HAPEJIBA Ne 4 OT 4 MAPT 2009 I'. 3A YCJIOBUSATA U PEJIA 3A
HPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU IPOAYKTH

H30adena om munucmvpa Ha 30paseona3ganemo

O6mn. J[B. 6p.21 om 20 mapm 20092., usm. /{B. 6p.91 om 17 noemspu 2009e., usm. /{B. 6p.94 om
29 noemspu 2011e2., uzm. /[B. 6p.2 om 6 auyapu 2012e., usm. u oon. /[B. 6p.81 om 17 cenmemspu 2013e.,
usm. J[B. op.104 om 3 oexemspu 20132., usm. u oon. /IB. 6p.15 om 21 ¢pespyapu 2014e., usm. u don. /[B.
op.68 om 15 aseycm 2014e., uszm. u oon. /IB. 6p.95 om 18 noemepu 2014e., usm. /[B. 6p.91 om 18 noemspu
2016e., usm. u oon. /IB. 6p.95 om 16 noemspu 2018e., usm. u don. /[B. 6p.68 om 27 aseycm 20192., oon. /IB.
op.90 om 15 noemepu 2019e., usm. /[B. 6p.91 om 23 okmomepu 2020e., oon. /[B. 6p.107 om 18 oexemspu
2020e., usm. /[B. 6p.37 om 7 mait 20212., oon. /[B. 6p.47 om 4 wonu 20212., usm. /B. 6p.94 om 12 noemepu
2021e., usm. u oon. /[B. 6p.53 om 8 woau 20222., don. /IB. 6p.61 om 2 agcycm 20222., usm. /[B. 6p.85 om 25
okmomepu 20222., uzm. u oon. /[B. op.51 om 13 wnu 20232., usm. u oon. /[B. 6p.85 om 10 oxmomepu
20232., usm. u oon. /IB. 6p.105 om 19 oexemspu 2023e.

I'naBa nbpBa.
OBbIIA ITOJIOKEHUSA

Y. 1. C ta3u HapenOa ce onpeessiT:

1. (mom. - JIB, 6p. 85 ot 2023 1., B cuna ot 16.10.2023 r.) MEIUIIMHCKUTE CTICIIUATHCTH, KOUTO
Morar Ja u3JaBaT pelenTH, peAbT 3a MPEANHUCBAHE Ha JIEKAPCTBEHU MPOJYKTH, CPOKBT 3a U3IIBIHEHUETO,
CIIy4auTe U PeIbT, IPU KOUTO MATUCTHP-(PapMalleBT U3ITBIHIBA WU MOXKE J1a OTKaXKe J]a U3IIBJIHU JIEKAPCKO
MpeAnucaHue;

2. yCcnoBUSTa U PEOBT, MO KOUTO OBITapCKU TPaXKIaHU U UYXKAU TPaXJaHU, MOCTOSIHHO U
BPEMEHHO TpeOMBaBally B CTpaHaTa W MBTyBallM W3BBHH PemyOnuka beiarapus, Morar ga HOCAT WU Ja
M3HACAT JICKApPCTBEHU NPOAYKTHU, IPEeTHA3HAYCHHU 32 JICUCHUETO UM;

3. KOJIMYecTBaTa JIEKAPCTBEHH MPOAYKTH, MPEIHA3HAUEHU CaMO 3a JICYEHUETO Ha TPAH3UTHO
MPEMUHABAIIA W BPEMEHHO NpeOWBaBalld Ha TEPUTOpHsITA HA CTpaHaTa JHIA, KOUTO T€ MOTaT Jaa
MIPUTEKABAT;

4. (moBa - JIB, Op. 15 ot 2014 r.) ycioBusita U peabT 3a NMPU3HABAHETO W M3IIBIHEHUETO HA
pelenTu, u3JaieHy B ApyTa IbprKaBa UJIeHKa;

5. (m3m. - [IB, 6p. 81 ot 2013 1., mpenummna 1. 4 - /1B, Op. 15 ot 2014 r.) peast 3a npeAnucBaHe
Ha JICKapCTBEHU MPOAYKTH, ChIbPKaIIM HAPKOTUYHH BellecTBa OT MpuiokeHuss Ne 2 u 3 kpM ui. 3, 7. 2 1 3
ot Hapenbara 3a pena 3a xmacuduivpaHe Ha pacTEHUSATa U BEIIeCTBaTa KaTO HAPKOTUYHH, MPHETa C
[TocranoBnenue Ne 293 na Munucrepckus cbser ot 2011 r. (B, 6p. 87 oT 2011 r.);

6. (mpeaumHa T. 5, u3m. - 1B, 6p. 15 ot 2014 r., otm. - JIB, 6p. 51 ot 2023 r., B cuna ot
13.06.2023 1.)

7. (noBa - [IB, Op. 68 ot 2019 1., B cmma ot 27.08.2019 r.) ycrnoBusTa, peaAbT U IPUHITUIIUTE, IO
KOHUTO C€ MPEANMKUCBAT JIEKAPCTBEHH MPOAYKTH ChOOPA3HO TSIXHATA pa3XoaHa e(heKTHBHOCT MO CMHUCHIA Ha §
1, T. 28 OT NOBIHUTEIIHUTE pa3nopeaor Ha 3aKoHa 3a 31paBHOTO ocurypssaHe (330).

Ui 2. PexxuMbT Ha NpeANUCBaHE HA JIEKAPCTBEHHUTE MPOIYKTH € OTNPEICTICH B pa3pelIeHUETO 3a
ynorpe0a Ha JIeKapCTBEHUS MPOAYKT.
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Un. 3. Pa3pemenure 3a ynorpeda M perucTpupanuTe JEKapCTBEHU MPOAYKTH Ha TEPUTOPHUSATA HA
Peny6nuka brarapus ce 00aBsiBaT Ha MHTEPHET CTpaHulaTa Ha V3mbaIHUTETHATa areHIMs 110 JIeKapCcTBaTa.

I'naBa BTOpA.
ME/JUIUHCKHU CHIEHUAINCTU, KOUTO MOT'AT JA U3JABAT PELEIITHU

Yn. 4. (1) [IpaBo aa mpeanucear paspenieHu 3a yrnoTpeda B CTpaHaTa JEKapCTBEHH MPOIYKTH U
Ja W3JaBaT pEIeNnTH HMaT JieKapu/JieKapyu M0 JCHTaTHAa MEAWIIMHA, YIPKHSBAIIM MEIUIIMHCKATA
npodecus.

(2) (U3m. - 1B, 6p. 81 ot 2013 1., oT™. - [IB, Op. 85 oT 2023 1., B cuna ot 16.10.2023 1.)

(3) (Hdom. - B, Op. 61 ot 2022 r.) ®enpmepure U JCKAPCKUTE ACHCTEHTH WUMAT TPaBO Ja
NPEIINKUCBAT pa3pelieHn 3a yrnorpeba B CTpaHaTa JIGKAPCTBEHU TNPOIYKTH W Ja H3JaBaT PELENTH, C
M3KJIFOYCHUE Ha TE3W OT MpriioskeHrue Ne 1, caMo mpu CKITFOYEH JIOTOBOP ¢ JIedeOHO 3aBe/ieHUe 110 il. 2, all.
1, T. 1 ot 3akoHa 3a JIeUeOHUTE 3aBEICHU.

(4) (HoBa - /1B, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) Berepunapuute jekapu MoraT Ja
MPEITMCBAT pa3pelicHH 3a ymoTrpeda B CTpaHATa JICKApCTBEHW MPOAYKTH 3a XyMaHHa ymnoTrpeba W 1a
W3/IaBaT JICKTPOHHU MpPEINucaHus eAMHCTBEHO MPH MpUJaraHeTo Ha JIedeHHe 1Mo peAa Ha ui. 322, an. 1, 1.
2u4wnun 323, an. 1, 1. 2 u 4 ot 3akoHa 3a BeTepuHapHOMeIUIMHCKaTa nerHocT (3BM/I), ¢ uzkimouenue
Ha JICKapCTBEHH MPOAYKTH, ChAbPKAIIA HAPKOTHYHH BEIICCTBA.

Un. 5. (U3m. - 1B, 6p. 94 ot 2011 r.) (1) B pernonannara 3apasaa uncnekuusi (P3N) ce Boau
PErUCTBp Ha JICKapUTEe U JIEKapuTe MO JIEHTaJHAa MEAMLUHA, KOMTO IMPEIIHCBAT JIEKAPCTBEHU NPOJYKTH,
ChIbPIKALIN HAPKOTUYHU BEILECTBA.

(2) B peructppa no an. 1 ce BOUCBaT JaHHUTE HA JIeKaps/JaeKapsl MO JEHTaJIHAa MEIUIUHA IO
JOKyMEHTa 3a CAMOJIMYHOCT, JINUEH KOJ ¥ KOJ] Ha JIe4eOHOTO 3aBe/ICHHE.

I'naBa Tpera.
INPEAIIMCBAHE HA JIEKAPCTBEHU ITPOAYKTHU

Paznen 1.
Pen 3a npeanucBaHe HA JIEKAPCTBEHH NPOAYKTH

Un. 6. (1) IlpenmucBaneTo HA JIEKAPCTBEHU MPOAYKTH CE€ M3BBHPIIBA HA pEENTypHa ONaHKa ¢
OsUT LBAT CHIIIACHO MpuUiIokeHne Ne 2.

(2) (Ot™m. - 1B, 6p. 81 o1 2013 1.)

(3) Bepxy peuenrtypHaTta 0JlaHKa 3aIBJDKUTEIIHO C€ OTOEIA3BA PEKUMBT Ha OTIYyCKaHE - 3a
€IHOKPATHO WJIM MHOTOKPATHO OTIyCKaHe, KaTo MPU MHOTOKPATHOTO OTITyCKaHE C€ YTOYHSABA U KOJKO MbTH
1€ c€ U3ITBJIHSBA pelenTara.

(4) (U3m. - JIB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) Penenture ¢ pexum 3a eTHOKPATHO
OTITyCKaHe MMaT BamuAHOCT 30 JTHU OT JaTaTta Ha U3JABAHETO UM, a PEHENTHTE C PEKUM 32 MHOTOKPATHO
OTITyCKaHE MMaT BaJHMIHOCT 0 6 Mecela OT JaTaTa Ha U3JaBaHETO MM U ChIbpXKAT O3HaYeHHE Ha Opos Ha
OTITyCKaHUSTA.

Y. 7. (1) PenentypHata 61aHKa ChIbpiKa:
1. (mom. - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r., nom. - IIB, 6p. 85 ot 2023 r., B cuna
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ot 16.10.2023 r., mon. - [IB, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) "uHCKpuOIMO" - COOCTBEHO U
(dbaMWIIHO MME Ha JIMIETO MO Wi. 4, YHUKAJICH UACHTU(MUKAIIMOHEH HOMEpP/JIMYeH MpodecHoHaaeH KO,
HAUMEHOBAaHHE M aJpec Ha Je4eOHOTO 3aBeJICHHE/BETEPUHAPHOMEIUIIMHCKOTO 3aBelieHHe, TenedoH 3a
BpPB3Ka, 1aTa Ha U3/1aBaHE HA PEleITaTa;

2. "mpeckpubImo" - HAMMEHOBAaHUE, KOTMYECTBO HA aKTUBHO BEIIECTBO B JIEKapCTBeHA popma U
KOJIMYECTBOTO Ha JICKAPCTBEHHS TPOAYKT; KOJUYECTBOTO C€ HM3MHCBA C IMUQPH, a MPU MPEANUCBaHE Ha
JIEKapCTBEHU MPOIYKTH, ChAbPIKAIY HAPKOTUYHU BEUIECTBA - U C TyMH;

3. "curnatypa" - mocouBar ce€ €IHOKpaTHaTa M JICHOHOIIHATA J]03a Ha JIEKapCTBEHUs MPOIYKT,
MPOJIBJDKUTENHOCTTA HAa Kypca Ha JIeueHHEe U HeoOXOJUMOCTTa OT MOBTAPSHETO MY; J03aTa Ce M3IMCBA C
nupy; Mpu TpeanucBaHe Ha J03a, MO-BHCOKA OT MaKCHMAalHO ONpeJelieHaTa MpU pas3peliaBaHeTo 3a
ynoTpebda Ha JICKapCTBEHHUs MPOAYKT, MPEAMHCBAIIUAT CE€ MOJIMMCBA Cpelly IpeBUIlIeHATa 703a; HE ce
JOITyCKaT 00K U3pasu Kato: "u3BectHo", ""'mo HactaBineHnue", "mo cxema" u ap.;

4. "cyOckpubnmo" - yka3zaHUs 32 HAYMHA HA W3IIBIHCHHE HA TIPEIIMUCAHUETO; TIPU M3IOI3BaHE
Ha ykazaHusTa "muto", "murtucumo" wim "cratum" 3aabJDKUTENHO CE 3alMCBa 4achT HA MPEANMCBAHETO HA
JIEKaPCTBEHHUSI IPOTYKT;

5. (mom. - JIB, 6p. 61 ot 2022 r., nom. - [IB, Op. 85 ot 2023 1., B cmma ot 16.10.2023 r.) moammc
Ha JIeKapsi/JIeKaps 1Mo AeHTaTHa MeTUIMHA/ Qe aiiepa/IeKapCKusi aCUCTEHT/BETEpUHAPHHUS JIEKap;

6. (m3m. - [IB, 6p. 68 ot 2014 r., B cuia ot 15.08.2014 r., nom. - JIB, 6p. 85 ot 2023 r., B cuia
ot 16.10.2023 r.) muyeH nevar Ha Jiekaps/JIeKaps Mo JeHTaTHa MEAUIIMHA/BETepUHAPHUS JICKap W/WIH 1edat
Ha JICYeOHOTO 3aBe/IeHNE/BETEPHHAPHOMETUITUHCKOTO 3aBE/ICHUE;

7. TpUTE UMEHa Ha MAaIMeHTa, Bb3PacTTa U aJpec M0 MECTOXKUBEEHE, KaTo NMpU OpeMeHHa KeHa,
KbpMauKa UJTU JIeTe Ce OTpa3siBa U TOBA OOCTOSTEIICTBO;

7a. (nHoBa - JIB, 6p. 85 ot 2023 r., B cuia ot 16.10.2023 r.) Tpure UMeHa Ha COOCTBEHMKA,
ajipeca o0 MECTOXKMBEECHE U BHJIa HA )KUBOTHOTO, MOJIOKEHO Ha JICYSHHE - 32 PELEITH, IPEMUCAHH 110 YII.
4, an. 4;

8. (moma - /IB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r.) YHuKaneH UACHTU(PUKAIIMOHCH
Homep (YMH) Ha maructbp-papmareBra OT peructbpa Ha bbirapckust papmMaleBTU4YeH Cho3.

(2) (Otm. - 1B, 6p. 81 oT 2013 1.)

Un. 8. (1) JlekapcTBeHUTE MPOAYKTH CE€ M3MUCBAT YETIMBO HA JIATUHHUIIA C MEXIYHAPOIHOTO
HEMaTeHTHO WK (papMakoneiiHO HaMMEHOBaHME Ha JIEKApCTBEHOTO MM BELIECTBO MM ThPIOBCKUTE UM
HAaMEHOBAHMS.

(2) KonmuecTBOTO Ha JIEKapCTBEHOTO BELIECTBO B MPEANUCBAHMSA JIEKAPCTBEH HPOAYKT Ce
u3passBa:

1. B rpaMoBe, KOraTo € eIiH I'paM WK HaJ eUH rpaMm (g);

2. B MHJIUTPaMH, KOTaTo € I0-MaJIKo OT €IMH rpaM (mg);

3. KOIM4YecTBa, MO-MaJKHd OT €AWH MHJIMTpaM, C€ O3HayaBaT B MHKpPOTPAaMH, KaTO Ta3u
MepUTEeNIHA eIMHHIIA HE Ce ChKpaIllaBa, a ce U3MKCBa C JyMH (microgram);

4. obemuTe ce u3passaBaT B MIWIHIUTPH (ml);

5. B MexayHapoauu equauny (1U) - 3a nexkapcTBEeHH IPOAYKTH OT OMOJIOIMUYEH ITPOU3XO/,.

(3) CeokpamenusiTa Ha JieKapcTBeHaTa (opMa ce M3MMCBAaT BbPXY peLenTypHaTa
OJlaHKa/JIeKapCTBEHMsI JIUCT B ChOTBETCTBHE C JeHcTBalaTa B cTpaHara (hapmMakornes.

(4) 3abpaHsiBa ce M3MOI3BAHETO HA CHKPALCHUS M MONPABKHU IPHU U3IUCBAaHE HAMMEHOBAHUATA
Ha JIEKapCTBEHUTE TPOTYKTH.

Yn. 9. JlekapcTBeHH MPOAYKTH, MPUTOTBEHU IO MarucTpaiHa U ¢apMakoreiiHa perenrtypa, ce
IPEJNHUCBAT Ha OTJENIHA pelienTypHa OlaHKa.
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Y. 9a. (Hos - JIB, Op. 15 ot 2014 r.) (1) Ha peuentu, KOUTO 1€ c€ M3MBJIHIBAT B Jpyra
IbpKaBa YJICHKA, C€ M3MUCBAT HEOOXOJAMMHUTE 3a JIEYCHHETO Ha KOHKPETeH MAaIMeHT JIEKapCTBEHH
MPOJYKTH, C U3KIIFOUEHHUE Ha JIEKAPCTBEHUTE MPOIYKTH 10 Wi. 174 oT 3akoHa 3a JIEKapCTBEHUTE MPOAYKTHU B
XyMaHHaTa MeIUI1HA.

(2) Peuenture mo an. 1 ce m3nucBar mpu cHa3BaHe M3UCKBAHMATA Ha Ta3M Hapenda, Karo
3aJIBJKUTENHO CE BKJIIOUBAT BCUYKHU JaHHU, IOCOUYEHHU B mpuiioskeHue Ne 4a.

(3) JlekapcTBeHUTE MPOAYKTU CE€ MPEANUCBAT MO MEXIYHAPOJIHO HEMATEHTHO HAWUMEHOBAHHE
win (papMakoneitHo HAaMMEHOBAaHKE Ha JIEKAPCTBEHOTO UM BEILLIECTBO.

(4) JlexapcTBeHUTE MPOAYKTH MoraT Aa ObJAT MpPEANUCaHd MO THPrOBCKO HAUMEHOBAHHE B
CIIETHUTE CIIy4au:

1. xoraTto ce mpeamucBa OHOJOTHMYEH JIEKApCTBEH MPOAYKT MO cMHChia Ha § 2, T. 2 OT
nombiHUTETHUTE pasnopendu Ha Hapenba No 27 ot 2007 1. 3a HM3UCKBaHUSTA KbM JaHHUTE U
JIOKyMEHTAIUATA 32 pa3pelllaBaHe 3a ynorpeda W perucrpanus Ha JiekapctBeHU npoayktu (B, 6p. 54 ot
2007 r.);

2. KOraro ToBa € He0OX0AUMO OT MEIUIIMHCKA IJIe/IHA TOYKa IO MpeleHKa Ha JuiaTa mno 4i. 4,
KaTo B TO3U Clly4yail B pelentara ce noco4yBaT MPUYMHUTE, KOUTO HajaraT M3IMO0JI3BAHETO HA MOCOYEHOTO
THProBCKO HAUMEHOBAHHUE.

Un. 10. Ilpum mpeanuicBaHe Ha BCEKH OTJEJICH JICKAPCTBEH MPOIAYKT JHIETO MO Wi. 4 €
3aIbDKEHO Ja ce MH(popMUpa OT TalMeHTa 3a NPEANISCTBAIO0 WX CHITBTCTBAIIO JICUCHHWE C JPYTH
JIEKapCTBEHU MPOAYKTH.

