HAPE/IBA Ne 4 OT 4 MAPT 2009 I'. 3A YCJIOBUATA U PEJIA 3A
HPEAIIMCBAHE U OTITYCKAHE HA JIJEKAPCTBEHM ITPOAYKTH

I/I3I[az[eHa OT MUHHUCTDBHPA HAa 3APaBCOIIA3BAHCTO

Oo6n. J[B. 6p.21 om 20 Mapm 20092., uzm. /[B. 6p.91 om 17 Hoemepu
2009e., uzm. J/[B. 6p.94 om 29 Hoemepu 201 12., usm. JIB. 6p.2 om 6 Anyapu 2012e.,
usm. u oon. /[B. op.81 om 17 Cenmemepu 2013e., usm. J{B. 6p.104 om 3 /lexemspu
20132., uzm. u oon. /{B. 6p.15 om 21 ®espyapu 2014e., usm. u oon. /[B. 6p.68 om
15 Aseycm 2014e., usm. u oon. J[B. 6p.95 om 18 Hoemepu 20142., usm. J{B. 6p.91
om 18 Hoemepu 2016¢., usm. u oon. /[B. 6p.95 om 16 Hoemepu 2018e., uzm. u oon.
JIB. 6p.68 om 27 Aecycm 20192., oon. JIB. 6p.90 om 15 Hoemepu 2019e., usm. /IB.
op.91 om 23 Oxmomepu 2020e., oon. /IB. 6p.107 om 18 /{exemspu 2020z., uzm. /IB.
op.37 om 7 Maui 20212., oon. /IB. 6p.47 om 4 FOnu 20212., usm. /[B. 6p.94 om 12
Hoemepu 20212., usm. u don. /[B. 6p.53 om 8 FOnu 20222., oon. /[B. 6p.61 om 2
Aeeycm 2022e., usm. [AB. 6p.85 om 25 Oxmomepu 20222., uszm. u oon. /IB. 6p.51
om 13 FOnu 20232., usm. u oon. /[B. 6p.85 om 10 Oxmomepu 20232., uzm. u oon.
JIB. op.105 om 19 /lekemepu 2023..

I'naBa nbpBa.
OB NOJIOKEHUSA

Un. 1. C Ta3u Hapen0a ce onpeesT:

1. (mom. - IB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) MeAUIIMHCKUTE
CHEIMAIMCTH, KOUTO MOTaT Jia U3/1aBaT PelenTH, pebT 3a NpeIICcBaHe Ha JIeKapCTBEHU
MPOAYKTH, CPOKBT 32 U3IIBIHEHUETO, CIIy4auTe U PeIbT, IPU KOUTO MarucTbp-papManenT
M3ITBJIHABA WK MOJKE /1a OTKaXKe J1a U3II'BJIHU JIEKapCKO MPEIUCaHKE;

2. yCIOBHUATA U PEBT, IO KOUTO OBJITAPCKU IPAXKAAHU U UYXKJU TPaKIAAHU,
MIOCTOSIHHO ¥ BPEMEHHO IpeOrBaBallly B CTpaHaTa U IbTYBalM U3BbH PenyOnuka bbarapus,
MOrarT Jia HOCAT WX 12 U3HACST JIEKapCTBEHU MPOAYKTH, IPEAHA3HAYECHHU 32 JICUEHUETO UM,

3. KolMuecTBaTa JIEKapCTBEHH MPOAYKTH, MPeAHA3HAYEHU CaMo 3a JIEUEHUETO Ha
TPaH3UTHO NPEMUHABAIIM U BPEMEHHO NpeOUBaBallld Ha TEPUTOPHITA Ha CTpaHaTa JIMIIa,
KOUTO T€ MOraT Jla IpUTeXaBar;

4. (voBa - JIB, 6p. 15 ot 2014 r.) ycnoBusTa ¥ peabT 3a MPU3HABAHETO U
M3MBJIHEHUETO Ha PEeleNTH, U3Ja/IeHU B Jpyra AbprKaBa YICHKa;

5. (u3m. - 1B, 6p. 81 ot 2013 ., npeaummna 1. 4 - 1B, 6p. 15 o1 2014 1.) penst 3a
MIpe/IIMCBaHe Ha JIEKAPCTBEHH MPOAYKTH, ChIbpKAIIX HAPKOTUYHH BEIIeCTBA OT
npunoxenns Ne 2 u 3 kM uiL. 3, T. 2 u 3 ot HapenOata 3a pena 3a kiacuduuupane Ha
pacTeHusATa 1 BEIECTBATA KaTO HApKOTUYHHU, npueta ¢ [Tocranosnenne Ne 293 Ha
Munucrepckus cbBet ot 2011 r. (IB, 6p. 87 ot 2011 r.);

6. (mpequmina T. 5, m3m. - IIB, 6p. 15 ot 2014 r., oT™. - /IB, 6p. 51 ot 2023 ., B cuina
ot 13.06.2023 1.)

7. (HoBa - /IB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) ycnoBusita, peabT U
MPUHIIMITATE, TI0 KOUTO CE MPEAMCBAT JCKAPCTBCHH MPOIYKTH ChOOPa3HO TSIXHATA pa3XxoIHa
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€(EeKTUBHOCT 10 CMHCHJIA Ha § 1, T. 28 OT HONIBIHUTEIIHUTE pa3nopeadu Ha 3aKoHa 3a
3apaBHOTO ocurypsiBane (330).

Ui 2. PexxumMbT Ha NPENTUCBAHE HA JIEKAPCTBEHUTE MPOAYKTH € OIPEICTICH B
paspeleHneTo 3a ynorpeda Ha JIeKapCTBEHUS POAYKT.

Un. 3. Pa3penienure 3a yrnoTtpeda v perucTpupaHuTe JEKapCTBEHH MPOTYKTH Ha
Teputopusta Ha PenyOinka beirapus ce 00sBSBaT Ha HHTEPHET CTPAHUIIATA HA
W3nbaHuTenHaTa areHIusl 1o JiekapcTpara.

I'naBa BTOpA.
MEJULIUHCKU CIIEHUAIUCTHU, KOUTO MOT' AT IA U3JABAT PELEIITHU

Un. 4. (1) IIpaBo na nmpeanucBaT pa3pelieHu 3a ynorpeda B cTpaHaTa JIEKapCTBEHU
MPOIYKTH U J]a U3/1aBaT PEICIITH UMAT JICKapH/JIeKapH 10 JICHTAIHA MEIUIIHHA,
yIpaXXHSIBAIIM MEAUIIMHCKATa MPoQecHs.

(2) (U3m. - 1B, 6p. 81 ot 2013 1., oT™. - IB, 6p. 85 o1 2023 1., B cuyma ot 16.10.2023
T.)

(3) (Hom. - 1B, 6p. 61 ot 2022 r.) denamepure u JEKAPCKUTE ACUCTCHTH UMAT
MpaBo Jia MPEANKCBAT pa3pellieHu 3a yrnoTpeda B cTpaHara JeKapCTBEHU MPOAYKTH U Ja
W3/1aBaT PELENTH, C U3KII0YCHUE Ha Te3U OT npuiioxkenue Ne 1, caMo npu CKIIFOYEH J0TOBOP C
J1e4eOHO 3aBeneHue o ui. 2, aa. 1, T. 1 ot 3akoHa 3a jieueOHUTE 3aBEACHUA.

(4) (Homa - 1B, 6p. 85 ot 2023 r., B cmia ot 16.10.2023 r.) Berepunapaure Jiekapu
MOTaT Jia MPeANUCcBaT pa3pelieHu 3a ynorpeda B cTpaHaTa JIeKapCTBEHU MPOAYKTH 3a
XyMaHHa yroTpeOa 1 Ja u3/1aBat eJIeKTPOHHH MPEANUCaHUs €IMHCTBEHO MPHU MPUJIaraHeTo Ha
nedyeHue no peaa Ha wi. 322, an. 1, 7.2 u 4 uun. 323, an. 1, 1. 2 u 4 ot 3akoHa 3a
BeTepHHApHOMEIUIIMHCKaTa AeiHocT (3BMJI), ¢ u3kimtoueHre Ha JTeKapCTBEHU MPOAYKTH,
CHIBPKAIIM HAPKOTUYHU BEIECTBA.

Un. 5. (M3wm. - IB, 6p. 94 ot 2011 r.) (1) B pernonanuara 3apaBna uncnexius (P31)
C€ BOJIM PETUCTHP Ha JICKAPUTE U JICKAPHUTE MO JECHTAIHA MEIUIIMHA, KOUTO TIPEAMICBAT
JIEKapCTBEHH MPOIYKTH, ChAbPKAIINA HAPKOTUYHH BEIIECTBA.

(2) B perucrbpa no ai. 1 ce BnucBaT JaHHUTE Ha JIEKapsi/ieKkaps Mo JIeHTalHa
MEIHIIMHA 110 TOKYMEHTa 32 CAMOJIMYHOCT, TUYEH KOJ M KOJI Ha Ie4eOHOTO 3aBEICHHE.

I'naBa Tpera.
HPEAIIMCBAHE HA JIEKAPCTBEHU NPOAYKTHU

Paznea I.
Pen 3a npeanucBaHe HA JIeKAPCTBEHU MPOAYKTH

Un. 6. (1) [IpeanucBaneTo Ha TEKapCTBEHH MPOIYKTH CE€ U3BBPIIIBA HA PEIEITYPHA
Oy1aHKa C OsUT IBSIT CHIVIACHO MpHUiIoKeHue Ne 2.
(2) (Or™. - 1B, 6p. 81 o1 2013 1.)

(3) Bopxy penentypHara 651aHKa 3aIBIKUTEHO ce OTOETA3Ba PEXKUMBT Ha

OTITyCKaHE - 32 €JHOKPATHO UJIM MHOTOKPATHO OTITyCKaHe, KaTO MPU MHOTOKPAaTHOTO
OTIYCKaHE C€ YTOUHSIBA U KOJKO IIbTH I1I€ C€ U3ITBIHSBA pELEITaTa.
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(4) (U3m. - JIB, 6p. 105 ot 2023 r., B cmma ot 19.12.2023 r.) Pententute ¢ pexxum 3a
€HOKPATHO OTITyCKaHe uMaT BauaHocT 30 THM OT JaTaTta Ha U3JaBAaHETO UM, a PEICIITUTE C
PEKUM 32 MHOTOKPATHO OTITyCKaHE UMAaT BAIMIHOCT /10 6 Mecella OT JaraTta Ha U37aBaHeTO
UM ¥ ChIBpPIKAT O3HAYCHHUE HAa OpOs HA OTIMYCKAHUSTA.

Un. 7. (1) Peuentypuata 61aHka ChabpiKa:

1. (mom. - JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1., mom. - /1B, 6p. 85 ot 2023
r., B cwia ot 16.10.2023 r., gom. - [IB, 6p. 105 ot 2023 1., B cmuma ot 19.12.2023 1.)
"HHCKpUOIHO" - COOCTBEHO M (paMUITHO UME Ha JIMIETO M0 WI. 4, YHUKAJICH
UACHTU(UKAIIMOHEH HOMEP/INYeH MpoQecuoHaIeH KO, HANMEHOBAHHE U aJJpec Ha
ne4eOHOTO 3aBe/IeHHe/BETepUHAPHOMEIUIIMHCKOTO 3aBeieHre, TenedoH 3a Bpb3Ka, J1aTa Ha
W3/1aBaHE Ha PEeLeNTara;

2. "mpeckpu6bI1mo" - HAaMMEHOBaHKE, KOJIMYECTBO Ha aKTUBHO BEIIECTBO B
JeKapcTBeHa (popma M KOJIMYECTBOTO Ha JIEKAPCTBEHHUSI MMPOIYKT; KOJIMYECTBOTO CE U3IHCBA C
udpy, a TpH MPEANUCBaHEe Ha JIGKAPCTBEHU MPOITYKTH, ChIABPKAIINA HAPKOTUYHH BEIIECTBA -
U C IyMH;

3. "curnarypa' - TOCOUYBAT ce €JHOKpATHATa U ICHOHOIIIHATA /1032 Ha JIEKapCTBEHUS
MPOAYKT, TPOIBIDKUTEIIHOCTTA HA Kypca Ha JICYCHHE U HEOOXOIMMOCTTa OT IMOBTAPSHETO MY,
J103aTa ce U3MKUCBa C MUQPH; TIPH MPEANUCBAaHE HA 71034, IO-BUCOKA OT MAaKCUMATHO
ompejereHaTa mpu pa3periaBaHero 3a ynorpeda Ha JIeKapCTBEHUS POIYKT, MPEMUCBAIUSIT
ce MOAMKCBA Cpelly MpeBUIlIeHaTa 103a; He ce AOMycKaT 00IIr u3pa3u Karo: "u3BecTHo", "mo
HacrtaBieHnue", "mo cxema" u ap.;

4. "cyOckpubumo" - ykazaHus 3a HAaUMHA HA W3IBJIIHEHUE HA MPEANUCAHUETO; TPU
M3M0JI3BaHe Ha yKa3zaHusATa "muto", "uuTucumo" nim "cratuM" 3aIbJDKUTENTHO Ce 3aluCBa
4achT HA MPEMMCBAHETO HA JICKAPCTBEHUS MPOAYKT;

5. (mom. - IB, 6p. 61 ot 2022 1., nom. - IB, 6p. 85 o1 2023 1., B cuna ot 16.10.2023
I.) IOJIMKC Ha JieKaps/ieKaps Mo JeHTaIHa MeAUIIMHA/ Perniepa/IeKapcKus
aCHCTEHT/BETePUHAPHUS JICKap;

6. (m3m. - 1B, Op. 68 oT 2014 1., B cuna ot 15.08.2014 r., mom. - JIB, 6p. 85 ot 2023
r., B cuia ot 16.10.2023 r.) nuyeH neyat Ha Jiekapsi/Iekaps 1o JeHTaIHa
MeAUIMHA/BETepUHAPHUS JeKap W/WUJIH 1eyaT Ha Je4eOHOTO
3aBeJIeHHEe/BeTepUHAPHOMEIUIIMHCKOTO 3aBE/ICHUE;

7. TPUTC UMCHA Ha MMallUCHTA, Bb3PAaCTTa U aIpEC 110 MCCTOKUBCCHEC, KATO IIPU
6peMeHHa JKC€HA, KbpMadKa WJiIn JE€TE C€ OTpa3sBa U TOBa 06CT05ITGJ'ICTBO;

7a. (HoBa - /IB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) TpuTe UMEHa Ha
COOCTBEHUKA, aJipeca 10 MECTOKMBECHE U BUJa HA )KUBOTHOTO, MOIJIOKEHO HA JICYCHHE - 32
peuenTu, NpeAnucany no ui. 4, an. 4;

8. (noBa - /1B, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) YHUKaNEH
unentudukanoneH Homep (YMH) Ha maructbp-hapmanieBra oT peructbpa Ha bbarapckus
(bapMareBTHUYCH ChIO3.

(2) (Ot - JIB, 6p. 81 oT 2013 1.)
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Y. 8. (1) JIekapcTBeHUTE IPOIYKTH CE€ U3NHUCBAT YETIMBO HA JATUHUIIA C
MEKIYHAPOAHOTO HEMAaTeHTHO WM (papMaKoneiiHO HauMEHOBaHKE Ha JIEKapCTBEHOTO UM
BEIIECTBO WM THPrOBCKUTE UM HAMMEHOBAHUS.

(2) KonnuecTBOTO HA JIGKAPCTBEHOTO BEILIECTBO B MPEANUCBAHUS JIEKAPCTBEH
IPOAYKT ce U3passiBa:

1. B rpaMoBe, KOraTo € €1MH I'paM WM HaJ| €IuH TpaMm (g);

2. B MHJIUTPaMH, KOTaTo € [0-MaJIKo OT €IUH rpaM (mg);

3. KOIM4ecTBa, MO-MAJIKH OT €MH MUJIUTPAM, C€ 03HA4aBaT B MUKPOTPAMH, KaTo
Ta3u MEepUTeNIHa eJMHULIA HE Ce ChKpalllaBa, a Ce U3MNCBa ¢ AyMH (microgram);

4. obemuTe ce n3paszsBaT B MIWIHIUTPH (ml);

5. B MexnyHapoaau equaunu (IU) - 3a nekapcTBEHU MPOAYKTH OT OMOJIOTHYEH
MIPOU3XO/.

(3) CokpalueHusTa Ha JiekapcTBeHaTa (hopMma ce U3MUCBAT BbPXY peLenTypHaTa
OnaHKa/JIIeKapCTBEHUS JINCT B CHOTBETCTBHUE C JIeHicTBaIIaTa B cTpaHaTa (papmaxoriesl.

(4) 3a0OpaHsiBa ce U3MOJI3BAHETO HA ChKPAILEHHs U OMPABKH MPH U3MHCBaHE
HAaMEHOBAHMATA HA JIEKAPCTBEHUTE MPOIYKTH.

Ui 9. JlekapcTBEHU MPOAYKTH, PUTOTBEHU IO MarvuCcTpaiHa U hapMaKoreliHa
pelentypa, ce mpenucBaT Ha OT/IeIHA PellenTypHa OJiaHKa.

Ui 9a. (Hos - JIB, 6p. 15 ot 2014 1.) (1) Ha penienT, KOUTO 1€ C€ M3ITBIHABAT B
JpyTa JIbpKaBa WICHKA, Ce U3IMHCBAT HEOOXOUMUTE 3a JICYCHHETO Ha KOHKPETCH IMAIUEeHT
JIEKapCTBEHH MPOJIYKTH, C U3KIIIOUEHHE Ha IEKapCTBEHUTE MPOIYKTH 10 4. 174 oT 3akoHa 3a
JIEKapCTBCHHUTE MPOIYKTH B XyMaHHATA MEIUIIHHA.

(2) Penenitute o an. 1 ce u3nmcBar Mnpu cra3BaHe U3UCKBAHUATA HA Ta3H Hapenoa,
KaTo 33bJDKUTEITHO Ce BKIIOYBAT BCHYKH JIAHHU, TOCOYCHH B MpHIToxkeHHe Ne 4a.

(3) JlekapcTBEeHUTE MPOITYKTH CE MPEANUCBAT IO MEXKAYHAPOIHO HEMATEHTHO
HaUMEHOBaHME WM (papMaKkoneifHO HANMEHOBAHKE Ha JICKAPCTBEHOTO UM BEIIECTBO.

(4) JlekapcTBeHUTE MPOITYKTH MOTaT Ja OBJAT MPEANUCAHU IO THPTOBCKO
HAaMEHOBAHHE B CIICTHUTE CITYYau:

1. koraro ce npeanucBa OMOIOTUYEH JEKAPCTBEH MPOIYKT MO CMHCHIA HA § 2, T. 2
OT omBJIHUTENHUTE pasnopenou Ha Hapenda Ne 27 ot 2007 1. 3a MI3UCKBAHUATA KbM JIAaHHHUTE
Y JOKYMEHTAIIHTA 32 pa3pelliaBaHe 3a ynoTpeda U perucTpaius Ha JeKapCTBeHH MPOTyKTH
(1B, 6p. 54 oT 2007 1.);

2. KOraTo TOBa € HEOOXOJMMO OT MEUITMHCKA TJIeIHa TOYKa 0 MPEIeHKa Ha JTUIaTa
o 9I. 4, KaTo B TO3W CIydail B pelenTara ce Ioco4Bar MPUINHATE, KOWUTO HaJlarat
M3MOJI3BaHETO HA TTIOCOYEHOTO ThPrOBCKO HAUMEHOBAHHUE.

Yn. 10. HpI/I NpeANMCBAaHC HA BCCKU OTACIICH JICKAPCTBCH MPOAYKT JIMLICTO 10 YJI. 4e

3aJJbJDKEHO J1a ce MH(POPMHUpPaA OT NAIMEeHTa 3a PEIIIECTBAILO WIH ChITBTCTBALLO JEUEHHE C
JPYTH JEKAapCTBEHU MTPOTYKTH.

Pazpea I1.
IIpeanucBaHe Ha JIeKAPCTBEHH NPOAYKTH, ChABPKAIINA HAPKOTUYHH BellleCTBA

Y. 11. (1) (U3m. - IB, 6p. 81 ot 2013 1., u3m. - [IB, 6p. 51 o1 2023 ., B cuita ot
13.06.2023 r.) [IpeanucBaHeTO Ha JIEKAPCTBEHU NMPOIYKTH, ChAbPKAIIA HAPKOTUYHU
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BEIIECTBA, C€ U3BBHPILBA HA CIEIMAlIHA PEeLeNTypHa OJaHKa, C KBJIT IBAT - 3a JICKAPCTBEHU
IIPOJYKTH, ChABPKALIY HAPKOTUYHHU BellecTBa OT npuioxeHue Ne 2 kpM ui. 3, T. 2 oT
Hapenbara 3a pena 3a kiiacuduiypane Ha pacTeHUsATA U BEIIECTBaTa KATO HAPKOTUYHU, U ChC
3€JIEH LIBSAT - 3a JIEKAPCTBEHU MIPOIYKTH, ChABPIKALLM HAPKOTUYHU BELIECTBA OT MPUIIOKEHUE
No 3 kpm wi. 3, T. 3 ot Hapenbara 3a pena 3a kinacuduirpane Ha pacTCHHUATA U BEIlECTBATa
KaTO HApKOTUYHH.

(2) (Or™. - IIB, 6p. 85 o1 2023 1., B cuna ot 16.10.2023 r.)

(3) (U3m. - [IB, 6p. 51 or 2023 r., B cuna ot 13.06.2023 r.) CrienpanHara
penenTypHa OJlaHKa Chbp>Ka OCBEH JaHHUTE IO WI. 7 U CICTHUTE JOIBIHUTEIHN JaHHU:

1. HaoHaNeH pedepeHTeH HOMED;

2. Hagnuc "JloKyMeHT, KOWTO MOAJIEkKH Ha CIelraleH oT4eT".

(4) CpokbT Ha BaJIMIHOCT Ha CIIEIMATHATA PEIENTa € 7 IHU OT JlaTaTa Ha
U3/1aBaHETO M.

Y. 12. (1) (Orm. - AB, 6p. 51 ot 2023 1., B cuina ot 13.06.2023 1.)

(2) (U3m. - [IB, 6p. 94 ot 2011 ., ot™. - JIB, Op. 51 ot 2023 1., B cmuta ot 13.06.2023
T.)

(3) (Orm. - 1B, 6p. 81 o1 2013 1)

(4) (U3m. - ]IB, 6p. 68 ot 2019 1., B cmma ot 27.08.2019 r.) Koraro siekapcTBeHUAT
IPOAYKT ce 3arutamia oT Hanuonannata 3npasHoocuryputensa kaca (H30K), nexapsr
3aIbJKUTENHO nonbiBa kojga Ha H30K Ha choTBeTHUS NekapeTBeH npoaykT 1 MKDB kozna Ha
3a00JIsIBAaHETO ChITIACHO Hapeadara 1o 4ui. 45, an. 3 ot 330.

(5) o mpenienka Ha Jiekaps Ha €/IHa perenTypHa OJIaHKa MOXKE J1a c€ TIPEANKICcBa
MOBEYE OT €JJMH JIEKapCTBEH MPOAYKT, ChABbPIKaIll HAPKOTUYHHU BEILIECTBA.

(6) 3abpaHsiBa ce MpeNUCBAHETO HA JIEKAPCTBEHU MPOJYKTH, KOUTO HE ChIbPKAT
HapKOTHYHH BEIECTBA, HA CIIELIMATTHUTE PEleNTypHH OJaHKH.

Un. 13. (Otm. - IB, 6p. 81 o1 2013 1.)

Uin. 14. [Ipu npennucBaHe Ha JIEKApCTBEHHU MPOAYKTH, ChIbPKallld HAPKOTUIHU
BEIIECTBA, CE CIa3BaT CJIICIHUTES U3UCKBAHMUS:

1. KOJMYECTBOTO Ha JIEKAPCTBEHUTE MPOIYKTH CE€ U3MHCBA ¢ TU(PHU U C AYMU;

2. KOJIMYECTBOTO Ha MPENUCAHUS JIEKAPCTBEH MPOAYKT HE MOKE J1a HaJIBUIIIaBa
TeparneBTUYHaTa 103a 3a 30 gHu.

Un. 15. (dom. - 1B, 6p. 81 oT 2013 r., mu3m. - IB, 6p. 104 ot 2013 1., u3m. - /1B, Op.
68 o1 2019 1., B cuna ot 27.08.2019 ., u3m. - [IB, 6p. 53 ot 2022 r., u3m. - JIB, 6p. 85 ot
2023 r., B cuna ot 16.10.2023 1.) (1) JlekapcTBEHU MPOAYKTH, ChIBPKAIIU €THO OT
BellecTBaTa eTWIMOPUH, KoJIeuH, (peHobapOouTan win Tpamaaoi B konuyectna 10 S0 Mr 3a
71030Ba €IMHHIIa B KOMOMHAIINSA C IPYTH JIEKAPCTBEHU BEIIECTBA, CE MPEANNUCBAT B
CHOTBETCTBHUE C PEKUMA Ha OTIIYCKaHE, ONPE/IEIICH B Pa3peleHHueTo 3a
yrnoTpe6a/y10CTOBEPEHUETO 3a PETUCTPALHS UM PA3pEIICHUETO 3a MapajiesieH BHOC Ha
JIEKapCTBEHMSI MPOIYKT Ha TeputopusTa Ha PenyOnuka bbarapus.

