelIeHUETO 3a ynorpeba u
yIOCTOBEPEHHE 32 PETHCTPALKs Ha JICKAPCTBEH MPOAYKT;

5. momrbpKaHe Ha pa3pelIeHUsTa 3a YIoTpeda WM yI0CTOBEPEHHSTA 32 PErHCTPAIIHS
Ha JICKAPCTBEH MPOAYKT;

6. TTI00M ¥ UMYIIECTBECHH CAaHKIMH, HAJIO)KEHH C HAaKa3aTEeITHHU MOCTAaHOBIICHHUS,
W31a/ICHU 32 HAapYILIEHUS 110 TO3U 3aKOH;

7. KOHCYNTAHTCKa, U3/1aTeJICKa U HayYHOU3CIIeIoBaTelICKa ICHHOCT B 001acTTa Ha
JIEKapCTBEHHUSI CEKTOD;

8. chriacyBaHe Ha HHBECTUIMOHHUTE IIPOCKTH 32 CTPOUTEICTBO Ha HOBU W/HITH
MPEYCTPONCTBO Ha CHIECTBYBAIINA OOCKTH, CBBP3aHH C IPOU3BOJICTBOTO HA JICKAPCTBCHH
TPOIYKTH;

9. U3BBpIIBaHE HA MHCTICKIIUU BHB BPB3Ka C OI[CHKA 32 ChOTBETCTBUETO HA YCIOBHSITA
Ha MPOU3BOCTBO C U3MCKBaHUATA Ha J[oOpara Mpou3BOJCTBEHA MPAKTHKA,;

10. (moBa - 1B, 6p. 84 or 2018 1., B crya ot 12.10.2018 r.) H3BBpIIBaHE HA HHCIICKITHH
Ha pa3pelIcHH 33 IPOBSKIAHE KIMHUYHH W3ITUTBAHHMS,

11. (moBa - [IB, 6p. 84 oT 2018 1., B cuya ot 12.10.2018 r.) u3BBpIIBAHE HA HHCIICKIIHH,
CBBp3aHU C U3JaBaHe Ha cepTudukar 3a JJoOpa mpon3BoICTBEHA IPaKTHKA WK 3a JJoOpa
JTUCTPUOYTOPCKA MTPAKTUKA IO UCKAHE HA MHCIICKTHPAHOTO JIUIIC;

12. (mpenumna 1. 10 - /1B, 6p. 84 o1 2018 1., B cuna ot 12.10.2018 r.) npyru
M3TOYHHIIN.

(2) (U3m. - JIB, 6p. 84 ot 2018 1., B cua ot 12.10.2018 r.) IIpu ochiiecTBsIBaHe Ha
neitHoctuTe o at. 1, T. 1 -5 u 7 - 11 MAJI cwbupa Takcu B pazmep, onpeiesicH B Tapuda,
npuetra OT MUHUCTEPCKUS CHBET.

(3) (Homa - 1B, 6p. 71 ot 2008 r., B cmta ot 12.08.2008 r.) B Tapudara no an. 2 ce
OTIPEAEIIAT MO-HUCKU U PA3IMYHU [0 pa3Mep TaKCH 3a OCHIIECTBSIBAHE HA MPOLEAYPHUTE T10
paspernraBane 3a ynorpe0a, MpOM3BOACTBO U BHOC Ha JICKAPCTBEHH MPOAYKTH 32 MAJKH H 32
CpeIHU MPEeANpUATHs BbB (hapMalleBTUUHUS CEKTOP IO CMUCHJIAa Ha 3aKOHA 32 MAJIKUTE U
CPEITHUTE MPEATPUSATHS.

Un. 22. (1) ®unancoBuTe cpeacTBa 1o 4i. 21 ce pa3xoasar 3a:

1. kouTponHara aetHoct Ha UAJT;

2. 3amiallane Ha JeMHOoCTH 1o wi. 21, an. 1, T. 1 u 2, B cmydaure, KOrato U3BbPIIBAHETO
uM e Bb3710keHO0 oT MAJI o 1oroBop Ha Apyru JIMLa;

3. (ot™. - IB, 6p. 38 o1 2012 1., B cuna ot 01.07.2012 1.)

4. cp3/1aBaHe, NOAABPKAHE U BOJAEHE HA PErUCTpUTE 1o wi. 19, ai. 1;

5. moIbpKaHe Ha CUCTEMH 3a €TIEKTPOHEH OOMEH Ha JJaHHU C PEryJIaTOPHUTE OpTaHu
Ha JpYTrUTe Ibp>KaBU WICHKH, ¢ EBponelickata komMucus u ¢ EBporielickaTta areHuus o
JIEKapCTBATA;

6. (mom. - 1B, 6p. 102 ot 2012 1., B cryma ot 21.12.2012 r.) mHPOpMAIMOHHA H
M3JIaTeNcKa IeHHOCT, CBhp3aHa ¢ Ka4ecTBOTO, €(heKTHBHOCTTA M 0€30MaCHOCTTA Ha
JIEKapCTBEHHUTE MPOAYKTH M MPOCIeIsIBaHEe Ha JIKapCTBEeHATa 6€30MacHOCT;

7. (mom. - IB, 6p. 84 ot 2018 r. (*)) oOe3neyaBaHe 1eHHOCTTA HA CTICIUATM3UPAHUTE
komucHu 1o 4. 47, an. 1 u 2, komucusra 1mo wi. 103, an. 1 1 Ha ceBera 1Mo wir. 251, an. 3;

8. (ot™. - IB, 6p. 38 oT 2012 1., B cuma ot 01.07.2012 1.)

9. ygacTusi B MEXIYHAPOIHH U HAIIMOHATTHU MEXTy1a00paTOpHU U3MUTBAHMS;
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10. (m3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., orm. - IB, Op. 38 o1 2012 1.,
B cunia ot 01.07.2012 1.)

(2) (Hom. - ZIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. u gom. - JIB, 6p. 12 ot
2011 r., B cuna ot 08.02.2011 r., u3m. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., uzm. -
B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1., u3m. - IB, 6p. 84 ot 2018 1. (*)) ®unHancoBUTE
cpenctBa 1o wi. 259, an. 5 ce pa3xoaBar 3a:

1. (ot™. - IB, 6p. 60 ot 2011 r., B crta ot 05.08.2011 1)

2. neitHocTH Ha DapMakonelHUs KOMUTET;

3. (u3m. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1., u3m. - /1B, 6p. 102 oT 2012 1.,
B cmna ot 21.12.2012 r., usm. - JIB, Op. 84 ot 2018 1. (*)) neiitnoctn Ha Komucusra mo
MPO3PAvHOCT.

4. (ot™. - 1B, 6p. 38 o1 2012 1., B cruta ot 01.07.2012 1.)

5. (mom. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r., u3m. - IB, 6p. 12 o1 2011 1., B
cwra ot 08.02.2011 r., u3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., ot™m. - [IB, 6p. 38
or 2012 r., B cuna ot 01.07.2012 1.)

I'naBa Tpera.
IIYCKAHE HA ITA3APA HA JIEKAPCTBEHHU TPOAYKTH

Pa3gea 1.
OO0 MoJI0KEeHUs

Un. 23. (1) (U3wm. - [IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) [IpomumineHo
MIPOU3BE/IEH JIEKAPCTBEH MPOAYKT MM JIEKAPCTBEH MPOAYKT, MOIYUYEH 10 METOM, KOWTO BKJIIOUBA
IIPOMMUIIUIEH IPOIIeC, MOXKe Ja ObJe MyCHAT Ha Ia3apa caMmo Clie/l ojydaBaHe Ha pa3pellieHue 3a
ynotpe0a WM cies MojiydaBaHe Ha YJO0CTOBEPEHUE 3a PETUCTPaLlis, U31aIEHO 110 pelia Ha TO3U
3aKkoH wiH 1o pena Ha Pernament (EO) Ne 726/2004 na EBponelickus napiameHT u Ha CbBeTa, U
npu cra3BaHe u3nckBanusta Ha Pernament (EO) Ne 1901/2006 na EBpomnelickus mapiaMeHT U Ha
CobBera ot 12 nekemBpu 2006 T. OTHOCHO JIeKapCTBEHUTE MPOIYKTH 32 IeIMaTpU4Ha yrnorpeda u
3a u3Mmenenue Ha Pernmament (EMO) Ne 1768/92, Tupextura 2001/20/EO, IupexTua
2001/83/EO u Pernament (EO) Ne 726/2004, napuyan no-naratsk "Pernament (EO) Ne
1901/2006", u Ha Pernament (EO) Ne 1394/2007 na EBponeiickus napaameHT u Ha CbBeta ot 13
HoeMmBpH 2007 I. OTHOCHO JIEKAPCTBEHUTE MIPOAYKTH 3a MOAECPHA TEpanus U 3a U3MEHEHHE Ha
Hupextusa 2001/83/EO u na Pernament (EO) Ne 726/2004 (OB, L 324/121 ot 10 nexemBpu
2007 r.).

(2) Pa3pemenue 3a ynotpeda no cMHCHIa Ha ajl. | ce U3UCKBA U 3a PaJUOHYKIUACH
reHepaTop, paAMOHYKINJIEH IPEKYPCOp U 3a KUT.
(3) Bunosere npoueaypu o cMuchia Ha ai. 1 ca:

1. nenTpanusupana;

2. TIporieAypa 1Mo B3auMHO IPU3HABAHE/ ISIICHTPATH3UPAHA;

3. HalMOHAJHA.

(4) (Homa - 1B, 6p. 71 ot 2008 r., B cmma ot 12.08.2008 r.) Ha Teputopusita Ha
Peny6nuka bbirapus morar 1a 6b1aT NycKaHU Ha Ma3apa caMmo JIEKapCTBEHH NMPOJIYKTH, YUHTO
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MIPUTEKATEIN HA Pa3pelICHUETO 3a yIoTpeda/y10CTOBEPEHHE 3a PETUCTPALIMS € YCTAaHOBEH Ha
TEPUTOPUSITA HA IbP)KaBa WICHKA.

Uin. 24. (1) (U3m. - AB, 6p. 71 ot 2008 1., B cunia ot 12.08.2008 r.) Pa3pemienue 3a
yroTpeda He ce U3UCKBA 3a paarodapMaIeBTHIIN, IPUTOTBEHU HETIOCPEACTBEHO MIPEIH
yroTpedara UM OT pa3pelieHu 3a yHoTpeda paiuoHyKIUIHI TeHEPATOpH, PAAUOHYKIHIHI
MPEKYPCOPH HITH KUTOBE B ChOTBETCTBHE C YKAa3aHUATA HA TIPOU3BOTUTEIIS HM.

(2) IlponykTtuTe no an. 1 ce mpUroTBIT OT KBATU(HUIIMPAHU JIULIA B JTa0OpaTOPUU WIIH
MHCTUTYTH, TTOJIYYHIIM pa3pelIeHHe 3a U3BBPILIBAHE HA TaKaBa JIEHHOCT 10 pe/ia Ha 3aKOHa 3a
0€301MacHO U3MOJ3BAHE HA SAPEHATa CHEPTHUS.

(3) IlpurorBsHeTo, U3MOI3BAHETO U MPUIIATAHETO HA MPOJAYKTUTE 1O aj. | ce u3BbpIIBa
CBITIACHO MEAMIIMHCKUS CTaHIapT MO HyKJIeapHa MEIHUIIMHA.

Y. 25. (1) Kputepuure 3a onpesesnsiHe Ha JJEKapCTBEH MPOJYKT, IPEAHA3HAUECH 3a
JeyeHue, IpopuIaKTUKA UM TUarHOCTUKA Ha PeIKU 3a00IsiBaHus, ce ypexxaar B Pernmament
(EO) Ne141/2000 na EBponeiickus napiameHT u ChBeTa.

(2) YcnoBusTa u peabT 3a U3/1aBaHE Ha pa3pelleHue 3a ynoTpeda Ha JeKapCTBEHUTE
npoaykTH 1o ai. 1 ce onpenensat B Permament (EO) Ne 726/2004 na EBpornielickus mapiaMeHT u
CebBera.

Un. 26. (1) (U3m. - [IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Pa3pemenue 3a
yroTpeda Ha JIEKapCTBEH MPOYKT, YOCTOBEPEHHE 3a PErHCTPAIlUs Ha XOMEOaTHYCH
JIEKapCTBEH MPOJYKT MO Wi. 35 UK yOCTOBEPEHHE 32 PETUCTPALIUS HA TPATUIIHOHEH
pacTuTelNeH JIeKapCTBEH MPOIYKT 1o Wi. 37 Ha TeputopusiTa Ha PemyOnmka bearapus ce n3nasa
OT U3MBIHUTENHUS aupekTop Ha MAJI Ha pu3ndecko WiH IPUINIECKO JIHIE, KOETO €
YCTAaHOBEHO HA TEPUTOPHSITA HA JbprKaBa WICHKA.

(2) Korato nuiero no an. 1 He e ycTaHOBEHO Ha TepuTopusiTa Ha PenyOnuka bearapus,
TO OMpeAess CBOM NMpeCTaBUTEN.

(3) IlpuTexarensaT Ha pa3pemIeHUEeTo 3a yoTpeda HOCH OTTOBOPHOCT 33 MyCHATUTE HA
rasapa JieKapcTBeHH NMpoayKTu. OnpeenssHeTo Ha JIHIIE 110 ajl. 2 He 0CBOO0X/1aBa MPUTEKATENS
Ha pa3pelIeHneTo 3a ynoTpeda OT OTTOBOPHOCT ChIVIACHO JieiicTBamoTo B Penybnuka brarapus
3aKOHOJAATEJICTBO.

Paznea II.
HN3uckBaHus KbM JOKYMEHTALMATA 32 U3[1aBaHe HA pa3pelieHue 3a ynorpeoda

Un. 27. (1) (U3m. - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) 3a n3gaBane Ha
paspernieHue 3a ynorpeda Ha JISKapCTBEH MPOIYKT JIMIETO 1o Wi. 26, an. 1 mogaBa B MAJI
3asBIICHHE IO 00pasell, NPUAPYKEHO ¢ Jocue BbB (hopMmat "EnekTpoHEeH 00111 TEXHUYECKU
JIOKYMEHT", KOETO ChIIbpiKa:
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1. ume u agpec Ha YIPABJICHUE/TIOCTOSHEH a/IpEC Ha 3asiBUTEIIS U HA MPEICTABUTEIS 110
qJ1. 26, aJ1. 2; KOraTo 3asBUTEIST € JIMIIE, PA3JIMYHO OT MPOU3BOIUTEIIS HJIH IPOU3BOAUTEIUTE -
ajipec Ha 0OEKTHUTE 32 MPOU3BOJICTBO;

2. HAMMEHOBAHKE Ha JICKAPCTBEHUS POAYKT;

3. JaHHHU 3a KaUCCTBCHUA U KOJIMYCCTBCHUSA CbCTAB HA JICKAPCTBCHUSA ITPOAYKT, KATO CC
IIOCOYBA MEKYHAPOHOTO HEMATCeHTHO HAMMEHOBaHue, penopbyano oT C30, npu HaIM4Yue Ha
TaKOBa, HJIM CbOTBCTHOTO XMMHNYCCKO HAMMCHOBAHUC,

4. TepalleBTHYHU TIOKa3aHUs, IPOTUBOIIOKA3aHUS U HEXKEIaHH JICKAPCTBECHU PEAKIINN;

5. (m3wm. - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) m03upoBKa, JeKapCTBEHA
(dbopMa, HAUMH Ha MPUIIOKCHHUE U IIBT HAa BbBEXKIAHE U MPEUIOKESH CPOK HA TOJHOCT;

6. IpeINa3HA MEPKU ¥ MEPKHU 33 OE30MaCHOCT MPHU ChXPaHSIBAaHE HA IPOAYKTA, TIPH
MPUJIAraHeTo My Ha MAIIMEHTUTE U MPH YHHUIIOXKABAHE HA OTIAIBIIUTE OT MPOJIYKTa,
MPUAPYNKEHH C YKA3aHUS 32 MOTCHIIMATHUTE PUCKOBE OT JICKAPCTBEHUS MPOAYKT 32 OKOJIHATA
cpena;

7. omMcaHWe HA HAYWHA HA ITPOU3BOJICTBO;

8. omucanue Ha KOHTPOJHHUTC MCTOAU, U3IIOJI3BBAHN OT IIPOU3BOANUTECIIA,

8a. (HoBa - /1B, Op. 102 ot 2012 r., B cmia ot 02.01.2013 r.) nexmnapanus, ue
pe3yaratute oT oauTa 1o wi. 160, an. 2, mpoBeAeH OT IPOU3BOIUTENS HA JIEKAPCTBEHUS
MIPOJYKT, OTBBPXK/AABAT, Y€ AKTUBHOTO BEILIECTBO € IIPOU3BEIECHO B CbOTBETCTBUE C IPUHILIUIIUTE
U pbKOBOJICTBATA 3a JJoOpa mpon3BOICTBEHA MPAKTUKA; B AEKJIapallUaTa ce I0CoYBa JjaTara, Ha
KOSITO € IPOBEJIEH OJUTHT;

9. oL1leHKa HA MOTEHLIMAIHUS PUCK OT JIEKAPCTBEHMSI IPOAYKT 32 OKOJIHATA Cpenia 3a
BCEKH OT/IEJIEH CclTyyall 1 MEpKHU, IPEIBUJCHH 32 OIPaHUYaBAHETO MY;

10. pe3ynratu oT:

a) apmaneBTHUHNUTE (PUZNKO-XUMUYHU, OMOIOTUYHH UM MUKPOOHOJIOTHYHH)
U3MUTBaHUS;

0) NpeIKINHUYHUTE (TOKCUKOJIOTUYHU U (PapMaKOJIOTUYHH ) U3NIUTBAHNUS;

B) KJIMHUYHU U3IUTBAHUS;

11. nexnapanusi, 4ye Npu KIMHUYHUTE U3MUTBAHUS, IPOBEJIEHU U3BBH TEPUTOPUSTA HA
IbP>KaBUTE YIEHKHU, Ca CHa3€HH €TUYHUTE NPUHIMIH Ha JloOpaTa KIMHUYHA PaKTHKA;

12. (m3m. - JIB, Op. 102 ot 2012 1., B cmima ot 21.12.2012 r.) pe3tome Ha cucrteMara 3a
npoclieAsiBaHe Ha JieKapcTBeHaTa 6€30IMacHOCT, KOETO BKJIIOUBA CIEHUTE €JIeMEHTH:

a) UMe Ha KBaIU(PUIUPaHOTO juile 1o wi. 191, aprodbuorpacdus - o6pazoBanue,
npUIOOHUT MpoeCHOHANIEH OMUT B 00JIACTTa Ha MPOCIIe/IBaHe Ha JIeKapCcTBeHaTa O€30MacHOCT U
KBaJIM(UKaIMs 32 U3MBbJIHEHUE HA 3a/IbJDKEHUSATA MY 110 pejla Ha IJ1aBa 0CcMa;

0) BCsiKa e/THa IbpKaBa WIEHKA, B KOATO KBAJTU(HUIIMPAHOTO JIULE U3ITbIHIBA
3a]IbJKEHUSATA CH;

B) azpec, TenedoH, ¢akc, aapec Ha eJIeKTPOHHATA MOIla Ha JIUIETOo 1o OykBa "a";

T') aJpec, Ha KOWTO ce ChbXpaHsIBa OCHOBHUSAT JIOKYMEHT Ha CHCTEMara 3a pOcCIe/siBaHe
Ha JIeKapcTBeHaTa 6e3011acHOCT;

12a. (HoBa - IB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) gexnapamus ot 3asBUTEINS,
Ye pasnosara ¢ HeOOX0IMMHUTE CPEJCTBA Ja U3ITBJIHABA 33AbJDKEHUATA 10 TJIaBa OCMa;
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13. (m3m. - JIB, 6p. 102 ot 2012 r., B cmuma ot 21.12.2012 r.) muian 3a ynpaBjieHue Ha
pHCKa ¢ ONMCaHMe Ha CUCTEeMaTa 3a YIpaBJICHUE Ha PUCKa, KOSTO 3asSBUTEIAT L€ BBEC 32
CBHOTBETHUS JICKAPCTBEH MPOJIYKT, 3a€HO C PE3IOME Ha TIIaHa,

14. xpaTka XapakTepHUCTUKa Ha MPOAYKTa ChIVIACHO 4. 34;

15. MakeT Ha MbPBUYHATA ¥ BTOPHYHATA OMAKOBKA HA IPOAYKTA U MPEUIOKCHHE 32
JMCTOBKA B ChOTBETCTBHE C M3UCKBAHMATA Ha IJIaBa IIECTa;

16. xomue OT pa3peuIeHueTo 3a MPOU3BOJCTBO, U3/IaJICHO OT PETYJIATOPHUS OpPTaH Ha
JbpKaBaTa, B KOSITO CE U3BBPIIBA IPOU3BOJCTBOTO, MPUAPYKEHO Che cepTudukar 3a Jloopa
MIPOU3BO/ICTBEHA MTPAKTHUKA WIIM CEPTU(HKAT, yJOCTOBEPSBAILl, Y€ IPOU3BOJICTBOTO HA
JICKApCTBEHHSI TPOAYKT M HAa aKTHBHUTE BEIIECTBA, BIIM3AIH B ChCTaBa My, € U3BBPIICHO B
CBHOTBETCTBHUE ChC CTAH/IAPTH, HAi-MAJIKO €KBUBAJICHTHH Ha cTaHaapTute Ha JloOpara
MIPOU3BOJICTBEHA MTPAKTHKA;

17. xomue OT TOKYMEHT, C KOWTO JIEKAPCTBEHUSAT MPOYKT € OIpE/IesieH 3a JICUeHHe,
npoUIaKTUKA WK TUATHOCTUKA HAa PEJIKK 3200 SIBAHUS, TIPUAPYKEH C KOIHE OT CTAHOBHILETO
Ha EBpomneiickara areHius 1o J1IeKkapcTsara;

18. KON OT BCUYKH pa3pelieHus 3a ynorpe0a, U3/1aJCHU B Ipyra JbpikaBa YICHKA UK
B TpeTa IbpiKaBa, 3a JIEKAPCTBEHUS MPOJIYKT, 32 KOWTO C€ MCKa pa3pelieHne 3a ynorpeoa;

18a. (HoBa - IB, O6p. 102 ot 2012 1., B cua ot 21.12.2012 1.) xomue oT 00001IIeHNe Ha
JTAHHUTE 32 0€30MaCHOCT, BKIIFOUYUTEIHO JaHHUTE, ChIBPIKAIIH CE B IEPHOAUIHHUTE
aKTyaJIM3UpaHH JOKJIAJIU 332 0€30IIaCHOCT, M KOraToO TaKKWBa ca HAIUIIE, ChOOIICHUAITA 32
MOJIO3MPAHH HEXKEJIaH! JICKAPCTBEHU PEaKIINH;

19. ciichk Ha AbpKABUTE WICHKH, B KOUTO € MOJIAJCHO 3asBlICHUE 32 U3/]aBaHe Ha
pasperieHure 3a ynorpeda Ha JIeKapCTBEH MPOJIYKT;

20. (m3m. - IB, 6p. 71 ot 2008 1., B cuma ot 12.08.2008 r.) Komue OT KpaTKaTa
XapaKTepUCTHKA Ha MPOJIYKTa, MPEAJIOKEHA OT JIMLETO 1O Wi. 26, aJl. 1, Wiu Komue OT KpaTKara
XapaKTepUCTHKA Ha MPOIYKTa, 0100peHa OT peryJaTOpeH OpraH Ha IbpiKaBa YieHKa/Ibp>KaBU
YJICHKH, BeYe U3JIAJIN pa3pelIeHue 3a yrnorpeoa;

21. xomme OT OTKa3a 3a M3/1aBaHe Ha pa3pelleHne 3a ynorpeda B AbprkaBa UIeHKa UM B
TpeTa IbprKaBa, MPUAPYKEHO C MOTHBH; MH(POPMAITUS 32 BPEMEHHO CITMpPaHE K 32
MpeKpaTsBaHe Ha JACHCTBUETO HA Pa3pelIeHUEeTo 3a ynoTpeoa;

22. KoIMe OT MpeI0KEeHaTa JMCTOBKA 3a MallMeHTa, MPUAPYKEHO OT 0000IIeHre Ha
pe3ynTaTuTe OT OlleHKaTa Ha HUBOTO Ha Pa30MpaeMoCT Ha ChbPKAHUETO Ha JTMCTOBKATa OT
n30paHa OT 3asiBUTEJIS [IeJIeBa TPyIia OT MAlMeHTH, WK KOIHE OT JINCTOBKA, 0JJ00peHa OT
pEryIIaToOpeH OpraH Ha AbpiKaBa WICHKa, Beue U3/all pa3pelieHue 3a ynorpeoa;

23. TOKYMEHT 3a IJIaTeHa Takca B pa3Mep, ornpejielieH B Tapudara mo wi. 21, an. 2;

24. (noBa - [IB, 6p. 71 ot 2008 1., B cuna ot 26.07.2008 1.) TOKyMEHTUTE IO WI. 7 OT
Pernament (EO) Ne 1901/2006.

(2) (Jom. - 1B, 6p. 18 ot 2014 1.) lokymenture 1o ain. 1, T. 18 u 18a nmo otHomeHue Ha
JI'bp>KaBUTE YJICHKH, ChOTBETHO M0 T. 19, ce mogaBar camo B mpoueaypurte no pasaen VIIL

(3) 3a pagnoHYKJIMIHA TEHEPATOPH KbM JAHHUTE 10 ajl. 1 ce mpeacTaBsT
JOMBTHATETTHO CIEIHUTE TOKYMEHTH:

1. onucanue Ha cUCTEMaTa 3aCIHO C HO,Z[pO6HO OIIMCAaHHUEC Ha KOMIIOHCHTHUTC I‘/I, KOHTO
MOTaT aa HOBJIIMAAT Ha ChbCTaBa WJIM HAa KAYCCTBOTO HA ABIICPHUTE PAAVOHYKIININ,

2. Ka4eCTBEHH U KOJIMYECTBEHH OCOOCHOCTH Ha elyaTa Wid cyOimmara.
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(4) JoxymeHnture u AaHHUTE OT (hapMalleBTUYHUTE, MPEAKINHUYHUTE U KIMHUYHUTE
M3MUTBaHMA C€ MPUAPYXKABAT C 000OIICHH JOKIIAA1, H3TOTBEHU OT EKCIEPTH ¢ HeoOXoaumara
TeXHH4YecKa u npodecuonanta kpanudukanus. Kpm nokinanure ce npuiara aBroornorpadpuyuna
CIpaBKa Ha €KCIIEPTUTE, N3TOTBUIIM JOKJIAA.

(5) Hocuero Ha JieKapCTBEHUS MPOAYKT C€ MPEACTaBs Ha OBITapCKU W/WUIM Ha
AHTJIMHCKU €3UK.

(6) (Homa - [IB, 6p. 102 ot 2012 1., B crma ot 21.12.2012 r.) Cuctemara 3a ynpaBjieHHE
Ha pucka 1o ai. 1, T. 13 Tps6Ba 1a e mponopuroHaaHa Ha HISHTH()UIUPAHUTE U HA
MOTEHIIUAJTHUTE PUCKOBE OT JIEKAPCTBEHUS MPOAYKT U HAa HEOOXOIUMOCTTA OT ChOMpaHe Ha
JaHHU 32 0€30MaCHOCT OT MOCTMAPKETHHIOBU MTPOYYBAHHUS.

(7) (Homa - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) [IpuTexarensT Ha
paspenieHrneTo 3a ynorpeda akTyaln3upa JaHHUTE OT JOCHUETO 1o ail. 1. 3a Besika mpoMsiHa B
JIOCHETO ce Ipujiara pebT Ha IJ1aBa TpeTa, pa3aen VI, korato e mpuioxumo.

Ui 28. (1) (U3m. - IB, 6p. 71 o1 2008 1., B cuna ot 12.08.2008 r.) JIunero mo wi. 26,
an. 1, TOKOJKOTO HE HapyIlllaBa MpaBaTa Ha UHAYCTPHAIHA U ThPTOBCKa COOCTBEHOCT, HE
npencrass B UAJI nannute o un. 27, an. 1, 1. 10, 6ykBu "6" u "B", ako Moxke J1a TOKaxe, ye
JICKaPCTBCHUSIT MPOJIYKT, IOCOYCH B 3asBJICHUETO, € TCHEPUUICH HA pepepeHTEH JIEKApCTBEH
MIPOJYKT, KOWTO € pa3pelieH Win € Ouil pa3pellieH 3a ynotpeda B AbpikaBa WiCHKa, Mpeln He Mo-
MaJIKO OT 8 TOAWHH.

(2) IlpuTexarensaT Ha pa3pelIeHueTo 3a ynorpeda Ha reHePUYHUS TPOAYKT 1o aj. 1 He
MOJKe€ J1a TO IyCHE Ha na3apa, npeau aa u3rekat 10 roguHu ot jatata Ha TbPBOTO pa3pelieHue

3a ynotpeda Ha peepeHTHHUS JIeKAPCTBEH MPOIYKT.

(3) JIuuero mo uz. 26, an. 1 mpu cna3BaHe Ha yCIOBUsATA MO al. | U 2 MOXke Ja oJaie B
NAJI 3asB1eHMe 3a pa3pellieHue 3a ynorpeda Ha reHepu4eH Ha peepeHTeH JIEKapCTBEH MPOJYKT
1 KOrato peepeHTHUAT MIPOAYKT HE € UMaJl U3/a/IeHO pa3pelieHne 3a ynorpeda Ha TepUTOpHITa
Ha Peny6nuka buarapusi.

(4) B ciydauTe o an. 3 nuneTo mo 4wi. 26, an. 1 mocoysa B 3asBJICHHETO MO Wi. 27, ai. 1
JbprKaBaTa 4ieHKa, B KOSATO pehepEeHTHUSAT MIPOIYKT € pa3pellieH Uik € Ol pa3pelieH 3a
ynoTpeoba.

(5) B cniydante no an. 3 MAJI uzuckBa OT peryiaTOpHHs OpraH Ha JIbpKaBaTa 4JeHKa,
MOCOYEHA B 3asIBJICHUETO 10 4. 27, an. 1, MOTBbpkAeHNE Ha HHPOpMAIIHTA 110 afl. 4,
KOJIMYECTBEHHUS U KAU€CTBEHUS ChCTaB Ha pePEPEHTHHS MPOIYKT U aKO € HEOOXO0IMMO,
JOMBTHATETTHA IOKYMEHTAIIUS.

(6) 3mpaHUTETHATA areHIIHS 110 JIEKapCTBaTa MPEA0CTaBsl MPU MOUCKBAHE OT
pErylaTopeH opraH Ha AbpiKaBa WICHKA, B KOATO € MOAaIeHO 3asIBJICHUETO 32 TeHEpUUYEH Ha
pedepeHTeH JeKapCTBEH MPOIYKT, KOWTO € pa3pelieH WK € OWjl pa3pelieH 3a ynorpeda Ha
Teputopusita Ha PenyOnuka bwirapus, HeoOxoaumara nHGoOpMaIus 1o aj. 5 B CpOK A0 €AUH
Mecell OT J1aTaTa Ha MTOMCKBAHE.

(7) HeceTroaumiHusT MEpUOJ IO ajl. 2 MOXKe /1a ObJIe YIBJDKEH Hali-MHOTO C €Ha
TOJIMHA 110 MCKAaHE Ha MPUTEXKATEIIS Ha pa3pelieHrueTo 3a yrnorpeda Ha pedepeHTHHUS JIEKapCTBEH
MPOJYKT, aKO Tpe3 MbPBUTE 8 TOAMHM OT U3/IaBaHe Ha pa3peIIeHUeTo 3a yrnoTpeda Ha
pedepeHTHUS IeKapCTBEH MPOAYKT MPUTEKATEIAT MY TTOTYUH 3a CHITUS TPOIYKT pa3pelieHne 3a
HOBO TEPANEeBTUYHO MMOKa3aHNUEe, YUUTO 3HAUUTETHH KIMHUYHU MTPEIUMCTBA TIPe]]
CHILIECTBYBAILIUTE JIECUEOHU Bb3MOXKHOCTH Ca HAYYHO 0OOCHOBAHHU.
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(8) (Homa - 1B, 6p. 12 ot 2011 r., B cruta ot 08.02.2011 r.) Koraro 3a jgexapcTBeH
MPOAYKT € U3a/ICHO IbPBOHAYAITHO Pa3pelIeHuE 3a yIoTpeda B CbOTBETCTBUE C WiI. 23, 3a BCsIKa
MPOMSHA B KOJIMYECTBOTO Ha aKTUBHOTO BEIIECTBO, B JIEKapcTBeHAaTa (popMa, B KOJTHYECTBOTO B
OITaKOBKA, B ITbTS HA BHBEXK/IAHE HA JICKAPCTBEHHUSI MPOIYKT, KAKTO U 32 BCUUYKU JPYTU TPOMEHU
WIH pa3IIupsiBaHe Ha 00XBaTa Ha Pa3pelIeHUeTo 3a YIoTpeda ChIo ce U3/aBa pa3pelicHne
CBIIACHO U3MCKBAHUATA HA TO3U 3aKOH WJIM ITBPBOHAYATIHOTO pa3pelIeHue 3a yrnorpeda ce
JOMbJIBa. BCHUKHM Te3M pa3pelieHus ce CMATaT KaTo MPHHAIIE)KAIIH KbM €IHO TJI00ATHO
paspernieHue 3a ynorpeda Ha JIEKapCTBEHHUS IPOIYKT 3a LEIUTE Ha IPUIaraHe Ha TO3U WICH.

Y. 29. (1) JIuuero no ui. 26, an. 1 npeacrasst B MAJI pesyararure o HeoOX0IUMUTE
MPEIKIMHUYHY W/UIN KIMHUYHY U3MUTBAHMS B CIIy4auTe, KOraTo JIKapCTBEHUSAT IPOAYKT,
MIOCOYEH B 3asIBIICHUETO:

1. HE MOXe J1a ce Ompeen KaTo TeHepHYeH, N

2. U3MUTBAHMTA 32 OMOHATTUYHOCT HE JJOKA3BaT OMOEKBUBAJICHTHOCT, WU

3. (mom. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) nMa mpoMsiHa B aKTHBHOTO
BEIIECTBO WJIM BEIIECTBA B KOJMYECTBOTO HA aKTUBHOTO BEIIECTBO MJIM BEIIECTBA B I030Ba
€IMHUIIA, HA TepareBTHUHUTE TIOKa3aHus, Ha JIeKapcTBeHaTa popMa, Ha HAaUMHA Ha TPUII0KEHUE
crpsiMo pedepeHTHUS JIEKapCTBEH MPOIYKT.

4. (ot™. - 1B, 6p. 71 ot 2008 1., B cruta ot 12.08.2008 1.)

(2) KoraTo 6uonornyex aeKkapcTBeH MPOIYKT, IOCOYEH B 3asBJICHUETO, 10JJ00€H Ha
pedepenTeH OHOJIOTHYEeH JIEKapCTBEH MPOAYKT, HE OTIOBaps Ha YCJIOBUATA, 32 1a Oblie
OTIpeJIeNIeH KaTO TeHEPUYEH JICKAPCTBEH MPOAYKT IMOPAH pa3InyeH HAa4WH Ha IPOM3BOJICTBO WIIN
Pa3IMYHU U3XOJIHU MaTepUaNIl B CpPaBHEHHE C peepeHTHUS WM TI0 IPYTU MIPUYMHU, 3aIBUTEIST
npencrass B MAJI pesynrature oT HEOOXOIMMHUTE PEAKIMHUYHN W/WITU KIMHUYHU U3TUTBAHUS,
CBBP3aHU C TE3U YCIOBUS.

(3) B ciydaute o an. 1 u 2 ce nmpeacTaBsa U JOKYMEHTAIUATa, ONpe/iesieHa B Hapeaoarta
o . 42.

Y. 30. (1) JIuuero no ui. 26, an. 1, TOKOJIKOTO HE HapylllaBa IIpaBaTa Ha UHAYCTpUaIHa
U THPrOBcKa cOOCTBEHOCT, He mpeacTaBst B MAJI nannute mo wi. 27, an. 1, T. 10, 6yksu "6" nnu
"B", aKo MO’Ke€ J]a JIOKaXe, IIPH YCJIOBUs, ONpe/iesieH! B HapeaOdaTa no wi. 42, ye akTUBHOTO
BEIIECTBO, BIM3AI0 B ChCTAaBa HA MPEJIaraHus 3a pa3peleHne 3a ynorpeda JiekapcTBeH
MIPOAYKT, € C T0Ope ycTaHOBEHA ynoTpeda B MEAMIIMHCKATA MTPAKTHKA, UMa MTPU3HATA
e(pUKaCHOCT U MPUEMIIMBO HUBO Ha O6e30macHOCT. B Te3u citydau pe3ynraTure OT U3NUTBAHUATA
Y TECTOBETE MOTAT JIa Ce 3aMEHST ChC ChOTBETHUTE HAYYHH MTyOJINKAIINH.

(2) JIuuero mo an. 1 mpencrass pe3ynTaTuTe OT HEOOXOJUMUTE MPEAKINHUYHY U
KJIMHUYHY W3MIUTBAHM B CIIydail Ha JIEKapCTBEH MPOAYKT, ChAbPIKalll aKTUBHU BEILIECTBA, C
no0pe ycTaHOBEeHa ynoTpeda, KOUTO He ca OWJTM M3II0I3BaHM B Mpe/jiaranata KOMOWHAIIHS 32
TepaneBTUYHH LIeU. B To3u cityyail He ce mpe/cTaBs JOKYMEHTAIU 110 OTHOIIEHHE Ha BCIKO
OT/EITHO aKTUBHO BEIIECTRBO.

(3) Koraro akTHBHO BEIIECTBO 110 CMUCHIIA HA aJll. 1 UMa JJOKa3aHO HOBO TEPANIEBTUYHO
Moka3aHue Ha 0a3aTa Ha 3HAYMMHU MPEIKINHIYHA WIA KIMHUYHA JaHHU, CBEP3aHH C HOBOTO
MoKa3aHue, eTHOKPATHO 3a CPOK OT €JHA TOMHA CIIE/IBAII] 3asIBUTEI HE MOXeE J1a c€ TI030BaBa Ha
JAHHHUTE 32 HOBOTO MOKa3aHNE Ha aKTHUBHOTO BEILIECTBO.
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Un. 31. B cnyyaii, koraTo JIeKapCTBEH MPOAYKT ChAbpPKa AKTUBHU BEIIECTBA,
U3I0JI3BaHU B ChCTaBa HAa Pa3pelIeHU 3a ynoTpeOa JeKapCTBEHU IPOAYKTH, HO HEU3IOI3BaHU B
npesaraHaTta KoMOMHaIUs 3a TepareBTUYHH LIEJH, JUIETO Mo Wi. 26, an. 1 npeacrass
pE3yNITaTUTE OT MPEAKINHUYHUTE U OT KIIMHUYHUTE U3MUTBAHMS, CBhP3aHU C Ta3H KOMOMHAIIHSL.
B T03u ciydaii 3agBUTENAT HE MPEACTaBs JOKYMEHTAlUsl OTHOCHO O€30MacHOCTTa U
e(pUKAaCHOCTTA Ha BCAKO OTAEITHO aKTUBHO BEIIECTBO.

Ui 32. [lpuTexaTenar Ha pa3penieHue 3a ynorpeda Ha JIEKapCTBEH MPOIYKT MOXE J1a
paspelin U3MoJI3BaHeTo Ha (papMalieBTUYHATA, TPEIKIMHAYHATA H KITMHHYHATA JIOKYMEHTAIIHS,
ChIIbpIKaIla ce B JOCUETO Ha JICKAPCTBEHUS IPOAYKT, IIPU OIICHSIBAHE HA MOCIIEABAINHN 3asIBIICHUS
Ha JIEKaPCTBEHH MPOJYKTH ChC CHIIHSI KAYECTBEH U KOJMYECTBEH CHCTAB MO0 OTHOIIICHUE HA
aKTHUBHHTE BEIIECTBA U ChC ChIIAaTa JIEKAPCTBEHA (opMa.

Y. 33. IIpoBexkaaneTo Ha HEOOXOAMMHUTE MMPOYYBAHUS M UMTUTBAHUS C II€TT M3TOTBSIHE
Ha JJOKYMEHTALUS 33 pa3pelleHue 3a yrnorpeda 1 mociae1BaluTe NPaKTHYECKH N3UCKBAHUS BbB
BpB3Ka C pa3pelaBaHeTo 3a ynorpeda Ha JIEKapCTBEHU MPOAYKTH 110 Wi. 28 u 29 He e
HapylIeHUE Ha MTATeHTa WK Ha cepTU(UKaTa 3a JOIIBIHUTEIIHA 3aKPHJIa Ha JIEKAPCTBEH MPOIYKT.

Un. 34. (1) KpaTtkaTta xapakTepucTuKa Ha IPOAYKTa ChAbPKa CleqHaTa UHPOpMAaIIHs:

1. HauMeHOBaHUE Ha JIEKAPCTBEHUS MPOAYKT, KOIMYECTBO HA aKTUBHOTO BEILIECTBO 32
7I030Ba €IUHHIIA, JIEKapcTBeHa Gopma;

2. KOJINYECTBEH U KaYeCTBEH ChCTAB 10 OTHOIIEHUE HAa aKTUBHUTE BEILIECTBA U HA TE3U
OT TIOMOIITHUTE BEIIECTBa, NH(POPMAILIHATA 32 KOUTO € CHIIECTBEHA 3a PABUIIHOTO MpUIarane Ha
MPOAYKTA; U3MOJI3Ba c€ OOIONPUETOTO UME MIIM XUMUYHOTO ONUCAHUE;

3. nexapcTBeHa popma;

4. KTMHUYHM JJAHHU:

a) TepareBTHYHH ITOKa3aHMS,

0) 103UpOBKA U HAYMH Ha MPHIJIOKEHHE MTPU Bb3PACTHU U IIPU JELa;

B) IPOTUBOINOKA3aHMUS;

I') CIIELMAIHU IPeAYNpexIeHUs U IPeANa3Hu MEpKH IIpU yroTpeoa; 3a
MMYHOJIOTHYHUTE JICKAPCTBEHH MTPOAYKTH - IPEITa3HA MEPKH 32 JINATa, KOUTO PabOTAT C TAX H
I'M [IpUjIaraT Ha MallMeHTH, KaKTo U IpeANa3Hu MepKU, KOUTO TpsiOBa /1a ce mpeanpuemMar ot
MAIMEHTa;

1) B3aUMOJICHCTBUS C IPYTH JIEKApCTBEHU MPOAYKTH UM JpYyrd GOpPMH Ha
B3aMOJCHCTBUS;

€) yrnorpeda npu OpEeMEHHOCT WK KbpPMEHE;

) Bb3JIeiCTBHE BBPXY CIIOCOOHOCTTA 32 IopupaHe U paboTa ¢ MallliHU;

3) HeXKEJIaHU JISKapCTBEHH PEAKIINH;

1) TIpeio3upane (CUMIITOMU, aHTUAOTH, CIICIITHA MEPKH);

5. ¢hapMaKoJIOTUYHHU TaHHU:

a) (hapmakoAMHAMUYHU CBOWCTBA;

0) (hapMaKOKMHETHUYHU CBOMCTBA;

B) MPEAKINHIYHY JTaHHH 332 O€30MaCHOCT;

6. papMalleBTUYHM JAHHU:

a) CIIMCHK Ha TIOMOIIHUTE BEIECTBA;

0) OCHOBHU HEChBMECTHUMOCTH;
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B) CPOK Ha I'OJIHOCT; CPOK Ha TOAHOCT CJIE€]] pa3TBapsHE HA JIEKApCTBEHUs IPOAYKT (IIpu
HE00XO0AMMOCT) MJIH CJIe]l OTBapsHE Ha IIbPBUYHATA OMAKOBKA 32 IIbPBH IIBT;

I') CIIELMAIHU YKa3aHUs 33 CbXPAaHEHUE;

) BUJ U CbCTaB HA OTAKOBKHUTE;

€) CIeLIMaIHU YKa3aHUA 332 U3XBbPIIHE HAa OCTAaThKa OT JIEKApCTBEHUS NPOAYKT UM Ha
OTHAJABYHUTE MATEPUANIN OT HETO;

7. npuTeKaTeN Ha pa3pelIeHueTo 3a ynorpeoa;

8. peructpanvoHeH HOMep;

9. nata Ha IbPBO pa3pelIeHue 3a ynoTpeda Ui Ha MOAHOBSBAHE HA Pa3pELICHUETO 3a
ynotpeoa;

10. naTa, Ha KOSATO € U3BbpILEHA IPOMSHA B ChABP/KAHUETO HA KpaTKara
XapaKTepUCTHKA Ha TPOYKTa;

11. 3a pagnodapmaleBTUIM - U3uepraTesiHa MH(pOopMaIys 3a BbTPELIHATa paJualliOHHA
TO3UMETPUS;

12. 3a paguodapmaleBTUIM - TOAPOOHH HHCTPYKIIMU 33 €KCTEMIIOPAJIHO IIPUTOTBSAHE U
Ka4eCcTBEH KOHTPOJI U KOTaTo € MPHII0KUMO, MAKCUMATHOTO BpEME Ha ChbXpaHEHHe, IPe3 KOETO
CBhOTBETHUAT MEXAMHEH MPOJYKT KaTo eJyaT WM FOTOB 32 yrnorpeda apMaleBTUK ChbOTBETCTBA
Ha CrIeU(pUKAIHITA CH.

(2) B kparkaTa xapakTepuCTUKa Ha JIEKAPCTBEHUTE MPOIYKTH 110 4i. 28 - 33 Morar 1a
HE ce BKJIIOUBAT YaCTUTE OT KpaTKaTa XapaKTepUCTUKa Ha peepeHTHHUS JIEKAPCTBEH MPOIYKT,
OTHACSIIM C€ J0 MOKa3aHus 1 JIeKapCcTBEHU (POpMU, KOUTO ca OMIIM MO MAaTeHTHA 3aKpuJia 1o
BpPEMETO, KOTaTO TeHEPUYHHST MIPOAYKT € OMJI Ha ma3apa.

(3) UsuckpanusTa KbM (hopMaTa U ChABPIKAHUETO HA KpaTKaTa XapakTepUCTUKa Ha
MIPOJYKTa C€ ONpeAesaT B Hapeaoara mo ui. 42.

(4) (Hosa - 1B, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) Kparkara xapakTepucTuka
Ha JIEKapCTBEHUTE MPOAYKTH, BKIOYEHH B criuchbKa o wi. 23 ot Pernament (EO) Ne 726/2004
Ha EBponeiickus mapnament u CbBera, chabpka MHGOpMAIUs cbC ciaeHus TekcT: "To3u
JIEKapCTBEH MPOJIYKT MOJJIEKHU Ha TOMBIHUTENHO HaObmoaeHue". [Ipen Tekcra ce mocTasst 3HaK B
YyepeH LUBAT chIlacHo 4. 23, maparpad 5 ot Pernament (EO) Ne 726/2004 na EBponeiickus
napiameHT 1 CbBeTa, IPUIPYKEH OT OOSICHUTENHA OeJeKKa.

(5) (Hosa - 1B, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) KpaTkara xapakTepucTuka
Ha JIEKapCTBEHUTE MPOAYKTH ChABPKA CTAHAAPTEH TEKCT, KOWTO MOOMIPSBA METUIIMHCKUTE
CMELUAINCTH J1a TOKJIaJBaT BCSAKA MOJJ03MpaHa HEXKElaHa JIGKapCTBEHA pPeaKIUsl ChITIaCHO
oOpasuute o wi. 185, an. 2, T. 4.

Pasnen I11.
CnennuyHu U3NCKBAHMSA 32 XOMEONATHYHHU JIEKAPCTBEHU MPOAYKTH

Y. 35. (1) YocroBepeHue 3a perucTpalysi Ha XOMEOINaTH4eH JIEKapCTBEH MPOAYKT ce
M3/1aBa 1o OMPOCTEHA MPOIEAYPa, aKO OTTOBaps Ha CICIHUTE YCIOBHS:

1. mpunara ce nmepopagHO WIN BBHIIHO;

2. BbpXY OIIAaKOBKaTa My MJIM B Jpyra MH(OpMaIus, CBbp3aHa C HEro, He ca MOCOUYEHHU
CHGI.[I/I(bI/I‘IHI/I TCPAINICBTUYHU ITOKA3aHU A,

3. pasperneH e B JOCTaThb4HA CTEIIEH, 3a J]a rapaHTHpa 0€30MacHOCTTa Ha MPOIYKTa, U HE
ChIbpKa [TOBEUE OT €JJHA JIECETOXMIIAIHA YacT OT TUHKTypaTa Maiika WM MI0BeYe OT €Ha CTOTHA
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YacT OT Hali-MaJKaTa /103a, U3M0JI3BaHa B aIONAaTHTa, HA aKTHBHHUTE BELIECTBA, YHETO HATUYHE B
aJIONIaTUYEH JIEKAPCTBEH MPOJYKT BOAU 0 3aIbJDKUTEIIHO JICKAPCKO IPEANICaHHE.

(2) 3a u31aBaHe Ha yIOCTOBEPEHHE 32 PETUCTPALIUS Ha XOMEOIaTUYEH JICKapCTBEH
MPOAYKT JUIETO 1o wi. 26, an. 1 monasa B MAJI 3asBeHue mo odpaselr, B KOETO MOTaTt J1a Obaar
MIOCOYEHU CEpHUs OT JICKApCTBEHH MTPOAYKTH, TTOJYYSHU OT €AMH M ChII XOMEOIaTHIEH N3TOYHHK
WK OT €JHU U ChIIIY U3TOYHHIIHU.

(3) 3a noxa3BaHe Ha (hapMaLEBTHYHO Ka4€CTBO U XOMOTEHHOCT Ha MapTHIUTE HA
JIEKapCTBEHHS MPOAYKT KBbM 3asiBIICHHETO 110 ajl. 2 Ce MpHiIara cieHara JOKyMEHTAIH:

1. (m3m. - 1B, 6p. 71 o1 2008 r., B cuna ot 12.08.2008 r.) Hay4HO HAUMEHOBAHUE WU
(dapMakonelHo HAMMEHOBaHHE HAa XOMEOMATUYHUS U3TOYHUK WM U3TOYHUIIM 3a€HO C
pa3IMYHUTE IBTUIIA HA BbBEXKIAHE, JIEKApCTBEHU (DOPMHU U CTETIEH Ha Pa3pexkIaHE;

2. gocue, B KOETO C€ OIMCBA HAYMHBT HA MOJIY4YaBaHE U HA KOHTPOJ HA XOMEOIIaTUYHUS
M3TOYHUK WM U3TOYHUIIH, JOKA3BAII0 XOMEOoaTHYHaTa yrorpeda Ha 6a3aTa Ha MOAXO0/IIa
oubnmorpadus;

3. Jocue Ha METOUTE Ha MPOU3BOCTBO M KOHTPOJ 32 BCSAKA JIEKapCTBeHa Gopma 1
OIKMCaHKME Ha METOJUTE Ha pa3pex1aHe U OTEHIUPaHE;

4. pa3penieHue 3a MpOu3BOICTBO, IPUIPYKEHO Che cepTuduKaT 3a Joopa
IIPOM3BO/ICTBEHA MTPAKTHUKA WIIM ChC CEPTU(UKAT, JOKA3BAL, Y€ IPOAYKTHT € IPOU3BEAEH IpU
yCIJIOBUS1, EKBUBAJICHTHU Ha M3MCKBaHUATa 3a JJoOpa npous3BoicTBEHA IPAKTUKA;

5. KOIUs OT PEerucTpaLuy UM pa3pelieHus 3a ynorpe0a, oJlyuyeHH 3a ChILUTe
MPOAYKTH B IPYTH AbPKABU YICHKH;

6. MaKkeT Ha MbPBUYHATA W/WJIM BTOPUYHATA ONAKOBKA HA MIPOAYKTA,

7. JaHHM 3a CTAOMJIHOCTTA Ha MPOJYKTA.

(4) U3uckBaHusATa KbM JAHHUTE 110 aj. 3 ce ONpeensaT B Hapeadara 1o wi. 42.

Y. 36. (1) 3a xoMeonaTUYHU JIEKAPCTBEHHU MPOAYKTH, PA3JINYHUA OT HOCOYCHHUTE B UJI.
35, an. 1, ce mpwtarar pasmnopenourte Ha 9. 27 - 32.

(2) 3a xoMeomnaTHYHU JIEKApCTBEHU NMPOIYKTHU 1O ail. 1 nmunero no ui. 26, an. 1 He
MIpe/ICTaBs Pe3yaTaTH OT NPEAKIMHUYHYU U KIMHUYHU U3IUTBAHU, KOraTO MOXKeE J1a JOKaXKe C
o6ubnuorpadcku JaHHU OT HaydHaTa JUTEpaTypa, ye XOMeolaTuyHaTa ynorpeda Ha
JIEKapCTBEHMSI MPOIYKT WJIM XOMEOMATUYHUTE U3TOYHUIIM, KOUTO BIIU3aT B ChbCTaBa My, ca C
ycTaHOBEHa 0€30IacHOCT.

(3) B cyuaunTe no an. 2 ot OubauorpadckuTe JTaHHU TpsOBa J1a ca yCTaHOBEHHU:

1. XOMeonaTHYHHST XapakTep Ha U3IMOJI3BAHNUTE CYPOBHHU U TAXHATA TPAJAUIIMOHHA
yrnoTpebda npu 3asBEHOTO MMOKa3aHHE;

2. 6E3BPEIHOCTTA HAa XOMEOIIaTHYHUS JIEKAPCTBEH MPOYKT MO OTHOIIIEHHUE Ha CTETICHTa
Ha pa3pekaaHe Ha BCAKA OT ChbCTABKUTE.

Pazgen IV.
CrnenuuyHu U3MCKBAHNS 32 TPAAMUMOHHN PACTUTEHH JEKAPCTBEHU MPOAYKTH
Ui 37. (1) YoocroBepeHue 3a perucTpaiys Ha TPAJUIIMOHEH PACTUTEIICH JIEKapCTBEH

MMPOAYKT CC U3[1aBa IO OIIPOCTCHA MMPOoLCAypa, aKO OTroBapsa Ha CJICAHUTC YCIIOBUA:

MN3TOYHMK: MMpaBHO-MHPOPMALMOHHKU cucTemm "Crnena"



1. uMa TepaneBTUYHH [TOKA3aHUS, IPUCHIIH Ha yIIoTpedaTa Ha TPAIUIIMOHHUTE
pacTUTENIHU JIEKaPCTBEHH MPOJYKTH, U CIIOPE]] ChCTaBa U 1IeNITa 3a ynoTpeda e nmpeiHa3HaveH 3a
ynoTpeba 0e3 JIeKapcKo MpeanrucaHue 1 HabJtoIeHUE;

2. mpujara ce eIMHCTBEHO B ONPEAETICHO KOJMYECTBO Ha JICKAPCTBEHOTO BEIIECTBO B
J1030Ba €MHUIIA U TIPU OMpeiesieHa J03UPOBKa;

3. mpuJara ce nepopaiHo, Ype3 BAUIIBaHE (MHXAJTAIK) WU € MPeIHA3HAUCH 32 BbHIIHA
ynotpeoa;

4. nepuobT HA TPAJULMOHHA yroTpeda chriiacHo wi. 38, ai. 1, T. 5 € U3TeKbI;

5. maHHUWTE 3a TPaJUIMOHHATa YIoTpeba Ha JIeKapCTBEHUs MPOAYKT JJOKa3BarT, ue He €
BpeJICH MPH ONPEACTICHUTE YCIOBHS Ha yroTpeda 1 (papMakoIOrHuHUAT ePEKT HITH
e(UKaCHOCTTAa Ha JIEKAPCTBEHUS IPOAYKT Ca YCTAHOBEHH Ype3 IBJITOroAUIIHATa MYy YIIOTpeda 1
HaATpyIaHUs OIHT.

(2) M3nbyiHMTEIHATA areHIIKA 10 JIEKapcTBaTa MOKe Ja MPUIIOKH MpolieaypaTa 1o ai. 1
CTIPSIMO PACTUTEIICH JICKAPCTBEH MPOAYKT, KOUTO ChIbPKAa BUTAMUHH WJIA MHUHEPAIH, YHSTO
0€30IMacHOCT € JoKa3aHa JOKYMEHTAITHO U YHETO JCUCTBUE CIPSIMO PACTUTEIHUTE JIEKapCTBEHU
BEIIECTBA B MPOJYKTA M0 OTHOIICHHUE Ha CIICU(PUYHUTE MY TIOKa3aHHUS € CIIOMAraTeiHo.

Ui 38. (1) 3a u3gaBane Ha yIOCTOBEPEHHUE 32 PETUCTPALlAS HA TPAAUIIMOHEH
pacTUTeNeH JIEKapCTBEH MPOAYKT JIULIETO 1Mo 4. 26, an. 1 mogasa B MAJI 3aaBnenue,
MPUIPYKEHO ChC CIIEHATA JOKYMEHTAIIHS:

1. nannute, mocouenu B wi. 27, an. 1, 1. 1 -9 u 1. 10, 6ykBa "a";

2. (m3m. - [IB, 6p. 71 ot 2008 r., B cua ot 12.08.2008 r.) KpaTka XapaKTepUCTHKA Ha
MPOJYKTa, C U3KJIIOYEHUE Ha JaHHUTe 1o wi. 34, an. 1, 1. 5;

3. B cirydaii Ha paCTUTEJICH JIEKApCTBEH MPOAYKT MO CMUCKHIA Ha 4. 37, all. 2 Wiv Ha
KOMOMHHpaH pacTUTENIEH JIEKapCTBEH MPOAYKT - nHbopMarusaTa mo 4i. 37, an. 1, 1. 5 3a
KOMOWHAIHSITA; KOTAaTO OTACITHUTE aKTUBHH BEIIECTBA HA KOMOWHUPAHUS MPOIYKT HE ca
JOCTAaThUHO MMO3HATH, CE MPEACTABAT JaHHH 32 TPAJAULIMOHHATA yIIOTpeOa Ha BCIKO OT TAX;

4. xomHe OT pa3pelIeHue 3a yrnoTpeda Win yI0CTOBEPEHHE 3a PErHCTPalus Ha
paCTUTETHUS JIEKApCTBEH MPOAYKT, U3Ja/ICHU OT JbprKaBa WICHKA WM OT TpeTa AbpikKaBa, U/Uiu
KOIIHE OT OTKa3, MPHUIPY>KEHO C MOTHUBUTE 32 PEUICHUETO;

5. (u3m. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Gubanorpadcku 1aHHU WIH
eKCTIEpTHH CTAaHOBUIIA, KOUTO JIOKA3BaT, Y€ PACTHTEIHHAT JICKAPCTBEH MPOIYKT, 38 KOUTO €
MO/IaJICHO 3asiBIICHUE 32 PETUCTPAIs, MM ChOTBETCTBAII HAa HETO MPOAYKT MMa Hail-manko 30-
TOJMIITHA YIIOTpeOa B CBETOBHATA MEIMIIMHCKA MPAKTHKA, OT KOUTO MOHe 15 roanHu ynorpeda Ha
TEPUTOPUSITA HA IbPKaBa YIEHKA JI0 JaTaTa Ha MOJaBaHE Ha 3asIBJICHUETO 32 PEerucTpalus;

6. 6ubauorpadcKu TaHHU OTHOCHO O€30MAaCHOCTTa Ha POAYKTA, PUIPYKEHH C
eKCIepTeH JOKIIaI;

7. KoTIHe OT pa3pelIeHHeTo 3a MPOU3BOJICTBO, IPUAPYKEHO Che cepTudukar 3a Jloopa
MIPOU3BOJICTBEHA MPAKTHUKA WU ChC CEPTU(DUKAT, JOKA3BAIIl, Y€ MIPOIYKTHT € IPOU3BEICH IIpU
YCIIOBHSI, EKBUBAJICHTHH Ha M3UCKBaHMITA 3a J0Opa Mpon3BOACTBEHA MTPAKTHKA.

(2) M3nbiiHUTEIHATA areHIIMA TI0 IEKapCcTBaTa MOKe Ja U3KMCKA OT 3asBUTENS
JOMBIIHUTETHA HH(POPMAIIHS 32 OlIEHKA Ha O€301TaCHOCTTAa Ha JICKApCTBEHHS MTPOAYKT 110 ai. 1.

(3) M3nbyiHUTEIHATA areHIIMA IO IEKapcTBaTa MOXKe Ja MOUCKA CTAHOBHUIIE OT
Komwurera 1o pacTuTenHu JIeKapcTBEHHU MPOIYKTH KbM EBporieiickaTra areHIus 1o JeKkapcTBaTa
OTHOCHO JJOCTOBEPHOCTTA Ha JaHHUTE 110 ajl. 1, T. 5, KaTo My Mpel0ocTaBu HEOOXOTUMHUTE YaCTH
OT JIOCHETO Ha JIEKapCTBEHUS MPOAYKT.
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(4) IpeacraBeHnTE JAHHM 110 ail. 1, T. 5 ca BaIWJAHM U B CIy4aWTe, KOraTo B IEPHOIa Ha
30-roaumHaTa ynorpeda B MEAUIIMHCKATA MPAKTHKA:

1. CHOTBETCTBAIIUSAT JIEKAPCTBEH MPOIYKT HA MPOIYKTA, 32 KOWTO € TOAaICHO
3asIBJICHHE 3a PErHCTpalns, ¢ O Ha ma3apa 0e3 pa3pelieHrue WM PErUCTpaIus 3a ynoTpeoa,
WA

2. KOraTo OpOSIT Ha ChCTABKUTE B JICKAPCTBEHUS MPOJIYKT, 32 KOWTO € MOIa/ICHO
3asBIICHHE 3a PETMCTPALKs, € HaMaJICH WM € HaMaJeHO KOJHYECTBOTO UM B [030Ba CAUHUIIA.

Ui 39. (1) KoraTo pacTUTETHUSAT JICKapCTBEH MPOIYKT € O Ha mazapa Ha OOIHOCTTa
II0-MaJIKO OT 15 roanHu, HO OTroBaps Ha yciaoBusTa Ha wi. 37, an. 1, MAJI npenocrasst 3a
CTaHOBHMILE JOKyMeHTauusATa 1o wi. 38, an. 1 Ha Komurera no pacTuTenHu geKkapcTBEHU
IIPOAYKTH KbM EBporelickaTa areHuus 1o JeKapcTBara.

(2) U3npnHuTENIHATA areHIus 110 JIEKapcTBaTa B3eMa OKOHYATEIHO PEIleHUEe CIe]]
myOJIMKyBaHETO Ha MOHOTpadus OT KOMHTETA 110 ajl. | 32 ChOTBETCTBUETO HA MPOIYKTA C
KPUTEPUUTE 32 PErUCTpaLus 3a TPaJULHOHHA yIIoTpeoa.

(3) B cnyuaute 1o ain. 1 cpoksT 110 4i. 44 criupa J1a Teye.

Ui. 40. U3nbJHUTETHATA areHIIMs 110 JIEKapCTBAaTa MOXKE J1a U3UCKA OT 3asBUTEIIS Ha
pacTUTeNeH JIEKapCTBEH MPOAYKT J1a Moajie TOKyMEeHTaus 1o 4i. 27 - 32 unu no 4. 35.

Ui 41. (1) (U3m. - IB, 6p. 71 o1 2008 1., B cuna ot 12.08.2008 r.) M3nbyHUTETHATA
areHIIs 1o JIeKapCcTBaTa MyOJIMKyBa HA CTPAHUIIATA CH B MHTEPHET CIHUCHK HA PACTUTEIIHUTE
BEIIECTBA, MPenapaTH UM KOMOMHAIIUU OT TAX, U3MOJI3BaHU B TPATUIIMOHHUTE PACTUTEIIHU
JIEKapCTBEHH MPOAYKTH, U3TOTBEH OT KoMuTeTa 10 pacTUTETHU JIEKAPCTBEHU MPOIYKTH KbM
EBponeiickara areHuus no jekapcrBata. CIUCHKBT ChBPKA 3@ BCAKO PACTUTEIHO BEIIECTBO
TepaneBTUYHU MMOKa3aHus, ChAbpPKAHUE HA aKTUBHATA ChCTABKa B J030Ba €AMHUIIA U JJO3UPOBKA,
BT HAa BBBEXKIAHE U Apyra nHbopMaIus, HeooXoauMa 3a 6€30MacHOTO U3IMOI3BaHE Ha
PACTUTEITHOTO BEIIECTBO KATO TPAIUIIMOHEH JIEKAPCTBEH MPOIYKT.

(2) Korato mpenno>keHusT B 3asBICHUETO MPOAYKT 32 PETUCTPALIMS 32 TPAAULIMOHHA
ynotpeda ChabpkKa PaCTUTEIIHO BEIIECTBO, MperapaT Wi KOMOUHAIIHS OT TSAX, BKIIFOUCHU B
CIHCHKA MO al. 1, 3asIBUTENAT HE MPEACTaBs JaHHUTE, TocodeHu B wi. 38, an. 1, 1. 4 - 6.

(3) KoraTo pacTUTEIHOTO BEIIECTBO, MpEnapaThT WM KOMOUHAIMATA OT TAX ObJIaT
W3KJIIOYEHU OT CIIMCHKA MO ajl. 1, IpUTEeXATeNAT Ha yIOCTOBEPEHUETO 3a PErUCTPALIUs Ha
pacTUTEIHUS JIEKapCTBEH MPOIYKT TpsiOBa jaa npeactaBu B MAJI mpiaHaTa TOKYMEHTAILMS TI0 YI.
38 B CpOK J0 TpH MEcCeIa OT MPOMSIHATA.

(4) B cnydaii e mpUTEXKATEIAT HA yIOCTOBEPEHUETO 32 PETUCTPAIIHS HA PAaCTUTEITHUS
JIEKapCTBEH MPOAYKT HE U3II'BJIHM 3adbJKeHUeTo 1o ai. 3, MAJI npekparsBa y10CTOBEPEHUETO
3a perucTpamus Ha IpoayKTa.

Pazgea V.
IIpoueaypa 3a u3gaBaHe Ha pa3penieHre 3a ynorpeda Ha JIeKAPCTBEHU NPOAYKTH U
perucTpanus Ha XOMeONATHYHN U TPAAULUNOHHYU PACTUTETHHN NPOAYKTH

Un. 42. 3uckBaHusTa KbM TAHHUTE U JOKYMEHTUTE OT JOCHETO 1Mo 4. 27 - 32, ui. 35,
an. 3, wi. 36, an. 2 u no 4. 38 ce onpenenAT B Hapeada Ha MUHUCThPA Ha 3/[paBeona3BaHETo.
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Ui 43. (1) (U3m. - IB, 6p. 67 ot 2020 1.) B cpox 10 15 nHM OT narara Ha rmojaBaHe Ha
JOKyMEHTanusTa 1o wi. 27 - 32, un. 35, an. 3 unu no wi. 38 MAJI npoBepsiBa mbaHOTaTa HA
YacTUTE Ha JIOCHETO, MPUAPYKaBaIH 3asBICHUETO, 1 ChOTBETCTBUETO UM C U3UCKBAHUSATA 32
M3/1aBaHEe Ha Pa3pelICHUETO 3a YyIoTpeda Wi Ha yIOCTOBEPSHHUETO 3a PErUCTPAIUs TI0 TO3U
3aKOH.

(2) KoraTo He ycTaHOBU HEI'BJIHOTU MJIM HECHOTBETCTBUS B M0/Ia/IEHATA JOKYMEHTAIMS,
HNAJI yBenomsiBa MMCMEHO 3asBUTEINS, B CPOKA 10 ajl. 1, ye JoKyMeHTanusaTa € BajauHa. B
YBEJOMIICHHETO CE€ TI0COYBA JaTaTa, OT KOSATO 3all04Ba /1a TeUe CPOKBT M0 Wi. 44,

(3) KoraTo ycranoBY HE'BJIHOTH W/WJIM HECHOTBETCTBUA B JOKYMEHTAIUATA 110 all. 1,
NAIJI yBenomMsiBa MUCMEHO 3asBUTEIIS J1a TIPEJCTABH TOMBIHUTEIIHA HHGOPMAITUS U/WIH 12
MIPEJICTaBU YCTHO WJIM MHUCMEHO O0SICHEHHE 110 KOHCTATUPAHUTE HEI'BJIHOTH U HECHOTBETCTBUS B
Cpok 110 14 nHuU OT naTaTa Ha YBEIOMJICHUETO.

(4) KoraTo u3uckBaHusTa 10 all. 3 HE ca U3MBJIHEHU B yCTaHOBEeHUs cpok, MAJL
MMUCMEHO YBEAOMSIBA 3asIBUTEIIS, Y€ 3asIBJICHUETO HE € BauHO. B T03m ciyqait UAJI Bpbia
nojajaeHara qJoKyMeHTanus B 14-1HeBeH CPOK U Bb3CTaHOBSIBA 75 HA CTO OT IUIaT€HAaTa OT
3asBUTENIS TaKca.

(5) Korato u3nckBanusTa 1o ai. 3 ca U3I'bJIHEHU B ycTaHOBeHUS cpok, MAJI yBenomsiBa
MMUCMEHO 3asIBUTEJIS, Y€ JOKYMEHTAIUATA € BajIuAHa, KaTO B YBEIOMJICHUETO MMOCOYBA JaTara, OT
KOSITO 3aIl04YBa JIa Te4€ CPOKBT M0 4. 44.

Un. 44. [IpouenypaTa 1o u3gaBaHe Ha pa3pelieHue 3a yrnorpeda Uil perucrpamus Ha
JIEKapCTBEH MPOJYKT 3all04Ba OT JjaTara, I0OCOUYEHAa B YBEIOMIIEHUETO 110 4. 43, ai. 2,
CBOTBETHO M0 Wi. 43, an. 5, ¥ NpUKI0YBa B CpoK 10 210 nHw.

Un. 45. (1) Koraro B MAJI e nmogaaeHo 3asBlIeHUE 3a pa3pelieHne 3a ynorpeda win 3a
perucrpanus Ha JeKapCTBEH MPOJYKT, 3a KOWTO B ChOTBETCTBHE C AaHHUTE 1o wi. 27, an. 1, 1. 18
uMa “H(popMarlys, 4e B AbpkaBa WICHKAa UMa U3/1aIeHO pa3pelleHne 3a ynorpeda Ha ChIus
nexapcTBeH npoaykT, MAJI yBenomsiBa mMcMeHO 3asBUTEIS 3a MpUjlaraHe Ha rpoleaypara 1no
1. 74.

(2) Korato B UAJI e momaeHo 3asiBI€HHE 32 pa3pellieHue 3a yrnorpeda uim 3a
perucrpanus Ha JeKapCTBEH MPOJYKT, 32 KOWTO B ChOTBETCTBUE C JaHHUTE o wi. 27, an. 1, T. 19
nMa uHopMaIus, ye B AbprkaBa WICHKA JOCUETO Ha CHIIHS JIEKaPCTBEH MPOIYKT € B MPOIIeC Ha
oneHsisane, MAJI He pasriexaa fokyMeHTanusTa mo wi. 27 - 32 wnu wi. 35, an. 3, unu mo 4. 38
Y yBEJIOMsIBa ITMCMEHO 3asBUTENS 3a MpUarane Ha rnpoieaypara mo 4i. 75.

(3) 3a mpunarane Ha paznopeaduTe Ha aji. 1 U 2 TeKapCTBEH MPOAYKT CE OMpPEaeis KaTo
€/IMH U ChIIl, pa3pelleH B Jpyra IbpKaBa UICHKa, UK KaTo MPOIYKT, KOWTO € B TIPOIEC Ha
OLIEHSIBAHE HA JIOCHETO B JpYyTa IbpiKaBa WICHKA, KOTaTo IBaTa JEKapCTBEHH MPOIYKTA:

1. MaT eTHaKbB KaueCTBEH M KOJIMYECTBEH CHCTAB 110 OTHOIICHHE HA aKTHBHOTO
BEIIECTBO/BEIECTBA U CE MIPeJyIarar B elHa U ChIla JIeKapcTBeHa (popmMa, KaTo ca JOMyCTUMH
pa3IMKK B IOMOIIIHUTE BEIIECTBA, aKO TOBA HE BIIHsIe Ha O€30MacHOCTTa U €PUKACHOCTTA, U
KOTaTo

2. IpUHAAJIEKAT HA €THO JIPYKECTBO, WIIH 3asIBIICHHE 32 JIEKAPCTBEHUTE POAYKTH
T10/1aBaT JIMIIA, TPUHAJUICIKAIIHN KbM €THO U CHIIO JPYKECTBO WIIH O0CTHHEHUS Ha IPYKECTBA,
WJIM KOTaTO 32 JICKapCTBEHUTE MPOAYKTHU O/IaBaT 3asBICHUE JIUIA, KOUTO Ca CKIFOUNIH
JUIICH3UOHEH WM IPYT TIOTOBOP WJIM M3BHPIIBAT ChBMECTHH JICHCTBHSI, CBBP3aHU C ITyCKaHE Ha
rasapa Ha ChbOTBETHHUS JICKAPCTBEH MPOIYKT B PA3TUYHUTE AbPIKABH UICHKH.
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Ui 46. (1) IIpu onensBane Ha nokymeHrtanusara MAJL:

1. MOKe Ja U3BBPIIN U3MUTBAHE HA KpAaHHUS IPOAYKT, HA MEXKIUHHUS MIPOIYKT UK Ha
U3XOJIHUTE MaTepUaIN 3a JEKapCTBEHUs IPOJIYKT, KAKTO U Jia T U3IPATH 32 U3IIUTBAHE B
naboparopust OT cucteMaTa Ha O(UIIMATHUTE KOHTPOJIHU JIeKapCTBEHU 1a00paTOpuu B AbprkKaBa
YJIEHKA, 32 J]a YCTAaHOBU JAJIM KOHTPOJIHUTE METOU 32 aHAJIU3, U3II0JI3BAaHU OT IIPOU3BOJAUTENS U
OIMCaHU B JOCUETO, OTTOBAPAT HA U3UCKBAHUATA;

2. NOTBBPXAaBa CJel IPOBEpPKa Ha MSICTO WIX [0 JOKYMEHTHU Aajli IPOU3BOAUTEIIUTE
Ha JICKAPCTBEHU MPOAYKTU OT TPETU JbPHKABU U3BBPILIBAT IPOU3BOJCTBOTO B CHOTBETCTBHE C
JaHHUTE, OMMMCAHM B WI. 27, ail. 1, T. 7, u/Uiay U3BBPIIBAT KOHTPOJA B CHOTBETCTBUE C METOMTE,
omMcanu B . 27, ai. 1, 1. §;

3. mpoBepsiBa IOCOYEHUS B 3asBJIIEHUETO OOEKT Ha IPOU3BOJCTBO, KOIaTo
MIPOU3BOIUTENAT/IPOU3BOIUTENNTE HA JIEKAPCTBEHH MPOIYKTH OT TPETHU ABPKABHU I10
M3KJIIOUYEHHUE ca Bb3JIOKUIIN Ha JIPYT MPOU3BOAUTEIN J1a U3BBPILBA ONPEACIICHU E€Talu OT
MIPOU3BOJICTBOTO WJIM KOHTPOJIA HA JIEKAPCTBEHUS MPOAYKT.

(2) Korato MAJI u3BbpiBa IpOBEpPKa HA MICTO Ha OOEKT 3a IPOU3BOJCTBO, CPOKBT IO
ui1. 44 civpa a Teve 0 U3TOTBSHE HA JIOKJIAJ C PE3yJITaTUTE OT MpOBEpKaTa.

(3) B cnyuaute 1o ain. 1, T. 2 u 3 mpoU3BOAUTENIUTE 3aIIallIaT TaKca B pa3Mep,
ompeneseH B Tapudara mo wi. 21, am. 2.

Un. 47. (1) KeM usneiaaurennus aupektop Ha MAJ] kaTo KOHCYnTaTUBHU OpPraHu ce
Ch3/aBaT CIEJAHUTE CHEIHATN3UPAHU KOMUCHUHU:

1. Komucus 3a nekapcTBeHH NPOAYKTH;

2. KoMucus 3a UMyHOJIOTHYHHU JI€KapCTBEHU MPOIYKTH;

3. Komucus 3a XoMeonaTuyHu JEKapCTBEHU MPOIYKTH;

4. KoMucus 3a pacTUTEIHH JIEKaPCTBEHH MPOTYKTH;

5. Komucus 3a paguodapmaneBTUIN;

6. (HoBa - /IB, 6p. 71 ot 2008 1., B cuua ot 12.08.2008 r.) Komucust 3a iekapcTBEHU
MIPOJYKTH C TIPHJIOKECHUE B TICTUATPHATA,

7. (voBa - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., uzm. - JIB, 6p. 102 ot 2012 1.,
B cuita ot 21.12.2012 r.) Komucus 3a nekapcTBeHU IPOAYKTH 32 MOJIEPHH TEpaIuy;

8. (noBa - /1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) Komucus 3a onienka Ha
pHUCKa IIpU MpocieisBaHe Ha JieKapcTBeHaTa 0€3011acHOCT.

(2) Tlpu HEOOXOAUMOCT UBMBIHUTETHHUT TupekTop Ha MAJI Moke na cb3/1aBa u Apyru
crienuaIn3upaHd KOMUCUH U3BBH TTOCOYEHUTE B all. 1.

(3) B cnenmanu3upaHuTe KOMUCHU CE BKJITIOYBAT CIICUATMCTH, KOUTO UMAT Hay4YHU
MTOCTIIKEHUS M MPAKTUICCKHU OITUT B CHOTBETHUTE c(hepu Ha MPUIIOKCHHUE Ha JICKAPCTBCHUTE
MIPOJYKTH.

(4) KBM mocTOSIHHHS ChCTaB HA KOMUCHUTE MOTAT JIa Ce MIPUBJIMYAT ¥ BHHITHU
CHEIMAMCTH C HAyYHU TIO3HAHMSI U TPAKTUYECKH OMUT B 00JIaCTTa Ha crierupruIHaTa
JIeKapCTBeHa rpyna.

(5) M3nbnautenaust qupektop Ha MAJL onpenenst che 3amoBe/ ChCTaBa HA KOMUCHUTE
3a CPOK TPpH FOJIMHHU, pa3Mepa Ha Bb3HArpakJICHUETO UM M YTBBPIKIAaBa MPABUITHUK 32 YCIOBUITA
U peaa Ha paboTara uM.
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(6) o 30 sryapu BcsiKa TOAMHA U3ITBIHUTETHUAT aupekTop Ha MAJI yrBbpxkaaBa
CIUCHIIM HA EKCIIEPTUTE U3BBH ChCTaBa HA KOMHUCHHTE T10 aj. | cieq ogo0peHrne OT MUHUCTBpa
Ha 3JIpaBeOIa3BaHETO.

(7) M3nbiauTenausT qupektop Ha MAJI Moxe 1a 0cBOOOIM MPEACPOYHO YICH Ha
crielragu3upaHa KOMHCHS [0 HEroBa MoJi0a P HEU3IbJIHEHHUE Ha 33IbJDKCHHAITA MY 32 IIOBEYE
OT TPH Mecella WK PHU HEAOOPOCHBECTHO OCHIICCTBIIBAHE HA (DYHKIIUUTE MY.

(8) ChCcTaBbT HA KOMUCHHTE U CIIUCHKBT HA €KCIEPTUTE MO al. 6 ce 00sBsSIBAT Ha
crpanunara Ha MAJI B unTepHer.

Ui 48. (1) YnenoBere Ha criequaIn3upaHuTe KOMUCHH 110 Wi. 47, an. 1 u excriepTuTe
1o wi. 47, an. 4 MOJAMKUCBAaT AEKIapalys, ¢ KOSITO ce 3a/IbJDKaBaT Ja He:

1. pa3riacsiBaT NaHHHU U OOCTOSITENICTBA, CTAHAIM UM M3BECTHU IPH HITH I10 TTOBO/]
OCBILECTBSIBAHE HA JICHHOCTTA UM;

2. y4acTBar B IEHHOCTH, CBBP3aHHU C MPOU3BOICTBOTO MIIM THPTOBUATA HA €IPO U HA
IpeOHO C JICKapCTBEHU MIPOIYKTH.

(2) B ciiyuaii ye nunaTa o ajn. 1 ca yyacTBaiau B HAKOHM OT €TalMTe HAa MOATOTOBKA HA
JOKYMEHTAIUATa, He00X0IMMa 3a pa3pelaBaHe 3a ynorpeda Ha JIeKapCTBEHHS TPOAYKT, TC HE
MOTaT J]a y9acTBaT B 3aCEAaHUATA Ha CbOTBETHATA CHEIMATN3UPaHa KOMUCHS 110 4iI. 47.

(3) JIumara o an. 1 He rIacyBaT P B3eMaHE HA PELICHUS 1O BBIIPOCH, TI0 KOUTO T
WIH YJICHOBETE Ha CEMEHCTBOTO UM MMAT ThPTrOBCKH, ((MHAHCOBHU HJIM IPYT'H WHTEPECH.

Ui 49. (1) (U3m. - IB, 6p. 102 o1t 2012 ., B cuna ot 21.12.2012 r.) B cpok g0 200 gau
OT JlaTaTa Ha MOCThIIBaHE HA BanuaHa JokyMeHTaust MAJI chBMECTHO ChC CHOTBETHATA
KOMHCHS 110 4. 47, an. 1 orleHsiBa KaueCTBOTO, 0€30MacHOCTTa U e(hUKACHOCTTA HA
JIEKapCTBEHHUsI MPOIYKT M U3TOTBS OLIEHBYEH JOKJIA] C KOMEHTapH Ha Pe3yaTaTUTe OT
(dhapMareBTHYHUTE U MPEAKINHUIHATE TECTOBE, KIIMHUYHUTE U3MTUTBAHUS, HA CUCTEMATa 3a
ylpaBJeHHE Ha PUCKa U Ha CUCTeMara 3a MpocieisBaHe 0€30MacHOCTTa Ha ChOTBETHUS
JIEKapPCTBEH MPOJIYKT. MI3TOTBEHUSAT OLIEHBYCH JOKIIA] CE TIPEICTaBs Ha H3IbJIHUTEITHAS
nupextop Ha MAJL

(2) (HoBa - 1B, 6p. 102 o1 2012 1., B cuma ot 21.12.2012 r.) Hoknanst mo an. 1 ce
aKTyaJlu3upa Mpy HAIMINE Ha HOBA HH(OPMAIIHs, Ba)KHA 32 OIEHKATa Ha KAYeCTBOTO,
0e30MmacHOCTTa U €UKACHOCTTA HA JIEKAPCTBEHUS MPOAYKT.

(3) (IIpenumna an. 2 - /1B, 6p. 102 ot 2012 r., B cruta ot 21.12.2012 r.) Koraro
JIEKapCTBEHUSIT MPOIYKT ChIAbPkKa FT€eHETHUHO Moauduiupanu oprannsmu, MAJI npegoctass Ha
MUHUCTEPCTBOTO Ha OKOJIHATA CPEJIa M BOJUTE HEOOXOIMMaTa JJOKYMEHTAIIUS OT JJOCHETO Ha
JIEKapCTBEHHMsI MPOIYKT M U3UCKBA CTAHOBHUIIE B CPOK 60 JTHU MO OTHOIIEHHE HA TOTCHIIUATHUS
pUCK 3a okoJiHATa cpena. LllecTaeceTTHEBHUAT CPOK € B paMKHTE Ha CpOKa 1o ail. 1.

(4) (IIpeaumrna an. 3 - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) B cnyuaute Ha
pagunodapmarnestuiin MAJI mpenoctaBs HeoOXoquMaTa JOKYMEHTAIHS OT JOCHETO Ha
JIEKapCTBEHHUsI MPOIYKT M U3UCKBA CTAHOBHUIIE B CPOK 60 THU OT ATSHIIHATA 32 AIPEHO
peryimpane 1o OTHOIIIEHHE Ha Ka4eCTBOTO U Oe30ImacHoCcTTa Ha mpoaykTa. [llectneceTnHeBHASAT
CPOK € B paMKHT€ Ha CpoKa 1o ai. 1.

(5) (Ilpenumna an. 4, u3Mm. - JIB, 6p. 102 ot 2012 r., B cruta ot 21.12.2012 r.) Koraro
MUHUCTEPCTBOTO Ha OKOJIHATA Cpella M BOJUTE M ATSHITUATA 32 SIIPEHO PEeryaupaHe He ce
MIPOM3HECAT B yCTAHOBEHUTE M0 ajl. 3 U 4 CPOKOBE, Ce MpHeMa, Y€ CTAHOBUIIIETO UM €
MOJIOKUTEITHO.
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Y. 50. (1) Koraro MAJI ycTraHOBU HECHOTBETCTBHS B IOCUETO C U3UCKBAHUATA 32
U3/1aBaHe Ha pa3pelleHne 3a ynorpeba Uil yI0CTOBEPEHHUE 3a PETUCTPALIMSI 10 TO3H 3aKOH,
yBEIOMSIBAa MUCMEHO 3asiBUTEJIS JIa IPEICTABH JOIIBJIHUTENHA HH(OpMAIIHS, CBBP3aHa C
JOKYMEHTAIUATA 10 4. 27 - 32 v 1o wi. 35, an. 3, unu 1o wi. 38, /WM 1a npe1ocTaBu YCTHO
WJIA TUCMEHO O0SCHEHHE IO KOHCTaTHPAHUTE HEIBJIHOTH U HECHOTBETCTBUA B Cpok 180 nHuU OT
JaTaTa Ha YBEJOMSBAHETO.

(2) B ciiydante 1o an. 1 cpoksbT 110 4. 44 crivpa Ja Teue OT Aarara Ha yBEJOMSIBAaHETO
710 IPEAOCTaBsIHE Ha UCKaHaTa WH(OpMaIHsL.

(3) Usnbauurennust qupekrop Ha MAJI npekpatsiBa npoueypaTa 1o u3JaBaHe Ha
paspelieHue 3a ynorpeba Ui yI0CTOBEPEHHUE 3a PETUCTPAlMs Ha JIEKAPCTBEH MPOIYKT, KOraTo:

1. 3asiBUTENAT HE MpeAocTaBu HHPOpMaUATA 10 all. 1 B MOCOYEHUSI CPOK;

2. mnaTa mno wi. 26, aji. 1 mouckat mMMCMEHO MPEKpaTIBAHETO M.

Un. 51. B cpok 10 gHM OT M3rOTBSIHETO HA OIEHBYHUA TOKJIA 1Mo 4wi. 49, ai. 1
M3MBIHUTETHUAT nupekTop Ha MAJI uznasa paspenienue 3a ynorpeda/yaocToBepeHue 3a
perucTpanus Ha JeKapCTBEHUS MPOIYKT WU MPaBU MOTUBHPAH OTKa3.

Ui 52. (1) (U3m. - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) B cpok 5 n1uu ot
JaTaTa Ha U3JaBaHe Ha Pa3pelIeHUETO 3a yIoTpeOa/yI0CTOBEPEHUETO 32 PETUCTPALIUS B
peructbpa o wi. 19, an. 1, T. 3 ce BnucBar ciieIHUTE JaHHU 32
pa3pereHneTo/y10CTOBEPEHUETO:

1. perucTpanioHeH HOMED;

2. HOMED U JlaTa Ha pa3pelleHNeTo 3a ynoTpeda/yA0CTOBEPEHUETO 3a PErUCTpalus Ha
JIEKApCTBEHMS IIPOIYKT;

3. HAUMEHOBAHUE Ha JIEKAPCTBEHUS MPOAYKT;
4. MeX1yHapOJAHO HEMATEHTHO HAMMEHOBAaHUE Ha BCSIKO aKTHUBHO BELIECTBO;

5. M€ U azpec Ha MPUTEXATEeNs Ha pa3pelIeHHeTo 3a yrmoTpeda/y10CTOBEpEHHETO 3a
perucTparys;

Sa. (HoBa - /IB, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 r.) ycnoBusTa no 4i. 55a, 56 u
56a, BIMCAaHU B pa3pelICHUETO 3a yOTpeda/ yI0CTOBEPEHUETO 3 PETUCTPALINS;

6. 1aTa Ha U3BBPIICHA IPOMIHA B Pa3peIIEHUETO 3a YIOTpeOa/yA0CTOBEPEHUETO 32
perucTpanusTa;

7. naTa Ha IpeKpaTsABaHe Ha Pa3peUICHUETO 3a yoTpeOa/y10CTOBEPEHUETO 32
pETUCTpAIHITA;

8. Ipyru 1aHHHU.
(2) Pa3pemenuero 3a ynorpeba/ya0CTOBEPEHUETO 32 PErUCTPALlUs HA JIEKAPCTBEHUS
IPOIYKT CE€ BphYBa Ha JINLETO IO WiI. 26, ai. | ¥ BIM3a B CHJIa OT JIaTaTa Ha BIMCBAHETO MY B

peructbpa o wi. 19, an. 1, 1. 3.
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Ui 53. (Uzm. - IB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) (1) U3nbauuTennaTa
areH1us 1o JIeKapcTBaTa MyOoJIMKyBa HA HHTEPHET CTPAHMIATA CH B CPOK 10 14 n1HU OT
M3JIaBaHETO Ha Pa3pelIeHHETO 3a YoTpeda/y10CTOBEpEHUE 3a PETUCTPAIIHS JAaHHUTE 110 WI. 52,
an. 1, onoObpeHara KpaTka xapaKTepUCTHKa HA MPOIYKTA U JAaHHUTE OT JINCTOBKATA.

(2) M3nbsiHKTENHATA areHLKs 10 JIeKapcTBaTa y0JuKyBa HA HHTEPHET CTPAHUIIATA
CH OLIEHBYHUS J0KJIa] 10 4i. 49, an. 1 ¢ MOTUBUTE 3a B3€TOTO PELICHUE, KaTo 3aJIM4aBa JaHHUTE,
IIpeICTaBIsIBAIIN ThPrOBCKa TalHa.

(3) JoknaasT 1o an. 2 ce npuapykasa OT pe3toMe Ha pa3dupaeM 3a 00IEeCTBEHOCTTa
e3uK. Pe3toMeTo chappika pas/iell, CBbp3aH ¢ yCIOBUATA 32 YIOTpeda Ha JIEKapCTBEHUS MPOTYKT.

Ui 54. (1) (U3m. - IB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) [IpuTexarensr na
paspelIeHrneTo 3a ynorpe0a/y10CTOBEpEHUETO 3a PErucTpanys Ha JIEKapCTBEH NMPOIYKT TUCMEHO
yBenomsea MAJI 3a narara Ha JEMCTBUTEIHOTO ITyCKaHE Ha 11a3apa Ha JICKAPCTBEHUs IIPOAYKT B
PenyOnuka brirapus.

(2) (U3m. - JIB, Op. 18 ot 2014 1.) [IpuTekarenar Ha pa3pericHUETo 3a
yrnotpe6a/yI0CTOBEpEHUETO 32 PETUCTPAIIHSI HA JICKApCTBEH MPOAYKT yBeaoMsBa mucMeHo MAJL
Haii-MaJIKo JiBa Mecella pe/Iy MPEyCTaHOBSIBaHE Ha MPOJAKOUTE Ha JICKAPCTBEH MPOYKT,
HE3aBHCHMO JIaJIU € BPEMEHHO, WJIH IIOCTOSIHHO.

(3) (U3m. - [IB, 6p. 18 ot 2014 r.) [TpuTexkaTesar Ha pa3pelICHHETO 3a
yrnoTpe6a/y10CTOBEPEHUETO 3a PETUCTPALHs Ha JIGKAPCTBEH MPOJIYKT TOCOYBA IPUIMHHUTE 3a
[IpeyCTaHOBsSIBaHE Ha MPOJaXOUTEe B ChOTBETCTBHE ¢ Wi. 68, ain. 1, T. 6 u Aexknapupa ganu
NpeanpueTUTe OT HETo ASUCTBUS 1O ajl. 2 ce ABJDKAT Ha HAKOE OT OCHOBAHMATA 1O 4. 276 uin
o ui. 277.

(4) (U3m. - 1B, 6p. 18 ot 2014 r.) [Ipu npeycraHoBsiBaHE Ha MPOJIakOUTE HA
JIEKapCTBEHMSI IPOAYKT B pe3yJTaT Ha HEMPEABUAUMU OOCTOSTENCTBA IPUTEKATEIAT HA
paspelieHneTo 3a ynorpeda/yJ0CTOBEpEHUETO 3 PErUCTPALKs Ha JIEKApPCTBEH MPOAYKT
yBenomsBa nucMeHo MAJI B cpok 10 7 IHU OT YCTaHOBSIBAaHE Ha OOCTOSTENCTBATA.

Un. 54a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) (M3wm. - /1B, 6p. 18
ot 2014 r.) Ilpu nosnydyaBane Ha curHai B MI3mbJIHUTENHATA areHus 10 JeKapcTBarTa 3a
MIPEeyCTaHOBSIBaHE MPOIaXKOUTE Ha JIEKAPCTBEH MPOJIYKT, C U3KIIOUEHHE Ha CIydauTe 1o 4i. 54,
an. 2 u 4, areH1usATa U3BbPIIBA ITPOBEPKA B CPOK 30 AHU OT NOJIy4aBaHETO HA CUTHAJA.

(2) lIpu u3BbpmIBaHe Ha poBepkata 1o ai. 1 MAJI moxe i1a uzucka nHGoOpMaus ot
MIPUTEKATEINS Ha Pa3pelIeHUETOo 3a yrnoTpeda U/Uiu OT JIUILETO MO 4Wi. 26, ai. 2 OTHOCHO
MIPEYCTAaHOBSIBAHETO HA MPOJAXKOUTE HAa KOHKPETHHUS JIEKAPCTBEH MPOAYKT, KAKTO U OT
THPrOBIUTE HA PO C JEKAPCTBEHU MPOIYKTH OTHOCHO HAJTMYHUTE KOJIMUYECTBA OT MPOAYKTA.

(3) UsnenHuTeNHATA areHIus 1o JieKapcTBaTa My0IMKyBa Ha CTPAHMIIATA CH B
MHTEPHET pe3yTaTuTe OT U3BbPIIEHATA IPOBEPKA.

Ui 55. (1) Pa3pemenuero 3a ynorpeda/yn1oCTOBEPEHUETO 3a PETUCTPAITUS Ha
JIEKapCTBEH MPOJIYKT CE U3/1aBa OT U3MbIHUTENHUSA AupekTop Ha MTAJI 3a cpok 5 roauHu.
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(2) (Hom. - [IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Cnex u3tnyaHe Ha CpoOKa 1Mo
al. 1 paspemieHreTo 3a ynorpeda/y10CTOBEPEHUETO 32 PETUCTPAIUS HA JIEKAPCTBEHUS MPOTYKT
MoO3ke Aa 0bae nmoaHoBeHo oT MAJI Ha 0azara Ha olleHKa Ha ChOTHOILLIEHUETO MOJ3a/PUCK 10 penia
Ha 4. 59a.

(3) (U3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Pa3pemennero 3a
yrnoTpe6a/y10CTOBEPEHUETO 32 PETUCTPAIUS MOXKE 1a ObJie MPEKPAaTeHO U MPeIu U3THYaHE Ha
Cpoka 1o aj. 1, ako mpUTekaTesaT My IMOMCKa TUCMEHO TOBA OT U3MBJIHUTEIIHUSA JUPEKTOP Ha
NAJI, kato nocouu NpUUUHUTE.

(4) (Hom. - 1B, 6p. 71 ot 2008 r., B cmina ot 12.08.2008 r.) Pa3zpemenuero 3a
yrnoTpe6a/y10CTOBEPEHUETO 32 PETUCTPAIs cTaBa 0€3CPOUHO ciie]l TIOJHOBSIBAHETO MY, OCBEH B
CIIy4auTe 1o ai. S.

(5) (U3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., uzm. - /1B, 6p. 102 ot 2012
r., B cuia ot 21.12.2012 r.) [Ipu Hanu4ure Ha OCHOBATEIHHU MPUYUHHU, CBBP3aHU C TIPOCTIEAsIBaHE
Ha JIeKapcTBeHaTa 0€30MacHOCT, BKIIOYUTEIHO MOPAIU €KCIO3UIUS Ha JICKAPCTBEHUS MIPOTYKT
BBPXY HeJlocTaTbueH Opoi nanuentu, MAJI Moxke aa U3MCKa OT IpUTEXKATENs Ha pa3pelIeHUETO
3a ynoTtpe0a Ja mojaaje 3asBlIeHUE 3a MOJHOBSIBAHETO MYy 32 OIlle 5 TOJIMHU 10 pena Ha wi. 59a.

(6) (U3m. - 1B, 6p. 71 ot 2008 r., B cua ot 12.08.2008 r.) [Ipu nztnuane Ha cpoka Ha
paspelieHreTo 3a ynorpeda/ya0CcTOBEpEHUETO 32 PETUCTPALIUS UIIH MPU MPEKPATIBAHETO UM
JIEKapCTBEHMSIT MPOJYKT MOXKe J1a ObJie MpoiaBaH [0 U3UeplBaHE HA HAIMYHUTE KOJIMYECTBA B
CTpaHaTa, HO He IMOBeY€e OT €/lHA TOAMHA, CYUTAHO OT JlaTaTa Ha U3TUYAHETO, CbOTBETHO Ha
IIPEKPATABAHETO, C U3KIIIOUEHUE Ha CIyyauTe, KOraro IpUYMHUTE 3a IPEKpaTsIBaHETO ca
CBBp3aHU C O€30M1aCHOCTTA Ha JICKAPCTBEHHSI MTPOIYKT.

(7) Usnenautennust qupexkrop Ha MAJL oTHeMa chbe 3amoBes1 pa3peiieHueTo 3a
ynotpeda/yA0CTOBEPEHUETO 33 PErHCTPaLUs Ha JIEKAPCTBEH MPOAYKT, KOraro:

1. mpuTekaTesnAT My He € IyCHaJ JIEKapCTBEHMsI POIYKT Ha a3apa 10 TpU TOAVHH OT
JlaTaTa Ha U3[aBaHe Ha pa3pelIeHneTo 3a ynorpeba, nin

2. mpojax0OnTe Ha IEKapCTBEHUS MPOAYKT ca PEYyCTaHOBEHH 3a MEPUOJT OT TPU
IIOCJIEZI0BATEIHY T'OJIUHU CJIE]] IIyCKaHETO MY Ha Ia3apa.

(8) 3amoBenra 1o ai. 7 MoK Ha 00KaJIBaHe MO pea Ha
AMUHUCTPATUBHOIIPOLIECYATHUS KOAEKC.

(9) o u3kIIIOUEHME U B UHTEPEC Ha OOIIECTBEHOTO 3/JpaBe pa3nopendara Ha ajl. 7 MOXKe
Jla He ce IpuJiara, ako MPUTEXKATEIAT Ha pa3peleHUETo 3a yoTpeda Ha JeKapCTBEHHS TPOAYKT
ITIOCOYM OCHOBATEJIHY NPUYUHU. B Te3u cirydan n3nwsIHUTENHUAT qupekrtop Ha MAJI MmoTuBnpa
PELIEHUETO CH.

(10) IputexaTtenar Ha pa3pelieHne 3a ynorpeda exXeroiHo 3aIuiaiia Takca B pa3Mep,
orpeseneH B Tapudara no ui. 21, ain. 2, 3a noJabpkaHe Ha U3AaJeHOTO pa3pelieHue 3a

ynoTpeoa.

Y. 55a. (Hos - IB, Op. 102 ot 2012 1., B cuita ot 21.12.2012 1.) (1) U3nbaxHuTenHUAT
mupektop Ha MAJI Moxe na u3naze paspelieHue 3a ynotpeda/y10CToBEpeHUE 3a perucTparus Ha
JIEKapCTBEH MPOAYKT, B KOETO J1a OBh/IaT BKIIOUEHH €IHO WJIH ITOBEYE OT CIIETHUTE YCIOBHS:

1. na ce mpenmpuemMar onpeaeIeHn MEpKU 3a TapaHTUpaHe Oe3omacHaTa yrnotpeda Ha
JIEKapCTBEHHS MPOIYKT, KOUTO J1a ObJIaT BKIIOUCHH B CHCTEMATa 3a YIpaBJICHHE Ha PUCKa,

2. 1a ce MPOBEeX/aT IMOCTMAPKETHHIOBH MTPOYYBaHMS 32 OE30M1aCHOCT;
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3. 1a ce cma3Bar O-CTPOTH OT MOCOUYEHUTE B IIaBa OCMa 3abJKEHUS 32 pErUCTpUpaHe
WIN JOKJIa/IBaHE Ha TIOJJO3UPAHUTE HEXeJIaHH JICKApCTBEHU PEaKLIUU;

4. na ce cra3Batr BCAKaKBH JPYTH YCIOBUS WM OTpaHUYEHUs ¢ oruie] 6e3omacHaTa u
edukacHa yrnorpeda Ha JeKapCTBECHHUS IPOAYKT;

5. HaM4Ke Ha aJieKBaTHA CHCTEMa 3a IPOCIIeIBaHe Ha JIeKapCTBEeHaTa 0€30MacHOCT;

6. 1a ce U3BBPILBAT IOCTMAPKETUHIOBY IPOYYBAHUSA 32 €PUKACHOCT, KOTaTO UMa
OllaceHus1, CBbP3aHH ¢ €(hUKACHOCTTA Ha JIEKAPCTBEHUS IPOAYKT, KOUTO MOXKeE Ja Obaat
pas3pelIeHy caMo ciejl KaTo JIEKapCTBEHUAT MPOIYKT ObJIe IyCHAT Ha Ma3apa.

(2) B pa3pemennero 3a yrnoTtpeda/y10CTOBEPEHUETO 32 PErHCTpaIs Ce TOCOYBAT
CPOKOBE 32 U3IIBJIHEHHE Ha YCIOBUATA 110 ajl. 1, KOrato € mpuiIokuMo.

(3) OcHoBaHnusiTa 32 HaJIaraHe Ha YCJIOBUETO IO ajl. 1, T. 6 ce onpeAensT ¢ Jelerupan
akT 1o wieH 226 ot dupextuna 2001/83/EO, kaTo ce 0TYNTAT HAYYHUTE HACOKH, Pa3pabOTEHH B
PBKOBOACTBOTO 10 Wil. 194a.

(4) N3uckBanusTa 3a MPOBEXKIaHE HA TOCTMAPKETUHIOBU MIPOYYBAHUS 32 €(PUKACHOCT
ce OMpeeNsT B pPbKOBOJICTBO, U3/1aJieHO oT EBporielickara areHuus mno JeKapcrpara.

Ui 56. (U3m. - JIB, 6p. 102 ot 2012 ., B cuma ot 21.12.2012 1.) (1) ITo u3kmroueHue
CJIe/T KOHCYJITAIUS ChC 3asBUTENIS M3IIBIHUTEIHUAT qupektop Ha MAJI moxke na u3naze
paspelieHue 3a ynorpeba/ yJ0CTOBEPEHHUE 3a PETUCTPAIHS 1101 YCIOBUE, KOTaTO 3asiBUTEIIST
MOXeE J1a JIOKaXKe, 9e He € MPEICTaBUII N3UePIaTeIIHN JaHHH OTHOCHO e(DUKAaCHOCTTA U
0e30MacHOCTTa Ha JICKAPCTBEHUS MTPOAYKT IPH HOPMAJIHU YCJIOBUS HA yIoTpeda mopaau eaHa oT
CIICJIHUTE TPUYNHU:

1. moka3zaHusTa, 32 KOUTO € MPeTHA3HAUCH JICKAPCTBEHUSAT MPOIYKT, Ca TOJIKOBA PSIIKO
CpelllaHy, Ye 3asiBUTEIISIT HEe MOYKE J1a IPECTaBU IIBJCH JOKAa3aTeJCTBEH MaTepHall, Win

2. ChbCTOSIHMETO HA HAYYHUTE MTO3HAHUS KbM MOMEHTA € TAKOBA, Y€ HE MOJXKE J1a Ce
MPECTaBAT BCCOOXBATHH JaHHU, HITH

3. ceOMpaHeTo Ha OIO0OHY JaHHU IPOTHBOPEYH Ha OOIIONPUETUTE MPUHIIUITN Ha
JIeKapcKaTa eTHKa.

(2) Paspemienuero 3a ynotpeba/y10CTOBEPEHUETO 3a PETUCTpaIus 1o aj. 1 ce u3aaBa
IIPU €THO OT CJICJHUTE YCIIOBHSL:

1. 3aBUTENAT/IIPUTESKATEIAT J1a M3ITBIHSBA ITPOrpamMa OT MPOYUYBAHHS 32 CPOKA TIO all.
3, KaTo pe3yNTaTUTe OT Te3H MPOYUBAHHS CIIYXKAT 3a MPEOICHKA Ha ChOTHOIICHUETO MOJI3a-PHCK;

2. IEKapCTBEHUSAT MPOJYKT € C PSIKUM Ha OTITYCKaHE CaMo I10 JIEKAPCKO TPEANUCaHKE,
KaTO B ONPEJICIICHH CIIydar MOXeE Jia Ce ymoTpeOsiBa caMo MOJl CTPUKTEH JICKAPCKH KOHTPOJI B
JeueOHO 3aBe/icHUE 32 OOJTHMYHA MTOMOIIL, a B CJTy4ail Ha paguodapMaieBTHK - caMo MO
KOHTpOJIa Ha OTIPABOMOIICHO JIUIIE;

3. B IMCTOBKATa, KAKTO M BbB BCSAKA MEIUITMHCKA HH(OpMAIIHS, TIPUAPYKaBaIla
JIeKapCTBEHHS IPOIYKT, CJICBA Ja € MPEIBUICH TEKCT, C KOMTO ce 0OpbIlja BHUMAaHUE HA
MEUIUHCKUTE CICIIMATIMCTH, Ye HAKOU OT HAJTMYHHUTE JaHHU 3a JICKAPCTBEHHSI TPOAYKT
MOJJISKAT Ha MOCIICIBAIIY TPOYIBAHUSI.

(3) Pa3pemienueTo 3a ynmorpeba/yI0CTOBEpEHUETO 3a PETUCTpalUs 110 aj. 1 ce u3apa 3a
CPOK €/IHa FOJIHA M 32 BCsIKA CJIE/IBaIlla TOIMHA MOXe J1a Objie yIb/DKaBaHO Ha 0a3aTa Ha OlCHKA
Ha M3ITBJTHCHUETO Ha YCJIOBHSATA 110 al. 2.

Un. 56a. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) Cnen uznaBane Ha
paspenieHueTo 3a yrnorpeda/yamocroBepennero 3a peructpanus MAJI Moxe na 3aabiKu

MIPUTEXKATENS HA pa3pelIeHUETO/yI0CTOBEPEHUETO J1a TIPOBEIE:
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1. MOCTMapKETUHTOBO MpOYyYBaHE 3a 0€30MaCHOCT, aKO ca HAJIMIIE OMIACEHHUS 3a
UICHTH(PUIMPAHU WM TIOTEHIIMATHA PUCKOBE MJTU JIUTICBA MH(POpPMAIIUsI, CBbp3aHa C
Ipocie/isBaHe Ha JIeKapcTBeHaTa 0€30MacHOCT 32 ChOTBETHUS JIEKAPCTBEH MPOIYKT; KOraTo
CBILUTE PUCKOBE CE OTHACAT U 3a IPYIH JEKApCTBEHU MPOJIYKTH, ciaell KoHcyaTauuu ¢ Komurera
3a OIIeHKa Ha pucKka B o0iacTTa Ha papMakoJIoru4HaTa OIMTEIHOCT, Ch3/1a/ICH MO pea Ha WieH
56, maparpad 1, 6ykBa "aa" ot Permament (EO) Ne 726/2004 na EBponeiickus napiaMeHT U Ha
CwBera, MAJI npenopbyuBa Ha ChOTBETHUS IPUTEKATEN HA pa3pelIeHre 3a ynorpebda Ja nposene
CBhBMECTHO IPOYYBaHE 3a 0€30MaCHOCT C IPYTUTE 3aCeTHATH MPUTEKATENN Ha Pa3pelICHuE;

2. MOCTMAapKETUHIOBO IPOYyYBaHe 3a e(pUKACHOCT, KOraTo MO3HAHUETO 3a 00JIeCTTa WK
M3I0J13BaHaTa KIMHUYHA METO/I0JIOT | J1aBa OCHOBAHUE 32 PEBU3UPAHE HA OLIEHKUTE 32
e(UKaCHOCT, U3BOJUTE 32 KOUTO Ca HAIIPpaBeHH KbM JaTaTa Ha U3[jaBaHE Ha pa3peleHUueTo.

(2) U3mbiHUTETHATA areHIIMs 10 JIEKapCTBaTa MMCMEHO YBEAOMSIBA IPUTEKATENS Ha
paspeleHnueTo 3a ynorpeda/ya0CcTOBEpEHUETO 32 PETUCTPALIUA 32 3aIBKEHUETO 10 al. 1, KaTo
000CHOBaBa MPUYMHHTE M ITOCOYBA IETUTE HA MIPOYYBAHETO M CPOKOBETE 3a MPOBEXKIAHETO MY.

(3) B 30-nHeBeH cpok OT MOTy4aBaHe Ha yBEIOMIICHHUETO IO all. 2 MPUTEkKATENAT Ha
paspenieHrneTo 3a ynorpe0da/yJoCTOBEpEHHETO 3a perucTpanus Moxe aa morcka ot MAJI
MIPeIOCTaBsIHE Ha Bb3MOXKHOCT 3a MpeJICTaBsiHe Ha MH(OpMAIIHs OTHOCHO 33AbJDKEHUATA 11O ajl.
1.

(4) Cnen monmyuyaBane Ha uckaHeto 1o an. 3 MAJI onpenens cpok 3a mpencraBsHe Ha
nH(OpMANHATA OT IPUTEKATEIS HA PA3PEIICHUETO 3a YIOTpeOa/yI0CTOBEPEHHUETO 3a
perucrpanus.

(5) UsnpnHuTEIHATA areHIus 110 JIEKapcTBaTa Ciie/] aHaIu3 Ha HHPOpManusITa 1o ai. 3
MOXe:

1. 1a moTBBPAM 3aBIKEHUETO 110 al. 1, unm

2. 1a TO OTMEHHU.

(6) 3mbaHUTETHATA areHIINS 110 JIEKapCTBaTa YBEOMSIBA MPUTEKATEIS 32 B3ETOTO
peuieHue 1o ai. 5.

(7) B ciydaute o an. 5, T. 1 uzneiaaurenHusT gupektop Ha MAJI ciyxeOHO n3MeHs
W3JIaJICHOTO pa3pellieHue 3a yrnoTpeda/yqoCcTOBEPEHHE 32 PETUCTPALIUS Ha JIEKAPCTBEHUS
MPOJYKT, KaTO BKJIIOYBA B HETO KaTO YCIOBHE 3a1bDKEHUETO 110 ail. 1.

(8) OcHoBaHusATa 32 HAJIaraHe Ha 3aIbJDKEHUsTA 10 all. 1, T. 2 ce Ompeaensr ¢
nenervpan akt 1o wi. 226 ot dupextusa 2001/83/EQO.

Y. 566. (Hos - /1B, 6p. 102 oT 2012 ., B cuna ot 21.12.2012 r.) (1) [Ipurexarendar Ha
paspelieHrneTo 3a ynorpe0da/yJoCTOBEpEeHUETO 3a perUCTpalys BKIOYBA B CBOSITA CHCTEMa 3a
yIpaBJI€HUE Ha pUCKa BCUYKH YCJIOBHS 1O WI. 55a, 56 u 56a.

(2) B cryvanTe 1o an. 1 mputexatessaT Ha pa3peleHHETo 3a
ynoTpe0a/yaoCcToBepeHreTo 3a peructpaius nmogasa 10 MAJl yBenomieHnue 3a mpomsiHa B
CHCTEMATa 3a yNpaBJICHUE HA PUCKA.

Un. 568. (Hos - [IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) U3neaHuTEeTHATA
areHuus 1o JiekapcTBara usnpaiia nadopmanus 1o EBporneiickara areHuus mno jekapcraara 3a
U3JIaJICHUTE paspeleHus no wi. 55a, 56 u 56a.

UYn. 57. (1) Usnbiautenuust qupexrop Ha MAJI oTka3Ba n3iaBaHe Ha pa3pelieHue 3a
ynoTtpeda WM y10CTOBEPEHHE 3a PErMCTPALlUs Ha JEKapCTBEH MPOAYKT, KOraTo ciel OLleHKa Ha

JIOCHETO 110 4jl. 27 - 32 ce yCTaHOBH, Ue:
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1. CHOTHOILIEHUETO I0JI3a/PUCK € HEOIATONPUITHO, UITU

2. epUKaCHOCTTA Ha JICKAPCTBEHHS MPOAYKT HE € 3aIIUTeHa YOSAUTEIHO OT 3asiBUTEIS,
W

3. KOJIMYECTBEHHST U KQUECTBEHUAT ChCTaB HA JICKAPCTBEHUS MPOIYKT HE OTIOBapAT Ha
OIMCAHUS B JJOCHUETO.

(2) (Hom. - AB, 6p. 71 ot 2008 r., B cuina ot 12.08.2008 r.) U3nbIHUTETHUAT AUPEKTOP
Ha MAJI oTka3Ba n3aBaHe Ha pa3pelnieHue 3a ynorpeda Win yI0CTOBEPEHHUE 3a perucTpamus Ha
JIEKapCTBEH MPOAYKT, KOTaTo HSAKOU OT IaHHHUTE B JIOCHETO HE ChOTBETCTBAT HA M3UCKBAHMATA HA
1. 27 - 32 unu Ha HapeaOaTa mo wi. 42.

(3) Usnbiuurennust qupekrop Ha MAJI oTka3Ba perucrpanys Ha TpaJAuLMOHEH
pacTUTeNeH JIEKapCTBEH MPOAYKT, KOTaTo CJIeJl OlICHKAa Ha JOKYMEHTAIUsATa Ce YCTAHOBH, Ue
MPOAYKTHT HE OTTOBAps Ha yCIOBUATA 1O Wwi. 37, aj. 1, JaHHWUTE B TOCHETO HE ChOTBETCTBAT HA
. 38 unu:

1. KOIIMYECTBEHUAT U KAYECTBEHHUAT ChCTAB HE OTTOBAPST HA ONMUCAHHUTE B IOCHUETO;

2. IeKapCTBEHUAT MPOIYKT MOXKe J1a ObJie BpeJeH MpHU MpaBUiIHA YIOTpeOa;

3. TaHHUTE 3a TPAAUIIMOHHATA yoTpeOa ca HeI0CTaThYHU, 0OCOOCHO KOTaTo
(hapMaKoIOTUYHUTE CBOMCTBA WM €(hUKACHOCTTA HE ca JOKa3aHU Bb3 OCHOBA Ha JIBJITOTOIUIITHA
ynotpe0a U HaTpyIMaH OIUT;

4. papmarieBTHIHOTO KaueCTBO Ha JIEKAPCTBEHUS MPOJAYKT HE € IOCTATHYHO
000CHOBAHO.

Ui 58. [IpuTexatenar Ha pa3penieHUeTo 3a yIoTpeda HOCH OTTOBOPHOCT 3a ITJIHOTATA
Y JOCTOBEPHOCTTA Ha IaHHUTE B JIOCUETO.

Y. 59. (1) Otka3bT Ha u3nbIHUTENHUA qupekTop Ha MAJI 3a u3naBane Ha pa3pelieHue
3a ynotpe0a/ya0CTOBEpEHUE 3a PErUCTpaIlMs Ha JIEKAPCTBEH MPOAYKT MOXKe Ja Obie 00xKaaBaH
10 pesia Ha AJIMUHUCTPATUBHONPOLIECYATHUS KOJIEKC.

(2) Otka3bT Ha U3MBIHUTENHUS AUpekTop Ha MMAJI u MmoTuBHTE 32 HEro ce myOIuKyBaT
Ha CTPAHMIIATA HA areHIUATA B UHTEPHET.

Un. 59a. (Hos - IB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) (1) (M3m. - [IB, 6p. 102
ot 2012 r., B cuna ot 21.12.2012 r.) B cnywaure mo ui. 55, an. 2 u 5, HO HE MO-KBCHO OT 9
Mecela Mpean U3THYaHeTO Ha CPOKa Ha pa3pelIeHneTo 3a ynorpeda/yJoCTOBEpEHUETO 3
peructpanus, npurexaresnsaT My noaasa B MAJI 3asBieHue 3a NOJHOBSIBaHE, IPUIPYKEHO C
0000111€HO JJOCHE 110 OTHOIIEHUE Ha KaYeCTBOTO, O€30M1acCHOCTTA U €(pUKACHOCTTA, BKIIFOUUTEITHO
OlIEHKa Ha JJAHHWUTE, ChIIbPKaIlIM Ce B JOKIAJAUTE 3a M0103UPaHH HEXKEJIaH! JIeKapCTBEHU
peaKIMy U MEePUOANYHHUTE aKTYIM3UPaHU JOKIaau 3a 0€301acHOCT, MOAaBaHU B ChOTBETCTBHE C
rJlaBa OCMa, U BCUYKH OJJOOPEHH MTPOMEHU CJIe]] U3aBaHe Ha pa3peleHNeTo 3a
yrnoTpe6a/y10CTOBEPEHUETO 32 PErUCTPaLIUS.

(2) M3uckBanusTa KbM JAHHUTE U TOKYMEHTHTE OT JOCHETO IO aJl. 1 ce onpenensT B
HapenOara mo ui. 42.

(3) B cpox 10 120 gHU OT MOCTHIIBAHE HA 3asIBJICHUETO U JJOKyMEHTAIUATA 110 ajl. |
NAJI ouieHsiBa KaueCTBOTO, O€30MACHOCTTA M €(PUKACHOCTTA Ha JIEKAPCTBEHUS IPOAYKT U
W3rOTBSI OEHBYEH JIOKJIAJl, KOMTO MPEICTaBsl Ha U3IIBIHUTEIHHS AUpeKTop HAa MAJL.

(4) Koraro ycTaHOBHM HEI'BJTHOTH M/UJIM HECHOTBETCTBUS B Ipe/ICTaBeHATa
nokyMeHTanus no ai. 1, MAJI yBengomMsBa IUCMEHO MPUTEKATENS HA Pa3pEIICHUETO 3a
yrnoTpe6a/y10CTOBEPEHUETO 32 PETUCTPALS U JaBa yKa3aHHs 32 OTCTPAHSABAHETO UM.
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[Tpurexarenar Ha pa3penIeHueTo 3a ynorpeda/yJ0CTOBEPEHUETO 32 PETHCTPAIUs OTCTPaHsIBA
HEM'BJIHOTUTE W/WJIM HEChOTBETCTBUATA B JOKYMEHTAIUATA B cpok 10 30 1HU OT Jarara Ha
MOJTy4YaBaHe Ha YBEIOMIICHHETO.

(5) B cpok 10 mHu OT mosyyaBaHe Ha OLEHBYHHS JOKJIA MO al. 3 U3IMIbJIHUTCITHHUSIT
mupextop Ha MAJI u3gaBa paspernieHue 3a MoIHOBSIBAaHE Ha Pa3pelIeHUETO 3a
yrnoTpe6a/y10CTOBEPEHUETO 32 PETUCTPALIHS Ha JIGKAPCTBEHUS MPOIYKT WIK MOTUBUPAH OTKA3.

Y. 596. (Hos - /IB, 6p. 71 ot 2008 r., B cua ot 12.08.2008 r.) (1) U3mbaHATETHUAT
nupektop Ha MAJI oTka3Ba NoJHOBsSIBaHE HA PAa3pEIICHUETO 3a YIOTpeOa/y10CTOBEPEHUETO 32
perucrpanys Ha JeKapCTBEHHUS MIPOIYKT, KOraTo Clie]] OL€HKa Ha JIOCUETOo 1o wi. 59a, an. 1 ce
YCTaHOBH, 4€:

1. nexapCcTBEHUAT MPOLYKT € BPE/IEH MU NpaBUIIHA yIIOTpeOa, Uin

2. TUIICBa TepaneBTUYHA ePUKACHOCT, WIN

3. CbOTHOIIEHHUETO T0JI3a/PUCK € HEOJArompHUsATHO MPH MPaBHIIHA YIIOTpeda, Win

4. KOIMYECTBEHUAT U KaYECTBEHUAT CbCTAB HA JIEKApPCTBEHUS IPOLYKT HE OTTOBapAT Ha
OIMCaHUs B JJOCUETO, UIH

5. maHHHTE B focueTo 1o wi. 59a, an. 1 ca HeBepHHU, WK

6. KOHTPOJIBT Ha JEKAPCTBEHUS POAYKT U/WJIH HA ChCTABKUTE U HA MEKIUHHHUTE €TaIN
OT IIPOU3BOJCTBEHUS IPOLIEC HE € U3BBPILIBAH WIH HE € U3IBJIHABAHO APYro U3UCKBAHE, IPU
KOETO € U3/J1aICHO Pa3pelIeHUETO 3a IPOU3BOICTBO, WIIN

7. HAKOU OT JAHHUTE B JOCUETO HE OTrOBAPAT HA U3UCKBaHUATA HA Wwi. 59a, an. 1 u 2.

(2) Otka3bT Ha U3NBIHUTENHUSA AupekTop Ha MAJ] 3a mojHOBsIBaHE Ha pa3pelleHue 3a
yrnoTpe6a/y10CTOBEpEeHHUE 3a PETUCTpalts Ha JIEKapCTBEH MPOIYKT MOXKe J1a Objie 00KajaBaH 1o
pena Ha AIMUHHUCTPaTUBHOIIPOLIECYATTHUS KOJIEKC.

(3) Otka3bT Ha U3NBIHUTETHUS qupekTop Ha MAJI u MoTuBHTE ce myOIuKyBaT Ha
crpanuuara Ha MAJI B unTepHET.

. 598. (Hos - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1., u3m. - [IB, 6p. 102 ot
2012 r., B cuna ot 01.04.2013 r.) U3meaHUTETHATA areHIINS 110 JIEKapcTBaTa yBEIOMsBa
Hannonanuus chBeT 10 IEHU U peuMOypcrpaHe Ha JICKapCTBEHUTE MPOYKTH 3a MPEKPATEHUTE U
OTHETHUTE pa3pelieHus 3a ynorpebda, KakTo U 3a HapaBEHUTE OTKA3M 3a MOJHOBSIBaHE HA
W3IaJICHH pa3pelieHus 3a ynorpeda Ha JIeKapCTBEHU MPOYKTH B 7-THEBEH CPOK OT M3/1aBAHETO
Ha CbOTBETHMS aKT.

Pa3zgen VI.
IIpomeHnu B n31a/1eHO pa3pelnieHne 3a ynorpedoa

Ui 60. (1) (U3m. - IB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 1.) [IpuTexarenst Ha
paspelieHue 3a ynorpeba Ha JIeKapCTBEH IMPOAYKT € AnbkeH J1a yBeaomu MAJI 3a Bcska mpomsiHa
B YCJIOBUSATA, IPH KOUTO € U3AJICHO PA3PEIICHUETO.

(2) (U3m. - 1B, 6p. 12 ot 2011 1., B cuma ot 08.02.2011 r.) [Ipomenute morar ga 6baat
ot tun 1A, Tun 1b, Tun 11, pasmupsiBane Ha 00xBaTa Ha pa3pelIECHUETO 3a yNoTpeda U CIenHI
OTPaHUYUTEIIHU MEPKH 32 0€3011acCHOCT.

(3) (U3m. - IB, 6p. 12 ot 2011 ., B cuia ot 08.02.2011 r.) YcioBusita U KpUTEPUUTE 3a
KJacudukanys Ha MPOMEHHUTE CE ONPeNeNAT ¢ Hapeadara 1mo wi. 42.
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(4) (13m. - [IB, 6p. 12 ot 2011 r., B cuia ot 08.02.2011 r.) [Ipomsiaa, KOSTO HE CE IBSIBa
pasmmMpsiBaHe Ha 00XBaTa U YHMSTO KIacHU(PUKAIIMs OCTaBa HEOMpeAelieHa ClIe] MpUIaraHe Ha
YCIIOBUSAATA M KPUTEPUUTE 10 HapeadaTa mo ui. 42, ce cmsTa 3a npomsiHa ot tun b no
noapa3oupane.

(5) (Homa - 1B, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 r.) Karo uskmouenue ot an. 4
MIPOMSIHA, KOSITO HE CE sIBsIBA pas3lIupsiBaHE HA 00XBaTa M YUATO KIACU(UKAILIUS OCTaBa
HeorpezeNieHa clie] IpuiiaraHe Ha yCIIOBUSTa U KpUTEpUHTE HA Hapeabara mo wi. 42, ce cMmsTa 3a
npomsiHa ot tul II B ciienHure cinyyau:

1. mo uckaHe Ha MpUTEXaTelsl Ha pa3pelIeHrueTo 3a ynorpeda, oTpa3eHo B 3asBJICHUETO
3a MPOMSIHA;

2. xorato MAJI cien orieHKa Ha BaJIMIHOCTTA HA YBEJAOMIICHUETO 1O Wi. 63 MpereHu, 4e
MPOMSTHATA MOKE JIa UMa CHIIIECTBEHO BH3/ICHCTBUE BHPXY Ka4€CTBOTO, O€30MaCHOCTTA WU
e(UKaCHOCTTAa Ha JIEKAPCTBEHUS IPOAYKT.

Un. 61. (U3m. - [IB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 1.) (1) 3a Bcsika mpoMsiHa OT
tun A, tun 16, Tun Il win pasmupsiBane Ha 00XBaTa MPUTEKATENAT HA pa3pEeIICHUETO 3a
ynoTpebda Ha JeKkapcTBeHHs NpoAyKT nojasa B MAJI oTaenHo yBe1oMiIeHHE, CbOTBETHO
3asiBJICHUE.

(2) Koraro nanena npoMsiHa BOJH 10 IPOMsSIHA B JAHHUTE OT KpaTKaTa XapakTepUCTUKA
Ha MPOJYKTa, Ha OTAKOBKATa W/MJIH B JMCTOBKATA, TE3W MPOMEHH CE€ MPUEMAT KaTO 4acT OT
3asBEHaTa IIPOMSHA U 3a TSAX HE CE N0AaBa OTAEIHO 3asBICHHUE.

(3) IlpuTexarensaT Ha pa3pelIeHUEeTO 3a ynoTpeda MoXKe /1a rpynupa IpOMEHUTE,
KOraro:

1. yBeioMsiBa €JHOBPEMEHHO 3a €JHU U ChIIM TPOMEHU THM [A B yciaoBHsITa Ha €1HO
WM TIOBEYE pa3pelleHus 3a ynorpeoa;

2. 3as1BsiBa €IHOBPEMEHHO HSKOJIKO MPOMEHHU B YCIIOBHSTA Ha pa3pelIeHHs 3a ynorpeoa,
MPUHAJIEKAIIM KbM II100aJTHOTO pa3pelleHue 3a ynotpeda mo wi. 28, aj. 8 Ha JeKapCTBEHUS
MIPOJYKT, IIPH YCIIOBUE Y€ CHOTBETHUTE IMPOMEHH MONAAAT B €UH OT CIEAHUTE CIIy4au:

a) e/1Ha OT IPOMEHUTE B IpyTaTa € pa3liupsiBaHe Ha 00XBaTa Ha pa3peleHUeTo 3a
ynotpeoa;

0) enHa OT MPOMEHUTE B IpymnaTa e nmpoMsiHa Tv II, a BCHYKH OCTaHaIM IPOMEHHU B
rpymnara ca IpOMEHH, KOUTO ca CIIEICTBHE OT npoMsiHaTa tvm 11;

B) €IHa OT IPOMEHMTE B Tpynara e npomsHa tu Ib, a BCHUkH ocTaHaIu MPOMEHU B
rpymnara ca IpOMEHH, KOUTO ca CIECTBHE OT npoMsAHara Tl Ib;

I') BCHYKU IPOMEHU B IpylaTa c€ OTHACAT CaMo JI0 IPOMEHU OT aJMUHUCTPATUBEH
XapakTep B KpaTKaTa XapaKTepUCTHKa Ha MPOJIYKTa, TUCTOBKATA 3a MallMEeHTa WM OMaKOBKaTa,

1) BCHUKH ITIPOMEHU B TpyIaTa ca IPOMEHHU B OCHOBHATA JOKYMEHTAIMs HA aKTUBHOTO
BEIIECTBO, OCHOBHATA JIOKYMEHTAllMs HAa BAKCHHHUS aHTUTEH WJIK OCHOBHATA IOKYMEHTAlU 3a
ia3Mmara;

€) BCUYKH ITPOMEHU B TpyIiaTa ca BbB Bpb3Ka C IIPOEKT, IpeIHa3HaYeH J1a
YCBBBPILIEHCTBA IPOU3BOJCTBEHUS MPOLIEC U KAYECTBOTO HA CHOTBETHHUSI JIEKAPCTBEH MTPOTYKT
HJIM HErOBOTO/HETOBUTE aKTUBHO/aKTHBHH BEIlIECTBO/BEIIECTBA;

’K) BCHUKH ITIPOMEHU B TpyIlaTa ca IPOMEHHU, KOUTO 3acAraT KaueCTBOTO Ha MaHIEMUYHA
MIPOTUBOIPUITHA BAaKCHHA;

3) BCUUKM IPOMEHH B TpyIara ca IpOMEHH B CUCTEMaTa 3a JIeKapCcTBeHa 0€301acHOCT
IO IV1aBa OCMa;

MN3TOYHMK: MMpaBHO-MHPOPMALMOHHKU cucTemm "Crnena"



1) BCUYKH POMEHHU B IpyIara ca ClIeJCTBUE OT OIpeesieHa CrielIHa MIpKa 3a
0€30IIaCHOCT ¥ ca MOAAAEHHU B CbOTBETCTBHE C WiI. 66;

K) BCUYKU IIPOMEHU B rpylaTa ca CBbp3aHU C BKJIIOUYBaHE Ha HH(GOpMalus 3a JajieH
(hapmako-TeparneBTUYECH Kiac;

JI) BCUYKH [IPOMEHU B TpyIiaTa ca CJIeJICTBHE OT OIlEHKaTa Ha MEePHUOJUYEH JOKIIa 3a
0€30I1acHOCT;

M) BCHUUKH IIPOMEHHU B Ipyrara ca ClIeJICTBUE OT IPOy4YBaHe Clie]] oJyyaBaHe Ha
paszpeieHue 3a yrnorpeda, MpoBeIeHO MO Ha30pa Ha MPUTEKATEIS Ha pa3pEIICHUETO 3a
ynotpeoa;

H) BCHYKH POMEHH B IpyIaTa ca CIeJCTBUE OT MU3IIBIHCHUETO HA YCIIOBHE B
paspernieHue 3a ynorpeda 1mo 4. 56;

3. 3assBEHHUTE ITPOMEHU B YCIIOBHSTA HA €IHO ¥ CHIIO pa3pelicHHe 3a yrnorpeda He
MomaiaT B cliydauTe 1o T. 2, npu ycioBue ye MAJI ce chriiacu aa Npuiioku KbM TE€3HU IPOMEHU
€Ha ¥ ChIla IpoLeaypa.