Pa3nean 11.
IIpeanucBaHe HA JeKAPCTBEHHU NPOAYKTH, ChAbPKAIIM HAPKOTHYHY BelleCTBA

Yn. 11. (1) (U3wm. - [IB, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 1.)
[IpennucBaneTo Ha JIEKAPCTBEHW TPOIYKTH, CHIbPXKAINM HAPKOTUYHHW BEIIECTBA, CE HW3BBHPIIBA Ha
CHeluaiHa pelenTypHa OJaHKa, ¢ XBAT LBSIT - 3@ JICKAPCTBEHU MPOIYKTH, ChIBbPXKAIIM HAPKOTHUHU
BeriecTBa ot npuiokenue Ne 2 kpM wi. 3, T. 2 ot Hapenbara 3a pena 3a knacuduuupane Ha pacTEHUITA U
BEIECTBaTa KaTO HApKOTHYHU, U ChC 3€JI€H LBAT - 3a JIEKApCTBEHU MPOAYKTH, ChIbpXKAIIK HAPKOTUYHU
BemiecTBa ot npuiokenue Ne 3 kpMm wi. 3, T. 3 ot Hapenbara 3a pena 3a knacuduuupane Ha pacTeHUITA U
BElIECTBaTa KaTO HAPKOTUYHH.

(2) (Ot™m. - 1B, 6p. 85 o1 2023 1., B cuna ot 16.10.2023 1.)

(3) (M3m. - IB, 6p. 51 ot 2023 1., B cuna ot 13.06.2023 r.) Cnienmaninara pernentypHa OjaHka
ChIIbPKa OCBEH JAaHHUTE MO 4WI. 7 U CIEIHUTE NOMBIHUTEIIHN JaHHU:

1. HanmoHasneH pedepeHTeH Homep;

2. Haanuc "JIOKyMEeHT, KOMTO MOJIJIEkKHU Ha CIEeIUaIeH OTYET .

(4) CpoxbT Ha BAIMAHOCT Ha CIIEIMATHATA PELIENTa € 7 IHU OT JaTara Ha U3/1aBaHEeTo M.

Yn. 12. (1) (Otm. - IB, 6p. 51 ot 2023 1., B cuna ot 13.06.2023 1.)

(2) U3m. - IB, 6p. 94 ot 2011 1., ot™. - JIB, 6p. 51 oT 2023 1., B cuiia ot 13.06.2023 1.)

(3) (Ot™m. - 1B, 6p. 81 0T 2013 1.)

(4) (U3wm. - 1B, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) KoraTo nekapcTBEHUAT NPOAYKT Ce
3arutama ot Hanmonannata 3apaBHoocuryputenaa kaca (H30K), nekapsaT 3aabKUTEIHO MOITBJIBA KOJIa Ha
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H3O0K na cporBeTHus nexapctBeH npoaykT 1 MKbB xona Ha 3a0oisiBaHeTo ChIilacHO Hapendara mo ui. 45,
an. 3 ot 330.

(5) Ilo mpeneHka Ha Jiekapsl Ha €/HA pelenTypHa OjlaHKa MOXKE Jia ce NPEeANKCBa MoBeue OT
CAWH JICKAPCTBCH MMPOAYKT, CbABbPiKalll HAPKOTUYHU BEIICCTBA.

(6) 3abpaHsBa ce MpeINUCBAHETO Ha JIEKAPCTBEHU MPOJYKTH, KOUTO HE ChABPKAT HAPKOTHUHU
BEIIECTBA, HA CIEIMAIHUTE pEeLeNnTypHH OJIaHKH.

Ui 13. (Ot™. - IB, 6p. 81 o1 2013 1.)

Un. 14. [Ipu npeanucBaHe Ha JEKAPCTBEHU MPOAYKTH, ChIbPKAIM HAPKOTUYHU BELIECTBA, CE€
cra3BarT CIeIHUTE N3UCKBAHMUS:

1. KOMMYECTBOTO HA JIEKAPCTBEHUTE MPOAYKTH C€ U3IUCBA C IU(PPU U C TyMH;

2. KOJIMYECCTBOTO Ha HpeﬂHI/IcaHI/IH J'IeKapCTBeH HpOI[yKT HC MOXC [da HaJABHIIIaBa
TepaneBTUYHATA /103a 3a 30 aHHU.

Yn. 15. (Jom. - IB, 6p. 81 ot 2013 r., m3m. - /1B, 6p. 104 ot 2013 r., m3m. - [IB, 6p. 68 ot 2019
r., B cuia ot 27.08.2019 r., u3m. - IB, Op. 53 ot 2022 r., u3m. - IB, 6p. 85 ot 2023 1., B cuna ot 16.10.2023
r.) (1) JlekapcTBEeHU MPOAYKTH, CHIBPIKAIIH €THO OT BEIIECTBATa €TUIMOP(UH, KOJIeuH, PeHOOapOuTal WiTH
Tpamazon B koimudectBa 10 50 Mr 3a q030Ba eIMHUIA B KOMOMHALIUA C JPYTH JIEKaPCTBEHH BEIECTBA, CE
MPEeNNuCcBaT B CHOTBETCTBHE C pEeXHMa HAa OTIOYCKaHe, ONpPEIEIeH B  pa3pelicHHeTo 32
ynotpe0a/yA0CTOBEPEHUETO 3a PErucTpalus WIM pa3pelieHUueTo 3a MapajeieH BHOC Ha JIEKapCTBEHUS
MPOIYKT Ha Teputopusara Ha PemyOnuka bearapus.

(2) JlexkapcTBeHUTE MPOAYKTH 1O ajl. 1 ¢ pexuM Ha OTHycKaHe "TO JIEKapcKo IMpenanucaHue” ce
MPEINUCBaT Ha pelenTypHa OJlaHKa ¢ Osul IBSAT C €IHOKPATeH pPEeXHM Ha OTIMYyCKaHe M B KOJIUYECTBA,
ChOOpa3eHH ¢ JHEBHATA JO3UPOBKA, 32 He moBeue oT 30 JHU.

(3) JlekapcTBeHM NPOIYKTH, ChAbPKAIIK MTOBEYE OT €HO OT HAPKOTUYHUTE BEIIeCTBA 1O al. | B
KOMOMHAIHS C APYTH JIEKAPCTBEHH BEIIECTBA, CE MPEAMKUCBAT HA CTICIMATHA PELeNTypHa OIaHKa ChC 3€JICH
BT HE3ABUCUMO JaJIX OOIIIOTO KOIUYECTBO € 10 50 MT 3a 1030Ba €IUHUIIA.

Un. 16. [lpu mpeanucBaHe Ha BCEKH OTIEICH JICKAPCTBEH NPOIAYKT JHIETO MO Wi. 4 ¢
3aIBIDKEHO Ja ce HMH(pOopMHpa OT MalMeHTa 3a MPEAIIECTBAINO MU CBHI'BTCTBAILIO JICUEHUE C APYTH
JIEKapCTBEHU MPOAYKTH.

Paznean III.
IIpennucBaHe Ha JIEKAPCTBEHHU NMPOAYKTH, 3aIJIAIIAHN OT IbPKABHUS OIO/KET 32 JIeUeHUETO
Ha ObJrapcKuTe IPakIaHu 32 3a00/IIBaHUsL, U3BBH 00XBaTa HA 3abJLKUTETHOTO 3/PABHO
ocurypsiBade (3aru. usMm. - JIB, op. 90 ot 2019 r.)

Ui 17. (M3m. - [IB, 6p. 90 ot 2019 r.) Jlekapute morar j1a npenucBaT JIEKapCTBEHU IPOAYKTH,
3alUTalllaHd CbhC CPEICTBA OT IbpXKABHUS OIOKET 3a JeueHue Ha 3a0oisisiBaHUs, M3BBH 0OXBaTa Ha
3aJJbJDKUTEIIHOTO 3/IpaBHO ocurypsBaHe cbriacHo Hapexba Ne 34 ot 2005 r. 3a pena 3a 3amiamjaHe ot
TBbp)KaBHHUS OIODKET Ha JICYCHHETO Ha OBJATapCKUTE TpakaaHW 3a 3a0oJisBaHUs, W3BBH 0OXBaTra Ha
33IBJKUTEIIHOTO 3[JPAaBHO OCUTYpSIBaHE.
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Ui 18. (Ot™. - IB, 6p. 95 o1 2014 1.)

Yn. 19. (U3m. - [IB, 6p. 90 ot 2019 r.) KonuuecTBOTO Ha NMpeUCcaHnTe JIEKapCTBEHH NMPOIYKTH
cienBa Ja ChOTBETCTBA Ha CpokoBeTe mo wi. 22 ot Hapenba Ne 34 ot 2005 r. 3a pena 3a 3aruiamase ot
ObpKaBHUS OIOKET Ha JIEYCHHETO Ha OBJArapcKkuTe TpakJaHu 3a 3alonsBaHus, M3BBH OOXBaTra Ha
3aIBJDKUTEIIHOTO 31paBHO OCUTYpsiBaHe U Wi. 14 oT Ta3u Hapeaoa.

Un. 20. (M3m. - JIB, 6p. 95 ot 2014 r., w3m. - IB, 6p. 90 or 2019 r.) Ilpennucanure
JIeKapCTBEHH MPOAYKTH 10 peaa Ha Hapenba Ne 34 ot 2005 r. 3a pena 3a 3aruiamane oT Ibp>KaBHUS OI0KET
Ha JICYCHHETO Ha OBITapCKUTE TPakIaHU 3a 3a00JsBaHUS, U3BBH 00XBaTa Ha 3aJBDKUTEITHOTO 3JIPaBHO
OCUTYpABAHC CC BIIMCBAT B MCUIIMHCKATA JOKYMCHTAIIUA HA MallUCHTA.

U 21. (1) (M3m. - JIB, 6p. 90 ot 2019 r.) JlekapcTBeHN MPOAYKTH 3a TMAIMEHTH, KOUTO CE
JIEKYBAaT MIPHU aMOYJIaTOPHU YCIIOBUS, CE MPEITUCBAT Ha PEleNTypHA OJIaHKa ChIITaCHO MpHtoskeHre Ne 8 oT
Hapen6a Ne 34 ot 2005 r. 3a pena 3a 3amuianiane OT IbpXKaBHUA OIO/DKET Ha JICYEHUETO Ha OBJIrapcKuTe
rpakIaHu 3a 3a00JsIBaHMS, U3BBH 00XBaTa Ha 3aJBJDKUTEITHOTO 3[[PaBHO OCHTYpsIBaHE, KOSITO CEe M3[aBa B
nBa ex3eMmiuisipa. [IbpBHUAT €K3eMIUISIp ce CbXpaHsABa B alTeKaTa, a BTOPUSAT - B CUETOBOJACTBOTO Ha
CBHOTBETHOTO JIUeOHO 3aBE/ICHUE B MPOABIDKEHUE HA 5 TOAUHHU.

(2) (U3m. - 1B, Op. 95 ot 2014 r.) JIekapcTBeHUTE MPOAYKTH 3a MAIMEHTH, KOUTO CE JICKYyBaT B
CTallMOHAPHHU YCJIOBHUs, CE€ IIPEANMCBAT HA JICKAPCTBEH JIMCT CHIVIACHO MpuiokeHue Ne 5a, KOWTO ce u3gasa
B JIBa eK3eMIUIsIpa. [IbpBUAT €K3eMIUIIp ce ChXpaHsABa B alTeKaTa Ha JICUeOHO 3aBEJICHWE, a BTOPHST - B
CBHOTBETHOTO OT/IEJICHUE B MPOJBIDKEHUE HA 5 TOAUHHU.

Un. 22. (U3m. - [IB, 6p. 95 ot 2014 r.) Peuentute mo un. 21, an. 1 ca Banmuanu 3a cpok 15 nHu
OT J1aTaTa Ha U3JaBaHETO WM.

Paznen IV.
IIpennucBaHe Ha JIeKAPCTBEHU MPOAYKTH, 3aIJIAIIAHN HANIBJIHO WM YacTu4HO oT H30K

Ui 23. (1) (Hom. - AB, 6p. 81 ot 2013 r., usm. - JIB, 6p. 95 ot 2018 r.) JIunara no wi. 4, an. 1,
pabotemu B ie4eOHU 3aBeJICHUS 32 U3BBHOOIHWYHA MTOMOII, B U3MbIHeHHue Ha gorosop ¢ H30K morar ga
MPEANUCBAT JIEKAPCTBEHU MPOAYKTU MO 4. 262, an. 6, T. 1 or 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B
xymanHaTa meauiinHa (3JIIIXM) 3a nedenne Ha 3apaBHOOCUTYypeHU autia (30JI), 3amianiany HarbJIHO WA
gactuyHo oT H30OK 3a momamiHo fedeHue Ha TEPUTOPHSTA HA cTpaHaTa 3a 3a00JIBaHUSA, OMPEACICHH C
Hapezabara o . 45, an. 3 330.

(2) U3BbH ciayyante mo an. | jekapcTBEHU MPOIYKTH, 3aIUIalllaHH HAMMBIHO WM YaCTUYHO OT
H30K, morar na ce mpeamucBaT OT JIeKapu/lIeKapu MO JCHTAaTHA MEIUIMHA, paboTemy B Jie4eOHH
3aBe/IeHUs 3a U3BHHOOTHMYHA MOMOI MO wWi. 5, an. 1 oT 3akoHa 3a Je4eOHUTE 3aBelIeHUs, KOUTO ca KbM
MUHHUCTEPCTBOTO HA MPABOCHIUETO.

(3) JlekapcTBeHU TPOIYKTH, 3aruialiaHd HanmbiIHO Wiau yactuuHo ot H3OK, morar ma Obaar
MPEINUCBaHd Ha 3IPaBHOOCUTYPEHHM OBITApCKU TpakIaHW, JUIAa C NPaBO Ha 3ApPaBHO OCHUTypsBaHE,
YJOCTOBEPEHO OT JIpyra IbpskaBa - wieHka Ha EC, wim chriiacHO ABYCTpaHHH CITOTO0U.

(4) (U3m. - [IB, Op. 81 ot 2013 r.) JIumara mo wi. 4, an. 1, cnenmanuctd 1o npoduia Ha
3aboinsBaneTo, paboremu mo goroBop ¢ H3OK B neueOHUM 3aBeneHUs 32 M3BHHOOTHUYHA TIOMOI WITH
CrieIMaIu3upaHd KOMHUCHH B JICYEOHH 3aBeICHHS 32 OOTHUYHA oMo, ckitouniu qoroBop ¢ H30K, morat
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Jla M37aBaT MPOTOKOJIM 3a MPEINUCBaHE Ha JIEKApCTBEHU MpPOAYKTH, 3aruiamiann oT H30OK/Pernonannara
3npaBHOocurypuTenna kaca (P30K).

(5) (HoBa - IB, 6p. 68 ot 2019 r., B cuma ot 27.08.2019 r.) B cayuyaute mo an. 1 - 4
MIPEJIIMCBAHETO CE€ OCHILECTBSABA MPHU CIa3BaHE Ha YTBbPACHUTE (papMaKo-TepaneBTUUHU PHKOBOJCTBA IO
1. 259, an. 1, T. 4 ot 3akoHa 3a JEKapCTBEHUTE NPOAYKTH B XyMaHHAaTa MEIULIMHA.

Y. 23a. (Hos - /IB, 6p. 81 ot 2013 1., ot™. - JIB, 6p. 95 ot 2014 r., HOB - /IB, 6p. 68 oT 2019
r., B cuia or 27.08.2019 r.) (1) B cayuaute mo un. 23, an. 4 npu W3AaBaHETO HA MPOTOKON 3a
CKBIIOCTPYBAIIIM JIEKAPCTBEHU MPOIYKTH, 32 KOUTO C€ M3BBPIIBA ekcnepTusa no wi. 78, T. 2 ot 330, Moxke
Ja ce TpeamucBa JIEKAPCTBEHUAT MPOIYKT/TEPaleBTUYHHUAT Kypc ChOOpa3HO HErorara pas3XojHa
e(eKTUBHOCT Mo cMuchia Ha 330, Korato B KOHKPETHHUS CiIy4ail ca Haquue TeparneBTUYHM aJTepHATUBH,
JIEKapCTBEHUTE MPOIYKTH/TEpalid UMaT JOKa3aHa CXoJHA €(EeKTUBHOCT M OE30MacHOCT 3a JIeYCHHE Ha
3abomsBaneTo Ha 30J1, ¢ moJ0OHO KIMHUYHO MPOTHYAHE M TEKECT CHIVIACHO KpaTKaTa XapaKTepUCTHKA Ha
MPOYKTa/TIPOAYKTHUTE.

(2) YcnoBusita M KpUTEPUUTE, MO KOUTO CE€ OMNpENeis Jadu JEKAPCTBEHUTE NPOJIYKTHU ca
TeparneBTUYHU aJITEPHATHUBH, Ca!

1. nexapcTBeHHTE TMPOAYKTH Ja HMaT HWICHTHUYHU TIOKa3aHUs B YTBBPICHUTE KpaTKU
XapaKTEPUCTUKU HA TIPOYKTHUTE;

2. NeKapCTBEHUTE MPOAYKTH J1a ca €IHAKBO MO3UIIMOHUPAHU B TEPANeBTUYHHS aITOPUTHM Ha
CBHOTBETHOTO 3200JIsIBaHE ChOOPA3HO YTBBPACHUTE (PapMaKo-TepaneBTUIHH PHKOBOJICTBA,

3. 3a JeKapCTBEHHUTE MPOAYKTH Ja ca MPUJIOKUMHU €JHAKBU TEpareBTUYHH MOKa3aTeslu Karo
WU3MEpUTEIl Ha TePANICBTUYHUS PE3yIITaT;

4. cxogHaTta €(EKTHBHOCT M O€30MacHOCT 3a JIEueHHWE Ha 3a00JsBaHETO Ja € JOoKa3aHa upe3
MeTaaHaJIM3H Wi MPEKU CPAaBHEHUS Upe3 KIMHUYHY MPOYyUIBAHUS.

(3) OmnpenenstHeTO Ha TEPANEBTUUHUTE aITEPHATUBHU CHIJIACHO YCJIOBUATA U KPUTEPUUTE Ha all.
2 ce u3BBpIIBA B Mpoueaypa mno wi. 262a, an. 3 ot 3JIIIXM.

(4) 3a Bcsiko 3a0oIsiBaHe, 32 TEPANEBTUYHOTO JICYCHHE HA KOETO ce m3naBa mpotokon, H30K
U3BBPIIBA aHAJIU3 U OMNpeens pa3xofHaTra €(eKTHUBHOCT Ha TepalleBTUYHHUTE AITEPHATHBH IMOCPEICTBOM
M3YHCIISIBAaHE HA CHOTHOIICHUETO pa3Xxoj/pe3ynraT. 3a LedTa ce pasfess CTOWHOCTTa Ha TOAMIIHMA
TepaneBTHUYEH KypcC 3a BCEKU JIEKAPCTBEH MPOAYKT HA MOCTUTHATHSI OT HErO KIIMHUYEH PEe3yTar, U3MEPEH C
MIpeIBApUTENIHO U30paHus U3MEpHUTeN Ha eheKTUBHOCTTA.

(5) 3a nexkapcTBEHHUTE MPOAYKTH, MPEACTABISABALIN TEPANCBTUUHH aITEPHATUBHU 3a JICUCHUE HA
naaeHo 3abomsaHe, H30K wusrorBs wuH(opMaius, B KOATO IMOCOYBA B HHU3XOIAIL peJl MPOIYKTUTE
cb0oOpa3HO ompejeneHara UM Mo pena Ha ai. 4 pa3xoaHa epeKTUBHOCT. JlomycTUMO € eIMH WM TOBeYe
JIEKapCTBEHH MPOIYKTH Jla MMaT €IHa M ChIla pa3xogHa edexTuBHOCT. MHpopMmanusaTa ce omnobpsiBa oT
Hamzopuus cwBer Ha H3OK, nyOnukyBa ce Ha odunumanHata umHTepHeT crtpanunia Ha H3O0K u ce
aKTyalu3upa Mnpu HeoOXOAUMOCT/TIPOMSHA HA OTHOCUMHTE OOCTOSITENICTBA.

(6) Ilpum m3naBaHe Ha MPOTOKOJ JIEKApAT/CIEMUANU3MpaHaTa KOMHCHS MOXKE Ja TMpeArnucBa
JIEKapCTBEH MPOAYKT/IEKapCTBEHU NMPOIYKTH, KOUTO Ca MOCOYEHH B MH(OpMAIUATA MO all. 5 chOOpa3HO
TAXHATa pa3xoJHa e(peKTUBHOCT.