(2) JlekapcTBEHUTE MPOIYKTH 1O all. 1 ¢ pe’KUM Ha OTIIyCKaHe ''TO JEeKapcKo
npennvcanue” ce MpenucBaT Ha pelenTypHa 0JlaHKa ¢ OsUT IBAT C €IHOKPATEH PEKUM Ha
OTITyCKaHE M B KOJIMYECTBA, ChOOPA3eHHU C THEBHATA JO3UPOBKA, 3a He noBeye oT 30 aHu.
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(3) JlekapcTBeHHU MPOAYKTH, ChIBPIKAIIH ITOBEYE OT €THO OT HAPKOTHIHUTE
BCIICCTBA I10 aJl. 1 B KOM6I/IHaI_II/I$I C prI‘I/I JICKapCTBeHI/I BCIICCTBA, CC HpeI[HI/ICBaT Ha
CIeIHMaliHa pelenTypHa OJaHKa ChC 3€JIeH IBAT HE3aBUCUMO JaJId 00II0TO KOJUYECTBO € JI0
50 Mr 3a 1030Ba eIUHHIIA.

Y. 16. [Ipu npeanucBaHe Ha BCEKU OTEJIEH JIEKAPCTBEH MPOAYKT JIMLETO 110 4. 4 €
3aJIBJKEHO J1a ce HH(OpMHpa OT HMalMeHTa 3a MPeIIIecTBAI0 WU ChITBTCTBAIIO JICYECHHE C
JPYTU JEKapCTBEHU MPOTYKTH.

Pazpea I11.
IIpennucBaHe HA JeKAPCTBEHH MPOAYKTH, 3aIJIAIIAHU OT AbP:KABHHUS OIOKET 32
JIeYEHHEeTO HA ObJTapCKUTe IPAXKIAHU 32 3200/19BaHNsl, U3BBH 00XBATa HA
3abJKUTETHOTO 3paBHO ocurypsiade (3ari. usm. - /B, op. 90 ot 2019 r.)

Y. 17. (U3m. - [IB, 6p. 90 ot 2019 r.) Jlekapute mMorar ja npeanucpar JeKapcTBEeHU
MPOAYKTH, 3aIlIalllaHl ChC CPEICTBA OT AbPKaBHUS OFOJDKET 3a JICUeHUE Ha 3200 ISIBAaHHS,
M3BBH 00XBaTa Ha 3aILJDKUTEITHOTO 3/IpaBHO OCUTypsiBane chriacHo Hapen6a Ne 34 ot 2005
I. 32 peJia 3a 3aIvlaliaHe OT AbPKaBHUS OIO/DKET Ha JICYCHUETO Ha OBJITAPCKUTE IPaXkKIaHH 32
3a00JsIBaHMs, U3BBH 00XBaTa Ha 3aIBIDKUTEITHOTO 3JPaBHO OCHTYPSIBaHE.

Y. 18. (Otm. - IB, 6p. 95 oT 2014 1.)

Uin. 19. (U3m. - IB, 6p. 90 ot 2019 r.) KonmvecTBOTO HA IPEANMCAHUTE
JIEKapCTBEHM MPOAYKTH CJIe/IBa 1a CbOTBETCTBA Ha cpokoBeTe mo wi. 22 ot Hapenba Ne 34 ot
2005 r. 3a pena 3a 3amianiaHe oT IbP>KaBHUS OIOPKET HA JICYCHUETO Ha OBJITapCKUTE
rpaxkJIaHH 3a 3a00JsIBaHMs, U3BBH 00XBaTa Ha 3aIbJDKUTEITHOTO 3/IPAaBHO OCUTYpsIBAHE U YJI.
14 ot Ta3u HapexaOa.

Un. 20. (U3m. - [IB, 6p. 95 ot 2014 1., u3m. - /1B, 6p. 90 ot 2019 r.) I[Ipeanucanure
JIeKapCTBEHH MPOAYKTH 1o peaa Ha Hapenda Ne 34 ot 2005 r. 3a pena 3a 3amamiade ot
IbpKABHUS OIO/KET Ha JICUEHUETO Ha OBITapCKUTE TpaskJaHy 3a 3a00JIsIBaHuUs, H3BBH
o0xBaTa Ha 33JILJDKUTEITHOTO 3J[PABHO OCHTYPSIBAHE CE BIMCBAT B MEIUITMHCKATA
JOKYMEHTAIUs Ha MallleHTa.

UYn. 21. (1) (1U3m. - [IB, 6p. 90 ot 2019 r.) JIekapcTBeHN MPOIYKTH 32 MAILIUEHTH,
KOHTO Ce JIEKYBaT NP1 aMOYJIaTOPHH YCIIOBHSI, CE NIPEIIUCBAT Ha pelienTypHa OlaHKa
cbriiacHo npuioxenne Ne 8 ot Hapen6a Ne 34 ot 2005 r. 32 pesa 3a 3aruiamiase ot
IbpXKaBHUS OIO/KET Ha JICUEHUETO Ha OBJITapCKUTE rpaskJaHu 3a 3a00JIsIBaHuUs, U3BBH
o0XxBara Ha 3aJbJKUTEIIHOTO 37]paBHO OCUTYpPSBAHE, KOATO C€ M3/1aBa B JIBAa EK3EMILIIpA.
[IBpBUAT eK3eMIUISP ce ChbXpaHsBa B allTeKaTa, a BTOPUT - B CYETOBOJICTBOTO Ha
CHOTBETHOTO JIe4eOHO 3aBe/IeHUE B NMPOJBIDKEHUE HA 5 TOAMHHU.

(2) (U3m. - 1B, 6p. 95 ot 2014 r.) JIekapcTBeHNUTE MPOAYKTH 32 MALUEHTH, KOUTO C€
JIEKYBaT B CTAllMOHAPHHU YCJIOBUS, C€ MPEANNCBAT Ha JIGKAPCTBEH JIUCT ChITIACHO NMPHIIOKEHHE
Ne 5a, koWTo ce n3niaBa B 1Ba ek3eMIusipa. [IbpBuUsAT ek3eMILIsAp ce ChbXpaHsaBa B alTekaTa Ha
JeuyeOHO 3aBe/ieHHe, @ BTOPUSAT - B CbOTBETHOTO OT/EJICHHE B MPOIBIIKEHUE HA 5 TOIUHH.

Un. 22. (U3m. - [IB, 6p. 95 ot 2014 r.) Pentenrture mo wi. 21, an. 1 ca BanmuaHu 3a
Ccpok 15 mHM OT atara Ha U3/1aBAaHETO UM.
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Pazpen IV.
IIpeanucBane Ha JiIeKAPCTBEHH MPOAYKTH, 3aIIAIIAHUA HATBJIHO WA YACTUYHO OT
H30K

Ui 23. (1) (Hom. - JIB, 6p. 81 ot 2013 r., u3m. - JIB, 6p. 95 ot 2018 r.) JInmara nmo
ui1. 4, an. 1, pabotenu B ieueOHM 3aBeICHUS 32 U3BHHOOIIHUYHA ITOMOIII, B U3IIBJIHCHUE HA
norosop ¢ H30OK Morat na npeanucBart JieKapCTBEHU MPOAYKTH 110 Wi. 262, ai. 6, T. 1 oT
3akoHa 3a JIEKapCTBEHUTE MPOAYKTU B XymMaHHata Meauinna (3JIIIXM) 3a neuenue Ha
3apaBHoocurypenu ymmna (30JI), 3amnamany Hanb1HO Wik yactuaHo ot H30K 3a gomamno

JICYCHUE HA TEPUTOPHATA HA CTpaHAaTa 3a 3a00JIsIBaHUsl, ONPEICIICHHU ¢ HapenoaTa mo wi. 45,
ai. 3 330.

(2) U3BbH cityyanTe 10 al. 1 IekapCTBEHU MPOAYKTH, 3aIlIalllaHd HAIIBJIHO HITH
gactuuHo oT H30K, Morart n1a ce mpeanucpar oT Jiekapu/JieKapy 1o JeHTaTHA MEIUIINHA,
paboTelny B JJeucOHM 3aBeICHUS 32 H3BBHOOIHUYHA ITOMOII 110 WI. 5, air. 1 oT 3akoHa 3a
J'Ie‘-Ie6HI/ITC 3aBCACHUS, KOUTO Ca KbM MI/IHI/ICTepCTBOTO Ha HpaBOC’BIII/IeTO.

(3) JlekapcTBeHH MPOAYKTH, 3aIliallaHd HATBbIHO Mk yactuyHo oT H30K, morar na
ObJaT NPEINUCBaHU HA 3JPaBHOOCUTYPEHH OBJITapCKH IPaXkIaHu, JKIIA C IPABO Ha 3PaBHO
OCUTYpsIBaHE, YAIOCTOBEPEHO OT JpyTa JAbpiKaBa - wieHka Ha EC, uiau chriacHO IBYyCTpaHHU
crioronou.

(4) (M3m. - [IB, op. 81 ot 2013 r.) JIunara mo wi. 4, an. 1, cnenuaancTy mo npoduia
Ha 3a0omnsBaHeTo, padoremnu no gorosop ¢ H30K B neuebnu 3aBeneHus 3a U3BbHOOIHUYHA
MTOMOIII WJIM CTIENMAIM3UPAHN KOMHCHH B JICUeOHU 3aBECHHUS 32 OOJIHUYHA TIOMOIII,
cxmounu goroop ¢ H30K, MoraT 1a u31aBaT npoTOKOJIH 3a MPEANHCBaHE HA JEKapCTBEHU
npoayktu, 3amiamanu or H30OK/Pernonannara 3apaBHoocuryputenta kaca (P30K).

(5) (HoBa - 1B, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) B cnyuaute mo an. 1 - 4
MIPEIICBAHETO Ce OCHIIECTBSBA IPH CIIa3BaHE HA YTBBPACHUTE (PapMaKo-TepaneBTHIHH
pBKOBOJCTBA O WiI. 259, an. 1, T. 4 oT 3akoHa 3a IEKapCTBEHUTE MPOLYKTH B XyMaHHaTa
MEIUIHA.

Un. 23a. (Hos - [IB, 6p. 81 ot 2013 r., ot™m. - JIB, 6p. 95 ot 2014 1., HOB - JIB, Op. 68
ot 2019 1., B cuna ot 27.08.2019 1.) (1) B ciiywaute mo uin. 23, an. 4 nmpu U3aBaHeTo Ha
MIPOTOKOJI 33 CKBITOCTPYBAIIH JICKAPCTBEHH MPOAYKTH, 32 KOUTO CE€ U3BBPIIBA EKCIIEPTH3a IO
1. 78, T. 2 ot 330, MOXe /1a ce MpeancBa JeKapCTBEHUAT IPOAYKT/TEPaeBTUUHUAT KypC
chOOpa3HO HEroBara pasxoaHa epeKTUBHOCT 1Mo cMuchia Ha 330, KOTaTo B KOHKPETHHS
cllyyail ca HaJuIle TepaneBTHYHU aJTepHATHUBH, JIEKAPCTBEHUTE POTYKTH/TEpPAIIuy UMaT
J0Ka3aHa cxo/1Ha e()eKTUBHOCT U 0€30IacHOCT 3a JiedyeHue Ha 3abomnsBanero Ha 30J1, ¢
10/I00HO KJIMHUYHO MPOTUYAHE U TEXKECT ChITIACHO KpaTKaTa XapaKTepUCTUKa Ha
MPOIYKTA/TIPOAYKTHUTE.

(2) YcnoBusiTa u KpUTEpPUUTE, IO KOUTO C€ OIpeIesis Al JIEKapCTBEHUTE MPOIYKTH
ca TepaneBTHYHU aITePHATHBH, Ca:

1. nekapcTBEHUTE NMPOJAYKTHU Ja UMAT UACHTUYHU ITOKA3aHUS B YTBBPACHUTE KPATKU
XapaKTePUCTHKH Ha MIPOYKTHUTE;

2. TeKapCTBEHUTE MPOIYKTH Ja Ca €THAKBO MO3UIIMOHUPAHH B TEPAIEBTUYHHUS
ITOPUTHM Ha ChOTBETHOTO 3a00JI51BaHE CHOOPA3HO YTBBPACHUTE (PapMaKo-TeparieBTHIHH
PBKOBOJICTBA;

3. 3a JJeKapCcTBEHUTE MPOAYKTH Ja ca MPUJIOKUMHU €HAKBU TePaNleBTUYHU
MOKa3aTeN KaTo U3MEPHUTEN Ha TePaleBTUYHHS PE3yIITaT;
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4. cxonHaTta e()eKTUBHOCT M 0€30MaCHOCT 3a JIeYeHUE Ha 3a00IIBAHETO Ja €
JI0Ka3aHa Ype3 METaaHAJIU31 WU MPEKU CPAaBHEHHUS Upe3 KIMHUYHU TPOYUBAHUS.

(3) OnpenensHeTO HAa TEPAaNIEBTUUHUTE AITEPHATUBY CHIJIACHO YCIOBUSTA U
KpUTEPUUTE Ha ajl. 2 c€ U3BBPILIBA B IpoLeaypa 1o wi. 262a, an. 3 ot 3JIIIXM.

(4) 3a Bcsko 3a001sABaHe, 3a TEPANEBTUYHOTO JICYEHUE HA KOETO C€ M3/1aBa
npotokoi, H30K u3BbpiiBa ananus u onpenens pa3xonHara e(eKTUBHOCT Ha
TepareBTUYHUTE AITEPHATUBY ITOCPEACTBOM U3UYHUCIISIBAHE HA ChOTHOILIEHHETO
pasxox/pe3yarar. 3a menTa ce pa3zeis CTOMHOCTTa Ha TOJUIIHUS TePareBTHYEH KypC 3a
BCEKU JIEKAPCTBEH MPOIYKT Ha IIOCTUTHATHS OT HEro KIIMHUYEH Pe3yiTaT, U3MEpEH ¢
MIpeBAPUTEIIHO N30paHus U3MEPUTEN Ha e(PEKTUBHOCTTA.

(5) 3a nexapcTBEeHHUTE NPOAYKTH, IPEACTABISBAILN TEPAIEBTUYHH aITEPHATUBY 3a
nedeHue Ha naaeHo 3abomsBane, H30K n3rorss nHpopmanus, B KOATO MOCOYBA B HAU3XO/ISII]
pel IpoayKTUTE ChOOpa3HO OIpeiesieHaTa UM 10 pesia Ha ail. 4 pa3xoaHa epeKTUBHOCT.
JlonmyCcTHMO € eMH WJIA TIOBEYEe JICKApCTBEHH MPOAYKTH JIa UMaT €IHa U ChIIa pa3XxoHa
epexTuBHOCT. MHDOpManusTa ce onobpsasa ot Hamzopuus ceetr Ha H30K, myGnukyBa ce Ha
opunmanHara uarepuer crpanuna Ha H30K u ce akryanusupa npu
HE00XO0AUMOCT/IIPOMSIHA HA OTHOCUMHTE OOCTOSTEINCTBA.

(6) Ilpu n3maBaHe Ha MPOTOKOJ JICKAPSIT/CIICIIATN3NPAHATa KOMUCHS MOXKE J1a
IIPENICBA JIEKAPCTBEH MPOAYKT/IIEKapCTBEHU MPOYKTH, KOUTO ca IIOCOYCHH B
nHpOpMaNKATA 110 aJl. 5 ChOOPa3HO TAXHATA Pa3X0Ha e(hEeKTUBHOCT.

(7) AnuHes 6 ce mpuiiara B cllyyauTe Ha U3/1aBaHe Ha IPOTOKOJ Ha
3JIPaBHOOCUTYPEHO JIMIIE 32 ITbPBH IIbT. [Ipu urica Ha TepaneBTUYeH OTrOBOp, HAJTMYUE HA
HE)KEJIaH!U JIEKAPCTBEHU PEaKILUH UM 110 MPEeLeHKa Ha MEAULIUHCKUS CIIELUAIUCT,
MOJIKpPETIeHa C MEAMIIMHCKA 0OOCHOBKA, € TOIMYCTUMO TMPEIIICBaHEe Ha JEKAPCTBEH MPOIAYKT
OT HAJIMYHUTE TEPANeBTUUHU aJITepHATUBU O€3 Cclla3BaHe Ha MPUHIIUIA 32 Pa3XoIHa
€(hEeKTUBHOCT.

Ui. 236. (Hos - IB, 6p. 68 oT 2019 1., B criia ot 27.08.2019 1.) (1) 3a onpenensine
Ha pa3xojHara eexkTuBHOCT 1o ui. 23a, an. 4 kbM H30K ce cp3naBa koMucusi, KosTo
BKJItOUBa TpuMa npeacraBuren Ha H30K, enun npeacrasuten Ha MUHHCTEPCTBOTO Ha
3/IpaBEOINa3BaHETO U €/IMH MpeacTaBuTen Ha HannmoHamHus ChBET M0 LIEHH U peuMOypcupaHe
Ha JIEKapCTBEHUTE MPOAYyKTU. ChCTaBbT HA KOMHCHATA CE OIPEIENsl ChC 3all0Be Ha
ynpasurens Ha H30K. Komucusita npuema npasuia 3a paboraTa cu.

(2) 3a nognomarane paboraTa Ha KOMHUCHSATA MOTaT J1a ObJaT NPUBINYAHU U
BBHIIHU E€KCIIEPTH.

(3) UnenoBeTe Ha KOMHUCHUSATA 1O al. 1, KaKTO W JIMLIaTa MO ajl. 2 He MoraT J1a
y4JacTBar B IEHHOCTH, CBbP3aHU C pa3pabOTBaHETO, IPOU3BOACTBOTO, MAPKETHUHTA,
THProBUsTa HA €pO U IPeOHO ChC ChbOTBETHUS JIEKAPCTBEH MPOAYKT.

(4) YneHoBeTe Ha KOMHUCHATA IO al. 1, KAKTO W JIMIIATA IO al. 2 ca JIIHXHH J1a He
pasriacsBat (akTu U 00CTOSITENCTBA, CTAHAIN UM U3BECTHHU MPH WUJIH 110 TOBOJ U3IIbJIHEHUE
Ha 33/IbJDKCHUATA UM 110 Ta3u Hapenoa.

(5) Ha xomucwusiTa ce nmpenoctassi ”HPOPMAIHs 33 TJOTOBOPEHHUTE MO pe/ia Ha
HapeznbaTa o wi. 45, an. 9 330 OTCTBIKH 32 JIEKAPCTBEHUTE MPOAYKTH, 32 KOUTO CE
ornpezens pa3xoAaHa e(eKTUBHOCT U Ha TePaleBTUYHUTE aJTepHATUBHU, KAaKTO U
JOM'BJIHUTENTHA HH(OPMAIIUS TPU HEOOXOTUMOCT.

Ui 23B. (Hos - JIB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 1.) B cnydaute mo .
23a, KoraTo KaTo TepaleBTUYHA aITEPHATHBA € OIPEEIIECH JIEKapCTBEH NPOAYKT 110 uil. 29,
an. 2 ot 3JITIXM, nekapsrt/cnenuain3upaHaTta KOMUCHS MOXE J1a TIPEANUCBA TO3U
JIEKapCTBEH MPOJIYKT HA 3[paBHOOCUTYPEHOTO JIUILIE, HA KOETO €€ U3aBa IPOTOKOJ, ChIJIACHO
MIPUHIUIA 32 Pa3X0/iHa €(hEKTUBHOCT.
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Ui 24. (1) (U3m. - IB, 6p. 81 ot 2013 1., u3m. - [IB, 6p. 68 oT 2019 1., B cuita ot
01.01.2020 r.) JIekapcTBEHUTE NPOYKTH, KOUTO HAIIBJIHO WJIM YACTUYHO CE 3aIulaliaT OT
H3O0K 3a nomamHo JieueHue, ce mpeanucBar Ha perentypHa o1anka (oopaszen M3 - H30K Ne
5 mo mpunoxenue Ne 6), perientypra 6anka (oopazerr M3 - H30K Ne SA no nmpunoxenue Ne
7) unu 3a TAX ce u3zaBa mpoTokoi (oopaser o npuinoxenue Ne 8) npu yciaoBus u pen,
OIIpe/IeJICHU B HAIIMOHAJIHUTE PaMKOBH J10oroBopu 1o wi. 53, an. 1 330.

(2) Peuentypuute Oanku mo ain. 1 ce n3naBart, KakTo cieJBa:

1. (mom. - IB, 6p. 95 ot 2018 r.) penentypua 6sanka (o6pazer; M3 - H30K Ne 5 o
npuioxenne Ne 6) - 3a IpeANKUCBaHe Ha JIGKAPCTBEHU TPOJIYKTH 3a JICUCHHUE Ha 3200 IsIBaHus,
B KOJIMYECTBA 3a He moBeye oT 30 THU, OCBEH KOTaTo JIUIICBA MOIXOIAIIA OITAaKOBKA CHIIIACHO
cIMchbKa 110 ui. 262, an. 1 3JIIIXM;

2. (m3m. - [IB, 6p. 95 ot 2014 r.) penentypna 6manka (obpazen M3 - H30K Ne 5A
o npuioxxeHue Ne 7) - 3a mpeanrucBaHe Ha JIEKAPCTBEHH MPOIYKTH 3a JICUCHUE Ha XPOHUYHU
3a00/1s1BaHKs, B KOIUYECTBa 3a He noBeue oT 100 auu.

(3) (Homa - [IB, 6p. 68 ot 2019 r., B cmma ot 01.01.2020 r.) IIporokonuTte mo an. 1 ce
M3/1aBaT 3a NpeIUCBaHe Ha JEKAPCTBEHU MIPOIYKTH 3a JICUEHUE HA XPOHUYHU 3a00JIsIBaHUS B
KOJIMYECTBA 3a HE IMoBeue OT 365 IHU.

(4) (ITIpepumna an. 3 - JIB, 6p. 68 ot 2019 1., B cwra ot 01.01.2020 1.)
HenombnHenute mosera B peenTypHUTe OaHKH 1o all. 1 ce anynupat cbe 3Hak "Z".

(5) (IIpenumna an. 4 - /1B, 6p. 68 ot 2019 r., B crua ot 01.01.2020 1.)
Penentypuute 6y1aHKuU 10 ait. 1 ce u3gaBar B ABa €K3eMILIpA.

(6) (U3m. - JIB, Op. 95 ot 2018 1., mpeaumna an. 5 - JIB, 6p. 68 ot 2019 r., B cuna ot
01.01.2020 r., u3m. - 1B, 6p. 85 o1 2023 1., B cuna ot 16.10.2023 r.) PeuentypHute O1aHku
0 aj. 1 3aJbJKUTENHO Cce NOMBJIBAT B €JIEKTPOHHA (hopMa.

Y. 24a. (Hos - IB, Op. 15 o1 2014 r., u3m. - IB, 6p. 95 ot 2018 r.) Koraro na 30J1
ce MpeANKCBaT JEKapCTBEHH MTPOIYKTH, C U3KJIFOUEHUE HA JIEKAPCTBEHUTE IPOLYKTH IO UJI.
174 3JIIIXM, 3annamanu HanbJaHO Ui yactuaHo oT H30K, penentypuure 6i1aHku 1o 4.
24 cnenBa aa cpAbpKAT BCUYKU JaHHH, TOCOYEHH B ITpHilokeHne Ne 4a, koraTo ce ImiaHupa
7la ce U3MIBJIHABAT B JIpyra JIbpKaBa 4jeHKa.

Ui 25. (1) (U3m. - IB, 6p. 95 ot 2018 1.) JIumaTa mo wi. 23 BOUCBaT B
amMOyIaTOpHUSI TUCT, KOWTO ce chxpaHsBa B 1ocueTo Ha 30JI 32 OTYETHOCT U KOHTPOI,
CJIEIHUTE JIaHHU OT penienitute 1o wi. 24, an. 1: kox va H30K, MKb kox Ha 3a60515BaneTo 110
HapenOarta o wi. 45, an. 3 330, curnarypa, npeAnucaHo KOJIUYECTBO U JHUTE, 32 KOUTO €
JOCTaThYHO MPEMUCAHOTO KOJIUYECTBO.

(2) (Jom. - [IB, 6p. 68 ot 2019 1., B cuua ot 01.01.2020 r.) JlaraTa Ha n31aBaHe Ha
perernrara ciesBa Jia ChBIIa/ia ¢ AaTaTa Ha U37aBaHe Ha aMOynaTopHus JucT. Jlatata Ha
M3/1aBaHe Ha MPOTOKOJIA CJIe/IBa Ja ChBIaJa C JaTaTa Ha U3/jaBaHe Ha aMOyJIaTOPHUS JIUCT,
PECIEKTUBHO ¢ JlaTaTa Ha OKa3BaHEe Ha MEeIUIIMHCKaTa oMoll (amOynaTopHa mpoueaypa) mno
oTpesielisiHe Ha MJIaH Ha JICUeHUE U MPOoCIeAsiBaHe Ha TEPANEeBTUYHUS OTTOBOP MPH MAIUEHTH,
ITOJTy4aBally CKBIIOCTPYBAILX JEKAPCTBEHU MPOAYKTH 110 pena Ha wi. 78, T. 2 ot 330.

Ui 26. (1) Jlumata mo wi. 23 uMar mpaBo Ja IpeIucBaT Ha €IHa perenTypHa
OnaHKa JI0 TPU JIEKApCTBEHU MPOJYKTa, CBbP3aHH C JICUCHUETO Ha 10 TPU PA3TUYHU
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3a00JIIBaHMs, a Ha €AMH MPOTOKOJI - €IMH JICKAPCTBEH NMPOAYKT B JI0 TPH J030BU STUHUIM 32
eHo 3a00sBaHe.

(2) IIpomeHnu B mpeANTMCAHUTE JIEKAPCTBEHU MPOAYKTH IO PELENTypHA OJaHKa
(o6pazery M3 - H30K Ne 5 o npusnoxxkenne Ne 6) Moxe J1a IpaBH caMo JIEKapsAT/IeKapsT 1o
JCHTAJTHA MEIUIIMHA, U31aJ PELeNnTaTa, KaTo 3a [elTa ChIIMAT aHyIupa HeH3IIbIHEHATa
pelenTa 1 u3aBa HOBA.