(4) Ilpu rpynupaHe Ha MPOMEHU 110 ai. 3, T. 2 U 3 MPUTEKATENAT HA Pa3pelICHUETO 32
ynorpeba nonasa B MAJI:

1. enMHHO yBeOMIIEHUE, KOTATO MOHE eJHa OT MpomeHuTe e Tul Ib u Bcuuku ocrananu
ca tun IA wnmu o 1b;

2. eIMHHO 3asBIIEHUE, KOTaTO OCHOBHATA MpoMsiHa € Tull Il 1 HUTO eHa OT apyrure
MIPOMEHH HE € pa3IIupsiBaHe Ha 00XBaTa Ha pa3pelIeHUETO 3a yrnoTpeoa;

3. eAMHHO 3asBIIEHUE, KOTaTO OCHOBHATA MPOMsIHA € pa3IINpsiBaHe HAa 00XBaTa Ha
paspenieHueTo 3a yrnorpeoa.

(5) 3aeaHO ChC 3asBICHUETO, CHOTBETHO YBEIOMIIGHUETO M0 all. 1 win 4, MpUTeKaTeNsT
Ha pa3penieHreTo 3a yrnoTpeda mojasa:

1. mTokyMeHTaIus, CBbp3aHa ¢ MPOMEHHTE, ONpeeNieHa ¢ HapendaTa mo 4. 42;

2. TOKYMEHT 3a IJIaTeHa Takca B pa3Mep, omnpeesneH ¢ Tapudarta mo wi. 21, an. 2.

(6) M3nbnautennust qupektop Ha MAJL yTBbpKaaBa 0Opa3uTe Ha 3asBICHUE,
CHOTBETHO YBEJOMJICHHE 110 al. 1 U 4, KOUTO Ce MyOJIMKYBaT HAa MHTEPHET CTPAHUIIATA HA
NAIJL

Un. 62. (U3m. - [IB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 1.) (1) IIpuTexarensat Ha
pa3pelieHueTo 3a yrnorpeda Moxe J1a nojajae yBeaoMyeHue 3a mpoMeHu tum A B cpok 12
Mecela clie/l MPUIaraHeTo UM C U3KJII0YEHHE Ha IPOMEHHTE, KOUTO M3UCKBAT He3a0aBHO
YBEIOMJICHHE.

(2) Ilpomenwute Tun [A, KOUTO M3UCKBAT HE3a0ABHO YBEIOMIIEHHUE, CE OTIPEIEIIST C
HapenOara o ui. 42.

(3) B cnydaute 1o aJi. 2 mpuUTEKATEIAT HA Pa3pelIeHUETO 3a yrnoTrpeda mo1aBa
yBeJIOMJICHHE 3a IIpoMsiHaTa TUll [A He3a0aBHO ciie]] MPUIIaraHeTo .

(4) B 30-nHeBeH Cpok OT MoTy4aBaHE Ha YBEIOMJIEHHUETO M0 all. 1, CbOTBETHO MO ai. 3,
NAJI yBenoMsiBa mpUTEKaTeNs Ha pa3pelieHneTo 3a yrnorpeoda:

1. nanu mpoMsiHaTa/IPOMEHUTE ce MpreMa/IpuemMaT Uil He; KoraTo
poMsiHaTa/IPOMEHUTE HE Ce ITpHeMa/IpruemMar, ce mocoYBaT MOTUBUTE 3a TOBA, U

2. nany mpoMstHaTa/TPOMEHUTE BOJIU/BOJISAT 10 MTPOMSHA HA TAHHUTE B U3aJCHOTO
paspelieHue 3a ynorpeba; Korato ce Hajlara mpoMsiHa B U3/1aJICHOTO pa3pelIeHue 3a ynotpebda, ce
npuiara wi. 64a.
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(5) IlpuTexarensaT Ha pa3pelIeHneTo 3a ynorpeda mpeycTaHoBsBa He3a0aBHO
MPUJIATAaHETO Ha ChOTBETHATA/CHOTBETHUTE TIPOMSTHA/IpoMeHH Tull [A cnes momy4yaBane Ha
yBeJIOMJICHHE TI0 aJl. 4, T. 1 3a HenpueMaHe.

Ui 63. (U3m. - IB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) (1) Korato
yBEIOMIIEHHETO 3a npoMsiHa Tull Ib otroBaps Ha usuckBanusara Ha 4. 61, MAJI yBenomsisa
MIPUTEKATEIS Ha Pa3peLICHUETO 32 yIoTpeda, ye YBEJOMIICHHUETO € BAIMIHO U [10COYBA /1aTaTa,
OT KOSITO CPOKBT I10 aJl. 2 3a1104Ba Ja Teye.

(2) B 30-mHeBeH cpok OT mojiydaBaHe Ha BaMIHO yBegomiienue MAJI onensia
1o/1aJieHaTa JOKyMEHTAlus U YBEJOMsIBa IPUTEXKATENS HA pa3pellieHueTo 3a yrnorpeoa:

1. nanu ooOpsiBa mpoMsiHATA WM HE; KOTaTo MPOMsSHATa He ce 0100psiBa, ce MOCOoYBaT
MOTHBHTE 3a TOBA, U

2. many mpoMsHaTa BOJHU J0 IPOMSiHA Ha TAaHHUTE B U3/1aJICHOTO pa3pelleHre 3a
ynotpe0a; Korato ce Hajara npoMsiHa B U3Ja/ICHOTO pa3pelleHue 3a ynorpeoa, ce npuiara 4.
64a.

(3) Koraro B cpoka o ai. 2 MAJI ycTaHOBM HECHOTBETCTBUS B MOJaieHATA
JOKYMEHTAIUs C U3UCKBAaHUATA Ha 3aKOHA U Hapendara 1o wi. 42, T yBeJoMsIBa PUTEXKATEIST
Ha pa3pelIeHueTo 3a ynorpeoa.

(4) B 30-nHeBeH CpoK OT MOTy4aBaHe HA YBEIOMIJICHHUETO IO all. 3 MPUTEkKATENAT Ha
pa3pelieHueTo 3a ynorpeda Moxe Aa MIPOMEHU WM JOIbIHU JOKYMEHTALUATA.

(5) Korato B cpoka 1o ai. 4 mpuTekaTesaT Ha pa3pelIeHueTo 3a ynorpeda He
MpeCTaBy IPOMEHEHA WIIHM IOITbJIHEHA NoKyMeHTauus, MAJI npekparsaBa npouenypara u
yBEIOMSIBA 33 TOBA MPUTEKATENS Ha pa3pelIeHueTo 3a ynorpeoa.

(6) B 30-mHeBeH cpok OT MojydyaBaHe Ha MpOMEHeHaTa JokyMeHTarus o ain. 4 MAJI
yBEeIOMSIBa IPUTEKATEIS Ha Pa3pelICHUETO 3a yrnoTpeoda:

1. nanu ooOpsiBa mpoMsiHATa WM HE; KOraTo MpoMsIHaTa He ce 0J100psiBa, ce MocoYBaT
MOTHUBHUTE 3a TOBA, U

2. nany nmpoMsHaTta BOJH J0 IPOMsIHA Ha JAaHHUTE B U3/1aJIEHOTO pa3pelieHre 3a
yrnoTpeda; Koraro ce Hajara IpoMsiHa B U37aICHOTO pa3pelieHue 3a ynorpeoa, ce nmpuiara 4.
64a.

(7) IlpuTexarensaT Ha pa3pelieHUueTo 3a ynotpeda npuiara ogodpeHata npomsHa tun Ib
cJie]l ToJTy4aBaHe Ha YBEJIOMJICHHE 110 al. 2, T. 1, CbOTBETHO 10 all. 6, T. 1 3a ogo0psiBaHe Ha
MIpOMSIHATA.

Un. 64. (U3m. - [IB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 1.) (1) Koraro 3asBrnenueTo
3a npomsHa tun Il otroBaps Ha u3uckBanusaTa Ha wi. 61, MAJI yBenomsiBa nmputexarens Ha
paspelieHrneTo 3a ynorpe0a, ye 3asiBIIEHHETO € BaJIMIHO, KaTO II0COYBa J1aTaTa, OT KOATO CPOKBT
I10 aJI. 2 3aI104Ba J1a Teye.

(2) B 60-1HeBeH cpok OT mosyyaBaHe Ha BajuaHO 3asBiieHrne MAJl nu3rorss oueHbueH
JIOKJIaJ] 3a IpOMSIHATA.

(3) CpoksbT o an. 2 Mmoxe na ob1e:

1. HamaJieH TIpU CHENTHY CITydan, KOUTO ca CBbP3aHu ¢ Oe30macHara ynmorpeda Ha
JIEKapCTBEHUS IPOIYKT, HIIH

2. yabipkeH 710 90 THU pu TPOMSIHA, ¢ KOSTO C€ U3MEHS WIN J00aBs TEPAeBTUIHO
MIOKa3aHHUE.

(4) Korato MAJI ycTaHOBM HECHOTBETCTBUS B MOAAICHATA IOKYMEHTAIIUS C
M3HMCKBAaHUSTA HA 3aKOHA U Hapea0ara mo wi. 42, Ts yBeAOMsIBa MIPUTEKATENSI Ha Pa3pelIcHUETO
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3a ynotpeba U orpeess CpoK 3a IPeIOCTaBsIHE Ha AOMBJIHUTEIHATa HHOpMaus U
JIOKYMEHTAIHSI.

(5) B cnydaunte 110 ait. 4 CpoKbT 110 aJl. 2 CIIMpa Ja Teue J0 MPEACTaBIHETO Ha
JOMBITHATETHATA UH(DOPMALIUS U JOKYMEHTAIIHSL.

(6) B cpok 0 15 auu OT U3TOTBSIHE HA OLEHBYHUS JAOKIA] U3ITBIHUTEIHUAT TUPEKTOP
Ha UAJL:

1. omobpsiBa mpoMsIHATa WK IPaBH MOTUBUPAH OTKAa3 U YBEJOMsIBA 32 TOBA
IIPUTEKATEIIS Ha Pa3peLIEHUETO 3a YIIOTpeoa;

2. yBeIOMsIBA MIPUTEKATEINSI HAa Pa3pelIeHUEeTo 3a ynoTpeda aanu ogqoOpeHara mpoMsHa
BOJIY JIO IPOMSIHA HA JAHHUTE B U3JaJICHOTO pa3pelIeHue 3a ynorpeda; Koraro ce Hajara
MIPOMsIHA B U3/IaZICHOTO pa3pelleHue 3a ynorpeoda, ce npusiara ui. 64a.

(7) IlpuTexarensaT Ha pa3pelieHUEeTo 3a ynoTpeda MoXKe /1a MPUIIOKU 0100peHaTa
npomsHa tun Il camo ciien n3naBaHeTo Ha pa3pelieHne 3a MpoMsHa 1o 4. 64a.

Ui 64a. (Hos - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r.) U3nbaHUTETHUAT
nupektop Ha MAJI n3nasa paspeieHue 3a mpoMsiHa B pa3pelieHUeTo 3a yrnorpeda B CpokK:

1. TpuaeceT 1HU OT U3JaBaHE HA YBEAOMIICHUETO 10 Wil. 62, an. 4, T. 2, wi. 63, an. 2, T.
2, CbOTBETHO Wi. 63, ai. 6, T. 2 win ui. 64, an. 6, T. 2, KOraro ChbOTBETHATa IPOMSIHA BOJIU JI0
yIbKaBaHe ¢ 6 Mecella Ha Cpoka, mocodeH B wieH 13, maparpadu 1 u 2 ot Permament Ne
1768/92 na CwvBera (EMO) ot 18 1oHu 1992 1. OTHOCHO Ch31aBaHETO HA JOIBIIHUTEIICH
cepTu(duUKaT 3a 3aKpuiia Ha JIEKapCTBEHUTE MPOIYKTH, B ChOTBETCTBUE C UiI. 36 oT Pernament
(EO) Ne 1901/2006;

2. IECTAECET AHU OT U3/1aBaHE HA YBEJOMJICHHETO 10 Wil. 62, ai. 4, T. 2 - Ipyu NPOMEHH
Tyt [A, KOUTO HE U3UCKBAT HE3a0aBHO yBEIOMSIBAHE;

3. WeCTAECET IHU OT U3[]aBaHe Ha YBEAOMIIEHHETO 10 uil. 64, ai. 6, T. 2 - 3a NpoMeHu
Tun II;

4. cTO M OCeMJIECET THU - BbB BCUUKH OCTaHAJU CIIy4aw.

Un. 646. (Hos - /IB, 6p. 12 ot 2011 r., B cuma ot 08.02.2011 r.) (1) Ilpu mpomeny,
OTHACSIIH CE JIO IPOMEHHU B aKTUBHOTO BELIECTBO 3a LIEIUTE HA €KEroJHaTa aKTyalu3aus Ha
MIPOTUBOTPUITHUTE BAKCHHHM, MIPUTEKATENAT HA pa3pelIeHneTo 3a ynorpeda moaasa B MAJI
3asBJICHUE, TPUIPYKEHO C TOKYMEHTAIIHs, OTNlpeiesieHa ¢ Hapeabara o 4. 42. B 7-1HeBeH Cpok
NAIJI npoBepsiBa MbJIHOTaTa Ha MOJIafieHaTa JOKYMEHTAIHSI.

(2) Korarto 3asiBneHnero oTroBaps Ha u3MckBanusTa Ha ain. 1, MAJI yBenomsiBa
MPUTEXATENS Ha pa3pelIeHneTo 3a ynorpeda, ye 3asiBICHUETO € BaIUIHO, KaTO II0CoYBa JlaTara,
OT KOSITO CPOKBT IO aJl. 3 3arouBa jia Teye.

(3) B 45-1HeBeH cpok OT mostyyaBaHe Ha BanuaHo 3asBieHue MAJI oneHsBa
JOKYMEHTAIUATa U U3TOTBS OLIEHBYEH JOKIIA.

(4) M3nbyiHUTETHATA areHIIMA IO JIEKapcTBaTa MOXKe Ja U3UCKa OT MPUTEXaTels Ha
paspeleHueTo 3a ynorpeda Aa npeacTaBi KIMHUYHUTE JaHHU U JAHHUTE 3a CTaOMITHOCTTA Ha
JeKapCTBEHUs MPOAYKT. [IpuTexkarensT Ha pa3pelieHreTo 3a ynorpeda npezacrass B MAJI
W3UCKAHUTE JTaHHU B CPOK 12 THM OT U3TUYAHETO HA CPOKa Mo ai. 3.

(5) M3nbiiHUTEIHATA areHIIUA 10 JIEKapCTBaTa OICHIBA TOKYMEHTAIUSITA U B3eMa
OKOHYATEJIHO pelreHne B cpok 10 qHM OT mony4yaBaHeTO Ha JAHHUTE MO aj. 4, KaTo U3/1aBa
paspelleHue 3a IpoMsAHa WIN OTKa3.
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Ui 65. (1) KoraTo nmpuTexaTessiT Ha pa3pelieHueTo 3a yrnorpeda yCTaHOBH PHUCK 3a
3[IpaBETO MpH yrnoTpedaTa Ha JIEKAPCTBEHUS MPOILYKT, TON MpEANprHeMa CIICITHH OTPAaHUYUTEITHA
MEpKH 1 He3a0aBHO yBenoMsBa mucmeHno MAJL.

(2) U3mbiHuTETHATA areHIIMs 10 JIEKapCTBaTa ce MPOU3HACs M0 MEPKUTE B CPOK 24 vaca
OT YBEIOMJICHHETO.

(3) Korato MAJI He ce mpousHece B CpoKa 1o aj. 2, CMATa Ce, Y€ MEPKHUTE Ca OJJOOPCHH.

(4) Korato MAJI ycTraHoBH, 4e ©Ma PUCK 3a 37paBETO Ha Xoparta OT yrnoTpebara Ha
JIEKapCTBEHHS MTPOAYKT, pa3nopesk/a Ha MPUTEKATENs Ha pa3pelIeHUeTo 3a ynoTpeda 1a
npearnpuemMe He3a0aBHO OIPaHUYUTEITHU MEPKH.

(5) B cmyuanTe mo an. 1 u 4 mpurexaTesnar Ha pa3pelIeHueTo 3a ynorpeda Ha
JIeKapCTBeHUsI MPOAYKT cbriiacyBa ¢ MAJI HaunHa U CpOKOBETE 32 BbBEXKIAHE HA MIPEANIPUETUTE
MEpKH.

(6) IlpuTexarensaT Ha pa3pelIeHUeTo 3a ynorpeda Ha JIeKapCTBEHUS MPOAYKT M0/1aBa 10
n3nbIHUTENHUS aupektop Ha MAJI 3asBnenue 3a npomsiHa 1o pefa Ha wi. 64 He o-KbCHO OT 15
JTHU clie/l [aTaTa Ha IpearprueMane Ha MEpKHTE.

Ui 66. (1) (U3m. - IB, 6p. 12 o1 2011 1., B cunia ot 08.02.2011 r.) [IpuTexarensaT Ha
paspernieHue 3a ynorpeda Ha JIeKapCTBEHUS IPOIYKT 110/1aBa 3asBJICHUE 32 pa3lIUpsIBaHe Ha
o0xBaTa Ha W3Ja/IECHOTO pa3peLIeHue 3a ynorpeda npu:

1. mpoMsiHa Ha aKTUBHOTO/aKTUBHHUTE BEIIECTBO/BEIIECTBA!

a) 3aMsHa Ha XMMUYECKU aKTUBHO BEIIECTBO C pa3jMueH KOMIUIEKC/IeprBaT, BKIIIOYBAIL]
coJj/ectep, ChC ChIIaTa TepaneBTUYHA YacCT, MPH KOETO XaPaKTEPUCTUKHUTE HA
e(pUKaCHOCTTa/0e30MacCHOCTTa HE C€ pa3NyaBaT ChIIECTBEHO;

0) 3aMsHa ¢ pa3IyYeH U30Mep, pa3IMdHa CMEC OT H30MEpH, 3aMsiHa Ha CMEC C M30JIHPaH
n3oMep (HampuMep Ha pareMar ¢ eAMHUYEH EHAaHTHOMED), PU KOETO XapaKTepUCTUKHUTE Ha
e(heKTUBHOCTTA/0€30IaCHOCTTA HE C€ pa3InvaBaT ChIECTBEHO;

B) 3aMsIHa Ha OMOJIOTMYHO aKTUBHO BEIIECTBO C TAKOBA, KOETO UMa MAJIKO MO-pa3JInyHa
MOJIEKYJISIpHA CTPYKTYpa, IPU KOETO XapaKTePUCTUKUTE Ha €(peKTUBHOCTTa/0€3011acCHOCTTA HE ce
pas3nuyaBar ChIIECTBEHO, C U3KIIOUYEHUE HA IIPOMEHH B aKTHBHOTO BEILIECTBO HA CE30HHA,
MpeananIeMIYHa WK MTaHIeMUYHA TIPOTHBOTPHUITHA BAKCHHA 32 YOBEIIIKA yIIOTpeoa;

I') IpOMsIHA Ha BEKTOPA, U3MOI3BaH 3a MPOU3BOICTBOTO HAa aHTUT'€HA WIIM U3XOIHUS
MaTepHall, BKIIOUYUTEITHO HOBa OCHOBHA KJIEThYHA OaHKA OT APYT U3TOYHHUK, TIPU KOETO
XapaKTepUCTUKHUTE Ha e()eKTUBHOCTTa/0€3BpEIHOCTTA HE CE pa3InyaBaTr ChIIECTBEHO;

1) HOB JIMTAH/I WJIM CBBP3BaIll MEXaHU3BM 32 paano(apMareBTuK, Ipyu KOUTO
XapaKTepUCTUKHUTE Ha e()eKTUBHOCTTA/0€30MacHOCTTa HE Ce pa3inyaBaTr ChIIECTBEHO;

€) IPOMSIHA B €KCTPaXHpPAIIUs pa3TBOPUTEI MK B ChOTHOIIICHHETO PACTUTEITHO
BEIIIECTBO/PACTUTEIIEH IpenapaT, IpHU KOETO XapaKTePUCTUKUTE Ha
epuKacHOCTTa/0e3BpEIHOCTTA HE C€ pa3inyaBaT ChIIECTBEHO;

2. mpoMsiHa B KOJIMYECTBOTO HAa aKTUBHOTO BEIIECTBO, JIEKApCTBEHATa (hopMa U IbTs Ha
BBBEXK/IAHE:

a) MPOMsIHa B OMOHATTMYHOCTTA;

0) mpoMsiHa BbB (hapMaKOKMHETHKATa, Hal[pUMep IPOMsHA B CKOPOCTTA Ha
0CcBOOOK1aBaHe;

B) MMPOMsIHA HJTH T00aBsHE Ha HOBO KOJMYECTBO HA aKTUBHOTO BEIIECTBO/aKTHBHOCT;

I') IpOMsIHA WK 100aBsiHE Ha HOBA JIeKapcTBeHa (popMa;
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1) IpOMsIHA WM J00aBsIHE HA HOB ITbT HAa BbBEXK/JJAHE - P NAPEHTEPATHO NPHIIOKEHHE
€ HE0OXO0AMMO J1a € IIPaBU pa3rpaHUYEHHE MEX1y UHTpaapTepHalieH, MHTPAaBEHO3EH,
HMHTPaMYCKYJIEH, ITOJIKOXKEH U IPYTU IIbTUILA HA BbBEXK/IAHE.

(2) 3asBnenuero no an. 1 ce mojaBa 3aeAHO ¢ JOKyMeHTalusTa mo wi. 27, an. 1, 1. 10,
CBbp3aHa ¢ IPOMEHHUTE 110 aj. 1.

(3) UsuckBanusTa KbM JOKYMEHTAIHMTA IO AJI. 2 Ce OMpeAeTAT B HapeabaTa mo wi. 42.

(4) HaumeHoBaHMETO Ha JIEKAPCTBEHUS MPOJYKT B U3aIEHOTO pa3pelIeHue 3a
pasmmpsBaHe Ha 00XBaTa Ha MbPBOHAYATHOTO pa3peIieHue 3a ynoTpeda He ce MPOMEHSI.

(5) U3znaBanero Ha pa3pelieHue 3a pa3liupsBaHe 00XBaTa Ha Beye U3/Ja/leHO
paspelieHre 3a ynorpeba Ha JIGKapCTBEH IPOAYKT C€ U3BBPIIBA IIPH YCIOBHATA U 10 pesia Ha Wil
49 - 51.

Un. 67. (1) I[Ipurexxaresnar Ha pa3peLIeHueTo 3a ynorpeda Ha JIeKapCTBEHUs IPOAYKT
MoJ1aBa 3asiBJIICHUE 3a N3/IaBaHEe Ha HOBO pa3pelleHue 3a yroTpeda mpu:

1. no6aBsiHe WM MpeMaxBaHe Ha €IHO WJIM [IOBEYE AKTUBHHU BEIIECTBA, BKIIOYUTEIHO
AQHTUTCHHU KOMITOHEHTH 32 BaKCUHUTE,

2. IpoMsiHa B Ka4Y€CTBOTO Ha aKTUBHOTO BELIECTBO, [I0COUEHA B JOCUETO, KOATO
MIPOMEHS CHILIECTBEHO XapaKTEPUCTUKUTE 3a OE30MACHOCT U €(PUKACHOCT Ha JIEKAPCTBEHUS
IPOAYKT, U IPOMEHEHOTO BELIECTBO CE€ OIpeieNs KaTo HOBO;

3. noGaBsiHE Ha HOBO HJIM TPOMSIHA HA CHIECTBYBAIIOTO MOKA3aHUE 32 JICUCHHE,
npo¢uIaKTUKa WK IMAarHOCTUKA B pyra TepaneBTHYHA 00JacT.

(2) (HoBa - 1B, 6p. 71 ot 2008 1., B cria ot 12.08.2008 1.) [IpuTexkarenst Ha
paspelieHrneTo 3a ynorpe0a Ha JeKapCTBeHHs MPOAYKT 110/1aBa 3asBJICHHE 32 H3/1aBaHe Ha HOBO
paspernieHune 3a ynorpeba, Korato 3asBJISHHETO 3a TOTHOBSBAHE Ha Pa3pelICeHUETO 3a yoTpeda
HE € M0AAIEHO B cpoKa 1o 4i. 59a, ain. 1.

(3) (IIpenumna an. 2 - /1B, 6p. 71 ot 2008 r., B cuta ot 12.08.2008 r.) 3asBieHueTo ce
NpUIpPYKaBa OT TOKyMEHTAalMs, OllpeJiesieHa B Hapeaoara 1o ui. 42.

(4) (IIpepuuna an. 3, non. - 1B, Op. 71 ot 2008 r., B cuina ot 12.08.2008 r.) B cinyuaure
no an. 1 u 2 ce mpunara npoueaypara mo uwi. 49 - 51.

Un. 68. (U3m. - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) Ilpurexatenar Ha
paspernieHne 3a ynorpeba/yIoCTOBEpEHHAETO 3a PETHCTPALUs Ha JIEKApCTBEH MPOAYKT € IIHKEH
na:

1. OTYMTa MOCTUKEHUATA Ha HAYYHO-TEXHUUECKHUS ITPOTPEC U J1a BbBEXK]1a BCUUKHU
HEOOXOMMHU TPOMEHH B IOKYMEHTAIUATA 1Mo Wi. 27, ain. 1, T. 7 u 8 ¢ 11e1 TIeKapCTBEHUST
MPOJYKT JIa C€ MPOU3BEXK/IAa U KOHTPOIMPA CHIIIACHO OOIOMPUETUTE HAYYHU METOIH;
MMPOMEHHTE CE U3BBPIIBAT 10 PEAa Ha TJIABU TPETA U IETA;

2. monaBa He3abaBHO B MIAJI Bcsika HOBa HH(pOpPMAITHS, KOSITO MOXKE J1a HAJIOXKH
MpOMSHA B JAHHHUTE U JOKYMEHTHUTE MO 4wi. 27 - 32 U B KpaTKaTa XapakTepUCTHUKA Ha TPOJIYKTA;

3. unpopmupa Bennara MAJI 3a Bcsika 3a0paHa Uil OrpaHUYCHHE, HAIO)KEHO OT
pEryJIaTOPHH OpraHu Ha JPYTU IbPKABH, B KOUTO JIEKAPCTBEHUST MPOIYKT € IMyCHAT Ha Ma3apa,
3a MPUYMHUTE, TOPATU KOUTO Ca HAJIO)KEHH TE€3U MEPKH, KaKTO U 3a BCSKA Jpyra HOBa
nH(popMaIus, KOITO MOXKE J1a TIOBJIHSIE Ha OIICHKAaTa Ha MOJ3UTE U PUCKOBETE HAa ChOTBETHUS
JIEKapCTBEH MPOJIYKT; HHPOPMAIUATA BKIIOYBA KAKTO MOJIOKHUTEITHUTE, TaKa U OTPUIIATEITHUTE
pe3yATaTH OT KIIMHWUYHUTE U3NUTBAHUS WU APYTH IPOYYBAHUS HA BCUYKHU NTOKA3aHUS U
MOMYJTAIMK, HE3aBUCUMO JIaJli ca BKIIFOUEHU B PAa3pEIICHUETO 3a yrnoTpeda, KaKTo U JaHHH 3a
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ynotpebara Ha JIeKapCTBEHUS MPOAYKT, KOTaTo Ta3H ynorpeda € U3BbH YCIOBUSITA Ha
pa3pelieHreTo 3a ynorpeoa;

4. cpxpaHsBa U aKTyaau3upa UHpOopMaIMITa 3a JEKaPCTBEHUSI MPOIYKT C TEKYIIHUTE
HAyYHU TIO3HAHMS, BKIIFOUMUTEITHO 3aKIIOYCHHATA OT OI[EHSBAHETO U NMPETOPHKUTE, MMYOJIMKYBaHU
Ha EBponeiickus HTepHET MopTal 3a JIeKapCTBEHU NPOAYKTH, Ch3/1aJIeH B CbOTBETCTBHUE C WIECH
26 ot Pernament (EO) Ne 726/2004 na EBponeiickus napnament u Ha CbBera;

5. pa3npocTpaHsiBa JIeKapCTBEHUs MPOAYKT € OCIEAHO 0j00peHara KpaTka
XapaKTepUCTHKA Ha MPOIYKTA U JMCTOBKA 32 MAaIllUeHTA;

6. (HoBa - /IB, 6p. 18 ot 2014 r.) uadopmupa MAJI 3a BCsIKO IpeaAnprueTo OT HEro
JEHCTBHE, CBHP3aHO C BPEMEHHO CIMpaHe Mpe/IaraHeTo Ha 1ma3apa Ha ONpeiecH JeKapCTBeH
MIPOJYKT, U3TETJISIHE OT Ma3apa Ha OIpeJIeNieH JeKapCTBEH MPOIYKT, HCKAHE 3a MPeKpaTsBaHe Ha
paspeieHue 3a yrnorpeda WM 3assBeHO HAMEPEHUE 32 HETIOAHOBSIBAHE HA Pa3peHICHUETO 32
ynoTtpeda, KakTo U J1a TOCOYM IPUYUHUTE, IOPATU KOUTO € MPEANPUETO TOBA ICHCTBHUE; B TE3U
CIIy9ad MPUTEKATEIAT HA pa3pelICHUETO 3a ynoTpeda neKIapupa Jaiu MPeANPUETHTE OT HETO
JIEHCTBHS ce ABIDKAT Ha HIKOE OT OCHOBAHMATA 110 4. 276 v 110 wi. 277,

7. (noBa - /1B, 6p. 18 ot 2014 r.) undopmupa MAJI, ako neiictBusra o T. 6 ca
MPEeANpPUETH B TPETa AbprKaBa U Ce AbJDKAT Ha HIKOE OT OCHOBaHUATA 1Mo Wi. 276 wiu no wi. 277,

8. (moBa - /IB, Op. 18 ot 2014 r.) madopmupa EBporieiickara areHus 1o JeKapcTpara,
KOraTo JEHUCTBUATA 1O T. 6 M 7 ca MpeAnpueTy Ha OCHOBaHue uil. 276 u 277,

9. (noBa - /IB, Op. 18 ot 2014 1.) ocurypsiBa JOCTaThUYHU KOJMICCTBA OT JICKAPCTBCHHUS
MIPOJYKT 3a 33/I0BOJIIBAHE Ha 3[IpaBHUTE MOTPEOHOCTH Ha HaceneHuero Ha PemyOminka bbirapus;

10. (noBa - 1B, 6p. 84 oT 2018 ., B cuna ot 12.10.2018 r.) mpenocrass Ha MAJL,
€XKECeIMUYHO WJIU TIPU MPOMSHA HA 00CTOSTEICTBATA, UPE3 CIICIMAIM3UPAHATA EJIEKTPOHHA
cucrema 1o uwi. 2176, an. 1 nunpopmanus 3a:

a) JOCTaBEHUTE Ha TepuTopuaTa Ha PenyOnuka bbirapus koamuecTBa, HOCOYEHH IO
JIEKapCTBEHH MPOAYKTH, BKIItOUeHH B [103UTHBHUS JIEKapCTBEH CIUCHK, HA KOUTO € IPUTEKATEI
Ha pa3pelIeHneTo 3a ynorpeoa;

0) THproBLMTE HA €/IpO, HA KOUTO Ca JOCTABEHU KOJIMYECTBAaTa JIEKAPCTBEHH MPOITYKTH
no Oykaa "a";

B) JlaTaTa, Ha KOSATO ca U3BBPIIEHU JOCTaBKUTE 1o OykBU "a" u "0";

I') HAJIMYHUTE B CKJIA/I0BETE KOJIMYECTBA, IOCOUYEHU 10 JIEKAPCTBEHU MPOTYKTH,
BKJItOUEHU B [103UTHBHMS IEKapCTBEH CIIUCHK, HA KOUTO € MPUTEKATEN Ha Pa3pelIeHUETO 3a
yrnoTpeoa;

11. (noBa - 1B, 6p. 103 ot 2020 r., B cuna ot 01.01.2021 r., nom. - JIB, 6p. 16 ot 2024
r., B cuia ot 23.02.2024 r.) npegocrass Ha MAJI 3a Bcuuku JiekapCTBEHU NPOAYKTH, pa3pelieHn
3a ynotpe0a Ha TEPUTOPHSATA HA CTPaHATa, BKIOYUTEITHO MIPH MPOMSIHA HAa OOCTOATEJICTBATA,
ype3 Crenranu3upanara eleKTpoHHa cucreMa 1o wi. 2176, an. 1 undopmanus 3a koaa Ha
MPOJIyKTa MO CMUCHJIA Ha 4. 4, OykBa 0), moarodka i) ot [enerupan pernament (EC) 2016/161
3a JIEKapCTBEHUTE MPOJYKTH, ONPEICTICHH B HETO B CPOK 10 14 mHU OT MyONIMKYBaHETO Ha
JIEKapCTBEHHS MTPOAYKT B [103UTHBHHUSI JIEKAPCTBEH CITUCHK, CHOTBETHO OT HACTHIIBAaHE Ha
poMsiHaTa Ha 0OCTOSATENICTBATA.

(2) IlpuTexarensaT Ha pa3pelIeHueTo 3a yrnoTpeda/yI0CTOBEPEHUETO 32 PETUCTPALIUS €
JUThKeH Tipu nouckBane ot MAJI na npencrasu:
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1. 1aHHU B MOJIKpena Ha IMOJIOKUTEITHOTO ChOTHOIIICHHE TI0J13a/PUCK 32 JICKAPCTBEHUS
MIPOJIYKT;

2. (u3m. - 1B, 6p. 18 ot 2014 r.) nanHu 3a o6emMa Ha IPOJAKOUTE HA JIEKAPCTBEHUS
MPOJYKT U BCAKAKBA Apyra WH(MOPMAIIUS, C KOSITO IPUTEKATEISAT Ha pa3pelIeHUeTo 3a ynorpeoda
pasnoJjara, OTHOCHO 00eMa Ha JICKQpCKUTE MPEANMCAHHS 33 TIPOIYKTa,

3. KomMe OT OCHOBHATA JIOKYMEHTAIIMsI Ha CUCTEMaTa 3a MPOCie/sIBaHe Ha
JeKapcTBeHaTa 0€30MacHOCT.

(3) [Iputexarenar Ha pa3penieHUETo 3a yrnoTpeda nmpeaocrass Ha MAJI
JOKYMEHTAIUATA 10 all. 2, T. 3 B 7-JTHEBEH CPOK OT MOJIy4aBaHE Ha UCKAHETO.

Ui 68a. (Hos - [IB, 6p. 67 ot 2020 r.) [IpurexarensaT Ha pa3peieHue 3a yrnorpeoda
OCUTYpSIBa BbBE)KJAHETO HAa MHAMBUAYATHUS HaeHTH(pUKannoneH Oener mo wi. 168, amn. §, 1. 1
Ha BCSIKA OTIAKOBKA B CHCTeMara OT PerucTpu B choTBeTcTBUE ¢ Jlenerupan pernament (EC)
2016/161.

Un. 69. (1) (U3wm. - IB, 6p. 67 ot 2020 r.) [IpuTtexarensT Ha pa3pelieHue 3a ynorpeda
Ha BaKCHHA WJIM HA UMYHOJIOTHYEH JIEKAPCTBEH MPOIYKT, IPEIHA3HAYCH 32 UMYHU3AIUS, TPEIU
MyCKaHEeTO Ha BCsKa MapTua OT MPOAYKTa Ha Mma3apa € AabkeH Aa npeacrasu B MAJL:

1. 3asiBieHUE 10 0Opa3el, YTBbPJIEH OT U3IIBIHUTEIHUS nupekTop Ha MAJT;

2. MOCTpH OT KpalHUS NPOAYKT U/UJIM MOCTPHU OT MPOJYKTA B HACUITHO
CBCTOSIHUE/HEPA3IIAT MPOAYKT, U/UIH MOCTPH OT MEXIUHHU U U3XOIHU MPOAYKTH B KOJMYECTBA,
noco4yeHu B PbKOBOJCTBOTO 32 0CBOOOK/1aBaHEe HA MapTUAA JEKapCTBEH MPOIYKT OT ounmraneH
KOHTPOJICH OpTaH, U31aJeHO0 OT EBPONENHCKuUs TMPEKTOPAT 110 Ka4eCTBOTO Ha JIGKAPCTBEHUTE
MPOAYKTH U 3[IpaBEOIa3BaHeE;

3. IPOTOKOJIN 32 MPOU3BOICTBOTO M KAYECTBEHUSI KOHTPOJI Ha MAPTUIATa, U3/1aJICHNA OT
MIPOU3BOIUTENIS, KOUTO €a ChOOPa3eHU KaTO MUHUMYM C JIaHHUTE, IIOCOYEHH B o0pasena oT
aJIMUHUCTpaTHBHATA Mpoleaypa Ha EBponeiickust qupekTopaT 1o KaueCTBOTO Ha JIeKapcTBaTa U
3/IpaBeora3BaHe 3a OCBOOOKIaBaHe Ha MapTHa OT O(pUIMaJIeH KOHTPOJIEH OpraH.

(2) IlpuTexarensaT Ha pa3pelIeHUueTo 3a ynorpeda Ha HOBU HMYHOJIOTHYHH JIEKApCTBEHU
MPOAYKTH UM Ha UMYHOJIOTMYHH JIEKApCTBEHU MPOAYKTH, IPOU3BEAECHU C HOBH WJIM IPOMEHEHU
TEXHOJIOTUH WJTH C TEXHOJIOTHH, HOBH 32 OT/IEJICH IPOM3BOIUTE, H3ITBIHSABA 33 IbJDKEHUSTA 10
aJl. 1 3a KOHKPETHMS MEPUO/, TOCOYEH B pa3pelIeHHeTo 3a ynoTpeoa.

(3) (Hom. - [IB, 6p. 67 ot 2020 r.) B cpok 60 nuu OT gaTaTa Ha MPEJOCTABSIHE HA
I'BJIHUS KOMIUIEKT JoKyMeHTH MAJI u3BbpIIBa OlleHKa Ha MPOTOKOJIUTE OT MPOU3BOJCTBOTO U
Ka4yeCTBEHUS KOHTPOJI Ha )KUBU BAKCHHH, IMYHOJIOTHYHH U HOBU MMYHOJIOTHYHH JICKAPCTBEHH
MPOAYKTH U U3MUTBAHE Ha MPEI0OCTaBEHUTE MOCTPU B aKpeJUTHpaHa J1abopaTopus UK Ipyra
ounmanHa madopaTopus 3a KOHTPOII, 32 JIa YCTAHOBH JJAJIN JIEKAPCTBEHUTE MPOAYKTH 110 aj. 1 u
2 ca Mpou3BeIeH! B ChOTBETCTBUE C 0100pEHUTE CTIeU(PUKAITUH.

(4) (U3wm. - JIB, 6p. 67 ot 2020 1.) [1pn monoxkuTeneH pe3yarar OT OlleHKaTa 1
n3nuTBaHero 1o ai. 3 MAJI uznasa ceptugukar 3a 0CBOOOXkAaBaHEe HA MapTUAATA.

(5) (U3m. - JIB, 6p. 67 ot 2020 1.) CepTudukar 3a 0cBOOOKJaBaHE HA TAPTHIA CE
u3/aBa OT U3MBJIHUTENHUS TupekTop Ha MAJI nim oT onpaBOMOIIEHO OT HETO JIIBKHOCTHO JIMIIE
Y TIpe/IA TIyCKaHETO Ha MapTUAaTa OT JIEKapCTBEHUS MPOIYKT Ha Ma3zapa B APYTH IbPKABH - TIO
MCKaHe Ha MPUTEKaTeNs Ha Pa3pelIeHueTo 3a yrnorpeda Ha JiekapcTBEHUs MPoayKT. Kpm
3asBIICHHETO CE MPEJICTABAT MOCTPH I10 aj. 1, T. 2 ¥ IPOTOKOJIM 32 MMPOU3BOACTBOTO H
Ka4yecTBEHUS KOHTPOJI Ha NMapTUaTa, u31aJeHu OT IPOU3BOIUTENS, KOUTO Ca ChOOpa3eH! KaTo
MUHUMYM C JaHHHUTE, TOCOUYeHU B PhKkoBOICTBOTO HA CBETOBHATA 3/IpaBHA OpraHU3alMs 3a
0CcBOOOKJaBaHEe Ha MAPTUIN OT HAIIMOHAJIEH PEryJIaTOPEH OpraH.
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(6) (U3m. - JIB, 6p. 67 ot 2020 r.) KoraTo orieHkaTta 1 M3IMTBAHETO 110 aJl. 3 3a
ChOTBETHATA MMapTU/A JCKAPCTBCHH MTPOAYKTH Ca U3BBPIICHH OT O(HIIHAIHA JJAOOpaTOpus 3a
KOHTPOJI Ha JICKAPCTBEHHU TIPOIYKTH B Jpyra IbpKaBa WICHKa MpeIn MyCKaHeTO Ha MmapTuaara Ha
masapa B CTpaHara, IPUTEXATENAT Ha pa3pelieHneTo 3a yrnorpeda npeacrass B MAJI
cepTHdHKaTa 32 0CBOOOXKJaBaHE Ha MMapTU/aTa JICKAPCTBEHHU MPOIYKTH, U3aJIeH OT
pETyJIaTOpHHUS OpraH Ha JbpKaBaTa WICHKA, KAKTO U HHPOpMAIMOHEH (hopMyIIsip 3a mpogaxkoa
1o o0Opaszell, yTBbPJCH OT U3IBJIHUTENHUS nupekTop Ha MAJL.

(7) B cnydaute nio ain. 6 MAJI ve u3BbpiiBa aeiHocTUTE 110 L. 3 U 4.

Un. 70. (1) (U3wm. - B, 6p. 67 ot 2020 r.) [IpuTekarensT Ha pa3pemieHue 3a ynorpeda
Ha JIEKapCTBEH MPOAYKT, OJy4YeH OT YOBEIIKA KPbB HIIM YOBEIIKA IUIa3Ma, Ipe/id MyCKaHeTo Ha
BCsIKa ITapTHAA OT IPOJYKTa Ha Iazapa € JUIbXeH Aa npeacrasu B MAJL:

1. 3asBnenue o oOpasen, yTBbPJACH OT U3MBJIHUTEIHUS qupekTop Ha MAJL;

2. MOCTpPH OT KpaHUs TPOIYKT W/WUIIA MOCTPH OT IPOJYKTA B HACHITHO
CHhCTOSTHUE/HEPA3IIAT MIPOAYKT, U/UIM MOCTPU OT MEXIMHHU U U3XOAHU MPOJYKTH B KOJMYECTBA,
nmocoueH B PHKOBOJICTBOTO 32 0CBOOOKJaBaHE Ha MAPTH/A JIEKAPCTBEH MPOAYKT OT O(UIIHaIeH
KOHTPOJIEH OpraH, u3ajaeHo ot EBpornelickusi TupeKTopar 1o KauecTBOTO Ha JIeKapCcTBaTa U
3/lpaBeolla3BaHe;

3. IPOTOKOJHU 32 MPOU3BOACTBOTO U KAYECTBEHHS KOHTPOJI Ha MapTHAATa, U3AaJIEHU OT
MIPOU3BOIUTEIIS, KOUTO Ca ChOOPa3eHN KaTO MUHUMYM C IaHHHUTE, TIOCOYSHH B 00pasena oT
aJIMMHHCTpaTUBHATA Mpoleaypa Ha EBporneiickus qTupeKTopar 1o KauecTBOTO Ha JIeKapcTBaTa U
3[[paBeoIa3BaHe 32 OCBOOOKIaBaHE HA MaPTH/IA OT O(PUIHAJICH KOHTPOJICH OpTaH.

(2) (Jom. - [IB, 6p. 67 ot 2020 1.) B cpok 60 auM OT 1aTaTa Ha MPEIOCTaBsHE HA
IIBJIHUS] KOMIUTEKT JoKyMeHTH MAJI u3BbpIBa OIIEHKA Ha MPOTOKOJIMTE OT MPOU3BOJCTBOTO U
KaueCTBEHUS KOHTPOII Ha JIEKAPCTBEHUS MPOAYKT, MOTYUYEH OT YOBEIIKA KPbB MU YOBEIIKA
TUTa3Ma, ¥ U3MUTBAHE Ha TMPEJIOCTaBEHUTE MOCTPH B aKpeIuTHpaHa JabopaTopus WK Apyra
odumanHa 1adopaTopus 3a KOHTPOIL, 32 /1a YCTAHOBU Jalli JICKAPCTBEHUAT MPOAYKT 1o aj. 1 e
MPOM3BEICH B ChOTBETCTBUE C OJIOOPEHUTE CTICIIU(UKAIIIH.

(3) (U3m. - 1B, 6p. 67 ot 2020 r.) [Ipu nosoxkuTeaeH pe3ynraT OT OL[EHKaTa U
m3nuTBaHeTo 1o ain. 2 MAJI uznasa ceptudukar 3a 0CBOOOXKIaBaHE HA TTApTHAATA.

(4) (Or™m. - 1B, 6p. 67 o1 2020 1.)

(5) (U3m. - JIB, Op. 67 ot 2020 1.) KoraTo orieHkara u U3MUTBAHETO 10 aj. 2 3a
ChOTBETHATA MapTH/Ia JEKAPCTBEHU MPOJIYKTH Ca U3BBPIICHU OT OHIHaHA JJabopaTOpus 3a
KOHTPOJI Ha JIEKAPCTBEHHU TMPOIYKTH B Apyra IbpKaBa WiICHKA PN MyCKaHETO Ha MapTuaaTa Ha
rasapa B cTpaHaTa, MpUTEkKATENAT Ha pa3pelIeHneTo 3a yrnorpeda npeacrass B MAJL
cepTHdUKaTa 32 0CBOOOKIaBaHE Ha IMapTHUIATa JIEKAPCTBEHU MPOIYKTH, U3a/IeH OT
pEryIaTopHUs OpraH Ha JbpKaBaTa WICHKA, KaKTO U HHGOpMAIMOHEeH (hopMyIisp 3a mpogaxkoa
1o obpasell, yIBbP/AEH OT U3IbIHUTENHUS AupekTop Ha MAJL

(6) B ciygaute o an. 5 MAJI He u3BbpIIBa ASHHOCTHUTE 110 al. 2 U 3.

UYn. 70a. (Hos - IB, 6p. 67 ot 2020 r.) U3mbaHUTENHATA areHITS 110 JIEKapCTBAaTa MOXKE
Jla U3BBPIIN JOMBJIHUTEIHN U3MTUTBAHUS HA MOCTPHU OT JIEKAPCTBEH NPOAYKT 1Mo Wi. 69 u 70 B
CIIEZIHUTE CIyJau:

1. 3HAUMTETHA TIPOMSIHA B TIpoIieca Ha IPOU3BOJICTBO, KIIaCH(HUIIpaHa IO Pe/,
oIpeJiesieH B HapenOarta mo ui. 42;

2. IPOMSIHA Ha MSICTOTO Ha MPOU3BOJICTBO;

3. HexxenaHo crOuTHe 1o § 1, T. 40 OT JOIBJIHUTETHUTE PA3NOpPEaOu;
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4. 3HAUUTEJIHUA OTKJIOHEHHS B MPOU3BOICTBEHHUS MTPOLIEC;

5. IPOMEHU B MPOLEAYPUTE 32 U3MUTBAHE HA TIPOU3BOTUTEIIS;

6. HEeoYaKBaHa MPOMEHJIMBOCT B PE3yJATATUTE OT U3MUTBAHUATA IO KOHTPOJIA HA
Ka4eCTBOTO, U3BBPIIECHU OT MPOU3BOAUTENS WM OT O(PUIIMAIHUS KOHTPOJIEH OpraH;

7. KpUTHYEH JOKJIAJ OT U3BBbPILIECHA HHCIICKIIUS HA IPOU3BOIUTEIS.

Un. 706. (Hos - /IB, 6p. 67 ot 2020 r.) (1) 3a u3naBane Ha cepTudUKar 3a
0CcBOOOKaBaHe Ha MapTH/Ia MPUTEKATEIAT Ha pa3pelieHue 3a ynorpebda npeacrass B MAJL
JOKYMEHT 3a TUIaTeHa Takca B pa3Mep, onpe/esicH B Tapudara mo wi. 21, ai. 2.

(2) Pa3xoauTe 3a U3BBPIIBAHE HA U3NMUTBAHUATA 11O WI. 69 1 70, KAKTO U pa3XOaMTE 3a
JOM'BIHUTEITHA U3NMUTBAHMA 110 Wwi. 70a ca 3a CMETKa Ha 3asBUTEIIS.

(3) CeprudukarsT 3a 0OCBOOOXKAaBaHE HA TTAPTH/IA CE W3/1aBa Ha OBITapCKHU €3UK Ha
MMETO Ha MIPUTEKATEINS Ha Pa3pelIeHneTo 3a ynorpeda Ha JIEeKapCTBEHUS IPOAYKT, a TI0 HETOBO
WCKaHe - U Ha aHTJIUIICKHU €3UK.

(4) Korato B cinyuaute o wi. 69 u 70 naptuaara Ha JIeKapCTBEH MPOAYKT HE € B
CHOTBETCTBHUE C O00PEHUTE CHEHUPUKAIINH, U3ITBIHUTETHUAT nupextop Ha MAJI miu
OIIPABOMOIIEHO OT HETO JIBKHOCTHO JIMIIE TIPaBU MOTHBHPAH OTKA3 3a M3/1aBaHE HA CEPTU(PHUKAT
3a 0CBOOOKIaBaHE Ha MapTHAATA.

(5) U3mbiaHuTenHaTa areHiys mo JeKapcTBaTa u3npala JaHHU 3a 0TKa3a 1o ai. 4 B
cucTemara Ha O(pUIIMATHUTE KOHTPOJIHH JIEKaPCTBEHH J1a00paTOpuu Ha AbP:KaBUTE WICHKU U Ha
Kondenepanus IIBetinapusi.

(6) Otka3sT No ain. 4 noAne XK Ha o0XkallBaHe MO pe/ia Ha
AJMUHUCTPATHBHONIPOIIECYATHHS KOIEKC.

Un. 71. (1) [IpurexkaTenar Ha pa3pelieHne 3a ynorpeda € ITbKeH Ja MOAIbpKa
crcTema 3a OJIOKMpaHe M U3TETJISTHE OT Ma3apa Ha JICKApCTBEHH MPOAYKTH, KOUTO HE OTTOBAPST
Ha U3MCKBAHMSTA 32 KQUeCTBO, 0€30MacHOCT U €(PUKACHOCT.

(2) IlpuTexarensaT Ha pa3pellieHue 3a yrnoTpeda e JUIbXKeH /1a OJIOKHMpa U U3TErIIn
JIEKapCTBEHHUTE MPOIYKTH, MOKA3aJIH HECHOTBETCTBHE C U3UCKBAHUATA 32 KaUeCTBO, €(hUKACHOCT
1 0€30MacHOCT, 10 peaa Ha Hapeabara o ui. 274, an. 1.

Un. 72. (Otm. - IB, Op. 102 ot 2012 1., B cuita ot 21.12.2012 1.)

Un. 73. (1) [IpurexkaTenar Ha pa3pelIeHUETOo 3a yIoTpeda MoXKe J1a MPEeXBbPII IpaBaTa
BBPXY Pa3pelIeHUeTo 3a yrnorpeda Ha JIEKapCTBEHUS MPOJIYKT Ha JIPYTro FOPUIMUECKO JIHIIE MIIN
Ha 00eIMHEHUsI, KOUTO HE Ca IOPUANYECKHU JIHUIla, YCTAaHOBEHU Ha TEPUTOPUSTA HA IbPIKaBUTE
YIEHKH.

(2) IlpuTexarensaT Ha pa3pelnieHneTo 3a ynorpeda nojnasa B MAJI 3asBienue, KbM KOETO
npujara JJOKyMeHTallus, onpe/esieHa B HapeaoaTa 1o wi. 42, KaTo oco4sa MpeiosKeHue 3a
JlaTa Ha IPEXBBPIISHETO.

(3) [Ipu ycraHoBsiBaHE Ha HEM'BJIHOTH B IoKyMeHTanus 1o ai. 2 MAJI yBegomsisa
MMCMEHO MPUTEKATEINS Ha pa3pelIeHHETO 3a yroTpeda J1a mpeacTaBil HeoOXoaumara
nonbJIHUTENHA nHpopManus B cpok 30 qau. CpoksT 1o aj. 5 crupa Aa Teue OT JaTara Ha
YBEJOMJICHHETO /10 IPEJOCTaBIHE HA UCKaHaTa HH(OpMalusl.

(4) Ako B cpoka 1o aJl. 3 mpUTEXKATENAT Ha pa3pelIeHUeTo 3a ynorpeda He JOIbIHH
JOKYMEHTAIUsTa, IPoLIeypaTa Mo NpexBbpiIsHE Ha pa3peleHueTo 3a ynorpeda Ha
JIEKapCTBEHMSI IPOYKT CE NPEKpATsIBa.

(5) B cpoxk 30 quu oT mataTa Ha MO/IaBaHE HA 3asBJICHUETO 10 ajl. 2 W3MBJIHUTCITHUAT
mupekxtop Ha MAJI n3gaBa paspelieHue 3a mpomsiHa, ¢ KOeTo ce 0100psiBa MpexBbpIsiHeTO. B
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pa3pereHneTo 3a MPOMsIHA CE TI0COYBA M JJaTaTa Ha MPEXBBPIISTHE Ha Pa3pelICHUETO 3a
ynorpeoa.

(6) HoBusT mpuTeskaren Ha pa3pemeHneTo 3a ynorpeda moema U3Isuio paBaTta u
3abJDKCHUATA Ha IPEIUIIHUS IPUTEXKATEN Ha pa3peIIeHHEeTo 3a yIoTpeoa.

(7) Tlpu mpexBBPIISHETO HA PA3PEUICHUETO 3a yIoTpeda Ha JIEKAPCTBEH MPOYKT 1O
pena Ha ai. 1 - 6 CpOKBT My HE C€ IPOMEHS.

Paznen VII.
IIpoueaypa mo B3auMHO NMPU3HABAHE M JIEIEHTPAJM3HPAHA NPoIeaypa

Un. 74. (1) Koraro nuuero mo uwi. 26, an. 1 uMa u3gaieHo paspelieHue 3a ynorpeda B
Jpyra abprKaBa YiICHKa 3a ChILIUs JEKapCTBEH NPOAYKT IO CMHCHIa Ha wil. 45, an. 3, 3a KOiTo
[I0JIAJI0 3asiBJIEHUE 3a pa3pelieHue 3a ynorpeda 1o MAJL, To nogasa uckaHe 70 perynaTopHus
OpraH Ha IIOCOYEHA OT HETO B 3asBJICHUETO JbpKaBa WICHKa, HApUUaHa 0-HATaThK "pedepeHTHa
IbpkaBa, 1a U3rOTBU OLEHBYEH JJOKJIA/ WK Ja aKTyaIu3upa ChLIECTBYBAILUS.

(2) Cbe 3asBnenuero auueto o ain. 1 nonasa B MAJI nocue, KOETO € UIEHTUYHO Ha
MI0JIa/IEHOTO B pepepeHTHaTa IbpXkKaBa U B IPYTUTE AbP’KaBU WIEHKH, IOCOYCHHU B 3as1BJICHUETO,
HapHyaHU M0-HATaThK "3acerHaru JbpxkKaBu'.

(3) UznbenHuTenHATa areHus 10 JieKapcTBaTa U 3asBUTEIIAT MOJIydaBaT 1o ciyxeOeH
BT OT PETYIATOPHUS OpraH Ha pedepeHTHATa AbpKaBa 1Mo ajl. | ONEeHbYHHS JOKJIAI 3a€IHO C
oJ00peHaTa KpaTka XapakTepUCTHKa Ha IPOAYKTa U C 0J00pEHUTE MaKeT Ha OMaKOBKaTa U Ha
JIUCTOBKATa 3a MallleHTa.

(4) U3baHUTEHATA areHIMs 110 JIGKapCTBaTa pasriexia J0KyMEHTHTE 110 ajl. 3
nucMeHo nHpopmupa pedepeHTHaTa AbprkaBa 3a B3€TOTO pelleHue B cpok 90 1Hu oT garara Ha
II0JIy4aBaHETO HUM.

(5) B cpok 30 nHu OT mosyuyaBaHETO HA yBEJOMJICHHE 3a MPUKIII0YBAaHE HA Mpolielypara
0T pedepeHTHaTa IbpKaBa U3MBIHUTETHUAT TupekTop Ha MAJI u3nasa pasperieHue 3a
yrnoTpeba Ha JeKapCTBEHHs MPOJYKT Ha TepuTopusaTa Ha PenyOnuka bearapus ¢ ogoopenure
KpaTKa XapaKTepUCTHKa Ha IPOJYKTa, MAaKeT Ha ONTAaKOBKATa U JINCTOBKATA 3a MallleHTa.

Y. 75. (1) Koraro nuuero mo ui. 26, an. 1 nogasa eqHoBpemenHo B UAJI u B ipyru
IbpKABU YJICHKH 3asBIICHHUE 32 pa3pelieHne 3a ynorpeda Ha IeKapCTBEH MPOIYKT, 3a KOUTO
HsMa M3aJICHO pa3pelieHue 3a ynmorpeda Ha TepUTOpHsITa Ha IbprKaBa WIEHKa, TO TOCOYBA B
3asIBJICHUETO PETYIIATOPHUS OpraH Ha JbprKaBaTa YWiIeHKa, HapruyaHa Mo-HaTaThK "pedepeHTHa
JbprKaBa'", KOWTO J1a U3TOTBU MPOEKT Ha OIIEHBYEH JOKIIAJl, TPOCKT Ha KPaTKa XapaKTEePUCTUKA
Ha MPOJIYKTa U MPOEKT Ha MakeT Ha OMaKOBKaTa M JINCTOBKATa 3a MallMEHTA.

(2) Coc 3asBaenueto nuiero mno ai. 1 momgasa B MAJI nocue, HASHTUYHO HA TTOIaIEHOTO
BBB BCUUKHU JPYTH AbPrKaBU WICHKH, IOCOYEHH B 3aBJICHUETO, HAPUYAHU M10-HATATHK
"3acerHaTtu JIbpkaBu'.

(3) M3npiiHMTETHATA ar€HIIUA IO JIEKapCTBAaTa U 3asBUTEIAT MOJTyYaBaT 1Mo CIIyKe0eH
BT OT PEryJIaTOPHUS OpTraH Ha pedepeHTHATa JbpKaBa MPOEKTa Ha OIIEHbUYEH JOKJIa/I, TPOCKTa
Ha KpaTKa XapaKTepUCTUKA Ha MPOAYKTA U MPOEKTa HA MAKET Ha ONIaKOBKaTa M Ha JINCTOBKAaTa 3a
MmalyeHTa.
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(4) MU3npaHMTETHATA areHIHS 1O JIGKapCTBaTa pasriek1a JOKYMEHTHUTE 10 ajl. 3 u
NUCMEHO HH(popMuUpa pedepeHTHaTa AbpKaBa 3a B3€TOTO peuleHrne B cpok 90 aHM OT AaraTa Ha
MOJTYYaBaHETO MM.

(5) B cpoxk 30 quu oT nosyyaBaHeTO Ha yBEIOMJICHHUE 3a MPUKIIIOUBAHE HA MPOIeAypaTa
OT pedepeHTHATA Ibp)KaBa M3IIBIHUTEIHUAT qupekTop Ha MAJI n3nasa paspenienue 3a
yrnoTpeba Ha JeKapCTBEHHsI TPOAYKT Ha TepuTopusTa Ha PernyOnuka bearapus ¢ ogoopenure
KpaTKa XapakTepUCTUKA Ha MPOAYKTA, MAKET Ha OMTaKOBKATa M JINCTOBKATA 3a MAaI[EHTA.

Ui 76. (1) Korato Peny6auka beirapus e pedepentrna appskasa mo wi. 74, MAJI:

1. B cpok 90 nHuU OT arata Ha MOJIaBaHe HAa BAJIMJIHA JJOKYMEHTAIMS U3MIpallia Ha
peryjaaToOpHUTE OpraHH Ha 3aCerHaTUTE IbPXKABU U HA 3asBUTEINS OLIEHBYHUS JTOKIA],
IPUIPYKEH ¢ 0I00peHaTa KpaTKa XapaKTepUCTUKA Ha IPOAYKTA U C O0OPEHUTE MaKeT Ha
OIIaKOBKAaTa U Ha JIMCTOBKAaTa 3a MAIEHTa;

2. 3aKpHUBa MpOLEAYpaTa U yBEIOMSBA 3aIBUTEIIS U 3aCETHATHTE AbPKaBH, aKO BCUUKH
3acerHaTH IbpKaBH ca s 0100pHIIH.

(2) B cpoxk 30 nuM OT 3aKpHBaHETO Ha MpoleypaTa 1o ai. 1, T. 2 U3NbJIHUTEIHUST
nupextop Ha MAJI u3nasa pasperieHue 3a ynorpeda Ha JIeKapcTBEHUS IPOIYKT Ha TEPUTOPUSATA
Ha PenyOnmka bearapus ¢ oqo0peHuTe KpaTka XapakTepUCTHKA Ha IPOIYKTa, MakeT Ha
OIIaKOBKAaTa U Ha JIMCTOBKATa 3a MaI[eHTa.

(3) Koraro Penrybnuka bearapus e pedepentHa appkasa mo wi. 75, MAJL:

1. B cpok 120 nHM OT naTara Ha NOJaBaHe Ha BaJMIHA JOKyMEHTAlMs U3IIpalia Ha
peryJaTOpHHATE OpraHy Ha 3aCETHATUTE IbPXKABH U HA 3asIBUTENSI IPOEKTA HAa OLIEHBYHUS
JIOKJIa/1, TIPOEKTa Ha KpaTKa XapaKTepHCTUKA Ha MPOAYKTa U MPOEKTa HAa MaKeT Ha OIIaKOBKaTa U
Ha JIMCTOBKATA 3a MaIllUeHTa;

2. 3aKpuBa NpolLeaypaTa U yBeJJOMsIBa 3asBUTEIIS U 3aCETHATUTE IbPKABH, aKO BCUUKHU
3acerHaTH IbPKaBH ca s 0100PHITH.

(4) B cpok 30 nHu OT 3aKpHBaHe HA MpoIeypaTa Mo ait. 3, T. 2 U3IIbIHUTETHUAT
nupextop Ha MAJI u3nasa pazpelieHue 3a ynorpeda Ha JeKapCTBEHUS MIPOIYKT Ha TEPUTOPUATA
Ha PenyOnuka bearapus ¢ ogoOpeHuTe KpaTka XapaKTepUCTHKa Ha IPOAYKTa, MakeT Ha
OTIaKOBKAaTa M Ha JIMCTOBKATA 3a MaI[EeHTA.

Un. 77. (1) Korato MAJI He og00pu npeicTaBeHaTa JOKyYMEHTAIUA 110 Wi. 74, an. 3 win
1o wi. 75, at. 3 mo cboOpaskeHus 3a MOTEHIMAJICH CEPUO3€H PUCK 3a 3/IpaBeTO Ha HACEIECHUETO,
M3TOTBS IOJPO0OEH TOKIIA]] ¢ MOTUBH JI0 peepeHTHATA IbpKaBa YWICHKA, 10 JPYTUTE 3aCErHaTH
TBPKABU U JI0 3asIBUTEIIS.

(2) CnopuuTe BbIpocH 10 aj. 1 ce pasrnexaar or KoopanHanmoHHara rpyna Ha
IbP)KaBUTE YWICHKU. 3asBUTEISAT MOXKE Ja MIPEJCTaBU CBOSATA MO3ULIMS 110 Pa3IIIekKIaHUTE
BBIIPOCH IMTUCMEHO HJIH YCTHO.

(3) M3npiHUTEIHATA areHIIU 0 JieKapcTBaTa yuacTBa B KoopauHalmonHaTa rpymna mo
aJl. 2 J1o 3aKpHBaHe Ha MpoIleypara oT pedepeHTHaTa JpprKaBa.

(4) B cpok 30 nHu OT mosnyyaBaHe Ha yBEJJOMJICHHE 3a 3aKpHBaHE Ha MpoIelypaTa oT
pedepenTHaTa AbpKaBa U3MBIHATEIHUAIT TupekTop Ha MAJI n3masa paspemnienue 3a ynorpeda
Ha JIEKapCTBEHUs MPOJYKT C 00OPEHHUTE KpaTKa XapaKTepUCTHKA Ha MPOIYKTa, MAKeT Ha
OITaKOBKAaTa M Ha JIMCTOBKATA 3a MaI[eHTA.

Ui. 78. (1) Korato B mporneaypa npen KoopauHarmonHara rpymna mo wi. 77, ai. 2
ABPIKABUTC YICHKH HC IIOCTUTHAT CHIJIACUC, CIIOPHUTC BBIIPOCH CC PA3IJICIKIAT OT Komurera 3a
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JIEKapCTBEHU MPOJIYKTH 3a XyMaHHa ynorpeda kbM EBpornelickara areHuus mo jgeKkapcrara mno
apOuTtpakna npoueaypa. Komue ot jokymMmeHTanusara ce u3paiia Ha 3asBUTEs.

(2) BasButenaT npeacrass B EBpomneiickara areHuus 1o JiekapcTBaTa I0CHETO Ha
JIEKapCTBEHMSI POAYKT U KpaTKaTa XapaKTepUCTHKA HA ITPOIYKTA.

(3) B cnydaute o ai. 1, ako MAJI e ogoOpuiia orieHbYHUS JOKIIA, TPOCKTa Ha
KpaTKaTa XapaKTepUCTHUKA HA IPOAYKTA U MaKeTa Ha OIIaKOBKATa M Ha JUCTOBKATa 3a MallUeHTa,
MpeIoCTaBeHH OT pedepeHTHATa AbpiKaBa, U3IMbIHUTENHUAT AupekTop Ha MAJI mo monba Ha
3asBUTEII MOXKE J1a M3/1aJie pa3pelieHne 3a ynorpeda Ha JIGKapCTBEHHUS IIPOIYKT, IPEIH J1a €
3aBbpIIMIIA apOUTpaXKHATa Mpoleaypa 1o ai. 1.

(4) Cnen mpukiTtoOYBaHe Ha apOUTpaKHATA MPOLEAYPA UITBIHUTSITHHUAT JUPEKTOP HA
NAIJI npuBexaa n3ageHoTo pa3pellieHue 3a yrnorpeda mo ai. 3 B CbOTBETCTBUE C PEUICHUETO Ha
EBponeiickara koMucus.

Ui. 79. (1) KoraTo perynaTopHUTe OpraHu Ha €Ha WJIK Ha HAKOJIKO JIbP>KaBH YJICHKH Ca
MIPHENN PA3JIMYHU PEIICHUS [0 OTHOILIIEHUE HA Pa3pelIeHNeTo 3a yrnoTpeda Ha eUH U ChII]
JIEKapCTBEH MPOJIYKT MM 110 OTHONICHHE HAa HETOBOTO BPEMEHHO CIIMPAHE WM HA OTHEMAHETO
my, MAJI otHacs Bbrpoca 1o Komurera 3a iekapcTBEHU NPOAYKTH 32 XyMaHHa yrnoTpeda KbM
EBporieiickara areHIys mo JeKapcTBara 3a puiaraie Ha apOuTpakHa Iporeaypa. 3assBUTEISAT
WJIH IPUTEKATEIST Ha Pa3pelIeHHeTo 3a yrnoTpebda Moxe J1a oTHece BbIpoca 10 Komurera 3a
JIEKapCTBCHHM MPOJIYKTH 3a XyMaHHa ynoTpeda kbM EBporielickara areHIus mo Jekapcrpara 3a
MpuJiaraHe Ha apOuTpaXKHa MPOIleypa MO CBOs IIPELICHKA.

(2) (Ot™m. - 1B, 6p. 102 o1 2012 1., B cmmma ot 21.12.2012 1.)

(3) (U3m. - 1B, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) B cnyuaute no an. 1 UAJI
WJTH 3aSIBUTEIIST/TIPUTESIKATEISAT HA Pa3pelICHUETO 3a yIoTpeda Ha JICKapCTBEHUS MTPOTYKT
npenoctass Ha EBporielickara areHius mo JeKapcTpara 1sjaaTa HajJudHa uHGopMaius mo
CHOTBETHHS BBITPOC.

(4) (Ot™. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

(5) (Ot™m. - B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.)

Y. 79a. (Hos - IB, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) B 3aBucumoct ot
pemeHrero Ha EBporieiickaTa KoMUCHs Clle]] IPUKIIOUBaHe Ha apouTpakHa npoueaypa MAJI B
cpok 30 aHH OT ToJIydaBaHe Ha YBEIOMJICHUETO:

1. u31aBa, BpeMEHHO CIMpa UM MPeKpaTsABa pa3pelieHue 3a ynorpeoa, in

2. M3MCKBAa J1a c€ U3BBPILAT MPOMEHH B U3/1aJIEHOTO pa3pelleHre 3a OCTUTaHe Ha
CBHOTBETCTBUE C pelIeHNETO Ha EBpornelickata KoOMUCHSL.

(2) M3nbiiHKTEIHATA areHLKsd 0 JIeKapcTBaTa yBeaoMsiBa EBpornelickata koMucHs u
EBpornelickara areHuus 1o JeKkapcTBara 3a U31aJeHUs aKkT 1o ail. 1.

Un. 796. (Hos - JIB, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 1.) (1) B cnyuawure,
KOTaTo Ca 3aCeTHATH HHTEepecuTe Ha EBpPONENCKUs Ch03 U IIPEIN B3EMaHE Ha PEIICHHE 3a
u3/IaBaHe Ha pa3pelleHne 3a ynorpeda Ha JIeKapCTBEeH MPOAYKT, 38 BpEMEHHOTO MY CIIUpaHe, 3a
MIPEKPATABAHETO WM 3a TpoMsiHaTa My, MAJI, 3aABUTENST WM IPUTEXKATEIAT HA pa3pelIeHUe 3a
yroTpeba Morar Jja OTHecaT BhIIpoca JJ0 KOMHUTEeTa 1o wi. 79, an. 1 3a npuiarane Ha apOuTpaxHa
pouenypa.

(2) B cygaunTe 1o an. 1, KOrato ce3upaHeTo € B pe3yaTar Ha OlleHKa Ha JIaHHH,
CBBP3aHU C IPOCIIECASIBAHE Ha JIEKapCTBEHATa 0€30I1aCHOCT Ha pa3pelleH 3a yrnoTpeda JIeKapCTBEeH
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MIPOJYKT, BBIIPOCHT CE€ OTHACA JJO KOMUTETA 10 4i. 56a, an. 1, T. 1 u ce nmpuara npoieaypara mno
wi. 1949 win 194mm.

(3) (U3m. - JIB, 6p. 18 ot 2014 1.) MI3mbaHMTETHATA areHIMs 110 JIEKapCcTBaTa Mpuiara
IpoLeypara 1o riasa ocMa, pasaen [V, korato € Heo0X0IUMO ITPUJIAraHEeTo Ha €JHa OT
MEpKHUTE, TOCOYeHU B Wwi. 194y, an. 2 u 3.

(4) (Homa - 1B, 6p. 18 oT 2014 1.) He3aBucumo ot an. 1 - 3, korato € He00X0 MO
CIEIHO JIeHCTBHUE 32 3al[iTa Ha OOLIECTBEHOTO 3/IpaBe Ha HAKOM eTamn OoT apOuTpakHaTa
npouenypa, MAJI Mmoxe a cpe JeCTBHETO Ha pa3pelieHrneTo 3a ynorpeda u aa 3abpanu
ynotpebara Ha CbOTBETHHS JIEKAPCTBEH MPOAYKT Ha TepuTopusiTa Ha PermyOnuka brirapus o
IIPUEMAHETO Ha OKOHYATEIHOTO PEILICHUE.

(5) (Homa - 1B, 6p. 18 ot 2014 r.) B cirygaute no an. 4 UAJI uadopmupa
EBponeiickara komucus, EBporelickata areHIus 1o JeKapcTBaTa U APYTUTe IbP>KaBU WICHKH 32
MOTHBHTE 32 CBOETO pEeIlieHHE HE MO-KHCHO OT CJe/IBaIlus paOOTEH JeH.

Ui 80. (MU3m. - JIB, 6p. 12 or 2011 1., B cuna ot 08.02.2011 r.) YcnoBusita u peabT 3a
M3BBPIIBAHE HA TPOMEHU B U3/IaJICHUTE Pa3pelICHHs 110 TO3H pa3zeil ce ypexaar ¢ Pernmament
(EO) Ne 1234/2008 na EBpomnetickara komucus ot 24 HoemBpu 2008 T. OTHOCHO pa3riekaaHeTo
Ha TIPOMEHUTE B YCIIOBUSTA HA Pa3pEIICHUATA 332 THPTOBHUS C JICKAPCTBEHU MPOAYKTH 32 XyMaHHA
ynotpeba u BeTrepuHapHu JekapctBenu npoayktu (OB, L 334/7 ot 12 nexemBpu 2008 T.).

I'naBa yerBbpTA.
KJIMHUYHU UBIIUTBAHUA

Pa3znen 1.
OO01u paznopeadoun

Un. 81. (U3m. - JIB, 6p. 84 ot 2018 1. (*)) (1) Knunn4yHO M3NMuTBaHE HA TEPUTOPHSITA HA
PenyOnuka bearapust Moxe J1a ce poBekJa ciies] ModydaBaHe Ha pa3pelieHue, u31aJieHo Ipu
ycnoBusita u 1o pefa Ha Pernmament (EC) Ne 536/2014 na EBponeiickus napnamenT u Ha CbBerta
ot 16 anpun 2014 r. OTHOCHO KJIMHUYHUTE U3MUTBAHUS Ha JIEKAPCTBEHU MPOJIYKTH 32 XyMaHHA
ynotpeda, u 3a otMsiHa Ha JupextuBa 2001/20/EO (OB, L 158/1 ot 27 maii 2014 r.), HapuuaH
no-HaraTbK "Pernmament (EC) Ne 536/2014", u Ha To3u 3aKO0H.

(2) M3nbyiHUTEIHATA areHIIUA 10 JIEKapcTBaTa U3MbIHABA ICMHOCTHTE Ha JIOKJIA/IBAIla,
CHhOTBETHO Ha 3acerHara JbpaBa 1 JOIbJIHUTENIHO 3acerHaTa JIbpKaBa 10 CMUCHJIA Ha
Pernament (EC) Ne 536/2014, u e HallMOHAIHOTO 3BEHO 3a KOHTAKT 1o wi. 83 oT Pernament (EC)
Ne 536/2014.

Un. 82. (U3m. - [IB, 6p. 84 ot 2018 1. (*)) (1) 3a u3naBane Ha pa3pelieHue 3a
MPOBEXKIaHe Ha KIIMHUYHO U3MUTBAHE U 3a U3/1aBaHE Ha pa3pelIeHHe 3a ChIIeCTBEHA IPOMSHA B
pa3pelIeHo KIMHUYHO U3MUTBAHE BB3JIOKHUTEIAT M01aBa 3asiBIIEHUE U JI0CHE ChIVIacHO riasa [V
ot Pernament (EC) Ne 536/2014 upes Iloptana nHa EBponeiickus cpro3 (EC) o ui. 80 ot
Pernmament (EC) Ne 536/2014.

(2) 3a nogaBaHe Ha 3asBJIE€HHE 10 ajl. 1 ¥ 3a OLlEHKa Ha IOKYMEHTAalUATa, IPUI0KeHa
KBM HETO, BB3JIOXKUTEIIAT 3aliallla Takca B pa3Mep, onpeaeseH ¢ Tapudara mo wi. 21, an. 2.

Un. 83. (U3m. - [IB, 6p. 84 ot 2018 1. (*)) Komucusra no . 103, an. 1 u3BbpiiBa
OIIEHKA Ha ETHYHUTE aCTIEKTH Ha KIIMHUYHOTO M3MUTBAHE U HA CHIIECTBEHATA MMPOMSIHA Ha
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KJIMHUYHOTO M3IUTBAHE MpH yciaoBusATa u mo pena Ha Pernmament (EC) Ne 536/2014 u uzrotss
MOTHMBHUPAHO CTaHOBHUIIIE, KOeTO IpenacTaBs Ha MAJL

Un. 84. (U3m. - 1B, 6p. 84 ot 2018 1. (*)) (1) U3mbnHuTEIHATA areHIus 110 JIeKapcTBaTa
M371aBa pa3pelieHne 3a KIMHIYHO M3IUTBAaHE, pa3pellieHNe 3a KIMHUYHO W3ITUTBAHE MIPU
OTIpEeJICJICHH YCIIOBHSI, Pa3pelICHUE 32 ChIIECTBEHA TPOMSIHA HA KIIMHUYHO U3IUTBAHE,
pa3peleHne 3a ChIEeCTBEHA IPOMSIHA Ha KIIMHUYHO M3MIUTBAHE IIPH OINPEETICHN YCIOBHUS HIIH
OTKa3Ba M3/1aBaHETO Ha paspelieHue mpu yciaoBusaTa u o pena Ha Pernament (EC) Ne 536/2014.

(2) Otka3wT Mo . 1 moanexu Ha oOXxaJlBaHe MO pe/ia Ha
AJMUHUCTPATUBHOIIPOLIECYATHUS KOACKC.

Un. 85. (U3m. - [IB, 6p. 84 ot 2018 . (*)) C Hapenba Ha MUHHCTHPA Ha
3/IpaBEOIa3BAHETO CE OMPEIECIIAT:

1. ycnoBusiTa U penbT 3a MojaBaHe Ha JaHHU U uHpopmanusg oT MAJI u ot ETnunara
KomucHs 3a KinHuYHM u3nuTBanus B [loprana na EC mo wi. 80 ot Pernament (EC) Ne 536/2014;

2. noctsibT Ha MAJI 1 Ha ETuHaTa KOMHCHA 3a KIMHUYHY W3NUTBaHus 1o bazata
naxaau Ha EC 1o wi. 81 ot Permament (EC) Ne 536/2014;

3. ycnoBHsTa U PeAbT 3a MPECTaBsIHE Ha CTAHOBHILATA MO Wi. 83 U peabT 3a
B3auMmozeiictue mexay MAJI u ETnunara koMmucust 3a KIIMHUYHUA U3MTUTBAHNUS,

4. noxymentute u nanuute ot [Ipunoxenue [ u [Ipunoxenue II ot Pernament (EC) No
536/2014, xouto ce onenssar ot MAJI u or ETnunaTa KoMuCHs 3a KIMHUYHU U3IIUTBAHMS, KAKTO
U €3UKBT, Ha KOWTO C€ MPEICTaBSIT.

Un. 86. (1) (Hom. - IB, 6p. 84 ot 2018 r. (*)) Benuku nuiia, mpoBexAaIy KITMHUYHO
U3NUTBAHE, TPA0Ba Aa UMaT ChbOTBETHATa MpodecroHanHa kBanudukamys, o0OydeHre 1 OIuT, 3a
7la U3ITBJIHSABAT CBbP3aHUTE C U3MMTBAHETO 33/1a4K B ChOTBETCTBUE C ITpaBuiaTa 3a Jlobpa
KJIMHUYHA npakTuka cbriacHo Pernament (EC) Ne 536/2014.

(2) KnuanuHO M3NMUTBaHE Ha JIEKAPCTBEH NPOAYKT C€ U3BBPILBA 10/ PHKOBOJCTBOTO Ha
JIEKap WJIM JIEKap O JEHTalHa MEIULMHA C IPU3HATa MEIULMHCKA CIE[UAIHOCT B CbOTBETHATA
o0yacT, KOMTO € 3al03HaT ¢ HAIMYHUTE NMPEAKIMHUYHYU W/WIN KIMHUYHU JaHHU 33 IPOJYKTa U
PHUCKOBETE U MPOLIELYPUTE 11O IPOYUBAHETO.

(3) ITo BpPEMC Ha KIIMHUYHO U3IMUTBAHC 3da MCAULIUHCKUTC I'PUXKHU, IPCAOCTABAHU Ha
Y4aCTHHKA B U3IIMTBAHETO, X 3a B3EMAHCTO HA MEANIUHCKH PECIICHUA HOCU OTTOBOPHOCT JICKAp €
nmoaxogsdiia KBaJ'II/I(I)I/IKaI_II/Iﬂ HJIN JICKAp MO ACHTAJIHA MCAHIINHA.

UYn. 87. (1) (U3wm. - B, 6p. 59 ot 2010 1., B cuna ot 31.07.2010 r., u3m. - /IB, 6p. 60 ot
2011 r., B cuna ot 05.08.2011 r., gom. - JIB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 1.)
KnuHu4yHO M3MuTBaHEe MOXKE /1a Ce MPOBEXK/Ia B JICUCOHH 3aBE/ICHUS 32 OOTHUYHA ITOMOIII,
IIEHTPOBE 32 TICUXUYHO 3JIpaBe, IEHTPOBE 32 KOXKHO-BEHEPUUECKH 3a00JIIBaHHSI, KOMITJICKCHU
OHKOJIOTUYHH LIEHTPOBE, AUATU3HU [IECHTPOBE, TUATHOCTHYHO-KOHCYJITATUBHU IIEHTPOBE,
MEMIIMHCKY [ICHTPOBE, JCHTATHYU [ICHTPOBE W MEMKO-/ICHTAIHA [IECHTPOBE, KAKTO U B
WHIMBUYAIHU ¥ TPYIIOBU NPAKTUKHU 3a ITbPBUYHA U CIICIAATM3UPaHa MEIUITUHCKA TOMOIII,
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MOJIYYHITH pa3pelicHre 3a JeHHOCT/yJ0OCTOBEPEHHE 3a PErMCTPalks 10 peaa Ha 3aKoHa 3a
JIeYeOHUTE 3aBEICHU.

(2) (Homa - 1B, 6p. 84 ot 2018 1., B cryia ot 12.10.2018 r.) Knuanyno u3nuteane ¢
JIEKapCTBEHH MPOIYKTH, ChIbPIKAIIN HAPKOTHYHH BEIIECTBA, MOKE J]a C€ MPOBEKIA CaMO B
neueOHNU 3aBeIeHUs 3a OOJTHUYHA TTOMOILI, IEHTPOBE 32 IICUXHYHO 3/IpaBe, IIEHTPOBE 32 KOXKHO-
BEHEPHUYECKH 3a00JIIBaHHS ¥ KOMIJIEKCHU OHKOJIOTHYHU IIEHTPOBE, B CTPYKTYyparTa Ha KOUTO €
paskpuTa anrteka, IpuTeKaBalia JUIEH31s CbIraacHo wi. 33, an. 1 oT 3akoHa 3a KOHTPOJ BBPXY
HApKOTUYHHUTE BEIIECTBA M MPEKYPCOPUTE, HIIM KOMTO Ca CKIFOUMIIN TOTOBOP C APYTo JieueOHO
3aBeJICHHE, B CTPYKTypaTa Ha KOETO € pa3KpUTa anTeka, IpUTEeKaBallla JIULEH3Us ChITIACHO YJI.
33, an. 1 ot 3aKoHa 3a KOHTPOJ BEPXY HAPKOTHYHHUTE BELIECTBA U MPEKYPCOPHTE.

(3) (IIpenumna an. 2, usMm. - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Kimuanuno
M3MHATBAHE MOXKE Ja CE TIPOBEXKIa CaMo B JIeYeOHO 3aBECHHE, B KOSTO MMa OIPEICIICHO JIUIIC 32
KOHTaKT 1o wi. 107a, am. 1.

(4) (ITpenumna an. 3 - JIB, 6p. 84 or 2018 r., B cuma ot 12.10.2018 r.) PrroBOgMTEIST
Ha JIeYeOHOTO 3aBEJCHNE, B KOETO IIIe CE MPOBEX/a KIMHUYHO U3MMTBAHE HA JIEKAPCTBEH
MPOAYKT, JaBa ChIJIACHETO CH 3a YYaCTHETO Ha TJIaBHHS W3CJICIOBATEN U 3a MPOBEXKIAHETO HA
W3MHATBAHETO.

Y. 88. (1) KnuHn4HO M3MUTBaHE BBPXY XOpa c€ U3BbPIIIBA ChC:
1. Hepa3pemeHu 3a ynorpeda B Penybnuka beiarapus nekapcTBeHU NPOAYKTH;

2. paspeienu 3a ynorpeba B PenyOinka brarapus nekapcTBeHH NMPOAYKTH, KOTATO Ce
M3MUTBAT 33 HEPA3pPELIeHO MOKa3aHue, 3a JIeKapcTBeHa ¢popMa, pa3IudHa OT pa3pelieHara, B
HEW3CJIeIBaHa O MOMEHTA TpyTia MallMeHTH WM 3a TIoJTydaBaHe Ha JOMBIHUTEIIHA HHPOpMAITHSI.

(2) Pa3zpemenu 3a ynorpe6a B Penmyonuka bearapust mo cmuchia Ha ain. 1, T. 2 ca
JIEKapCTBEHH MPOJIYKTH, MOJYYUIIU pa3pelieHne 3a ynorpeda mo peaa Ha TO3H 3aKOH UITH 110
pena Ha Pernmament (EO) Ne 726/2004 na EBponeiickus nmapiameHT u ChBera.

Uin. 89. (Otm. - [IB, 6p. 84 oT 2018 1. (*))

Y. 90. (Otm. - IB, 6p. 84 o1 2018 1. (*), u3m. - JIB, Op. 17 ot 2019 1. (*))

Y. 91. BB310KHUTENAT U TJIABHUAT U3CIIE€I0BATEI CKIIFOYBAT 3aCTPax0OBKa, MOKpUBAIla
OTTOBOPHOCTTA MM 32 IPUYUHEHUTE MIPU UJIIU 110 TTOBOJ IPOBEXKIAHETO HA KIMHUYHOTO
HU3NUTBAHC HCUMYIICCTBCHU U UMYIICCTBCHU BPCAU HA YUACTHHUIIUTE.

Un. 92. (1) (U3m. - IB, 6p. 84 ot 2018 r. (*)) Bp3n0oxuTensiT Hocu OTTOBOPHOCT B
cllyyail Ha yBpeKJaHUs Ha 3/IpaBeTO UM Ha CMBPT, IPUYUHEHH [TPHU WX TIO TIOBOJ
MPOBEXKIAHETO Ha KIIMHUYHOTO U3MUTBAaHE, KOTAaTO H3MUTBAHETO € MPOBEXKIAHO CHIITACHO
M3HCKBAHUATA U MPOLIEYypPUTE HA 0JI00pPEHHUS IPOTOKOI.

(2) (U3m. - 1B, 6p. 84 ot 2018 r. (*)) 'maBHUAT U3cinenoBaTesl HOCU OTTOBOPHOCT B
cllyyail Ha yBpeKJJaHUs Ha 3/paBeTO MM HAa CMBPT, IPUYMHEHH [P WIM IO OBOJ Ha
MPOBEXIAHETO HA KIMHUYHOTO M3MUTBAHE, KOTaTO HE ca CIIa3eHH M3UCKBAHUATA U MTPOIICTyPUTE
Ha 000pEHHS TPOTOKO.
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Un. 93. (U3wm. - [IB, 6p. 84 ot 2018 1. (*)) (1) Koraro KTMHUYHOTO U3MUTBAHE CE
MPOBEXKa caMO Ha TepuTOpHsTa Ha PenyOnuka bbirapus niu Ha Teputopusra Ha PenyOinka
bearapus u Ha TepuTOpUATA HA TPETA IBPIKABA, BH3JIOKUTEISAT ONMPEACIIs IPEICTAaBUTEI Ha
TepuTopusaTa Ha PenyOnuka bbirapus 3a KOHKPETHOTO KIIMHHYHO U3ITHTBAHE.

(2) JIunero mo ait. 1 e agpecatr Ha KOMYHHKAIIUATA C BH3JIOXKUTENIS, IPEIBUICHA B
Permament (EC) Ne 536/2014.

Ui, 94. BB3I0KHUTENAT OCUTYpsiBa O€3BB3ME3THO H3MTUTBAHMS JIEKAPCTBEH
MPOAYKT/TIPOAYKTH U BCSIKO M3JIENHE, HEOOXOMMO 32 MPUIIATraHETO MYy.

Y. 95. (Otm. - IB, Op. 84 o1 2018 1. (*))

Ui 96. (1) (U3wm. - IB, 6p. 84 ot 2018 r. (*)) Knuan4yaO M3NMMTBaHE HA JICKAPCTBCHH
MPOJYKTH Ce JA0MyCcKa caMo BBPXY JIHIIE, KOETO € a0 CBOETO MUCMEHO UH(POPMHUPAHO ChIIIacHe.

(2) (Ot™m. - 1B, 6p. 84 ot 2018 1. (*))

(3) (U3m. - JIB, 6p. 84 ot 2018 1. (*)) Uudopmupano cwriracue 1o riasa V ot
Pernament (EC) Ne 536/2014 moxe 1a 1aBa caMo JeecriocoOHO JUIe, KOeTo pa3oupa
CBIIHOCTTA, 3HAYCHUETO, 00XBAaTa U €BEHTYAIIHUTE PUCKOBE OT KIIMHUYHOTO U3MUTBAHE.
WudopmupaHOTO ChIITacKe 32 YIaCTHE B KIMHHYHO U3MUTBAHE MOXeE J1a ObJIe OTTETIICHO 110
BCSAKO BpeMe.

(4) (U3m. - [IB, 6p. 84 ot 2018 1. (*)) Madopmupano ceriacue mo riasa V oT
Pernament (EC) Ne 536/2014 3a HeneecniocoOHO MBIHOMETHO JIMIIE CE J1aBa OT 3aKOHHUS MY
npencraButen. ChrilacueTo Ha 3aKOHHUS IIPECTaBUTEN TpsiOBa Jja MpeACcTaBisABa
MpeJroaraeMara BoJisg Ha yYaCTHHKA M MOXe J1a ObJie OTTETTIEHO O BCSIKO BpeMe 0e3
OTpHULATENIHU MOCIIEICTBUSA 32 YUaCTHHUKA.

(5) B cnyuanTe o ui. 162, an. 3 ot 3akoHa 3a 34paBeTO HHPOPMHUPAHO ChITIaCHE JJaBa
HA3HAYEHOTO OT Ch/a JIUIIE.

(6) Ha HeeecrnocoOHOTO IBITHOJIETHO JIMIIE CE MTpeocTaBs HH(popMaIus 3a
U3MHUTBAHETO, EBEHTYAJTHUTE PUCKOBE U MOJI3UTE B ChOTBETCTBHE C HETOBaTa CIIOCOOHOCT 3a
pa3bupane.

(7) U3puuHOTO *KenaHue Ha HEIEeCTIOCOOHOTO IIBJIHOJIETHO JIUIE Ja OTKaXe Jla yuacTBa
WJIM J1a C€ OTTETJIH MO BCIKO BpeMe OT KIIMHUYHOTO U3MHUTBaHe TPsOBa a ObJie B3€TO MPEABUL OT
n3cie0BaTes, a Ipu He0OX0IMMOCT - OT TJIaBHUS U3CJIeI0BaTEll.

Ui 97. (1) (U3m. - IB, 6p. 84 ot 2018 . (*)) KnuanuHO M3NuTBaHE BHPXY MAIOJIETHO
JUIIE ce MTPOBEXKIA CIe/ MoJIydaBaHe Ha MICMEHO MHPOPMUPAHO ChIVIacHe Ha JIBaMaTa POAUTEIN
WJIM Ha HACTOMHUIIUTE Ha JIMIIETO Mpu cra3zBaHe Ha raBa V ot Permament (EC) Ne 536/2014 u
4i1. 96, ai. 3.

(2) CpriacueTo Ha pOUTEIUTE U HACTOMHHIIUTE TPSOBA JIa TIPEICTABIISIBA
npejrnosaraeMara BoJsi Ha MaJIOJIETHOTO JIMIE U MOXKe J1a ObJie OTTETJIEHO 0 BCAKO BpeMe 0e3
OTpHUIATENIHU TOCIEICTBUS 32 MAJIOJIETHOTO JIUIIE.

(3) U3puunoTO X€NmaHne Ha MAJIOJIETHOTO JIUIIE J1a OTKAaXKE J1a y4acTBa WU Ja ce
OTTETJIH IO BCAKO BPEMeE OT KIIMHUYHOTO M3MUTBaHe TPsiOBa 1a O'bJie B3ETO MPEABH] OT
u3cJIe0BaTeNs, a Py He0OXOAMMOCT - OT TJIaBHUS M3CJIe0BaTel.

(4) (U3m. - JIB, 6p. 84 ot 2018 1. (*)) KnuHnuHO M3NUTBaHE BHPXY HEIBIHOJIETHO JIHUIIE
ce MPOBEXK/a CIIe]] MOoTydaBaHe Ha MUCMEHO WH(DOPMHUPAHO ChITIACHE OT JIUILIETO U OT JBaMaTa
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POJMTENN WU OT MONEYHTENIS MpHU cnazBaHe Ha riaBa V ot Permament (EC) Ne 536/2014 u un.
96, an. 3. Korato equHUAT pOANUTEN € HEU3BECTEH, IOYMHAJ WM € JINILIEH OT POAMUTEIICKHU IIpaBa,
WM HE ca My IIPeI0OCTaBeHU TaKKBa MpaBa B CIy4yauTe Ha pa3BoJ, MMCMEHOTO HHPOPMUPAHO
ChIJIaCHE Ce J1aBa OT HEMBJIHOJIETHOTO JIMLIE M OT POAUTENS, KONTO YIpakHSIBa POAUTEICKUTE
rpasa.

(5) Cpriacuero Ha HEMTBIHOJETHOTO JUIIE, HA POAUTEIIUTE WU Ha MOMEUUTENS MOXKE Ja
ObJIe OTTETJICHO IO BCSIKO BpeMe 0€3 OTPHUILIATEeTHH MMOCIECTBUS 32 HETbJIHOJIETHOTO JIUIIE.

(6) 3puuHOTO KeaaHue Ha HEMBJIHOJIETHOTO JIMIIE J1a C€ OTTETJIM MO BCSIKO BPEME OT
KJIIMHUYHOTO M3MHUTBAaHE TPsiOBa Ja Obe B3ETO MPEIBU]] OT U3CIIEA0BATENS, a IPU HEOOXOJUMOCT
- OT TJIAaBHUS M3CIIEI0BATEN.

(7) Ha ManoneTHOTO Ui HEMTBIHOJIETHOTO JIUIIE CE MPeIoCcTaBs HHPOpMAaIIHs 3a
M3IUTBAHETO, 32 EBEHTYAIHUTE PHCKOBE U 3a MOJI3UTE 110 pa3dupaeM 3a HET0 HA4YMH OT JIeKap,
KOWTO MMa OIHT C MAJIOJIETHU U HEMbJIHOJICTHHU JIUIIA.

Un. 98. (Otm. - IB, Op. 84 o1 2018 1. (*))
Ui 99. (Otwm. - IB, 6p. 84 ot 2018 1. (*))

Paspea I1.
Kiman4yHo n3nurBane ¢ ya3BuMu rpynu nagueaTa (Orm. - /1B, 0p. 84 ot 2018 r. (¥))

Y. 100. (Otm. - [IB, 6p. 84 ot 2018 1. (*))
Y. 101. (Otm. - [IB, Op. 84 ot 2018 1. (*))
Y. 102. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Paspea I11.
ETnyna koMucHs 32 KIMHUYHE H3NUTBaHudA (3ari. usm. - /IB, op. 84 ot 2018 r., B cui1a or
12.10.2018 r.)

Y. 103. (U3m. - IB, Op. 84 oT 2018 1., B cuna ot 12.10.2018 r.) (1) KbM MuHuCTBpa Ha
3/1paBEOIa3BaHETO Cc€ Ch3/1aBa ETMUHA KOMHCHS 3a KIMHUYHU U3NUTBAHUA, YUITO ChCTaB CE
oTmpeens ChC 3aMoBe]] HAa MUHUCTBPA Ha 3/JpaBEOIa3BaHETO M BKIFOUBA PEJOBHU U PE3EPBHU
yieHoBe. Pe3epBHUTE WIEHOBE y4acTBaT B 3aCE€JaHUATA HA KOMHUCHTA M UMAT MPaBO Ha IJiac mpu
OTCHCTBHETO HA PEIOBHUTE UJICHOBE.

(2) Komucusra o an. 1 ce cectou oT 7 10 12 pejoOBHM YI€HOBE, BKIIOYUTETHO
npezcenaTen ¥ 3aMEeCTHUK-TIPEIceIaTeN, KOUTO MMAaT KBATH(UKAIIHS U ONUT Ja pa3rieaaT u
OLICHST HAyYHUTE, MEAUIIUHCKUTE U €TUYHUTE aCIIEKTH Ha MPEAJIOKEHOTO KIIMHUYHO U3MUTBAHE.
N3uckBanusTa kbM KBaTHU(UKAIUATA HA YICHOBETE HA KOMUCHATA IO al. 1, KAKTO U yCIOBUATA U
peabT 3a ONPEEITHETO Ha TIOMMEHHHUSI ChbCTaB HA KOMHUCHSTA CE YPEXKAAT C MPABUIIHUKA 10 YI.
106, amn. 1.

(3) Komucusra mo an. 1 BkIIr0YBa HE MO-MaJIKO OT JBaMa PEIOBHH YWICHOBE C
HEMEIMIIMHCKO 00pa30oBaHue - MPEICTABUTENN Ha JABaTa ToJIa.

(4) 3a Hy)xauTe Ha CBOsITa paboTa KOMHUCHATA TTO all. 1 MoKe /1a MPUBJIMYA BHHIIHU
CITCIIHAITHCTH.

(5) Camo uneHoBeTe Ha KOMUCHSTA 1O al. 1, KOUTO HE ca B KOH(IIUKT HAa UHTEPECH, HE
y4acTBaT B KOHKPETHO M3MHUTBAHE U Ca HE3aBUCUMH OT BB3JIOKHUTENS, JICUCOHOTO 3aBE/ICHHE,
KbJIETO CE€ MPOBEXK/A KIMHUYHOTO U3MHUTBAHE, U OT TJIABHUS U3CIIE0BATEN, MOTaT Jla y4acTBar B
OIICHKaTa 1Mo 4. 83, KaKTO W Ja rjacyBaT | Jia y9acTBaT B 0OCHKIAHETO.
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(6) 3a BHHIIIHU CIICIUAIUCTH 110 aj. 4 MoraT 1a ObJIaT MPUBJIMYAHH JIUIA, KOUTO HE Ca B
KOH(JIMKT Ha MHTEPECH, HE YUacTBAaT B KOHKPETHO M3IUTBAHE U Ca HE3aBUCUMH OT BB3JIOKHUTEJIS,
Je4eOHOTO 3aBe/ICHUE, KBJIETO Ce TPOBEKIA KIMHUYHOTO U3IUTBAHE, U OT IJIaBHUS
U3CIe0BATElL.

(7) YneHoBeTe HAa KOMUCHSATA IO aj1. | ¥ BHHITHUTE CIICIUAINCTH I10 ajl. 4 He MOrar Jia
UMaT 4acTeH MHTEPEC WK 0bJara, KOUTO OMxa MOTJIH Ja MOBJIUSAAT HA TIXHATA
0e3MPUCTPACTHOCT TP OIEHKATa 1Mo I 83.

(8) 3a ymocroBepsiBaHE Ha 0OCTOSTEIICTBATA TIO all. 5 - 7 YICHOBETE HA KOMHUCHATA IO
all. 1 ¥ BRHIIHUTE CIICIUAIUCTH 10 aJl. 4 TIOIKMCBAT JCKIapallys 1o pea u oopasell, onpeaeIcHn
B ITpaBWIHKKA 110 wi. 106, an. 1.

Yn. 104. (Otm. - IB, 6p. 84 oT 2018 1., B cuma ot 12.10.2018 1.)

Ui 105. (1) (M3m. - JIB, Op. 84 ot 2018 ., B cuna ot 12.10.2018 r.) ManaaTsT Ha
YJIEHOBETE Ha KomucusTa 1o 4i. 103, an. 1 e ¢ npoAbIKUTENHOCT 4 TOAUHU.

(2) (U3m. - JIB, 6p. 84 ot 2018 1., B cua ot 12.10.2018 r.) Ha Bceku aBe roauHu eaHa
BTOpa OT ChCTaBa Ha KoMucusTa 1o wi. 103, an. 1 ce oOHOBsBA.

(3) (U3m. - JIB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) Unen Ha KOMUCHATA T10 YJI.
103, an. 1 He Moke 1a ObJCc Ha3HAYABaH B ChIaTa KOMHUCHS 3a IIOBEUE OT JBa IIOCJICIOBATCIIHU
MaH/1aTa.

Ui 106. (M3wm. - JIB, 6p. 84 ot 2018 ., B cuma ot 12.10.2018 1.) (1) MUHUCTBPBT Ha
3/IpaBEOINa3BaHETO YTBBPIKIaBa MMPABHIIHHK 32 YCIOBHATA U pejia 3a paboTa Ha KOMHCHUSATA T10 YJI.
103, an. 1.

(2) Komucusra o wi. 103, an. 1 uzpaboTBa u npuema NUCMEHU CTaHIAPTHU
OIEPAaTUBHU MPOLEAYPU B ChOTBETCTBHE C MpaBuiIarta 3a J[oOpa KIMHUYHA IPAKTHKA.

(3) 3acenanusita Ha komucusTa o wi. 103, an. 1 ca 3akpuru.

Yn. 107. (Otm. - IB, 6p. 84 ot 2018 1. (*))

Un. 107a. (Hos - JIB, 6p. 84 ot 2018 1. (*)) (1) PpkoBoaNTENNTE HA JIEUCOHUTE
3aBEJICHHS, B KOUTO C€ M3BBPIIBAT KIMHUYHH U3ITUTBAHMS, ONIPEICIIAT JINIE WITH JINIIA 32
KOHTAaKT.

(2) JInuero nnm nunaTa 3a KOHTAKT MO ajl. 1 ©MaT KBaIU(UKAIUA U OIUT J1a
OCBIIIECTBSIBAT MOHUTOPUHT BbPXY MPOBEXKIAHUTE B 1IE4OHOTO 3aBe/ICHUE KIMHUYHU
M3MMTBAHMSA 32 CIIa3BaHe Ha mpaBwiiaTa Ha JloOpara KIMHUYHA IPAKTHKA.

(3) M3uckBanusTa KbM KBaTM(UKAIMSITA HA JIMIIATa 32 KOHTAKT MO al. | ce ypexaaT B
npaBuiHuKa 1o wi. 106, am. 1.

(4) Ilpu xoHCTaTHpPaHU OTKIOHEHHUS OT OJ00PEHUS IPOTOKOI H/MIIN HEKETaHH
JIEKApCTBEHH PEAKIIMU B X0/1a Ha KIIMHUYHOTO M3ITUTBaHE, KOMTO HE Cca JOKJIAaIBaHU 110 peia Ha
Pernament (EC) Ne 536/2014, nunero 3a koHTakT 1o an. 1 yBenomsisa MAJI u koMucusTa Mo 9.
103, an. 1.

Y. 108. (Otm. - [IB, 6p. 84 ot 2018 1. (*))

Pasznea IV.
Pa3speuenne 3a npoBexiaHe HA KJIMHUYHO U3NUTBaHe

Y. 109. (Orm. - 1B, 6p. 84 ot 2018 T. (*))
Y. 110. (Orm. - IB, 6p. 84 ot 2018 1. (*))
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. 111. (OTm. - 1B, 6p. 84 ot 2018 1. (*))

. 112. (Otm. - IB, 6p. 84 ot 2018 1. (*))

. 113. (OT™m. - 1B, 6p. 84 oT 2018 1. (*))

. 114. (1) (U3wm. - [IB, 6p. 84 ot 2018 ., B cuyia ot 12.10.2018 r.) 3a monyyaBaHe Ha
10 WI. 83 BB3JIOKUTEIAT NOAaBa 3asgBJICHHE 10 KoMucuaTa 1mo 4. 103, am. 1.

(O1Mm. - [IB, 6p. 84 ot 2018 1. (*))

(OtMm. - 1B, 6p. 84 oT 2018 1. (*))

(Hosa - /IB, 6p. 12 ot 2011 1., B cua ot 08.02.2011 r., or™m. - /IB, O6p. 84 or 2018 1.

115. (OtMm. - [IB, 6p. 84 ot 2018 1. (*))
116. (Otm. - JIB, 6p. 84 ot 2018 1. (*))
117. (Ot™m. - JIB, 6p. 84 ot 2018 1. (*))
118. (Ot™m. - [IB, 6p. 84 ot 2018 1. (*))
119. (OMm. - JIB, 6p. 84 ot 2018 1. (*))
120. (O™m. - [IB, 6p. 84 ot 2018 1. (*))
121. (Ot™m. - JIB, 6p. 84 ot 2018 1. (*))
122. (Ot™m. - [IB, 6p. 84 ot 2018 1. (*))
123. (O1Mm. - [IB, 6p. 84 ot 2018 1. (*))
124. (O1w™. - ]IB, 6p. 84 o1 2018 1. (*))
125. (OMm. - JIB, 6p. 84 ot 2018 1. (*))

Pazpen V.
IIpomenu (OTMm. - /IB, Op. 84 ot 2018 1. (*))

126. (Ot™m. - [IB, 6p. 84 ot 2018 1. (*))
127. (Ot™m. - ]IB, 6p. 84 ot 2018 1. (*))
128. (Ot™m. - ]IB, 6p. 84 ot 2018 1. (*))
129. (O1t™m. - [IB, 6p. 84 ot 2018 1. (*))
130. (Ot™m. - /1B, 6p. 84 ot 2018 1. (*))
131. (Ot™. - [IB, 6p. 84 ot 2018 1. (*))

Pa3gen VI.

Cnupane Ha KAMHUYHOTO W3nuTBane (OTm. - /IB, 6p. 84 ot 2018 1. (*))

Y.
Yo1.
Y.

Y.
Y.
Y.
Y.
Y.
Y.
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132. (Otm. - JIB, 6p. 84 oT 2018 1. (*))
133. (OtMm. - [IB, 6p. 84 ot 2018 1. (*))
134. (Otm. - JIB, 6p. 84 o1 2018 1. (*))

Paznea VII.
IIpocaensiane Ha 6e3onacuocrra (Orm. - /IB, 6p. 84 ot 2018 r. (¥))

135. (Otw™. - JIB, 6p. 84 ot 2018 1. (*))
136. (Ot™m. - [IB, 6p. 84 ot 2018 1. (*))
137. (Otm. - JIB, 6p. 84 ot 2018 1. (*))
138. (Ot™m. - [IB, 6p. 84 ot 2018 1. (*))
139. (Otm. - JIB, 6p. 84 ot 2018 1. (*))
140. (OtMm. - ]IB, 6p. 84 ot 2018 1. (*))
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Ui 141. (Otm. - IB, Op. 84 oT 2018 1. (*))

Pazpen VIII.
YBenoMieHne 3a NPUKJIIOYBAHE HA KIMHUYHOTO n3nurBane (Otm. - /IB, Op. 84 ot 2018 .

)

Ui 142. (Otm. - IB, Op. 84 oT 2018 1. (*))
UYn. 143. (Otm. - IB, 6p. 84 ot 2018 1. (*))
Ui 144. (Otwm. - IB, Op. 84 ot 2018 1. (*))

I'maBa yerBbpTa "a'.
HEUHTEPBEHIIMOHAJIHU TPOYYBAHMUSA (HOBA, ITPEAUIIEH PA3JIEJI IX
"HEMHTEPBEHIIMOHAJIHO ITPOYYBAHE" - /IB, bP. 12 OT 2011 T'., B CWJIA OT
08.02.2011T".)

Ui 145. (1) (Hom. - AB, 6p. 12 ot 2011 r., B crta ot 08.02.2011 r.)
HewnnTepBeHIIMOHAIHO MPOYYBaHE c€ MPOBEXK/IA C pa3pelieHu 3a ynoTpeda B Penybimka
Bwirapus iekapcTBeHU MPOJYKTH, KOTATO CE M3MUTBAT 32 MOJy4yaBaHEe Ha JIOMbIHUTEIIHA
nH(OpMAIHSA 32 TPOIYKTA, IPEIMUCBAH IO OOMYATHIS HAYUH B CHOTBETCTBHE C YCIOBUATA,
OIIpEJICJICHU B pa3peiieHueTo 3a yrnorpeda. Ha yyacTHUIIMTE B HEMHTEPBEHIIMOHAIHU
MPOYYBAHUS HE CE MPUIAraT TUarHOCTUYHH WJIH MPOCIISASBAIIN TPOLEAYPH, PA3TUIHU OT
oOnyaiiHaTa MpaKTUKa, KaTo 3a aHAJIN3 Ha TOJIYYCHUTE JaHHU CE U3IOJI3BAT SIUICMHOJIOTUYHU
METO/IH.

(2) (U3m. - 1B, 6p. 12 ot 2011 1., B cuma ot 08.02.2011 r., ot™. - JIB, 6p. 102 o1 2012
r.,Bcunaor 21.12.2012 r.)

(3) (U3m. - 1B, 6p. 12 ot 2011 ., B cuna ot 08.02.2011 r., ot™. - JIB, 6p. 102 o1 2012
r.,Bcunaor 21.12.2012 r.)

(4) (HoBa - 1B, 6p. 12 o1 2011 1., B cuna ot 08.02.2011 1., ot™m. - [IB, 6p. 102 o1 2012
r.,Bcunaor 21.12.2012 r.)

(5) (HoBa - 1B, 6p. 12 o1 2011 1., B cuna ot 08.02.2011 1., ot™m. - [IB, 6p. 102 o1 2012
r.,Bcunaor 21.12.2012 r.)

(6) (HoBa - 1B, 6p. 12 o1 2011 1., B cuna ot 08.02.2011 1., ot™m. - /1B, 6p. 102 o1 2012
r.,Bcunaor 21.12.2012 r.)

Un. 145a. (Hos - /1B, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 1.) (1)
HeunnTtepBeHIIMOHATHY TOCTMAPKETUHIOBH ITPOYYBaHMSI 32 O€30M1aCHOCT e MPOBEXKAAT O
MHUIMATHBA HA MIPUTEXKATEJI Ha pa3pelIeHHeTo 3a ynoTpeda Uil B U3I'bJIHEHUE Ha YCIIOBUSATA
1o wi. 55a u 56a u ca CBbpP3aHU ChC ChOMpPaHE HA JaHHHM I10 JIEKapCTBEHA O€30MacHOCT OT
MAUEHTH U MEAUIIMHCKH CIIEHUATHCTH.

(2) (U3m. - 1B, 6p. 17 ot 2019 r.) Koraro mpu npoy4BaHeTo ce IiIaHhpa CbOMpPaHEeTO Ha
JTAaHHU OT MAallMeHTH, clieiBa J1a ObJIe MOTYYeHO TIXHOTO chriacue. JIMuHuTe JaHHU Ha
NaIMEeHTUTe ce 00paboTBaT NpH Cra3BaHe U3MCKBAHUATA 32 3alIUTA HA JTUYHUTE JaHHU.

(3) MenunuHCcKUTE CIENMATUCTH HE NoJyyaBaT (MHAHCOBH UJIU IPYTH CTUMYJIU 32

Y49aCTHUC B HCMHTCPBCHIIMOHAJIHUTC ITPOYYBAHUS 3a 0€30IMacCHOCT OCBEH KOMIICHCAaIIlUuH 3a
H3Pas3sxoaBaHOTO BPpEME U CPEACTBA.
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Ui 1456. (Hos - JIB, 6p. 102 ot 2012 ., B cuma ot 21.12.2012 1.) (1) ITo Bpeme Ha
IIPOBEXKJAHE HAa IPOYYBAHETO 110 uil. 1458, ann. 1 u un. 145e, an. 1 npurexarenar Ha
pas3pelieHneTo 3a ynorpeda ochiecTBsIBAa MOHUTOPUHT HA MOJYyYEHUTE ITaHHU U OTYHUTA
BIIMSIHUETO UM BbPXY ChOTHOILICHHETO MOJI3a/PUCK 32 JIEKAPCTBEHUS IPOIYKT.

(2) Ilputexxarenar Ha pa3penieHUETo 3a yrnoTpeda crobmana Ha MAJI Becska HOBa
nHpopManus, KoITo OM MOTJIa Jia MOBJIKsAE HA CHOTHOIICHUETO T0JI3a/PUCK 32 JIEKAPCTBEHUS
MIPOJIYKT.

(3) BagpmxeHneTo Mo al. 2 He 0CBOOOKIaBa MPUTEKATEIS HA Pa3pEIICHUETO 3a
ynotpeba oT U3UcKBaHeTo Ha wi. 1943 3a npeaocTaBsiHe Ha UHPOpPMALIHATA 1O aJl. 2 U upe3
MEPUOIMYHUTE AKTYaTU3UPAHU JOKIAIH 32 O€30MacHOCT.

Y. 1458. (Hos - /IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) (M3m. - JIB, Op.
84 ot 2018 1., B cuna ot 12.10.2018 r.) KoraTo nmpoyuBaHeTo ce MpoBekaa caMo Ha TEPUTOPHUITA
Ha PenyOiinka bearapus B U3IIbIHEHUE HA 3abJDKEHUE 10 Wi, S6a, MPUTEKATENAT Ha
paszpereHueTo 3a ynorpebda npeacrtanst B MAJI mpoekt Ha mpoTokoiia Ha poydBaHeTo. [IpoekTsT
Ha MIPOTOKOJIa, MPUJIPY’KEH C TUCMEHO Chriacue 1o ui. 145a, an. 2, ce mpeacTaBs U1 B KOMUCUSTA
mo wi. 103, an. 1.

(2) M3nbnuaurennust qupekrop Ha MAJL B cpok 10 60 1HU OT garara Ha MojdydyaBaHe Ha
JOKYMEHTaIusTa 1Mo al. | u3mparia Ha mpuTexaTelis Ha pa3pelIeHueTo 3a ynorpeda
YBEJIOMJICHHE 32 0JI00psiBaHE HA IPOYYBAHETO WJIM MTPAaBU MOTHUBHUPAH OTKA3.

(3) M3nbiaaurennust qupektop Ha MAJI oTka3Ba npoBekJaHEe HA IPOYYBAHETO C €UH
WK TIOBEY€e OT MOTUBHUTE 110 WiI. 145¢, an. 2, T. 2.

(4) (U3m. - [IB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) Komucusita mo un. 103, an. 1
B cpok 70 60 THU OT Jarara Ha MOJIydaBaHe Ha JOKYMEHTAIUsATa 1o ajl. | u3mpaia Ha
MIPUTEKATENS Ha Pa3pelICHUETO 3a yIoTpeda MOT0KUTEIHO WU OTPHUIIATETHO CTAHOBHIIIE.

(5) (U3m. - JIB, Op. 84 ot 2018 1., B cuna ot 12.10.2018 r.) [IpoBexxnanero Ha
MPOYYBAHETO MOXKeE J1a 3all0YHe Clie]] oay4yaBaHe Ha ogoopenue oT MAJI u monoxutenHo
CTaHOBHIIIE OT KoMHcHsATa 110 4wi. 103, ai. 1.

(6) 3a onenka Ha gokyMmeHTarusTa o an. 1 MAJI cxOupa Takca B pa3mep, OIlpe/iesicH B
tapudara o ui. 21, an. 2.

Uin. 145r. (Hos - JIB, Op. 102 ot 2012 1., B cmma ot 21.12.2012 r.) (1) (U3m. - [IB, Op.
84 ot 2018 ., B cuia ot 12.10.2018 r.) [Ipurexarenar Ha pa3pelieHneTo 3a ynorpeda npuiara
IUTAaHUPAHU CHLIECTBEHH MPOMEHHU B IIPOTOKOJIA B cilyyauTe 1o wi. 1458, an. 1 cnex
npeaBapuTeIHOTO UM ofo0psaBane ot MAJI u ot komucusra no wi. 103, an. 1.

(2) (U3m. - 1B, 6p. 84 ot 2018 1., B cuima ot 12.10.2018 r.) [Tpurexatenar Ha
paszpemieHueTo 3a ynorpebda npenactasst B MAJI u B komucusita mo ui. 103, an. 1
JOKYMEHTaIUsATa, CBbp3aHa C IPOMEHUTE, 1 MOTUBUTE 3a TOBA.

(3) Usnenuutennust qupexrop Ha MAJIL B cpok 10 30 aHM OT mojydaBaHe Ha
JOKYMEHTAIUsATA 110 all. 2 0100psBa MPOMEHEHHUsI IPOTOKOJI MJIM U3/1aBa MOTUBHUPAH OTKAa3 U
yBEJIOMSIBA IPUTEKATEIIS HA pa3pelIeHUeTo 3a yrnorpeoa.

(4) (U3m. - 1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Komucusita o un. 103, an. 1
B cpok 10 30 HM OT AaraTa Ha I0JIy4aBaHE Ha JOKYMEHTALMATA 110 ajl. 2 u3lpalla Ha
MIPUTEKATEIS Ha Pa3pELICHUETO 3a YyIoTpeda MONT0KUTEIHO UM OTPULIATETHO CTAHOBHUILIE.

(5) Usnenautennust qupexrop Ha MAJI oTka3Ba npoMeHuTe 1o all. 1 ¢ euH win
ImoBeYe OT MOTHUBHUTE, IOCOYSHM B Wi. 145¢, aim. 2, T. 2.
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(6) (U3wm. - JIB, Op. 84 ot 2018 1., B cuna ot 12.10.2018 r.) [IpuTexatensr Ha
pa3pelieHreTo 3a ynorpeda Moxe Ja MPUIOKH MPOMEHHUTE 1o al. | cle mojrydaBane Ha
onoopenne oT MAJI 1 mOMOXKUTEIIHO CTAaHOBUIIE OT KoMucusTa mo wi. 103, am. 1.

(7) 3a onienka Ha noxymenTanusra 1o an. 1 MAJI ceOupa takca B pa3mep, Onpe/esicH B
tapudara mo wi. 21, ai. 2.

Ui 145x1. (Hos - JIB, 6p. 102 ot 2012 ., B cuma ot 21.12.2012 r.) (1) Ilpurexarensat Ha
paspernieHreTo 3a ynorpeba mpeactaBsi OKOHUATeNeH JT0KIaz oT npoyuBaHeto Ha MAJI B cpok 10
12 mMecena ciel IpUKIOYBaHE ChOMpPaHeTo Ha AaHHU. KbM f0KIana ce npusara 1 pe3tomMe Ha
pe3yJITaTUTE OT IPOYUYBAHETO.

(2) [Ipurexarenar Ha pa3peLIeHUETO 3a ynoTpeda MoXe Ja M0J1ale MOTUBUPAHO UCKaHE
no MAJI 3a oTiarane Ha cpoka 1o ajl. 1 Hall-Manko Tpu Mecela peau JaTara 3a peIcTaBsIHe Ha
OKOHYATEJIHUSA JOKJIaJ, I0COYEHA B IPOTOKOJIA.

(3) UsnenHUTEIHATA areHIUS 110 JIeKapcTBaTa 0100psiBa WM IIPaBH MOTUBUPAH OTKA3
Ha MCKAHETO MO aJl. 2 ¥ YBeJoMsIBa MIPUTEXkKATeNsl Ha Pa3pelieHUeTo 3a ynorpeoa.

(4) KoraTo mputesxaTensT Ha pa3pelIeHUETOo 3a ynoTpeda Bb3 OCHOBA Ha JIOKJIa/1a o all.
1 npenenu, ye e HEOOXOJMMa IPOMSIHA B Pa3pelIeHUETo 3a ynorpeda, Toi nojgasa 1o MAJI
3asBJICHUE 32 MPOMSIHA IO pelia Ha rjaBa Tpera, pasaen VI

(5) Usmpnaurennusat aupektop Ha MAJI cbe 3anmoBe] ciupa JeHCTBUETO UITH
IIpeKpaTsBa pa3zpelieHueTo 3a ynorpeda, koraro MAJI b3 ocHOBa Ha JloKkiIazia 1o aji. 1 u cien
KOHCYJITAIMs ¢ IPUTEXKATEIIs Ha pa3peleHneTo 3a ynorpeda npereHu, ye € Heo0X0auMo
CTIIMpaHe WK NpeKpaTsBaHe Ha pa3pelIeHUueTo 3a ynorpeoa.

Uin. 145e. (Hos - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) Korato
MIPOYYBAHETO CE€ MPOBEXKA KAKTO Ha TepuTopusiTa Ha Peny6inka bbirapus, Taka u Ha
TEPUTOPUSATA U HA IPYTH IbP’KaBU WIEHKH, 32 JEKapCTBEHU MPOAYKTH, Pa3peLIeHH 110 peaa Ha
Pernament (EO) Ne 726/2004 na EBponelickus napnamenT u Ha CbBeTa WIIH 110 pejia Ha IjlaBa
TpeTa, pazaen VII B uanmbaHeHne Ha 3aIbDKSHHSTA 110 WI. 552 Wik 1o 4. 56a, MpuTe)aTesaT Ha
paspelieHrneTo 3a ynorpeda 1mojasa 0 KOMUTETa Mo wi. 56a, ain. 1, T. 1 mpoekTa Ha MPOTOKO.

(2) B cpoxk 10 60 nuM OT 1aTaTa Ha MOJydyaBaHE Ha JOKyMEHTALMTA 10 ajl. 1
KOMHTETBT IO Wi. 56, ai. 1, T. 1 U3rOTBs CTAaHOBHUIIE U M3Mpallla Ha IPUTEKATEIIs Ha
paszpeleHueTo 3a ynorpeoa:

1. yBenoMiieHue 3a 000peHue, Win

2. MOTUBHUPAH OTKa3, KOTaTo:

a) KOHCTaTUpa, Ye MPOBEXkAAHETO Ha MPOYyYBAHETO HAChpUaBa yrnoTpedara Ha
JIEKapCTBEHHS TPOAYKT, H/HIH

0) mpereHy, 4e AU3aiHbT Ha MPOYYBAHETO HAMA Ja MOCTUTHE 3aI0)KEHUTE B IPOTOKOJIA
LETN, U/ AN

B) MPOYYBAHETO UMa XapaKTep Ha KIMHUYHO U3IUTBAHE.

(3) (U3m. - JIB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) B cmygaure mo an. 2, 1. 1
MIPUTEXKATENAT Ha pa3pelIeHneTo 3a ynorpeda npejacrass yBegomienueto Ha MAJL

(4) (U3m. - 1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Komucusita o un. 103, an. 1
B CPOK /10 15 HM OT AaTaTa Ha MOJTy4aBaHe Ha YBEJOMJICHUETO MO all. 3 U3Mpalia Ha
MIPUTEKATEINS Ha Pa3peLICHUETO 3a yIoTpeda MOT0KUTEIHO WM OTPULIATETHO CTAHOBHUILIE.

(5) (U3m. - [IB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) [IpoBexxganero Ha
IIPOYYBAHETO MOJKE J1a 3alI0YHE CJIe]] MOIy4YaBaHe Ha OJOXKHUTEIHO CTAHOBUIIE OT KOMUCHSITA IO
yi. 103, an. 1.
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(6) Cpabprkanuero u popmara Ha MPOTOKOIA 10 ajl. 1 ce onpenensrt ¢ Pernament 3a
msmbiaHeHune (EC) Ne 520/2012 na Komucusirta ot 19 ronu 2012 1. OTHOCHO U3BBPIIBAHETO HA
JNeHHOCTUTE B 00JacTTa Ha hapMaKosoruyHara o ureaHoct, npeasuacHu B Perimament (EO) Ne
726/2004 na EBpomneiickus mapiameHT u Ha CbBeta u B Jlupextura 2001/83/EO na EBponeiickus
napiamedT 1 Ha ChBera (OB, L 159/5 ot 20 ronm 2012 1.), Hapu4yaH 1o-HaTaThK "PeriiaMenT 3a
msnbsiHeHue (EC) Ne 520/2012".

Y. 145x. (Hos - 1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) Ilpurexarensr
Ha pa3peleHueTo 3a yrnorpeda B ciyyaute 1o wi. 145e, an. 1 npuiara njiaHupaHy ChLIECTBEHU
MIPOMEHH B IPOTOKOJIA HA IPOYYBAHETO CJIE]] MMPEABAPUTEIHOTO UM OA0OpSBaHE OT KOMHUTETA 110
i1. 56a, an. 1, T. 1.

(2) IlpuTexarensaT Ha pa3pellieHueTo 3a ynorpeda npeacTaBs Ha KOMUTETa 1o Wwi. 56a,
an. 1, 1. 1 joKkymMeHTalnusTa, CBbp3aHa ¢ IPOMEHUTE, U MOTHBH 3a TOBA.

(3) (U3m. - ]IB, 6p. 84 ot 2018 1., B cmuma ot 12.10.2018 r.) Koraro KOMUTETHT O WII.
56a, an. 1, T. 1 o1o6pu NpOMEHUTE B IPOTOKOJIA, MPUTEKATEIAT HAa Pa3pelIeHUETo 3a ynorpeda
yBenomsiBa MAJI u komucusita mo wi. 103, ain. 1.

(4) (U3m. - JIB, Op. 84 ot 2018 1., B cuya ot 12.10.2018 r.) [IpuTexarensr Ha
pa3peleHneTo 3a ynorpeda Moke Aa MpUJIoKH MPOMEHHUTE 1o al. | ciex mojiyyaBaHe Ha
MOJIOKUTEITHO CTAHOBHUILE OT KomucusTa 1o wi. 103, axn. 1.

Y. 1453. (Hos - IB, Op. 102 o1 2012 1., B cuna ot 21.12.2012 r.) (1) IIputexarensat na
paspelieHrneTo 3a ynorpe0a npeicTass 10 eJIeKTPOHEH I'bT Ha KOMUTeTa 1o wi. 56a, an. 1, 1. 1
OKOHYATEeJIEH JO0KJIa, IPUAPYKEH C PE3IOME Ha PE3YyATaTUTE OT IIPOYUYBAHETO, B CPOK 110 12
Mecela cliesl IPUKIIoYBaHe ChOUPaHeTo Ha JTaHHH.

(2) IlpuTexarensaT Ha pa3peleHneTo 3a ynorpeda Moke /1a 1o/1aJie MOTUBUPAHO UCKaHE
710 KOMUTETA 10 4. 56a, an. 1, T. 1 3a oTnarane Ha cpoka 1o aji. | Hali-MajKko Tpu Mecela npeau
JaTara 3a [pe/ICTaBsIHE Ha OKOHYATETHUS JT0KJIa/1, IOCOUYEeHa B IPOTOKOJIA.

(3) KomutersT 1o uit. 56a, ain. 1, 1. 1 0oqo06psiBa wim npaBu MOTUBHPAH OTKa3 Ha
MCKaHETO T10 aJl. 2 U yBEJIOMsIBa MPUTEXKATEN Ha pa3pelieHneTo 3a ynorpeoa.

(4) CoabpxanueTo 1 popmara Ha J0KiIajaa mo ai. 1 ce ompexaenst ¢ Perinament 3a
m3nbiaHeHue (EC) Ne 520/2012.

Uin. 145u. (Hos - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) KomutersT 1o
. 56a, an. 1, T. 1 Bb3 ocHOBA Ha A0KIaaa 1o 4. 1453, ann. 1 u cneq KoHCynTauus ¢
MIpUTEKATEIIS HA pa3pelieHUueTo 3a yrnoTpeda n3aaBa MOTUBHUPAHA MPETIOPbKa OTHOCHO
paspeleHreTo 3a ynorpebda Ha IeKapCTBEHUS MPOAYKT U sl U3Mpala J1o:

1. KomuTeTa mo jekapcTBEHUTE MPOAYKTH 3a XyMaHHa yrnotpeda mo 4wi. 5 ot Permament
(EO) Ne 726/2004 na EBponeiickus napiaMeHT 1 Ha CbBeTa, UM

2. KOOpAMHAMOHHATA rpyna 1o wi. 77, ai. 2.

(2) B ciydaute 1o ain. 1, T. 2, KOraro KOMUTETHT 10 4. 56a, an. 1, T. 1 e mpenopbuan
MPOMSHA, CIIUPAHE WM MIPEKpaTsIBaHE Ha pa3perieHueTo 3a yrnorpeda, KoopIMHAIIMOHHATA
rpyna, IpeJicTaBlisgBaHa OT IbP>KABUTE YJIEHKH, B KOUTO € MIPOBEACHO MPOYYBAHETO, U3/1aBa
CTAaHOBHIIE OTHOCHO HEOOXOIMMUTE JEHCTBUS, KOUTO CJIENIBA JIa CE TIPEIIPHUEMAT M0 OTHOIIICHUE
Ha pa3pelIeHneTo 3a yrnoTpeda, BKIFOUUTETHO TpadrK 32 U3MBIHEHUETO MY.

(3) Koraro npeacTaBeHuTe IbpKABH YJICHKH B KOOPAMHAIMOHHATA TPYIIa MOCTUTHAT
KOHCEHCYC OTHOCHO CTaHOBHIIIETO IO aJl. 2, TO ce MyOIuKyBa Ha EBpomeiickust MHTepHET mopTan
3a JICKapCTBEHUTE MPOAYKTH 10 wi. 68, an. 1, T. 4 U ce u3npailia Ha MPUTEXKATENS Ha
paspelieHrueTo 3a ynorpeoa.
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(4) Msmbnautensusat gupektop Ha MAJI B ChOTBETCTBHE ChC CTAHOBHUIIIECTO IO aJI. 2
criMpa JISHCTBUETO WM NPEKpaTsaBa pa3pelieHueTo 3a ynorpeoa.

(5) Korato B cTaHOBHILIETO 110 aJl. 2 ca MPEenopb4aHy MPOMEHU B U3a/I€HOTO
pasperieHue 3a ynorpeba, MpuTeXaTeNiaT Ha pa3pelieHneTo 3a ynorpeda B paMKUTe Ha
omnpezaeneHus rpaduk 3a u3nbiaHeHue noaasa 1o MAJI 3asBiaeHue 3a nmpoMsiHa 10 pejia Ha IiaBa
TpeTa, pa3znen VI, BKIIOYBaIIo akTyaln3upaHa KpaTka XapaKTepUCTUKa Ha MPOAYKTa U JIMCTOBKA.

(6) Korato He Moe 1a Ob/ie MOCTUTHATO ChIJIACHE B PAMKUTE Ha KOOPAUHAIIMOHHATA
rpyna, Mo3ulLusATa Ha MHO3UHCTBOTO OT Abp KaBUTE WICHKH ce IpenocTasst Ha EBpornelickara
KOMUCHS, KOSITO IpUEMa pelleHUe 3a MPOMsIHA, CIIMPaHe WK MPEKpaTsBaHe Ha pa3pelIeHUeTo 3a
ynorpe0a, U374aileHO OT CbOTBETHUTE PETYJIATOPHU OPraHU Ha AbP)KABUTE WICHKH.

(7) Pemenuero mo an. 6 ce mydiaukyBa Ha EBponieiickusi HHTEpHET MOpTa 3a
JIEKapCTBEHUTE MPOJAYKTH 110 Wil. 68, an. 1, T. 4 ¥ ce usnpaia Ha IpUTexaress Ha pa3pelieHueTo
3a ymotpeoa.

(8) UsmpiHMTEIHATA areHIUs 110 JIEKapcTBaTa Mpuiiara BpeMEeHHHUTE W/ TN
OKOHYATEIIHUTE MEPKH OT pElIeHUEeTo 1o ain. 6 u uabopmupa EBpomneiickara areHuus mo
JIeKapcTBara u EBponeickaTta KOMUCHS.