(7) Anunes 6 ce mpuiara B CIIy4auTe Ha M3JaBaHe Ha MPOTOKOJ Ha 3APABHOOCUTYPEHO JIUIIE 3a
nbpBU IbT. [Ipu nurca Ha TepaneBTHYEH OTTOBOP, HAJIMYUE HA HEXKEJIaHU JIEKapCTBEHU peakUuu WM IO
MpeleHKa Ha MEAULUHCKUS CHEIUAINCT, TOAKPENeHa C MEIUIMHCKAa OOOCHOBKA, € JOIyCTHMO
NpEINHCBaHe Ha JIEKAPCTBEH MPOAYKT OT HAJIMYHHUTE TEPaneBTHYHU alTepHATHBH O3 cra3BaHe Ha
MIPUHIINIIA 33 Pa3XoHa €(PEeKTUBHOCT.

Yn. 236. (Hos - B, 6p. 68 ot 2019 r., B cuia ot 27.08.2019 r.) (1) 3a ompenensiHe Ha
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pasxogHaTta edekruBHOCT mo 4i. 23a, am. 4 kbM H3OK ce cb3maBa KOMUCHS, KOATO BKJIIOYBA TPHMa
npenacrasutenn Ha H3OK, eaun npexacraButren Ha MHMHUCTEPCTBOTO HA 3/IpAaBEONa3BaHETO W €AUH
npencTaBuTeNn Ha HalmoHamHus ChBET MO EHU U peuMOypcupaHe Ha JIeKapCTBEHUTE MPOAYKTU. ChCTaBbT
Ha KOMHCHATa ce ompenensi chbe 3amoBen Ha ymnpasutens Ha H30K. Komwucusita mpuema mpaBuia 3a
paborara cu.

(2) 3a mognomarane paboTaTa Ha KOMUCHSITA MOTaT Ja ObJAaT MPUBJIMYAHU U BHHIITHU €KCTICPTH.

(3) UnenoBere Ha KOMHUCHSATA MO aj. 1, KaKTO W JMIATa MO ai. 2 HE MoraT Ja yd4acTBaT B
JEHHOCTH, CBBP3aHu ¢ pa3paboTBaHETO, MPOU3BOICTBOTO, MAPKETHHTA, THPTOBUATA HA €IpO U JAPEOHO ChC
CbOTBETHUS JIEKAPCTBEH MPOAYKT.

(4) UneHoBeTe Ha KOMHUCHSATA O al. 1, KAKTO ¥ JMIIATa MO ajl. 2 ca JUThXKHU J]a He pasriiacsBar
(dbakTH U 00CTOATENCTBA, CTAHAIM UM M3BECTHH IPH WIH 10 TOBOJI M3IIBJIHEHUE HA 3aIbJHKCHUSTA UM TI0
Ta3u Hapeoa.

(5) Ha xomucusTa ce mpegocraBs HHGOpMAIIUS 3a JOTOBOPEHUTE 10 pejia Ha Hapeadara mo 4.
45, an. 9 330 OTCTHNKHU 3a JEKAPCTBEHHUTE MPOAYKTH, 32 KOUTO C€ OMpeeis pa3xoaHa e(heKTUBHOCT M HA
TEpaneBTHYHUTE AJITEPHATUBYU, KAKTO U JOMMBIHUTEIHA HHPOPMAIIHS PU HEOOXOAMMOCT.

Y. 238. (Hos - JIB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 1.) B cinyuaute mo wi. 23a, korato
KaTo TepamneBTHUYHA alTEepHATHBA € OMpeAeNieH JIeKapCTBEH MpOoAyKT mo wi. 29, an. 2 ot 3JIIXM,
JeKapsAT/CeMaTu3upaHaTa KOMHCHS MOXKE€ Jla TPEIrnucBa TO3W  JIGKAPCTBEH  MPOIYKT  Ha
3JIPaBHOOCUTYPEHOTO JIMIIE, Ha KOETO CE U3J[aBa MPOTOKOJI, CHIVIACHO MPUHITHIIA 33 pa3XoHa e(h)eKTUBHOCT.

Ui 24. (1) (U3m. - [IB, 6p. 81 ot 2013 r., m3m. - IB, 6p. 68 ot 2019 1., B cmuta ot 01.01.2020 1.)
JlekapcTBeHUTE MPOIYKTH, KOUTO HAIIBIHO WK YacTU4yHO ce 3amtamar oT H30K 3a gomamuo neuenue, ce
MpeINucBaT Ha perentypHa 6manka (oopasen M3 - H30K Ne 5 mo mpunoskenue Ne 6), perentypHa 61aHka
(o6pazenr M3 - H30K Ne 5A mo mpunoxkenue Ne 7) mim 3a TAX ce u3AaBa MPoTokod (oOpaser mo
npunokeHrne Ne 8) mpu ycloBHS U pell, ONpe/ieJieHH B HAIMOHATHUTE PAMKOBH JIOTOBOpH MO ui. 53, ain. 1
330.

(2) PenenitrypauTte O1aHku 1o an. 1 ce u3aaBat, KakTo CeBa:

1. (mom. - B, Op. 95 or 2018 r.) peuentypna Omanka (oOpazermr M3 - H30K Ne 5 mo
npuiiokeHne Ne 6) - 3a mpennucBaHe Ha JEKapCTBEHU MPOIYKTH 3a JeueHue Ha 3a00JsBaHus, B KOJIMYECTBa
3a He noBeye oT 30 JAHM, OCBEH KOraTo JIMIICBA MOJIXO/AIIA OMAKOBKA ChIVIACHO CIUCHKA MO wi. 262, ain. 1
3JIIIXM;

2. (m3m. - JIB, Op. 95 ot 2014 r.) peuentypna Omnanka (o6pazenr M3 - H30K Ne 5A mo
npuitokeHrne Ne 7) - 3a mpeAnrcBaHe Ha JIEKAPCTBEHH MPOIYKTH 3a JICUCHUE Ha XPOHUYHU 3a00JIsIBaHS, B
KoJIm4ecTBa 3a He moseue ot 100 qHu.

(3) (Homa - 1B, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.) IIpotokonute mo an. 1 ce uznapar 3a
MpEeANMCBaHEe HA JIEKAPCTBEHU MPOAYKTH 32 JICUCHHE Ha XPOHUYHH 3a00JIIBaHMS B KOJUYECTBA 32 HE MIOBEUE
oT 365 gHU.

(4) (ITpegumna an. 3 - IB, 6p. 68 ot 2019 1., B cuna ot 01.01.2020 r.) HemonbiiHeHUTE TIOTIETA
B pelEeNnTypHHUTE OJaHKHU 110 al. | ce aHyaupar cbe 3Hak "Z".

(5) (IMpenumna an. 4 - IB, 6p. 68 ot 2019 1., B cuna ot 01.01.2020 r.) Penentypaute Onanku
1o aj. 1 ce U3aBar B JBa €K3eMILISIPA.

(6) (U3m. - IB, Op. 95 ot 2018 r., mpenumna an. 5 - IB, 6p. 68 ot 2019 r., B cuna or
01.01.2020 r., u3m. - 1B, Op. 85 ot 2023 r., B cuna ot 16.10.2023 r.) Peuentypuure Onanku mno ai. 1
3aJIBIKUTENHO C€ MOMBIBAT B €JIEKTPOHHA (hopMma.

Y. 24a. (Hoe - 1B, 6p. 15 ot 2014 r., m3m. - [IB, 6p. 95 ot 2018 r.) Korato na 30JI ce
IIPEAINNCBAT JEKApCTBEHU IMPOIYKTH, C M3KIIOYEHHE HA JIEKAPCTBEHUTE MpOAyKTH o ui. 174 3JIIXM,

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 20.12.2023 1.



3aruamand HanbJaHO uiaM yactuuHo oT H3OK, penentypHure Omanku mo ui. 24 cieiBa Ja ChIbpXKAt
BCUYKM JIaHHM, NTOCOYEHHU B mpuiiokeHue Ne 4a, Korato ce IUlaHMpa Ja ce M3IBJIHABAT B JIpyra IbpiKaBa
YJICHKA.

Yn. 25. (1) (U3m. - [IB, 6p. 95 ot 2018 r.) Jlunata mo un. 23 BoucBaT B aMOyJIaTOPHUS JIUCT,
KOMTO ce chxpaHsBa B gocueto Ha 30JI 3a OTYETHOCT ¥ KOHTPOJI, CIIEIHUTE JAHHU OT PELENTUTE MO Wil 24,
an. 1: xon Ha H30K, MKb kox Ha 3abonsBaHeTo mo Hapemadara mo wi. 45, am. 3 330, curaarypa,
MPEANUCaHO KOJMYECTBO U IHUTE, 32 KOUTO € JOCTAThYHO MPEANUCAHOTO KOJIUYECTBO.

(2) (Hdom. - B, 6p. 68 ot 2019 1., B cruta ot 01.01.2020 r.) [laTaTa Ha W31aBaHe Ha perenTaTa
cleqBa Ja ChBMaJa C JaTara Ha M3/aBaHe Ha aMOynaTopHHUsS jucT. Jlarara Ha W3IaBaHe Ha MPOTOKOIA
clie/iBa J1a ChBMAJa C JlaTaTa Ha M3/1aBaHe Ha aMOYJATOPHMS JIUCT, PECIIEKTUBHO C JlaTaTa Ha OKa3BaHE Ha
MeIUIIMHCKaTa oMol (aMOyaTopHa MpoLeAypa) Mo ONpeeNsiHe Ha TUIaH Ha JISYSeHHE U IPOCIesiBaHe Ha
TEepaneBTUYHUS OTTOBOP MPHU MAIMEHTH, MOJydaBallll CKbIIOCTPYBAIIM JIEKAPCTBEHH MPOAYKTH IO pefa Ha
1. 78, 1. 2 ot 330.

Yn. 26. (1) Jlunara no wi. 23 uMaT npaBo Ja NpeANucBaT Ha €Ha pelenTypHa OjaHka A0 Tpu
JIEKapCTBEHH MPOJIYKTa, CBbP3aHU C JICUEHUETO Ha JO TPU pa3iNyuHU 3a00JsBaHUA, a HA €IUH MPOTOKON -
€/IMH JIEKapCTBEH MPOJYKT B JI0 TPH JI030BH EAMHUIIM 32 €IHO 3a00IIBaHE.

(2) IIpomeHu B mpeanucaHUTE JEKAPCTBEHU MPOAYKTH 1O perentypHa OinaHka (oopazen M3 -
H30K Ne 5 mo mpunoxenne Ne 6) Moke Ja mMpaBu caMo JIEKapAT/JICKapsAT MO JIEHTAIHA MEAWIIMHA, U3/
perenrTara, KaTo 3a LeJTa ChIIMST aHyJIMpa Hen3IIbJIHeHaTa pelenTa U u3aaBa HOBa.

(3) Ilpomenu B mpeanmucaHUTE JEKAPCTBEHH MPOAYKTH MO perentypHa Onanka (oOpazern M3 -
H30K Ne 5A mo npunoxerune Ne 7) Moxe J1a paBu caMO JIEKApAT/JIEKapAT 10 ACHTAIIHA MEIUIIMHA, U31all
perenTara, KaTo 3a LeJTa ChIIUIT aHyJIMpa HEU3MbIHEHUTE OTPS3bILIU OT Hesl U M3/jaBa HOBA.

(4) (U3m. - JIB, Op. 95 ot 2018 r.) B cayuaute no an. 2 u 3 nuuara mo 4ji. 23 3a1bDKUTETHO
m3uckBaT oT 30JI peuentypHute OJaHKU WM OTPSI3BIM OT PELENTYpPHH OJIaHKH, KOMTO TOJUIeKaT Ha
aHynupaHe. AHYJTUpPaHUTE PEUENTYpHU ONaHKW WIM OTPS3BLU OT PEIEeNTypHH OJAaHKH CcE ChXpaHSIBaT B
nocueto Ha 30JI, mpukpernenu KbM aMOyIaTOPHUS JTUCT OT JaTaTa Ha TSIXHOTO M3/aBaHe.

(5) Ilpm wu3kmOoYBaHE HA JIEKAPCTBEHW NPOAYKTH OT TMO3UTHUBHUS JIGKAPCTBEH CIHCHK
U3JIaJICHUTE PELETITU Ce aHyJIMpaT Mo pela Ha ajl. 2, 3 u 4, KaTo MalMeHTUTE He 3allalar cymara mo wi. 37,
ai. 1, 1. 1 330, ako He ce Hajlara oka3BaHe Ha MEIUIIMHCKA ITOMOIII.

Y. 27. (1) JIumara mo wi. 23 wmaT MpaBo J1a MPEANMCBAT JEKAPCTBEHU MPOIAYKTH, 32 KOUTO
H30OK HambIHO MM YaCTUYHO 3aIljalla, B CICIHUTE KOJIMYCCTBRA:

1. 3a reyeHue Ha OCTPU CHCTOSIHUSA - JIEKAPCTBEHH MPOAYKTH 3a He noBede oT 10 qHu;

2. (mm. - JIB, Op. 95 ot 2014 r.) 3a neueHHe Ha XPOHUYHHU 3a00JISIBaHHS - JIEKAPCTBEHU
MpOyKTH 3a He nmoBeue oT 100 1HU, mpeAnrcaHu Ha 10 TPU OTPsI3bKa OT perenTypHa Oyanka (oopazen M3 -
H3O0K Ne 5A no mpuioxenue Ne 7) nnu Ha perientypHa O6anka (oopasen M3 - H30K Ne 5 o nmpumnosxenue
Ne 6).

(2) Jlunata mo wi. 23 mocoYyBaT B peUENTypHUTE OJIaHKU 10 Wi. 24, ai. 1 U B amMOyJIaTOpHUS
JUCT CPOKa, 32 KOWTO ce MpeIncBa.

(3) (Hom. - B, 6p. 95 ot 2014 1.) B cnayuyaure mo an. 1, T. 2 ce mpeanucBaT JIEKapCTBEHU
MPOJYKTH Ha €IMH OTPSI3bK 3a He moBeue oT 30 JHU, OCBEH KOTaTo JIMIICBA MOAXO/IAIIA OMTAKOBKA ChIIIACHO
cnuchKa 1o wi. 262, an. 1 ot 3akoHa 3a JE€KapCTBEHUTE NPOAYKTH B XymMaHHata MeaunuHa (3JIIIXM) unn
KOTaTo JIKApCTBEHUTE MPOJIYKTH C€ MPEANUCBAT B KOJIMYECTBA 3a noBeye oT 90 nHu.
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Un. 28. Ha penentrypaure Onanku mo 4i. 24, an. 1 He Morar ga OBAaT MpearnvcBaHU
€THOBPEMEHHO JIEKaPCTBEHH MPOIYKTH:

1. Ha3HAYeHH ¢ IPOTOKOI 1O Wi. 24, an. 1 u TakuBa, KOUTO HE Ca HA3HAYEHU C TaKbB MPOTOKOJT,

2. Ha3HAYCHHM C MOBEYEC OT €IMH MPOTOKOJ 10 4. 24, ai. 1.

Un. 29. (1) (U3m. - [IB, 6p. 95 ot 2018 r.) JIunata mo wi. 23 ca anbxau ga yeeaomst 30JI -
pecIl. HEroB POAUTEN, HACTOMHUK WJIM MOIMEUUTEN, WM JUIETO no wi. 162, an. 3 or 3akoHa 3a 37paBeTo, 3a
BHJIa HA MIPEANUCAHUTE JIEKAPCTBEHU MPOAYKTH, TIXHOTO IEUCTBUE, HEKENIAHU JICKAPCTBEHU Peakluu, pea u
HAaYWH Ha TpUEMaHe, 3a CyMara, KOsATO CJIe/Ba Ja 3aIljlaTH, aKO JIGKAPCTBEHHUSAT MPOIYKT CE 3aruialia
yactnaHo ot H30K.

(2) (U3m. - OB, Op. 95 or 2018 r.) VBenomsaBanero Ha 30JI, pecn. HeroBus poAMTEIN,
HACTOWHUK, TIOTIEYUTEN WK JUIETOo Mo 4. 162, an. 3 ot 3akoHa 3a 3ApaBeTo, C€ YAOCTOBEPsBA C MOAIMKCA
My B aMOyJIaTOPHHS JIUCT.

Y. 30. (1) Peuenrture, u3nucanu 1o peaa Ha TO3U pas3zAeil, UMaT CPOK Ha BAIMAHOCT CYUTAHO OT
JaTaTa Ha U3JaBaHe, KaKTo CJIeJBa:

1. mo 15 xaneHgapHu AHHU - 3a peuentypHa Omanka (oOpazen M3 - H30K Ne 5 no npunoxenune
Ne 6) u 3a oTpsi3bK A oT penentypHa 6manka (oopazerr M3 - H30K Ne 5A mo npunoxenue Ne 7);

2. mo 45 KaJIeHJIlapHU JIHH - 3a OTPpsA3bK B oT pernentypHa Omanka (oopazerr M3 - H3OK Ne SA
1o npuioxenue Ne 7);

3. no 75 kanmeHmapHHU IHU - 3a oTpsizbk C oT perentypHa 61anka (oopazerr M3 - H3OK Ne SA
1o npuiioxenue Ne 7).

(2) (Hom. - B, o6p. 68 or 2019 r., B cuna or 27.08.2019 r.) OtnenHure OTpA3BLM Ha
peuentypHa 6manka (o6pazery M3 - H30K Ne 5A no npunoxenue Ne 7) ce U3MBIHABAT MOCIEA0BATEIHO B
CIIEIHUTE CPOKOBE CUUTAHO OT JaTara Ha U3JaBaHETO M, CbOTBETHO - JlaTaTa Ha OTIyCKaHE Ha MPEAXO0IHOTO
KOJIMYECTBO OT MPEANUCAHUTE TPOAYKTHU:

1. mo 15 xaneHaapHU JHU - 32 OTPSA3BK A;

2. (m3m. - 1B, 6p. 95 o1 2014 1.) 0T 25 10 45 KaJleHIapHU JHU - 32 OTPA3HK B;

3. (m3m. - IB, Op. 95 o1 2014 1.) o1 50 1m0 75 KaneHAapHU AHU - 32 OTPsI3bK C.

(3) (M3m. - B, 6p. 81 ot 2013 1., u3m. - [IB, 6p. 68 ot 2019 r., B cuna ot 01.01.2020 r.)
[IpoTokonute mo wi. 24, ai. 1 uMar Cpok Ha BAIMAHOCT A0 365 KaJeHIAapHU JHU CUUTAHO OT JaTara Ha
3aBEpsBAHETO UM B PETMOHAJIHATA 3[PaBHOOCUTYpUTENHA Kaca. ONpeesssHeTO Ha CPOKa Ha BaJIMIHOCT Ha
BCEKH MPOTOKOJI C€ U3BBPIIBA MO KPUTEPHUH, YCTAHOBEHU B HALIMOHAHUTE PaMKOBU JOTOBOPH MO 4. 53,
an. 1 ot 330.

Pasnen V.
IIpeanucBaHe HA JeKapCTBEHM NMPOAYKTH B JieueOHN 3aBeeHus cbe cranuonap (Hos - /1B,
op. 81 oT 2013 1.)

Yn. 30a. (Hos - B, 6p. 81 ot 2013 1.) (1) (U3m. - [IB, Op. 95 ot 2014 r.) [IpennucBanero Ha
JICKapCTBCHH TPOJYKTH B JICUCOHH 3aBEJCHHSI ChC CTAIIMOHAP 32 XOCIMUTAIM3UPAHU TTAIUCHTH CE U3BBPIIBA
HA JIGKApCTBEH JIUCT ChIVIACHO MpuioxeHue Ne Sa.