(3) IIpomenu B mpeANTMCaHUTE JIEKAPCTBEHU MPOAYKTH IO PELENTypHA OJIaHKa
(o6pazery M3 - H30K Ne 5A no mpusnoxkerne Ne 7) Moxke Ja TpaBU caMo JICKAPST/IEKapsT 10
JCHTATHA MEIUIIMHA, U3aJ PEeLenTaTa, KaTo 3a [HeaTa ChUIMAT aHyIupa HeH3ITbIHEHUTE
OTpPSI3BLIM OT Hesl U U37aBa HOBA.

(4) (U3m. - 1B, 6p. 95 ot 2018 r.) B cimyuanTe o an. 2 u 3 numara mo wi. 23
3a1bIKUTENHO 3uckBat ot 30J1 peuentypHuTe OJaHKU WA OTPSA3BLU OT PELENTYPHU
OJIaHKH, KOUTO TIOJIJICIKAT Ha aHyJIMpaHe. AHYIMPAHUTE PEHENTYPHU OJIAHKH UM OTPSI3bIIH
OT pelenTypHu OJIaHKU ce chxpaHsBat B qocuero Ha 30J1, mpukperneHu KbM aMOynaTopHUs
JIMCT OT JlaTaTa Ha TAXHOTO M3/IaBaHE.

(5) Ilpu u3kirOUBaHe Ha JIEKAPCTBEHH MPOIYKTH OT O3UTUBHHUS JIEKAPCTBEH CIIUCHK
W3/1aJICHUTE PELETITY Ce aHyIMpaT M0 pelia Ha ajl. 2, 3 u 4, KaTo MalueHTUTE He 3arjalar
cymara o wi. 37, an. 1, 1. 1 330, ako He ce Hajara oka3BaHe HAa MEAUIMHCKA TOMOIII.

Yn. 27. (1) JIunata o wi. 23 UMaT MpaBo Ja NPeIHCBaT JICKAPCTBEHU MPOYKTH, 32
xouto H30K Hamb/IHO MIIM YaCTUYHO 3aIjallla, B CIEIHUTE KOJIMYECTBa:

1. 3a IeYeHUE HA OCTPU CHCTOSIHUSA - JICKAPCTBEHH MTPOAYKTH 32 He moBeve ot 10
JHHY;

2. (m3Mm. - [IB, 6p. 95 ot 2014 r.) 3a neyeHre Ha XPOHUYHU 3a00JIBAHUS -
JIEKapCTBCHH MPOJIYKTH 3a He moBede ot 100 JHH, mpeanucaHy Ha 0 TPH OTPs3bKa OT
penentypna 6manka (o6pazer; M3 - H30K Ne 5A mo npunoxenne Ne 7) unu Ha penenTypHa
6manka (o6pazert M3 - H30K Ne 5 o npusosxxenue Ne 6).

(2) JInuata no un. 23 nmocoyBaT B pelenTypHUTe OlaHku 1o ui. 24, an. 1 u B
amMOyJIaTOpHHUS TUCT CPOKa, 32 KOWTO ce MpeIncBa.

(3) (Hom. - 1B, 6p. 95 ot 2014 r.) B cimyuaute no an. 1, T. 2 ce mpeanucBat
JIEKapCTBEHH MPOJYKTH HA €I1H OTPsI3BK 3a He moBeye oT 30 THU, OCBEH KOrarto JIUICBa
MOAXO/IAIIAa OTTAaKOBKA ChITIACHO CIUCHKA MO Wi. 262, an. 1 oT 3akoHa 3a JIeKapCTBEHUTE
MPOAYKTH B XymMaHHata MeaunnHa (3JIIIXM) unm koraTo JekapCcTBEHUTE MPOAYKTH Ce
MPENNUCBAT B KOJIMYECTBA 3a moBeye oT 90 qHuU.

Ui 28. Ha penentypuuTe 6;1aHku 110 4. 24, an. 1 He Morar f1a 0b/1aT peAnuCcBaHn
€JHOBPEMEHHO JIEKAPCTBEHH MPOAYKTH:

1. Ha3HAYEeHU C IPOTOKOJI MO 4. 24, an. 1 ¥ TakuBa, KOUTO HE Ca HA3HAYEHU C TAKbB
MPOTOKOJT;

2. Ha3HAYEHHU C MTOBEYE OT €UH MPOTOKOJ MO 4. 24, an. 1.

Ui 29. (1) (U3m. - IB, 6p. 95 ot 2018 1.) JInmaTa mo wi. 23 ca JUIbXKHU J1a YBEIOMST
30JI - pecn. HETOB POAUTEN, HACTOMHUK WM MMONEUYMUTEN, WIH JIULETO 1o wi. 162, an. 3 ot
3akoHa 3a 3/IpaBeToO, 32 BUJIa HA MIPEAMMCAHUTE JICKAPCTBEHU IPOYKTH, TIXHOTO JCHCTBUE,
HEXEJaHU JICKapCTBEHU PEAKIMHU, Pe/l U HAYMH Ha MPUEMaHe, 3a CyMara, KOATO Clie/iBa Jia
3a11aTv, ako JIEKapCTBEHUAT MPOAYKT ce 3amuiaima yactuaHo ot H30K.
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(2) (U3m. - JIB, 6p. 95 ot 2018 1.) YBenomsaBanero Ha 30J1, pecn. HErOBUs POIUTE,
HaCTOMHUK, MONEYUTEIT WK JIMLIETO 10 Wwi. 162, an. 3 oT 3akoHa 3a 37paBeTo, ce
YIIOCTOBEPSIBA C MOAINKCA MY B aMOYJIaTOPHUS JIUCT.

Ui 30. (1) Penenture, n3nucanu 1o peja Ha TO3M pasjiell, MMaT CPOK Ha BAJIUTHOCT
CUMTAHO OT JlaTaTa Ha MU3/laBaHe, KaKTo ClIe/Ba:

1. no 15 kanenmapHu aHU - 3a perentypHa 6manka (oopasen M3 - H30K Ne 5 o
npuiokenue Ne 6) u 3a oTpsI3bK A OT perientypHa 6sanka (oopazer; M3 - H30K Ne 5A no
npuiioxxenue Ne 7);

2. 1o 45 xaneHgapHH THU - 332 OTPsI3bK B oT penentypHa Oi1anka (o6pazen M3 -
H30K Ne 5A no npunoxenue Ne 7);

3. mo 75 xaneHaapHu THU - 32 oTpsA3bK C OT perentypHa Ojanka (oopazer; M3 -
H30K Ne 5A no npunosxenue Ne 7).

(2) (Hom. - AB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) OTaennure oTps3biy Ha
penentypna 6manka (o6pazen M3 - H30K Ne 5A no npunoxenne Ne 7) ce U3mbiaHsABaT
MTOCJICIOBATETHO B CIICTHUTE CPOKOBE CUUTAHO OT JaTaTra Ha U3JJaBaHETO M, ChOTBETHO -
JaTaTa Ha OTIyCKaHe Ha MPEeIXO0IHOTO KOJIUYECTBO OT MPEANUCAHUTE MPOTYKTH:

1. mo 15 kaneHgapHu JHU - 32 OTPSA3BK A;
2. (m3m. - [IB, 6p. 95 oT 2014 1.) oT 25 10 45 KaJCHIAPHU JTHU - 332 OTPS3HK B;

3. (m3m. - IB, 6p. 95 o1 2014 1.) oT 50 1m0 75 KanmeHAApHU JHU - 32 OTPS3BK C.

(3) (U3m. - 1B, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 68 ot 2019 1., B cuna ot 01.01.2020
r.) [IpoTokonute 1o 4. 24, an. 1 umat cpok Ha BaTUIHOCT /10 365 KaJeHAapHU JHU CUMUTAHO
OT JlaTaTa Ha 3aBEpSBAHETO UM B PETMOHAIHATA 3JPAaBHOOCUTYpUTENHA Kaca. OnpenensHeTo
Ha CpOKa Ha BaJIMTHOCT HA BCEKU IPOTOKOJI CE U3BBPLIBA 10 KPUTEPUHU, YCTAHOBEHHU B
HAIMOHAJHUTE PaMKOBH J0T0BOpH 110 wi. 53, air. 1 ot 330.

Pa3zgea V.
IIpennucBaHe HA JeKapCTBEHH NMPOAYKTH B JieueOHH 3aBeeHus cbe ctanuonap (Hos -
B, op. 81 or 2013 1.)

Un. 30a. (Hos - IB, 6p. 81 o1 2013 1.) (1) (M3m. - IIB, 6p. 95 o1 2014 1.)
[IpennrcBaneTo Ha JIEKApPCTBEHU MPOAYKTH B JICUeOHU 3aBECHHS ChC CTAIIHOHAD 32
XOCIUTAIM3UPAHU TAIIMEHTH C€ U3BBPIIBA HA JIGKAPCTBEH JIUCT ChIIAacHO IpuiokeHue Ne Sa.

(2) (U3m. - [IB, 6p. 95 ot 2014 1., u3m. - [IB, 6p. 95 o1 2018 1.) JIekapCTBEHUSAT JIUCT
o npuinoxenne Ne 5a moxe a 6b/ie ¥ caMo B eNIeKTpOHHA (hopma, KaTo ce MOIMKCBa
CBITIACHO 3aKOHA 32 SJICKTPOHHMS JIOKYMEHT U CJICKTPOHHHUTE yIOCTOBEPUTEITHU YCITYTH C
KBaTM(DUIIMPAH UITU YCHBBPIIEHCTBAH €IEKTPOHEH TOJIIHUC.

(3) (U3m. - JIB, 6p. 95 ot 2014 1.) JIekapCTBEHHUSAT JUCT CE TOMTBJIBA B JIBA
€K3eMILISPa, MOAMKCBA Ce OT JICKYBAIIKs JIeKap U HauaTHUKA Ha OTAEIECHUETO, Clie] KOETO ce
TIpeiaBa 3a U3ITbJIHCHKE B OOJHUYHATA anTeka. CPOKBT Ha ChXpaHEHUE HA JICKAPCTBCHHS
JIACT € 5 TOANHM.

(4) (Homa - 1B, 6p. 95 ot 2014 r.) JIekapcTBEHUSAT JTUCT MOXKeE Aa OB ChCTABSH U
OTIIEYaTBaH upe3 CIeNUaIu3upan coPpTyep, KaTo 3aIbKUTEITHO ChIbpPKA BCHUKH PEKBUZHTH.
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(5) (Homa - 1B, 6p. 95 ot 2018 r.) Koraro nekapcTBeHUTE MTPOJYKTH Ca 3a
37I0KaYE€CTBEHU 3a00JIIBaHNUs, IEKAPCTBEHUAT JIMCT 110 all. 1 ce mpuapykaBa OT TepareBTUYCH
¢dum crraacHo npuitokerue Ne 50.

(6) (Homa - 1B, 6p. 95 ot 2018 1.) TepaneBTHUHUAT (UL MOXKE J1a ObJE U CaMO B
eJIEKTpOHHA (POopMa, KaTo ce MOANKUCBA ChITIACHO 3aKOHA 3a €JIEeKTPOHHUS JOKYMEHT U
SJIICKTPOHHUTE yIOCTOBEPUTEIIHU YCIYTH ¢ KBATU(DHUIIMPAH WK YChBBPIICHCTBAH €JIEKTPOHEH
MIOJITIHUC.

(7) (Homa - 1B, 6p. 95 ot 2018 1.) TepaneBTHYHUAT (U CE MOMBIBA CHIIIACHO
pElIeHNEeTO Ha KIIMHUYHATA OHKOJIOTHYHA KOMUCHS TI0 XUMHOTEpanus/KIMHUYHATa KOMUCHS
10 XEMATOJIOTHsI, OTPA3EHO B MIPOTOKOJI, €IHOKPATHO HA IMIEPBUS JICH OT TEPAMHUSITA T10
ChOTBETHATA KJIIMHUYHA ITbTeKa/aMOyIaToOpHa Mpoleaypa.

(8) (Homa - 1B, 6p. 95 ot 2018 1.) TepaneBTHUHUAT (UL CE MOMBIBA B IBA
€K3eMILISIPa, MOAMKCBA Ce OT JICKYBAIUs JIeKap, CJIe]] KOETO Ce MPe/IaBa 3a U3IMbIHEHHE B
OOJIHWYHATA arTeKa.

Ui 306. (Hos - IB, 6p. 81 or 2013 r.) (1) [IpeanucBaneTo Ha JIEKapCTBEHU
MIPOJYKTH, ChABPKALIY HAPKOTUYHHU BeliecTBa oT npuiaoxeHuss Ne 2 u 3 kpM wi. 3, T. 2 u 3
ot Hapenbara 3a pena 3a kiiacuuuypane Ha pacTEHUsITa U BeIleCTBaTa KaTO HAPKOTUYHH, B
JeuyeOHUTE 3aBEeICHUS ChC CTAI[OHAP 33 XOCTIUTAIM3UPAHUTE OOJTHU ce U3BBPIIBA HA
OT[ICJICH JIEKapCTBEH JIHCT.

(2) (U3m. - 1B, 6p. 95 ot 2014 r.) JIekapCTBEHHAT JIUCT 110 ajl. | ce moIrbJiBa B
cboTBeTcTBHUE € Wwi. 30a, an. 3 u 4, KaTo He ce I0MyCcKa U3/1aBaHeTO MY CaMoO B €JIeKTPOHHA
¢dopma. CpoKbT Ha ChXpaHEHHUE Ha JIGKAPCTBEHUS JIUCT € 5 TOAMHHU.

Ui. 30B. (Hos - JIB, 6p. 81 ot 2013 1.) (1) (M3m. - IB, 6p. 95 oT 2018 1.)
[IpennucBaneTo Ha JeKapCTBEHHU MPOAYKTH 1o ui. 30r, ain. 7, T. 2 ce U3BbpIlBa Ha
CHEIHAHUTE peuenTypHH OjaaHkuy mo wi. 11.

(2) Cnennannara perientypHa OiaHka 1Mo an. | ce uzaBa B TpU €K3eMILIAPA,
IIBPBUTE JIBA OT KOWUTO CE MPeaBaT OT MallMeHTa B OOJIHUYHATA anTeKa, a TPETHAT Ce
ChXpaHsBa OT JICKYBaIIUs JIeKap.

(3) IlpeanucanuTe IeKapCTBEHU MPOIYKTH 10 ajl. 1 ce BIUCBAT B MEAUIIMHCKATA
JOKYMEHTAIUs Ha MallkeHTa.

Y. 30r. (Hos - JIB, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 95 oT 2018 1.) (1)
JlexapcTBeHM NMPOAYKTH 1O Wi. 262, ain. 6, T. 2 3JIIIXM, 3amnamanu HansiHo oT H30K,
MoOTraT Jia MpeANnucBar Juiara o 4i. 4, an. 1, pabotemnu B ieyeOHU 3aBeICHUS - U3MIBIHUTEIH
Ha OOJIHWYHA TTOMOII TTO KIIMHUYHH ITbTEKH/aMOyIaTOPHH MPOIEAYPH ChIIIaCHO HapeadaTa
mo ui. 45, an. 2 330.

(2) Korato cwriacuo Hapeabara mo 4ait. 45, ai. 2 330 nexapCTBEHUTE TPOTYKTH 3a
31MoKavyecTBeHU 3a0oinsaBanus ce 3amnamar oT H30K u3BbH 11eHaTa Ha KITMHUYHUTE
IBTEKH/aMOYyJIaTOPHUTE MPOIICAYPH, CHITUTE CE MPEIMUCBAT U MPUJIAraT caMo CJIel B3€TO
pelIeHre 3a MPOBEXAaHe Ha JICKAPCTBEHO JICUeHHEe OT 00IaTa KIIMHUYHA OHKOJIOTHYHA
KOMUCHSI/KIIMHUIHATA KOMHUCHS 110 XEMAaTOJIOTHS ChIIIAaCHO MEAWIIMHCKUTE CTaHIAPTH
"Menununacka oukosorus'/"Knuanuaa xemaronorus."

(3) JIexkapcTBEeHUTE MTPOIYKTH 3a JICUCHUE HA 3JIOKAYECTBEHU COJIUIHUA TYMOPH TIPH
muna "Hax 18 r., ¢ U3KII0UYEeHNEe Ha OMTMOUIHUTE aHAITETUIIN, Ce PEAMKUCBAT OT JIEKYBaIIUSs
JIieKap CieN perieHre Ha KIIMHUIHATa OHKOJIOTUYHA KOMUCHSI IO XUMUOTEPAIusi ChIiIacHO
MEIULUHCKUS cTaHAapT "MeauimHcka onkoiorus". Komucusita ce CbCTOU Hail-MalIko OT
TpUMa JICKapH C MpU3HATa CICIHATHOCT "MeIuIMHCKa OHKOJIOTHS", KOUTO padoTAT B
ne4eOHOTO 3aBEJICHHE, U CE OMPEIENsl ChC 3aM0BE/ Ha PHKOBOAUTENS HA IEYEOHOTO
3aBesieHue. Pemienusita Ha KIIMHUYHATA OHKOJIOTUYHA KOMUCHS IO XUMHUOTEPAIHUsl Ce BIIUCBAT
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B IIPOTOKOJIM ChINIacHO NpuiioxkeHne Ne 80 1 ce MoAMMCcBaT OT YWICHOBETE Ha KOMUCHSTA.
IIporokonnTe ca BanuaHu 3a cpok 10 180 qHU cUMTaHO OT HAYAJIOTO HA JIECYEHUETO 10
cxemara.

(4) JIexapcTBEeHUTE MPOAYKTH 3a JICUCHUE HA 37TI0KAYECTBEHU XEMATOJIOTMYHU
3a0osABaHUs MPH Jua Haj 18 ., ¢ U3KII0YEHHE HA ONMOUIHUTE aHAJITeTULIU, CE MTPEANHUCBAT
OT JIEKYBAILlKA JIEKAp CJIe/] pelIeHUe Ha KIIMHUYHATa KOMUCHS TT0 XEMAaTOJIOTUs ChIJIACHO
MeIuUMHCKUs cTanaapt "KnuHnyna xemarosorus'. Pemenusita ce BIUCBAT B IPOTOKOJI 1O
oOpa3zer| chritacHo mpuioxerrne Ne 8B, OIMMCaH OT Hal-MalIko TPUMa JIEKapH C MPU3HATA
crenrandocT "Knunnuna xemaronorus'. [IporokonuTte ca Banuanu 3a cpok 10 180 gHu
CUUTAHO OT HAYaJI0TO Ha JIEUEHUETO IO CXeEMaTa.

(5) JlekapcTBeHUTE MPOIYKTH 32 JIEUCHHE HA 3JI0KAUE€CTBEHU 3a00JIsIBaHUs IIPU JIUIIA
oA 18 r., ¢ U3KIIIOUEHNE HA ONTMOUAHUTE AaHAJITETHUIIN, CE TIPEIIMUCBAT OT JICKYBAIIHS JIEKap
clie]] pelieHre Ha KITMHUYHA OHKOJIOTUYHA KOMUCHS/KIIMHUYHA KOMUCHS TI0 XEMaTOJIOTHS 32
nuua oA 18 rogunu. Pemienusita ce BOUCBAT B TPOTOKOJ MO 00pa3el] ChbriacHO MPUII0KEHUS
No 86/Ne 8B 1 ce moanMuCcBaT Ha-MaJIKO OT JBaMa JICKapH CbhC crienraHocT 1o "Ilequatpus"
u "Knunnyna xemarosorus" win "JleTcka KIMHUYHA XeMaTOJIOTHUsI K OHKOJIOTHA"!, KOUTO
paboTsT B 1IedyeOHOTO 3aBeneHue. [IpoTokonure ca BauaHu 3a cpok A0 180 1HU cuuTaHO OT
HA4aJoTo Ha JICYEHUETO 110 CXeMaTa.

(6) Pemenusta Ha koMHucHUUTE IO al. 3 - 5 ca CHIIACHO TEPANIEBTUYHUTE CXEMH 32
JICYCHUE B CHOTBETCTBUE C O00pEeHUTE (hapMaKO-TEPANIEBTUYHU PHKOBOJICTBA.

(7) JIunara mo an. 1 morar aa npeanuceat Ha 30JI cbe 370KaUecTBEHU 3a00IBaHUS
JICKapCTBCHHM MPOJIYKTH 32 JICUCHHUE/TIPOIBKaBaHE Ha JICUCHUETO B M3BHHCTAIIHOHAPHH
yCIIOBUS, KAKTO CIIE/IBa:

1. nekapcTBEHH MPOAYKTH 3a MepopaaHa MpUIlesIHA TPOTUBOTYMOPHA TE€paIus U
nepopaiHa XUMUOTepanus - npu aexocnuranuzanus Ha 30J1, 1ekyBaHU B CHIIOTO JIe4eOHO
3aBeICHUE 10 KIIMHUYHU ITFTEKH WK aMOyJIaTOpHA MPOIeaypa 3a CUCTEMHO JIKAPCTBEHO
JIeYeHUE TIPU 3JI0KAY€CTBEHU 3a00IIIBaHNUS;

2. ONMOUHY AHAJTETULM - TIPU IUCIIAHCEPHO HAOII0AEHHE MTPU 3JI0KaYECTBEHH
3a00IIIBaHMS U TIPHU BPOJICHU XEMAaTOJIOTUYHU 3200 IsIBaHUSI.

(8) B cmyuaute mo ain. 7, 1. 1 30JI cnenBa na ca jexKyBaHU 10 KIUHUYHU
I'BTEKH/aMOYIIaTOPHU MPOLIEAYPH, TOCOUYEHHU B HapenOarta o ui. 45, an. 2 ot 330, npu KOUTO
CTOMHOCTTA Ha JIEKapCcTBEeHUTE MpoaykTu ce 3amiama or H30OK u3BbH 11eHaTa Ha KIIMHUYHATA
bTEeKa/aMOyaTopHaTa Mpoueaypa.

Uin. 30x. (Hos - IB, 6p. 81 oT 2013 1.) (1) (U3Mm. - [IB, 6p. 95 o1 2014 1., u3m. - /1B,
op. 95 ot 2018 r.) JlekapcTBenute npoaykTH mo 4i. 30r, an. 7, T. 1 ce mpennucear Ha
penienitypHa 61anka (o6pazerr M3 H30K Ne 6 mo mpunoxxenue Ne 8r) 3a ieueHne Ha
3II0Ka4€CTBEHU 3a00JIIBaHUS B KOJMYECTBA 3a He moBeye oT 30 nHu.

(2) Penentypnara 61anka 1o ajn. 1 ce u3zaBa B Ba €K3eMILISPa, IbPBUAT OT KOUTO
ce mpeaaBa upe3 MalueHTa Ha afnTeKara Ha JIeYeOHOTO 3aBe/IeHHEe ChC CTAI[MOHAP, & BTOPUST
Ce ChXpaHsABa OT JIEKyBAaIHs JIeKap/ieKkap mo JeHTalHa MeIULIMHA.

(3) Penenitute ca BanuaHY 3a CpOK 15 AHU OT JaTara Ha U3JABAHETO UM.

(4) JIumata mo wr. 30r, ain. 1 MoraT aa pasnedarBaT 00pa3iuTe Ha JOKYMEHTHTE 110
an. 1, KaTo ChIIUTE ChABPKAT 38 BIDKUTEITHO BCUUKU PEKBU3UTH.

I'naBa yerBbpTA.
OTHHYCKAHE HA JIEKAPCTBEHHU NPOAYKTHU

Paznen 1.
IIpuemaHe ¥ U3NbJIHEHNE HA JEKAPCTBEHUTE NMPeINUCAHNUS
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Ui 31. (1) (ITpenumen Teker Ha wi. 31 - JIB, Op. 68 oT 2014 1., B cuiia ot
15.08.2014 r.) [Tpu npuemaHeTo Ha PELENTUTE U JIEKAPCTBEHUTE JINCTOBE MAarUCThP-
(bapManeBThT Ce 33abJKaBa Ja:

1. IIPOBEpsABa JAaJIM Ca CIIa3€HU M3MCKBAHUsATA HA I''ITaBU BTOpa U TPETA,

2. (m3m. - 1B, 6p. 85 o1 2023 1., B cruta ot 16.10.2023 1.) HE OTITyCKa JIEKapCTBEHU
MPOJYKTH CPEIy TaJOHU 32 OTCTHIIKA W JIPYTH JOMMBIHUTEIHU MaTePUATH, HENPEIBUICHH
B Ta3u Hapenoa, 3JI[IXM umu 3BM/;

3. (m3m. - IB, 6p. 81 ot 2013 r., u3m. - JIB, 6p. 85 ot 2023 ., B cuma ot 16.10.2023
I.) OCTOIHOCTSIBA MPENMCAaHUTE JIEKAPCTBEHH MPOTYKTH; CTIOMaraTeIHUTe MaTepUaIu 1
OMAaKOBKHUTE, KOUTO C€ U3IMOJ3BAT 3a JICKAPCTBEHU MIPOYKTH, IPUTOTBEHU 10 MarucTpaiHa u
(dapmakorieiiHa pelentypa B anTeKUTe, U c€ OCTOMHOCTSABAT cbriiacHo Hapenbara 3a
YCJIOBUSITA, PABUJIATa U PE/Ia 3a PEryJIMpaHe U PETUCTPUPAHE HA IICHUTE HA JIEKAPCTBEHUTE
npoayktu, npuera ¢ [locranosnenue Ne 97 na Munucrepcku cbset oT 2013 r. (IIB, Op. 40 ot
2013 r.);

4. (mom. - 1B, 6p. 85 o1 2023 r., B cuna ot 16.10.2023 r.) BimcBa Besika M3IMTBJIHCHA
pelenTa B THEBHUK 332 PETUCTPUPAHE HA PEIENTH ChIiaacHo mpuiiokenue Ne 4 kpM uiL. 3, ai.
3 ot Hapenba Ne 28 ot 2008 r. 32 ycTpOHCTBOTO, pella U OpraHu3alusaTa Ha padoTara Ha
anTeKUTEe U HOMEHKJIaTyparta Ha JiekapcTBeHuTe npoayktu (B, 6p. 109 ot 2009 r.).