(9) B cniydaute o an. 1, T. 1 KoMuTeThT 10 IeKapcTBEHUTE MPOAYKTH 32 XyMaHHA
ynotpe0da B CbOTBETCTBHUE C NIPENopbKaTa Ha KOMUTETA 1O 4il. 56a, an. 1, T. 1 nu3naBa cTaHoBUIIE
OTHOCHO 3aIla3BaHeTo, U3MEHEHUETO, CIIUPAHETO WIH MIPEKPATIBAHETO HAa BaJTUAHOCTTA Ha
pa3peleHneTo 3a ynorpeda, BKIIOUYUTENIHO rpa@yK 3a U3IIBIHEHUE HA CTAHOBUIIETO.
CranoBuiiero ce myoiuKyBa Ha EBporelickusi HHTEpHET MopTal 3a JIEKapCTBEHUTE MPOYKTH 110
wi. 68, an. 1, T. 4 ¥ ce u3Mpalla Ha MPUTEKATENS HA pa3peIICHUETO 32 yIoTpeda.

(10) Korato B craHOBHIIETO 10 aJl. 9 € U3pa3eHa No3uLHKsA 3a IpeANprHeMaHe Ha
peryiaTopHu JeMCTBU 10 OTHOILIEHHE Ha pa3pelleHusTa 3a yrnorpeda, EBponeiickara koMucus
IpHUeMa peleHue 3a NpoMsiHa, CIIMpaHe WM IpeKpaTsIBaHe Ha pa3pelleHusTa 3a ynorpeoa,
u3nanenu no peaa Ha Pernament (EO) Ne 726/2004 na EBponeiickus napiameHT u Ha CbBeTa.

Uin. 145k. (Hos - JIB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 1.) (1) (U3m. - [IB, 6p.
84 ot 2018 ., B cuia ot 12.10.2018 r.) HeuHTepBeHIIMOHATHY ITPOYYBaHMsI HA TEPUTOPUATA HA
PenyOnuka beirapust ce nmpoBekaar pu yCJIOBUS U IO pejl, ONpeAesieH ¢ Hapei0a Ha
MUHHUCTBPA Ha 3/1paBEOIa3BaAHETO.

(2) Ilpu npoBex1aHe Ha HEMHTEPBEHIIMOHAJIHY MPOYYBaHU 10 al. | ce mocousa
M3TOYHUKBT HA (PMHAHCHpAHE.

I'naBa nera.
NPOU3BOACTBO U BHOC HA JIEKAPCTBEHHU ITPOAYKTU U AKTUBHHU
BEHIECTBA (BATJI. U3M. - /IB, BP. 102 OT 2012 T'., B CUJIA OT 02.01.2013T".)

Paspnea 1.
IIpousBoacreo

Ui 146. (1) (U3wm. - JIB, 6p. 102 ot 2012 r., B cruta ot 02.01.2013 r.) TIponsBoacTBoTo
Ha BCUUYKH BUJOBE JIEKAPCTBEHU MPOIYKTH MO CMHCHJIA HA TO3U 3aKOH, U HA JICKAPCTBEHU
MMPOAYKTHU, IPCAHAZHAUYCHHU 3a KIMHUYHO U3IMIUTBAHEC, MOIraT Ja U3BbPUIBAT HA TCPUTOPHUATA HA
Peny6nuka bbirapus camo pU3MUECKH UITH IOPUANYECKH JIMIIA, PETUCTPUPAHU KAaTO ThPTOBIH HA
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TEPUTOPHUATA HAa AbpPrKaBa YICHKA, KOUTO Ca IIOJYYHUIIHU pa3spCUICHUEC 3a IIPOU3BOJACTBO, U3JaICHO
OT JUPCKTOPA Ha M3neaHuTenHaTa areHIus o JICKapcCTBaTa.

(2) Pa3perenue 3a mpou3BOJICTBO CE U3UCKBA U B CIy4auTe, KOraTo MPOAYKTUTE I10 all.
1 ca mpenHa3HAYEHU CaMO 32 U3HOC.

(3) (U3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Pa3pemenne 3a
MIPOM3BOJICTBO CE U3KCKBA U 32 JIUI[A, KOUTO M3BBPIIBAT STHOBPEMEHHO HMJIU TIOOTACTHO €IHA OT
CIICJIHUTE IEHHOCTH: ITBJIHO WJIM YaCTUYHO MPOU3BOJICTBO, PA3JIMYHHU IPOIIECH HA pa3dacoBaHe,
OITaKOBaHE, MPEONaKOBaHe, €TUKETUPaHE, KAUeCTBEH KOHTPOJ M OCBOOOXK/1aBaHEe Ha MAPTUAH
JICKApCTBEHH MPOAYKTH H JICKAPCTBCHH MPOJAYKTH, TPESIHAZHAYCHH 32 KIIMHUYHO M3IIUTBAHE.

(4) (Or™. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.)

(5) He ce n3nckaa paspenieHue 3a Mponu3BOICTBO, KOTAaTO MPOIECHTE HA pa3dacoBaHe,
CMECBaHE MJTM ONIAaKOBAaHE CE M3BBHPIIBAT [0 MarkCTpaaHa Win (hapMakoIeiHa perentypa B
anTeka.

Un. 147. (U3wm. - [IB, 6p. 102 ot 2012 r., B cuiia ot 02.01.2013 r.) U3nbiaHuTenHaTa
areHuus Mo JIeKapcTBaTa BbBEXkAa HH(OpMaILKs 3a U31aJIeHUTE pa3pellieHus 3a MPOU3BOJCTBO Ha
JIEKapCTBCHH MPOYKTH U cepTudukaTy 3a JJoOpa mpon3BoACTBEHA IPAKTHKA B 0a3ara JaHHH Ha
EBponerickus cbro3.

Un. 148. 3a nonmyyaBaHe Ha pa3pelleHne 3a MPOU3BOCTBO JUIETO 1Mo Wwi. 146 TpabBa na
pasnonara:

1. c mepcoHaln ¢ moaxosma KBauuKalus B 3aBUCUMOCT OT crienndukara Ha
MIPOU3BEXK/IAHUTE BUI0BE JIEKAPCTBEHU MPOAYKTHU U JIEKAPCTBEHU HOPMU;

2. 1O BCSIKO BPEME Hal-MaJIKO C €THO KBaM(DHUIIMPAHO JIUIIE, KOETO OTTOBaps Ha
yclIoBusATa 1O 4. 159;

3. ¢ MOMENIeHUS 3a IPOU3BOJCTBO, KOHTPOJI U ChbXPAHEHHE Ha JIEKAPCTBEHUTE
MPOJIYKTH, CHAOJIEHU C HEOOXOAMMOTO TEXHUUYECKO 000pYyABaHE U ¢ 1a00paToOpuu 3a KOHTPOII.

Ui 149. PpkoBOaUTENNTE HA MPOU3BOJCTBO U KOHTPOJ BBPXY Ka4€CTBOTO Ha
JIEKapCTBEHM NPOJYKTH B MPEANPUATHUATA 32 IPOU3BOACTBO Ca JINLA!

1. kouTo MpHUTE)RaBaT 00pa3z0BATENHO-KBATU(PHUKAIIMOHHA CTEIEH "MarucTop" 1mno
cnernuanHoct "gapmanus”, "xumus" win "Ouonorus” M Hali-MaJaKo JIB€ TOJUHU MPAKTUIECKU
OIUT BBB (hapMalieBTUHUHOTO MPOU3BOCTBO;

2. KOUTO OTrOBapsT Ha U3UCKBAHUATA 10 T. | ¥ UMAT JOMBIHUTEIIHO NIPU3HATA
CHEIHATHOCT 0 PaAHOO0HOIOTHS UM PATUOXUMUS - 32 paarodapMalieBTHIIN WU 32
JIEKapCTBEHU MPOJIYKTH, TOAJI0KEHN HA HOHU3MPAILU JTbYECHHUS;

3. ¢ mpu3HATa CHEHAIHOCT [0 KJIMHUYHA XeMaTOJIOTUsl, MEIULIMHCKAa MUKPOOHOJIOTHS,
BHUPYCOJIOTHSI UJIM UMYHOJIOTHS - 32 IPOM3BOACTBOTO HA UMYHOJIOTMYHU JIEKaPCTBEHU IPOLYKTH
- BAKCMHH, TOKCUHU, CEPYMH, 32 OMOTEXHOJIOTMYHHU MPOAYKTH U 32 JIEKApCTBEHU MPOAYKTH,
IIOJIy4Y€HH OT YOBEIIKA IIa3Ma MJIM OT YOBELIKA KPbB.
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Ui 150. (1) JIumero no wn. 146 npeacrass B MAJI 3asBiaeHue mo oopasell, yrBbpAeH OT
TMPEKTOpa Ha areHIMATA.

(2) 3aeaHO CHC 3asABICHUETO MO al. | 3asIBUTEINAT IPEACTaBs U:

1. (mom. - IB, 6p. 103 ot 2017 ., B cruma ot 01.01.2018 ., u3m. - /IB, 6p. 67 ot 2020 1.)
JUIUIOMA 3a BUCIIe 00pa3oBaHue, JOKYMEHT 3a Ipu001Ta CIeUaTIHOCT, TOKYMEHT 3a TPY/I0B
CTa)X U TPYAOB AOrOBOP 3a Jnuara no wi. 148, 1. 2 u wi. 149;

2. KOIUA OT JJOTOBOPH 32 Bb3JIaraHe Ha MPOU3BOJICTBOTO W/UIIM KOHTPOJIA HA 3aIBEHUTE
3a MPOU3BOJICTBO MPOJIYKTH - B ciIyyauTe 1o wi. 151;

3. (u3m. - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., u3m. - /1B, 6p. 60 ot 2011 1., B
cuna ot 05.08.2011 r.) nannu 3a Equanus uneHTH()UKAIMOHEH KO Ha ThProBela Win
Koomepanusita oT TbproBckusi perucTbp, a 3a ApyKecTBaTa, perucTpUpaHy B AbprKaBa - WICHKa
Ha EBponeiickus cbio3, WK B AbpkaBa - cTpaHa o CriopazymeHuero 3a EBponeiickoro
MKOHOMHMYECKO MPOCTPAHCTBO - JOKYMEHT 32 aKTyajHa pEerucTpalys mo HaloHaIHOTO
3aKOHOJATEJICTBO, M3/1aJICH OT KOMIIETEHTEH OpPTaH Ha CbOTBETHATA IbPIKABA;

4. (u3m. - 1B, 6p. 60 ot 2011 r., B crta ot 05.08.2011 r., m3m. - JIB, 6p. 102 oT 2012 1.,
B cmiia ot 02.01.2013 r.) cnichbK HA MPOU3BOJCTBEHUTE JEHHOCTH U JICKAPCTBEHUTE (POPMH,
KOUTO 1€ MPOU3BEKIAT;

5. cXeMH Ha TIOMEIIEHUATA 332 IPOU3BOJICTBO, KOHTPOJI U ChbXpAaHEHHE U JOCUE Ha
MIPOU3BOJICTBEHATA MOIIHOCT;

6. OLIEHKA 32 BB3/ICHCTBHE BBPXY OKOJIHATA CpeJla MPH MPOU3BOCTBOTO HA JIEKAPCTBEHH
MPOJYKTH B MPEABUICHUTE B 3aKOHA 3a OMa3BaHE HA OKOJIHATA Cpefia CIy4au;

7. pa3zperieHre oT ATEHIUATA 3a AAPEHO PEeryInpaHe, KOraTo 3asBJICHUETO Ce OTHACS JI0
MIPOM3BOJICTBO Ha paanodapMalleBTUIIN WIN Ha JIEKAPCTBEHHU MPOAYKTH, MOJI0KEHH Ha
HOHM3HpAIIH IHUEHHS TP TPOU3BOJICTBOTO UM;

8. (ot™. - IB, 6p. 67 ot 2020 1.)

9. (u3m. - IB, 6p. 98 o1 2010 1., B cuna ot 01.01.2011 1., oT™m. - [IB, 6p. 60 oT 2011 1., B
cuna ot 05.08.2011 1.)

10. moKyMeHT 3a TuIaTeHa Takca B pa3Mep, ornpezeseH B Tapudara mo wi. 21, an. 2.

(3) TIpu mpoM3BOACTBOTO HAa HAPKOTHYHU BEIIECTBA U JIEKAPCTBEHU (POPMHU, KOUTO
CHIBPIKAT TAKMBA BEUIECTBA, CE CIIa3BaT U M3UCKBAHMATA Ha 3aKOHA 332 KOHTPOJI BBPXY
HapKOTHYHUTE BEIIECTBA U IPEKYPCOPUTE.

(4) (Homa - 1B, 6p. 103 ot 2017 1., B cuna ot 01.01.2018 ., u3m. - [IB, 6p. 67 ot 2020
r.) U3meaHUTETHATA areHIIHsl 110 JIEKapcTBaTa YCTAaHOBsIBA CIY>KeOHO 00CTOSTENCTBATa OTHOCHO
CHJIMMOCTTA Ha JIMLEeTo 1o wi. 148, T. 2 n Ha nmuuaTa no 4i. 149, korato ca ObArapcKu rpax/aaHu.
3a nuuara, KOUTO He ca OBJITapCKU TPaXKAaHu, ChC 3asIBIEHUETO C€ MPECTaBs CBUAETEICTBO 3a
CHIUMOCT WMJIM aHAIOTUYEH JIOKYMEHT, M3/1aJIcH OT KOMIIETEHTEH OpTraH Ha ChbOTBETHATA
TbpKaBa.

(5) (Homa - 1B, 6p. 67 ot 2020 r.) M3mpaHUTEIHATA areHITUS T10 JIEKapCTBaTa CIIYKEOHO
yCTaHOBSABA OOCTOSATENICTBATa OTHOCHO HAJMUYUETO HA pa3pelleHue 3a MMOJI3BaHe WU
YIIOCTOBEPEHHE 32 BhBEXK/IaHE B EKCIUIOATAIIMS Ha TOMEIICHHUSTA 32 MPOU3BOJICTBO, KOHTPOJ U
ChXpaHEeHHe, U3IaJICHU 110 pe/ia Ha 3aKoHa 3a YCTPOMCTBO HA TEPUTOPHSATA, WM HA APYT BaIHICH
JIOKYMEHT 10 CMUCHJIa Ha 3aKOHA 32 YCTPOMCTBO HAa TEPUTOPHUATA.

Ui 151. Koraro HAKOH OT €TanuTe Ha MPOU3BOICTBOTO WJIM KOHTPOJIHUTE N3MUTBAHUS
B IIPOM3BOJICTBEHMS IIPOIIEC C€ M3BBPILBAT 110 IOTOBOP B JPYT OOEKT HAa TEPUTOPHSTA HA
Peny6nnka bearapus uimy u3BbH Hes, IMIaTa 1o 4i. 146 ca JUTbKHHM J1a TocovyaT
MECTOHAXO0KICHUETO Ha TO3M 0OEKT U KOIUE OT JIOTOBOPA, B KOWTO €€ OMPEIEIAT
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OTTOBOPHOCTUTE Ha BCSKA OT CTPAHUTE MO OTHOIIICHHWE Ha Clla3BaHe M3MCKBaHMATa Ha JloOpara
MIPOM3BOJICTBEHA MPAKTHUKA HA JICKAPCTBEHU MPOIAYKTU U 33 bJDKCHHUATA Ha KBATU(DUIIUPAHOTO
ymmie 1o ui. 148, T. 2.

Ui 152. (M3wm. - JIB, 6p. 102 ot 2012 1., B cruta ot 02.01.2013 r.) (1) [IpunnumnuTe u
M3KCKBaHUsATa 3a JloOpa mMpou3BOACTBEHA MPAKTHKA 32 BCHUKH BHIOBE JICKAPCTBEHH MPOAYKTH,
HAa JICKAPCTBEHU IPOAYKTH 32 KIIMHUYHO U3IUTBAHE M HAa aKTUBHU BEUIECTBA CE ONPEACIAT C
Hape0a Ha MUHUCTBPA Ha 3/IpaBE0ONa3BaHETO U C AKTOBE U PbKOBOJCTBA, IPUETH OT
EBporneiickara koMucusi.

(2) IpuHUIMOIUTE M U3UCKBAaHUATA 32 O(QUIMATTHA OIICHKA HA PUCKA C IIeJ]l yCTAaHOBSBAaHE
Ha /loOpa npou3BOICTBEHA IPAKTUKA 32 IIOMOIIHH BEIIECTBA CE ONpeNeNaT ¢ Hapendara 1o ai. 1
U C PBKOBOJICTBA, IIPUETH OT EBponenickaTa KOMUCHS.

Y. 153. (1) Ilpu nocrenBane Ha 3asBienue o wi. 150 MAJI ouensBa noxaneHata
JOKYMEHTAIMs U U3BBPIIBA IPOBEPKA HAa MACTO Ha OOEKTUTE 3a IPOU3BOJICTBO, KOHTPOJI U
CbXpaHEHHE, BKJIIOUUTEIIHO U B caydauTe 1o wi. 151, 3a ycTaHOBsIBaHE Ha ChbOTBETCTBUETO
MEX]y IpeJcTaBeHaTa JOKYMEHTAIUs U YCIOBUATA 3a IPOU3BOCTBO, KOHTPOJ U ChbXPAHEHHUE Ha
M3XOJIHUTE MaTepUay 3a IPOU3BOJICTBO U HA TOTOBUTE JIEKAPCTBEHU IPOAYKTH U
CbOTBETCTBUETO MM C U3UCKBaHMATA Ha [loOpaTa Mpon3BOACTBEHA MIPAKTHKA.

(2) Pa3zxoauTe no u3BBpILIBaHE HA IPOBEPKa HAa MACTO 110 aJl. 1 ca 3a cMeTKa Ha
3asBUTEIIS.

(3) 3a uzBBpIIBaHE HA MPOBEPKA HA MSICTO 1O aJl. | 3asBUTEIAT 3aIuiaila Takca B
pa3mep, onpezeneH B Tapudara o uwi. 21, an. 2.

Y. 154. (1) Koraro MAJI ycTaHOBM HE'BJIHOTH B NpeJICTaBeHATa JOKYMEHTALHsI W/UIn
HECHOTBETCTBUE MEX]Y ChAbPKAHUETO Ha MPEACTaBeHaTa JOKYMEHTALMSI U ChCTOSHUETO Ha
o0eKTa UM N3UCKBAHUATA 32 KBATM(UKALMITA Ha IEPCOHANA, YBEIOMSBA MUCMEHO 3asiBUTENS U
JlaBa MMCMEHHU yKa3aHus.

(2) B ciydaute o an. 1 cpoxsT mo ui. 155, an. 1 cnupa ga Teye 10 npuBexaaHe Ha
o0eKTa WM Ha JOKYMEHTAlUITa B ChOTBETCTBUE C M3UCKBAHUSTA.

Ui 155. (1) (U3wm. - [IB, Op. 84 ot 2018 ., B cumna ot 12.10.2018 r.) U3nbaHUTETHUSAT
nupektop Ha MAJI B cpok 60 qHU OT naTaTa Ha MOJaBaHe Ha 3asBiIeHUETO 1o wi. 150:

1. u3naBa paspeieHue 3a MPOU3BOJICTBO, WIH

2. mpaBU MOTHUBHUPAH OTKA3.

(2) (U3m. - 1B, 6p. 60 ot 2011 r., B cuina ot 05.08.2011 r., u3m. - IB, 6p. 102 o1 2012
r., B cuya ot 02.01.2013 r.) Pa3pemienne 3a mpou3BOACTBO C€ M3/1aBa caMo 3a IOCOYEHUTE B
3asBJICHUETO MPOU3BOJICTBEHH ICWHOCTH U JICKAPCTBEHU (HOPMHU, U JIEKAPCTBEHH MPOIYKTH,
NpeAHa3HAYeH! 33 KIMHUYHO U3MUTBAHE, U 32 TOMEILIEHUSTA, KbJIETO 11I€ CE€ U3BBPILIBAT
MMPOU3BOJICTBOTO, KOHTPOII'BT U CHXPAHEHUETO.

(3) AxToBere 10 an. 1 ce BpbUBAT Ha 3asIBUTETIS.

(4) PazpemienueTo 3a Mpou3BOJICTBO € OE3CPOUHO.

(5) OtkazwT MO an. 1, T. 2 mosiexku Ha oOKaaBaHe Mo pea Ha
AJIMUHHUCTPATUBHOIIPOLIECYATHUS KOJEKC.
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Ui 156. (1) Ilputexxarensart Ha pa3pelieHe 3a TPOU3BOACTBO M10/1aBa 3asIBJICHUE TIPH
MpOMSsHA Ha!

1. aunero mo un. 148, T. 2;

2. nuuata o wi. 149;

3. (ot™. - IB, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.)

4. MECTOHAXO0KJICHUETO WM IPEYCTPOMCTBO HA HIAKOM OT OOEKTUTE 3a MPOU3BOJICTBO,
KOHTPOJI UM ChXPaHEHUE;

5. (m3m. - JIB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r.) mpou3BOACTBEHUTE ACHHOCTH,

6. (m3m. - IIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., u3m. - /IB, 6p. 102 ot 2012 1.,
B cuyia ot 02.01.2013 r.) mpou3sBex1aHUTE JIEKapCTBEHU (PopMu;

7. (m3m. - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) ThproBekara perucrpamusi.

(2) (U3m. - 1B, 6p. 67 ot 2020 r.) KbM 3asgBienueTo mo ain. 1 ce npunaraT 10KyMEHTH,
CBBpP3aHM C MPOMSHATA, KOUTO Ca ONPE/CIICH! B Wi. 156a U TOKYMEHT 3a IJIaTeHa Takca B
pasmep, onpejescH B Tapudara mo wi. 21, am. 2.

(3) (HoBa - 1B, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r.) B 14-n1HeBeH cpok OT
HACTHIIBaHE Ha MIPOMSHA Ha 00OPYIBAHETO MPUTEKATEINAT HA Pa3pEIICHUETO 3a MPOU3BOICTBO
yBegomsia nmucmeno MAJL

(4) (Homa - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.) IIpurexkarensat Ha
paspelieHue 3a npou3BoACTBO nojaasa B MAJI yBenomiieHHE TPU 3alI0YBAaHE HA MPOU3BOJICTBO 3a
BCEKH HOB pa3pelleH 3a ynorpeda JeKapCcTBEH MPOIYKT.

(5) (ITpepumna an. 3 - JIB, 6p. 60 ot 2011 1., B cruta ot 05.08.2011 r.) Pa3zpemnienuero 3a
MIPOM3BOJICTBO C€ MPEKPATSABA, B CIIy4ail 4ye MPUTEKATEIAT MY MPEKPaTH IEUHOCTTA CH, 32 KOETO
€ JUTbKEeH UcMeHo ja yBegomu UAJL.

Uin. 156a. (Hos - IB, 6p. 67 ot 2020 1.) (1) [Ipu mpomsiaa mo wi. 156, an. 1, 1. 1 u 2
3asIBUTENIAT NPEACTABS:

1. murioma 3a 3aBbPIIECHO BUCIIIE 00pa30BaHUE;

2. TpyZOB JOTOBOp;

3. TOKYMEHTH, YJIOCTOBEPSIBAIIM JTOMBITHUTEIIHA KBATHU(UKAIHS;

4. TOKYMEHT 3a TPYAOB CTaX.

(2) M3nbsiHMTENHATA areHLIM 0 JIEKapCcTBaTa yCTAHOBSABA CIYKEOHO 00CTOSITENICTBATa
OTHOCHO CBHAMMOCTTA Ha JUIETO 1o 4. 148, 1. 2 u Ha nunata no wi. 149, koraro ca ObIarapcku
rpakJIaHu. 3a TUIlaTa, KOUTO HE ca OBJITapCKu rpak/IaHu, ChC 3asABJICHUETO C€ TIPEICTaBS
CBUJIETEJICTBO 32 CHJAMMOCT WJIM aHAJIOTHYEH JIOKYMEHT, U3/1aJIeH OT KOMIIETEHTEH OpPTraH Ha
CHOTBETHATA IbPKaBa.

(3) Ilpu mpomsiHa o wit. 156, an. 1, T. 4 3agBUTENAT MPEACTaBs CIeAHATA
JIOKYMEHTAIUs, CBbP3aHa ChC ChOTBETHATA MPOMSHA:

1. cxeMa 3a U3rpakaaHe WiK MpeycTPONCTBO Ha MOMEIIEHUSTA 3a IPOU3BOJICTBO,
KOHTPOJI ¥ ChXPaHCHHE,

2. OLIEHKa Ha BB3/IEUCTBUETO BHPXY OKOJIHATA Cpeja MPU MPOU3BOJACTBOTO Ha
JIEKapCTBEHH MPOAYKTH - B MPEIBUICHUTE B 3aKOHA 32 OMa3BaHE Ha OKOJIHATA CpeJia Cydau;

3. OCHOBEH IUIaH 32 BaJUAUPAHE, BKIIOYBALL TOMEIICHUTA, 3asBEHH 3a IPOMSIHA;

4. KomHMe OT JOTOBOPA 3a Bh3JaraHe, KoraTo HIKOU OT JEHHOCTHUTE 1O MPOU3BOCTBO,
KOHTPOJ U ChXpaHEHHE Ha JICKAPCTBEHUTE MPOJYKTH CE U3BBPIIBAT B APYT OOEKT Ha
TepuTopusiTa Ha PenmyOnuka bearapust wiv u3BbH Hesl.
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(4) Ipu npomstaa o wi. 156, an. 1, 1. 4 UAJI cinyke0HO ycTaHOBsIBa 0OCTOATEIICTBATA
OTHOCHO HaJIMYMETO Ha pa3pelIeHNE 3a MT0JI3BAHE UJIU Y OCTOBEPEHNE 32 BbBEXK/IAHE B
eKCIUI0aTals Ha MOMEIIEHHUATA 32 IPOU3BOJICTBO, KOHTPOJI U ChbXpaHEHHUE, U3AaJIEHU 10 pela Ha
3aKoHa 3a YCTPOMCTBO HA TEPUTOPUSATA, MU HA JPYT BATUICH JOKYMEHT 10 CMUCHIIA Ha 3aKOHA
3a yCTPOMCTBO Ha TEPUTOPHSTA.

(5) lIpu npomsina o wi. 156, an. 1, T. 5 3asBUTENAT IPEACTABS ClieIHATA
JOKYMEHTAIHS:

1. CIUCHK Ha CTaHJAPTHUTE OMEPATUBHH MPOLICAYPH 32 MPOU3BOACTBO, KOHTPOJI U
MIOYMCTBAHE;

2. OCHOBEH IUIaH 32 BAIMANPaHE, BKIIOYBAII TPOLIECUTE, 3asIBEHHU B IPOMSHATA U
MOJJIC)KAIIY Ha BaTUAUPAHE.

(6) ITpu mpomsna o wi. 156, an. 1, T. 6 3aIBUTENAT IPEACTABS ClieIHATA
JOKYMEHTAIHS:

1. CIUCHK C MEKIYHAPOTHUTE HETTATCHTHN HANMEHOBAHUS M ThPTOBCKUTE
HAaMMEHOBAHMSI HA JIEKapPCTBEHUTE MPOAYKTH, JIeKapCcTBEeHaTa UM (hopma, ChAbPIKaHNE Ha
AKTUBHOTO BENIECTBO B JJ030BA SAMHMIIA U KOJIMYECTBO B KpaifHATa OMAKOBKA;

2. CIIUCHK HA MPOIIEypUTE 3a IPOU3BOCTBO, KOHTPOJI U ChbXPAHEHUE HA JIEKAPCTBECHUTE
MIPOTYKTH.

(7) Ilpu mpomsina o wit. 156, an. 1, T. 7 UAJI ycranoBsiBa cityxeOHO 00CTOATEICTBATA
IO 3asBEHUTE MPOMCHH B THPTrOBCKATa PErHCTPAITHSL.

Y. 157. (1) (U3m. - [IB, 6p. 67 ot 2020 r.) [Tpr u3naBane Ha pa3penIeHUETO, C KOETO Ce
JI0IyCKa MPOMsIHATA, ce IpuiIaraT pa3nopeaouTe Ha ui. 155, kaTo CpOKbT 3a U3/1aBAaHETO MY €
10:

1. 14 nuu - B cnyyaute o ui. 156, an. 1, 1. 1,2 u 7;

2. (m3m. - 1B, 6p. 60 ot 2011 r., B cria ot 05.08.2011 r.) 30 1M - B ciayyauTe 1o 4.
156, an. 1, 1.4 - 6.

(2) (U3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Koraro nmpomenure mo 4.
156, an. 1, . 4 - 6 He morar Ja ce OLeHAT 1o foKyMeHTH, MAJI n3BbpuiBa npoBepka Ha MsacTo. B
TE€3U CIy4yau CPOKbT IO ajl. 1, T. 2 criupa J1a Teue A0 3aBbpIlIBaHE HA IpOBEpKaTa.

(3) PazxoauTe 1o u3BbpIIBaHE HA MPOBEPKA HA MSCTO IO ajl. 2 ca 3a CMETKa Ha
3asIBUTEIS.

(4) 3a n3BBpILIBaHE HAa IPOBEpPKA Ha MACTO MO aJl. 2 3asBUTEJIAT 3aIUIallla Takca B
pasmep, onpeseseH B Tapudata mo wi. 21, am. 2.

Un. 158. (1) M3nbiHuTENHATA areHus mo JieKkapcTBaTa BOAM perucThp mno wi. 19, an. 1,
T. | Ha U37aEeHUTE pa3pelIeHus 3a IPOU3BOJCTBO, KOMTO ChABPXKA:

1. HOMep M J1aTa Ha pa3peeHNeTo 3a MPOU3BOJICTBO;

2. nMe, CeJalMILE U aJIpec Ha yIpaBJICHHUE Ha JIMLIETO, ITOJIYUNJIO Pa3pelleHue 3a
MIPOU3BO/ICTBO;

3. aapec Ha IOMEIIEHUATA 32 IPOU3BOJCTBO, KOHTPOJI U CbXPAaHEHUE Ha JIEKAPCTBATa,

4. (m3m. - /1B, 6p. 102 ot 2012 ., B cuna ot 02.01.2013 r.) nekapcTBEHUTE NPOAYKTH U
¢bopmuTe, 32 KOUTO € MOIYYEHO Pa3peIIeHUETO;

5. ©Me Ha IUneTo mo 4i. 148, 1. 2;

6. uMeHa Ha aunara o wi. 149;

7. nata Ha 3aJ1M4aBaHe OT PETUCTbPA Ha Pa3pEIICHUETO 3a IPOU3BOACTBO U OCHOBAHHE
3a TOBA.
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(2) JanHuTe OT perucTbpa Ha U3AaJCHUTE pa3peleHHs 32 IPOM3BOJICTBO CE
nyOyiMKyBaT Ha cTpaHunaTa va MAJI B uaTepHer.

(3) IIpu noucksane ot EBpomnelickaTa KOMUCHS WM OT PEryJIaTOpEeH OpraH Ha AbpkaBa
uynenka MAJI npenocraBs uHGOpManus 3a U3/1aJ€HO pa3penIeHue 3a IPOU3BOICTBO.

Ui 159. (1) Ilpurexxarensat Ha pa3pelieHHe 3a IPOU3BOICTBO HaeMa IO TPYAOB JIOrOBOP
Hal-MaJIKoO €IHO KBaTU(UIIUPAHO JIUIIE 10 Wi. 148, T. 2, KOETO € TOCTOSTHHO Ha HErOBO
Pa3MoI0KEHHE.

(2) Kpanmdunmpanoto swmrie mo aji. 1 TpsOBa 1a 0TroBaps Ha CICTHUTE H3UCKBAHUS:

1. 1a e MarucThHp MO MeAUIMHA, GapMalvs, XUMHUSL, OMOTEXHOIOTHSI I OUOJIOTHS,

2. l1a UMa Hal-MaJIKo JBE TOJUHU MPAKTUYECKH OIUT BHB (PapMarieBTUIHOTO
MIPOU3BOJICTBO W/HITH B M3BBHPIIBAHETO HA KAYSCTBCH M KOJIMYSCTBEH aHAIIU3 Ha JICKAPCTBEHUTE
MPOJIYKTH U AKTUBHU BELIECTBA.

(3) Korato npuTexaTessT Ha pa3pelieHueTo 3a MPOU3BOACTBO HA JIEKAPCTBEH MPOAYKT
OTroBapsl Ha U3MCKBAHUSTA I10 all. 2, TOW MOXKE J1a U3IIBJIHIBA 33 IbJDKCHHETO Ha KBATH(PUITUIPAHO
JIUIIC.

(4) (Homa - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) KBanudunupanoto iuie
OTroBaps 3a TOBA, Y€ BbPXY OMAKOBKATa HA JICKAPCTBEHUS MPOAYKT Ca HAHECEHU MOKa3aTeIUTe
3a 6e30macHOCT 1o 4. 168, ai. 8.

(5) (IIpenumna an. 4 - JIB, 6p. 102 o 2012 1., B crta ot 21.12.2012 1)
KpamudummpanoTo e n3nasa ceprudukar 3a ocB0OOKIaBaHe Ha BCAKA MAPTUAA,
yIIOCTOBEPSIBAIIl, Y€ MapTUAATa JEKaApCTBEH MPOAYKT € MPOU3BeieHa M KOHTPOJIUpPaHa B
CBHOTBETCTBHUE C M3UCKBAHUATA HA Pa3peIICHUETO 3a YIIOTpeda Mo peia Ha TO3H 3aKOH.

(6) (IIpeauuna an. 5 - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r., u3m. - IB, Op.
84 ot 2018 1. (*)) KBanudunupanoro nuie uzgapa cepTuduKaT 3a 0CBOOOXkTaBaHE HA BCSIKA
nmapTUaa, yAOCTOBEPSIBAIL, Ue MMapTH/IaTa JEKApCTBEH MPOAYKT, MPeIHA3HAYEH 32 KIMHUIHO
U3MUTBaHe, € IPOU3BEJIeHa U KOHTPOJIMPaHa B ChOTBETCTBHE C M3UCKBaHUATA Ha [loOpaTa
MIPOU3BOJICTBEHA MTPAKTHKA, C TPOU3BOACTBEHOTO JJOCHE HA TIPOAYKTA U C TOKYMEHTAIMATA 32
M3MUTBaHM JeKapcTBeH NpoayKT ceriaacHo Pernament (EC) Ne 536/2014.

(7) (IIpenumna an. 6 - /1B, 6p. 102 ot 2012 1., B crnia ot 21.12.2012 1)
KBanuduuupanoTo nuiie BOAU PETUCTHP HA U3/1aJICHUTE cepTU(UKATH 32 OCBOOOXk1aBaHE Ha
BCSIKA TIAPTH/IA OT JIEKAPCTBEHUS TMPOTYKT.

(8) (ITpeaumrna an. 7, u3m. - 1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) JlanHute
OT PETUCTHPA MO ajl. 7 Ce ChbXPaHIBAT HAN-MAIKO 5 TOJMHHU CJIE]T TOCIEIHOTO BIIUCBAHE U CE€
MPEJCTABAT Ha KOHTPOJIHHUTE OPTaHu MPH ITOUCKBAHE.

(9) (IIpenumna an. § - JIB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 1.) Tlpu
oOpa3yBaHe Ha aIMUHHCTPATHBHOHAKA3aTEIHO MPOU3BOCTBO 32 HAPYILIEHUS, U3BbPILECHH MIPH
M3MBJIHCHHUE Ha 3aIbJKEHUATA Ha KBasmuiupanoTo e, MAJI paznopexaa Ha IpUTexKaTeNs
Ha pa3pelIeHueTo 3a MPOU3BOJICTBO Ja OTCTPAHU BPEMEHHO OT JUThKHOCT KBAJTU(UIIMPAHOTO
JuIe.

(10) (IIpenumna an. 9 - AB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) Kpurepuute u
M3MCKBaHUATA KbM KBATH(PHUKAIUATA U 00YUEHHUETO Ha Juara mo wi. 148, T. 2 ce onpenensT B
HapenOara mo wi. 152.

Y. 160. (1) Ilputexarensat Ha pa3pelieHne 3a IPOU3BOJCTBO:
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1. (u3m. - [IB, Op. 84 ot 2018 1. (*)) ocurypsiBa U3BHPIIBAHETO HA MTPOU3BOACTBEHUTE
orepaly B ChOTBETCTBHE C M3UCKBaHUATA Ha JloOpaTa mMpon3BOACTBEHA MTPAKTHKA U B
chOTBETCTBHUE C ostoOpenara oT MAJI uadopmanms o wi. 27, an. 1, 7. 7 u 8, a B cimyyauTe Ha
JIEKApCTBEHH MPOAYKTH 32 KIIMHUYHO U3IUTBAHE - B ChOTBETCTBUE C JOKYMEHTAIMATA 32
M3MUTBAHUS JIEKApCTBEH NMPoAyKT chritacHo Pernament (EC) Ne 536/2014;

2. (m3m. - [IB, 6p. 102 ot 2012 ., B cmma ot 02.01.2013 r.) u3non3Ba camo aKTUBHU
BElIECTBa, KOUTO ca MPOU3BEIEHU B ChOTBETCTBUE C U3UCKBaHUATA Ha JJoOpaTa mpou3BoICTBEHA
MIPAKTUKa 32 aKTUBHU BEIIECTBA;

2a. (HoBa - /IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) ce yBepsiBa, ue TOMOIIHUTE
BELIECTBA, BJIATAHU B JIEKAPCTBEHUTE IPOAYKTH, Ca IPOU3BEIEHU B CbOTBETCTBHE C
MOAXOAUINTE TOOPH MPOU3BOACTBEHU MPAKTUKY 32 TIOMOIIIHH BEIECTBA, ONpEIeIeHN Ha Oa3ara
Ha o¢uIIMaIHa OLICHKA HA PUCKA B CHOTBETCTBUE C IPHJIOKUMUTE PHKOBOJICTBA, IPUETH OT
EBponelickata komucus;

3. ocurypsiBa IOCTOSIHHO KBaJTM(HUIIMPAH MIEPCOHAT 32 MTPOU3BOICTBO U KOHTPOII
CHITIACHO M3MCKBAHMSTA HA Hapenaoara mo wi. 152;

4. (m3m. - [IB, 6p. 12 o1 2011 1., B crmma ot 08.02.2011 r.) pasmonara camo ¢
JIEKapCTBEHH MPOJIYKTH, KOUTO UMAT pa3peuieHue 3a ynorpeda, mpu cria3BaHe Ha U3UCKBaHHITA
Ha TO3U 3aKOH,;

5. (otm. - JIB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 1.)

6. yBeioMsiBa He3a0aBHO KOHTPOJIHUTE OpraHy B ciIy4yail Ha CMsHa Ha
KBATU(HUIIUPAHOTO JHIE 10 Wwi. 148, T. 2;

7. ocUrypsiBa 1o BCSIKO BpEMeE J0CTbhII Ha KOHTPOJIHUTE OPraHU JI0 TOMELIEHUATA U
JOKYMEHTAIUsTA;

8. ocurypsiBa Ha KBIM(PUIIUPAHOTO JIHIIE 10 Wi. 148, T. 2 HEOOXOAMMUTE YCIOBUS 32
W3MBIHEHHUE Ha 3abIKCHUSITA MY,

9. (noBa - JIB, 6p. 102 or 2012 r., B cuna ot 02.01.2013 r.) undopmupa HezabasHo MAJI
Y TIpUTEXATeNsl Ha pa3pelIeHueTo 3a ynorpebda, ako noaydu uHpopmarlus, 4ye IeKapCcTBEHUTE
MIPOJYKTH, KOUTO IOMaiaT B 00XBaTa Ha HErOBOTO pa3pelleHHe 3a MPOU3BOICTBO, Ca
¢banmuduIrpaHy UK ChIIECTBYBAT ChbMHEHUS 32 (anmuduipane, He3aBUCUMO OT TOBA Al
TE€3U JIEKapCTBEHM MPOJIYKTH ca OMIJIM pa3slpOCTPaHsSBAHU B PAMKUTE HAa 3aKOHHATa BEpUra Ha
J0CTaBKa UJTH 10 HE3aKOHEH HAYWH, BKIIOYUTEITHO TOCPEACTBOM HE3aKOHHA MpoaakOa upe3
yCIIyruTe Ha HH(GOPMAITMOHHOTO OOIIECTRO;

10. (HoBa - /1B, 6p. 102 ot 2012 r., B cuia ot 02.01.2013 r.) mpoBepsiBa ganu
MIPOU3BOIUTENINTE, BHOCUTEINTE WIH ThPTOBIUTE, OT KOUTO [10JIy4aBa aKTUBHH BEILIECTBA, ca
pEerucTpUpaHy OT KOMIETCHTHUS OpTaH Ha IbpKaBaTa WICHKA, B KOATO Ca YCTAHOBEHHU;

11. (noBa - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) mpoBepsiBa aBTEHTUYHOCTTA
Y Ka4eCTBOTO HAa aKTUBHUTE U Ha MIOMOIIIHUTE BEIIECTBA.

(2) (HoBa - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [Iputexartenst Ha
pa3perieHrueTo 3a MPOU3BOJICTBO U3BBPIIBA OJUTH B OOCKTUTE 32 MPOU3BOJICTBO U THPTOBUS C
aKTHMBHU BelIEeCTBa 3a cria3BaHeTo Ha J{oOpaTa npousBoacTBeHa npakTuka u JloOpara
TUCTPUOYTOpCKa MpakTuka. [IpurexarensT Ha pa3pelieHneTo 3a MPOU3BOJICTBO MOXKE J1a
CKJIFOYH JIOTOBOP C TPETO JIMIIE J]a U3BBPILIU OJIUTa OT HETOBO M€ U 32 HErOBa CMETKa.

(3) (HoBa - 1B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) [Ipurexatenar Ha
pa3pemeHneTo 3a NIPOU3BOICTBO JOKYMEHTUPA MPEAIPUETUTE IO ail. 1, T. 2 1 2a MEepKH.

(4) (IIpeaumrna an. 2 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., u3m. - /IB, Op.
84 ot 2018 1. (*)) [IpuTexkarenar Ha pa3perieHre 3a MPOU3BOACTBO ChbXPaHsIBa MOCTPHUTE U
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JOKYMEHTAIMsATa 3a MPOU3BEJCHUTE OT HErO JIEKapCTBEHU MPOJYKTH U aKTUBHHU BEUIECTBA MIPU
YCIIOBUSI U 10 pPeji, OnpeieiieHu B HapeaOara mo ui. 152, an. 1.

(5) (IIpenumna an. 3 - JIB, 6p. 102 ot 2012 r., B cruta ot 02.01.2013 r., ot™m. - /IB, Op.
84 ot 2018 1. (*))

(6) (ITpenumna an. 4 - /1B, 6p. 102 ot 2012 ., B cruta ot 02.01.2013 1.)
JlokyMeHTalusTa 3a BCsIKa CKIII0YEHA CJEJIKa Ce ChbXpaHsABa 5 FOJIMHYU U ChAbpKaA JaTa,
HAaMMEHOBAHME Ha JICKAPCTBEHUS MPOAYKT, JOCTABEHO KOJIMYECTBO, UME U aJIpEC Ha MOTydaTes
Y IApTUJICH HOMED.

(7) (IIpenumna an. 5 - JIB, 6p. 102 ot 2012 r., B cruta ot 02.01.2013 r.) Ilpurexarenst
Ha pa3pelIeHne 3a MPOU3BOJICTBO OCUTYPsIBa U MOAIbPKA CUCTEMA 3a OJIOKMPaHEe U U3TETIISTHE OT
rasapa Ha JIeKapCTBEHHU MPOYKTH, [TOKa3aJIl HEChOTBETCTBHE C M3UCKBAHMSITA 32 KAUECTBO.

(8) (ITpeaumna ain. 6 - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [IpuTtexarenst
Ha pa3pelieHre 3a MPOU3BOJICTBO € JUIbKEH J1a OJIOKUpa U Ja U3TETIIH JIEKapCTBEHUTE MPOAYKTH,
MOKa3aJIi HEChOTBETCTBHE C M3MCKBAHMATA 32 KAUYECTBO, €(hpUKACHOCT M O€301acHOCT, 10 pe/ia Ha
Hapezabara o wi. 274, ai. 1.

(9) (ITpepumna an. 7 - JIB, 6p. 102 or 2012 r., B cuya ot 02.01.2013 r.) [IpuTtexarenst
Ha pa3pelieHne 3a MPOU3BOJICTBO € JUIBKEH J1a OChBPEMEHIBA MPOU3BOACTBEHUTE METOIU B
CBHOTBETCTBHUE C PA3BUTHUETO HA HOBUTE TEXHOJOTHH U pa3pabOTBaHETO Ha JICKAPCTBEHH
MIPOJYKTH 32 U3MHUTBAHE.

(10) (Hosa - /IB, 6p. 12 ot 2011 r., B cuna ot 08.02.2011 r., mpenuniHa an. 8, u3m. - 1B,
op. 102 ot 2012 r., B cuna ot 02.01.2013 1.) B3 0cHOBa Ha pa3pelICHUETO 3a MPOU3BOJICTBO,
W3/1aJICHO 0 Pe/ia Ha TO3U pa3zell, IPUTEXaTesAT My MOKE 1a OCHIIECTBSABA BHOC HA TIOMOLIHU
Bel[eCTBa, HEOOXOIMMHU 3a TPOU3BOJCTBOTO HA JIEKAPCTBEHUTE MPOAYKTH, TOCOUCHH B
pa3pelieHueTo 3a MPOU3BOJCTBO.

(11) (Hosa - IB, 6p. 67 ot 2020 r.) [IputexkaTenar Ha pa3pelieHne 3a Mporu3BOJICTBO
MOCTaBsI BBPXY BTOPUYHATA OIIAKOBKA, a aKO HsMa TaKaBa - BbPXY ITbPBUYHATA OTIAKOBKA Ha
JIeKapCTBEHUTE MPOLYKTH, onpenenenu B Jlenerupan pernament (EC) 2016/161, nokazatenure
3a Oe3omacHocT o 4i. 168, an. 8.

Y. 160a. (Hos - /1B, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.) (1) U3nbanuTenHusar
nupextop Ha MAJI cbe 3anoBen OTHEMA U31aJICHOTO pa3pellieHue 3a IPOU3BOICTBO, KOTaTo HE ca
HaJUIE yCIoBUATA 1O Wi. 148 1 He ca cra3eHu n3ucKkBaHusTa Ha JJoOpara mpon3BoCTBEHA
MPAaKTHKa, ONPEeNIeHH 110 pesia Ha wi. 152.

(2) M3nbnuurennust qupekrop Ha MAJI cbe 3anoBes pekpatsaBa pa3perieHneTo 3a
IIPOU3BOJICTBO:

1. MO NMCMEHO UCKAaHE HA IPUTEXKATEIS MY;

2. IpM IpeKpaTsIBaHE Ha JEHHOCTUTE, 3a KOUTO € U3/1aJIEHO;

3. mpu 3aJiM4aBaHe perucTpalusTa Ha ThProBena;

4. mpu CMBPT HA (PU3UUECKOTO JIUIIE - €THOJIMYEH ThProBeL.

(3) 3amoBenra mo ait. 1 Moxe Ja ce oOkaJiBa 1Mo peaa Ha
AJIMUHUCTPATUBHONPOLIECYATHHSI KOAEKC, KaTo 00XalBaHETO HE CIMPa U3ITbIHEHUETO.

Pasnean I1.
BHoc Ha 1exapcTBeHu npoaykTH (3ari. usM. - /IB, op. 102 or 2012 r., B cuia ot 02.01.2013

r.)
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Ui 161. (1) (MU3m. - JIB, 6p. 102 ot 2012 1., B cruta ot 02.01.2013 r.) BHoC Ha
teputopusTa Ha PeryOnuka beirapus ot TpeTa qppikaBa Ha BCHUKH BUIOBE JIEKApCTBEHH
MIPOJYKTH, U Ha JIEKAPCTBEHH MPOJYKTH, MPEAHA3HAUCHH 32 KIIMHUYHO U3MUTBAHE, MOTaT Ja
M3BBPIIBAT caMO (PM3UYECKH WM IOPUINYECKH JIUIA, PETUCTPUPAHU KaTO ThPrOBLHU O
3aKOHOAATEJICTBOTO HA IbprKaBa YJICHKA, KOUTO ca MOJIYYUIIH pa3pelieHue 3a BHOC, U3/1aJIEHO OT
W3IBIHUTENHUS AupekTop Ha MAJL

(2) 3a na momyuu paspelnieHue 3a BHOC, JIMIETO 1o aj. | TpsOBa aa pasmosnara:

1. (u3m. - IB, 6p. 102 ot 2012 1., B cuya ot 02.01.2013 1.) 0 BCSAKO BpeMe Hal-MaJKo C
€IHO KBaJM(UIIMPAHO JIUIE, KOETO OTroBaps Ha U3MCKBaHMATA HA wi. 159, an. 2 u 10;

2. (m3m. - 1B, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 1.) ¢ 1aGoparopuist 32 KOHTPOJI
Ha Ka4yeCTBOTO B ChOTBETCTBHE C U3MCKBAHMATA HA HapeaOara o wi. 152 u nomenieHus 3a
ChbXpaHEHHE Ha JICKAPCTBEHUTE MPOJIYKTH, U HA JICKAPCTBEHUTE MPOIYKTH 32 KIUHUIHO
M3MUTBaHEe, CHA0ACHHU C HEOOXOUMOTO TEXHUYECKO 000pyABaHE, B ChOTBETCTBUE C
M3UCKBaHMATA Ha HapemOaTa mo wi. 198.

Un. 162. (1) 3a nonyuyaBaHe Ha pa3pelieHre 3a BHOC TuieTo mo wi. 161, an. 1 moxasa B
NAJI 3asBnenne o o0pasel, yTBbPACH OT U3IIBJIHUTEITHHS TUPEKTOp Ha areHIUsITa.

(2) KbM 3asBnenuero mo an. 1 ce mpuiarar:

1. (m3m. - 1B, 6p. 71 o1 2008 r., B cuna ot 12.08.2008 r., u3m. - JIB, 6p. 60 ot 2011 1., B
cuna ot 05.08.2011 r.) nanau 3a EquHANS HACHTU(GUKAIIMOHEH KOJI HA ThProBela Uilu
Koormepaiusita oT ThproBCKusi peruCThp, a 3a APYKeCTBATa, PETUCTPUPAHH B IbPHKaBa - YICHKA
Ha EBponeiickus cbio3, WM B IbpkaBa - crpaHa 1o Crnopaszymenuero 3a EBponeiickoTo
MKOHOMHUYECKO MPOCTPAHCTBO - IOKYMEHT 3a aKTyaJlHa PETUCTPaIUs 110 HAIIMOHATHOTO
3aKOHO/IATEJICTBO, U3JaJIeH OT KOMIIETEHTEH OPraH Ha ChOTBETHATA AbpPKABA;

2. (m3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 1., u3m. - [IB, 6p. 67 o1 2020 1.)
CIHUCHK C MeXKAYHAPOIHUTE HEMATEHTHH HAUMEHOBAHUS U ThPTOBCKUTE HANMEHOBAHUS Ha
JIEKApCTBEHHUTE MPOAYKTH, JIEKApCTBEHATa UM (popMa, ChABPKAHUETO HAa AKTUBHOTO BEIIECTBO B
J1030Ba €AMHUIA U KOJIMYECTBO B KpailHaTa OMAKOBKA;

3. (mom. - JIB, 6p. 71 ot 2008 1., B cumna ot 12.08.2008 T.) KOTIKE OT pa3peuIeHUETO 3a
MIPOU3BOJICTBO, U3/IaZICHO OT PETYIATOPHUS OPTaH Ha AbprKaBaTa U3HOCUTEN U cepTU(UKAT,
YIOCTOBEPSBAI CbOTBETCTBUETO HA YCIOBUATA 32 IPOU3BOJICTBO, KOHTPOJ U ChbXPAHEHHE ChC
CTaHJIapTH, Hali-MaJIKO EKBUBAJIEHTHHU Ha cTaHAapTUTe Ha JloOpara mpou3BOCTBEHA MPAKTHKA;

4. TOKYMEHTH, C KOUTO C€ YAOCTOBEPsBAT 0OCTOATENCTBATa 11O Wi. 159, an. 1 u 2 3a
KBTU(UIIUPAHOTO JTUIIE;

5. nmaHHU 32 agpeca Ha JabopaTopus Ha TepuTopusTa Ha Pemyonmka bearapus 3a
M3BBPILIBAHE HA ITBJIEH KOJIMYECTBEH M KAUECTBEH aHAIN3 Hall-MaJIKO Ha aKTUBHUTE BEIIECTBA U
Ha BCUYKH JIPYTH TECTOBE M MIPOBEPKH 3a JOKa3BaHE HA KAYECTBO HA BCSKAa BHECEHA MapTH/IA
JIEKapCTBEH MPOJYKT B CHOTBETCTBUE C M3MCKBAHUATA HA Pa3pelIeHUETo 3a ynoTpeda mo pena Ha
TO3H1 3aKOH U aJIpec Ha MOMEILEHUTA 33 CbXPAHEHUE;

6. TOTOBOP, B KOMTO ca ONpe/IeJIeHu OTTOBOPHOCTUTE Ha BCSAKA OT CTPAHUTE MO
OTHOIIIEHWE CMa3BaHETO HA MpUHIUIUTE Ha JloOpaTa MpOM3BOACTBEHA IPAKTHKA OT
U3ITBJIHUTENS, U HAUUHBT, 110 KOWTO KBATM(PHUIUPAHOTO Juie 1o wi. 161, an. 2, 1. 1 me
W3ITBJIHABA 33IBJKEHUSTA CH, B CIIy4auTe, KOraTo JUIETo o wi. 161, an. 1 He pa3nonara cbe
coOcTBeHa 1abopaTopus;

7. TOKYMEHT 3a IIJIaTeHa Takca B pa3Mep, onpesereH B Tapudarta mo wi. 21, an. 2.
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(3) (Homa - 1B, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r.) [Ipu nmocTenBane Ha
3asgBnenne no ain. 1 MAJI ouensiBa nojajaeHara JOKyMEHTALMs M U3BBPIIBA IPOBEPKA HA MACTO
Ha JlabopaTopHsiTa 32 KOHTPOJI U MIOMEIICHUATA 32 ChbXPaHEHHE Ha JICKapCTBEHU MPOJYKTH U Ha
JIEKapCTBEHH MPOAYKTH, ITpeTHA3HAUCHH 32 KIMHUYHO U3MUTBAHE, 32 YCTAHOBSIBAaHE HA
CHOTBETCTBUETO UM C U3UCKBaHUATa Ha J{oOpaTa nmpousBoacTBeHa MpakTuka u Ha J[oOpata
JTUCTPUOYTOPCKA ITPAKTHKA.

(4) (ITpepumna an. 3 - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) Koraro
MOMEIICHHUSATA 32 MPOU3BOJICTBO Ca Pa3MoOJIOKEHH B TPETa IbpkKaBa, ¢ KosAto EBponeiickara
OOIIHOCT MMa MOAMNKMCAHO CIIOpa3yMeHue 3a B3aUMHO NpU3HaBaHe Ha cepTudukaru 3a JoOpa
IIPOM3BOJICTBEHA MPAKTHKa, JuLara 1mo wi. 161, an. 1 npunarat KbM 3asBIEHUETO aJpeca Ha
BCSKO MTOMEILIEHUE 3a IPOU3BOJICTBO HA JIGKAPCTBEHU MPOAYKTH, aKTUBHU BEIIECTBA WU
JIEKapCTBEHH MPOAYKTH, ITPEeTHA3HAUCHH 328 KIIMHUYHO U3MUTBaHE, HANMEHOBAaHUE, CENAIHIIE U
aJipec Ha ympaplieHHE HA JUIIETO, MOJIYYHIIO pa3pelleHre 3a MPOU3BOJCTBO, CEPTU(HKAT,
YIIOCTOBEPSIBAI ChOTBETCTBHETO HA YCIIOBHTA 332 IPOM3BOJICTBO, KOHTPOJ U ChXPAaHEHUE ChC
CTaHJIapTH, EKBUBAJICHTHU Ha CTaHIApTUTE, YTBBbPJCHH C U3HCKBaHuUsATa Ha [loOpara
MIPOU3BOJICTBEHA MTPAKTHUKA, M UIMETO Ha KBATM(HUIIMPAHOTO JIALIE.

(5) (IIpenumna an. 4, u3Mm. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) B
cllydaute, pa3indyau oT ai. 4, IAJI uzpbpiiBa npu He0OX0AUMOCT MPOBEPKA HA MACTO 3a
yCTaHOBSIBAaHE HA CHOTBETCTBUE HA JJOKYMEHTAIUATA C YCIIOBUSATA 3a MPOU3BOACTBO, KOHTPOII U
ChbXpaHEHHE Ha JISKapCTBEHUTE POAYKTH B JbpkaBarta u3HocuTen. [Ipu ycraHOBsIBaHEe Ha
cboTBeTcTBUE ¢ [loOpara npousBoacTBeHa npaktuka MAJI uznasa ceprudukar.

(6) (Ilpenumna an. 5, uzm. - B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) Pasxoaute
3a U3BBPIIBAHE Ha MPOBEPKaTa HA MSICTO IO aj. 5 ca 3a CMETKa Ha BHOCUTEJISL.

(7) (IIpenumna an. 6, uzMm. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1.) 3a
M3BBPIIBAHE HA MPOBEPKA HA MSACTO MO ajl. 3 WJIH 10 ajl. 5 3asiBUTENAT 3aIuialia Takca B pa3mep,
omnpezeneH B Tapugara no wi. 21, an. 2.

Un. 163. (1) Kpanmudunupanoro nuie o wi. 161, an. 2, . 1 u3gasa ceprudukar 3a
0CBOOOKIaBaHe Ha BCsAKA MapTH/IA, yIOCTOBEPSIBAIIl, Y€ BHECEHATA MAPTUAA JIEKAPCTBEH MPOIYKT
OT TpeTa Jbp)KaBa, HE3aBIUCUMO JTAJIM TIPOIYKTHT € MMPOU3BE/ICH WM HE B pyTa IbpKaBa YWICHKA,
Mpenu Ja ce MyCcHe Ha ma3apa Ha TepuTopusita Ha Penmybnuka brarapus, e moanokeHa Ha MbJIeH
KAaueCTBEH M KOJMYECTBEH aHAIN3, Hall-MaJIKO Ha aKTUBHUTE BEIIECTBA, M Ca U3BBPIIICHH BCHUKU
He0OXOIMMU M3MUTBAHUS U MPOBEPKH B CHOTBETCTBHE C M3MCKBAHMSTA 3a U3/IaBaHE Ha
paspernieHune 3a ynorpeba 1o pesia Ha TO3H 3aKOH.

(2) KoraTto mapTtuiata JiekapCTBEH MPOAYKT, BHECEHA OT TpETa IbpKaBa, € MOAJI0KEeHa
Ha aHAJIM3WTE 10 all. | B Ipyra AbprkaBa 4ieHKa U ce MPHUIPYKaBa OT CEPpTUPUKAT 3a
0CBOOOKIaBaHe HA MapTHUJIaTa, MOAMKUCAH OT JPYTo KBATU(DUIIUPAHO JIUIIE, HE C€ N3UCKBA
MPOBEXKIaHe HAa KOHTPOJIHN U3NUTBAHUS Ha TepUTOpHUsTa Ha PeryOnuka brirapws.

(3) Korato mapTtuiata JiekapCTBEH MPOAYKT € BHECEHA OT TPETa IbpPiKaBa, C KOATO
EBpomneiickaTa 00IIHOCT MMa TIOJIIICAHO CIIOpa3yMeHHe 3a B3aMMHO MTPU3HABaHE Ha
ceprudukara 3a [loOpa npous3BoICTBEHA MPAKTUKA, KBATU(PHUIIMPAHOTO JUIIE H3aBa cepTHPUKAT
3a 0CBOOOKIaBaHE Ha IMapTHIaTa Bb3 OCHOBA Ha MPHUIPYXKaBalaTa mapTHAaTa TOKyMEHTAIHs,
0e3 /1a ce Hanara Jja U3BbpIlBa KOHTPOJIHU U3NUTBAHUS HA TepuTOpuUsTa Ha PermyOmmka
boarapus.

(4) (Ot™m. - 1B, 6p. 84 ot 2018 1. (*))

(5) (OT™m. - 1B, 6p. 84 oT 2018 1. (*))
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(6) (U3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., ot™. - IIB, Op. 84 oT 2018 1.
(*))

(7) KBasmudurmpaHoTo juIie 1mo aji. | chXpaHsBa JOKYMEHTAIUATA 33 BCsKa BHECCHA
MapTH/Ia JICKAPCTBEH MPOAYKT Hail-MalIKO 5 TOJUHU | S IIPEJICTaBs MPH MOMCKBAaHE HA
KOHTPOJIHUTE OpPTaHH.

(8) IIpurexarenar Ha pa3pelIeHHe 32 BHOC OCUTYPsIBA U NOAbPIKA CUCTEMA 3a
OJOKHMpaHe 1 U3TETIISIHE OT Ma3apa Ha JEKapCTBEHU MPOJYKTH, OKa3aJld HEChOTBETCTBUE C
M3HUCKBAHUATA 32 KAYECTBO.

(9) IpuTexarensaT Ha pa3pelieHue 3a BHOC € JIIBKEH Ja OJOKUpa U 1a U3Terln
JIEKapCTBEHUTE MPOIYKTH, IOKa3aJId HEChOTBETCTBUE C N3UCKBAHUATA 3a O€30M1aCHOCT U
e(pHUKacCHOCT, ChIIIacCHO HapeabaTa mo wi. 274, an. 1.

(10) (M3m. - [IB, 6p. 12 o1 2011 r., B cuna ot 08.02.2011 r.) Pasnopeadure Ha 4. 160,
an. 1, 1. 4 u 7 ce mpuyaraT ¥ 0 OTHOIIICHHE Ha MPUTEKATEINTE HA Pa3peIIeHUE 3a BHOC.

(11) IlpuTexxaTensaT Ha pa3pelleHUe 3a BHOC OCUTYpsiBa Ha KBaTM(DPULIUPAHOTO JIULIE 10
1. 161, an. 2, T. 1 He0OXOAMMUTE YCIIOBUS 3a U3IIBIHEHHUE HA 33bJDKCHUSITa My U YBEIOMSIBa
He3a0aBHO KOHTPOJIHUTE OPraHU IPU HETroBaTa MPOMSIHA.

(12) Ilpu obpa3yBaHe Ha aIMUHHCTPATUBHOHAKA3ATEIIHO MPOU3BOICTBO 32 HAPYILICHUS,
U3BBPILIEHU [IPU U3II'BJIHEHUETO Ha 3aIbJDKEHUATA Ha KBaTupuuupanoTo aune, MAJI
pasnopekaa Ha MPUTEKATEIS Ha Pa3pelIeHUETO 32 BHOC J1a OTCTPAHU BPEMEHHO
KBAJIM(HULMPAHOTO JIULE OT JUTbKHOCTTA.

Un. 163a. (Hos - JIB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) (1) Korato UAJI
YCTaHOBH HETBJTHOTH M HETOCTATHIIN B TIPEICTaBEeHATa JOKYMEHTAIIHS, TS YBEIOMSIBA MUCMEHO
3asBUTEJIS U J1aBa MUCMEHH YKa3aHHUs.

(2) B cniydante 1o an. 1 cpoxsT 1o ui. 164, an. 1 cnupa ga tede 10 NpUBEXKIaHE HA
JOKYMEHTAIUATA B CbOTBETCTBUE C U3UCKBAHUSATA.

Un. 164. (1) M3npaaurennusat nupekrop Ha MAJI nznaBa paspelieHne 3a BHOC B CPOK
30 1HU OT aTaTa Ha OJaBaHE Ha 3asBJICHUETO 110 Wi. 162 MM MOTUBUPAHO OTKa3Ba.

(2) Otka3wT no ain. 1 noanexu Ha o0XkaJiBaHe MO pesia Ha
AJIMUHUCTPATUBHONPOLIECYATHHSI KOAEKC.

(3) Pa3pemenueTro 3a BHOC ce€ M3/1aBa CaMO 3a MIOCOYECHHUTE B 3asBJIICHUETO JICKAPCTBEHU
MPOAYKTH, TEXHU (POPMH aKTUBHH BEILIECTBA U 3a TIOCOYECHUTE JICKAPCTBEHH NMPOIYKTH,
npe€aHa3HauCHHU 3a KIIMHUYHO U3IMUTBAHEC, U 3a IOMCIUICHUATA, KBACTO IIC CC U3BBPIIBAT
KOHTPOIBT U ChbXPAaHEHUETO.

(4) PazpemienueTo 3a BHOC € 0€3CpOYHO.

Ui 164a. (Hos - 1B, 6p. 67 ot 2020 r.) [IpuTexaTtensT Ha pa3pelieHne 3a BHOC
OCUTYpsIBa TIOCTABSIHETO BbPXY BTOpUYHATA OMIAKOBKA, a aKO HSAMa TakaBa - BbPXY IbpBUYHATA
OTIaKOBKa, Ha JIEKAPCTBEHUTE MPOAYKTH, onipeaesienu B [lenerupan pernament (EC) 2016/161,
MOKa3aTeInTe 3a 0€30MacHOCT Mo Wi. 168, ann. 8 U ocurypsiBa BbBEKIaHETO HA WHIUBUAYATHUS
uaeHTU(DUKAITMOHEH OeJier Ha BCSKA OMAaKOBKa B CHCTEMAaTa OT PETUCTPH B ChOTBETCTBHE C
Henerupan pernament (EC) 2016/161.
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Ui 165. (M3wm. - JIB, 6p. 67 ot 2020 1.) (1) IIputexarensart Ha pa3pelieHue 3a BHOC OT
TpeTa Abpxkasa nogasa B M1AJI 3adBienue npu npomsiHa Ha:

1. munero mo wi. 161, an. 2, 1. 1;

2. CIIUCHKA C MEKIYHAPOTHUTE HETTATEHTHN HAUMEHOBAHUS H ThPTOBCKUTE
HAaMMEHOBAHMSI HA JIEKapCTBEHUTE MPOAYKTH, JIeKapCcTBEeHaTa UM (hopma, ChAbPKaHNE Ha
aKTUBHOTO BEIIECTBO B J030Ba €IMHHIIA M KOJMYECTBO B KpaifHaTa OMaKOBKa;

3. agpeca Ha mabopartopusTa mo wi. 161, an. 2, 1. 2;

4. TBProBCKaTa PeTUCTPAIIHSL.

(2) KbM 3asBaenuero no an. 1 ce mpuiarat JOKyMEHTHUTE, CBbP3aHH C IPOMSHATA,
orpesesneHu B wi. 165a, 1 JOKYMEHT 3a IJIaTeHa TaKca B pa3Mep, ONpeiesieH B Tapudara mo .
21, an. 2.

Ui 165a. (Hos - IB, 6p. 67 or 2020 1.) (1) IIpn mpomsiHa mo 4. 165, an. 1, 1. 1
3asIBUTEIIAT IPEJCTaBs ClieHATa JOKYMEHTAIU:

1. qumoma 3a 3aBBPIICHO BUCIIE 00pa30BaHUE;

2. TpyZIOB JOTOBOD;

3. JOKYMEHTH, YAOCTOBEPSABAILY JAOMBIHATEIHA KBAIU(DUKAIIHS;

4. TOKYMEHT 3a TPYJIOB CTaX.

(2) M3nbiiHUTEIHATA areHIINS 110 JIEKapCTBaTa YCTAaHOBSIBA CIY>KEOHO 00CTOSITeNICTBATa
OTHOCHO CHJIMMOCTTA Ha JIMIIETO 1Mo Wi. 161, ar. 2, T. 1, koraTto e OBIrapcku rpakIaHuH. 3a
JTUIaTa, KOUTO He ca OBJIrapCKy rpakKIaHu, ChC 3asSBICHUETO CE MPEICTaBs CBUIETEIICTBO 32
CHJIMMOCT WJIM aHAJIOTUYEH JJOKYMEHT, U3/a/IeH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATA
IbpKaBa.

(3) IIpu mpomsna 1o wi. 165, an. 1, T. 2 3aIBUTENAT IPEACTABS ClIeIHATA
JOKYMEHTaLU:

1. cIUCHK ¢ MEXIYHAPOJHUTE HETTATEHTHU HAUMEHOBAHUS U ThPTrOBCKUTE
HaMEHOBAaHMS Ha JIEKaPCTBEHUTE MPOAYKTH, JIEKapCcTBeHaTa UM (popMa, ChAbpKaHHE Ha
aKTUBHOTO BELIECTBO B J030BA €AMHMIIA U KOJIUYECTBO B KpalfHaTa ONaKOBKa;

2. CIIUCBK Ha MPOLETypUTE 3a IPOU3BOJCTBO, KOHTPOJI U CbXPAHEHUE Ha JIEKAPCTBEHUTE
MPOJIYKTH.

(4) IIpu mpomsHa 1o wi. 165, an. 1, T. 3 3asABUTENAT MpeJCTaBs JaHHUTE O 4. 162, ai.
2, T. 5 ¥ KOTME OT JOTOBOpa B ciydauTe 1o wi. 162, an. 2, T. 6.

(5) lpu mpomsHa o wi. 165, an. 1, T. 4 MAJI ycranoBsiBa ci1yke0HO 00CTOsATEICTBATA
IO 3asIBEHUTE MPOMEHU B ThProBCKaTa perucTparus.

Un. 166. (1) Ilpu uznaBane Ha pa3pemieHrueTo, ¢ KOETo ce IOMyCcKa MPOMsHATa, Ce
npuiiarar pasnopeaoure Ha wi. 164, KaTo CpoKbT 3a U3JaBaHETO MY €:

1. B cmyvaure no wi. 165, an. 1, 1. 1,2 u 4 - no 14 quu;

2. B cnydanTte 1o wit. 165, an. 1, 1. 3 - no 30 nuwm.

(2) Korato mpomsinara mo wi. 165, an. 1, T. 3 He MOXe J1a ce OlleHU MO0 JOKYMEHTH,
MNAJI n3BbpiIBa npoBepka Ha MACTO. B Te3u cinydan cpoksT 1o ai. 1, T. 2 crimpa ia teye 10
3aBbpIIBaHE HA IPOBEPKATa.

(3) Pa3xoauTe Mo U3BBpIIBaHE HA MPOBEPKA HA MACTO TIO aJl. 2 ca 3a CMETKa Ha
3asIBUTEIIS.

(4) 3a u3BBpILIBaHE HA IPOBEPKA HAa MSCTO I10 aJl. 2 3asBUTEJIAT 3aIJjialla Takca B
pasmep, onpezeneH B Tapudara o wi. 21, an. 2.
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Ui 167. (1) U3mpaauTeHATa areHIys 1O JeKapcTBaTa BOAM PErUCTh 1Mo wi. 19, ai. 1,
T. 2 HA U3JA/ICHUTE pa3pelIeHUs 3a BHOC, KOWUTO ChIbpXKa:

1. HOMep U /1aTa Ha pa3pelIeHrueTo 3a BHOC;

2. HaMMEHOBaHMeE, CEAANUIIE U aJPEC Ha YIPABIECHUETO HA JIULIETO, OJIY4UIIO
paspelieHue 3a BHOC;

3. aapec Ha IOMEIIEHUATA 32 KOHTPOJI U CbXPAaHEHHUE HA JIEKAPCTBEHUTE MPOIYKTH;

4. (u3m. - 1B, 6p. 102 ot 2012 1., B cuya ot 02.01.2013 1.) 1exkapCTBEHUTE MIPOIYKTH U
¢dopmuTe, 32 KOUTO € TOIYUYEHO Pa3peIICHUETO;

5. uMme Ha nunero mo 4. 161, an. 2, 1. 1;

6. 1aTa Ha 3aJ1M4aBaHe OT PETUCTHPA HA Pa3pELICHUETO 32 BHOC U OCHOBAHUE 3a TOBA.

(2) laaHM OT peructbpa ce myOauKyBat Ha crpanuuara Ha MAJI B unTepHeT.

Pazgea II1.
IIpou3BoaCTBO, BHOC ¥ THProBUs Ha epo ¢ akTuBHU BemecTBa (Hos - JIB, 0p. 102 ot 2012
r., B cuia ot 02.01.2013 r.)

Y. 167a. (Hos - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) IIpousBoactso, BHOC
WM THPrOBUS Ha €pO C aKTUBHU BEIIECTBA MOTAT /1a U3BBPIIBAT caMO (PU3UYECKHU MU
IOPUANYECKHU JIULA, PETUCTPUPAHH KAaTO ThPrOBLIY IO 3aKOHOAATEJICTBOTO Ha IbpPKaBa YICHKa U
BIUCAaHU B PETUCTHPA MO wi. 167T.

Un. 1676. (Hos - [IB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 r.) (1) 3a BnucBane B
peructbpa o wi. 167t 3agsurensat nogasa B MMAJI 3asBnenue no odbpasern, yrBbpleH OT
M3NbJIHATENHUA qupekTop Ha MAJL, koeTo chabpixka:

1. ume, cenanuine U aapec Ha yIpaBieHUE Ha JIUIETO 1o 1wi. 167a;

2. CIMCHK HA aKTUBHUTE BEIIECTBA, KOUTO 1€ CE BHACAT, IPOU3BEKIAT WIIA ThPryBaT;

3. IEHHOCTUTE, KOUTO JULETO 1Mo wi. 167a 1m1e u3BbpIBa;

4. anpec Ha MOMEIICHUTA U JAHHU 32 TEXHUUECKOTO 000pYy/IBaHE 3a OCHIIECTBSABAHE HA
JNEHHOCTTa Ha Juuara no wi. 167a.

(2) KM 3asBnenuero no ain. 1 ce npumnarar:

1. naHHU 3a eAMHHUS UASHTU(PUKAIMOHEH KOJ Ha ThPrOBella, a 3a IPYKeCcTBaTa,
pEerucTpupaHu B AbprKaBa WICHKA - JOKYMEHT 3a aKkTyajHa perucTpalys o HalliOHaIHOTO
3aKOHO/IATEJICTBO, U3JaJIeH OT KOMIIETEHTEH OPIraH Ha ChOTBETHATA AbPKaBa;

2. TOKYMEHT 3a IJIaTeHa Takca 1o wi. 21, an. 2.

(3) B cpox 60 gaM OT MOCTHIIBaHE Ha 3asBIECHUETO U TOKyMeHTanusaTa mo ai. 1 u 2 MAJI
Bb3 OCHOBA Ha OIIEHKA HA PHUCKa:

1. BiucBa naunero no wi. 167a B peructbpa no wi. 167r, 3a KOETO TO YBEAOMSIBA, N

2. yBeOMsIBa 3a JjaTaTa Ha U3BbPIIBAHE HAa MHCIIEKIUS 32 YCTAHOBSIBAaHE Ha
CHOTBETCTBUETO HA YCJIOBUSTA 332 U3BBPILIBAHE HA IEUHOCTUTE 1O Wi. 167a ¢ M3UCKBaHUsATA HA
Jlo6pata mpou3BOJACTBEHA MpaKkTUKa 1o wi. 152, an. 1 u Ha Jlo6pure AMCTpUOYTOPCKU IPAKTUKU
Ha aKTHBHU BeLIECTBa Mo 4i. 198.

(4) Korato B pe3yaTaT Ha HHCHIEKIHsATA 110 aj. 3, T. 2 MAJI ycTtaHOBH CHOTBETCTBHE C
u3nckBaHusATa Ha JloOpara mpon3BOCTBEHA MpakTUKa 1o wi. 152, an. 1 u va JloGpure
TUCTPUOYTOPCKU MPAKTUKK HA aKTUBHU BelllecTBa Mo wi. 198, Ts BIKcBa 3agBUTENS B PETUCTHpa
1o wi. 167r, 3a KOETO ro yBeIOMsIBa.
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(5) Pa3xomute 3a U3BBpIIBaHE HA MHCIIEKIIUATA 110 ajl. 3, T. 2 ca 3a CMETKa Ha
3asIBUTEIIS.

(6) 3a u3BBpIIBaHE HA MHCIEKIUATA 110 aJl. 3, T. 2 3aSBUTEJIST 3aIlialia Takca B pa3mep,
orpeneneH B Tapudara mo 4wi. 21, an. 2.

(7) B cnydaute 1o ait. 3, T. 1 u ait. 4 3a9BUTEIIAT MOJXKE J1a 3aIlI0YHE Ja OCHIIECTBSBA
JEHHOCTTAa CH Clie]] BIUCBAHETO B perucThpa mo uwi. 167r.

Y. 1678. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) KoraTo B cpoka 1o
1. 1676, an. 3 MAJI He yBegomu, e 11e ObJe U3BbpIIICHA MHCIIEKIIHS, 3aIBUTEIIAT MOXKE J1a
3aro4yHe OCBIIECTBSIBAHETO Ha JIEHHOCTTA.

Yn. 167r. (Hos - /IB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 1.) (1) U3nbiHuTenHaTA
areH1us 1o JeKapcTBaTa BOAU MyOJIMYEH PErucTbp Ha BHOCUTEINTE, IPOU3BOAUTEIINTE U
THPrOBUUTE HA €APO C AKTUBHU BEILECTBA, KOWTO ChIbpXKa:

1. ume, cenanuiie U agpec Ha yrnpaBJIeHUe Ha JIMLETO 1o 4. 167a;

. CHUCBK Ha aKTMBHMTE BELECTBA, KOUTO CE€ BHACAT, IPOU3BEXKAAT WU THPryBarT;
. IEUHOCTHUTE, KOUTO JIMIETO 1o Wi. 167a 11e u3BbpIIBa;

. 4Jlpec Ha MOMEILIEHUATA, B KOUTO CE U3BbPIIAT IEHHOCTUTE;

. 3a0€JIeKKH 110 BIIMCAHUTE 00CTOSITEICTBA.

(2) M3nbiiHuTENHATA areHLys 110 JIeKapcTBaTa BbBEXAa B 0a3zara JaHHHU 110 wi. 147
uHopMalus 3a PeruCTPUPAHUTE BHOCUTEIH, IPOU3BOIUTEIN U THPTOBLH Ha €pO C aKTUBHU
BELIECTBA.

N =W

Un. 167a. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 1.) (1) JIumeto mo ui.
167a nonasa B MAJI exxeronHo 110 31 sHyapu yBeIOMIIEHHE 32 HACTBIIWIN IIPOMEHHU B
nH(popmManuATa, BOUCaHa B perucTbpa mo wi. 167r.

(2) lIpu HacThIIBaHE HAa MPOMEHH, KOUTO MOTaT Ja MOBIUAAT HAa KAUeCTBOTO UM Ha
0€30MMacHOCTTa HAa aKTUBHUTE BEILIECTBA, KOMTO CE MPOU3BEXK AT, BHACAT WM Pa3NpOCTpaHsBaT,
muneTo no wi. 167a yBenomsia MAJI ne3zabaBHoO.

Un. 167e. (Hos - JIB, 6p. 102 o1 2012 1.) (1) (B cuma ot 02.01.2013 1.)
[Tpon3BoaCTBOTO, BHOCHT M THPrOBHUSITA HA €PO C AKTUBHH BEIIECTBA HA TEPUTOPUSITA HA
PenyOnuka brarapusi, BKIFOUUTETHO HAa aKTUBHU BEIIECTBA, MPEAHA3HAYECHU 32 U3HOC, Ce
M3BBPIIBA B CbOTBETCTBHE C JJoOpaTa mpon3BoCTBEHA MpakTuka u Joopute qucTpudyTOpCcKu
MPaKTUKU 32 aKTUBHU BEIIECTBA.

(2) BHOCHTEMTE MOTaT J]a BHACAT aKTHBHU BEIIECTBA CAMO aKO Ca CIIa3€HH CIICTHUTE
YCIIOBUSL:

1. (B cuna ot 02.01.2013 r.) akTUBHHTE BeIIeCTBA ca OWJIM IPOU3BEICHU B
CHOTBETCTBHUE ChC CTaHAAPTH 3a JJoOpa mpon3BOACTBEHA MPAKTHKA, KOUTO ca HAl-MaJIKO
€KBUBAJICHTHU Ha YCTAHOBEHHUTE OT EBPOIENCKUS ChIO3, U

2. (B cuma ot 02.07.2013 r.) akTUBHHTE BEIIECTBA C€ MPUIPYKABAT OT MUCMEHO
MOTBBHPKJICHHE OT KOMIIETEHTHHUS OPTaH Ha JbpKaBaTa U3HOCHUTEII, Ye:

a) cragaaptuTte 3a JJobpa mpon3BOACTBEHA MPAKTHKA, MPUIOKUMHI KbM 00CKTa 32
MIPOM3BOJICTBO HAa U3HECEHUTE aKTUBHU BEILIECTBA, Ca Hall-MaJIKO EKBUBAJICHTHU Ha
yCTaHOBEHUTE OT EBponenckus cbro3;

0) ChOTBETHHUAT OOCKT 3a MPOU3BOJICTBO MOJIJICKH HA PEIOBEH KOHTPOJ U B HETO Ce
npuiara epextuBHO JloOpara mpou3BOICTBEHA MPAKTUKA, KATO TOBA BKIIOYBA MHOTOKPATHU U
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BHE3aITHU WHCIICKIIMH, C [IeJI TapaHTHPaHe 3aKpHiia Ha OOIIECTBEHOTO 3/IpaBe, Hali-Mallko
PaBHOCTOIHA Ha Ta3u B EBpONEHCKUs ChIO3, U

B) B CJIy4ail HA KOHCTAaTUPAaHO HeCNa3BaHe Ha M3UCKBAHUTA JbpiKaBaTa M3HOCHTEIN IIIe
uHpopmupa nezabasHo NAJL

(3) (B cuna ot 02.07.2013 1.) M3uckBaneTo Ha ai. 2, T. 2 HE ce Mpujara, ako JbpkaBata
M3HOCHUTEI € BKJII0YeHa B criichka 1o wi. 1116 ot dupektusa 2001/83/EO.

Un. 167x. (Hos - [IB, 6p. 102 ot 2012 1., B cuna ot 02.07.2013 r.) (1) 1o uzkirouenue,
KOraTo € He0OXOAUMO J1a C€ OCUTYPH HaJIMYHUETO Ha JIEKApCTBEHU MPOAYKTH, BHOCUTEIIST MOXKE
Jla BHACS aKTUBHOTO BEILIECTBO 0€3 MUCMEHOTO MOTBbPXKACHUE 10 Wwi. 167e, an. 2, T. 2 3a CpoK HE
MO-JIBJIBT OT CPOKA Ha BAJIMIHOCT Ha cepTuduKara 3a JJoOpa mpon3BoACTBEHA ITPAKTUKA, KOTaTO
00EKTHT 3a MPOU3BOCTBO HA AKTUBHO BEIIIECTBO B JbpKaBaTa M3HOCUTEN € OMJI MHCTICKTUPAH OT
pEryJaTopeH opraH Ha JbprKaBa YWICHKA U € YCTAaHOBEHO, Y€ CIla3Ba MPUHIUINTE U
pBKOBOicTBaTA 3a JloOpa Mpou3BOACTBEHA IIPAKTHKA.

(2) B ciyuaute no an. 1 MAJI yBenomsiBa EBponeiickata koMHCHS.

Ui 1673. (Hos - JIB, 6p. 102 ot 2012 1., B crta ot 02.01.2013 r.) [IpuTexarenure Ha
paspeleHus 3a MPOru3BOJCTBO, BKIIFOUUTEIHO T€3U, KOUTO U3IBJIHABAT AEHHOCTHUTE 110 Wi. 1680,
aJl. 2, ce cMATarT 3a POU3BOJUTENH 110 CMUCHIA HA § 13, T. 3 OT 1OMBIHUTEIHUTE pa3nopeOou Ha
3akoHa 3a 3amuTa Ha IOTPEOUTENTE U HOCAT OTTOBOPHOCT 32 BPE/IU, IPUUMHEHH OT Ae(PEKT Ha
CTOKHUTE, IPEIBUICHA B HETO.

I'naBa mecra.
OINAKOBKU U JIMCTOBKU HA JIEKAPCTBEHU ITPOAYKTHU

Y. 168. (1) OnakoBkaTta Ha JIEKapCTBEH MPOAYKT C€ CbCTOU OT IbPBUYHA U/HITH
BTOpPUYHA OMAKOBKA M OT JIMCTOBKA 3a MaIEHTa.

(2) (U3m. - [IB, Op. 61 ot 2011 1., B cuna ot 10.11.2011 r.) Bropuunara onakoBka Ha
JIEKapCTBEHH MPOAYKTH, ChIBPIKAILM BEIIECTBA, TOCOYEHH B CIIMCHKA MO WiI. 3, ail. 2, T. 2 OT
3aKoHa 3a KOHTPOJ BbPXY HAPKOTUYHHUTE BELIECTBA U IIPEKYPCOPUTE, CE MAPKUPA JUATOHAIIHO C
JIB€ YepBEHU JICHTH, a BTOPUYHATA ONIAKOBKA Ha JIEKAPCTBEHU MPOJIYKTH, ChIbPIKAIIH BELIECTBA
OT CIIUCBHKA 1O Wi. 3, all. 2, T. 3 oT 3aKOHa 32 KOHTPOJI BbPXY HAPKOTHUHUTE BEIIECTBA U
IIPEKYPCOPUTE - C JIBE CUHU JIeHTH. OTMaKoBKaTa 3aAbJKUTENTHO ChIIbpXKa yKa3zaHHe, e
JIEKapCTBEHMST MPOJYKT CE OTIYCKa CaMo IO CIIEHUATIHO JEKAPCKO MPEANUCaHuE.

(3) (U3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) JIuctoBkaTa Ha
JIEKapCTBEHUTE MPOIYKTH, BKIIIOUEHH B ciichKa 1o wi. 23 ot Permament (EO) Ne 726/2004 na
EBponeiickus napiaameHT 1 Ha CbBeTa, ChAbpKa MHPOpMAIUs cbC caenHus TekcT: "To3u
JIEKapCTBEH MPOJIYKT MOJIEkKHU Ha TOMbIHUTENHO HaOmoneHue". [Ipen Tekcta ce mocrasst 3HaK B
YyepeH LUBAT chIlacHO wieH 23, maparpad 5 ot Pernament (EO) Ne 726/2004 na Eponeiickus
napiaMeHT 1 Ha CbBeTa, NPUIPYKEH OT 00sICHUTETHA OeseKKa.

(4) (U3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B nucroBkara Ha
JIEKapCTBEHUTE MIPOJYKTH CE BKIIIOUBA CTAHIAPTEH TEKCT, C KOMTO MAllMEHTUTE CE IPUKAaHBAT Aa
JIOKJIaJIBaT HA MEUIIMHCKUTE CIIEHHAINCTH Win AUpeKkTHO Ha MAJI Bcsdka nmogo3upana HexenaHa
JIeKapCTBEHA PeaKIys ChIitacHo oOpasmure mo wi. 185, am. 2, 1. 4.
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(5) Koraro nexapcTBEeHUAT IPOAYKT C€ pa3pelaBa 3a ynorpeda Ha TepUTOpUATa HA
Peny6nuka bbirapusi, BBpXy BTOpUYHATa My OIIAKOBKA CE€ TIOCTAaBsI MAPKUPOBKA 32 pa3eTHO
cbOUpaHe U PeLUKINpPaHe ChIIACHO 3aKOHA 3a YIIPABJICHHUE Ha OTMAJbLUTE U aKTOBETE 110
MPUIIAraHETO MY.

(6) Koraro nexapcTBEeHUAT IPOAYKT C€ pa3pellana 3a ynorpeda, HaMMEHOBaHUETO MY
BBPXY BTOPHYHATA OMAKOBKA, JIEKapcTBEHATa (hopMa M ChIBPKAHUETO HA AKTUBHOTO BEILIECTBO B
71030Ba €IMHMIIA Ce U3MKCBa U ¢ bpaiinoa a3zdyka.

(7) 3uckBanusTa Ha ajl. 6 He ce MpuJaraT 3a BAKCUHU U JIEKAPCTBEHU MTPOJYKTH B
OOJIHUYHHU ONAKOBKHU.

(8) (Hosa - 1B, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) Bepxy BrOpruHaTa
OIIaKOBKa, a aKO HAMA TaKaBa - BbPXY I'bPBUYHATA ONIAKOBKA HA JIEKAPCTBEHUTE MPOIYKTH, C
M3KIIIOYCHHE Ha pagnodapManeBTUIM, CE HAHACST:

1. uHIMBUAYaNIeH HICHTU(UKAIMOHEH OeJler 3a okas3aTeauTe 3a 6€301acHOCT, KOUTO
JlaBa Bb3MOKHOCT THPTOBIIMTE Ha €APO U ApeOHO aa:

a) IpoBepsABaT aBTEHTUYHOCTTA HA JIEKAPCTBEHUS IPOIYKT;

0) uaCHTH(HUIMPAT OTACITHU OMAKOBKH;

2. Cpe/CTBO, C KOETO Jla Ce U3BbPILIBA IIPOBEPKa HA ONAKOBKATa Ha JIEKAPCTBEHUS
MPOJYKT Jau € Ouiia moAIpaBeHa.

Y. 168a. (Hos - /1B, 6p. 102 oT 2012 1., B cuna ot 21.12.2012 r.) (1) Bepxy
OIIaKOBKaTa Ha JIEKapCTBEH MPOJYKT, KOUTO Ce OTITyCKa IO JIEKapCKO MpeanucaHe, ce HaHACIT
MOoKa3aTeNu 3a 6€30macHoCT 1o Wi. 168, ain. 8, ¢ M3KII0YeHUE Ha CIIy9auTe, B KOUTO
JIEKapCTBEHUAT MPOAYKT € BKIIIOUEH B CIIUCHKA, ompesaesieH oT EBponeiickata KoMucus ¢
JieNieTupaH akT 1o wi. 1680.

(2) Bepxy omakoBkarta Ha JeKapCTBEH MPOAYKT, KOUTO ce OTIycKa 0e3 JeKapcKo
MpeAnucaHue, He Ce HaHACST MoKa3aTeu 3a 0€30MmacHOCT 1Mo wi. 168, ai. 8, ¢ u3KIoueHne Ha
cllyyauTe, B KOUTO JIEKapCTBEHUAT MPOAYKT € BKIIIOUEH B CIIUCHKA, onpesaeseH oT EBponeiickara
KOMHUCHS C JIeJIeTUpaH aKT 1o 4. 1680, ciel KaTo € OIIeHEH, Y€ € U3JI0KEH Ha PUCK OT
¢danmuduumpane.

(3) M3nbiiHuTeNHATA areHLus 1o JeKapcTBara yBenomsaBa EBponeiickata KoMUCHS:

1. 3a lekapCTBEHU MPOYKTH, KOUTO C€ OTIYCKAT 03 JIeKapCKo MpeancaHue, 3a KOUTO
€ YCTaHOBMJIA, Y€ CHIIECTBYBA PUCK OT GanmuduiimpaHe;

2. 3a IEKapCTBEHU MPOIYKTH, 32 KOUTO € YCTAaHOBWJIA, Y€ HE ChIIECTBYBA PUCK OT
dbanmmdunupane, Ipu OTYUTAHE HA CIECTHUTE KPUTEPHUU:

a) IIeHa 1 00eM Ha NMPOoJaKOUTe Ha JIEKApCTBEHUS TPOAYKT;

0) Opoil u yectoTa Ha ciaydau Ha dammudUIMpaHy IEeKapCTBEHU MPOIYKTH,
pEruCTpUpaHu B paMKuTe Ha EBporneiickus cbio3 U B TpeTH AbpkKaBu, U IPOMsIHA B Opos U
94ecToTa Ha MOJOOHU CIy4an B UICTOPUYECKH TUIAH;

B) crieU(UYHU XapaKTEPUCTUKU Ha CHOTBETHUTE JICKAPCTBEHH MPOAYKTH;

T') TEKECT Ha 3a00JIIBaHUATA, YHETO JICUCHHE CE eI,

1) APYTH MOTEHLMAIIHU PUCKOBE 32 OOIIECTBEHOTO 3]IpaBeE.

Un. 1686. (Hos - /1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) IIpaBunara
OTHOCHO TOKa3aTenuTe 3a 6e30macHocCT 1o 4i. 168, an. 8 ce onpenenst ot EBponeiickaTta
KOMHCHS C JIellerHpaHuTe akToBe 1o uiieH 54a, naparpad 2 ot Aupextusa 2001/83/EO.

(2) ITokazatenure 3a 6€30MACHOCT HE C€ IPeMaxBaT, HUTO C€ 3aKPHBAT YaCTUYHO WIIH
U3LIUT0, OCBEH AKO €A U3II'BIIHEHHU CIIETHUTE YCIOBHUS:
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1. mpUTeXaTENAT HA Pa3pEIICHUETO 3a MPOU3BOACTBO, MPEIN YACTUYHO HIIM HAITBIIHO Ja
MpeMaxHe WK 3aKpre ToKa3aTeNnTe 3a 0€30MMacHOCT, TPOBEPSIBa AalIM CHbOTBETHUST JIGKAPCTBEH
MIPOJYKT € aBTEHTHYEH U J1aJii He € OUJI IOJIPABEH,;

2. pUTEkKATENAT Ha pa3pelleHre 3a MPOU3BOJICTBO IIPH ClIa3BaHE U3UCKBAHUATA HA WJL.
168, an. 8 MOXKe Ja 3aMEHHM MMOKa3aTeIUTE 3a 0E30MacCHOCT ¢ PAaBHOCTOMHM HA TSAX IO OTHOIIIEHUE
Ha BB3MOXKHOCTTA 32 TapaHTHPAHE HAa aBTCHTHUYHOCTTA, MICHTU(DUKAIMSITA U OCUTYPSIBAHETO Ha
JI0Ka3aTeJICTBA 32 MOJAINPABSHETO HA JIEKAPCTBEHUS POAYKT.

(3) IokazatenuTe 3a 6€30MACHOCT C€ CMSTAT 32 PABHOCTONHHU, aKO:

1. oTroBapAT Ha U3UCKBAHUSTA, ONIPECIICHH B JIeJIETUPAHUTE aKTOBE 110 WieH 54a,
naparpad 2 ot Hupexrusa 2001/83/EO, u

2. ca ChIIO TOJIKOBA e(heKTHUBHH, KaTO MO3BOJISIBAT IIPOBEPKATa HA aBTEHTUYHOCTTA U
UICHTH(UKAIUATA HA JICKAPCTBEHUTE IPOAYKTH U OCUTYPSIBAHETO Ha JOKA3aTEIICTBA 32
MOJNPAaBSHETO M.

(4) 3amsHata 1o an. 2, T. 2 ce U3BBPIIBA, 0€3 /1a ce OTBaps IMbPBUYHATA OIIAKOBKA HA
JIEKapCTBEHMsI MPOJIYKT U B ChOTBETCTBHE ¢ J[0OpaTa mpon3BOACTBEHA MTPAKTHKA 32 JIEKApCTBEHU
MPOYKTH.

(5) M3nbiiHUTEIHATA areHIIKA [0 JIEKapCTBaTa OCHIIECTBABA HAA30p BHPXY 3aMsHATa Ha
MOKa3aTeINTE 3a O€30MacCHOCT.

Ui 169. (1) Madopmarusata BpXY OIMMAKOBKUTE U B JIMCTOBKATA HA JIGKAPCTBEH
MPOJYKT TPsiOBa J1a € B TbJIHO CHOTBETCTBUE C IAHHUTE B KpaTKaTa XapaKTepUCTHKA Ha
npoaykra, onoopena ot MAJI npu u3gaBane Ha pa3pelieHUETo 3a ynorpeda, v 1a OTroBaps Ha
W3HUCKBaHUsATA, ONPEIeIeHH B Hapendarta mo uwi. 170.

(2) Madopmanusata BbpXy OMAKOBKUTE U B JUCTOBKATa MOKeE Ja Ob/ie Ha HAKOJIKO
€3MKa, HO 3aIbJKUTEITHO SANHUSAT TpsiOBa 1a € ObJrapcku e3uk. ChIbp)KaHUETO Ha
nH(popMaNKATa Ha PA3TUYHU €3UIIU TPIOBa Ja € UACHTUYHO.

(3) HaumeHOBaHKMETO Ha JIEKAPCTBEHUS MPOIYKT 33 IbJDKUTEITHO CE M3IHCBA HA
OBJITapCKH €3UK, a MEXKTYHAPOIHOTO HEMATCHTHO HAMMEHOBAHUE HA JICKAPCTBEHOTO BEIIECTBO
Ce U3MHUCBa ChOOPa3HO AHATOMO-TEpaNeBTUYHO-XUMHUYHATa Kiacupukaus Ha C30. Umero u
aJIpechT Ha MPUTEKATEIIS Ha PA3pPEIICHUETO 3a yIoTpeda MOXKe Ja Ce U3IMUIIAT Ha JTATHHHIIA.

(4) udopmanusata BbpXy OMaKOBKUTE U B JUCTOBKHUTE TPsiOBa J1a € Ha pa3doupaem 3a
MaIHMeHTa e31K, J]a € YeTJIMBA U JIa € He3aInuuMa.

(5) (Homa - 1B, 6p. 18 ot 2014 r.) JIucroBkaTa TpsiOBa 1a € opopMeHa 1o TaKkbB HaYWH,
4e Jla € sICHa U paz0upaema, KaTo MO3BOJIsIBA HA MAllMEHTA Ja MpearpueMe MoAXO0 AN AeHCTBYS,
pH HEOOXOIUMOCT, C TIOMOIITA Ha METUITMTHCKH CIIEIIHAIIICTH.

Y. 170. (1) (Ilpenuimen texct Ha wi. 170 - 1B, 6p. 102 oT 2012 r., B cuna ot
21.12.2012 r.) M3uckBanusita KbM ONAKOBKUTE U JINCTOBKUTE HA JIEKAPCTBEHUTE MPOAYKTH CE
OTpesieNIsAT B Hape0a Ha MUHHUCThPa Ha 3/IpaBeoIa3BaHeTo.

(2) (HoBa - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r., nom. - /1B, 6p. 18 ot 2014

r.) Koraro nekapcTBeH mpoayKT, pa3pelieH 3a yrnorpebda mo peaa Ha TO3H 3aKOH, HE €
MpeAHa3HaueH 3a TUPEKTHA JOCTaBKa Ha MAIMEeHTa WM HE € HAJIMUeH Ha ma3apa B PemyOnuka

MN3TOYHMK: MMpaBHO-MHPOPMALMOHHKU cucTemm "Crnena"



bearapus, MAJI moxe na pazpeiu yrnorpedara My, KOraTo HSKOU OT JaHHHUTE, ONPEACIICHU B
HapenOara 1o aj. 1, He ca HaHECEHM BbPXY OIIAKOBKATa WM B JIMCTOBKATA.

(3) (Homa - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B cimyganre mo an. 2
uH(popManuATa BbPXY OMAKOBKHUTE U B JTUCTOBKaTa MOJKE J1a HE O'bJie IpelocTaBeHa U Ha
OBJITAPCKU €3HK.

(4) (HoBa - 1B, 6p. 102 oT 2012 1., B cuma ot 21.12.2012 r.) YcnoBusTta u peast 3a
JI0CTaBKa Ha JIEKapCTBEHUTE MPOAYKTH IO aj. 2 ce Ompeear ¢ Hapeabara mo wi. 198.

I'naBa cenma.
KIIACU®UKANUS HA JJEKAPCTBEHUTE NPOJAYKTH

Yn. 171. (1) B 3aBucHMOCT OT HaunMHa Ha OTITYCKAHE JIEKAPCTBEHUTE MIPOAYKTH C€
KJ1acu(uIupar Karo:

1. nexapcTBEHU MPOLYKTH, OTITYCKAaHU IO JIEKAPCKO MPENUCAHUE;

2. IeKapCTBEHU MPOIYKTH, OTITYyCKaHU 0€3 JIEeKapCKO MpeIucanue.

(2) (Jom. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) PexxuMbT Ha OTHyCcKaHe Ha
JIeKapCTBEH MPOAYKT ce onpeneist oT MAJI B pa3pemnieHueTo 3a ynorpeda/yaocTOBEpEeHHETO 32
perucTpalys Uiu pa3pelieHueTo 3a napaieiaeH BHOC Ha JIEKAPCTBEHUS MPOAYKT Ha TEPUTOPHITA
Ha Peny6nuka bbarapus.

(3) JIuuero mo ui. 26, an. 1 mocouyBa pexuma Ha OTIYCKaHE Ha JIEKApCTBEHUS IPOAYKT B
3asBJICHUETO 3a pa3pelIeHue 3a ynoTpeda/y10CTOBEPEHUETO 3a PETUCTpaLis, 3a IPOMsIHA Ha
pa3pemeHneTo 3a ynorpeda Uiy Ipy IMOJHOBIBAHETO MY.

Y. 172. JlekapcTBeHuTe npoaykty no wi. 171, an. 1, T. 1 ce paznensr B caenHure
KaTeropuu:

1. nexapcTBEHH MPOLYKTH C OTPAaHUUYEHO JIEKAPCKO MPEANNCAHNE, IPEAHA3HAYEHH 32
ynoTpeba caMo B HSKOU CIIEIUATIM3UPAHH 00JIaCTH;

2. IeKapCTBEHU MPOAYKTH - OOEKT Ha CIELUAIHO JEKapCKO MpeUCaHue;

3. JIeKapCTBEHU MPOJYKTH 33 MHOTOKPATHO MJTH €JHOKPATHO OTIYCKaHE 10 €THO U
CBIIIO JICKAPCKO TPEIIHCaHHE.

Ui. 173. 1o nekapcko npeAnucaHue ce OTITYCKAT JIEKAPCTBEHU MPOAYKTH, KOUTO
OTrOBapsAT Ha CIEAHUTE N3MCKBAHUA:

1. Morar aa mpeJcTaBisBaT MPsIKa UM KOCBEHA OMACHOCT 3a 37JpaBeToO Ha Xoparta JA0pu
IIpU IIpaBUIIHA yIoTpeda, ako ce mpuiarat 0e3 MeUIMHCKO HabroIeHuE;

2. YecTo ¥ MHOT'O IIMPOKO C€ MpUJIaraT HEMpaBUIIHO U B Pe3yJITaT Ha TOBa MOTrar Ja
IIPEICTaBIsABAT ONACHOCT 34 3/IpaBETO HAa XOpaTa;

3. ChbAbpKaT BCIICCTBA, YUATO aKTUBHOCT H/WIIHA HEXKEJTaH! JICKAPCTBCHU PCAKIINU
M3HMCKBAT MOCJIEBALIO0 JOIIBIHUTEIHO IPOYUBAHE;

4. 0OMKHOBEHO ce IPEANUCBAT OT JIEKap 3a NapeHTEePATHO MPUIIOKEHHUE.
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Un. 174. JlekapcTBeHUTE MPOAYKTH MOJIEKAT HA CIIELIMATHO JIEKAPCKO MPEANUCAHUE,
KOraTO OTIOBAapAT HA HAKOE OT CJICTHUTE YCIOBHUS:

1. chbaABpKAT HAPKOTUYHH BEILIECTBA 10 CMUCHIIA HA 3aKOHA 332 KOHTPOJI BbPXY
HAapKOTHUYHUTE BEIIESCTBA U MPEKYPCOPUTE B KOJIMYECTBA, JOMMYCTHUMH 32 YIIOTpeOa;

2. IpM HeTIpaBUJIHA yIIOTpebda MoraT Jla Ch3AalaT 3HAaYUTENIeH PUCK OT 3JI0yIoTpeda, 1a
JIOBEJIAT J10 JIEKAPCTBEHA 3aBUCUMOCT WJIM J1a CE U3I0J3BAT 32 HE3aKOHHU LIENH;

3. ChbABPKAT HOBH JIEKAPCTBEHH BEILECTBA, YUUTO XapAKTEPUCTHKHU HE Ca JOCTAThYHO
M3BECTHU U TIOPAJIY Ta3u MPUYMHA C MPEBAHTUBHA 1€J1 MOTaT J1a ObJAaT OTHECEHU KbM Ipyriara
JIEKapCTBEHH MPOJIYKTH 110 T. 2.

Un. 175. JlekapcTBeHUTE MPOAYKTH MOJIEKAT HA OTPAHUYEHO JICKAPCKO MpEIIUcaHue,
KOTaTO OTIOBApAT HA HAKOE OT CJIICIHUTE YCIOBHUSI:

1. orpaHuueHU ca 3a NPUIOKEHHUE CaMO B OOTHUYHH YCIOBUS IOPAJAU OTPAaHUYEH OIUT
3a yrmorpeda WiM B HHTEpeC Ha 00IIECTBEHOTO 3/IPaBE;

2. mpeiHa3HAuEHU ca 3a JieueHre Ha 00JIECTHU ChCTOSTHUS, KOUTO MOraT Jia ObJaaT
JTUArHOCTULIMPAHU CaMO B JICUEOHUTE 3aBE/ICHHS, HE3aBUCHMO Y€ TIPUJIAraHETO UM U
MIPOCJeIIBAHETO HA X0/1a Ha JICYEHUETO MOXKeE JIa Ce OCHILECTBSABAT U B APYTHU 3[PABHU
3aBEACHUS;

3. mpeIHa3HAYEHH ca 3a JieueHue Ha aMOyIaTOpHO OOJIHU, HO yroTpedara UM MOKe Ja
MPEAN3BUKA CEPUO3HU HEXXEJIAaHU JIEKAPCTBEHU PEAKIINK, HaJlarallly MpeIucaHue OT CIICIHAIUCT
1 HaOIIOIeHNE 110 BpeME Ha JICYCHHETO.

UYn. 176. (1) MU3nbaHuTeNHATa areHLns 10 JIEKapcTBaTa MOXe Ja He 0400py MOUCKaHUS
OT 3asiBUTENS 1O Wil 26, aj. 1 pe’xuM Ha OTIyCKaHE Ha JIEKapCTBEH MPOAYKT Bb3 OCHOBA Ha
IIPELICHKA Ha:

1. MakcuMaHaTa eJMHUYHA J03a, MAaKCHMalHaTa JHEBHA /103a, KOJIMYECTBOTO AKTUBHO
BEIIECTBO B €/1Ha /1030Ba €JMHMIIA, JIeKapcTBeHaTa ¢popma, crienrdruyeH BUj Ha MbpBUYHATA
OIIaKOBKa Ha MPOJyKTa, U/ 1IN

2. ApyTH crienupHUYHU YCIOBUS Ha yroTpeoda.

(2) U3mpHUTETHATA areHIIHS 10 JIEKapCTBaTa MOXKE J1a He TTIOCOYM TOYHATa KaTerOpHs
HAa JIEKapCTBEHUS NPOAYKT 10 wi. 172, HO chritacHO Kputepuute 1o wi. 174 u 175 onpenens
JlaJIv JIEKapCTBEHUAT NPOAYKT ce KiIacuPUIMpa KaTo MPOIYKT, OTIYCKAaH CaMo I10 JIEKapCKO
IIPENNNCAHUE.

Y. 177. JlekapcTBEHUTE NPOAYKTH, KOUTO HE OTTOBApST HAa M3UCKBaHUATA 110 4. 173,
174 u 175 u Ha KpuTepunTe, ONpE/IeTIeHN B HapenOaTa 1o 4i. 178, ce oTmyckar 6e3 Jiekapcko
IpeAncaHue.

UYn. 178. Kputepunre 3a kinacupuKaiys Ha JIEKapCTBEHUTE MPOAYKTH U U3UCKBAHUATA
KbM JJOKYMEHTAIUsITa 3a U3BbPILIBaHE Ha MPOMSIHA B KJIacU(UKALUATA CE ONPENENsT B Hapenoa
Ha MUHHUCTBHpaA Ha 3/[paBeoIa3BaHeTo.

Un. 179. (1) M3npaHuTeNnHATa areHLuUs 10 JIEKapcTBaTa U3rOTBs U MyOJIUKyBa Ha
CTPAHMIATA CH B UHTEPHET CIUCHK HA JIEKAPCTBEHUTE MPOJAYKTH, KOUTO CE€ OTIyCKAT 10
JIeKapCcKO Mpeanucanye Ha Teputopusta Ha Peny6nuka beirapus.

(2) CiuchkbT MO am. 1 ce akTyanu3upa eXeroaHo.
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Ui 180. Ilpu HanmMyue Ha HOBU JIAaHHHM 32 JIEKAPCTBEH MPOIYKT, 32 KOUTO UMa U3/1aJICHO
paspeleHue 3a yrnorpeda win yaoctoBepenue 3a perucrpauus, MAJI npepasriexna, a Korato €
HE00X0IMMO, TPOMEHS KJIaCH(PUKAIIUATA ChIIIACHO M3UCKBAHUATA HA 9. 173 U KpUTEpHUUTE,
ITOCOYCHHU B HapeaoOara mo wi. 178.

Ui 181. B cimyuauTe, Korato € pa3pelieHa npoMsiHa B KiiacupuKamusaTa Ha 1aeH
JIEKApCTBEH MPOAYKT Bb3 OCHOBA HAa 3HAYMTEIIHU NMPEIKIMHUYHU WIH KIMHUYHA U3TUTBAHUS,
CclJIeJIBAIIl 3asIBUTEJ WM MPUTEKATEN Ha pa3pelieHue 3a ynorpeda He MOXKe /1a ce I030BaBa B
CPOK €/lHa r0JIMHA OT JaTara Ha pa3pelieHueTo 3a IPOMsIHA, U3/1aJIEHO OT PEryJIaTOPEH OpraH Ha
IbpKaBa YiIeHKa, IPHU MoJjaBaHe Ha 3asiBICHUE 3a IPOMSHA Ha KiIacu(UKaIUATa Ha CHILIOTO
BELIECTBO.

Un. 182. U3npiaHuTENHATA areH1ys 110 JIEKapCTBaTa €XEroAHO yBEIOMIBa
EBpomneiickata KOMUCHUS U PETYJIaTOPHUTE OPraHU Ha IPYTUTE IbPKABU WIEHKU 32 HACTBIIUIN
IIPOMEHU B CIUCHKA 110 4i1. 179.

I'naBa ocma.
MNPOCJIEASIBAHE HA JIEKAPCTBEHATA BE3OITIACHOCT

Paznen L.
OO0um noJio:xkenus (Hos - /IB, 0p. 102 or 2012 r., B cusia ot 21.12.2012 1)

Y. 183. (U3m. - IB, Op. 102 o1 2012 1., B cuita ot 21.12.2012 1.) (1) M3nbinuTenHaTa
areHIys 1o JIeKapcTBaTa OpraHu3rpa U MOAIbpKa CUCTEMA 3a Mpocie/iBaHe Ha JIeKapCTBeHaTa
0€30MMacHOCT 3a U3ITBIHEHNE Ha 33IbDKSHUATA 10 Ta3H1 TJ1aBa.

(2) Cucremara no ai. 1 ce nsnosspa 3a cbOupaHe Ha HUHPOPMALIUS OTHOCHO PUCKOBETE
OT JICKapCTBEHUTE MPOIYKTH 3a 3[paBETO HA MAI[EHTHTE U 32 OOLIECTBEHOTO 3/IpaBe.
WNudopmanusara o6xBalia cCboOLIEHNS 32 HEXKEIaHU JIGKAPCTBEHU peakIMK MpU yroTpeda Ha
JIEKapCTBEH MPOIYKT B CHOTBETCTBHUE C YTBBPJCHATA KPaTKa XapaKTePUCTHKA, KaKTO U
uHpopManus 3a 3710ynorpeda u ynorpeda, KosTo He € B ChOTBETCTBHE C YTBbP/CHATA KPaTKa
XapaKTepUCTHKA Ha TIPOIYKTa, BKIFOUUTEIHO WH(POPMAIIHS 32 HEXKEIaH! JIEKAPCTBEHHU PEaKIIHH,
Ha0JII01aBaHu MPU M3MBIHEHUE HAa TPOPECUOHATHH 33 IbJIKCHUSI.

(3) UsnenHuTeNHATA areHus 110 JIeKapcTBaTa Bajauanupa, 00paboTBa U Kiacupuuupa
nHOpMaIHATA 110 ajl. 2, MPaBH HAYYEH aHaJN3 Ha ChOpaHWUTE NaHHM C OTJIE/ OIICHKA Ha
BB3MOKHOCTHUTE 3a HaMaJIsiBaHe U MPEeAOTBPATABaHE HA PUCKA U MpenprueMa HeoOX0AUMUTe
JEHCTBHSA 10 OTHOIICHHUE HA Pa3pelIeHNETo 3a yIoTpeda Ha JIEKapCTBEHUS MPOIYKT.

(4) UsnpnHuTENIHATA areHIus 110 JIeKapcTBaTa U3BbPILBA OJJUTH Ha CUCTeMaTa 1o aj. |
Y Ha BCEKH JIBE TOAMHU M3Mpainia Ha EBponeiickara KOMHCHS TOKIAl C pe3yITaTUTE OT THAX.

(5) UsnenHuTenHATa areHuus 1o JieKkapcTBaTa Mpuiiara ajiekBatHa 1 e(peKTUBHA
CHCTeMa I10 Ka4ecTBO, 3a JIa OCUT'YPU ChOTBETCTBHE HA CUCTEMATa 110 . | ¢ M3MCKBaHUATA HA
TO3H 3aKOH. MUHMMAaJIHUTE U3UCKBAHUSI 32 CUCTEMAaTa [0 KauyeCTBO Ce ONpeensT ¢ PernmameHT 3a
m3nbiaHeHue (EC) Ne 520/2012.
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Ui 184. (M3wm. - JIB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 1.) (1) MenuuuHCKUTE
CIELUAINCTH ca JTBbKHH J]a ChOOIIaBaT He3a0aBHO Ha MPHUTEXKATENsI HA Pa3peLICHUETO 3a
yrnotpeba niu Ha MAJI 3a Besika moj1o3upaHa cepro3Ha HexellaHa JICKapCTBeHA Peakius U J1a
MIPEIOCTABSAT NP TOMCKBAHE JOMBIHUTEIHA HHPOPMAIIHSI OT MPOCIIEAIBAHETO HA CITydasl.

(2) ITanmenTrTe MOTaT J1a CHOOIABAT HEXKETIAHU JIEKAPCTBEHHU PEAKIIUU MO BCIKO BpeMe
Ha MEIUIIMHCKUTE creruanauctd nin Ha MAJL.

(3) B ciiyqaute o an. 1 u 2, koraTto ChOOIMIEHHETO C€ OTHACS 32 OMOJIOTUICH
JIEKapCTBEH MPOJIYKT, IPEANKCaH, pa3pOCTPaHEH UK MPOIaBaH Ha TepuTopusTa Ha PenmyOinka
Bbwarapus, Toit TpsiOBa sicHO 1a Ob1e UACHTUDUIMPAH OT CHOOIIUTENS C THPTOBCKOTO MY UME U
MapTUIHUSL HOMEP WK Ta3u MHQpopMaIus Aa 0blie NpeJocTaBeHa Ipy JOMbIHUTETHOTO
IIpOCeIIBaHE.

Ui 185. (M3wm. - [IB, 6p. 102 ot 2012 r., B crita ot 21.12.2012 r.) (1) M3nbaHuTEIHATA
areH1ys 1o JIeKapcTBaTa MoIbpka HAllMOHAJIEH HHTEPHET OPTAJI 3a JISKApCTBEHU MTPOAYKTH,
cBbp3aH ¢ EBpornelickusi HHTEpHET NOpTall 3a JEKapCTBEHUTE NPOAYKTH 1o wi. 68, ai. 1, T. 4.

(2) U3nenHuTENHATA areHIus 110 JIeKapcTBaTa Mpe1ocTaBs upe3 nopraia mno ai. 1 Haii-
MAaJIKO CJIeIHAaTa HHPOpMAITHUs:

1. myOGnMYHUTE OLEHBYHHU JOKIAIH 110 Wi. 53, al. 2 U TEXHUTE PE3IOMETa;

2. KpaTKUTE XapaKTEPUCTUKH Ha MPOJYKTUTE U JIUCTOBKHUTE;

3. pe3roMe Ha IIJIaHOBETE 3a YIpaBJIeHHE Ha PUCKA HA JIEKAPCTBEHUTE NMPOJYKTH,
paspernienu 3a ynorpeba Ha Teputopusta Ha Perryonuka bearapus;

4. oOpa3uM Ha cTaHAapTU3UpaHU (HOPMYJIISIPH 3a TOKJIABaHE Ha MOA03UPAHU HEXKEeIaHU
JIEKApCTBEHH PEAKIIMU OT METUIIMHCKH CIIEIMAINCTH U MAI[MeHTH, U3TOTBEHU B ChOTBETCTBHE C
M3KCKBaHUATa Ha wieH 25 ot Pernament (EO) Ne 726/2004 na EBponeiickust napaaMeHT U Ha
CnbBerTa;

5. akTyanu3HupaH CIUCHK Ha JIEKAPCTBEHUTE MPOAYKTH 110 wieH 23 ot Pernament (EO)
Ne 726/2004 na EBponeiickus napiameHT 1 Ha CbBera;

6. cbOOLIEHHUS, TPEAOCTABAIIN HH(OPMAIMS Ha IIUPOKaTa OOIIECTBEHOCT 3a OMACEHUs
OTHOCHO 0€30MacHOCTTa OT ynoTpe0dara Ha J1aJieH JIEKApCTBEH MPOIYKT;

7. yKa3aHus 32 BCHUKU HAUMHU U (OPMHU 3a ChOOIaBaHE Ha MOJA03UPAHU HEXKEJIaHU
JIEKApCTBEHH PEAKIIMU OT METUIIMHCKH CIEIIHATNCTH U MAI[HECHTH.

Y. 186. (U3m. - IB, Op. 102 ot 2012 1., B cuna ot 21.12.2012 r.) U3nenauTenHaTa
areHIus 1o JieKapcTBaTa U3BbPIIBA CICTHUTE JEHHOCTH 32 JICKAPCTBEHUTE IPOYKTH, ITyCHATH
Ha na3apa Ha Peny6nuka bbirapus:

1. MOHUTOPHHT Ha pPe3yJITaTa OT MEPKUTE 32 HAMAJISIBAaHE HA pUCKa 32 JICKapCTBEH
MPOYKT, CHIABPIKAIIM CE B TUIAHA 32 YIIPaBJICHUE HA PHUCKA;

2. MOHUTOPHHT Ha pe3yiTara OT U3IbJIHEHUETO Ha YCIOBUS, IOCOYEHH B Wil. 552, 56
nim 56a;

3. olleHsIBaHE aKTyaJll3alusATa Ha CUCTEMATa 3a yIpaBJIeHUE Ha PUCKa;

4. mouuTopuHT Ha 6azara nmanuu "EudraVigilance", ch3nazeHa B ChbOTBETCTBUE C WICH
24 ot Permament (EO) Ne 726/2004 na EBponeiickus napnamenT u Ha ChBeTa, 32 HOBU PUCKOBE
WJTY 32 TIPOMsTHA BHB B€U€ YCTAHOBEHH M 3a IPOMSIHA B CHOTHOIICHUETO TOJI3a/PUCK.

Ui 187. (MU3wm. - [IB, 6p. 102 ot 2012 1., B crma ot 21.12.2012 1.) (1) U3nbnaUTEIHATA
areHuus o JekapcrBara nHpopmupa EBponeiickaTa areHIus 1o JeKapcTBara U mpuTekaTess Ha
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paszpeleHue 3a yrnorpeda npu uaeHTU(GUIMpaHe Ha CUTHAIM 32 HOBU PUCKOBE WJIM 32 MPOMsIHA
Ha YCTaHOBEHHMTE PUCKOBE, WM IPU MPOMSIHA Ha CHOTHOLICHUETO T0JI3a/pPUCK HAa JICKapCTBEH
MPOJIYKT.

(2) KomurersT 110 1. 56a, an. 1, T. 1 aHanu3upa u IpUOPUTU3UPA BAIUIUPAHUTE
CUTHAJIM 32 HOBHM PHUCKOBE WJIM 3a MPOMSIHA BbB BE€4Y€ YCTAHOBEHUTE U 3a IIPOMSHA Ha
CHOTHOIIICHUETO T0JI133/PUCK.

(3) Korato KomutersT 1o wi. 56a, ai. 1, T. 1 mpernopbuBa nmocjiaeaBaiiy 1eicTBus,
KOOpJMHAIMOHHATa rpyna no wi. 77, aj. 2 winu cboTBETHO KOMUTETHT 110 JIEKApCTBEHUTE
MIPOJYKTH 32 XyMaHHA yrnoTpeda N3roTBsl CTAHOBUILIE 32 PETYJIATOPHU JACUCTBUS 10 OTHOLLIEHUE
Ha pa3pelIeHneTo 3a ynorpeda B paMKUTe Ha TpaduK, ChbCTaBEH B ChOTBETCTBHE ChC
CEPHO3HOCTTA U CTEIEHTA HAa OMACHOCT.

(4) M3mbiHMTENHATA areHIHs 110 JISKapCTBaTa Mpujiara MpernopbyaHUuTe B CTAHOBHUILETO
Ha KOOpJMHALIMOHHATA rpyna 1o 4wi. 77, ai. 2 uiau B peuieHnero Ha EBponeiickaTta koMucus
BPEMEHHU /WM OKOHYATEITHH MEPKH.

Un. 188. (M3m. - [IB, 6p. 102 ot 2012 1., B cuita ot 21.12.2012 r.) (1) U3nbiHuUTEIHATA
areHuus no Jexkapcreara nHdopmupa EBponeiickaTa areHIus 1Mo JeKapcTBaTa, perylaTopHUTe
OpraHM Ha JAPYTUTe IbpKaBU WieHKU U EBporielickara koMucHs Hail-mManko 24 yaca npeau
myOJIMYHOTO ChOOIIaBaHe Ha HHGOPMAIUs OTHOCHO OMACEHUs, CBBP3aHH C IPOCIEISIBAHETO HA
0€30MacHOCTTa Ha JEKapCTBEH MPOAYKT, OCBEH B CIIydauTe, KOTaTO OMa3BaHETO Ha
00IIECTBEHOTO 3/IpaBe U3MCKBA He3a0aBHO OIMOBECTSIBaHEe HAa MH(OPMALIUATA.

(2) U3mbHUTETHATA areHIIMs 10 JIEKapcTBaTa myoaruKyBa HHGOpMaIHs, CBbp3aHa C
aKTUBHU BEIIECTBA, ChABPIKAIIY CE B IEKAPCTBEHH MPOAYKTH, pa3peIlIeHu 3a yrnoTpeda u B IPyTH
IbpKaBU YJICHKHU, KaTO U3I0JI3Ba XapMOHU3UPAH MPOEKT Ha ChOOILLIEHUETO U rpapuK Ha
myOIuKanusiTa, npeanoxkenu ot EBporelickara areHius no JeKapcTpara.

(3) B cnyuaute o ain. 1 u 2 undopmarnusra, ChabpxKalia JUUYHA JaHHU WA
Mpe/icTaBiIsgBalla ThProBCKa TaifHa, ce 3aIMyaBa, OCBEH aKo MyOJIMKYBAaHETO HA TE3U JaHHHU €
He00X0IMMO 3a OIIa3BaHETO Ha OOLIECTBEHOTO 3/1paBe.

Y. 189. (U3m. - IB, Op. 102 ot 2012 1., B cuita ot 21.12.2012 1.) (1) U3nbanuTennara
areHIMs 110 JIEKapCcTBaTa MOXKeE A JeJerupa HAKOM OT IIpaBaTa U 33 bJKEHUATA 110 Ta3H IJ1aBa
Ha PEryJlaToOpeH OpraH Ha Jpyra IbpKaBa YiICHKA Ype3 CKIIOYBAHE HA CIIOPa3yMEHUE.

(2) B cyuante no an. 1 MAJI unopmupa EBponeiickata komucusi, EBponeiickara
areHIMs 10 JIEKapCTBATA U PEryJIaTOPHUTE OPraHU Ha APYTUTE IbP>KaBU WICHKH 32
JIeNIETUPAHETO Ha MPaBOMOIIUATA U MMYOJIMKYBa ChOOIIEHHE HA MHTEPHET rmopTasia mo 4i. 185, ai.
| Wi Ha MHTEPHET CTPAHUILIATA CH.

Un. 190. (U3m. - IB, Op. 102 ot 2012 1., B cuita ot 21.12.2012 1.) (1) IlpuTexarenst Ha
paspelieHue 3a ynorpeda e JIbKEH Jla pasoiara CbC CUcTeMa 3a MpociesiBaHe Ha
JeKapcTBeHaTa 0€30MacHOCT 3a M3ITBJIHEHNE Ha 3aIbJDKEHHSTA CH 110 Ta3H IJIaBa.

(2) [Ipurexarenar Ha pa3pelieHne 3a ynorpeda upe3 cuctemara 1o aji. 1 mpaBu HayyHa
OllIeHKa Ha chOpaHaTa HH(OpMaIHs OTHOCHO 0€30IaCHOCTTA HA JIEKaPCTBEHUTE MPOIYKTH,
MpeLeHsIBa Bb3MOKHOCTUTE 32 MUHUMAITU3UPaHe WU NPel0TBpaTsIBaHe Ha pUCcKa U IpearnprueMa
HEO0OXOIMMUTE MEPKH.

(3) [Ipurexarenar Ha pa3peluieHre 3a ynorpeda rnpuiara ajiekBaTia 1 e(heKTuBHa
cHcTeMa 10 KayecTBO, 3a JIa OCUTYpU ChOTBETCTBHE Ha CUCTEMATa 10 al. | ¢ N3MCKBAaHMUATA HA
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TO3M 3aKOH. MUHHUMAaJHUTE H3UCKBAHUS 33 CHCTEMATa M0 Ka4yeCTBO ce onpeaessT ¢ PernameHT 3a
msnesiHenne (EC) Ne 520/2012.

(4) Ipurexarensat Ha pa3pelieHne 3a yIoTpeda U3BBPIIBA PEJIOBEH OJUT Ha CHCTEMAaTa
no ain. 1. Madopmarys 3a OCHOBHUTE KOHCTAaTalluK OT O/IUTA ce OTOEIs3Ba B OCHOBHATA
JOKYMEHTALMSI Ha CHCTEMAara M CIY)KH 3a U3TOTBSHE Ha IJIaH 3a IpHIaraHe Ha MOAXOISIIN
Kopurupary jaeiicreus. Tasu undopmanus Moxe 1a ObJie 3aJIMUeHa CIIe] ISUIOCTHO H3IThJIHCHUE
Ha KOPUTHPALIUTE JICHCTBHSI.

Ui 191. (M3wm. - JIB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 1.) (1) Ilputexkarensat Ha
pasperieHue 3a ynorpeba onpezens KBamiUuIupaHo JIHIE C MOAX0AIa KB (DUKaLus,
OTTOBOPHO 32 MPOCIIe/IsIBaHe Ha JICKapCTBEHAaTa 0€301acHOCT.

(2) JInuero mo an. 1 e ycTaHOBEHO Ha TEPUTOPUSATA HA IbPIKABA YICHKA U € IIOCTOSHHO
1 HENPEKbCHATO Ha PA3IOJI0KEHUE HA IPUTEKATEIS HAa Pa3pELICHUETO 3a yIoTpeoda.

(3) 3a moxnmomarane AeHOCTTa Ha KBAIM(DULUPAHOTO JIULIE IPUTEKATEIAT HA
pa3peleHneTo 3a ynorpeda onpezens Juile, ycTaHOBEHO Ha TepuTopusita Ha PemyOnuka
benrapus. HaznauaBaneTo Ha TakoBa JIMIE He 0CBOOOKJaBa KBATM(UIIMPAHOTO JIMLE 11O ajl. 1 OT
OTTOBOPHOCTUTE MY IO Ta3H IJIaBa.

(4) [Ipurexarenar Ha pa3pelieHreTo 3a ynorpeda npeacrass Ha MAJI qanHuTe 110 4l
27,am 1, 1. 12, 6ykBu "a" - "B" 3a ymmara mo axn. 1 u 3.

(5) lpurexarensar Ha pa3zpelieHHeTo 3a ynorpeda yBenomsisa MAJI npu Besika npomsiHa
B JJAHHMTE 110 ail. 4.

(6) [Ipurexarenar Ha pa3peLIeHUETO 3a ynoTpeda NpeaoCcTaBs JaHHUTE 110 ajl. 4 3a
kBasnunrpanoro nuie Ha EBpornelickara areHuus o JeKkapcTnara.

Un. 192. (U3m. - IB, Op. 102 ot 2012 1., B cuita ot 21.12.2012 1.) (1) [IpuTexarenst Ha
pas3pelieHneTo 3a ynorpeda € ITbKeH Ja:

1. nonabpxa u npeaoctass npu noruckBane oT MAJI OCHOBHUSI TOKYMEHT Ha cucTemMara
3a MpocieasBaHe Ha JieKapcTBeHaTa 0e30MacHOCT;

2. mpujara cUcTeMa 3a ymnpaBJIeHUE Ha PUCKA 32 BCEKU JIEKAPCTBEH MPOAYKT;

3. OCBILECTBSIBA MOHUTOPUHT Ha Pe3yJiTaTa OT MEPKUTE, ChIBPKAILHU CE B IJIaHa 3a
YIIPaBIICHUE HA PUCKA, WU

4. ochIIeCTBsIBA MOHUTOPHUHT Ha PE3YNTATA OT U3IIBIHEHUETO Ha YCIOBUATA 1O 4wil. 55a,
56 nim 56a;

5. aKTyanu3Hpa CUCTEMaTa 3a yIpaBJieHUE Ha PUCKA;

6. OCBIIECTBSIBA MOHUTOPHUHT Ha JaHHUTE OT cuctemara o wi. 190, an. 1, 3a ga
UICHTH(UIIPA HOBH PUCKOBE WU MPOMSHA Ha YCTAHOBEHUTE PUCKOBE, KAKTO U JIa ONpeess
JTAJTA Ca HACTBHITWIIM TPOMEHH B ChOTHOIICHHUETO TOJI3a/PUCK 32 HAOI01aBaHMs JICKApCTBEH
MPOIYKT.

(2) CpabppikaHUETO W PEABT 3a MOIbpPKAHE HA OCHOBHATA TJOKYMEHTAIIMS HAa CHCTEMaTa
3a MpocieIsBaHe Ha JieKapcTBeHaTa 0€30MacHOCT ce onpenensT ¢ PernaMeHT 3a u3mbiHeHHE
(EC) Ne 520/2012.

Un. 193.(U3wm. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) [Ipurexarendar Ha
pasperienue 3a ynorpeba nandopmupa MAJI u EBponeiickara areHius rno jexkapcrBaTa B ciydai
Ha naeHTH(UIpaHe Ha CUTHAIM 32 HOBH PHCKOBE WJIM 32 TPOMSIHA Ha YCTAaHOBEHUTE PUCKOBE,
WJIM TIPY IPOMSIHA Ha ChOTHOLICHUETO TO0J3a/PUCK Ha JICKApCTBEH MPOIYKT.
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Uin. 194. (M3wm. - [IB, 6p. 102 ot 2012 1., B cruta ot 21.12.2012 r.) (1) Ilpurexkarenst Ha
paspelleHue 3a yrnorpeda eIHOBPEMEHHO WM IPEIH J1a IPEeJ0CTaBU Ha OOIIECTBEHOCTTa HOBA
nH(pOpMaIIHS 32 OTIACCHHS, CBBP3aHU C MPOCIeAsIBaHe OE30MaCHOCTTA Ha JaJIeH JICKapCTBEH
MPOJYKT, pa3pelieH 3a ynorpeda Ha TepuTopusTa Ha Penmyonuka bearapusi, yBenmomsia MAJL,
EBpomneiickara areHius 110 JiekapcTBaTta U EBponelickata KOMUCHSL.