(2) (U3m. - JIB, Op. 95 ot 2014 r., m3m. - [IB, 6p. 95 ot 2018 r.) JlekapCTBEHUST JUCT TIO
npuioxenne Ne Sa Moke a Oblie ¥ caMO B €JIeKTpoHHa (hopMma, KaTo ce IMOJITUCBA ChINIACHO 3aKOHA 3a
CJIICKTPOHHHUSI IOKYMEHT M €JIEKTPOHHUTE yIOCTOBEPUTEITHU YCIYTH ¢ KBATU(UIIMPAH WIN yChBBPIICHCTBAH
€JIEKTPOHEH ITOJIITHC.
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(3) (U3m. - B, Op. 95 or 2014 r.) JlekapcTBeHHST JIHCT CE€ IMOMBJIBA B JIBa EK3EMILIIpPA,
MOJIITMCBA CE OT JICKYBAIIHsI JICKap W HAYaJHUKA Ha OTACICHHUETO, CIIe]l KOETO Ce Mpe/iaBa 3a U3IbIIHCHHE B
O0onHnyHaTa anteka. CpOKBT Ha ChXpPaHEHHE Ha JICKAPCTBEHUS JIUCT € 5 TOIUHH.

(4) (Homa - /1B, 6p. 95 ot 2014 r.) JIekapCTBEHHUAT JIUCT MOXKE J1a OBbJ€ ChCTAaBSH M OTIICYaTBaH
4pe3 crenuatu3upan copryep, Kato 3aIbDKUTEITHO ChIbpiKa BCHUKA PEKBHU3UTH.

(5) (Homa - JIB, Op. 95 ot 2018 r.) KoraTo nekapcTBeHUTE MPOAYKTH ca 3a 3JI0KAYE€CTBEHU
3a00JIsIBaHMS, JICKAPCTBEHUST JIUCT O ajl. | ce mpuapykaBa OT TeparneBTUYCH (DUI CHIIIACHO MPUIIOKEHUE
Ne 56.

(6) (Hosa - IB, Op. 95 ot 2018 r.) TepaneBruunusT uin Moxke 1a Ob/Ie ¥ caMO B €JICKTPOHHA
¢dbopMa, KaTo ce MOAMNKCBA ChIIACHO 3aKOHA 33 €JIEKTPOHHUS JOKYMEHT U €JEeKTPOHHUTE yIOCTOBEPUTEIIHU
YCIIYTH ¢ KBATU(UITUPAH WIH YCHBBPIICHCTBAH €JICKTPOHEH TIOIIIHC.

(7) (Hosa - JIB, 6p. 95 ot 2018 r.) TepaneBTUYHHUAT (HUII CE€ TIOMBJIBA CHIIIACHO PEIICHUETO HA
KIIMHUYHATA OHKOJIOTMYHA KOMHCHS TI0 XHMHOTEPAIHs/KIMHUIHATa KOMHCHSI TI0 XeMAaTOJIOTHsI, OTPa3eHO B
MPOTOKOJI, €THOKPATHO HAa IBPBHS JEH OT TEpamusATa MO CHOTBETHATA KIMHMYHA IbTEKa/aMOyiaTopHa
nporeaypa.

(8) (Hosa - 1B, 6p. 95 ot 2018 r.) TepaneBTUYHMAT (QUII ce MOMbIBA B J[Ba E€K3EMILIIpA,
MOJINIMCBA CE OT JICKYBAIIUS JIeKap, ClIe]] KOETO ce Mpe/iaBa 3a U3MbJIHEHHE B OOTHUYHATA aNTeKa.

Un. 306. (Hoe - /IB, Op. 81 ot 2013 r.) (1) IIpennucBaneTo Ha JEKapCTBEHH HPOIYKTH,
ChIBpKAIIF HAPKOTHYHH BemiecTBa OT nmpuitokeHust Ne 2 u 3 kbM uit. 3, T. 2 u 3 ot Hapenbara 3a pena 3a
KIacupUIMpaHe Ha PACTCHUSATA U BEIIECTBAaTa KATO HAPKOTUYHM, B JIeYCOHUTE 3aBEJICHUS ChC CTAIMOHAP 32
XOCIUTANIU3UPaHUTE OOJIHU Ce U3BBPILIBA HA OT/AEJIEH JIEKAPCTBEH JIHCT.

(2) (U3m. - 1B, 6p. 95 ot 2014 r.) JlekapCTBEHHST JUCT 1O aji. |1 ce MOMbJiIBa B ChOTBETCTBHE C
1. 30a, an. 3 u 4, KaTto He ce JOIMyCKa U3AaBaHETO My caMo B eleKTpoHHa (popma. CpoKbT Ha ChbXpaHEHUE
HAa JICKAPCTBEHUS JIUCT € 5 TOAMHH.

Y. 30B. (Hos - JIB, Op. 81 ot 2013 1.) (1) (U3m. - JIB, Op. 95 ot 2018 r.) [IpennucBaneTo Ha
JIeKapCTBEHH NMPOAYKTH 1o wi. 30r, an. 7, T. 2 ce U3BBPILIBA HA CHECIMATHUTE pelenTypHH Onanku mo wi. 11.

(2) Cnenumannara peuentypHa OiaHka mo aji. 1 ce u3gaBa B TPH €K3eMIUISIpa, IbPBUTE J1Ba OT
KOMTO ce Ipe/aBar oT NalMeHTa B O0OJHUYHATA alTeKa, a TPETUAT Ce ChXpaHsIBa OT JICKYBAIHs JIeKap.

(3) Ilpennucanure aexkapcTBEHU MPOAYKTH 1O al. | ce BIMCBAT B MEAUIIMHCKATA TOKYMEHTALIHS
Ha MalueHTa.

Y. 30r. (Hos - 1B, 6p. 81 ot 2013 r., u3m. - JIB, 6p. 95 ot 2018 1.) (1) JlekapcTBeHN MPOAYKTH
o wi. 262, an. 6, 1. 2 3JIIIXM, 3amnamanu Hanbino oT H30K, moraT ga npeanucsat auiara no 4i. 4, ai.
I, paboremu B Je4eOHW 3aBEIEHUS - U3MBIHUTEIM Ha OOJHUYHA TOMOI] TIO KIMHUYHH
I'bTEKH/aMOYIaTOPHU MPOLEAYPHU ChIVIACHO HapeadaTa o wi. 45, an. 2 330.

(2) Koraro cwrmacuo Hapembara mo wi. 45, an. 2 330 JexkapCcTBEHUTE MPOAYKTH 3a
3JI0KauecTBeHM 3a0oisBanus ce 3amiamar or H30K u3BbH 11eHaTa Ha KIMHUYHUTE ITbTEKH/aMOyJIaTOPHUTE
MPOLIEIYPH, CHILIUTE CE€ MPEINUCBAT U MPHJIaraT caMo CJeJ B3€TO PEIICHUE 3a MPOBEKIAHE Ha JIEKAPCTBEHO
JICYeHHE OT OoOIara KIMHWYHA OHKOJOTHYHA KOMMCHS/KIMHUYHATA KOMHCHS 10 XEMaTOJIOTHS ChITIACHO
MEIUIMHCKUTE cTaHAapTH "Meaununacka onkonorus'/"Kiauanuna xemaronorus."

(3) JlexkapcTBeHUTE MPOAYKTH 32 JICUCHHE HA 37TOKAYECTBEHU COJIMIHM TYMOPH MpH Jiniia Hax 18
., C U3KIIIOUYEHHE Ha ONUOMIHUTE AHAITETHIIM, C€ MPEANUCBAT OT JIEKyBalllUsi JIEKap cliel] pelieHne Ha
KJIIMHUYHATAa OHKOJOTMYHA KOMHUCHUS MO XHMHUOTEpANus CHITIACHO MEIUIIMHCKHS cTaHAapT "MeaunuHcka
onkojorus". KoMmucusita ce CbCTOM Hall-MaJIKO OT TpUMa JIEKapu ¢ MpU3HATa CHEUUATHOCT "MenuiuHcka
OHKOJIOTHUS", KOUTO PabOTAT B JIeYEOHOTO 3aBElIEHUE, M C€ OMpEAeNisi ChC 3aloBe] Ha PHKOBOIUTENS Ha
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nedeOHOTO 3aBejicHre. PemeHusTa Ha KIIMHUYHATa OHKOJIOTUYHA KOMUCHSI TI0 XMMHOTEpAIvs ce BIUCBAT B
MPOTOKOJIU CBIVIACHO mpuiokeHne Ne 80 M ce MmoamucBar OT 4ieHOBeTe Ha kKomucusata. [IpoTokonure ca
BAJIMJHU 32 CPOK A0 180 AHM cUMTAHO OT HAYAJIOTO HA JICUEHUETO MO CXeMara.

(4) JlekapcTBeHUTE IPOTYKTH 32 JICUCHUE HA 37TOKAYECTBEHU XEMATOJIOTUYHH 3a00JIsIBaHUs TIPU
muna Han 18 r., ¢ U3KIIOUEHUE HAa OMHOWIHHUTE aHAITETHIIM, C€ MPENHCBAT OT JIEKyBallus JieKap clel
pelieHne Ha KIMHUYHATA KOMHCHS TIO XEMAaTOJIOTHS ChIJIaCHO MEIUIMHCKUS cTaHgapt "KinuHuyHa
xemaToJiorus". PemenusTa ce BOUCBAT B MMPOTOKOJI IO 00pa3el] ChIVIACHO MpujIokeHne Ne 8B, MOAMKUCAH OT
Hali-MaJKo TpUMa Jiekapu ¢ npusHata cnenuanHocT "Knunuyna xemaronorus'. IIporokonure ca BaiuaHu
3a cpok A0 180 mHM cUMTaHO OT HAYAJIOTO HA JICYEHUETO MO CXeMaTa.

(5) JlekapcTBeHHTE MPOIYKTH 3a JCUCHUE Ha 3JI0KAYECTBEHH 3a00JsIBaHUA Mpu Tuna mnox 18 r.,
C MBKJIIOYEHHWE Ha ONMHOUJIHUTE AHAJITETHUIM, CE MPEINUCBAT OT JICKYBAIIUs JIeKap CJlie]] pElIeHHE Ha
KIMHUYHA OHKOJIOTHMYHA KOMHUCHA/KIMHAYHA KOMHCHS IT0 X€EMATOJIOTH 3a Jauia moj 18 rogunu. Pemenusara
ce BIIUCBAT B MPOTOKOJ MO oOpaser chriacHo mpuiiokeHuss Ne 86/Ne 8B u ce moamucBar Hal-Malko OT
nBama Jjekapu cbe cnenuanHoct no "llegumatpusa" m "Knunuuna xemartonorus" wim "JleTcka KIMHUYHA
XEMAaTOJIOTHsI U OHKOJIOTHSA'", KOUTO paboTAT B IedeOHOTO 3aBeaeHue. [IpoTokonuTe ca BaTuIHH 332 CPOK 0
180 mHM cumTaHO OT HAYAJIOTO HA JISYCHHUETO IT0 CXeMaTa.

(6) Pemenusita Ha KOMHCHHTE TIO ajl. 3 - 5 ca CHIVIACHO TEPANEBTUYHHUTE CXEMH 3a JICUCHHE B
CHOTBETCTBHUE C 0I00pEHUTE (hapMaKO-TePaIeBTUIHH PHKOBOJICTBA.

(7) Jlumara mo an. 1 morar ga mpeamucBaT Ha 30JI cbhc 310KavYeCTBEHU 3a00JISIBAHHS
JIEKapCTBCHH TMPOJYKTH 3a JICUCHUE/TIPObIDKABAHE HA JICYCHHETO B W3BBHHCTAIMOHAPHU YCIOBHS, KaKTO
caenBa:

1. nekapcTBEeHU MPOAYKTH 3a MEepOopaliHa MpHIIENIHA MPOTUBOTYMOpHA Tepalus U IepopaiHa
XUMHUOTepanus - npu aexocnutanmzanus Ha 30J1, jexyBaHU B CHINOTO JICUEOHO 3aBEICHUE MO KIMHUYHU
I'BTEKU WM aMOyJIaTOpHa MpoLeaypa 3a CHCTEMHO JIEKapCTBEHO JICUEHHUE TPHU 37I0KaUeCTBEHU 3a00SIBaHUS;

2. OMMOUJIHU aHAJITETUIIN - TIPU JUCTAHCEPHO HAOJIIOCHHE TIPH 3JI0KAUYE€CTBEHH 3a00IsIBaHUS U
IIPU BPOJICHU XEMATOJIOTMYHH 3200 IIBaHMSI.

(8) B cayuaure mo an. 7, 1. 1 30JI cnenBa aa ca JieKyBaHH MO KIMHUYHU TBTEKH/aMOyIaTOPHH
MpoIeNypH, TTOCOUEeHNU B Hapembata mo wi. 45, an. 2 ot 330, npu KOUTO CTOMHOCTTA HA JICKAPCTBEHUTE
npoayktu ce 3amnama or H30K u3BbH 1ieHaTa Ha KITMHUYHATA TbTeKa/aMOyiaTopHaTa mporenypa.

Ui 30x. (Hos - JIB, 6p. 81 ot 2013 1.) (1) (M3Mm. - [IB, 6p. 95 ot 2014 r., u3m. - IB, Op. 95 ot
2018 r.) JlekapcTBenute mpoayktu mo wi. 30r, an. 7, T. 1 ce mpeanucBar Ha penentypHa OjaHka (oOpasern
M3 H30K Ne 6 nmo npunoxenue Ne 8r) 3a jedeHre Ha 3JI0Ka4€CTBEHHM 3a00JIsIBaHUS B KOJMYECTBA 32 HE
nosede oT 30 mHu.

(2) Peuentypnara Gyianka 1o ain. 1 ce u3znaBa B J1Ba €K3eMIUISIPa, IbPBUAT OT KOUTO CE€ IpeaBa
ype3 MalUeHTa Ha anTeKkara Ha Je4eOHOTO 3aBeJCHHE ChC CTAalliOHAp, a BTOPHST C€ ChXpPaHsABa OT
JIeKyBaIIUs JeKap/IeKkap 1o JeHTalHa MEeIUIIMHA.

(3) Penteritute ca BamuaHU 3a CPOK 15 AHM OT gaTaTa Ha U3JAaBAHETO UM.

(4) JIuara mo wi. 30r, ain. 1 morar ga pasmeyaTBaT oOpa3luTe Ha JOKYMEHTHUTE IO all. 1, KaTo
CBIIUTE ChIBPKAT 3aIBHKUTEIIHO BCUYKU PEKBU3UTH.

I'naBa yerBbpTAa.
OTIIYCKAHE HA JIEKAPCTBEHU ITPOAYKTH

Pazpea 1.
IIpyemaHe u M3NbJIHEHHE HA JIEKAPCTBEHUTE MPeINUCAHMS
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Uin. 31. (1) (Ilpenumen texct Ha wi. 31 - JIB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) [Ipu
MIPUEMAHETO Ha PELETITUTE U JIEKAPCTBEHUTE JIUCTOBE MarucThp-hapmMaleBThT ce 3ab/kKaBa J1a:

1. mpoBepsiBa 1ajiM ca Crla3eHu U3UCKBAaHMUATA HA TJIABU BTOPA U TPETA;

2. (u3m. - [IB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) He oTIIyCcKa JIEKAPCTBEHU MPOTYKTH
Cpelly TaJOHU 3a OTCTBITIKA WM IPYTH NOMBIHUTEIHA MaTepUain, HelpeIBUIeHU B Ta3u Hapenoa, 3JIIIXM
i 3BMJ;

3. (m3m. - IB, 6p. 81 or 2013 r., usm. - JIB, 6p. 85 or 2023 r., B cuna ot 16.10.2023 r.)
OCTOWHOCTSIBA TPEANMUCAHUTE JIEKAPCTBEHU MPOIYKTH; CIIOMAraTeIHUTE MaTEPUAIH U OMTAKOBKUTE, KOUTO CE
U3IMON3BAT 3a JICKAPCTBEHM IMPOJYKTH, NMPUTOTBEHM IO MarucTpaiHa M QapMakolieifHa pelenTtypa B
anTeKuTe, U ce OCTOWHOCTABAT chriacHo Hapenbara 3a ycinoBusTa, MpaBujaTa M peja 3a peryjupaHe u
perucTpupaHe Ha IIEHUTE Ha JICKapCTBEHUTE MPOAYKTH, npueta ¢ [loctanosnenue Ne 97 nHa MuHuctepcku
ceBet ot 2013 1. (/IB, 6p. 40 oT 2013 1.);

4. (mom. - 1B, 6p. 85 ot 2023 1., B cma ot 16.10.2023 r.) BouCBa BCsIKa M3MBJIHEHA PEIICNTa B
JTHEBHUK 3a PETUCTPUPAHE HA PEIenTH ChriacHo npuioxkenue Ne 4 koM wi. 3, an. 3 ot Hapenba Ne 28 ot
2008 r. 3a yCTpOMCTBOTO, pela M OpraHuzalusTa Ha paboTaTa Ha aNTEKUTE M HOMEHKJIAaTypaTa Ha
nekapctBerute npoayktu (B, 6p. 109 ot 2009 1.).

(2) (HoBa - /IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1., uzm. - JIB, 6p. 85 ot 2023 1., B cuna
ot 16.10.2023 r.) JIHEBHUKBT 3a pErUCTPUPAHE HA PELIENITH O aj. 1, T. 4 ce BOJIM Ha €JIEKTPOHEH HOCUTEN.

(3) (Hosa - IB, 6p. 85 ot 2023 1., B cuna ot 16.10.2023 r.) I[IpaBo 1a oTmyckar JeKapCTBEHH
MPOAYKTH, ChIbPIKAIM HAPKOTUYHHU BellecTBa OT npuiioskeHne Ne 1 kbm wi. 2 ot Hapen6a Ne 2 ot 2012 r.
3a YCJIOBHSTA U PE/ia 3a OCHIIECTBABAHE HAa MPOrPaMu 3a JICUEHHUE C arOHUCTH U arOHUCTU-AaHTarOHUCTU Ha
JMIa, 3aBUCUMU KbM onrouau (B, 6p. 49 ot 2012 r.), uMmar nekapu, paboTely B IporpamMuTe, oIy IHIN
paspelieHrne 0T MHHUCTBPA Ha 3JpaBeOIa3BaHeTO 33 OCHIIECTBSIBAHE HA TIPOTPAMU 32 JICYCHUE C aTOHUCTH U
arOHUCTH-aHTAarOHUCTH Ha JIMIIA, 3aBUCUMU KbM OTTHOUIH.

Un. 32. (1) B anrekata 3agb/DKUTENIHO CE€ ChXpaHSBa B IPOIBIDKCHHE HA TIET TOIUHU
uHpopManus 3a:

1. mpueTuTe M U3MBIHEHUTE PEICTTH;

2. MIOJTYYEHUTE JIE€KAPCTBEHU MPOIYKTHU 110 HApTUJIH.

(2) (U3m. - IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Ha Bcsaka perenta Maructbp-
(dbapmaleBTHT MOCTaBs MeYaT, KOUTO ChIbpKa HOMEpa U JaTara Ha pa3pelIeHHeTo 3a ThProBus Ha APEOHO C
JIEKapCTBEHU MTPOTYKTH.

(3) (Homa - IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) Penentute ce moamwcBaT OT
MarucTep-papmanenBTa, KOMTO U3MBIHIBA MPEANHCAHUETO W/WIW OTIyCKa JEKapCTBEHHUTE MpoAykTh. Ha
BCsKa pelenTa MarucTbp-papManeBThT OCTaBS:

1. HoMep U 1aTa Ha MpUEeMaHe Ha PelLenTara;

2. YUH na oTmyckamus Maructbp-apmanesT.

Uin. 33. (1) B antexkute penenTute ce U3MBJIHIBAT TPUOPUTETHO 1O CIESAHUS P/l

1. peuentu ¢ ykazanue "tuto", "muTHcuMoO" uiu "cTaTUM" ce HM3MBIHABAT He3a0aBHO, KaTO
BBPXY TSX CE€ OTOENA3Ba YaChT HA MOCTHIIBAHETO B aNITEKaTa U HA U3IIBIHEHUETO UM,

2. peuenty 3a fena Ao 14 ronunu,

3. BCHYKM OCTaHAJIM PELENTH Ce U3MBIHABAT MO Pe/ia HA MOCTHIIBAHETO UM.

(2) (Ot™m. - 1B, 6p. 85 o1 2023 1., B cuma ot 16.10.2023 1.)