(2) (Homa - 1B, 6p. 68 ot 2014 r., B cruta ot 15.08.2014 r., u3m. - JIB, Op. 85 ot
2023 r., B cuia ot 16.10.2023 r.) JIHEBHUKBT 3a perucTpupaHe Ha perent mno ain. 1, 1. 4 ce
BOJIY Ha €JIEKTPOHEH HOCUTEN.

(3) (Homa - 1B, 6p. 85 ot 2023 r., B cuia ot 16.10.2023 r.) I[IpaBo na otmyckar
JIEKapCTBEHH MPOIYKTH, ChABPIKAIM HAPKOTUYHH BEUIECTBA OT MpuiiokeHue Ne 1 kbpM 4. 2
ot Hapen6a Ne 2 ot 2012 r. 3a ycioBusiTa 1 pejia 3a OChIIIECTBSIBAHE HA TTPOTPaMU 32 JICUCHHE
C arOHKMCTH W arOHUCTH-aHTAarOHUCTH HA JIUIIA, 3aBUCUMHU KbM omrouau (/IB, Op. 49 ot 2012
T.), UMaT JIeKapH, pabOTeIIH B MPOTPaMUTE, TTOTYUIIHA pa3pelieHne OT MUHUCThpa Ha
3/1paBE0Ia3BaHETO 3a OCHILIECTBABAHE HA MPOrPAMHU 32 JICUEHUE C aTOHUCTU U arOHUCTH-
AQHTAarOHMCTH HA JIUIA, 3ABUCUMHU KbM OTTHOUJIN.

Un. 32. (1) B anTexara 3aJbJIKUTENHO CE€ ChbXpaHsIBa B MPOABHKEHNUE Ha MET TOJUHU
uHpopManus 3a:

1. mpueTHTe M U3ITBIHEHUTE PELIENTH;

2. IOJYYEHUTE JIEKAPCTBEHU NMPOIYKTHU 1O HapTHIIH.

(2) (U3m. - 1B, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r.) Ha Bcsika peuenra
MarucTbp-(papmManeBThT [TOCTaBs MeyaT, KOMTO ChAbpika HOMEpa U JaTata Ha pa3perieHueTo
3a THPTrOBUS Ha APEOHO C JIGKAPCTBEHU TPOTYKTH.

(3) (Homa - 1B, 6p. 68 ot 2014 r., B cmta ot 15.08.2014 r.) Penientute ce moanucpar
0T MarucThp-hapmareBTa, KOMTO U3MBJIHSABA MPEANUCAHUETO U/UIIH OTITYCKA JICKApPCTBEHUTE

npoayktu. Ha Bcsika perienita MarucTbp-gapManeBThT MOCTaBS:

1. HOMep M 1aTa Ha MpUEeMaHe Ha pelenTara;
2. YUH Ha oTnyckamms MarucTbp-(papmarienT.

Uin. 33. (1) B antekute peuentute ce U3MbJIHIBAT IPUOPUTETHO MO CIACAHUS PEI:
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1. peuentu ¢ ykazanue "uuto", "mutucumo" unu "cratuM" ce u3MbIHABAT
He3a0aBHO, KaTo BBPXY TAX ce 0TOENsI3Ba YachT HA MOCTHIIBAHETO B aliTeKaTa U Ha
H3IIBJIIHEHUETO UM;

2. peuernty 3a jieua 1o 14 rogunu;

3. BCHYKH OCTAHAJIM PEIENTH CE M3IIBIHABAT 0 pe/ia Ha OCTHIIBAHETO UM.

(2) (Or™. - IIB, 6p. 85 o1 2023 1., B cuna ot 16.10.2023 r.)

Uin. 34. (1) [Ipu oTnyckaHe Ha MpeANUCaAHU JEKAPCTBEHU MTPOIYKTH C€ CIa3Ba
CIIETHUSIT pe:

1. (u3m. - IB, Op. 81 o1 2013 1.) KOraTO JEKAPCTBEHHUAT MPOIYKT € MPEAMUCAH Upe3
MEXTYHAPOIHO HEMATCHTHO WM (hapMaKOIeHHO HANMEHOBAHUE HA JICKAPCTBEHOTO
BEIIECTBO, CE OTIYCKa JIEKAPCTBEH MPOJIYKT, pa3pelleH 3a ynorpeda B cCTpaHaTa, KOMTO
ChJIbPrKa IPEANUCAHOTO AKTUBHO BELIECTBO, KaTO 3aIbJKUTEIHO CE ClIa3BaT MpeANrcaHaTa
JeKapcTBeHa (popma U KOJIMYECTBOTO B J030Ba AMHHUIIA;

2. KOTaTo JICKapCTBEHUSAT MPOJYKT € MPEINUCAH MO ThPrOBCKO HAUMEHOBAHUE, CE
OTITyCKa TOYHO MPEINUCAHUAT MPOIYKT.

(2) Koraro anTekara He pasnosara ¢ MpeArnucaHus JeKapCcTBEH IPOAYKT, MaruCThbp-
(hapMaIeBThT € ITHKEH J1a TO OCHTYPH B CpOK 10 24 yaca. B To3u cirydaii qarara u 4achT Ha
MOCTHIIBAHETO HA PEIIeNTaTa ce OTpassiBaT BbPXY Hesl.

Y. 35. (1) Cnen oTiyckaHeTo Ha MPEANUCAaHUTE JIEKaPCTBEHH NMPOJYKTH pelenTara
ce BpbIIla Ha IPUHOCUTEIIA M.

(2) (U3m. - IB, 6p. 94 ot 2011 r., u3m. - JIB, 6p. 90 ot 2019 r.) B anTexute Ha
ne4eOHUTE 3aBEICHUS ChC CTallMOHAp, CKIFYMIIN 10roBop 1o peaa Ha Hapenda Ne 34 ot
2005 r. 3a pesa 3a 3aruiamiaie oT IbpKaBHUS OIOKET Ha JICYEHUETO Ha ObJITapCKUTe
rpakJIaHu 3a 3a00JsIBaHMS, U3BBH 00XBaTa Ha 3aIBJDKUTEITHOTO 3[[PaBHO OCHTYpsIBaHE, C&
3aJbpKa €AMHUAT EK3EMIUISp Ha pelenraTa.

(3) (Otm. - B, 6p. 51 o1 2023 1., B cruia ot 13.06.2023 1.)

Y. 36. Ilpu oTnyckaHe Ha JIEKApCTBEHU NMPOYKTH MarucTbp-papManeBThbT €
JUTBKEH J1a TIPeAOCTaBH WH(GOPMAIHS U ChBETH Ha MAllMEHTHTE, U3Pa3eHU SICHO, Ha €3WK,
JIECEH 3a Bb3IpUeMaHe, OTHOCHO 0e30MacHOTO U e(peKTUBHOTO NMpHUEMaHe U U3I0JI3BaHE Ha
JIEKaQpCTBEHHUTE TIPOTYKTH.

Uin. 37. (1) [Ipeanucanusi, KOUTO HE OTTOBAPAT HA U3UCKBAHUSATA 1O TJIaBU BTOPA U
TpeTa, HE C€ U3IbJIHSBAT.

(2) IIpu BB3HUKHATIO CHMHEHHE OTHOCHO MPEAMUCAHOTO B PEIENTaTa MarucThbp-
(hapMaleBThT € ITBKEH, MPEIH J1a OTIYCHE JIKAPCTBEHHUsI POIYKT, /1a CE KOHCYIITHPA C
Mpenrcanus perenTara jexap.

Ui. 38. He ce ormyckar JiekapCTBEHU MPOAYKTH IO KOMKE HA OPUTHHAIIHA PELlenTa.
Un. 39. [Ipeau oTnyckaHe Ha JIEKapCTBEHU MPOAYKTH O€3 peliernta MarucTbp-

(apMareBThT HaIIOMHS Ha MalMEHTa Ipeau yrnoTpeda aa mpouere HH(OpMaIMOHHATA
JMCTOBKA.
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Pazpgea I1.
OTnyckaHe Ha JIEKAPCTBEHU MPOAYKTH, ChABPKAIIH HAPKOTUYHH BelleCTBA

Uin. 40. (U3m. - IB, 6p. 51 ot 2023 1., B cuna ot 13.06.2023 r.) JlekapcTBeHU
MIPOJIYKTH, ChABPKALIY HAPKOTUYHU BELIECTBA, IIPEANKUCAHU 10 pe/ia Ha rjiaBa TpeTa, pa3ziel
I, ce oTmmyckar B anTeku, KOMTO ca MOTYYHIIH JTUIEH3US 32 THPTOBUS HA ApeOHO U
ChXpaHsIBaHE Ha HAPKOTUYHU BEILIECTBA MO pesia Ha 3aKoHa 32 KOHTPOJI BbPXY HAPKOTHUHUTE
BeuiecTBa U npexypcopute (3KHBII).

Un. 41. (1) (U3m. - IIB, 6p. 81 oT 2013 ., m3m. - IB, 6p. 51 ot 2023 r., B cuna ot
13.06.2023 1.) [Ipenu oTmyckaHe Ha JIEKapCTBEHU MPOAYKTH, ChIAbPIKAITN HAPKOTHIHH
BEILIECTBA, MaruCThP-(PapMareBTHT 38 IBJDKUTEITHO MPOBEPSIBA JAJIH Ca CIIa3eHU
M3HMCKBAHUSATA 32 MPEANICBAHE HA JIKAPCTBEHU MPOAYKTH, ChIbPKAIIN HAPKOTUYHU
BEILIECTBA, U BbBEXK/Ia TPUTE UMEHA U JITAHHUTE OT JOKYMEHTA 3a CAaMOJIMYHOCT Ha JIUIIETO.

(2) (U3m. - JIB, 6p. 81 ot 2013 1., u3m. - [IB, 6p. 51 oT 2023 1., B criia ot 13.06.2023
r.) MadopMarusaTa oT CrielMalHuTe pelenTypHH OJaHKHU - HallMOHAJIEH pehepeHTeH HOMEp
Ha pelLenTypHaTa OJaHKa, UMe Ha MalleHTa, HANMEHOBaHUE Ha JIEKapCTBEHHUS MMPOAYKT,
OTITYCHATO KOJMYECTBO U JjaTa Ha OTIYCKAHETO, CE BHBEXA B CIICIIUATHUS PETUCTHP
cbriacHo 4i. 3 ot Hapen6a Ne 21 ot 2000 r. 3a U3MCKBaHUATA KbM TOKYMEHTALUATA U
OTUETHOCTTA MPH U3BBHPIIBAHE HA IEWHOCTU C HAPKOTUYHH BEIIECTBA U JIEKAPCTBECHU
MPOJYKTH, ChABPKAILIN HApKOTHYHU BenlecTsa (B, 6p. 86 ot 2000 r.).

(3) (U3m. - [IB, 6p. 94 ot 2011 1, oT™. - /IB, 6p. 51 ot 2023 1., B cuma ot 13.06.2023

T.)

(4) (U3m. - 1B, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014
r., u3M. - /IB, 6p. 51 ot 2023 r., B cunta ot 13.06.2023 r.) KoraTo nexapcTBEHUST MPOIYKT 11O
. 262, an. 6, 1. 1 3JIIIXM, chabpxall HApKOTUYHU BelecTBa, ce 3amiama ot H30K 3a
JIOMAIITHO JICUeHHEe, MHPOPMAIIUATA 110 all. 2 OT CIIEHHUATHUTE PEIENTYpHU OJIAaHKHU Ce

npenoctass Ha P3OK upe3 Hanuonaanara 31paBHOMH(OPMANMOHHA CHCTEMA.
(5) (Ot™m. - 1B, 6p. 81 oT 2013 1)

Un. 42. (U3m. - [IB, 6p. 51 ot 2023 1., B cunia ot 13.06.2023 r.) MadopmanusTa no
qi1. 41, ann. 2 OT cenualHuTe pelenTypHU OJaHKu ce npeaocTasst Ha P3U upe3
Hannonannara 31paBHOMH(OPMAIIMOHHA CHCTEMA.

Ui 43. (U3m. - JIB, 6p. 81 ot 2013 1.) 3abpaHsBa ce OTITyCKaHEe Ha JIEKapCTBEHU
MIPOJYKTH TI0 pelenTa, MPeANucaHu Mpeu moBede oT 7 JHH.

Un. 44. (1) (U3m. - [IB, 6p. 81 ot 2013 r.) 3abpansiBa ce OTIyCKaHEe Ha JIEKApCTBEHH
MIPOYKTH, ChABPKAIIM HAPKOTHUYHHU BEIIEeCTBA OT NpHIokKeHUs Ne 2 u 3 kpm uin. 3, 1.2 u 3
ot Hapenbara 3a pena 3a kiacuduuupaHe Ha pacTEHHUTA U BEIECTBAaTa KaTO HAPKOTUYHH, B
KOJIMYECTBA, MO-TOJIEMU OT NMPEANHCAHUTE.

(2) lIpu ycraHoBsIBaHE Ha HECHOTBETCTBUS B MPEANUCAHUETO U MAKCUMAIHO
JIOTyCTUMATa J03a MarucTbp-papMaleBThT B alliTeKaTa € JJIbKEH J1a Ce KOHCYJITUPa ¢
IIpeANNCcaINsl perenTara jyexap.

(3) Ilpu HEBB3MOXKHOCT 32 U3I'BJIIHEHUE HA MPEANUCAHUETO Cle]l KOHCYITAIHATa 110
aJl. 2 perenrara ce Bpblila Ha JIeKaps/IeKaps 1o JeHTaIHa MeIMIIUHA 32 aHyJIHpaHe.

Un. 45. 3abpansiBa ce OTIIyCKaHe Ha JICKApCTBEHU MPOIYKTH I10 peia Ha TO3U pased,
KOraTo MPUHOCUTEIIT Ha perenTara € noj 18 roguHu.
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Pazpea I11.
OTnyckaHe Ha JIeKAPCTBEHU MPOAYKTH, 3aIUIAIIAHUA HATBJIHO 0T M3 M HATBJIHO WK
gactuuHo ot H30K

Ui 46. (1) (U3m. - IB, 6p. 94 ot 2011 1., u3m. - [IB, 6p. 90 oT 2019 1.)
OTnyckaHeTo Ha JEKapCTBEHM MTPOIYKTH, IIPEANINCAHU 110 Pella Ha I1aBa TpeTa, paszaen 11, ce
M3BBPIIBA OT aNTEKH HA JIeUeOHH 3aBEICHUS ChC CTAllMOHAP, CKIFOUMITH JIOTOBOP IO pesia Ha
Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amiamiane oT JbpKaBHUS OFOKET Ha JICYCHUETO Ha
OBIATapcKUTE Tpak/laHu 3a 3a00JsBaHuUs, U3BbH 00XBaTa Ha 3aIbJDKUTEIIHOTO 3PABHO
OCHUTYpsIBaHE.

(2) (Orm. - 1B, 6p. 81 oT 2013 r., HOBa - [IB, 6p. 68 oT 2014 1., B c1iia ot
15.08.2014 r.) OTniyckaHneTo Ha JISKapCTBEHU MPOYKTH OT alTeKH, paOOTEIIH 110 JOTOBOP C
H3O0K, ce u3BbpIIBa B CbOTBETCTBUE C Ta3H Hapen0a U ¢ yCIOBUATA U Pelia 3a CKIFOYBAHE Ha
WHJMBHUIYAJIHA IOTOBOPH 110 4. 45, an. 15 ot 3akoHa 3a 3JpaBHOTO OCUTYpsIBaHE.

(3) (Hom. - AB, 6p. 81 ot 2013 r., mom. - JIB, Op. 68 ot 2014 r., B cuna ot 15.08.2014
I., OTM. B 4YacTTa OTHOCHO AyMuTe "Maructbp gapmanent” ¢ Pemenne Ne 5812 ot 17.05.2016
r. Ha BAC - JIB, 6p. 91 o1 2016 1., B crita ot 18.11.2016 r.) OTmmyckaHeTo Ha JIEKapCTBEHU
MIPOJYKTH, IPEIIMCAHU 110 Peia Ha IJ1aBa TpeTa, pa3aen [V, ce u3BbpiiBa OT MarucTbp-
dapmarieBT B anteku, padorenu mo gorosop ¢ H30K ¢ u3kitoueHne Ha JIeKapCTBEHUTE
MPOAYKTH 110 4. 30T, KOUTO C€ OTIYCKAT OT OOTHUYHUTE alTEeKH.

(4) (Hosa - /1B, 6p. 81 ot 2013 r.) Korato iekapcTBEHUAT NPOJYKT CE OTIyCKa B
OIIaKOBKa, pa3jIM4yHa OT OKOHYATEIHATa, Ce OTOENA3BaT BCUUKU JaHHU OT OKOHYaTeIHaTa
OIaKOBKa Ha ITPOU3BOIUTENIS U C€ PEAOCTaBsI JMCTOBKATA 3a MAI[EeHTa.

(5) (HoBa - 1B, 6p. 81 ot 2013 1., nom. - IB, 6p. 68 ot 2014 r., B cuna ot
15.08.2014 1., u3m. - IB, 6p. 90 ot 2019 r.) Ha obpartHara cTpaHa Ha perenrara 3a
JIeKapCTBEHUTE MPOLYKTH, OTITYCKaHU 1O peaa Ha wi. 21 ot Hapen6a Ne 34 ot 2005 r. 3a pena
3a 3arialiaHe OT IbpKaBHUS OOKET Ha JISYEHHUETO Ha OBJITrapCKUTE Tpak/laHu 3a
3a00J1s1BaHMs, U3BBH 00XBaTa Ha 3a/IbJDKUTEIHOTO 37jpaBHO ocurypsiBane (B, Op. 95 ot 2005
r.), Ce 3alMcBar JaHHUTE OT JIMYHaTa KapTa (11acropT) Ha MalueHTa U Ha ToJayJyaTenis, Korato
JIEKapCTBEHUTE MPOIYKTH HE CE MOIy4aBat JIMYHO OT MaLUEeHTa.

Un. 47. (1) (U3wm. - [IB, 6p. 95 ot 2014 r., npeauiieH TexcT Ha wi. 47 - /B, Op. 68 ot
2019 r., B cuna ot 27.08.2019 r.) OTnyckaHeTo Ha JeKapCTBEHU MPOIYKTH, IPEANUCAHU Ha
penentypna 6manka (o6pazer;y M3 - H30K Ne SA mo npunoxenne Ne 7), ce u3BbpIlBa B
paMKHTE Ha BATMIHOCT Ha OTPS3BIUTE, KATO JlaTaTa Ha U3ITBIHCHUE HA BCEKU OTPSA3HK Ce
MIOCOYBA BBPXY HETO U BBPXY CIEIBAIIHS OTPSI3BK.

(2) (HoBa - 1B, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) [Ipu Hanuuue Ha
MpeAnucaHus Ha TTOBeYe OT eHa perenTtypHa 0ianka (oopazerr M3 - H30K Ne 5 mo
npuinoxenne Ne 6 u oopazery M3 - H30K Ne 5A no npusnoxenue Ne 7) ¢ npennucanus 3a
pasnuyueH Opoil THU peLenTUTe ce U3MTBIHIBAT Ha JaTaTa Ha Hall-KbCHsl CPOK, HO HE T10-
MAaJIKO OT 25-Us JIeH.

Un. 47a. (Hos - IB, 6p. 68 oT 2014 r., B cuna ot 15.08.2014 r., oT™. B yacTTa
OTHOCHO Aymute "mMaructbp papmaneBt" ¢ Pemenune Ne 5812 ot 17.05.2016 r. Ha BAC - JIB,
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op. 91 oT 2016 1., B cuma ot 18.11.2016 1.) [Ipu oTnyckaHe Ha JIEeKapCTBEHU MTPOTYKTH,
MIPEIMCaHy 10 pejia Ha I1aBa TpeTa, pasaen [V, MarucTep-gapMaieBThT MPOBEPsBa
3/IpaBHOOCUTYPUTEIHHS CTaTyC Ha MAI[UEHTUTE IO PEJl, ONpeelieH B YCIOBUTA U pelia 3a
CKJIFOUBAHE HA UHJIUBUAYATHU JOTOBOpH 10 4. 45, an. 15 ot 3akoHa 3a 3[paBHOTO
OCUTYypsIBaHE.

Ui 476. (Hos - IB, 6p. 68 ot 2014 ., B cruta ot 15.08.2014 1.) (1) (OTM™. €
Pemenne Ne 5812 ot 17.05.2016 r. na BAC - /1B, 6p. 91 or 2016 1., B cuiia ot 18.11.2016 1.)

(2) (OTt™m. ¢ Pemmienne Ne 5812 ot 17.05.2016 . na BAC - JIB, 6p. 91 ot 2016 1., B
cuna ot 18.11.2016 1.)

(3) (OTt™m. ¢ Pemmienne Ne 5812 ot 17.05.2016 . na BAC - JIB, 6p. 91 ot 2016 1., B
cwia ot 18.11.20161.)

(4) (Ot™. ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - IB, 6p. 91 o1 2016 1., B
cwia ot 18.11.2016 1.)

(5) (Ot™. ¢ Pemmenne Ne 5812 ot 17.05.2016 r. Ha BAC - IB, 6p. 91 o1 2016 ., B
cwia ot 18.11.20161.)

UYi. 48. (1) Penentute 1 mpOTOKOJIUTE HE CE U3ITBJIHABAT U CE BPBILAT HA
MIPUHOCUTEIIS UM, KOTaTO:

1. penentypHara O6J1laHKa HE ChIbpPIKa U3ISJI0 OMMBIHCHH BCHUKH JaHHH,

2. CPOKBT Ha BaJTUIHOCT € U3TEKBJI;
3. mpeanucaHusAT JEKapCTBEH MPOoAYKT He ce 3amnania ot M3, or H30K unu He
OTroBapsi Ha U3UCKBAHUSTA, ONIPEIeNIeHN B ToroBopa Ha antekata ¢ H30K;

4. ca 1omyCHATH TPEIIKU U HEChOTBETCTBHUS IIPH MOMI'bJIBaHE Ha OJaHKUTE;

5. B ClIy4auTe, KOTaTo HE ca U3II'bJIHEHN U3UCKBAHMATA HA Wil. 7, all. 1, T. 3;

6. (moBa - /IB, 6p. 95 ot 2018 r., u3m. - JIB, Op. 68 ot 2019 ., B cuna ot 01.01.2020
I.) B clIy4auTe, KOraTo He € U3IbJIHEHO U3UCKBAHEeTO Ha wil. 24, ai. 6.

(2) Maructbp-¢papmMaleBThT, OTITyCKalll JIEKapCTBEHUTE IPOAYKTH, HAMA IPaBo /1a
HaHacs NOIMPaBKHU BbPXY pelenTypHaTa 0JaHKa, ¢ U3KII0UEHUE Ha MONPaBKU [IPU HalpaBeHU
OT HEro TEXHUYECKH IPENIKH B MOMEHTA Ha U3ITbJIHEHUE Ha penenrtara. B To3u ciydail Tou ce
IIOJIMCBA CPELLy HaIlpaBeHaTa OT HEr0 KOPEKIUs.

Pa3znen IV.
OTnyckaHe Ha JIeKAPCTBEHHU NMPOAYKTH U MeIMUMHCKH M3/1eJINsl 110 pelenTH, U31aleHU B
apyra abp:kasa wienka (Hos - /IB, 0p. 15 ot 2014 1.)

Un. 48a. (Hos - IB, 6p. 15 o1 2014 1.) (1) (M3wm. - B, Op. 85 ot 2023 r., B cuna oT
16.10.2023 1.) Maructbp-hapMaiieBTUTe Mpy Cra3BaHe pa3nopenoute Ha pa3zaen | ca b xHu
Jla U3MBJIHSBAT PELENTH, U3a/IeHU B Apyra IbpiKaBa WiICHKA.

(2) Pentenitute 1o ain. 1 cienBa na ChabpKaT TaHHUTE, IOCOUYCHH B MPUIOKEeHHE No
4a.

(3) (U3m. - JIB, 6p. 85 ot 2023 1., B cuna ot 16.10.2023 r.) Maructsp-
(dapmalieBTHUTE C 11e]1 TapaHTUPaHe TPUEMCTBEHOCT MPH JICYCHHETO Ha KOHKPETEH MaIlUeHT
MOTaT /1a U3MbJIHABAT PELEnTH Mo all. 1 U B cllydauTe, B KOUTO HE ChAbPKAT BCUYKU JaHHU
o npuinoxenne Ne 4a, HO C TOBa HE ce 3acara TOYHOTO UICHTUUIPAHE HA MMAIUEHTa,
MpeANCaHuTe JIEKapCTBEHH MPOTYKTH/MEAUIIMHCKHI U3/eTUs, HAUUHDBT Ha IpUIaraie, KakTo
Y MEIMIMHCKUST CIICIUAINCT, U3/all PellenTaTa.
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Un. 486. (Hos - JIB, 6p. 15 ot 2014 ., u3m. - JIB, 6p. 85 ot 2023 1., B cuiia ot
16.10.2023 r.) Maructbp-hapMaieBTUTe He U3IBJIHIBAT PEIENTH, U31aJICHU B Ipyra
JbprKaBa YiICHKa, B YaCTTa, B KOSITO ca MPEANUCAHU JIEKAPCTBEHU MPOAYKTH 10 ui. 174
3JIIIXM.

Pa3znean V.
OTnyckaHe Ha JIeKAPpCTBEHH NPOAYKTH B JieueOHHU 3aBeJeHHs ChC CTALIMOHAP
(ITIpeaumen pasnea 4 - /1B, 6p. 15 or 2014 1.)

Ui 49. (1) (U3m. - IB, 6p. 81 ot 2013 1.) JIekapcTBEeHUTE MPOAYKTH 3a
XOCIHUTAIM3UPAHUTE NAIIMEHTH CE OTIYCKAT OT OOJTHUYHATA anTeKa.