(2) Uudopmarusra mo ain. 1 Tpss6Ba na 6b/1e 00EKTUBHA U JIa HE € MOJBEKIAIIA.

(3) Ilpenn na pasnpoctpanu HHGOPMAIHS, CBbpP3aHa C MPOCIeAsiBaHEe HA JIeKapCTBeHATA
0€301acHOCT, MPUTEKATENAT Ha pa3pelieHue 3a ynorpeda s cbriacysa npeasapurento ¢ MAJl ¢
M3KJIIOYEHUE Ha CIIy4yauTe 1o ai. 1.

(4) 3a u3BBPILIBAHETO HA OIIEHKA Ha MH(OpManuiTa 1o aji. 3 ce 3arJaila Takca B
pasMep, onpeneeH B Tapudara mo wr. 21, ai. 2.

Y. 194a. (Hos - 1B, 6p. 102 o1 2012 r., B cuna ot 21.12.2012 r.) (1) [Ipunuunure u
n3ucKkBaHuATa Ha JloOpara nmpakTrka 3a mpociie/iiBaHe Ha JeKapcTBEHaTa 0€30MacHOCT ce
OIIPEETAT B PHKOBOJICTBO, N3a/IcHO OT EBporeiickara areHIus 1o JeKapcTara.

(2) Ipm ochlecTBsiBaHE HA AEHHOCTUTE MO MPOCIIE/sIBaHE Ha JIEKApCTBEHATA
0€30MacHOCT MPUTEXKATENIAT Ha pa3pelleHue 3a ynorpebda craspa 1o0parta MpakTuKa 1o ai. 1.

Pa3zgea 11.
ChOupaHe U cbo01IaBaHe HA HH(OPMALMS 32 NOJ03UPAHU HeKeJTAHH JIeKAPCTBEHH
peakuun (Hos - /IB, 6p. 102 ot 2012 r., B cua1a ot 21.12.2012 r.)

Un. 1946. (Hos - [IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) [Ipurexkatenar Ha
paspenieHueTo 3a yrnorpeda B U3MIbIHEHUE HA 3abJDKEHUsITAa cH 110 Wi. 190 e nbkeH na
JOKYMEHTHUPA BCUYKU CHOOIICHHUS 32 MMOA03UPAHH HEeXKEJIaH! JIeKapCTBEHU PEaKIINH,
HaOIt0/1aBaHU Ha TepuTOpuUsiTa Ha EBporneiickust chi03 WU B TPETH IbPKaBU, JOKIAABAHU MY
CTIOHTAHHO OT MEJIUIIUHCKHU CTCIIHAIUCTH WU OT NMAIlMCHTH WM BE3HUKHAIN B TIpOIleca Ha
MPOBEXKIaHE HAa TOCTMAaPKETUHTOBU MTPOYYBAHUS.

Un. 194B. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) [Iputexarenst Ha
paspenieHueTo 3a yrnorpeda mojasa mo eJIeKTpoHeH mbT B 6a3zara qanHu "EudraVigilance" mo u.
24 ot Pernament (EO) Ne 726/2004 na EBponeiickus napiamenT 1 Ha CbhBeTa ChbOOLICHUS 32
CEpUO3HHU MOJI03UPAHU HEKEJIAaHH JIEKAPCTBEHHU PEaKLMU, HACThIIUIN Ha TEPUTOPUSTA HA
EBpomneiickus cbio3 ¥ B TPETH IbPXKaBH, B CPOK /10 15 AHM OT AaraTa Ha MOJTydaBaHE Ha
CHOOIIEHUETO.

(2) [purexarensar Ha pa3pelICHUETO 3a yIoTpeda MojjaBa Mo eJIeKTPOHEH BT B 0a3zaTa
nanau "EudraVigilance" cbo01eHns 3a BCUYKU OJI0O3UPAHH HEXKEJIaH! JIEKapCTBEHU PEaKIIHH,
Pa3IMYHM OT IOCOYEHUTE B all. 1, HACTHIIWIM HA TePUTOpUsATa HAa EBporeiickus cbio3, B CPOK J10
90 mHU OT MaTaTa Ha MOJydyaBaHE HAa ChOOIIEHHUETO.

(3) [Ipurexarenar Ha pa3peLIeHUETO 3a yoTpeda cliean MyOoIuKaluuTe B
crienuagn3upana MEeIUIIMHCKA JINTepaTypa U JokiaaBa B 0azata nanau "EudraVigilance" Bcsika
OIKCaHa B Hesl 110/103UpaHa HeXellaHa JIeKapCTBeHA Peaklys ¢ U3KII0UeHHe Ha MOA03UPaHU
HE)XKeJIaH! JIEKApCTBEHU PEaKIMU OT JIEKAPCTBEHH MPOIYKTH, KOUTO ChIbpPKAT aKTUBHU
BEIIECTBA, MOCOYCHH B cruchKa 1Mo wieH 27 oT Permament (EO) Ne 726/2004 na EBponeiickus
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napiaMeHT 1 Ha ChBeTa M ONKMCAHU B IUTEPATYPHU U3TOYHHUIIH, TPOCIIesiBaHu OT EBpomneiickara
areHIysl 1o JeKapCcTBaTa.

(4) [purexarenar Ha pa3peuIeHUETO 3a yrnoTrpeda ch3liaBa MPOLEAYPHU 3a CbOUpaHe Ha
TOYHU U IOCTOBEPHU JIaHHU, TIO3BOJISBAIIM HayYHA OIICHKA Ha ChOOIICHUATA 32 TTOI03UPAHH
HE)KEJIaHU JICKAPCTBEHU peakiuu. [Ipurexarenar Ha pa3penieHneTo 3a ynorpebda croupa
nocrneBaiia nHpopMalus BB BPbh3Ka C TE3U ChOOIICHHUS U MPEAOCTaBs OOHOBEHUTE JIaHHU B
"EudraVigilance".

(5) ®opmara u chbABpPKAHUETO HA NOKIATUTE 110 aj. 1 - 3 ce onpenensat ¢ Periiamenr 3a
m3nbiiHeHne (EC) Ne 520/2012.

Ui 194r. (Hos - JIB, 6p. 102 ot 2012 ., B cuma ot 21.12.2012 r.) (1) U3mbaauTeHaTa
areHuus 1o JieKkapcTBaTa perucTpyupa B cucreMara no wi. 183 Bcuuku choOIIeHus 3a
MO/I03UPAHM HEXEJIaH!U JIEKapCTBEHU PEaKIINK, HACTHIIIIN Ha TepUTOpHsTa Ha PenyOnuka
Beirapusi, OT MEIUIIMHCKY CIIEHMAIMCTH U OT HAMEHTH, U U3UCKBA, IPU HEOOXOIUMOCT,
JOMBIHUTENTHA UH(OpPMALIHS OT MPOCIEASIBAHETO Ha CITyyvasl.

(2) Korato cro0mieHmsITa 32 MO03UPAHN HEXKEITAHH JICKAPCTBCHH PEAKIIUH, HACTHITHIIN
Ha TepuTopusTa Ha Penybnuka bearapus, ca moiaeHu OT MpUTEKATENsI Ha pa3peleHueTo 3a
yroTpeda, TOi MpeaoCcTaBst JOIBJIHUTETHA HH(OPMAIIHS OT IPOCIIEASIBAHETO HA CIIydast IPH
noucksane ot MAJL

Ui 194x. (Hos - JIB, 6p. 102 ot 2012 ., B cuma ot 21.12.2012 r.) (1) U3mbanuTenHaTa
areHIIMs I0 JISKapCcTBaTa Mo/IaBa Mo eJeKTPOHEeH IbT B 0a3arta mannu "EudraVigilance"
ChOOIIEHNS 32 BCUUKH CEPUO3HU MOJI03UPAaHH HEXKEJTaH! JIEKapCTBEHU PEeaKLMHU, HAaCThIIWIN Ha
TeputopusTa Ha Peny6nuka bbirapus, B cpok 10 15 1HU OT AaraTa Ha MMOJy4aBaHETO UM.

(2) UsnenHuTENHATA areHIus 110 JIeKapcTBaTa 110/1aBa 1o eJIeKTPOHEeH BT B 6a3ara
nanau "EudraVigilance" cbo01eHns 3a BCUYKH NOJ03UPAHN HEXKEJIaH! JIEKAPCTBEHHU PEaKlnu,
pa3IUYHM OT OCOUEHUTE B all. 1, HACTHIWIM Ha TepuTOopuUsATa Ha Penybnuka bbarapus, B cpok
10 90 nHM OT JaTara Ha Moy4yaBaHe Ha ChOOIIEHUETO.

(3) UsnenHuTenHATa areHus 1o JieKapcTBaTa 110/1aBa 1o eJIeKTPOHEeH IIbT B Oa3ara
nanau "EudraVigilance" noknaau 3a nogo3upaHu HEXKENaHU JIEKapCTBEHU PEAKIUH, HACTHIIMIN
Ha TepuTopusTa Ha PemyOnuka bbarapusi, BciecTBHE Ha HEPAaBUIIHA yIIOTpeda Ha JIeKapCTBEH
npoayKT. 3ImbTHATEIHATA areHIus 110 JIekapcTBaTa HH(GOpMUpa 3a ToBa MUHUCTEPCTBOTO Ha
3/IpaBEOINa3BaHETO U ChCIOBHUTE OPraHNU3ALMU Ha METUIIMHCKUTE CIIELUAIUCTH.

(4) Beceku opral Wiy MHCTUTYIIMS, B KOSATO € MOCThIINIIA HUH(OpMalUsl 3a 1o1031paHa
HE)KeJIaHa JIEKapCTBEHA peakIysl, HaCThIIWIA Ha TepuTopusTa Ha Peny6inka brirapus,
nnpopmupa MAJI 3a ToBa.

(5) CpabpxanueTo u popMaTa Ha ChOOILICHUATA U JJOKJIAAUTE 110 ajl. 1 - 3 ce onpenensT
¢ Pernamenr 3a usnbianenue (EC) Ne 520/2012.

Un. 194e. (Hos - /1B, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) (1) U3nbaaurennata
areHIysl 1o JIeKapcTBaTa Mojyyana MoJiaJieHaTa oT MPUTeXaTesst Ha pa3pelieHHeTo 3a ynorpeda
nHOpMAIHS 32 CEPUO3HU TIOJJO3MPAHN HEXKETAHH JIEKaPCTBEHHU PEAKITNH, HACTHITHIN Ha
TepuTopusTa Ha EBponeiickust chio3 WM B TpeTa AbpikaBa, upe3 O6a3ara gannu "EudraVigilance".

(2) M3uckBanusTa 32 MOHUTOpHpaHe Ha HH(opManusTa B 6a3aTa 1aHHU
"EudraVigilance" ce onpenensr ¢ Pernmament 3a uznbennenue (EC) Ne 520/2012.
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Ui 194x. (Hos - JIB, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 r.) B mpotieca Ha oOMeH
Ha uadopmarmst MAJL, npuTtexxaTenuTe Ha pazpenieHue 3a ynorpeda u EBponeiickara areHIus
110 JIeKapcTBaTa CH ChbTPYIHUYAT 3a OTKPHUBaHE HA AyOJIMpaHHU ChOOIIEHUS 3a [10103UPAHU
HEXKEJIaHU JIEKAPCTBEHU PEaKLIMH.

Pazpea I11.
Ilepuoanunmu akTyaau3upanm aoxkjaaam 3a 6esonacuoct (Hos - /IB, 6p. 102 o1 2012 1., B
cuiia ot 21.12.2012 r.)

Ui 1943. (Hos - /IB, 6p. 102 ot 2012 1., B crta ot 21.12.2012 1.) (1) [IpuTexarensaT Ha
pa3peleHneTo 3a ynorpeda € IIbKEH Ja MPeIoCcTaBs 0 elNeKTpoHeH bT Ha EBponelickara
areHuus Mo JIeKapcTBaTa MePUOJUYHU aKTyalTu3upaHu T0KIaau 32 6€30MacHOCT, KOUTO
ChIBPIKAT:

1. 00001IeHNS HA JTAHHUTE OTHOCHO CHOTHOIICHHUETO T0JI3a/PUCK HA JIEKAPCTBEHUS
MIPOJYKT, BKJIIFOUUTEIHO PE3YATATUTE OT BCUYKU IPOYYBAHUS, C OIJIE]] MOTEHIUAIHOTO UM
OTpakeHHE BHPXY pa3pelIeHrueTo 3a ynorpeoa;

2. HayYHa OILIEHKa Ha CHOTHOIICHUETO MOJI3a/PUCK Ha JICKAPCTBEHHS MMPOIYKT; OLIEHKATa
Ce OCHOBaBa HAa BCUYKU HAIMYHU JaHHU, BKIIOYUTEIHO HA JAHHU OT KIIMHUYHY U3MHUTBAHUS 32
HEepa3pelIeHH MMOKa3aHMsl U 3a LEJIEBU IPYIU, KOUTO HE ca BKJIIOUEHU B KpaTKaTa
XapaKTepUCTHKA Ha MPOJIyKTa;

3. BCUYKH JaHHHU 32 00eMa Ha MpoJaKOUTe Ha JIEKApCTBEHUS NPOAYKT U BCAKAKBA JIpyra
uHpopMaIus, C KOATO IPUTEKATEIAT Ha Pa3pelIeHUeTo 3a yrnoTpeda pasmnosiara, OTHOCHO ooeMa
Ha MIpEeANMUCaHUATa, BKIFOUUTEITHO MPUOIN3UTENeH Opoil Ha JIUliaTa, yrmoTpeosBaau
JIEKapCTBEHMSI TPOAYKT WJIM U3JI0KEHU Ha BB3ACHCTBUETO MY I10 JIpyra IpUUYHHA.

(2) Cpabpkanuero U hopMara Ha €IEKTPOHHUTE MEPUOIUYHH AKTYAIU3UPAHU JOKIIAIN
3a 6e3omacHOCT ce onpenendr ¢ Pernament 3a u3nbianenue (EC) Ne 520/2012.

(3) Undpopmanusra no an. 1 ce cbOupa u cbXxpaHsBa B peTUCTBP, Ch3/1aJICH 0 pelia Ha
uiieH 25a ot Pernament (EO) Ne 726/2004 na EBponelickus napiaMeHT U Ha CbBeTa, U €
noctbeiiHa 3a MAJL

Yn. 194u. (Hos - 1B, 6p. 102 ot 2012 r., B cunta ot 21.12.2012 r.) Ilputexatenute Ha
pasperieHus 3a ynorpe0a/yJ0CTOBEpEHHS 3a PETHCTPaNys Ha JIEKApCTBEHH MPOAYKTH I10 4. 28,
30, 35 u 37 nogaBat NMepHOIUYHH aKTyaIM3UPaHH JOKJIa 1 32 0€30IIacHOCT CaMo B CITy4aH,
KOTaTo:

1. mojaBaHeTo Ha JIOKJIa]] € YCIOBHE 1O WiI. 55a Wik 56, BIMCaHO B Pa3pelICHNUETO 3a
ynoTpe0a/ya0CTOBEPEHUETO 3a PETUCTPAITUS, UITH

2. I3mpJIHUTENHATA areHIHs 10 JISKapCTBaTa WM PEryJiaTOpeH OpraH Ha JApyra
IbpKaBa YeHKa U3MCKBA TOBA Bh3 OCHOBA HA ChOOpaKEHHMsI 32 O€30MMacCHOCTTA Ha JICKAPCTBEHHSI
MPOJYKT HJIU ITOPaJIH JIMIICA HA MIEPUOTUYHH aKTyaIM3UPaHH JOKIa i 3a 0€30MacHOCT 3a
aKTHBHOTO BEIIECTBO, CHIBPKAIIO CE B JICKAPCTBEHHSI MTPOAYKT, Ha KOWTO € U3/Ia/IEHO
paszpeleHue 3a yrnorpeda/y10cTOBEPEHHE 32 PETUCTPALIHSL.

Un. 194k. (Hos - IB, 6p. 102 ot 2012 1., B cua ot 21.12.2012 1.) (1) B pa3pemenuero

3a yrmotpeda/yI0CTOBEpPEHUETO 32 PETUCTPAIIHSI Ce OIPEeIelis YeCTOTa Ha TI0JaBaHe Ha
NEPUOAMYHUTE aKTyAIN3UPaHH JOKJIa I 32 O€30IIacHOCT.
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(2) Jatute Ha moaBaHe Ha JAOKIAJAUTE B 3aBUCUMOCT OT YecToTara 1o ai. 1 ce
M3YHCISABAT OT JlaTaTa Ha W3JlaBaHe Ha pa3pelIeHUEeTo 3a yrnoTpeda/y10CTOBEpEHHETO 3a
perucrpanus.

(3) llepuonuuHuTe aKTyaTM3UPaHU JOKIAIH 32 0€30IaCHOCT Ce MMOAaBaT Mpe3 CICTHUTE
BpEMEBU MHTEPBAJIH, C U3KIIIOUEHUE Ha CIy4auTe, KOraro 4ecToTara Ha rnojaBaHe Ha JOKJIaIuTe
€ YCIIOBHE 32 U3/JaBaHe Ha Pa3pelIeHueTo 3a ynorpeda/yJ0CTOBEPEHUETO 3 PETUCTPALUs WK €
omnpezeseHa B CboTBeTCTBUE € Wi. 1941, 194m u 194H:

1. Ha Bceku 6 Mecena OT AaTara Ha U3aBaHe Ha Pa3peLICHUETO 3a
ynotpe0a/y0CTOBEpEHUETO 3a PETUCTPALIMS Ha JIEKapCTBEH MPOAYKT JI0 laTaTa Ha MIyCKaHETO
My Ha I1a3apa;

2. Ha Bceku 6 Mecela npe3 MbPBUTE JIBE TOJUHH OT JlaTaTa Ha ITycKaHe Ha aszapa Ha
JIEKapCTBEHUS TIPOIYKT;

3. BEIHBK TOJUIIHO Mpe3 CIeIBALUTE JIBE TOJUHMY;

4. BeIHbX Ha TPU TOAMHU CJIe]] YETBBbPTATA FOJIMHA OT JIaTaTa Ha IyCKaHEe Ha Ia3apa Ha
JIEKapCTBEHHUSI MPOIYKT.

(4) U3BbH ciryyauTe 1o a. 3, IepUOJUYHUTE aKTyaTH3UpaHH JOKJIAIH 32 OE30MacHOCT
ce nmoaaBat He3a0aBHO mpu nouckBaHe oT MAJI unu perymnaropeH opran Ha AbprKaBa YICHKA.

(5) Anunen 3 u 4 ce mpunarar u 3a JISKapCTBEHU IIPOYKTH, pa3peIlIeHH 3a yroTpeda
camo Ha TepuTopusiTa Ha Penybnuka bearapus, kouto He nmomaaaTt B o0xBara Ha 4i. 194:m1.

Ui 194n1. (Hos - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) Koraro nekapcTBeHu
MIPOJYKTH, KOUTO ChABPIKAT €HO U CHIO aKTHBHO BEIIECTBO MJIM KOMOWHAIIHS OT €THU U ChITU
aKTHMBHU BEIIECTBA, Ca MOJIYYMIN OTJICITHH pa3pelieHus 3a ynoTpeda/y1ocToBepeHHe 3a
perucTpanus, 4ecToTaTa U JaTHTE Ha TI0JJaBaHe HA IEPHOJUIHNTE aKTyaTU3UPaHH JTOKIAIN 32
0e30MmacHOCT MOe J1a ObJaT MPOMEHEHU U XapMOHU3HUPAHH C OTJIe/l U3BbPIIBAHE HA EAMHHA
OLIEHKA Ha TE3H JTOKJIAIIH.

Uin. 194m. (Hos - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) HaTute Ha
[10JIaBaHe Ha MEePUOAMYHHUTE aKTyalIU3UpaHH JOKJIa1 32 0€30IaCHOCT 32 JIEKAPCTBEHUTE
npoayKTu 1o wi. 19411 ce n3uncnaBar cboOpa3Ho pedepenTHaTa gata Ha EBpomnelickus chio3.

(2) PedepentHara nata Ha EBponeiickus cbio3 o ai. 1 e:

1. maraTa Ha MTEPBOTO pa3penieHue 3a ynotpeda B EBponeiickus chio3 Ha JEKapCTBEHUS
MPOAYKT, ChABPKAILl CbOTBETHOTO aKTMBHO BEILIECTBO MJIM ChOTBETHATa KOMOMHAIIMS OT
aKTHBHH BEIIECTBA, UITH

2. Hail-paHHAaTa OT M3BECTHUTE JATH Ha pa3pelICHusTa 3a ynoTpeda Ha JeKapCTBEHHS
MPOAYKT, ChABPIKAII CHOTBETHOTO aKTHBHO BEIIECTBO MIIM ChOTBETHATa KOMOWHAIIHS OT
aKTHBHM BEIIECTBA, aKO J1aTaTa, IOCOYeHa B T. 1, He MOXke Ja ObJie YyCTaHOBEHA.

Un. 1941. (Hos - [IB, 6p. 102 o1 2012 1., B cuna ot 21.12.2012 r.) (1) [Ipurexatensar Ha
paspenieHueTo 3a yrnorpeda Ha JeKapCTBEHH MPOAYKTH 1Mo Wi. 1941 Moke 1a momase
MOTHBHUPaHO rckaHe 10 KoMmureTa mo ekapcTBeHUTE MPOAYKTH 32 XyMaHHa ynorpeoa,
CBHOTBETHO JI0 KOOPJMHAIIMOHHATA TPYIIa 1Mo Wi. 77, aji. 2 3a onpenessHe Ha peepeHTHa 1aTa Ha
EBponeiickust cbi03 WM 32 TPOMsIHA Ha YeCTOTaTa Ha MMOJJaBaHe Ha MEPUOJIUYHHU aKTyaTU3UpaHu
JIOKJIaJ i 3a 6€30I1aCHOCT Ha €/IHO OT CJIIETHUTE OCHOBAHMS:

1. mpu4YMHU, CBBP3aHU C OOIIECTBEHOTO 3/IPABE;

2. 3a 1a ce u3berne ny0aupaHe Ha OLICHKA;

3. 3a J1a ce MOCTUTHE MEKIyHapOIHA XapMOHHU3ALIHS.
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(2) KomuteTsT 10 JIeKapCTBEHUTE MPOAYKTH 32 XyMaHHa ynoTpeda, CbOTBETHO
KOOpJMHAIIMOHHATA rpyna o wi. 77, aji. 2 ciie[] KOHCYJITalKuu ¢ KOMUTeTa 1o wi. 56a, an. 1, 1. 1
0J100psiBa UCKAHETO WJIM MPaBU MOTHUBHUPAH OTKA3.

(3) YUecrorara Ha moyaBane u pepepeHTHaTa qaTa Ha EBpomneickus chio3 ce OnpeaensT
cJe] KOHCYNTalus ¢ KoMuTeTa mo 4. 56a, an. 1, 1. 1 ot:

1. Komurera 1o nexkapcTBEHUTE IPOAYKTH 32 XyMaHHa yroTpeda - Korato moHe €JHO OT
paspelleHusTa 3a yrnorpeda 3a JIeKapCTBEHU MPOAYKTH, ChbPKAIIU ChOTBETHOTO aKTUBHO
BEIIECTBO, € NMPEIOCTaBEHO B CHOTBETCTBUE C LIEHTPAIM3UPAHATA IPOLIEAYPa, IPEABUICHA B IS
II, rmaBa 1 ot Pernmament (EO) Ne 726/2004 na EBporneiickus napiameHT u Ha ChBeTa, WIH

2. KOOpAMHAIIMOHHATA TpyHa Mo Wwi. 77, ai. 2 - 3a ciay4au, pa3IUdHu OT IIOCOYEHUTE B T.
1.

(4) CriuchkbT ¢ pedepeHTHUTE MaTh Ha EBporielickus Chi03 Ha JICKapCTBEHUTE
MPOYKTH 10 4i. 1941 u xapMOHHM3UpaHaTa YeCTOTa 3a M0/IaBaHe HA MEPUOIUYHUTE UM
aKTyaJIM3UpaHH JOKJIAaM 3a 6e30macHoCT ce myOauKyBat Ha EBpomneiickis HHTEpHET mopTall 1o
i. 68, an. 1, 1. 4.

(5) [putexxarenar Ha pa3penieHUETO 3a yrnoTpeda ciae MyOoJIMKyBaHETO Ha IAaHHUTE 10
an. 4 npencrasa B UAJI 3asBneHue 3a mpoMsiHa Ha Pa3pelIeHUETOo 3a yrnoTpeda Ha ChOTBETHUS
JIeKapCTBEH MPOAYKT. Besika mpoMsiHa Ha AaTUTE Ha TIOJaBaHe M Ha YeCTOTaTa Ha M0/IaBaHe Ha
MEPUOJNYHUTE aKTyaIU3UPaHH JOKJIAIu 32 O€30MacHOCT, ONPEACTICHH B pa3pelICHUATa 3a
ynotpeba, BiIM3a B cuiia 6 Mecena ciief] jataTa Ha yOJIMKyBaHETO UM.

Ui 1940. (Hos - JIB, 6p. 102 ot 2012 r., B cuima ot 21.12.2012 r.) (1) U3nbnuuTennaTa
areHI1ys 1o JIEKapCTBaTa OLIEHsABA MEPUOJUUHUTE aKTyaTUu3UpaHH JOKJIaa1 3a 6€301acHOCT 32
JIEKapCTBEHUTE MPOIYKTH, 3a J1a ONPeIeIH JJalK ca HAJIMLE HOBU PUCKOBE, UJIU MPOMSIHA B
YCTaHOBEHUTE PUCKOBE, MU MPOMSIHA Ha CbOTHOIIEHUETO M0JI3a/pUCK.

(2) M3nbsiHMTENHATA areHIINS 10 JIEKapcTBaTa U3BbPIIBA €IMHHA OLIEHKA Ha
NEPUOIMYHUTE AKTYaJTU3UPAHU JO0KIAIU 3a 0€30MaCHOCT 3a JEKapCTBEHUTE MPOILYKTH, 32 KOUTO
PenyOnuka bearapust e usnbiaHsaBana GyHKIUUTE Ha pedepeHTHA AbprKaBa 10 CMHUChJa Ha Yl
76, 1 e onpeziesieHa OT KOOpAWHAIMOHHATa Tpyna 1o 4i. 77, ai. 2.

(3) Hoxmamuuk ot Penyonuka bbarapus yuactBa B eIMHHATA OLIEHKA HA TIEPUOJUIHHUTE
aKTyalM3UpaHH JOKJIAaU 32 0€30MacCHOCT 3a JIEKAPCTBEHU MPOIYKTH, KOTaTO IIOHE €IUH OT
MPOYKTUTE € pa3pelieH 3a ynorpeda mo pena Ha Permament (EO) Ne 726/2004 na EBpornetickust
napiaMeHT 1 Ha CbBeTa, U € Onpe/ielieH 3a TaKbB OT KOMUTETA 1o wi. 56a, an. 1, T. 1.

Un. 194n. (Hos - [IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) B cnywaute mo
1. 1940, an. 2 u 3 UAJI, choTBETHO NOKIaAYUKBT OT Peny6nuka buiarapus B cpok 1o 60 n1Hu ot
JaTata Ha TOJy4YaBaHe Ha MEePUOJUYHUS aKTyalIn3UpaH JOKIa] 3a 0€30MacHOCT U3TOTBS
OLIEHBYEH JTOKJIAJ ¥ IO U3Mpalla 110 eJeKTPOHEH IbT Ha EBponeiickara areHus no jgekapcraara
Y Ha PEeryJaTOpHUTE OpraHu Ha AbpKaBUTE WieHKH. [[purexarensT Ha pa3pelieHreTo 3a
ynotpeba nosiyuaBa OlleHbYHUS 10KIaa oT EBpornelickara areHuus o Jiekapcrnara.

(2) B cpok 10 30 1HU OT mosTyyaBaHe Ha JIOKJIaja 1o aji. | mpurexarensr Ha
paspeleHneTo 3a ynorpeda win peryJiaTopHuTe OpraHy Ha AbP)KaBUTE WIEHKH MOTarT Ja
IIPEICTaBAT CBOMTE KOMeHTapu 10 EBponelickara arenuus no gexkapcrsara u 10 MAJL.

(3) B cpoxk n0 15 mHu OT narara Ha moJiy4aBaHe Ha KOMeHTapuTe 1o ai. 2 MAJI
aKTyaJn3upa OLIEHbUHHUS JOKJIa/], KaTO B3€Ma MPEABU BCUUKHU MTPEACTABEHU Bb3PAXKEHUs, U TO
M3Mpaia Ha KOMUTETa 1o 4. 56a, ain. 1, T. 1 3a onoOpenne u npenopbKa.
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(4) EBponeiickara areHIus 1o JeKapcTBaTa BKIIOYBA IPUETUS OLEHBYCH JOKIIA U
npenopbKaTa Ha KOMUTETa 1o wi. 56a, an. 1, 1. 1 B peructbpa no wi. 1943, an. 3 u ro uznpaia
Ha MPUTEXKATEJsl Ha pa3pelIeHHeTo 3a yrnoTpeoa.

Ui 194p. (Hos - JIB, 6p. 102 ot 2012 r., B cmma ot 21.12.2012 r.) Koraro Penybnuka
bovarapus He e noknaauuk B mpolenypara o wi. 194o, an. 2, MAJI moxe aa npeacraBu
KOMEHTapH B cpoka 1o uii. 194m, an. 2 no EBponelickara areHuus 1o Jekapcrara u J0
peryjaTopHUs OpTaH Ha IbpKaBaTa YICHKA, U3TOTBUJI OLICHBUHHUS JIOKIIA].

Ui 194c¢. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) B cnyuaii Ha
€IMHHA OIICHKA HA MEePUOANYHU aKTyalu3upaHu TOKIaaH 3a 0€30MacCHOCT Ha JIEKapCTBEHU
MPOYKTH 110 9. 19411 M KOraTo HUTO €IHO OT pa3pelICHHsTa 3a yIoTpeda Ha Te3U MPOJTYKTH HE
e u3aaneHo no pena Ha Pernmament (EO) Ne 726/2004 na EBponeiickus napiament u Ha CbBeTa,
KOOpJMHAIMOHHATa rpyna no wi. 77, ai. 2 B cpok 70 30 AHM OT aTaTa Ha [0JlyyaBaHEe Ha
IpernopbKaTa OT KOMHUTETA 1Mo 4. 56a, an. 1, T. 1 u3maBa CTaHOBHUIIE OTHOCHO 3al1a3BaHEToO,
IIPOMSIHATA, CIIUPAHETO WIH MIPEKPATIBAHETO HA ChOTBETHUTE pa3pelIeHUs 3a ynoTpeoa,
BKJIFOUMTETHO TpaduK 3a U3MbIHEHUE HA CTAHOBUIIIETO.

(2) Koraro npeicTtaBeHUTE AbP)KaBH WICHKH B KOOPAWHAIIMOHHATA TPyIIa 1O Wi. 77, all.
2 MOCTUTHAT ChIJIacHe OTHOCHO JEHCTBUATA, KOUTO TpsiOBa na ce npeanpuemar, MAJI usnbiaHssa
IIPUETOTO PEILICHUE.

(3) Korato cranoBuimeTo 1o ain. 1 e 3a cnupaHe Wiv IpeKpaTsBaHe Ha pa3pelieHrueTo 3a
ynotpe0a, u3bIHUTETHUT qupekTop Ha MAJI u3nasa 3amnosen.

(4) Koraro B cTaHoBuIIEeTO 10 al. | ca npenopb4aHy NPOMEHHU B U3/1aJICHOTO
paspernieHue 3a ynorpeda, IpUTEKaTEISAT Ha pa3pelIeHneTo 3a ynorpeda noaasa 10 MAJL
3asiBJICHUE 32 TPOMSIHA, BKIIOYBAIIIO aKTyaTu3upaHa KpaTka XapakTepuCTHUKa Ha MPOIYKTa U
JIMCTOBKA, B paMKUTE Ha ONpeieNeHNs rpaduk 3a U3IbJIHEHUE.

(5) Koraro He Moxe fa ObJ1e MOCTUTHATO ChIJIacCHe B pAMKUTE HAa KOOPJIMHAIIMOHHATA
rpyna o uji. 77, an. 2, no3ulusATa Ha MHO3UHCTBOTO OT Abp KaBUTE YWICHKH Ce IPEIOCTaBs Ha
EBpomneiickata KOMUCHS, KOSATO ITpUeMa pelleHHe 3a MPoMsiHa, CIIMpaHe WK IpeKpaTsBaHe Ha
paspelieHusTa 3a ynorpeda, u31aieH! OT CbOTBETHUTE PEryJIaTOPHU OpraHH Ha JbpiKaBUTE
YIEHKH.

(6) M3nbyiHMTENHATA areHLKs 10 JIeKapcTBaTa Ipujiara BpeMEHHUTE U/ 1IN
OKOHYATEJIHUTE MEPKH OT PELIEHUETO M0 all. 5.

Un. 194t. (Hos - /IB, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) (1) B ciy4aii Ha
eIMHHA OIICHKA HA TIEPHOJUYHH aKTyaIM3UPaHH JOKJIAIU 32 0€30MacCHOCT Ha JIEKApCTBEHU
MPOIYKTH 10 4. 19411 1 Korato moHe eIHO OT pa3pelIeHHsITa 3a yIoTpeda € u3IafeHo 1o penaa
Ha Pernament (EO) Ne 726/2004 na EBporneiickus napnameHT u Ha CbBeta, KomurersT Mo
JIEKapCTBEHHUTE MPOIYKTH 32 XyMaHHa yrnoTpeda B cpok A0 30 AHH OT MOTy4aBaHETO HA
npenopbKaTa OT KOMUTETA 1Mo 4wi. 56a, an. 1, T. | u3/1aBa cTaHOBHILE OTHOCHO 3aIla3BaHETO,
M3MEHEHUETO, CIIMPAHETO WIH MPEKPATIBAHETO HA BAJIMHOCTTA HA ChOTBETHUTE pa3peIIeHus 3a
ynoTpe0a, BKIFOUUTEITHO TpaduK 3a U3MTBJIHEHUE Ha CTAHOBHUIIETO.

(2) Korato B cTanoBHIIETO 1O ail. 1 € u3pa3eHa Mo3uIus 3a MpeArnpueMaHe Ha
peryjaTopHHU JEHCTBHSI IO OTHOIIICHHWE Ha pa3pelieHusTa 3a ynorpedba, EBpomnelickata KOMUCHS:

1. mpuemMa pelnieHue 3a NTpoMsiHa, CIIMPaHEe WU MPEKpaTsIBaHE HA pa3pellleHusITa 3a
ynotpe0a, uznanaeHu mo peaa Ha Permament (EO) Ne 726/2004 na EBporieiickus mapiaMeHT U Ha
CobBeTa;
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2. mpueMa pelleHue ¢ IPenopbKa 3a MIPOMsHA, CIIMPAaHE WM IIPEKpaTsABaHe Ha
paspelieHusTa 3a ynorpeda, u3ajieHi OT ChbOTBETHUTE PEryJIaTOPHH OPTaHU Ha JIbpPIKABUTE
YICHKH.

(3) UsnenHuTEIHATA areHIUs 110 JIEKapcTBaTa Mpuijiara BpeMEeHHHUTE W/ TN
OKOHYATEJIHUTE MEPKH OT PELICHUETO 110 all. 2, T. 2.

Pazgen IV.
Cnemna npouenypa Ha HuBo EBponeiickus cbi03 (Hos - /IB, 6p. 102 ot 2012 r., B cuJjia ot
21.12.2012 r.)

Uin. 194y. (Hos - IB, 6p. 102 ot 2012 r., B cuima ot 21.12.2012 r.) (1) Cnemna
npoueaypa Ha HUBo EBporneiickus cbi03 MoKe 1a Oblie MHUIMKUpaHa oT EBponeiickaTta KoMucus,
oT EBpomnelickaTa areHuus o JISKapCTBaTa WIM OT JIbPKaBa YJICHKA.

(2) (U3m. - JIB, Op. 18 ot 2014 r.) M3mbJIHUTEIHATA areHIIMS 110 JIEKapCTBaTa HHUIIMHPA
CTIEIIHA MPOIeypa 10 peia Ha TO3H pa3fiell upe3 yBeJAOMIBaHE Ha PEryJIaTOPHUTE OPTaHu Ha
Ipyrute Abp>KaBH WieHKHU, EBpomneiickaTa areHmus mno JiekapctBaTta u EBporelickara komucus,
KOTaTo MO ChOOpaKEHUsI, CBbP3aHHU C MPOCIIEIIBaHE Ha JIGKapCTBEHATa 0€3011acHOCT, MPEIEHH,
4e 3a JIaJIeH JIEKapCTBEH MPOJIYKT, yCHAT Ha OBJITapCKUs Masap, € He0OX0IMMO MpeATnprueMaHe
Ha HSIKOS OT CJICTHUTE MEPKH:

1. cnupane win mpeKpaTsBaHe Ha pa3pelIeHUeTo 3a ynorpeoa;

2. 3abpaHa Ha pa3NPOCTPAHCHUETO HA JIEKAPCTBEH MPOIYKT;

3. u3aBaHe Ha OTKa3 3a MOJAHOBSIBAHE HA PAa3pEIICHUETO 3a yrnoTpeoda.

(3) (U3m. - JIB, Op. 18 ot 2014 1.) 3mbaHUTETHATA areHIIMs 110 JIEKapCTBAaTa MHUIIMHUPA
mpolLeaypara o aj. 2, KoraTo € yBeIoMeHa OT MpUTekKaTels Ha pa3pelieHrueTo 3a ynorpeda, e
0 ChOOpaKEHUs!, CBHP3aHHU C TPOCTIEIIBaHE Ha JIEKapCTBEHATa 0€30MacHOCT, IPEYCTaHOBSIBA
PasMpOCTPaHEHHUETO Ha JIEKAPCTBEHUS MPOIYKT UITH € MPEANPHUE, WIK Bb3HAMepsiBa Ja
mpeanpuemMe IeHCTBUS 3a U3TETIITHETO MY OT Ma3apa, WK HAMa Ja MpeArnpueMe TeHCTBUS 3a
MIOJTHOBSIBAHE HA W3J1a/ICHOTO pa3peuieHne 3a ynorpeoa.

(4) (U3m. - 1B, 6p. 18 ot 2014 r.) 3nbaHUTENHATA areHIIMS 110 JIEKApCTBATa MOXKeE J1a
WHUITUUPA TIPOIIEAypaTa Mo aj. 2 ¥ B CIIydanuTe, KOraTo MPEIeHH, Y€ 10 ChoOpaKeHUs, CBbP3aHH
C MpoclesiBaHe Ha JIeKapcTBeHaTa Oe30MacHOCT, 3a Ja/IeH JeKapCTBEH MPOAYKT TpsiOBa na Obaat
no0aBeHU HOBH NMPOTHUBOIIOKA3aHUs WK Ja ObJIe HaMaJIeHa IIPeropbuBaHaTa J103a, Win
MOKa3aHuATa Aa ObJaT OrpaHUYCHHU.

(5) (U3m. - ]IB, 6p. 18 ot 2014 1.) 3mbaHUTETHATA areHIMs 10 JIEKapCTBaTa
npenoctass Ha EBporielickara areHIus mo JeKapcTBaTa U Ha peryjlaTOpHUTE OPraHH Ha APYTUTE
JbPKABHU WICHKH IsUTaTa HaydHa HH(pOpMAIHsl, ¢ KOSTO pas3moiiara, KakTo U H3BbpIIeHaTa
OIICHKA Ha JJAaHHWTE, U MOTUBUTE 3a MHUIIMUPAHE HA MIPOLIeyparTa Mo peaa Ha TO3U pasJien.

(6) (U3m. - JIB, 6p. 18 ot 2014 1.) B cnyuaute no ain. 2 - 4 EBporneiickata areHIfus mo
nekapcrBara yBenomsiea MAJI 3a 3amouBaHe Ha mpoiierypaTa, KOraTo OlaceHusTa BbB Bpb3Ka C
0€30IMacHOCTTAa C€ OTHACHAT | JIO IPYTH JISKAPCTBEHH IMPOTYKTH, KOUTO MPUHAIICKAT KbM €HA U
ChIlla TepaNeBTUYHA IPyTa WK ChABPKAT €IHO U CHIIIO aKTUBHO BEIIECTBO C MPOIYKTA, TOCOYCH
B MH(OpMANHATA IO aJl. 5, I KOTAaTO TO3M JIGKAPCTBEH MPOIYKT € pa3pelieH 3a ynorpeda u B
JpyTa WIKA B IPYTH IbPKABU WICHKU.

(7) (A3m. - JIB, Op. 18 ot 2014 1.) B cnyuaute 1o ai. 4, KoraTo He c€ Hajlara Jia ce
npeanpuemar cremrnu Mepku, MAJI npunara npornenypata mo wi. 77 uiu 796.
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(8) (Homa - 1B, 6p. 18 ot 2014 r.) M3mpaHUTENHATA areHIUS 110 JIeKapcTBaTa
nH(bOpMHpa PUTEKATEIS HAa pa3peIIeHUETo 3a yrnoTpeda 3a 3armouBaHe Ha Ipoleypara o peaa
Ha TO3U paszel.

Ui 194¢. (Hos - /1B, 6p. 102 ot 2012 1., B crta ot 21.12.2012 1.) (1) B cimygaute no
1. 194y, an. 2, KoraTo MpereHu, 4¢ € HeoOX0UMO Jia ce MPEANpHUeMaT CIISITHA MEPKH 3a
3aIuTa Ha 001ecTBeHOTO 3Apase, MMAJI Mojke BpeMEeHHO Ja cIipe pa3pelieHrueTo 3a ynorpeda u
na 3a0paHu ynorpebara Ha JIEKapCTBEHU MPOJAYKT Ha TeputopusTa Ha PeryOnuka bearapus no
NprUeMaHe Ha OKOHYATEJIHO penieHue no wi. 1944 wim 194m.

(2) M3nbiiHuTeNnHATA areHuus 1o JeKapcTBara yBeaoMsisa EBpornelickara areHuus mno
nekapcTBara, EBponeiickata KOMUCHS U PEryJIaTOPHUTE OPTaHu Ha IPYTUTE IbPXKABU WICHKHU 3a
MpEIIpUEeTHTE MEPKH 10 ajl. 1 B CPOK 710 €1MH pabOTEH JIeH OT MPUJIAraHeToO UM U II0COYBa
MOTHBHTE 3a TOBA.

(3) Korato U3nbaHuTenHaTa areHus 1o jJekapcTara yyacTBa B Ipolielypara o TO3U
pasznen, o uckane Ha EBponeiickata komucus UAJI npeanpuema npenopbuyaHuTe BPEMEHHU
MEpKH 10 OTHOIIEHHE Ha Pa3pelIeHUEeTo 3a yrnoTpeda Ha JeKapCTBEH MPOIAYKT, UK KOTaTo
JIEKapCTBEHMST MPOJIYKT € pa3pelieH 3a ynoTpeda no pena Ha Pernmament (EO) Ne 726/2004 na
EBponelickus napiameHT 1 CbBeTa - 10 OTHOLIEHHE HA CaMUsl IPOJIYKT, /10 IPUKIIIOYBAHE Ha
npolueaypara.

Ui 194x. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) U3nbaauTenHaTa
areHIIMs 110 JIEKapcTBaTa MyOIMKyBa ChOOIEHUE Ha HAIIMOHAHUS UHTEPHET IMOPTAJ 1m0 Wi. 185,
an. 1 3a HauMHa, 1O KOWTO 3aMHTEPECOBAHUTE CTPAHU MOTAT J1a MPEIOCTaBAT HHPOPMAIIHI HA
EBponeiickust uHTepHET mopTai mo 4i. 68, ain. 1, T. 4 3a 1ekapCTBEHUS TPOIYKT - MPEIMET Ha
npoueaypara o wi. 194y, u 3a Bb3MOKHOCTTA J1a y4acTBaT B 00IIECTBEHO OOCHKAaHE, aKO
TaKoBa € 00SBEHO.

Uin. 1941u. (Hos - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) KomutersT 1o
qj1. 56a, an. 1, T. 1 B cpok 10 60 1HU OT 1aTaTa Ha 0OsIBsIBaHE Ha Npoleayparta Ha EBponelickus
WHTEPHET MOPTaJl H3TOTBSI MOTUBHPAHA IPEMOPBKA.

(2) [Ipurexarenar Ha pa3peLIeHUETO 3a yroTpeda MoXke B CpoKa 1o ai. 1 na
MPEOCTaBH MMCMEHH KOMEHTapH.

(3) [Ipenopbkata 1o an. 1 ce mybaukysa Ha EBporneiickust HHTepHET mopTai mo 4i. 68,
an. 1, T. 4 ¥ chABPIKaA €IHO WM TIOBEYE OT CICTHUTE 3aKIFOYCHUS:

1. He e He0OX0IMMO JOIBIIHUTEIHO MPOYYBAaHE WITH MpeANpUeMaHe Ha IeHCTBHS Ha
OOITHOCTHO HUBO;

2. IpUTEXATENIAT Ha pa3pelIeHUeTo 3a yrnorpeda TpsiOBa 1a U3BBPIIHN JOMBIHUTEIHO
MpOyYBaHE U aHAIH3 HA JaHHUTE,

3. mpuTeKaTENAT Ha Pa3pelIeHUeTo 3a ynoTpeda TpsaOBa /1a mpoBe/ie MOCTMAPKETHHIOBO
poyYBaHe 3a O€30MaCHOCT ¢ TIOCIIe/BAIa OIEHKA Ha PE3YJITaTHUTE OT HETo;

4. npprkaBaTa WICHKA WM MPUTEKATEIAT Ha pa3pelIeHHeTo 3a ynoTpeda aa npuiioxku
MEpKH 33 HaMaJIsiBaHe Ha PUCKa;

5. paspelieHreTo 3a ynotpeda TpsaoBa 1a Obae CIpsHO, IPEKPATEHO WK Ja ObJie
W3JIaJIEH OTKa3 32 TIOJJHOBSBAHETO MY;

6. paspeleHleTo 3a ynotpeda Tpsa0OBa 1a Obae MPOMEHEHO.

(4) KonkpeTHHTE MEPKH 110 al. 3, T. 4, KAKTO U yCIOBUATA U OTPAHUYCHUSATA, KOUTO
cieiBa ja ObJIaT BKIIIOUCHH B Pa3peIICHUETO 3a ynoTpeda, ce Moco4Bar B IpenopbKara.
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(5) B cnydaute 1o ai. 3, T. 6, KOraTo MPOMEHHUTE Ca CBbP3aHU C U3MEHEHUE WIIH
noOaBsiHe Ha HHPOPMAITUS B KpaTKaTa XapaKTePUCTHKA, BBPXY OMMaKOBKaTa MJIU B JINCTOBKATA Ha
JIEKapCTBEHMsI IPOJIYKT, B MPENOpbKaTa ce BKIIOUBAT (hOPMYJIUPOBKATa HA IPOMEHEHATa WU
nobaseHaTa MHGOPMAIHS U MSCTOTO, KBJIETO ClIeABa TS /1a ObJe HaHEeCceHa.

Y. 1944. (Hos - 1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) (1) Koraro B o0xBara
Ha mporeaypara no wi. 194y He e BKJIIOUEH JIEKapCTBEH MPOAYKT, pa3pelieH 3a ynorpeba mo
pena nHa Pernament (EO) Ne 726/2004 na EBponeiickus napiameHT u Ha CbBera,
KOOpJMHAIIMOHHATA I'pyIa 1o wi. 77, aji. 2 Bb3 OCHOBA Ha npenopbkaTa 1o wi. 1941 B cpok g0 30
JTHY OT JlaTaTa Ha [10JIy4aBaHETO M M3/1aBa CTAHOBMILE OTHOCHO 3aI1a3BaHETO, IPOMSIHATA,
CIUPAHETO, MPEKPATABAHETO HA BAJIMJAHOCTTA Ha CHOTBETHUTE pa3pelleHus 3a ynorpeda win
OTKa3 3a MOJTHOBSIBAHETO UM, BKIIFOYMTEIHO TpaduK 3a U3ITBIHEHHE HA CTAHOBUIIETO.

(2) KoraTo B CTaHOBHIIIETO € MPEIOPHhYAHO IPESANPUEMaHe Ha MepKUTe 1o wi. 194, ai.
3, T. 5, usnbaHuTenHuAT Aupektop Ha MAJI cbe 3anoBen civpa AeCTBUETO UM IPEKpaTsiBa
paspeleHueTo 3a ynorpeda, UM 0TKa3Ba MOIHOBSBAHETO MY.

(3) Korato B cTanoBHILIETO 110 aJl. 1 ca mpenopbYaHy IPOMEHHU B U31aA€HOTO
paspelleHue 3a yrnorpeda, IPUTEKATEIAT Ha pa3pelIeHNeTo 3a yrnoTpeda mogasa 10 MAJI
3asiBJICHUE 3a IPOMSIHA, BKIIIOYBAILIO aKTyaJu3upaHa KpaTKa XapaKTepUCTHKA Ha IPOIYKTa U
JUCTOBKA, B pAaMKHUTE Ha onpeeneHus rpaduk 3a U3MbJIHEHUE.

(4) KoraTo B cTaHOBHILIETO 1O ajl. 1 € mpenopb4yaHo NpeAnprueManHe Ha MEPKH 110 4l.
1941, an. 3, T. 2 - 4, npuTeKATEIAT HA Pa3peUICHUETO 32 yIoTpeda npeAnprueMa HeoOXOAUMHUTE
neiicteust 1 uapopmupa MAJI u perynaropHuTe OpraHd Ha IPYTrUTe IbPKaBH WICHKH.

(5) Koraro B paMkuTe Ha KOOpAMHAIIMOHHATA TpyMa 1Mo wi. 77, aj. 2 He Moxe Ja Oblie
MIOCTUTHATO ChIJIACHE, MO3UIUATA HA MHO3UHCTBOTO OT AbP)KaBUTE WICHKH C€ IPEIOCTaBs Ha
EBpornelickara KOMUCHS, KOATO IIpUEMa pEeLICHNE ¢ IPENopbKa 3a POMsIHA, CIUPAHE WIH
MIpeKpaTsBaHe Ha Pa3pelIeHUETO 3a yoTpeda, 3/1aZieHO OT ChOTBETHUTE PETYIaTOPHU OpraHu
Ha JbpP’KaBUTE YIECHKH.

(6) M3nbsiHMTENHATA areHLKs [0 JIeKapcTBaTa Mpuiiara NpernopbuyaHUTe B PEIICHUETO
0 all. 5 BpeMEHHU W/UIM OKOHYATETHU MEPKH.

Un. 194m. (Hos - IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 1.) (1) Korato B
o0OxBara Ha mporeaypara 1o wi. 194y e BKIIOUYEH JIEKapCTBEH MPOYKT, pa3pellieH 3a ynorpeda
no peaa Ha Pernament (EO) Ne 726/2004 na EBponeiickus mapinameHT u Ha CbBeta, KoMUTETHT
I10 JIEKapCTBEHU MPOJIYKTH 3a XyMaHHa ynoTpeda Bb3 OCHOBA Ha MpenopbKara o wi. 1941, an. 3
B cpok 110 30 THU OT JaraTa Ha MMOJY4aBaHETO M M3/1aBa CTAHOBHILE OTHOCHO 3ala3BaHETo,
MIPOMSHATA, CIIUPAHETO, MPEKPATIBAHETO HA BAIMIHOCTTA HA CbOTBETHUTE pa3pelleHus 3a
yrmoTpeba WK 0TKa3 3a MOJIHOBSBAHETO UM, BKIFOUUTEIIHO rpaduK 3a U3IIBIHCHHUE HA
CTaHOBHUIIETO.

(2) Korato B ctanoBuIeTo 1o ai. 1 e u3pa3zeHa mo3uIus 3a NpearnpueMaHe Ha
peryjaTopHHU JEHCTBUSI IO OTHOIIIEHHE Ha pa3pelieHusTa 3a ynorpeda, EBponeiickara komucusi:
1. mpuema perieHue 3a IpoMsiHA, CIUpaHe WU MPEeKpaTsIBaHEe BAIMTHOCTTA HA
paspernieHusTa 3a ynorpeoa, uznanaenu no peaa Ha Permament (EO) Ne 726/2004 Ha

EBpomneiickus mapiameHT u Ha CbBeTa;

2. mpuema pelieHue ¢ npenopbKa 3a MpoMsiHa, CIIUpaHe UK MpeKpaTsiBaHe Ha
BaJIMIHOCTTA Ha pa3pelIeHusITa 3a ynorpeoda, u3jaiecHu OT ChOTBETHUTE PEryJIaTOPHHU OpPraHu Ha
IbPKABUTE UICHKHU.
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(3) UsmbiHMTEHATA areHIHs 110 JIEKapCTBaTa Mpujara MpernopbyaHUuTe B PEIICHUETO
Ha EBporneiickara komucus mo ain. 2, T. 2 BpeMEeHHH W/UIH OKOHYATEITHU MEPKH.

Y. 194mr. (Hos - 1B, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) [Ipenopbkara mo 4.
1941, an. 1, cranoBuiero o wi. 194, an. 1 u pemennero Ha EBponelickata KOMUCHS IO 4Jl.

1944, an. 5 u un. 194m, an. 2 ce mybnukyBat Ha EBpornelickusi HHTepHET mopTai mo 4wi. 68, ai. 1,
T. 4.

I'naBa neBera.
TBPI'OBHUSA HA EJIPO C JIEKAPCTBEHU ITPOAYKTHU U TIOCPEJHUYECTBO B
OBJIACTTA HA JIEKAPCTBEHUTE INPOAYKTHU (BAI'JI. U3M. - IB, bP. 71 OT 2008
I'., BCIJIA OT 12.08.2008 I'., U3M. - JIB, bP. 102 OT 2012 T'., B CJIA OT 02.01.2013TI'.)

(3arn. "Paznmen 1. TeproBus Ha eapo ¢ gekapcTBeHu mpoayktu" 3ai. - B, 6p. 71 ot
2008 r., B cuna ot 12.08.2008 r.)

Ui. 195. (1) TeproBus Ha epo C JIEKAPCTBEHU MPOAYKTH MOTaT J1a U3BbpIIBAT
(bU3MUECKH U FOPUINYECKH JIHLIA, TPUTEKABALIM Pa3pELICHUE 3a Ta3H ACHHOCT, U3AaJCHO OT
pETyIaTOpeH OpraH Ha ChOTBETHATA AbPIKAaBa WICHKA.

(2) Koraro nunero mo aji. 1 uma CKiIaoBH MOMEIIEHUs Ha TepuTopusTa Ha PenmyOnnka
Bbwarapusi, To MOXXe 1a U3BBPIIBA THPrOBUS HA €PO C JIEKAPCTBEHU MPOAYKTH cjie]l oTydyaBaHe
Ha pa3pelieHne OT U3MbIHUTENHUS AupekTop Ha MAJL

Y. 195a. (Hos - JIB, 6p. 67 ot 2020 r.) JIunue, noay4yuio pa3perieHue 3a ThproBus Ha
€/IpO C JISKapCTBEHH MPOIYKTH, HE MOXe Jia ObJie MpUTEKaTes Ha pa3pelleHue 3a ThproBUs Ha
IpeOHO ¢ JIeKapCTBEHU MPOAYKTH B alTeKa, U3/aJIeHH 110 pesia Ha TO3H 3aKOH.

Ui 196. (1) IlpousBoauTen Ha JIEKAPCTBEHU MPOIYKTH 10 CMUCHJIA HA TO3U 3aKOH MOXKE
7la U3BBPILBA THPTrOBH HA €JIPO CAMO C JIEKAPCTBEHUTE MPOJYKTH, 32 KOUTO UMa U3/1aICHO
paspelieHne 3a Mporu3BOACTBO.

(2) BHocuten Ha 1eKapCTBEHU MTPOIYKTH 110 CMHCHJIa Ha TO3U 3aKOH MOXKE J1a U3BbPILIBA
THProBHs HA €pO CaMO C JIEKAPCTBEHUTE MTPOIYKTH, 38 KOUTO UMa U3JIaJICHO Pa3peLICHHE 3a
BHOC.

Ui 197. JIumata mo wi. 195 TpsiObBa na pasmnonarar chc:

1. moAXoAIIN TOMENIeHUs, 000pYIBaHE U ChOPBKEHUS U MOAXO/ISIIN TPAHCIIOPTHU
CpEeNICTBa, OCUTYPSBAIIN MMPABUITHOTO ChXPAHEHHE, PA3IPOCTPAHCHHE M TPAHCIIOPTUPAHE Ha
JIEKapCTBEHHUTE MPOIYKTH, B ChOTBETCTBUE C M3UCKBaHUATA Ha JJoOpaTa nuctpubyropcka
IIPAKTHUKA;

2. kBau(pULIMpaH MEPCOHAT U OTTOBOPEH MarucTbp-hapmaieBT ¢ Hall-MaJKo /B

TOAWHU TPYAOB CTAXK IO CIICHUATHOCTTA, YAUTO 3aABJLKCHUA CC OMPCACIIAT B Hapen6aTa 10 4JI.

198.
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Y. 198. (U3m. - B, Op. 102 ot 2012 1., B cuna ot 02.01.2013 r.) [Ipunuunure u
u3ucKBaHusTa 3a JJoOpute TucTpuOyTOPCKH MPAKTUKK HA JIEKAPCTBEHU MPOAYKTH U Ha aKTUBHU
BEIIECTBA Ce IpUeMarT ¢ Hapea0a Ha MUHHCThPA Ha 3[JpaBEOINa3BaHETO U C PbKOBOJICTBA, IPUETH
oT EBpomnelickaTa KOMUCHS.

Ui 199. (1) JIumara mo wi. 195, an. 2 mogasar B MAJIL:

1. 3asiBJIeHUE, KOETO ChIbpKa HAMMEHOBAHUE, CEIATHIIE U aJIpec Ha yIPaBICHHUE Ha
THProBela; aJipec U OMKMCAHNUE Ha IIOMEIICHHUATA U ChOPBIKECHHUATA 3a ChbXPaHEHUE Ha
JIEKapCTBCHHUTE MTPOIYKTH;

2. (m3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) nanau 3a Enunaaus
UICHTHU(PUKAIIMOHEH KOJ Ha ThProBella WM KOoMepanusaTa OT TbproBCcKus perucTsp, a 3a
JPYXKECTBaTa, PETUCTPUPAHU B IbprKaBa - WieHKa Ha EBporelickus chio3, WK B IbpKaBa -
cTpana o CriopazymeHueTo 3a EBponeiickoTo HKOHOMUYECKO MTPOCTPAHCTBO - IOKYMEHT 3a
aKTyaJTHa PErUCTPAIMs TI0 HAIIMOHATHOTO 3aKOHOIATEJICTBO, U3/a/ICH OT KOMIIETEHTEH OpraH Ha
ChOTBETHATA JIbPKaBa;

3. (mom. - IB, 6p. 103 ot 2017 ., B cruta ot 01.01.2018 1.) mMe, CBUIETENCTBO 3a
CHJIMMOCT WJIM aHAJIOTUYEH JOKYMEHT Ha JIUIETO, aKO HE € OBJIrapcKu IpakIaHuH, AUIIIOMA 3a
BHCIIIE 00pa30BaHUE U JIOKYMCHT 32 TPYJOB CTaX Ha OTTOBOPHHUS MarucThp-GpapMarieBT 1o 4.
197, 1. 2 1 KonKe OT TPYAOBUS MY JI0TOBOP;

4. (ot™. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.)

5. (ot™. - JIB, 6p. 60 ot 2011 1., B cuia ot 05.08.2011 1.)

6. TOKYMEHT, YIOCTOBEPSBAIIl IPABHOTO OCHOBAHKE 3a MOJI3BAaHE HA TTOMEIIICHUSTA,

7. (m3m. - 1B, Op. 98 o1 2010 1., B cuma ot 01.01.2011 r., ot™m. - IB, 6p. 84 o1 2018 1., B
cuwia ot 12.10.2018 r.)

8. IOKyMEHT 3a IUIaTeHa Takca B pa3Mep, onpeseneH B Tapudara mo wi. 21, an. 2.

(2) JIunara mo wi. 195, an. 1 monasar 3asBinenue B MAJI 3aeqHo cbe:

1. KomMe OT pa3pelIeHNeTo 3a ThPrOBHS Ha €Ip0, U3AAa/I€HO OT PEryJaTOPEeH OpraH Ha
JbprKaBa YICHKA;

2. Me ¥ aJipec Ha JIMIIETO 3a KOHTAKTH Ha Teputopusara Ha PemyOnuka boarapus;

3. agpec Ha MOMEIIEHUATA 32 ChXpPaHEHUE Ha JICKAPCTBEHUTE MPOIYKTH Ha TEPUTOPHSITA
Ha JbP>KaBUTE YICHKH.

(3) Ilpu THproBus HA €APO C HAPKOTUYHHU BEIIECTBA, KAKTO U C JIEKAPCTBEHH (POPMHU,
ChJIbPIKaII TAKHBA BEIIECTBA, CE MPHJIAraT U U3UCKBAHMITA HAa 3aKOHA 32 KOHTPOJ BBPXY
HapKOTUYHUTE BEIIECTBA U IPEKYPCOPUTE.

(4) (Or™m. - 1B, 6p. 17 o1 2020 1.)

(5) (HoBa - 1B, 6p. 103 ot 2017 r., B cuma ot 01.01.2018 r.) U3smpnHUTEMIHATA areHITUS
T0 JIEKapCTBaTa YCTAaHOBSIBA CIIYKEOHO 00CTOATENCTBaTa OTHOCHO ChIUMOCTTA HA JIUIIETO 1O aJl.
1, T. 3, KoraTo e OBJIrapcKu rpaskaaHuH.

(6) (Homa - 1B, 6p. 67 ot 2020 r.) B nens Ha mocThIIBaHe Ha 3asSBJICHUETO 1O ajl. | uiau
2 MAJI u3mnpaina no cayxebeH pell UCKaHe 10 YIIpaBUTEIHUS ChBET Ha bbarapckus
(hapMmarieBTHUCH ChIO3 32 W3/IaBaHe Ha YIOCTOBEPEHUE 3a BIIMCBaHE B HallmoHaIHNS eeKTPOHEH
PETUCTBD Ha WIEHOBETE Ha bhirapckus GpapManeBTUYCH ChI03 - 32 MAarUCThP-(PapMarieBTa 1o 9.
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197, 1. 2, KaKTO W 3a NMpeAocTaBsiHe Ha MHGOPMAIIMS OTHOCHO HAJIOXKEHU HaKa3aHUs 110 pela Ha
3aKoHa 3a ChCIIOBHATA OPTaHU3AIMS HA MATHCThP-(papMarieBTUTE U Ha 3aKOHA 3a 3JIPaBETO.

(7) (Homa - 1B, 6p. 67 ot 2020 r.) YIpaBUTEIHHUAT CHBET MPEIOCTABS JOKYMEHTHTE 110
aJI. 6 B CPOK 5 paOOTHU JHH OT IMOCTHIIBAHE HA UCKAHETO.

Un. 200. M3nbiHuTEeIHATA areHIMs MO JIEKapCTBATa OLICHSBA JIOKYMEHTALMATA U
M3BBPIIIBA MPOBEPKA HA MSACTO HAa 0OEKTUTE, TOCOUYCHH B 3asBIICHUETO, 32 YCTAHOBSIBAHE HA
CHOTBETCTBHUETO MM C M3UCKBaHUsATA 3a [JoOpaTa qucTpuOyTopcka MpakTHKa.

Ui 201. (1) U3mbaauTeIHATA areHIUs 1O JeKapcTBaTa yBEAOMsIBA TUCMEHO 3asiBUTEIS,
KOTaTO YCTAaHOBHU HEII'BJIHOTHU B MPEJCTaBEHATA JOKYMEHTAIIUSI.
(2) B cnydaute 1o ait. 1 cpoksT 1o wi. 202, an. 1 criupa ma teue.

Ui 202. (1) (MU3wm. - JIB, 6p. 84 ot 2018 ., B cuma ot 12.10.2018 1.) B cpok g0 60 nuu
OT JlaTaTa Ha MoJaBaHe Ha 3asiBiIeHueTo 1o Wwi. 199, an. 1 usnenaurennust qupekrop Ha MAJI
W3J1aBa pa3pelIeHue 3a ThProBUs Ha eIpO WM MPaBU MOTUBUPAH OTKa3.

(2) Otka3bT MO an. 1 moasyiexku Ha oOXKajaBaHe MO peaa Ha
AJMUHUCTPATUBHOIIPOLIECYATHUS KOACKC.

Ui 203. B cpok no 15 qHu ot naTata Ha oJlaBaHe HAa JOKyMEHTauusATa 1o 4i. 199, an.
2 M3IBIHUTETHUAT nupektop Ha MAJI u3gaBa yiocToBepeHHE 3a perucTpanus 3a ThproBusi Ha
enpo Ha Teputopusara Ha Pemybnuka bearapus Ha nunero mo wi. 195, an. 1.

Un. 204. (1) Pa3pemienueTo 3a ThbproBus Ha €po C IEKAPCTBEHH MPOIYKTH €
0e3CcpoUHO.

(2) Pazpemenuero no uwi. 202 unu ynocroBepenueto mno 4i. 203 ce mpekpatsiBa, ako
MIPUTEKATENST MY TTOMCKA MMUCMEHO TOBA OT U3IIBJIHUTENHUS TupekTop Ha MAJL

(3) JIuuero mo un. 195 e mrbxkHO na yBenomu nucmeHo MAJI B 7-AHEBEH CPOK OT
MpeKpaTsBaHe Ha IEWHOCTTA CH 10 THPTOBUSI HA €1IpO C JIEKAPCTBEHU NMPOAYKTH. B Te3u cinyyan
VM3MBIHUTENHUAT nupektop Ha MAJI mpekpaTsiBa u3gajieHuTe pa3perieHus/yI0CTOBEPEHUS 3a
THPTOBHS Ha €IPO C JIEKAPCTBEHH MPOIAYKTH.

Y. 205. (1) M3nbiHKTEIHATA areHLus [0 JIEKapcTBaTa BOAM PETUCThD Ha U3JIaJICHUTE
paspelleHus 3a TbpProBUs Ha €ApO C JEKAPCTBEHM NMPOLYKTH 1o wi. 202, an. 1, KOUTO chAbpXKa:

1. HoMep U 1aTa Ha pa3pelIeHUETO;

2. HaMMEHOBaHMe, CEAANNUIIE U AAPEC Ha YIIPABJICHUE Ha JIMLETO, IOTYyIHIIO
pa3pelIeHneTo;

3. aapec Ha IOMEIIEHUATA 32 CbXPaHEHHUE Ha JIEKAPCTBEHUTE NMPOIYKTH;

4. naHHUTE 32 OTTOBOPHUS MarucTbp-papmanest no wi. 197, T. 2;

5. CIMCBK Ha JIEKapCTBaTa, ChbPIKAIIM HAPKOTUYHHU BEILECTBA, PagrodapMaleBTHIIN,
MMYHOJIOTHYHU JIEKapCTBEHU MPOAYKTH U JIEKAPCTBEHU MPOAYKTH, TIOJYYEHH OT YOBEIIKA
IJ1a3Ma 1 YOBEILIKA KPbB;

6. 1aTa Ha 3a1M4YaBaHe Ha pa3pelIeHUeTo OT PErMCThpa U OCHOBAHUE 3a TOBA;

7. 3a0€eXKU MO BIIUCAHUTE 0OCTOSITEIICTBA.

(2) M3nbyiHMTEIHATA ar€HLK 10 JIeKapcTBaTa BOAM PETUCTBP Ha U3/a/ICHUTE
ynoctoBepeHus no wi. 203 3a ThproBus Ha €po C JEKAPCTBEHU MTPOTYKTH, KOUTO ChIbpXKa:
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1. HOMep U J1aTa Ha YAOCTOBEPEHUETO;

2. HOMEp Ha Pa3pelIeHUETO 32 ThPTOBUI Ha €JIPO C JIEKAPCTBEHU MPOAYKTH U OpraHa,
KOWTO T'O € U314,

3. HAaUMEHOBaHUE, CEJIATUIIE U aJIPEC Ha YIIPaBJICHUE Ha JIUIETO, OJIYYHIIO
YIOCTOBEPEHUETO;

4. naHHY 3a IuIeTo 0o 4wi. 199, an. 2, 1. 2;

5. nara Ha 3aIMYaBaHE Ha YIOCTOBEPEHUETO OT PETUCTHPA U OCHOBAHUE 32 TOBA;

6. 320€JIeKKH 10 BIMCAHUTE OOCTOSITENICTRA.

(3) MannHm ot peructpute ce myOauKyBat Ha crpanunara Ha MAJI B unTepHer.

(4) (Homa - 1B, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.) M3mbaHUTETHATA areHITHS
IO JIeKapcTBaTa BbBeXka B 0azara gaHHu 1o 4wi. 147 undopmanus 3a U3aieHUTEe pa3pelieHus 3a
THPTrOBHS Ha €IPO C JIEKAPCTBEHH MPOIAYKTH.

(5) (Homa - [IB, 6p. 102 ot 2012 1., B cra ot 02.01.2013 r.) [Ipu mouckpane ot
EBporeiickara koMucHs wiv ot abppxasa wicHka MAJI nmpenocrapst uHGopmanms 3a H31a1eHO
paspelleHre 3a ThproBUsl Ha €O € JIEKaApCTBEHU MPOTYKTH.

Y. 206. (1) IIpu npoMsiHa Ha 0OCTOSATENCTBATA, CBBP3aHU C U3/IaICHOTO Pa3pelICHUE 3a
THProBUs Ha €po, NPUTEXKATEIAT My HojaBa 3asasiieHue 10 MAJI o pexa Ha wi. 199, kbM kKoeTo
Ipuiiara CBbp3aHaTa ¢ MpOMsHAaTa JOKYMEHTALHSL.

(2) PazpemenueTo 3a mpoMsiHa ce U3/aBa MPH YCIOBUATA U 0 pena Ha wi. 200 - 202.
[Ipu npomsiHa Ha NOMELEHUATA 32 CbXPAHEHUE Ce MpuIIara CpoksT 1o 4. 202, a B OCTaHAIUTE
Clly4au CpOKbT € 14 nHu.

Y. 207. (1) IIputexarensT Ha pa3pelieHre 3a ThProBHsl Ha eIp0, KOWTO U3BBPIIBA
neitHocTTa cu Ha TepuTopusita Ha Penmybnuka bearapus, e mursxex na:

1. ocurypsiBa OCTBII 1O BCIKO BPEME Ha KOHTPOJHUTE OPTaHH JI0 TTOMEIICHUSTA 32
ChbXpPaHEHHUE Ha JIEKAPCTBEHUTE MPOIYKTH;
2. ThpryBa caMo C pa3pellieHu 10 pe/ia Ha TO3U 3aKOH JIEKapCTBEHU MPOJIYKTH;

3. ThpryBa C JICKaPCTBEHU MPOAYKTH, YUUTO OMAKOBKHU U JIUCTOBKHU Ca B CHOTBETCTBHUE C
W3J1aJICHOTO pa3pellieHue 3a yrnorpeda, MpH YCIOBUATA U 10 pPella Ha TO3U 3aKOH M CPOKBT UM Ha
TOIHOCT HE € U3TEKDI;

4. ce cHa0sBa C JIEKAPCTBEHU MPOAYKTH CaMO OT MPOU3BOJAUTENH, BHOCUTENIHU HIIN
THPrOBLM Ha €O C JICKAPCTBEHU MPOJIYKTH, MOJIYUHIIA pa3pelieHue 3a U3BbPIIBAHE HA Ta3U
JEMHOCT 10 pesia Ha TO3U 3aKOH;

4a. (HoBa - /IB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 1., u3m. - IB, 6p. 67 ot 2020
I.) IpoBepsiBa JJAJIM OJTYUYCHUTE JISKApPCTBEHH MPOAYKTH OT JIUIaTa 1o T. 4 He ca
danmmudunrpany, KaTo MPoBepsiBa aBTEHTHYHOCTTA HA JIEKAPCTBEHUTE MTPOIYKTH, OTIPE/ICIICHU B
Henerupan pernament (EC) 2016/161, upe3 nmokazatenute 3a 6e30macHocT 1o wi. 168, ain. § B
ciyqaute, onpezaenenn B Jlenerupan pernament (EC) 2016/161;

40. (noBa - /IB, 6p. 67 ot 2020 r.) npoBepsiBa MOKa3aTeauTe 3a 0€30MacHOCT U
NIe3aKTUBUPA UHIUBUYATHUS UICHTU(UKAIMOHEH OeJler Ha JIEKapCTBEH MPOIYKT, IPeaAn Ja
JOCTaBH TO3M JICKAPCTBEH MPOJYKT B CIyyauTe, ONpeaesieH! B HapeadaTa o wi. 198;
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5. cHa0OsBa C JIeKapCTBEHU MPOAYKTH JAPYTU MPUTEKATETU Ha pa3pelleHue 3a ThProBUs
Ha €/1po, alTEKU U IPOTrepUr, OTKPUTH 10 Pella Ha TO3U 3aKOH;

Sa. (aoBa - /IB, 6p. 71 ot 2008 ., B cuiia ot 12.08.2008 1., u3m. - /IB, 6p. 84 ot 2018 1.,
B cuiia ot 12.10.2018 1.) cHaOs1Ba ¢ JIEKapCTBEHU MPOAYKTH 32 33JJ0BOJIIBAaHE HA COOCTBEHHUTE
UM HYXKIH:

a) Ie4eOHU 3aBE/ICHHUS;

0) BUCILIM YUMUJIUILA, KOUTO OCHIIECTBSBAT JeueOHa IeHHOCT ChITIACHO Wi. 2a OT 3aKOHA
3a JeueOHUTE 3aBEICHNUS;

B) HHCTUTYIIUUTE 10 4. 26, an. 1, T. 1 u 3 oT 3akoHa 3a 3/[paBeTo 3a Ch3JaACHUTE B TAX
3/IpaBHU KaOMHETH;

T') KOpabOIPUTEKATEINN 32 IETUTE HAa OCUTYPsIBAaHE HA JIEKAPCTBEHH MPOIYKTH Ha Oopaa
Ha KopabuTte cwriacHo Kojekca Ha ThProBCKOTO KOpaOoIiaBaHe;

6. cHaO/1sBa C JIEKAPCTBEHU MPOIYKTH JIEKAPH U JIGKAPH IO JICHTATHA MEIUIINHA, KOTaTO
B HACEJICHOTO MSICTO HSAMA anTeKa, MpU YCIOBHS U 10 pell, ONPEIeIeHH B Hapea10a Ha MUHUCTbpa
Ha 3/]paBE0Na3BaAHETO;

6a. (moBa - /IB, Op. 102 ot 2012 r., B cuna ot 02.01.2013 r., mom. - /IB, 6p. 84 ot 2018
r., B cuia ot 12.10.2018 r.) BucBa B JOKYMEHTHUTE 3a JOCTaBKa MAPTUAHUS HOMEP Ha
JOCTaBEHUTE JIEKAPCTBEHH MPOIYKTH, KAKTO U aJ[peca Ha JOCTaBKa Ha JIKAPCTBEHUTE MPOIYKTH;

60. (HoBa - /1B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) MMa 1y1aH 3a JelCTBHUE B
M3BBHPEIHH CUTYAIMH, KOWUTO ChABPKA €(PEKTHBHN MEPKHU 32 U3TETIISIHE HA JICKAPCTBEH MPOIAYKT
OT ma3apa 1o pasnopexsjane Ha MAJI uiau no MHUIMATHBA HA TPOU3BOAUTENS MIIN TPUTEKATEISA
Ha pa3penIeHneTo 3a yrnoTpeda Ha ChOTBETHHS JICKAPCTBEH MPOIYKT;

6B. (HoBa - /IB, 6p. 18 ot 2014 r.) ocurypsiBa cHab/11BaHETO Ha JJOCTAThYHU KOJIMYECTBA
JIEKapCTBEHH MTPOAYKTH 32 3a/I0BOJISIBAHE HA 3/IPABHUTE MOTPEOHOCTH HA HACEIIEHUETO Ha
Peny6nuka bbirapus;

7. (m3m. - 1B, Op. 102 ot 2012 1., B cuia ot 02.01.2013 r.) cbXpaHsiBa 1aHHU 32 BCAKa
clieNKa ¢ TOJIY4YeHH, TI0CTaBEH! UM peaTu3upaHu upe3 MOCPEHNYECTBO JIEKAPCTBEHHU MPOAYKTH
noJl popmara Ha (haKTypH 3a MOKYIKO-TIPOIak0a UM B €JIEKTPOHEH BHJI, HJIH IO/ HIKAKBa
apyra gpopma, KakTo cieBa:

a) JaTa Ha MoJTydyaBaHe U MPeJOCTaBsHE;

0) HauMEHOBAaHME Ha JIEKAPCTBEHUS IPOIYKT;

B) TIOJyY€HO, JOCTABEHO WIIU PeaTn3uPaHO Ype3 MOCPETHUUYECTBO KOJIMUECTBO;

T') M€ | aJIpec Ha JINIETO, OT KOETO € IMOJTYICH WIM Ha KOETO € JOCTaBeH
TIEKapCTBEHHST MPOIYKT;

1) TAapTHJICH HOMEP ¥ HOMEp Ha cepTH(UKaTa 3a 0CBOOOKIaBaHe HA TTapTH/IATa,
M3J1aJIeH OT KBATU(PHUIIMPAHOTO JInIle 10 Wi. 148, T. 2, ChOTBETHO OT KBATU(DUIIUPAHOTO JTUIIE 110
1. 161, an. 2, 1. 1, u HOMep Ha cepTuduKaTa 3a 0CBOOOKIaBaHe Ha apTUAaTa, u3gaaeH ot MAJI
- B ciyvauTe 1o 4i1. 69 u 70;

8. (mom. - JIB, 6p. 67 ot 2020 r.) cbxpaHsiBa JOKYMEHTAIMS 3a TTOKYIIKUTE W/UITH
MPOoJaXKOMTE Ha BCUYKH JIEKAPCTBEHU MTPOIYKTH, BKIIFOUUTEIHO U (PAKTypHUTE 32 MOKYIIKO-
pojiak0a, B KOMTO CE MMOCOYBAT MEKTYHAPOIHOTO HEMATEHTHO HANMEHOBAHUE, ThPTOBCKOTO
HAaWMEHOBAHHE Ha JICKAPCTBEHUS MPOAYKT, JIeKapcTBeHATa popMa, KOTUIECTBO HA aKTUBHOTO
BELIECTBO U OMAKOBKa;
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9. cra3Ba n3uckBaHusTa Ha JJoOpaTa aucTpUOyTOpCKa MPAaKTHKA, ONIPECIICHH B
HapenoOara o wi. 198;

10. (moBa - 1B, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r.) moxapprka cucrema 3a
KauecTBO, ONpeAeslla OTTOBOPHOCTUTE, IPOLECUTE U MEPKUTE 3a YIIPABJICHHUE HA PUCKA,
CBBp3aHU C JEHHOCTTA MY;

11. (moBa - 1B, 6p. 102 ot 2012 ., B cuna ot 02.01.2013 r.) uadpopmupa HezabaBHO
NAJI u nputexarens Ha pa3peieHHeTo 3a yroTpeda, KoraTo € yCTaHOBHJI HJTM HMa CbMHEHHE,
4e JISKaPCTBEHHST MPOJIYKT, KOWTO € MOJIYYUJI HIIK MY ce Tipejyiara, ¢ hammudunupas;

12. (HoBa - 1B, 6p. 102 o1 2012 1., B cuna ot 02.01.2013 r.) mpoBepsiBa gaym
TBPrOBEIBT HA €IPO, OT KOTOTO € MOJIYYHJI JIEKAPCTBEHUS TIPOIYKT, CIIa3Ba MPUHIIUTUTE U
pbKOBojicTBaTa 3a Jl0OpH TUCTPUOYTOPCKH MPAKTUKH 110 WI. 198, KaKTO M TaJIi IPUTEKaBa
paspenieHre 3a ThProBust Ha €po;

13. (moBa - IB, 6p. 102 ot 2012 1., B cua ot 02.01.2013 r.) mpoBepsiBa nanu
MIPOU3BOIUTEIIAT WIH BHOCUTEIIAT, OT KOTOTO € TOTYYHIT JICKAPCTBCHHS IPOTYKT, TPUTEIKABA
paspelieHue 3a MPoru3BOACTBO/BHOC;

14. (moBa - /IB, 6p. 102 ot 2012 1., B cmra ot 02.01.2013 r.) mpoBepsiBa 1amu
MOCPETHUKBT, YPE3 KOTOTO € TOTYYHII JIEKAPCTBEHUS MPOYKT, OTrOBapsi HAa M3UCKBAHUATA HA
Ta3M TJIaBa,

15. (HoBa - IB, O6p. 84 oT 2018 ., B cuyma ot 12.10.2018 r.) nmpenocrabs Ha MAJI
©XKeHEeBHO upe3 cucreMara 1o wi. 2176, an. 1 uadopmanus 3a:

a) IOCTaBEHUTE Ha (PU3NYECKUTE U IOPUIUICCKUTE JIUIA 1O T. 5, 5a 1 6 KOIM4ecTBa,
IIOCOYEHH 10 JIEKAPCTBEHU NPOAYKTH, BKIIOUEHH B [[03UTHBHUSA JIEKapCTBEH CIUCHK;

0) pusnueckuTe U IOPUINIECKUTE JUIA TI0 T. 5, 5a 1 6, Ha KOUTO ca IOCTAaBEHU
KOJIMYecTBaTa JIEKapCTBEHH MPOAYKTH 1o OykBa "a'";

B) HAJIMYHUTE B CKJIAJOBETE UM KOJINYECTBA, TIOCOUYEHH I10 JIEKAPCTBEHHU MPOIYKTH,
BKJIIOUEHU B [103UTHBHMS JIEKapCTBEH CIIUCHK;

I') KOJMYECTBaTa, IOCOYEHHU I10 JIEKApCTBEHU MPOAYKTH, BKIOUeHH B [l03UTHBHUS
JIEKapCTBEH CIINCBK, 32 KOUTO CE IUIAHUPA U3BBPIIBAHE HA U3HOC, U JbPKABUTE, B KOUTO CE€
IJIaHMpa U3BBPILIBAHE HA U3HOCA;

1) KOJINYeCcTBaTa, IOCOUEHH T10 JICKApPCTBEHH MPOAYKTH, BKIItOUeHU B [lo3uTuBHUSA
JIEKapCTBEH CIIMCHK, HA KOUTO € U3BBPLIEH U3HOC, U IbpKaBaTa, B KOSITO € U3BbPILIEH U3HOCHT.

(2) JokymenranusTa o an. 1, . 7 u 8 ce chbXpaHsBa 3a CPOK Hal-MaJIKO 5 TOAMHU U ce
MIPeIOCTaBs MPU NOUCKBaHE Ha KOHTPOJIHUTE OPTaHU.

Ui 208. (Hom. - 1B, 6p. 71 ot 2008 r., B crita ot 12.08.2008 ., mu3m. - JIB, 6p. 102 ot
2012 r., B cuma ot 02.01.2013 ., u3m. - /IB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 1.)
Paznopen6ute Ha wi. 207, an. 1, T. 2 - 15 n an. 2 u wi. 209a ce npumarat 1 3a TbProBLUUTE Ha
eapo 1o uwi. 203, KaKTO U 32 BHOCUTEIUTE U MPOU3BOJUTEIUTE, KOUTO ThPryBaT C
MIPOM3BEICHUTE OT TSIX JIEKAPCTBEHU MPOITYKTH.

Ui. 209. 3a TproBus Ha €IpO € JEKAPCTBEHU MPOAYKTH, ChABPKAIIN HAPKOTUYHH

BCIICCTBA UJIH IMOJTYYCHU OT KPBbB, C UMYHOJIOTUYHU ITPOAYKTH U C pa,Z[I/IO(I)apMaI_ICBTI/II_[I/I Cce
nmpujarat M CriCHMaIHUTE U3MCKBAHUA Ha APYT'd 3aKOHU.
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Ui 209a. (Hos - IB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r.) (1) Teprosuute Ha
€/IpO C JICKapCTBEHH MPOAYKTH MOTaT J1a CHaOAsBAT C JIGKAPCTBEHU MPOTYKTH:

1. Ipyru THProBIM HA €APO C JEKAPCTBEHU MTPOTYKTH;

2. anTeKu U APOrepuy;

3. MunucTepcTBOTO Ha OTOpaHaTa U MUHUCTEPCTBOTO HA BHTPEIIHUTE PabOTH 3a
COOCTBEHU HYXIIH, C U3KIIOUECHNE HAa BEJIOMCTBEHUTE UM JICUeOHU 3aBEICHUS, KAKTO U
JbpxaBHara arenius "IbpkaBeH pe3epB 1 BOCHHOBPEMEHHH 3aracu’;

4. MUHUCTEPCTBOTO Ha 37paBE0Na3BaHETO ChC:

a) BAKCHHH, TOKCUHHU U CEPYMHU, HEOOXOAMMH 32 U3IbJIHEHUETO Ha VIMyHU3allMOHHUS
KaneHaap Ha PemyOnuka bearapusi, KakTo v IPU U3BBHPETHU CTUIEMUTHA CUTYaIUH;

0) nexapcTBEHU MPOAYKTH, IPEeITHA3HAYCHHU 3a JIeUeHHEe Ha 3200 IsIBaHuUs, KOUTO CE€
3aIJIamar no pesia Ha 3akoHa 3a 3[paBeTo, KaKTO U 3a OCUTYpsIBaAHE U3IbJIIHEHUETO Ha
HAI[MOHAJIHYU MPOTpaMu B cpepaTa Ha 3/IpaBEOIa3BaHETO.

5. (aoBa - JIB, 6p. 60 ot 2012 1., B cruta ot 07.08.2012 1.) teueOHM 3aBeieHUS 32
M3BBHHOOIHUYHA [TOMOILI, CKJIFOUMIIH TOTOBOp ¢ HannonanHata 3jpaBHOOCUTYpUTENIHA Kaca, C
JIEKapCTBEHU MPOJIYKTH, HEOOXOIMMH 32 U3IIBIHEHHUE Ha 3paBHUTE AEMHOCTH 1O uil. 82, ai. 2, T.
3 ot 3akoHa 3a 37paBeTo.

(2) Jlekapute u nexapure Mo JeHTaJIHAa MEAUIIMHA B HACEJIEHUTE MECTa, KbAETO HsIMA
anTeKa, Morar Jia ce CHaOIABar C JIGKApCTBEHU MPOAYKTH OT ThPrOBIIMTE HA €/IPO IO pea Ha
Hapenbara o wi. 207, an. 1, T. 6.

Y. 2096. (Hos - IB, 6p. 102 or 2012 1., B cuma ot 02.01.2013 1.) (1) [Tpu THproBus na
€/1pO C JIEKapCTBEHU MPOAYKTU B TPETU IbPKABU HE C€ IpUilarat u3UcKBaHusATa Ha wi. 207, ai.
1, T. 2,5 6, KaKTO ¥ M3UCKBAHMATA Ha TJIaBa aeBera "a'".

(2) (U3m. - IB, 6p. 67 ot 2020 r.) Koraro nekapcTBeH NpOAYKT C€ MOodydaBa AUPEKTHO
OT TpeTa AbpKaBa, HO HE € BHECEH Ha TepuTopHsTa Ha PenyOnmka beirapus, He ce mpuiarar
n3uckBaHuATa Ha wi. 207, ai. 1, 1. 4, 4a u 40.

(3) (Homa - 1B, 6p. 18 ot 2014 r.) B cimyyaute 1o ain. 1 ThproBumTe Ha €1po
yIIOCTOBEPSIBAT ChC CHOTBETHUTE JOKYMEHTH, Y€ JIEKAPCTBEHUTE MPOTYKTH Ca MOIYUYEeHHU OT
JIUIa, KOUTO UMAT PAa3pelICHIE WU MPABO J1a JJOCTABSAT JICKAPCTBEHU MPOIYKTH B CHOTBETCTBUE
C MPUJIOKUMOTO HAIIMOHAIIHO 3aKOHOIATEJICTBO HA TPETaTa AbpiKaBa.

(4) (HoBa - 1B, 6p. 18 or 2014 r.) KoraTo ThproBensT Ha €1po JOCTaBs JEKaPCTBEHU
MPOJYKTH Ha JINIIA B TPETU JbPKABH, TOM YAOCTOBEPSABA ChC CHOTBETHUTE JOKYMEHTH, Ue
JOCTABKHUTE Ca camo 3a JIMIa, KOUTO UMAT pa3pelieHne WIH MPaBo Jia MOoTydYaBaT JICKapCTBEHU
MIPOJYKTH, TIPeIHA3HAYEHH 3a THPTOBHUS Ha €IPO WIIH 3a JOCTaBKa HAa HACEJICHUETO B
CHOTBETCTBHE C MPIIOKMMOTO HAIIMOHATHO 3aKOHOIATEJICTBO HA TpeTaTa JIbPiKaBa.

(5) (IIpeaumrna an. 3 - /IB, 6p. 18 ot 2014 r.) Teproser; Ha eapo, KOWUTO AOCTaBs
JICKapCTBEHH MPOJIYKTH JIO JIUIA OT TPETH JbPrKaBH, KOUTO UMAT MPABO 10 CHOTBETHOTO
HAI[MOHATTHO 3aKOHOAATEJICTBO J]a IOCTABST JIEKAPCTBEHH MPOJIYKTH HA MOTPEOUTENUTE, U3/1aBa
JIOKYMEHT, KOUTO yJIOCTOBEpSIBA:

1. nata Ha penOCTaBsHE;

. HAUMEHOBaHKE U (hopMa Ha JICKAPCTBEHUS ITPOTYKT;

. IOCTaBEHO KOJIUYECTBO;

. IM€ | aJIpec Ha JINIIETO, Ha KOETO € JIOCTABCH JICKAPCTBEHUSAT IMPOJIYKT;
. TapTUJIEH HOMED.

WD W
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Ui 210. (M3wm. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1.) (1) IIputexarensar Ha
pa3pelieHreTo 3a ynorpeda u/wim JUIEeTo Mo Wi. 26, al. 2 MOXe J1a TPEI0CTaBsl MOCTPH OT
paspelieHu 3a ynorpeda JIeKapcTBEHHU NPOIYKTH Ha:

1. nexapu u jeKkapu o JIeHTaJIHa MEAULINHA;

2. BUCIIM MEIUIMHCKH YUYMIIHIIA U MEIULMHCKH KOJIEXKH.

(2) B ciiyunte 1o an. 1 BbpXy OlakoBKaTa Ha JIEKapCTBEHUTE IPOAYKTHU CE MOCTaBs
Haanuc "moctpa'.

(3) Ha sunara mo an. 1, 1. 1 Moe J1a ce TOCTaBsIT HE MOBEYE OT JIBa OPOSi MOCTPHU OT
€/lHa U ChILa JIeKapcTBeHa (popMa Ha JIeKapCTBEHMsI TPOAYKT Ipe3 e1Ha KaJIeHAapHa FOJ1HA B
Haii-Mankara ChIIeCTBYBAIlla OMAKOBKA HAa MTPOM3BOIUTEI,  HA BUCIINTE MEIUIIUHCKH YUMIHIIA
Y Ha MEIMLIMHCKUTE KOJIEXKH - CaMO B KOJIMYECTBA, HEOOXOJUMH 32 LIEJIUTEe HAa 00Y4YEHUETO.

(4) [Ipurexarenar Ha pa3pelUICHUETO 3a yoTpeda W/MiU JUIETO 1Mo Wi. 26, . 2 BOIAT
OTYEeT 3a BCUUKH JIMLA, HA KOUTO Ca JI0CTAaBSAJIM MOCTPH, 32 BUJA, KOJIMYECTBOTO U BPEMETO Ha
JOCTaBKUTE U TPU TIOMCKBAHE MTPEJOCTABAT TE3U JAaHHU Ha KOHTPOJIHHUTE OPTaHH.

Un. 211. (1) TeproBuute Ha eqpo TpsAOBa Aa MPUTEKABAT CUCTEMA 33 OJIOKUpaAHE U
U3TErJITHE Ha JIEKapCTBEHUTE MPOAYKTH, [T0Ka3aJIi HEChOTBETCTBHE C M3UCKBAHUITA 32 KAUeCTBO,
0€30MacHOCT U e(PUKACHOCT.

(2) [IpurexarensT Ha pa3pelIeHUE 3a ThPrOBUs Ha €IpO € JUIbKEH J1a OJIOKUpa U Ja
H3TCTJIN JICKAPCTBCHUTC MPOAYKTHU, ITIOKa3aJI HECCHbOTBETCTBUC C U3MCKBAHUATA 3a KAYCCTBO,
0€30IacHOCT U e(pUKACHOCT IO pejia, onpesesieH B HapeabaTa o wi. 274, an. 1.

Un. 212. (1) M3npaaurennusat nupexkrop Ha MAJI yBenomsiBa EBponeiickara komucus,
peryJaTopHUTE OPraHU Ha JAPYTUTE IbpKaBU WieHKH U EBpornelickara areHus mo jgekapcrnara
3a U3/1aJICHUTE pa3pelleHus 3a ThPrOBHsI Ha €1PO, 34 BPEMEHHO CIIPEHUTE WM OTHETUTE
paspelleHus 1 3a IpUYUHHUTE 3a TOBA.

(2) (U3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) Korato u3nbIHUTETHUAT
aupextop Ha MAJI yctaHoBu, ye nunero mo wi. 195, an. 1 He U3MbiIHABA 3aIBJKEHUATA 110 L.
207, an. 1, 1. 2 - 14, To#l yBeZjOMsIBa peryjaTopHMs OpraH Ha JIbprKaBaTa YjeHKa, U3aana
pas3pelIeHneTo 3a ThProBus Ha elipo, U EBpomnelickaTta KOMUCHS.

(3) Korato perynaTopHUST OpraH 1o aji. 2 BpeMEHHO CIpe WM OTHEME Pa3pelieHueTo
3a ThPrOBUS Ha €/1p0 Ha JHIeTo 1o wi. 195, an. 1, Toi yBeZoMsIBa U3M'BIHUTEIHNS JUPEKTOP Ha
HNAJI n EBponieiickata KOMHCHSL.

Ui 212a. (Hos - IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 1.) (1) (U3m. - IB, Op.
18 ot 2014 r.) ITocpeauuuecTBo B 06JaCTTa HA JIEKAPCTBEHUTE MPOIYKTH MOTaT Ja U3BbPIIBAT
(bu3NYeCKU U IOPUINYECKH JINIA, PETUCTPUPAHU KaTO ThPrOBCKU MOCPEAHMIIM [0 CMUCHIA Ha
Teprosckus 3akoH Ha Peny6inka beirapusi, KOUTo ca perucTpupaHu 3a U3BbPIIBAHETO HA Ta3U
nerigocT ot MAJIL.

(2) JInuara o an. 1, KOUTO MCKAT Ja c€ PErUCTPUPAT KaTO MOCPETHHIIM, TOAABAT B
NAIJI yBenomnenue o odpasell, yrBbpJeH OT U3NBbJIHUTENHUS qupekTop Ha MAJL, koeTo
ChIbpIKA!

1. ume, cemanuiie u aapec Ha yIpaBleHUE;

2. TaHHM 32 KOHTAKT.

(3) KbM yBemoMIIEHHETO 110 . 2 ce Mpujiarar:

1. 1aHHU 32 €MUHHUA UACHTU(PHUKAIIMOHEH KO,
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2. TOKYMEHT 3a IJIaTeHa Takca B pa3Mmep, omnpeeseH B Tapudara mo wi. 21, an. 2.

(4) MI3npyiHUTETHATA areHIIUS 10 JIEKAPCTBATA BIMCBA B IMyOJIUYECH PETUCTH) JIUIATA,
OCBIIECTBSIBAIIN TOCPEAHNYECTBO B 00JIACTTa HA JIEKAPCTBEHU MTPOTYKTH.

(5) JInara mo an. 1 Morat 1a OChIIECTBSIBAT OCPETHUYECTBO B 00JIACTTA HA
JICKapCTBEHU MPOIYKTH CJI€] MOJIaBaHe Ha yBeIoMJIeHHEeTO o ait. 2 B UAJL.

(6) JIunara no ain. 1 yBenomsiar MAJI B 7-1HEBEH CPOK OT HACTBHIIBAHE Ha IIPOMSIHA B
HSIKOE€ 0T 00CTOsITeNICTBATA I10 all. 2.

Ui 2126. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) (1) JIumara mo .
212a, an. 1 ca JIbKHM:

1. na ochIlecTBABAT JEHHOCTTA CH CaMO C pa3pellieHu 3a yroTpeda JTeKapCcTBEH!
TIPOJTYKTH;

2. 1a ©Mart IUJIaH 3a IeHCTBUE B U3BBHPEIHU CUTYAI[H, KOUTO ChAbpKA eHEeKTUBHU
MEpKH 3a U3TETIISTHE Ha JISKApCTBEH MPOYKT OT Ma3apa 1o pasnopexnane Ha MAJI umu mo
MHUIIMATHBA HA IPOU3BOIUTEINS UITH MPUTEKATENS HA pa3peleHueTo 3a ynorpeda Ha
CBHOTBETHUS JIEKAPCTBEH MPOJIYKT;

3. Ia chXpaHsBAT JaHHU, BKIIOYBAIIM ceHaTa HHGOopMaIus 3a BCAKA CeNKa C
peann3upaHu upe3 MOCPETHUIECTBO JCKAPCTBEHH MTPOLYKTH:

a) JaTa Ha C/eNKara;

0) HaMMEHOBaHWE HA JICKAPCTBEHUS IPOIYKT;

B) peaJM3UPaAHOTO YPe3 MOCPETHUIECTBO KOJIUYECTBO;

') UM€ U aJIpec Ha JIUIATa, MOJYYWIN U IOCTAaBUIIN JIEKAPCTBEHUS IPOIYKT;

1) TapTHIeH HOMED;

4. na cna3BaT n3ucKBaHusATa Ha JloOpaTa qucTpuOyTOpCKa MpaKTHKa, IPHETa C
HapenOara mo ui. 198;

5. 1a moJIbpIKaT CUCTEMa 3a Ka4eCTBO, OMPEEIIsIa OTTOBOPHOCTUTE, ITPOIIECUTE H
MEpPKUTE 32 YIpaBJIEHWE HA PUCKA, CBBP3aHH C JCHHOCTTa MY;

6. He3abaBHO na nHpopmupar MAJI u mpurexatesns Ha pa3pelIeHUETo 3a yroTpeoa,
KOTaTo € YCTAaHOBUJI MJIM UMa CbMHEHUE, Ue JIEKAPCTBEHUSAT MPOAYKT - PEMET Ha
MOCPEIHUYECTBOTO, € (pannpuIIpaH;

7. na mpoBepsIBaT Aalld ThPrOBELBT MPUTEKABA pa3pelleHre 3a ThPTOBHsI Ha €O C
JIEKapCTBEHH MTPOAYKTH;

8. 1a mpoBepsBaT Aadu MPOU3BOAUTENAT WM BHOCUTEIST MPUTEKaBa pa3pelleHue 3a
MIPOM3BOJICTBO/BHOC;

9. na cpXpaHsBaT JAHHUTE TI0 T. 3 332 CPOK HAW-MAJIKO 5 TOJAUHU U J1a TH MPEIOCTABAT
MIPH TTOWCKBaHE Ha KOHTPOJIHHUTE OPTaHH.

(2) M3uckBanusiTa KbM JEHHOCTUTE MO MOCPETHUIECTBO B 00IaCTTa HA IEKAPCTBEHUTE
MPOIYKTHU C€ OTMpENeNAT ¢ HapenOaTa mo 4wi. 198 u B ppkoBojicTBa HAa EBpomneiickata koMucwHs.

T'1aBa nesera "'a".
IMAPAJIEJIEH BHOC HA JTJEKAPCTBEHHU NPOJAYKTHU (ITPEAUIIEH PA3JEJ II -
B, BP. 71 OT 2008 I'., B CHUJIA OT 12.08.2008 I'".)

Un. 213. (U3m. - IB, Op. 71 o1 2008 r., B cuna ot 12.08.2008 r.) [Tapanenen BHOC Ha
JICKapCTBEHH MPOAYKTH Ha TepuTopusira Ha PenyOinka bbrirapus Moxe aa u3BbpuiBa GU3NIECKO

WM IOPUIUYECKO JIMIIE, PETUCTPUPAHO MO0 ThProBCKuUs 3aKOH, 10 3aKOHOIATEICTBOTO Ha
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IbprKaBa YICHKA, CIIE] MTOJIy4aBaHe Ha Pa3pelICHHE 3a MTapaJIejieH BHOC, U3JAalEHO OT
U3IBIHUTENHUS AupekTop Ha MAJL

Ui 214. (1) JlekapcTBeH IpOIYKT, pa3pelleH 3a ynoTpeda B Apyra IbprKaBa 4ICHKa,
MOJKE Jla ce BHACS IapajiesiHo Ha TepuTopusTa Ha PenyOnuka bbirapus, korato € eJHaKbB WIH
1o/100€eH Ha JIGKapCTBEH MPOIYKT, pa3peleH 3a ynorpeda B Penybnuka bearapus nmo pena Ha
TO3HU 3aKOH.

(2) (U3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1., u3m. - IIB, 6p. 12 oT 2011 1.,
B cuia ot 08.02.2011 r.) [To cmucena Ha an. 1 eqHaKBB WM TOA0OEH JIEKAPCTBEH MPOJIYKT €
TO3H, KOWTO MMa €JHAKHB KaUeCTBEH U KOJMUYECTBEH CHCTAB 10 OTHOLICHUE HA aKTUBHOTO
BEIIECTBO/aKTUBHUTE BEIIECTBA, MPEJIara ce B €/1Ha M ChIla JIEKapcTBEeHa popma, Ipesiara ce B
ellHa U ChIlla TbPBUYHA ONAKOBKa, C TT000eH rpadMueH qU3aiiH Ha ONTaKOBKaTa.

Un. 215. (1) (U3m. u gom. - /1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) 3a
[10JIy4aBaHE Ha pa3pelleHHe 3a MapajiejieH BHOC Ha JIEKapCTBEH MPOIYKT Ha TEPUTOPUSITA Ha
Peny6nuka bbirapus nunero no wi. 213 nojasa 3asBiieHUE JO U3IIBJIHUTEIHUS JUPEKTOP Ha
HAIJI, B xoeTo nmocouBa AbpKaBaTa Yi€HKa, OT KOSTO I1I€ U3BbPILBA NAapaeieH BHOC HA
JIEKapCTBEH MPOIYKT.

(2) KbM 3asBi€eHHETO Ce npuiiaraT CIeAHUTE JaHHU U JOKYMEHTH:

1. HauMeHoBaHue, JeKapcTBeHa (opMa, KOJIUYECTBO Ha aKTUBHOTO BELIECTBO B J1030Ba
€IMHUIIa Ha pa3pelieHus 3a ynorpeda B PenyOnuka beiarapus nekapcTBeH NpoyKT;

2. HaMEHOBaHMUE, JIeKapcTBeHa (popMa, KOJMUECTBO Ha aKTUBHOTO BEILIECTBO B JI030Ba
€IMHUIIa Ha JIEKAPCTBEHUS MPOAYKT, PEHA3HAUYEH 3a MapaJieieH BHOC;

3. (mom. - B, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) uMe Ha mpuTexarens Ha
pa3pelieHneTo 3a ynorpeda u Ha MpOU3BOAUTENS, aKO € JIULE, PA3JIMYHO OT IPUTEXKATENs Ha
paspelieHrneTo 3a ynorpeda, Ha JIeKapcTBEHUS MPOIYKT, MPeHa3Ha4YeH 3a IapaieieH BHOC;

4. HOMep Ha pa3peIICHUETO 3a yrnoTpeda Ha JIeKapCTBEHUs POAYKT B PemyOnuka
Bbrirapus 1 HoMep Ha pa3pelIeHUeTo 3a yIoTpeda Ha JIEKapCTBEHUS MPOJYKT B AbprkaBaTa
YJIEHKA, OT KOSATO CE U3BbpIIIBA [apaJieJieH BHOC;

5. neknapaiys 3a ycTaHOBsIBaHE Ha obcTosATencTBata 1o wi. 217, 1. 1;

6. KOIue OT JINCTOBKA 32 MAI[MeHTa U MOCTpa OT JIEKAPCTBEHUS IPOAYKT BbB BU/IA, B
KOHTO ce IIpojaBa B IbpKaBaTa 4JeHKa, OT KOSTO C€ U3BBPILBA AapaJIEJIEH BHOC, IPEBOJL Ha
ChJIbP’KaHUETO Ha JINCTOBKATa Ha OBJITapCKU €3UK, MPUIPYKEH C IeKJIapallys, 4ye MPEeBOABT € B
CBHOTBETCTBUE C OPUTMHAJIA HA JINCTOBKATA;

7. IpeI0KEHHE 3a JINCTOBKA 32 MAllMEHTa Ha MapajieIHO BHACSAHUS JIEKaPCTBEH
MIPOJYKT, IPUAPYKEHO C ACKIapalus, ye ChIbPKaHUETO Ha JIMCTOBKATA € UEHTHUYHO ChC
ChIbPKAHUETO Ha JMCTOBKATa Ha MPOJIyKTa, pa3pelleH 3a ynotpeda B Penyoinka brirapus, ¢
U3KJIIOUEHUE Ha CIIEHUTE JaHHU:

a) HaMEHOBAHME U aJJpec Ha yNpaBlIeHUE Ha JIMIETO, U3BBPILBAIIIO TapaJieieH BHOC;

0) HAaMMEHOBAHUETO Ha IPOU3BOAUTENIS, KOTATO € Pa3JInYEH 3a JABaTa MPOIYKTa;

B) MEPHOJ Ha CTAOMITHOCT, KOTaTo € pa3JIMyeH 3a J[BaTa MPOAYKTa;

I') TOMOIIHY BEIIeCTBa, KOTaTo ca pa3JInyHU B JIBaTa MIPOAYKTA;

8. B cilydaii Ha IpPeoNaKoBaHe:
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a) (u3m. - 1B, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r., u3Mm. - JIB, Op. 67 ot 2020 1.)
MaKeT Ha JIEKApCTBEHUS MPOIYKT BHB BU/Ia, B KOWTO W€ Ce IMyCcKa Ha na3apa B bearapus;

0) KoImHe OT JIOTOBOpa MEXKTy JIMIIETO, U3BBPIIBAIIO MapajielieH BHOC, U JIUIATa,
M3BBPIIBAIIN YaCTHYHA MPOU3BOJCTBEHA ICHHOCT - ONTAKOBaHE, ETUKETUPAHE;

B) ceprudukar 3a J[oOpa nmpon3BoicTBEHA MMPAKTHKA, KOTATO MPOIECUTE HA
MIPEOIaKoBaHe ce U3BBPIIBAT U3BBH TepUTOpUATa HAa Pemybnuka boarapus;

T') KOTaTO CE U3BBPINBA OT JIUIETO MO 4. 213 - Komue OT pa3pemeHneTo 3a
MIPOU3BOJICTBO, U3/AJICHO OT PEryJIaTOPHHSI OpraH Ha IbpXKaBaTa 4ieHKa, KbAECTO CE H3BBPIIBA
MPEOTaKOBaHETO;

9. IOKYMEHT 3a TUIaTeHa TaKca B pa3Mep, onpeseseH B Tapudara mo wi. 21, ai. 2.

(3) (U3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) KoraTo Mmexmy
JIEKapCTBEHMS MTPOAYKT 3a IMapajiesieH BHOC M MIPOAYKTA, pa3pelleH 3a ynorpeda Ha TepUTOPHITA
Ha PenyOnuka beiarapus, celecTByBar pa3iivku (B ChCTaBa Ha MOMOIIHUTE BELIECTBA U IPYTH),
JMIIETO 10 aj. | mpeacTaBs J0Ka3aTeicTBa, 4ye Te He ce OTPa3siBaT Ha TEPAreBTUIHUTE KauyecTBa
Ha JICKapPCTBEHUS MPOJIYKT 3a NapayiejieH BHOC.

(4) B cnydaute 1o aii. 3 nuieTo 1o aj. 1 mocouBa BbPXY OMAKOBKATa M B JIMCTOBKATA 3a
MaIMeHTa Ha TIapaJICITHO BHACSHUS JIEKAPCTBEH MPOJIYKT PA3JIUKHTE.

(5) Koraro numero mo wi. 213 u3BbplIBa MPEONaKoBaHe H/MITN €TUKETHPAaHE Ha
JICKApCTBEHHS MTPOAYKT Ha OBJIrapCKH €3UK Ha TepUTOpusATa Ha PemyOiuka bearapus, To TpsOBa
Jla IPUTEkKaBa pa3pelIeHue 3a MPOU3BOACTBO, U3AICHO OT U3IIBJIHUTETHHS qupexTop Ha MAJL

(6) [NapanemrHO BHECCHUSAT MPOJIYKT C€ M3M0JI3Ba MPHU YCIOBHITA HA U3/IaJICHOTO
paspelnieHre 3a ynorpeba Ha JIeKapCTBEHUS POJIYKT Ha TepuTopusiTa Ha PemmyOnuka bearapus.

Uin. 216. (1) Pa3pemenueTo 3a U3BbPIIBaHE Ha MapajielieH BHOC HA TEPUTOPHUSITA HA
PenyOnuka brarapust ce n3naBa B cpok 45 THU OT JaTaTa Ha MOoJaBaHe Ha JOKYMEHTAIUAITA B
NAIJL

(2) Korato MAJI u3ucka ot 3asiBUTENS AOMBIHUTEIHA JOKYMEHTAIUS, CPOKBT 10 ail. 1
crupa Ja Tede J10 Mojly4aBaHe Ha MCKaHaTa HHpopMaIusl.

(3) Korato MAJI u3ucka ot perynaTopHuUsl OpraH Ha AbprKaBaTa 4iieHKa, OT KOATO Ce
M3BBpIIBA MapayeseH BHOC, MHGOpMaIus, CBbp3aHa C U3JaBaHe Ha Pa3pelIeHUETOo 3a yrnoTpeda
Ha BHACSIHUS JIEKAPCTBEH MPOJIYKT, CPOKBT M0 al. 1 ce yabirkasa ¢ 45 THU.

(4) Axo B cpoka no ann. 3 MAJI He mostyun MCKaHaTa JOKyMEHTAlMsI, IpoLeaypara o
W3JlaBaHe Ha paspelleHre 3a mapajelieH BHOC Ha Teputopusta Ha Penybnuka boarapus ce
MpeKparsBa.

(5) Uznanenute paspenieHus 3a U3BbPIIBaHE Ha MapajesieH BHOC HAa TEPUTOPUATA HA
Peny6nnka bearapus ce mybnukyBaT Ha cTpanunara Ha MAJI B uHTEepHET.

(6) Pa3pemenuero 3a U3BbpILIBAaHE HA apasieleH BHOC € ChC Cpok 5 ronuuu. HoBo
paspelieHue ce u3aasa 1o peaa Ha wi. 215.

(7) Pa3pemenuero 3a U3BbPILIBAHE HA TapaJIeIeH BHOC HE ce MPeKpaTsBa aBTOMaTHYHO,
KOraTo MpUTEeXaTeNsAT Ha pa3pelieHneTo 3a ynorpeda Ha JIeKapCTBEHUS IPOAYKT, IIyCHAT Ha
nasapa Ha TepuropusTta Ha PenyOmnuka bbiarapus, ro oTTernm no NpuuruHU, KOUTO HE ca
CBBP3aHM C OMACHOCT 3a 3[PaBETO HAa HACEJIIEHUETO.

Ui 216a. (Hos - 1B, 6p. 105 ot 2020 1., B cuna ot 11.12.2020 1.) (1) IIpu o6sBeHO

M3BBHPEIHO TIOJIOKEHUE TIOPAId EMUAEMUYHO Pa3POCTPAHECHUE Ha 3apa3Hu 00JIECTH 1Mo wi. 61,
an. 1 wim 3 ot 3akoHa 3a 3ApaBeTO WM NP 00SBEHA U3BBHPEAHA CMUAEMUYHA 00CTaHOBKA
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Mopajy eMnuIEMUYHO PA3NpPOCTPpaHEHUE HA 3apa3Ha OoJect mo wi. 61, ain. 1 oT 3akoHa 3a
3/IpaBeTO PAa3pELICHUETO 3a U3BbPIIBAHE HA IIapajielieH BHOC e U3/JaBa B CpoK 14 qHM OT nataTta
Ha MoJlaBaHe Ha JOKyMeHTanusTa o 4i. 215 8 MAJL

(2) Korato MAJI uzucka oT 3asBUTEIIS TOBJIHUTENHA JOKYMEHTAIUS, CPOKBT 110 ail. 1
crupa Ja Tede J10 Mojly4aBaHe Ha MCKaHaTa HH(popMaIusl.

(3) Korato MAJI u3ucka ot perysiaTopHuUsl OpraH Ha AbprKaBaTa WIEHKA, OT KOATO Ce
U3BBpIIBA MMapayeseH BHOC, MHPOpMaIus, CBbp3aHa C U3JaBaHe Ha pa3pelIeHueTo 3a ynorpeda
Ha BHACSIHUS JICKAPCTBEH MPOJIYKT, CPOKBT 10 al. |1 ce yabokasa ¢ 14 nHu.

(4) Korato B cpoka o ait. 3 MAJI He mony4yn ucKkaHaTa JOKyMEHTAIWs, TIPoLielypaTa 1o
M3JaBaHe Ha pa3pelleHue 3a mapajesieH BHOC Ha TepuTopusTa Ha Pemy6nuka beirapus ce
MpeKparsBa.

(5) U3nanenute pasperieHus 3a U3BbPIIBAHE HA MapaJieieH BHOC 110 all. 1 ce
nyOiauKyBaT Ha crpanunara Ha MAJI B uHTEepHET.

(6) Pa3pemenueTo 3a U3BBPIIBAHE HA MapajiesieH BHOC 10 all. 1 € ¢hC CPOK JI0 JaTaTa Ha
OTMSIHAaTa Ha U3BBHPETHOTO MOJOKEHUE, ChOTBETHO HA U3BbHPEAHATA EMUAEMUYHA OOCTaHOBKA
o an. 1.

(7) Pa3pemienueTo 3a U3BbpIIBaHE HA MApaJieIeH BHOC CE MPEKPaTsIBa aBTOMATHYHO,
CUMTAHO OT JlaTaTa Ha OTMsHATa Ha U3BBbHPEIHOTO IOJI0KEHUE, ChOTBETHO HAa U3BbHPEIHATA
enuaeMuyHa 0OCTaHOBKa 110 ai. 1.

(8) IIpu mpekpatsiBaHe Ha Pa3pEIICHUETO 3a U3BBPIIBAHE HA MapajeieH BHOC MO ai. 7
JIEKapCTBEHUST MPOYKT MOXKe J1a ObJie MpoIaBaH 0 N3UEpIBaHEe Ha HAIMYHUTE KOJMYECTBA B
CTpaHaTa, HO He IoBe4e OT 6 Mecella, CYMTAHO OT JaraTa Ha PEKpaTsIBaHETO.

(9) B cniydaute no an. 1 HannoHanHUAT CHBET MO IIEHU U peuMOypcupaHe Ha
JIEKapCTBEHUTE MPOJIYKTH C€ IPOM3HACA B CPOK 710 14 qHU 3a yTBBpKIaBaHe/perucTpupaHe Ha
LI€HA Ha JIEKapCTBEHHU MPOJIYKTH, 32 KOUTO € MOJIy4eHO pa3pellieHHe 3a apajieJieH BHOC, CYUTAHO
OT JlaTaTa Ha I0/IaBaHe Ha 3asBJICHUE 110 pella Ha HapendaTa mo ui. 261a, an. 5.

Ui 217. Ilputexxarensat Ha pa3pelIeHUeTOo 3a MapajesieH BHOC € JUTbKEH Ja:

1. yBeroMu npuTexaTess Ha pa3pelieHrneTo 3a ynorpeda Ha JIeKapCTBEHUS TPOAYKT,
MyCHAT Ha Ma3apa Ha TepuTopusaTa Ha Pemybnuka bearapus, 3a HaMepeHUETO CH J1a U3BBPIIIBA
napa’seseH BHOC U IPU MOMCKBAHE MY NPEAOCTaBs MOCTpa OT HapajesIHO BHACSHUS JIEKAPCTBEH

IIPOJYKT;

2. chXpaHsBa 3a CPOK 5 TOAMHU CleIHATa TOKYMEHTAIUS: UMe U aJIpec Ha JIMIIETO, Ha
KOE€TO € JIOCTAaBEH IMapajieIHO BHACSHUSAT JICKAPCTBEH MPOYKT, laTaTa Ha MIPEJIOCTaBsHE,
JIOCTABEHO KOJINYECTBO U MapTH/IEH HOMED;

3. mpexacrass B UAJI:

a) akTyaJM3UpaHa JIMUCTOBKA 32 MAIllMeHTa Ha TapajielIHO BHACSHUS MPOIYKT B
CHOTBETCTBHE C HACTHIIWIM MPOMEHHU B U3/IaJICHOTO pa3pelieHue 3a ynorpeda Ha pa3perieHus B
PenyOnuka brirapust iekapcTBeH MPOIYKT;

0) (u3m. - IB, 6p. 71 ot 2008 ., B cuyta ot 12.08.2008 1.) nexnaparusi, e
ChJIBPKaHUETO Ha JIMCTOBKATA Mo OykBa "a" € MACHTUYHO ChC ChAbPKAHUETO Ha TUCTOBKATA Ha
MPOJIYKTa, pa3pelieH 3a yrnorpeda B Penybnuka bwarapus, ¢ u3kito4YeHne Ha JaHHUTE TI0 YJI.
215, an. 2, 1. 7, 6yksu "a" - '"r";

4. TOKyMEHTHpa M JIOKJIaJ[Ba Ha IPUTEKATEIS Ha pa3perieHueTo 3a yrnorpedba u na MAJI
BCHUYKHU CHOOIICHHUS 32 MOI03UPAHH HEXKEJIaH! JICKAPCTBEHU PeaKIMK Ha BHACSHUS JICKAPCTBEH

MPOJYKT;
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5. (Homa - /IB, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) npenoctass na MAJI
€XKECeIMUYHO MJTH TIPH MTPOMSHA HA OOCTOSTENCTBATA Ype3 CleHaTu3upaHaTa eJIeKTpOHHA
cuctema 1o wi. 2176, an. 1 uadopmarus 3a:

a) mapaJieJJHO BHECEHUTe Ha Teputopusta Ha Peny6nuka bbiarapus konndecTsa,
MMOCOYCHH 10 JIEKAPCTBEHU MPOIYKTH, BKIIOYCHH B [103UTUBHUS JIEKAPCTBEH CIHUCHK, HA KOUTO €
MIPUTEKATEI HA Pa3pelIeHUETO 3a MapajieieH BHOC;

0) nocraBeHUTE Ha (PU3UUECKHUTE U FOpUANYecKuTe una mo wi. 207, ain. 1, 1. 5, 5au 6
KOJIMYECTBA, [IOCOYEHU 110 JIEKaPCTBEHU MPOIYKTH, BKItOUeHU B [103UTHBHUS JIeKapcTBEH
CIIUCBHK;

B) (hU3MYECKUTE U ropuaudeckuTe auma no wi. 207, ain. 1, 1. 5, 5a u 6, Ha KOUTO ca
JIOCTaBEHU KOJIMYECTBaTa JICKapCTBEHU MPOYKTH 0 OykBa "a'";

T) JaTara, Ha KOSITO € U3BbPILIEH BHOCHT/J0CcTaBKara rmo Oyksu "a" u "0";

1) HATMYHUTE B CKJIQIOBETE KOJUYECTBA, IOCOYCHH I10 JIEKAPCTBCHH MPOTyKTH,
BKItOUeHU B [103UTHBHUS IEKapCTBEH CIUCHK, HA KOUTO € MPUTEKATEN Ha Pa3pelIeHHETOo 3a
napalesieH BHOC;

6. (moBa - /IB, 6p. 103 oT 2020 r., B crta ot 01.01.2021 r., mom. - /IB, 6p. 16 or 2024 r.,
B cuita ot 23.02.2024 r.) npenoctasst Ha MAJI 3a BCUUKH JIEKapCTBEHU MPOIYKTH, TOITYUUIIN
paspelilieHue 3a napaselieH BHOC Ha TEpUTOpUATA HA CTpaHaTa, BKIFOYUTEIHO MPU IPOMsIHA Ha
oOcTosITeNICTBaTa, Ype3 CIeNUaIN3upaHaTa eJICKTPOHHA cucTema 1o 4wi. 2170, an. 1 uadopmarus
3a KOJla Ha MPOJyKTa [0 CMHChIa Ha 4il. 4, OykBa 0), moarouka i) oT [enerupan pernament (EC)
2016/161 3a nekapcTBEHUTE MPOAYKTH, ONPEACICHH B HETO B CPOK 110 14 THU OT MyOJIMKYBaHETO
Ha JIEKapCTBEHUs NPOAYKT B [103UTHUBHUS TeKapCTBEH CIUCHK, ChOTBETHO OT HACTHIIBaHE Ha
MIpOMsIHaTa Ha 0OCTOSATENICTBATA;

7. (moBa - JIB, 6p. 67 ot 2020 r., npenumna T. 6 - JIB, 6p. 103 ot 2020 r., B cuita ot
01.01.2021 r.) ocurypsiBa 3amMsiHaTa Ha oKa3aTeauTe 3a 6€30MaCHOCT BbPXY BTOPUYHATA
OTIaKOBKa, a aKO HsIMa TaKaBa - BbPXY TbPBUYHATA OMAKOBKA, HA JIEKaPCTBEHUTE MPOAYKTH,
onpenenenu B Jlenerupan pernament (EC) 2016/161, ¢ paBHOCTOWMHHM Ha TSIX MO CMUCHJIA HA YJI.
1680, an. 3 1 ocurypsiBa BbBEX/IaHETO Ha UACHTU(UKAIIMOHHMS O€Jier Ha BCSIKa OMAaKOBKa B
cucremMara oT perucTpu B cboTBeTcTBHE C [lenerupan pernament (EC) 2016/161.

I'naBa neBera "0'".

N3HOC HA JIEKAPCTBEHU ITPOAYKTHU. CIEHUAJIU3UPAHA EJJEKTPOHHA
CUCTEMA 3A ITPOCJIEJASIBAHE U AHAJIN3 HA JTEKAPCTBEHUMTE ITPOAYKTHU
(HOBA - /IB, BP. 18 OT 2014 I'., 3AI'JI. U3M. - /IB, BP. 84 OT 2018 I'., B CUJIA OT
12.10.2018T.)

Un. 217a. (Hos - JIB, 6p. 18 ot 2014 1.) (1) 3HOC Ha leKapCTBEHU MPOAYKTH OT
TeputopusTa Ha Peny6nuka bbiarapus Moxke Jja U3BbpIBa GU3NYECKO WU IOPUINYECKO JIUIIE,
IIPUTEKATEI HA pa3pelIeHHE 3a ThProBUs Ha €O C JEKAPCTBEHM MPOIYKTH WM IIPUTEXKATEN Ha
paszpelleHue 3a Ipou3BOCTBO.

(2) IlpuTexaren Ha pa3pelIeHUE 3a IPOU3BOACTBO MOKE /1a U3BbPIIBA U3HOC CaMO Ha
MIPOU3BEICHUTE OT HETO JIEKAPCTBEHH MPOTYKTH.

(3) [lo cMuchbia Ha Ta3M IJ1aBa U3HOC € U BTPEOOIIHOCTHA IOCTaBKa B pAMKUTE Ha
EBponeiickus cbio3.
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(4) (U3m. - ]IB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 1.) JIekapcTBEHU MPOIYKTH,
BKJIFOUEHU B [103UTHBHUS JIEKaPCTBEH CIHUCHK, 32 KOUTO € YCTAHOBEH HEJIOCTHT TI0 Pejia Ha UJl.

2176, He MoraT ja ObJaT M3HACSHH 3a CPOKA, 32 KOMTO Ce ChABPIKAT B CIIUCHKA 110 WiI. 2178, ai.
1.

Un. 2176. (Hos - [IB, 6p. 18 ot 2014 1., u3m. - [IB, 6p. 84 ot 2018 r., B cuna ot
12.10.2018 1.) (1) Cp3naBa ce Crienuanu3upana eIeKTpOHHA CUCTEMA 3a MTPOCIICAIBaHE U aHAJIN3
Ha JIEKapCTBEHUTE MPOAYKTH, BKIIOYEHH B [103UTHBHMS JIeKapCTBEH CHUCHK, KOSITO CE
aIMMHHUCTPHUPA U TOAAbPKA OT M3IbJIHUTEHATA areHus 110 JIeKapcTBara.

(2) Cp3paBaneTo U MOJABPKAHETO HA CIICIMAIU3UPAHATA €IEKTPOHHA CUCTeMa 10 ai. |
ce U3BBPIIBA Bb3 OCHOBA HA CICAHUTE MPUHIIUIIN:

1. rapaHTHpaHe Ha aKTyaJTHOCT M TOYHOCT Ha MPEJAOCTABCHUTE U ChXPAHSIBAHUTE JaHHU;

2. ocurypsiBaHe Ha MOJXOAIIa cpesia 32 0OMEH Ha JIaHHU;

3. rapaHTHpaHe Ha perjiaMeHTHPaH JOCTBII 10 JaHHUTE B €JIEKTPOHHATA
nH(pOpMaLIMOHHA cHCTEMA MPHU ClIa3BaHe U3MCKBAHUATA Ha 3aKOHA;

4. ocurypsiBaHE Ha OlepaTHBHA CbBMECTUMOCT U MH(OPMAIIMOHHA CUTYPHOCT.

(3) Cnenmanusupanata eneKTpOHHA CUCTEMA 10 ajl. 1 chabpiKa:

1. (m3m. - 1B, 6p. 103 ot 2020 1., B crura ot 01.01.2021 r.) mHpOpMAaIusTa 1Mo wi. 54,
yi. 54a, wi. 68, an. 1, . 10w 11, wn. 207, an. 1, 1. 15, wn. 217, 1. 5 u 6 u 4. 232a, npegocTtaBeHa
OT ChOTBETHUTE JIUIIA;

2. (u3m. - [IB, 6p. 67 ot 2020 r.) nadopMmalus, npeaocTaBeHa ot Hanpronaaxara
3/IpaBHOOCUTYpUTEIHA Kaca, 32 KOJIMYECTBATa, KOUTO Ca IOCOYEHHU 10 OTYETEHU U 3aIUIaTEHU
JIEKapCTBEHH MPOIYKTH, BKJIIOUEeHU B [I03UTHBHUS TEKapCTBEH CMUCHK 32 MPEAXOAHUS SIUH
Mecell;

3. unpopmanus, mpeaocraBeHa oT MUHUCTEPCTBOTO Ha 3paBeONa3BaHEToO, 3a
KOJIMYECTBaTa, KOUTO Ca MOCOYEHH I10 3aIUIATEHU JIEKAPCTBEHU MPOAYKTH, BKIIOUCHH B
[To3uTUBHUS T€KapCTBEH CIUCHK 3a MPEIXOIHUS €TUH MECEIl.

(4) Bp3 ocHOBa Ha HH(OpMaLMTA 0 ajl. 3 Ype3 crerualn3ipaHaTa eJIeKTPOHHA
cUcTeMa 1o aj. 1 ce U3BBPIIBA aHAIU3 32 YCTAHOBSIBAaHE HA HEJOCTHUT Ha JIGKAPCTBEHU MPOAYKTH,
BKJIFOUEHU B [103UTHBHMS JIEKAPCTBEH CIUCHK, HA TepuTOpUsATa Ha Perrydnuka beiarapus mpu
yCIIOBUS U 110 P, ONIPe/IeIieHH B HapeadaTa 1o ai. 8.

(5) (Hom. - 1B, 6p. 67 ot 2020 r.) HegocTursT no aji. 4 Ha JIEKapCTBEHU MPOIYKTH,
BKIItOUeHU B [103UTHBHUS IEKapCTBEH CIHUCHK, C€ YCTAaHOBSIBA, KOTATO MPH U3BBPIIBAHE HA
aHaJIM3a 1o ajl. 4 ce yCTaHOBH, Y€ HaJMYHUTE Ha TepuTopusTa Ha PenyOnuka bbirapus
KOJIMYECTBA OT ChOTBETHUS JICKAPCTBEH MPOAYKT ca MO-MalIKo OT 65 Ha CTO OT HEOOXOAUMHUTE
KOJIMYECTBA 3a 33JJ0BOJISIBAHE Ha 3/IpaBHUTE MOTPEOHOCTU HA HACEJIEHUETO 3a MEPUOJ OT €IUH
Mecell, U34YHUCICHH Bb3 OCHOBA Ha CPETHOMECEUHOTO MOTPeOIeHNE Ha CHhOTBETHUS JIEKAPCTBEH
MIPOJYKT 3a MPEeAXOJAHUTE 6 Mecera, CHUTaHO OT JIEHS Ha U3BBPIIBAHE HAa aHAIH3a.

(6) Cnenmanu3upanaTa eneKTpPOHHA CUCTEMA M0 all. 1 moaabpka aBTOMaTH3UPaH
uHTepdeiic 3a npeaocTaBsiHe Ha HH(OpPMaLKATa 1O al. 3 U 3a U3NpallaHe Ha CbOOIIEHUSI.

(7) IlpaBo Ha MOCTHII A0 CIENIMATU3MPAHATa eIEKTPOHHA cucTeMa 1o ail. | uMar
MHCTUTYLMUTE U JUIATa M0 ajl. 3 camo 3a LEeJIUTE Ha MPeJoCTaBIHe Ha HHpOopMaIus,
OTpEJIETICHU C TO3M 3aKOH, U HOCSIT OTTOBOPHOCT 32 JOCTOBEPHOCTTA HA MPEJOCTaBeHATa
nH(popMalKs, KaKTO ¥ 32 HABPEMEHHOTO M MpeI0CTaBsHE.

(8) (Homa - 1B, 6p. 67 ot 2020 1., mnom. - IB, 6p. 16 ot 2024 r., B cuna ot 23.02.2024 1.)
W3BbH ciayyanTe o ajn. 7, IpaBo Ha ITbJEH JOCTBHII 10 TaHHUTE B CTIEUAIN3UpaHaTa eJIeKTPOHHA
cucrtema 1o an. 1 umar MUHHCTEpCTBOTO Ha 37paBeona3Banero, Harmonamxnara
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3IIPaBHOOCUTYpHUTEITHA Kaca U ChBETHT 10 Wi. 258, an. 1 mpu cna3BaHe Ha 3aIbJDKEHHE 32
Olla3BaHE TAlHATA HA JAHHUTE.

(9) (ITpenumna an. 8 - JIB, 6p. 67 ot 2020 r.) YcioBusTa 1 peabT 3a MPEIOCTaBsIHE,
CbXpaHsBaHE U U3BBPIIBAHE HA aHAIN3 HAa MHPOPMAIUATA O al. 3, KaKTO U 3a
aJIMUHUCTPHUPAHETO, MOUTHPIKAHETO U JJOCTHIIA JIO CIICIMAIM3UPaHaTa eJICKTPOHHA CHCTEMA T10
an. 1 ce onpenensrt ¢ HapenOa Ha MUHUCTBPA Ha 3JpaBEOIa3BaHETO.