Y. 34. (1) IIpu oTnyckaHe Ha MpeaIMCaHU JEKAPCTBEHU MTPOLYKTH CE CIIa3Ba CIEIHUAT PEN:
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l. (m3m. - IB, Op. 81 or 2013 r.) KOoraro IEKApCTBEHUAT MPOAYKT € TPEANHCaH dYpe3
MEXTyHApOIHO HEMATeHTHO WX (apMaKONeHO HAMMEHOBAHHE Ha JICKAPCTBEHOTO BEIIECTBO, CE OTITyCKa
JIEKapCTBEH TNPOJYKT, paspelleH 3a ymnoTpeda B CTpaHara, KOMTO ChIbpXka NPEANUCAHOTO AKTUBHO
BEIIECTBO, KaTO 3abJDKUTEITHO C€ CMa3BaT MpeIHcaHaTa JIeKapcTBeHa popMa M KOJHMUYECTBOTO B JI030Ba
CIMHUIIA;

2. KOTaTo JIEKAPCTBEHHUAT MPOIYKT € MPEANHCaH MO THProBCKO HaWMMEHOBaHHE, C€ OTITyCKa
TOYHO MPEITHCAHUAT MIPOAYKT.

(2) Koraro amnrekara He pasnojara ¢ IpPEANNCAHUS JIEKApCTBEH MPOAYKT, MarucTbp-
(hapManeBThT € JUTHKEH J1a TO OCUTYPH B CPOK J10 24 daca. B To3u ciyuaii jatata u 4achT Ha TIOCTHIIBAHETO
Ha pelenraTa ce 0Tpa3siBaT BbpXY Hesl.

UYn. 35. (1) Caen oTmyckaHeTo Ha MPEANHCAHUTE JIGKAPCTBEHU MPOAYKTH pelenTaTa ce Bpblia
Ha IPUHOCUTENS H.

(2) (M3m. - IB, 6p. 94 ot 2011 r., u3m. - JIB, O6p. 90 ot 2019 r.) B anTekute Ha jnedeOHHUTE
3aBeJIeHUs ChC CTAIIMOHAP, CKIIOYWIN JoroBop 1o peaa Ha Hapenba Ne 34 ot 2005 r. 3a pena 3a 3ariamniane
OT Abp)KaBHMS OIO/DKET Ha JICUEHHWETO Ha OBJIrapCcKUTE TpaXkJaHu 3a 3a00isBaHUS, W3BBbH OOXBaTa Ha

3aIBIKUTEIHOTO 3/I[PaBHO OCUTYPSIBaHE, Ce 3aAbpKa SAMHUST EK3EMIUIAP Ha perenTara.
(3) (Otm. - B, 6p. 51 o1 2023 1., B cruta ot 13.06.2023 1.)

Un. 36. Ilpu ornmyckaHe Ha JEKapCTBEHH MNPOAYKTH MarucTbp-papManeBThT € ATBKEH Ja
npenocTaBu WHGOpMaNUs M ChBETH HA TAIMCHTHTE, M3PAa3CHH SICHO, HAa €3WK, JIECEH 3a BB3IPHUEMAHE,
OTHOCHO 0€30MacHOTO U €(PEeKTUBHOTO MpHUEMaHe 1 U3MOJI3BaHE HA JIEKAPCTBEHUTE MPOTYKTH.

Yn. 37. (1) llpennucanusi, KOUTO HE OTIOBAPAT HA U3UCKBAHMSTA I10 TJIAaBU BTOpPA U TPETA, HE Ce
W3IbJIHSBAT.

(2) ITpu BH3HUKHATIO ChMHEHUE OTHOCHO MPEANKMCAHOTO B PelenTaTa MarucTbp-hapMareBThT €
JUTbKEH, IIPEIN J1a OTIIyCHE JIEKapCTBEHUSI POAYKT, J1a C€ KOHCYJITHpA C IPEIINUcaIus perenTara Jekap.

Y. 38. He ce oTmmyckar J1ekapCcTBEHH NMPOAYKTH 110 KOIIHE Ha OPUTMHAIHA PELENTa.

Uin. 39. Ilpenu oTmyckaHe Ha JIEKapCTBEHM NPOAYKTH Oe€3 pelenta MarucTbp-(papmaneBThbT
HaIOMHS Ha NalMeHTa peay ynorpeda na npoyere MHGOPMaIlMOHHATA JIUCTOBKA.

Pazpea I1.
OTnyckaHe HA JIeKAPCTBEHU NMPOAYKTH, ChAbPKallld HAPKOTHYHH BelIecTBa

Un. 40. (M3m. - [IB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.) JlekapcTBeHH MPOAYKTH,
ChIBPIKAIIN HAPKOTUYHU BEIIECTBA, MPEANMCAHHM IO pe/ia Ha TJaBa Tpera, pasnen I, ce oTmyckar B anTekw,
KOMTO Ca MOJyYWIN JIMLEH3US 32 ThProBHsl Ha APeOHO U ChbXPaHsBaHE Ha HAPKOTHYHU BEILECTBA 10 pesia Ha
3aKoHa 3a KOHTPOJ BbpXY HapKOTUYHMTE BelecTBa U npekypcopute (3KHBII).

Un. 41. (1) (U3wm. - [IB, 6p. 81 ot 2013 1., u3m. - JIB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 1.)
[Ipenu oTmyckaHe Ha JIEKAPCTBEHH MPOIYKTH, ChIBPKAIIN HAPKOTUIHH BEIIECTBA, MATUCTHP-(hapMarieBThT
3aJIbJDKUTEITHO TPOBEPsBA Jaji ca CIa3eHH M3UCKBAHMSATA 33 IMPEIIUCBAHE HA JICKAPCTBEHU MPOAYKTH,
ChIbPIKAIIN HAPKOTUYHH BEIIECTBA, U BHBEXK/A TPUTE MMECHA M JIAHHUTE OT JJOKYMEHTA 332 CAMOJIMYHOCT Ha
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JULETO.

(2) (M3m. - B, 6p. 81 ot 2013 1., w3m. - [IB, O6p. 51 ot 2023 r., B cuna ot 13.06.2023 1.)
HNudopmanusira oT crenHuaIHUTe pelienTypHU OJIaHKU - HallMOHAJIeH pedepeHTeH HOMep Ha pelenTypHaTa
OjlaHKa, M€ Ha NAIMeHTa, HAUMEHOBAaHUE Ha JIEKapCTBEHHs MPOJYKT, OTIYCHATO KOJMYECTBO U JlaTa Ha
OTIIyCKAaHETO, C€ BbBEXkJa B CHEIMAIHMUA perucTbp chriaacHo wi. 3 or Hapexba Ne 21 ot 2000 r. 3a
M3HUCKBaHUATA KbM JOKYMEHTALUATA U OTYETHOCTTA IPU U3BBPIIBAHE HA JEMHOCTH C HAPKOTUYHU BEILIECTBA
1 JICKapCTBEHU MPOIYKTH, ChABPIKAIIN HapKoTHYHHU BemecTBa (/IB, 6p. 86 ot 2000 r.).

(3) (U3m. - [IB, 6p. 94 ot 2011 1, oT™. - JIB, O6p. 51 ot 2023 1., B cmita ot 13.06.2023 1.)

(4) (U3m. - ]IB, 6p. 81 ot 2013 r., u3m. - JIB, 6p. 68 ot 2014 r., B crita ot 15.08.2014 r., usm. -
B, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.) Koraro nekapcTBeHUAT MPOAYKT Mo wi. 262, an. 6, 1. 1
3JIIIXM, chabprxall HApKOTUYHM BellecTBa, ce 3amnama or H30K 3a gomamHo neuenue, nadopmanusara
no aji. 2 oOT CcHeUManHuTe penentypHu Osmanku ce mnpenocraBs Ha P30OK upe3 Hanumonannata
3paBHOMH(OPMAIIIOHHA CUCTEMA.

(5) (Otm. - 1B, 6p. 81 oT 2013 1.)

UYn. 42. (U3m. - B, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.) Undopmanusrta no ui. 41, an. 2
OT CHelMaIHNUTE pelenTypHu O6aHku ce npenoctaBs Ha P3U upe3 Hanmonannata 3apaBHOMH(pOpMaIMOHHA
cucTeMa.

Un. 43. (U3m. - 1B, Op. 81 ot 2013 r.) 3abpansiBa ce OTIyCKaHE HA JIEKAPCTBEHU MPOAYKTH IO
pelnenTa, Mpeucaly Ipeay oBede oT 7 JHH.

Ui 44. (1) (U3m. - JIB, 6p. 81 ot 2013 r.) 3abpaHnsBa ce OTIyCKaHE Ha JICKAPCTBEHU MPOIYKTH,
ChIbPKAIIM HAPKOTUYHH BelecTBa OT mpuiioxkeHus Ne 2 u 3 kpM ui. 3, T. 2 u 3 ot Hapenbara 3a pena 3a
KIacupuIMpaHe Ha PACTCHUsATA W BEIIeCTBaTa KAaTo HApPKOTUYHHW, B KOJIWYECTBA, IO-TOJIEMH OT
MpeANMCaHUTE.

(2) IIpu ycTaHoBsiBaHE Ha HECHOTBETCTBUS B MPEANUCAHUETO U MAKCUMAJIHO JOMYCTUMATA J103a
MarucTbp-(papMameBThT B aNiTeKaTa € JUIBKEH J1a € KOHCYJITHPA ¢ TIPEAMUCAINS pelernrTara jJeKap.

(3) Ilpu HEBB3MOKHOCT 3a WM3MBIHEHHE Ha MPEINUCAHHETO CIlie]] KOHCYNTalusATa Mo ai. 2
perenTara ce BphIlla Ha JIeKaps/JieKkaps 10 JCHTATHA MEIUIIMHA 32 aHyJIHpaHe.

Ui 45. 3abpansiBa ce OTIyCKaHE Ha JICKApPCTBEHH MPOIYKTH MO pela Ha TO3H pasJiel, KOraTo
MPUHOCUTEIISIT HA perentara € noj 18 roguuu.

Pazpgeua I11.
OTnyckaHe HA JIeKAPCTBEHH NMPOIAYKTH, 3aIUIAIAHA HATBJIHO 0T M3 U HATBJIHO WJIN
gactuuHo ot H30K

Y. 46. (1) (U3m. - JIB, Op. 94 ot 2011 1., u3m. - [IB, 6p. 90 ot 2019 r.) OrnyckaneTro Ha
JIEKApCTBEHU IPOMYKTH, NPEAIUCAaHU 10 pela Ha riasa Tpera, paszpen III, ce m3BbpumiBa OT anTexku Ha
ne4eOHM 3aBeJIEHUsI ChC CTAI[MOHAP, CKIIOYMIIN JToroBop 1o peaa Ha Hapenda Ne 34 ot 2005 r. 3a pena 3a
3amjamiaHe OT IbpXKaBHUS OIO/DKET Ha JICYCHHETO Ha OBITapCKUTe Tpa)xJaaHu 3a 3a00JIABaHUS, W3BBH
00XBara Ha 3abJDKATEITHOTO 3/IPABHO OCUTYpSIBaHE.

(2) (Orm. - 1B, Op. 81 ot 2013 r., HOBa - J/IB, Op. 68 or 2014 1., B cuna ot 15.08.2014 r.)
OTnyckaHeTo Ha JIGKAPCTBEHU MPOIYKTH OT anTeku, padorenm mo goroBop ¢ H3OK, ce m3BwbpmiBa B
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CBHOTBETCTBHUE C Ta3u Hapeada U ¢ yCIOBUATA U Peja 3a CKI0YBAHE HA WHAWBUIYAIHU JOTOBOPH IO il 45,
an. 15 ot 3akoHa 3a 3[paBHOTO OCUTYPSIBAHE.

(3) (Hom. - 1B, 6p. 81 ot 2013 r., mom. - /1B, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 ., oT™. B
gyacTTa OTHOCHO aymuTe "Maructosp papmanept” ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - /1B, 6p. 91
ot 2016 r., B cuna ot 18.11.2016 r.) OTnyckaHeTo Ha JIEKapCTBEHH HPOAYKTH, MPEANUCAHM 1O pesa Ha
riiaBa TpeTa, pasnen [V, ce u3BbpIBa OT MarucThp-hapmarneBT B anteku, padoremu mo qorosop ¢ H30K ¢
M3KJIIOUEHHUE Ha JIEKapCTBEHUTE MPOIYKTH 10 4i. 30r, KOUTO ce OTMYCKAT OT OOJHUYHUTE alTeKH.

(4) (Hosa - JIB, 6p. 81 ot 2013 r.) Koraro nekapcTBEHUAT MPOIYKT C€ OTIYCKa B OMAKOBKa,
pa3ianyHa OT OKOHYaTeJIHaTa, ce OTOeNA3BaT BCUUKU JJaHHU OT OKOHYATEeIHATa ONaKOBKA Ha MPOU3BOIUTEIS
U Ce MPEJI0CTaBs JIUCTOBKATA 3a MaIlUEeHTA.

(5) (Homa - 1B, 6p. 81 ot 2013 r., nom. - /IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 r., usm. -
JIB, 6p. 90 ot 2019 r.) Ha obpaTHata cTpaHa Ha pelenrara 3a JIEKapCTBEHUTE MPOAYKTH, OTIYCKaHH IO
pena Ha wi. 21 ot Hapen6a Ne 34 ot 2005 r. 3a pesa 3a 3amamniane oT IbpKaBHUsS OIOPKET Ha JICYCHHETO Ha
OBJITapCKUTE TPAKIAHU 3a 3a00JIsBaHMsI, M3BbH 00XBaTa HA 3aBJDKUTEITHOTO 37paBHO ocurypsiBane (/1B,
op. 95 or 2005 r.), ce 3amucBaT JAaHHWUTE OT JUYHATa KapTa (MAclOpT) Ha MalMeHTa M Ha IOJIydaTelsd,
KOraTo JIEKapCTBEHUTE MPOIYKTH HE CE MOJyyaBat JIMYHO OT MMalUEHTA.

Ui 47. (1) (U3wm. - JIB, 6p. 95 ot 2014 r., npeaumien teker Ha wi. 47 - JIB, 6p. 68 ot 2019 1., B
cuna ot 27.08.2019 r.) OTmyckaHeTo Ha JIGKQpCTBEHH MPOAYKTH, MPEANUCAaHU Ha pelenTypHa OnaHka
(o6pazen M3 - H30K Ne 5A no npunoxenue Ne 7), ce U3BbpILIBA B PAMKUTE Ha BAJIUJHOCT HA OTPSI3bLMUTE,
KaTo JlaTaTa Ha U3IIbJIHEHHE Ha BCEKU OTPA3BK CE MOCOYBA BbPXY HETO U BbPXY CIICBAIINS OTPSA3bK.

(2) (Homa - 1B, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) [Ipu Hanuumne Ha MpeANMUCaHUs HA
moBeve OT eaHa perentypHa Omanka (oopazerr M3 - H30K Ne 5 mo mpunoxenue Ne 6 u obpazery M3 -
H30K Ne 5A no npunoxxenue Ne 7) ¢ mpeanucanus 3a pa3ivdyeH Opoil JHU pelenTUTe ce U3MbIHABAT Ha
JaTaTa Ha Hal-KbCHUSl CPOK, HO HE TIO-MAJIKO OT 25-Hs JIEH.

Un. 47a. (Hos - [IB, 6p. 68 ot 2014 r., B cuma ot 15.08.2014 r., OTM. B 4acTTa OTHOCHO AYMHUTE
"Maructep Qpapmanent” ¢ Pemenne Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 r., B cuna ot
18.11.2016 r.) ITpu oTnyckaHe Ha JE€KapCTBEHU NMPOLYKTH, IPEAIMCAHHU 110 Pella Ha T1aBa Tpera, pasnen IV,
MarucTbep-(papmManeBTbT NPOBEPSBA 3APABHOOCUTYPUTENHUS CTATyC HA MALIMEHTUTE IO PEJ, ONpENEseH B
YCIIOBHSITA U peZa 3a CKIOYBAHE HAa MHIUBHIYaHH JOTroBOpH Mo wi. 45, an. 15 ot 3akoHa 3a 37paBHOTO
OCUTYpsIBAaHE.

Yn. 476. (Hos - IB, 6p. 68 ot 2014 r., B cuna ot 15.08.2014 r.) (1) (Ot™. ¢ Pemenne Ne 5812
ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 1., B cmuta ot 18.11.2016 1.)

(2) (Ot™. ¢ Pemienne Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 r., B cuna ot
18.11.20161.)

(3) (Ot™. ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 1., B cuia ot
18.11.20161.)

(4) (Ot™. ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - 1B, 6p. 91 ot 2016 1., B cuia ot
18.11.20161.)

(5) (Ot™. ¢ Pemenue Ne 5812 ot 17.05.2016 r. na BAC - [IB, 6p. 91 ot 2016 1., B cuia ot
18.11.20161.)

Ui 48. (1) Peuentute n npoTOKONMTE HE C€ M3MBIHSABAT U CE BPBILAT HA MPUHOCUTENS UM,
KOraTo:
1. petentypHaTa GJ1laHKa HE ChIBPKA U3LSAIO NOMBIHEHH BCUUKH JaHHU;
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2. CPOKBT Ha BAJIUJHOCT € U3TEKBII;

3. IpeAnuCcaHusAT JEeKapCTBEH NMpoayKT He ce 3aruiama oT M3, or H30K wnu He oTtroBaps Ha
W3HUCKBaHUATA, ONPEJEIICHU B 1oroBopa Ha antekata ¢ H30K;

4. ca AOMyCHATH I'PEUIKU U HECHOTBETCTBUS IIPH MOI'bJIBAHE HA OJIAHKUTE;

5. B cily4auTe, KOTaTo He ca U3MbJIHEHU U3UCKBAHUATA Ha Wil. 7, anl. 1, T. 3;

6. (HoBa - JIB, Op. 95 ot 2018 r., u3m. - JIB, Op. 68 ot 2019 r., B cuna ot 01.01.2020 r.) B
Clly4auTe, KOraTo He € U3IBJIHEHO U3UCKBAaHETO Ha uil. 24, a. 6.

(2) Marucrbp-hapManeBTbT, OTIYCKAI] JIEKAPCTBEHUTE MPOIYKTH, HAMA MpPaBO Ja HaHACSH
MOTPABKK BbPXY pelenTypHaTa OyiaHKa, ¢ U3KJIOYEHHE Ha MOIMPABKU MPU HANpPaBEHU OT HETO TEXHUYECKH
I'PEUIKM B MOMEHTA Ha M3IIBbJIHEHHE Ha peuenraTta. B To3u ciayyail Tol ce moAmnucea Cpelly HalpaBeHaTa OT
HEro KOPEeKIIHsL.

Pazgen IV.
OTnyckaHe HA JIeKAPCTBEHH NMPOXYKTH U MeAULIMHCKHN M3/1eJUS 10 pelenTH, u31aJeHu B
apyra abp:xaBa wienka (Hos - /IB, 0p. 15 ot 2014 1.)

Yn. 48a. (Hos - 1B, 6p. 15 or 2014 r.) (1) (U3Mm. - ]IB, 6p. 85 ot 2023 r., B cuia ot 16.10.2023
r.) Maructbsp-(papmaneBTuTe Mpu Clia3BaHe pa3nopen0dnTe Ha pasen | ca IIbKHU Aa U3MBIHSABAT PEIENTH,
W3/1aJICHU B JIpyTra AbpKaBa YWICHKA.

(2) Penenitute 1o ait. 1 crmenaBsa qa ChabpikaT TaHHUTE, IOCOUCHHU B MpuiiokeHue Ne 4a.

(3) (U3m. - B, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 r.) Maructbp-papmaneBTuTe ¢ e
rapaHTHpPaHe MPUEMCTBEHOCT MPH JICUEHUETO Ha KOHKPETeH MAIMEeHT MOTaT Jia U3MBJIHABAT PEIENTH 1O all.
1l u B ciayuyauTe, B KOUTO HE ChABPKAT BCUUYKU JAaHHU MO mpuiioxkeHue Ne 4a, HO ¢ ToBa He ce 3acdra
TOYHOTO WACHTH(HIMpAHE HA TAIUCHTA, MPEIMUCAHUTE JICKAPCTBCHH IMPOTYKTH/MEIUIIMHCKHA W3ICIHS,
HAaYUHBT HA MPUJIAraHe, KAKTO U MEAUIIMHCKUST CIICIIHAIIUCT, U3/1ajl pellenTara.