(2) (A3m. - JIB, 6p. 2 ot 2012 1., m3m. - JIB, 6p. 81 ot 2013 r., u3m. - /IB, Op. 85 ot
2023 r., B cuna ot 16.10.2023 r.) Koraro neue0HO 3aBeieHHE ChC CTAllMOHAP HSAMA alTeka, ce
npuiarat wi. 38 - 386 ot Hapen6a Ne 28 ot 2008 r. 3a ycTpoiicTBOTO, pelia M OpraHu3anuara
Ha paboTara Ha alTeKUTe U HOMEHKJIaTypaTa Ha JIeKapCTBeHUTEe NpoAyKTu. [Ipu cnemnu
Clly4au ce OCUTYypsiBa CHab/siBaHe C HEOOXOAUMHUS JIEKAPCTBEH MPOIYKT BbB Bb3MOXKHO Haii-
KpaTbK CpOK. 3a IEHOOOpa3yBaHETO Ha JIEKApCTBEHUTE MPOAYKTHU CE CIIa3BaT YCIOBUATA HA
Hapeabara o wi. 261a, an. 5 3JITIXM.

Y. 49a. (1) (Hos - B, 6p. 81 ot 2013 r., npeaumiex Tekct Ha 4wi. 49a - /1B, 6p. 53
ot 2022 r.) IIpu npuemane Ha JIeKapCTBEHUTE JINCTOBE MarucTbp-papMaleBTbT
3aJIbJDKUTEIIHO NTPOBEPsIBA JJAJIU Ca CIa3eHM M3UCKBAaHUATA 3a IPEANNCBAaHE HA JEKapCTBEHU
MpoayKTH 1o 4. 8, 14 u 15.

(2) (Hosa - 1B, 6p. 53 ot 2022 r.) IIpu npuemane Ha J€KapCTBEH JIUCT B €JIEKTPOHHA
¢dopma MarucTbp-papMaleBThT ChCTABs Upe3 CHEIMATU3UPaH cOPTyep BTOPHU €IECKTPOHEH
eK3eMIUISIp Ha moanucanus 1o wi. 30a, aji. 3 1ekapCcTBEH JIMCT MO/ ChIUs HOMED ¢ ToOaBeHa
B Kpas Ha Homepa OykBa "A", KOITO He ChIbpKa MOJMUC Ha JIEKYBAILl JIEKap U HA4YaJIHUK Ha
oTJeNeHne. BTOpusT eleKTpOHEH eK3eMIUIp TpAOBa 1a ChAbp)Ka BCUUKU JPYTU PEKBU3HUTH,
MOJITMC HAa MarucThp-(hapMareBTa, KakTo U Ha JINIATa, IPeJlalld U MPHeTH JICKapCTBEHUTE
MPOJIYKTH.

Y. 50. (1) JIekapcTBeHUTE NMPOIYKTH IO JIEKAPCTBEHU JINCTOBE CE OTITyCKAT
MOOT/EIJIHO 32 BCEKH MAllMEHT, KaTO BCEKH BHJI JIEKApPCTBEH MPOJYKT C€ OTIYCKA B OT/IEIHA
OIaKOBKa, BbPXY KOATO ce OTOEII3BaT UMETO M Bb3pacTTa Ha OOJIHMSA, HOMEPBT Ha CTasTa,
JIETJIOTO U MpeANucaHara J103a.

(2) (U3m. - 1B, 6p. 81 ot 2013 r.) Koraro nekapcTBEHUAT NPOAYKT CE€ OTIyCKa B
OTIaKOBKa, pa3IM4YHA OT OKOHYATEIHATa, OCBEH JaHHHTE MO all. 1 ce 0TOensI3BaT U BCUUKU
JTAaHHYW OT OKOHYATeJTHATa OTIAKOBKA Ha MPOU3BOIUTEIIS.

(3) (U3m. - [IB, 6p. 95 ot 2014 1., u3m. - JIB, O6p. 53 ot 2022 r.) JIBara ex3emruispa
Ha JICKAPCTBEHUS JIUCT B CHBKYITHOCT, HE3aBUCHMO JIAJI Ca ChCTAaBEHU Ha XapTHECH HOCHTE,
W/WIH B €NEeKTpOHHA opMa, ChCTaBISABAT JIGKAPCTBEH JIUCT ChITIaCHO MpuiioxeHue Ne Sa.

(4) (Homa - 1B, 6p. 95 ot 2018 r., mom. - JIB, 6p. 53 ot 2022 r.) Koraro
JIEKapCTBEHHUTE MPOIYKTH Ca 3a JICUCHUE HA 3JI0KAYeCTBEHU 3a00JIIBaHUS B CTAIMOHAPHU
yCIIOBHsI, OOJTHUYHATA anTeKa BOJH JKypHAIl 32 pa3TBapsiHE Ha JICKAPCTBEHH MPOAYKTH 32
JIeYeHHEe Ha OHKOJIOTHYHN/OHKOXEMATOJIOTUYHH 3a00JIIBaHUS 110 00pa3er] ChIiacHO
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npusioxkenue Ne 871, B KOWTO JAaHHUTE CE pETUCTPUPAT €keNHEBHO. [Ipu ocurypena
TEXHHYECKA Bh3MOKHOCT JKYPHATBT MOXKE J]a C€ ChCTaBs B €IEKTPOHHA popma.

(5) (Hosa - 1B, 6p. 95 ot 2018 r.) B ciryuaii e cineq nmpuroTBsiHe Ha
WHIUBUAYATHATE JO3M 32 JICHS OT JaJIeH JICKAPCTBEH MPOAYKT c€ OpMHUpPA OCTATHK, KOHUTO
HE MOKe J1a ObJie IPUJIOKEH B CPOKa My Ha TOAHOCT, IOCOYEH B KpaTKaTa XapaKTepuUCTUKa Ha
JIEKApCTBEHUS IPOYKT, OCTAaThKBT CE€ OTPA3siBa B ONKC HA HEU3MOJI3BAEMUTE OCTATHIIM OT
JIEKapCTBEHU MPOJIYKTH 32 JIEYEHHE HA OHKOJIOTUYHHU/OHKOXEMAaTOJIOTUYHU 3200 IsIBaHUS 110
o0pasern cbriiacHo npusoxenue Ne 8e.

Y. 50a. (Hos - IB, Op. 81 ot 2013 r.) (1) IIbpBUTE EK3EMILISAPU HA JIEKAPCTBEHUTE
JIMCTOBE, IO KOUTO Ca OTIIYCHATH JICKApPCTBEHH MPOAYKTH, ChABPKAILN HAPKOTUYHU
BELIECTBA, C€ 3a7bpKaT B OOJIHUYHATA alTEKa U CE ChbXPaHABAT 3a CPOK €HA FOJIMHA, KaTO Ce
IIPEJCTABAT Ha KOHTPOJHHUTE OPraHu MPH MPOBEPKa.

(2) Cnen n3nmbIHEHUE HA TIPEANMUCAHMATA 110 JIEKAPCTBEHHUS JIUCT 32 JIGKAPCTBEHU
IPOAYKTH, ChIbpPKAIM HAPKOTUYHU BEIIECTBA, BTOPUAT EK3EMILISP C€ ChXpaHsBa B
OT/ICJICHUETO 32 CPOK 5 FOAMHMU.

(3) Cnen n3tnyane Ha CpoKa 1o ajl. 1 MbpBUTE €K3EMIUIAPH OT JICKApCTBEHUTE
JIMCTOBE Ce€ MpeaBaT ¢ IPUEMHO-IIPEeJaBaTeNIeH IPOTOKOJ Ha uHcnekropure B P3U, kouto ru
chXxpaHsBat 3a cpok 10 roguHu.

(4) Ilpu orniyckaHe Ha JEKapCTBEHU MPOIYKTH, ChAbpIKallld HAPKOTUYHH BELLIECTBA
Ha JIEKapCTBEH JIUCT, He0OXo1uMaTa HH(POpMaLUs OT HETO ce BbBEX/1a B perucTbpa 1o ui. 3,
an. 2 ot Hapenba Ne 21 ot 2000 r. 3a U3UCKBaHUSTAa KbM JOKYMEHTAIMATA U OTYETHOCTTA
IIPU U3BBPIIBAHE HA IEHHOCTH ¢ HAPKOTUYHH BEIIECTBA U JIEKAPCTBEHU MIPOAYKTH,
ChJIbPIKal HAPKOTHUYHHU BEIIECTBA.

Uin. 506. (Hos - IB, 6p. 81 oT 2013 1.) (1) (U3Mm. - [IB, 6p. 95 oT 2018 1.)
JlexkapcTBeHuTe poAykTu mo wi. 30r, an. 7, T. 2 ce OTIyCKaT OT alTeKu Ha JeueOHuTe
3aBeICHUS ChC CTAIIMOHAp, CKItouniu gorosop ¢ H30K 3a knuHMYHA nporeaypa mo
nucnancepHo HaOmoaenue Ha 30J1 cbe 310KkauecTBEHN 3200 IBaHUSI.

(2) (U3m. - 1B, 6p. 95 ot 2018 r.) [IbpBUTE EK3EMIUIIPU HA PELIEOTUTE, C KOUTO Ca
MpEeANUCaHy JIEKapCTBEHU NPOAYKTH 1o wi. 30T, an. 7, T. 2, ce MOApek1aT B XpPOHOJIOTHYEH
pen, kaTo HeoOxoauMara nH(oOpMaIrs OT TSIX ¢ BbBEXK/Ia B PETHCThpa Mo 4. 3, al. 2 oT
Hapen6a Ne 21 ot 2000 r. 3a M3MCKBaHUATA KbM JIOKYMEHTALIUATA U OTYETHOCTTA MPHU
M3BBPIIBAHE HA IEWHOCTU C HAPKOTHYHU BEIIECTBA U JIEKAPCTBEHU MPOAYKTH, ChIBPKAIIN
HApKOTUYHU BEIIECTBA,  HA IBPBHSI €K3EMIUISIP CE OTOENA3BAT TPUTE UMEHA U IAaHHUTE OT
JIOKYMEHTA 33 CAMOJIMYHOCT Ha IPUHOCUTEISI HA PeIlenTaTa.

(3) (U3m. - [IB, 6p. 95 ot 2014 r.) [IbpBHUTE EK3EMIUIIPU OT PELETITUTE MO all. 2 ce
ChXpaHsBaT B OOJTHUYHATA aNTeKa 32 CPOK €THA TOJIMHA M CE MPECTABAT HA KOHTPOJIHUTE
OpraHu IpH MPOBEPKA.

(4) (U3m. - 1B, 6p. 95 ot 2014 r.) Bropute ex3eMIUIIpu OT PELENTUTE 11O all. 2 ce
npenasat B P3OK exxemecedHO B CPOKOBETE 32 OTUYUTAHE JIEHHOCTTA HA Ie4eOHOTO
3aBejICHUE.

(5) (U3m. - [IB, 6p. 95 ot 2014 r.) Cnex u3THUaHE HA CPOKA IO all. 3 PELENTUTE ce
npeaBaT ¢ IPUEMHO-TIPEABATENIEH TPOTOKOI Ha nHCTiekTopuTe B P3U, konTo ru
ChXpaHsBaT 3a cpok 10 roguHu.

Y. 50B. (Hos - IB, 6p. 81 ot 2013 1.) 3abpansBa ce oTmycKkaHe B OOJTHHYHATA

anTeKa Ha JEKapCTBEHH NPOAYKTH, ChAbPIKALM HADKOTUYHM BEILECTBA, [10 PELEITa WX
JIEKAPCTBEH JIUCT, IPEANUCAHY IIPEIU II0BEYE OT 7 JHHU.
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Ui 50r. (Hos - IB, 6p. 81 oT 2013 1.) (1) 3abpansiBa ce B O0JHUYHATA anTeKa
OTIIyCKaHE Ha JIEKaPCTBEHU MPOIYKTH, ChABPKALLM HAPKOTUYHU BELIECTBA OT MPUIIOKEHUS
No 2 u 3 xbMm ui. 3, 1. 2 u 3 or Hapenbara 3a pena 3a kinacupuuupane Ha paCTCHUATA U
BELIECTBAaTa KaTO HAPKOTUYHM, B KOJIMUYECTBA, 10-TOJIEMU OT MIPEANUCAHUTE.

(2) Ilpu ycranoBsiBaHe Ha HECHOTBETCTBHSI B MPEANHCAHUETO U MAKCUMAJTHO
J0MyCTUMATa 1032 MarucTbp-hapmManeBThT B OOTHUYHATA alTeKa € JUThKEH Ja ce
KOHCYJATHpA C Mpenucains peLenrtara/ieKapcTBeHUs JUCT JeKap.

(3) Ilpu HEBB3MOXKHOCT 3a U3I'BJIHEHUE HA MIPEANUCAHUETO CIIE] KOHCYITALMITA 110
aJl. 2 perienTara/JeKapcTBEHUAT JHCT € BPbIla Ha JeKapsl 3a aHyJIUpaHe.

Ui 50x. (Hos - 1B, 6p. 81 ot 2013 r., m3m. - JIB, 6p. 95 ot 2018 r.) 3abpansiBa ce
OTIyCKaHe Ha JIEKapCTBEHU NMPOAYKTH 1o wi. 30r, ain. 7, T. 2, KOraTo IPUHOCUTENIAT Ha
peuenTtata e oj 18 roauHu.

Ui 50e. (Hos - /IB, 6p. 81 or 2013 1.) (1) (U3M™. - JIB, 6p. 95 oT 2018 1.)
JlexapctBenute npoaykTu 1o wi. 30r, an. 7, T. 1 ce oTIyckaT OT anTeKu Ha JeueOHUTe
3aBEJICHMS ChC cTalroHap, ckiatounin goropop ¢ H30K 3a knuauunu nbTeku mo 4i. 30r, ai.
8 u/vunm aMOynaTopHa MpoIeypa 3a CACTEMHO JICKQPCTBEHO JICYCHUE TIPH 3JI0KAYSCTBCHH
3a00J151BaHMS.

(2) Komnus Ha penentute, MO0 KOUTO Ca OTITYCHATH JICKAPCTBEHU MPOJIYKTH 110 all. 1,
Ce ChXpaHsABAT B anTeKaTa Ha Je4eOHOTO 3aBeICHIE B MPOIBIDKEHUE Ha €JHA TOJIMHA, KAaTO Ce
MPEACTABAT HA KOHTPOJIHUTE OpraHu IIPH MPOBEPKA.

Pa3gen VI.
IIpeanucBane HA MeMIIMHCKH W3/1€JIUs1, KOUTO Ille ce OTIYCKAT B IPyra Abp:KaBa
wienka (Hos - /1B, 0p. 15 oT 2014 1.)

Ui 50x. (Hos - 1B, 6p. 15 ot 2014 r.) (1) Ilo u3puuHO MCKaHE HA MAIUEHT JUIATa
1o wi. 4 nmpeAnucBaT HeOOXOIUMUTE 32 IEYCHUETO METUIIMHCKU U3/IENUs, KOUTO IIe ce
OTITYCKaT B JIpyTa JbpKaBa WICHKA.

(2) Penenitute 1o an. 1 crneaBa 1a ChabpKaT JaHHUTE, TOCOUYEHHU B IpUiiokeHue No
4a.

Ui 503. (Hos - JIB, 6p. 15 ot 2014 1., u3m. - IIB, 6p. 95 o1 2018 r.) Korato
MEIUIIMHCKUTE u3aenus mo an. 1 Ha wi. 50k ce npeanucsat Ha 30J1, perientypHUTE OITaHKU
1o wi. 24 ciensa ga ChbAbPKAT BCUYKHU JaHHU, TIOCOYEHU B puitoxkeHune Ne 4a.

I'naBa nera.

OTIIEYATBAHE, PA3SIIPEJAEJISIHE U KOHTPOJI HA CIIELHHIUAJIHUTE
PELHEIITYPHU BJIAHKHU 3A JIEKAPCTBEHU ITPOAYKTHU, CbABPKALLIA
HAPKOTHUYHHU BEINECTBA, 1 HA PEIIEIITYPHUTE BJIAHKU 3A
NPEAIIMCBAHE HA JIEKAPCTBEHU NPOAYKTH 110 PEJA HA HAPE/JIBA Ne 34
OT 2005 T. 3A PEJIA 3A BAIVIAIIAHE OT AbPKABHUSA BIO/IKET HA
JEYEHUETO HA BBJIT'APCKUTE I'PAYXKAAHU 3A 3ABOJISABAHUS, U3BBH
OBXBATA HA 3AABJKUTEJTHOTO 3IPABHO OCUT'YPSBAHE (BAI'JI. U3M. -
AB, BP.90 OT 2019 TI'., OTM. - IB, bP. 51 OT 2023 1., B CUJIA OT 13.06.2023T".)
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Ui 51. (U3m. - IB, 6p. 94 ot 2011 1., u3m. - IB, 6p. 81 ot 2013 1., oT™. - 1B, Op.
51 o1 2023 1., B cuna ot 13.06.2023 1.)

Ui 52. (Orwm. - [IB, 6p. 51 ot 2023 1., B cuna ot 13.06.2023 1.)

Y. 53. (Orm. - IB, 6p. 51 o1 2023 1., B cuna ot 13.06.2023 1.)

Ui 54. (U3m. - IB, 6p. 94 ot 2011 1, oT™. - [IB, 6p. 51 ot 2023 r., B cruta ot
13.06.2023 1.)

Ui 55. (Orwm. - [IB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 1.)

Y. 56. (Otwm. - IB, 6p. 94 ot 2011 1.)

I'maBa miecra.

YCJIOBUSA U PEJ 3A HOCEHE UWJIN NU3HACSIHE HA JIEKAPCTBEHU
NPOAYKTU, IPEJHAZSHAUYEHUA 3A IEUEHUETO HA BbJII'APCKH 1 UYXK/IU
I'PAXKIAHU, IOCTOAHHO U BPEMEHHO ITPEBUBABAIIIA B CTPAHATA U
II'bTYBAIIIUX U3BBH PEIIYBJIIUKA BBJIII'APUS U 3A TPAH3UTHO
NPEMHWHABAILIU YY) KJIEHIIU

Wit 57. bparapcku rpaXkaaHu v 4yKI1 IPAKJaHU, TOCTOSHHO U BPEMEHHO
npeOrBaBally B CTpaHaTa U IbTYyBaly U3BbH PenyOnuka bbarapus, Morat 1a HOCAT WK Ja
W3HACAT OT U 32 TPETU CTPAHU CJIETHUTE BUI0BE JIEKAPCTBEHU IPOAYKTHU:

1. (u3m. - IB, 6p. 90 ot 2019 r.) nexapcTBeHU MPOIYKTH, TPETHAZHAYCHH 32
JICYCHUETO UM, OTITyCHaTH 1o peaa Ha Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3araimiane ot
IbpKABHUS OIO/IKET Ha JICUEHUETO Ha OBITapCKUTE rpaskJaHu 3a 3a00JsIBaHuUs, H3BBH
o0xBaTa Ha 3aJIbJDKUTEIIHOTO 3/[paBHO OCUTYpSIBAHE;

2. IeKapCTBEHU NPOAYKTH, OTITYCKaHU 0€3 JIEKapCKO MpeANCaHne;

3. 1exapCcTBEHU MPOAYKTH, OTITYCKAHU IO JIEKapCKO MpeIucaHue.

Un. 58. (U3m. - [IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) JlekapcTBeHUTE
MPOAYKTH 110 WiI. 57, T. 1 Morar fa ce npeHacsr OT CJIEIHUATE JULA:

1. manMeHTHT, 32 YUETO JICUEHUE ca MpeHA3HAYeHN PEANUCAHUTE JIEKapCTBEHU
TIPOJyKTH;

2. TMLETO, KOETO € MOJIYYMJIIO JIEKAPCTBEHUTE NMPOAYKTH OT ChOTBETHATA anTeka U
MMETO MY € BITUCAHO KaTO TOJIyJaTes BbPXY pelenTara;

3. uue, KOeTo MpUTeKaBa U3PUYHO ITBIHOMOIIIHO OT MAallMeHTa, 3a YUETO JICUeHHe
ca MpeaHa3HaueHH MPETICAHNTE JICKAPCTBEHH MIPOITYKTH.

Y. 59. (1) (U3wm. - 1B, 6p. 68 oT 2019 1., B cunia ot 27.08.2019 r.) JIunaTa no . 58
yJIOCTOBEPSIBAT MPABOTO CH J1a HOCAT UJIH JIa PEHACAT JIEKapCTBEHUTE MPOAYKTH IO WI. 57, T.
1 cbC 3aBepeHO OT MarucThp-(hapMarieBTa KOMMe Ha U3ITBITHEHA PelenTa OT ChOTBETHATA
anTeka, MpeAnucaHa 3a KOHKPETHOTO JIeUSHHE.

(2) JInuaTa mo 4. 58 Morar Jja HOCST WK Ja U3HACAT JIEKapCTBEHU MPOIYKTH,
npeJHa3HaueHH 3a JIEYCHUETO UM, B KOJIMYECTBA, IOCOYECHHU IIU(PPOM U CIIOBOM B pellernTaTa,
KOSITO CJie/iBa 1a € 00paboTeHa B amnTeKara.

Ui 60. (U3m. - IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) KonnyecTtBaTta Ha

MPEHACSHUTE JICKAPCTBEHHU MPOIYKTH 1O Wi. 57, T. 1 cieqBa 1a OCUTYpSIBAT JICUCHUETO Ha
MaIMeHTa 3a CPoK JI0 JIBa Meceria.
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Ui 61. (U3m. - JIB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) JIekapcTBeHUTE
MPOJAYKTH 110 4iI. 57, T. 2 MOraT Jia ce MpeHacsT OT OBIArapCKu U UyKIU IPaskJaHu IIOCTOSIHHO
Y BPEMEHHO NpeOrBaBally B CTpaHaTa.

Ui 62. (1) Jluata mo wi. 61 mMoraT 1a mpeHacsT JEKapCTBEHU MPOAYKTH OT U 32
TPETH CTPAHU B KOJIMYECTBA, HEOOXOIMMH 32 BPEMETO Ha MPECTOS UM, HO HE TIOBEYE OT TPU
Mecerna.

(2) (U3m. - [IB, 6p. 68 ot 2019 1., B cuma ot 27.08.2019 r.) JIumara mo uwi. 61 morat
Jla IPEHAcsT OT U 32 TPETH CTPaHH JIEKaPCTBEHH MPOYKTH 10 4. 57, T. 2 B O-TOJIEMU
KOJIMYECTBA, aKO MPECTOAT UM MPOAbIKaBa OBEYE OT TPHU MEcella U MPUTEkKABAT U3/1aJICHa
pelenTa 3a CbOTBETHHUS JICKAPCTBEH MPOJIYKT U 32 ChOTBETHOTO KOJIMUYECTBO.

Ui 63. (U3m. - JIB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) JIekapcTBeHHTE
MPOAYKTH IO WI. 57, T. 3 MOTarT /1a ce MPEHACAT OT CIACTHUTE JIHIIA:

1. manueHTa, 3a YMEeTO JICUCHUE ca TPEAHA3HAYCHU IPEAMCAHUTE JICKAPCTBCHU
TPOIYKTH;

2. nu1e, KOETO MPUTEKaBa U3PUYHO ITBTHOMOIIHO OT ITAlMEHTa, 33 YUETO JICUYCHUE
ca MpeAHa3HAYCHU MPEIIMTUCAHUTE JICKAPCTBCHH MTPOTYKTH.

UYn. 64. (1) (U3wm. - 1B, 6p. 68 oT 2019 1., B cuna ot 27.08.2019 r.) JIunara no ui. 63
YIOCTOBEPSBAT MIPABOTO CH JIa HOCAT WM Ja IPEHACST JIGKapCTBEHUTE MPOIYKTH T10 Wi 57, T.
3 cbC 3aBEpPEHO OT MarkucThp-(papmareBTa KoIue Ha U3IIBJIHEHA PEIeNTa OT ChOTBETHATA
anrTeKa, IpeArnucana 3a KOHKPETHOTO JICYCHHE.

(2) JInnaTa no un. 63 Morar Ja HOCST WK Ja U3HACAT JIEKapCTBEHU MPOIYKTH,
IpeJHa3sHauYeHH 3a JICYEHUETO UM, B KOJINYECTBA, TIOCOYEHHU [IM(PPOM U CIIOBOM B pelienTaTa.

UYn. 65. TpaH3uTHO peMHUHABAIIY TIPe3 TEPUTOPHTA Ha CTpaHaTa JIMIIAa UMAT IPaBoO
Jla IPUTEKABAT JIEKAPCTBEHU MPOIYKTH, KOUTO €A MPEeJHA3HAYEHH CaMO 3a TSIXHOTO JICYEHHE.

Ui 66. KoHKpeTHUTE KOJMYECTBa JIEKapCTBEHU MPOAYKTH, KOUTO JIMIIATa MO Wi. 65
MMaT MPaBo J1a IPUTEKABAT, CE ONPEACIAT OT CbOTBETHATA IIPUEMAIIA IbPKaBa.

UYn. 67. Ilpu TpaH3UTHO IpEeMHUHABaHe Mpe3 TepuTopusiTa Ha Pemybnuka bbarapus
Ha Jinara 1o 4ji. 65 ce nmpenopbuBa Ja ObAaT NpeaBapuTEIHO HHPOPMHUPAHH 32
M3UCKBAHMATA, YCTAHOBEHH OT CbOTBETHATA IIPUEMAILA JbPXKABA.

Un. 68. Beuuku nekapcTBeHH MPOIYKTH, KOUTO C€ IPEHACAT OT U 33 TPETU CTPaHU
0 peia Ha Ta3u Hapeaoa, ciaeaBa ga ObAaT B OPUTHHAITHUTE CH OMAKOBKH.

Ui 69. (1) ITo pena Ha Ta3u HapeaOa HE MOTAT J1a Ce IPEHACST JICKAPCTBEHU
MPOAYKTH, ChIAbpPKAIM HAPKOTUYHH BEIIECTBA.