(10) (ITpeaumna ai. 9 - JIB, 6p. 67 ot 2020 r.) U3nbiHUTEIHATA areHITUS 10
JIeKapCcTBaTa € 3a/IbJDKEHA J]a OCUTYpsiBa MpEXoBaTa U MHPOPMALIMOHHATA CUTYPHOCT Ha
CrelMaIM3upaHaTa eJISKTpPOHHA CUCTEMA T10 ajl. | TpH cria3BaHe Ha 33/bJDKCHUE 32 OTa3BaHe
TaifHaTa Ha ojly4eHara uH(opmamus 1o ai. 3.

UYn. 2178. (Hos - /1B, Op. 18 ot 2014 r., 006siBeH 3a npoTuBoKoHCTHTYIHOHEH ¢ PKC No
1 or 2015 T. - IB, O6p. 12 0T 2015 1., M3M™. - JIB, 6p. 84 oT 2018 1., B cruta ot 12.10.2018 1.) (1)
Cp3naBa ce CnuChbK Ha JIEKAPCTBEHUTE MTPOJYKTH, BKIIIOUEHU B [103UTUBHMSI JIEKapCTBEH CIIUCHK,
3a KOUTO € YCTaHOBEH HEeJIOCTUT Ha TepuTopusTa Ha PenyOnuka bbirapus, KOWTO ce U3roTss,
aKTyajlu3upa 1 noaabpska ot M3mbaHUTeNnHaTa areHIus 1o JeKapcTBara.

(2) CriuchbkbT 10 al. 1 ce U3roTBa Bb3 OCHOBA HA U3BBPIICHUS aHAIN3 110 pejia Ha YIl.
2176, an. 4 u ce my0IMKyBa HAa MHTEPHET CTpaHUIaTa Ha V3IIbIHUTETHATA areHIHs 110
JIeKapcTBara.

(3) CnuchbKbT Ha JEKAPCTBEHUTE MPOAYKTH, 32 KOUTO € YCTAHOBEH HEJJOCTHUT 10 pelia Ha
ui1. 2170, an. 5, ce U3roTBS IO HAMMEHOBAHKE Ha JIKAPCTBEHUS MPOAYKT, BKIIOUEH B
[To3uTUBHUS NEKAPCTBEH CIUCHK, MEXAYHAPOAHO HENATEHTHO HAMMEHOBAHUE, KOJIMYECTBO HA
aKTUBHOTO BEIIECTBO, JIEKAPCTBEHA ()OPMA U KOJTMYECTBO B OMAKOBKA.

(4) CniuchkbT 10 all. 1 ce akTyanusupa:

1. exxeceIMHYHO;

2. Ipy IpoMsiHa Ha 00CTOSITENICTBATa, CBbP3aHU C BHOC U/WJIM U3HOC Ha JIEKAPCTBEHU
MPOAYKTH, BKJIIOUEHH B [103UTHBHUS JIEKaPCTBEH CIUCHK.

(5) Ipu akTyanu3upaHe Ha CIUCHKA MO peaa Ha all. 4, T. 1, KaKTo U B CIIy4auTe Mpu
IIpoMsiHa Ha 00CTOsITENCTBATA 110 ajl. 4, T. 2, Bb3 OCHOBA Ha NpeA0CcTaBeHaTa HH(OpMAIHs MO Yl
68, am. 1, 1. 10, wr. 207, an. 1, 1. 15 mwwn. 217, 1. 5, upe3 crienuanu3npanara eJIeKTpoHHa
cuctema 1o wi. 2176, an. 1 ce uznpaiia cpo0IIeHne A0 auiara mo wi. 68, an. 1, un. 207, an. 1,
wi. 217 n uin. 232a 3a aktyanu3upanus cniucbk. CIUChKBT HE3a0aBHO ce MyOJIMKyBa Ha UHTEPHET
cTpaHuiata Ha V3mbIHUTETHATA areHIIHs 110 JIeKapCcTBaTa.

(6) B cnyuaute 1o ain. 4 cnuchbKbT 10 ai. 1 ce usnpaimia ot UAJI u Ha AreHius
"MuTHUIM" TI0 CITy)eOeH pe/l.

(7) Cnen BKIIFOUBaHE HA JIEKAPCTBEHH MPOAYKTH B CIUCHKA IO all. 1 Te HE Morar Jia ce
U3HACAT 3a CPOKa, 32 KOUTO C€ ChIIbPKAT B CIMCHKA.

Un. 217r. (Hos - 1B, 6p. 18 o1 2014 r., u3m. - IB, 6p. 84 ot 2018 r., B cuna ot
12.10.2018 r.) U3mbaHuTeIHATA areHIMs 10 JIEKapCTBaTa U3BBPINBA MPOBEPKH HA JTUIATA, KOUTO
ca 33IbJDKCHHU J]a MPEAO0CTaBAT HHGOpMAIUs TI0 pelia Ha Ta3H IiaBa.

Un. 217a. (Hos - [IB, 6p. 105 ot 2020 r., B cuna ot 11.12.2020 r.) [1o Bpeme Ha
00sIB€HO U3BBHPETHO MOJIOKEHHE MTOPATIH SMUIEMUYHO Pa3IPOCTPAHEHHE Ha 3apa3Hu OOJIECTH
mo wi. 61, ain. 1 mim 3 ot 3akoHa 3a 3IpaBETO WM Ha 00SIBEHA M3BBHPEIHA CTIHIEMUYHA
o0cTaHOBKa MOpaaX EMUAEMUYHO Pa3lpOCTPaHEeHHE Ha 3apa3Ha Oosect mo ui. 61, an. 1 ot
3akoHa 3a 3JpaBeTo U J0 TPU MECeIa ClIe]l OTMSIHATa UM ChC 3all0BE] HA MUHUCTBHPA Ha
3/IpaBeoIa3BaHETO MOKE BPEMEHHO J1a e 3a0paHu U3HOC HA JICKAPCTBEHU MPOIYKTH OT
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TCPUTOpPHUATA HA Peny6m/n<a B’bJ'Il"apI/Iﬂ, 34 KOUTO € YCTAHOBCH HEAOCTHUI HA TCPUTOPUATA HA
CTpaHaTa 34 3a/I0BOJIsIBAHC HAa 3/IJpaBHUTC HOTpe6HOCTI/I Ha HAaCCJIICHUCTO.

T';1aBa necera.
TBPI'OBHUS HA IPEBHO C JIEKAPCTBEHHU ITPOAYKTHU. HAIIMOHAJITHA
AIITEYHA KAPTA (BAIJI. U3M. - IB, BP. 67 OT 2020 T'.)

Y. 218. TeproBusita Ha IpeGHO C JEKAPCTBEHH MPOAYKTH CE€ U3BBPIIBA CAMO B alITEKH
U IPOTE€PUH 110 peJia Ha TO3M 3aKOH, C U3KJIIOUECHHUE Ha CIydauTe 1o 4i. 232, ai. 2.

Ui 219. (1) (U3m. - JIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., gom. - JIB, 6p. 23 ot
2009 r., B cuna ot 30.03.2009 r., gom. - JIB, 6p. 41 ot 2009 1., B cuna ot 02.06.2009 r., usm. -
1B, 6p. 60 ot 2011 1., B crta ot 05.08.2011 r., m3m. - JIB, 6p. 67 ot 2020 r.) AnTekara e
3/IpaBHO 3aBE/ICHUE, B KOETO CE€ U3BBPLIBAT CAEAHUTE JEHHOCTU: ChbXPaHIBaHE, IPUTOTBSHE,
OIIaKOBaHEe, KOHTPOJIMpaHe, JaBaHe Ha KOHCYITAIMH, OTIYCKaHe MO JIEKapCcKo U 0e3 JIeKapCKo
MpeIrcanue Ha pa3pemieHn 3a ynorpeda B PemyOnnka bbirapus nekapcTBeHH MPOIyKTH, Ha
MEIUIMHCKHU U3eNusl, Ha JUETHYHU XPaHH 32 CIEeUaTHI MEIUIIMHCKY IEJIU U XpaHH 32
KbpMadeTa U MPEXOHU XPaHH, KAKTO U XPAHUTEITHH T00ABKH, KO3SMETHYHU TIPOIYKTH,
CaHUTAPHO-XUTUEHHU MaTepuaiu U ouonuau ot riaBHa rpyna 1 "/lesundexrantu", npoayKToBH
tunose 1 u 2, u ot rinaBHa rpyna 3 "KoHrtpos Ha BpeauTenn", mpoaykToBu tumose 18 u 19,
cbriacHo [Ipunoxenue V ot Pernament (EC) Ne 528/2012 na EBpomneiickus mapiaMeHT U Ha
CoBeta ot 22 Maii 2012 r. OTHOCHO TIPEIOCTaBSIHETO Ha Ma3apa u ynorpedara Ha Ouoruau (OB,
L 167/1 ot 27 rouu 2012 1.).

(2) (U3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) YcTpoiicTBOTO, peAbT U
opraHm3anuiaTa Ha paboTara Ha anTeKUTe, HOMECHKIIATypaTa Ha JICKapCTBEHHUTE MTPOIYKTH, Ce
OTIpeIETIAAT B Hapea0a Ha MUHHUCTHPA Ha 3/IpaBeOIa3BaHETo.

(3) (U3m. - [IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., ot™. - IIB, 6p. 23 oT 2009 1.,
B cuia ot 30.03.2009 r., HoBa - IB, Op. 67 ot 2020 r., u3m. - /IB, 6p. 16 ot 2024 r., B cuna ot
23.02.2024 r.) IlpuTtexarensaT Ha pa3pellieHue 3a ThproBys Ha ApeOHO MpoBepsiBa
ABTEHTHUYHOCTTA Ha JICKAPCTBEHUTE MPOAYKTH Upe3 MOKa3aTeIUTe 32 0€30MacHOCT 1o ui. 168, a.
8 ¥ ne3akTUBHpaA UHIANBUIYATHUS UICHTU(PUKAIIMOHEH OeJieT B CUCTEMAaTa OT PETUCTPH.

(4) (HoBa - 1B, 6p. 67 ot 2020 1.) JleficTBusATa MO ai. 3 ce U3BHPIIBAT 110 pefa Ha TliaBa
VI ot denerupan pernament (EC) 2016/161.

Y. 220. (1) Heitnocture no ui. 219, an. 1 ce u3BbpuBaT OT MarucTbp-hapMareBT.

(2) (Jom. - 1B, 6p. 71 ot 2008 1., B cuua ot 12.08.2008 r.) Maructbp-hapmameBTbT €
JUTBXEH J1a U3ITBJIHA U3JIQJICHO JIEKAPCKO TPEITUCAHNE, BKIIFOUNTEITHO | 32 JIKAPCTBEHU (POPMHU,
MIPUTOTBEHH 110 MarucTpaiHa u (papmakorneitHa perentypa, mo peaa, onpeaeieH B Hapeabdara mo
1. 221, an. 1.

(3) (U3m. - IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) [TomomHuk-hapmManeBTsT
MOJK€ J]a U3BBPIIBA BCUUKHU JACHHOCTH 10 4. 219, an. 1 mo KOHTpoia Ha MarucThp-(hapMaieBT ¢
M3KITIOYCHHE Ha: OTITYCKaHE Ha JIEKApCTBEH MPOYKT MO JIEKAPCKO MPEIIICcaHue, KOHTPOI H
JaBaHe HAa KOHCYNTAIMH, CBbP3aHU C JIEKAPCTBEHUTE MPOTYKTH.
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Ui 221. (1) (Ilpeaumien Texer Ha wi. 221 - JIB, 6p. 71 ot 2008 r., B cuta ot 12.08.2008
r.) MUHUCTBPBT Ha 37JpaBeONa3BaHETO OMpPE/IENsl B Hapea0a MEIUIIMHCKUTE CIICITHATMCTH, KOUTO
MoOraT Jia U3/1aBaT PEIeITH, pelia 3a MPEANMCBAHETO Ha JICKAPCTBEHHU MPOIYKTH, CPOKa 3a
U3IBITHEHUETO, KAKTO U CIIYYauTe U pefia, 0 KOMUTO MarucThp-(hapMameBThT MOXKE Ja OTKaxXe Ja
U3ITBJIHY JIEKAPCKO TIPEITUCaHHE.

(2) (Homa - 1B, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r., u3Mm. - JIB, 6p. 9 or 2011 1.)
bearapcku rpaxkiaHu U 4y>KJIEHIN, Ha KOUTO € pa3penieHo IpeOuBaBaHe B CTpaHaTa, pu
IBTYBAaHETO UM U3BHH PeryOnuka brirapus Morar ga HOCST WM 1a U3HACST JICKapCTBCHH
MPOAYKTH, IPEeTHA3HAUCHH 3a JICUCHUETO UM, IIPH YCIOBHUS U 110 peJl, ONpeesieH! B HapeadaTa
o ai. 1.

(3) (HoBa - 1B, 6p. 71 ot 2008 1., B cuyia ot 12.08.2008 r., m3m. - [IB, 6p. 9 or 2011 1.)
UykIeHIIH, Ha KOUTO € U3]1aJIeHa BH3a 32 KPaTKOCPOYHO MpeOMBaBaHE HA TEPUTOPHSITA HA
PerryOnmka beirapusi, Morar ja MpUTeKaBart JICKApCTBEHU MPOAYKTH, TIPETHA3HAYCHH CaMo 3a
JICUECHUETO UM, B KOJIMUECTBA, ONPEICIICHU B Hapenoara 1o ai. 1.

(4) (HoBa - 1B, 6p. 1 ot 2014 ., B cmma ot 03.01.2014 r.) M3uckBanusita KbM
MEJIUIUHCKUTE MPEIHCAHUS, KOUTO Ca U3/IaJICHU 110 HCKaHE Ha MAIlMeHT, KOWTO Bh3HAMEpsiBa Jia
T'Yl M3TI0JI3Ba B JIPyTa JbprKaBa WICHKA, KAKTO W MMPU3HABAHETO U M3IIBJIHCHUETO HA TAKUBA,
W3JIaJICHU B JIpyTa JIbpKaBa WICHKA, CE U3BBPIIBAT IIPH YCIOBHS U 110 PEJI, OTPE/ICIICHHU C
HapenOara 1o an. 1.

(5) (Homa - /1B, 6p. 1 ot 2014 1., B cuna ot 03.01.2014 r.) Be3cTaHOBsIBaHETO Ha
pa3xoUTe 3a JIGKAPCTBEHU MPOIYKTH 110 MEAUIIMHCKY MPEANUCAHNS, U3IIBIIHCHU B IpyTra
IbprKaBa YWICHKA, Ce U3BBPIIBA MPHU YCIOBUS U IO PeJl, ONpeeNieHu ¢ HapenOaTa mo 4wi. 80e, ai.
4 ot 3akoHa 3a 3/IpaBHOTO OCUTypsIBaHE.

Un. 222. (1) (O6sBena 3a mpotuBokoHcTUTYIMOHHA ¢ PKC Ne 5 ot 2008 1. - IB, Op. 65
ot 2008 r., u3m. - IB, 6p. 71 ot 2008 r., B cuia ot 26.07.2008 r.) [IpaBo 1a u3BbpLIBA THPrOBUS
Ha JIpeOHO C JIEKAPCTBEHH NMPOAYKTH UMa (PU3NUECKO I IOPUINYECKO JIULE, PETUCTPUPAHO
KaTo ThProBel] 10 OBJIrapCcKOTO 3aKOHOIATENICTBO WM TI0 3aKOHOAATEICTBOTO HA AbprKaBa
YJIEHKA, KOETO € CKIIIOYMJIO TPYAOB IOrOBOP MJIM JOTOBOP 3a YIPABICHHUE HA alTeKaTa ¢
MarucTbp-(apmaneBT, a B IPEIBUAECHUTE OT 3aKOHA CIy4au - ¢ HOMOIHUK-(papMaleBT, KaTo Ha
TepuTopusTa Ha PenyOnuka bbarapust Moxke 1a OTKpue He 1oBede OT 4 anTeKu.

(2) (HoBa - 1B, 6p. 71 ot 2008 1., B cuna ot 26.07.2008 r.) KoraTo nuuero no an. 1 e
MarucTbp-(papmaneBT U € pPbKOBOJIUTEN Ha aNTeKara, He € HEOOXOJUMO MPeICTaBIHETO Ha
TPYZIOB JOTOBOP MJIM IOTOBOP 32 YIPaBICHHUE HA allTeKaTa.

(3) (Ilpenumna an. 2, u3Mm. - JIB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) Maructsp-
(dapmaieBTHT 1O al. | € ppKOBOIUTEI HA anTeKaTa U 3abJDKUTEITHO paOOTH B HEsL.

(4) (ITpeaumna an. 3 - JIB, 6p. 71 ot 2008 1., B cuia ot 26.07.2008 r.) IIpaBo ga
OTKPHSAT anTeKa 3a 33JJ0BOJISIBAHE Ha COOCTBEHUTE CH HYXKJIH UMaT:

1. 1eueOHKTE 3aBeAeHHUS 10 WI. 5 OT 3aKoHA 3a JIeUueOHUTE 3aBEACHUS, KOUTO
OCBIICCTBABAT 60.HHI/I‘-IHa IIOMOIII,

2. 1eyeOHHUTE 3aBeICHUS 3a OOJTHUYHA ITOMOIIL;
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3. (m3m. - IB, 6p. 59 o1 2010 1., B cuma ot 31.07.2010 r.) neHTpoBeTe 3a ICUXUIHO
3/IpaBe, IIEHTPOBETE 3a KOXKHO-BEHEPHUUECKH 3a00JIIBaHUS U KOMILJIEKCHUTE OHKOJIOTUYHHU
LIEHTPOBE;

4. xocnucute che cramronap mo wi. 10, T. 5 ot 3akoHa 3a Je4eOHUTE 3aBEACHUS.

(5) (Homa - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) 3a 3ag0BosiBaHE HA
COOCTBEHHUTE CH HYXIH JICUSOHUTE 3aBEICHUS 110 all. 4, KOUTO HSIMAT OTKPUTA arTeka, Morat Jia
ce CHa0/sIBaT OT anTeka Ha JeueOHO 3aBe/IeHuUE, MOTYIHIIO pa3pelieHre 3a ThProBus Ha IPeOHO ¢
JIEKapCTBEHH MPOAYKTH MPHU YCIOBHS | 110 PEJI, ONpEIeTICHU ¢ HapeaoaTa mo wi. 219, ai. 2.

(6) (OTt™., mpequmiHa ain. 4 - /1B, 6p. 71 ot 2008 r., B cruta ot 26.07.2008 r., npeaumiHa
an. 5, u3Mm. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) AnTekute Ha 1e4eOHUTE 3aBEACHUS
3a U3BHHOOJIHUYHA TIOMOI] KbM MHUHHCTEPCTBOTO Ha OTOpaHaTa 1 MUHHCTEPCTBOTO HA
BBTPEITHUTE padOTH MOTaT JIa C€ PHKOBOJISAT OT MOMOITHHUK-(apMaIIeBT 110 MPEAIOKECHNES Ha
CBHOTBETHOTO BEIOMCTBO U CJIEJ] U3/IaJICHO pa3pelieHre OT U3ITbIHUTEIHUs JupekTop Ha MAJL

Un. 222a. (Hos - JIB, 6p. 67 ot 2020 r.) JIuie, noay4yuio pa3perieHue 3a ThproBus Ha
NpeOHO ¢ JIeKapCTBEHU NPOAYKTH B alITEKa, HE MOXKe Jla ObJie MPUTEKATEN Ha Pa3peLICHHE 3a
THProBUS Ha €PO C JIEKAPCTBEHH MPOAYKTH, U3AaJICHU 110 pelia Ha TO3U 3aKOH.

Un. 223. (1) Maructbp-¢papmaneBT WK IOMOLIHUK-(hapMaleBT MOXe J1a Obae
PBHKOBOJIUTEN CaMO Ha €/IHA afTeKa U 3abJKUTEITHO PabOTH B HEs.

(2) (U3m. - 1B, 6p. 12 o1 2011 r., B cuna ot 08.02.2011 r.) Maructsp-papmaneBTbT
WJTH TIOMOIITHUK-(apMaIreBThT, KOUTO € PHKOBOJNTEI Ha arTeKa, He MOXe Jja Ob/ie HaeMaH Ha
paboTa 1o AOroBOp C €AHOIUYEH ThProBel] MM ThPrOBCKO JIPYKECTBO € MPEAMET Ha JeHHOCT
MIPOU3BOJICTBO, BHOC, THPTOBHS HA €PO MIIH IPEOHO C JIEKApCTBEHH MPOTYKTH.

(3) JIuneto mo ain. 1, moay4yuso pasperieHue 3a U3BbPIIBaHE HA THPTOBHS Ha APEOHO C
JIEKapCTBEHH MPOJIYKTH, HE MOXKe /1a ObJie COOCTBEHUK WM JIa y4acTBa B ThPTOBCKU JPYKECTBA C
npeaMET Ha HeﬁHOCT MMPONU3BOACTBO, BHOC WJIN ThPTOBHA Ha €IPO C JICKAPCTBCHU IMMPOAYKTH,
BKJIFOUMTETHO B IPY>KECTBA Ha CBBP3aHU JIUIIA IO CMUCHIJIA HA ThPrOBCKUS 3aKOH.

Un. 224. PbKOBOAUTENST HA aniTeKa TpsOBa J1a:
1. e MarucTbp-apmarneBT, CbOTBETHO MTOMOIIHUK-(apMaIieBT, B TPEABUACHUTE OT
3aKOHa CilyYau;

2. He e JIMIIeH OT MPABOTO J1a YIPaXxHsBa MpodecusTa;

3. He € OCh)KJaH 3a MPECThIUICHUS, CBbP3aHHU C YIIpaKHABaHE Ha Ipodecusita My, 3a
MPECTHIICHUS IPOTUB COOCTBEHOCTTA M CTOIAHCTBOTO MJIM 32 YMUIICHH MPECTHILICHUS CPELLY
JUYHOCTTA;

4. uMa Hal-MaJIKO €/IHa TO/IMHA CTaX KaTo MarucThp-(hapMareBT.

Un. 225. (U3wm. - IB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) (1) B Haceneno msicro,
Ha YUATO TEPUTOPHUS HAMA OTKPUTA allTeKa, IPABO J1a U3BBPIIBA ThPrOBUS HA APEOHO C
JIEKapCTBEHM MPOIYKTH UMa JIULIE 110 4. 222, ai. 1, KOEeTOo € CKIIIOUNIIO TPYA0B AOIOBOP MU
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AOT'0BODP 3a yIIpaBJICHUE HaA arlTeKara C HOMOH_IHI/IK'(i)apMaHeBT Hin C MaFI/ICT’Bp'(bapMaI_[eBT C I10-
MaJIKO OT €JHa roJjuHa TpyaA0B CTaXK.

(2) HomomHuK-(hapMaeBThT WIK MarucTbp-hapmManeBThT 1O al. 1 € ppKOBOAMUTEN HA
anTeKara v 3aIbJDKUTEIHO padoTH B Hesl.

(3) (Homa - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.) [TomontHuK-hapmManeBThT -
PHKOBOJIUTEIN HA amTeKaTa o ajl. 1, MoXe J1a U3BbpPIIBA CICAHUTE ACHHOCTH: ChXPaHSIBAHE U
OTITyCKaHe 0e3 JIeKapCKo Mpeucanne Ha pa3pelieHu 3a ynotpeda B Penyonuka brirapus
JIEKapCTBEHH MPOJIYKTH, Ha MEUIIMHCKY U3/ICTIHS, Ha JUCTUYHU XPAHH 32 CIICIIUATHH
MEIUIMHCKY [IEJIM U XPaHU 3a KbpMayueTa U NPEXOJHN XPaHH, KAKTO U Ha XPAaHUTEITHU JOOABKH,
KO3METUYHH M CAHUTAPHO-XUTHCHHU CPEJICTBA.

Ui 226. (1) Ha tepuropusita Ha JieueOHU 3aBeICHHS 32 U3BBHOOJIHUYHA TIOMOII] MOTaT
Jla ce OTKPUBAT allTeKy 3a MpoJak0a Ha IEeKapCTBEHH MPOAYKTH Ha TPAKIaHH.

(2) Ha tepuropusita Ha 31paBHM 3aBeieHU 10 Wwi. 21, ant. 2 ot 3akoHa 3a 3/1paBeTo,
nedyeOHU 3aBeieHus 3a O0JIHUYHA TOMOIIL U JIedeOHu 3aBeneHus no wi. 10 ot 3akoHa 3a
JedeOHNTE 3aBeICHHS He MOTaT Ja ce OTKPUBAT alTeKH 3a Mpoiax0a Ha JIEKapCTBEHU IPOIYKTH
Ha TPaKJaHU.

Ui 227. (1) (Ilpeaummen Texer Ha wi. 227 - JIB, 6p. 102 ot 2009 r., B cuiia oT
22.12.2009 r.) M3uckBaHusITa 32 MECTOHAXOKJICHUETO U KbM ITOMEIIECHUATA Ha arTeKaTa ce
oIpeNiesIAT B HapenOara mo wi. 219, an. 2.

(2) (HoBa - 1B, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., u3m. - JIB, 6p. 60 ot 2011
r., B cuna ot 05.08.2011 r.) M3uckBaHusTa KbM YCTPOUCTBOTO U MOMEIIEHUATA HA alITEKUTE 110
1. 228, an. 5 ce onpeaenar B Hapeadarta mo ai. 1.

Uin. 227a. (Hos - IB, 6p. 67 ot 2020 1.) (1) [ToTpebHOCTHTE HA HACETIEHUETO OT JAOCTHIT
710 JIEKapCTBEHU MIPOJYKTH, OTIIYCKAaHU B allTEKH, CE ONPEAEIAT HAa TEPUTOPHAIIEH IPUHLIUII YpE3
Hammonanna anreuna kapra.

(2) B Harmonanzata anTeyHa KapTa He ce BKJIIOYBAT allTEKH, OTKPUBAHU I10 pesia Ha Wil
222, an. 4.

(3) C Hammonanzata anTeyHa KapTa ce ONpeaesisiT 00JIacTUTe, OOIIMHUTE U HaCelICHUTE
MeCTa C HEJIOCTUT Ha OTKPUTHU aNTeKH Ype3 M3BbPIIBAHE HA aHAJIW3 Ha JOCThIIa HA HACEJIEHUETO
710 alITEKU, KOUTO OCBIIECTBABAT JEHHOCTH T10:

1. oTmiyckaHe Ha JeKapCTBEHM MPOJYKTH 3a IOMAIIIHO JIEYeHHE, 3alljIalllaHd HallbJIHO
nnu yactuaHo oT H30K npu ycnosusAra u no pena Ha ui. 45, ain. 17 ot 3akoHa 3a 3[paBHOTO
OCUTYpSIBaHE;

2. IPUTOTBSIHE HA JIEKAPCTBEHU MTPOLYKTH;

3. OTIIyCKaHe Ha JIEKapCTBEHH MPOAYKTH, ChIbpKAIIX HAPKOTUYHU BEIIECTBA MO
CMHCBHJIa Ha 3aKOHA 3a KOHTPOJI BbPXY HAapKOTUYHHUTE BELLIECTBA U NIPEKYPCOPUTE;

4. oTIyCKaHe Ha JIEKapCTBEHU MPOAYKTH Ha BETEpaHU OT BOMHUTE;

5. OTIIyCKaHe Ha JIEKapCTBEHH MPOJYKTH HA BOEHHOMHBAJIUAN U BOEHHOIIOCTPAJAIIN;

6. OTIIyCKaHe Ha JIEKapCTBEHU MPOAYKTH I10 JIEKApCKO MpeANucaHue, KOUTO He ce
3aruIamar ¢ myoJIuYHU CPE/ICTBA;

MN3TOYHMK: MMpaBHO-MHPOPMALMOHHKU cucTemm "Crnena"



7. OTIyCKaHe Ha JIEKapCTBEHH MPOAYKTH 0e3 JIEeKapCKO MpeANnrcaHue.

Un. 2276. (Hos - [IB, 6p. 67 ot 2020 1.) (1) Halmonanxara anteyHa kapra ce u3padoTsa
BB3 OCHOBA Ha 00JACTHU aNTEYHU KAPTH.

(2) 3a uzpaboTBaHe Ha 0OJIACTHATA alITEYHA KAPTAa MHHUCTHPHT Ha 3paBeONa3BaHETO
Ha3HayaBa KOMHCHSI 32 BCsIKA 00J1acT, KOSITO BKJIIOUBA OOJIACTHHSI YIIPABUTET, IBaMa
MPE/ICTAaBUTENIM HA PETUOHATHATA 3/[paBHA MHCIICKIIHS, IBaMa IIPECTAaBUTENIN Ha palOHHATA
3/IpaBHOOCUTYpUTEIHA Kaca, ABama MpeACTaBUTENIN Ha peruoHalHaTa Koyerus Ha beiarapckus
(dhapmalleBTHUEH CHI03, €IMH TPEICTABUTEI Ha perHOHAIHATa Koyierus: Ha bparapckara
acoluyanus Ha OMOIIHUK-(apMaleBTUTe, e1H MPEeACTaBUTEN HA MIPEICTAaBUTEITHUTE
OpraHM3aliy 3a 3alllMTa Ha [paBaTa Ha MMalMeHTUTE, IPU3HATH 10 peJa Ha Wi. 86B 0T 3aKoHa 3a
3/IpaBeTo, U 10 €IMH MPEe/ICTAaBUTEI Ha BCsKa OOLIMHA B ChOTBETHATa 00macT. O0iacTHUAT
YIIpaBUTEN € peceaTes Ha KOMUCHSATA.

(3) IlpeacraButenute Ha OOLIUHUTE T10 all. 2 CE€ OMpPENEIAT 10 peaa Ha 3aKoHa 3a
MECTHOTO CaMOYIIPABJICHUE U MECTHATA aIMUHUCTPAITHSI.

(4) IlpeacraButensT Ha MPEACTABUTEITHUTE OPraHU3aIMH 32 3aIIMTa HA MpaBaTa Ha
MAlUEHTUTE 110 aJl. 2 BbB BCAKA OT 00JIACTHUTE KOMHUCHH C€ M30Mpa U ce 0CBOOOKIaBa 001110 OT
MPEICTAaBUTEIIHUTE OPTaHU3aIIIH.

(5) ObnactHaTa anTeyHa KapTa ce U3paboTBa Mo 00pa3ell U 1Mo Pejl, ONPEACIICHH ¢
METOJIMKA, YTBBPACHA OT MUHUCTHPA Ha 3[PaBEONa3BaHETO.

(6) Beska obnacTHa KOMUCHS TIPEICTaBs HA MUHHCTBPA Ha 3/[PaBEOIa3BaHETO
M3roTBeHaTa 00JacTHA anTevyHa KapTa U LsiaTa MbpBUYHA HH(GOpMaIIKs, Bb3 OCHOBA Ha KOSITO €
W3TOTBEHA.

Un. 2278. (Hos - IB, 6p. 67 ot 2020 r.) (1) ObnacTHaTa anTe4Ha KapTa ChIbpiKa:

1. manHm 3a nemorpadckaTa CTpyKTypa U OTPeOIIEHUETO Ha JIEKAPCTBEHU MPOTYKTH 32
JIOMAITHO JIeUeHHE OT HACEeIEHUETO Ha TePUTOPHUATA Ha 00JIACTTa,

2. Oposi, BUJIOBETE ICHHOCTH U PA3NPEICIICHUETO Ha OTKPUTUTE allTeKH HA TEPUTOPHSTA
Ha o0acTTa;

3. O6pos Ha paboTenuTe MarucThp-(HapMaleBTH U IMOMOITHUK-()apMaIlleBTH B OTKPUTH
anTeKu Ha TEPUTOPHTA Ha o0JacTTa.

(2) KpM obsacTHaTa anteyHa KapTa 1o ai. | ce mpuiiara CTaHOBHILE, U3TOTBEHO 10 Pef
Y KPUTEPUH, OTIpe/Ie]ICHH B METOIMKAaTa Mo wi. 2276, an. 5, OTHOCHO HEOOXOIMMHUSI MUHUMAJICH
Opoii anTeKu 1Mo BUIOBE ACHHOCTH 10 Wi. 227a, all. 3, KaKkTo U 32 HE0OXOIUMHSI MUHUMAJICH
Opoii Ha paboTeny MarucThp-hapMaleBTH U MOMOITHUK-(apMaIleBTH B allTeKHU, KOUTO CE
OTpeAEeNsAT CboOpa3HO NOTPEOHOCTUTE HA HACEJIEHUETO B ChOTBETHATA 00JIACT.

Un. 227r. (Hos - IB, 6p. 67 ot 2020 r.) (1) Harmonanuata ante4yna kaprta ce u3paboTsa
OT HaIlMOHAJTHA KOMUCHS, Ha3HAYeHA ChC 3allOBE]l HA MUHUCTHPA Ha 3/IpaBeora3BaHEeTO, KOUTO €
npejceaaTen Ha KOMHUCHATA.

(2) B cbcraBa Ha KomucHsTa ce BKItouBaT ynpasutenar Ha H30K, nmpencenarenst Ha
Harmonanuus ChBET MO 1IEHU U peuMOypcHpaHe Ha JIEKapCTBEHH MPOIYKTH, IBaMa
MpeJICTaBUTENH Ha M3ITBIHUTEIHATA areHIINS 110 JIEKapCTBaTa, OT KOUTO SUHUSAT €
V3MBIHUTETHUAT TUPEKTOp Ha M3MBbIIHUTENHATA areHIus 10 JIeKapCcTBaTa, UPEKTOPHT Ha
HanpionamHust HeHTHp 10 00IIECTBEHO 3/IpaBe U aHaJN3H, IpeacenaTensT Ha HaimonamHoTo
capykeHue Ha oomuHuTe B PemyOnuka bbarapusi, nBama mpencraButen Ha MUHHCTEPCTBOTO
Ha 3][paBeoIa3BaHeTO, TPUMa MPEJICTaBUTEIN Ha bhiarapckus ¢apMamneBTHUEH ChI03, CIUH
Mpe/ICTaBUTEN Ha bhirapckara aconuanusi Ha MOMOIIHHUK-(apMalleBTUTE U €IMH TIPEICTaBUTEI
Ha IPeICTaBUTEIHUTE OPraHU3allMHY 32 3alUTa Ha IpaBaTa Ha MallMeHTUTe, PU3HATH IO pesia Ha
uiI. 86B OT 3aKOHA 32 3/IpaBETO.
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Ui 2271. (Hos - JIB, 6p. 67 ot 2020 1.) (1) HantmonanHaTa antedHa kapta ChabpiKa:

1. oGmacTHHUTE aNTeYHH KapTH;

2. KOHKpETHUTE MUHUMAIHH MMOTPEOHOCTH Ha HACEJICHUETO OT AOCTBII JI0 JIEKAPCTBEHH
MIPOJYKTH, OTITYCKAaHU B allTeKH, U JIO BUJIOBETE JIeifHOCTH 0 wi. 227a, an. 3 mo obnacrtu,
OOUIMHM U HACEJIEHU MECTa;

3. pa3npe/eieHne Ha OTKPUTHUTE allTeKH Mo Opoii Ha HACEICHUETO 1Mo 00IacTH, OOITMHH
Y HaceJleHU MecTa;

4. rpapuuHO MOCOYBaHE HA OTKPUTHTE alITEKH BBPXY KapTaTa Ha CTpaHaTa CIope BUa
Ha JICMHOCTUTE, KOUTO U3BBPIIBAT ChIJIACHO Wi. 227a, ai. 3;

5. aHAJIM3 HA JOCTHIIA HA HACEJIICHUETO JI0 JIEKAPCTBEHH MPOIYKTH, OTIYCKAHH B allTEKU
10 BUJIOBE ACHHOCTH IO 4. 227a, an. 3 mo o0jacTH, OOIMHY 1 HaCEIEHH MECTa;

6. ompeernsiHe Ha 00JIACTUTE, OOIMHUTE U HACCIICHUTE MECTa, B KOUTO TIPH
M3BBPIIBAHE HA aHAIN3A 10 T. 5 € YCTAHOBEH HEJIOCTHUT HA OTKPUTH alTeKH M0 BUAOBE JCHHOCTH
mo wi. 227a, an. 3.

(2) AnanuzsT mo an. 1, T. 5 ce U3BBPILIBA IO PEll U KPUTEPUH, OIIPE/ICTICHH B
MEeTOAMKaTa 1Mo 4ii. 22706, an. 5, ¥ 3abJDKATETHO BKIIIOUBA OIIEHKA HA KOHKPETHUTE MUHUMATHU
MOTPEOHOCTH Ha HACEIEHUETO OT JAOCTHII JI0 JIEKAPCTBEHU MPOIYKTH, OTIIYCKaHU B alITEKH, U JI0
BHUJIOBETE JEHHOCTH 1O wi. 227a, aJl. 3, KaKTO ¥ Ha pa3NpeIeJICHUETO Ha OTKPUTUTE allTEKH 110
Opoil Ha HACEJIEHUETO.

Uin. 227e. (Hos - 1B, 6p. 67 ot 2020 r.) (1) Hauronanuara anteyHa kapTa ce
YTIBBpK/IaBa ¢ pemeHne Ha MUHUCTEPCKUS ChBET MO MPeIoKEHNEe Ha MUHUCTbpa Ha
3/1paBEOIa3BaHETO.

(2) Haumonannara anTeuHa KapTa ce akTyalu3upa Mpyu HE0OXOJUMOCT B CIIydauTe,
OTIpesieNIEeH! C MEeToIMKaTa o wi. 2276, an. 5.

Un. 228. (MU3wm. - IB, 6p. 71 ot 2008 r., B cuna ot 26.07.2008 r.) (1) (M3m. - 1B, 6p. 60
ot 2011 1., B cuna ot 05.08.2011 r.) Pa3pemienue 3a Thpropus Ha ApeOHO € JIEKAPCTBEHU
MPOJYKTH B afTeka ce u3aBa OT U3MbIHUTENHUS qupekTop Ha MNAJI Bb3 OCHOBA Ha 3asiBICHUE
o oOpaselr, KbM KOETO Ce TpuJjiarar:

1. (u3m. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) nannu 3a Enunnus
UICHTU(UKAIIMOHEH KOJ Ha ThProBella WM KoomepalusaTa oT TbproBecKus perucTsp, a 3a
JPYXKECTBaTa, PETUCTPUPAHU B JbprKaBa - WieHKa Ha EBporelickus Chio3, WK B IbpKaBa -
ctpana no CrnopazyMeHueTo 3a EBponeiickoTo MKOHOMUYECKO MPOCTPAHCTBO - JOKYMEHT 3a
aKTyaJTHa PETUCTPAIIHS TI0 HAIIMOHATHOTO 3aKOHOIATEICTBO, U3/a/ICH OT KOMIIETEHTEH OpraH Ha
ChOTBETHATa JbpKaBa Ha JMIaTa no wi. 222, ain. 1;

2. TpyJOB JOTOBOP WJIX JOTOBOP 3a YIIPABJICHUE HA alTeKaTa, CKIYEH C MarucThp-
(hapmaleBT UM C MOMOLTHUK-(apMalleBT;

3. Komue OT aKTa 3a Ch3JlaBaHe Ha JulaTa mo wi. 222, ai. 4;
4. NIOKyMEHTH, YAOCTOBEPSBAIIIH, Y€ Ca CIIA3€HU U3UCKBAHUSITA HA WiI. 224;
5. (mom. - JIB, 6p. 103 oT 2017 r., B crita ot 01.01.2018 r.) cCBUAETENCTBO 32 CHIUMOCT

Ha MarucThbp-hapMarieBTa, CbOTBETHO Ha TIOMOIHHUK-(papMaIieBTa, IOCOYCH 32 PhKOBOIUTEI HA
anTeKara, ako He ca OBJITApCKHU TPAXKIaHU;
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6. MEAMIIMHCKO CBUJETEJICTBO Ha MarucThp-(papmManeBra, CbOTBETHO Ha ITOMOIIIHUK-
(apmarieBTa, TOCOUYEH 32 PbKOBOIUTEI HA aNTeKaTa;

7. (mom. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., ot™. - /IB, 6p. 48 or 2015 T1.)

7a. (woBa - /IB, O6p. 60 ot 2011 r., B cma ot 05.08.2011 r., ot™m. - /IB, 6p. 67 ot 2020 1.)
8. TOKyMEHT 3a IIaTeHa Takca B pa3Mep, onpesesieH B Tapudarta mo wi. 21, am. 2.

(2) (Homa - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) IIpu n3naBane Ha
paspelieHre 3a ThProBus Ha IpeOHO C JIEKapCTBEHH MPOAYKTH CE€ U3BBPIIBA MIPOBEPKA AN
IpeJcTaBeHaTa JUILIOMa Ha MarucThbp-QapmareBTa/moMOIIHUK-(hapMaIieBTa € H3/1aJieHa OT
CHOTBETHATa KOMIETEHTHA HHCTHTYIIHS.

(3) (IIpenumna an. 2, u3Mm. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) AnTekure
1o wi. 222, an. 4 u 6 ce OTKpUBAT U 3aKpHUBAT 10 UCKaHE Ha JIMIIETO, IPEACTABISABAIIO JIEUeOHOTO
3aBEJICHHE.

(4) (ITIpeaumna an. 3 - JIB, 6p. 60 ot 2011 r., B cuuta ot 05.08.2011 r.) 3a oTkpuBaHe Ha
amnTeKa, B KOSITO CEe OTIYCKAT JICKaPCTBEHH MTPOIYKTH, ChIABPIKAIIN HAPKOTUIHH BEIIECTBA, CE
MpuJiarat v U3UCKBaHMAITA HAa 3aKOHA 32 KOHTPOJ BbPXY HAPKOTUYHUTE BEIIECTBA U
IPEKYpCOpUTE.

(5) (Homa - 1B, 6p. 102 ot 2009 1., B crita ot 22.12.2009 r., npeauniHa ai. 4 - JIB, 6p.
60 ot 2011 r., B cuiia ot 05.08.2011 r.) Pa3pemienue 3a Tbproeust Ha ApeOHO C JIEKAPCTBEHU
MPOJYKTH B arTeka, KOSITO C€ OTKPUBA B HaceleHo MsicTo ¢ Hacenenue moa 10 000 xurtenu, ce
M3/1aBa Bb3 OCHOBA Ha 3asBJICHUE TI0 00pasell, KbM KOETO Ce IpuIarar:

1. (m3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., uzm. - IB, 6p. 84 ot 2018 1., B
cwra ot 12.10.2018 r., u3m. - [IB, 6p. 67 ot 2020 r.) mokymenture 1o ai. 1, T. 1 - 6;

2. (m3m. - [IB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 r.) JOKYMEHT 3a TIaTeHa Takca
B pasmep 50 Ha cTO OT Takcarta, onpejaenieHa B Tapudara mo wi. 21, an. 2 3a u3iaBaHe Ha
paszpelleHue 3a ThproBus Ha APEOHO C IEKapCTBEHH MPOAYKTH MO Wi. 222, an. 1.

(6) (Ilpeaumna an. 4, non. - 1B, Op. 102 ot 2009 r., B cuina ot 22.12.2009 r., usm. - /1B,
op. 98 o 2010 ., B cuna ot 01.01.2011 r., mpeaumna an. 5, usm. - JIB, 6p. 60 ot 2011 r., B cuna
ot 05.08.2011 r.) 3asBneHueTo u JOKyMeHTUTe 110 a. 1 u 5 ce monasar B MAJIL.

(7) (Ipeaumrna an. 5, u3m. - 1B, 6p. 102 ot 2009 r., B cuna ot 22.12.2009 r., usm. - /1B,
op. 98 o1 2010 1., B cuma ot 01.01.2011 r., mpeaumina an. 6, u3m. - JIB, 6p. 60 ot 2011 r., B cuna
ot 05.08.2011 r., u3m. - IB, 6p. 67 ot 2020 r.) B neHs Ha mocThIIBaHE HA 3asABIEHUETO MO ai. 1
unu 5 MAJI nznpama no ciyke0eH pea uckane 10 chotBeTHata P3U 3a n3gaBane Ha XUTHEHHO
3aKiIroueHre. PernonannaTa 3apaBHa MHCTIEKIUS H3/jaBa XUTHEHHOTO 3aKJII0UEHUE B CPOK 10 14
JTHU OT MOCTHIIBAaHE HAa UCKAHETO W TO W3mpama mo ciyxeden pex va MAJL. [lo monyuaBane Ha
XUrneHHoTo 3akimoueHue B MAJI cpoksT no wi. 229, ain. 2 cnupa 1a teve.

(8) (Homa - 1B, 6p. 48 ot 2015 r., nom. - IB, 6p. 91 ot 2018 r.) B neHs Ha mocThIiBaHe
Ha 3asBneHueTo no ai. 1 u 5 MAJI uznpaiua no ciayxeOeH pel uCKaHe 10 YTPaBUTEITHUS ChBET
Ha bbarapckus gapmaiieBTHUEH Ch03 3a M3/1aBaHe Ha YJOCTOBEPEHUE 3 BIIMCBAHE B
HAIlMOHAJIHUS €JIEKTPOHEH PETUCTHp Ha wieHoBeTe Ha bbarapckus apmareBTHUEH ChIO3 - 32
MarucTbp-(papmaiieBra, pbKOBOAUTEIN Ha anTeKaTa, ¥ 10 YIpaBUTEIHHs ChbBET Ha bbarapckara
acolyanys Ha MOMOIIHUK-(hapMaleBTUTE - 32 TOMOIIHUK-(apMaleBTa, PbKOBOIUTEN HA alTeKa
B OTIpEJICICHUTE OT 3aKOHA CIy4au, KaKTO U 3a MPeJI0CTaBIHEe Ha MH(POpMAIHU OTHOCHO
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HaJIOXEHH HaKa3aHUS M0 pela Ha 3aKOHa 3a ChCIOBHATA OpraHMU3allis Ha MaruCThp-
(dapmaiieBTHTE U Ha 3aKOHA 32 37PaBETO.

(9) (Hosa - 1B, 6p. 48 ot 2015 r.) YIpaBUTEIHUAT ChBET NMPEIOCTABS JOKYMEHTHTE 110
all. 8 B CPOK 5 paOOTHU JHH OT IMOCTHIIBAHE HA UCKAHETO.

(10) (Hosa - IB, 6p. 103 ot 2017 1., B cuna ot 01.01.2018 r.) 3mbiHUTETHATA areHITUS
T10 JIEKapCTBaTa yCTAaHOBSABA CIIY)KEOHO 00CTOSITEIICTBATa OTHOCHO CHAMMOCTTA Ha JINLIATA T10 aJl.
1, T. 5, KOraTo ca OBITapCKH rpakJIaHH.

Un. 229. (1) (dom. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 ., ot™. - [IB, 6p. 60 oT
2011 r., B cuna ot 05.08.2011 r.)

(2) (Jom. - 1B, 6p. 71 ot 2008 1., B crna ot 12.08.2008 1., u3m. - [IB, 6p. 102 ot 2009
r., B cia ot 22.12.2009 r., u3m. - JIB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r., mom. - JIB, 6p.
18 o1 2014 r.) B eqHoMecedeH CpoK OT MOCTHIIBaHE HA JOKYMEHTAIUsATa 110 wi. 228, ai. 6
M3MBIHUTENHUAT nupektop Ha MAJL, cnen craHoBuIe HA EXCiepTHUSA CHBET 10 THProOBUS Ha
IpeOHO ¢ JICKapCTBEHU NMPOAYKTH, U3]aBa pa3pelICHUE 32 U3BBPIIBAHE HA THPTOBHS HA JPEOHO C
JIEKapCTBEHH MPOJIYKTH B alTeKa WM MPaBU MOTUBHUPAH OTKAa3 3a U3JaBAHETO Ha pa3pelleHue.
Pa3peniennero wim 0TKa3bT ce BPhUBaA Ha JIUIETO, TIO1AJI0 3asBJIICHUE.

(3) (U3m. - [IB, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r.) B 15-1HEBEeH CpoK OT
MOCTBIIBaHE HA JOKyMEHTaIusATa 1o wi. 228, an. 6 MAJI uzpbpuiBa npoBepka Ha NpeICTABEHUTE
JIOKYMEHTH ¥ YBEIOMsIBA TUCMEHO 3asBUTEIISA 32 YCTAHOBEHUTE HECHOTBETCTBUSI HJIM HEITBIHOTH.
B Te3u ciydyau cpokbT 1o aj. 2 cuupa Aa Tede OT JCHS Ha YBEJOMSIBAHETO 0 OTCTpaHsIBaHE HA
HEJIOCTATBIINTE.

(4) (HoBa - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 1.) B ciydaii ye B cpok 110 60
JTHU OT JlaTaTa Ha yBEJIOMSIBAHETO IO aj. 3 3asiBUTENAT HE OTCTPAHU KOHCTAaTUPAHUTE
HECHOTBETCTBUSI WJIM HEITBIHOTH, TPOU3BOACTBOTO 10 U3JJaBaHE HA pa3pellieHue 3a ThpProBUs Ha
JIpeOHO C JIEKapCTBEHU MPOIYKTH WM 32 TPOMSIHA B U3IaJICHO pa3pelieHue ce MpeKpaTsBa.

(5) (IIpeaumrna an. 4 - JIB, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 1., u3m. - /1B, 6p. 60
ot 2011 r., B cuna ot 05.08.2011 r.) OTka3bT Ha U3MBIHUTENHUS aupekTop Ha MAJI 3a nznaBane
Ha pa3pelieHne MoANeKH Ha 00XallBaHe Mo peia Ha AJIMUHHUCTPATUBHOIIPOLIECYaTTHUST KOJIEKC.

Un. 229a. (Hos - JIB, 6p. 23 ot 2009 1., B cuna ot 30.03.2009 r.) (1) (U3m. u mom. - /1B,
op. 41 ot 2009 r., B cuna ot 02.06.2009 r., uzm. - [IB, 6p. 98 ot 2010 1., B cruta ot 01.01.2011 .,
u3Mm. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - [IB, 6p. 52 ot 2020 r., B cuna oT
09.06.2020 r.) M3nbyiHUTENHATA areHus 1o JeKapcTBara ciryxebHo usmnpama B P31 no
MECTOHAXOXKJEHNE Ha ChOTBETHATA aNTeKa C U3JaJ€HO pa3peuieHue no uwi. 229, an. 2,
BKJTFOYBAIIO U3BBHPIIBAHE HA THPTOBUS Ha APEOHO C XPAHUTEIHH T0OABKU, TUESTUIHH XPaHU 32
CHeIMalHi MEIUIIMHCKH [EH, XpaHH 3a KbpMaueTa U MPEXOJHU XPAaHU, KOTIHE OT
pa3peIIeHNETOo 3a BIIMCBAHE B pErMCThpa 1Mo wi. 24, ain. 1 oT 3aKkoHa 3a XpaHHTE.

(2) (U3m. u gom. - [IB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r.) Antekure, KOUTO
M3BBPIIBAT THPTOBHS HA IPEOHO C XPAHUTEITHU JOOABKH, TUETHYHU XPAHH 32 CTICITHATHI
MEIHUIIMHCKH IIeJTH, XPaHU 32 KbpMaveTa U MPEeXO0JHU XPaHH, TOIJIeKaT Ha KOHTPOII 10 peia Ha
3aKoHa 3a XpaHUTE.

Ui 230. (1) (U3m. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) U3mbaauTeHaTa

areHIysl 1o JICKapCTBaTa BOJIU PErHCThP Ha W3aICHUTE Pa3pelIeHus 3a ThProBHs Ha IpeOHO C
JIEKapCTBEHHU MPOIYKTH MO 4. 229, an. 2, KOUTO ChIbpXKa:
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1. HOMep U J1aTa Ha pa3pelieHueTo;

2. (mom. - IB, 6p. 71 ot 2008 ., B cuina ot 12.08.2008 r.) HauMeHOBaHUE, BU HA
THProBela, CelaInIIIe U aJipec Ha YIPaBJICHUE HA JHUIIETO, TIOIYUYHUIIO Pa3pelleHuE;

3. (m3m. - IB, Op. 12 o1 2011 r., B cuna ot 08.02.2011 r.) ume, enuHEH TpakIaHCKU
HOMEp Ha PHKOBOJHTEIIS Ha alTeKara;

4. azipec Ha anTeKara;

5. neHOCTHTE, KOUTO IIE CE U3BBPIIBAT B AlITEKATA,;

6. 1aTaTa Ha MPEKPATABAHETO HA PA3PEIICHUETO U 3aTMYaBaHETO OT PETHCThPA U
OCHOBAHHE 32 TOBA;

7. 3a0€JeKKH 1O BITUCAHU OOCTOSITENICTBA.

(2) (U3m. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) JlaHHU OT perucrbpa ce
myOIMKyBaT Ha CTPAHULATA HA M3MbJIHUTEIHATA areHIUS 110 JIEKAPCTBaTa B UHTEPHET.

Y. 231. (1) Ilpu npomsiHa Ha BMcaHUTe B peructbpa no ui. 230, an. 1, 1.2 -5
00CTOSITENICTBA JIMIIETO, TIOJTYYHIIO Pa3pEIICHUE 32 U3BBPIIBAHE HA THPTOBHsI HA IPEOHO C
JIEKapCTBEHH MPOAYKTH, I10J]aBa 3asiBJICHUE 10 pea Ha ui. 228, ajn. 1, KbM KOETO Ipuiiara u
CBBP3aHUTE C MPOMSHATA TOKYMEHTH.

(2) (HoBa - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) B cnyuaii Ha nmpomsiHa
€IHOBPEMEHHO Ha HAMMEHOBAHKE M BH]I HA THPTOBEIIA, a/IpeC Ha arTeKaTa U PhKOBOIUTEI HA
afTeKara ce IojaBa HOBO 3asBJICHME MO peaa Ha ui. 228, an. 1 u ce 3aruiamia Takcara 3a
W3/IaBaHe Ha pa3penieHne 3a ThProBys Ha IPeOHO C JIEKApCTBEHH MPOAYKTH B aITeKa,
orpejeneHa B Tapudara mo wi. 21, an. 2.

(3) (Homa - 1B, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r.) Jlume, momxy4uuio
paspelieHre 3a ThpProBus Ha IpeGHO C JIEKapCTBEHH MPOAYKTH 10 peaa Ha wi. 228, ai. 5, Moxke
Ja U3BBpIIM npomsiHa 1o wi. 230, ai. 1, T. 4 camo B HaceneHo MmsicTo ¢ Hacenenue 1o 10 000
KHUTEIH.

(4) (Homa - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Korarto nmuneto no an. 3
KeJae Jja U3BbPIIU mpomsiHa 1o wi. 230, an. 1, 1. 4 B HaceneHo msicto ¢ Hacenenue Ha 10 000
KUTEIH, TO 3aIjlalla TakcaTa 3a U3/1aBaHe Ha pa3pelieHne 3a ThProBus Ha JPeOHO C JIeKapCTBEHU
MIPOJYKTH B alTeKka, onpesaeneHa B Tapudarta mno ui. 21, an. 2.

(5) (ITpeaumina an. 2 - /1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) [Ipu u3naBane Ha
paspenieHneTo, ¢ KOeTo Ce JI0MycKa MpoMsiHaTa 1o aj. 1, ce mpuaraT pa3nopeaouTe Ha 4. 229.

Uin. 232. (1) JlekapuTte u nekapuTe Mo ACHTAIHA MEIUITMHA MOTAT J]a ChXPaHsIBaT
JIEKapCTBEHH MPOJIYKTH MO CIHUCHK, OMPE/IeNieH OT MUHUCThPA Ha 3paBEOMa3BaHETO.

(2) Koraro B HaceneHOTO MACTO HsAMA aIlITCKa, Juiara 110 al. 1 morar Aa CbXpaHABaT U

Ja mpoJaaBat JICKApCTBCHU IMMPOAYKTHU CaMO aKO Ca IMMOJYYHUJIU paspCUICHUEC 3a TOBa 110 PE,
OIIPCACIICH B Hape;[6a Ha MUHHUCTBPA HaA 3JpaBCOIa3BaHCTO.

MN3TOYHMK: MMpaBHO-MHPOPMALMOHHKU cucTemm "Crnena"


http://www.bda.bg/

Ui 232a. (Hos - IB, 6p. 84 oT 2018 r., B cruta ot 12.10.2018 r.) I[Ipurexarenure Ha
paspelieHue 3a ThproBus Ha APEOHO C JIEKAPCTBEHU MPOAYKTH ¥ unata mo wi. 207, an. 1, 1. Sau
6 exxeqHeBHO TipenocTaBiaT Ha MAJI upe3 cnenuann3upanara eJIeKTpOHHA cucTema 1o wi. 2170,
an. 1 uadopmanus 3a:

1. mocTaBeHUTE UM KOJUYECTBA, IOCOUEHHU IO JIEKAPCTBEHU MTPOYKTH, BKIIIOUEHU B
[To3uTHUBHUS TEKAPCTBEH CIUCHK;

2. OTIYCHATUTE/MPOAaICHUTE KOJUYECTBA, TOCOUYEHH IO JIEKAPCTBEHH MPOIYKTH,
BKJIOUEHU B [103UTHBHUS JIEKAPCTBEH CIHUCHK;

3. HAIMYHUTE UM KOJIMYECTBA, [IOCOYEHHU IO JIEKApPCTBEHU MPOAYKTH, BKIIOUCHH B
[To3uTHUBHUS JIEKAPCTBEH CIHUCHK.

Un. 233. PbKOBOAUTEIST HA aniTeKaTa HOCU OTTOBOPHOCT 3a JEHHOCTUTE, IOCOYEHH B
. 219, an. 1.

Y. 234. (1) 3abpansiBa ce mpoaxx0daTa Ha JIEKapCTBEHH MPOIYKTH Ype3 aBTOMATH,

OCBCH Ha JICKAPCTBCHUTC MPOAYKTH, IIOCOUYCHU B CIIUCHK, OIIPEACIICH B Hapez[6aTa 10 4JI. 219, alJl.
2.

(2) ABromaruTte no ain. 1 morar ga ObAaT COOCTBEHOCT CaMO Ha JIMIIaTa o wi. 222 U 4il.
238, an. 2.

(3) 3abpansiBa ce oka3noOHHATA MPOJak0a Ha TIEKAPCTBEHH MPOTYKTH.

(4) 3abpansiBa ce npoaakda o UHTEPHET HA JIEKAPCTBEHU IIPOJAYKTH, OTITYCKaHU I10
JIeKapCcKO MpeNucaHue.

(5) (Homa - 1B, 6p. 67 ot 2020 r.) 3abpansiBa ce BpBIIAHETO HA 3aKYIEHH JICKAPCTBEHU
MPOJYKTH.

(6) (HoBa - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., npeaumna an. 5 - IB, 6p. 67
ot 2020 r.) JIekapcTBeHU IPOAYKTH O€3 JIeKapCKO MpeJnrucaHie MOrar J1a ce IpoaaBar Io
MHTEPHET CaMo OT alTeKa WK Jporepus, HOTyUYHIIN pa3pelieHre Mpu YCIOBUATA U TI0 pelia Ha
TO3M 3aKOH W Ha HapenbaTa mo wi. 219, an. 2, cbOTBETHO 1O 4. 243.

(7) (HoBa - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., mpeaumuina an. 6, usm. - /1B,
Op. 67 ot 2020 r.) AnTekuTe U Iporepuute 1o aji. 6 myOJIMKyBaT Ha HHTEPHET CTpaHUIlaTa, upes3
KOSITO U3BBPIIBAT THPIOBUS Ha JIEKAPCTBEHU MPOAYKTH 0€3 JIeKapcKo NMpeANnrcanue, o0Io JIoro,
pa3no3HaBaeMo 3a 1enust EBporeiickus cbio3.

(8) (HoBa - 1B, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., mpeauurna an. 7, usm. - /1B,
6p. 67 ot 2020 r.) M3uckBaHUATa KbM OOILIOTO JIOTO MO all. 7 C€ OMPEAETAT € AJIETUPaH aKT 110
1. 858, naparpad 3 ot Jupextusa 2001/83/EO.

Un. 234a. (Hos - /1B, 6p. 102 o1 2012 r., B cuna ot 02.01.2013 r.) (1) U3nbaaurennata
areHIysl 1o JIeKapcTBaTa MyOoJIMKyBa U MOJIbp)Ka Ha CBOSITA HHTEPHET CTPAHMILA:

1. mHpOpMaIKs 32 HAMOHAITHOTO 3aKOHOAATEJICTBO, IPHUIIOKHUMO 32 MPeIaraHeTo Ha
JIEKapCTBEHH MPOAYKTH 3a MPoJjak0a Mo HHTEPHET, BKIOYUTEIHO HH(OpMAIMsI OTHOCHO (aKTa,
Ye MOraT Jia ChIIECTBYBAT PA3NIUYUs MEKIY AbPKAaBUTE WICHKH 110 OTHOIICHUE Ha
KJ1acu(UKanusaTa Ha JJIEKapCTBEHUTE MPOAYKTH U Ha YCIIOBHSITA 32 JIOCTABSIHETO UM;

2. uHopMaIys OTHOCHO IIeJITa Ha 00IIOTO JIOTO;
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3. COUCBHK Ha JUIaTa, Mpeiaraiy JeKapcTBeHU MPOIYKTH 3a Mpo1ax0oa 1Mo UHTEPHET,
KaKTO M aJIpECUTE Ha TEXHUTE WHTEPHET CTPAHHIIN;

4. (u3m. - 1B, 6p. 67 ot 2020 r.) 001112 nHPOpPMAIIUS OTHOCHO PUCKOBETE, CBHP3aHHU C
JIEKapCTBEHH MPOAYKTH, JOCTaBSHHU HA MOTPEOUTENNTE Ype3 MHTEPHET B HApyIIEHHE HA
Hapezabara o wi. 234, ai. 6.

(2) Murepner crpanunara Ha MAJI o ain. 1 e cBbp3aHa ¢ MHTEpHET CTPAHMIIATA HA
EBporeiickara areHuus mo JeKapcTnara.

Ui 2346. (Hos - JIB, 6p. 102 ot 2012 r., B cua ot 02.01.2013 r.) U3mbaHuTeHaTa
arcHIMA 110 JIEKapCTBaTa y4acTBa B IPOBEXKAaHM OT EBponelickara komucusa 1 EBponeiickara
areH1us 1o JeKkapcTBaTa HHGOPMALlMOHHN KaMIIaHUH OTHOCHO OINACHOCTTA OT (hanmupuipaHu
JIEKAPCTBEHU MPOILYKTH.

Ui 235. (1) Pa3pemenueTo 3a U3BbpIIBaHE HA THPTOBHS HA APEOHO C JIGKAPCTBEHU

MPOAYKTH 10 Wil. 229, an. 2 ce mpekpaTsiBa ¢ IpeKpaTsaBaHe IeUHOCTTa Ha JIMLaTa 1o wi. 222 u
225.

(2) (U3m. - ]IB, 6p. 60 ot 2011 r., B cmuma ot 05.08.2011 1.) U30BIHATETHUAT TUPEKTOP
Ha MAJI npekpatsiBa pa3pelieHHETo 32 U3BbPIIBAHE HA THPrOBHs HA IPEOHO C JICKAPCTBEHU
MIPOTYKTH:

1. mo Mon6a Ha JIUIETO, HOTYYMIIO Pa3pEIICHNE 3a U3BBPIIBAHE HA THPTOBUS Ha IPEOHO;

2. KOraTo ce YCTaHOBHU, Y€ PHKOBOJIUTEIAT HA allTeKaTa HEe OTroBapsl Ha U3UCKBAHUSTA,
IIOCOYEHH B wil. 224 u 225.

(3) (U3wm. - [IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) B 14-nHeBeH cpok oT
IIpeKpaTsBaHe Ha AEWHOCTTA 0 ail. 1 smuara no wi. 222 u 225 nucMeHo yseaomsasat MAJL.

Un. 236. (1) AntekaTta He MOXke Ja ObJie 3aTBOpeHa 3a noBeye oT 30 THU B paMKHUTE Ha
€/1Ha KaJleHJAapHa roIMHa OpaJu OTChbCTBHE HA PHKOBOAMTEIS .

(2) (Jom. - /1B, 6p. 71 ot 2008 1., B cmita ot 12.08.2008 r., u3m. - /IB, 6p. 12 oT 2011 1,
B cuia ot 08.02.2011 r., u3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Korato
PBHKOBOJIUTEIIST Ha aliTeKaTa He € B ChbCTOSIHUE J1a U3ITIBJIHABA 3aIbJKEHUATA CH ITOPATU
MOJI3BaHe Ha OTITYCK IIPU BpEMEHHA HETPYAOCIOCOOHOCT Mopaau 0osect, OpeMEeHHOCT U
paxkJlaHe WJIM OCUHOBSBAHE U OTITYCK 3a OTIVIEXkIaHE Ha MaJIKo AeTe mo peaa Ha Kogekca Ha
Tpy/a, anTeKkaTa MOXKe /1a pabOTH 3a CPOK He MOBeYe OT JIBE TOAMHU MO/ PbKOBOJICTBOTO HA APYT
MarucTbp-papmManeBT, CbOTBETHO TOMOIIHUK-(papMaleBT, B ClydauTe Mo Wi. 225, KOHUTO
OTroBapsl Ha U3UCKBaHMATA 10 Wi. 224. B Te3u ciaydau ce n3aBa pa3pelieHue oT
M3IBJIHATENHUA qupekTop Ha MAJL

(3) Pa3zpemenuero mo an. 2 ce uznasa B cpok 710 30 aaM.
Ui 237. Ilpu npekparsBaHe IEWHOCTTA Ha JIMLETO, TOJIYYHIIO PA3pEIICHHE 3a
OTKpPUBAHC Ha allITCKa, JICKAPCTBCHUTC MPOAYKTHU MOTraT Aa 6’b,[[aT npoaaJacHu Ha Jinla, NoJIyIuIn

paspelieHre 3a ThProBHs Ha €pO C JICKAPCTBEHU MPOTYKTH.
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Un. 238. (1) (U3m. - [IB, 6p. 71 ot 2008 1., B cmma ot 12.08.2008 r.) JIekapcTBeHn
MPOAYKTH, KOUTO CE OTITycKaT 0e3 JISKapCKO MpeANrcaHre, Morar Jia ce Ipojasar B aporepus. B
JporepusTa MOTaT Jia Ce MPOAABAT U MPOJAYKTH M CTOKH ChC 3HAYCHHUE 32 3IPABETO HA YOBEKA,
OIpeJieJIeH! B Hapeaoara 1o wi. 243, ¥ MeJUIIMHCKU W3ICIIHsL.

(2) (U3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) [IpaBo na u3BbpmBat
THProBUS HA JPEOHO C JICKAPCTBEHU MPOAYKTH, KATO OTKPUBAT JIPOTePHs, UMAT BCUYKU
(bU3NYECKH U FOPUAMYECKH JIUIA, PETHCTPUPAHU 110 ThPrOBCKUS 3aKOH, WITH 110
3aKOHOJATEJICTBOTO Ha IbP)KaBa UJICHKA.

(3) (U3m. - [IB, 6p. 71 ot 2008 1., B cmma ot 12.08.2008 r.) PrkoBOAMTENAT HA qpOTEepust
TpsiOBa Jia € MEJUIIMHCKHU CIICIUAINCT, KOHTO:

1. He € JIHUIIIEeH OT IIpaBOTO Aa yIIpAKHABA npO(becm[Ta CH,

2.Hee OCBIXKJaH 3a IIPECTBHIICHUS, CBbP3aHU C YIIPAXKHABAHC Ha npO(becmHa My, 34
MMPECTHINJICHUA ITPOTUB COOCTBEHOCTTA M CTOIIAHCTBOTO MIIM 34 YMHUIIJICHU NPECTBINICHUA ITPOTHB
JJMYHOCTTA,

3. Uma Hal-MaJIko €AHa roJuHa CTaX 110 CIICOUaJIHOCTTA.

Un. 239. (1) (U3m. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) porepuu ce
OTKpHUBAT CJIe]l perucTpalus B cboTBeTHaTa P3U.

(2) (U3m. - [IB, 6p. 60 ot 2011 1., B cuia ot 05.08.2011 r.) JInmara mo wi. 238, an. 2
nosaBat B choTBeTHaTa P3U 3asBi1eHue 3a peructpaiysi, KbM KOETO MpUjIaraT CIeTHUTE
JOKYMEHTH:

1. (m3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) nannu 3a Enqunans
UICHTH(UKAITMOHEH KO Ha ThPrOBEIla WM KOOTepaIusaTa oT TbproBCKus pEerucTh), a 3a
Jpy’KecTBaTa, perUCTPUPAHU B IbprKaBa - WieHKa Ha EBpomneiickus chio3, WK B IbpKaBa -
ctpana o CriopazyMeHHeTo 3a EBponeiickoTo HKOHOMHUYECKO MTPOCTPAHCTBO - IOKYMEHT 32
aKTyallHa perucTpaIys Mo HAllMOHATHOTO 3aKOHOIATENICTBO, U3/1aJIeH OT KOMIIETEHTEH OpraH Ha
ChOTBETHATa AbprKaBa Ha Junara mo 4i. 238, an. 1;

2. (mom. - 1B, 6p. 103 ot 2017 r., B cuna ot 01.01.2018 r.) HOKyMEHT 3a 00pazoBaHHe U
CBHJIETEIICTBO 33 CHIUMOCT Ha JIUIETO, OMPEIENICHO 33 PHKOBOUTEN Ha IPOTepPHUsITA, aKO HE €
OBITapCKU TPAXKIAHUH;

3. MEAWIIMHCKO CBUJIETEIICTBO HA JIMIIETO I10 T. 2;

4. (ot™m. - /1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1.)

5. (m3m. - JIB, 6p. 98 ot 2010 1., B cuma ot 01.01.2011 1., oM. - IB, 6p. 60 oT 2011 1., B
cuna ot 05.08.2011 r.)

6. TOKYMEHT 3a TUTaTeHa JIbp)KaBHA Takca B pa3Mep, onpejelieH B Tapudara mo wi. 21,
an. 2.

(3) (Homa - 1B, 6p. 60 ot 2011 r., B cmma ot 05.08.2011 r.) B 14-gHEBeH cpok OT
MOCTHIIBaHE Ha 3asBIeHUETO 1o an. 2 P3U u3BbpiiBa mpoBepka OTHOCHO CIIa3BaHE M3UCKBAHUATA
Ha HapeaOara o 4. 243. B cnydanTte, Korato ce yCTaHOBH, Y€ HE ca CIa3eHU M3UCKBAaHUS HA
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Hapezabara 1o wi. 243, B 7-THEBEH CPOK OT U3BBpIIBaHE Ha nmpoBepkara P3U naBa npeanucanus
U OIIpesiesisl CPOK 32 OTCTPAHSIBAHETO UM.

(4) (Homa - 1B, 6p. 60 ot 2011 r., B cua ot 05.08.2011 r.) B 14-gHEBeH CpoK OT
MOCTHIIBAHE HA 3asIBJICHUETO U JJOKYMEHTHUTE 10 ajl. 2 nupektopbT Ha P3U yBenomsiBa mucMeHo
JULETO 32 KOHCTATUPAHUTE HEIIBIHOTH B TSIX U OIPEJiessl CPOK 332 OTCTPAHSIBAHETO UM.

(5) (Homa - 1B, 6p. 60 ot 2011 1., B cra ot 05.08.2011 r.) 3a moaBane Ha 3asBICHUE
3a pErucTpalys Ha Iporepusi WM 32 U3BbPIIBAHE HA IpOMsiHA 1o 4wi. 242 choTBeTHaTa P3U
cbOMpa TaKCH B pa3Mep, onpeaeieH ¢ Tapudara mo wi. 21, an. 2.

(6) (Homa - 1B, 6p. 103 ot 2017 ., B cunma ot 01.01.2018 ., u3m. - [IB, 6p. 67 ot 2020
r.) Pernonannara 37paBHa HHCIIEKIIUS YCTAaHOBSABA CIIY)KEOHO 00CTOSITEIICTBATa OTHOCHO
CHJIMMOCTTA Ha JIULIETO M0 ajl. 2, T. 2, KOraTto € OBbJIrapcku rpakJaHuH.

Ui 240. (M3wm. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) B 14-nHeBen cpok
OT U3BbpLIBaHE HA ITPOBEpKaTa 1o wi. 239, aji. 3 Wi OT OTCTpaHABaHE HA HEMbJIHOTUTE 110 YII.
239, ain. 4 nupexTopbT Ha P3M n3naBa ynocroBepeHue 3a perucTpaliysi Ha Iporepusi UM rpaBu
MOTHMBHUPAH OTKa3 3a U3JJaBaHETO MY.

(2) (Hosa - 1B, 6p. 102 ot 2012 r., B cuia ot 21.12.2012 r.) dupexropst Ha P3N
MOTHBHUPAHO OTKa3Ba M3aBaHETO HA YIOCTOBEPEHUE 3a PErUCTpaIus Ha JTUIETO Mo wi. 238, ai.
2, Koraro:

1. He e mpecTaBeH HAKOM OT TOKYMEHTUTE 1o ui. 239, an. 2;

2. B cpoka 1o ui. 239, ain. 4 3adBUTENAT HE € OTCTPAHUJI KOHCTATUPAHUTE HEIIBIHOTH.

(3) (HoBa - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) Koraro B cpoka 1o an. 1
mpexTopbT Ha P3U He e n3nan yocToBepeHne 3a perucTpanys Ha JpOoTreprs WK He € HarpaBml
MOTHBHUPAH O0TKa3, e MPHEMa, Ue € HAJINLE MbIYAINBO ChIJIacHe.

(4) (HoBa - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) B cnywaure no an. 3
3asBUTENIAT MOXeE J]a 3all04HE U3BBPIIBAHE HA 3asIBEHUTE JIEHHOCTH MIPU cHa3BaHe Ha Wwi. 29 oT
3akoHa 3a OrpaHMYaBaHe aJIMUHUCTPATHBHOTO PETYJIMPaHe U aIMUHUCTPATUBHUSI KOHTPOII
BBpPXY CTOIIAHCKATa JIEHHOCT.

(5) (IIpeaumna an. 2 - JIB, 6p. 102 or 2012 r., B cuna ot 21.12.2012 r.) OTKa3bT Ha
mupekTopa Ha P3U no ain. 1 moanexxu Ha o6kajiBaHe 10 pesia Ha
AJIMUHUCTPATHBHOIIPOIIECYATHHS KOIEKC.

Y. 240a. (Hos - 1B, 6p. 102 o1 2012 r., B cuna ot 21.12.2012 r.) (1) AupekTopsbT Ha
cpoTBeTHaTa P31 npekparsiBa cbC 3a110BE]l PETUCTPALIAATA HA IPOTEPHUSL:

1. mo mo0a Ha JTUIETO, TOTYYUIIO YIOCTOBEPEHHE 3 PETUCTPALIUS Ha APOTEPHUS;

2. ¢ IpeKpatsBaHe AEMHOCTTA Ha JIMLETO MO Wi. 238, all. 2, 3a KOETO TO YBEAOMSIBA
cpoTBeTHaTa P3U.

(2) B 14-nHeBeH cpok OT MpekpaTsiBaHe Ha JeHHOoCTTa 1o ai. 1, T. 2 auuero mo 4. 238,
al. 2 MUCMEHO yBenoMsiBa cboTBeTHara P3M.

Ui 241. (1) (U3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r.) B chorBeTHaTa P31
Ce BOJU PETHCTHP HA U3JIAJICHUTE YIOCTOBEPEHUS 3a PETUCTPAllUs Ha APOTEPHUsl, KOWTO ChAbPKA:

1. HOMep U J1aTa Ha U3aICHOTO yJOCTOBEPEHHE;

2. cefanuiie U aapec Ha JUIETO, TOTYyYUIIO YIOCTOBEPEHHE 3a PETUCTPALIUS Ha
JPOTEPUS;

3. uMe, TMYHU JaHHU U aJpec Ha pPbKOBOJUTEINS HAa APOTEPUITa;
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4. anpec Ha IPOrepUATa;

5. JaTa Ha IpeKpaTsBaHe Ha perucTpalusITa U OCHOBaHUETO 3a TOBA;

6. 3a0€JIeKKH IO BITUCAHUTE 0OCTOSITEIICTBA.

(2) (U3m. - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) JlaHHU OT perucrbpa ce
nyOJIMKyBaT Ha cTpaHMIaTa Ha cboTBeTHaTa P3U B uHTEpHET.

Ui 241a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) Haunonanuusr
PErUCThp Ha U3JAJCHUTE YJOCTOBEPEHHUS 3a pErucTpalus Ha qporepus no wi. 19a, an. 3
ChIIbpPIKA!

1. naumeHoBanue Ha cboTBeTHaTa P3U, u3gana ynocToBepeHHeTo 3a perucTpanus;

2. HOMEp U JIaTa Ha U3JaJICHOTO YI0CTOBEPEHHE;

3. cefanuiie U aipec Ha JUIETO, MOIYYHIIO YAOCTOBEPEHUE 3a PETUCTpalUs Ha
JpOTEpPUs;

4. Me Ha PHKOBOJUTENS HA JPOTePUsITa;

5. azpec Ha IpOrepHusTa;

6. JaTa Ha TpeKpaTsABaHe Ha pEerucTpalusaTa 1 OCHOBAaHUETO 3a TOBA.

Y. 242. Ipu npoMsiHa Ha afpeca Ha APOrepHATa MM Ha PHKOBOAMTEIS JIUIIETO,
IIOJIYYMJIO YIOCTOBEPEHHE 3a OTKPUBAHETO I, I10JaBa 3asiBJI€HUE 110 peaa Ha wi. 239, an. 2 u
CBBP3aHUTE C MIPOMSIHATA JOKYMEHTH.

Un. 243. YcnoBusTa U pebT 3a OpraHu3anys Ha paboTa B IporepusiTa ce ONpeensT B
Hape10a Ha MUHUCTbBpA Ha 3/1paBEOIa3BaHETO.

I'naBa eauHajgecera.
PEKJIAMA HA JIEKAPCTBEHUTE NPOAYKTHU

Ui. 244. (1) Pexsiama Ha 1eKapcTBEHU MPOJYKTH € Besika (popma Ha nHpopmanus,
MpEeCTaBsHE, POMOIIMS WM TIPETIOKEHHSI C TIeTT JIa C& CTUMYJIMPA IPEITICBAaHETO,
npoaaxoara UK ynorpebara Ha JeKapCTBEHHSI MTPOAYKT M BKJIIOYBA!

1. pexnaMa, mpeiHa3HAYeHa 332 HACEIEHUETO;
2. pekiiama, TIpeIHa3HaYeHa 32 METUITMHCKUTE CTICITHAICTH;

3. mocelieHne Ha MEAUIIMHCKU ThPTOBCKU MPEICTABUTENN TPU METULITHCKU
CIELMAIIUCTH;

4. mpenocTaBsiHE HA MOCTPH OT JIEKAPCTBEHU MPOIYKTH;

5. CHOHCOPCTBO Ha MPOMOLIMOHAIHYU CPEIIM U HAyYHU KOHIPECH, IOCELIaBaHU OT
MEIUIIMHCKH CIIEUAINCTH, BKIIFOUUTEIIHO U MOEMAHETO Ha TEXHUTE Pa3HOCKH 110 TbTYBAHETO U
IIPECTOS] B CHOTBETHATA IbPKaBa, B KOSITO CE MPOBEXK]IA MEPOIIPUATHETO.

(2) He mpencrapnsiBa pekiiamMa Ha JIEKApPCTBEHU MPOAYKTH:

1. TekcT BbpXYy BTOpUYHATa OMAKOBKA U B JIMCTOBKATa, KOMTO € 000pEH B IpoLeaypara
0 pa3pelIaBaHe 3a ynorpeoa;
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2. KOPECTOHCHIIMSI 110 MOBOJ CIiel(UYeH BBIIPOC WM MPOOJIeMaTHKA, CBBP3aHH C
JIaJIEH JIEKapCTBEH NPOIYKT;

3. uH(pOpMalMOHHH CHOOIICHUS U YKa3aHUsI OTHOCHO IPOMEHU B ONAaKOBKAaTa,
MPEIYNPEXACHUS 32 HeXKEIaHH JICKApPCTBEHH PEAKIIUU KAaTO YacT OT OOLIUTE MEPKHU 32
0€3011acCHOCTTA Ha JIEKAPCTBEHUS POAYKT, THPrOBCKH KaTajlo3U U LIEHOBU JIUCTH, IIPU YCIOBHE
4e He BKJIIOUBAT JAHHU C PEKJIAMEH XapaKTep 110 OTHOILIEHUE Ha JIEKAPCTBEHUSI IPOLYKT;

4. U3sIBJICHUS, OTHACALIM C€ 70 3/[PABETO HA YOBEKA MM 3a00JISIBaHUS, KOTaTo Te
JUPEKTHO WIIM MHIUPEKTHO HE HACOYBAT KbM JICUCHHE, MPO(PUIAKTHKA W JHATHOCTHKA C
JIEKapCTBEHH MPOIYKTH;

5. mpoBexaaHuTe 0T MUHUCTEPCTBOTO HA 3JpaBEONA3BAHETO KaMIIaHUH 10
BaKCHHHMpAHE Ha HACEJICHUETO, KOraTo CBbP3aHUTE C TSIX MaTepHUau He ChAbPIKAT JaHHH 3a
KOHKPETEH JIEKAPCTBEH MPOIYKT.

Ui 245. (1) Ilpurexxarenst Ha pa3pelIeHUETO 3a YIOTpeOa € JIbKEH J1a Ch3/1aje
Hay4YHO 3BEHO 3a pa3lpocTpaHeHne Ha HHPOpMAIUs 3a JIEKapCTBEHUTE MPOAYKTH, 332 KOUTO €
MIOJIy4nJI pa3pelieHre 3a yrnorpeda no peja Ha TO31 3aKOH.

(2) IlpuTexarensaT Ha pa3pelIeHUueTo 3a ynoTpeda € ITbKeH JAa:

1. rapanTupa, 4e pexiaMara Ha JIKApCTBEHUS MPOAYKT € MPECTaBeHa Ha HACEJIEHUETO
WM Ha MEMIIMHCKUTE CIICIUAINCTH BbB BU, ChOTBETCTBAII] HA M3UCKBAHUATA HA TA3U IJIaBa, U
B ChOTBETCTBHE C U3/IaJICHOTO pa3pelieHue 3a pexkiiama ot MAJI,

2. pa3moinara ¢ JaHHH U MaTepuaId OT BCHUYKH pEeKJIaMHU KaMIIaHUH, IPEANPUETH B
paMKUTE Ha HEroBara JeiHOCT, BKJIOYUTEIHO ¢ HHPOpMaLUs 3a IPYNUTE, 32 KOUTO peKIaMara e
MpeAHa3HaueHa, 32 HAYMHA Ha OCHUIECTBABAHETO M, KAKTO U 3a JaTaTa Ha CTapTUPaHE Ha
peKJIaMHaTa KaMIaHus,

3. rapanTHpa 00y4eHHUETO Ha MEAUIIMHCKUTE ThPTOBCKHU MPEICTaBUTEINH;

4. U3ITBJIHSBA TOYHO U B OTIPEICTICHUSI CPOK YKa3aHUSTA HA IITBKHOCTHUTE JIUIA TI0
KOHTpOJIa Ha peKjamara.

(3) MeaumuHCcKUTe THPrOBCKU MIPEICTABUTENN TPSOBA Ja TOKJIAIBaT Ha HAYYHHUTE 3BEHA
mo an. 1 Bcsika nHdopmaius 3a ynorpedata Ha JIEKapCTBEHUTE MPOIYKTH, KOUTO pEKIaMHparT,
0COOEHO 10 OTHOUIEHHE Ha MH(pOpMaIUATa 32 HEXKEIaHH JIEKapCTBEHH PeaKkluu, CbOOILIEHN UM
OT MEJIULIMHCKUTE CHELUATUCTH.

Y. 245a. (Hos - 1B, 6p. 71 o1 2008 1., B cuna ot 12.08.2008 r.) Jlomycka ce pekiama
CaMo Ha JIEKapCTBEHH MPOYKTH, 32 KOUTO € M3/1aJICHO pa3pelleHne 3a yroTpeda 1o peaa Ha TO3H
3aKOH.

Y. 246. (1) CpabpxkaHueTo Ha pekiaMaTa TpsOBa 1a CbOTBETCTBA HA JAHHUTE OT
oJloOpeHarta MpH pa3pelaBaHeTo 3a ynorpeda KpaTka XapaKTepUCTHKA Ha JIEKapCTBEHUS
MPOAYKT U Jia MPECTaBs CaMO OCOUEHHUTE MIPU Pa3pelliaBaHeTo 3a yrnoTpeda Mmoka3zaHusl.

(2) Pexnamara Ha iekapcTBEHUS IPOAYKT TPsiOBa Ja HACOUYBa caMO KbM MpaBUIIHATA MYy
yrnoTpeba, KaTo MpeAcTaBs 0OEKTUBHO TEPArieBTUYHUTE MOKA3aHUS Ha JIEKAPCTBEHUS POJIYKT,
0e3 /1a mpeyBeIryaBa Bb3MOKHOCTUTE 3a JIedeHHEe, TPO(UIaKTUKA WIH JUATHOCTHKA C
JIEKapCTBEHMSI IPOTYKT.

(3) Pexitamara He TpsiOBa Ja ChaABpKa MOABEKAAITA HHPOPMAIIHS.
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(4) (Homa - 1B, 6p. 71 ot 2008 r., B cmma ot 12.08.2008 r.) Pexknamara He Moxe n1a
ChIIbPrKa IPEIIOKESHIE W/ WU OOCIIaHre 3a TOIapbK H/WIIK Ipyra UMYIICCTBEHA UITH
HEMMYIIIECTBeHA o0Jara.

(5) (Homa - 1B, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r.) MeauIIMHCKA CIIEIUATTUCT
WJIH JTUIIE, IPEICTABAIIO C€ 32 MEAUIIMHCKY CIICIUAIKCT, HE MOXeE JIa U3BBPINBA MPSIKA WIH
KOCBEHA peKJiaMa Ha JICKAPCTBEHU MPOJIYKTH B TICUATHUTE W/HITU B €JICKTPOHHUTE MEINU, KAKTO
Y B UHTCPHET.

Ui 247. Ilpen HaceneHUETO ce I0IycKa pekjama caMo Ha JIEKapCTBEHH MPOIYKTH,
KOHTO C€ OTITyCKaT 0e3 JIKapCKO MpeAICcaHue.

Un. 248. (Hom. - IB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) MI3BBH citydauTe Mo 4l
247 ce normyckaT peKJIaMHU KaMITaHUH 110 BAKCHHUPAHE, IIPOBEXIaHU OT MPUTEKATEIUTE Ha
paspelieHue 3a ynorpeda, mpu cria3BaHe U3MCKBaHUATA HA Wi. 251 W TIpU YCIIOBUS | 110 Pel,
ornpezeneHu B Hapeabara mo wi. 249.

Ui 248a. (Hos - IB, 6p. 71 ot 2008 ., B cuia ot 12.08.2008 r.) 3abpansiBa ce
peKjamara B MHTEPHET Ha JIEKApCTBEHU MPOAYKTH, KOUTO CE OTIYCKAT I10 JIEKAPCKO
npeAnucaHue, ¢ M3KJIIOUYCHUE Ha PEKJIaMHU KaMIIaHUU 110 BAKCHHUPAaHe, U3BBPIIBAHU T10 pejia Ha
1. 248 1 0100pEHH OT KOMIIETEHTHUTE OPTaHHU.

Ui 249. 3uckBaHusITa KbM peKiIamMaTa Ha JIEKAPCTBEHUTE MPOAYKTH CE OMPEACIIAT C
Hape10a Ha MUHUCTbBpA Ha 3/]paBEONa3BaHETO.

Y. 250. 3asgBrienue 3a pa3peliaBaHe Ha peKjiaMa Ha JIEKapCTBEH MPOAYKT Ce MojjaBa OT
MIPUTEXKATEINS Ha pa3pelIeHueTo 3a ynorpeda Ha JIeKapCTBEHUS MIPOAYKT UM YITbITHOMOLIEHO OT
HETO JINIIE.

Ui 251. (1) 3a pa3pemaBane Ha pekiaamarta Juieto 1o 4i. 250 mogasa B MAJI
3asBJICHHE MO 00pasell, 0JJ0OpeH OT U3MBIHUTEIHUS AUPEKTOP HA areHIUATA, IPUJIPY>KEHO OT:

1. mpoexT Ha peknamara;

2. HOTapHUAIHO 3aBEPEHO IIBITHOMOIIIHO OT IMPUTEKATEN Ha Pa3pelIeHUeTo 3a ynorpeoa,
KOraTo 3asiBJIEHUETO CE MojaBa OT APYTo JIUIIE;

3. IuTepaTypHUTE U3TOYHUIIM Ha U3IMOJI3BAHUTE LIUTATH, TAOIUIU UK IPYTH
MaTepHalii, KOraTo NMa TaKHBa;

4. TOKYMEHT 3a IJIaTeHa TaKkca B pa3Mep, onpeeseH B Tapudarta mo wi. 21, ai. 2.

(2) IIpoexTuTe 3a pexnama 1o ai. 1, T. 1 TpsOBa aa ca scHH, ¢ pa3dupaem TEKCT, B
cllyyauTe, KOoraTo UMa TakbB, U Ja JaBaT Bb3MOKHOCT 32 OLICHSIBaHE HA BCUUKHUTE I €JIEMEHTH -
TEKCT U WIIOCTPAIUH.

(3) Kem MAJI ce cp3naBa ExcniepTen chbBeT 1o pekiamaTa. B cbcTtaBa My ce BKIIIOYBAT
JIeKapy ¥ CIIEIHAIICTH C MTPAKTHYECKH OIHT B 00JIACTTa Ha peKyiaMaTa. M3mbIHUTeTHHST
nupextop Ha MAJI orpenens cbe 3amoBe]] ChCTaBa Ha ChBETa, KbM KOWTO c€ BKJIFOUBAT 110 €/IUH
npencraButen Ha Komucusita mo npodecnonaiHa eTika Ha bhIrapckust IekapcKu Chio3, Ha
Bbwarapckus 36051ekapcku cbio3 U Ha bearapckus ¢papManeBTHUEH Cbhl03, pa3Mepa Ha
Bb3HArpakJICHUETO Ha WIEHOBETE MY M YTBbpK/JaBa IIPaBUJIHHUK 32 YCIOBUATA U pea 3a
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pabotara My. B chcTaBa Ha chBeTa Morat Jja ObJ1aT BKJIFOUEHH U IPEACTaBUTENN HA
MAUEHTCKUTE OpraHu3aluu.

(4) CopBeTbT 110 al. 3 U3rOTBS EKCIepTH3a 110 IPOEKTa Ha peKiaMara 1 MOoAroTBs
CTAaHOBUIIIE /10 U3MBIHUTEIHUS AupekTop Ha AL

(5) IIpu ycraHoBsiBaHE Ha HECHOTBETCTBUS HA peKyiaMaTa ¢ U3MCKBAaHUATA HA TO3H 3aKOH
B 7-THEBEH CPOK OT JjaTaTa Ha IoJaBaHe Ha 3asBieHueTo 1o ai. 1 MAJI naBa nucmMeHu yKa3aHusl
3a OTCTPAHABAHETO UM B €JHOMECEUEH CPOK OT JlaTaTa Ha yBeJIOMIIEHHETO. CpOKBT 3a
IIPOM3HACAHE CIUPA J]a TEYE 3a Iepro/ia OT JCHs Ha YBEJAOMSBAHETO 1O OTCTPAHsBAHE HA
HECBbOTBETCTBUATA.

(6) B cityuaii ye 3asBUTENAT HE U3N'BJIHU yKa3aHUATA B €IHOMECEUEH CPOK OT JaTara Ha
YBEAOMSBAHETO 110 aJI. 5, IPOLEAypaTa o pa3pellaBaHeTo ce MPeKparsBa.

Un. 252. (1) B enHOMeceueH CpoK OT MpeAcTaBIHe Ha JOKyMEeHTauusTa mo wi. 251, an. 1
Bb3 OCHOBA Ha CTAHOBHUIIETO 1O Wi. 251, an. 4 u3nbiaHuTenHUIT nupektop Ha MAJI paszpemnasa
ChC 3aroBe/]] pekjiamaTa Wiu MpaBu MOTHUBUPAH OTKAa3, 32 KOETO YBEOMsIBA MpUTEkKATels Ha
paspenieHueTo 3a yrnorpeoa.

(2) (Homa - 1B, 6p. 60 ot 2011 r., B cmna ot 05.08.2011 r.) Koraro B cpoka 1o ai. 1
M3IBJIHATENHUAT qupekTop Ha MAJI He pa3pemin che 3amoBe1 pexiiaMaTta uii He HarlpaBu
MOTHBHPAH 0TKa3, C€ MpHeMa, Ye € HAIHIIE MBIYAINBO ChIJIaCHE C MPOEKTa Ha peKJiaMa IO YJl.
251, an. 1, 1. 1 1 T MOXKe 1a ObJIe pa3NpOCTPaHsIBaHA.

(3) (IIpeaumrna an. 2 - /1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) OTKa3bT Ha
M3ITBITHUTEITHUS JUPEKTOP TOJUICIKN HA 00KalIBaHE TI0 pena Ha
AJMUHUCTPATUBHOIIPOIIECYATHUS KOACKC.

Y. 253. (1) M3nageHoTo paspenieHre Ha pekiaMarta 1o wi. 252, an. 1 ce otHacs 3a
KOHKPETEH JIEKAPCTBEH MPOJYKT B PAMKHUTE Ha CPOKA Ha BAIMIHOCT Ha Pa3pelIeHUETO MY 3a
ynoTpeoba.

(2) Korarto ca u3BbpIlieHd MPOMEHHU B Pa3pEIICHUETO 3a ynoTpeda Ha JIKapCTBEH
IIPOJYKT, KOUTO BOJAT 10 IPOMEHHU B pa3pellieHa peKjiaMa Ha TO3U IPOAYKT, IPUTEKATEIAT Ha
paspernieHueTo 3a yrnorpebda nogasa B MAJI 3asBnenue 3a mpomsiHa.

Un. 254. I1pu npoMsiHa Ha pa3pelieHara pekiiaMa Juiero no wi. 250 noxasa 3asiBieHne
1o pena Ha wi. 251.

Un. 254a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1.) (1) Pexnamara,
MpeIHa3HaYeHa 3a MEIUIIMHCKHATE CICIIHAIMCTH, He Ce pa3peliasa 1mo peaa Ha @wr. 250 - 252,

(2) Pexnamara o an. 1 ce pasmpocTpaHsiBa ciej nojaBane Ha yBenomiieHue 10 MAJL,
KBM KOETO Ce TIpHjIara mpoeKkT Ha pekJiaMaTa, U TIPH Clla3BaHe M3MCKBAHUATA HA Ta3W IJIaBa U Ha
HapenOarta o uwi. 249.

Un. 255. (1) 3abpansiBa ce pa3npoCTpaHEHUETO HA MOCTPH Ha JICKAPCTBEHU MPOAYKTH,
CHIBPXKAIIN HAPKOTUYHU BEIECTBA 110 CMUCHJIA HA 3aKOHA 32 KOHTPOJ BBPXY HAPKOTUYHUTE
BEILIECTBA U MPEKYPCOPUTE.

(2) 3abpaHsiBa ce AUPEKTHOTO MPETOCTABSIHE HA MOCTPH Ha JIEKAPCTBEHU MPOIYKTH OT
MEJIULUHCKUTE ThPrOBCKU MPEACTaBUTENM MO wi. 244, ain. 1, T. 3 Ha HaceneHuero.
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Un. 256. MocTpu OT J1€KapCTBEHU MPOJIYKTU CE€ MPEAOCTABAT HA MEAUIIUHCKU
CHEIMAIMCTH MPHU YCIOBHS U IO Pejl, OpeiesieH B Hapeadara mo wi. 249.

UYn. 257. (1) MeauuuHCKUTE THPTrOBCKH NPEACTaBUTENN 10 Wi. 244, ain. 1, 1. 3 Tps6Ba na
ca npeMuHaIu 00y4eHus, OpraHU3UpaHu OT IPUTEKATENS Ha pa3pelIeHrueTo 3a ynorpeda, KouTo
I'M € Ha3HAaYuIIL, Ja IPUTEKaBaT HayYHH MO3HAHUS U Ja MOTaT Ja MPEI0CTaBAT TOYHA U Bb3MOXKHO
Hal-TbJIHA UHPOPMAIIHS 32 JIEKAPCTBEHUS POIYKT, KOMTO MPEICTABSIT.

(2) o Bpeme Ha BCSAKO MOCEIICHHE MEAUIIMHCKUTE THPTOBCKH MPEICTABUTENIHN TpsiOBa
Jla pasmnoJiaraT ¢ KpaTkaTa XapakTepUCTHKa Ha IPOAYKTa U C JaHHU 3a [IEHUTE Ha JIEKapCTBEHUS
IIPOJYKT U 32 YCJIOBUSATA 32 3aIUIALLAHETO MY U Ja TY IPEJOCTABAT IIPU NOMCKBAHE.

(3) Ilpu npencraBsiHe Ha TIEKAPCTBEHU MPOYKTH MPE] METUIUHCKU CIEIIUATUCTH
MEIUIMHCKUTE ThPrOBCKU MIPEICTABUTENIN HE MOraT Ja pejyiaraT oAapbiy U Jpyra
HMMYILIECTBEHA U HEUMYIIIECTBEHa o0Jara.

I'naBa nBanagecera.
PEI'YJIMPAHE HA HEHUTE HA JIEKAPCTBEHUTE ITPOAYKTHU (3AI'JI. U3M. - IB,
bP. 102 OT 2012 T".)

Paszgea L.
Hauuonasen cbBeT 10 eHH U peuMOypcupaHe Ha JiekapcTBeHuTe npoayktu (Hos - /1B,
op. 102 ot 2012 r., B cua1a ot 21.12.2012 r.)

Un. 258. (M3wm. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /IB, 6p. 102 ot
2012 r.,Bcuma ot 21.12.2012 r.) (1) (U3m. - IB, Op. 43 ot 2016 r.) KbM MuHucTHpa Ha
3JIpaBeoINa3BaHETO ce ch3jaBa HammoHaneH cbBeT MO IIeHH U peMMOypcHpaHe Ha JIEKAPCTBEHUTE
MPOJIYKTH, HApUUYaH MO-HATaThK "chbBeTa". ChbBETHT € IOPUANYECKO JIUIE HAa OI0/KEeTHA
U3JPBAKKA - BTOPOCTETIEHEH pa3nopenuTel ¢ 0ropkeT. Tol e chC cTaTyT Ha Abp)KaBHA KOMUCHS
che cenanuiie Tp. Codust.

(2) HettnocTTa Ha chBeTa ce pUHAHCHUpA OT AbP)KaBHUS OIOJDKET upe3 Oro/KeTa Ha
MUHHUCTEPCTBOTO Ha 3APaBEONA3BAHETO.

(3) CbBeTbT € KoJIETHalIeH OpraH U e ChCTOM OT MpeJice1aTell U EeCTUMA YJIEHOBE, OT
KOUTO TpHMa ca JIeKapy WM MarucTbp-papMaleBTH, ABaMa IOPUCTH U IBaMa NKOHOMUCTH,
BCHUYKH ChC CTAX I10 CIELMATHOCTTA HE MO-MaJIKo OT 5 roauHu. Ilpencenarensr n 4ieHoBeTe Ha
ChbBeTa ce U30upaT u 0cBOOOXKAABAT ¢ peleHne Ha MUHUCTEPCKUS ChBET O MPeIIoKEeHUE Ha
MUHHUCTBpA Ha 3paBeonasBaHeTo. [Ipencenarensat ppkoBoaAM JEMHOCTTA HAa ChBETA U I'O
IIPEJCTABIIABA.

(4) YnenomeTe Ha ChbBETA HE MOTaT Ja 3a€MarT JUThKHOCT WJIH J1a U3BBPIIBAT JEHHOCT 1O
. 19, an. 6 ot 3akoHa 3a aIMUHHUCTPALIUATA.

(5) HefinocTTa Ha cbBeTa ce MoOANIOMara OT aIMUHUCTPALINS, YUTO CTPYKTYypa U

opraHu3ainus Ha padoTa ce ONMPENeNsT ¢ YCTPONCTBEH MPABUITHUK, MPUET OT MUHHUCTEPCKUS
ChBET.
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Ui 259. (M3wm. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot
2012 r., B cuna ot 21.12.2012 r.) (1) CeBeTsbT:

1. yTBBpK1aBa, OTKa3Ba J1a yTBbPIU, U3MEHS WJIM 3aJIMYaBa [I€HA Ha JIEKapCTBEHU
NPOAYKTH 10 wi. 261a, an. 1;

2. yTBBpKIaBa, OTKa3Ba Ja yTBbPAM, U3MEHS WJIM 3aIM4aBa IpeJieliHa [IeHa Ha
JIEKapCTBEHH MPOAYKTH 1O wi. 261a, ain. 2;

3. peructpupa, OTKa3Ba Jla perUCTPUPA, U3MEHS WM 3aJIM4aBa [IEHHU Ha JICKAPCTBEHUTE
MPOAYKTH, OTITyCKaHH 0e3 JIEKapCcKO MpeAnucanue mo wi. 261a, an. 3;

4. (m3m. - [IB, Op. 48 ot 2015 ., m3m. - IB, 6p. 102 ot 2018 1., B crura ot 01.01.2019 1.,
u3M. u jiom. - JIB, 6p. 64 ot 2019 r., u3m. u nom. - /IB, 6p. 67 ot 2020 r.) mpuema, OTMEHS WUIH
n3MeHs (papMako-TepaneBTUYHHA PHKOBOJICTBA, KOUTO BKJIFOYBAT KPUTEPHUH 32 OIICHKA HA
pe3yInTaTta OT mpujlaraHaTta Tepanus U alrOPUTMH 3a JICUeHUE C JIEKapCTBEHHU MPOAYKTH, CIE]
CTAaHOBUIIIE HA CHOTBETHUSI €KCIIEPTEH CHBET MO MEIUIIMHCKA CIICIUATHOCT WU MEAUITMHCKA
JNEeHHOCT o wi. 6a, an. 1, T. 1 oT 3akoHa 3a 3apaBeTo, KaTo B ciydaid ye B 30-THEBEH CPOK OT
MOJTy4aBaHETO HA MCKAHETO HE MOCTHIIM CTAHOBUIIE OT ChOTBETHHUS E€KCIIEPTEH CHBET, ChBETHT
YTIBbpK/IaBa, OTMEHS UM U3MeHs apMaKo-TeparneBTUYHUTE PbKOBoIcTBA. Dapmako-
TEparneBTHYHUTE PHKOBOJICTBA CE MPUEMAT ¢ Hapea0u U ce oOHapoaBat B "/IbpkaBeH BECTHHK";

5. BKJIKOYBA, IPOMEHSI WM U3KJII0YBA JIEKAPCTBEHU POAYKTH OT 1103uTnBHMS
JIEKAPCTBEH CIIHMCHK;

6. (HoBa - JIB, 6p. 102 ot 2018 r., B cuna ot 01.01.2019 r.) u3BbpIIIBa OLIEHKA Ha
3/IpaBHUTE TEXHOJIOTHH HA JIEKAPCTBEHU MPOAYKTH;

7. (mpeaumna T. 6 - JIB, 6p. 102 o1 2018 ., B cuma ot 01.01.2019 r.) moanwspxka u
akTyanusupa [1o3uTHUBHUS TEKapCTBEH CIUCHK;

8. (noBa - /IB, 6p. 48 ot 2015 r., npeaumna T. 7 - /1B, 6p. 102 o1 2018 1., B cuna ot
01.01.2019 r.) nogabpxa peuMOypCHUS CTATYyC HA JIEKAPCTBEHUTE MPOAYKTH Ha BCEKU TPU
TOAMHU OT BKJIFOYBaHETO UM B [103UTHBHUS I€KAPCTBEH CIHCHK;

9. (noma - /IB, Op. 48 ot 2015 r., npenumna T. 8, u3m. - JIB, 6p. 102 ot 2018 r., B crta
ot 01.01.2019 r.) oka3Ba chaeicTBHE MPHU TOTOBAPSHETO HA OTCTHIIKH B CIIydauTe Mo wi. 45, ai.
10, 13 1 21 ot 3akoHa 3a 3[paBHOTO OCUTYPSIBAHE 32 JIEKAPCTBEHH MPOIYKTH, 32 KOUTO Cca
M0JIa/ICHU 3asBJICHUS 3a BKJItOYBaHe B [103UTHBHUS JIEKAPCTBEH CIHCHK;

10. (HoBa - 1B, 6p. 102 ot 2018 r., B cmua ot 01.01.2019 r.) onpenens gekapcTBEHUTE
MIPOJYKTH, 32 KOUTO ce IpociesiBa epeKThT OT TepanusiTa, CPOKbT, KAKTO U JIeUeOHHUTE
3aBeJICHHs, B KOUTO C€ U3BBPIIIBA, IIPU YCIOBUS, 10 peJl U KPUTEPUH, ONPe/Ie]ICHN B Hapenoarta
mo ui1. 261a, am. 5;

11. (noBa - 1B, 6p. 102 ot 2018 1., B cuima ot 01.01.2019 r.) uzpbpmiBa
nH(pOPMAIMOHHA, U3/1aTENICKa U U3CIIeI0BaTEICKO-HAayYHa JeHHOCT, CBbp3aHa ¢
LIEHOOOpa3yBaHETO, peMMOYPCUPAHETO U JIEKapCTBEHATA MOJINTHKA;
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12. (HoBa - 1B, 6p. 103 o1 2020 1., B cuna ot 01.01.2021 r.) reHepupa yHUKaJIEH
HAI[MOHAJICH HOMEP 32 HJSHTU(UKAIMS HA BCEKH JIGKAPCTBEH MPOAYKT U T'O BIIUCBA B PETUCTHPA
mno an. 2, T. 4;

13. (moBa - [IB, 6p. 16 oT 2024 r., B cuna ot 23.02.2024 r.) ocurypsiBa CBbp3aHOCT Ha
HAIIMOHAJIHUA HOMEp 110 T. 12 ¢ Koa Ha mpoykTa no 4i. 19, an. 4 B [lo3utnBHUS JIeKapCTBEH
CIIUCBK.

(2) CeBeThT BOM MyOJUYHU PETUCTPH HA!

1. yIBbpJICHUTE LIEHHU Ha JICKAPCTBEHUTE MPOAYKTH 10 4. 261a, an. 1;

2. yTBBPACHUTE MPEJACITHU LIEHU Ha JIEKAPCTBEHUTE MPOAYKTH 10 wi. 261a, ai. 2;

3. perucTpupaHuUTE LIEHU Ha JIEKApCTBEHUTE MIPOIYKTH 10 wi. 261a, an. 3;

4. (noBa - /IB, 6p. 103 ot 2020 r., B cmima ot 01.01.2021 r., u3m. - JIB, 6p. 16 ot 2024 1.,
B cuiia oT 23.02.2024 r.) HallMOHATHUTE HOMEPA 33 UACHTH(PHUKAINS Ha JICKAPCTBEHUTE
IPOAYKTH.

(3) CbBeThT OCHIIECTBSIBA KOHTPOJI BHPXY MPOo1aXkdaTa Ha JIEKAPCTBEHU MPOJTYKTH C
yTBBpJICHA LIeHa, IPe/Ie/IHA 1IeHA U PETUCTPUpPaHa LieHa.

(4) (U3m. - 1B, 6p. 67 ot 2020 r.) CbBeTHT NpreMa NUCMEHUTE 3asBIICHUS 32
YTBBPIKIABAHE WU PETUCTPUPAHE HA IICHA WM 32 BKIIFOYBAHE, U3KIIIOUBAHE, TIPOMCHH,
MOJUTbPKaHEe Ha peUMOYpPCEH CTaTyC M OIICHKA Ha 3/IpaBHUTE TEXHOJIOTHU Ha JICKAPCTBCHUTE
poayKTH OT [[03UTUBHMS IEKAPCTBEH CITUCHK IO Ta3H IJIaBa, U3BBPIIBA MPOBEPKH H
MIPOYYBAHUS M0 TAX U C€ MIPOU3HACA C MOTUBHPAHU PEIICHHUS.

(5) CpBerbT cHOUpPaA TaKCH B pa3MepH, onpeaeaeHu B Tapudata o wi. 21, an. 2, 3a
MoJIaBaHe Ha 3asiBJICHUS 3a:

1. yTBBpK/IaBaHe, pErUCTPUPAHE WU POMSHA B YTBbp/I€HATa WIM PETUCTPUpAHATa
I[IeHa Ha JIEKapCTBEH MPOIYKT;

2. (u3m. - [IB, Op. 48 ot 2015 r.) BKJIrOUBaHE, MPOMSIHA MJTH MOAbpIKaHE HA
peuMOYpCHHUSI CTaTyC Ha BKIIFOYEH B CIIUCHKA O Wi. 262, an. 1 JJeKapcTBEH MPOJIYKT;

3. (uoBa - JIB, 6p. 102 o1 2018 1., B cuna ot 01.01.2019 r.) onienka Ha 3ApaBHUTE
TEXHOJIOTHH.

Y. 2591, (Hos - IB, 6p. 103 ot 2020 r., B cuma ot 01.01.2021 r.) (1) HanuonanausT
HOMED 3a UACHTU(UKAIMS Ha JIEKAPCTBEHUS MPOJIYKT 1o wi. 259, an. 1, . 12:

1. ocurypsiBa €JHO3HAUYHO UJIEHTU(UIIUPAHE HA BCEKH JIEKAPCTBEH MPOAYKT U
olepaTuBHA CbBMECTUMOCT Ha MH()OPMAIIMOHHUTE CUCTEMH B 3/IPaBEOIIa3BaAHETO;

2. ce U3I0JI3Ba OT BCUYKH JIMIA, BB BCUUKH PETUCTPH U JpyTU 0a3u JaHHU, KaKTO U B
MEIUIMHCKAaTa TOKyMEHTAlUs, CBbP3aHa C JIEKAPCTBEHUTE MPOIYKTH.

(2) 'enepupaneTo ¥ BOUCBAHETO B perucThpa 1o ui. 259, an. 2, T. 4 Ha HallMOHAJIEH
HOMED 3a UACHTU(UKAIMS HAa BCEKH JIEKApPCTBEH MPOAYKT CE€ M3BBPILBA 110 P, ONpeesieH B
HapenOara o wi. 261a, an. 5.

(3) UsnenHuTenHATa areHuus 1o JiekapcTBaTa rnpejgocras Ha CbBeTa B €JeKTPOHEH
dbopmat mo obpaser, yrBpACH OT HEro, HH(OpMaIUs 3a pa3pelIeHnuTe 3a yrnoTpeda u
pEerucTpupaHuTe JEKapCTBEHN NPOAYKTH Ha TepUTOpusTa Ha Penmyonuka bbarapus u
paspelIeHnTe 3a ynoTpeda 1o LHeHTpalIu3upaHa npoleaypa JeKapCTBEHH MIPOAYKTH 110 pesia Ha
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Pernament (EO) Ne 726/2004 na EBpomnetickus napiameHnT 1 Ha CbBeTa oT 31 mapt 2004 r. 3a
yCTaHOBSIBaHE Ha nporeaypu Ha OOILIHOCTTa 32 pa3peliaBaHe U KOHTPOJI Ha JIEKapCTBEHU
MIPOJYKTH 3a XyMaHHA U BeTepruHapHa ynorpeba u 3a cb3AaBaHe Ha EBponeiicka arenuus mno
JIeKapcTBaTa, Mo pejl, ONpeiesieH B HapeabaTa o wi. 261a, an. 5.

Ui 259a. (Hos - JIB, 6p. 60 ot 2011 1., B cmma ot 05.08.2011 r., u3m. - /IB, 6p. 102 ot
2012 r., B cuna ot 21.12.2012 r.) (1) 3acenanusra Ha CbBeTa ca PEAOBHH, AKO HA TSIX MPUCHCTBAT
MOBEYE OT MOJIOBUHATA OT OOIIHs OpOii Ha YICHOBETE MY.

(2) CbBeThT B3eMa pelIeHHs] ¢ MHO3UHCTBO MOBEYE OT MOJOBUHATA OT 00uIHs Opoii Ha
YJICHOBETE CH.

(3) (Homa - 1B, 6p. 102 ot 2018 ., B cuyma ot 01.01.2019 r.) Ha 3acenanusita Ha cbBeTa
3aIBJDKUTEITHO TIPUCHCTBAT NpeacTaButen/mpencrapurenu Ha H30OK, MunucrepcTBoTO Ha
3npaBeomna3BaHeTo U MAJI, korato ce u3BbpIlIBa OI[EHKA Ha 3[PaBHUTE TEXHOJIOTUH.

(4) (ITIpeaumna an. 3 - JIB, 6p. 102 ot 2018 1., B cuma ot 01.01.2019 r.) Ha 3acenanusra
Ha ChBeTa MOKe Ja OBbJaT KaHEHHU Jja IPUCHCTBAT 3aMHTEPECOBAHUTE CTPAHH, KOUTO Ce
YBEIOMSIBAT 32 JIaTaTa U 4yaca Ha 3aCeIaHueTo, B KOETO IIIe CE Pas3riekaa HalpaBeHOTO UCKAHE.

Ui 2596. (Hos - [IB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r., m3wm. - [IB, 6p. 102 ot
2012 r., B cuma ot 21.12.2012 1.) (1) CBBEeTHT ce IpOU3HACS B CPOK JI0:

1. mecTaeceT AHMU, KOTaTO € MOJaJACHO 3asBJICHUE 32 YTBBPKIaBaHE Ha IIeHa 10 YJI.
261a, an. 1 u BKJIIOUBaHE Ha JIEKApCTBEHUS TPOAYKT B [103UTHBHUS T€KapCTBEH CIIUCHK;

2. TpUJECET AHM, KOTaTo € MOJaJCHO 3asBJICHUE 3a TPOMSIHA WM 3 IMYaBaHe Ha
BKIItOUeH B [103UTHBHUS IEKapCTBEH CIUCHK MPOIYKT;

3. TpUAECET IHU, KOTaTO € MOAaICHO 3asiBJICHUE 32 YTBBPIKIaBaHEe, TPOMSIHA WIIH
3aJM4YaBaHe Ha IIeHa 1o 4. 261a, ai. 2;

4. TpuaeceT IHM, KOTaTo € MOJaJACHO 3asBICHUE 32 PETUCTPUPAHE, TPOMSIHA UITH
3aJM4yaBaHe Ha IIeHa I1o 4. 261a, ain. 3;

5. TpUIECET JIHU 3a YTBBPKIaBaHe/perucTpupaHe Ha IieHa Ha JISKapCTBEHU MPOIYKTH,
3a KOUTO € MOJIy4eHO pa3pellieHune 3a napasieieH BHOC,

6. (noBa - /IB, Op. 48 ot 2015 r., u3m. - JIB, 6p. 102 ot 2018 r., B cruta ot 01.01.2019 1.)
CTO U OCEMJIECET JTHU, KOraTo € MOJa/IeHO 3asBIeHHE 3a BKIt0YBaHe B [[03UTHBHUS JIeKapCTBEH
CIUCHK Ha JIEKAPCTBEH MPOAYKT C HOBO MEXIYHAPOIHO HEMATEHTHO HAMMEHOBAHUE, IO IJIKAIIIO
Ha OLIEHKA Ha 3[IPaBHUTE TEXHOJIOTHH;

7. (noBa - /IB, Op. 48 ot 2015 r.) mectaecer AHU, KOTATO € TIOJIAJICHO 3asBJICHUE 3a
MOAIBbpPKAHE HA PEMMOYPCHUS CTAaTyC Ha BKJIFOUEH JIEKapCTBEH MPOAYKT B [lo3uTHBHUS
JIEKApCTBEH CIHCHK;

8. (noBa - /IB, 6p. 102 ot 2018 1., B cuma ot 01.01.2019 1., u3m. - JIB, 6p. 67 ot 2020 1.)
JIEBETIECET JTHU, KOTATO € MOJIaJeHO 3asBJICHNE 3a Pa3IINPsBaHE HA MMOKAa3aHUs Ha BKIIFOYCH B
[To3uTHBHUS TEKaPCTBEH CIUCHK MPOAYKT, 32 KOUTO 10 MOMEHTA HE € 3aIlIallaHo;

9. (moma - /IB, 6p. 102 ot 2018 r., B crta ot 01.01.2019 r.) neBetmecer AHU, KOTATO €
MO/IaJICHO 3asIBIICHUE 32 OLIEHKA Ha 3/IPaBHUTE TEXHOJIOTHUH.

(2) 3a nekapcTBEHUTE MPOAYKTH MO WI. 262, all. 5 CHbBETHT C€ MPOU3HACS B CPOK JI0
TpHJIECET JIHU, KOTaTO € MOJIaZIeHO 3asBIIEHUE 3a YTBhPKIaBaHe Ha [leHa 1o wi. 261a, an. 1 u
BKJIFOUBAHE Ha MPOAyKTa B [I03UTHBHUS JIEKAPCTBEH CITHCHK.

(3) Cpokosere 1o an. 1 u 2 3amouyBaT /a TEKAT OT JaTara Ha MOJaBaHe Ha 3asBJICHUE TI0
pena Ha HapenOaTa mo wi. 261a, ai. 5.
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(4) (Homa - 1B, 6p. 67 ot 2020 r.) Koraro 3a 1ekapcTBeH NMPOAYKT B OOJTHUYHA
OIAaKOBKa, ChITIACHO Pa3pelICHUETO 3a yrnoTpeda, € Mo1aAeHo 3asBICHUE 32 U3BbPIIBAHE HA
nporeaypa 1o wi. 259, ain. 4, CbBETHT Ce MPOU3HACS B CPOKOBE C €/IHA BTOPA MO-KPATKH OT
onpeeneHuTe B ai. 1 u 2.

Un. 2598. (Hos - /IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., ot™. - /IB, 6p. 102 ot
2012 r., Bcunaor 21.12.2012 r.)

Ui 259r. (Hos - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 1., ot™. - [IB, 6p. 102 ot
2012 r., Bcunaor 21.12.2012 r.)

Ui 260. (M3wm. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - IB, 6p. 102 ot
2012 r., B cuna ot 21.12.2012 r.) JIbpkaBHUTE OpraHu, JUTb)KHOCTHUTE JIMIIA U 3aIBUTEIIUTE 110
Ta3W TJIaBa ca JUTb>KHU JIa OKa3BaT ChJICHCTBHUE HA ChbBETA U HA CIY)KUTEIIUTE B HETO MPHU
U3MBJIHEHUE HA BB3JI0KEHUTE UM 33 IbIKCHUSI.

Ui 261. (M3wm. - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - JIB, 6p. 102 ot
2012 r.,B cuma ot 21.12.2012 r.) (1) YneHoBeTe Ha ChbBETa U HETOBUTE CIIYKHUTEIHU ca JUTbKHU J1a
He pasriiacsiBaT 00CTOATENICTBA U (DaKTH, CTaHAIM UM U3BECTHH IIPU WIIK 110 TIOBOJI U3II'bJIHEHUE
Ha CIy)XeOHUTE UM 3aIBJDKEHHS 110 TO3H 3aKOH, OCBEH 110 MMCMEHO UCKAaHEe Ha JbP)KaBeH OpraH,

KOraTto ToBa € Ip€aABUIACHO CbC 3aKOH.

(2) BB BpBb3Ka ChC 3aIBIDKESHHUSITA CH 110 aJ1. | JHIiaTa MmoAnucBaT JeKIapaus mo
oOpa3sell, yTBbp/ICH OT MpeiceiaTeNs Ha ChBeTa.

Pasnean I1.

Peryiupane u peructpupaHe Ha LieHUTe Ha JIEKAPCTBEHUTE MPOAYKTH. AJITOPUTMH 32
JIeYeHHUe ¢ JJeKapCcTBeHu NpoAyKTH. Onenka Ha 3apaBuute Texnoaornu. (Hos - 1B, 6p. 102
ot 2012 r., B cuaa ot 21.12.2012 r., 3arj. aom. - /B, 6p. 102 ot 2018 r., B cusa ot 01.01.2019

r.)

Ui 261a. (Hos - 1B, 6p. 60 ot 2011 r., B cuia ot 05.08.2011 r., u3m. - JIB, Op. 102 ot
2012 r., B cua ot 21.12.2012 r.) (1) CbBeThT peryaupa IeHUTE Ha JIEKapCTBEHUTE MPOJIYKTH,
BKIJIIOUBAaHHU B [103UTHBHUS JIeKapCTBEH CHUCHK MO 4i. 262, an. 1 u 3amiamanu ¢ myOoJIu4Hu
CpeZACTBa, B ChOTBETCTBHE C HAW-HUCKUTE PehEPEHTHH LIEHU OT IbPXKABH WICHKH.

(2) CpBeThT perynupa npeieHuTe [IeHH Ha JIEKapCTBEHUTE MPOJYKTH, KOUTO Ce
OTITYCKAT I10 JIEKapCKO MPEIINCAaHUE, U3BbH TE3U 0 ajl. 1 B CbOTBETCTBUE C HAl-HUCKUTE
pedepeHTHU LIEHN OT AbP’KaBU WIEHKHU.

(3) CpBeTbT perucTpupa MaKCUMaJIHU MIPOAAXKHH LIEHH Ha IpeOHO Ha JIEKapCTBEHUTE
MPOJYKTH, KOUTO C€ OTITycKaT 0e3 JIeKapCKO MpeAnrucaHue.

(4) Lenara, onpeneneHa 1o peaa Ha ai. 1, € ¥ mpejenHa 1eHa Ha JIEKapCTBEHUTE
MPOJIYKTH MPH Mpojaaxkdara uM Ha JIpeOHO.

(5) MuHHCTEpCKHAT CHBET O NMPEIOKEHHE Ha MUHUCTBPA Ha 3]paBEOIa3BaHETO
orpezens ¢ Hapeada ycIoBHUsATa U MTpaBUIIaTa 3a PEeryjaupaHe Ha LIEHUTE Ha JIEKAPCTBEHUTE
MIPOJYKTH 10 ail. 1, 3a peryaupane Ha NpeAeTHUTE [IEHU Ha OTITYCKaHUTE I10 JIEKAPCKO
IpeCcaHue JEKapCTBEHHU NMPOAYKTH 110 ajl. 2 MpH npojaxxdara UM Ha ApeOHO, KaKTO U
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YCIIOBUSATA U pefia 3a pErUCTpUpaHe Ha LICHUTE Ha JIEKAPCTBEHUTE MPOIYKTH, KOUTO CE OTITYCKaT
0e3 JeKapcKo Mpenucanue.

(6) (Homa - 1B, 6p. 67 ot 2020 r.) Hanmmonanuara 3{paBHOOCUTYPHUTEIIHA Kaca U
MUHUCTEPCTBOTO Ha 3PaBEOMAa3BAHETO MPEIOCTABAT HAa ChBETa HH(POPMAIIHS 32 3aIUIATCHUTE
JIEKApCTBEHH MPOAYKTH 1O 4. 262, an. 6 1o pea, onpeaesieH B Hapeaodara 1o ai. 5.

Ui 2616. (Hos - JIB, 6p. 67 ot 2020 1.) JIekapcTBEH NMPOAYKT MOXKE J1a C€ Mpo/1aBa Ha
TEPUTOPHATA HA CTPaHATa CaMoO CJIE/ BIM3aHETO B CHJIa HA PEIICHUETO Ha ChBETA 32
YTBBpKAaBaHe Ha [ieHa/Ipe/Ie/IHa [IeHa WM PETUCTpUpaHe Ha [IeHa, C U3KIII0UEHUE Ha
JIEKapCTBEHUTE MIPOLYKTH 110 4il. 9 u 266a.

Ui 2618. (Hos - [IB, 6p. 67 ot 2020 r.) (1) JIekapcTBeH IPOIYKT MOXKE JIa C€ TIPOJIaBa
Ha IIeHa, He TI0-BUCOKa OT YTBbP/CHATA 1IeHa 110 4. 261a, an. 1, oT npenenHara 1eHa mno ui.
261a, an. 2 wiM OT perucTpyupaHara 1eHa no wi. 261a, an. 3.

(2) ToproBerbT Ha APEOHO € JUTHKEH J1a TOCOYH MPOJakHATa IIeHa BbPXY OIaKOBKAaTa
Ha JICKAPCTBEHUS MPOAYKT Ha 0003HAYEHO OT IMPOU3BOAUTENS MSCTO.

(3) LlenuTe Ha IeKapCTBEHUTE MPOAYKTH, BKIIOYCHH B CTOMHOCTTA HA OKa3aHaTa OT
nedeOHUTE 3aBEACHUS MEUIIMHCKA TIOMOIII, HE MOXKe J1a ObJaT M0-BUCOKH OT IIeHaTa, Ha KOSITO
7e4eOHOTO 3aBE/ICHUE € 3aKYIHJIIO JICKAPCTBEHUS IPOIAYKT OT ThProBela Ha e/Ipo.

(4) JlekapcTBeH MPOAYKT HE MOXKE J1a Ce MPOJiaBa Ha JiedeOHUTE 3aBEJICHUS 110 Wi 5 OT
3akoHa 3a JIeueOHNUTE 3aBEICHUS U Ha JICYEOHUTE 3aBEICHUS C IbPKABHO M/HUITH OOLIHMHCKO
yuactue o wi. 9 u 10 ot 3akoHa 3a jeueOHUTE 3aBe/IeHUs Ha 1I€Ha, TI0-BUCOKa OT CTOMHOCTTA,
ompe/iereHa 1o peaa Ha Hapeaoara o wi. 261a, ain. 5.

(5) 3a nekapcTBeHUTE MPOAYKTH, BKIIOYeHH B [[03UTUBHMS TEKaPCTBEH CIUCHK MO YII.
262, an. 6, 1. 1 ¢ HuBo Ha 3arutamane 100 Ha cTO, HE ce HAa4YKCIIABa Ha10aBKa 3a ThProBeIl Ha
IpeOHO MPH OTIMYCKAHETO UM B alTeKa.

Ui 262. (U3wm. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - IB, 6p. 102 ot
2012 r., B cuma ot 21.12.2012 1.) (1) (U3m. - IB, 6p. 15 oT 2013 1., B cuma ot 01.01.2014 1.)
[TO3UTHBHUSAT JIEKAPCTBEH CIUCHK CE€ U3TOTBS U MOIbPKa OT ChBETA M BKIIIOYBA JICKAPCTBEHH
MIPOJYKTH, OTITYCKAaHU MO JIEKApCKO MpeANucaHue v 3ariallaHl ChC CPEACTBa OT OI0/KETa Ha
H3O0K, ot appxaBHus Or0KET U3BBHH 00XBaTa Ha 3abJDKATETHOTO 3[PAaBHO OCUTYpPSIBAaHE, OT
Oro/KeTa Ha JieueOHUTE 3aBe/IeHHs 110 Wi. 5 0T 3aKOHa 3a JIeueOHUTE 3aBe/IeHHs U OT Oro/KeTa
Ha JIeyeOHUTE 3aBEJICHUS C IbP>KaBHO W/WJIM OOIIMHCKO yyacTHe 1o 4. 9 u 10 ot 3akoHa 3a
JeuyeOHUTE 3aBe/ICHHS.

(2) (U3m. - 1B, 6p. 102 ot 2018 1., B cuma ot 01.01.2019 r.) [To3uTUBHUAT TEeKapCTBEH
CTIHCHK BKITIOYBA JICKAPCTBEHH MPOAYKTH, KIIacCH(PUIIUPaHH 110 PapMaKOJIOTHUHHU TPYITH
CBIJIACHO KOJ1a TI0 aHATOMO-TEPaNeBTUYHO-XUMHYHATA KJIacu(UKalus, CbC ChOTBETHUTE
MEXTyHApOIHN HETIATEHTHH HAMMEHOBAHWS, TIPUHAUICKAITUTE KbM TSIX HANMEHOBAHUS, ChC
ChOTBETHaTa Je(UHMpaHA JHEBHA J103a/TepalieBTUYEH Kypc, lieHa 1o wi. 261a, an. 1, npenenna
LI€Ha Ha JIEKapCTBEHUTE MPOIYKTH MPH Mpoaaxodara uM Ha IpeOHO, peepeHTHA CTOWHOCT 3a
neuHUpaHa JHEBHA J103a/TepaneBTH4YeH Kypc, CTOMHOCT Ha OMaKoBKaTa, M3UMClieHa Ha 6a3ara
Ha pedepeHTHA CTOWHOCT/TepaneBTHYCH Kypc 3a JehnHUpaHa THEeBHA 71033, HUBO Ha 3aIljlalaHe,
TepaneBTUYHH MTOKa3aHUs U MEXIyHapoieH kol Ha 3abomsBanusTa (MKB). 3a nekapctBenute
MPOYKTH pedepeHTHaTa CTOMHOCT ce orpeiens Ha 0a3zara Ha onpejeneHa qeuHupaHa JHEBHA
71032 WK TeparneBTUYeH Kypc, UM KOHIEHTPAIHs WA 00eM.
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(3) (U3m. - JIB, 6p. 102 ot 2018 1., B cuma ot 01.01.2019 r., u3m. - IB, 6p. 67 ot 2020
r.) B TTo3uTHBHUS JIEKapCTBEH CIUCHK C€ BKJIIOYBAT JIEKAPCTBEHU MPOIYKTH, HA KOUTO
MEKIYHAPOAHOTO HEMATCHTHO HAMMEHOBAHNE, KbM KOETO ITPUHAJUICKH JIEKaPCTBEHUSAT
MPOAYKT/KOMOMHAIMATA - TPU KOMOWHUPAHU JICKAPCTBEHH MPOAYKTH, C U3KIIOYCHUE HA
TeHEPUYHUTE JIEKAPCTBEHHU NMPOAYKTH U JICKAPCTBEHHUTE MPOJIYKTH, KOUTO ChIBP)KAT aKTUBHO
BEIIECTBO WJIM aKTUBHU BEIECTBA C T0Ope ycTaHOBEHA ynoTpeda B MEUIIMHCKATA MPAKTHKA, Ce
3aruiaia oT oOIIeCTBEH 3APaBHOOCUTYPHUTEINICH (DOH]] M/WIIN C YOJIMYHH CPEACTBA MIPU CHIINTE
TepaneBTHUYHH ITOKa3aHMs [TOHE B 5 IbprKaBH, IOCOYECHHU B Hapendara mo 4i. 261a, a. 5.
Mex1yHapoTHOTO HETTaTeHTHO HAMMEHOBAHUE, KbM KOETO MPUHAUICKH JIEKAPCTBEH MPOIYKT,
npeJHa3HaueH 3a JeueHHe Ha peiKK 3a00JsIBaHMs, Ce 3ariama oT 00IeCTBEH
3PaBHOOCUTYpHTENEH (POH M/UIH C TyOJIMYHU CPECTBA NIPH CHIIUTE TEPANCBTUYHU TOKa3aHUS
MIOHE B 5 OT BCHUYKH JbP)KaBU WICHKH.