Ui 486. (Hos - JIB, Op. 15 ot 2014 r., u3m. - JIB, 6p. 85 ot 2023 r., B cuna ot 16.10.2023 1.)
Maructbp-hapmanieBTUTE He M3IIBJIHABAT PELENTH, U3aJIeHH B Jpyra Abp)KaBa WICHKA, B 4acTTa, B KOATO
ca MpeANnuCcaHu JeKapCTBEHU NpoAyKTH 1o wi. 174 3JIIIXM.

Pazgen V.
OTnyckaHe HA JIeKAPCTBEHM NMPOAYKTH B Je4eOHN 3aBeeHnusi cbe cranuonap (Ilpexnmen
pa3nea 4 - JIB, op. 15 ot 2014 1.)

Yn. 49. (1) (U3m. - [IB, 6p. 81 ot 2013 r.) JlekapcTBeHUTE MPOIYKTH 33 XOCHUTAIU3UPAHUTE
MAIMEHTH Cce OTIYCKAT OT OOJIHMYHATA aIlTeKa.

(2) (U3m. - [IB, 6p. 2 ot 2012 1., u3m. - JIB, 6p. 81 ot 2013 r., u3m. - [IB, 6p. 85 ot 2023 r., B
cuna ot 16.10.2023 r.) Koraro neueOHO 3aBe/icHHE ChC CTAIIMOHAP HsIMa anTeka, ce mpuaraT 4. 38 - 380
ot Hapemba Ne 28 ot 2008 r. 3a yCTpoOMCTBOTO, pela W OpraHu3anusara Ha paboTaTa Ha amNTEKUTE U
HOMEHKJIaTypaTa Ha JIEKapCTBEHUTE MNpoayKTH. [Ipum choemHu ciydam ce ocurypsiBa CHaOasBaHe C
HEOOXO/IMMHUS JIEKAPCTBEH TMPOJYKT BBB BB3MOXKHO Hal-KpaThbK CpOK. 3a IIeHOOOpa3yBaHETO Ha
JIEKapCTBEHUTE MPOJYKTH C€ CIa3BaT yCJIOBHATa Ha Hapeadara no wi. 261a, an. 5 3JIIIXM.

Ui 49a. (1) (Hos - JIB, 6p. 81 ot 2013 r., npeuiiex Teket Ha wi. 49a - [IB, O6p. 53 ot 2022 1.)
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[Ipu mpuemane Ha JEKapCTBEHHUTE JHCTOBE MarucTbp-(hapManeBTHT 3aJABIDKUTEITHO MPOBEpsiBa JaIH ca
CIa3eHU U3MCKBAHMATA 3a MPEANUCBAHE HA JICKAPCTBEHU MPOAYKTH 10 wi. 8, 14 u 15.

(2) (Hosa - JIB, 6p. 53 ot 2022 r.) [Ipu nmpuemaHe Ha JIEKAPCTBEH JIUCT B €JIEKTPOHHA (opma
MarucTbp-papManeBTbT CbCTaBs Ype3 CHelHaTu3upaH copTyep BTOPH EJIEKTPOHEH EK3EeMIUIIp Ha
noanucanus no wi. 30a, an. 3 nekapcTBEH JIMCT MO/ ChIIUSI HOMEp ¢ Jo0aBeHa B Kpast Ha Homepa OykBa "A",
KOMTO HE ChIbprKa MOJNUC Ha JIEKYyBalll JeKap U Ha4YaJHUK Ha OT/eJIeHHE. BTOPHUAT €IeKTPOHEH €K3eMILISP
TpsiOBa Jla ChIbp)ka BCUYKU JAPYTM PEKBM3MTH, MOJINMC HAa MarucTbp-papmalneBTa, KakTo M Ha JUIATa,
IIpeaIu U IPUEIN JIEKAPCTBEHUTE MPOTyKTH.

Y. 50. (1) JlekapcTBeHHTE MPOIYKTH IO JIEKAPCTBEHM JINCTOBE CE OTIYCKAT MOOTICITHO 3a
BCEKH MAI[MEHT, KaTO BCEKHU BUJ JEKAPCTBEH MPOAYKT CE€ OTIyCKa B OT/AETHA OMAaKOBKa, BBPXY KOSITO Ce
0TOENI3BaT MMETO U BH3PACTTa Ha OOJHHSI, HOMEPHT Ha CTasATa, JIETJIOTO U MPEANUCcCaHaTa J103a.

(2) (U3m. - 1B, 6p. 81 ot 2013 r.) Korato nexkapcTBEHUST MPOAYKT CE€ OTIIyCKa B OIMAKOBKa,
pa3nuYHa OT OKOHYATETHATa, OCBEH JAaHHUTE IO ajl. 1 ce oTOeNsI3BaT M BCUYKHU JaHHU OT OKOHYATEIHATA
OIIaKOBKa HA MIPOU3BOIUTEIIS.

(3) (U3m. - IIB, 6p. 95 ot 2014 r., u3m. - JIB, Op. 53 ot 2022 r.) /[Bara ex3zeMIuisipa Ha
JICKApCTBEHHS JIMNCT B CBHBKYITHOCT, HE3aBUCHUMO Jajil Ca CHCTABCHH HAa XapTHUEH HOCWUTEN, W/WIU B
eJIeKTpOHHA (popMa, CHCTABISABAT JIEKAPCTBEH JIMCT ChIIacHO mpuiiokeHue Ne Sa.

(4) (HoBa - JIB, 6p. 95 or 2018 r., mom. - IB, Op. 53 ot 2022 r.) Korato ekapcTBEHUTE
MPOAYKTH ca 3a JICYCHHWE Ha 3JI0KAYECTBEHU 3a00JISIBaHWS B CTAllMOHAPHU YCJIOBHUs, OONHMUYHATA anTeKa
BOJIM JKypHAJI 32 pa3TBapsHE Ha JICKAPCTBEHH MPOIYKTH 32 JICYCHHUE HA OHKOJOTHYHU/OHKOXEMATOJIOTHYHH
3a0o0siBaHus TI0 o0pa3ell ChriaacHo npriiokeHue Ne 871, B KOMTO TAaHHUTE CE PETUCTPHUPAT exenHeBHo. [Ipu
OCHUTYpEHa TEXHHUYECKa Bb3MOXKHOCT KYPHAIBT MOXKE J1a CE ChCTaBs B IEKTPOHHA Popma.

(5) (Homa - JIB, 6p. 95 ot 2018 r.) B ciy4aii 4ye cien mpuroTBsSiHE HA WHIUBUIYTHUTE J03H 32
JICHS OT JIAJICH JIEKAPCTBEH MPOAYKT ce (OopMHpa OCTaThK, KONTO HE MOXKe J1a ObJie PUIIOKEH B CPOKA My
Ha TOJHOCT, MMOCOYEH B KpaTKaTa XapaKTEpUCTHKAa Ha JIGKAPCTBEHUS NMPOIYKT, OCTATHKBT CE€ OTpa3siBa B
ONMMC  HA  HEWU3IOJ3BAEMUTE  OCTaThIM  OT  JICKAPCTBEHM  MPOJAYKTH  3a  JICUCHHE  Ha
OHKOJIOTHYHH/OHKOXEMAaTOJIOTHYHU 3a00JI1BaHuUs 110 00pa3el] chriacHo npuiiokeHue Ne 8e.

Ui 50a. (Hos - JIB, 6p. 81 ot 2013 1.) (1) [IspBUTE €K3eMILISIpH HA JICKAPCTBEHUTE JIMCTOBE, 110
KOUTO Ca OTIIyCHATH JIEKapCTBEHHM NPOAYKTH, ChIBP)KALIM HAPKOTHUYHU BELIECTBA, CE€ 3aAbpiKaT B
OOJIHWYHATA anTeka M Ce ChXPaHsSBAT 32 CPOK €IHA T'OJMHA, KaTO C€ MPEACTaBAT Ha KOHTPOJIHUTE OpTaHH
IIPU IPOBEPKA.

(2) Cnen u3nbJIHEHUE HA MPEANUCAHUATA I10 JIEKAPCTBEHUS JIUCT 3a JIEKAPCTBEHU IMPOIYKTH,
ChIbPKAIIM HAPKOTUYHU BEILIECTBA, BTOPHAT €K3EMIUISIP CE ChbXPAHsABA B OTAEICHHUETO 3a CPOK 5 TOAMHHU.

(3) Cnen u3THuUaHe Ha CpoOKa IO al. | IbPBUTE €K3EMIUIAPU OT JIEKAPCTBEHUTE JIUCTOBE CE
IpeaBatr ¢ MpUEMHO-IIpeIaBaTesIeH NPoToKoy Ha uHcnekTopute B P3U, xouto ru chxpanssar 3a cpok 10
TOJVHH.

(4) Ilpm ormyckaHe Ha JIEKapCTBEHUM INPOAYKTH, ChIBPKAIIM HAPKOTUYHHU BEIECTBA Ha
JIEKapCTBEH JIUCT, HeoOXoumara HHPOpMaLus OT HETO ce BbBEX/a B perucTbpa 1o 4ui. 3, ai. 2 ot Hapenba
Ne 21 ot 2000 r. 3a U3UCKBaHMATA KbM JOKYMEHTALMATAa U OTYETHOCTTA MPU U3BBPILIBAHE HA JEHHOCTH C
HapKOTHYHU BELECTBA U JIEKAPCTBEHU NPOJAYKTH, ChAbPKAIM HAPKOTUYHH BELECTBA.

Un. 506. (HoB - IB, Op. 81 ot 2013 r.) (1) (M3m. - IB, Op. 95 ot 2018 r.) JlekapcTBeHuUTE
npoayktd mo wi. 30r, an. 7, T. 2 ce OTIyCKaT OT anTeKH Ha JIedeOHUTE 3aBEJCHUS ChC CTAIMOHAP,
cxmour goropop ¢ H3OK 3a knuHMYHa mponenypa mo aucnancepHo nHabmogenwe Ha 30JI cbe
3JI0KaYE€CTBEHHU 3a00JISIBAHUSI.

(2) (U3m. - 1B, Op. 95 ot 2018 r.) [IbpBHUTE EK3EMIUISIPH HA PELIETITUTE, C KOUTO Ca MPEANHUCAHH

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 20.12.2023 1.



JeKapcTBeHH MpoaAykTu mo wi. 30r, an. 7, T. 2, ce MoApek aaT B XPOHOJIOTHUYEH Pell, KaTo HeoOXoaumara
nH(poOpMaIUs OT TAX Ce BbBEX/a B peructhpa mo 4i. 3, ai. 2 ot Hapenba Ne 21 ot 2000 r. 3a u3nckBanusta
KbM JOKYMEHTAaIlMsTa W OTYETHOCTTa TNpPU HU3BBPIIBAHE HAa JEHHOCTH C HAPKOTHUYHU BEIIECTBA H
JIEKApCTBEHH MPOIYKTH, ChIBPKAIA HAPKOTUYHHU BEIIECTBA, U HA IIBPBUS €K3EMIUIAP C€ OTOESI3BAT TPUTE
MMEHa U JaHHUTE OT IOKyMEHTa 32 CAMOJIMYHOCT Ha MPUHOCUTEISI Ha pellenTaTa.

(3) (U3m. - JIB, Op. 95 ot 2014 1.) [IbpBUTE EK3EMIUISIPU OT PELIENITUTE 10 al. 2 CE ChbXPaHsIBAT B
OOJHMYHATA anTeKa 3a CPOK e/1HA TOAMHA U Ce MPEACTABAT HA KOHTPOJIHUTE OPTaHu MpU MPOBEPKa.

(4) (M3m. - 1B, Op. 95 ot 2014 r.) Bropute ex3eMIUIIpH OT pelenTuTe Mo aj. 2 ce IpeaaBar B
P30OK exxemecedHo B CPOKOBETE 3a OTUUTAHE JIEHHOCTTA HA JIEYCOHOTO 3aBEICHHUE.

(5) (U3wm. - [IB, 6p. 95 ot 2014 r.) Cnex u3Tu4aHe Ha CpoKa IO aj. 3 pelenTUTe ce MpenaBar ¢
MIPUEMHO-TIpeIaBaTeNieH MPOTOKOJI Ha nHCcTiekTopute B P31, kouto ru cbxpansBar 3a cpok 10 rogunu.

U 50B. (HoB - JIB, Op. 81 ot 2013 r.) 3abpansBa ce oTmyckaHe B OOJHMYHATA anTeKa Ha
JICKapCTBEHH TPOIYKTH, ChIbPIKAId HAPKOTHYHMA BEHIECTBA, IO peIlenTa WX JIEKapCTBEH JIHCT,
NPENUCAHU PN TIOBEYE OT 7 JTHH.

Yn. 50r. (Hos - [IB, 6p. 81 ot 2013 r.) (1) 3a0pansiBa ce B OOJHMYHATA anTeKa OTIMYCKaHE Ha
JIEKApCTBEHH MPOAYKTH, ChAbPIKAIIM HAPKOTUYHHU BeliecTBa oT npuiokeHus Ne 2 u 3 kbM wi. 3, T. 2 u 3 oT
Hapen6ara 3a pena 3a kinacuguipane Ha pacTEHUSATa U BellleCTBaTa KaTO HAPKOTHYHH, B KOJIMYECTBA, TMO-
TOJIEMH OT MPEANHCAHUTE.

(2) Ilpu ycTaHOBsIBaHE Ha HECHOTBETCTBUS B MPEANHUCAHUETO U MAKCHUMAIIHO JIOIyCTHMATa J03a
MarucTep-papManeBThT B OONHMYHATA anTeka € AIBKEeH Ja Cce KOHCYATHpa C Mpearnucaius
pelrenTara/JeKapcTBeHMsI JIUCT JIeKap.

(3) Ilpu HEBB3MOKHOCT 3a M3MBIHEHHE Ha MPEAMUCAHHETO CIlie[] KOHCYNTalusATa Mo am. 2
pelienTara/JeKapCTBEHHUAT JIUCT C€ BPBIIA Ha JIEKaps 3a aHyJIHpaHe.

Yn. 50xa. (Hos - [IB, 6p. 81 ot 2013 r., m3m. - JIB, 6p. 95 ot 2018 r.) 3abpansiBa ce oTmyckaHe
Ha JIEKapCTBEHU NPOIyKTH 1o 4i. 30r, an. 7, T. 2, KOraTo MPUHOCHUTENAT Ha pelenrtara € noj 18 roguuu.

Un. 50e. (Ho - [AB, 6p. 81 ot 2013 1.) (1) (U3m. - IB, Op. 95 ot 2018 r.) JlekapcTBeHuTe
npoayktu mo uia. 30r, am. 7, T. 1 ce oTmyckaT OT anTeKd Ha Je4eOHUTE 3aBEACHUS ChC CTalMOHAp,
cxmoury goroBop ¢ H30K 3a xnuHmuHM merekn mo wi. 30r, an. 8 w/mim amOynaropHa mporeaypa 3a
CUCTEMHO JIEKApCTBEHO JICUCHHE TIPU 3JTI0KAaY€CTBEHU 3a00JIIBaHUS.

(2) Komus Ha peuentute, IO KOUTO Ca OTIYCHATHU JIEKAPCTBEHU IPOLYKTH o ain. 1, ce
CBbXpaHsBaT B alTekaTa Ha JICYeOHOTO 3aBe/leHHE B MPOIBIDKEHUE Ha €JHA TO/AWHA, KaTo Ce MPEICTaBAT Ha
KOHTPOJIHUTE OPTaHu MPH MPOBEpKa.

Pasznen VI.
IIpeanncBane Ha MeAMLIMHCKH M3/1eJIUs, KONTO 1IIe ce OTIYCKAT B IPyra Ibp:KaBa YWIeHKa
(Hos - IB, 0p. 15 o1 2014 1.)

UYn. 50k. (Hos - [IB, 6p. 15 ot 2014 r.) (1) [1o u3puyHO MCKaHE HA MALKMEHT JMIATa MO 4. 4
MpEANUCBAT HEOOXOIUMHTE 3a JICYCHUETO MEIUIIMHCKU U3JENHs, KOUTO 1€ C€ OTIMYCKaT B JApyTa JbpKaBa
YJIeHKA.

(2) Peuenture 1o ai. 1 crnensa ga cbabpiKaT TaHHUTE, TOCOUYEHU B MpuiiokeHue Ne 4a.
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Y. 503. (Hos - [IB, Op. 15 ot 2014 r., u3m. - JIB, O6p. 95 ot 2018 r.) Korato MmenuuuHCKUTE
n3aenus no an. 1 Ha wi. 50k ce npeanucsat Ha 30J1, penentypHuTte 6i1aHKU 1O Wi. 24 cieqBa 1a ChIbpxKat
BCHUYKH JAHHHU, IOCOUYEHHU B puiiokeHue Ne 4a.

I'nmaBa nmera.

OTIHEYATBAHE, PA3IIPEJIEJISIHE U KOHTPOJI HA CITEHHUAJIHUTE
PELHEIITYPHU BJIAHKHA 3A JIEKAPCTBEHU ITPOAYKTHU, CBbABPKAIIU
HAPKOTHUYHU BEIIECTBA, U HA PEHEIITYPHUTE BJIAHKU 3A ITPEAIIMCBAHE
HA JIEKAPCTBEHUA IMTPOJAYKTMH 110 PEJIA HA HAPEJIBA Ne 34 OT 2005 TI'. 3A PEJIA
3A SAIUVTAITAHE OT IBbPKABHUS BIO’KET HA JIEHEHUETO HA BBJI'APCKHUTE
I'PAKIAHU 3A 3ABOJIABAHUS, U3BbH OBXBATA HA 3AABJIZKUTEJIHOTO
3APABHO OCUI'YPSIBAHE (BAI'JL. U3M. - JIB, BP. 90 OT 2019 TI'., OTM. - /IB, BP. 51 OT
2023 T., B CHUJIA OT 13.06.2023T".)

U 51. (U3m. - [IB, 6p. 94 ot 2011 1., u3m. - JIB, 6p. 81 ot 2013 ., oT™. - JIB, 6p. 51 ot 2023
r., B ciia ot 13.06.2023 1.)

Yn. 52. (Otm. - IB, 6p. 51 ot 2023 1., B cua ot 13.06.2023 1.)

Y. 53. (Otm. - 1B, 6p. 51 ot 2023 1., B cruta ot 13.06.2023 1.)

Un. 54. (U3wm. - [IB, 6p. 94 ot 2011 1, ot™. - [IB, 6p. 51 o1 2023 1., B cuna ot 13.06.2023 r.)
Y. 55. (Otm. - 1B, 6p. 51 ot 2023 1., B cuuta ot 13.06.2023 1.)

Y. 56. (Otm. - 1B, 6p. 94 oT 2011 1.)

I'naBa mecra.

YCJIOBUSA A PEJl 3A HOCEHE WJIN U3HACSIHE HA JIEKAPCTBEHU ITPOJIYKTU,
INPEJIHA3ZHAYEHMU 3A JIEYEHUETO HA BBJITAPCKHA N YYXK/IU I'PAYXKIAHUA,
IMOCTOAHHO U BPEMEHHO ITPEBUBABAIIIN B CTPAHATA U ITbTYBAIIIU
N3BBH PEITYBJINKA BBJI'APUS U 3A TPAH3UTHO ITIPEMHNHABAIILIUA
UYX/JIEHIIA

Un. 57. beiarapcku rpakIaHd W 4YyKIWA TPpakJIaHU, TMOCTOSIHHO M BPEMEHHO MpeOuBaBaIlv B
CTpaHaTa U MbTyBalM U3BbH PenyOinka bbarapus, Morar 1a HOCAT MM Ja U3HACAT OT U 3a TPETH CTpaHH
CJIETHUTE BUJIOBE JIEKAPCTBEHU MPOITYKTH:

1. (m3m. - [IB, 6p. 90 ot 2019 r.) nexkapcTBEeHH NMPOIYKTH, MPEIHA3HAUCHH 32 JICUEHUETO UM,
ormycHatu no pena Ha Hapen6a Ne 34 ot 2005 r. 3a pema 3a 3amamaHe OT Ibp)KaBHUS OIOKET Ha
JICYCHUETO Ha OBIATrapCKUTE Tpa)kAaHU 3a 3a00NBaHMSA, M3BBH 00XBaTa Ha 3aIBJDKUTEIIHOTO 3APABHO
OCUTYpSIBaHE;

2. JeKapCcTBEHU MPOAYKTH, OTITyCKaHU O€3 JIEKapCKO MPEANHCAHUE;

3. IlekapCcTBEHU NMPOJYKTH, OTIIYCKAHH I10 JIEKApPCKO MpeANUCaHue.

UYn. 58. (U3wm. - [IB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) JlekapcTBeHUTE MPOIYKTH IO
. 57, T. 1 Morar fa ce mpeHacsT OT CJICIHUTE JIULA:
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1. MNanuCHTBHT, 3da YUCTO JICUCHUC Ca MPCAHAZHAUCHU NPCANMUCAHUTEC JICKAPCTBCHU IIPOAYKTH,

2. JIMIETO, KOCTO € MOJYUYUIO JCKAPCTBEHUTE NPOAYKTH OT CbOTBETHATA allTCKa U UMETO MY €
BIIMCAHO KAaTO MOJYYAaTC]I BbpXY PCUCIITATA,

3. JMIEe, KOCTO MPHUTEKaBa H3PUYHO IIbJIHOMOIIHO OT IIaMCHTA, 3a 4YHUCTO JICHCHHC Ca
npeaHa3Ha4YCHU NPCAINTMCAHUTC JICKAPCTBCHU IIPOAYKTH.