(2) YcnoBusita 1 pebT 3a MpeHAcsHE Ha JIEKApCTBEHUTE MPOIYKTH 110 all. 1 ce
onpenensat B 3KHBIL.

I'naBa ceama.

EJIEKTPOHHO NPEJAIIMCBAHE HA JIEKAPCTBEHMU ITPOAYKTMHN.
OTIITYCKAHE HA JIEKAPCTBEHHU ITPOAYKTHU U U3ITBJIHEHUE HA
EJJEKTPOHHU NNPEJAIIUCAHUSA (HOBA - IB, BP. 107 OT 2020 I'., B CUJIA OT
18.12.2020T.)
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Y. 70. (Hos - [IB, 6p. 107 ot 2020 ., B cuita ot 18.12.2020 1.) (1) (dom. - IB, 6p.
47 ot 2021 r., B cuna ot 04.06.2021 r., u3m. - JIB, 6p. 53 ot 2022 1., B cmma ot 01.11.2022 1.,
u3M. - [IB, 6p. 85 oT 2022 1., B cuia ot 25.10.2022 1., mu3m. - [IB, 6p. 51 ot 2023 r., B criia ot
13.06.2023 r., gom. - IB, Op. 85 ot 2023 1., B cuna ot 16.10.2023 r.) [Ipeanuceanero Ha
JIEKapCTBEH MPOJIYKT, C U3KIIOUEHUE Ha JIEKAPCTBEHUTE MPOYKTH I10 TJIaBa TpeTa, pa3eiu
III u V, ce u3pbpiiBa ¢ e1EKTPOHHO Npeanucanue. IIpennucBaneTo Ha J€KapCTBEH MPOLYKT
o peza Ha wii. 6 ce U3BBPIIBA C pelenTypHa OJaHKa Ha XapTUEH HOCUTEN UITU C €JICKTPOHHO
Mpeanrcanue, ¢ U3KIIUYEHNE Ha MPEANMCBAHETO HA JIEKAPCTBEHHU NMPOIYKTH, KIaCU(PUITPAHH
BBB (papMaKoJIOTH4YHH rpymnHu "JIekapCcTBEHU MPOAYKTH 3a JiedeHHe Ha Auader" u
"AHTHOAKTEpUAIHH JIGKAPCTBEHH MPOIYKTH 332 CHCTEMHA yIoTpeda" ChIriacHO aHaTOMO-
TepaneBTUYHO-XUMUYHATa Kiacudukanus Ha CBeTOBHATA 3[IpaBHAa OpraHu3alus, KOeTo ce
M3BBPLIBA CAMO C €JIEKTPOHHO npeanucanue. [lpeanucBaneTo Ha JIEKapCTBEHU MPOAYKTH IO
4J1. 9, KOUTO ca KiIacuPpuIUpaHu BbB papMakoIOorudHu rpymnu "JlekapcTBEHU MIPOAYKTH 32
nedyeHue Ha nuadetr" u "AHTHOAKTEpUATTHU JIEKaPCTBEHHU MIPOIYKTH 32 CUCTEMHA yroTpeba"
CBIJIACHO aHATOMO-TEPANEeBTUYHO-XUMUYHATA Kiacudukaius Ha CBeTOBHATA 3/IpaBHA
OpraHM3alys, MOKe Jla Ce U3BbPIIBA HA PELIENTYpHA OJIaHKa Ha XapTUEH HOCUTEI WU C
€JIEKTPOHHO MpEeuCcaHme, a Te3U Mo Wi. 9a - caMo Ha XapTHUEH HOCUTE.

(2) (Hosa - 1B, 6p. 53 ot 2022 1., B cuna ot 01.11.2022 1., ot™. - /IB, 6p. 85 ot
2022 r., B cuna ot 25.10.2022 r., HoBa - /IB, 6p. 85 or 2023 r., B cuna ot 16.10.2023 r.)
OTnyckaHeTo Ha eIEKTPOHHO MPEANNCAaHU JIEKAPCTBEHH MPOAYKTH CE U3BBPILIBA CaMO 110
€JIEKTPOHEH MbT MO pefia Ha ui. 73 u 74.

(3) (ITpepumna an. 2 - JIB, 6p. 53 ot 2022 1., B cruta ot 01.11.2022 1.)
EnextponHoro npeamnucanue no ai. 1 ce uznasa noj ¢popmaTa Ha €IEKTPOHEH TIOKYMEHT,
noanucan ¢ kpanupunmpan enexkrponed noanuc (KEIT), cbrmacHo u3nckBanusaTa Ha
Pernament (EC) Ne 910/2014 na EBponeiickust napiaameHT u Ha CbBerta ot 23 ronu 2014 1.
OTHOCHO €JIEKTPOHHATa UACHTU(PUKALUSA U YAOCTOBEPUTEITHUTE YCIYTU IPU €IEKTPOHHU
TpaHCAKLUHU Ha BBTPEIIHUS Ma3ap U 3a otMsHa Ha J{upexktusa 1999/93/EO (OB, L 257/73 ot
28 aBryct 2014 r.) 1 Ha 3aKOHa 3a €JIEKTPOHHUS JOKYMEHT U €JIEKTPOHHUTE
YIIOCTOBEPUTEIIHN YCIYTH.

(4) (Ilpenumna an. 3 - /1B, 6p. 53 ot 2022 r., B cuma ot 01.11.2022 r., u3m. - JIB, Op.
51 ot 2023 1., B cuna ot 13.06.2023 r.) [Ipu e1eKTPOHHOTO MpeNNUCBaHe Ha JICKapCTBEHUTE
MPOJYKTH 10 ajl. 1 ce mpuiaraT CbOTBETHO pa3nopea0uTe Ha IJ1aBa BTOpa U IJlaBa TpeTa,
pazzen I, a npu e1eKTpOHHOTO NPEANNCBaHE Ha:

1. nexapcTBEHU MPOAYKTH, ChABPKALM HAPKOTUYHHU BELIECTBA - U Ha IJ1aBa TPETa,
paznen 1I;

2. JIEKapCTBEHU MPOAYKTH, 3aIuialiaHy HarrbJIHO uin yactTuyHo oT H30K - u Ha
rjaBa Tpera, pasaen [V, ¢ u3kimoueHre Ha U3UCKBaHUATa OTHOCHO XapTueHara ¢popma Ha
pelenTypHuTe OJIaHKH U TPOTOKOJIUTE.

Un. 71. (Hos - B, 6p. 107 ot 2020 1., B cuna ot 18.12.2020 r.) (1) Enexrponnute
MpeIrcaHus ce U3/1aBat, BbBEXaT, 00padoTBaT U ChbXpaHABAT Upe3 CHelHaTIn3upaH
MEIULMHCKH U anTedyeH codryep.

(2) HeticTBusita o wi. 72 - 74 ce u3BbpIIBAT IpU CHOOpPa3siBaHE HA
HOMEHKJIaTypuTe, 00pa3uure, GopMaTuTe U APYruTe U3UCKBAHU 32 CTPYKTYpHUpaHe Ha
nHpopmanuaTa 1 oOMeHa Ha JaHHHM, TpeHa3HayeHu 3a Hauuonaanara
3apaBHouHGpopMannonHa cucrema (H3VC), nmybnukyBaHu Ha HHTEPHET CTPAHUIIATA HA
MUHHUCTEPCTBOTO Ha 37paBEONa3BaHETO.

(3) [IporpamuuTe nHTEpPEicH 1 HOMEHKIATYPUTE 32 0OMEH Ha WH(POPMAIU MEXKTY
MenunuHcKus 1 antedaus copryep u H3UC ce akryanusupar TEKyIIo, B TOBa YKHCIIO B
CHOTBETCTBHUE ChC CTEIICHUTE HA M3rPAXKJIaHe U BHEAPsIBaHE Ha (PYHKIIMOHAIHOCTUTE Ha
H3UC.
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Ui 72. (Hos - [IB, 6p. 107 ot 2020 1., B cuita ot 18.12.2020 1.) (1) 3a n3maBaneTo
Ha €JIEKTPOHHO IPEJIUCAHNE JIEKAPSIT UM JIEKAPSAT 110 ACHTaJIHA MEIUIMHA CE
unentudunmpa upe3 KEIL.

(2) Ilpu eneKTpOHHOTO MPEANNCBAHE HA JIEKAPCTBEHUS IPOAYKT CE U3BBPILBA
aBTOMAaTHYHAa NMPOBEPKa B pErucThpa Ha bbharapckus ekapcku Chio3, ChOTBETHO Ha
Brarapckus 350051€KapcKu ChI03 32 HAIMYKMETO Ha MpaBa 3a yIpakHsABaHe Ha MpodecusTa OT
JIeKapsi, CbOTBETHO JIeKaps MO JeHTaJIHAa MEAUIIMHA, U3BBPILBALL PEANHCBAHETO.

(3) Cnen nomeiBane Ha HeoOXoaAMMAaTa HHGOPMALIKSA 33 TPEATHCAHUS JICKAPCTBEH
MPOJYKT JICKAPST UITU JIEKApAT MO JEHTalHA MEIUIIMHA MTOIICBA IEKTPOHHOTO
npeanucanue ype3 KEIL

(4) Cnen monnucBaHe Ha €IEKTPOHHOTO MPEINUCAaHHE aBTOMAaTHYHO CE U3BbPIIIBA
BaJIMIMpaHE HAa BbBeJeHAaTa HH(OpMalLMsl U TeHEpUpPaHe Ha HAIMOHAJIEH PeepeHTEH HOMEP
Ha eJIEKTPOHHOTO MpeAnucanue noj ¢popmara Ha OyKBEHO-LIU(POB KO/I.

Uin. 73. (Hos - [IB, 6p. 107 oT 2020 1., B cua ot 18.12.2020 1.) (1) 3a
U3MBIHEHUETO Ha €JICKTPOHHOTO MPEANCaHne MarucThbp-papManeBThT ce uAeHTUuGUIMIpa
ype3 KEIL

(2) Cnen upentudunupanero mo ai. 1 ce U3BbpIIBA ABTOMATHYHA ITPOBEPKA B
peructbpa Ha bearapckust papmaneBTHUEH ChIO3 32 HAIMYHETO Ha IpaBa 3a YIpakKHIBaHE HA
npodecusara or MarucTrp-hapmarieBTa.

(3) Maructbp-¢papManeBThT U3BLPIIBA JSHCTBHUS 110 WACHTU(UIIMPAHE HA
W3J1aJICHOTO €JIEKTPOHHO MpeANucanue, Mpyu KOUTO KaTo Bojel kputepuid uznonssa ET'H Ha
ManueHTa.

(4) Cnen uaentuduurpaHe Ha eIEKTPOHHOTO MPEANHUCAHNE MAaTUCThP-(PpapManeBThT
M3BBPIIBA MPOBEPKA 3a CMIa3BAaHETO HA CHOTBETHUTE MPHIJIOKUMHU pa3nopea0n Ha riaBu BTOpa
U TpeTa.

(5) lIpu Hecnia3BaHe Ha pa3nopeadUTe, HOCOYSHH B all. 4, MarucThbp-(hapMaleBThT
0TKa3Ba U3IIBIHEHUETO HA EIEKTPOHHOTO MpEANKUCaHne, KaTo MOCOYBa U MPUYMHUTE 3a TOBA.

(6) 3a U3MIBIIHEHNUETO HA EJIEKTPOHHO MpEANUCaHue Ha JIEKapCTBEH MPOIYKT,
3aruiaiad HambiaHo win yactuyHo oT H30K, upe3 u3non3Banus oT MarucTbp-papmaienra
anTeueH copTyep ce U3BBPILBA U aBTOMAaTHYHA NpoBepka B peructbpa Ha H30K 3a
neuebHoTO 3aBeseHue ¢ goroop ¢ H30K, B koeTo paboTH jekapsAT W JIeKapsT 10 ASHTalIHa
MeAUIINHA, N3]1a] €JIEKTPOHHOTO MpeANcanne, KakTo U B peructbpa Ha HAII - 3a
3/IpaBHOOCUTYPUTEIHMSI CTaTyC Ha MaIUEHTA.

Un. 74. (Hos - B, Op. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) (Jom. - JIB, 6p.
85 o1 2023 ., B cuia ot 16.10.2023 r.) Cniex u3BbpuIBaHe Ha AeHcTBHUATA 1O Wi. 73, an. 3 u 4
MarucTbp-(papManeBThT U3MBIHABA €IEKTPOHHOTO MPEANNUCAHNE, KATO MPEIOCTaBS
CBHOTBETHUTE JIEKAPCTBEHH MPOJYKTH Ha MTALlUEHTa U YIOCTOBEPSABA U3IIBIHEHUETO HA
€JIEKTPOHHOTO Npeanucanue ype3 nognucsanero my ¢ KEII, u nonyyaBane Ha HalMOHAJIEH
pedepeHTeH HoMep Ha U3IBIHEHUE Ha eIEKTPOHHOTO MPE/IICaHue.

(2) Cnen mpukiIOUYBaHe HA U3II'BIHEHUETO HA €JIEKTPOHHOTO MPEANHUCAHUE ChIIOTO
ce aKTyaJM3upa aBTOMaTUYHO B allTEYHUS U MEJUIMHCKUA codTyep karo "HU3mbiHeH0",
ChOTBETHO "HAaCTUYHO M3ITBIHEHO", a 32 IEKapCTBEH MPOYKT, 3aIulaliaH HaIlbJIHO WU
gactuuHo oT H3OK - xaTto "M3nbiHeHo0".

(3) (U3m. - JIB, 6p. 51 ot 2023 1., B cuna ot 13.06.2023 r.) [Ipu uzmbanenne Ha
€JIEKTPOHHOTO MPENICaHNe MAaruCThp-(papMaIleBThT ClIa3Ba M3UCKBAaHUATA HA Wwi. 33, an. 1,
un. 34, an. 1 u an. 2, uzpeyeHue nbpBo, wi. 36, wi. 37, an. 2 u wi. 39, a 3a:

1. nexapcTBEHH MPOLYKTH, ChABPIKALLM HAPKOTUYHU BELIECTBA - U3UCKBAHUATA HA
ui1. 40, 41, 43, 44 u 45;
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2. JIEKapCTBEHU MPOAYKTH, 3aIulalllaHy HallbJIHO Win yactuyHo oT H30K -
M3UCKBaHMATA HA uil. 46, an. 2, 3 u 4 u un. 47, ain. 1, ¢ U3KII0YCHUE Ha 3a0BbJDKCHUETO 32
MIOCOYBaHE Ha JlaTaTa Ha U3IIBJIHEHUE Ha BCEKHU OTPSI3BK, U ajl. 2.

JdonmbiaHuTe/IHM pa3nopenodu

§ 1. ITo cMuchia Ha Ta3u Hapeada:

1. "Kox na H30K" o3HauaBa OykBeHO-II(POB KOJI, YUATO ITbpBa OYKBa OTroBaps Ha
I'PBO HUBO Ha AHaTOMO-TepaneBTUYHATa Kiacu(ukanus Ha CBETOBHATA 3jpaBHA
opraHu3zans, Bp3npuera B Penyonuka bearapus.

2. "BanmuaHocT Ha perenitaTa’ 03Ha4aBa CPOKbBT, 32 KOMTO TS MOXKe J1a Obje
U3ITbJIHEHA B anTeKaTa.

3. "KonuyecTBO akTUBHO BEILIECTBO B J1I030Ba €IMHUIA" HA JIEKAPCTBEHUS IPOAYKT €
ChIbPKAHUETO Ha aKTUBHOTO BELIECTBO, U3Pa3€HO KOJUYECTBEHO 32 €/1Ha JI030Ba eAUHUIIA
(Tabnerka, Karcyna) Wid 3a €JUHUIA Maca WIK 00eM B 3aBUCUMOCT OT JIEKapcTBeHaTa opma.

4. "Lluto" o3HayaBa "0bp30".

5. "llutucumo" o3HauaBa "MHOTO OBp30".

6. "Cratum" o3HauyaBa "BeqHara".

7. (noBa - /IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 1., oM. ¢ Pemenne Ne 5812
ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 1., B cuna ot 18.11.2016 1.)

8. (aoBa - [IB, Op. 68 or 2014 1., B criia ot 15.08.2014 1.) "OTnyckane Ha
JeKapcTBeH NMpoayKT 0e3 nekapcko npeanucanue (OTC)" o3HauaBa ChbBKYMHOCTTA OT
nercTBUs Ha (papMalleBTH B IPUEMHOTO MTOMEIICHUE Ha anTeKaTa Mo ONpeAeisTHe Ha
MOAXOIAUINS 32 OTIyCKaHe JIEKapCTBEeH MPOoayKT 0e3 nekapcko npeanucanue (OTC) wim
MpueMaHe Ha PEeIenTypHUTE OJIAaHKU U MPOBEPKATa HA ChABPKAHUETO UM, KOHCYITAIUS
OTHOCHO IIPUEMAHETO U Bb3MOKHUTE HEXKEJIAHU PEAKLUU U JIEKapCTBEHU B3aUMOJACICTBUSA U
npejaBaHe Ha JICKaPCTBEHUTE MPOJIYKTH Ha TAIMEHTHUTE.

IIpexoaHu U 3aKIIOYUTESHH pa3nopeadn

§ 2. (1) Pasnopenbute Ha riasa TpeTa, paznen [V, perinameHTHpany u3aaBaHeTo,
MMPOMEHUTE M BATHIHOCTTA Ha perentypHa 6manka (oopazer; M3 - H30K Ne 5A no
npuiiokenue Ne 7), Bau3at B cuiia ot 1 anpuit 2009 r. Jlo BIu3aHeTo UM B CHJIa BCUYKU
JIEKapCTBEHH MPOIYKTH, 3aIUIalllaHy HanrbIHo Wi yactuaHo oT H30K, ce npeanucsar Ha
penentypHa 6manka (o6pazer; M3 - H30K Ne 5 o npunoxenne Ne 6) cbe CpoK Ha BATHIHOCT
30 gHu.

(2) B cpok g0 1 anpun 2009 r. antekuTe npuBexAaT cohTyepa cu B CbOTBETCTBHE C
M3HMCKBaHUATA HA Ta3U Hapea0a OTHOCHO U3aBaHETO, IPOMEHHUTE U BaJIMIHOCTTA Ha
peuentypHa 6manka (oopazerr M3 - H30K Ne SA no npunoxenue Ne 7).

8 3. (1) (U3m. - JIB, 6p. 91 ot 2009 r.) B cpok m0 31 maii 2010 r. tekapcTBeHn
MPOIYKTH, ChABPKAIIM HAPKOTUYHHU BEIIECTBA OT NpritokeHus Ne 2 u 3 kpM 4il. 3, an. 2 Ha
3aKoHa 3a KOHTPOJ BbPXY HAPKOTUYHUTE BELIECTBA U IPEKYPCOPUTE, MOTAT Ja ce
IIPENICBAT U HA CIIELMAIIHUTE PeLleNTypHH OJIaHKU 10 00pa3el] ChIVIacHO IpuioxeHue Ne 6
kbM wi. 11, an. 1 ot Hapen6a Ne 4 ot 2001 r. 3a ycnoBusiTa u peaa 3a npeAnucBaHe u
OTITYCKaHE Ha JICKaPCTBEHH NTPOLYKTH.
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(2) Cnen m3TnyaHe Ha CpoKa MO aj. | crenuasHuTe pelenTypHU OJIaHKH 110
npuiokenne Ne 6 kpm wi. 11, an. 1 ot Hapenba Ne 4 ot 2001 1. 3a ycnoBusita u pea 3a
MIpeIIMCBaHe U OTITyCKaHe Ha JeKapCTBEHU MPOJIYKTH C€ YHUIIOKABaT OT KOMUCHS,
omnpeJieseHa cbC 3anoBe Ha aupekropa Ha PLI3.

(3) 3a yHumokaBaHeTO Ha OJIAHKUTE 110 aJl. 2 CE€ ChCTaBsl MPOTOKOJI, KOWTO Ce
YIBBpK/aBa OT JupekTopa Ha cboTBeTHUA PL(3 1 ce u3npaiia B MUHHCTEPCTBOTO Ha
3/IpaBeoIla3BaHeTo.

(4) Peuentypuute 6manku no npuioxenue Ne 4 kpM ui. 6, an. 1 ot Hapen6a Ne 4 ot
2001 r. 3a ycrnoBusiTa U pefia 3a NPeANKUCBaHe U OTITYCKaHE Ha JIEKaPCTBEHH MPOJYKTH MOrat
Jla ce U3IO0JI3BAT /10 TXHOTO U3UYEPIIBAHE, HO HE MO-KBCHO OT €/1Ha TOJMHA OT BJIM3aHE B CUJa
Ha Ta3u Hapea0a, KaTo B TAX CE BIMCBAT JaHHUTE MO WI. 7, al. 2 OT MEIULUHCKUS
CHEIMAJIUCT, KOWTO U3/1aBa pelenTara.

(5) biankuTe Ha eKapCTBEHUTE JIUCTOBE MO IpuiiokeHue Ne 5 kbM 4iL. 6, aj. 2 ot
Hapen6a Ne 4 ot 2001 r. 3a ycroBusATa U peia 3a IpeANUCcBaHe M OTITYCKaHE HA JIEKAPCTBEHU
MIPOJYKTH MOTAT Jia C€ U3IMOI3BAT JI0 TSIXHOTO U34YepIIBaHe, HO HE MO-KbCHO OT €/IHa TOANHA
OT BJIM3aHE B CHJIa Ha Ta3u Hapeaoa.

§ 3a. (Hos - JIB, 6p. 90 ot 2019 r., u3m. - IB, 6p. 91 ot 2020 1., u3m. - JIB, 6p. 94
ot 2021 r., otm. - IB, 6p. 53 o1 2022 1.)

§ 4. (U3m. - IB, 6p. 94 ot 2011 r.) KOHTpOTBT 110 M3MBIHEHHUE HA Hapea0ara ce
OCBIIIeCTBsIBA OT MUHHCTEPCTBOTO Ha 3/1paBeomnas3BanHeTo, P3M u U3nbaHuTenHaTa areHIus
o nexkapcrBara 1 H30K (B yacTTa OTHOCHO OTIIyCKaHE U MPEINUCBAaHE Ha JIEKaPCTBEHU
MPOAYKTH, 3aIlIalllaHd HAITBJIHO MM YACTHUYHO OT Hes).

§ 5. (Hom. - IB, 6p. 68 ot 2019 ., B cuna ot 27.08.2019 r.) Ta3u Hapenbda ce n3gasa
Ha ocHOBaHMe Wwi. 221 oT 3aKoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA U Y.
60 ot 3aKoHa 3a KOHTPOJ BbPXY HAPKOTHYHUTE BEIIECTBA U IPEKYPCOPUTE, KAKTO U Uil. 56,
ann. 2 ot 3akoHa 3a 37paBHOTO ocurypsiBane u orMeHsi Hapen6a Ne 4 ot 2001 r. 3a ycioBusita

U peZa 3a IpeANKucBaHe U OTITyCKaHe Ha JeKapCTBeHH MpoayKTH (00H., /1B, 6p. 10 ot 2001 r.;
u3M., op. 74 ot 2002 r.; 6p. 82 ot 2003 1.; Op. 32 o1 2005 r.; 6p. 34 0T 2006 T.).

§ 6. (U3m. - [IB, 6p. 94 ot 2011 r.) Yka3zanus 1o mpuiaraHeTo Ha HapeadaTa 1aBaT
H3O0K oTHOCHO paznopeaduTe 1o nNpeanrcBaHe 1 OTIIyCKaHe Ha JIEKapCTBEHU MPOIYKTH,
3aryamnaiy HabJiHO Uik yactuyHo ot H30K, ckotBeTHO MUHHCTEPCTBOTO Ha
31paseonas3Banero, P3U u M3nbaHuTeNHATA areHIMs 1o JeKapcTBaTa CboOpa3Ho TAXHATa
KOMITETEHTHOCT.

JlombJIHHUTEIHN pasnopeadu
KbM HAPEJIBA 3A USMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009
I'. 3A YCJIOBUATA U PEJIA 3A IPEAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHU MPOAYKTHU

(OBH. - 1B, BP. 15 OT 2014 T'., B CWJIA OT 21.02.2014T".)
§ 6. C ta3u HapenOa ce BbBEXJAT M3UCKBAHUATA HA JIMpPEKTHBA 32 U3IbIIHEHNE

2012/52/EC na Komucusra ot 20 nexkemBpu 2012 r. 3a onpenesnsiHe Ha MEPKH 3a yJICCHSBaHE
Ha MPU3HABAHETO Ha MEIMLIMHCKUTE MPEINUCAHUs, U3AaICHH B Ipyra AbpxaBa wieHka (OB,

L 356/68, 22.12.2012).
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3aKJII0YNTEHHA Pa3nopendu
KbM HAPEJIBA 3A UBMEHEHHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009
I'. 3A YCJIIOBUSATA U PEJIA 3A TIPEJAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU ITPOAYKTH

(OBH. - JIB, BP. 15 OT 2014 T"., B CWJIA OT 21.02.2014 T".)
§ 7. Hapenbara Bnm3a B cWiia OT JicHS Ha 0OHAapoABaHeToO i B "JbpikaBeH BeCTHUK'.
3aKJII0YMTEHHA pa3nopendu
KBbM HAPEJABA 3A UBMEHEHUE U J1OITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009
I'. 3A YCJIOBUSITA U PEJA 3A ITIPEJAIIMCBAHE U OTIITYCKAHE HA
JEKAPCTBEHMU ITPOJAYKTH
(OBH. - JIB, BP. 68 OT 2014 I"., B C1UJIA OT 15.08.2014T".)
§ 15. Hapenbara Biu3a B ciita OT JICHs Ha 0OHapoBaHeTo U B "J[bpikaBeH BEeCTHHK".
IIpexoanu u 3akII0OYUTETHU pa3nopeadn
KBbM HAPEJBA 3A USMEHEHUME U JOIIbJIHEHUE HA HAPEJBA Ne 4 OT 2009
I'.3A YCJIOBUSATA U PEJIA 3A ITIPEJAIIMCBAHE U OTITYCKAHE HA
JEKAPCTBEHMU ITPOAYKTHU
(OBH. - IB, BP. 95 OT 2014 T".)
§ 21. B cpok 10 Tpu Mecela OT BIM3aHE B CUJia HAa HapeadaTa JeueOHUTe 3aBeICHUS

MoTrart aa NpeArnuncBar JCKAapCTBCHU MMPOAYKTH Ha JICKAPCTBCHU JIMCTOBE IO AOCCTAIIHUA PE.