(4) (Hom. - 1B, 6p. 48 ot 2015 r., u3m. - JIB, Op. 102 oT 2018 r., B crua ot 01.01.2019
r.) JlekapcTBenuTe poaykTH B [103UTHBHMS JIGKAPCTBEH CIHCHK CE MOAOMPAT ChOOPa3HO
JI0Ka3aTescTBa 3a €(pUKaCHOCT, TepareBTUYHA ePEeKTUBHOCT, O€30IIaCHOCT M aHAJIN3 Ha (papmaKo-
MKOHOMHYECKH TIOKA3aTEeNN KaTo 3a JICKAPCTBEHUTE MPOJYKTH C HOBO MEKYHAPOIHO
HEMaTCHTHO HAMMEHOBAaHHUE CE M3BBPIIIBA U OIICHKA Ha 3paBHUTE TexHoIoruu. O1ieHKaTa Ha

3JIPAaBHUTE TEXHOJIOTUH CE U3BBPIIBA IIPH YCIOBHS U 110 PEJl, ONPENICIICHU ¢ Hape0ara 1mo ui.
261a, an. 5.

(5) (U3m. - [IB, 6p. 102 ot 2018 1., B crma ot 01.01.2019 1.) KoraTo enun uiu moBeue
JIEKapCTBEHH MPOIYKTH ChC CHIIOTO MEXIYHAPOJAHO HEMMATEHTHO HAUMEHOBAaHHE, JIeKapCTBEHA
(dhopMa ¥ KOHIICHTpAITU Ha aKTHBHOTO BEIIECTBO, BEUE ca BKIIFOUCHU B CHOTBETHATA YaCT HA
[To3uTHBHUS TeKapCTBEH CIHUCHK, HE CE U3BBHPILBA OLIEHKA I10 all. 4.

(6) (U3m. - 1B, 6p. 67 ot 2020 r.) [T03UTUBHUSAT JIEKAPCTBEH CMUCHK CE€ CHCTOU OT
YSTHPH TPUIIOKEHUS M BKITFOUBA:

1. nekapcTBEHU NPOLYKTH, IPEIHAZHAYCHHU 32 JICUEHNE Ha 3a00JsIBaHUsI, KOUTO Ce
3aIUIaIaT no peia Ha 3akoHa 3a 34paBHOTO OCUTYPSBAHE;

2. IeKapCcTBEHU MPOIYKTH, 3aIlIalllaHu OT 00/ KeTa Ha JIeYeOHUTE 3aBEACHHS 110 JI. 5
oT 3aKoHa 3a JIeYeOHUTE 3aBEJICHUS U OT OIOKEeTa Ha JIeUeOHUTE 3aBEJICHUS C IbP>KaBHO W/UITU
oOmuHCKO ydactue mo wi. 9 u 10 ot 3akoHa 3a jeueOHHUTE 3aBe/ICHUS;

3. (mom. - 1B, 6p. 67 ot 2020 r.) NeKapcTBEHH MPOAYKTH, NPeIHA3HAUYEHH 3a JICUeHHE Ha
CIIVMH, na nabeKro3HN 3a00IsIBaHus, Ha 3a00JIIBaHUS U3BHH 00XBaTa Ha 3aKOHA 3a 3JPaBHOTO
OCHUT'ypsiBaHe, 3aIllalllaHu 1o peaa Ha 4. 82, ai. 1, T. 8 oT 3akoHa 3a 3/IpaBeTo, KAKTO U BAKCUHU
3a 3aBJDKATEITHH UMYHHU3AIIUN U PEUMYHH3aIINN, BAKCUHU TI0 CTICIIMATHA TTOKAa3aHUs U TIPH
W3BBHPEIHHN 00CTOSTENCTBA, CIEU(DUUHU CepyMH, UMYHOTTIOOYJIMHHU, OTIpEIeTIEHH ¢ HapenoaTa
1o wi. 58, ain. 2 ot 3aKoHa 3a 3paBeTo;

4. mpejienHa 11eHa Ha JIGKApCTBEHUTE MPOAYKTH 10 Wwi. 261a, ai. 4 o eaeMeHTH.

(7) MunucrepctBoTO Ha 31paBeomna3BaHeTo 1 H30OK morar ga npaBsT npeuioKeHust 10
chBeTa Mo 4. 258, an. 1 3a mpepasriexaaHe Ha BKIIOYECHH JICKAPCTBEHU MTPOIYKTH B
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[To3uTHBHUS JIEKApCTBEH CIUCHK IPU YCIOBHS H 10 P, ONPEISIICHN B Hapeaoarta mo 4. 261a,
ai. 5.

(8) Hanmonanuara 3paBHOOCUTYpPUTEIHA Kaca 3aIlialia JIEKapCTBEHUTE MPOIYKTH 1O
an. 6, T. | mpu ycioBHsATa M IO pea Ha Hapeaoara 1o wi. 45, an. 9 ot 3akoHa 3a 3JpaBHOTO
OCHUT'ypsIBaHE.

(9) (Homa - 1B, 6p. 18 oT 2014 1., nom. - IB, 6p. 48 ot 2015 r.) YcnoBusira, mpaBuiara
U KPUTEPUUTE 3 BKIIOYBAHE, IPOMEHU U/WIIHM U3KIIIOUBAHE HA JIEKAPCTBEHU MPOAYKTH OT
[To3uTHUBHUS JIEKAPCTBEH CIHUCHK H 32 MOIbPKaHE HA PEUMOYPCHHUS CTaTyC Ha JIEKAPCTBECHUTE
MPOJIYKTHU C€ OTMpENeAT B Hapeadara mo wi. 261a, ai. 5.

(10) (Hosa - IB, 6p. 48 ot 2015 1., u3m. - JIB, 6p. 102 ot 2018 ., B cuyma ot 01.01.2019
r.) JlekapcTBeHuTe npoaykTu no wi. 45, an. 10, 13 u 21 ot 3akoHa 3a 31paBHOTO OCUTYpsIBaHE, 3a
KOHUTO HE ca JOTOBOPEHHU OTCTBIIKHU, HE c€ BKJIIOYBAT B [103UTUBHHUS I€KAPCTBEH CIHCBHK.
JloroBopuTe 3a Mpe0CTaBsiHE HA OTCTHIIKU MOCTHIIBAT B ChBETA IO Pell, ONpeeieH B HapeadaTa
mo wi. 261a, an. 5.

(11) (Hosa - IB, 6p. 48 ot 2015 1., u3m. - JIB, 6p. 102 ot 2018 ., B cuyma ot 01.01.2019
r.) JlekapcTBeHHUTE MPOAYKTH, 32 KOUTO B MpoleaypaTa mo wi. 259, an. 1, T. 8 He ce nokaxke
MOJIOYKUTEITHATA OLIEHKA IPH TAXHOTO BKIIFOYBAHE, C€ U3KIIOYBAT OT [103UTUBHUS JIeKapCTBEH
CIIUCBHK.

(12) (Hosa - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r., u3m. - JIB, 6p. 102 o1 2018
r., B cuna ot 01.01.2019 r.) MuHUCTEpPCTBOTO Ha 3/ipaBeona3BaHETO 3arlialla JIEKapCTBEHUTE
MPOJYKTH 110 ajl. 6, T. 3 ¢ HOBO MEXAYHapOAHO HENATEHTHO HAMMEHOBaHUE, aKo Mpean
BKJIFOUBAHETO UM B [103UTHBHUS JIEKapCTBEH CIUCHK € CKIIFOUEHO MTPEIBAPUTEIIHO PAMKOBO
criopazymMeHue Mexay MUHUCTEpCTBOTO Ha 3]paBE0Na3BaHETO U MPUTEKATENs Ha pa3pelIeHUETO
3a ynoTpe0a/HeroB YIbJIHOMOILEH MPeICTaBUTEN OTHOCHO MaKCUMaIHaTa CTOMHOCT, 10 KOSTO
CbhOTBETHUSAT JIEKAPCTBEH MPOAYKT MOKE J1a c€ JOCTaBs Ha MUHHUCTEPCTBOTO Ha
3JIpaBeoNa3BaHETO MO pesia Ha 3aKoHa 3a 00LeCTBEHUTE MOpBhUKU. Criopa3yMeHHETo €
3aJIBJKUTENHO 3a CTpaHUTE 1o Hero. Criopa3yMeHHUsITa TOCTHIIBAT B ChBETA 10 P, ONPEEIIEH C
HapenOara o wi. 261a, an. 5.

(13) (Homa - /1B, 6p. 102 ot 2018 ., B cua ot 01.01.2019 r.) JIlekapcTBeHUTE TPOTYKTH
1o ai. 6, T. 3 ¢ HOBO MEXIyHapOIHO HETTAaTEHTHO HAUMEHOBAHHE, 32 KOUTO HE € CKIIFOYEHO
MpeBapUTEIIHO PAMKOBO CllopazyMeHue 1o aji. 12, He ce BkiItoyBaT B [103UTHBHUS IeKapCTBEH
CTIHCBK.

(14) (Hosa - IB, 6p. 103 ot 2020 1., B cuiia ot 01.01.2021 r.) 3a nekapcTBeHuTe
MPOAYKTH 110 ajl. 6, T. 3, 32 KOUTO CTOMHOCTTA, 3ariaiiasa oT 0ropkeTa Ha MUHUCTEPCTBOTO Ha
3J[paBEOIa3BaHETO, CE U3UUCIISABA YPE3 IPYIHPAHE, B KOETO HE y4acTBaT JIEKAPCTBEHU MPOTYKTH
Ha JIpYTU IPUTEXATENIN Ha pa3pelieHue 3a ynorpeda, MUHUCTEpCTBOTO Ha 37paBEOIa3BaHETO U
MIPUTEKATENINTE Ha pa3pellleHre 3a yrnoTpeda Win TeXHU YIThIHOMOIIEHU PEICTaBUTENN
€KEr0JIHO CKJIFOUBAT PAMKOBH CIIOPa3yMEHUs1 OTHOCHO MaKCHMajHaTa CTOMHOCT, 10 KOSITO
CBHOTBETHUSAT JIEKAPCTBEH NMPOJYKT MOXKE J1a c€ AOCTaBsl HA MUHUCTEPCTBOTO Ha
3JIpaBEOIa3BaHETO MO pesia Ha 3aKoHa 3a OOIECTBEHUTE MOPBHUKU. Y CJIOBUATA U PEIBT 32
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CKJIIOYBAHE HAa PAMKOBHTE CIIOpa3yMEHUS Ce OMpeessaT ¢ Hapendara mo wi. 82, an. 1, T. 8 ot
3akoHa 3a 3/paBeTo.

(15) (Hosa - IB, 6p. 103 ot 2020 1., B cuia ot 01.01.2021 r.) Pasnopenbara na an. 14
HE ce IpuJIara 3a FTeHepHUYHH JICKapCTBEHH MPOAYKTH M 32 BAKCUHH 32 3aIbJKUTEITHU
MMYHH3AIMU U PEMMYHU3AllU{, BAKCUHU TI0 CHEIMAIHU TTOKa3aHUs U NIPU U3BBHPETHU
00CTOSITENCTBA, CIEUU(DUIHN CEPYMU, IMYHOTTIOOYJIMHH U APYTH OHOMPOAYKTH, CBBP3aHU C
npodunakTukara Ha 3apa3HUTE OOJIECTH, ONpe/IesieHr ¢ HapeabdaTa mo wi. 58, an. 2 ot 3akoHa 3a
31IPaBETO.

(16) (Hosa - IB, 6p. 103 ot 2020 1., B cuna ot 01.01.2021 r.) 3a nekapcTBeHUTE
MPOAYKTH 10 aj. 12 MakcHMMaiaHaTa CTOMHOCT 1o ain. 14 He Moxe f1a Ob/ie 0-BUCOKA OT
CTOMHOCTTA, OTIpe/ieJieHa B paMKOBOTO CIIOpa3yMeHHe 1o ai. 12.

(17) (Hosa - IB, 6p. 103 ot 2020 1., B criia ot 01.01.2021 r.) MuHHCTEpPCTBOTO Ha
3/IpaBeolla3BaHETO HE MOXKeE J1a 3aruialla JIKapCTBEHUTE MPOAYKTH MO an. 14 Ha cToifHOCTH, MO~
BHCOKH OT MaKCMMaJTHaTa CTOMHOCT Ha CbOTBETHUS JIEKAPCTBEH MPOJIYKT, ONpE/IeIcHa B
PaMKOBOTO CIIOpa3yMEeHHe 10 ai. 14.

(18) (Homa - 1B, 6p. 103 ot 2020 1., B cuza ot 01.01.2021 r.) JIekapcTBEHUTE TPOAYKTH
o an. 14, 3a KOUTO He € CKJIFDUYEHO PaMKOBO CIIOpa3yMeHue 1o aji. 14, He ce 3amamar ot
MUHHCTEPCTBOTO Ha 37paBEOIa3BaHETO.

(19) (Homa - JIB, 6p. 16 ot 2024 r., B cuia ot 23.02.2024 1.) JIekapcTBEHUTE MPOAYKTH,
3a KOUTO B ONPEJICIICHUS CPOK He € mpenocraBeHa Ha MAJI madopmarusra mo wi. 68, an. 1, 1. 11
uun. 217, 1. 6, He ce 3aruiamar ¢ myOJIMYHU CPECTBA 3a CPOKa HA HEU3IIbIIHEHUE HA
3aabiokeHusATa mo wi. 68, an. 1, 7. 11 mwun. 217, 1. 6. 3a nenure Ha 3aruiamiane Ha JEKapCTBEHU
npoaykTH ¢ nmyonmynu cpeactsa MAJI exxecenmuuno npenocrass Ha H30K u MunucrepctBoTo
Ha 3/IpaBeona3BaHeTo HH(pOpMAIHs 3a JeKapCTBEHUTE MPOIYKTH MO U3PEUSHHE ITBPBO.

(20) (Homa - /1B, 6p. 16 ot 2024 r., B cuiia ot 25.08.2024 r.) JIekapcTBEeHUTE NPOIYKTH,
Ha KOMTO HE € MPOBEpeHa aBTEHTUYHOCTTA Ype3 MoKa3aTenuTe 3a 6e30macHocT 1o ui. 168, an. 8
Y HE € Ie3aKTUBHPAH MHIMBUIyaTHUSAT UICHTU(UKAIIMOHEH OeNer B CHCTeMara OT PETUCTPHU B
crotBeTcTBUE C Jlenerupan pernament (EC) 2016/161, He ce 3amnamar ¢ myOauyHU cpencTBa. 3a
[[ETUTEe Ha 3aIUlallaHe Ha JeKapCTBEHU MPOAYKTH C MyOIHMYHU CpeCTBAa OOMEHBT Ha IaHHU 32
JIEKapCTBEHHUTE TPOIYKTH IO U3PEUEHHE IIBPBO CE OCHIECTBSIBA 110 pe/ia Ha Wi, 272B.

Yn. 2621, (Hos - JIB, 6p. 67 ot 2020 1.) (1) (U3Mm. - JIB, 6p. 103 ot 2020 T., B cHma OT
01.01.2021 r.) B mpunoxenusra Ha [103UTHBHUS JIEKapCTBEH CIUCHK MO Wil 262, ai. 6 ce
[IOCOYBAT: KOJI IO aHaTOMO-TEPaNleBTUYHO-XUMHUYHA KJIacU(PUKAIHS, MEXKIYHAPOIHO
HenaTeHTHO HauMeHoBaHue (INN), HanMeHOBaHUE HA JIEKAPCTBEHUSI IPOIYKT, JIEKAPCTBEHATA
(bopMa U KOJIMYECTBOTO Ha aKTUBHOTO JIEKAPCTBEHO BEIIECTBO, ONTAKOBKA, PUTEkKATEI Ha
pasperieHueTo 3a ynorpeba, euHIpaHa JHEBHA /103a/TepaneBTUYeH Kypc/KOHIIEHTpalus/o0em,
neHara o 4wi. 261a, an. 1, pedepeHTHA CTOWHOCT, CTOWHOCT 3a ONAaKOBKa, M3YMCIICHA Ha 0a3aTa
Ha pedepeHTHa CTOMHOCT, HUBO HAa 3aIllalllaHe Ha JIEKAPCTBEHUS MPOIYKT, TePAleBTUYHH
nokazanus u 3adomsiBanus mo MKbB, npousBonuren/mpousBoauTenu, nHGopmaus 3a
OTrpaHMUYEHUSATA B HAUMHA HA IIPENIMCBAHE IPU Pa3IMUYHU MHAMKAIMY, HALMOHAJIEH HOMED 3a
MIEHTH(UKAIMS HA TeKapCTBEHHS MPOAYKT 10 wi. 2591, an. 1 u qomsaaMTETHA HHBOPMAIIHSL.

(2) [103UTHBHHUAT JIEKAPCTBEH CIHUCHK ChIbpKA HHPOPMALIKs OTHOCHO BHJA HA
JIEKapCTBEHMSI IPOJIYKT, OIMPEJIENICH B MpoLieypaTa 1o pa3peliaBaHeTo My 3a ynorpeoa.
Wudopmanusra 3a BUJ1a Ha JIEKAPCTBEHUS MPOJIYKT ce npeactass oT MAJI B 7-1HEBEH CPOK OT
NIOCTBIIBAHE Ha 3allUTBaHE OT cTpaHa Ha HannoHamHus chBET MO LIEHU U peuMOypcupaHe Ha
JIEKapCTBEHUTE MIPOJYKTH 3a BCEKH KOHKPETEH JIEKapCTBEH IPOAYKT.
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Yn. 2622, (Hos - JIB, 6p. 67 ot 2020 r.) MUHHCTEPCTBOTO Ha 3/IpaBEONa3BaHETO,
Hanuonannata 3paBHOOCUTYpUTEIHA Kaca U JIeYUeOHUTE 3aBEICHUS IPEAOCTaBAT Ha ChBETA
'bJIHA MH(OPMAIIHS 32 3aIUTATEHUTE JIEKAPCTBEHU MPOAYKTH 1Mo Wi 262, an. 6, T. 1 - 3 mo pen,
ompeseeH B HapeaOara 1o 4wi. 261a, an. 5.

Un. 2623, (Hos - JIB, 6p. 67 ot 2020 1.) (1) IIpuTexaTensT Ha pa3pelieHHETo 3a
ynoTtpeda Wi HEroB YI'bJIHOMOILEH ITPEJICTABUTEIN € ATbKEH B CPOK JBa paOOTHU JHU OT
MoJTyyaBaHe Ha PEIICHHETO Ha ChBETA 3a MPOMsHA Ha IleHaTa 1o wi. 261a, an. 1 - 3 Ha
JIEKapCTBEH MPOAYKT /1a YBEJJOMH IO MOJAXOAA1] HaUuH bbirapckus ¢papmalieBTUUYEH ChiO3 U
THPrOBILUTE HA €PO, & T CHOTBETHO J1a YBEAOMST THPrOBIUTE HA APEOHO C JIEKAPCTBEHU
IPOAYKTH.

(2) CpBeTsT 10 ciTykeOeH pes yBenoMsiBa MUHUCTEPCTBOTO Ha 37paBe0a3BaHETO U
Hanuonannata 3{paBHOOCUTYpUTEIHA Kaca 3a PELICHUsATA, 32 KOUTO € JIOIyCHATO
MIPEBAPUTEITHO U3ITBIIHEHHE.

Ui 262a. (Hos - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r., ot™. - JIB, Op. 102 ot
2012 r.,B cuna ot 21.12.2012 r., HoB - IB, Op. 102 o1 2018 ., B cuima ot 01.01.2019 1.) (1)
OreHka Ha 37paBHUTE TEXHOJIOIMHU O Wil. 262, an. 4 He ce U3BBPIIBA 3a FTCHEPUUHU JIEKAPCTBEHU
MPOAYKTH U 32 JIKAPCTBEHU MPOIYKTH, KOUTO CHABPKAT aKTUBHO/AaKTHBHH BEIIECTBO/BEIIECTBA
¢ 1o0pe ycraHOBeHa ynoTpe0a B MEUIIMHCKATA ITPaKTHKA.

(2) 3a nekapcTBEHUTE NPOAYKTH, BKIOUEHH B [103UTHBHUS J1€KapCTBEH CIIUCHK, CE
M3BBPILIBA OLEHKA HA 3[JpaBHUTE TEXHOJOTUH, KOTaTO € 3asiBEHO pa3LIMpsiBaHE Ha
TEpareBTUYHUTE MMOKA3aHMsL, 32 KOUTO O MOMEHTA HE € 3aIlIallaHo C MyOJIMYHH CPENICTBA, IPU
yCIIOBUS U TI0 P, ONIpe/Ie]ieHH ¢ Hapeadara mo wi. 261a, an. 5.

(3) MunucrepcTBoTO Ha 3/1paBeonazBanero 1 H30K moke MOTHBHpaHO Ja moucKaT
M3BBPILIBAHE HA OLIEHKA Ha 3[JpaBHUTE TEXHOJIOTUH HA JIEKAPCTBEHU MPOIYKTH, BKIIOUEHH B
[To3uTuBHUS EKapCTBEH CIUCHK, IPH YCIOBUA U IO PeJl, ONpeesieHu ¢ HapenbaTa mo wi. 261a,
an. 5.

Un. 2626. (Hos - [IB, 6p. 102 ot 2018 1., B cuna ot 01.01.2019 r.) (1) (M3m. - 1B, Op.
67 ot 2020 r.) B ITo3uTHBHUS JIEKApCTBEH CIHMCHK CE BKIIIOUBAT JIEKAPCTBEHU MPOAYKTH,
MPUHAJIEKAIM KbM HOBO MEX/IYHapOJAHO HEMATeHTHO HAaUMEHOBaHKE, 32 KOUTO € U3BbPIICHA
OlIEHKa Ha 3/IpaBHUTE TeXHOJoruu. OLeHKaTa Ha 3ApaBHUTE TEXHOJIOTUH € YacT OT Mpolieaypara
10 BKJIFOYBAHE Ha JIEKapCTBEHUs MPOAYKT B [I03UTUBHUS JIEKapCTBEH CIUCHK, KATO ChABPKA
KIMHAYHA ¥ (hapMaKO-HKOHOMHYECKa OIIEHKa M BKJIIOYBA!

1. aHanu3 Ha 3/1paBHUS TPOOIEM;

2. cpaBHHUTEJIEH aHaJIM3 Ha TepaneBTUYHaTa e(hUKacCHOCT, e(EeKTUBHOCT U 0€30M1acHOCT
Ha JIEKapCTBEHUS MPOJIYKT;

3. aHanu3 Ha (hapMaKO-UKOHOMHUYECKHUTE MTOKA3aTeINH;

4. ananu3 Ha OIOPKETHOTO Bb3/EHCTBHE.

(2) Onenkata Ha 3ApaBHUTE TEXHOJIOTHH CE U3BBPINBA O CIICAHUTE KPUTEPHU:

1. HaMmM4Me WM JTUIICA Ha aJTePHATUBHO JeUueHHEe Ha 3a00JI1BaHETO;

2. HaJM4We WY JIUICA Ha JIEKApCTBEHA aJITEpHATHBA 3a JIeueHUe Ha 3a00IIIBaHETO;

3. euKacHOCT U TepaneBTUYHA e(hEKTUBHOCT Ha JICYEHUETO - OIICHKA Ha
TepaneBTHYHaTa 1101132, YAbJKaBaHe MPOIbIKUTEIHOCTTA Ha )KUBOTA U OJ00psIBaHE
Ka4yecTBOTO Ha HMBOT, HAMaJIIBaHE HA YCIOXKHEHUATA OT OCHOBHOTO 3a00JIsBaHe;

4. Opoif Ha MOTEHIIUATHUTE TAIIUEHTH;
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5. 6e30MacHOCT Ha JEKapCTBEHMS MIPOAYKT - YECTOTA U CEPUO3HOCT Ha HEXXEJTaHUTE
peakIyu, Hy)XJ1a OT MpHJIaraie Ha JOMBIHUTEITHH NPO(QUIAKTUYHN WK TEPAIeBTUYHA MEPKH 32
IIPEJOTBPATSABAHE HAa HEXKEJIaHU peaKkIH;

6. papMaKo-UKOHOMUYECKH MTOKA3aTEH - PA3X0/IH 3a TEPAIUs C JIEKapCTBEHUS MPOAYKT
U CpaBHEHME Ha Pa3XOAUTE 3a TEPaIlUs C HAIMYHUTE alITEpHATUBU, CbOTHOILIEHUE Pa3XoJ -
pe3yJiTaT, MKOHOMUY€ECKa OLIEHKA Ha JIOI'bJIHUTEIIHUTE T10JI3H;

7. IOJd3M OT 3/lpaBHATA TEXHOJIOTUs, IPEICTABEHH Ype3 CrieyesieHa FOJMHA KUBOT
(LYG), ronuna xxuBoT, cboOpazeHa ¢ kauectBoTo (QALY), nim mpu aurica Ha JaHHU 3a KpaitHU
pe3yiaTaTy - Ype3 NpeAOoCTaBsiHE HAa MEXK/IMHHYU TaKHUBa;

8. ananu3 Ha OIOKETHOTO BB3/CHCTBHE HA 0a3aTa Ha OyakBaH OpOH MALMEHTH;

9. olleHKa Ha Pa3XoaUTe Ha MMyOJIMYHU CPE/ICTBA 3a 5-TOMUIIEH EPUOL;

10. ananu3 Ha 31paBHATA NEPCIIEKTUBA 3a UHCTUTYLUATA, KOSITO 3aIljlalia CbOTBETHOTO
JieyeHue ¢ MyOJUYHU CPEeCTBa, UM OOLIeCTBEHATa I1EPCIIEKTUBA,;

11. MopasiHu U eTUYHU choOpaxeHus (IIpH crieun(pUYHU rPynu 3a00IBaHus).

(3) (Homa - [IB, 6p. 67 ot 2020 r.) B choTBeTHOTO IprutoxkeHue Ha [1o3uTuBHUSA
JIEKapCTBEH CIIMCHK C€ BKIIOYBAT JIEKAPCTBEHU MPOYKTH, IPUHAIIEKALIU KbM HOBO
MEX/yHAapOJAHO HENATeHTHO HAUMEHOBAHME, 33 KOUTO € U3BbPIICHA OLEHKA Ha 3[JpaBHUTE
TEXHOJIOTUH 110 peJia Ha aji. | ¥ 3a KOUTO MMa [TOHE €/JHA MOJIOXKUTENIHA OLIEHKA Ha 3[IpaBHaTa
TEXHOJIOTHUS OT JbpKaBHA HHCTUTYLUS Ha BenukoOpuranus, @panuus, ['epmanus u Llsenus.

Ui 2628. (Hos - /IB, 6p. 102 ot 2018 1., B cruta ot 01.01.2019 1.) (1) (Hom. - 1B, Op.
67 ot 2020 r.) IIpocinensBanero Ha edekra OT TepanusaTa mo wi. 259, an. 1, 1. 10 ce u3BbpIBa OT
nedeOHU 3aBeJICHHs, ONpe/iesieHr 0T HalimoHamHus ChBET M0 [IEHU U peuMOypCcupaHe Ha
JIEKapCTBEHUTE MPOIYKTH, [0 pell, ONpeIeseH B Hapeadara o wi. 261a, an. S.

(2) (U3m. - IB, 6p. 67 ot 2020 r.) HartmoHamHUAT ChBET O LIEHU U peuMOypcHpaHe Ha
JIEKapCTBEHHUTE TPOIYKTH W3BHPIIBA aHAIH3 HAa ChbOpaHaTa OT JeueOHUTE 3aBEICHHSI
uH(popMalus 1o an. 1 mpu ycIoBHs U 10 pell, ONpeeNieHn B Hapeadara mo wi. 261a, an. 5.

(3) (Homa - 1B, 6p. 67 ot 2020 r.) JIeueOHuTE 3aBeIeHU 110 al. | MpenIOCTaBAT Ha
ChBETA JOCTBHII 10 MEIUIIMHCKATa JOKYMEHTAIIHS, BOJEHA OT TSIX, OTHOCHO MpUJIaraHeTo Ha
KOHKpPETEH JIEKapCTBEH MPOIYKT, 32 KOWTO Ce MPOCieasiBa ePEeKThT OT TepamusITa.

Un. 263. (MU3wm. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /IB, 6p. 15 ot
2013 r., B cuna ot 01.01.2014 r.) Cbe cpencTBa oT abpkaBHUS OIOKET U3BBH 00XBaTa Ha
3aIBIKUTETHOTO 3/IPAaBHO OCUTYpSIBAHE MOTAT J1a Ce 3arulaliaT JIeKapCTBEHU MPOAYKTH,
OTITYCKaHU 110 JIEKapCKO MpeNucaHue, KOUTO HE ca BKIKOYEHH B CIIMCHKA MO wi. 262, ain. 1,
HeoOxoIuMU 32 MPOoGUITAKTHKA WM JICUSHUE MPHU STHIEMUYHHA B3PUBOBE, MHUIEMUH, TTAHIEMUH,
KaKTO W TIPH HATMYUETO Ha MPEToaraeéMo Ml TIOTBBPICHO Pa3pOCTPaAaHEHUE HA XUMHYCSCKU
WM OMOJIOTUYHY areHTH WUJIH sIApEHa paaralius.

Un. 264. (U3wm. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /IB, 6p. 102 ot
2012 r., Bcuma ot 21.12.2012 r.) (1) (Hom. - AB, 6p. 18 ot 2014 r.) IIpu npeycranoBsiBaHe Ha
npojaxoute mo 4i. 54, an. 3 Ha IeKapCTBEH MPOJIYKT, KOWTO € BKIIOUeH B [lo3uTuBHUS
JIEKapCTBEH CMHUCHK, M KOTaTO B PAMKUTE HA CHOTBETHOTO MEXIYHAPOIHO HEMATEHTHO
HAaUMEHOBAHHE HsMa Pa3pelieH 3a ynoTpeda Mo TO3M 3aKOH JPYT JEKapCTBEH MPOIYKT,
MIPUTEKATEISAT HAa pa3pelieHueTo 3a yrnorpeda MucMeHo yBeoMsiBa MUHHCTEPCTBOTO HA
3/IpaBeora3BaHeTo U HarroHanHus ChBET MO [IEHU U peuMOypcrUpaHe Ha JIeKapCTBEHUTE
MPOJYKTH.
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(2) (Hom. - /1B, 6p. 18 ot 2014 r.) IIputexxarensat Ha pa3pelICHHETO 3a yIoTpeoa
MMMCMEHO yBeIoMsiBa MUHUCTEPCTBOTO Ha 3/paBeona3BaHeTo u HarmoHamHus ChBET 10 IICHH U
perMOypcHpaHe Ha JISKapCTBEHUTE MPOAYKTH U B CIIy4aWTe Ha MIPEYCTAHOBSIBAHE MPOJAKOUTE HA
JIEKapCTBEH MPOJIYKT, YUATO LIEHA CITY’KH 32 OTpe/IeNIsTHe Ha pehepeHTHA CTOMHOCT B paMKHTE Ha
CHOTBETHOTO MEXIYHApPOTHO HEMATEHTHO HANMEHOBAHUE U JIEKAPCTBEHA (opMa.

(3) Korato mpoaykTsT 1o ai. 1 u 2 e npegHa3HayueH 3a JeueHue Ha 3a00IIBaHMsl, KOUTO
C€ 3arulaliar 1o peja Ha 3aKoHa 3a 3JpaBHOTO OCUTYpsIBaHE, IPUTEKATEIAT Ha Pa3pelICHUETO 3a
ynotpeba nucMmeno yBeaomsiea 1 H30K B cpokosere 110 ai. 4.

(4) IlpuTexarensaT Ha pa3pelIeHueTo 3a ynorpeda e IIbKeH JAa U3BBPIITN
YBEJIOMJICHHETO 1O al. 1 He o KbCHO OT 18 Mecela mpenu garara Ha MpeycTaHOBsSBaHE Ha
poaaxouTe, a B CIly4auTe MO all. 2 - He TT0-KbCHO OT TP MEcella MPey JaTara Ha
MIpeyCTaHOBSIBAHE HA MPOJAXOUTE.

(5) (Jom. - /1B, 6p. 18 ot 2014 r.) Jlo npeycTaHOBsBaHE Ha MPOAAXKOHUTE M0 an. 1 u 2
MIPUTEKATEINAT HA Pa3pEIICHUETO 32 YIOTpeda € JUThKEH JIa OCUTYPH JIOCTATHYHH KOJUYECTBA OT
CHOTBETHUS JIEKAPCTBEH MPOAYKT 32 3a/I0BOJIIBAHE HA 3]JpaBHUTE MOTPEOHOCTH, OCBEH B
CIIy9anuTe, KOTaTO MPEYCTAaHOBSIBAHETO CE€ JIB/DKH HA HIKOE OT OCHOBAHUSATA 10 WiI. 276 WIH 110
. 277.

(6) Cnen n3TuaHe Ha CPOKOBETE IO all. 4 MPUTEKATEIAT HA PA3PEIICHUETO 3a yrnoTrpeda
10/1aBa 3asIBJICHUE U ChOTBETHUTE JOKYMEHTH 3a U3KIIIOUBAHE Ha JIEKAPCTBEHUS MPOAYKT OT
[To3uTHUBHUS JIEKAPCTBEH CIHCHK.

(7) Korato cien mpeycTaHOBsIBaHE MPOIaXKOUTE HA IEKAPCTBEHUS MPOAYKT
MIPUTEKATENAT Ha Pa3pelIeHUEeTO 3a ynorpeda He € M3ITBIHII 33 IbJDKEHHETO CH 110 ajl. 6,
CBBETHT 1O wi. 258, an. 1 cmyke6Ho ro u3kimouBa ot [103UTHBHUS T€KapCTBEH CIUCHK.

Un. 265. (1) MuHHCTEpCKUSAT ChBET Ch3aBa KoMucHs MO Mpo3pavyHoOCT.

(2) (Jom. - 1B, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) ChcraBbT Ha Komucusra 1mo
MPO3PAYHOCT CE Onpeesist OT MHUHHUCTEPCKHUS CHBET IO MPEI0KEHNE Ha MUHUACTHPA Ha
3/IpaBeora3BaHeTo. B Hes 3abIKUTENTHO ce BKIIFOYBAT MPECTaBUTENn Ha MUHHUCTEPCTBOTO Ha
3/IpaBeoria3BaHeTo, HAa MUHHCTEPCTBOTO Ha Tpya U colmainHara noautuka, Ha MAJI, na H30K,
Ha bbarapckus nekapcku cbio3, Ha bbarapckus 3p0051ekapcku Cbhio3, Ha bharapckus
(dapmaleBTHUYCH CHI03 U Ha OpraHU3aIliy Ha MAUEHTUTE U (DapMarieBTUYHATA HHIIYCTPHSI.

(3) (U3m. - JIB, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 1., u3m. - [IB, 6p. 102 ot 2012
r., B cua ot 21.12.2012 r.) JIune, xoeto € uneH Ha KomucusTa 1o npo3padyHocTt, HE MOXKE J1a
Obae 1 wieH Ha HarmoHanHus chBET 1O LIEHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOIYKTH.
(4) MuHHCTEpCKUSAT CHBET ONpEIeNis ¢ IPaBUIIHUK yCIOBHATA U penia 3a paboTa Ha

Komucusra 1o MMpO3PavYHOCT.

Un. 266. (MU3wm. - IB, 6p. 67 ot 2020 r.) (1) Komucusita mo mpo3padHocT € opras, mpes
KOWTO MOKE Jla ce 00KaIBaT 110 aIMUHUCTPATUBEH PeJl PeIICHUATA Ha ChBETA.
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(2) Pemrennsara Ha KoMmucusTa mo nmpo3payHocT ce B3eMaT ¢ MHO3WHCTBO JIBE TPETH OT
ChCTaBa M.

(3) Pemenusita Ha cbBeTa MOXKE 1a ce 0OXKaBaT MO chaeOeH pea u 6e3 1a e u3uepnana
BB3MOKHOCTTA 3a OCIIOPBAHETO MM I10 aJMUHUCTPATHUBEH PeLl.

Ui 266a. (Hos - 1B, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.) (1) Koraro neuenuero
Ha ChOTBETHO 3a00JIsiBaHe € 0e3 aJITepHATHBA B CTPaHaTa, 32 KOHKPETEeH MAIlMeHT MOXKeE Ja ce
IpuJiara JeKapcTBEeH MPOJIYKT, KOWTO € pa3pelleH 3a yrnoTpeda B cTpaHa - YWieHKa Ha
EBpornelickust cb103, pa3pelleH € 3a ynorpeda 1o peaa Ha TO3M 3aKOH, HO HE C€ pa3lpoCcTpaHsiBa
Ha Obarapckus nasap.

(2) (U3m. - 1B, 6p. 102 ot 2018 1., B cuma ot 01.01.2019 r.) Exxeromuo mo
MpeIJIoKEHUE Ha JIeueOHUTE 3aBe/IeHUs 32 OOTHUYHA TOMOIII U CJIe/l CTAHOBHILE HA ChOTBETHHUS
€KCIIEPTEH CHBET I10 ChOTBETHATA MEJUIIMHCKA CIELIMATTHOCT WJIM MEIUIIMHCKA IEHHOCT 10 YJI.
6a, an. 1, T. 1 ot 3akoHa 3a 3paBETO MUHUCTHPBT HA 3/IPABEOINA3BAHETO YTBHPK/IaBa CIIUCHK HA
JIEKapCTBEHUTE MPOIYKTH 110 all. 1, KOMTO ChAbpIKa ciieqHaTa UHPOpMAIIHSL:

1. Ko/ 10 aHATOMO-TEPANEeBTUYHO-XMMHUYHATA KIacu(pUKaIHs;

. MEX/IyHapOHO HEMaTeHTHO HAUMEHOBAHUE, KbM KOETO MPUHAIIEKU TPOJYKTHT;
. 3a00JIIBaHEe IO MEXAYHAPOCH KO/ Ha 3200 IsIBAaHUATA,

. JIeKapcTBeHa (opMa U KOJIMIECTBO aKTUBHO BEIIECTBO;

. JOIIBIHUTETTHA UH(OPMALIHSL.

(3) CinuchkbT 110 all. 2 ce myOJuMKyBa Ha CTPAHMIATA HAa MUHUCTEPCTBOTO Ha
3/IpaBEOIa3BaHETO B UHTEPHET.

(4) YcnoBusiTa ¥ pebT 3a BKIIIOYBAHE, MPOMEHU WJTU U3KIIIOYBAHE HA JIGKAPCTBEHU
MPOAYKTH B CITUCHKA IO all. 2 ce ONpeAessT ¢ HapeadaTa mo wi. 9, an. 1.

(5) (Hom. - [IB, 6p. 88 ot 2023 r., B cuia ot 20.10.2023 r., gom. - JIB, Op. 16 ot 2024 1.,
B cuiia oT 23.02.2024 r.) JIekapCTBEHUAT MPOIYKT IO ai. 1 ce 1ocTaBs MO CHelraiHa NopbyKa Ha
ne4eOHO 3aBe/ieHre 3a OOJTHUYHA TOMOI NP YCJIOBUS U IO PeJl, ONpeAeNieH! ¢ HapenbaTa 1o 4Jl.
9, an. 1, KOUTO BKJIIOYBAT HAl-MAJIKO €HA OT CJIEIHUTE Bb3MOKHOCTH:

1. upe3 npoueypa Mo NpsIKO TOroBapsiHe 6€3 MpeIBapUTENHO 00sIBICHUE TPU
npuiarane Ha 4i. 79, an. 1, T. 4 ot 3akoHa 3a 00IIeCTBEHUTE MOPHUKH;

2. ype3 CKIIIOUBAHE HA PAMKOBHU CIIOPa3yMEHUS 3a JIEKApCTBEHUTE MPOAYKTH B CIIMCHKA
10 all. 2 0T MUHHMCTBPA Ha 3/[PaBEOINa3BaHETO;

3. 6e3 npunaraie Ha 3aKoHa 3a OOIIECTBEHUTE MOPBUYKHU, B CiIydail Ha JIUIICA HA PpAMKOBO
CIOpa3yMeHHe 1O T. 2, KaTo 00SIBICHUETO 3a CKIIFOUEH JIOTOBOP ce MyOJIUKYyBa o pesa Ha 4il. 26,
an. 1, 1. 3 ot 3aKkoHa 3a 00IIECTBEHUTE MOPHYUKH.

(6) PproBoguTENAT HA TeYEOHOTO 3aBEICHUE 11O All. 5 HOCH OTTOBOPHOCT 3a
MpUJIaraHeTo Ha JICYEHUETO 10 ail. 1.

N =W

Ui 2666. (Hos - JIB, 6p. 67 ot 2020 1.) (1) [1o u3kiroueHue, mpu Jurca Ha
aJITepHATHBA 3a JICYCHHE Ha KOHKPETEH MallueHT U CaMO B MHTEPEC Ha HETOBOTO 3JIpaBe,
paspeleH 3a yrnorpebda B cTpaHaTa JISKapCTBEH MPOIYKT MOXKE Jla Ce Tpujiara U3BbH yCIOBUSATA
Ha pa3pelIeHueTo 3a yrnorpeda Ha JeKapCTBEHUS IPOAYKT, IPU HATUYNE HA HAYYHU
JI0Ka3aTesCcTBa 32 0€30MacHOCTTa U e()UKACHOCTTA Ha TO3H MPOJIYKT.

(2) JlexkapcTBEHMAT IPOAYKT IO aj. | ce mpeAnucBa OT KOMUCHS OT TPUMA JIEKapH OT
ne4eOHO 3aBeIcHUE 32 OOJHUYHA TTOMOII C TIPU3HATA CIEIUATHOCT 1Mo poduiia Ha
3200JI5IBAaHETO, KOUTO MOTHBHUPAT MPEIMUCAHUETO 32 BCEKH KOHKPETEH MalueHT.
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(3) JIeuennero o ain. 1 ce mpoBex/a B IedeOHO 3aBeACHUE 32 OOJHUYHA TTOMOIIT CJIE]T
M0JIy4aBaHe Ha MICMEHO HH(POPMHUPAHO ChIIIACHE OT MAI[UEHTA.

(4) Bceku eTan OT JICYEHHETO Ha MAlMEHTa Ce MPOCeAsIBa U JOKYMEHTHPA OT JICKApUTE
OT KOMHCHSITA IO aJl. 2, KOUTO HOCSIT OTTOBOPHOCT 3a IIPOBEK/IaHE HA JICUEHUETO 10 all. 1.

(5) Komucusra o an. 2 yBenomsa MzmbaauTtensa arennus "MeauiuHcku Ha3op' U
NAJI 3a npoBeXJ1aHOTO JIEYEHHE 110 all. 1.

(6) YcnoBusTa ¥ peabT 3a MoJIy4aBaHe Ha HHOOPMHUPAHO CHIVIACHE OT MaIlMEHTa 10 aJl.
3, IpOCesIBaHeTO U JOKYMEHTUPAHETO Ha JICYCHUETO 10 all. 4 U Ha 0€30IacHOCTTa U
e(hUKaCHOCTTA Ha JIEKAPCTBEHUsI MMPOAYKT CE€ ONPEACIAT B Hapeaoara mo wi. 9, an. 1.

(7) (Hom. - AB, 6p. 62 ot 2022 r., B cuia ot 05.08.2022 r.) B cimyyauTe o ai. 1
JIEKapCTBEHHAT MPOIYKT HE CE 3aIuiaiia ¢ MyOJuYHU CPEJICTBA, C U3KIIOUEHUE Ha CIIyJauTe 1o
. 82, ain. 3 ot 3aKoHa 3a 37paBeTo, ONpeIeTICHU B HapeaOara mo wi. 82, ai. 6 ot 3aKkoHa 3a
3/IpaBeTo.

I'naBa Tpunagecera.
JABbPKABEH KOHTPOJI BbPXY JIEKAPCTBEHUTE ITPOJAYKTH

Y. 267. (1) (U3m. - 1B, 6p. 98 ot 2010 1., B cmuma ot 01.01.2011 r., gom. - [IB, 6p. 102
ot 2012 1., B cuna ot 21.12.2012 r.) MUHHCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO PHKOBOIU
IbpKaBHUS KOHTPOJI BBPXY JIEKapCTBEHUTE MPOAYKTH. HermocpeacTBeHOTO pbKOBOJICTBO C€
OCBIIIECTBSIBA OT TJIaBHUS AbPKABEH 3]paBEH MHCIEKTOP, OT MpeJceiaTeNs Ha ChBeTa 1o 4. 258,
an. 1, or u3npaHuTenHus aupexrop Ha MAJI u ot aupexropure Ha P3U, xouto ca 1bp:kaBHU
MHCIEKTOPHU N0 KOHTPOJIA BEPXY JIEKAPCTBEHUTE MTPOTYKTH.

(2) (U3m. - 1B, 6p. 98 ot 2010 1., B cuma ot 01.01.2011 r., gom. - /IB, 6p. 102 ot 2012
r., B cuia ot 21.12.2012 r.) Opranu 3a Abp>kaBeH KOHTPOJI BbPXY JIEKAPCTBEHUTE MPOTYKTH ca
CbBETHT IO 4iL. 258, an. 1, UAJI u P3U.

(3) (Homa - 1B, 6p. 67 ot 2020 r.) PernonanuuTe 3[paBHA WUHCIIEKIIUU B PAMKHUTE HA
CBOSITa KOMITETEHTHOCT chaeicTBaT Ha MAJI npu ochliecTBsIBaHe Ha JEHHOCTUTE 1O KOHTPOJIa
BBPXY JIEKAPCTBECHUTE MTPOTYKTH.

(4) (U3m. - IIB, 6p. 98 ot 2010 1., B cuma ot 01.01.2011 1., mom. - IB, 6p. 102 ot 2012
r., B cuna ot 21.12.2012 r., npeaumna an. 3 - /1B, Op. 67 ot 2020 r.) HenocpeacteeHusT
KOHTPOJI C€ yIpakHsIBa OT AJIBXHOCTHH JIUI[A - UHCIEKTOPU U €KCIEPTH, OMPEIETICHH ChC
3aloBeM Ha Mpeceaaresns Ha cbBeTa 1o wi. 258, an. 1, Ha nupexropa Ha MAJI nnu Ha
JTUPEKTOpa Ha choTBeTHaTa P3U.

(5) (Ilpenumna an. 4 - /1B, 6p. 67 ot 2020 r.) IIpu ochiecTBsBaHE HA KOHTPOJTHUTE CH
(GyHKIMK OpraHuTe mo ai. 1 Morar Ja MOMCKaT ChJEHCTBUETO Ha OpraHuTe Ha MUHUCTEPCTBOTO
Ha BBTPEUIHUTE PabOTH.

Ui 267a. (1) (Hos - IB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r., m3m. - JIB, 6p. 102
ot 2012 1., B cuma ot 21.12.2012 1., u3m. - /IB, 6p. 102 ot 2018 1., B cuma ot 01.01.2019 1.,
MIPEAUIICH TeKCT Ha 4. 267a - JIB, Op. 67 ot 2020 r.) U3nbaautenna arednus "MenuuHCKA
HaJ30p" OCHINECTBSABA KOHTPOJ 32 CIIa3BAaHETO HA YTBBPICHUTE (PapMaKo-TeparneBTUIHI
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PBKOBO/ICTBA M U3BBPILBAHETO HA OLIEHKA Ha €()eKTUBHOCTTA HA TepanuaTa B CbOTBETCTBHE C
Kputepuute no wi. 259, an. 1, 1. 4.

(2) (Hosa - 1B, 6p. 67 ot 2020 r.) M3mpaauTenHa areHIus "MeaumuHCKA Haa3op"
MOJKE Jia U3BBPIIBA IIPOBEPKU B allTEKUTE 110 Wi. 222, aj. 4, KOUTO BKIIIOYBAT IPOBEPKA 32
ChOTBETCTBUETO HA BUJIOBETE U KOJIMYECTBATA JIEKAPCTBEHH MIPOAYKTH, KOUTO Ca MIPEIIHCAHU
W/WIM TPUIOKEHU HA NAIIMEHTHUTE, C BUJJOBETE U KOJIMYECTBATA JICKAPCTBEHH MPOAYKTH, KOUTO
ca OTIYCHATH OT alTeKaTa, KOraTo Te3u JIEKapCTBEHU MPOJYKTH C€ 3aIulalaT ¢ MyOoJInyHu
CpEICTBa.

Y. 268. (1) M3nbiHuTeNHATa areHuus 1o JieKapcTBaTa ypa)xHsIBa KOHTPOJI BbPXY:

1. (mom. - IB, 6p. 102 ot 2012 1., B cmra ot 02.01.2013 1.) CHOTBETCTBUETO HA
MOMEIICHUSATA, ChOPBKCHUATA M YCIIOBHUSATA 32 MPOU3BOICTBO, KOHTPOJI, ChXPAHCHUE U ThPTOBUS
C JIGKApCTBEHU MPOJYKTH M aKTUBHU BEIIECTBA U 3a Cla3BaHe Ha M3UCKBaHUATA Ha J[oOpaTa
MIPOU3BOJICTBEHA MTPAKTHUKA HA JICKAPCTBEHH MPOAYKTH 1 JloOpaTa qucTpuOyTOpCKa MPaKTHKA;

2. (m3m. - 1B, 6p. 102 ot 2012 1., B cua ot 02.01.2013 r.) aeitHocTTa HA
MIPUTEKATEIIUTE Ha pa3pelieHre 3a yrnoTpeda, Ha IPOU3BOTUTEIINTE, BHOCUTEIIUTE, ThPTOBIIUTE
Ha €JPO C JICKAPCTBCHM MPOJYKTH U aKTUBHH BEUIECTBA, HA TIOCPEIHHUIIUTE B 00J1aCTTa HA
JICKapCTBCHUTE MPOIYKTH, HA AlITCKUTE U JPOTCPUUTE;

3. Ka4ecTBOTO, OE30MaCHOCTTA U €(PUKACHOCTTA Ha JIEKAPCTBEHUTE MPOIAYKTH;

4. KJIMHUYHWUTE U3NIUTBAHUS HA JIEKAPCTBEHUTE MPOIYKTH M KOHTPOJI 3a CIIa3BaHE Ha
n3McKBaHuATa Ha JloOpara KIMHUYHA TPAKTHKA;

5. nexkapcTBeHaTa nH(pOpMaIKs, CBbpP3aHa ¢ pa3pelIaBaHeTo UM 3a yrnoTpeda u
pekiamara;

6. (m3m. - 1B, Op. 102 ot 2012 1., B cuita ot 21.12.2012 r.) cuctemara 3a mpocie/siBaHe
Ha JIeKapcTBeHa 0€3011acCHOCT Ha MpUTEeXaTEeIUTe Ha pa3pelleHue 3a ynoTpeda 1 3a cria3BaHe
M3KCKBaHUATa Ha JloOparta mpakTuKa 3a npociesiBaHe Ha JIeKapcTBeHa 0€30IacHOCT;

7. (noBa - /IB, Op. 16 ot 2024 r., B cuna ot 23.02.2024 1.) M3MBIHEHUETO HA
3a0b/DKeHuATa 1o wi. 68, an. 1, . 11 mwum. 217, T. 6;

8. (moma - 1B, 6p. 16 ot 2024 r., B cruta ot 23.02.2024 r.) U3IIBIHEHUETO HA
3adbJDKEHUATA 10 wil. 2720, an. 3 u 4.

(2) (U3m. - 1B, 6p. 98 o1 2010 1., B cuma ot 01.01.2011 r., u3m. - IB, 6p. 102 o1 2018
r., B cuia ot 01.01.2019 r.) Pernonanaure 31paBHU MHCIIEKIIMU YIIPAXKHIBAT KOHTPOJI:

1. BbpXy MOMENICHUSTa, ChOPBKEHUSTA, YCIOBUATA 32 CbXPAHEHNUE U ThPTOBUS C
JICKapCTBEHH MPOJTYKTH;

2. BbpPXY JIeHHOCTTA HA THPTOBILUTE HA €pO, AITEKUTE U APOTEPUHUTE, PA3TIOTIOKEHU HA
TEPUTOPHATA HAa ChOTBETHATA 00JIACT;

3. 3a cra3BaHETO HA YTBBPACHUTE 1IEHU, IPEACTHUTE [IEHU, PETUCTPUPAHUTE IICHH Ha
JICKapCTBCHHUTE MPOYKTH MPH MPOaKOaTa UM Ha IPeOHO OT alTeKUTE U APOTSPUUTE,
Pa3MoJIOKEHH Ha TEPUTOPUSITA HA ChOTBETHATA 00J1ACT;

4. (noBa - /IB, 6p. 67 ot 2020 1.) BEpXY ACHHOCTUTE 110 YHUIIIO)KABAHE HA JICKAPCTBEHU
MPOJYKTH.

(3) (Homa - 1B, 6p. 102 ot 2018 1., B cuma ot 01.01.2019 1.) ChBeThT Mo wi. 258, ai. 1
yIpaXHsIBA KOHTPOIL:
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1. 3a cna3zBaHeTO Ha yTBBbPACHUTE LIEHU, IPEIECTHUTE LIEHU U PErUCTPUPAHUTE 1LIEHU Ha
JIEKapCTBEHUTE MPOIYKTH IIPH IIPOoAax0aTa UM OT ThPTrOBLMTE Ha €APO C JIEKAPCTBEHU
MIPOYKTH;

2. (mom. - 1B, 6p. 67 ot 2020 r.) BEpXY JEHHOCTTA Ha MPUTEKATEIUTE HA PA3PEIICHUS
3a ynorpeda Ha JeKapCTBEHH MPOAYKTH U ThPTOBIIMTE Ha €O C JIKAPCTBEHU MPOITYKTH
OTHOCHO CIIa3BaHETO HA 33]IBJDKEHUSITA M, OTIPEJICNIeHU C HapeabaTa mo wi. 261a, ai. 5.

(4) (ITpenumna an. 3 - JIB, 6p. 102 or 2018 1., B cruta ot 01.01.2019 1.) C UAJI ce
CBHIJIACYBAT MHBECTUIIMOHHUTE MIPOCKTH 33 CTPOUTEIICTBO HAa HOBU W/HIIU MPEYCTPOUCTBO HA
CBIIECTBYBAII OOCKTH, CBbP3aHU C MPOU3BOJICTBOTO Ha JIGKAPCTBEHU MPOIYKTH CHOOPa3HO
npaBuiara 3a JJoOpara mpou3BOACTBEHA MPAKTUKA HA JIEKAPCTBEHU MPOTYKTH.

Y. 268a. (Hos - JIB, 6p. 60 ot 2011 1., B cmura ot 05.08.2011 1.) (1) (U3m. - /IB, 6p. 84
ot 2018 r., B cuia ot 12.10.2018 r.) [lapeHus Ha TeKapCTBEHH MPOIYKTH OT MPUTEKATEITU HA
paspeleHue 3a yrnorpeda, Ipou3BOAUTENH, THPrOBLIM Ha €1po U ApeOdHO u oT bearapckus
UepBeH KpbCT MOraT /1a C€ U3BBPILBAT CAMO CJEJ 10JIaBAHE HA YBEJOMIICHHE OT AapUTENs 0
NAJI no obOpazen, yrBbpJeH OT MUHHCTBPA Ha 3/[PaBEONAa3BAHETO MO MPEIOKEHUE Ha
W3I'BIHUTENHUS aupekTop Ha MAJL.

(2) JlapenmsiTa ce M3BBPINBAT IIPH CIIa3BaHE Ha MpaBmiaTa 3a JJoOpa mapurencka
npakTuka Ha CBETOBHATA 37jpaBHAa OPraHU3aLIUs.

(3) (Orm. - 1B, 6p. 84 o1 2018 1., B cuma ot 12.10.2018 1.)

(4) Jleuebnure 3aBeneHus u brarapckusat YepseH kpbeT yBenomsiBat MAJI 3a
ITOJIyYEHUTE JAPEHHUs HA JIEKAPCTBEHH NPOAYKTH B 7-THEBEH CPOK OT IOJyYaBAHETO UM.

(5) B kpas na Bcsiko Tpumeceune MAJI usnpama napopmanrs B MUHUCTEPCTBOTO Ha
3/IpaBeoIa3BaHETO 3a U3BBPIICHNUTE AAPEHUS 10 all. 4.

(6) 3a M3BBPILBAHETO HA JapEHHE Ha JICKApCTBEH MPOIYKT IO MOJI0a Ha JeueOHO
3aBeICHUE, PEIHA3HAYCH 3a JICUEHUE HA KOHKPETEH MTallUeHT B )KMUBOTO3aCTpallaBalio
CbCTOSIHUE, NapuTenAT yBenomsisa MTAJI B 7-1HEBEH CpOK OT U3BBPUIBAHETO MY.

(7) Hapenusita mo ajn. 6 He MoraT Ja HaJIBUIIaBaT KOJIMYECTBOTO, HEOOXOIUMO 32
€IHOKpATEH KypC Ha JICUEHUE.

Y. 269. (1) KonTponsT 1o ui. 267 ce n3BbpILBaA Upe3 MHCIEKIUH U JTa00OpaTOpHU
M3MUTBAHUA.

(2) Mucnexuute u 1a00paTOpHUTE U3MUTBAHUS 1O al. | ce u3BbPIIBAT:

1. BbB Bpb3Ka C M3/1aBaHe Ha paszpelieHus 3a ynoTpeda, mpou3BOJCTBO, BHOC U
cepTu(dUKaTH MO pea Ha TO3H 3aKOH;

2. BbB BpBb3Ka C OCBUIECTBSABAHE HAJ[30p Ha 1a3apa Ha JEKapCTBEHU MIPOLYKTH;

3. mpu 3asBsiBaHe OT CTpaHa Ha EBpomneiickaTa komucus, Ha EBponeiickaTta areHIus mo
JIeKapCcTBaTa WK OT CTpaHa Ha KOMITETSHTHHS OpraH Ha JIpyra JIbpKaBa WICHKa;

4. mpu 3asBSIBaHE OT CTPaHA Ha IPOU3BOUTEI, BHOCUTEN WU MPUTEXKATET HA
paspeleHue 3a yrnoTpeda W3BbH CIIydanuTe 1Mo T. 1.

(3) (U3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) I3nbJIHUTENHATA areHIUs
IO JIEKapCTBaTa U3BbPIIBA HHCIICKIUH:
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1. Ha IPOU3BOAUTENH HA JIEKAPCTBEHH NMPOAYKTH, PA3IOJI0KEHU Ha TEPUTOPUATA HA
PenyOnuka beirapusi, Ha AbprkaBa YWICHKA WU B TPETH TbPIKABH,

2. Ha BHOCHUTEJI U THPrOBLHU Ha €O C JICKAPCTBEHU MIPOYKTH;

3. Ha MOMENIEHUATa Ha IPOU3BOJAUTENINTE, BHOCUTEIUTE U THPTOBIIMTE HA €IpO Ha
aKTUBHU BEIIECTBA, Pa3MOJI0KEHU Ha TepuTopusaTa Ha PenyOmnuka brirapus;

4. Ha IOMEIIEHUATA HA TPOU3BOIUTENIN UM THPTrOBIY HA AP0 HA aKTUBHH BEIIECTBA,
Pa3MoJI0KEHH B TPETU AbPKABU, KAKTO M HA POU3BOJUTEIN WK BHOCUTEIU HA IOMOLIHU
BEILIECTBA;

5. Ha MOMeIIeHUATa Ha MPUTEXKATEIUTE Ha Pa3pelIeHHs 3a ynoTpeda Ha JIeKapCTBEHU
MIPOJYKTH U HA TIOCPEIHUIIUTE B 00JIACTTA HA JICKAPCTBEHUTE MIPOAYKTH, PETUCTPUPAHH 10 pelia
Ha ui. 212a;

6. KaTo 4acT OT cepTU(UKAIMOHHA IPOIIETypa, KOSITO € BbB Bpb3Ka ¢ MOHOTpaduu Ha
EBponeiickara papmakomnes;

7. Ha TPOU3BOJIUTENIM HA U3XOAHU MATEPUAIIH 110 MUCMEHO UCKAHE HA MPOU3BOIUTEIIS.

(4) M3nbyiHMTEIHATA areHIKs 10 JIEKapCcTBaTa N3BbPIIBA MHCIIEKIINH Ha
MPOU3BOAUTENM HA JEKAPCTBEHU MPOJYKTH, YCTAHOBEHU B TPETA IbPKABA, BbB BPB3Ka C
M0/IaJICHO 3asiBJIICHUE 3a TIOoJyYyaBaHe Ha pa3pellleHre 3a ynoTpeda 1in BHOC.

(5) (U3m. - JIB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) MacneknuuTe no ai. 3 u 4
Ce M3BBPIIBAT B CHOTBETCTBUE C PHKOBOJICTBA, PUETH OT EBpormeiickaTa KOMUCHS.

(6) (U3m. - JIB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r.) M3mbaHuTenHaTa areHIus
I10 JIEKapCcTBaTa y4acTBa Mo UCKaHe oT EBporneiickara komucus, EBponerickara areHuus mno
JIeKapcTBaTa WK IbpKaBa WieHKa MPH U3BBPIIBAHETO HA MHCTIEKINH 110 all. 3 B EBponelickus
ChIO3 WJIM B TPETH JIbPIKABH.

(7) (U3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) I3nbiHUTENHATA areHIUs
IO JIEKapCTBaTa CH ChTPYIHUYHM U 0OMeHs nHpopMaIus ¢ EBporneiickaTa areHITHs 1Mo
JieKapcTBaTa MpH IJIaHUPaHe U U3BBPIIBAaHE HA HHCIICKIIMUTE 110 aj. 3.

(8) (Homa - 1B, 6p. 102 ot 2012 1., B cusnia ot 21.12.2012 r.) U3nbiHUTEIHATA areHITUS
T0 JIeKapcTBaTa Cu ChTpynAHUYH ¢ EBporielickara areHius mo JeKapcTBara npu KOOPAUHUPAHETO
Ha WHCTICKITUH B TPETH JIbPIKABH.

Ui 269a. (Hos - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) (1) (U3m. - B, Op.
67 ot 2020 r.) JITBKHOCTHHUTE JHIIA 10 Y. 267, an. 4 U3roTBAT AOKIIA] 32 BCSIKA U3BBPIICHA
WHCTIEKIUS 110 4iI. 269, an. 3 u 4 3a cma3BaHeTo HA MPUHITUIIUTE U PHKOBOJICTBATa 3a J{oOpa
MIPOU3BOJICTBEHA MPaKTHUKA UK 3a JJoOpuTe MUCTpUOYTOPCKH MPAKTUKH, WK 32 CIIa3BaHe
HM3UCKBAHMATA HA TJIaBa OCMa, KAKTO M M3UCKBAHHATA HA TO3H 3aKOH.

(2) HoxnansT mo an. 1 ce mpeaocTaBsi Ha MPOBEPSBAHOTO JIUIIE, KOETO MOXKE J1a
MPEACTaBU OCJICIKKH 1O HETO.

(3) Ilpu nonmyuaBane Ha o6ocHOBaHO Mckane MAJI uzmpariia rno enekTpoHeH mbT
JOKJIQINTE 110 ajl. | Ha KOMIETEHTHHUS OpTaH Ha JApyTa IbpkaBa dieHka win Ha EBpomneiickara
areHIus 1o JieKapcTpara.

Un. 2696. (Hos - [IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 1.) (1) Koraro B
pe3yaTaT Ha U3BBpPIIeHa HHCTIEKIHS 10 WI. 269, ait. 3 ce ycTaHOBU ChOTBETCTBHUE ¢ JloOpara
MIPOM3BOJICTBEHA MPAKTHUKA, ChOTBETHO J[0OpuTE TUCTPpUOYTOPCKH MPAKTUKH, KOTaToO €
npuiioxumo, MAJI u3gaBa Ha MpOU3BOUTENS, BHOCUTENS MM HAa ThProBela Ha eIpo
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ceptudukar 3a Jlobpa npon3BoJCTBEHA IPAKTHKA, CbOTBETHO cepTUduUKar 3a J[oOpa
JUCTPUOYTOpPCKA ITPAKTHKA B CPOK 710 90 AHU OT U3BBPIIBAHE HA UHCIIEKLIUATA.

(2) Korato B pe3yiTaT Ha H3BbpIIIcHAa HHCIIEKIHS 110 WI. 269, ail. 3 ce yCTaHOBH, Y€
IIPOU3BOJUTEINIAT, BHOCUTEIIST UM ThPrOBELBT HA €1PO HA JIEKAPCTBEHU IIPOIYKTH UM HA
aKTHBHM BELIECTBA HE Ca3Ba U3UCKBAHMTA HA 3aKOHA W/WJIM IPUHLIUIIMTE U PHKOBOJCTBATA 32
JloOpa mpou3BOCTBEHA MpaKTHKa u/uian Ha JJoOpure nuctpubyropcku npaktuku, MAJI n3nasa
CTaHOBMILE 32 HECHOTBETCTBUE.

(3) UsnenHuTENHATA areHIuUs 110 JIeKapcTBaTa BbBeXk/1a B 0azarta naHHH 1Mo wi. 147
u3gazeHuTe ceptudukaTy o ai. 1 u uadopmanus mno ai. 2.

Ui 2698. (Hos - /1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 1.) (1) Korarto B
pe3yaTaT Ha u3BbpIIeHa HHCHeKuus 1o wi. 270, an. 1, T. 5 ce ycTaHOBH, Ue MPUTEKATEIAT HA
paspeleHreTo 3a ynorpeda He cra3Ba H3MCKBaHUATA Ha TaBa ocMa, MIAJI naBa npeanucanus 3a
OTCTpaHsBaHE Ha HECHOTBETCTBUATA.

(2) B cniydaute o an. 1 MAJI yBenomsiBa abpkaBute wieHku, EBporieiickara areHius
110 JIEKapcTBaTa U EBpornelickata KOMUCHS.

Y. 270. (1) (U3m. - [IB, 6p. 67 ot 2020 r.) B pamkuTe Ha CBOSITAa KOMIIETEHTHOCT
JUTHKHOCTHUTE JIMLA 1Mo wi. 267, al. 4 uMar npaBo:

1. (m3m. - JIB, 6p. 102 or 2012 r., B cruma ot 02.01.2013 r.) Ha 1OCTHI 10 BCUYKH
JOKYMEHTH, CBBP3aHHU C TIPEMETa Ha MHCIICKIUATA, KAKTO U IO JOKYMEHTH, CBbP3aHU TIPSIKO
WJIM KOCBEHO C HapyIIEeHHE Ha TO3U 3aKOH WM Ha 3aKOHOJATENICTBOTO Ha IbPXKABUTE UJICHKH,
BBBEX1ay u3nckBanusaTa Ha JJupextusa 2001/83/EO, HezaBucumo oT ¢popMara Ha JOKYMEHTA;

2. 1a pa3mopeasaT Ha BCSIKO JIMIIE Ja MPEJOCTaBH CBEJCHUS 32 HAPYIIEHHS 110 T. 1, KOUTO
ca My U3BECTHU;

2a. (HoBa - /1B, 6p. 102 oT 2012 r., B cuna ot 02.01.2013 r.) 1a uHCIEKTUPAT
MIPOU3BO/ICTBEHUTE M ThPTOBCKUTE OOEKTH Ha MPOU3BOAUTENINTE HA JIEKAPCTBEHU MPOYKTH,
aKTUBHH WM TOMOIIHYU BEIIECTBA, KAKTO U JIAOOPATOPUHUTE, U3MOI3BAHU OT MPUTEKATEIUTE HA
paspelieHre 3a NPoru3BOACTBO UM BHOC;

3. 1a MHCTIEKTUPAT TI0 BCSKO BpeMe 00EKTUTE, TIOUIeKAIIN Ha KOHTPOJ, U JIa H3UCKBAT,
MIPOBEPSABAT U MPABST KOMUS OT BCUYKHU JJOKYMEHTH, CBbP3aHU C ISUIOCTHATa JEHHOCT Ha
KOHTPOJIUPAHUS OOCKT;

4. na B3eMaT NpoodU OT JIEKAPCTBEHH MPOTYKTH, aKTUBHHU U TOMOIIHH BEILECTBA 32
1a00paTOPHU UMUTBAHUS;

5. (m3m. - IB, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 1.) 1a uHCHIEKTUPAT
MTOMEMICHUSATA, APXUBUTE, TIOKYMEHTHTE U OCHOBHATA JJOKYMEHTAIUs Ha CHCTEMaTa 3a
npocliesiBaHe Ha JieKapcTBeHaTa 6€30acHOCT Ha MPUTEXATeNsl Ha pa3pelIeHHeTo 3a ynorpeda
WM JIATIA, Ha KOUTO € BB3JIOKUII U3BBPIIBaHE HA JEHHOCTHUTE IO TJIaBa OCMa,

6. (HoBa - /IB, 6p. 102 o1 2012 ., B cuna ot 21.12.2012 r.) 1a U3BBpIIBAT IPOBEPKA
OTHOCHO CITa3BaHETO Ha yTBHPJCHUTE IIEHH, PEJCTHUTE IICHN WM PETHCTPUPAHNUTE IICHU TIPU
npoaaxoara Ha JIEKapCTBEHU IPOIYKTH;
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7. (mpeaumHa T. 6 - JIB, 6p. 102 o1 2012 ., B cmma ot 21.12.2012 r.) 1a cheTaBsT
AKTOBE 32 YCTAHOBSIBAHE HA aIMUHUCTPATUBHU HAPYIICHUS.

(2) (Or™m. - IIB, 6p. 102 o1 2012 1., B cuma ot 21.12.2012 1.)

(3) (U3m. - JIB, 6p. 98 ot 2010 1., B cuma ot 01.01.2011 r.) 3mbIHATETHUAT AUPEKTOP
Ha MAJI nunu crotBeTHUAT AupekTop Ha P3U B 3aBUCMMOCT OT MOAYMHEHUETO HA JUTBKHOCTHOTO
JUIE, YCTAaHOBUJIO HAPYIICHUETO, UMa MPaBo Ja:

1. pa3mopeu MUCMEHO Ha HAPYLIUTENS J1a IPEYCTAaHOBU HAPYIIEHUETO 1o ai. 1, T. 1;

2. M3MCKBA OT HAPYLIUTENS Ja IeKIapupa, ue 1 MPEyCTaHOBU HAPYIIEHUETO 10 all. 1,
T. 1 ¥ Ipr HEOOXOAUMOCT J1a TO 3aJIBJDKH JIa HAIIPAaBU JCKIIapalusaTa 0OIIECTBEHO JOCTOSHUE,

3. pasnopeau nNpekpatsBaHe WK 3a0paHa Ha BCSIKO HapylieHue no ai. 1, . 1 u npu
HEOOXOIMMOCT JIa HalpaBy Pa3nopekIaHETO 3a MPEeKpaTsIBaHe WK 3a0paHa Ha HAPYIICHUETO
OOIIIECTBEHO JIOCTOSTHHE.

(4) (Homa - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) [Ipeacenarensar Ha chBeTa
o wi. 258, an. 1 uma npaso Ja pa3nopeay NTUCMEHO Ha HapyLIUTENs Jja IPeyCTaHOBU
HapYIIEHUETO, YCTAHOBEHO IMPH MTpOBepKara 1o ai. 1, 1. 6.

Ui 270a. (Hos - IB, 6p. 67 or 2020 1.) (1) [Ipn ochiiecTBsiBaHE HA KOHTPOJIHUTE CH
¢GbyHKIMU CHBETHT 10 Wi 258, ain. 1 uma mpaso ga:

1. u3uckBa uHdopmarus 3a:

a) 10CTaBEHUTE Ha TepuTopusTa Ha PenyOnuka bbirapus koaudecTsa 1o JE€KapCTBEHU
MPOAYKTH, KAKTO U LIEHUTE Ha TAXHOTO MPUA0OUBaHE;

0) THproBLMTE HA €/IpO, HA KOUTO Ca JOCTABEHU KOJIMYECTBAaTa JIEKAPCTBEHH NMPOIYKTH
no Oykaa "a";

B) JlaTaTa, Ha KOSATO ca U3BBPIIEHU JOCTaBKUTE 1o OykBU "a" u "0";

I') HAJIMYHUTE B CKJIA/I0BETE KOJIMYECTBA, IOCOUYEHU T10 JIEKAPCTBEHU MPOTYKTH;

2. IpoBepsiBa THPTOBCKH HITH JIPYTH KHUKA, TOKYMEHTH W HOCUTEIN Ha HHPOPMAIIUS C
OIJIe]] yCTaHOBSIBAaHE Ha CIIa3BaHEe Ha YTBBPJICHUTE LICHU, IPEACTHUTE LIEHH WX PETUCTPUPAHUTE
LIEHU Ha JIEKapCTBEHUTE MPOIYKTH;

3. U3UCKBa M ChOMpa OPUTHHAIIHYU TIOKYMEHTH, JaHHHU, CBEJICHUS, KHUKA, CIIPABKU U
JpyTU HOCUTENHU Ha MH(OpMalKs 3a YCTAHOBSBAHETO HA CIIa3BaHE HA YTBbPACHUTE LIEHH,
NpEJEeTHUTE LIEHU WM PETUCTPUPAHUTE LIEHH Ha JIEKapCTBEHUTE MPOYKTH; U3UCKBA 3aBEPEHU
KOIUS HA MMCMEHUTE JTOKYMEHTH U 3aBEPEHU pa3leyaTKy Ha JaHHU OT TEXHUYECKU HOCUTEIH;

4. moy4M JOCTBII OT MPOBEPSBAHUTE JIMIIA IO AaBTOMATU3UpPAHUTE UM WH(POPMALIMOHHU
CUCTEMH, IPOAYKTH WUJIN apXHUBH, KOTaTo CbOMPAHETO, ChXPaHsIBAHETO U 00paboTKaTa Ha
uH(popManuATa ce U3BbPIIBA [0 TO3U HAYHH.

(2) Ilpu ocwiiecTBsIBaHE HA KOHTPOJIHUTE CU QYHKIIMHM ChBETHT UMa MPaBo Ja U3UCKBa
OT IPOBEPSIBAHUTE JIMIIA MPEJOCTaBIHE Ha HH(pOpPMAIIMS U TOKYMEHTH 10 al. | B onpeeneH ot
HEro CpOK.

(3) CpBeThT MOKE J1a CKJIIOYBA CIIOPA3YMEHHUS 332 B3aUMOJICHCTBUE C JPYTU KOHTPOJIHU
OpraHu, IpH U3MbJIHEHHE HAa QYHKIIMUTE CU 110 all. 1.

Un. 271. (1) (U3m. - 1B, 6p. 98 ot 2010 1., B cuma ot 01.01.2011 r.) Pernonanaure
3/IpaBHU MHCIIEKIIMH UMaT IpaBo Ja:

1. cnupat CTPOUTEICTBOTO U J1a U3/1aBaT MPEANUCaHNS, KOTaTO YCTAHOBST HapYIICHUS
Ha XUTMEHHUTE HOPMHU U U3MCKBaHMA B IIPOLIECA HA U3IIBJIHEHHE HA CTPOUTEICTBOTO; IPU
HE3aKOHHO CTPOUTENICTBO Ha 0OEKTH M ChOPBKEHUS 32 IPOU3BOJICTBO, ChXpAaHEHHE U MPoJakoa
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Ha JICKaPCTBEHH MPOIYKTH YBeIOMsBAT JIMpeKiusaTa 32 HAllMOHAIEH CTPOUTENICH KOHTPOJ HUIIH
TEXHMYECKAaTa CIIy’k0a Ha 00IIMHATA;

2. 3a0paHsABaT MyCKAHETO B SKCILJIOATAIUS U JIa CIIUPAT EKCILUIOATAIUATA HAa O0CKTH 1
CbOPBIKCHUS ITPU HAPYIIABAHC HA U3UCKBAHUATA U HA XUTHCHHUTC HOPMHU IIPpHU NPOU3BOJACTBOTO,
ChXPAHEHHETO U MpoaaxbaTa Ha JIEKapCTBCHU MPOIYKTH - 10 OTCTPaHSIBaHE HA HAPYILICHUSATA,

3. (u3m. - IB, 6p. 71 o1 2008 1., B cuna ot 12.08.2008 ., u3m. - /IB, 6p. 67 ot 2020 1.)
OJOKHpAT JEKApCTBEHH MPOAYKTH CJie]l TIoJdydaBaHe Ha MUcMeHo yBeapomiienue ot MAJI 3a
HaJIM4Yue Ha TIOKyMEHTHpaHa UH(OopMalus 3a: HEChbOTBETCTBHE C M3MCKBAHUSTA 32 KAUECTBO;
JIEKapCTBEHH MPOAYKTH, BHECCHH WJIM IPOU3BEICHU B HAPYIICHUE HA TO3H 3aKOH; JIEKAPCTBEHU
MIPOJYKTH, KOUTO C€ IpeJiaraT B ONMAKOBKH C JIMCTOBKH, KOUTO HE OTIOBAPSAT HA U3UCKBAHUATA
Ha TO3M 3aKOH; U U3Mpamar Moctpu ot Tsax B MAJL;

4. naBaT 3aKJIIOYCHHS 33 ChOTBETCTBHETO Ha OOEKTUTE Ha KOHTPOJIa C HOPMATUBHO
OTIpEeIeICHUTE U3UCKBAHUS;

5. u3aaBaT pasnopekaaHusl, MPEANUCaHUs U YKa3aHHs B pAMKUTE Ha CBOATA
KOMIIETEHTHOCT, KOMTO Ca 3abJDKUTEIHU 32 BCHUYKH JIMIAa Ha TEPUTOPUATA HA CHOTBETHATA
obnacr;

6. (HoBa - /IB, 6p. 67 ot 2020 r.) OChIIECTBIABAT KOHTPOJI MO U3IIBJIHEHUETO Ha
pasnopexAaHUATA 3 U3TEIVIIHE HA JIEKAPCTBEHU MPOAYKTH OT 00EKTUTE, Pa3IOI0KEHH Ha
TEPUTOPHSATA HAa CHOTBETHATA 00JIACT.

(2) (U3m. - 1B, 6p. 98 ot 2010 1., B cmima ot 01.01.2011 r., mom. - B, 6p. 67 ot 2020 1.)
[IpuHynuTenHuTe aAMUHUCTPATUBHU MEPKH 110 al. | wim o ui. 270, an. 3 ce Hajarar cbe
3anoBeq Ha qupektopa Ha P3U. Komue ot n3znanenara 3amnosen ce usmnpainia Ha MAJL.

(3) 3anoBenute 1o an. 2 moanexaT Ha 00kKaIBaHe O pea Ha
AJMUHUCTPATUBHOMPOIIECYATHUS KOJEKC, KaTO 00KaIBAaHETO HE CIIUPa U3MBbIHEHUETO UM.

(4) (Homa - 1B, 6p. 67 ot 2020 r.) PernonanHuTe 3paBHN WHCIIEKIIUU YBEIOMSBAT
HNAIJI xorato yCTaHOBST, 4e:

1. an'Teka Ha TEPUTOPHSATA HA ChOTBETHATA 00J1acT He paboTu moBeye ot 30 1HU B
paMKuTe Ha e[Ha KaJeHapHa TOJUHA;

2. HAMa anTeKa Ha ajpeca, 3a KOMTO € U3/1a/ICHO pa3pelleHne 3a ThproBus Ha JpeGHO ¢
JIEKapCTBEHU MPOTYKTH.

Un. 272. (1) U3nbiiHKTENHATA areHLKs 10 JIeKapcTBaTa:

1. (mom. - IB, Op. 102 ot 2012 r., B cuiia ot 02.01.2013 r.) 3abpaHsBa MycKaHETO B
eKCIUIOATaIUs U CIIMpa eKCIIoaTalusITa Ha 00EKTH M ChOPBKEHUs IIPU HapyllaBaHe NpaBuiaTa
Ha J[oOpaTa npon3BoACTBEHA IPAKTHKA Ha JIEKAPCTBEHU MPOIYKTH U HAa aKTUBHU BEIIECTBA,
KakTo 1 Ha JloGpuTe TucTpuOyTOpPCKH MPAKTUKU 0 OTCTpaHsIBaHE HA HAPYIICHUATA,

2. 3abpaHsBa NPOU3BOJICTBOTO, BHOCA, U3HOCA M ThPTOBUATA HA JIEKAPCTBEHU MPOYKTH,
KOUTO TIPSKO MM KOCBEHO 3acTpalllaBaT 3/[paBeTo Ha XOpara, U pa3mopexaa Te 1a ObaaT
YHUIIIOKEHH, TPEpabOTeHN WM U3MOI3BaHU 3a JPYTH LIEJH;

2a. (HoBa - /1B, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r.) 3an11yaBa oT perucTbpa
JIMIIaTa, U3BBPILBAIIN JEHHOCT IO TOCPETHUUECTBO C JIEKAPCTBEHH MPOAYKTH, IIPH HECTIa3BaHe
Ha 3abJDKeHusITa 1o wi. 2120.
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3. BPEMCHHO CIIMpa CKCIlJIoaTanusaTa Ha 00eKTH 3a TbProBH:A Ha €PO U HA z[pe6Ho C
JICKApCTBCHU IMPOAYKTH, KOTAaTO HC CC U3II'BJIHABAT YCIIOBHATA, [IPU KOUTO € U3AaJICHO
CHOTBETHOTO pa3pCIICHUC,

4. 61okupa JIeKapCTBEHU MPOAYKTH MPU HAIMYUE HA JOKYMEHTUpaHa nH(opManus 3a:
HECHOTBETCTBUE C M3UCKBAHUATA 332 KAYECTBO, €PEKTUBHOCT M OE30MaCHOCT; JICKAPCTBECHU
MIPOJYKTH, BHECEHU WJIM IPOM3BE/ICHU B HApYILIEHHE HAa TO3U 3aKOH, KaKTO U JIEKAPCTBEHU
MPOYKTH, KOUTO CE MpeJjIaraT B ONAKOBKHU C JIMCTOBKH, KOUTO HE OTIOBAPAT HA U3UCKBAHUSTA
Ha TO3M 3aKOH; IPH HEOOXOAUMOCT HApEX/1a U3TETIITHETO UM OT allTeKUTE U IPOrepuuTe, OT
CKJIaJIOBETE 32 THPTOBUA Ha €PO, OT MIPOU3BOAUTEIINTE U JIEUeOHUTE 3aBEJICHUS U YBEIOMIBA 32
TOBa MHHHMCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO;

5. (m3m. - JIB, Op. 84 ot 2018 r. (*)) oTHEMa U3AaACHOTO Pa3PEIICHUE 32 KITMHUIHO
U3MUTBAHE, CIIMPA IPOBEXKIAHETO Ha KIIMHUYHOTO U3NIUTBAHE WM 3a/IbJKaBa Bb3JIOKUTEINS 1a
110J1a/1€ 3as1BJICHUE 3a ChIIECTBEHA [IPOMSHA B KIMHUYHOTO U3IUTBAHE IIPU yCTAaHOBEHU
Hapymenust Ha Permament (EC) Ne 536/2014 npu ycnoBusTa 1 1o pena, NpeIBUACHN B HETO;

Sa. (HoBa - /1B, 6p. 71 ot 2008 r., B cmma ot 12.08.2008 r., uzm. - JIB, 6p. 102 ot 2012
r., B cua ot 02.01.2013 r., mom. - [IB, 6p. 67 ot 2020 r.) paznopexaa OJ10KupaHe, U3TETIISHE U
YHUIIIOKaBaHe Ha (anuupuIupaHy JEKapCTBEHN IPOAYKTH U Ha JEKapCTBEHU MIPOAYKTH C
HEYCTaHOBEH MPOMU3X0J], KAKTO U Ha JIEKAPCTBEHH MPOJYKTH B ciiydaute 1o wi. 24 u 30 ot
Henerupan pernament (EC) 2016/161;

56. (moBa - /1B, 6p. 60 ot 2011 1., B cuma ot 05.08.2011 r.) u3BBpIIBa TPOBEPKH HA
HaIlpaBeHMTE JapeHus no wi. 268a, an. 1;

6. n3/1aBa pa3nopek1aHus, MPEANUCAHNS U yKa3aHUs B PAMKHUTE Ha CBOsSITA
KOMIIETEHTHOCT, KOMTO Ca 33bJDKUTEIIHU 32 BCUUKH JINIIA;

7. (voBa - JIB, 6p. 60 ot 2011 r., B cma ot 05.08.2011 r.) moctaBs moxa B30pana
JIEKaQpCTBEHH MPOAYKTH M aKTUBHH BEIIECTBA P CbMHEHHE B OTKJIOHEHHE HA KQYeCTBOTO UM
Yype3 NOCTaBsiHE Ha YAOCTOBEPUTEIIHU 3HAIM B 0OEKTUTE 3a POU3BOJICTBO.

(2) IlpunynuTenHuTe aAMUHUCTPATUBHU MEPKHU 110 aj. 1 wium no wi. 270, an. 3 ce
HaJlarat chC 3amoBe]] Ha AupekTopa Ha MAJL

(3) 3anmoBenute o an. 2 mojuIekaT Ha 0OXKaNBaHe Mo pefa Ha
AJIMUHHUCTPATUBHOIIPOIIECYATHUS KOJEKC, KaTo 00’KaJIBaHETO HE CIIUPA U3MBIHEHUETO UM.

Un. 272a. (Hos - /1B, 6p. 102 oT 2012 1., B cuna ot 02.01.2013 r.) (1) C nenerupanu
akToBe 1o wi. 526, naparpa¢ 2 ot Hupextuna 2001/83/EO ce ycTaHOBsIBaT HEOOXOJUMHUTE
MEpKH 3a IPEJ0TBpATsBaHe ITyCKaHETO B OOpalieHue Ha JIEKapCTBEHH MPOTYKTH, BHBEICHH B
EBponeiickus cbio3, HO HEMpeJHA3HAUSHH 3a ITyCKaHe Ha nma3apa Ha EBponeiickus cbio3, 3a
KOUTO MIMa JOCTaTHYHO OCHOBAHMSI 32 ChMHEHHE, e ca pammmduimpanu.

(2) UsnenHUTENHATA areHIUs 110 JIeKapcTBaTa MpeanprueMa HeoOXOAMMUTE MEPKH B
CHOTBETCTBHUE C JICJIETHPAHUTE aKTOBE IO all. 1 3a MpeJoTBpaTsIBaHE MMyCKaHETO B OOpalieHne Ha
JIeKapCTBEHH MPOAYKTH, BbBEICHN B EBpOIENCKUS ChI03, HO HEMpeIHA3HAUYEHH 3a ITyCKaHe Ha
na3apa Ha EBponelickus ¢pro3, 32 KOUTO MMa IOCTaThYHO OCHOBAHUS 32 CBMHEHHE, Y€ ca
banmuduumpanu.
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(3) MurHnueckute opranu yBegomsiat AJI 3a BbBEKIaHETO HA TEPUTOPHUATA HA
PenyOnuka beirapust Ha JeKapcTBEHU MPOIYKTH IO all. 1 ¢ orlie] mpeAnprueMaHeTo Ha MEPKH 10
an. 2.

Ui 2726. (Hos - JIB, 6p. 67 ot 2020 1.) (1) [IpuTexkarenure Ha pa3pelieHue 3a
MIPOM3BOJICTBO/BHOC, IPUTEKATEIUTE HA pa3pelieHue 3a yroTpeda, MPUTEKATEIIUTE Ha
paspelleHue 3a napasesieH BHOC, IPUTEKATENIMTE Ha pa3pellieHne 3a ThproBUs Ha €/Ipo ¢
JIEKapCTBEHH MPOJIYKTH, IPUTESIKATEIIUTE HA pa3pelIeHNE 32 ThProBHsI Ha APEOHO C JIGKAPCTBEHU
MIPOJYKTH B aliTeKa U JIeueOHUTE 3aBe/ICHUs] U3BBPILBAT ACHCTBUITA, onpeesieHu B Jlenerupan
pernament (EC) 2016/161.

(2) boarapckara opranu3zanus 3a Bepu@ukanus Ha JeKapcTBara ch3/JaBa 1 yIupaBiisiBa
Hamwmonanen peructsp mo wi. 32, T. 1, 6yksa "0)" ot denerupan pernament (EC) 2016/161,
KOHTO 00cmy»Ba Tepuropusara Ha PenyOnuka boarapus.

(3) (Hom. - 1B, 6p. 16 ot 2024 r., B cmia ot 23.02.2024 r.) IIpaBo Ha 6e3Bb3ME3/ICH U
MPSIK JOCTBII 10 PETUCTHPA MO ajl. 2 ¥ 10 MHPOpMaLHITa, KOATO Ce ChIbPKa B HEr0 UMat
CJIEJHUTE HALlMOHAJIHU KOMIIETEHTHU OopraHu cbhriaacHo wi. 39 ot lenerupan pernament (EC)
2016/161:

1. 3mbiHUTENIHATA areHIUs 10 JIEKapCTBaTa - 3a IeJIUTE Ha YIpaKHsSIBaHE HA HA/I30D
BHPXY (QYHKIIMOHUPAHETO HA PETUCTPUTE U pa3ciieIBaHe IMPU CbMHEHHUE 3a Cllydyad Ha
dammudunrpane, KakTo U 3a HeIuTe Ha (hapMaKoIOTUYHATA OJUTETHOCT HITH
(hapmMaKoenuIeMUOIOTUSATA;

2. MuHHCTEpCTBOTO Ha 3/paBeora3BaneTo, Hanmonannara 31paBHOOCUTYPUTEIHA Kaca
Y CBHBETHT MO wi. 258, an. 1 - 3a nenurte Ha 3arialiaHe Ha JeKapCTBEHU MPOIYKTH C MyOIMYHU
cpencTna.

(4) (Hosa - 1B, 6p. 16 ot 2024 1., B cuna ot 23.02.2024 r.) Uudopmarus ot perucrbpa
IO aJI. 2 ce MPEJ0CTaBs U MPH MOUCKBAHE OT HAIIMOHATHUTE KOMIIETEHTHHU OpTaHu 1o all. 3 B
cpoTBeTcTBUE ¢ [lenerupan perinament (EC) 2016/161, BkirounTeIHO 32 IENIMTE Ha 3aruialiaHe
Ha JIEKapCTBEHU MPOAYKTH C MyOJUYHU CPEJICTBA, KATO ChABPKAHUETO U (hopMaTa Ha
nH(OpMaILIUATA U CPOKBT 32 MPEAOCTABIHETO M CE€ OMpPENEsIT B ChOTBETHOTO HCKAHE.

Un. 2728. (Hos - IB, 6p. 16 ot 2024 r., B cuna ot 23.02.2024 r.) 3a uenure Ha
3arialiane Ha JIGKApCTBEHU MPOAYKTH C MyOIUYHH cpeicTBa MUHUCTEPCTBOTO Ha
3/paBeorna3BaneTo, M3mbIHUTEIHATa areHITus 10 JiekapcTBara, HallmoHamHUAT ChBET 110 IIEHU U
peumOypcupaHe Ha JeKapcTBeHUTE MPOAYKTH, HarmonanHara 31paBHOOCUTYpUTETHA Kaca,
bovarapckaTa opranuzanus 3a Bepudukaius Ha JeKapcTBaTa, MPUTEKATEITUTE Ha Pa3peIlIeHHe 3a
THPrOBHS HA €pO C JIEKAPCTBEHH MPOIYKTH, IPUTEKATEINUTE HA pa3pelIeHne 3a ThProBHUs Ha
IpeOHO C JIKapCTBEHU MPOYKTH, JICUSOHUTE 3aBeIeHHs 110 Wwi. 222, an. 4, T. 1 u 2, IeHTpoBeTe
Y XOCHHUCHTE 110 Wwi. 222, an. 4, T. 3 u 4 u JeueOHHUTe 3aBeIeHus 1o Wi. 222, ain. 6 ocurypsiBat
oTiepaThBHA CbBMECTUMOCT M CBBP3aHOCT 3a aBTOMAaTHU3UPaH OOMEH Ha JAaHHU B MAIIMHHO YETHM
¢dbopMar B peanHo Bpeme Ha HarmonanuaTa 3apaBHOMH(pOpPMAIIMOHHA cCUCTeMa 1o wi. 28T, ai. 1
oT 3aKOHa 3a 37JpaBeTo, CIeluaTu3upaHara eJIeKTpOHHa cucTema 1o wi. 2176, an. 1, peructspa
mo wi. 259, an. 2, 1. 4, uHbopMaIMOHHATa CUCTeMa 10 Wwi. 63, an. 1 ot 3akoHa 3a 3ApaBHOTO
OCHUTYpsIBaHE, CUCTEMATa OT perucTpu 1mo cmuchia Ha [enerupan pernament (EC) 2016/161 u
MH(OPMAIIMOHHUTE CUCTEMH Ha MIPUTEKATENINUTE Ha pa3pellieHre 3a ThproBUs Ha e/Ipo C
JIEKapCTBEHH MPOAYKTH, PUTEKATEITUTE HA pa3pelieHre 32 ThPTOBUsI Ha IPEOHO C JICKapCTBEHU
MPOJYKTH U HAa JiedeOHUTE 3aBefieHus Mo wi. 222, an. 4, T. 1 u 2, HIEHTpOBeTe U XOCIHCHUTE IO UII.
222, an. 4, 1.3 u 4 u neyeOHUTE 3aBeNeHNd 1o Wi. 222, aj. 6.
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Ui 273. (1) YcnoBusiTta v pebT 3a B3eMaHe Ha MPOOUTE, M3BbPIIBAHE HA U3TUTBAHUATA
U 3aIljIalllaHeTO UM CE OIIPENENST B Hapen0a Ha MUHUCTBPA Ha 3]JpaBE0Na3BaHETO.

(2) Ilpu ocriopBaHe Ha pe3yATaTUTE OT U3BbPLICHH JAOOPATOPHU U3NIUTBAHUS CE€ TPABAT
IIOBTOPHU M3MMUTBaHUsA. Te ce U3BbPLIBAT IPU MMCMEHO UCKaHE OT 3aMHTEPECOBaHaTa CTPAHa,
HAIlpaBeHO B 7-IHEBEH CPOK OT JaTaTa Ha IOoJIydyaBaHE Ha Pe3ylTara OT I'bPBOHAYAIHOTO
U3IIUTBaHE.

(3) IloBTOpHKTE U3NMUTBAHUS IO al. 2 CE€ U3BBPIIBAT OT EKCIEPTH, ONIPENEICHU OT
U3IBJIHUTENHUS qupektop Ha MAJL, kouTo He ca yyacTBaju B IbPBOHAYAIHOTO U3IUTBAHE, B
IPUCHCTBHETO HA YII'BIIHOMOLIEH MPEICTABUTEN HA 3aMHTEPECOBaHATa CTPaHa.

Uin. 274. (1) YcinoBusita v peapT 3a OJIOKUpaHE U U3TETIISTHE Ha JIGKAPCTBEHU MIPOIYKTH,
MOKa3aJIi HEChOTBETCTBHE C M3MCKBAHHATA 32 KAYECTBO, 0€30MaCHOCT M €PUKACHOCT, CE
OTIpeIeNIAT B Hapen0a Ha MHHUCTHPA Ha 3JpaBEOIa3BaHETo.

(2) (U3m. - 1B, 6p. 67 ot 2020 r.) YcioBusiTa 1 peAbT 32 YHUII[O’KAaBAHETO Ha
JIEKapCTBEHHUTE TPOIYKTH C€ ONPEACIAT B Hape0a Ha MUHUCTHPA Ha 3/IpaBeONa3BaHETO.

Un. 275. (1) Ilpu ocwiiectBsiBane Ha koHTposaa MAJI npennpuema BCHUKH HEOOXOAUMHU
MEpKH, 3a J1a OCUTYPH MIPABUIIHO BAIMAMPAHE HA MPOIECUTE HAa IPOM3BOACTBO U NPEYHCTBAHE Ha
JIEKapCTBEHH MPOAYKTH, MTOJTyYSHH OT YOBEIIKA KPBB MJIM YOBEIIKA I1a3Ma, IOCTOSTHCTBO B
Ka4eCTBOTO Ha MAPTUIHUTE U TapaHTHPaHE, JOKOJIKOTO TEXHOJIOTHATA MTO3BOJISIBA, OTCHCTBUETO HA
cnenn(uIHa BUPYCHA KOHTAMUHAIIHS.

(2) lIpouzsoaurenute yBepomsBat MAJI 3a MmeToaa, M3M0I3BaH 3a HaMaJIsIBaHE WU
OTCTpaHsBaHE Ha MATOT€HHH BUPYCH, KOUTO MOTAT Ja ObJaT MPEHECEHH Ype3 JIEKAPCTBEHU
MPOAYKTH, OJYYEHU OT YOBEIIKA KPbB MJIM YOBEIIKA IJIa3Ma.

(3) UsneiHUTEIHATA areHIus 110 JIEKapCcTBaTa M3MKATBA MITH H3TIpalla 3a H3IUTBAaHE B
npyra opuiranHa 1adopaTopHs 3a KOHTPOJI Ha JIEKapCTBEHU NMPOoIyKTH B PenyOnuka bbiarapus
WIH B Ipyra Jbp)KaBa WiCHKAa MOCTPH OT HaCUIICH/HEPA3IIAT MPOIYKT U/WITH JIEKAPCTBEH MPOIYKT
3a U3MUTBAHE WIK B X0J1a 3 OLICHKA Ha 3asBJIECHHUE 3a pa3pellaBane 3a ynorpeda mo uwi. 46, an. 1,
T. 2 WJIM CIIe/l U3/1aBaHe Ha pa3pelleHue 3a ynorpeoda.

Un. 276. U3neaaurennust nupektop Ha MAJI cbe 3amoBe; BpeMEHHO cIiupa, OTHEMA,
IpeKpaTsBa WK MPOMEHs pa3pelIeHneTo 3a ynorpeda Ha JIeKapCTBEHUs
MPOAYKT/PETHCTPANNATA, KOTaTO C€ YCTAHOBH, Ye:

1. ©Ma HeroNyCTHMA HEeXKeJlaHa JIEKapCTBEHA peaklus Py MpaBUiiHa yoTpeda, uin

2. TATICBA TepareBTUYHA €PUKACHOCT (TepareBTUIHA e(PUKACHOCT JIUTICBA, KOTATO Ce
yCTaHOBH, Y€ HE Morar Jia Ob/IaT MoJIyueHH 0OSBEHUTE TeParleBTUYHU Pe3yJITaTy Mpu
paspelaBaHeTo My 3a yrnoTtpeoba), uiu

3. CbOTHOILIEHUETO T0JI13a/PUCK € HEOIAronpusATHO MPH MpaBUIIHA yIIOTpeda, Win

4. KONMYECTBEHUT U KAYECTBECHHUAT ChCTaB HA JICKAPCTBEHUS IPOJAYKT HE OTTOBapsT Ha
JeKJIapupaHus [IPU pa3peliaBaHeTo 3a yrnorpeda, uin

5. TaHHUTE OT JOCHUETO MO Wi. 27 - 32 ca HEBEPHU, WU

6. (m3m. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) rTaHHUTE OT TOCHETO MO WiI. 27
- 32 He ca IOIBJIHEHU WM HE ca MPOMEHEHH! ChIVIACHO M3MCKBaHMTA Ha TJIaBa TpeTa, paznen VI,
WIH
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6a. (HoBa - /IB, 6p. 102 oT 2012 r., B cruta ot 21.12.2012 r.) HE ce U3NMBJIHIBAT
yclioBUsITa 1O wi. 55a, 56 unu S56a, win

60. (HoBa - /1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) mpou3BOACTBOTO HA
JIEKapCTBEHHUSI MPOIYKT HE € U3BBPIICHO B CHOTBETCTBUE C OMMCAHMSI HAYMH HA ITPOU3BOJICTBO 10
. 27, an. 1, 1. 7, unm

7. (u3m. - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) He ca U3BBPIIEHU KOHTPOIHU
W3MUTBAHUS UM T€ HE CE€ U3BBPIIBAT B ChOTBETCTBHUE C METOJUTE, MOCOYEeHH B wi. 27, ai. 1, T. 8,
W

8. JaHHHTE BBPXY OMAKOBKATa W/WIIM B JIUCTOBKATa HE ca B CbOTBETCTBUE C OJOOPEHUTE
IIPU U3J]aBAHETO HA Pa3pelIeHueTo 3a ynorpeoa;

9. (moma - /IB, 6p. 71 ot 2008 r., B cmna ot 12.08.2008 r.) mpurexaresaT Ha
paspelnieHure 3a ynorpeda He € H3ITbIHII 33IbJDKEHHATa 110 wieH 45, maparpad 1 ot Permament
(EO) Ne 1901/2006.

Ui 277. (1) U3neaautenausat aupektop Ha MAJL, He3aBUCHMO OT MEpKHUTE 1Mo WiI. 276,
3a0paHsiBa ChC 3aM0BE]] CHAOIIBAHETO C JICKAPCTBEHUS MTPOAYKT M Pa3MOPEXkaa OJOKHPAHETO U
U3TETJISIHETO MY OT Ta3apa, Korarto:

1. (m3m. - 1B, 6p. 102 ot 2012 1., B cwura ot 21.12.2012 1.) ©Ma HEOIMyCTUMAa HEXKeJIaHa
JIEKapCTBEHA peaKkus, Win

2. TUTICBA TEPANEeBTUYHA €PUKACHOCT, WIH

3. (u3m. - IB, O6p. 102 o1t 2012 1., B cuma ot 21.12.2012 1.) CBOTHOIIICHUETO TMOJI3a/PUCK
€ HeOIaronpusTHO, WIH

4. KOTMYECTBEHUSAT U KAaUeCTBEHUAT ChCTAB Ha JIEKAPCTBEHUS MPOIYKT HE OTTOBAPAT Ha
JeKJIapupaHysl IPU pa3pelIaBaHeTo 3a ynorpeda, uiu

5. KOHTPOJIBT Ha JIEKAPCTBEHHUsI MPOIYKT H/MIIM HA CbCTABKUTE U HA MEKTUHHUTE €Taru
OT IIPOU3BOJICTBEHUS MPOIIEC HE € U3BBPILEH, UM HE CE U3ITBIHIBAT U3UCKBAHUSATA, IPH KOUTO €
U3J1aJICHO PAa3pELIEHUETO 3a IPOU3BOICTBO.

(2) M3nbnaurennust qupekrop Ha MAJI Mmoxe na Hanmoxku 3a0paHa 1o aji. 1 1 camo 1o
OTHOIICHHE HA KOHKPETHU MapTUIU OT JIEKAPCTBEHUS TPOAYKT.

UYn. 278. (1) M3nbaaurennusat nupekrop Ha MAJI cbe 3amoBe1 BpeMEHHO CMpa UiH
OTHEMa Pa3peLICHUETO 3a yroTpeda Ha Irpyma UK Ha BCUUKH JIEKAPCTBEHU MTPOYKTH, 38 KOUTO
10 OTHOLLEHUE MSCTOTO UM Ha MPOU3BOJCTBO HE C€ U3IIBJIHABAT U3UCKBAHUATA, IPU KOUTO €
U3J1aJIEHO PA3PEIICHUETO 3a IPOU3BOACTBO.

(2) M3nbanurtennust qupektop Ha MAJL ocBeH MepkuTe 110 wi. 276 MOXeE ChC 3all0Be]
BPEMEHHO Jia CIIpE BHOCA Ha rpyla WJIN Ha BCUUKH JIEKAPCTBEHU MTPOYKTH OT TPETH IbPKaBU
WJIM J1a OTHEME U3/a/IEHOTO pa3pelleHre 3a BHOC Ha TPyIa WIK Ha BCUUKH JIEKAPCTBEHU
IIPOJIYKTH, KOraTo HE ca B CbOTBETCTBUE C U3UCKBAHUATA HA IJ1aBa IeTa.

(3) Usmpnaurenuusat aupextop Ha MAJl ocBeH MepkuTe 10 4. 276 MOXKe ChC 3aM0Be]]
BPEMEHHO Ja CIIPE UJIU J1a OTHEME PAa3pELIEHUETO 3a TPOU3BOJCTBO HA Ipyla UM Ha BCUUKH
JICKApCTBCHU IMPOAYKTH, KOUTO HE Ca B CbOTBETCTBUC C U3MCKBAHUATA HA IJlaBa II€Ta.

Un. 279. (1) 3anoBenute no ui. 276, 277 wnu 278 ce BpbuBaT Ha MpUTEXKATENSA HA
paspelieHrneTo 3a ynorpeda, ChOTBETHO Ha MPOU3BOAUTEINS WA BHOCUTEIIS.
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(2) 3anoBenute 1o an. 1 moanexaT Ha oOKaJIBaHE 1O peaa Ha
AMUHUCTPATUBHOMPOIIECYATHHUS KOJCKC, KaTO 00)KAIIBAHETO HE CITUPA U3ITBIIHEHUETO UM.

Y. 280. (1) IIpu ycranoBsiBaHe Ha HapyIICHUS HAa pa3NopeaOUTe Ha TJlaBa eUHAJIECeTa,
CHOTBETHO Ha Hapeabara 1o wi. 249, m3nbIHUTETHUAT qupektop Ha MAJI pasnopexaa cbe
3aI0Be]] CIUPaHE pa3lpOCTPAaHEHUETO HA peKIaMara.

(2) Coc 3anoBenra o an. 1 nupektopbT Ha MAJI MOXe 1a 3a1bJKU peKIaMoIaTeNs aa
myOJIMKyBa WK 1a pa3npocTpanu chriaacyBano ¢ MAJI onpoBepkeHHe Ha TBHPICHUATA B
pekJamara 4pe3 ChIIUTE CPEJICTBA U B ChUIUSA popMaT U 00eM.

(3) 3amoBenra mo an. 2 MoANIeKH Ha 0OXKaJlBaHE 1O pesia Ha
AJMUHUCTPATUBHOIIPOLIECYATHUS KOACKC.

I'naBa yeTupuHajgecera.
AIMUHUCTPATUBHOHAKA3ATEJIHU PASITIOPEIBHN

Ui 281. (1) (Hom. - AB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r., u3m. - JIB, 6p. 102
o1 2012 r., B cuna ot 02.01.2013 r.) KoiiTo nmpoussexa, BHacs, IpoJaBa, CbXpaHsaBa UIU
npenocTaBs 3a ynorpeda B PemyOnuka bbarapus nekapcTBeHr IPOAYKTH, KOUTO HE ca
pasperieHu 3a ynorpeda, U3BbH ciydante 1o 4i. 8, 9 u 10, KakTo U Tak1Ba C HEYCTaHOBEH
MIPOM3XO0/I, aKO HE TOJISKH Ha IMO-TEXKO HaKa3zaHue, ce HakasBa ¢ rioba ot 25 000 mxo 50 000 ..

(2) CpiioTo HaKa3aHKe ce Hallara v Ha JIMIaTa, KOUTO MPOU3BEXK/IAT, BHACST, MPOIaBaT
WM JIOITyCKaT JAa ce ynoTpebsBar B PenyOnuka bbarapust nekapcTBeHH NPOAYKTH, KOUTO HE
OTrOBapsAT Ha M3UCKBAHUATA Ha JIeHcTBaIIaTa (hapMaKorest U Ha YCIOBUSTA MIPH pa3pelIaBaHeTo
UM 3a ynoTpeoa.

(3) Koraro Hapymenusita o an. 1 u 2 ca CBbp3aHu C HEpa3pelleH! 3a ynoTpeda
JIEKapCTBEHU MPOJIYKTH, ChAbPIKAIM HAPKOTUYHH BELIECTBA, UJIU MPU MOBTOPHOTO UM
U3BBPUIBAHE, aKO ACSIHUITA HE ChCTABIISABAT NPECTBINUIEHNE, PA3PELICHUETO, N31aJICHO 0 pesia
Ha TO3U 3aKOH, CE OTHEMA.

(4) MenuuuHCKU COEUaTUCTH, KOUTO MMPOU3BEXKIAT, IPOIaBaT WIH MIPEIOCTABST
HepaspellleH! 3a ynoTpeda JIeKapcTBeH! MPOIYKTH, Ce JHUIIABaT OT MPaBo Aa yIpaKHABAT
npodecusTa cu 3a CpoK oT 6 Mecela 10 J1Be TOAUHHU.

(5) Hakazanueto 1o an. 4 ce Hajara chC 3a0Be]] HA MUHHCThPA Ha 3]JpaBe0Na3BaHETO
I10 MPEAJIOKEHNE Ha U3IBIHUTENIHNA qupekTop Ha TAJL

Y. 282. (1) KoiiTo mposaa JiekapcTBEHU MPOYKTH B OTIAKOBKU MJIM C JIUCTOBKH 32
ManueHTa, KOUTO He OTrOBApAT Ha U3MCKBAHUATA HAa TO3U 3aKOH, Ce Haka3Ba ¢ rioba ot 750 1o
1500 nB., a Ipy MOBTOPHO U3BBPIIBAHE HA CHIIOTO HapylleHue - ¢ riaoda ot 1500 go 3000 nB.

(2) KoiiTo nponiaBa iekapcTBEHU MPOIYKTH O€3 JTMCTOBKY 3a MallMeHTa, Ce HaKa3Ba C

ro6a ot 750 go 1500 51B., a Tpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYIICHHE - C TJI00A OT
1500 o 3000 nB.
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Y. 283. (1) KoiiTo BHacs, ThpryBa WU MPEIOCTaBs 3a yrnorpeda JIeKapcTBEHU
MPOYKTHU C U3TEKBJI CPOK Ha TOJHOCT, c€ Haka3Ba ¢ rioba ot 10 000 mo 20 000 nB.

(2) Koiiro HapyiiaBa mbpBHYHA/BTOpUYHA OMAKOBKA WJIH MPOJIaBa/TIPEI0OCTaBs
JIEKapCTBEHH MPOJIYKTH C HApyIIeHa MbPBUYHA/BTOPHYHA OMMAKOBKa, C€ HaKa3Ba ¢ 171o6a ot 750
10 1500 nB., a mpu MOBTOPHO HapyIieHue - ¢ rmoda ot 1500 xo 3000 nB.

Ui 284. (1) KoiiTo mpousBexia, BHaCcS WK ThPryBa Ha €ApO C JIEKAPCTBEHU POTYKTH
WM TIPO/IaBa JIGKAPCTBEHU MPOJYKTH, O€3 J]a UMa pa3pelieHne 3a TOBa, ce Haka3Ba ¢ riiobda 50
000 nB.

(2) (Hom. - ZIB, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 1., u3m. - JIB, 6p. 102 ot 2012
r., B cuia ot 02.01.2013 r.) KoiiTo mpousBexa, BHacsS WM ThPryBa Ha €pO C JEKaPCTBEHU
MIPOYKTH UJTU TMPO/IaBa JIEKApCTBEHU MPOJIYKTH B HapyILICHHE Ha U3/IaJICHOTO pa3pellieHue min
MPO/IaBa, ChXpaHsIBa WM MPEIOCTABS JIEKAPCTBEHU MPOYKTH, KOUTO Ca C HEYCTAaHOBEH
MPOM3X0/I, c€ Haka3Ba ¢ ri106a ot 25 000 mxo0 50 000 nB.

(3) (Jom. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r.) B ciydauTe no an. 1 u 2
OpPraHHTE Ha JIBPKABHUS KOHTPOJ CIIUPAT ChC 3aMOBE]T EKCIIOATAIMATA Ha 00CKTA.

(4) 3anoBenra mo aji. 3 MOJUIEKU Ha 0OKajIBaHe 10 peaa Ha
AJIMUHUCTPATUBHONPOLIECYATHHS KOAEKC, KaTO 00KaJIBaHETO HE CIIHUPA U3IIBIHEHUETO M.

Un. 284a. (1) (Hos - [IB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r., mpeauiiieH TeKCT
Ha wi. 284a - ]IB, Op. 67 ot 2020 r.) Ko¥iTo mpousBexia, BHAacs, U3HACS, ChbXpaHsBa, MPOIaBa
WK TpefocTaBs Gammunuuupaly JeKapCTBEHH MPOAYKTH, KAKTO M MOCPEIHUYM IPU TOKYIKO-
npojaxo0aTa Ha pammudUIpaHu JIEKapCTBEHUTE MPOIYKTH, c€ Haka3Ba ¢ riioda ot 25 000 o 50
000 nB.

(2) (Homa - 1B, 6p. 67 ot 2020 r.) Ha nputexaten Ha pa3penieHue 3a Mporu3BOJICTBO
WIN 32 BHOC, IPUTEXKATEN Ha pa3pelleHue 3a yrnoTpeda Win NpuTekaTelsl Ha pa3pelieHue 3a
napaiesieH BHOC, KOMTO He U3IIBIIHU CBOE 3aIbJKCHHE OTHOCHO MOKa3aTeInTe 3a 0€301MacHOCT
Ha JIEKapCTBEHUTE MPOAYKTH, ONIpeIeIeHO B TO3H 3akoH 1M B [lenerupan pernament (EC)
2016/161, ce namara umyriectseHa caukius ot 5000 g0 10 000 11B., a ipu TOBTOPHO
M3BBPUIBAHE HA CHILOTO HapyllIeHUE - UMyliecTBeHa caHkuu ot 25 000 1o 50 000 ss.

Un. 2846. (Hos - [IB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 r.) [Ipurexaten Ha
pa3pelieHue 3a MpoOu3BOJICTBO, KOMTO HE M3MBJIHABA 3abJDKEHUATA cH 110 4i. 160, ce Haka3Ba
umymectseHa cankius ot 5000 no 10 000 nB., a npu NOBTOPHO U3BBPLIBAHE HA CHILOTO
HapyleHue - ¢ umymecrtsena cankius ot 10 000 go 20 000 ns.

Ui 2848. (1) (Hos - [IB, 6p. 102 ot 2012 ., B cra ot 02.01.2013 r., mpeauiiieH TeKCT
ui1. 2848, nom. - /IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r.) [IpuTexkaren Ha pa3pelnieHue 3a
THProBUsl HA €APO C JEKAPCTBEHU MPOIYKTH, KOMTO HE U3ITBJIHABA 3abJKCHUATA CH MO 4. 207,
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an. 1, 7. 1 -3, 1.4a- 14 u an. 2, ce Haka3zBa ¢ umyuiectBeHa cankuus ot 2000 o 5000 niB., a mpu
IIOBTOPHO M3BBPIIBAHE HA CHILOTO HapylIeHUeE - ¢ uMmyiuectseHa cankuus ot 5000 go 10 000 s.

(2) (Homa - 1B, 6p. 84 ot 2018 r., B cmma ot 12.10.2018 r.) [Ipurexxaren Ha
paspeleHue 3a ThproBUs Ha €O C JICKApPCTBEHU MPOYKTH, KOWTO ce CHaO/IsBa C JIEKApCTBEHU
MPOAYKTH OT JIMIA, Pa3JIMuHU OT mocodyeHute B wi. 207, an. 1, T. 4, ce Haka3Ba ¢ UMYIIIECTBEHA
caukuus ot 25 000 mo 50 000 nB., a mpu MOBTOPHO U3BBHPILIBAHE HA CHIIOTO HAPYILEHHUE - C
umyiectBeHa cankuust ot 50 000 mo 100 000 nB.

(3) (Homa - 1B, 6p. 67 ot 2020 r.) Ha mputexaten Ha pa3pelieHre 3a ThProBHs HA €po
C JIGKApCTBEHH MPOAYKTH, KOMTO HE U3MBIHU CBOE 33 IbJKEHUE OTHOCHO ITOKA3aTeIUTE 3a
0€30IMacHOCT Ha JICKQpPCTBEHUTE MPOAYKTH, ONIPEICIICHO B TO3H 3aKOH, B ITO13aKOHOB
HOPMAaTHBEH aKT I10 IIPHJIaraHeTo Ha TO3M 3aKkoH wiH B Jlenerupan pernament (EC) 2016/161, ce
Hanara umyniectBena caukius ot 5000 go 10 000 7iB., a mpu MOBTOPHO U3BBPIIBAHE HA CHIIOTO
HapyuleHue - umyiecrseHa cankuus ot 10 000 go 20 000 ns.

Ui 284r. (1) (Hos - /IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 ., u3m. - JIB, 6p. 103
ot 2020 1., B cuna ot 01.01.2021 r., mpeauiien TekcT Ha 4. 284r - JIB, Op. 16 ot 2024 1., B cuna
ot 23.02.2024 r.) KoiiTo He U3IbIHsABA 3abJDKEHUATA CH 110 WwiI. 68, ait. 1, T. 9, ce Haka3Ba ¢
rio6a B pazmep ot 50 000 1o 100 000 1B., a Mpy MOBTOPHO U3BBPIIBAHE HA CHIIIOTO HAPYIICHUE -
¢ rimo6a B pazmep ot 100 000 mo 150 000 nB.

(2) (Hosa - 1B, 6p. 16 ot 2024 1., B cuna ot 23.02.2024 r.) Ko¥iTo He M3MbIHSIBA
3aIbJDKEHUATA cU 1o wi. 68, an. 1, . 11 mun. 217, T. 6, ce Haka3Ba ¢ 1y100a B pazmep ot 15 000
10 25 000 nB., a Ipu MOBTOPHO M3BBPILIBAHE Ha CHIIOTO HApYLIEHHE - € T7100a B pa3mep ot 25
000 mo 55 000 ns.

Y. 284n. (Hos - /1B, 6p. 84 ot 2018 ., B cuita ot 12.10.2018 r.) KoiiTo u3BbpI1IN N3HOC
Ha JIEKapCTBEHH MPOJYKTH, BKIIOUEHH B CIIUCHKa o wi. 2178, an. 1, ce Haka3Ba ¢ 1100a B
pazmep ot 50 000 mo 100 000 nB., a TpU MOBTOPHO U3BBHPIIBAHE HA CHITOTO HAPYIIIEHHUE - C TII00a
B pasmep ot 100 000 no 150 000 8.

Ui. 284e. (Hos - 1B, 6p. 84 oT 2018 r., B cruta ot 12.10.2018 r., o™. - JIB, Op. 67 ot
2020 r., voB - IB, Op. 103 ot 2020 1., B cmua ot 01.01.2021 r.) KoiiTo HE M3NMBJIHU WK HE
U3ITBJIHU B OIIPEJIETICHUTE B 3aKOHA CPOKOBE 33bJDKEHUETO CH 3a MPEI0CTaBsIHE Ha MH(OpMALIHS
no wi. 2176, an. 3, 1. 1, ce Haka3Ba c rioda B pazmep ot 5000 1o 10 000 1B., a mpu MOBTOPHO
U3BBPIIBAHE HA CHILOTO HapylleHue - ¢ ri106a B pazmep ot 10 000 go 15 000 nB.

Un. 284x. (Hos - /1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 ., ot™. - /1B, 6p. 67 oT
2020 r., HoB - IB, Op. 103 ot 2020 1., B cuuta ot 01.01.2021 r.) Koifto npenocrasu nnpopmanus
o wi. 2176, an. 3, 1. 1 ¢ HEII'BJIHO W/WIIM HETOUHO ChIIbPXKAHME, Ce HaKa3Ba C 1j100a B pa3Mep OT
3000 mo 5000 nB., a Npy TOBTOPHO U3BBHPIIBAHE HA CHIIOTO HApPYILIEHHUE - C IJ100a B pa3Mep OT
5000 mo 10 000 xB.

Ui 2843. (Hos - /1B, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r., u3m. - JIB, 6p. 67 ot
2020 r.) 3a HeM3I'BJIHEHHUE Ha 3aIbJDKEHUATA 110 Wi. 2176, an. 10 Ha U3MBIHUTETHHUS JUPEKTOP
Ha MAJI, cboTBeTHO Ha MrbkHOCTHO Jutie oT MAJL, ce Hanara rio6a B pazmep ot 50 000 mo 100
000 51B., a MpH MOBTOPHO U3BBPILBAHE HA CHIIOTO HapyLIeHHE - r1106a B pazmep oT 100 000 o
150 000 nB.

Un. 284u. (Hos - /IB, 6p. 105 ot 2020 r., B cuna ot 11.12.2020 r.) Ko¥ito u3BbpIim
M3HOC Ha JIEKapCTBEHM MPOTYKTH, BKJIIFOUEHHU B 3aroBeTa 1o 4i. 2171, ce Haka3Ba ¢ 17100a B
pasmep ot 50 000 o 100 000 nB., a Mpu MOBTOPHO U3BBPIIBAHE HA CHIIOTO HAPYIIEHHUE - C T100a
B pazmep ot 100 000 mo 150 000 8.
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Ui 285. (1) KoiiTo Thprysa ¢ geKapcTBEHH NMPOAYKTH 03 cepTuduKar 3a
ocBOOOXKJaBaHe Ha MapTuja, ce Hakaspa ¢ ria06a ot 5000 xo 10 000 nB., a mpu MOBTOPHO
M3BBPIIBAHE HA CHIIOTO HapymeHue - ¢ riaobda ot 10 000 xo 20 000 nB.

(2) (U3m. - [IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) Teproser Ha eapo, KOUTO
JI0CTaBs Ha APOrepHUH JIEKAPCTBEHU ITPOTYKTH, KOUTO CE OTITYCKAT 110 JIEKApCKO MIPEAIINCaHuE, Ce
Haka3Ba ¢ uMmytiecTBeHa cankius ot 2500 1o 5000 nB., a mpu MOBTOPHO HAPYIIEHHUE - C TJI00A OT
5000 no 10 000 8.

(3) KBamudumnupano nuiie, TOMyCHAIO U3BBPIIBAHE HA TIPOAaKOa HA MAPTHIN
JIEKapCTBEHH MPOJYKTH 0e3 cepTu(HKaT 32 0CBOOOKIaBaHe Ha BCsAKA OT/AENHA MapTUaa, ce
HakasBa c ri1o6a ot 2500 o 5000 nB.

Ui 285a. (Hos - 1B, 6p. 60 ot 2011 r., B cuita ot 05.08.2011 r., u3m. - JIB, Op. 102 Ha
ot 2012 r., B cuna ot 21.12.2012 r.) [Ipurexaren Ha pa3pelieHUeTo 3a ynorpeda, KouTo He
YBEJOMU MUHUCTBpA Ha 3/IpaBEoIa3BaHETO 3a IPEYCTAaHOBIBAHE HA POoAaKOuTe 1o ui. 264, ce
Haka3Ba ¢ umyniectBeHa cankius ot 25 000 go 50 000 nB.

Ui, 2856. (Hos - JIB, 6p. 102 ot 2012 r., B cuma ot 21.12.2012 r.) KoiiTo npoussexa,
BHACsI, U3HACS, TIPOJIaBa WM ChXPaHsBa aKTHBHH BEIIECTBA B HAPYIIICHUE HA U3WCKBAHUATA HA
TO3H 3aKO0H, ce Haka3Ba ¢ rio6a ot 10 000 mo 20 000 .

Un. 2858. (Hos - /IB, 6p. 18 ot 2014 r., u3m. - JIB, 6p. 84 ot 2018 ., B cuiia ot
12.10.2018 r.) Koiito n3Hece nekapcTBEHH MPOIYKTH B KOJIMYECTBA, [TO-TOJIEMHU OT KOJIMYECTBATa
no wi. 207, axn. 1, T. 15, OykBa "r", ce Haka3Ba ¢ rioba B pazmep ot 50 000 1o 100 000 nB., a npu
MMOBTOPHO M3BBPIIBAHE HA CHIIOTO HapylieHue - ¢ raobda B pazmep ot 100 000 mo 150 000 nB.

Y. 286. (1) (dom. - /1B, 6p. 84 ot 2018 . (*)) 3a KAMHUYHU U3NUTBAHUS, U3BBPILIEHU B
HapyleHue Ha To3u 3akoH win Ha Pernament (EC) Ne 536/2014, ako u3BBpIIEHOTO HE
ChCTaBJIsIBAa IPECTHIUIEHNE, HA BAHOBHUTE JIMIIA, TONYCHAIN WK U3BBPILNIN TOBA HAPYILIEHUE,
ce Hanara rio6a ot 5000 go 10 000 51B., a mpyU NOBTOPHO JOMYCKAaHE MJIM U3BBPIIBAHE HA CHILOTO
Hapyuienue - riao6a ot 10 000 go 20 000 nB.

(2) Ha MequImHCKy CIeMATUCTH, JOYCHAIU WIIM W3BbPIIMIN HapyIIeHus 1o ai. 1,
MOJKE JIa ce HAJIOKU M HaKa3aHue "NuIIaBaHe OT MPaBo Jia YIpaxkHsABaT npodecusita cu" ot 6
Mecena J10 1B€ TOJUHHU.

(3) Mspkara 1o aJ1. 2 ce Hajara OT MUHHCTBPa Ha 3/{paBeONa3BaHETO M0 MPEI0KEHNE
Ha U3II'BJIHATEIHMS qupekTop Ha MAJL

Un. 287. (1) (Jom. - 1B, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., u3m. - IIB, 6p. 60 oT
2011 r., B cuna ot 05.08.2011 r.) KoiiTo m3BBpIIIBa THProBUs HA APEOHO C JIEKAPCTBEHU
MPOYKTH, O€3 a MMa pa3pelieHune/yaIoCTOBEpEeHUE 3a TOBA, UM padOTH B HApyIIEHUE HA
W3IaJICHOTO MY pa3penieHne/y10cToBepeHue, ce Hakaspa ¢ rioda ot 5000 go 10 000 mnB.
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(2) (Hosa - 1B, 6p. 84 ot 2018 r., B crura ot 12.10.2018 r.) Teproser Ha 1peOHO, KOUTO
JIOCTABH JICKAPCTBEHU MPOJYKTH OT CIMCHKA 1o wi. 2178, an. 1 Ha Thprosel Ha eApo WK HA
JpyTHU JHIa B HApYIICHHE HAa U3UCKBaHUITA HA TO3H 3aKOH UJIM Ha MO/I3aKOHOBUTE aKTOBE 10
HEroBOTO IIpUJIaraHe, ce Haka3Ba ¢ 1100a, CbOTBETHO My €€ Hajlara UMYIIECTBEHa caHKLus oT 10
000 1o 20 000 nB., a mpu OBTOpHO HapyiieHue - ot 25 000 go 35 000 nB.

(3) (IIpenumna an. 2 - JIB, 6p. 84 or 2018 r., B cmma ot 12.10.2018 r.) Hakazanuero mo
an. | ce HaJlara v Ha JIMIIaTa, KOUTO U3BBHPIIBAT THPrOBUS Ha APEOHO B aNTeKa WIH JPOTepPUs
Clie/l IpeKpaTsIBaHe JCHCTBUETO HAa Pa3pelIeHUETO/yI0CTOBEPEHHETO.

(4) (A3m. - JIB, 6p. 71 ot 2008 1., B cuna ot 12.08.2008 r., mom. - JIB, 6p. 60 ot 2011 .,
B cuiia ot 05.08.2011 r., mpeaumna an. 3 - JIB, op. 84 or 2018 r., B cmita ot 12.10.2018 r.)
KoiiTo nponaBa uiau chXpaHsiBa B IpOrepusi JIEKAPCTBEHU MPOYKTH, KOUTO CE€ OTITYCKAT IO
JIEKApPCKO MPEANMUCAHNE WIIM IPOAYKTH U CTOKH ChC 3HAUYCHHUE 32 3JI[PABETO HA YOBEKA U3BBH
oIpeliesieHUuTe B HapeabaTa mo wi. 243, ce Haka3Ba ¢ riiobaTa 1o aji. 1, a mpu moBTOPHO
M3BBPIIBAaHE HA CHIIOTO HAPYIICHHE CE OTHEMA M3aIeHOTO YJOCTOBEPEHHE 32 PETHCTpaLns Ha
JPOTEPUS.

(5) (IIpeaumrna an. 4, u3m. - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cnyuaute
o ain. 1, 2 u 3 opranuTe Ha ABPKABHHUS KOHTPOJ BBPXY JICKAPCTBEHUTE MPOJTYKTH CITHPAT ChC
3aIoBe]l CKCIUIOATAIMTa Ha 00CKTa.

(6) (Ot™. - 1B, 6p. 71 o1 2008 1., B cuna ot 12.08.2008 r., npeaumHa ai. 5, usMm. - /1B,
op. 84 oT 2018 1., B cuna ot 12.10.2018 1.) 3anoBexATa 1o aji. S moajexu Ha oOkKaJIBaHe MO peaa
Ha AJIMUHHUCTPATUBHOIIPOIIECYaTTHUS KOJIEKC, KaTO 00KaIBaHETO HE CIIUPA UIIBIHEHUETO M.

Un. 287a. (Hos - JIB, 6p. 71 ot 2008 ., B cuna ot 12.08.2008 r.) (1) Memununcku
CICTIHAITUCT, KOWTO paOOTH TPH JIMIIA, U3BBPIIBAIIY THPTOBUS Ha JIPEOHO C JICKAPCTBCHH
MPOYKTH, O€3 1a UMaT pa3pelieHne/yI0CTOBepeHue 3a TOBa, ce Haka3Ba ¢ riobda ot 2500 1o
5000 .

(2) Hakazanuero o an. 1 ce Hanara u Ha JuIe o ai. 1, koeto paboTH B anTeka uin
JpoTepus Clie]] MpeKpaTsIBaHe JICHCTBUETO Ha Pa3pelIeHUETO/yI0CTOBEPEHUETO 1.

(3) Ilpu ycraHoBeHM MOBeYE OT JIB€ HAPYIICHHUS MO all. 1 U 2 MUHUCTBPBT Ha
3JIpaBEOITa3BaHETO MOJKE JIa JIUIIHA ChOTBETHUS MEIMIIMHCKH CIICIIUAIMCT OT MPaBo Ja
yIpaxHsIBa MpodecusiTa Ch 3a CPOK JI0 JIBE TOIMHH.

Un. 2876. (Hos - [IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 r., u3m. - /IB, 6p. 67 ot
2020 r.) KoiiTo n3BbpIiBa ThbproBus € JEKapCTBEHH MPOJTYKTH 10 UHTEPHET B HApYyILLIEHUE Ha
M3HMCKBaHUATA HAa TO3U 3aKOH M Ha HapenOara mo wi. 234, an. 6, ce Haka3Ba ¢ 17106a ot 5000 10
10 000 aB.

Un. 288. (1) Teproser Ha ApeOHO ¢ JeKapCTBEHU MPOAYKTH, KOHUTO € J0MyCHal
JeMHOCTHUTE, TOCOYEHH B WI. 219, a ce u3BBpIIBAT OT HEMPABOCIIOCOOHO JIMIIE, C€ HaKa3Ba C
umyiectBeHa cankius ot 5000 xo 10 000 nB., a mpr NOBTOPHO HAPYIIEHUE CE€ OTHEMA
U3J1a/ICHOTO pa3pelleHre 3a ThpProBUs Ha JIpeOHO.
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(2) B ciayuaunte 1o ajn. 1 opranurte Ha JbpPKaBHUS KOHTPOJ CIIUPAT ChC 3aI0OBE]T
EKCIUIOATalMATa HA 00EKTa.

Y. 288a. (Hos - [IB, 6p. 67 ot 2020 r.) Ha nputexxaren Ha pa3pelieHUE 3a ThProBUs Ha
IpeOHO ¢ JIeKapCTBEHU NPOAYKTH B alITeKa, KOMTO HE U3MBJIHU CBOE 33 IBJKEHUE OTHOCHO
MoKa3aTeauTe 3a 0e30MacHOCT Ha JIEKApPCTBEHUTE MPOIYKTH, ONIPEIEIEHO B TO3HU 3aKOH WU B
Henerupan perinament (EC) 2016/161, ce nanara umyiiectBena cankius ot 1000 go 3000 nB., a
IIpY IOBTOPHO U3BBPIIBAHE HA CBHIIOTO HapyLIeHHE - uMyLiecTBeHa caHkius ot 5000 xo 10 000
JIB.