U 59. (1) (U3m. - JIB, Op. 68 ot 2019 r., B cuma ot 27.08.2019 r.) Jlunara mo wr. 58
YAOCTOBEPSIBAT MPABOTO CH Ja HOCAT WU Ja MPEHACAT JIGKAPCTBEHUTE MPOAYKTH 1O 4i. 57, T. 1 c¢be
3aBEPEHO OT MarucThp-(papmaieBTa KOIMEe Ha M3ITBJIHECHA pPEIenTa OT ChOTBETHATA alTeKa, MPeIrcaHa 3a
KOHKPETHOTO JICYCHHE.

(2) JIuuara mo 4. 58 Morar ja HOCST WJIU Jla U3HACAT JICKAPCTBEHU MPOAYKTH, TIPEIHa3HAUCHHU
3a JICYUCHHETO MM, B KOJMYECTBA, IOCOUYCHH IIM(PPOM H CJIOBOM B pelLENTATa, KOSITO Clie[Ba Jia € o0padoTeHa
B arnTeKara.

Yn. 60. (MU3m. - IB, 6p. 68 ot 2019 1., B cuna ot 27.08.2019 r.) KonnuecTBaTa Ha peHACSHUTE
JICKapCTBEHH TPOIYKTH MO Wi. 57, T. 1 cieiBa aa OCHrypsiBaT JICUCHHETO Ha MAI[MEHTa 3a CPOK 10 JiBa
Mecena.

Y. 61. (U3m. - [IB, 6p. 68 ot 2019 1., B cuma ot 27.08.2019 r.) JlekapcTBeHHTE MPOIYKTH IO
yi1. 57, T. 2 MOrar Jia ce MpeHacsAT OT OBJITapCKH M Yy>KAH TPaXJIaHU MOCTOSHHO U BPEMEHHO MpeOuBaBaly
B CTpaHara.

Yn. 62. (1) Jlunara no wi. 61 moraT Aa npeHacsAT JeKapCTBEHU MPOAYKTU OT U 3a TPETH CTPaHU
B KOJIMYECTBA, HEOOXOIMMH 32 BPEMETO Ha MPECTOS MM, HO HE TIOBEUYE OT TPU MEcela.

(2) (U3m. - [IB, 6p. 68 ot 2019 r., B cuna ot 27.08.2019 r.) Jlunara nmo un. 61 morar na
IpeHacAT OT U 3a TPETH CTPAHU JICKAPCTBEHU NMPOAYKTH HO Wi. 57, T. 2 B MO-TOJIEMH KOJINYECTBA, aKO
NPECTOAT MM TPOIBIKABa TOBEYE OT TPH Mecela M TNpUTEekKaBaT HU3JaJieHa peLenTa 3a ChOTBETHHS
JIEKapCTBEH MPOIYKT U 32 ChOTBETHOTO KOJIMYECTBO.

Uin. 63. (U3m. - 1B, Op. 68 ot 2019 r., B cuna ot 27.08.2019 r.) JlekapcTBeHHUTE NPOAYKTH IO
yi1. 57, T. 3 Morart Jja ce peHacsT OT CJICIHUTE JIUIIA:

1. manueHTa, 3a YMETO JICUEHUE ca PeIHa3HAYCHH MPENMCAHNUTE JIEKaPCTBEHU MTPOIYKTH;

2. nWie, KOeTo TMpUTEeXaBa H3PUYHO ITHIIHOMOIIHO OT TAaIlMeHTa, 3a YHETO JICUCHHE ca
NpeAHa3HaYeH! MPEeANUCAHUTE JIEKAPCTBEHU MPOIYKTH.

Un. 64. (1) (U3m. - JIB, 6p. 68 ot 2019 r., B cuma or 27.08.2019 r.) Jlunara mo ui. 63
YIO0CTOBEPSIBAT MPABOTO CH Jla HOCAT WIHM Ja IMPEHACAT JICKApCTBEHUTE MPOAYKTH MO wi. 57, T. 3 CbC
3aBepeHO OT MarucTbp-papmareBTa Komnue Ha U3MbJIHEHA pelenTa OT ChOTBETHATA anTeka, MpeArrcana 3a
KOHKPETHOTO JICUEHUE.

(2) JIunara mo 4. 63 Morar ja HOCST WU JIa M3HACAT JICKAPCTBEHHU MPOAYKTH, IIPEIHa3HAYCHU
3a JICYEHUETO UM, B KOJIMYECTBA, MOCOYCHH IU(POM U CIIOBOM B pelienTaTa.

Un. 65. TpaH3uTHO NpeMUHABAIIM Tpe3 TEPUTOPHITa HA CTpaHaTa JHIla UMaT MPaBO Ja
MPUTEKABAT JICKAPCTBEHU MPOYKTH, KOUTO Ca MPETHAZHAUECHU CaMO 32 TAXHOTO JICUCHHE.
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Ui, 66. KoHKpeTHUTE KOJIUYECTBA JIEKAPCTBEHHU MPOJAYKTH, KOUTO JUIATa MO Wi. 65 UMat npaBo
J1a IIPUTEXKAaBaT, Ce ONPENEIIAT OT CbOTBETHATA IIPUEMAILIA IbPXKABA.

UYn. 67. Ilpu TpaH3UTHO NpeMUHaBaHe Ipe3 TepuTopusaTa Ha Penydnuka bearapus Ha nunata no
1. 65 ce mpenopbuBa Ja OBAAT MpeIBApUTENHO HHMOPMUPAHM 3a HM3UCKBAHMSTA, YCTAaHOBEHU OT
CbOTBETHATA MPUEMAILA JbPKABA.

Ui 68. Beuuku JiekapCcTBEHU MPOAYKTH, KOUTO C€ TPEHACAT OT M 32 TPETU CTPAHU IO peja Ha
Ta3u Hapenoa, ciie/iBa a Ob/IaT B OPUTHHAITHUTE CH OTTAKOBKH.

Un. 69. (1) Ilo pena Ha Ta3u Hapenba HE MoraTr Ja Ce€ IMpEeHacsT JEKapCTBEHHM MPOIYKTH,
ChIIbPIKaIIN HAPKOTHUYHU BEIIECTBA.

(2) YcnoBusaTa u peabT 3a IMpeHacsHE Ha JICKAPCTBEHUTE MPOAYKTH IO al. 1 ce ompenensT B
3KHBII.

I'1aBa cenma.
EJIEKTPOHHO INPEAIIMCBAHE HA JIEKAPCTBEHHU ITPOAYKTHU. OTITYCKAHE HA
JEKAPCTBEHMU ITPOAYKTHU U U3ITBbJHEHUE HA EJIEKTPOHHUA INPEJAIIMCAHUS
(HOBA - JIB, bP. 107 OT 2020 I'., B CHUJIA OT 18.12.2020T".)

Yn. 70. (Hos - [IB, 6p. 107 ot 2020 1., B cuna ot 18.12.2020 r.) (1) (Jom. - [AB, 6p. 47 ot 2021
r., B cuia ot 04.06.2021 r., u3m. - JIB, 6p. 53 o1 2022 r., B cuna ot 01.11.2022 ., u3m. - /1B, 6p. 85 ot 2022
r., B cria ot 25.10.2022 r., u3m. - IB, 6p. 51 ot 2023 r., B cma ot 13.06.2023 1., gom. - JIB, 6p. 85 ot 2023
r., B cuna ot 16.10.2023 r.) [IpeannucBaneTro Ha JIEKApCTBEH NMPOILYKT, ¢ M3KIIOYEHHE Ha JIEKAPCTBEHUTE
IIPOAYKTH IO I1aBa Tpera, pasaenu Il u V, ce usppmiBa ¢ enexkrpoHHo npeanucanue. [Ipeanucsanero Ha
JIEKapCTBEH MPOIYKT MO pefa Ha Wi. 6 ce M3BBPIIBA C pelenTypHa OJlaHKa Ha XapTHEH HOCHUTEN WU C
€JIEKTPOHHO TpeANrCcaHue, ¢ N3KII0YCHNEe Ha TPEANUCBAHETO HA JIGKAPCTBEHU MPOIYKTH, KIacCU(PUIIMPAHH
BbB (hapMakojornyHu rpynu '"JlekapcTBEHH TMPOAYKTH 3a JieueHHWe Ha auaber" m "AHTHOAKTEpHATHH
JIeKapCTBEHH TMPOAYKTH 3a CHUCTEeMHa ynoTrpeda" ChIJACHO aHATOMO-TEPaNeBTHYHO-XUMHUYHATA
kinacupukanrs Ha CBeTOBHAaTa 3/paBHA OpraHM3alis, KOETO C€ U3BbpIIBA CAMO C EJIEKTPOHHO
npennucanue. [IpeanucBaHeTo Ha JEKapCTBEHUW MPOAYKTH MO WiI. 9, KOHTO ca KiIacu(UIUpaHU BbHB
dapmakonmornyan Tpynu "JlekapcTBEHM TPOAYKTH 3a JedeHue Ha guaber" u "AHTHOAKTEpHAHU
JEKapCTBEHH TMPOJYKTH 3a CHUCTEMHa ymnoTpeba" ChIJIaCHO aHAaTOMO-TEepareBTUYHO-XUMHUYHATA
kinacudukanus Ha CBeTOBHATa 3[paBHA OpraHM3allvs, MOXKE Jla C€ M3BBPIIBA Ha peLEenTypHa OnaHKa Ha
XapTUEH HOCUTEII WIH C eJIEKTPOHHO IPEIIUCcCaHue, a Te3 Mo 4. 9a - caMo Ha XapTUEH HOCUTEIL.

(2) (HoBa - JIB, 6p. 53 ot 2022 1., B cuna ot 01.11.2022 r., ot™m. - [IB, 6p. 85 ot 2022 r., B cuna
ot 25.10.2022 r., noBa - JIB, Op. 85 ot 2023 r., B cwia ot 16.10.2023 r.) OTnyckaHeTo Ha €JIECKTPOHHO
MPeMCaHy JIEKAPCTBEHH MPOIYKTH CEe U3BBPIIBA CAMO IO €JIeKTPOHEH BT MO pena Ha uwi. 73 u 74.

(3) (IIpenumnua an. 2 - JAB, 6p. 53 or 2022 r., B cuna ot 01.11.2022 r.) EnekTpoHHOTO
npenanucanue mo ai. 1 ce m3gaBa moj (Gopmara Ha E€JIEKTPOHEH JTOKYMEHT, MOJANKCAH ¢ KBalu(pUIupaH
enekrporen noxanuc (KEII), cermacHo msuckBanusta Ha Permament (EC) Ne 910/2014 na EBpomneiickus
napiameHT U Ha CpBeta oT 23 tonu 2014 r. OTHOCHO €NIeKTpOHHATA UASHTU(DUKAINS B yIOCTOBEPUTEITHUTE
YCIIYTH TpH €JIEKTPOHHH TPaHCAKLIMU Ha BBTPEIIHUS Na3ap U 3a oTMsHa Ha [upektusa 1999/93/EO (OB, L
257/73 ot 28 aBryct 2014 1.) 1 Ha 3aKOHA 32 EJIEKTPOHHUS TOKYMEHT U €JIEKTPOHHHUTE yOCTOBEPUTEIHH
YCIIYTH.
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(4) (ITpeaumua an. 3 - IIB, 6p. 53 ot 2022 r., B cuna ot 01.11.2022 r., u3m. - [IB, 6p. 51 ot
2023 r., B cuna ot 13.06.2023 r.) [Ipu enekTpoHHOTO MpEANMCBaHEe Ha JIEKAPCTBEHUTE MPOAYKTH 1O aj. 1 ce
npuaraT ChbOTBETHO pa3MopenduTe Ha IJlaBa BTOpa M TjlaBa TpeTa, pasfen I, a mpu eleKTPOHHOTO
MpeIMCBaHe Ha:

1. nexapcTBEHU MPOAYKTH, ChABPKAIM HADKOTHYHU BEIIECTBA - M Ha TNlaBa Tpeta, pasnen II;

2. neKapCcTBEHM MPOAYKTH, 3aIljIalllaHd HanbJHO win yacTuyHo oT H30OK - u Ha rnaBa Tpera,
pasnen IV, ¢ u3KiIOYeHHEe Ha W3HMCKBaHUATAa OTHOCHO XapTueHaTta (opMa Ha pelenTypHUTe OJaHKU U
IIPOTOKOJIUTE.

Un. 71. (Hos - B, 6p. 107 or 2020 r., B cuma ot 18.12.2020 r.) (1) EnexrponHute
MpeNNucaHusl ce W3JaBaT, BbBEXAaT, 00pabOTBAT M CHhXpaHSABAT 4pe3 CHECHHUATU3UPAH MEIULUHCKA H
anTedyeH codryep.

(2) He#ictBusita mo un. 72 - 74 ce u3BBpIIBAT NMpPU ChOOpa3sBaHe HAa HOMEHKIIATYpUTE,
obpasuute, hopMaTHTE M IPYTUTE U3MCKBAHUSA 3a CTPYKTypUpaHe Ha WHpopManusaTa U oOMeHa Ha JaHHH,
npeaHa3zHaueHu 3a Harmonamnara 3npaBHonH(popmarnmonHa cuctema (H3UC), mybnukyBaHu Ha MHTEPHET
cTpaHuiiaTa Ha MUHUCTEPCTBOTO Ha 37paBEONa3BaHETO.

(3) IIporpamaute wuHTEepdEicHk U HOMEHKIATypUTE€ 3a OOMEH Ha HH(OpMaNUg MEKIY
MeaunuHckus u anteunus copryep u H3UC ce akTyanusupar TeKyIio, B TOBA YHUCIO B CHOTBETCTBUE ChC
CTETIEHUTE Ha M3TPaXKJAaHe U BHeApsiBaHEe HA ¢pyHKunoHamHoctute Ha H3MC.

Yn. 72. (Hos - JIB, 6p. 107 or 2020 r., B cuma ot 18.12.2020 r.) (1) 3a m3maBaHeTo Ha
SJICKTPOHHO NPEITUCAHKE JICKAPSIT UK JISKApSAT 10 ACHTaTHa MeauIlnHa ce uaeHtudunupa upe3 KEIL

(2) Ilpn eneKTpOHHOTO HpPENHMCBAaHE Ha JIEKAPCTBEHUs NMPOIYKT CE€ M3BBPIIBA aBTOMaTHYHA
NPOBEPKa B PETUCTHPa Ha bbarapckus jgekapcku Cbhbi03, ChOTBETHO Ha bbarapckus 3p001€KapcKu ChIO3 3a
HAIMYMETO Ha TpaBa 3a yHpaXHABaHE Ha mpodecusTa OT JeKaps, ChOTBETHO JIEKaps IO JEHTaTHA
MeINLMHA, U3BBPIIBAIL IPEANHUCBAHETO.

(3) Cnen mombiBaHe Ha HEOOXoauMMara WHGOpPMANHUs 3a MPEANUCAHUS JICKAPCTBEH MPOIYKT
JIeKapAT WM JICKapAT 10 AeHTaJlHa MEJUIIMHA MOANKCBA eIeKTPOHHOTO npeanucanue upe3 KEIL.

(4) Cnen moanucBaHe Ha €JIEKTPOHHOTO IPEANMCaHNE aBTOMAaTHUYHO C€ M3BBPILIBA BalIUIUPaHE
Ha BBbBeJcHaTa WH(pOpMAIMS W TeHEpHUpaHe Ha HAIMOHAICH pedepeHTeH HOMEp Ha eJIEKTPOHHOTO
npeanucanue noj popmara Ha OyKBeHO-IH(POB KOJI.

Un. 73. (Hos - IB, 6p. 107 ot 2020 r., B cuna ot 18.12.2020 r.) (1) 3a u3mbiHEeHHETO Ha
€JIEKTPOHHOTO MPEANUCaHNEe MarucTbp-hapmaneBTsT ce uaeHtTuduupa upes KEIL.

(2) Cnen wnentudunmpanero mo an. | ce W3BBpIIBA aBTOMATHYHA MPOBEPKA B PETHCTHpPA HA
bearapckust ¢papmaineBTUUYEH CHIO3 3a HAJIMUMETO HA MpaBa 3a YIpakHABaHE Ha MpoQecHsiTa OT MarucThbp-
¢bapmarieBra.

(3) Maructsp-papManieBThT HU3BBpIIBA JEHCTBHS 10 HACHTHPHUIIMpAHE HA W3AAJCHOTO
€JIEKTPOHHO IIPEIUCaHNe, IPU KOUTO KaTo Bojen] kpurepuil u3nonssa EI'H Ha namuenra.

(4) Cnen unenTuuIpaHe Ha €IEKTPOHHOTO MPEIANHUCAHNE MarucTbp-(hapManeBThT U3BBPIIBA
MPOBEPKa 3a CMa3BaHETO HAa ChOTBETHUTE MPUJIOKUMU pa3ope10n Ha TJIaBU BTOPa U TpeTa.

(5) Ilpu Hecma3BaHe Ha pasnopendHuTe, MOCOYEHU B aj. 4, MarucTbp-papMameBThT OTKa3Ba
U3MIBIHEHUETO HA €JIEeKTPOHHOTO MpEeANHCcaHne, KaTo MOCoYBa U MPUYMHUTE 32 TOBA.

(6) 3a M3MBIHEHUETO Ha EJEKTPOHHO TMpEeNNUCAHHE Ha JIEKapCTBEH IMPOJYKT, 3arliallaH
HanbJHO My 4dactuyHo oT H3OK, upe3 u3monsBaHus OT MarucTbp-dapmaleBTa anTedeH copryep ce
M3BBPIIBA U aBTOMaTH4YHA MpoBepka B peructbpa Ha H30K 3a neuebnoto 3aBenenue ¢ gorosop ¢ H30K, B
KOETO pabOTH JIeKapsT WM JIEKapAT 10 JEHTaJHa MEAUILIMHA, U3Jall €JIEKTPOHHOTO MPEANNUCAaHUE, KAaKTO U B
peructbpa Ha HAII - 3a 31paBHOOCUTYPUTETHUS CTaTyC HA MAIUEHTA.

Yn. 74. (Hos - [IB, 6p. 107 ot 2020 1., B cuna ot 18.12.2020 r.) (1) (Jom. - AB, 6p. 85 ot 2023
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r., B cuina ot 16.10.2023 r.) Cnen u3BbpIiBane Ha ASUCTBUATA 110 Wi. 73, an. 3 u 4 MarucTep-apmManeBThT
U3MBJIHSIBA EJIEKTPOHHOTO IMpEANUCaHue, KaTo MPENoCTaBsi ChOTBETHHUTE JIEKapCTBEHHW MPOIYKTH Ha
MalKUeHTa U YJO0CTOBEPsIBa U3ITBIHEHUETO Ha €JIEKTPOHHOTO Npeanucanue upe3 noanucanero my ¢ KEIL u
[0Jy4aBaHE Ha HAllMOHAJIEH peepeHTeH HOMED Ha U3IIbJIHEHNE Ha €JIEKTPOHHOTO IPEIIUCaHHE.