3aKII0YNTeTHH pa3nopendu
KBbM HAPEJIBA 3A UBSMEHEHHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009
I'. 3A YCJIOBUSTA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU ITPOAYKTH

(OBH. - 1B, BP. 95 OT 2018 T.)
§ 17. HaBcsikbe B HapenOaTa abpesuarypara "(330J1)" ce 3amens cve "(30JI)".
Ipexoanu u 3aKJIOYUTEHN pa3nopendon
KbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009
I'. 3A YCJOBUSATA U PEJA 3A IPEAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHU NPOAYKTH
(OBH. - 1B, BP. 68 OT 2019 T"., B CWJIA OT 27.08.2019T.)
§ 22. (1) o ny6iukyBaHe Ha nHpoOpMarusaTa mmo wi. 23a, a. 5 ce uzgaBar

MPOTOKOJIM 3a MPEANUCBAHE HA JICKAPCTBEHU MPOAYKTH MO Wi. 23, an. 4 pu JOCETalllHUTE
YCJIOBHUSA U IO AOCCTAlIHUA PCA.
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(2) U3manenuTe MpoTOKOJIM 10 MyOJMKyBaHe Ha HHGOpManusaTa o wi. 23, ai. 5 ce
W3IBJIHSBAT 10 U3TUYAHE HA TEXHUS CPOK.

§ 23. Hapenbara Biiu3a B ciita OT JIeHs Ha 0OHapoBaHeTo U B "J[bp)kaBeH BECTHHK",
c m3kimoyenue Ha § 8,9, § 10, 1. 2, § 12 u 21, xouto Biu3at B cuia ot 1 sayapu 2020 r.

3aKJII0uNTEeTHU pa3nopeaon
KBbM HAPEJBA 3A JOITbJIHEHUE HA HAPEJIGA Ne 4 OT 2009 I'. 3A
YCJIIOBUSATA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHU
NPOAYKTHU

(OBH. - IB, BP. 90 OT 2019 T".)
§ 2. HaBcsikbae B HapenOara aymata "pernyonukanckus” ce 3aMeHs ¢ "abprkaBHUS".

Ipexoanu u 3aKII0OYUTETHH pa3nopeIon
KBbM HAPEJBA 3A JOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCIIOBUSTA U PEJA 3A TTIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHUA
MPOJIYKTH

(OBH. - 1B, BP. 107 OT 2020 I'., B CHJIA OT 18.12.2020 I'., U3M. - ]IB, BP. 37
OT 2021 T., B CHJIA OT 07.05.2021T".)

§ 2. Hapenbara Bnu3a B cuia ot 18 nexemBpu 2020 r.

§ 3. (U3m. - IB, 6p. 37 ot 2021 r., B cuna ot 07.05.2021 r.) [Ipu ocurypenn
TEXHUYECKU U OPTaHU3AIlMOHHU YCJIOBHS 3a TOBa 0T MUHHCTEPCTBOTO Ha 3/1paBEONa3BaHETO
n H30K nunara no 4i. 4 1 npuTexaTeanuTe Ha pa3pelieHne 3a ThProBus Ha JpeOHO ¢
JIEKapCTBEHM MPOJYKTH Ca JUTbKHH J1a IPUBEIAT IEHHOCTTA CH M0 IPEINUCBAHE U OTIIyCKaHe
Ha ChOTBETHUTE JIEKAPCTBEHU MPOJIYKTU CaMO C €JIEKTPOHHU MPEANUCAHUS B ChOTBETCTBUE C
HM3MCKBAHMATA Ha TJIaBa ceaMa He Mo-KbCeHO oT 1 ronu 2021 r., KaTo JOTOraBa ce u31aBaT U
00paboTBaT U perenTu Ha XapTHeH HocuTell. He ce momycka nekapCTBEHHST MPOIYKT J1a Obe
MIPENINCaH €IHOBPEMEHHO C €JIEKTPOHHO MPEANMCAaHUE U C PELeNTa Ha XapTHEH HOCUTEI.

§ 4. (U3wm. - IB, Op. 37 ot 2021 r., B cuna ot 07.05.2021 r.) Usnagenute no 31 mait
2021 r. perenTy Ha XapTUEH HOCHUTEII C€ U3ITBIHABAT IO JOCETAIIHUS PeJl O U3THYAHE Ha
CpOKa Ha TSIXHATa BAJIUJIHOCT.

§ 5. ITpu Tekymara akTyanu3anud o wi. 71, an. 3 B paMKuTe Ha mpolieca 1o
u3rpaxjaaHe u BHeapsiBaHe Ha pyakimonanHoctute Ha H3UC ce pasriexxaaT u cTaHOBHINATA
ChOTBETHO Ha brarapckus nekapcku cbio3, bbarapckus 3p001ekapcku ¢bio3 U bbarapckus
(bapMareBTHUYEH ChIO3.

IIpexoanu pasznopeadoun
KBbM HAPEJIBA 3A UBSMEHEHUE HA HAPEJIGA Ne 4 OT 2009 I'. 3A
YCJIIOBUSATA U PEJA 3A IPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHU
MPOAYKTHU

(OBH. - JIB, BP. 37 OT 2021 I"., U3M. - JIB, BP. 47 OT 2021 T'., B CHUJIA OT
04.06.2021 T.)

§ 3. (1) (U3m. - [IB, 6p. 47 ot 2021 r., B cuna ot 04.06.2021 r.) Usnanenure 1o
BJIM3aHE B CHJIa Ha Ta3W Hapea0a MpoToKoau OoT KiIMHIYHATA OHKOJIOTHYHA KOMHCHS IT0
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XUMHOTEPAIUs U 3a JIEKapCTBEHO JICYCHHE [0 XEMATOJIOTUs Ce U3MBJIHABAT 10 U3TUYAHE Ha
CpOKa UM Ha BaJIUJHOCT.

(2) B cniydaute o an. 1 pemenusita Ha Ob1aTa KIMHUYHA OHKOJIOTHYHA KOMUCHS U
Ha KiimHMuHaTa KOMHUCHS 10 XEMATOJIOTHsI HE C€ MPEU3/1aBat /10 HaCThIIBaHE Ha
HE0OXOIMMOCT OT NMPOMSIHATA UM.

IIpexoanu u 3aKJIOYUTESTHU pa3nopendn
KbM HAPEJIGA 3A UBMEHEHUE HA HAPEJIBATA 3A IOITbJIHEHUE HA
HAPEJIBA Ne 4 OT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A IPEAIIUCBAHE U
OTHHYCKAHE HA JIEKAPCTBEHHU NPOAYKTHU

(OBH. - 1B, BP. 37 OT 2021 I'., B CWJIA OT 07.05.2021T".)

§ 2. U3gapenuTe 10 BiIM3aHe B CUJIa HA Hapea0aTa pelenTH Ha XapTUEH HOCUTEN Ce
M3ITBJIHSBAT 10 IOCETAITHUS PEI.
§ 3. HapenbOara Bnu3a B cuiia OT JieHsl Ha 00OHapoABaHeTo i B "J[bpikaBeH BeCTHUK'.

3akJIlounTeTHU pa3nopenaoun
KbM HAPEJIBA 3A JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCIOBUSATA U PEJA 3A ITIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
NPOAYKTHU

(OBH. - 1B, BP. 47 OT 2021 I'., B CWJIA OT 04.06.2021T.)
§ 3. Hapenbara Binu3a B cuiia oT JieHs Ha 0OHapoiBaHeTo 1 B "JIbp’kaBeH BECTHUK'.

IMpexoanu u 3aKII0OYNTETHH pa3nopenon
KBbM HAPEJBA 3A UBMEHEHUWE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009
I'.3A YCJIOBUATA U PEJIA 3A ITIPEJAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHMU ITPOAYKTHA

(OBH. - IB, BP. 53 OT 2022 T.)

§ 6. [Taparpad 4 Bnuza B cuia ot 1.11.2022 r. MuUHHCTEPCTBOTO HA
3/IpaBEeOIa3BaHETO Ch3AaBa TEXHUUECKUTE YCIOBHS 3a U3MBJIIHEHUE Ha § 4 B CpPOKa IO
W3pEUYCHHE TIBPBO.

HAPEJIBA 3A UBMEHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A YCJIOBUSATA U
PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHMU ITPOAYKTH

Ipexoanu u 3aKJIOYUTEHN pa3nopendon
KbM HAPEJIBA 3A UBMEHEHHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009
I'. 3A YCJIOBUSTA U PEJIA 3A TIPEAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU ITPOAYKTH

(OBH. - 1B, BP. 51 OT 2023 I'., B CWJIA OT 13.06.2023 T"., U3M. - /IB, BP. 105
OT 2023 T'., BCHJIA OT 19.12.2023T".)

§ 13. Peuenitute Ha XapTHEH HOCUTEN, U3/a/ICHH JIO BIIM3aHEe B CUJia Ha HapenOara,
CE ChbXpaHsABAT U YHUIIOXKABAT M0 pella Ha OTMEHEeHUs wi. 12, an. 1 u 2.
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§ 14. Bropute ek3eMIUSIpU Ha PEIENTUTE, IPUETH OT MarucTbp-(hapMaleBTHTE 10
BJIM3aHE B CHJIAa HAa Hapea0aTa, ce U3MpalaT Ha CbOTBETHUTE MHCIIEKTOPH M0 HAPKOTHYHUTE
BemiecTBa B P3U 1o onuc Ha XapTUEH U eJIeKTPOHEH HocuTel B cpok 110 10 romm 2023 1.

§ 15. Bropute exk3emiusipu ot perenture no wi. 41, an. 4, u3gaseHu 10 BIU3aHE B
cuila Ha Hapeza0ara, ce mpenasar ot antekute Ha P3OK B cpokoBere, onpezeneHu B
ckimoyenure ¢ P30OK norosopu.

§ 16. IIbpBUTE €K3EMIUISIPU HA PEUENTUTE O ACHCTBAILNS IPEAN BIU3aHE B CUJIa HA
Hapeabaraun. 42, U3gaJeHu 10 BJIM3aHEe B CUJia HA Hapen0aTa, ce ChbXpaHsBar 0 pejia Ha
JeHCcTBaIMS TTPEAM BIM3aHe B CHJjla Ha HapenOaTa wi. 42, ai. 1 u 2.

§ 17. (1) B cpok 1o 1Ba Mecena OT BIM3aHE B CHJIa HA Hapea0aTa JuiaTa 1mo 4i. 5,
an. 1 Bpbiuar B cboTBeTHaTa P3U nmpenocraBeHnTe uM crieliuagiHu pelenTypHH OJaHKH, C
M3KJIIOYEHHUE Ha cirydyauTe 1o § 18.

(2) (U3m. - IB, 6p. 105 ot 2023 ., B cuna ot 19.12.2023 1.) B cniydaute o § 18
CHEIMATHUTE PELENTYpHHU OJIaHKH ce BpbIIaT B choTBeTHaTa P3U B cpok no 30 anpun 2024
r.

(3) (U3m. - [IB, 6p. 105 oT 2023 1., B crta ot 19.12.2023 1.) J1o 31 maii 2024 r.
CHEIHAHUTE peUenTypHH OJaHKH Mo al. 1 u 2 ce yHHUII0KaBaT OT KOMUCHS, OMIPEIeIeHA ChC
3aroBe]] Ha JupekTopa Ha P3U.

§ 18. (U3m. - JIB, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.) Jlo uHTErpHpaneTo Ha
copTyepHHTE IPOAYKTH/CIICIUATH3UPAHUTE MEAUIIMHCKN COTYyepH HA allTEKUTE Ha
nedeOHUTE 3aBeICHUS - U3IIBIHUTENN Ha O0JHIYHA ToMoll, ¢ HaunoHaHaTa
3APABHOMH(OPMANMOHHA CHCTEMA, HO HE MT0-KbCHO OT | anpuit 2024 r., 1ekapCcTBEHUTE
MIPOJIYKTH, ChABPKALIN HAPKOTUYHH BEIECTBA, C€ MPEIMUCBAT U OTIYCKAT B TE3U JICUCOHH
3aBe/IEHUs M0 JOCETAIIHUS Pel.

§ 19. U3nanenute no pena Ha § 18 penenTtu Ha XapTUEH HOCUTENI CE ChXPaHsBaAT,
OTUYHUTAT U YHUII[OKABAT MO JJOCETAIIHUS Pel.

§ 20. M3ganenuTe 10 BIM3aHETO B CUJIa Ha Hapea0aTa pelenTH Ha XapTHeH HOCUTEN
ce M3MBJIHABAT IO JOCETAIIHUA Pel 10 U3THYaHE Ha CPOKa Ha TSIXHATa BaJIUHOCT.

§ 22. HapenOara Bnu3a B ciiia OT JIeHsI Ha 0OHapoBaHeTo U B "/[bpikaBeH BeCTHUK'.

Ipexoanu u 3aKII0OYUTETHH pa3nopenon
KBbM HAPEJBA 3A UBMEHEHUWE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009
I'.3A YCJIOBUATA U PEJIA 3A ITPEJAIIMCBAHE U OTITYCKAHE HA
JEKAPCTBEHMU ITPOAYKTH

(OBH. - 1B, BP. 85 OT 2023 I'., B CWJIA OT 16.10.2023 T"., AOII. - AB, BP. 105
OT 2023 T'., BCHJIA OT 19.12.2023 T".)

§ 15. 3panenuTe 10 BIM3aHEe B CHJIa HA HapeadaTa pelenTy Ha XapTHEeH HOCUTEN ce
M3ITBIHABAT 110 JTOCETANTHUS Pe/l.

§ 15a. (Hos - 1B, 6p. 105 ot 2023 r., B cuma ot 19.12.2023 1.) o 1 ampu 2024 t.
JICKapCTBCHHUTE MPOIYKTH, KIACU(UITUPAHA BBB (hapMaKoJIOTH4IHA rpyma "AHTHOAKTESpHATHI
JIEKapCTBEHH MPOYKTH 32 CHCTEMHA yroTpeba" ChraacHO aHATOMO-TEPANIeBTUYHO-
XUMHUYHATA Kiacudukarys Ha CBETOBHATA 3/[paBHA OpraHU3aIlis MOTaT Jia Ce MPEANHUCBAT U
Ha XapTHUEH HOCUTEIL.

§ 16. (1) IIputexxarenure Ha pa3pelIeHHE 3a YIIOTpeda MPUBEKIAT 3aBAPCHUTE KbM
BIIM3aHE B CHJIAa HA Ta3W Hapea0a OMaKOBKHU HA JIEKAPCTBEHUTE MPOAYKTH 1o 4. 15, ain. 3 B
ChOTBETCTBHUE € Wi. 168, ajt. 2 oT 3aKoHa 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHATa
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MEIMIMHA U 4. 68, aj1. 2 0T 3aKOHa 3a KOHTPOJ BbPXY HAPKOTUYHUTE BEIIECTBA U
MPEKYPCOPUTE B CPOK JO €1HA FOJIMHA OT BIM3aHE B CHJIa Ha Ta3u Hapenoa.

(2) IlpuTexarenute Ha pa3pelieHe 3a ynorpebda noaasar B 3nbaHuTenHaTa
areHuus 110 JIEKapcTBaTa 3asiBICHHE 110 pe/ia Ha 3aKOHA 3a JIEKapCTBEHUTE NPOAYKTHU B
XyMaHHaTa MeJIMIMHA 32 IIPOMSHA B peXHMa Ha OTITyCKaHEe Ha JIEKAPCTBEHUTE MPOYKTH 110
1. 15, ann. 3 B cpok 10 €71Ha TOAMHA OT BJIM3aHE B CUJIa HA Ta3H Hapezoa.

(3) Cnen n3TnuaHe Ha CpoKa 1o aji. 1 JeKapcTBEHUTE MPOIYKTH 10 4. 15, an. 3, Ha
KOUTO OIaKOBKUTE HE ca IPUBEIECHU B CbOTBETCTBUE C wil. 168, an. 2 oT 3akoHa 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MeIULIMHA U Wwi. 68, ann. 2 oT 3aKoHa 3a KOHTPOJI
BbPXY HAPKOTUYHUTE BEIIECTBA U IPEKYPCOPUTE, HE MOTAT Jla CE pa3lpOCTpaHsIBaT U ce
YHHUIIIO’KABAT MO pe/ia Ha Hapeadara mo wi. 97 ot 3akoHa 3a KOHTPOJ BbPXY HAPKOTUYHUTE
BELIECTBA U [IPEKYPCOPUTE.

(4) JlekapcTBeHUTE MPOIYKTH 1O 4iI. 15, an. 3 ce mpeAnucBar mo peia Ha Ta3u
Hape0a OT BIM3AHETO U B CUJIA.

§ 19. Hapenbara Biu3a B cuina ot 16 okromBpu 2023 T.

IIpexoaHu 1 3aK/IIOYUTESHH pa3nopeadn
KbM HAPEJIBA 3A UBMEHEHHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009
I'. 3A YCJIOBUSTA U PEJIA 3A ITIPEAIIMCBAHE U OTIITYCKAHE HA
JEKAPCTBEHHU INPOAYKTH

(OBH. - IB, BP. 105 OT 2023 I"., B CHUJIA OT 19.12.2023 T".)

§ 7. Hapen6ara Biu3a B cuiia OT JieHsl Ha 00HapoABaHETo M B "J[bpxkaBeH BECTHUK'".
ITpunoxenne Ne 1 xbm ui. 4, an. 3

(M3wm. - IB, 6p. 81 ot 2013 r., mom. - /IB, 6p. 61 ot 2022 1.)

JlexapcTBeHU MPOIYKTH, KOUTO (DENAMIEPUTE U JIEKAPCKUTE ACUCTEHTH HAMAT MPaBO
na npennucsat (3ari. gor. - JIB, Op. 61 ot 2022 1.)

1. AHTHApUTMHUYHH JIEKAPCTBEHU MTPOTYKTH.

2. XOpMOHAJIHU JIEKAPCTBEHU NMPOIYKTH 0€3 MPOTUBO3aUYaThbUYHH U KOPTUKOCTEPOU TN
3a JIOKAJIHO MPUJIOKEHHE.

3. AHTHHEOIJIAaCTUYHU U UIMYHOMO/YJIMPAILN JEKAPCTBEHH TPOYKTH.

4. IIcuXOIUTHIIM U TICUXOAHAJIETITUIIH 32 JICYCHHE Ha XPOHUYHU 3a00JIsIBaHusI.

5. (m3m. - 1B, 6p. 81 ot 2013 r.) JIekapcTBeHU NPOJYKTH, ChABPKAIIN HAPKOTUUHU
BemiecTBa oT npmioxkeHust Ne 2 u 3 kpm wi. 3, T. 2 1 3 ot Hapenbara 3a pena 3a
KJacu(uIupaHe Ha pacTeHHUTA U BELleCTBAaTa KaTO HAPKOTUYHH.

6. JIekapcTBeHM POAYKTH, BKIIOUECHH B IpuiiokeHue Ne 5 kpMm ui. 11, an. 2.

[Tpunoxenne Ne 2 kbM 4. 6, ain. |

(Hom. - JIB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 1.)

Penentypna Gnanka
| 3a |3a
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CAHOKPATHO MHOT'OKpaTHO
MNpEaAICBaHeC IMPEAIINCBAHEC

MuHHCTEPCTBO Ha 3paBEONa3BaHETO

MeauIMHCKH CTISITHAIACT (MMe)

YIH/JITIK
(HaMMEeHOBaHUE Ha JIeUeOHOTO 3aBEJICHUE)
. (C.) eeereeeerieeeiee e aapec
MenuIUHCKHN CHELHUATIHCT ......evvenneenne.
(moarmuc)
(meuar)
3a

ot rp. (c.)

(OpemeHHa keHa, KbpMauKa, J1eTe - o J4epTaBa ce MPUI0KHUMOTO)

ITpunoxxenne Ne 3 xpMm 4. 6, an. 2
(Otm. - [IB, 6p. 81 o 2013 1.)
[Tpunoxenne Ne 4a xpMm 4. 9a, an. 2
(HoBo - IB, 6p. 15 01 2014 1.)

HeI/I3qepnaTeJleH CIIMCBHK Ha CIICMCHTUTC, KOUTO CC BKIIFOYBAT B PCUCIITUTE, KOUTO
e CC U3IBJIHABAT B ApyTra AbpiKaBa YJICHKa

Wnentudukariys Ha MalMeHTa:

damunHo(1) ume(Ha)

CobctBeno(nn) nme(Ha) (M3nucano(u) U3IsUIo, T.€. HE Ce pa3perraBaT HHUIIAAIH )
Jlata Ha paxxnaHe

Wnentudukaius Ha perenrara:

JlaTta Ha n3gaBaHe

WnenTudukaius Ha MEIUIIMHCKHS CIICIIMATIMCT, U31aJl PeLenTara;
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damunHo(1) uMe(Ha)

Cob6cTBeno(nn) ume(Ha) (u3nucano(u) U310, T.€. HE Ce pa3pellaBaT MHUIIMAIIN )

[Ipodecnonanna kBaaupuKaIus

JlanHu 3a mpsika Bpb3Ka (eIEKTPOHHA MoIla U HoMep Ha TenedoH uiu (akc, KaTo ce
MIOCOYH U KOJBT 32 MEXKAYHAPOIHO N30UpaHe)

CnyxeOeH aapec (BKIOYUTETHO HAUMEHOBAHUETO HAa ChOTBETHATA JAbpiKaBa
YJICHKA)

[Moxnuc (1mo0%KeH COOCTBEHOPBUHO WM HU(PPOB B 3aBUCUMOCT OT HAuMHA Ha
W3/1aBaHe Ha MPEANHUCAHUETO)

Wnentudukarus Ha NpeAnucanus NPOAyKT, KOTaTo TakaBa € HeoOxoauMma:

Mesx1yHapOIHO HEMIATEeHTHO HaMMEHOBaHHe UM papMakoneifHO HAMMEHOBAHHE Ha
JIEKQpCTBEHOTO UM BEIIECTBO

TBproBckOoTO HAMMEHOBAHUE HA JICKAPCTBEHUS MIPOIYKT B caydauTe 1o 4i. 9a, an. 4

JlexapcTBena opma (Tabseru, pa3TBOp U T.H.)

Konunuectso

KonuyecTBo Ha aKTHBHOTO BEIIECTBO 32 J030Ba €IMHHIIA

Jlo3upoBka.

[Ipunoxenue Ne 5 kpm 4. 11, an. 2

(A3m. - /IB, 6p. 81 ot 2013 1., oM. - JIB, Op. 85 o1 2023 1., B cuya ot 16.10.2023 1.)
[Tpunoxxenue Ne 5a kpm un. 21, an. 2 u un. 30a, an. 1 u 2

(Hogo - JIB, 6p. 95 ot 2014 1.)
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Hansmenopapne na acuchnoro| IEKAPCTBEH JIMCT |3‘-" |a'1:'=1:1
FnEEE OTJAEIEHME:
e 1 wuapact ma namwenra | Jlexapersen npogysr, HanMcHonasne, GopMi, CHIHITYpa Cymza
Crasn Nerno n3 1
Ko KAOUTHUSCT R
3
4
5
fy
7
]
]
10
11
Cronom BCHMYKD
Hauaamms- lexypam nekap Ohrnyenan, mar, daps. (nsc) [Npenan TMonyunn
OTACACHHC (Hnc) | | (Hmic) (Hnc)h
{nae)
FReRLLLC rodnc| VITH nodnue nednc itelililiin
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[Tpunoxxenue Ne 56 kM ui. 30a, ain. 5

(Hogo - JIB, 6p. 95 ot 2018 1.)

10 IPOTOKO Ne

TEPAIIEBTUYEH ®UIII

[TanuenTt: Mme [Tpesume @amunus

Jara N3 Neo/Allp Bw3pacr:
Ha No:
paxaaH
e:
PscT Terno: Ten. noBbpxHOCT (M?):
(cm):
Kpearn Otnenenue, Jara - Hadasio Ha
HUH: UMe U KOJI: TepanusTa:
Huxba Xumuorepan
Noe: €BTHUYHA
cxema:
Harta - |[N{ Yac na |AT| JlekapctBen [Jlekapct| IIprna |Cranga|UnauBunyanu | Penyk | Kopurupana | Hocu | Konreitn | OGe | Bpeme
Hen/nu| | mpunox |C OPOIYKT - BEHa |TMpuiaraHe | pTHa a 103a 1M HA | UHOUBUYyalHa | Tel ep3a |MHa /
" cHHe TBProBcko | (opma noza | (mg/mcg/IU/ |no3ara 71032 MAIMEeHT | TOTO
uMme (iv, sc, po, MIU/MU) B % | (mg/mcg/IU/ a (baHka | BUs | CKOpO
HHTpPaKaBU MIU/MU) CTBKJIO, |pa3TB| CT 3a
TapHO, O6anka | op |mpuia
WHTpPABE3U PVC, [ (ml) | rame
KaJTHO U uHOY3. (hl
T.H.) cak, ml/h)
CIIPHUHIIO
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BKa,
€1acToM
epHa
roMrma u
ap.)
Jama: |1
2
Jlen No
Jlama: |1
2
Jlen No
Jlama: |1
2
Jlen No
Jlama: |1
2
Jlen No
Jama: |1
2
Jlen No
Jama: |1
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Ilen No

JIeKyBalT JICKAP: ...ccovveeevnennns (monmuc) HazHAYEHO HA: ......cccvveeeeveeennnnnn, (nara)
Nwme [Ipesume @amunus
[TpurotBwir: mar.-papm./mom.-papm. Ume [Ipesume Gamunus ..................... (moamuc)

[Tposepun: mar.-papm. Mime [1pe3rve QaMUITHS .......cceeveeeeerieneieienienieeeeene (moamuc)
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[Ipunoxenue Ne 6 kbMm 4. 24, an. 1
(H3zm. - JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1.)