Ui 2886. (Hos - [IB, 6p. 16 or 2024 1., B cria ot 23.02.2024 r.) 3a HEM3II'BJIHEHNE Ha
3aIbJDKEHUATA 110 4. 2720, an. 3 u 4 ce Hajara uMyIecTBeHa cankius B pazmep ot 5000 mo 10
000 1B., a IpY MOBTOPHO U3BBPILIBAHE HA CHIIOTO HAPYILIEHHUE - UMYIIECTBEHA CAHKIIUS B pa3Mep
ot 10 000 mo 15 000 nB.

Y. 289. (1) (ITpenumen tekct Ha wi. 289 - JIB, 6p. 60 ot 2012 1., B cmta ot 07.08.2012
r., u3M. - JIB, 6p. 102 ot 2018 1., B cuma ot 01.01.2019 r.) Kolito mpoaBa JekapcTBeHH
poayKTH 0e3 oOpa3yBaHa WM PErUCTPUpPaHA LI€HA WK 10 LIEHU, Pa3JIM4YHU OT 00pa3yBaHUTE 110
pena Ha TO3M 3aKOH, ce Haka3Ba ¢ 17100a ot 1500 mo 3000 nB., a mpu MOBTOPHO W3BBPIIIBAHE HA
CBIIOTO HapymieHue - ¢ rirobda ot 2500 1o 4000 nB.

(2) (Homa - 1B, 6p. 60 ot 2012 1., B cria ot 07.08.2012 ., u3m. - [IB, 6p. 102 ot 2012
r., B ciia ot 21.12.2012 r., mom. - /1B, 6p. 67 ot 2020 r.) [Iputexaren Ha pa3pemieHue 3a
ynoTpe0a Wi ThProBell Ha €JIpo C JIEKAapCTBEHU NMPOAYKTH, KOUTO HE U3ITBIHU 33IbIKCHHE,
orpezeneHo ¢ Hapeaoara mo wi. 261a, ain. 5, ce Haka3Ba ¢ uMymiecTBeHa cankius ot 5000 go 10

000 nB., a IpH MOBTOPHO U3BBPIIBAHE HA CHIIOTO HAPYIIEHHE - C UMYIIECTBEHA caHKLUA OoT 10
000 mo 20 000 ns.

(3) (HoBa - 1B, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r., ot™. - JIB, 6p. 102 o1 2018
r., B cuna ot 01.01.2019 r., HoBa - JIB, Op. 67 ot 2020 r.) Ha Tbprosern Ha efipo ¢ JIeKapCTBEHU
MPOJYKTH, KOWTO MpoJaBa Ha JIeueOHO 3aBeICHHE JIeKApCTBEHU MPOIYKTH, BKIIIOUEHU B
[To3uTuBHUS JE€KaPCTBEH CIUCHK, HA 1I€HA, TO-BUCOKA OT CTOMHOCTTA, 00pa3yBaHa 1o pea Ha
HapenOara 1o wi. 261a, an. 5, ce Hanara umyniectBeHa cankius ot 3000 go 5000 nB., a npu
MTOBTOPHO M3BBPIIBaHE HA CHILIOTO HapylleHue - umyniecrseHa cankuus ot 6000 mo 10 000 ns.

(4) (HoBa - 1B, 6p. 67 ot 2020 r.) Ha neuebHo 3aBeneHue no wi. 262, an. 6, T. 2, KOETO
3aKyIU JIEKapCTBEHU NIPOAYKTH, BKItOUEHH B [103UTUBHMSI IEKapCTBEH CIIUCHK, HA LI€HA, 110-
BHCOKa OT CTOMHOCTTA, 00pa3yBaHa 1Mo pena Ha Hapeabara mo wi. 261a, an. 5, ce Hanara
nmymectseHa cankius ot 3000 no 5000 5B., a mpy NOBTOPHO U3BBPILBAHE HA CHIIOTO
HapyleHue - umyiecrseHa caakuus ot 6000 1o 10 000 nB.

(5) (Hosa - 1B, 6p. 67 ot 2020 r.) Hapymmenusita o ain. 1 - 3 ce ycTaHOBSIBaT ¢ aKTOBE,
ChCTAaBEHU OT JUTbKHOCTHH JIMIIA, OTPENICIICHH OT MpeJceaTesNs Ha CbBeTa 1mo wi. 258, an. 1, a
HaKa3aTeJIHUTE TIOCTAaHOBJIEHUS CE M3/1aBaT OT IpeJiceaAaTess Ha ChBeTa 1o wi. 258, ai. 1.

(6) (Hosa - 1B, 6p. 67 ot 2020 r.) Hapymenusra 1o ain. 4 ce ycTaHOBSIBaT C aKTOBE,
CBhCTaBEHU OT IIIHKHOCTHHU JIUIIA, OTIPEJEIICHN OT U3ITBIIHUTEIHUS JUPEKTOp Ha M3mbiHuTeTHA
are’ius "MenuIMHCKY HaA30p", a HaKa3aTeIIHUTE MOCTAHOBJIEHUS CE U3/1aBaT OT
M3ITBIHUTENHUS TUPEKTOp Ha M3nbiaHuTenHa areHuus "MenuiuHcku Haazop'.
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Ui 289a. (Hos - IB, 6p. 60 ot 2011 r., B cruta ot 05.08.2011 r.) (1) (U3m. - [IB, 6p.
102 o1 2012 1., B cuna ot 21.12.2012 r., m3m. - IB, 6p. 102 ot 2018 1., B cmuta ot 01.01.2019 1)
KoiiTo paboTtu B HapyiieHue Ha yTBbpACHUTE (hapMaKO-TepaneBTUYHU PHKOBOJICTBA UITU
U3BBPLIBA OLIEHKA HA pPe3yJITaTa OT TEPANUATA B OTKIOHEHUE OT KPUTEpUUTE 110 ui. 259, an. 1, 1.
4, ce HakasBa ¢ ri1o6a ot 1000 go 2000 JiB., a TpU MOBTOPHO M3BBHPIIIBAHE HA CHIIOTO HAPYIICHUE
- ¢ 06a ot 2000 10 3000 nB.

(2) (U3m. - JIB, 6p. 102 ot 2018 1., B cmma ot 01.01.2019 r.) Hapymienusra o ain. 1 ce
YCTaHOBSIBAT C aKTOBE, ChCTABEHH OT JJIBKHOCTHH JIMIA, ONPEEIICHU OT U3ITBIHUTEIHUS
nupekTop Ha M3nbiaHuTenHa arenus "MeauuuHCKy Haa30p", a HaKa3aTEIHUTE MOCTAHOBJICHUS
c€ U3AaBaT OT U3NBJIHUTENIHUSA JUPEKTOp Ha M3nbnHuTenHa areHius "MeauumuHcKku Haaz3op'.

(3) (Homa - 1B, 6p. 67 ot 2020 r.) Koraro npu npoBepkuTe 1o 4. 267a, ai. 2 ce
YCTaHOBU HECHOTBETCTBUE Ha BUJIOBETE U KOJIMYECTBATA JIEKAPCTBEHH MPOILYKTH, KOUTO Cca
MPEINCaHu W/UIK IPUIIOKEHU Ha MallMeHTUTE, C BUAOBETE U KOJIMYEeCTBAaTa JIEKapCTBEHU
IIPOJIYKTH, KOUTO ca OTIYyCHATHU OT arnTekara, M3nbianurenna arenuus "Meauunacku Hagzop”
yBEIOMSIBa OpraHa, KOWTO 3ariaiia ChOTBETHUS JICKAPCTBEH MPOIYKT C MyOJIUYHU CPEJICTBA, a
IIpY JJaHHU 32 U3BBPILEHO MIPECTHIICHUE Ce3Upa KOMIIETEHTHUTE OpPraHu 3a NpenprueMaHe Ha
JIEHCTBHS 1O HAaKa3aTeIHO Mpecie/IBaHe.

Un. 2896. (Hos - [IB, 6p. 67 ot 2020 r.) (1) KoliTo npoBexa eueHune B HapylIeHHE Ha
M3HUCKBaHUsATA 1O WI. 2660, ce HakasBa ¢ ri1o6a ot 1000 mo 3000 nB., a Ipu MOBTOPHO
U3BBPIIBaHE HA CHIOTO HapylieHue - ¢ rioda ot 2000 mo 4000 nB.

(2) Hapymienusita o a. 1 ce yCcTaHOBSIBAT C aKTOBE, ChbCTABEHU OT JTHKHOCTHH JIUIIA,
OTIpe/IeNIEHU OT U3IIBJIHUTEIHUS TupekTop Ha V3mbaHuTenHa areHius "MeauImHCcKy Haa3op', a
HaKa3aTeITHUTE MOCTAHOBIICHUS CE M3/1aBaT OT M3IIBIHUTEITHUS JUPEKTOp Ha M3bIHUTEITHA
are’ius "MenuuMHCKU Haa30p".

Ui 290. (1) (U3m. - [IB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) KoiiTo peknamupa
JIEKapCTBEHH MPOJIYKTH, KOUTO HE ca pa3pelleHu 3a ynoTpeda Mo pesia Ha TO3H 3aKOH, CE HaKa3Ba
¢ rio6a ot 10 000 go 20 000 8.

(2) (Homa - 1B, 6p. 71 ot 2008 r., B cmita ot 12.08.2008 r.) KoiiTo pekiamMmupa mpoyKT,
KaTo My IPUIIKMCBA W/UIIM HACOYBa KbM CBOWCTBA, CBBP3aHM € MPO(PUIAKTHKA, JUATHOCTHKA UITH
JedyeHre Ha 00JIecTH IpU YOBeKa, ce HakasBa ¢ ri1o6a ot 10 000 o 20 000 ns.

(3) (Ilpenumna an. 2 - /1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.) KoiiTo
peKIaMupa JIeKapCcTBEHHU MPOJIYKTH B HapyILIIEHHE Ha TO3H 3aKOH, ce Haka3ga ¢ rioba ot 10 000
10 20 000 nB.

(4) (Ipeaumna an. 3, u3m. - 1B, 6p. 71 ot 2008 r., B cuna ot 12.08.2008 r.)
HakazanusTa o an. 1 - 3 ce Hanarat u Ha JuIaTa, JOMyCHAIU U3TbUBAHETO, MyOIMKYBAaHETO U
Pa3npoCTpaHEHUETO Ha peKiiamara.

Y. 290a. (Hos - JIB, 6p. 71 ot 2008 r., B cuia ot 12.08.2008 r.) MenunuHcku
CHEIUATTUCT WM JIUIE, TPEICTABSINO CE 32 MEUIIMHCKH CTIEITHAIKCT, KOETO U3BBPIIIBA MPSKa
WJIM KOCBEHA pPEeKJIaMa Ha JICKApPCTBEHU MPOAYKTH B TICYATHUTE W/UIIM B €ICKTPOHHUTE MEIHH,
KaKTO M B MHTEPHET, ce Haka3Ba ¢ 17100a ot 1000 1o 5000 nB., a mpu MOBTOPHO HAPYIIIEHUE - OT

3000 mo 10 000 ns..
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Ui 2906. (Hos - JIB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) Kotito u3Bbpiim
JapeHue Ha JIEKapCTBEHH MPOAYKTH B HapylieHue Ha wi. 268a, an. 1, ce Haka3ga ¢ riio6a ot 1000
10 3000 nB., a Mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO HapyIieHue - ¢ rimoda ot 3000 go 5000 nB.

Ui 2908. (Hos - [IB, 6p. 102 ot 2012 1., B crta ot 21.12.2012 r.) [Ipurtexaren Ha
paszpeieHue 3a yrnorpeda, KOWTO MPOBEXK/Ia HCHHTEPBEHIIMOHATHY MPOYYBAHUS B HAPYIICHUE HA
TO3M 3aKOH, c€ Haka3Ba ¢ umyniecrseHa cankius ot 5000 mo 10 000 nB., a mpu MOBTOPHO
U3BBPUIBAHE HA CHILOTO HapylleHue - ¢ uMmyiectseHa cankuus ot 10 000 xo 20 000 .

Y. 290r. (Hos - /1B, 6p. 102 ot 2012 ., B cuna ot 21.12.2012 r.) IIputexaren Ha
paspernieHue 3a ynorpeda, KOHTO He U3IBJIHIABA YCIOBHUATA 10 4. 55a, 56a u 560, ce Haka3Ba ¢
umytiectBeHa caukius ot 5000 xo 10 000 niB., a Tpu MOBTOPHO U3BBPIIBAHE HA CHIIOTO
HapylleHue - ¢ umyiiectsena cankuus ot 10 000 go 20 000 ns.

Ui 290x. (Hos - JIB, 6p. 102 ot 2012 r., B cuna ot 21.12.2012 r.) IIpurexaren Ha
paspernieHue 3a ynorpeda, KONTo He W3MBJIHABA 3abJDKeHUsITa 110 Wwi. 190 - 192, 1946,
1948,1943 u 194u, ce Haka3Ba ¢ umymectseHa cankuus ot 5000 go 10 000 nB., a mpu HOBTOPHO
M3BBPUIBAHE HA CHILOTO HapylleHue - ¢ umyiiectseHa cankuus ot 10 000 o 20 000 .

Y. 290e. (Hos - 1B, 6p. 102 oT 2012 r., B cuna ot 21.12.2012 r.) [Iputexaren Ha
paspelleHue 3a yrnorpeda, KOWTO He U3MBIHIBA 3aAb/KeHHTa 110 4i. 193 u 194, ce HakasBa ¢
umytiectBeHa caukius ot 2000 go 5000 nB., a mpu MOBTOPHO U3BBPILIBAHE HA CHITOTO
HapylleHue - ¢ umymiectseHa cankuus ot 5000 go 10 000 nB.

Un. 291. (1) (Jom. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., gom. - 1B, 6p. 60 oT
2012 7., B cuuta ot 07.08.2012 ., w3m. - [IB, 6p. 102 ot 2012 1., B cmma ot 21.12.2012 r., gor. -
1B, 6p. 84 o1 2018 r., B cuna ot 12.10.2018 r., nom. - IB, 6p. 67 ot 2020 r., u3m. - JIB, 6p. 105
ot 2020 r., B crma ot 11.12.2020 r.) KoraTto Hapymenusita o wi. 281 - 284a, an. 1, . 284r -
284m, 285, 2850, un. 286, an. 1, wn. 287 u 28706, umn. 289, an. 1, un. 289a, umn. 290, wr. 2900, 4.
292 v un. 294 ca u3BbPIICHU OT IOPUIUUECKH JIUIA WU €ITHOJINYHU THhProOBIY, CE€ HalaraT
MMYIIIECTBEHU CAHKIIUH B pa3Mep, He 0-MaTbK OT TPOHHUS pa3Mep Ha MPEABUICHUTE
MUHUMAJTHHA pa3MepH Ha CbOTBETHUTE IJIO0M U HE TIO-TOJISIM OT TPOWHUS pa3Mep Ha
MIPeIBUJICHUTE MAKCUMAIIHU Pa3MepU Ha CbOTBETHUTE TIIOOH.

(2) (Jom. - 1B, 6p. 60 ot 2012 1., B cuna ot 07.08.2012 r.) 3a HapymieHus mo 4wi. 289,
an. | uMyIecTBeHATa CAHKIIMS € B JICBETOPEH pa3Mep Ha HaJIB3eTaTa Cyma, ako Ts Ha/IBUINIABa
MaKCUMAaJTHUS pa3Mep Ha CaHKIUsATA 1o ai. 1.

(3) Hanaranero Ha HMYHICCTBCHA CAHKI WA HEC U3KIII0YBA HAJIAraHETO Ha rio0a Ha
BUHOBHUTC OJIBXXHOCTHH JIMIIA.

(4) Hanaraneto Ha UMYIIIECTBEHU CAaHKIIMH HE U3KJITIOUBA HAJIaraHETO HA MEPKUTE,

npeaABUACHU OTHOCHO HpaBOCHOCO6HOCTTa Ha MCIUIIUMHCKUTC CIICIIUAJIUCTH U KBaJ'II/I(I)I/II_[I/IpaHI/ITe
JIUIA.
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Ui 292. (1) KoiiTo HE M3I'BJIHM pa3nopexaaHe, MpeAnucanie Wik yKazaHue Ha
OpraHUTE Ha JIBP>KaBHUS KOHTPOJ 110 TO3M 3aKOH, U3BBH citydaute 1o wi. 270, an. 1, 1. 2 m ai. 3,
ce HakasBa ¢ ri100a ot 1500 xo 3000 nB.

(2) 3a Hem3IIBIHEHHUE Ha pasnopexaane mo wi. 270, an. 1, T. 2 u an. 3 BUHOBHUTE JIMIIA
ce HakasBar ¢ rioda ot 500 go 1000 nB.

Y. 293. (1) (U3m. - [IB, 6p. 102 ot 2012 1., B cuna ot 02.01.2013 1., u3m. - [IB, 6p. 84
ot 2018 1., B cuna ot 12.10.2018 r.) [Ipu HecnazBaHe Ha YCIOBUSATA, IPH KOWTO Ca U3/1aJICHU
pa3pelieHusTa/y10CTOBEPEHHATA 3a MPOU3BOICTBO, BHOC, TIapajelieH BHOC, ThPTOBHS HA PO U
THProBus Ha JIpeOHO C JIEKapCTBEHU MPOJIYKTH B alTeKa, KaKTo U B ciiydauTe mo wi. 281, an. 1 -
3, wn. 283, an. 1, un. 2848, an. 2 u wi. 287, an. 2 uanbaHuTeHUAT aupektop Ha MAJI uznasa
3aroBe]] 3a TIXHOTO OTHEMAHe.

(2) (U3m. - JIB, 6p. 102 ot 2012 r., B cuma ot 02.01.2013 r., u3m. - JIB, 6p. 84 ot 2018
r., B cuia ot 12.10.2018 r.) Ilpu HecnazBaHe Ha yCIOBUATA, IPU KOUTO € U3/a/I€HO
yIIOCTOBEpPEHHE 32 pEerucTpalus Ha Iporepus, KakTo U B ciaydauTe 1o wi. 287, an. 4 AMpeKTOpbT
Ha choTBeTHaTa P3U u3naBa 3amoBen 3a OTHEMaHE HAa YAOCTOBEPEHHUETO.

(3) Ilpu Hem3MBIHEHUE HA 33 IBJDKEHUETO 32 yBeoMsiBaHe 110 wi. 204, an. 3 3a
IpeKpaTsIBaHe Ha ICHHOCTTA OT CTpaHa Ha ThProBela Ha PO C JIEKAPCTBEHHU MPOITYKTH
M3ITBJIHUTETHUAT qupexTop Ha MAJI u3naBa 3amoBen 3a OTHEMaHe Ha U3aICHOTO pa3pelieHue.

(4) (HoBa - 1B, 6p. 84 or 2018 ., B cuna ot 12.10.2018 r.) IIpn Hen3mbiHEeHNE Ha
M3MCKBAHUATA 32 U3HOC Ha JIEKapCTBEHH MPOJYKTH IO TJaBa JeBera "0" oT Thbprosell Ha e/ipo C
JIEKAPCTBEHU NMPOAYKTH M3IIBIHUTEIHUAT nupekTop Ha MAJI n3gasa 3amoBses 3a OTHEMaHe Ha
pa3pelIeHneTo, KoraTo ThproBeLbT Ha eIp0 U3BBPIINM MOBTOPHO HapylleHue o wi. 2841 u 2858
HJIM KOTaTO CUCTEMHO He M3ITBIHABA 3aAbKeHusITa cu mo wi. 207, an. 1, T. 15.

(5) U3m. - 1B, 6p. 102 ot 2012 1., B cunia ot 02.01.2013 r., npeuiuna an. 4 - 1B, 6p.
84 or 2018 ., B cuna ot 12.10.2018 r.) I[Ipu Hen3mbIHEHNE Ha 3aABKEHUETO 32 YBEAOMSBaHE
o wi. 235, an. 3 3a npekparsaBaHe Ha IEMHOCTTA OT CTpaHa Ha MIPUTEXKATEI HA Pa3pelIeHHE 3a
W3BBPIIBaHE HA THPTOBHS HA APEeOHO C JIEKApCTBEHU MPOAYKTHU U3MTBIHUTEIHUAT AUPEKTOP HA
WNAJI n3znaBa 3amnoBes 3a OTHEMaHE Ha U3AAJAEHOTO pa3pelieHue.

(6) (ITlpenumna an. 5, u3Mm. - JIB, 6p. 84 ot 2018 ., B cuma ot 12.10.2018 1.)
3amoBeauTe 1o ai. 1 - 5 mojyexkat Ha oOkajIBaHe MO pefa Ha A IMUHUCTPATUBHOMPOIIECYATHHS
KOJIEKC, KaTo 00KaJIBAHETO HE CIIHPA U3ITTHEHUETO HM.

Ui 294. KoitTo Hapyiu pa3nopeaduTe Ha TO3U 3aKOH WJIM HapeIOUTe Mo MpUIaraHeTo
My, U3BBH ciaydaute 1o wi. 281 - 293, ce Hakassa c rioda ot 1000 go 3000 nB., a Ipu TOBTOPHO
M3BBPIIBAHE HA CHIOTO HapymieHue - ¢ raobda ot 3000 o 5000 nB.

Ui 295. (1) (U3wm. - JIB, 6p. 98 o1 2010 1., B cuna ot 01.01.2011 1., u3m. - JIB, 6p. 102

ot 2018 1., B cmma ot 01.01.2019 ., u3m. - JIB, 6p. 67 ot 2020 r.) HapymieHusTta mo To3u 3aK0H
C€ YCTaHOBSIBAT C aKTOBE, ChCTABEHU OT JUThKHOCTHH JIUlIA 1Mo wi. 267, ai. 4.
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(2) (Hom. - /1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 ., orm. - IB, 6p. 102 ot 2018
r., B cuia ot 01.01.2019 r.)

(3) (U3m. - [IB, 6p. 98 ot 2010 1., B cmma ot 01.01.2011 ., u3m. - JIB, 6p. 102 ot 2018
r., B ciia ot 01.01.2019 r.) HakazarenmHure MOCTaHOBJICHHS CE M3J]aBaT OT MUHUCThpPA Ha
3/lpaBEeoIIa3BaHETO, OT IJIaBHUS AbPIKABEH 3/IpaBEH MHCIIEKTOP, OT MPEACEATEINs HAa ChbBETA 110
yi1. 258, ai. 1, ot uanbiaaurenaus gupekrop Ha MAJI u ot nupekropute Ha P3U B 3aBUCUMOCT OT
MOAYUHEHHUETO Ha JUThKHOCTHOTO JIMIIE, YCTAHOBUJIO HAPYILIEHUETO.

(4) (Homa - 1B, 6p. 102 ot 2018 1., B cuma ot 01.01.2019 r.) Hakazarenuure
MIOCTaHOBJICHUSI MOJXKE J1a C€ M3/1aBaT ¥ OT APYT'H JIBKHOCTHH JIMIIA, OIIPABOMOIIIEHH OT JIMIaTa
10 ajl. 3, KaTo ImpeceaaTessaT Ha chBeTa o wi. 258, an. 1 Moxe 1a oIpaBOMOIIH JIpYT YWIEH Ha
KOMHUCHSITA.

(5) (Homa - 1B, 6p. 67 ot 2020 r.) Pernonanuure 3ApaBHUA WHCIIEKIIUU YBEOMSIBAT
NAJI 3a chcTaBEHUTE aKTOBE 32 YCTAHOBSIBAHE HA Q/IMHHUCTPATHBHYU HAPYIICHUS U 32 BIIC3ITUTE
B CHJIa HAKA3aTeJIHH MTOCTAHOBJICHUS, U3IaJICHH 10 PeJia Ha TO3H 3aKOH.

Y. 296. CecTaBaHETO Ha AKTOBCTC, N3JaBaHCTO, 00’KaJIBaHETO M U3IIBIHEHUETO HA
HaKa3aTCJIIHUTC TOCTAHOBJICHHUA CC U3BBPIIBAT 110 pCaa Ha 3akoHa 3a AIMUHHUCTPATUBHUTC
HapYUICHU U HaKa3aHU:.

Un. 297. (U3wm. - IB, Op. 84 o1 2018 1., B cuna ot 12.10.2018 r.) (1) B cnyuaute Ha .
281, 282, 283, 284, 285 u 287 Haka3BalMIT OPTaH MOCTAHOBSABA U OTHEMaHE B M0J13a Ha
J'bpKaBaTa Ha JIKApCTBEHUTE NMPOJYKTH - IPEIMET Ha U3BBPIICHOTO HApYIIEHUE, IPH YCIOBUS
U TI0 peJl, onpesiesieH! B 3aKOHa 3a aJIMUHUCTPATUBHUTE HAPYILIEHUS U HAKa3aHUs U B
cboTBercTBUE ¢ Pernmament (EC) Ne 952/2013 na EBponeiickust mapiaameHT u Ha CbBeta oT 9
oktoMBpH 2013 1. 3a ch3gaBane Ha MutHnuecku kojekce Ha Cproza (OB, L 269/1 ot 10
oktomBpu 2013 1.) u Pernmament 3a uznbeianenue (EC) 2015/2447 na Komucusra ot 24 HoeMBpu
2015 r. 3a onpenensiHe HAa TOAPOOHU MpaBHIIA 32 MPUJIATAHETO HA HAKOM pa3mnopeaon Ha
Pernament (EC) Ne 952/2013 na EBponeiickus napiaameHT 1 Ha CbBeTa 3a Ch3/laBaHe Ha
Mutnauuecku kojaekc Ha Cwro3a (OB, L 343/558 ot 29 nexkemBpu 2015 1.).

(2) JlexapcTBeHMTE MPOIYKTH MO all. 1 ce yHHIO)KaBaT IPU yCIOBUATA U O peJla Ha
HapenOara o wi. 274, an. 2.

JlonbJIHUTETHH pa3nopeadu

§ 1. ITo cMuchbiIa Ha TO3M 3aKOH:

1. (m3m. - 1B, 6p. 102 o1 2012 1., B cuna ot 02.01.2013 r.) "AKTHBHO BeuecTBO" €
BCSIKO BEIIECTBO MJIM CMEC OT BEIIECTBA, IPEIHA3HAYEHH 32 U3MOI3BaHe 3a IPOU3BOACTBOTO Ha
JIEKapCTBEH MPOAYKT, KOUTO TP U3IOJI3BAHETO CH B HETOBOTO MPOM3BOJICTBO C€ MPEBPHINAT B
aKTHMBHA ChCTAaBKa HA TO3W MPOAYKT, IpeJHA3HAYCHA 32 YIIPaXKHSIBaHE HAa (PapMaKOIOTHYHO,
MMYHOJIOTHYHO WJIM METaOOJIUTHO JIEHCTBHE C 11€J1 Bb3CTAHOBSIBaHE, KOPUTHPAHE WU TIPOMSIHA
Ha GU3HONOTHYHU (YHKIIMH UITU 32 TIOCTaBsSHE HA METUIIMHCKA JHArHO3a.

2. "BbHUOEKBUBAJIEHTHOCT" € HAJIULIE, KOTaTo JEKAPCTBEHUTE IPOAYKTH ca
(bapMaleBTUYHO €KBUBAJIEHTHH WM (PapMalleBTUYHU alNTEPHATUBHU, U aKO TEXHUTE
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OMOHAIMYHOCTH CJIe]l IPUIIOKEHUE B ChIIaTa MOJIapHa /1032 ca MOJA00HH JI0 TaKaBa CTEIEH, Ye
e(eKTHTE UM 10 OTHOIICHUE Ha ePUKACHOCT U 0€30IaCHOCT Ca ChIIECTBEHO MOA00OHH.

3. "buoHaTMYHOCT" € CKOPOCTTA U CTENEHTa, C KOUTO aKTUBHOTO BEILECTBO MU
TEpareBTUYHO aKTUBHATA MY YacT ce aOCOpOUpaT OT JieKapCcTBeHaTa popMa U CTaBa HATMYHO B
MSICTOTO Ha JieiicTBue. KoraTo 1ekapcTBEHOTO BENIECTBO € MPEIHA3HAYCHO /1a YIIPAKHH
CHCTEMEH TeparneBTHUeH e(peKT, OMOHATMYHOCT 03HaYaBa CKOPOCTTA M CTEIIEHTA, C KOUTO
JIEKapCTBEHOTO BEIIECTBO WM TEPANEBTHYHO aKTUBHATA MY YacCT c€ OCBOOOXK1aBa OT
JeKapcTBeHara popMa 1 IIpeMUHABa B 00IIaTa [IUPKYJIAIHS.

4. (u3m. - 1B, 6p. 84 ot 2018 1. (*)) "bpomrypa Ha u3cienoBarens” e Opourypa Ha
M3CIIeI0BATeIs 10 CMUCHIa Ha WI. 2, maparpad 2, Touka 23 ot Pernmament (EC) Ne 536/2014.

5. "BanuaHa fokyMeHTanus" € JOKyMEHTAIus, KOATO 10 ChbPKaHUE U ITBIHOTA
OTroBaps Ha U3UCKBAHUATA, IPEIBUICHH B OIPE/ICIIeHa IPOLEAYpPa IO TO3U 3aKOH.

6. "BemecTBo ¢ 100pe ycTaHOBEHA ynoTpeda B MEIUIIMHCKAaTa MPAKTHUKA" € BEIIECTBO,
3a KOETO MOTarT Ja ce MPUIIOXKAT CICTHUTE KPUTESPHH:

a) MepUoOAbT 3a JIOKa3BaHE Ha J0Ope yCTaHOBEHATa yroTpeda B MEIMIIMHCKATa MPAKTUKA
€ He Mo-KpaThK OT 10 roguHu OT AaraTa Ha MbpPBaTa CUCTEMATH3UPAHA U JOKYMEHTHpaHa
ynoTpe0a Ha BEIIECTBOTO KaTO JIEKAPCTBEH NMPOAYKT B EBpornelickus ¢bio3 win B EBponeiickoTo
HMKOHOMHYECKO MPOCTPAHCTBO;

0) KOJIMYECTBEHU ACIIEKTH Ha yIoTpedaTa Ha BEIIECTBOTO, KaTO CE B3eMe MPEIBUT
CTEMeHTa Ha yrnoTrpeda B MEUIIMHCKATa MPaKTHKa, CTENIEHTa Ha yroTpeba Ha reorpadcku
MIPUHITUIT U CTENIEHTA Ha MPOCieIsiBaHe Ype3 cucTemMara 3a 0€301acHOCT, BKIFOUUTEITHO
MIPOYYBaHHUS, TPOBEJCHH MPEAH MyCKAaHETO Ha Ma3apa U Clie]] TOBa U MyOJIMKyBaHa HayYyHa
TuTepaTypa 3a enuaeMHUOJIOTHYHH MPOYUYBAHUS U B YACTHOCT CPABHUTEITHU €MUIEMUOIOTTIHA
MPOYYBAHUS;

B) BUCOKA CTEIEH Ha HAY4YEH MHTEpEC KbM yrnoTpebdaTa Ha BELIECTBOTO (Opoii HayuyH!
MyOIMKAIUU) U €MHCTBO B HAYYHHUTE CPE/Id B HAYYHUTE OIEHKH.

7. "Bropu4Ha onakoBka' € OMakoBKaTa, KOSTO HE BJIM3a B HEMTOCPEICTBEH KOHTAKT C
JIEKapCTBEHUS TIPOTYKT.

8. (m3m. - /IB, Op. 84 ot 2018 1. (*)) "BBb3noxuren" e CHOHCOp MO CMUCHJIA HA YJI. 2,
naparpad 2, rouka 14 ot Pernament (EC) Ne 536/2014.

9. "I'eHepuyeH JeKapCTBEH MPOAYKT' € JIEKapCTBEH MPOAYKT, KOWTO MMa €IMH U ChII]
Ka4yeCTBEH M KOJIMYECTBEH ChCTaB 110 OTHOLICHNWE Ha aKTUBHHUTE BEIECTBA U ChIATa
JexapcTBeHa (hopma Kato peepeHTHHSI JIEKApCTBEH MPOAYKT, 1 OMOSKBUBAJICHTHOCTTA MY C
pedepeHTHHUS IeKapCTBEH MPOAYKT € JA0Ka3aHa C MOJIXOASIIN U3UTBAHU 32 OMOHAIMYHOCT.
PaznuynuTe nepopaiinu sekapcTBeHU GopMu ¢ HE3a0aBHO OCBOOOXKIaBaHe ce CMATAT 3a €/1Ha U
chblia JekapcTBeHa ¢popma. PaznuunuTe conu, ecTepu, eTepu, U30MEpU, CMECH OT U30MEPH,
KOMIUIEKCH WJTH JIEPUBATH Ha aKTHBHO BEIIIECTBO CE CMSATAT 3a CHIIOTO aKTUBHO BEUIECTBO, OCBEH
aKo Te ce pa3uy4aBaT 3HAUYUTEIHO MO CBOSITa O€30MaCHOCT U/WIH €(UKACHOCT.

10. (u3m. - [IB, 6p. 84 ot 2018 1. (*)) "['maBeH uscienoBaTen" € riiaBeH U3clea0BaTeN
10 CMUCHJIA Ha Wi 2, maparpad 2, Touka 16 ot Pernmament (EC) Ne 536/2014.
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11. "lepuHupana nHeBHa 103a" € cpelHa JHEBHA MO IbpIKAIIA 1032 OT JaJIeH
JIEKapCTBEH MPOJIYKT, KOSTO CE MpHUJIara nmpu Bh3pacTHU MO OCHOBHOTO MOKa3aHUE Ha
JIEKapCTBEHUSI POIYKT.

12. (m3m. - [IB, 6p. 84 ot 2018 r. (*)) "HobOpa kimHUYHA MpaKTHKA" € 100pa KIMHUYHA
MpakTHKa 10 CMKCHJIA Ha WiI. 2, maparpad 2, Touka 30 ot Permament (EC) Ne 536/2014.

13. "JloOpa nmabopaTopHa MpakTUKa'" € CHCTeMa OT MEXTYHAPOIHO IPU3HATH ITpaBuja
10 OTHOLLIEHHUE HA yCIIOBUATA 32 IVIAHUPAHE, IPOLIECUTE HA OPTaHU3UpaHe, U3BBbPILIBAHE,
mpociesBaHe U JOKYMEHTUPaHE Ha JIa0OpaTOPHUTE U3IMUTBAHMUS.

14. "J1oOpa mpou3BoACTBEHA MTPAKTHKA" € CUCTEMa OT MEKAYHApOIHO OM3HEC MPU3HATH
MpaBmIIa, KOSTO 00XBaIla BCUYKU CTPAaHU Ha MPOU3BOACTBOTO - IEPCOHAI, TOMEUICHHUS,
CbOPBIKEHUS, MaTepUAIIH, JOKYMEHTALIMSI, KAUECTBEH KOHTPOJI, U UMa 3a LIeN J1a OCUTYpH
6e30MmacHOCT, e(h)UKACHOCT U ChOTBETCTBUE ChC CIICIU(DUKALIUAITA.

15. (mom. - JIB, O6p. 71 ot 2008 ., B cruta ot 12.08.2008 r.) "IbpxkaBa uieHka" e
IbpKaBa - WieHKa Ha EBponeiickus chio3 WK IbprKaBa - cTpaHa 1o Crnopa3zyMeHHETo 3a
EBporeickoTo MNKOHOMUYECKO MPOCTPAHCTBO.

16. "Etuker" e nua(popmMaius BbpXy IbpBUYHATA HJIM BTOPUYHATA OMTAKOBKA HA
JIEKapCTBEHUSI TPOAYKT.

17. "IMyHOJIOTUYEH JI€KapCTBEH MPOAYKT" € JIEKAPCTBEH MPOAYKT, KOMTO ChIbpKa
BaKCHUHU, TOKCUHHU, CEPYMH WJIH ajepreHu. B o6xBaTa Ha BAKCMHUTE, TOKCUHUTE U CEPYMUTE
BJIM3AaT areHTH, KOUTO CE U3MOI3BaT /a Ch3aAaT aKTUBEH UMYHUTET WX J]a YCTAHOBAT
CbCTOSIHME Ha UMYHUTET, WJIU J1a IPEAU3BUKAT aCUBEH UMYHHUTET. AJIEpreHUTE ca JIEKAPCTBEHU
MPOJIYKTH, KOUTO ca IpeJIHA3HAYeHU J1a UACHTU(ULUpPAT WM CTUMYIUpAT crienupuyHa
1[eJIEHAaCOY€Ha MPOMSHA B UMYHOJIOTMYHHS OTTOBOP KbM aJIeprHyU€H areHT.

18. "U3cneasane 3a OMOEKBUBAJIEHTHOCT" € KIIMHUYHO U3MUTBAHE, C KOETO CE LEIN A
ce JJOKaXke, 4e JiBa JIEKapCTBEHU NMPOJyKTa ca OMOEKBUBAJIEHTHH, aKo Te ca (papMaleBTUYHO
€KBUBAJIEHTHU WU (apMalleBTUYHO aITEpHATUBHU, U KOraTo OMOHAIIMYHOCTUTE UM CJe]T
IIpUJIarale B ChIaTa MOJIAPHA J103a €a CXOAHH JI0 CTEIEH, KOSTO € YCIIOBUE 32 EKBUBAJICHTHU
e(uKacHOCT 1 OE30MaCHOCT.

19. "Uscneasane 3a OMOHAIMYHOCT" € KIMHUYHO U3IUTBAHE, C KOETO C€E IEJIN /1A CE
MOKaXKe KaKBU Ca CKOPOCTTA U CTETEHTA, IPY KOUTO aKTUBHOTO BEIIECTBO WK TEPAIIEBTUYHO
3Ha4YMMaTa yacT OT U3MUTBaHMS JEKapCTBEH MPOAYKT JIOCTUTAT OT JIeKapcTBeHaTa (hopma B
CHUCTEMHOTO KpBbBOOOpaIllEHUE.

20. (u3m. - IB, 6p. 84 ot 2018 r. (*)) "M3nuTBaH JeKapCTBEH MPOAYKT" € U3MUTBAH

JIEKapCTBEH MPOJIYKT 110 CMUCHIA Ha Wil 2, naparpad 2, Touka 5 ot Pernmament (EC) Ne
536/2014.

21. (m3m. - JIB, 6p. 84 ot 2018 1. (*)) "UscnenoBaren" e u3cienoBaTels Mo CMUCHJIA HA
ui1. 2, maparpa¢ 2, touka 15 ot Pernament (EC) Ne 536/2014.

22. (u3m. - IB, 6p. 84 ot 2018 r. (*)) "Undopmupano crriacue" e HHGopMUpaHo
chIJIacHe M0 CMUCHIA Ha 4. 2, maparpad 2, Touka 21 ot Pernmament (EC) Ne 536/2014.

23. "Kut" e BCSKO BEIIeCTBO, KOETO OOMKHOBEHO MpPE/H yIoTpeda ce pa3TBaps,
CYCIIEHANPA, pa3pek/a Wik KOMOMHUPA C PAJHOHYKIIUAN, B PE3YNITAT Ha KOETO Ce IMOJTydaBa

TOTOBUSAT paAUOAKTUBCH JICKAPCTBCH MMPOAYKT.
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24. (m3m. - JIB, 6p. 84 ot 2018 1. (*)) "KnuHNYHO M3NMUTBAaHE Ha JIEKAPCTBEH MPOAYKT'" €

KIMHAYHO U3MUTBAHE MO0 CMHUCHIIA Ha il 2, maparpad 2, touka 2 ot Pernament (EC) Ne
536/2014.

25. "KnuHu4yHO mpeauMCTBO" € 3HAYMTEIHO TEPANEBTUYHO WIIM TMArHOCTUYHO
MPEIUMCTBO Ha €/IMH JIEKAPCTBEH MPOIYKT B CPABHEHUE C JIGKAPCTBEH MPOIYKT, KOMTO Beue e
MOJIy4rJI pa3pelieHre 3a ynorpeoa.

25a. (HoBa - 1B, 6p. 84 or 2018 ., B crna ot 12.10.2018 ., u3m. - /1B, 6p. 84 ot 2023
r., B ciia ot 06.10.2023 r.) "KondaukT Ha nHTEpecu" € KOH(GIMKT Ha HHTEPECH 10 CMUCHIIA HA
rjiaBa ocMma, paszaei I ot 3akoHa 3a IpOTUBOIECHCTBUE HA KOPYILUATA.

26. (ot™m. - JIB, Op. 84 ot 2018 1. (*))

27. "JIucToBKa 3a malMeHTa" € JMCTOBKA, ChAbpIKalla HHPOPMALUs 3a TOTPEOUTEIs,
KOSITO CHIIPOBOXK/IA JIEKAPCTBEHUS MTPOIYKT.

27a. (HoBa - [IB, 6p. 71 ot 2008 1., B criia ot 12.08.2008 r., u3m. - /1B, 6p. 102 ot 2012
r., B cuia ot 21.12.2012 r.) "JlekapcTBeH NMPOIYKT 3a MOJIEpHA Tepanus" € JIeKapCTBEH MPOAYKT,
ompeneneH B wieH 2 ot Permament (EO) Ne 1394/2007 na EBponetickus mapiameHT u Ha ChBeTa
ot 13 noemBpu 2007 . OTHOCHO JIEKAPCTBEHUTE MPOAYKTH 32 MOJIEpHA Tepanus 1 3a U3MECHEHHE
Ha JlupextuBa 2001/83/EO u Ha Pernmament (EO) Ne 726/2004.

276. (uoBa - IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) "JlekapcTBeH IPOAYKT 3a
ChCTpajaTeaHa ynorpeda' e JekapcTBeH MPOIyKT 3a NajlMaTUBHA yIoTpeda 10 CMHUCha Ha Wil
83, maparpad 2 ot Pernmament (EO) Ne 726/2004 na EBponeiickus napiameHT u Ha ChBera.

28. "JlekapCTBEH MPOJYKT, IOJIY4YEH OT YOBEILIKA IJIa3Ma WM OT YOBEIIKa KPbB' €
JIEKapCTBEH MPOAYKT, IPOU3BEJIEH OT YOBEUIKH KPBBHU ChCTABKHU U YPE3 METO]I, BKIFOUBAII]
MPOMHUIIUIEH Tporiec. KbM TX ce oTHAacAT anOyMuH, UMYHOTJIOOYIIMHY, KOArylnupamy Gpakropu u
aHTUIIPOTEA3H, PA3TBOPU Ha MJIa3MEHU NPOTEUHH, APYTH IJIa3MeHH (PpaKky WK KOMOMHAIUN
OT TSIX.

29. "JlekapCcTBEH MPOAYKT, IpeJHA3HAUEH 3a JeUueHHEe, NPOPHUIAKTHKA U JMarHOCTHKA
Ha peKu 3a00isIBaHus" € MPOIYKT, KOUTO:

a) e MpeHa3HavEeH 3a IMarHOCTHKA, IPOQUIAKTHKA U JICUeHHE Ha
YKHBOTO3aCTpaIIaBaIy 00JIECTH WM MPOTPECUBHO MPOTHYAIIN XPOHUYHH 3200JIIBaHUS, KOUTO
3acaraT He nosede oT 5 Ha 10 000 yoBeka Ha TepuTOpUATA HA CTpaHATa, WIN

0) e mpeHa3HAYEH 3a JUArHOCTHUKA, MPOPUIAKTHKA U JIEYEeHUE Ha
KMBOTO3acCTpalIaBaly 00JECTH U Ha CEPUO3HO YBPEKIAIH 3/IpaBETO XPOHUUHHU ChCTOSHUS
(3a001s1BaHUS C BUCOK JIs1J1 Ha OOJIECTHOCBBp3aHaTa HepabOTOCIIOCOOHOCT M MHBAJIUHOCT) U ca
MPUIIOKEHU JOKA3aTEeNICTBA, Ye MPoAakOaTa Ha MPOAYKTa HE OCUTYPsIBa 3370BOJIUTEIIHA
BB3BPBIAEMOCT, KOSITO JIa ONpaBiae HeOOXOIMMHTE HHBECTHIIMA 332 HAYIHOHM3CIICAOBATEIICKA H
pa3BoiiHa eiHOCT, 0€3 1a UMa CTUMYJIM 32 Ch3JaTelsl Ha MPOAYKTa, U

B) KOTaTO HsIMa 3aJJ0BOJIUTENICH METO/ 32 TMAarHOCTUKA, MPO(HUITAKTHKA WM JICUYCHHE Ha
CBHOTBETHOTO ChCTOSIHUE, WIIM aKO UMa TaKbB METOJ, MIPEUIOKEHUAT JICKAPCTBEH MPOAYKT UMa
3HAYUTEITHO ITOBEYE MPEANMCTBA OT HETO M I10J13a 33 3aCETHATHTE OT TOBA ChCTOSHUE.

30. "JlexapcTBeHa opma" e moaxoAdIIa 32 MpUEMaHe CTPYKTYpPa, ChbpKalia
aKTHBHOTO BEIIECTBO (BEIIECTBA), KOSTO MOKE JIa BKIFOYBA MJIH J]a HE BKIIFOYBA TOMOIIHU
BEIIIECTBA, [TOJIyYyeHa Ype3 MpujlaraHe Ha Onpe/iesieHH TeXHOJIOTHYHHU OIepallui, OCUTypsiBalla
KemaHus jieueOeH eeKT u CTaOUITHOCT MPU ChXPaHEHHUE B CPOKA HA TOTHOCT.

31. (u3m. - JIB, Op. 71 ot 2008 r., B cuma ot 12.08.2008 r.) "JIune, ycTaHOBEHO Ha
TEPUTOPUSTA HA IHPKaBa WICHKA" € MpaBeH CyOeKT, perUCTPUPAH IO TPAKIAHCKOTO WU
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THPrOBCKOTO 3aKOHOZATEJICTBO Ha JIbPrKaBa WICHKA WM Ch3/IaJICH MO CHJIaTa HA HOPMAaTHBCH
aKT, KOMTO MMa CeJAIIUIIE U apec Ha YIPaBJICHUE B JbpKaBa WICHKA WM B Abp)KaBa - CTpaHa
o CriopazymeHuneTo 3a EBporelckoTo HKOHOMHYECKO TIPOCTPAHCTBO.

32. "Marucrpanna peuentypa" e npeanucanue 3a JEKapcTBEH MPOIYKT, U3TOTBEH B
anTeKa Mo MpeaucaHue Ha MEITUITMHCKH CIICIIMAIKMCT WK 110 YTBBPCHA PElenTypa,
npeaHa3HaueH 3a OMpeIesIeH MaIHeHT.

33. "Mex1yHapO/IHO HETIATEHTHO HAaUMEHOBaHUE" € MPenopb4aHOTO HAUMEHOBAHNE Ha
aKTHUBHOTO BEIIECTBO, 0/100peHo u myonukyBano ot C30.

34, "MeauuuHCKU CIIENUAIUCTH" ca JIEKapH, JICKapH IO JeHTAJIHA MEAUIMHA,
MarucThp-hapManeBTH, MEIUIIUHCKA CECTPH, AKYIIEPKU, METUITUHCKHY JTa00paHTH, (eamep u
ITOMOIITHHK-(apMaIeBTH.

35. "MeaMIMHCKN THPrOBCKU MPEICTaBUTEN" € JUIlE, IPEMHUHAIIO CIIeUATHO 00yueHue
Y TIPUTEKABAIIO HAYYHH MO3HAHUS 32 MPEJOCTABSHE HA TOYHA U IIBJIHA MHPOPMAIIUSI OTHOCHO
JIEKapCTBEHUSI IPOJIYKT, KOMTO peKiiaMupa.

35a. (moBa - IB, Op. 1 ot 2014 1., B cwta ot 03.01.2014 r.) "MeaumuHCKO
npenanvcanue” e mpeanucaHye Ha JIGKApCTBEH MPOAYKT WIM Ha MEAUIIMHCKO U3JIeNNe, U3aIeHO
OT JIMIIE, KOSTO YIIPaXXKHIBA peryIrupaHa MeIUIMHCKA rpodecus mo cvuchia Ha § 1, T. 1 oT
JOMBIHUTETTHUTE pa3nopedu Ha 3aKoHa 3a MpU3HaBaHe Ha NMPodecuoHAHN KBAIU(DUKAIIMY U
KOETO MMa 3aKOHHOTO TPaBO Jia IIPABU TOBA B IbprKaBaTa WICHKA, B KOSTO CE U3/aBa
MEIULHUHCKOTO MPEANCaHHE.

36. (ot™m. - JIB, Op. 84 ot 2018 1. (*))

36a. (voBa - /IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r.) "MpexoBa u
nH(pOpMaIMOHHA CUTYpHOCT" € 3amuTaTa Ha HHGOpMAIIUsATa OT HETIPABOMEPEH WIIH CITy4aeH
JOCTBII, U3MO0JI3BaHE, IPABEHE IOCTOSIHUE HA TPETHU JIUIA, IPOMSHA UM YHUILIOKaBaHE.

37. "HaumeHOBaHME Ha JIEKApPCTBEH NPOAYKT" € NUMETO, JaJIeHO Ha MPOIyKTa, KOETO
Moke J1a Obje:

a) cB00O0IHO M30paHO UME (THPTrOBCKO HUME);

0) (u3m. - IB, 6p. 12 ot 2011 1., B cuna ot 08.02.2011 r.) 061mIonpueTo 3aeaHO ¢
THProBCKaTa MapKa MM UMETO Ha MpHUTEeXaTessl Ha pa3peleHUeTo 3a ynoTpeoa;

B) (u3m. - IB, Op. 12 ot 2011 r., B cuna ot 08.02.2011 r.) HayuyHO MME 3a€]THO C
THProBCKaTa Mapka WM UMETO Ha MPUTEeXATeNsd Ha pa3pelIeHueTo 3a ynorpeoa.

37a. (HoBa - 1B, 6p. 67 ot 2020 r.) "Hayunu nmoka3zaTtencTBa" ca KOHKPETHH
MEIULMHCKU W/WIM HAYYHH JJAaHHU, TOJIy4YeHH OT U3BbPIIEHH KIMHUYHU U3MUTBAHUS, U/WIN
JaHHU, TOKa3BaIly 0€30MacHOCTTa M e(PUKACHOCTTA Ha JIEKAPCTBEHUS MPOIYKT, KOUTO ca
nyOJIMKYBaHH B HAYYHH WU3JIaHMsI, HAIIMOHATHYU WM MEXTyHAPOAHU IPOTOKOJIU 32 JICUEHUE UITH
TOKJIa/IM 32 OIIEHKA Ha 3[JPaBHUTE TEXHOJIOTHH.

38. "Hayuna nutepatypa" € myOnukanus/myOoInKaluy Ha pe3ysTaTH OT HayYyHH
W3CIIeIBAHMS B CIICIIMATTM3UPAHN MEXKITYHAPOIHH HAYYHH WU3IAHHSL.

38a. (noBa - IB, Op. 84 o1 2018 r., B cuna ot 12.10.2018 r.) "HenocTur Ha ekapcTBEH
MPOAYKT" € HEJOCTUT'BT Ha JIEKAPCTBEHH TPOIYKTH, BKIIOYECHU B [[03UTHBHHUS JIEKapCTBEH
CIHMCHK, YCTAHOBEH Ype3 CHelMaln3ipaHara eleKTpoHHa cucTeMa 1o pea Ha wi. 2176.

39. "HoBO aKTHUBHO BelecTBO" €:
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a) XUMHUYHO, OMOJIOTUYHO WK paanodapMalieBTHYHO BEIECTBO, KOETO He € OUJIo
paspeleHo 3a ynorpeda Karo JIeKapCTBEH NPOAyKT B EBponelickus chio3;

0) uzomep, cMeC OT U30MEPH, KOMILIEKC WU JIEPUBAT, WIIH COJI HA XMMUYHO BEIIECTBO,
KOETO € OMJIO pa3pelIeHo 3a ynoTpeda KaTo JeKapCcTBEH MPOAYKT B EBporeiickus cbio3, HO ce
pa3nuyaBa Mo OTHOILIEHUE HAa O€30MacHOCTTa U e()UKACHOCTTA CH OT MPEAUIIHO Pa3pelIeHo
BEIIIECTBO;

B) OMOJIOTMYHO BEIIECTBO, KOETO € OMJIO pa3pelieHo 3a ynorpeda KaTo JeKapCTBEH
npoayKT B EBponeiickus cbi03, HO € ¢ pa3inyHa MOJIEKYJIHA CTPYKTYPa, C Pa3InyeH MPOU3XO0J MO
OTHOIIICHHE HAa U3XOHMS MaTepHall WX € TIOJYyYeHO Ype3 pa3iinueH MPOU3BOICTBEH MPOILIEC;

r) pagrodapManeBTHYHO BEIIECTBO, YHUTO PATUOHYKIIUIAN UIH MOJIEKYJIHH BPBH3KU
(CHOTBETHO JIMTaHAM ), KOUTO HE ca OMIIM pa3peleHH KaTo JeKapCcTBEeH NpoAyKT B EBpornelickus
CbHI03, MJIM MEXaHU3MbBT 33 CBbP3BAHE B JIBOIKA HAa MOJICKYJIUTE M PAJIUOHYKIHIUTE HE € OMIT
paspelieH B EBponeiickus cbro3.

40. (m3m. - JIB, 6p. 84 ot 2018 1. (*)) "Hexenano cp0uTne" e BCsika HeOIAronpusaTHA
MIPOMSIHA B 3[I[PaBHOTO ChCTOSIHHME, HAOI0JaBaHa MPU IpUjIaraHe Ha JIEKapCTBEH MPOAYKT Ha
MAIMEHT, KOATO HE € HEMPEMEHHO NMPUYMHHO CBBhpP3aHa C TOBA JICUCHHUE.

41. (m3m. - JIB, 6p. 102 o1 2012 ., B cunma ot 21.12.2012 r., u3m. - JIB, Op. 84 ot 2018 1.
(*)) "Hexxenana nekapcTBeHa peakuus' € BCEKH HEXellaH U HEMPEABHUICH OTTOBOP KbM
JIEKapCTBEH MPOIYKT. BumoBeTe HeXkenaHu JeKapCTBEHH PEAKIUU ca:

a) (u3m. - [1B, 6p. 84 oT 2018 r. (*)) "HeouakBaHa" - HEXKENaHA JICKAPCTBEHA PEAKIINS,
KOSITO HE € TI0COYEHA B KpaTKaTa XapakTEepUCTUKA HA MPOAYKTA WM YMITO XapakTep, TEKECT UIH
M3XO0J] HE OTTOBapAT Ha MMOCOYEHUTE B KpaTKaTa XapaKTepUCTUKA Ha MPOYKTA;

0) "mogo3upana - HeXKeIaHa JIEKapCTBeHA PEaKIus, 3a KOSTO ChOOIIUTEISAT UITH
MIPUTEKATENAT HAa Pa3pelIeHueTo 3a ynorpeda mpearnoiara, 4e iMa Bb3MOKHA IPUINHHO-
CIIEJICTBEHA BpB3Ka C MPUEMaHHUsI IEKAPCTBEH MPOJIYKT;

B) "cepro3Ha" - BcekM HEOMaronpusaTeH epekT BbpXy 3/IpaBHOTO ChCTOSIHUE, KOMTO €
CTaHaJl MPUYUHA 332 CMBPTEH U3X0/1, HEMOCPEACTBEHA OMMACHOCT 3a KUBOTA, XOCTIUTATH3AIIHS UITH
yIbIDKaBaHE CPOKa Ha XOCHHUTAIM3AINS, 3HAYNTEIHU WM TPAWHU YBPEKTAHUS, HHBAIHIA3AIIS
Y BPOJICHU aHOMAJIHH;

') KOMOMHAIMK MeX Ay peakuuu o Oyksu "a", "6" u "B".

42. "Obmonpuero ume" e MeXTyHapOJHOTO HEMATEeHTHO HAUMEHOBAaHUE Ha
JIEKapCTBEHOTO WK MOMOIIHOTO BeriecTBO (INN), mpenopruano ot C30; ako HAMA TaKoBa, ce
u3noi3Ba umMeTo B EBporneiickara ¢apmakories, ako ¥ TaM JIMIICBA - APYro GpapMakoneiHo uMe;
KoraTto HsiMa (papMaKoIeitHO UMe, ce U3I0JI3Ba OOMYAHHOTO MTPHUETO UME.

42a. (HoBa - [IB, 6p. 102 ot 2012 1., B cuma ot 21.12.2012 r.) "OcHOBHA JOKYMEHTAIUS
Ha CHCTeMara 3a IMpoCiIe/sBaHe Ha JIeKapcTBeHaTa 0e30MmacHOCT" € MoApoOHO ONMCaHue Ha
cUCTeMara 3a poCIIe/IIBaHe Ha JIeKapCTBEHATa 0€30MacHOCT, H3MOJI3BaHa OT MPUTEKATENS Ha
pasperieHune 3a ynorpeda 1mo OTHOIICHHE Ha €/IWH HITM TIOBEYe pa3pelieHu 3a yrnorpeda
JIEKapCTBEHH MPOTYKTH.

420. (voBa - 1B, 6p. 48 ot 2015 r.) "Ornenka Ha 3ApaBHUTE TEXHOJIOTHHU" €:

a) popma Ha monUTHKA B 00J1acTTa HA HAYYHUTE U3CIIEIBAHUS, KOSTO MPOYyYBa
KPaTKOCPOYHUTE M JBJITOCPOYHHUTE PE3YNITAaTH, CBbP3aHU C MIPHUJIAraHEeTO Ha 3[JpaBHUTE
TEXHOJIOTHH, U UMa 3a 1]l 1a IPeI0CTaBh HH(OpMAIIHsI OTHOCHO alITEpHATUBHUTE 3JPaBHU
CTpAaTeTHH,

0) MyITUAMCIUILTUHAPHA JEWHOCT, KOATO CUCTEMAaTHYHO OLIEHSBA TEXHUUYECKUTE
XapaKTEPUCTUKU, O€30MaCHOCTTA, KIIMHUYHATA €(PUKACHOCT ¥ €pEKTUBHOCT, PA3XO/INUTE,
CTOMHOCTHATa €()eKTUBHOCT, OPTraHU3AIMOHHUTE, COIUATHUTE, TIPABHUTE U €TUYHUTE MOCIICTUITI
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OT MPHUJIATaHEeTO Ha JIEKaPCTBEHU MPOJIYKTH B 3/IpaBEOIa3BaHETO U ce (POKycupa BbPXY
CTOMHOCTTA - KJIMHUYHA ¥ UKOHOMHYECKA, KaTO aHATU3bT € CPABHUTEIICH CIIPSMO
ChILIECTBYBAIllaTa WK Hali-100paTa KbM MOMEHTA aJITepPHATUBA.

42B. (HoBa - /IB, O6p. 67 ot 2020 r.) "Odunmanna nadbopatopus 3a KOHTpoI'" €
naboparopusi, KOSTO U3BbPIIBA JIAOOPATOPHU U3NUTBAHUS HA JIEKAPCTBEHU MTPOIYKTH OT UMETO
Ha KOMIIETCHTHUTE PEryIaTOPHHU OPTraHU B H3IbJIHEHUE HA ChOTBETHU HAI[MOHATHH U3WCKBAHUS
U € He3aBUCUMa OT MPOU3BOAUTEIUTE U MIPUTEkKATEIINTE Ha pa3pellieHus 3a ynotpeda Ha
JIEKapPCTBEHH MPOTYKTH.

43. "I[Taptuna" e onpeAaeaeHOTO KOJIMYECTBO OT JIEKAPCTBOTO, TPOU3BEACHO ChITIACHO
yCTaHOBEHA BH3MPOU3BOIUMA TEXHOJIOTUYHA CXEMa, OCUTYPSIBAIlla HEOOXOAMMUSI TAPTUACH
XOMOT€HUTET MO OTHOIIEHHE HAa U3UCKBAHUTE KOHTPOJIHU MOKA3aTEIH.

43a. (HoBa - 1B, 6p. 102 ot 2012 r., B cmna ot 21.12.2012 r.) "[1nan 3a ynpasnenue Ha
pucka" e moipoOHO OMUCAHKE HA CHCTEMaTa 3a yIpaBJIeHHUE Ha PUCKA.

44. "TlonabprkaHe Ha pa3pelIeHUETO 3a ynoTpeda Ha JIEKapCTBEH MPOAYKT" BKIIOYBA
BCUYKH HEOOXOJUMH JIEHHOCTH C OTJIE]] MO AbP)KaHe Ha aKTyaJeH PErucTpaliOHeH CTaTyC Ha
JIEKapCTBEHHS MTPOAYKT, BKIFOUUTEITHO U MPOCIIEIIBAHETO Ha JIGKAPCTBEHATa O€301acHOCT.

44a. (noBa - [IB, 6p. 48 ot 2015 1.) "[lonabpxaHe Ha peMMOypCeH cTaTyc" € OlleHKa Ha
JIEKapCTBEH MPOIYKT Bb3 OCHOBA HA JIOKA3aTEJICTBA 332 €PUKACHOCT, TepaneBTHYHA e(h)eKTUBHOCT,
0€30MMacHOCT U aHAIN3 Ha (hapMaKO-UKOHOMHUYECKH IMOKa3aTeu.

45. "Tlonza" e MOJOKUTEIICH Pe3yaTaT/TepaneBTUIHA e(h)UKACHOCT HA JICKAPCTBCHHUS
MIPOJYKT 3a OTAENTHUS MallMeHT, TpyIia OT MalueHTH WK 3a o0mectBoTo. KonnuectBenara
OLIEHKA Ha OYaKBaHATa IM0J13a BKJIFOYBA MPUOIM3UTEIIHO N3YMCICHHE HA BEPOSATHOCTTA 32 TO3H
MOJIOKUTETICH PE3yINTaT.

46. (m3m. - JIB, 6p. 102 ot 2012 r., B cuna ot 02.01.2013 r.) "[TomorHo BemecTBo" €
BCSKA ChCTaBKa Ha JICKAPCTBEH MPOAYKT, Pa3inyHa OT aKTUBHOTO BEIIECTBO U OMAKOBHYHHUS
MaTepuall.

47. "[locTMapKeTHHIOBO IpOy4YBaHe" € BCAKO MPOyUYBaHe, MPOBEXK/IaHO NP yroTpeda
Ha JICKApCTBEHUS MPOAYKT B PAMKHUTE Ha 0JI00peHaTa KpaTka XapaKTepUCTHKA Ha MPOIYKTa B
nepuoja cies pa3peliaBatie 3a ynorpeoa.

47a. (noBa - [IB, 6p. 102 ot 2012 1., B cuma ot 02.01.2013 r.) "[locpennuyecTBo B
o0JacTTa Ha JIeKapCTBEHUTE MPOIYKTH" ca BCHUKH JCHHOCTH, KOUTO UMAT 3a I1eJ1 CKIII0YBaHe Ha
JIOTOBOP 32 MOKYIKa WM MPoJiaxk0a Ha IEKapCTBEHU MPOAYKTH, C U3KIIOYCHHE HAa ThPrOBUSATA HA
€/1p0, KOUTO HE BKIIIOYBAT (PU3NYECKO IBbPKAHE U KOUTO CE U3pa3saBaTr B JOrOBApsSHE HE3aBUCUMO
1 OT UMETO Ha JAPYro IOPUIUIECKO WIH (PU3UUECKO JIUIIE.

48. (u3m. - IB, 6p. 102 ot 2012 1., B cuia ot 21.12.2012 1.) "[locTMapKeTHHTOBO
poy4BaHe 3a 6€30MacHOCT" € BCAKO MPOYYBaHE, CBbP3aHO C pa3pelleH 3a yrnoTpeda JIeKapcTBeH
MIPOJYKT, IPOBEXKAAHO C 1IeJl 1a ce UACHTU(ULIMpPa, XapaKTepu3upa UiIu ONpe/ey CTeNeHTa Ha
pHUCKa IO OTHOIIIEHHE Ha 6€301MacHOCTTA, J1a CE MOTBBPIM MPOGUITbT HAa 6€30MaCHOCT Ha
JIEKapCTBEHMSI MPOTYKT WJIM Ja ce MpeleHn e(eKTUBHOCTTa Ha MEPKUTE 3a yIpaBlIeHUE HA
puckKa.

49. "TloTeHIMaIeH CEpUO3€H PHUCK 3a 3/IPABETO HA HACEJIEHUETO" ChIIECTBYBA, KOraTo €
HaJIMIIE BUCOKA CTETICH Ha BEPOSATHOCT yIoTpedaTa Ha JIEKapCTBEH MPOIYKT J1a MPEIU3BUKA
HEOTCTPAHNMHU, HETIOTIPABUMH M HEOOPATUMH HETaTUBHH MOCeACTBUsA. [IpoiiechT Ha orleHsIBaHEe
UICHTH(UIMPA OTTACHOCTTA OT MPUUMHSIBAHE HA BPEIH 32 3[[PaBETO HA HACEICHUETO U
JEHCTBUTEITHOTO M €KCTIOHUpaAHE MPH MMHUpOKaTa ynorpeda Ha mpoaykTa. CEpHO3HUAT PUCK 3a
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3/IpaBeTO B KOHTEKCTa Ha yrnoTpeda Ha olpeiesieH JIEKApCTBEH MPOIYKT MOXKe /1a ObJie peLeHeH
MIPU CIICHUTE YCIIOBHSL:

a) eUKaCHOCT - JaHHUTE, IPEJICTABEHH 3a TepaneBTUYHATA €(PUKACHOCT 10 OTHOILICHUE
Ha MPeII0kKEHOTO TOKa3aHue/TIOKa3aHus, Ha peAJIoKeHaTa 1ieJieBa rpyna/Tpynu MaueHTy  Ha
IpeioKeHaTa J03MPOBKa, MOCOYCHH B MMPOEKTA Ha JIMCTOBKATA 32 MAI[UEHTA, HE 3aIUTaBaT
HAYYHO B ITBJIHA CTETICH MPETCHUUUTE 332 €(PUKACHOCT;

0) 6e30MacHOCT - OLIEHKaTa Ha JAHHUTE OT MPEIKINHUYHATA
TOKCUYHOCT/(hapMaKOJIOTUIHATA OE30MACHOCT U KIIMHUYHA OE30IMaCHOCT HE MOKE Ja 3aIlUTH
yOeIUTEHO 3aKITI0OYEHUETO, Y€ BCUUKH MMOTEHI[MAIHU CTPAaHH 3a 0€30MacHOCT MO0 OTHOILIEHHE Ha
1eJIeBaTa rpymna/Tpymny MaueHTy ca TOYHO M U3YepIIaTeTHO OTPA3eHH B MPEJIOKEHATa JINCTOBKA
3a ManueHTa Uiy abCoJII0THATA CTETIeH Ha PUCK € HEMPUEMJINBA;

B) KQUeCTBO - MMPEUIOKCHUAT HAYMH Ha MPOU3BOACTBO U KOHTPOIHUTE METO/IA HE MOTAT
Jla TapaHTUpAaT JIUIICa Ha ChIECTBEH JAe(PEeKT B KAYECTBOTO Ha MPOIYKTa, KOUTO MOXeE Ja ce
oTpa3u Ha 06e30MacHOCTTa U/WH e(hUKACHOCTTA HA TIPOIYKTA;

') CbOTHOIIIEHHE TI0I3a/PUCK - OI[EHKaTa Ha ChOTHOIICHUETO MOJI3a/PHUCK €
HeOJaronpusaTHA, IPEIBHU]] XapaKTepa Ha HACHTU(DUIIUPAHUS PUCK/PUCKOBE U HA MIOTCHIIMAIHATA
T0JI3a 3a MPEAIOKEHOTO TTOKa3aHUe/IoKa3aHus U 1ieJieBaTa rpyna/Tpymny MalnueHTH.

50. "TIpencraButen Ha JIMIIETO O Wi. 26, ajl. | WK HA TPUTEXKATEI HA Pa3pEIICHHE 3a
ynotpeba" e jiuile, ycTaHOBEHO Ha TepuTopusaTa Ha PemyOnuka bearapus, onpeneiaeHo ot
JUIIETO 1O WI. 26, ai. | Win OT mpUTeKaTeNs Ha pa3pelIeHueTo 3a yrnorpeda J1a ro mpeacTaBisBa
IpeJl peryJaTOpHUTE OpraHu Ha Teputopusta Ha PenyOnuka boarapus.

51. "[IpuemauBoO HUBO Ha OE30MACHOCT" € HAJIUIIE, KOTaTo MPEICTaBEHUTE JIAHHU CE
IpUeMart MpH CTaTUCTHYECKH JIOCTOBEpHa 0€30MaCHOCT CIOpe] KIMHUYHU U3MUTBAaHUS,
MIPOBE/ICHU B CHOTBETCTBHE ¢ JJoOpara KIIMHUYHA TPaKTHKA.

52. "IIpon3BOACTBO Ha JIEKApCTBEH NPOAYKT' ca BCUUKH ONEpPAlliy, CBbP3aHU C
Ha0aBSHETO HA MAaTEPHAIUTE, TAXHOTO 00pabOTBaHE IIPH MPOU3BOJICTBEHHUSI MPOIIEC,
BKJIFOYMTEIHO ONIAaKOBAHE M €TUKETHpaHe, KaUeCTBEHHUAT KOHTPOJI, OCBOOOXK/1aBaHETO Ha
nmapTUaaTa, CbXpaHeHue, eKCIeIMPane U CBbP3aHMAT C T€3U ONEePaliy KOHTPOJL.

53. (u3m. - JIB, Op. 84 ot 2018 1. (*)) "[IpoTOKO0J Ha KIMHUYHO U3MUTBAHE" € TPOTOKOI
10 CMHCHJa Ha wi. 2, maparpad 2, touka 22 ot Pernament (EC) Ne 536/2014.

54. "Tlyckane Ha ma3apa" € pa3npOCTPaHEHHUETO Ha JICKAPCTBEHUS MPOIYKT B
ThProBCKaTa Mpeka Ha TepuTopusTa Ha PenyOnuka bearapus u3BbH IUPEKTHUSA KOHTPOJ HA
MIPUTEKATENS HA pa3pelIeHneTo 3a yrnorpeoda.

55. "I[IppBUYHA ONaKOBKa" € OMaKOBKaTa, KOATO BIM3a B HEITOCPEICTBEH KOHTAKT C
JIEKapCTBEHHSI TPOIYKT.

56. "PagnodapmarnieBTHK" € T€KapCTBEH MPOAYKT, KOMTO, KOraTo € TOTOB 3a ynotpeoa,
ChJIbPIKa €IMH WJIM N10BEYE PAJUOHYKINIMU (paAMOAaKTUBHU N30TOIHN ), BKIOYEHH ¢ MEAUIIMHCKA
en.

57. "PanuoHyKJInJIeH reHeparop” e BCsKa chucTeMa, KOsITO BKIII0UBa (PUKCUPAaH MaTepeH
PaAMOHYKIIN, OT KOMTO Cce Moty4aBa IbIIepeH paJuoOHYKINI, KOUTO ce OTAeNs Ype3 eayupaHe
WK Ype3 APYrH METOH U Ce U3I0JI3Ba B paguodapMaleBTHK.

58. "PangnonyknuaeH npekypcop” € BCEKH IpYyr paIHOHYKIU, IPOU3BENIEH 3a
paZMoaKTHBHO MapKHpaHE HA JPYTO BEIIECTBO HEMOCPEACTBEHO NPEAN BbBEKIAHETO MY B
OpraHusMa Ha MalueHTa.
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59. "PacTutelieH JIeKapCcTBEH MPOAYKT" € JIEKapCTBEH MPOIYKT, KOUTO ChAbPKA KaTO
JIEKApCTBEHH BEIIECTBA €IHO WJIM MIOBEYE PACTUTEIHH BEIIECTBA, UJIA €IUH WM IOBEUE
pacTUTENTHU Mpenaparty, UK €HO WK IOBeUe PaCTUTEIHU BELIECTBA B KOMOMHAIUS C €IUH WU
MOBEYE PACTUTEIIHU MIpENapaTu.

60. "PactuTenHu BeliecTBa'" ca OCHOBHO PACTEHMS UJIM YaCTH OT PacTEHUsI, BOJOPACIIH,
'bOU, JIUIIeH, KOUTO Ca IIeJId, HAUyIIeHH WM Haps3aH!u, ¥ Ce U3IMO0JI3BAaT B HEOOpaOOTEHO
CbCTOSIHUE, OOMKHOBEHO B U3CYILIEH BUJ, HO MOHSAKOra U mpecHu. Hsikou ekcynaTu, KOUTO HE ca
OuIH MoI0kKEeHU Ha cnenuduyHa 00padoTKa, ChIO Ce OTHACAT KbM PACTUTEIHUTE BEIIECTBA.
PactuTennure BemecTsa TpsiOBa Jja ca ¢ TOYHO OMpeiesieH0 OOTAHUYECKO HAYYHO HAMMEHOBaHUE
Ha pacTEHUsITa, OT KOUTO MPOU3X0XKIAT, ChIIIACHO OMHOMHUHAIIHATA cHCTeMa (POJI, BU, BAPHUETET
1 aBTOD).

61. "Pactutenen npenapat" € mpoIyKThT, KOUTO C€ MOTy4yaBa Cie/ eKCTPaKIUs,
JeCTUIIAINS, U3CTHCKBaHe, PpakiMOHUpaHe, IPEeYrCcTBaHe, KOHIIEHTpalus Wi GpepMeHTalus Ha
PACTUTEIHOTO BEIIECTBO. PaCTUTETHUAT Ipemnapat MoXKe /1a ObJie ChI0 CTPUTH WIH pa3NpallieHu
PaCTUTETTHU BEIeCTBA, THHKTYPH, EKCTPAKTH, ETEPUYHH Macia, MpepaboTEeHU paCTUTEIIHU
TEYHOCTH/COKOBE.

62. "Penku 3a0omsBanus" ca 3a00JIIBaHUATA, KOUTO CE€ XapaKTEPU3UPAT C YeCTOTa Ha
pasnpocTtpaHeHue He mo-Bucoka ot 5 Ha 10 000 qymiu oT HaCeIEHHUETO.

63. "PetdepeHTeH geKkapcTBEH MPOIYKT" € JIEKapCTBEH MPOIYKT, pa3pelieH Mo peaa Ha
4I. 23 B ChOTBETCTBHE C U3UCKBAHUATA HA W 27.

64. (u3m. - JIB, 0p. 67 ot 2020 1.) "PedepenTHa croitHOCT 3a neduHMpaHa THEBHA 1032"
€ Hali-HHCKaTa CTOMHOCT 3a Jie(puHUpaHa THEBHA [103a, ONpe/ieieHa Ha Oa3aTa Ha CTOMHOCTHUTE 3a
neuHUpaHa JHEBHA /103a Ha JIGKAPCTBEHUTE MPOAYKTH 110 MEXTYHAPOIHO HETATEHTHO
HAaMMEHOBAHHE ChC ChOTBETHATA JICKApCTBEHA (hopMa.

65. "PedepeHTHa CTOMHOCT Ha TepaneBTUYEH Kypc" € Hall-HUCKaTa CTOHHOCT Ha
TepaneBTHYEH KypC, ONpeieieHa Ha 0a3a CTOMHOCTUTE Ha TEpalleBTUYEH KypC Ha JeKapcTBaTa
10 MEXIyHapOJHO HEMIAaTeHTHO HAUMEHOBaHME ChC ChOTBETHATA JieKapcTBeHa (hopMma.

66. "Puck npu ynotpebara Ha JeKapCTBEH MPOAYKT" €:

a) PUCK 3a 3/[paBeTO Ha MallMeHTa WIK PUCK 3a 3[JpaBETO HAa HACEJIEHUETO, KOUTO €
CBBP3aH C KaYeCTBOTO, 0€30MacHOCTTAa MU €(pUKACHOCTTA Ha JIEKAPCTBEH MPOJIYKT;

0) pUCK OT HEXeJTaHu ePeKTH BbPXY OKOJIHATA cpejia.

67. "Cepuo3Ho HexenaHo chOuTHe" € Besika HeOaaronpusTHa IPOMsIHA B 3[paBHOTO
ChCTOSIHUE, KOSITO € CTaHala MIPUYKHA 32 CMBbPTEH U3XO0J], HEITOCPEICTBEHA ONACHOCT 3a )KUBOTA,
XOCHUTAIN3ALMS WU YABJKaBaHE Ha CPOKA HA XOCIUTAIIN3ALINS, 3HAYUTEIHU WIN TPaliHU
YBpEXIaHUs, MTHBAJIMIN3AIUS U BPOJACHU aHOMAJIUU.

68. "Cepruduxat 3a 0cBOOOXk/1aBaHEe Ha MapTHIA" € TIOKYMEHT, KOHTO ce u3aBa oT
KBJIM(UIIMPAHOTO JTUIE HA TPOU3BOIUTEIS MM Ha BHOCUTEIS 32 BCAKA OT/ENHA MapTUaa U
BKJIIOYBA M3MCKBAHUATA B ChOTBETCTBHE ChC CNEUU(UKALUATA, KAKTO U BCUUKH PE3YNITATH OT
M3MUTBAHUATA 32 OCBOOOKJaBAaHETO Ha MapTUAATA.

69. "Ceprudukar 3a JOIBIHUTENHA 3aKpWiIa" € JOKYMEHT, KOWTO MpeaoCTaBs
JOMTbTHUTEITHA MTaTEHTHA 3aKpUJIa Ha JIEKApCTBEHUS IPOAYKT Hali-MHOTO 5 TOJIMHU CIIe] 1aTaTa
Ha U3TUYAaHE HA OCHOBHUS MATEHT.

69a. (HoBa - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 1.) "Cucrema 3a yrpaieHue
Ha pUCKa" € cUCTeMa OT MEPKH U JISHHOCTH 3a MpOCIIeAsiBaHe Ha JIeKapCcTBeHaTa 6€30MacHoCT,
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MpeHa3HauYeH! 3a UIeHTUUIIpPaHe, XapaKTepu3upane, MpeJoTBpaTsIBaHE WM CBEXIaHE /10
MHUHHMYM Ha PUCKOBETE, CBbP3aHU C JIEKAPCTBEH MPOAYKT, BKIIFOUMTEIHO OL[EHKA Ha
e(EeKTUBHOCTTA Ha TE3U ACUHOCTH U MEPKHU.

696. (voBa - /IB, 6p. 102 ot 2012 1., B cra ot 21.12.2012 1.) "Cucrema 3a
IpocJieisBaHe Ha JIeKapcTBeHaTa 0e30MmacHOCT" € CUCTeMa, U3IM0I3BaHa OT IpUTEeXaTels Ha
paspernienue 3a ynorpeba u or MAJI 3a u3nbIHeHNE Ha 3aJ]a4UTe U OTTOBOPHOCTHUTE IO TJIaBa
ocMa, IipeJHa3HaYeHa 3a OChILECTBsABaHE HAOII0IeHNE Ha O€30IIaCHOCTTa Ha pa3pelleHuTe 3a
ynorpe0a JIeKapCTBEHU NPOAYKTH U 32 OTKPHBAHE Ha BCSIKA IIPOMSHA B CbOTHOLLIEHUETO
10J13a/PUCK.

698. (HoBa - /IB, 6p. 84 o1 2018 r., B cuina ot 12.10.2018 r.) "Cucremuo" e
HapYILICHUETO, U3BBPILICHO TPU WJIH IMOBEYE IIbTU B €IHOTOAMILEH CPOK OT BIM3aHETO B CUJIA HA
II'bPBOTO HAKAa3aTEJIHO MOCTAHOBJIEHUE, C KOETO HA HAPYLIUTEINS C€ Hajlara HaKka3aHue 3a ChLIOTO
10 BHJI HapYIICHHUE.

70. "CrnemurHu orpaHMYUTEITHA MEPKH 32 O€30MacHOCT" ca BpeMEHHU MPOMEHH B
nH(popManuaTa 3a IpoAyKTa M0 OTHOILIECHUE Ha €HA WJIH IMOBEYE YacTH OT KpaTKaTa
XapaKTepUCTHKA Ha MPOJIYKTa, IIOKAa3aHUsl, HAYMH Ha MPHJIOKEHHUE, TIPOTUBOIIOKA3aHUS 1
MIpeIyNpexaCHUs, KOUTO ca pe3yiTar OT HoOBa HH(opMaIus, cBbp3aHa ¢ Oe3onacHaTa ynorpebda
HAa JIEKapCTBEHUS IPOAYKT.

71. "CnonTanHO choOIICHHE" € JOOPOBOJHO M3MPATEHO CHOOIICHHE 3a MO03UpaHa
He)XeJlaHa peaklys Mpu yrnoTpedara Ha JIEKApCTBEH MPOAYKT /10 IPUTEkKATENs Ha pa3pelieHneTo
3a ynotpe0a, 10 OpraHu 3a HAA30p BHPXY JEKAPCTBEHUTE MPOIYKTH UITH JI0 IPYTH OpPraHu3alluu,
KOETO HE IPOM3JIM3a OT IPOYUYBAHE WIH Jpyra OpraHu3upaHa cucTema 3a CbOMpaHe Ha
uHpopMaus.

72. "Cpok Ha rOJTHOCT Ha JIEKapCTBEH NPOAYKT" € HHTEPBAIBT OT BpEME, B KOMTO, aKo Ce
ChXpaHsBa MpY NPEIMUCAHUTE YCIOBHS, IEKAPCTBEHUAT MPOIYKT OTIOBAps HA U3MCKBAHUATA HA
crenuguKanusaTa, pazpadoTeHa Bb3 OCHOBA Ha U3CJIEABaHMS 3a CTAOMIIHOCT Ha HIKOJIKO MapTUAU
0T roToBaTa popma.

73. (u3m. - JIB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 r.) "ChoTBETCTBAI JIEKAPCTBEH
MPOJYKT HA PACTUTENICH JIEKAPCTBEH MPOIYKT" € MPOAYKT, KOMTO ChABPKA €AHU U CHILU
aKTUBHU BEIIECTBA, HE3aBHCUMO OT ChCTaBa HA IIOMOIIIHUTE BEIECTBA, IPEHA3HAUEH € 3a €/lHa
U ChIIA 1IeJl, C eKBUBAJIEHTHO KOJIMYECTBO Ha JIEKAPCTBEHOTO BEILIECTBO/BEIIECTBA, U C €JHA U
ChIlIa I03UPOBKA, U ChC CHIIUSA WIK 0100€H BT HA BbBEXK/IaHE KaTO MPOIyKTa, 3a KOWTO €
MO/IaJICHO 3asiBJICHUE.

74. "CpoO1ieHue 3a He)KeNaHa JeKapcTBeHa peakius' € JOKyMeHTUpaHa nHpopMaius
3a eJJHa WU TIOBeUe MOJ03UPaHN HEXKETIaHU PeaKkllid, CBbP3aHU ¢ yIoTpedaTa Ha eNH WU
MOBeYe JIEKApCTBEHU MPOAYKTH OT €IUH MallMeHT. 3a 3a4MTaHe Ha BAJIMIHOCTTA HA ChOOILIEHUETO
3a HeXellaHa JICKAPCTBEHA peakIlysl ca HE0OXOJUMU MHHIUMYM JaHHU 32 UACHTHPHUIHpPaHE HA
CHOOITUTENS (MHUIMAINA WU aApec, WK Mpodecus/CIeIUaTHOCT), Ha MarrueHTa (MHAIHAINA UITH
BB3PACT, UJIU JIaTa Ha pakJaHe, WK TI0JT), Ha HeXKeJlaHaTa Peakius/cChO0uTre U Ha MO03UpaHus
JIEKapCTBEH MPOIYKT.

75. (u3m. - JIB, 6p. 84 ot 2018 1. (*)) "CrlrecTBeHa NpoMsiHa B IPOTOKOJIA HA
KJIMHUYHOTO U3MUTBaHE" € ChIIECTBEHA MPOMSHA M0 CMHUCHJIAa Ha WiI. 2, maparpad 2, Touka 13 ot
Pernmament (EC) Ne 536/2014.

75a. (noBa - IB, Op. 102 ot 2012 1., B cuia ot 21.12.2012 r.) "ChliiecTBEHN NPOMEHHU B
MIPOTOKOJIa HA HEMHTEPBEHIIMOHATHO TOCTMAaPKETUHTOBO MPOYy4BaHe" ca MPOMEHH, KOUTO
MOBJIMSIBAT Ha O€30MaCHOCTTa, (PU3MUECKaTa I IICUXUYecKaTa HETPUKOCHOBEHOCT Ha
MAIMEHTUTE WM Ha PE3yATATHTE OT MIPOYYBAHETO M TAXHATA UHTEPIIPETAIIHSL.
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76. (m3m. - JIB, Op. 71 ot 2008 r., B cuna ot 12.08.2008 1.) "Tpeta nppxkaBa" e nbpkana,
KOSITO HE € IbpKaBa - YieHKa Ha EBponeiicKus Chi03, K HE € JbpXKaBa - CTPaHa Io
Cnopa3zymenueTo 3a EBporieiickoTo HKOHOMUYECKO IPOCTPAHCTRO.

77. "TuproBus Ha enpo" ca BCUYKH JIEHHOCTH 10 NMPUI00UBaHe, ChXpaHsIBaHe,
cHab/siBaHe, BHOC WJIM M3HOC Ha JIEKAPCTBEHH MPOJIYKTH, C U3KIIFOUCHUE Ha CITy4anuTe Ha
MIPeIOCTaBsIHE HA JIEKAPCTBEHU MPOIYKTH TUPEKTHO HA HACEJICHHUETO.

78. (u3m. - JIB, Op. 84 ot 2018 r. (*)) "YuacTHUK" € yYaCTHHUK 11O CMHCHJIA Ha YII. 2,
naparpad 2, touka 17 ot Permament (EC) Ne 536/2014.

79. (ot™. - IB, 6p. 84 ot 2018 1. (*))

80. "dapmakones" e COOPHUK C YTBBPIACHU CielU(PUKAIIMN U CHOTBETHU U3UCKBAHUS
BBB BPH3Ka C IPOU3BOJICTBOTO, U3MMUTBAHETO, ChXPAaHSIBAHETO U 0003HAYABAHETO HA AKTHBHU
BEIIECTBA, TOMOIIHH BEIIECTBA, JIEKAPCTBEHU (HOPMHU, MaTepHAIIX 32 OMAKOBKU U ChbCTABHU YaCTH
Ha JICKapCTBEHUS MPOTYKT.

81. "®apmakorieiina penentypa’ e npeanrucanue 3a JIeKapCTBeH MPOIAYKT, H3TOTBEH B
amnTeKa Mo pelentypa ot AeicTpaiia ¢papMakores U IpeJHa3HauYeH 3a MPEI0CTaBsIHE Ha
MAIMEHTUTE B CHIATa anTeKa.

8la. (HoBa - IB, 6p. 71 ot 2008 r., B cruta ot 12.08.2008 r., m3m. - JIB, 6p. 102 ot 2012
r., B cuia ot 02.01.2013 r.) "®anmmdunupan 1ekapcTBeH MPOIYKT" € BCEKH JIEKapCTBEH
MPOAYKT, IPH KOMTO ca MPEeJCTaBEHU HEBSIPHO:

a) HEeTOBaTa WJICHTHUYHOCT, BKIIFOUNTEITHO JAHHUTE BHPXY IbPBUYHATA MIIM BTOPUYHATA
MY OIIaKOBKa, IMETO MY MJIM ChABP’KAHUETO [0 OTHOIIEHUE Ha KOSITO U Jia € OT HETOBUTE
CHCTaBKH, BKIIFOUMTEITHO TIOMOIITHUTE BEIIECTBA, U KOJMYECTBOTO HA AKTHBHOTO BEIIECTBO B
71030Ba €TUHUIIA;

0) HETOBHAT U3TOYHHK, BKIFOYUTEITHO IIPOU3BOIUTEIAT MY, IbpKaBaTa, B KOSTO €
MIPOM3BEICH, Abp)KaBaTa, B KOSTO € IyCHAT Ha Ma3apa, WK IPUTEXKATEISAT Ha pa3pelieHueTo My
3a ynorpe0a, wiu

B) XPOHOJIOTHTA, BKIIOUUTENHO 3alIUCUTE U TOKYMEHTUTE, CBbP3aHM C M3MO0JI3BaHaTa
BepHra Ha JIOCTaBKa.

He ce cmsra 3a dpanmmduurpan 1ekapcTBeH NPOAYKT TaKbB C HEPEIHAMEPEHO
JOMTyCHATH OTKJIOHEHHUSI B KAYECTBOTO, KAaKTO U JIEKAPCTBEH MPOIYKT, KOMTO € IMycHAT Ha Ta3apa
B HapyIICHHE Ha TIpaBaTa Ha MHTENIEKTyallHaTa COOCTBEHOCT.

82. "XoMeonaTH4eH JIEKapCTBEH NPOAYKT' € JEKAPCTBEH MPOAYKT, IPUTOTBEH OT
BEIIECTBA, HAPUYAHHU XOMEOIATHUEH U3TOYHUK, ChITIACHO MPOU3BOJCTBEHUTE MPOLIEAYPH Ha
EBpomneiickara gapmaxories, a pH JIMIICA HA TAKUBA - CHIIIACHO HAIIMOHATHATA (hapMaKkores Ha
IbpKaBa YJICHKA.

83. "llena, n3uncnena Ha 6a3a pedepeHTHA CTOMHOCT' € IleHaTa, 00pa3yBaHa 3a BCEKH
JIeKapCTBEH MPOAYKT, BKIIOueH B [103UTHBHMSA JI€KapCTBEH CIHMCHK, U3UMCIIeHA Ha 6a3a
orperneneHaTa peepeHTHa CTOMHOCT 3a JeMHUPaHa JHEBHA J103a HITH TePareBTHYEH KYypC.

84. (ot™. - /1B, 6p. 84 ot 2018 1. (*))

85. "3nmoynotpebda ¢ ekapCcTBEHU MPOAYKTH" € TOCTOSTHHA WUJIH eMTHU30JUYHA
npeJHaMepeHa MpeKoMepHa yroTpeda Ha JISKapCTBEHH MPOYKTH, MPUAPYKEHA C BPEIHU
(bU3NYECKN WM TICUXOJIOTMYEeCKH e(heKTH.
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86. (HoBa - JIB, Op. 41 o1 2009 1., B cuna ot 02.06.2009 r.) "Kvpmauera" ca aemna mos
12 mecena.

87. (moBa - JIB, Op. 41 o1 2009 1., B cuna ot 02.06.2009 r.) "Xpanu 3a kbpmadera" ca
XpaHH, IpeJHa3HAYCHHU 3a crienn(pUIHa XpaHUTEIHA ynoTpeda OT KbpMaueTa B epruoia Ha
I'BPBUTE UM MECEIH, KOUTO CAMHU Ca JOCTAThYHHM JIa 33I0BOJISAT XPAaHUTEITHUTE HYKIH Ha TE3H
KbpMadeTa JI0 MOMEHTa Ha BbBEXK/IaHE Ha MOJIXOIAIIA JONBIHUTEIHA XpaHa.

88. (noBa - JIB, Op. 41 o1 2009 1., B cuna ot 02.06.2009 r.) "IIpexognu xpanu" ca
XpaHu, MpeJHa3HAYCHH 32 CreU(PUIHA XPAHUTEIHA YIIOTpeOda OT KbpMaueTa NPy BhBEKIAHETO
Ha MMOAXO/IS1IIA JOIBIHUTEIHA XpaHa U KOUTO MPECTaBIIsIBAT OCHOBHATA TEYHA XPaHa OT
MIPOTPECUBHO YBEJIMYABAIIOTO C€ pa3HOOOpa3ue Ha XpaHHUTE MPHU T€3HU KbpMaveTa.

89. (noBa - JIB, O6p. 12 o1 2011 1., B cuna ot 08.02.2011 r.) "IIpomsiHa Tum [A" e
MpoMsiHa ¢ MUHUMAJTHO BB3JIeHiCTBHE WK 0€3 BB3/CHCTBUE BEPXY KaueCTBOTO, 0€30IaCHOCTTA
WK e(PUKACHOCTTA Ha ChOTBETHHS JICKAPCTBEH MIPOIYKT.

90. (moBa - 1B, 6p. 12 o1 2011 r., B cuma ot 08.02.2011 r.) "IIpomsina Tun IB" e
MPOMSHA, KOSTO HE € HUTO TUN [A, HuTO ipomsiaa tur II, HUTO pasmmpsiBaHe HAa 0OXBaTa Ha
paspenieHueTo 3a ynorpeoa.

91. (voBma - 1B, 6p. 12 ot 2011 r., B cruta ot 08.02.2011 r.) "IIpomsna Tun 11" e
MIPOMsIHA, KOSITO HE CE SBsIBa pa3lIMpsiBaHe Ha 00XBaTa Ha pa3peuIeHUEeTo 3a yrnoTpeda 1 KosATo
MOJKE JIa IMa ChIIECTBEHO BB3JICHCTBHE BbPXY KA4e€CTBOTO, OE30MAaCHOCTTA MIIM €PUKACHOCTTA
Ha ChOTBETHUS JIEKAPCTBEH MPOIYKT.

92. (voBa - 1B, 6p. 102 ot 2012 1., B cuna ot 21.12.2012 r.) "Jlenerupan akt" € akT 1Mo
cmuchbia Ha wi. 290 ot JloroBopa 3a pyHKUHOHUpaHeTO HAa EBponeiickus cbio3.

§ 2. HaumenoBanueto na MAJI ce uznucea Ha JJaTuHHIIA, KakTo ciensa: "Bulgarian
Drug Agency".

§ 3. MUHHCTEPCKHUAT CHBET OMpPE/IENsl YCIOBUATA U pefia 3a HabaBsHEe, CbXpaHsSIBaHE U
0oOHOBSIBaHE Ha JIEKAPCTBEHUTE MPOJIYKTH, ChXpaHsiBaHu oT [IbpxkaBHa areHus "IbpxaBeH
pe3epB U BOGHHOBPEMEHHH 3amnacu’.

§ 4. (Hom. - IB, 6p. 18 ot 2014 r.) To3u 3aKoH BbBeXkIa pasznopendoure Ha J(upexTuBa
2001/83/EO na EBponeiickus napaameHT 1 CbBeTa 3a yTBbpK/1aBaHe Ha Kojiekc Ha OOI1HoOCTTa
3a JIEKapCTBEHU MPOAYKTH 3a XyMaHHa ynorpe0a, nocieano usmenena ¢ Jupextusa 2004/27/EO
Ha EBponeiickus napnamenT u CoBera u Ha {upextuna 2012/26/EC na EBponeiickus napiamMeHT
u Ha CpBeta oT 25 oktomBpu 2012 r. 3a n3menenue Ha Jupextua 2001/83/EO no oTHo1eHne
Ha ¢apmakonoruynara 6aurentoct (OB, L 299/1 ot 27 oxtomspu 2012 1.).

§ 5. CpokoBere 3a 3amIuTa Ha JaHHUTE 32 peEPEHTHU JIEKapCTBEHU MPOAYKTH Ce
npuiaraT chriaacHo pasnopenoure Ha @wi. 89 ot Pernament (EO) Ne 726/2004 na EBponelickus
napinamedT u ChBera u wi. 2 ot Hupextusa 2004/27/EO na EBponeiickus mapinameHT u CbBera.

§ 5a. (Hos - JIB, 6p. 60 ot 2011 r., B cuita ot 30.09.2011 r.) (1) (U3m. - IB, 6p. 102 ot
2012 r., B cuna ot 01.04.2013 r., u3m. - /1B, 6p. 85 o1 2017 r.) MuHucTepcTBOTO Ha
3/lpaBeora3BaHeTo, HalnoHanHUsT ChBET MO LIEHH U peuMOypCUpaHe Ha JIEKApCTBEHUTE
MpoayKTH, M3MbIHUTENHATA areHIMs 110 JIEKapCTBaTa U PpETMOHAIIHUTE 3paBHUA MHCIEKLIUN
OCUTYpPSIBAT BB3MOXKHOCT 3a IIPEIOCTaBsAHE Ha MH(POPMALUs 1 IPUEMaHE Ha 3asBJICHUS U
JOKYMEHTH T10 TO3H 3aKOH I10 €JIEKTPOHEH ITBT MPU YCIOBUATA U IO pea Ha 3aKOHA 3a
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€JIEKTPOHHHUS IOKYMEHT U €JICKTPOHHUTE yOCTOBEPUTEIHU YCIYTH U 3aKOHA 3a €JICKTPOHHOTO
yIpaBJICHUE.

(2) IlpenocraBsaHero Ha MH(MOPMALIUA U IPUEMAHETO Ha 3asBJICHUS U JIOKYMEHTH 10
€JICKTPOHEH ITBT C€ U3BBPIIBAT CJIE/I OCUTYPSIBAHE HA CbOTBETHUTE TEXHUYECKU U
OpraHMU3alOHHU YCIOBUS, KAKTO U HA ChOTBETHUTE MIPOrPAMHU MPOAYKTH.

§ 56. (Hog - [IB, 6p. 67 ot 2020 r.) 3a HEeypeIeHUTE ¢ TO3U 3aKOH CIIy4aH C€ IMpujarar
pasnopenoute Ha AJIMHUHUACTPATUBHOMPOIECYATHUS KOJICKC.

IIpexoanu u 3aKIIOYUTESHU pa3nopeadn

§ 6. 3aKOHBT 3a JieKapcTBaTa U allTeKUTe B XyMaHHaTa MmeauiuHa (06H., /B, 6p. 36 ot
1995 1.; 6p. 61 ot 1996 1. - Pemmienue Ne 10 na Koncrurymnuonnus cbx ot 1996 r.; u3m., 6p. 38 ot
1998 ., 6p. 30 ot 1999 r., 6p. 10 ot 2000 r., 6p. 37 o1 2000 T. - Pemenue Ne 3 nHa
Koncrurynmonsust ¢v ot 2000 r.; u3Mm., 6p. 59 ot 2000 r., 6p. 78 ot 2000 1. - Perrenne Ne 7 Ha
Kouncrutynmonnus cvg ot 2000 r.; u3m., 6p. 41 ot 2001 r., 6p. 107 u 120 ot 2002 r.; momp., Op.
2 ot 2003 r.; u3Mm., Op. 56, 71 m 112 ot 2003 1., 6p. 70 m 111 ot 2004 1., 6p. 37, 76, 85, 87,99 n
105 ot 2005 r., 6p. 30, 31, 34, 75 u 105 ot 2006 r.) ce OTMEHs, ¢ U3KIIOYEHUE Ha pa3nopendaTa
Ha wi. 10, an. 2, KOSATO ce mpujara 3a CpokK JI0 €IHa FOJIMHA OT JICHS Ha BIM3aHETO B CHJIa HA TO3H
3aKOH.

§ 7. (1) Pa3zpemenusra 3a ynorpeda Ha JICKAPCTBEHU MPOIYKTH, U3A3ICHH 10 BIM3aHETO
B CHJIa Ha TO3M 3aKOH 10 HAIIMOHAIHA MTPOIIEAYpa, KOUTO ca Pa3pelIeHH U B JIbPKABUTE WICHKU
IO LIEHTpallu3upaHa npoieaypa, ce mpekparanar, cautano ot 1 sayapu 2007 r.

(2) Pa3zpemenusra 3a ynotpe0a Ha JIEKapCTBEHU MPOIYKTH, U3/1aJIEHU IO BIU3aHETO B
CHUJIa Ha TO3H 3aKOH IO HAlIMOHAIIHA TIPOIEAYpa, CE MPUBEKAAT B CHOTBETCTBUE C M3UCKBAHUATA
MY KBbM JjaTaTa Ha IOJHOBABAHCTO UM.

(3) Pa3zpemenusra 3a ynorpebda Ha JeKapCTBEHU MPOAYKTH, KOUTO TIOMAIaT B 00XBaTa
Ha Pernament (EO) Ne 726/2004 na EBponetickus napnamMeHT 1 ChBeTa U ca pa3perieHu 3a
ynotpeba 1o peia Ha OTMEHEHUs1 3aKOH 3a JIeKapcTBaTa U alTeKUTe B XyMaHHATa MEAUIIMHA KaTo
CBHILIECTBEHO MOJA00HH MPOIYKTH, HO HE ca pa3pelieHu 3a ynorpeda B EBpomnelickus cbo3 Mo
LEHTpaJU31paHa Mpoueaypa, ce IpeKparsBar.

(4) JlekapcTBEeHUTE POYKTH, pa3pellieHu 3a yrnotpebda B EBponeiickus cbro3 1o
LEHTpaJI3MpaHa IpoLeaypa, YAETO HAIIMOHATHO pa3pelIeHue 3a yrnoTpeda € mpeKkpaTeHo Mo
pena Ha ain. 1, moraT a ObJ1aT MpoAaBaHU Ha TepuTopusTa Ha PemyOnuka bearapus B ornmakoBKu
U C JJUCTOBKHU B ChOTBETCTBHE C MPEKPATEHOTO HAIIMOHAIHO Pa3pelIeHue 3a ynoTpeda, 3a Cpok He
IMO-ABJBI OT €JHA I'OJJUHA OT JaTaTa Ha IPEKPATABAHETO MY.

§ 8. (1) YTBBpACHUTE IPECITHU LIEHU U PETUCTPUPAHUTE LIEHU IO pea Ha OTMEHEHUs
3aKoH 3a JIeKapcTBaTa U aTEKUTE B XyMaHHATa MEAUIIMHA HA JIEKAPCTBEHU MPOAYKTH,
paspelnieHu 3a ynorpeba B EBporneiickus cbio3 0 HEHTpaJI3UpaHa IpoLeaypa, YHEeTO
HAIIMOHAJIHO pa3pelleHue 3a ynoTpeda e mpekpareHo no peaa Ha § 7, ai. 1, octaBar B cujia B
CPOK JI0 €[JHa FOJIMHA OT JaTaTa Ha IPEKpaTsIBaHEeTO My.
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(2) YTBBpACHUTE NPECITHU IICHU U PETUCTPUPAHUTE 1IEHHU I10 Pelia Ha OTMEHEHUS
3aKoH 3a JIeKapCTBaTa U alTeKUTEe B XyMaHHATa MEIUIIMHA HA JIEKAPCTBEHU MPOAYKTH, U3BBH
Te3u 1o aj. 1, octaBat B cuia B cpok 110 31 nexemBpu 2007 1.

§ 9. (1) 3asBneHusATa 3a pa3pelIeHue 3a yrnorpe0a, oAHOBSIBaHE, IPOMSIHA Ha U3/1aIEHO
paspelieHre, MoIaJieHu 10 BIM3aHETO B CHJIa Ha TO3U 3aKOH, CE Pa3riekaaT U NPUKIIYBAT IPU
YCIIOBMSITA U 110 pe/ia, IPEABUJICHH B HETO.

(2) llonanenuTe 3asBIECHUS ¥ TOKYMEHTAIIMS 32 pa3pelaBaHe 3a yrnoTpeda Ha
JIEKapCTBEHU MIPOAYKTH, KOUTO MOMaAaT B 00XBaTa Ha MpoLeaypara 1o wi. 74, CbOTBETHO IO 4JI.
75, ce MpUBEXIAT B CHOTBETCTBUE C M3UCKBAHUATA HA TO3H 3aKOH B CPOK JI0 TPU Mecera OT
BJIM3aHETO MY B CHJIA.

(3) Korato B cpoka 110 aj1. 2 3asiBJI€HUETO U JOKYMEHTALUATA 110 aJl. 2 HE ca PUBEIACHU
B CbOTBETCTBUE C M3UCKBAHUATA HA TO3U 3aKOH, IIPOLlelypaTa o pa3riIekaaHeTO UM ce
MpeKpaTsBa.

§ 10. (1) KnuHn4yHKUTE N3NUTBAHUSA, Pa3pELIEHH 10 BIM3aHETO B CUJIa HA TO3U 3aKOH, Ce
JOBBPIIIBAT I10 IOCETAITHUS Pef.

(2) 3asBneHusATa 32 MPOBEXKTAHE HA KIIMHUYHO U3MUTBAHE HA TEPUTOPUSITA HA
PenyOnuka brarapust ce momapar, pa3riexaaT U MPUKIIOYBAT IIPH YCIOBUATA U 10 pela Ha TO3U
3aKOH, CJIe]l BIU3aHETO B CHJIa Ha HapeaOaTa mo wi. 82, ai. 3.

(3) 3asBneHusATa 32 MPOMEHH B pa3pellieH! KIMHUYHU U3MUTBAHUS, TOJaICHU 10
BJIM3aHE B CHJIa HA TO3M 3aKOH, CE pa3MIexkaaT U NPUKIIOYBAT IIPU YCIOBUSATA U 110 pefa,
NIPEBU/ICHU B HETO.

§ 11. 3asBrenus 3a HU31aBAHC HA pa3pCHICHUS 3a IIPOU3BOJACTBO U 3a ThbPTOBUS HA €APO C
JICKApCTBCHU MMPOAYKTH, IMMOAAJACHU A0 BIIM3aHCTO B CUJIa HA TO3H 3aKOH, CC pa3rjICciKaaT u
MPUKIIKOYBAT MTPH YCJIOBUATA U 110 peaa, IPEABUICHU B HCTO.

§ 12. (1) IIpousBoauTenuTe Ha JeKapcTBa, HOIYUHIN pa3pelieHue 3a MPOU3BOJICTBO 110
pena Ha OTMEHEHUs 3aKOHa 3a JIeKapcTBaTa U alTeKUTe B XyMaHHATa MEIMLIMHA, IPUBEXKAAT
IIPOU3BOJICTBEHATA CH JEMHOCT B CbOTBETCTBUE C N3MCKBAHUATA HA TO3U 3aKOH I10 OTHOLICHHE Ha
KBaJIM(pULIMpaHOTO JuLe 1o 4. 148, T. 2 B CpoK TpU Mecella OT BIM3aHETO B CUJIA Ha TO3U 3aKOH.

(2) 3aBapeHuTE KbM BIM3AaHETO B CUJIA HA TO3U 3aKOH ITPOU3BOANUTENN OCHILECTBIBAT
JE€MHOCTTa CH Bb3 OCHOBA Ha M3/IaJICHUTE UM II0 Peia Ha OTMEHEHUs 3aKOH 3a JeKapcTBaTa u
anTEKUTE B XyMaHHATa MEAUIIMHA Pa3peLCHUs.

§ 13. (1) JInuara, mosyumiu paspelieHue 3a ThproBusi Ha €Apo ¢ JIeKapcTBa 1o pefa Ha
OTMEHEHHs 3aKOH 3a JICKapCTBaTa U allTeKUTe B XyMaHHATa MEIUIIMHA, IPUBEXKIAT TEHHOCTTA CH
B CHOTBETCTBUE C M3MCKBAHUATA HA TO3M 3aKOH B CPOK A0 12 Mecera OT BIM3aHETO MY B CHJIA.

(2) o u3naBane Ha pa3pelieHue 3a ThProBUs Ha €po C JIEKapCTBEHH MPOIYKTH 10 peaa
Ha TO3U 3aKOH, HO HE MM0-KbCHO OT U3THYaHE Ha CpoKa 1o aj. 1, nuuata mo an. 1 ockliecTBsiBaT
JIeITHOCTTa CHU Bb3 OCHOBA Ha U3/1aICHOTO 10 peia Ha OTMEHEHHUs 3aKOH 3a JieKapcTBaTa u
anTeKUTe B XyMaHHaTa MeIMIIMHA pa3pelIeHue 3a ThProBUs Ha €pO C JIEKapCTBa.

(3) C n3naBaHeTO Ha pa3pelieHne 3a ThProBUs Ha €O C JEKaPCTBEHH MPOTYKTH 110
penia Ha TO3H 3aKOH, ChOTBETHO C U3THYaHE Ha CPOKa MO all. 1, M34aeHOTO MO peja Ha
OTMEHEHHUs 3aKOH 3a JISKapCTBaTa U allTeKUTE B XyMaHHAaTa MEIMIIMHA Pa3pelIeHUe 3a ThProBUs
Ha €Jpo C JIeKapCcTBa ce MpeKpaTsBa.
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§ 14. (1) JIunaTa, moay4yuiau pa3pelieHue 3a ThProBus Ha €Ipo C JIEKapCTBa M0 pe/ia Ha
OTMEHEHUs 3aKOH 3a JIeKapCcTBaTa U alTeKUTe B XyMaHHATa MEIUIIMHA, MOTaT JIa OChIIECTBSIBAT
BHOC Ha JICKaPCTBEHH MPOIYKTH HA TepUTOpUsiTa Ha PenyOimka bbiarapus oT TpeT IbpiKaBy Bb3
OCHOBA Ha TOBa pa3pelleHue 0 MoJIy4aBaHe Ha pa3pellieHre 3a BHOC 0 pe/ia Ha TO3M 3aKOH, HO
HE MO-KbCHO OT 12 Mecela OT BIM3aHETO MY B CHJIA.

(2) B enHOMeceueH Cpok OT BIM3aHETO B CHUJIa Ha TO3MW 3aKOH JIMLATa 1o al. | mojaBar B
NAIJI yBenomieHue 3a JUIETO, KOSTO ITIe M3MBIHABA (YHKIIUUTE HAa KBAUTU(UIIMPAHO JIUIIE TIO
cMmuchaa Ha . 161, an. 2, 1. 1.

§ 15. CpokbT Ha ICCTBHE HA pa3pelICHUATA 32 ThPTOBUS HA €IPO C MEIULIMHCKHU
W3/IeNNs, U3/1aJICHH 110 pe/la Ha OTMEHEHHS 3aKOH 3a JICKapCTBaTa M alTEeKUTE B XyMaHHATa
MeIHIINHA, ce YAbJkaBa ciy:ke6Ho 10 31 nexemBpu 2007 .

§ 16. (Otm. - 1B, 6p. 71 oT 2008 r., B cruta ot 12.08.2008 1.)

§ 17. (1) 3aBapeHuTe A0 BIM3AHETO B CHJIA HA TO3H 3aKOH JIPOTePUU OCHIIECTBSIBAT
JIEMHOCTTa CU Bb3 OCHOBA HA U3/JaICHUTE UM YJOCTOBEPEHHUS 10 peia Ha OTMEHEHHUs 3aKOH 3a
JIeKapcTBaTa U aNTeKUTE B XyMaHHATa MEAUIIMHA.

(2) 3asBneHus 3a U3aBaHe HA YIOCTOBEPEHUS 3a PErHCTpaIUs Ha IPOrepuu, MOIaJeHH
710 BJIM3aHETO B CHJIa HA TO3H 3aKOH, C€ PA3TJIeK/J1aT U MPUKIIIOYBAT MIPU YCIOBUTA U IO peAa,
MPEABUICHU B HETO.

§ 18. (1) (U3wm. - 1B, 6p. 71 ot 2008 1., B cuna ot 14.04.2008 r., u3m. - 1B, 6p. 10 ot
2009 r., B cuna ot 29.01.2009 r.) [T03UTUBHUSAT JIeKapCTBEH CIUCHK MO TO3U 3aKOH ce M3padoTBa
10 peia, IpeIBUICH B HETO, U BiK3a B cuia Ha 31 mapt 2009 r.

(2) (U3m. - 1B, 6p. 71 ot 2008 ., B cuna ot 14.04.2008 r.) Jlo BIM3aHETO B CHIa Ha
cnuchbka no an. 1 geiicraiy [lo3uTnBeH nekapcTBeH cUChK € [I03UTUBHUSAT JIEKapCTBEH CIHCHK,
npuet ¢ Hapenbata 3a onpenensiHe Ha MO3UTHBEH JIEKAPCTBEH CIMCHK B Penybnuka bbarapus
(o6H., JIB, 6p. 113 ot 2003 r.; u3m., 6p. 18 o1 2004 1., 6p. 4 0T 2005 1. M Op. 8, 107 1 112 oT
2007 r.).

(3) (Homa - 1B, 6p. 71 ot 2008 r., B cma ot 14.04.2008 r., u3m. - JIB, 6p. 23 ot 2009 1.,
B cuia ot 30.03.2009 r.) B nBymeceueH cpok ciiel BAM3aHETO B CHJIA HA CIMCHKa 110 all. |
M3ITBJIHUTENNTE HAa MeAuInHCKa oMol npeanucBaT 1 H30K 3amnana iekapcTBeHUTE
MPOAYKTH chriacHo JekapcTBeHus cnucbk Ha H30K, npuet ¢ Pemenue Ne P/1-YC-04-127 ot 27
nexemBpH 2007 r. 3a onpesiensiHe YCIOBUATA, HA KOUTO TPsIOBa /1a OTTOBApAT U3IIBIHUTEIUTE Ha
MEIUIIMHCKA IIOMOIL, Pe/ia 3a CKJIFOUYBAHE HA JIOTOBOPUTE C TSIX U APYTH YCIOBHS 1O 4. 55, ai. 2,
T.2,4, 6 u 7 oT 3aKOHa 3a 3JpaBHOTO OCUTYPSIBAHE.

8 19. (1) B cpok 10 Tpu Mecelia OT BIIM3aHE B CHJIa HA TO3H 3aKOH:

1. MHHHCTEpPCKUAT ChBET U3MEHS U JIONbJIBa Y CTPOWCTBEHUS IPABUIIHUK Ha
W3meiiHUTETHATA areHIHsI 10 JISKapCTBaTa B CbOTBETCTBUE C TO3H 3aKOH;

2. MUHHCTBPBT Ha 37paBeOIa3BaHETO M3AaBa HapeadaTa mo wi. 82, ai. 3.
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(2) B cpok 10 6 mecena ot BIIM3aHe B CHJIa HA TO3HM 3aKOH MUHHUCTEPCKUST ChbBET
MpueMa ¥ MUHUCTHPHT Ha 3/IpaBEONA3BAHETO U3/aBa APYTUTE HOPMATUBHU aKTOBE 1O
MIpUJIaraHeTO Ha 3aKOHA.

§ 20. Crer M3TMYAaHE HA ITBPBUTE JIBE FOJIMHU OT MaH/IaTa Ha YWICHOBETE HA KOMUCHHTE
o wi. 103, 107, 259 u 261 no >xpebuii ce onpenessaT MOJIOBUHATA OT WICHOBETE, YHMTO MaH/IAT
ce MmpeKpaTsBa.

§ 21. (U3m. - JIB, 6p. 71 ot 2008 1., B cua ot 14.04.2008 1.) B cpok 10 1BE TOJMHA OT
BJIM3aHE B CHJIa Ha TO3H 3akoH MAJI npennpueMa HeoOX0qUMHTE ACHCTBHS 3a aKpeIUTHPaHE Ha
nabopaTopusTa CH 3a KOHTPOJI Ha JIEKAPCTBEHU MPOIYKTH U aKTUBHHU BellecTBa oT EBponeiickus
JUPEKTOPAT 10 KA4E€CTBOTO HA JIEKAPCTBATA U 3/1paBEOIIa3BaHE.

§ 22. (B cuna ot 14.04.2008 r.) B 3akona 3a 3apaBHOTO ocurypsiBane (06H., B, op. 70
ot 1998 r.; u3m., 6p. 93 m 153 ot 1998 r., Op. 62, 65, 67,69, 110 u 113 o1 1999 1., 6p. 1, 31 u 64
ot 2000 ., 6p. 41 oT 2001 1., 6p. 1, 54, 74, 107, 112, 119 1 120 ot 2002 ., Op. 8, 50, 107 1 114
ot 2003 1., Op. 28, 38,49, 70, 85 u 111 ot 2004 1., 6p. 39, 45, 76, 99, 102, 103 u 105 ot 2005 1.,
op. 17, 18, 30, 33, 34, 59, 95 u 105 ot 2006 1., 6p. 11 oT 2007 1., Op. 26 0T 2007 T. - Pemenne Ne
3 na Koncrurymnuonnus c¢ba oT 2007 1.) ce IpaBsT CIeIHUTE U3MEHEHUS:

1. B 4. 45:

a) anmuHeu 4, 5, 6 1 7 ce OTMEHSIT;

0) amuHes 8 ce U3MEHs Taka:

"(8) YcnoBusiTa 1 peabT 3a 3aruiallaHe Ha JIEKapCTBEHH MPOAYKTH, BKIIOUEHHU B
[To3uTHUBHUS JEKapCTBEH CIHUCHK MO Wi. 262 0T 3aKOHA 3a JTEKaPCTBEHUTE MPOIYKTH B
XyMaHHaTa MEJUITMHA, Ha MEAUIIMHCKY H3/ICTUs M Ha TUSTHYHU XPaHH 3a CIICIIHATHH
MEIUIIMHCKH IIeNTU Ce YpexkAaT ¢ Hapeada Ha MUHUCTbpa Ha 3/jpaBeona3BaHeTo."

2. B u. 55, an. 2, T. 7 ce u3MeHs Taka:

"7. CIUCHIIUTE C MEAUIIMHCKY U3/I€TUS M TUETHYHU XPaHU 3a CTICUaTHI METUITUTHCKU
1enu u rexute, 10 kouto H30K HanmbIHO MM 9acTUYHO TH 3aruiaiia; yCIOBUsITA 32
MPENMCBAHETO U MOMy4YaBaHETO Ha JIEKapCTBaTa, MEIUIIMHCKY U3JIHS U AUSTUYHHN XPaHH 32
CreNMaIHU MEIUIMHCKY Hean."

§ 23. B 3akona 3a neyebnute 3aBenaenus (06H., JIB, 6p. 62 ot 1999 r.; uzm., Op. 88 u
113 ot 1999 r.; momp., 6p. 114 ot 1999 r.; u3m., 6p. 36, 65 u 108 ot 2000 r.; 6p. 51 o1 2001 T. -
Pemenue Ne 11 na Koncrurymumonsus cba ot 2001 1.5 u3Mm., O6p. 28 u 62 ot 2002 1., 6p. 83, 102 1
114 ot 2003 r., 6p. 70 ot 2004 r., 6p. 46, 76, 85, 88 1 105 ot 2005 r., 6p. 30, 34, 59 1 105 oT
2006 r.) ce mpaBsT CIETHUTE TOTTBIIHCHHUS:

1. B un. 17 ce cp3naBa ain. 4:

"(4) B anarHoCTUYHO-KOHCYJITaTUBHUS IIEHTHP MOTaT Jia ce€ MPOBEXAAaT KINHUYHU
W3MHUTBAHUS Ha JICKAPCTBEHU MPOAYKTH MO pe/ia Ha 3aKOHA 32 JICKAPCTBEHUTE MPOAYKTH B
XyMaHHaTa MeAuIUHA."

2. B un. 26 ce cp3nasa an. 4:

"(4) B nucniancepa Morar Ja ce mpOBEXIaT KIMHUYIHN M3MUTBAHUS HA JICKAPCTBEHU
MIPOJYKTH IO pejia Ha 3aKOHA 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MeIUIIMHA."
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§ 24. B § 14 ot npexoTHUTE U 3aKITFOYUTEITHUTE pa3nopeadn Ha 3akoHa 3a U3MEHEHUE
Ha 3aKoHa 3a ChCIOBHUTE OpraHU3alliy Ha JiekapuTe u ctomaronosute (B, 6p. 76 ot 2005 r.) ce
MPaBSAT CICAHUTE U3MEHEHHUS U JOIBJIHEHUS:

1. locerauHust TEKCT cTaBa ajl. 1 U ce U3MEHs Taka:

"(1) UanuBuayaTHUTE U TPYIIOBUTE MPAKTHKU 32 CTOMATOJIOTMYHA TOMOIII,
CTOMAaTOJIOTUYHUTE U MEAUKO-CTOMATOJIOIMYHUTE LIEHTPOBE, KOUTO Ca PETUCTPUPAHU KATO
THProBIM MO THProBCKUsl 3aKOH MU KaTO KOOMEepaluy 1Mo 3aKoHa 3a KOOMepaluuTe, MpUBexIaT
HAaMMEHOBAHMSTA CU B CBOTBETCTBUE C § 2 OT TO3M 3aKOH M BIMCBAT IIPOMSHATA B ThPIOBCKUS
peructbp, perucTbp BYJICTAT u B CbOTBETHHUSI pETUOHAJICH LIEHTHP MO 37paBeolla3BaHe B CPOK
1o 31 nexemBpu 2007 r."

2. Cp3maBar ce an. 2, 3 u 4:

"(2) UnauBuayalHUTE IPAKTUKK 332 CTOMATOJIOTHYHA [TOMOLI], KOUTO HE ca
pEruCTpUpaHu KaTo ThProBIH MO ThProBCKUsI 3aKOH, MPUBEXKIAT HAMMEHOBAHUSATA CH B
CBHOTBETCTBUE C § 2 OT TO3U 3aKOH U BrucBar npomsHara B peructbp bYJICTAT u B cboTBETHUS
pEeruoHalieH UEHTHP MO 3[paBeolia3BaHe B CpoKa 1o ai. 1.

(3) BonucBaneTo Ha nmpomMsiHaTa HA HAUMEHOBAHUETO 32 MPAKTUKUTE U LIEHTPOBETE 110 aJl.
1 B Teproeekust peructbp U peructbp BYJICTAT ce u3BbpuiBa, KakTo cieBa:

1. no 1 ronu 2007 r. - o pena Ha ThproBekus 3aKOH, 3aKOHA 3a KOONEpalMUTe U 3aKOHA
3a peructbp BYJICTAT;

2.0t 1 ro1m 2007 r. - no pena Ha 3aKOHA 32 ThPrOBCKUS PETHCTBD.

(4) JIbpxaBHU TaKCH 3a BIIMCBaHE Ha MPOMEHHUTE 10 aJl. 1 u 2 He ce abiKat."

§ 25. B 3akoHa 3a maTeHTUTE U perucTpaunusiTa Ha nojae3Hure mozaenu (ooH., 1B, 6p. 27
ot 1993 r.; u3m., 83 ot 1996 1., 6p. 11 o1 1998 1., 6p. 81 0T 1999 1., Op. 45 1 66 ot 2002 r., Op.
17,30 u 64 o1 2006 1.) B ui. 20 T. 7 ce OTMEHsI.

§ 26. B 3akona 3a chbcnoBHaTa OpraHu3alus Ha MarucTbp-hapmanesture (00H., /1B, Op.
75 ot 2006 1.; u3Mm., 6p. 105 ot 2006 T.) B 4. 5 T. 9 ce u3MeHs Taka:

"9. 1aBa CTaHOBMIILA 3a OTKPUBAHE HA allTEeKU ChITIACHO Wwi. 228, an. 1, T. 9 oT 3akoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHAaTa MeIUIIMHA. "

§27.B § 1, . 7 oT nomreHUTENHATA pa3nopea0a Ha 3aKOHA 32 MHTErpallys Ha Xxoparta ¢
yBpexaanus (00H., /1B, 6p. 81 ot 2004 r.; u3m., 6p. 28, 88, 94, 103 u 105 ot 2005 r., 6p. 18, 30,
33, 37,63, 95,97 u 108 ot 2006 r.) n3pedeHne BTOpO ce U3MEHs Taka: "MeauIIMHCKUTE U31eTTUs
HE ca MOMOIIHU CPEJICTBA, MPUCTIOCOOIEHHS U ChOPHKEHUS'".

§ 28. B 3akona 3a akiu3uTe U JaHbYHHUTE CKIaa0Be (00H., [IB, 6p. 91 ot 2005 r.; u3m.,
op. 105 ot 2005 r., 6p. 30, 34, 63, 81, 105 u 108 ot 2006 T.) B un. 22, an. 3, T. 2 xymute "3aKoHa
3a JIeKapcTBaTa U anTeKUTe B XyMaHHATa MEIUIIMHA" ce 3aMEHSAT ChC "3aKOHA 3a JIEKapPCTBEHUTE
MIPOYKTH B XyMaHHaTa MeAUIMHA" .

§ 29. B 3akona 3a reneTnyHO MoauduIpanu opranu3mu (06H., B, 6p. 27 ot 2005 r.;
u3M., op. 88 u 99 ot 2005 r., 6p. 30 o1 2006 T.) B un. 2, an. 2, T. 3 nymure "3akoHa 3a
JIEKapCTBATa M allTEKUTE B XyMaHHAaTa MEAUIIMHA" CE€ 3aMEHSAT ChC ""3aKOHA 3a JIEKAPCTBEHUTE
IIPOAYKTH B XyMaHHAaTa MEIULIMHA".
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§ 30. B 3akona 3a 3ammTa Ha notpedutenure (06H., JIB, 6p. 99 ot 2005 1.; u3m., 6p. 30,
51, 53,59, 105 u 108 ot 2006 r.) B un. 186, an. 2, 1. 4 mymure "3aKkoHa 3a JieKapcTBaTa U
alTeKUTE B XyMaHHAaTa MEIUIIMHA" Ce 3aMEHST ChC "3aKOHA 3a JICKAPCTBEHUTE MPOJIYKTH B
XyMaHHaTa MeIuuuHa".

§ 31. B 3akona 3a 3qpaBero (060H., [IB, 6p. 70 ot 2004 r.; u3m., 6p. 46, 76, 85, 88, 94 u
103 ot 2005 1., 6p. 18, 30, 34, 59, 71, 75, 81, 95 u 102 ot 2006 1.) CE mMpaBsAT CICTHUTE
HM3MCHCHUS:

1. B ui. 4 nymute "3akoHa 3a JeKapcTBaTa M allTeKUTE B XyMaHHATa MeIUIMHA" ce
3aMEHST ChC "3aKoHa 3a IEKAPCTBEHUTE NMPOAYKTH B XyMaHHATa MeIUIIMHA".

2. Bun. 21, an. 3 nymute "3akoHa 3a JekapcTBaTa U anTEKUTE B XyMaHHATa MEAUIIMHA"
CE 3aMEHST ChC "3aKOHa 3a JIEKAPCTBEHUTE MPOYKTH B XyMaHHATa MEIULIMHA" .

§ 32. B 3akoHa 3a KOHTPOJI BbPXY HApKOTUUHUTE BEILIECTBA U NpeKkypcopure (00H., /1B,
op. 30 ot 1999 r.; m3Mm., Op. 63 ot 2000 1., 6p. 74, 75 1 120 ot 2002 1., 6p. 56 0T 2003 T., Op. 76,
79 1 103 ot 2005 1., 6p. 30, 75 1 82 o1 2006 T.) CE MPABSAT CICITHUTE U3MECHEHUS:

1. B un. 32, an. 3 nymute "3akoHa 3a J€KapcTBATa U allTEKUTE B XyMaHHAaTa MeIULUHA"
Ce 3aMEHST ChC "3aKOHA 3a JICKAPCTBEHUTE MPOJYKTH B XyMaHHAaTa MEAUIIMHA" .

2.Bun. 33, an. 1, 1. | nymute "3akoHa 3a jekapcTBara U aiTEeKUTE B XyMaHHAaTa
MeIUIIMHA" ce 3aMEHAT ChC ""3aKOHA 3a JIGKApCTBEHUTE MPOYKTH B XyMaHHATa MEIUIIMHA".

3. B un. 34 cnen nymara "uznaBat" gymute "Ha Maructhp-gapManeBT’ ce 3aau4aBar.

4. B un. 39, an. 2 nymute "un. 55, 1. 2 ot 3aKoHa 3a JIEKapCTBATA U AlITEKUTE B
XyMaHHaTa MeauiuHa" ce 3aMeHsT ¢ "win. 197, 1. 2 oT 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B
XyMaHHaTa MeJIUIHA".

5. B un. 44a ain. 3 ce oTMeHs.

6. B un. 446 nymute "mMaructbp-dapmanent,” ce 3aIM4aBar.

7.B § 1, 1. 14 oT nombaHMUTENHATA pa3nopenda q[yMmuTe "3aKoHa 3a JeKapcTBara u
anTeKUTE B XyMaHHATa MEAMIIMHA" c€ 3aMEHSAT ChC "3aKOHA 3a JIEKapCTBEHUTE MPOIYKTH B
XyMaHHaTa MeMIHA".

§ 33. B 3akoHa 3a KpbBTa, KPbBOAAPSBAHETO U KpbBONpenuBaHeTo (06H., /IB, Op. 102
ot 2003 1.; u3m., 6p. 70 ot 2004 r., 6p. 30 u 65 oT 2006 1.) B wi. 8, an. 4 gymute "3akoHa 3a
JIeKapcTBaTa U alTEeKUTE B XyMaHHATa MEAUIIMHA" C€ 3aMEHSAT ChC "3aKOHA 3a JIEKapCTBEHUTE
MPOJIYKTH B XyMaHHaTa MeAUIIMHA".

§ 34. B 3akonHa 3a ona3BaHe Ha okoJiHaTa cpeaa (06H., /1B, 6p. 91 ot 2002 r.; momp., Op.
98 ot 2002 r.; u3Mm., 6p. 86 ot 2003 1., O6p. 70 0T 2004 1., Op. 74, 77, 88, 95 1 105 o1 2005 1., OP.
30, 65, 82,99, 102 u 105 ot 2006 r.) B wi. 140 nymure "papManeBTUYHN MPOITYKTH U
MEIULMHCKHU U311 I0 cMHChIa Ha § 1, T. 40 oT JOombJIHUTETHUTE pa3nope0u Ha 3aKoHa 3a
JIEKapCTBATA U allTEKUTE B XyMaHHATAa MEIULIMHA" CE 3aMEHAT ¢ "JIeKapCTBEHU MIPOIYKTH, IO
CMHCBHJIa Ha 3aKOHa 3a JIEKAPCTBEHUTE NMPOYKTH B XyMaHHATa MEAUIIMHA U MEAUIIMHCKH
n3nenus’.

§ 35. B 3akona 3a xpanute (06H., /IB, 6p. 90 ot 1999 r.; u3m., 6p. 102 ot 2003 1., 6p. 70

ot 2004 r., 6p. 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 51,551 96 o7 2006 1.) Bun. 2, an. 3 1. 4
ce U3MEHs TaKa:
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"4. IeKapCTBEHUTE MPOJIYKTH 10 CMHUCHJIA HAa 3aKOHA 32 JIEKAPCTBEHHUTE MTPOAYKTH B
XyMaHHaTa MeIuuuHa".

§ 36. Jlo Bnu3aHeTO B cujia Ha akToBeTe 10 § 19 u3gajgeHnuTe HOpMaTUBHU aKTOBE 110
MPUJIAraHETO Ha OTMCHEHHS 3aKOH 3a JIEKapCTBaTa U allTCKUTE B XyMaHHATa MEIMIIMHA Ce
MpuJiarar, JOKOJKOTO He MPOTHBOPEYAT Ha TO3U 3aKOH.

§ 37. 3akoHBT BIIM3a B CHJIA OT JIeHSI HA O0OHApOABaHETO MY B "/IbpkaBeH BECTHUK', C
M3KJIIOUeHre Ha § 22, KOWTO BJIM3a B cUJjla €JHA TOJIMHA CJIE] BJIM3AaHETO B CHJIa HA TO3H 3aKOH.

3akonsT € npuet oT 40-to Haponno crOpanue Ha 30 mapt 2007 T. 1 € Mojnevaran ¢
odunmanaus nedat Ha HaponHoto crOpanume.

IIpexoaHu u 3aK/IIOYUTESHH pa3nopeadn
KbM 3AKOHA 3A UIBSMEHEHUE U JOIIbJIHEHUE HA 3AKOHA 3A
JEKAPCTBEHUTE IPOAYKTHU B XYMAHHATA ME/IULIUHA

(OBH. - 1B, BP. 71 OT 2008 I"., B C1JIA OT 12.08.2008 I".)