PELLENTYPHA BJIAHKA - H30K - _
peuenta N2 2N UL|U W3MBAHWNA amm_Nn JUJU L|L P30K Nn HR

TleKap/meKaP 10 SENEEEEE HH

[T et PERLCITIEMILIMOHEH HOMED K Aeebuoimo 30 8s0on

e BEERRRRNANR

UME DAL FHH g necopTTH Rg naapd 0 Bewmian-a seiuuisg
NEEEEEEE T v s
MECEL tuna WF il DELETUTINEMG KRS LeHd am pauwena | om PR0R

o vasepomesn | po mks| | | [ ]
00000 {""""""""' :

AEHERILAAND BTMEC IR
da He

Kod Ha FSEGNCTTEeH

e Rp. mks| | | [ ] ]
00000 T "

SEMOEILAHID SETOC ITIBCTAE

[ Jaa [ e ,
e | g wel [ 1011 | ]

NEadyrm

EENEN

PEHEDLAIHD FTMECITIRIHE

I:lﬂ:l I:lnc
aweynamopennuemie | | [ | [ | peera| | [ | | |

Jlekap/nekap no
ﬂEHTaﬂHaMEﬂHI.[HHE R —— T T e Bouumo :

l"'llJG'r'uC .I'\.I|'€Hl'i€|1"'|“'

MAUMBHT: . |_||_|

L

OO OO0 OO 0000000
UGeHMUBILK DU LIOHEH HOMED Hel MaL UEHmG Ko o dbgaied EIH fTHY ba noyuwenma
. [ fipesenra
appEC Tepaddcens  ymuwa  womep  Geox | axod | cmdw dn L1 Koty
IEEEEEREEEEEEEN ﬂﬂ jENIEREEREREREEN
UASHMUMBLKTLIOHER HOED H MOUTPadmena ) .. lfnd-u.ima-..- FIH £IHY Ha mompugmena
oTnycHan: |_|J|_|| " HEERE " newatna 1) S
BO-apaLe W

anTekata | nodnue

]
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[Tpunoxxenne Ne 7 kbM ui. 24, ain. 1

(Uzm. - 1B, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1.)
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[Tpunoxxenne Ne 8 xbM ui. 24, ain. 1
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(U3zm. - JIB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1., uzm. - IIB, 6p. 68 ot 2019 1.,
B cruta ot 01.01.2020 1.)
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MN3TOYHMK

NALIMEHT

P30KMe.  agpasexpailck  EMH (NTHY) Ha naywexTa PEr. HOMER Ha Net

WoeHTuhukaumMosed HoMep ¥YHH Ha nexaps-
Oew  Om4 garasapasgane| | || | I[ [ ] ] |
[dccH ] rpawmanu Ha EC (wm no ARycTpaHHN cnomnfi) Y00 Ha TRpRaES

......................................................................................................................................... KO, CReUWanHooT (e W
HME, TPSIMME ¥ G3MHITHA 110 T3 KERTa

.ﬂt,E!p-EGZ Fp.{l.'::l S 1.1 e NE [HAMMEHOBIHNE &
BB et e B B TR i | e

1A
]

[Jic
MPOTOKON 3A NPEANMUCBAHE HA NEKAPCTBA, 3AMMALLAHW OT H30K/P3C

TpEANOMEHHE HA EKCMEPTHA KOMMCHA WA CHELWANKCT NO NPohbMNa Ha 3a00NABAHETO

fata Ha 3a
Ne. uinaBaHe | | | | ] CpoK:

Me. amGynaTopeH NUCT: Mo, pelleHHe Ha CNeuManMIMpala KOMHCKHA:

KNUHWYHA OAWATHO3A

YTOUHEHA TEPAIMMA (ena, cxeMa W CPOK H3 NeyeHWe)
Kog H30K

OHEBHATCEIMEIHA J03R] oo oo e e em 2 e m 2 e em e e ee e e e e e e onee e s ameeemem e e e en e e e s n e emmm e em e e emem em e

MECEYHa 00337 .. e 3l CPOKOT AHM .

Kog H3IOK

LTt e = L R e T S

MeCeYyHa no3a” ..ol COOKOT. OHM. e

Kog H30K

T = = | R T e

MeCedHa Oo3al i 3R CPOR DT OHM e

NMPEANOKEHKME 3A CPOKOBE A KOHTPONMHW NP EMMEN i

MpegceqarTen Ha SKCMeDTHA BOMBCHAD Lo oo Nexyeaw, nexap:
LMOOnec W MEYaET Ha neyefHoTo 3apS0eHWE )

PELUEHMWE HA KOMWCHWA 3A EKCMNEPTU3A KBM LY HA H3OK/IPSOK  Ne. para: I:

KomMucuA Mo, sacefaHe Me, 38 CPOKS |

YTOUYHEHA TEPAMMA (ena, cxeMa W CPOK HA NMedYeHne)

Kog H3IOK

(TERrOBCKD HAMMEHOSAHWE HA NPOOYETA; NEKAPCTEEHS (DOPMa, KOMWYECTBO HA NEKAPCTEEHD

BT = L LT s = SRS

MeCeYHa 0033, . iiiiiiiiiiiiiiiiiiciicoceeeoooood COOKOT OHM. i e

wkooHzok | | | | | |
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MECEYHE J033. .oiiiiecieicieecei e vemmvsescee 38 BPOK 0T e JHML i s
Kog H30K

(ThHproBCKD HEMMEHOBAHWE HA NPOOYETa; NEKAPCTESHA hOpMa, EONWYECTEO HA NeKapCTBEHD
ey e T Y 1 L T e e

MeCeuyHa mo3d. .o 3B CPOK 0T OHM. e

OG0 KONWYECTEO 33 CPOKA HA OSACTEME HA MDOTOROIIR oo oo oo m e eenmrns

Monbnea ce ot P30OK

BanugeH BanugeH |
o | | L[ sabpoiiamn | A | |

NPEONOWEHWE 3A CPOKOBE 3A KOHTPONMHW NMPEMMEDW

3ab_: Komwcwa N, - HOMEPLT ChENana ¢ HoMepa Ha P30K; aa LY Ha H30K How

LI 1 1 T T

Mpegcegaten Ha KOMMCHAD e YneHose: 1......
(mognnc u newat sa HIOKP3O0K)
BrHLIEH eHCNEpT: 2o
{thamunmA u nogmus)
Jaeepxa ot P30OK npy nonydeHo peweHne oT HIOK: K T

[Mpeacenaten Ha KOMMCKA B P3OK e 4. ...
[nognuc u newat xa PI0K)

ATER A e, BT WEL B P30

oTAYCHATO: kogH30K | | | | | |

ornvcHaTO: wogHzok | | | | | |

oTAYCHATO: koaH3OK | | | | | | e

{E00, ThPMOSCKD HAMMEHDEIHWME HA NPOSYKT3; NEKAPCTEEHA ':bCFM«.':. EONWYECTED H3 NEKAPCTESHOTD ESWLECTEO EF-DE B &0H3 ON3AKDEKE |

ATER A e, BT WEL B P30

otnycHATO: oaH3ok | [ [ [ ]

OTMYCHATO: kog H30K | | | | | | e

oTnYCHATO: konH30K | | | | | |

{600, ThProSCcKD HEMMEHDEIHME H3 NPOOYKTA, NEKAPCTEEHA '136[3?-'&. EOMWYECTED H3 NEKAPCTEEHOTO BEIUECTEO E'F{Iﬁ B £0H3 ONAKDEKE )

ATEKA e PET.NEL B P30

OTAYCHATO: kogH3ok | | | | | | o

OTMYCHATO: kog H30K | | | | | |_"m_m_m_m"m"”m“m”m”m”m_m”m”m”m"m_m

OTMYCHATO: kog H30K | | | | | | ....................................................................................

{600, ThPrOSCcKD HEMMEHDEIHWME HA NPOOYKTA. NEKAPCTEEHA '130[3!-'&. EONMWYECTEO H3 NEKAPCTEEHOTD BEILECTEO E'F{Iﬁ B £0H3 ONAKDEKS )

ATERA . P WEL B P30K

OTIMYCHATO: kog H30K | | | | | | e

OTAYCHATO: kogH30K | | | | | |
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AITEKA o s s eereeeneeee PET. N2 8 P30OK

OTMNYCHATO: kog HI0K | | | | | | e

OTMYCHATO: kog H20K | | | | | | S

otnvcHaTO: kogH30K | | | | | |

(KOO, TEETOBCED HAMMESHOBAHWE H3 NDOOYETS: NesapeTeesa hOPMA, KOMWUECTED HA NEKapCTESHOTO BeuecT=s, Spod B enxs onssoexa)

ANTEKA . e, pET N2 B P30OK

otnycHATO: kogH30k | | | | | | o
OTNYCHATO: ko H30K

OTMNYCHATO: kog HIOK | | | | | | e

(KOO THETOBCKD HAMMESHOBAHWE HA NDOOYETS; NexapeTeesa hOpPMA, KOMWUECTED HA NEKapCTESHOTO BeuecT=s, Spod B enxs onssoexa)

ANTER A . pET. N2 B P30K

OTNYCHATO: kogH3OK | | | | | |

OTNYCHATO: kogH3OK | | | | [ ] o

OTNYCHATO: kogH3OK | | | | [ | o

(K04, THEITOBCED HAMMEHOEAHNE HA NDOOYETS; NesapeTaesa hopMA, KOMWUECTE0 HA NEKADCTESHOTO BelsecTEo, Spol B eass onaxossa)

ANTER A . pET. N2 B P30K

OTNYCHATO: kogH3OK | | | | | |

OTNYCHATO: kogH3OK | | | | | |

OTNYCHATO: kogH30K | | | | | | o

(KO TEETOBCKS HAMMESHOEIHWE HA NPOOYETE; NesapoTeesa opMa. KONWUECTES HA NeKApCTESHOTS BewecTae, Bpol B ensa onavoass)

ANMTER A e, T N2 B P30K

OTNYCHATO: kogH3OK | | | | | | o

OTNYCHATO: koa H30K | | [ | | | o

OTNYCHATO: kogH3OK | | | | | |

(KO TEETOBCKD HAMMESHOEIHWE HA NPOOYETS; NesapoTeesa opMa. KONWUSCTES HA NeKapSTESHOTS BewecT=e, Bpol B enxa onavosss)

ANTER A e, pET. N2 B P30K

OTNYCHATO: ko H3OK | | | | | ] o

OTNYCHATO: ko H3OK | | | | | ] o

OTNYCHATO: ko H3OK | | | | | ] o

(KO, TEETOBCKS HAMMESHOEIHWE HA NDOOYETS; NesapoTaesa opMa. KONWUECTE0 HA NEKapCTESHOTS BewecTas, Gpoi B egsa onaxossa)

ANTER A e, pET. N2 B P30K

OTNYCHATO: kogH3OK | | | | | | o

OTNYCHATO: koaH3OK | | | | | | o

OTnYCHATO: vogH3oK | | | | | |

(KOO, TERErOBCKD HAMMEHOBAHWE HA NDOOYETE; NesapcTeesa OPMA, HOMWUECTED HA NEKADCTEESHOTE BewecT=0, Tpod B BIMa onasoesa)




ANMTER A e, T N2 B P30K

OTNYCHATO: kogH3OK | | | | | ] o

OTNYCHATO: ko H3OK | | | | | ] o

OTNYCHATO: kogH3OK | | | | | | o

(KO, TEETOBCKS HAMMESHOEIHWE HA NPOOYETS; NesapoTaesa dopMa. KOMWUECTE0 HA NeKapCTESHOTS BewecTas, Gpoi B egsa onaxossa)

[Tpunoxxenne Ne 8a xkbpm ui. 30a, an. 1

(HoBo - 1B, 6p. 81 oT 2013 r., m3m. - IB, 6p. 68 ot 2014 r., B cma ot 15.08.2014 .,
otMm. - JIB, Op. 95 ot 2014 1.)

[Tpunoxxenue Ne 86 kM wit. 30r, an. 3 u 5
(Hogo - JIB, 6p. 81 ot 2013 1., u3m. - /IB, 6p. 68 ot 2014 r., B cruta ot 15.08.2014 .,

npeautHo [Ipunoxxenne Ne 86 kbMm wi. 30r, an. 3, usMm. - JIB, 6p. 95 ot 2018 r., u3m. - /IB,
op. 37 or 2021 1.)
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NEYEEHO IABENNEHWE

........................................................................................................................................................... . MpESHpEI  pEMICTRALMDHEH
WME HA NewsbHOTO 338ENEHHE

NPOTOKON OT KNUHUYHA OHKONOIrMYHA KOMUCUA MO XUN
N. wovoveeeeeceeeremeee JB@TA [T T T T T

Ha oHkonormynata komucus no XMMUOTEPANWA KbM neyebHoTo JaBefleHne Ce paarnej:
MeOWUMHCKA OOKYyMeHTaUWA
¥ PELLEHMWE HA OBWA KNMHWYHA OHKONOTMYHA KOMMCHA Ne. .. lpata:[ [ ]

B nevyebHo SABE A CHNE i

IAPAEEH PEHIDH  DEMCT

NALMEHT |_| Cem [Imd [ ocH [ raxassms

PIOKMe.  IOPISSH Paiios EH [HY} 42 naupedTa rian

[aTa K3 pasIaHe D:

AOEHTIEAALTHER HOMER KA NIUPSHTS ¥30 K Jemasd

MME, TIPEIHME: W DaMMUNHA

I B B, oot ee oo e e e oo e et ee e e eee et o e st et e e e et et en et oo s et ee et eee et e em ot et oot eee st e et eeeemes e e
aTa Ha guardoza: | | i| P T T T

PAZWIMPEHA DHATHOIAD .. ooooooeeceeceee e e esaeseseem sesssemssse s ees s e s e s s aemm st e ee st o e e sen s e em s e et e e s e s s e sem s e
Cragwin: TNM: ECOG:

Ordoo4
AMoTONOrH4eH = OSSO

MpegUKTHEHN, MMYHOXHCTOXMMISHN M FeHETHYHI MaPKEpH (No HoMeHKkNaTypa):

Na Wme maprep

MN3TOYHUK: MpaBHO-MHPOPMAUUOHHK cucTemu "Crnena”



Poet (M) v Terno (Kr) .o TenecHa NOBBPXHOCT (KB. M) .ceevee. Ueneea croiHoct AUC: ...
MIpROPYRABAMN 3ABOMABAHIIR: .. o oot e e e e e een e
PELWEHWE:
Lle ce npoEene NEKAPCTEEHD MIEHMEHNE MO GEBMAL Lo i e eeeeeetscesee e s aae e eet s eea e et
Tvn Tepanus:
[ HeamoBaHTHA O apgweaxTtHa [ neyetna

Neyebra Tepanua (nanuaTHexa):

[Jntpea nuHWA

] eTopa nuHMA

[JTpeta nu4ua

[JueTenpTa Nue

[ xMmuoTepanda
ATC MewnyHapooHo NeHioHw [TeTHa CTaHnapTHa WMHomeuoyanHa nosa [osa 33 um
HEMATEHTHO NpHnaraHe nosal {mg/meg TU/MIUMLU) (mz/megTUM
saumeroaarme /NN {iv, sc, po, uenesa
WHTpaKaBMTaEHD, CTOHHOCT
HHTREES3HEGNHD ,|!.'|_| C
MTH)
[ xopmonoTepanys
ATC Mexnynaponro Nenfnxm CranpaptHa nosa WHoweroyanka goaa Hoza 33 wy
HEMATEHTHO {mg/meg TUMIUMU) (mg/meg/ TUM
HammetosaHue (INN/
[ rapretsa
ATC Mexgynapogro DNenfonm CranpgaptHa gosa WHowaroyanka goaa Hoza 33 wy
HEMATEHTHO , (mg/mcg TUMTURIL (mz/meg UM
HammerosaHmue (NN = F =T
[ vMyHOTEpaNKA
ATG Mexaynapogo Nerinmm CTaHpapTHa posa WMuovexoyansa gosa Mosa 33 uy
REMATeHTHD (g /me g/ TUMIUMLU) (mg/meg TUM
Hammaroaarue (NN = =T
Epoil unknK (nosTopeHKA): |:| Oueska cneg uvksen Ne .......

Wurepean: Bpoin guu: |:|

CeneToTES Wa Tepanna:

] ocTeoMogynaTopd

ATC

MewayHapogHo HenaTeHTHO HaumenoeaHue NN/

[oza (egHokpatHa)

] KONOHHOC THMYNMPALLM DaKTopK

M3TOYHMK

ATC

MewoyHapogHo HenateHTHD HaumenoeaHue NN/

[o3a (epxokpatia)

] kopTHKOCTEDOMOM




] nporpecuA Ha GonecTTa

[ peuname
|:| HENOHOCHMMOCT KbM NpUNAaraHoTo NnevyeHwe

[ npomana O npoasnsasans

ﬂFGTDh'Dﬂ'hT 2 Eanngen go 180 AHH, CHMTAHO OT HaYanoTo Ha NeYeHHeTo No CXeMaTd.

OJHKONOrMYHA KOMHCHA No XHMHOTERANKA.
CMELHANHOCT YWH Ha nekap HMMeEHa Ha Nexap, mogr

Mpegceparen- | | | L PV VPOV V0

Ynenose:

MNauneHTeT (pPOgMTENAT/HACTORHKWNLT) CE NOANMCES NP NONY4YEEAHE HA NPOTOXONG
NaumMeHT (poaMTE N HACTOMHEEY. .o e
(mognue)

[Tpunoxxenne Ne 88 kbM uit. 30r, ann. 4 u 5

(Hoso - 1B, 6p. 95 ot 2014 r., npeaumno [Ipunoxenue Ne 88 kbm wi. 30r, an. 3,
u3Mm. - JIB, 6p. 95 ot 2018 ., u3m. - /1B, 6p. 37 oT 2021 1.)
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NEYEEHO 3ABENEHKME

HME K NevelHoTD JaBeatMe

aOpaESH PAlH  DEMICTRGUNOHEH H

NMPOTOKON 3A NEKAPCTEBEHO NEYEHUWE NO XEMATON

Kum Pewenne Ne. ... fmata:| L Il | | 1 | | |+aKnunuuna komnc

Komucus, HasHaueHa cbe 3anoseq Ne. onpefens crnefHoTo NekapcTBeHo neyeHne Ha bas

Mpu NaLWeHTa:

NALKEHT

P30M Ma.  ampasedpailon  ETH (MHY) Ha magnesTa Nen W

e [ [ ccH [ mawmane

[ATa Ha pawnate D:

MEEHTHIHEILHDHNSH HOMED Ha NEHEHTa

K0S HI3 SEpEEa

HME, MPEIME W DaMUAR

PeeT(cM) e Terno (Kr) ..o . TenecHa NOEBPXHOCT (KB, M) v recenncrneens

DI AT O A, e e e et

MpegurkTMESH Mapkep (KBAETO & NPUNoANME), (N0 HoMeHKnaTypa):

N | Hme maprep

MN3TOYHUK: MpaBHO-MHPOPMAUUOHHK cucTemu "Crnena”



Mpu neveHKe 33 XMMUOTERANUMATPHLENHA TEPANUA MMYHOTEDANMA/PACTEHHN thaKTO P/ CHMATOMATHHHO NeYeHne:

NitkuA Ka Tepanra: [] mepaa nMHKA []eTopa nuHWA [] TpeTa nuHMA [] 4eTELpTa NUHKA [Inet

CBMA (HAMMEMOBIAMNE). e ee e ee e e e m e e n e e e en e

Tumn ATC MewayHapoaHo HENATEHTHD New/nqm CTannapTHa Muowenoyanka oosa Noaa =

TEpanua HaumeHoeaHKue /INMN/ no3a (mefmeg TUMIUMU) {mg/me

Bpoi unknm (noeTopeHns): |:| OusHka cneg uiksn Ng .......

nPO'I'OIm.I'I'bT & EanKngeH go 180 OHH, CHHTAHO OT HAYANOTO Ha NevYeHHETO No CXemaTa.

KomMucHA B cbeTaB:
CTBYHANHOCT YWH Ha nexap MmMesa Ha nexap, mogne

Mpeeenaeen- | | | W VP VOV VOOV

Unenose: I

MaureHTET (POQHTENAT/HACTOAHMKLT) C& NOGMHCES NPW NOMYYSBSHE HA NPOTOKONE
TTAUMEHT (POAMTEMHBCTOMHMED ..o oo

{nognme)

[Tpunoxxenue Ne 8r kM wi. 301, an. 1

(Hogo - JIB, 6p. 81 ot 2013 1., u3m. - [IB, 6p. 68 ot 2014 r., B cruta ot 15.08.2014 .,
npeuiHo [punoxenne Ne 88 kbM ui. 30z, an. 1 - JIB, Op. 95 ot 2014 1.)

Penentypna 6manka No .....................
3a JIEKapCTBEHM NPOAYKTH, 3aruiamanu oT H30K

HaumenoBanwue Ha eueOHOTO 3aBesieHue - Per. No
Jlexap (ume)
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3a0055BaHE TPYIIA NO ...ooviiiiiiiiiiiiieeiiceeiee e o pwit. Ne 1
[TpoToKOT N ...ooveiieene Hara:

Jlekap:
(moamuc u nevar)

[TanuenT:
EI'H:

Hom. agpec:

I'p. (c.)

MN3TOYHUK: MpaBHO-MHPOPMAUUOHHK cucTemu "Crnena”



OrnycHain: [Tomyun:
Mar. papm. YUH:
DUodogogod

(moamnuc u neyar) [Hara:

MN3TOYHUK: MpaBHO-MHPOPMAUUOHHK cucTemu "Crnena”



[Tpunoxenue Ne 81 kbm 4. 50, an. 4

(Hogo - JIB, 6p. 95 ot 2018 1.)

}KypHan 3a pas3sTBaApAHC HaA JICKapCTBCHU MMPOAYKTHU 3a JICHCHHEC Ha OHKOJIOTMYHHI/OHKOXEMATO

JIIT - Jara Ha Yac Ha |JlexkapcrBen|KonnuectBo| MuauBuayanHa no3a bpoii OcraTbK Cpox Ha |Hocuten|Hocuren|[Tanuens
HOPE/ICH|IPUTOTBSIHE|TPUTOTBsIHE| TPOAYKT | akTuBHO B- |[(Mg/mcg/IU/MIU/MU)| otBopern [(mg/mcg/IU/MIU/MU)|roaroct | (ume) (ml) | (ETH)
Ne (ume) BO BbB (1akoHU 3a Ha
Gakon [PUTOTBSIHE ocTaThka
Ha J103aTa

1

O6110 32

Jara .......
2

O610 3a

Jara .......
3

MN3TOYHMK: MpaBHO-MHPOPMALMOHHU cucTemm "Crnena"



}KypHan 3a pas3sTBaApAHC HaA JICKaPCTBCHU MMPOAYKTHU 3a JICHCHHE Ha OHKOJIOTMYHH/OHKOXEMATO

JIIT - Jlata Ha Yac na |JlexapctBeH|KomnuectBo| MuauBuayanHa nosa bpon OcTtarbk Cpoxk Ha |Hocuren|Hocuren|Ilanuens
HOPEICH | IPUTOTBSAHE |IPUTOTBAHE| TpoayKT | aktuBHO B- |(Mg/mcg/IU/MIU/MU)| otBopenn |(mg/mcg/IU/MIU/MU)|roaroct | (ume) (ml) | (ETH)
No (ume) BO BbB (hnakonu 3a Ha
dakon [PUTOTBSIHE ocTaThka
Ha J|03aTa
O61wo 3a
Jara .......

MN3TOYHMK: MpaBHO-MHPOPMALMOHHU cucTemm "Crnena"



[Tpunoxenue Ne 8e kbm wit. 50, ain. 5

(Hogo - JIB, 6p. 95 ot 2018 1.)

Omnnc Ha HEU3NOI3BACMUTE OCTaThUU OT JICKAPCTBCHU IMPOAYKTH 3a JICUHCHUC HA OHKOJIOTMYHI/OHKOXEMATOIOTUUHU

3a00JI1BaHUS
No| JTara | JlekapctBen | ATC | JlekapctBen | Kosi-Bo | Jlek. | ITaptumen Neo Hewusnonzeaem [lena na usn | CtoitHOCT
OPOJYKT OpOAyKT | aKkT. B- |(hopma Ha OCTaTBK 3a JICHS ¢akon/am. Ha
(TBpr. HME) (INN) BO npousBoautens | (mg/meg/IlU/MIU/MU) (11B.) ocTaTbhKa
(y1B.)
1.
2.
3.

MN3TOYHMK: MpaBHO-MHPOPMALMOHHU cucTemm "Crnena"




[Tpunoxenue Ne 9 kbm wit. 53, ain. 1

(U3m. - JIB, 6p. 81 ot 2013 ., oM. - IB, Op. 51 o1 2023 1., B cuna ot 13.06.2023 1.)
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[Tpunoxenue Ne 10 xbm ui. 54

(U3m. - JIB, 6p. 81 ot 2013 ., oM. - IB, Op. 51 o1 2023 1., B cuna ot 13.06.2023 1.)

MN3TOYHMK: MpaBHO-MHPOPMALMOHHU cucTemm "Crnena"



[Tpunoxenue Ne 11 xbMm ui. 56

(Otm. - 1B, 6p. 94 oT 2011 1.)

MN3TOYHMK: MpaBHO-MHPOPMALMOHHU cucTemm "Crnena"
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