§ 65. (1) U3nagenuTe 1o pena Ha OTMEHEHMsI 3aKOH 3a JIEKapcTBaTa U alTEeKUTE B
XyMaHHaTa menuinHa (00H., JIB, 6p. 36 ot 1995 r.; u3m., 6p. 61 ot 1996 1., 6p. 38 oT 1998 1.,
op. 30 ot 1999 1., 6p. 10, 37, 59 u 78 ot 2000 r., 6p. 41 ot 2001 1., 6p. 107 1 120 ot 2002 1., Op.
2,56, 71 m 112 ot 2003 1., 6p. 70 1 111 ot 2004 1., 6p. 37, 76, 85, 87, 99 1 105 ot 2005 r., Op.
30,31, 34, 75 u 105 ot 2006 r.; oTM™., Op. 31 0T 2007 1.) pa3perienus 3a ynorpeda Ha
JIEKapCTBEHM MPOJIYKTH, KOUTO Monaaar B ooxsara Ha ortMeHeHust Pernmament (EO) Ne 2309/93
Ha CobBera ot 22 1omu 1993 1., ¢ KoiTO ce ycraHoBsIBa pebT B OOLIHOCTTA 32 U3/]aBaHe
paspemmTenHy (JIMIEH3H) U yIpakKHsABaHEe HAa30p HaJl JIEKAPCTBEHHU CPE/ICTBA, U3MOI3BaHU B
XyMaHHaTa 1 BeTeprUHapHaTa MEeJIMIIMHA, U ce Ch3aBa EBpomneiicka areHIus 3a olleHKa Ha
JIEKapCTBEHM CPEJICTBA, HO HE ca pa3pellieHH 3a ynoTpeda B APYrUTe AbP)KaBU YJICHKH I10
npoiieaypara, yctaHoBeHa ¢ ormeneHara J{upexruna 87/22/EVO na ChBeta oT 22 neKeMBpHU
1986 r. 0THOCHO cOMMKaBaHe HA HALIMOHAJIHUTE MEPKH, CBbP3aHM C IIYCKAaHETO Ha Ma3apa Ha
BHCOKOTEXHOJIOTUYHH JIe4UeOHU MPOAYKTH, CIEIIMATIHO T€3U, OJTyYEHHU Ype3 OMOTEXHOIOT U,
unn ¢ Permament (EO) Ne 2309/93, ce mpekpaTsBar.

(2) U3nanenute cnex 20 noemspu 2005 r. o pena Ha OTMEHEHUsI 3aKOH 3a JieKapcTBaTa
U alTeKUTe B XyMaHHATa MeIUIMHA pa3pelIeHus 3a yrnoTpeda Ha JIEKapCTBEHHU MPOTYKTH, KOUTO
nonanat B ooxsata Ha Pernament (EO) Ne 726/2004 na EBponelickus mapiaMeHT 1 Ha CbBera,
HO HE Ca pa3pelIeHH 110 LIEHTpaJIn3upaHa Mpoleaypa, ce MpeKparsBar.

§ 66. (1) Maructbp-hapMaineBTi u MTOMOITHUK-(DapMaIieBTH, KOUTO Ca MOy
paspelieHre 3a OTKpUBaHe Ha anTeKa KaTo eJHOJIUYHH ThPIrOBIH, Je4YeOHUTE 3aBEICHUS, KaKTO U
OOLIMHUTE, IOTYYWIIN pa3pellleHre 32 OTKpUBaHe Ha afTeKa Mo peja Ha OTMEHEHHUs 3aKOH 3a
JIeKapcTBaTa U alTEeKUTE B XyMaHHATa MEAUIIMHA, OCBIIECTBIBAT IEHHOCTTA CH Bb3 OCHOBA Ha
U3JIaJICHUTE UM Pa3pelIeHHUS.

(2) IloganenuTe 10 BAM3AHETO B CHJIA HA TO3M 3aKOH 3asBJICHMS 3a U3/1aBaHE Ha
paspelieHre 3a ThProBus Ha IpeOHO C JIEKapCTBEHH MPOAYKTH CE PA3IIICkKAAT IPU YCIOBUATA U

10 peJia, IPEIBUICHH B HETO.
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(3) 13BBH ciiydauTe 1o an. 1 3aBapeHUTE KbM BIM3aHETO B CHJIa HA TO3M 3aKOH JIMIIA,
MOJTYYWJIM pa3pelleHre 3a OTKPUBAHE HA alTeKa, MPUBEXAAT JEHHOCTTa CH B CbOTBETCTBHE C
M3HMCKBaHUSATA MY B CPOK JI0 €[JHa FOJIMHA OT BIM3aHETO MY B CHJIA.

(4) JInuara no an. 3 nogaBat B MUHUCTEPCTBOTO Ha 3JpaBEONa3BaHETO 3asBJICHHE 3a
IpeperucTpanus, KbM KOETO Ipuiarar:

1. 3asiBieHUeE 3a U3/IaBaHe Ha pa3pelleHue 3a ThproBUs Ha APeOHO C JIEKApCTBEHU
MPOAYKTHU OT JiMaTa 1o wi. 222, ain. 1, mo oOpasel, yrBbpJIeH OT MUHUCTBPA Ha
3/IpaBeoIa3BaHETO;

2. aKTyaJIHO YJJOCTOBEPEHME 3a BIIMCBAHE B THPTrOBCKUS PETUCTHP, CbOTBETHO JOKYMEHT
3a aKTyajlHa perucTpanus Ha JUIETo o wi. 222, an. 1;

3. Komue OT U3/Ja/IeHOTO 110 Pe/la Ha OTMEHEHUs 3aKOH 3a JIEKapCcTBaTa U allTeKUTE B
XyMaHHaTa MEJUIIMHA pa3pelIeHne 32 OTKPUBAHE Ha alTeKa;

4. 3aBepeHO KOMUe OT TPYAOBHsI JOTOBOP WJIM JJOTOBOP 32 Bb3JIaraHe Ha yIpaBlieHUE Ha
PBHKOBOJIUTEINS HA aniTeKaTa - B CIy4auTe, KOraTo ce U3UCKBA TaKbB;

5. Aexnapanus ot JMiara no wi. 222, an. 1, 4e ca 3arna3eHu ycloBUsTa, IPU KOUTO €
W3J1aJICHO Pa3pelIeHUETO 3a ThProBHsI Ha ApeOHO C JIEKApCTBEHU MPOAYKTH Ha JIMIaTa 10 ail. 2;

6. JOKYMEHT 3a €IHOKpaTHO IulateHa Takca B pazmep 100 is.

§ 67. JIunata, moaanu 10 BIM3aHETO B CHJIA HA TO3U 3aKOH 3asBIICHUS 32
IIpeperucTpanus no pejaa Ha OoTMEHeHHs § 16 OT IpeXoJHUTE U 3aKIIOUUTEIHUTE pa3nopeaou,
KOUTO 1€ OCHIIECTBABAT ACHHOCTTa CU CHOOPA3HO M3MCKBAHUATA HA TO3U 3aKOH, [10/1aBaT B
MUHUCTEPCTBOTO Ha 37paBEONa3BaHETO B CPOK JI0 TPH MECELa OT BIM3aHETO MYy B CHJIa
CIIEIHUTE TOKYMEHTH:

1. 3asiBieHue 1o oOpa3el, YTBbPJIEH OT MUHUCTBpA Ha 3/IpaBEOIa3BaHETo;

2. aKTyaJIHO YJOCTOBEPEHHE 3a BIIMCBAHE B THPTOBCKUS PETUCTHP, CbOTBETHO JOKYMEHT
3a aKTyaJIHa PETUCTpalis WIH 3aBEPEH IPENUC OT CXOJEH TOKYMEHT 10 HallHOHAJTHOTO
3aKOHOJATEJICTBO HAa ABP)KaBa - YIEHKA Ha EBponelckus chio3, WM 10 3aKOHOAATEICTBOTO HA
npyra abpkasa - cTpaHa o CrnopazyMeHHeTo 3a EBponeiickoTo MKOHOMUYECKO MPOCTPAHCTBO,
no wi. 222, an. 1;

3. TpyAOB JOTOBOP WK AOTOBOP 3a YIPaBJIEHUE Ha alTeKaTa, CKIYEH ¢ MarucThp-
(dhapmalleBT UM MOMOIIHUK-(apMaIieBT.

§ 68. (1) Maructbp-hapMarieBT Wiv MOMOIIHUK-(hapMaIleBT, TOJIYIUI pa3pelieHue 3a
OTKpHBAHE Ha anTekKa 10 peJja Ha OTMEHEHHUA § 16 OT NIpeXOJHUTE U 3aKJIFOUNTEITHUTE
pasnopeadu, Moxe J1a MPEXBBPIIN U3/1aICHOTO MY pa3pelleHre Ha Julie 1o uwi. 222, ai. 1.

(2) 3a u3BbBpIIBaHE HA MPEXBBPIISHETO JIMLATa M0 al. 1 mojgaBaT B MUHHCTEPCTBOTO Ha
3/IpaBeoIa3BaHeTO 3asBJIEHUE, KbM KOETO Mpuiarar:

1. 3asiBJIeHME 32 M3/1aBaHE HA pa3pellieHue 3a ThProBus Ha JpeOHO C JeKapCTBEHU
MPOAYKTHU OT JIMIAaTa 1Mo wi. 222, ain. 1, mo oOpasel, yTBbp/IeH OT MUHUCTHpPA Ha
3/1paBEOIa3BaHETO;

2. aKTyaJIHO YJIOCTOBEPEHHE 3a BIIMUCBAHE B ThPTrOBCKUS PETUCTHP, ChOTBETHO JOKYMEHT
3a aKTyaJIHa PeTUCTpalus Ha JIMLETO Mo wi. 222, an. 1;

3. Komue OT U3Ja/ICHOTO IO pe/ia Ha OTMEHEHUs 3aKOH 3a JIeKapCcTBaTa U alTeKUTe B
XyMaHHaTa MEJIULMHA pa3pelIeHNE 3a OTKPUBAHE Ha allTEKa WIN pa3pelleHue 3a
MpEepeTrucTpaIys 1o pejia Ha OTMEHEHUs § 16 OT MPEeXOaHUTE U 3aKIIOUUTEITHUTE Pa3nopeon;

4. 3aBepeHO KONHe OT TPYAOBHSI JOTOBOP WJIH JOTOBOP 3a YIIPABJICHNUE HA PbKOBOJUTENS
Ha afTeKara;
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5. Ieknapaiys OT JMiaTa 1o wi. 222, ain. 1, 4ye ca 3ama3eHu yclIoBHUATA, IPU KOUTO €
W3/1aJICHO Pa3pelIeHUETO 32 ThPTroBUsI Ha IPEOHO C JICKAPCTBEHU MPOJYKTH Ha JHIaTa mo aji. 1.

(3) IlpexBbpasHEeTO 1O aj. 1 MOXe J1a ce U3BBPILIU B CPOK A0 €HA FOJJMHA OT BIM3AHETO
B CHJIA HA TO3U 3aKOH.

§ 69. 3aBapeHuTe MpH BIM3aHETO B CHUJIA HA TO3U 3aKOH JPOTEPUH MTPOIbIKABAT J1a
OCBILECTBSIBAT JICMHOCTTA CH Bb3 OCHOBA HAa U3/IaJICHUTE UM yJIOCTOBEPEHUS 32 PETUCTPALIUS.

§ 70. Onpenenenara 10 BIUM3aHETO B cuJjia HAa To3M 3akoH Komucus no [lo3utuBHus
JIEKAPCTBEH CIHUCHK OCBHIIECTBSBA JICHHOCTTA CH JIO OMPEACIIIHETO HA HOBUS M ChCTaB B
CHOTBETCTBHE ¢ Wi 261, ai. 6.

§ 71. IIpoxykTHTE, KOUTO MOMAAAT B 00XBara Ha Wi. 37 - TPAAULIMOHHHU PACTUTEIHU
JIEKapCTBEHU MPOJIYKTH, U ca MyCHATH Ha Ma3apa B CTpaHaTa KbM JaTaTa Ha BIM3aHE B CUJIa HA
TO3H1 3aKOH, C€ NMPUBEX/IAT B CbOTBETCTBUE C U3UCKBAaHUATA My HE MO-KbCHO OT 30 ampun 2011 r.

§ 72. (1) do 31 nexemBpu 2008 r. nocueto no wi. 27 3a pa3periaBaHe 3a ynorpeda Ha
JIEKapCTBEH MPOAYKT I10 MPOIIeaypa 10 B3aUMHO MPU3HABAHE WJIU TI0 JICLIEHTpATN3MpaHa
mpoLeaypa Moxe Jia ce nmogana BbB opmat "OOIl TEXHUYECKU JOKYMEHT'".

(2) Mo 31 nexemBpu 2009 r. mocueTo 10 wi. 27 3a pa3pelnaBaHe 3a ynorpeda Ha
JIEKapCTBEH MPOJIYKT MO HAI[MOHATIHA MPOLIeypa MOXKeE J1a ce mojana BbB Gopmat "O01
TEXHUYECKU JOKYMEHT".

§ 75. 3akoHBT BIM3a B CUJIa OT JeHs HAa oOHapoaBaHeTO My B "JbpikaBeH BeCTHUK", C
M3KJTIIOUEHUE Ha pasnopendaTa Ha § 64, T. 2, KoaTo Biau3a B cuiia ot 14 anpuin 2008 r., 1 Ha
pasnopenoute Ha § 9, T. 4, § 41, 42 u 43, xouto BiIM3aT B criia ot 26 romu 2008 T.

3akII0unTeTHU pa3nopenoun
KBM 3AKOH 3A UBMEHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE IMPOJAYKTU B
XYMAHHATA MEJUIINHA

(OBH. - 1B, BP. 10 OT 2009 I'"., B CWJIA OT 29.01.2009 T".)

§ 2. 3akonsT BiU3a B cuiia Ha 29 sinyapu 2009 T.

IIpexoanu u 3aKIIOYUTESHH pa3nopeadn
KbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JEKAPCTBEHUTE NPOAYKTHU B XYMAHHATA ME/IMLIUHA

(OBH. - 1B, BP. 23 OT 2009 I'., B CWJIA OT 30.03.2009 I".)

§ 4. JIunara, noay4usIn A0 BIM3aHETO B CHJIA HA TO3M 3aKOH pa3pelleHne 1o wi. 229, an.
2, BKJIFOUBAIIO U3BBPILIBAHE HA THPTrOBUS C XPAHUTEIHH JOOABKH, MOTaT Ja U3BBPILIBAT U
THProBUs Ha APeOHO ¢ AMETUYHU XPAaHU 32 CTIeUATHU MEUIIMHCKHU 1IeITH.

§ 5. B 1BymMecedeH Cpok OT BIM3aHETO B CHJIA HA TO3U 3aKOH MUHHCTEPCTBOTO Ha
3JIpaBeoIa3BaHeTo Ciyke0HO u3mnpaiia B cboTBeTHaTa PUOKO3 no mectonaxoxieHue Ha
anTeKUTE 3a BIIMCBAHE B PETUCTHpa 1Mo wi. 14, an. 1 oT 3aKkoHa 3a XpaHUTE KOMHE OT
paspeleHusTa no wi. 229, an. 2, u3aaeHy 10 BIM3aHETO B CUJIa HAa TO3U 3aKOH.
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§ 7. 3akonsT BiM3a B cuiia ot 30 mapt 2009 r.

IIpexoanu u 3akIIOYUTESHU pa3nopeadn
KBbM 3AKOHA 3A UIBMEHEHUE U JOIIbJIHEHUE HA 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 41 OT 2009 I"., B CWJIA OT 02.06.2009 I".)

§ 92. (1) JIumaTa, moay4duau A0 BIM3aHETO B CUJIAa HA TO3HM 3aKOH pa3perieHue 1o 4.
229, an. 2 ot 3aKOHa 3a JEKapCTBEHUTE NPOAYKTH B XyMaHHAaTa MEIUIMHA, BKJIFOYBAILO
U3BbPIIBAaHE HA THPTOBUSI C XpPaHUTEIHU JOOABKH, MOTAT J1a U3BBPIIBAT U THPrOBUs HA APEOHO C
XpaHH 32 KbpMayeTa U MPEeXOIHU XPaHH.

(2) B cpok aBa Mecelia OT BIM3aHETO B CUJIa HA TO3U 3aKOH MHUHHUCTEPCTBOTO Ha
3/1paBeoIia3BaHeTo ciy>keOHo u3npaiia B chorBeTHaTa PUOKO3 o MmectoHaxoxaeHue Ha
anTeKUTe, KOUTO U3BBPIIBAT U THProBUs Ha IPeOHO ¢ XpaHU 3a KbpMaueTa U MPEXOAHHU XpaHU
1o aJ. 1, 3a BIMCBaHE B perucThpa 1o wi. 14, ain. 1 ot 3akoHa 3a XpaHUTE KOIHE OT
paszperieHusTa o wi. 229, an. 2 ot 3akoHa 3a JIGKApCTBEHUTE MPOJIYKTH B XyMaHHATa MEUIINHA,
W3J1aJICHH 10 BJIM3AHETO B CUJIa HA TO3U 3aKOH."

§ 96. 3akoHBT BiIM3a B CUJIA OT JIeHS Ha 0OHapoiBaHETO MY B "/IbpaxaBeH BECTHHUK'", €
U3KJIIOYEHUE Ha:

1. maparpadu 3, 5, 6 u 9, xouto Biau3at B cuia ot 1 auyapu 2009 r.;

2. maparpadu 26, 36, 38, 39, 40, 41, 42, 43, 44, 65, 66, 69, 70, 73, 77,78, 79, 80, 81, 82,
83, 88, 89 u 90, xouto BiaM3aT B criia ot 1 roau 2009 r.;

3. maparpad 21, xoiito Bnu3a B cuia ot 1 rouu 2010 .

3akIIounTeTHU pa3nopenoun
KBbM 3AKOHA 3A JIOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
MNPOAYKTU B XYMAHHATA ME/IUIIUHA

(OBH. - 1B, BP. 88 OT 2009 I'"., B CMJIA OT 06.11.2009 T".)

§ 2. 3aKOHBT BJIM3a B CUJIa OT JIeHs Ha 0OHapo/BaHETO MY B "JIbp’kaBeH BECTHUK".

IIpexoanu u 3aKIIOYUTESHU pa3nopeadn
KbM 3AKOHA 3A UBSMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JEKAPCTBEHUTE NPOAYKTHU B XYMAHHATA ME/IULIUHA

(OBH. - 1B, BP. 102 OT 2009 I'., B CHJIA OT 22.12.2009 I".)

§ 4. (1) 3aBapeHuTe 10 BIU3aHETO B CHJIa HA TO3U 3aKOH MarucThp-(hapMameBT u
MTOMOIITHUK-(apMaIleBTH, KOUTO Ca MOTYIHIIA Pa3peliecHUe 3a OTKPUBAHE Ha alTeka B
HacCeJICHUTE MecTa 1o wi. 228, an. 4 1o pela Ha OTMEHEHHS 3aKOH 3a JIeKapCTBaTa M alTeKUTe B
XyMmaHHaTa MeaunuHa (00H., /[B, 6p. 36 ot 1995 r.; Pemenue Ne 10 Ha KoHCTUTYIIMOHHHUSI Ch]T
ot 1996 1. - 6p. 61 oT 1996 1.; U3M., Op. 38 oT 1998 1., 6p. 30 o1 1999 1., Op. 10 0T 2000 T.;
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Pemenue Ne 3 Ha Koncrurymmmonnus cba ot 2000 r. - 6p. 37 ot 2000 r.; u3m., 6p. 59 ot 2000 r.;
Pemenne Ne 7 na Korcrurynuonnus cb ot 2000 r. - 6p. 78 ot 2000 1.; usm., 6p. 41 ot 2001 r.,
op. 107 u 120 ot 2002 r., momp., 6p. 2 ot 2003 1.; u3m., 6p. 56, 71 m 112 o1 2003 1., 6p. 70 m 111
ot 2004 r., 6p. 37, 76, 85, 87,99 u 105 ot 2005 1., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 r., OTM.,
op. 31 or 2007 r.) ¥ KOUTO HE ca MOJAIH 3asBJICHUE 3a MPEPETUCTPAIUS B CpOKa 1o § 66, ai. 3 oT
3akoHa 32 U3MEHEHHUE U JIOMTbJIHEHUE Ha 3aKOHA 3a JICKAPCTBEHUTE IIPOJYKTH B XyMaHHaTa
meaununa (B, 6p. 71 ot 2008 T.), mpuBeXAaT 1EHHOCTTA CH B ChOTBETCTBUE C M3MCKBAHUATA HA
TO34 3aKOH B cpok 110 31 siuyapu 2010 1.

(2) JInuara no an. 1 mogaBatr B MUHUCTEPCTBOTO Ha 37paBEONa3BaHETO 3asiBICHHE 3a
MpeperucTpanus, KbM KOETO Ipuiarar:

1. 3asiBeHUeE 3a U3/IaBaHe Ha pa3pelleHue 3a ThProBUs Ha APeOHO C JIEKApCTBEHU
MPOAYKTHU OT JIUaTa 1o wi. 222, an. 1 nmo odpaszell, yrBbp/IEH OT MUHUCTBPA Ha
3/IpaBEOIa3BaHETO;

2. aKTyaJIHO yJIOCTOBEPEHHE 32 BIIUCBAHE B ThPTrOBCKUSI PETUCTHP, CHOTBETHO IOKYMEHT
3a aKTyaJlHa perucTpauus Ha JUUeTo 1o wi. 222, an. 1;

3. Konue OT U3/Ja/ICHOTO 10 Pe/la Ha OTMEHEHUs 3aKOH 32 JIeKapcTBaTa U alTeKUTE B
XyMaHHaTa MEJUIIMHA pa3pelIeHne 3a OTKPUBAHE Ha alTeKa;

4. 3aBepeHO KOMHUE OT TPYJAOBHUS JOTOBOP WM JOTOBOP 3a Bh3JaraHe Ha yIpaBjcHUE Ha
PBHKOBOJIUTEINS HA aniTeKaTa - B CIy4auTe, KOraTo ce U3UCKBa TaKbB;

5. Aexnapanus ot JMuara no wi. 222, an. 1, ye ca 3ama3eHu yclIOBUATA, IPU KOUTO €
W3J1aJICHO Pa3pelIeHUETO 3a ThProBUs Ha APEOHO C JIEKAPCTBEHU MPOAYKTH Ha JIMIaTa 1o ai. 1;

6. TOKYMEHT, U3J1aJIcH OT KMETa Ha ChbOTBETHATa OOIIIMHA, YIOCTOBEPsIBaIl OpOsi Ha
KUTEIUTE Ha ChOTBETHOTO HACEJIEHO MSICTO;

7. JOKYMEHT 3a eIHOKpaTHO IulaTeHa Takca B pazmep 100 iB.

§ 5. B cpok 10 Tpu Mecena OT BIM3aHETO B CHJIa Ha TO3U 3aKOH MUHUCTBPBT Ha
3/lpaBeoIla3BaHEeTO U3MEHS U J0IbJIBAa Hapeadara mo wi. 219, an. 2.

§ 6. 3aKOHBT BIIM3a B CUJIa OT JIeHs Ha 0OHapoJBaHETO MY B "J[bpkaBeH BECTHHUK'.

Ipexoanu u 3aKII0OYUTETHH pa3nopeon
KBbM 3AKOHA 3A USMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A JIEYUEBHUTE
3ABEJAEHUA

(OBH. - 1B, BP. 59 OT 2010 T"., B CWJIA OT 31.07.2010T".)

§ 77. 3akOHBT BIM3a B CHJIA OT JIeHs Ha 0OHapoaBaHeTo My B "JIbpikaBeH BECTHUK' ¢
U3KIIIOYEHUE Ha:

1. maparpadu 9 (otHOCHO ui. 19, an. 4), 53, 60 u 66 (oTHOCHO 4. 98, ain. 5 u 6), KOUTo
BiIM3aT B cwia ot 1 aryapu 2011 r.;

2. maparpad 75, xoifro Bnu3a B cuna ot 30 cenrempu 2011 .

Ipexoanu u 3aKJIIOYUTEHH pa3nopendon
KBbM 3AKOHA 3A BIOJ’KETA HA HALITMOHAJIHATA 3JPABHOOCUT'YPUTEJIHA
KACA 3A2011T.

(OBH. - 1B, BP. 98 OT 2010 T"., B CWJIA OT 01.01.2011T".)
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§ 5. (1) IIpe3 2011 r. neiiHOCTUTE IO TMArHOCTHKA U JICUCHUE Ha 3JI0KAYECTBEHU
3a0ossABaHUs U HA O0JIHU ¢ OBbOpeyHa HEJOCTaTHYHOCT HA JUAIIU3HO JICYCHHE, BKIIFOUUTETHO
OCHUT'YPSIBAHETO Ha JIEKQPCTBEHU MPOIYKTH U MEAUIIMHCKU U3/IEHUs, KAKTO U JIPYyTrUTe
MEIUIIMHCKH JAeHOCTH, KouTo mpe3 2010 r. ca puHaHCHMpaHu upe3 OropKeTa Ha
MUHUCTEPCTBOTO Ha 3ApaBEONa3BaHETO U Ype3 JEJIETUPAHNUTE OT AbprKaBaTa JEHHOCTH IIpe3
OrokeTa Ha OOLIMHUTE, Ce 3aIljiallaT ChC CpelicTBaTa o wi. 1, ai. 2, pexn 5.

(2) Hetinoctute, JIEKapCTBEHUTE NMPOIYKTH U MEAULIMHCKUTE U3Aeaus 1o ai. | ce
3ariamar no pej U MeTouKa, ONpeaesicH! OT MUHUCThPA Ha 3/IpaBeola3BaHeTo.

(3) Cpencrrara mo . 1, an. 2, pex S ce Tpancepupar exxeMecedHo J0 Kpas Ha
TEKYIIHs MeCelLl.

§ 7. Han3opHusT cbBet Ha HanroHnanHara 31paBHOOCUTYpUTENIHA Kaca UMa IpaBo /1a
M3BBPIIBA BHTPEIIHU KOMIIEHCHUPAHU IPOMEHH Ha KPEAUTUTE MEXKY IEMEHTUTE Ha Pa3XOAUTE
u TpaHcdepuTe 1o ui. 1, aji. 2, KOUTO ca B paMKUTE Ha YTBbPJACHUS OIOJIKET.

§ 8. HamzopHuusT cbBet Ha HarronanHara 31paBHOOCUTYpUTETHA Kaca Ha OCHOBAaHUE
1. 26, ai. 2 oT 3aKOHa 3a 3/IpaBHOTO OCUTYPsIBAaHE MMa IIPaBo Jla pa3Xo/Ba CPeACTBaTa OT
pe3epBa 3a HeMpeABUACHU U HEOTIIOKHU pa3xonau mo wi. 1, an. 2, pen 3.

§ 15. 3akonsT Bnu3a B cuia ot 1 sHyapu 2011 r. ¢ uzkimouenue Ha § 10, KoiTO BiIM3a B
CHJIa OT JIeHs Ha 0OHapoBaHeTO My B "JIbp:KaBeH BECTHHUK'.

IIpexoanu u 3ak/II0OYHUTESHU pa3nopeadn
KBbM 3AKOHA 3A UBSMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 98 OT 2010 I'., B CWJIA OT 01.01.2011T".)

§ 106. B 3akoHa 3a lekapcTBEHUTE MPOAYKTH B XyMaHHaTa MenuiHa (06H., /B, op. 31
ot 2007 r.; u3m., 6p. 19 ot 2008 r.; Pemenue Ne 5 na Koncrurymmmonnus ¢sa ot 2008 r. - Op. 65
ot 2008 r.; u3m., 6p. 71 ot 2008 1., 6p. 10, 23, 41, 88 1 102 o1 2009 . U 6p. 59 0T 2010 T.)
HAaBCSAKbBJIE JYMUTE "PETMOHATHUTE MHCIIEKIIMU 3a/T10 OMla3BaHEe U KOHTPOJ Ha OOLIECTBEHOTO

nn

3npaBe", "peruoHaNHaTa HHCIEKIUS 0 OTMa3BaHe M KOHTPOJ Ha OOIIECTBEHOTO 3/paBe" u
"PMOKO3" ce 3aMeHAT ChOTBETHO C "pErMOHATHUTE 3/[paBHU MHCIIEKIUK", "pernoHaHaTa
3npaBHa uHcnekuusa'" u "P3N".

§ 121. 3akonsT Bu3a B cuia ot 1 ssHyapu 2011 r. ¢ u3KitoYeHue Ha:

1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35,42, 44, § 56, 1. 1 u 2, § 65, 68, 70, 76, 80,
81,90,92,96,§ 102,1.3,4,5,7u8,§105,1.1,3u5,§ 107, 1. 1, 2, 3, 4, 6, 6ykBa "a", 1. 7, 10,
11,13 u 15, 6yksa "a", § 109, 110, 112, 113, § 115, 1. 5,§ 116, 1. 4u 6,§ 117, 1. 5u7u § 118,
T. 1, KOMTO BAM3aT B cUJia OT JICHA Ha OOHAPOJBAHETO Ha 3aKoHa B "JIbp)kaBeH BECTHUK;

2. maparpad 102, 1. 1, 2 u 6, xourto Bnu3at B cuna ot 1 mapt 2011 r.;

3. maparpadu 22, T. 1 (oTHOCHO uJ1. 36, an. 1, uzpedenue BTopo), § 37, § 48, 1.2,§ 51 u
59, xouto Biam3aT B cuia ot 1 romm 2011 r.;

4. maparpad 107, 1. 15, 6ykBa "6", xoiito Bim3a B cuna ot 30 cenremBpu 2011 .
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IIpexoanu u 3aKIOYUTESTHU pa3nopendon
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEJIUIIUHA

(OBH. - 1B, BP. 12 OT 2011 I"., B CWJIA OT 08.02.2011T".)

§ 24. IlonaseHnTe BaIMIHY 3asBJICHUS U YBEIOMJICHHUS 3a IPOMEHH B Pa3pelICHUATA 3a
ynorpeba Mpeay BIN3aHETO B CHJIA HA TO3H 3aKOH CE Pa3IIeXk/aT IO JOCETALIHUS Pejl.

§ 25. MUHHCTBPBT Ha 37ApaBEONa3BaHETO MPUBEXK/A B CHOTBETCTBUE C TO3U 3aKOH
HapenOara 1o wi. 42 B CpoK 10 TPH Mecela OT BIM3aHETO MY B CHJIA.

8 27. 3aKOHBT BiIM3a B CHJIA OT JICHS Ha 0OHapoBaHeTO My B "/IbpkaBeH BECTHHK'".

IIpexoaHu U 3aK/IIOYUTESHU pa3nopeadn
KbM 3AKOHA 3A UBSMEHEHUE U JOITbJJHEHUE HA 3AKOHA 3A
JEKAPCTBEHUTE IPOAYKTHU B XYMAHHATA MEJIULIUHA

(OBH. - 1B, BP. 60 OT 2011 I'., B CWJIA OT 05.08.2011T".)

§ 66. (1) [IpousBoaurtenure no § 12, an. 2 OT IPEXOIHUTE U 3AKIIOUUTEITHUTE
pasnopendu ce mpUBEKIaT B ChOTBETCTBHE C U3UCKBaHUATa Ha Wi. 148 u Ha J{oOpata
MIPOU3BOJICTBEHA MTPAKTHKA, OMPEEIICHH 10 pesia Ha Wi. 152 B cpok 710 6 Mecela OT BIM3aHETO B
CHJIa Ha TO3H 3aKOH.

(2) Cnen nztnuanero Ha cpoka 1o ain. 1 MAJI u3BbpiiBa npoBepka OTHOCHO
MIPUBEXKIAHETO B CHOTBETCTBUE C M3UCKBaHUATA Ha wi. 148 u Ha JloOpaTa mpou3BOACTBEHA
MIpaKTHUKa, ONPEIETICHH 10 peaa Ha wi. 152.

(3) Korato cnen uzpbpiiBaHeTo Ha npoBepkara 1o ain. 2 MAJI ycraHoBu, e ycnoBusiTa
3a MPOU3BOJICTBO, KOHTPOJI U ChXPaHEHHUE HA U3XOJHUTE MaTepPHAIIH 33 TPOU3BOJICTBO U Ha
TOTOBUTE JIEKAPCTBEHH MPOYKTH HE OTTOBApAT HA M3MCKBAHUATA HA TO3H 3aKOH U Ha JloOpaTa
MIPOM3BOJICTBEHA MPAKTHKA, TS YBEIOMSIBA ITMCMEHO ChOTBETHOTO JIUIIE IO ajl. | ¥ JaBa MUCMECHH
yKa3aHUsl.

(4) B ciiyuaii e B cpok 10 60 1HU OT JaTaTta Ha YBEJOMSBAHETO CbOTBETHOTO JIUIIE TIO
an. 1 He oTCTpaHW KOHCTAaTUPAHUTE HECHOTBETCTBHS, U3IMTBIHUTENHUAT nupekTop Ha MAJI
OTHEMa M3JIICHOTO T10 pe/ia Ha OTMEHEHHs 3aKOH 3a JIGKapCTBaTa M aliTeKUTe B XyMaHHATa
MeaunuHa (00H., /B, 6p. 36 ot 1995 1.; Pemenne Ne 10 na Konctutyrmonnus ¢sa ot 1996 . -
op. 61 ot 1996 1.; m3Mm., Op. 38 ot 1998 1., O6p. 30 0T 1999 1., 6p. 10 oT 2000 r.; Permmenue Ne 3 Ha
Koncrurytmonnust cva or 2000 r. - 6p. 37 ot 2000 1.; u3m., 6p. 59 ot 2000 r.; Pemenne Ne 7 Ha
Kouncrurynmonnus cva ot 2000 r. - 6p. 78 ot 2000 r.; u3m., 6p. 41 ot 2001 1., 6p. 107 11 120 oT
2002 r.; momp., 6p. 2 ot 2003 1.; U3Mm., 6p. 56, 71 1 112 01 2003 ., 6p. 70 1 111 o1 2004 ., Op.
37,76, 85, 87,99 u 105 ot 2005 ., 6p. 30, 31, 34, 75, 80 u 105 ot 2006 r.; 0TM., Op. 31 0T 2007
T.) pa3pelieHue 3a MPou3BOICTBO MPHU yCcIoBHATa Ha Wi, 160a.

(5) Koraro cnen u3BbpIIBaHETO HA MPOBEPKATA IO aJl. 2 C€ YCTAaHOBHU, Y€ ChOTBETHOTO
JuIe 1o al. | He ce € MPHUBENIO B ChOTBETCTBHE ¢ M3MCKBaHUATA HA Wwi. 148 u Ha JloOpaTa
MPOU3BOACTBEHA MpakTHKa 1o wi. 152, MAJI otHemMa u3gageHo pazpenieHre 3a Mporu3BOICTBO
Ipu yciioBusTa Ha wi. 160a.
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(6) Korato cien u3BbpiiBaHeTO Ha MPOBEpPKATa Mo ajl. 2 ce yCTaHOBH, Y€ ChOTBETHOTO
nuue mo all. 1 ce e mpuBeno B CbOTBETCTBHUE C U3MCKBaHUATA HA Wi. 148 u Ha JloOpara
MPOM3BOACTBEHA MpakThuka 1o wi. 152, MAJI nznaBa HOBO pa3pelieHue 3a Mpou3BOACTBO MO pena
Ha TO3U 3aKOH CJEJ:

1. nonaBaHe Ha 3asBJICHUE U JOKYMeHTanus no 4wi. 150 u 151, u

2. mpescTaBsHE Ha IOKYMEHT 3a IU1aTeHa Takca B pazMep 1500 1B.

(7) Korato B eqHOMECEUYEH CPOK OT MPUKIIFOUBAHETO HA IIPOBEPKATa 10 aJl. 2 JUIETO MO
an. 6 He e Moo 3asBieHUE U JoKyMeHTauus no wi. 150 u 151, uznageHoro paspeiieHue 3a
IIPOM3BOJICTBO M0 pejla Ha OTMEHEHHUs 3aKOH 3a JIEKapcTBaTa U anTeKUTe B XyMaHHATa MEAUIIHA
ce MpeKpaTsBa.

§ 67. (1) OTKpUTHUTE U HETPUKIIOUMJIIN JIO BIM3aHETO B CHJIa HA TO3H 3aKOH
MIPOM3BO/ICTBA 32 M3/IaBaHE WM IPOMEHH Ha pa3pelieHus 3a ThPTOBHs Ha APeOHO C JIEKapCTBEHU
MIPOJYKTH C€ PA3TIASKIAT U TOBBPIIBAT MO AOCEralHus peq 6e3 mpecTaBsiHe Ha MPeII0oKEeHUE
ot Bucmms cbBeT o papmarisi.

(2) B cpoxk n0 ABa Mecelia OT BIM3aHETO B CUJIa HAa TO3U 3aKOH MHUHHUCTEPCTBOTO Ha
3/lpaBeoIla3BaHeTo MpeaocTaBs Ha M3mbaHUTEIHATA areH1ysl 110 JIEKapcTBaTa ¢ IPUEMHO-
Mpe/iaBaTesieH MPOTOKOJI apX1Ba Ha MPUKIIOYMINTE IPOU3BOJICTBA.

(3) B cpok 10 nBa Mecelia OT BJIM3aHETO B CHJla HA TO3H 3aKOH MUHUCTEPCTBOTO Ha
3/IpaBeolia3BaHeTo MpeaocTaBs Ha M3mbIHUTETHATA areHIIMsI 110 JIEKapCTBaTa ¢ IPUEMHO-
IIpe/laBaTesieH IPOTOKOJ BOACHUS OT MUHUCTEPCTBOTO HA 3JpaBEONIa3BAHETO PETUCTHD HA
W3JIaJICHUTE pa3pelleHus 3a ThProBus Ha APeOHO C JIEKApCTBEHH MPOJYKTH B amnTekKa.

(4) Cnen n3naBane Ha paspenieHue o peaa Ha ajn. | MUHHCTepCTBOTO Ha
3/IpaBeola3BaHeTO U3Ipallla B TPUIHEBEH CPOK CIIy:ke0HO 10 M3mbIHUTENHATA areHIus 110
JIeKapcTBaTa KOIME OT HEro 3a BIIMCBAaHE B PETMCThpa HA U3/1aJICHUTE pa3pellieHus 3a ThProBUsI
Ha JPeOHO C IEKapCTBEHH MPOTYKTH.

(5) Cnen 3aBbpiiBane Ha MPOU3BOJCTBATA O all. | MUHHUCTEPCTBOTO HA
3/IpaBeoIa3BaHEeTO MpeaocTaBs Ha M3MbIHUTETHATA areHIIHsI 110 JIEKapCcTBaTa ¢ MIPHUEMHO-
IIpe/laBaTeseH MPOTOKOJ TEXHUSI apXUB.

§ 68. (1) 3asBieHusTa 32 U3aBaHe WM IPOMEHHU Ha yJIOCTOBEPEHMS 32 peTUCTpalts Ha
JpOrepuH, MOoAaIeHH /10 BIM3aHETO B CHJIa HA TO3U 3aKOH, C€ pasIiIeKaaT MPU YCIOBUATA U TIO
pena, npeaBUIEHHU B HETO.

(2) B cpok 10 eauH Mecel OT BIM3aHETO B CUJIA HA TO3M 3aKOH M3mbiHuTEeNHATA
areHIys Mo JIeKapcTBaTa MPeI0CTaBs Ha ChOTBETHATA PETHOHATHA 3[jpaBHA WHCIIEKITUS C
MIPUEMHO-TIpeJaBaTeNIeH IPOTOKOJ 3asBJICHUATA U JOKYMEHTHUTE, [10/1aJIEHH 3a POU3BOICTBATA
3a W3/1aBaHe Ha YJOCTOBEPEHUS 3a PETUCTPAIIMSI HA APOTEPHH, KAKTO U apXHBa HA MPUKIIOYUINTE
MIPOU3BO/JICTBA.

(3) B cpok 10 enuH Mecel OT BIM3aHETO B CUJIa HA TO3U 3aKOH M3MbIHUTENHATA
areHuus 1o JieKapcTBaTa rnpeaocTaBs Ha MUHHUCTEPCTBOTO Ha 3/JpaBeONa3BaHETO C IPUEMHO-
MpeiaBaTesieH MpoToKo BogeHus oT MAJI peructsp Ha U31aieHUTE YAOCTOBEPEHUS 32
perucrpanus Ha Jporepusi.

(4) B cpok 10 enuH Mecel OT MPEI0CTaBIHETO Ha PETUCThpa Mo an. 3 MUHHUCTEPCTBOTO
Ha 3]JpaBeO0Na3BaHETO U3TOTBS U MyOJIMKYBa HA CTpaHUIATa CU HAIMOHAJIHUS PETHCThD HA
W3JIaJICHUTE 10 BIM3aHETO B CHJIA HAa TO3M 3aKOH YJOCTOBEPEHUS 32 PErUCTpalusl Ha APOTepuu.

§ 69. (1) B cpok 10 Tpu Mecera OT BIM3aHETO B CHJIA HA TO3W 3aKOH MPOIEAYPHUTE 3a
YTBBPK/IaBAHETO WM PETUCTPUPAHETO HA IIEHU Ha JIEKAPCTBEHHUTE MPOIYKTH CE€ U3BBPIIBAT 11O
noceramHus pen or Komucusita no neHUTe Ha JIeKapCTBEHUTE MPOAYKTH.
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(2) Cnen n3tnyaneTo Ha cpoka 1o ai. 1 Komucusira 1o neHure Ha JeKapCTBEHUTE
MPOAYKTH npenoctaBs Ha Komucusita no nienu u peuMOypcrpaHe ¢ IpueMHO-TIpeaBaTeIeH
IIPOTOKOJI 3as1BJICHUATA M JOKYMEHTHUTE, [TOJIaICHH 3a IPOLEAYPUTE 110 ajl. 1, KAKTO U apXuBa Ha
MPUKITIOYIIINTE MPOLEIypH 32 YTBBPKIaBaHE WM PETHCTPUPAHE HA LIEHU Ha JIGKAPCTBEHUTE
IPOAYKTH.

(3) Cnen nztnuanero Ha cpoka 1o ai. 1| Komucusita o rieHuTe Ha JIeKapCTBEHUTE
IPOAYKTH npenoctaBs Ha Komucusira no neHu u peumMOypcrpaHe ¢ IpueMHO-IIpeaBaTeleH
MIPOTOKOJI BOJIGHUTE OT KOMHCHATA PETUCTPU Ha U3JIICHUTE PEIICHHS 3 YTBBPKAaBaHE MU
perucTparys Ha [IeHU Ha JIEeKapCTBEHUTE MPOIYKTH.

§ 70. (1) B cpox g0 Tpu mMecela OT BIM3aHETO B CHJIa HA TO3U 3aKOH MPOLEAYPUTE IO
BKJIFOYBAaHE, U3KJIFOUBAaHE W/UIIM IPOMEHH Ha JIEKapCTBEHU NMPOAYKTH OT [To3uTnBHUSA
JIEKapCTBEH CITUCHK C€ U3BBPIIBAT MO JOCETAIIHUs pea oT KoMucusTa o mo3uTUBHUS
JIEKapCTBEH CHUCBHK.

(2) Cnen n3tnyanero Ha cpoka 1o ai. 1 Komucusita no no3suTUBHUS JIEKAPCTBEH CIIUCHK
npenocrass Ha KomucusiTta 1o neHu 1 peuMOypcrupase ¢ IpueMHO-TIpelaBaTesIeH MPOTOKOI
3asIBJICHUATA U IOKYMEHTUTE, II0JaICHU 3a MIPOLIEAYPHUTE 110 all. 1, KaKTO U apXuBa Ha
IPUKIIIOYUIIUTE IPOLEypH 3a BKJIIOUBAHE, U3KIIIOYBAHE M/UIIM IPOMEHH Ha JIEKAPCTBEHU
npoayKTH oT [103uTHBHMSA JTEKAPCTBEH CIHCHK.

§ 71. IbpaBHUTE TaKCH, BHECEHU 1O mpoueaypute no § 69, an. 1 u § 70, an. 1, ce
pasxojBar 3a o0e3rneyaBaHe Ha CbOTBETHUTE a/IMMHUCTPATUBHU IIPOU3BOJICTBA, KAKTO U 3a
neiiHoctTa Ha KomucusTa 1o npo3padyHoct.

§ 72. (1) Lenure, onpenesneHu mo peaa Ha 4wi. 258, an. 1, Ha IeKapCTBEHUTE MPOIYKTH,
KOUTO KbM BJIM3aHETO B CHJIa HA TO3H 3aKOH ca BKJIIOUeHU B [103UTHBHUS JIEKapCTBEH CIUCHK, Ce
CMSTAT U 3a TEXHM MPEAETHH LIEHU U MpoJax0aTa UM Ha ApeOHO chriaacHo wi. 258, ai. 3.

(2) B cpok 10 Tpu Mecela OT BIM3aHETO B CHJIa Ha TO3H 3aKoH KomucusTa 1o neHuTe Ha
JIEKapCTBEHUTE MPOIYKTH CIY>KEOHO 3aj1M4aBa OT PErUCThpa Ha MPEJSIHNUTE [IEHH 00pa3yBaHUTE
IIPEJIeSIHY 1IEHU Ha JIEKapCTBEHUTE NMPOJYKTH 110 ai. 1.

(3) Ho 31 nexemBpu 2012 r. mpuTexkaTenuTe Ha pa3pelieHus 3a ynorpeda He Morar aa
MIPOMEHST IIeHaTa Ha JEKapCTBEH MPOAYKT C M3KIIIOYEHNE Ha HaMaJIIBaHETO M 3a MPOAYKTH,
KOUTO KbM BIIM3aHETO B CHJIa HAa TO3U 3aKOH Ca UMaJM ONpEJIeIeHa [IeHa, HO HE ca BKJIIOUEHU B
[To3UTHBHUS IEKAPCTBEH CIHUCHK.

§ 73. (1) C Bnu3aHeTo B cujia Ha TO3U 3aKOH 00Opa3yBaHMTE MPEJIEIHU 1IEHN Ha
JIEKapCTBEHUTE MPOIYKTH, OTITYCKAHU 10 JIEKAPCKO MPENUCAaHUE, U PETUCTPUPAHUTE LIEHU Ha
JIEKapCTBEHUTE MPOIYKTH, OTIIYCKaHU O€3 JIEKapCKO NpeaIICcCaHHe, Ce CMSTAT 3a TEXHU
pErucTpupaHu UeHH 1o 4. 258, an. 2.

(2) M3BBH ciiydauTe 1O ail. 1, ¢ BAM3aHETO B CUJIa HA TO3H 3aKOH 00pa3yBaHUTE
MIPEJIeSTHYU 1IeHU Ha JIEKapCTBEHUTE NMPOIYKTH, KOUTO MPUHAMIEKAT KbM MEXKTyHAPOIHO
HEMaTeHTHO HANMEHOBaHUE, KOETO € BKIIFOYCHO B [103UTHBHHS JIEKAPCTBEH CIHCHK, C
U3KIIIOYEHHE Ha IPOAYKTHUTE, BKIIOUEHH B MpHIokeHne Ne 2 Ha CIUCHKA, c€ CMATAT U 32 TEXHU
MIPEACITHA [IEHH TPU TTPoJakbaTa UM Ha IPeOHO U HEe MOTaT Ja ObIaT MTPOMEHSIHU 10
pUeMaHeTo Ha Hapenbarta mo wi. 258, ai. 5.

(3) B cpoxk g0 Tpu Mecerna OT BIM3aHETO B CHIIa Ha TO3M 3akoH KoMucusita no neHure Ha
JIEKapCTBEHUTE MIPOJYKTH U3TOTBS PErUCTHpa 1o 4il. 261, an. 3, B KOMTO BIIMCBA IEHUTE 110 all. 1.
§ 74. B cpok 10 Tpu Mecena OT BJIW3aHETO B CHJIa Ha TO3U 3akoH KomucusiTa mo
MO3UTHUBHUS JIEKAPCTBEH CNUCHK MpuBexaa [103uTHBHMS JeKapCTBEH CIUCHK B CbOTBETCTBUE C

M3UCKBaHMATA 110 wiI. 262, ain. 5, 1. 1 - 3.
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§ 75. B cpok 10 Tpu Mecela OT BJIW3aHETO B CHJIA HA TO3W 3aKOH MUHUCTEPCKUAT ChBET
orpenens chbcTaBa Ha KomucusTa 1o neau u peuMOypcupase.

§ 76. B cpok 10 Tpu Mecela OT BJIM3aHETO B CHJIA HA TO3U 3aKOH:

1. MHHUCTBPBT Ha 3/IpaBeona3BaHETO U3MEHS U JIOMbJIBA HapeaouTe mo wi. 82, ai. 3,
1. 219, an. 2 u 9. 243 B ChOTBETCTBHUE C TO3HU 3aKOH.

2. MUHHCTEPCKHUAT ChBET MpueMa HapeadaTa mo wi. 258, ain. 5 u u3Mens tapudara mo
yi. 21, an. 2 u YcrpolcTBeHUs MPpaBUIIHUK HA MUHUCTEPCTBOTO Ha 3/IpaBEONAa3BAHETO B
CBHOTBETCTBHUE C TO3U 3aKOH.

§ 84. 3akoHBT BIIM3a B CHJIA OT JICHS HAa OOHApOABaHETO MY B "/IbpkaBeH BECTHUK" C
M3KIII0YeHue Ha § 65, koilTo Biamu3a B cuia ot 30 centemBpu 2011 1.

IMpexoanu u 3aKII0OYUTETHHA pa3nopeIon
KbM 3AKOHA 3A UBSMEHEHUE U JOIIBJIHEHUE HA 3AKOHA 3A KOHTPOJI
BBbPXY HAPKOTUYHHUTE BEIIECTBA U IIPEKYPCOPUTE

(OBH. - 1B, BP. 61 OT 2011 I'., B CWUJIA OT 10.11.2011T".)

§ 54. To3u 3aKkoH BiIM3a B CUJIa TPU Mecella ciesl 00HapoaBaHeTo My B "JIbpkaBeH
BECTHHK".

IIpexoanu u 3akIIOYHUTESHU pa3nopeadn
KBbM 3AKOHA 3A UBSMEHEHUE U JTOITBJIHEHUE HA 3AKOHA 3A 1P KABHUSA
CIYXUTEJ

(OBH. - 1B, BP. 38 OT 2012 T"., B CWJIA OT 01.07.2012T.)

§ 84. (B cumna ot 18.05.2012 r.) B cpok 10 enuH mecelr OT 0OHapOABAaHETO Ha TO3U
3aKoH B "JIbpikaBeH BECTHUK':

1. Munuctepckust chBeT npuBexaa Kinacudukaropa Ha JIBKHOCTUTE B
aJIMMHHCTpALUATA B CbOTBETCTBUE C TO3U 3aKOH;

2. KOMIIETEHTHUTE OpraHu MPHUBEXKAAT YCTPOMCTBEHUTE AKTOBE HA CbOTBETHATA
aJIMMHHCTpAIMs B ChOTBETCTBUE C TO3H 3aKOH.

§ 85. (1) IIpaBooTHOIIEHUATA C TUIIATa OT AAMUHUCTPAITUUTE TI0 3aKOHA 33 PAAUOTO U
TEJIEBU3UATA, 3aKOHA 32 HE3aBUCUMUS (PMHAHCOB OJTUT, 3aKOHA 3a €JIEKTPOHHUTE CHOOILEHUS,
3axona 3a KoMucusra 3a ¢puHaHCOB HaJa30p, 3aKOHA 32 JOCTHI U pa3KpuBaHE Ha JOKYMEHTUTE U
3a 00siBSIBaHE HAa MPUHAIJICKHOCT Ha OBJTApCKH Irpaxk1aHu KbM J[bpikaBHA CUTYPHOCT U
pa3y3HaBaTeJIHUTE CiIy)kOu Ha bbirapckara HapogHa apMusi, 3aKOHa 32 OTHEMaHE B 110J13a Ha
JbprKaBaTa Ha UMYIIECTBO, IPUIO0UTO OT MpecThIIHA AEUHOCT, 3aKOHA 3a MPEeA0TBpaTIBaHE U
yCTaHOBsIBaHE Ha KOH(IMKT Ha uHTepecu, Kozekca 3a conanHo ocurypsiBaie, 3aKoHa 3a
3/IpaBHOTO OCUTYpsIBaHE, 3aKOHA 3a MOJIIOMaraHe Ha 3eMEJEJICKUTE TPOU3BOIUTENN U 3aKOHA 3a
II'BTUILATA CE€ YPEXKAAT IPH YCIOBUATA U 110 peaa Ha § 36 OT MPEeXOJHUTE U 3aKIIIOUNTEITHUTE
pasnopenou Ha 3aKOHA 32 U3MEHEHHUE U IOMbIIHEHNE Ha 3aKOHA 3a IbpKaBHUS ciryxkuren (/1B,
op. 24 ot 2006 1.).
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(2) C akTa 3a Ha3HAYaBAHETO HA JbPKABHUS CIIY’)KUTEI CE:

1. mpucwxaa onpenenenus B Kinacugpukaropa Ha ITbKHOCTUTE B aIMUHUCTPALIAATA
MUHUMAJICH PaHT 3a 3aeéMaHaTa JJIbKHOCT, OCBEH aKO CIIYKHTEJIST MPUTEkKaBa I0-BUCOK PaHT;

2. onpeens HHAUBUAYalHa OCHOBHA MECEYHa 3aIljiaTa.

(3) JombaHuTeIHO HEOOXOAUMHUTE CPEJCTBA 32 OCUTYPUTEIIHU BHOCKH Ha JIMIIATa IO all.
2 ce ocUrypsIBaT B PaMKHUTE HA Pa3XOJUTE 3a 3aIUIaTH, Bb3HATPAXKIEHUS U OCUTYPUTEIHU BHOCKH
10 OIOJKETUTE HA ChOTBETHUTE PA3MOPEIUTENH C OI0/KETHU KPEAUTH.

(4) MuUHHCTEPCKHAT CHBET Ja U3BBPIIN HEOOXOAMMHUTE IPOMEHH 110 U3BBHOIOIKETHATA
cMmeTka Ha [IppkaBeH ¢ona "3emenenue”, MpOU3THYAILIN OT TO3H 3aKOH.

(5) Opranure Ha ynpasienue Ha HarmoHaliHUsSI OCUTYpUTEICH HHCTUTYT U Ha
Hanmonanuara 3apaBHOOCUTYpHUTETHA Kaca J1a U3BbPIIAT HEOOXOJUMHUTE TPOMEHH 10
CBHOTBETHHUTE OIOPKETH, IPOM3THYAIIN OT TO3U 3aKOH.

(6) Heusnon3panute OTIyCKHU MO TPYAOBUTE IPABOOTHOLICHHS CE 3aMa3BaT U HE ce
KOMIIEHCUPAT C MAapU4YHU 00€31LETEHUS.

§ 86. (1) B emHOMeceueH CpoK OT BIM3aHETO B CHJIa HA TO3M 3aKOH MHIUBUyaTHATa
OCHOBHA MECEUHA 3aIljlaTa Ha CIIY>)KUTEJISl CE OIPEIesl Taka, Y€ ChIllaTa, HaMalleHa C JbJDKUMUS
JaHbK U 3aIBKUTEITHUTE OCUTYPUTEIIHU BHOCKH 32 CMETKa Ha OCUTYPEHOTO JIUIIE, aKO ca OIn
IBJDKUMHU, 1a HE € I0-HUCKa OT I0JIy4aBaHaTa A0 TO3M MOMEHT OpyTHa MeceuHa 3aruiara,
HaMaJieHa C IBDKUMUTE 33 IbJDKUTEIIHA OCUTYPUTEIIHU BHOCKH 33 CMETKa Ha OCUTYPEHOTO JIUILIE,
aKo ca OWIIM JBJDKUMU, U ABJDKUMHUSL TaHDBK.

(2) B OpytHara 3armiara o ajn. 1 ce BKJIIOYBAT:

1. ocHOBHaTa MeceuHa 3aIyiaTa Wil OCHOBHOTO MECEYHO Bb3HArPAXKIACHUE;

2. TONBJIHUTENIHYU Bb3HATPaXKICHUS, KOUTO CE M3IUIALIAT IOCTOSHHO 3a€/IHO C
ToJiaraiaTa ce€ OCHOBHa MEC€4Ha 3ariaTa Ujiid OCHOBHO MECEYHO Bb3HArpaX/JeHHE U ca B
3aBHCUMOCT €IUHCTBEHO OT OTPabOTEHOTO BpeEMe.

§ 87. 3akonbT Bim3a B cuia ot 1 ronu 2012 1. ¢ u3kimoueHue Ha § 84, KoMTo BIU3a B
cuJia OT JieHsl Ha 0OHapOJIBaHETO Ha 3aKoHa B "/IbpkaBeH BECTHHK'.

Ipexoanu u 3aKII0OYUTETHH pa3nopeon
KbM 3AKOHA 3A UBSMEHEHUWE U JOITBJIHEHUE HA 3AKOHA 3A 3IPABHOTO
OCHUT'YPSABAHE
(OBH. - 1B, BP. 60 OT 2012 T"., B CWJIA OT 07.08.2012T.)

§ 44. 3aKOHBT BJIM3a B CHJIA OT JIeHs Ha 0OHapoaBaHeTo My B "/Ibp)kaBeH BECTHHUK'.

JlonbJIHUTETHH pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHUE U JOIIBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE MNPOAYKTU B XYMAHHATA MEJIULIUHA

(OBH. - IB, BP. 102 OT 2012 T"., B CHJIA OT 21.12.2012T".)
§ 118. To3u 3akoH BbBexa n3nuckBanusTa Ha Jupextusa 2010/84/EC na EBponelickus
napiaameHT 1 Ha CbBeta ot 15 gexemBpu 2010 r. 3a ©3MEHEHHUE 110 OTHOILIEHUE HA

(dhapmakonornunata 6aurenHoct Ha Jupextuna 2001/83/EO 3a yTBbpKIaBaHe Ha KOJEKC HA
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OO0mHOCTTa OTHOCHO JICKAPCTBEHHU MPOJIYKTH 3a XymaHHa yrnorpeda (OB, L 348/74 ot 31
nexemBpu 2010 r.) u qupextusa 2011/62/EC na EBponeiickus napiament 1 Ha CbBeTa OT 8 10HU
2011 r. 3a usmenenue Ha Jupextusa 2001/83/EO 3a yrBbpkaaBaHe Ha Kojekc Ha OOIIHOCTTA
OTHOCHO JICKQpCTBEHH MPOAYKTH 32 XyMaHHa yroTpeda Mo OTHOIIEHUE Ha MPEIOTBPATABAHETO
Ha HaBJIM3aHETO Ha QanmuuIpanu JIeKapCTBEHU IPOAYKTH B 3aKOHHATA Bepura Ha JJOCTaBKa
(OB, L 174/74 ot 1 romm 2011 r.).

IIpexoanu u 3aKIOYUTETHU pa3nopendon
KBbM 3AKOHA 3A UIBSMEHEHUE U JOIIbJIHEHHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEJIULIUHA

(OBH. - 1B, BP. 102 OT 2012 T'., B CHUJIA OT 21.12.2012T".)

§ 119. (1) Cnen 2 suyapu 2013 r. npou3BOAUTENNTE, BHOCUTEIUTE U THPrOBIUTE HA
enpo ¢ akTuBHHU BeuecTBa nogasar B MAJI B cpok a0 2 mapt 2013 r. 3asBieHNE U JOKYMEHTH 3a
BIKCBaHE 10 pea Ha 4. 1676.

(2) IlponzBoxuTeEnMTE U BHOCHTEIUTE, KOUTO Ca POU3BEK AN MM BHACSIIM AaKTHBHU
BEILIECTBA Bb3 OCHOBA HA U3JaJeHUTE UM 110 2 anyapu 2013 r. pa3pemenus 3a
MIPOU3BOJICTBO/BHOC, HE 3aIlIalllaT TaKCa 3a BIIMCBAHETO UM B PETUCTHpPA MO Wi. 167T.

(3) o 2 mapt 2013 r. nurmaTa mo aj. 2 oChIIECTBIBAT ACHHOCTH 11O IPOU3BOACTBO U
BHOC Ha aKTHBHU BEIIECTBA Bb3 OCHOBA HA M3aICHUTE UM Pa3pelICHNUs 3a IIPOU3BOICTBO/BHOC.

§ 120. JInnara, KOWTO OCHIIECTBABAT MOCPEIHUYECTBO B 00J1aCTTa Ha JIEKAPCTBEHUTE
MIPOJYKTH U Ca 3alI0OYHAIIM CBOsTA AeHHOCT npeau 2 ssuyapu 2013 r., ce peructpupar npu
yCIIOBUSATA U 110 pefa Ha wi. 212a B cpok 10 2 mapt 2013 1.

§ 121. 3anoyHanuTe 10 BIM3aHETO B CHJIa HA TO3M 3aKOH MPOLIEIYpH 32 pa3pellaBaHe 3a
yrnoTpeba ce JOBBPIIBAT NMPH YCIOBHTA U 110 pe/ia, IPEIBUICHU B HETO.

§ 122. (1) IlpuTexxaTenuTe Ha pa3pelIeHHs 3a yIoTpeda He MpujiaraT CucTeMa 3a
yhpaBiieHHe Ha pUcKa 1o wi. 192, an. 1, T. 2 3a 1ekapcTBEHU NPOAYKTH, HA KOUTO Ca U3/1aJICHU
pasperieHus 3a ynorpeba npeau 21 ronu 2012 r., ocBeH B ciaydyauTe 1O ail. 2.

(2) M3nbyiHMTENHATA areHLKs 10 JIEKapCcTBaTa MOXKE Jia HaJIOKU 3abJKEHHIE Ha
MIpUTEXATEINS Ha pa3pelleHre 3a ynorpeba J1a ch3/ajie 1 Jia Ipuiiara cucremMa 3a yrnpanjieHue Ha
pHCKa, KOraTo MpereHH, Y€ 3a JaJIeH JeKapCTBEH MPOIYKT UMa OMAaceHUs, KOUTO MOTrar aa
OKa’kaT BIUSHHE HAa ChOTHOLICHUETO MoJ3a/puck. B To3u ciydait MAJI usuckBa oT npurexaresns
Ha pa3pelIeHneTo 3a yrnoTpeda J1a mpeCTaBy U MOAPOOHO OMMCAaHUE HA CUCTeMAaTa 3a
yIpaBJIEHUE HAa PUCKa, KOATO Bb3HAMEPsBA J1a BbBEJE 3a CbOTBETHHUS JIEKAPCTBEH MTPOIYKT.

(3) B cygaute mo an. 2 MAJI mucmeHo yBeIoMsIBa MPUTEKATENS HA Pa3peIICHUETO 3a
yrnoTpeba, KaTo MOocoYBa MOTHBHTE 3a HaJIaraHETO Ha 33bJDKEHUETO U CPOKa 3a MpE/ICTaBsHE Ha
oIpoOHOTO ONKCAaHUE HA CUCTEMaTa 3a yIpaBlieHUE Ha PUCKa.

(4) B 30-1HeBeH cpoK OT MoJyyaBaHe Ha YBEJAOMIIEHHETO T10 ajl. 3 PUTEXATeN AT Ha
paspenieHueTo 3a yrnorpeda Mmoxe aa nmovcka ot MAJI mpenocraBssHe Ha BB3MOKHOCT 3a
IpeJcTaBsHe Ha HH(pOpMAIKs OTHOCHO HAJT0XKEHOTO 3aIbJDKEHHE IO all. 2.

(5) Cnen nonmyuaBane Ha uckaHero 1o ai. 4 MAJI onpenens cpok 3a mpencraBsHe Ha
uHpopManUATa OT MPUTEkKATENs Ha pa3pelIeHHeTo 3a yrnorpeoa.

(6) B3 ocHoBa Ha mipeacTaBeHaTa nHbopmarus MAJl moke 1a MOTBBPIM HATOKEHOTO
3aJIbJKEHUE 10 all. 2 UM J1a TO OTMEHHU.
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(7) I3mbyiHMTEIHATA areHLIKA [0 JIEKapCcTBaTa yBEAOMSIBAa IPUTEkKATEIS 32 B3€TOTO
pelieHue 1o ai. 6.

(8) Korato MAJI moTBBpAM 3aABIKEHUETO, U3IIBIHUTEIHUIT TUPEKTOP CIY>KEOHO
13/1aBa IPOMsIHA B Pa3pELICHUETO 3a YyIIOTpeda, KaTo BKIIOYBA B HETO KAaTO YCIOBUE HAJIOKEHOTO
3aJIbJKEHUE 10 all. 2.

§ 123. IIputexxaTenure Ha pa3pelieHus 3a ynorpeda Ha JEKapCTBEHH MIPOTYKTH,
u3nanenu npeau 21 womau 2012 1., u3nbaHABaT 3aAbJDKEHUETO 1o wi. 192, an. 1, T. 1 cuurano ot
21 ronu 2015 r. unm OT JaTata Ha OJHOBSBAHE HA PAa3pPEIICHUETO 32 yHoTpeda Ha ChbOTBETHUS
JIEKapCTBEH MPOJYKT B 3aBUCUMOCT OT TOBA, KOSI OT JIBETE JAATH 1€ HACTBIH MO-PAHO.

§ 124. 3anoynanure 10 BIM3aHETO B CHJIa HA TO3H 3aKOH HEMHTEPBEHLIMOHATHU
MIPOYYBAHHUSA C€ JOBBPIIBAT MO JOCETAIIHUS PEel.

§ 125. (1) o HacThIBaHe Ha yCIOBUATA U CPOKa 1O 4. 2, T. 3 ot JupexTuBa
2010/84/EC npuTexarenuTe Ha pa3pelieHus 3a yrnoTpeda u3npamiar cho0IIeHHUITa 32 CEPUO3HH
HE)XeJIaHU JIEKApCTBEHU PEaKIIMK, HaCThIIMIU Ha TepuTopusta Ha Penyonuka buirapus, 1o MAJI
u 1o EBpomneiickarta areHius mo jekapcrsara B CpoK 10 15 AHM OT MOTy4aBaHETO HM.

(2) U3mbiHUTETHATA areHIIMs 10 JIEKapCTBaTa MPOBEPSIBA U3ITBIHEHUETO HA
3aJIBJKEHUETO 10 a. 1.

(3) Koraro cho01meHneTo ce oTHACS 3a Cepro3Ha HeXellaHa JIeKapCTBeHA PeaKIns,
HACTHIIMIIA Ha TEPUTOPHSTA HA TPETa AbpKaBa, MPUTEkKATEIUTE Ha pa3pelleHus 3a ynorpeda B
cpoka mo ain. 1 yBegomsiBaT EBporeiickara areHius mo jiekapcrnara.

§ 126. (1) Ilpurexarenute Ha pa3pelieHus 3a ynorpeda nogasat B MAJI nepuognunu
aKTyaJlM3UpaHU JI0KJIa11 32 O€30MaCHOCT B ChOTBETCTBHE C BPEMEBUTE UHTEPBANIU 110 Wi. 194K,
aJl. 3 3a JIeKapCTBEHUTE MPOAYKTH, HAa KOUTO Ca U3/1aJIeHN pa3pelleHus 3a ynotpeda npeau 21
tosu 2012 1. ¥ 32 KOMTO YecToTaTa M JaTUTE Ha [10/1aBaHE HA EPUOJINYHUTE aKTyaIU3upaHu
JIOKJIa/11 3a 6€30IaCHOCT HE ca BIMCAHU KaTO YCIOBUS B pa3pelIeHUeTo 3a yrnoTpeoda.

(2) Pasnopenbara Ha an. 1 ce mpuiiara 0 onpeesissHe Ha Jpyra 4ecToTa WIH Ha IPYTH
JlaTy Ha M0JIaBaHe Ha JIOKJIAUTE B Pa3peIICHUETO 3a YIoTpeda WK JI0 ONpeesITHEeTO Ha 1aTH U
4yecToTa chrilacHo wi. 194 - 194h.

§ 127. (1) IlpuTexxaTenuTe Ha pa3pelIeHUs 3a yoTpeda NpeaoCTaBsIT NEPUOINIHN
aKTyaJIM3UpaHu JOKJIaIu 3a 0e30MmacHOCT 1o ui. 1943, an. 1 B peructspa no wi. 1943, an. 3 cien
n3THYaHe Ha 12 mecena oT faraTta, Ha KosATO EBpomnelickara areHuus 1o JIEKapcTBaTa OIOBECTH
(YHKIIMOHUPAHETO MY.

(2) o HacThIBaHe Ha CPOKa MO all. 1 mpUTEeXaTeuTe Ha pa3peleHns 3a ynoTpeda
MIPEICTaBAT NEPUOANYHUTE aKTYaIU3UPAHU JOKIIaaH 3a O0e3onacHocT Ha Al u Ha
PETYJIATOPHUTE OPTaHU Ha APYTUTE IbP’KABU WICHKH, B KOUTO ChOTBETHUST JIEKAPCTBEH MTPOJYKT
€ paspellieH 3a ynorpeoa.

§ 128. IIpurexarenure Ha pa3pelieHne/yJ0CTOBEpEHHE 3a ThPTroBHs Ha IpeOHO ¢
JIEKApCTBEHM NMPOAYKTH B alTEKa WU APOrepus 1o 4il. 234, an. 5 moMecTBaT Ha NHTEPHET
CTpaHMIIaTa JIOTOTO 1Mo wi. 234, an. 6 B CPOK J0 e/1HA FOJIMHA OT JaTaTa Ha MyOJIMKyBaHe Ha aKTa
o wi. 858, maparpad 3 ot Hupexrusa 2001/83/EO.

§ 129. M3npaHuTENHATA areHIMsl 110 JIEKapCTBaTa U3BbPILIBA IBPBHSI OAUT HA CHCTEMaTa
o wi. 183, an. 1 m m3npama Ha EBpornelickaTta KOMUCHS JOKJIaJ C PE3YyIATaTUTE OT HETO HaMi-
KbCHO 70 21 centemBpu 2013 T.

§ 130. (1) Jo 20 mapt 2013 . 3anmouHanuTe ¥ HENPUKITIOYWIH MIPOIIEAYPH TIPS
Komucusra no nenu 1 peuMOypcupane ce JOBbPILIBAT OT Hes MO JOCETaIIHUS Pel.
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(2) Cnen 1 anpun 2013 1. HEMPUKITIOYHIIMTE TIporienypu npea KomucusTa mo neHu u
peuMOypcupane ce ToBbpIIBAT OT HallmoHaIHMS CHBET 1O LIEHH U peuMOypcUpaHe Ha
JIEKapCTBEHUTE MPOIYKTH MPHU YCIOBUATA U MO PeJla Ha TO3U 3aKOH.

(3) B cpox n0 31 mapt 2013 r. Komucusita no nueHu u peumMOypcrupase rnpeiocTaBsi Ha
Hanmonanuus cbBeT M0 LIEHU U peuMOypCUpaHe Ha JIEKAPCTBEHUTE MPOJIYKTH C IPUEMHO-
IIpelaBaTesIeH IPOTOKOJI 3asBJICHUATA U IOKYMEHTUTE, IOJa/I€HU 33 IPOLEAYpUTE 110 ail. 1,
KaKTO U apXuBa Ha MPUKIIOYUIUTE MPOLIETyPH.

(4) B cpox 10 31 mapt 2013 r. Komucusita o neHu u peumMOypcrupase rnpeiocTaBsi Ha
Hanmonanuus cbBeT M0 LIEHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOYKTH C IPHUEMHO-
IIpe/laBaTesIeH IPOTOKOJI BOJACHUTE OT KOMUCHUSTA PETUCTPH.

§ 131. (1) do 20 mapt 2013 . TakcuTe 3a NMoAaBaHe Ha 3asBJICHU 3a YTBBPIKIaBaHE Ha
[EHH/TIPENICITHU ICHH, PETUCTPUpaHe Ha IEHH Ha JIEKAPCTBEHU MPOIYKTH, 32 BKIIIOUBAHE,
W3KJII0YBAHE WM MPOMEHHU Ha JIEKAPCTBEHU MPOAYKTH B [103UTHBHUS JIEKapCTBEH CIIHUCHK Ce
cbOMpaT OT MUHUCTEPCTBOTO HA 3/[PABEONA3BAHETO B Pa3MEPHUTE, OIIpeIesieHH B Tapudara mo
. 21, ai. 2.

(2) Cobpanute 1o 20 mapt 2013 r. puHAHCOBH CcpeacTBa MO al. | ce pa3xoasar 3a
neitnoctta Ha KoMucusita o nenu u peumOypcupane u Ha Komucusita rmo npo3payHocr.

§ 132. B cpok 10 Tpu Mecena OT BIU3aHETO B CUJIa HA TO3U 3aKOH MUHHUCTEPCKUST
CBBET I10 MPEUI0KEHHE Ha MUHUCThPA Ha 3/IpaBeoIa3BaHeTo:

1. onpenens npencenarens U wieHoBeTe Ha HanmoHanHus ChbBET 110 LIEHU U
peumMOypcupaHe Ha JeKapCTBEHUTE MPOIYKTH;

2. mpuema ycTpocTBeH NpaBWIHUK Ha HalmoHamHus CbBET 110 LIEHU U peuMOypcupane
Ha JIEKapCTBEHUTE MPOAYKTH.

§ 133. (1) B cpok nBa mecera oT BIM3aHETO B CHJIa HA TO3U 3aKOH MUHUCTEPCKUST
cbBeT U3MeHs Tapudara o uwi. 21, an. 2.

(2) B cpox go 1 ampuit 2013 r. MUHUCTEPCKUAT ChBET MpueMa Hapezadara mo wi. 261a,
ain. S.

§ 134. 3agpmkenusra mo wi. 159, an. 4, . 168, an. 8,4, 168a n 16806 3amousar ga ce
W3MBIHABAT TPU TOAMHHU CIIE]] aTaTa Ha MyOMMKyBaHe Ha JIeIeTUPAHUTE aKTOBE MO Wi. 54a oT
Hupextusa 2001/83/EO B "Odunuanen BectHUK" Ha EBponelickus cbio3.

§ 138. 3akoHbT BNIM3a B CHJIA OT JIEHs] HA 0OHApOBaHEeTO MY B "J[bpkaBeH BECTHUK" C
U3KJIIOUYEHUE Ha:

1. maparpad 9, 1. 1, 6yksa "a", § 29 - 36, § 38 - 43, § 44 otHocHO wi. 167a, 1676, 1678,
167r, 167m,un. 167e,an. 1 mwan. 2, 7. 1 mun. 1673, § 65-76,§ 98, 1. 1 u2, § 101, . 1, Oyksu "a"
n"6", § 102,103,106 - 108, 111, 116, § 117, 1. 1, OykBm "a", "e", "x" u "n", KOUTO BAM3AT B CHJIa
ot 2 ssuyapu 2013 r;

2. maparpadu 20 u 117, 1. 2, xouto Biau3at B cuia ot 1 anpun 2013 r;

3. maparpad 44 otHOocHO wi. 167¢, an. 2, T. 2 u an. 3 u wi. 167k, KOWTO BIM3a B cujia OT
2 romu 2013 r.

IIpexoanu u 3aKIIOYHUTESHU pa3nopeadn
KbM 3AKOHA 3A ITYBJIMYHUTE ®UHAHCHU

(OBH. - 1B, BP. 15 OT 2013 I'., B CWJIA OT 01.01.2014T".)
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§ 123. 3akonbT Biu3a B cuia ot 1 aayapu 2014 r. ¢ uzkimouenue Ha § 115, kolTo Biu3a
B cunia ot 1 ssmyapu 2013 1., u § 18, § 114, § 120, § 121 u § 122, kouro Bau3ar B cuja ot 1
¢dbeBpyapu 2013 1.

IIpexoanu u 3aKIIOYUTESTHU pa3nopeadn
KBbM 3AKOHA 3A UIBMEHEHUE U JOIIBbJIHEHUE HA 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 1 OT 2014 I'., B CHJIA OT 03.01.2014T".)

§ 18. B cpok /10 eiH Mecell OT BIM3aHETO B CHJIa Ha TO3U 3aKOH MUHHUCTBHPBT Ha
3/IpaBeOIa3BaHETO MPUBEXK/Ia B ChOTBETCTBUE C HEro HapeaoOara mo wi. 221, an. 1 ot 3akoHa 3a
JICKApPCTBEHHUTE MPOITYKTH B XyMaHHATa MEIUIIMHA.

§ 19. 3akoHbT BM3a B cUJjla OT JeHs HAa 0OHapoaABaHETO MYy B "JIbpKaBeH BECTHHK'.

IMpexoanu u 3aKIIOYUTETHH pa3nopeIon
KbM 3AKOHA 3A UBSMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A 3IPABHOTO
OCUTI'YPSABAHE

(OBH. - JIB, BP. 48 OT 2015 T")

§ 46. (1) B cpox 10 Tpu Mecelia OT BIM3aHETO B CHJIa HA TO3W 3aKOH MEIUIIMHCKUTE
Hay4YHU JPY>KeCTBa MpeCTaBsAT Ha HallmoHamHus ChBET MO [IEHH U peuMOypCcUpaHe Ha
JIEKapCTBEHUTE MPOIYKTH PHKOBOJICTBATA U aNTOpUTMHUTE 0 wi. 259, an. 1, T. 4 ot 3akoHa 3a
JIEKapCTBEHHUTE MPOJYKTH B XyMaHHATa MEIUIIMHA.

(2) Korato B cpoka 1o ajt. 1 MEAUIIMHCKUTE Hay4YHU APY>KECTBA HE IPEICTaBAT
PBKOBOJCTBATA U AITOPUTMUTE MO Wi 259, ain. 1, T. 4 oT 3akoHa 3a J1€KapCTBEHUTE MPOIYKTH B
XyMaHHaTa MeJulnHa, HallnoHaIHUAT CHBET 110 LIEHW U peuMOypcHpaHe Ha JIEKApCTBEHUTE
MPOJIYKTH OpTraHU3Upa TIXHOTO U3TOTBSIHE OT HAIIMOHATHUTE KOHCYITAHTH WU OT IPYTH
MEIUIMHCKH CIIEUAINCTH, KOUTO UMAT ONUT B ChOTBETHATa 00JIacT.

(3) HarmonanHusT ChBET 10 LIEHU U peUMOypcHpaHe Ha JIeKapCTBEHUTE IPOyKTH
YTBBPXkAaBa pPbKOBOJICTBATA U aNropuTMUTe 1o wi. 259, an. 1, T. 4 ot 3akoHa 3a J€KapCTBEHUTE
MPOAYKTH B XyMaHHaTa MEIMIIMHA B CPOK J0 TPH Mecella OT U3TUYaHEeTO Ha CpoKa 1o ai. 1.

§ 47. (1) B cpox 10 Tpu Mecera OT BIM3aHETO B CHJIA HAa TO3U 3aKOH MUHUCTHPBT Ha
3JIpaBeoIa3BaHeTo U3JlaBa Hapeadara no wi. 262, an. 4 ot 3akoHa 3a JEKapCTBEHUTE MPOIYKTH B
XyMaHHaTa MEIUIMHA.

(2) B cpok 10 6 Mecena OT BIM3aHETO B CHJIa Ha TO3U 3aKOH B [103UTHBHHMS JIEKapCTBEH
CIHMCBHK MOTaT Jja e BKJIIOUBAT JIEKAPCTBEHU MPOAYKTH C HOBH MEXAYHAPOHU HETTaTEeHTHU
HaMEHOBaHMs, 0e3 J1a € U3BBPIICHA OLIEHKA Ha 3/[paBHUTE TEXHOJIOTHH.

IIpexoanu u 3aKIIOYUTESTHU pa3nopeadu
KbM 3AKOHA 3A JJOITbJIHEHUE HA 3AKOHA 3A O'PAHUYABAHE HA
AIMUHUCTPATUBHOTO PEI'YJIUPAHE U AIMUHUCTPATUBHUSA KOHTPOJI
BbPXY CTOITAHCKATA JEHHOCT
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(OBH. - 1B, BP. 103 OT 2017 I'., B CHJIA OT 01.01.2018 ")

§ 68. 3akoHbT BiM3a B cuia oT 1 sHyapu 2018 r.

IIpexoanu u 3ak/II0YUTESHH pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHUE U TOIIbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEJIUIIUHA

(OBH. - 1B, BP. 84 OT 2018 T'., B C1JIA OT 12.10.2018T".)

§ 70. Pa3perienure 10 BIM3aHETO B CHJIA HA TO3U 3aKOH KJIMHUYHU U3MUTBAHUS C
JIEKapCTBEHH MPOJIYKTH, ChAbPIKAIM HAPKOTUYHH BEIIECTBA, CE IPOBEKAAT B JICUCOHUTE
3aBe/IeHNs, 32 KOUTO Cca MOJIYYEHH pa3pellieHus 3a IPOBEXKAAHE HA CbOTBETHUTE KIIMHUYHU
M3MUTBAHUSA 10 IOCETAIIHUS PEI.

§ 71. (1) MuUHUCTBPBT Ha 3/IpaBeOIIa3BaHETO OINPENAEIA ChbCTaBa HA KOMHUCHSITA I10 YJl.
103, an. 1 B cpok 10 Tpu Mecena OT BIIM3aHETO B CHJIA HA TO3U 3aKOH.

(2) Komucusra o ui. 103, an. 1 e npaBonpuemMHuk Ha Komucusra o eruka 3a
MHOTOIICHTPOBY U3MUTBAHUSI.

(3) Komucusra o wi. 103, an. 1 naBa craHOBHILA U IO HENPUKIIIOUMUIUTE ITPOU3BOJICTBA
peJl KOMUCUUTE 10 €TUKA, Ch3/JaIeHU KbM JICUeOHHUTE 3aBe/IeHUs, 10 JOCETalTHUS pe/l.

(4) o onpenensine Ha chcTaBa HAa kKoMmucusTa o wi. 103, an. 1 Komucusira o etuka 3a
MHOTOIICHTPOBH M3MUTBAHUS MPOIBIKABa Ja OCHIIECTBSABA JEHHOCTTA CH MO TOCETAIIHUS PEI.

§ 72. (1) LenTpannara KOMHUCHS TIO €THKA IPEKpaTsIBa JEHHOCTTA CH CIIE]
MPUKIIIOYBAHETO HA BCUUKU IIPOU3BOJICTBA, 00Opa3yBaHM Mpe] Hesl.

(2) Ilpencenarensr Ha LlenTpanHaTa KOMUCHS IO €THUKA IIpe/laBa C MPUEMaTEIIHO-
IIpelaBaTelIeH IPOTOKOJI apXuBa Ha LleHTpasHaTa KOMHUCHS 110 €THKA Ha ONPEIENIEHO ChC
3aI0Be]] HA MUHUCTBPA Ha 3/1paBEONa3BaHETO JUIBKHOCTHO JUIE OT MUHHUCTEPCTBOTO Ha
3/IpaBeoIa3BaHeTO B CPOK JI0 €MH MECEll OT MPEKPATABAHETO Ha JeitHocTTa Ha LlenTpanHaTa
KOMHCHS TIO €THKA.

§ 73. (1) PrrkoBomuTETMTE HA JIEYEOHUTE 3aBEICHUS, B KOUTO C€ M3BBPIIBAT KIMHUYHH
W3MUTBAHUSA 10 PEAA HA TO3M 3aKOH, OIPEIEIIAT JIMIIE 3a KOHTAKT B CbOTBETCTBUE C
M3HMCKBaHUATa Ha Wwi. 107a B CpOK 10 TpH Mecelia OT BIM3aHETo B cuia Ha wi. 107a.

(2) Komucuure no eTuka, Cb3/1aIeHU KbM JIEUCOHUTE 3aBeJICHHs 110 JOCETalIHUs pefl,
MPOABJIKABAT J]a OCHIIECTBIBAT JEMHOCTTA CH 10 ONPEENSHE HA JIUIIEC 32 KOHTAKT 1o wi. 107a,
an. 1.

(3) Cnen onpenensiHe Ha JIMIIE 32 KOHTAKT 1o 4wi. 107a, an. 1 dyHKIMUTE HA KOMUCUUTE
0 €THKA, Ch3/aJICHH KbM JIeUeOHUTE 3aBEACHNUS 0 JOCETAIIHUS Pell, CE OCHIIECTBABAT OT
JIMIIETO 3a KOHTAKT 110 wiI. 107a, an. 1, ¢ M3KII0UeHNE HA TaBaHETO HAa CTAHOBHIIE 1O 9. 83,
KOETO C€ U3BBbpIIBA OT KomucHsTa o wi. 103, an. 1.

(4) ApxuBuTE Ha KOMUCUUTE 10 €TUKA, Ch3/IaJICHU KbM JI€UeOHHUTE 3aBeICHNUS 10
JIOCETaIIHUs Pe]l, Ce MpeIaBaT U ChbXPAaHABAT B ChOTBETHOTO JICUEOHO 3aBE/ICHUE.

§ 74. B cpok 10 6 mecena ot myOJIMKyBaHETO Ha ChOOIICHUETO 1Mo wWi. 82, maparpad 3
ot Pernament (EC) Ne 536/2014 xnMHUYHUTE U3NUTBAHMS C€ pa3pelaBar U NpoBeXIAaT Ipu
JIOCETAITHUTE YCIOBUS U Pell, OCBEH B ciydante 1o wi. 98 ot Permament (EC) Ne 536/2014.
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§ 75. (1) 3mpaHUTETHATA areHIKs 110 JIEKapCTBaTa Ch3/1aBa ClieHaIn3upaHaTa
eJIEKTPOHHA cucTeMa 1o 4i. 2170, an. 1 B ChbOTBETCTBHE C U3UCKBAaHHUATA HA TO3H 3aKOH B CPOK
10 4 Mecela OT BJIM3aHETO My B CHJIA.

(2) II'ppBusaT Criuchbk Ha JIEKAPCTBEHUTE NPOIYKTH, BKIOUEHH B [lo3uTHBHUA
JIEKapCTBEH CIUCHK, 32 KOMTO € YCTAHOBEH HEJIOCTUT Ha TepuTopusita Ha PenmyOnuka bbarapus,
Ce M3rOTBA NPHU CMa3BaHe HA U3MCKBAHUATA HA Wi. 217B, KATO HEAOCTUI'BT HA JICKAPCTBEHH
IIPOAYKTH C€ YCTAaHOBsIBAa Bb3 OCHOBA HA HEOOXOJMMHUTE KOJMUYECTBA 32 3aJI0BOJISIBAHE HA
3JIpaBHUTE MOTPEOHOCTH HAa HACENICHUETO 3a MEPUOJT OT €IMH MECel], U3UUCICHH Bb3 OCHOBA Ha
CPEAHOMECEYHOTO OTpeOIeHNe Ha CbOTBETHUS JIEKAPCTBEH MPOJYKT 33 MPEIXOAHUTE 6 Mecera
Ype3 crenranu3upanara eleKTpoHHa CUcTeMa 1o peaa Ha wi. 2176.

(3) 3a u3roTBsiHE HA MBPBHS CIUCHK 10 Wwi. 2178, an. 1 nuapopmanumsTa mo wi. 2176, a.
3, T. 1 -3 ce mpenocrass 3a NpeaXOAHUTE 6 Mecela OT JeHs Ha Ch3JaBaHETO Ha
CrieLMaNyu3upaHara eJeKTpOHHA CUCTeMa M0 ajl. 1, KOWTO MyOJMYHO Ce ONOBECTSBA HA HHTEPHET
ctpanunata Ha UAJL. Uudopmanusra ce npegocrass B CpOK J0 JBa MECEIa OT Ch3/1aBaHETO Ha
crielMaNru3upaHara eJeKTpOHHa cucTema 1o ai. 1.

(4) CnucskbT 1o ain. 2 ce usnpama ot MAJI u Ha Arennus "MutHunu" no ciuyxedeH
pen.

(5) MunucTepcTBOTO Ha 3/IpaBeolia3BaHeTo Oka3Ba chaehcTBre Ha MAJI npu
Ch3/1aBaHETO Ha CHelMaIu3UpaHaTa eJIeKTpoHHa cucTeMa 1o ui. 2170, an. 1.

§ 76. Ilog3akoHOBUTE HOPMAaTUBHU aKTOBE 110 IIPUIAraHeTO Ha TO3M 3aKOH C€ IpHUeMar,
CBhOTBETHO M3/1aBaT U IPUBEXK/IAT B CbOTBETCTBUE C U3UCKBAHMTA HA TO3H 3aKOH B CPOK JI0 TPU
Mecela OT BIM3aHETO MY B CUJIA.

§ 77. IlopaneHuTte 10 BIM3aHETO B CHJIA HA TO3M 3aKOH YBEJAOMIIEHUS 32 U3HOC Ha
JIEKapCTBEHU MPOJYKTH, BKJIIOUEeHU B [103UTHUBHUS JIeKapCTBEH CIUCHK M0 Wi. 262, an. 1, oT
TeputopusiTa Ha PenyOnuka bearapus ce pasriexaar u 10BbPIIBAT MO JOCETAIIHUS pefl.

§ 78. 3akoHBT BNIM3a B CUJIA OT JIeHs HAa 0OHapoABaHEeTO MYy B "/IbpxaBeH BECTHUK" ¢
u3KImoYeHue Ha § 5, § 7-12,814 -21,827-30,§ 31, 1.2, 8§ 32,§39-41,§ 56, § 60 u § 66, T.
1-8,10,12,15-17, 19 - 22, xouTo BIU3aT B CHJIa 6 Mecera clie/l MyoJIMKyBaHe Ha
cbobuienuero no wi. 82, maparpad 3 ot Pernament (EC) Ne 536/2014.

IMpexoanu u 3aKIIOYUTETHH pa3nopeIon
KbM 3AKOHA 3A BIOJ’)KETA HA HAIIMOHAJIHATA 3IPABHOOCHUI'YPUTEJIHA
KACA 3A 2019T.

(OBH. - 1B, BP. 102 OT 2018 I'., B CMJIA OT 01.01.2019T".)

§ 43. 3akonbT Bin3a B cuia oT 1 ssHyapu 2019 r., ¢ U3KiI04eHNE Ha:

1. maparpad 29, 1. 13, 6yxBa "6", 1. 14 u 15, § 30 u § 42, T. 2, KOUTO BIU3AT B CHJIA OT
JIeHs] Ha 0OHapOIBaHETO Ha 3akoHa B "/[bprkaBeH BECTHHK",

2. maparpad 28, T. 6 - 12 uT. 14 - 19, § 35, 1. 3, c u3KiItOUEHUE Ha Wwil. 7a, ai. 4 u wi. 7B,
a4, 7.5u6,7.8-22u1.36-40,§41,1.2-8, 1.9, 6ykBu "a" u "B" u 1. 10, KOUTO BIM3aT B
cuna ot 1 anpuin 2019 r.;

3. maparpad 29, 1. 5, 6ykxBa "a" oTHOCHO nymuTe "U upe3 OropKeTa Ha MUHUCTEPCTBOTO
Ha 3[JpaBeO0Na3BaHETO 3a 3aIUIalllaHe Ha MEAUIIMHCKUTE U3/IeJIHs, TOMOIIHUTE CPE/ICTBA,

nan

MIPUCTIOCOOJICHNATA U CHOPBKECHHUATA 32 Xoparta ¢ yBpexaanus', T. 9, Oyksa "a" OTHOCHO 1ymMHUTe
"KaKTO ¥ MEIMLIMHCKY U3/1eJI1s, TOMOIIHH CPEJCTBA, IPUCIIOCOOJIEHUS U CbOPBKEHU 3a XOpaTa

MN3TOYHMK: MMpaBHO-MHPOPMALMOHHKU cucTemm "Crnena"



n_mn

¢ yBpexnanus", 1. 9, OykBa "r"' OTHOCHO JyMHUTE "U MOMOIIHHUTE CPEACTBA, IPUCTIOCOOICHHUATA 1
ChOPBIKEHUSATA 32 XOpaTa C YBpEXKJIaHUA" U OTHOCHO JyMUTE "KaKTO U C JINLIATA,
OCBIIECTBSIBAIIN JEHHOCTHU MO MPEIOCTaBsIHE U PEMOHT Ha METUIIUHCKU U3/IeNIMs, TOMOIIHH
CpeICTBA, MPUCTIOCOOICHUS M ChOPBKCHHS 32 XOpa C YBPEXKIaHUS, PETUCTPUPAHH KATO
THPrOBIM U BIIMCAHU B PETUCTHpA Ha JTUIATa, OCHIIECTBSIBAIIM IEHHOCTH MO MPEIOCTABSIHE U
PEMOHT Ha TIOMOIIHU CPEJCTBA, IPUCTIOCOOICHUS, ChOPHKCHHS U MEAUIIMHCKY H3/ICTHUs 32
xopara ¢ yBpexxaanusa" u 1. 9, Oyksa "n" oTHOoCcHO aj. 15, T. 3 u ain. 16 OTHOCHO AyMHTE "KAKTO H
C JINIIaTa, OCHIIECTBSIBAIIMU JCHHOCTH 10 MPEAOCTABSIHE U PEMOHT Ha ITOMOIIHU CPEJICTBA,
MPUCTIOCOOJICHHS], ChOPBHKEHUS U MEIULIMHCKU U3JIENHS 32 XOpa C YBPEKIaHUs, PErUCTPUPAHU
KaTo ThPrOBLIY U BIIMCAHU B PETUCTHPA HA JIUIATA, OCHIIECTBABAIIM JIEHHOCTHU O MPEIOCTABSIHE
Y PEMOHT Ha MMOMOIIHHU CPEACTBA, MPUCIIOCOOTICHHUS], ChOPBHKEHUS U MEAULIMHCKH U3JIEIH 32
Xopara ¢ yBpEXKJIaHUs - 32 3aIUlallaHe Ha MEIUIIMHCKHI U3JIENIHs, IOMOIIHU CPEJICTBA,
MpHUCTOcOOIeHHS U ChOPBKEHHUS 3a Xopa ¢ yBpexkaanus'", T. 25, 6yksa "a" - an. 1, T. 13 oTHOCHO
TyMHUTE "TIOMOIIHM CPEJCTBA, MPUCTIOCOOJICHHS U ChOPBKEHUS 33 XOpaTa ¢ yBpexaanus'" u 1. 25,
OykBa "0" OTHOCHO ai. 4 OTHOCHO IyMHTE "H JTUIaTa, OCHILIECTBIBAIIM JEHHOCTHU IO
MPEAOCTaBsIHE M PEMOHT Ha MEAUIIMHCKH H3EJINsI, IOMOIIHU CPEJCTBA, TPUCIIOCOOICHUS U
CHOPBKEHUS 32 XOpa C YBPEKAAHUS, PETUCTPUPAHHU KATO THPTOBIM U BIIMCAaHU B PErHCThPa Ha
JIM11aTa, OCHIIECTBIBAIIM IEUHOCTH TI0 MPETOCTABSIHE U PEMOHT Ha ITOMOIIHU CPEJICTBA,
MPUCTIOCOOJICHHS, ChOPBHKEHUS U MEIULIMHCKU U3JIENHS 32 X0opaTa ¢ yBpexkaaHus" u "'u
MTOMOIITHYU CPEACTBA, IPUCIIOCOOICHHSI U ChOPHIKEHUS 32 Xoparta ¢ yBpexaanus', § 36 u § 37
OTHOCHO 4II. 14, an. 8, 1. 2, 6ykBa "0", kouto Biu3aT B cuia ot 1 suyapu 2020 r.

IIpexoaHu 1 3aKIIOYUTESHH pa3nopeadn
KBbM 3AKOHA 3A XPAHUTE

(OBH. - 1B, BP. 52 OT 2020 I"., B CWJIA OT 09.06.2020T".)

§ 19. 3akoHBT BiM3a B CHJIA OT JIeHs Ha 0OHapoaABaHeTo My B "JIbpikaBeH BECTHUK' ¢
M3KJIIOYEHUE Ha pasnopendara Ha uil. 76, an. 2, T. 2, KosTo Biau3a B cuiia ot 22 ¢espyapu 2021 r.

Ipexoanu u 3aKII0OYUTETHH pa3nopeIon
KBM 3AKOHA 3A UBSMEHEHUWE U JOITBJIHEHHUE HA 3AKOHA 3A
JEKAPCTBEHUMTE INIPOAYKTHU B XYMAHHATA ME/IUIITUHA

(OBH. - IB, BP. 67 OT 2020 T.)

§ 68. B cpok 10 Tpu Mecena OT BIW3aHETO B CHJIA HA TO3U 3aKOH M3mbaHuTenHaTa
areHIys 1o JIeKapcTBaTa BIIMCBA B perucThpa nmo wi. 19, an. 1, 1. 3 paspemenute 3a ynorpeda no
LEHTpaJIU3rpaHa Mpoleaypa JIeKapcTBEH! NpoayKTu 1o pena Ha Permament (EO) Ne 726/2004
Ha EBporneiickus napnament u Ha ChBeTa.

§ 69. (1) B cpox 10 Tpu Mecera OT BIM3aHETO B CHJIa HA TO3HW 3aKOH M3MbIHUTEIHATA
areHIys 1o JIeKapcTBaTa BIIMCBA HAlMOHAJIEH HOMED 3a uAeHTUUKaMs o wi. 19, an. 3 Ha
BCHYKH JICKaPCTBEHU NPOAYKTH, BIIMCAHU B perucTbpa o ui. 19, aim. 1, 1. 3.

(2) 3a nexapcTBEHHUTE MPOAYKTH, KOMTO ca BKIOUEHU B [103UTUBHUS JIeKapCTBEH
CIIHCHK, B PETUCTHpA Ha TPEICTHATE IICHN M B PETUCThPa HA MAaKCHUMAITHUTE MTPOAAXKHU IIEHU
M3npaHuTenHaTa areHIysl 1o JieKapcTBaTa BIMCBa B perucropa 1o ui. 19, an. 1, T. 3 xaro
HalOHAJIEeH HOMEp 3a UICHTU(UKALUA HA JIEKapCTBEHUS IPOAYKT UACHTU(UKALIMOHHUS HOMED,
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[IOCOYEH B ChOTBETHUSI PETUCTHP, BOJACH OT HallnoHamHus ChBET 10 LIEHU U peuMOypCcUpaHe Ha
JIEKapCTBEHUTE IPOAYKTH.

(3) B cpok n0 18 Mecena oT U3THYAHETO Ha CPOKa 10 al. | mpuTexareauTe Ha
paspelnieHus 3a ynorpeda OCUTypsiBaT BbBEXKIAHETO Ha YHUKATHUS HAllMOHAIEH HOMED 32
uaeHTuduKanus mo wi. 19, ann. 3 3a BCEKH CBOM JIEKapCTBEH MPOAYKT KAaTO YacT OT
WHIMBUIYAIHUS UIeHTH(DUKAIMOHEH Oeser mo wi. 68a.

§ 70. (1) 3aBapeHHUTE 10 BAU3AHETO B CHJIa HA TO3M 3aKOH JIMIA, KOUTO MPUTEKABAT
€IHOBPEMEHHO Pa3pELICHHUE 3a ThPTOBUS Ha €Ip0O U pa3pelieHHe 3a ThProBus Ha JpeOHO ¢
JIEKapCTBEHU MPOJIYKTH B alTeKa, MPUBEXKIAT IEHHOCTTA CU B CbOTBETCTBUE C M3MCKBAHUATA HA
1. 195a u 222a B cpok 10 6 Mecela OT BIM3aHETO B CUJIA HA TO3U 3aKOH.

(2) Korato B cpoka 1o aji. 1 JTuIeTo He € MPUBEIIO ICHHOCTTa CH B ChOTBETCTBHUE,
M3MBIHUTENHUAT nupekTop Ha MAJI oTHema pa3perieHnero, KoeTo € U3/1aJieHo ¢ MO-KbCHA J1aTa.
Koraro BTopaTa no Buj qeifHOCT € ThProBus Ha APeOHO C IEKAPCTBEHU MPOTYKTH,
M3MBIHUTENHUAT nupekTop Ha MAJI oTHeMma pa3perieHusTa, u34aieHU Ha JIMLETO, 32 BCUUKU
anTeKu.

(3) U3uckBanusra Ha 4. 195a u 222a ce npuaraT U 3a MOJaICHUTE /10 BIU3AHETO B
CHJIa HA TO3H 3aKOH 3asIBJIICHUS 332 THPTOBH HA PO W/WIIK Ha IPeOHO C JTIEKAPCTBEHU MPOTYKTH.

§ 71. (1) B cpox o0 12 mecemna OT BIU3aHETO B CUJIa HA TO3H 3aKOH HanmonamHusT
CBBET I10 I[IEHH U peUMOypCUpPaHEe Ha JIGKAPCTBEHUTE MPOJYKTH BIUCBA HHPOPMAIUATA 110 YII.
2621, an. 2 3a nekapCTBEHUTE IPOLYKTH, KOUTO Ca BKITIOYEHH B I103UTHBHNUS IEKapPCTBEH CITHCBK.

(2) M3nbiiHMTEIHATA areHLIKA [0 JIEKapcTBaTa MpeocTaBs HeoOxoauMara nHbopManus
Ha HarroHanHMs chBET 1O LIEHU U peuMOypCcHUpaHe Ha JIEKapCTBEHUTE IPOAYKTH IO ajl. 1 B cpok
10 6 Mecela OT BIM3aHETO B CUJIa HAa TO3U 3aKOH.

§ 72. (1) Metoaukara no wi. 2270, ann. 5 ce u3gaBa B CpOK 10 6 Mecena OT BIM3aHETO B
CHJIa HA TO3M 3aKOH.

(2) Haunonannara anteyHa kapra o wi. 227a, aji. 1 ce npuema B CpoK /10 €/1Ha TOANHA
OT BIIM3aHETO B CHJIAa HA TO3U 3aKOH.

§ 73. B cpok 10 Tpu Mecena OT BIW3aHETO B CHJIa HA TO3M 3aKOH YIPAaBUTEIST Ha
Hanuonannata 3paBHOOCUTYpUTENHA Kaca MOXe €JTHOKPATHO J1a OIIPe/IeNId HOB pa3Mep Ha
WHIUBUAYAIHUTE OCHOBHU MECEUHH 3aIlJIaTH Ha AUPEKTOPUTE HA paHOHHUTE
3JIpaBHOOCUTYPUTENTHH KacH, 06e3 1a HaAXBbPJIs MaKCHUMAJIHUS pa3Mep Ha OCHOBHATa MecedHa
3arJjiaTa 3a CbOTBETHOTO HHMBO U CTEIIEH, B pAMKHTE Ha pa3XoJUTe 3a IepCcoHall o O0/KeTa Ha
H3O0K 3a choTBeTHATa ro/InHa, HE3aBUCHUMO OT U3BBPIICHUTE WM MPEACTOSIIN YBEIUUCHHS Ha
MECEYHUTE 3aIlJIaTH [IPe3 ChbOTBETHATA rOJIMHA.

§ 78. (1) [log3akoHOBHTE HOPMATUBHU aKTOBE O MPUTIATAHETO HA TO3H 3aKOH, 3aKOHA
3a 37paBHOTO OCHUTYpsiBaHE, 3aKOHA 32 MEIUITMHCKUTE M3/IENHs U Ha 3aKOHA 3a X0opara ¢
YBPEXIaHUS C€ MPUEMAT, ChOTBETHO M3/aBaT U MPUBEXKIAT B ChOTBETCTBUE, B CPOK J0 TPU
Mecela OT BIM3aHeTO B CHJIa Ha TO3H 3aKOH.

(2) o mpuemaHeTo, ChOTBETHO M3/IaBaHETO, U TPUBEKIAHETO B CHOTBETCTBUE HA
MO3aKOHOBUTE HOPMATHUBHU aKTOBE IO aj. | ce mpuiaraT IeUCTBAIIUTE IMO3aKOHOBH
HOPMaTUBHU aKTOBE, JOKOJIKOTO HE TPOTUBOPEYAT HA ChOTBETHHUS 3aKOH.

IIpexoanu u 3akIIOYUTESHU pa3nopeadn
KBbM 3AKOHA 3A BIO/I’KETA HA HAIUOHAJIHATA 3IPABHOOCHUTI'YPUTEJIHA
KACA 3A 2021T.
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(OBH. - 1B, BP. 103 OT 2020 I'., B CHUJIA OT 01.01.2021T".)

§ 20. (1) B cpok g0 Tpu Mecena OT BIM3aHETO B CHJIa HA TO3W 3aKOH M3IbIHUTEIHATA
areHuus 110 JieKkapcTBara rpenocTass Ha HallmoHanHus CbBET 110 LIEHU U peUMOypCcUpaHe Ha
JIEKapCTBEHUTE MPOJIYKTH B €JIEKTPOHEH (opMarT, 1o o0pasell, yTBbpICeH OT Hero, nH(opMaus
3a pa3pelIeHuTe 3a yrnorpeda u perucTpupanuTe JEKapCTBEHU MPOAYKTH Ha TEPUTOPUATA HA
PenyOnuka brirapust u 3a pa3pelieHuTe 3a yrnorpeoda 1o [eHTpaiusnpana nporeaypa
JIEKapCTBeHH MPOIYKTH 1Mo pena Ha Permament (EO) Ne 726/2004 na EBponeiickus napaaMeHT u
Ha CwBerta ot 31 mapt 2004 1. 3a ycTraHOBABaHEe Ha npoleaypu Ha Cbro3a 3a pa3peniaBaie u
KOHTPOJI Ha JIEKapCTBEHU IPOAYKTH 32 XyMaHHA U BETEpUHApHA ynoTpeda U 3a Ch3/1aBaHE Ha
EBporeiicka arenuus o jekapcTnara.

(2) HarmmoHautHUSAT CHBET 10 IIEHU B peUMOYypCHpaHe Ha JIEKapCTBEHUTE TPOTYKTH
yTIBbpKaBa obpasena o aji. 1 B 7-AHEBEH CPOK OT BIM3AHETO B CHJIA HA TO3H 3aKOH.

§ 21. (1) UnenTudukanmoHHUTE HOMEpA HA JIEKApCTBEHUTE NPOAYKTH, BIUCAHU B
[To3uTUBHUS TEKapCTBEH CIUCHK, B PETHCTHPA HA MPECITHUTE [IEHH U B PETUCTHpPa Ha
MaKCUMAITHUTE MIPOIXKHH [IEHH, Ce CMATAT 32 HAIIMOHAJICH HOMEP 3a UACHTU(UKAIUS Ha
JleKapCTBEHHUs IIPOAYKT MO cMUCHIa Ha ui. 2591, an. 1 ot 3akoHa 3a JIeKapcTBEHUTE MPOLYKTH B
XyMaHHaTa MEIUIMHA.

(2) B cpok 10 6 mecena ot npeaocTaBsiHeTo Ha nHpopmanusaTa o § 20, ai. 1
HanmonanHusT cbBET 10 LIEHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE MTPOYKTH IyOJIMKyBa Ha
MHTEPHET CTPAHMIIATA CH PErucTbpa o wi. 259, an. 2, 1. 4 ot 3akoHa 3a JIEKApCTBEHUTE
MIPOJIYKTH B XyMaHHATa MEIUILIMHA.

(3) B cpok 10 Tpu Mecena OT BIM3aHETO B CHUJIa HA TO3U 3aKOH MPUTEXKATEINUTE HA
paspeleHus 3a ynotpeba/y10CTOBEpEHHE 3a perucTpalys Ha JeKapCTBEH MPOIYKT MPEIOCTaBAT
Ha M3npnHuUTENHATA areHnyst 1o JIEKapcTBaTa 3a BCHUKH JIEKAPCTBEHH NTPOLYKTH, MOJIYUYHUIIU
paspelleHue 3a yrnorpeda/y10cTOBEpEHHE 3a perucTpalys Ha TEPUTOPUATA Ha CTpaHaTa upes3
crieMaNyu3upaHara eJeKTpoHHa cucteMa 1o wi. 2176, an. 1 ot 3akoHa 3a IeKapCTBEHUTE
MPOJAYKTH B XyMaHHAaTa MeIUILIMHA, HHPOpMAIMS 3a KO/Ia Ha MPOAYKTa M0 CMUCHJIA Ha 4. 4,
OykBa 0), moarouka i) ot lenerupan pernament (EC) 2016/161 na Komucusita ot 2 oKTOMBpH
2015 r. 3a nomresiBane Ha Jupextuna 2001/83/EO na EBpornelickust napsiameHT u Ha ChBeTa upes
yCTaHOBSIBaHE Ha MOJIPOOHM MpaBUJIa 3a OKa3aTenuTe 3a 0€30MacHOCT, IOCTABEHU BbPXY
oTaKoBKaTa Ha JIEKapCTBEHHUTE MPOAYKTH 3a XyManHa ynoTpeda (OB, L 32/1 ot 9 deBpyapu
2016 r.), Hapuuan no-HataTbk "Jlenerupan pernament (EC) 2016/161", 3a nekapcTBeHuTE
npoayktu, onpeneneHu B Jenerupan persmament (EC) 2016/161.

(4) B cpok 10 Tpu Mecena OT BIM3aHETO B CHJIA HA TO3M 3aKOH IPUTEKATEINTE HA
paspelleHus 3a napajelieH BHOC Ha JIEKapCTBEH MPOIYKT NMPeA0CTaBAT Ha M3mbiHUTEIHATA
areHuus I10 JIEKapcTBaTa 3a BCHUKH JIEKAPCTBEHU MIPOLYKTH, OJYUUIIN pa3pelIeHUe 3a
rapa’siesieH BHOC Ha TEPUTOPUSTA Ha CTpaHaTa uype3 CrelMalu3upaHara eJIeKTpoHHa cucTeMa 1o
yi1. 2176, an. 1 ot 3akoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEAMIIMHA, HH(pOpMAIHA 32
KOJIa Ha MIPOJIyKTa M0 CMHChIa Ha Wi 4, OykBa 0), moarouka 1) ot [Jenerupan pernament (EC)
2016/161 3a nekapcTBEHUTE NMPOIYKTH, ONPEICTICHH B HETO.

§ 24. 3akonsT Biu3a B cuia ot 1 ssHyapu 2021 r., ¢ n3kmouenue Ha § 17, 22 n 23, xouro
BIIM3aT B CHJIA OT JICHs Ha 0OHapoBaHeTo My B "J[bpikaBeH BECTHUK'".

3aKJII0YNTEHHA pa3nopendu
KBM 3AKOHA 3A UIBSMEHEHHUE U JOII'bJHEHHUE HA 3AKOHA 3A 3IPABETO
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(OBH. - IB, BP. 105 OT 2020 T"., B CUJIA OT 11.12.2020T".)
§ 9. 3akoHBT BIM3a B CHUJIA OT JICHS Ha 0OHapoaBaHeTO My B "JIbpKaBeH BECTHUK'.

3aKJII0YNTEHHA Pa3nopendu
KBbM 3AKOHA 3A JOIIbJJHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
MNPOAYKTU B XYMAHHATA MEJUIINHA

(OBH. - 1B, BP. 62 OT 2022 T'., B C1JIA OT 05.08.2022T'.)
§ 2. 3aKOHBT BIM3a B CHJIA OT JICHs Ha 0OHapoaBaHeTO My B "JIbpKaBeH BECTHHUK'.

Ipexoanu u 3aKi0uUTETHN pa3nopeItu
KBbM 3AKOHA 3A ITPOTUBOJEUCTBUE HA KOPYIILIUATA

(OBH. - 1B, BP. 84 OT 2023 I"., B CWJIA OT 06.10.2023 T".)

§ 79. 3akoHBT BiIM3a B CUJa OT JeHS HAa oOHapoaBaHeTo My B "Jbp)kaBeH BECTHUK" €
M3KIII0YeHUe Ha § 9, KoiTo Biu3a B cuja oT 1 mapt 2024 r.

IIpexoaHu U 3aK/IIOYUTESHU pa3nopeadn
KbM 3AKOHA 3A UBSMEHEHUE U JOITbJJHEHHUE HA 3AKOHA 3A
OBIIECTBEHUTE INOPBYKHA

(OBH. - 1B, BP. 88 OT 2023 I'., B CUJIA OT 22.12.2023T".)

§ 105. 3akoHBT BiIM3a B CUJIA B IBYMECEYEH CPOK OT 0OHapoaBaHeTo My B "JIbpkaBeH
BECTHUK'" C M3KJIIOYEHHE Ha!

1. maparpad 2, § 4, T. 3 otHocHO T. 18, § 7, 20, 32, 33, 36, 51, 65, 73 u § 89, T. 1, OykBa
"a", kouTo BNM3atT B cuia oT 1 ssHyapu 2024 r.;

2. maparpad 59, 1. 1, 6ykBa "a", 1. 2 u 3, § 63 u 64, KouTO BIU3AT B CHJIa B 9-MeceUeH

CPOK OT 0OHApOJABAHETO HA TO3M 3aKOH B "J[bpikaBeH BeCTHUK";

3. maparpad 4, 1. 1,2 u T. 3 otHocHO T. 20, § 15, 16, 28, 31, 34,35,§ 39, 1. 1, § 44, §
59, 1. 1, 6ykBa "B", § 68, 95, 97 - 101 u 104, xouTo BIM3aT B CHJIa OT JACHS HAa OOHAPOJIBAHETO HA
TO3M 3aKOH B "JIbpKaBeH BECTHUK;

4. maparpad 8, 1. 1 m 2,89, 12, § 13, 1. 1, Oyksa "a", § 30, 39 - 43,45 - 47,52, § 59, 1.
4, § 90 u 94, xouro Bnu3aT B cuia ot 1 ¢espyapu 2024 r.;

5. maparpad 13, 1. 2, § 14, 24 u 103, xouto BIu3ar B cuiia B 12-MecedeH CpoK OT
00HapOJIBAaHETO HA TO3M 3aKOH B "JIbp’kaBeH BECTHUK".

3akJII0unTeTHU pa3nopenoun
KBbM 3AKOHA 3A UIBMEHEHHUE U JTOIIbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE IMPOAYKTU B XYMAHHATA MEJIULIUHA
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(OBH. - 1B, BP. 16 OT 2024 I"., B CWJIA OT 23.02.2024 T".)

§ 14. IIpuTexxarenure Ha pa3perieHue 3a ynorpeda Ha JIEKapCTBEH MPOAYKT U
IIPUTEKATEIINTE Ha pa3pellieHue 3a apajiesieH BHOC, KOUTO J10 BIM3aHETO B CUJIa HA TO3H 3aKOH
HE ca NpeAocTaBwiIn Ha M3nbiHuTeHAaTa areHnys 1o JiekapcTBaTa nH(opManusaTa mo wi. 68, a.
I, . 11 mam 217, T. 6, ca JUIbXKHU J1a TPEIOCTABST Ta3u UH(OPMAIIHS B CPOK JIO €TUH MECEIl OT
BJIM3aHETO B CHJIA HA TO3U 3aKOH.

§ 15. bearapckara opranmu3aiys 3a Bepudukamus Ha JeKapcTBaTa OCUTypsBa JOCThIIA
1o wi. 2726, an. 3 Ha HAIMOHAITHUTE KOMIIETEHTHH OPTraHH 1Mo Wi. 2720, all. 3 B CPOK J0 €IUH
Mecel] OT BIM3aHETO B CHJIa HA TO3H 3aKOH.

§ 16. MUHHCTBHPBT Ha 3/IpaBeoIa3BaHETO MPUBEXK 1A Hapeabara mo wi. 2176, an. 9 u
Hapezabara 1o wi. 28r, an. 6 oT 3aKoHa 3a 3/[paBETO B CbOTBETCTBUE C M3MCKBAHUATA HA TO3U
3aKOH B CPOK JI0 TPH Mecella OT BJIM3aHETO B CHJIa HA TO3H 3aKOH.

§ 17. MuHHCTBPBT Ha 3/1paBeona3BaHeTo npuBexaa Hannonannara
3paBHOMH(OpPMAIIMOHHA cucTeMa Mo Wi. 28T, an. 1 oT 3akoHa 3a 3paBeTo B CbOTBETCTBHE C
M3MCKBAaHUATA HAa TO3U 3aKOH B CPOK J0 6 Mecela OT BJIM3aHETO B CHJIa HA TO3H 3aKOH.

§ 18. MBnbIHUTENHUAT AUpEKTOp Ha V3mbIHUTETHATA areHIIHs 110 JIeKapcTBaTa
MIPUBEXK/IA CTICIIHATU3UPAHATA eICKTPOHHA crucTeMa 1o Wi. 2176, an. 1 B ChOTBETCTBUE C
M3HMCKBAaHUATA HA TO3U 3aKOH M Ha 3aKOHA 3a eJIeKTPOHHOTO YIpaBlIeHUE B CPOK J0 6 Mecena oT
BJIM3aHETO B CUJIa HA TO3U 3aKOH.

§ 19. Ilpeacenarenar Ha Hanpionanaus chBET MO LIEHU U peUMOypcrpaHe Ha
JIEKapCTBEHUTE MPOJYKTH NPUBEXKIA PETUCTbpa MO Wi. 259, ai. 2, T. 4 B CbOTBETCTBUE C
M3UCKBaHMATA Ha TO3M 3aKOH B CPOK J0 6 Mecela OT BJIM3aHETO B CHJIa HA TO3U 3aKOH.

§ 20. Yopasurensat Ha HarmonaiHata 3ApaBHOOCUTYPHUTETHA Kaca IPUBEXKIA
nH(pOpMalMOHHATa cucTeMa 1o wi. 63, an. 1 oT 3akoHa 3a 3JpaBHOTO OCUTYpSIBaHE B
CHOTBETCTBUE C U3UCKBAHUATA HA TO3U 3aKOH B CPOK J0 6 Mecela OT BJIM3aHETO B CUJIa HA TO3HU
3aKOH.

§ 21. B 6-mecedeH cpok OT BIM3aHETO B CHJIa HA TO3HW 3aKOH MUHUCTEPCTBOTO Ha
3/1paBeora3BaHeTo, M3mbIHUTENHATa areHIus 10 JiekapcTBaTa, HallMOHATHUAT ChBET 1O LIEHU U
peumOypcrpaHe Ha JeKapcTBeHUTe NpoAyKTH, HanmonanHara 31paBHOOCUTYpUTEIHA Kaca,
bearapckara opranuzanus 3a BepuuKaius Ha JeKapcTBaTa, MIPUTEKATETUTE Ha pa3pellieHue 3a
THPTOBHS Ha €/IPO C JIEKAPCTBEHU MPOJAYKTH, IPUTEKATESIUTE HA pa3pelieHue 3a ThProBUs Ha
IpeOHO ¢ JIeKapCTBEHU MPOAYKTH, JIedeOHUTE 3aBe/ieHus 1o wi. 222, an. 4, T. 1 u 2, 1ieHTpoBeTe
1 XOCTIHCHTE 110 WI. 222, aint. 4, T. 3 u 4 u JieueOHUTE 3aBeIeHUs 10 Wi. 222, an. 6 ocurypsiBat
orepaTHBHATa ChBMECTUMOCT U CBBP3aHOCTTA 32 aBTOMATH3MPaH OOMEH Ha JIaHHU B MAIIMHHO
yeTuM (hopmar B peasHo Bpeme 1o wi. 272B.

§ 23. 3akoHBT BIM3a B CUJIa OT JeHs HAa 0OHapoaBaHeTo My B "J[bpikaBeH BeCTHHK", C
M3KJII0UeHue Ha § 7 OTHOCHO Wi 262, an. 20 u § 22, KOUTO BIU3aT B cuiia 6 Mecela clief
BJIM3aHETO B CHJIa HA TO3U 3aKOH.

PesieBaHTHH akTOBE OT EBpONEiicKoTO 3aKOHOAATEICTBO

2 !H[!CKTI/[BI/I:

MN3TOYHMK: MMpaBHO-MHPOPMALMOHHKU cucTemm "Crnena"



JIMPEKTUBA (EC) 2017/1572 HA KOMUCHATA ot 15 centemBpu 2017 ronuna 3a
nonbaHerne Ha [{upextusa 2001/83/EO na EBponetickus napinamenT u Ha ChBeTa 1o
OTHOIICHHE Ha MPUHIUIINTE U HACOKUTE 3a 100pa MpOU3BOACTBEHA MTPAKTHKA MPU
JIEKapCTBEHHUTE MPOIYKTH 32 XyMaHHa yrnorpeba

JIMPEKTHUBA 2012/26/EC HA EBPOIIEVICKMS ITAPJIAMEHT 1 HA CHBETA or
25 oxromBpu 2012 roguna 3a usmenenne Ha Jupextusa 2001/83/EO no oTHOIICHHE Ha
(hapmakojoruyHaTa OIUTETHOCT

JINPEKTUBA 2011/62/EC HA EBPOITIECKM S TTIAPJIAMEHT U HA CHBETA ot
8 roru 2011 ronuna 3a m3menenue Ha JlupextuBa 2001/83/EO 3a yTBbpiKIaBaHe Ha KOJEKC Ha
OOUIHOCTTa OTHOCHO JICKAPCTBEHH MPOAYKTH 32 XyMaHHa yIoTpeda 1o OTHOIIEHHE Ha
MPeI0TBPATABAHETO HA HABIM3aHETO Ha danmuUIUpany JeKapCTBEHU MPOIYKTH B 3aKOHHATA
BEpHUIa Ha JI0CTaBKa

JIMPEKTHBA 2010/84/EC HA EBPOIIEVICKUS ITAPJIAMEHT Y HA CHBETA or
15 nexemBpu 2010 romuHa 3a U3MEHEHUE 110 OTHOIICHHE Ha JapMaKOJIOTMYHATA OTUTEITHOCT Ha
Hupexktusa 2001/83/EO 3a yTBbpKAaBaHe Ha KoAekc Ha OOIIHOCTTa OTHOCHO JIEKaPCTBEHH
IIPOJYKTH 3a XyMaHHa ynoTpeda

JIMPEKTHBA 2005/36/EO HA EBPOITEMCKWS ITAPJIAMEHT U HA CHBETA ot
7 centemBpu 2005 ToaMHA OTHOCHO PU3HABAHETO HA MPOPECHOHATTHUTE KBATH(PHUKAIINN

JIMPEKTHUBA 2005/28/EO HA KOMUCHATA ot 8 anpun 2005 roguHa OTHOCHO
orpezessiHe Ha MPUHIUIN U [TOIpOOHU HACOKHM 3a Jo0pa KIIMHWYHA MPAaKTHUKA [10 OTHOILIEHUE Ha
JIEKapCTBEHUTE MPOIYKTH 32 XyMaHHA yIoTpeOa, MpeHa3HAueHU 3a U3CIIe/IBaHe, KaKTO U
M3HMCKBAaHUATA OTHOCHO U3aBaHETO Ha pa3pelInTEIHO 3a IPOU3BOJCTBOTO WJIM BHOCA HA TaKHUBa
MIPOLYKTH

JIMPEKTUBA 2004/27/EO HA EBPOIIEMCKUS ITAPJIAMEHT U HA CHBETA ot
31 mapt 2004 ronuHa 3a u3menenue Ha Jlupexkrusa 2001/83/EO 3a yTBbpk/1aBaHEe Ha KOJIEKC Ha
OO6mHOCTTa OTHOCHO JICKAPCTBEUTE MPOIYKTH 3a XyMaHHa yrnoTpeda

JIMPEKTHBA 2004/24/EO HA EBPOITEMCKWS ITAPJJAMEHT U HA CHBETA ot
31 mapt 2004 ronuna 3a usmenenne Ha Jupextuna 2001/83/EO 3a yTBbprKIaBaHe HA KOJIEKC HA
OOLIHOCTTa OTHOCHO JIKApPCTBEHM MPOAYKTH 32 XyMaHHa yrnoTpeoa, o OTHOLIEHHUE Ha
TPaJULIMOHHUTE PACTUTEITHH JIEKAPCTBEHU MTPOTYKTH

JIMPEKTHBA 2004/10/EO HA EBPOITEMCKWS ITAPJIAMEHT U HA CHBETA ot
11 ¢eBpyapu 2004 ronrHa OTHOCHO XapMOHHU3UpPAaHE HA 3aKOHOBUTE, [T0/I3aKOHOBUTE U
aJIMUHUCTPATUBHUTE pa3nope/ion, CBbP3aHu C IPUIaraHeTo Ha MPUHIMIINTE Ha 100pa
nabopaTopHa MpakTUKa U Bepu(UIMpaHETO Ha TSAXHOTO MpujlaraHe npy U3MUTBAaHUS Ha
XMMUYECKH BellecTBa (KoAu(pHIIMpaHa BEpCus)

JIMPEKTHUBA 2003/63/EO HA KOMUCUATA ot 25 rouu 2003 roauHa 3a U3MEHEHHE
Ha Jlupextua 2001/83/EO na EBponeiickus napiaameHT 1 Ha CbBeTa 3a BbBEXKIaHE HA KOJIEKC
Ha OOIIHOCTTAa OTHOCHO JIEKAPCTBEHUTE MPOAYKTH 32 XyMaHHa ynorpeda

JIMPEKTUBA 2001/83/EO HA EBPOITIEMCKUS ITAPJIAMEHT U HA CBHBETA or
6 noemBpu 2001 roguHa 3a yTBbpKIaBaHe Ha KoJekc Ha OOUIHOCTTa OTHOCHO JIEKAPCTBEHU
MPOAYKTH 32 XyMaHHa yrnoTpeda

JIMPEKTHUBA 89/105/EMO HA CBBETA ot 21 nekemBpu 1988 roguna oTHOCHO
MIPO3pPavyHOCTTa HA MEPKUTE, PETYIMPAI [IEHUTE Ha JIEKAPCTBEHH NMPOIYKTHU 3a yroTpeda oT
YOBEKa U BKJIIFOUBAHETO UM B 00XBaTa Ha HAllMOHAJIIHUTE CUCTEMH 32 3/[paBHO OCUTypsiIBaHE
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JNEJIETUPAH PEI'JIAMEHT (EC) 2017/1569 HA KOMUCHUSATA or 23 mait 2017
roauHa 3a ponbiaHeHue Ha Pernament (EC) Ne 536/2014 na EBponeiickus napiaMeHT U Ha
CwpBera upe3 onpezesnsiHe Ha MPUHIUMIIN U HACOKU 3a 100pa MPOU3BOJICTBEHA ITPAKTUKA IIPH
M3MUTBaHM JIEKApCTBEHU MPOAYKTH 32 XyMaHHa yroTpeda 1 Ha pa3nopea0u 3a MpoBexkaaHe Ha
MHCIEKLINUN

JEJIETUPAH PEI'JIAMEHT (EC) 2016/161 HA KOMUCUSTA ot 2 okromspu 2015
ronuHa 3a nonwiaBaHe Ha Jupektuna 2001/83/EO na EBponeiickus napiameHT u Ha ChBeTa 4pe3
yCTaHOBSIBaHE Ha MOJPOOHM MpaBUJiIa 32 OKa3aTeIuTe 3a 0€30MacHOCT, ITOCTABEHU BBPXY
OIIaKOBKaTa Ha JIEKapCTBEHUTE MPOAYKTHU 32 XyMaHHa yrnorpeda

JEJIETYPAH PEI'JTAMEHT (EC) Ne 1252/2014 HA KOMUCHSATA ot 28 maii 2014
ronuHa 3a nonwiaHeHue Ha Jupextusa 2001/83/EO na EBponetickust napiamMeHT 1 Ha CbBeTa 1Mo
OTHOIIEHNE Ha PUHIUIINTE U HACOKUTE 3a JoOpa MPOU3BOICTBEHA IPAKTHUKA 3a AKTUBHU
BEIIECTBA 32 JIEKAPCTBEHU MPOAYKTH 32 XyMaHHa ynorpeba

PEI'JIAMEHT (EC) Ne 536/2014 HA EBPOITEMCKUS ITAPJIAMEHT 1 HA
CBBETA ot 16 anpun 2014 roguHa OTHOCHO KIMHUYHUTE U3MUTBAHUS HA JICKAPCTBEHU
MPOAYKTH 32 XyMaHHa yrnoTpeba, u 3a otMsHa Ha upextusa 2001/20/EO

PEI'JTAMEHT (EC) Ne 528/2012 HA EBPOITEMCKWS ITAPJIJAMEHT U HA
CBBETA ot 22 maii 2012 roguHa OTHOCHO IIPEIOCTaBSIHETO Ha Ma3apa u ynorpedara Ha
onouuIn

PET'JIAMEHT 3A U3ITBJIHEHUE (EC) Ne 520/2012 HA KOMUCHUATA ort 19 roan
2012 roguHa OTHOCHO M3BBHPILIBAHETO HA AEHHOCTUTE B 00JIacTTa Ha (hapMaKoJIoTuyHaTa
onurenHoct, npeauaeHu B Permament (EO) Ne 726/2004 rna EBporeiickusi mapiaMeHT U Ha
CobBera u B lupextua 2001/83/EO na EBponeiickus napiaameHT u Ha CbBeTa

PETJIAMEHT (EO) Ne 469/2009 HA EBPOITIEMCKUS ITAPJIAMEHT U HA
CBBETA ot 6 mait 2009 roguHa 0oTHOCHO cepTU(UKaTa 3a JOM'BIHUTEIHA 3aKpUIIa Ha
JIEKapCTBEHUTE MPOAYKTH (KOAU(UIIUPaHa BEPCHS])

PEI'JIAMEHT (EO) Ne 1234/2008 HA KOMUCHATA ot 24 noempu 2008 ronuna
OTHOCHO Pa3rJIeXk/1aHeTO Ha IPOMEHUTE B YCIIOBUATA HAa pa3pelIeHUsATa 32 ThPIOBUS C
JIEKapCTBEHM MPOAYKTH 3a XyMaHHa yrnoTpeda u BETepUHAPHU JIEKApCTBEHU IPOAYKTH

PETJIAMEHT (EO) Ne 1394/2007 HA EBPOITEMCKIS ITAPJIAMEHT U HA
CBBETA or 13 HoemBpu 2007 roguHa OTHOCHO JIEKAPCTBEHUTE MTPOLYKTH 3@ MOJEPHA TEpaIus
u 3a m3menenue Ha Jlupextusa 2001/83/EO u na Pernament (EO) Ne 726/2004

PEI'JTAMEHT (EO) Ne 1901/2006 HA EBPOITEMCKU S ITAPJIAMEHT U HA
CBBETA ot 12 nekemBpu 2006 ronrHa OTHOCHO JIEKaPCTBEHUTE MPOIYKTH 3a MeAMATPUIHA
yrnotpeba u 3a u3meHenue Ha Pernament (EMO) Ne 1768/92, Nupexktusa 2001/20/EO,
Hupextura 2001/83/EO u Pernament (EO) Ne 726/2004

PETJIAMEHT (EO) Ne 726/2004 HA EBPOIIEMCKUS ITAPJIAMEHT U HA
CBBETA ot 31 mapt 2004 roguHa 3a ycTaHOBsIBaHE Ha Ipoueaypu Ha OOIIHOCTTa 3a
paspelraBaHe ¥ KOHTPOJI Ha JIEKapCTBEHU MPOAYKTH 3a XyMaHHA U BETepUHApHA yrnoTpeda u 3a
ch3JaBaHe Ha EBponeiicka areHuus 1o JekapcrBaTa

PEI'JIAMEHT (EO) Ne 847/2000 HA KOMUCHATA ot 27 anpun 2000 roauna 3a
YCTaHOBSIBaHE Ha pa3Mopea0uTe 3a Mpujlaraie Ha KpUTepuuTe 3a 0003HayaBaHe Ha JIeKapCTBEH
MPOAYKT KaTo JIEKapCTBEH MPOJIYKT-CUPAK U 32 ONpeeNisHe Ha MOHATHATA "Mo100eH IeKapCcTBEeH
MpOAYKT" ¥ "KIIMHUYHO IPEBB3X0ICTBO"

PETJIAMEHT (EO) Ne 141/2000 HA EBPOITEVICKU S TTAPJTAMEHT U HA
CBBETA or 16 nexemBpu 1999 ronuna 3a nekapcrBarta cupanu
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