(2) Cnen mnpukiIOYBaHE HA U3MBIHCHHETO HAa EJIEKTPOHHOTO TMPEANHCAHHE CBHIIOTO Ce
aKTyaJIM3upa aBTOMATUYHO B allTeYHUsI M METUIMHCKUSA codryep kato "U3mbiHeHo", choTBETHO "YacTHUHO
M3I'BIHEHO", a 32 JICKApCTBEH MPOAYKT, 3aruiaiiad HanbiaiHo Wik yacTudHo oT H30K - kato "N3nbiaHeHo".

(3) (U3m. - IB, 6p. 51 ot 2023 r., B cuna ot 13.06.2023 r.) [Ipu u3nbiHEHNE HA EIEKTPOHHOTO
MpeAnrcaHrue MarucTbp-(hapManeBThT Cla3Ba WM3WCKBaHWATAa Ha 4wi. 33, am. 1, un 34, an. 1 u an 2,
U3peyeHue nbpBo, wi. 36, wi. 37, an. 2 u . 39, a 3a:

1. mekapcTBEHW MPOIYKTH, ChAbPKAIIM HAPKOTUYHU BEIIECTBA - M3UCKBaHUsATA Ha 4. 40, 41,
43,44 n 45;

2. IeKapCTBEHH MPOAYKTH, 3arlIalllaHd HamrbJHO Wi yacTudHOo oT H30K - u3nckBanusTa Ha uJl.
46, an. 2,3 n4 nun. 47, an. 1, c U3KIIOYCHNE HA 3aBKEHUETO 3a IOCOYBAHE HA JlaTaTa Ha M3IThJIHCHUE Ha
BCEKH OTPA3BK, U all. 2.

JlonbJIHUTETHH pa3nopendu

§ 1. Ilo cMucwna Ha Ta3u Hapenoda:

1. "Koxg ma H30K" o3nauaBa OykBeHO-IIMGPOB KOJ, YHATO MbpBa OyKBa OTroBapsi Ha MbPBO
HUBO Ha AHATOMO-TepaneBTHUYHATa Kiacudukanus Ha CBeTOBHATa 3/IpaBHA OpraHHU3aIUs, BH3MPHETA B
Peny6nuka bearapus.

2. "BamuagHocT Ha perenTara’ o3HadaBa CPOKBT, 32 KOUTO TS MOXKe Ja OBbJe HM3MBJIHEHA B
amnTeKara.

3. "KonnuyecTBO aKTMBHO BEIIECTBO B JI030Ba €AMHMIA" Ha JIEKAPCTBEHUS] MPOIYKT €
CHABPKAHUETO Ha AKTHMBHOTO BEIIECTBO, M3PA3€HO KOJMYECTBEHO 3a €1Ha J1030Ba eauHuIla (TalbieTka,
KarcyJia) Wid 3a eUHHIIA Maca Ui 00eM B 3aBUCHMOCT OT JIeKapcTBeHaTa popma.

4. "Iuto" o3nauasa "0bp30".

5. "llutucumo" o3HauaBa "MHOTO OBp30".

6. "Cratum" o3HauaBa "BegHara".

7. (moBa - JIB, Op. 68 ot 2014 r., B cuma ot 15.08.2014 r., otm. ¢ Pemenue Ne 5812 ot
17.05.2016 r. na BAC - JIB, 6p. 91 ot 2016 1., B cuna ot 18.11.2016 1.)

8. (noBa - /IB, Op. 68 ot 2014 1., B cmia ot 15.08.2014 r.) "OTmyckaHe Ha JEKapCTBEH MPOIYKT
6e3 snekapcko npeanucanue (OTC)" o3HauaBa CHBKYMHOCTTA OT JCHCTBUSA Ha ¢dapMaleBTH B MPUEMHOTO
MOMEIIIEHUE Ha anTeKaTa Mo ONpeAeNssHe Ha MOAXOISAIINS 332 OTIyCKaHe JICKAPCTBEH MPOIYKT 0e3 JeKapCcKo
npennucanue (OTC) wnu npuemaHe Ha pelenTypHUTE OJaHKU W TNPOBEpKATa HAa ChIBPKAHHUETO WM,
KOHCYJATAIMsl OTHOCHO MPUEMAHETO U BB3MOKHUTE HEXKEIAHU PEAKIMU U JIEKAPCTBEHU B3aUMOJECHCTBUS U
rpeaBaHe Ha JICKAPCTBEHUTE MPOIYKTH Ha MAIMEHTHUTE.

IIpexoanu n 3aKJII0YUTETHE pa3nopeadon

§ 2. (1) Pasnopenburte Ha rnaBa TpeTa, pasaen IV, permaMmeHTHpaIiy n31aBaHeTo, MPOMEHUTE U
BaJIMIHOCTTA Ha perentypHa Onanka (oopazery M3 - H30K Ne SA no mpunoxenue Ne 7), Bmu3aT B cuia ot |
anpwi 2009 r. [lo BIM3aHETO MM B CHWJIa BCUYKHM JIEKAPCTBEHW NPOIYKTH, 3aIUIAIIAHW HANbJIIHO WIIU
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yactuuHo oT H30K, ce npennucpar Ha penentypna 6mganka (oopazen M3 - H30K Ne 5 o mpunoxenue No
6) cbe cpok Ha BaMaHOCT 30 AHM.

(2) B cpox mo 1 ampun 2009 r. anTekuTe NpuUBEXAAT copTyepa CH B CHOTBETCTBHE C
M3MCKBaHUATA Ha Ta3u Hapenda OTHOCHO M3/1aBaHETO, IPOMEHHUTE M BAJIMJIHOCTTAa Ha pelenTypHa OjaHKa
(o6pazery M3 - H30K Ne 5A no npunoxenue Ne 7).

§ 3. (1) (M3m. - [IB, 6p. 91 ot 2009 r.) B cpok no 31 maii 2010 r. siekapcTBEHU MPOAYKTH,
ChJIbPIKaIN HAPKOTUYHHU BelllecTBa OT HpuiioxkeHust Ne 2 u 3 kbpM uil. 3, an. 2 Ha 3aKOHA 3a KOHTPOJI BbPXY
HapKOTHYHUTE BELIECTBA U MPEKYPCOPHUTE, MOTaT Ja ce NPEANNUCBaT U Ha CIELUATHUTE pelenTypHU OJaHKH
o oOpazer| cbriracHo npuioxkenue Ne 6 kpM 4. 11, an. 1 ot Hapenda Ne 4 ot 2001 r. 3a ycioBusita u pena
3a IpeANHUCBaHe U OTITyCKaHEe Ha JICKapCTBEHH MPOAYKTH.

(2) Cnen u3THuaHe Ha CpoKa Mo ajl. | crenuaJHuTe peHenTypHU OJaHKH MO mpuioxeHue Ne 6
kbM uwi. 11, am. 1 ot Hapemxba Ne 4 ot 2001 r. 3a ycrnoBuaTa U peAa 3a IMPEANHUCBAHE M OTIyCKaHE Ha
JIEKapCTBEHM MPOAYKTH C€ YHUIII0)KAaBaT OT KOMHUCHSI, OTIpe/ieieHa ChC 3aloBe]] Ha AupekTopa Ha PII3.

(3) 3a yHumioxaBaHeTo Ha OJIAHKUTE IO ajl. 2 C€ ChCTaBS MPOTOKOJ, KOWTO C€ YTBBPKIABA OT
aupekTopa Ha cboTBeTHUS PLI3 1 ce u3npama B MUHUCTEPCTBOTO Ha 3/IpaBeona3BaHETo.

(4) Peuentypuaure 6manku no npusioxenue Ne 4 kbm . 6, an. 1 or Hapen6a Ne 4 ot 2001 r. 3a
YCIIOBMSITA M pella 3a MPEANUCBAaHEe U OTIYCKaHE Ha JIEKAPCTBEHM IPOIYKTH MOraT Ja ce U3IO0JI3BaT 0
TAXHOTO M3UEpIIBaHE, HO HE MO-KbCHO OT €Ha TOJMHA OT BIM3aHE B CHJIa HA Ta3M Hapenda, KaTo B TAX Ce
BITMCBAT JAHHUTE T10 WI. 7, aJl. 2 OT MEIUIIMHCKHUS CTICIIUAINCT, KOWTO M3/1aBa perenTara.

(5) bnankuTe Ha J€KapCTBEHUTE JIUCTOBE MO npuiioxeHue Ne 5 kpM ui. 6, an. 2 ot Hapenba Ne
4 ot 2001 r. 3a ycnoBusTa U peAa 3a MPEANUCBaHE U OTIYCKaHE Ha JIGKQpPCTBEHHW MPOJYKTH MOTaT Ja ce
U3II0J13BAT /10 TAXHOTO U34YEpIBaHE, HO HE MTO-KbCHO OT €/1HA FOJIMHA OT BJIM3aHE B CHJIAa HA Ta3u Hapenoa.

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

§ 4. (U3m. - [IB, 6p. 94 ot 2011 r.) KoHTporsT 10 W3MbIHEHHE Ha HapendaTa ce OChIIECTBSIBA
0T MuHUCTEPCTBOTO Ha 3ApaBeona3Banero, P3U u M3nbinuTtennara arenuus no jgexkapcrsata 1 H30K (B
4acTTa OTHOCHO OTIyCKaHE Y MpeIIUCBaHe Ha JEKapCTBEHU MPOAYKTH, 3aIUIAIIAaHU HAIbIHO WIN YaCTUYHO
OT Hesl).

§ 5. (Hom. - IIB, 6p. 68 or 2019 r., B cuma ot 27.08.2019 r.) Tasu Hapenba ce w3maBa Ha
OocHOBaHMe 4Jj. 221 or 3akoHa 3a JIEKapCTBEHUTE MPOJYKTH B XyMaHHaTa MeauuuHa v 4wi. 60 ot 3akoHa 3a
KOHTPOJI BbPXY HapKOTMYHMUTE BELIECTBA U MPEKYPCOPUTE, KAKTO U wi. 56, an. 2 oT 3aKkoHa 3a 3APaBHOTO
ocurypsiBane u otmeHsi Hapen6a Ne 4 ot 2001 r. 3a ycioBusita U pefa 3a MpeANHCBaHE W OTITyCKaHE Ha
JeKapcTBeHH NpoaykTH (00H., JIB, 6p. 10 ot 2001 r.; uzm., 6p. 74 ot 2002 r.; Op. 82 ot 2003 r.; 6p. 32 oT
2005 r.; 6p. 34 ot 2006 T.).

§ 6. (U3m. - JIB, Op. 94 ot 2011 r.) Vka3zanus no mpuiaranero Ha Hapeabara gaBat H30K
OTHOCHO pa3znopeAduTe Mo MpeAnucBane U OTIIyCKaHEe Ha JICKAPCTBEHU MPOAYKTH, 3aIljIalllaHy HA'BJIHO WU
yactuuHo oT H30K, chorBeTHO MUuHuHCTEpCTBOTO Ha 31paBeona3Baneto, P3U u M3nbanuTenHaTa areHus
IO JIEKapcTBaTa ChbOOPA3HO TSIXHATA KOMIIETEHTHOCT.

JonmbaHuTeIHH pa3nopeaou
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KBbM HAPEJBA 3A U3MEHEHWE W JOMMBJIHEHNUE HA HAPEJIBA Ne 4 OT 2009 T. 3A
YCJIOBUSITA U PEJIA 3A IPEJNUCBAHE U OTIIYCKAHE HA JIEKAPCTBEHU
MPOJAYKTH

(OBH. - IB, BP. 15 0T 2014 T'., B CWJIA OT 21.02.2014T".)

§ 6. C Ta3u Hapenba ce BbBEXKIAT M3MCKBaHUATA Ha [lupektuBa 3a m3nbiHenue 2012/52/EC Ha
Komucusra or 20 nekemBpu 2012 r. 3a ompenensiHe Ha MEPKU 3a YJECHSIBAHE Ha NPU3HABAHETO Ha
MEIUIUHCKUTE IPEANUCaHus, U3JaIeHH B pyTra abpxkasa wienka (OB, L 356/68, 22.12.2012).

3akiII0unTeIHE pa3nopeaou
KbM HAPE/IGA 3A UBMEHEHUE U JOITBJIHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A
YCJIOBUSITA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
NPOAYKTHU

(OBH. - IB, BP. 15 0T 2014 T'., B CWJIA OT 21.02.2014T".)

§ 7. Hapenbara Bu3a B cuiia OT JieHs Ha 0OHAapo1BaHeTo i B "J[bpikaBeH BeCTHUK'.

3ak/II0uYnTeIHE pa3nopenou
KBbM HAPEJBA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIIOBUSATA U PEJA 3A IPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
MNPOAYKTHU

(OBH. - 1B, BP. 68 OT 2014 I'., B CWJIA OT 15.08.2014 T".)

§ 15. Hapenbara Bim3a B ciiia OT JACHs Ha 0OHapoBaHeTo M B "/IbpkaBeH BECTHHK'.

IIpexoanu n 3aKII0YUTETHE pa3nopeadon
KBbM HAPEJBA 3A UIBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'. 3A
YCJIIOBUSATA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
MNPOAYKTHU

(OBH. - IB, BP. 95 OT 2014 T".)

§ 21. B cpok 1o Tpu Mecela OT BIM3aHE B cUjla Ha Hapeadara JieueOHUTE 3aBEJeHHsI MOrar J1a
NPEANUCBAT JICKAPCTBEHHU MPOAYKTH Ha JIEKaPCTBEHHM JINCTOBE 110 JOCETAIIHUS PEI.

3aK/JII0YHTE]THH pa3nopenon
KbM HAPEJBA 3A UBMEHEHUE U JOIIbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'. 3A
YCJIOBUSITA U PEJIA 3A ITIPEJAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
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MMPOAYKTHU

(OBH. - IB, BP. 95 OT 2018 T".)

§ 17. HaBcsaxwae B HapenOaTa abpeuarypara "(330J1)" ce 3amens cbe "(30J1)".

Ipexoanu u 3aKIIOYUTETHA Pa3nopeaon
KBbM HAPEJABA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJBA Ne 4 OT 2009 I'. 3A
YCJIOBUSITA U PEJA 3A TIPEJAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHU
MPOAYKTHU

(OBH. - 1B, BP. 68 OT 2019 T'., B CWJIA OT 27.08.2019T".)

§ 22. (1) Jo nmybnukyBane Ha uH(popmarusaTa 1mo wi. 23a, ai. 5 ce u3gaBaT MPOTOKOIM 3a
MIPENICBaHe HA JIEKAPCTBEHU MPOIYKTH IO WI. 23, al. 4 pH JIOCETAITHUTE YCIOBHS U 110 TOCETAITHUS Pel.

(2) U3znanennTe mpoToKoaH 10 MyOIMKyBaHe Ha MH(opManusaTa mo 4i. 23, al. 5 ce u3MmbIHsIBAT
710 U3THYaHE HA TEXHUS CPOK.

§ 23. Hapenbara Bnu3a B cuia OT JeHS Ha oOHapoaBaHeTo M B "/IbpikaBeH BecTHHK', ¢
m3kmmouenue Ha § 8,9, § 10, 1. 2, § 12 u 21, xouto Bim3at B cuia ot 1 sayapu 2020 r.

3aKJII0YUTEHU pa3nopeadu
KBbM HAPEJIBA 3A IOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A YCJIOBUATA U
PEJA 3A IIPEJIIMCBAHE U1 OTITYCKAHE HA JIEKAPCTBEHU INPOAYKTHU

(OBH. - JIB, BP. 90 OT 2019 T")

§ 2. HaBcsaxbae B Hapeabata qymara "pernyOnukaHckus' ce 3aMeHs ¢ " IbpKaBHUA".

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM HAPE/IGA 3A TOITBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 T'. 3A YCJIOBUSITA "
PEJIA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU NTPOAYKTHU

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

§ 2. Hapenbara Bnu3a B cuna ot 18 nexemBpu 2020 T.

§ 3. (M3m. - [IB, 6p. 37 ot 2021 r., B cuna ot 07.05.2021 r.) [Ipu ocurypeHu TEXHUYECKU U
OpraHM3alOHHU YCJIOBHS 3a TOBa OT MuHMCTEpCTBOTO Ha 31paseona3BaHero 1 H30K nunara o wi. 4 n
IIPUTEXKATEIINTE HAa pa3pellieHHe 3a ThProBUs Ha JPEOHO C JEKapCTBEHU NMPOLYKTH ca JUIbXHHU Jla IpUBEaT
JEMHOCTTa CH 110 NPEJNUCBAHE M OTIyCKaHE Ha ChOTBETHUTE JIEKAPCTBEHU MPOLYKTH CAMO C €JIEKTPOHHU
MpEANUCaHUsl B ChOTBETCTBHE C M3MCKBAaHUATA Ha IJaBa ceaMa He mo-KbcHO oT | ronm 2021 r., karo
J0ToraBa ce HM3AaBaT M 00paboTBaT M pelenTd Ha xapTHeH HocuTel. He ce nomycka jeKapCTBEHUST
MPOAYKT J1a ObJie MpeANnHcaH eAHOBPEMEHHO C €JIEKTPOHHO MPENHCAHNUE U C pelenTa Ha XapTUEH HOCUTEIL.

§ 4. (U3m. - [IB, Op. 37 ot 2021 1., B cuna ot 07.05.2021 r.) U3nanenute no 31 maii 2021 r.
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pelLenTh Ha XapTHUEeH HOCHUTENl C€ M3MBJHSBAT IO JIOCETalllHUS peja A0 M3THUYaHE Ha CpPoKa Ha TAXHaTa
BaJINIHOCT.

§ 5. Ilpu texymara akTyanuzanus mo 4i. 71, an. 3 B paMKuTe Ha mpoleca 1Mo U3rpaxkjaaHe u
BHezpsiBaHe Ha (yHKknuoHanHocTuTe Ha H3UC ce pasrnexiar u cTaHOBHIATa ChOTBETHO Ha bbiarapckus
JIEKapCKU Ch03, bhirapckust 360051eKapcku Chi03 U bearapckust papManeBTUYEH ChIO3.

IIpexonuu pasnopendou
KbM HAPE/IBA 3A UBMEHEHUE HA HAPE/IBA Ne 4 OT 2009 T'. 3A YCJIOBUSTA U
PEJIA 3A IIPEJIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU MNPOAYKTHU

(OBH. - 1B, BP. 37 OT 2021 I'., U3M. - IB, bP. 47 OT 2021 I'., B CUJIA OT 04.06.2021 T".)

§ 3. (1) (U3m. - ]IB, 6p. 47 ot 2021 1., B cmta ot 04.06.2021 r.) U3naaenuTe 10 BIM3aHE B CHIIA
Ha Ta3u Hapenda MpoTokoiu oT KIMHUYHATA OHKOJOTHYHA KOMHUCHS MO0 XUMHUOTEpANus U 32 JIEKapCTBEHO
JICYCHUE TI0 XeMaTOJIOTHSI C€ U3ITBIHIABAT JI0 H3THYAHE Ha CPOKA MM Ha BaJIMJIHOCT.

(2) B cnywautre mo an. 1 pemenusita Ha OOmiata KJIMHAYHA OHKOJOTMYHA KOMHCHS W Ha

KnuanaaaTta KOMUCHS II0 X€MaTOJIOTHS HE Ce npeusgaBaTt 10 HACTHIIBAHC HaA HGO6XOILI/IMOCT OT MMpoOMAHaTa
HUM.

IIpexonnu n 3aKJIIOYUTETHH pa3nopeadu
KBbM HAPEJBA 3A U3MEHEHUE HA HAPEJIBATA 3A JJOITbJIHEHUE HA HAPEJIBA
Ne 4 OT 2009T. 3A YCIIOBUSITA U PEJA 3A IIPEJAIIMCBAHE U OTITYCKAHE HA
JIEKAPCTBEHHU ITPOAYKTHU

(OBH. - 1B, BP. 37 OT 2021 T"., B CWJIA OT 07.05.2021 T".)

§ 2. U3manenuTe 10 BIM3aHE B CUJjia HA Hapea0aTa perenTy Ha XapTUEeH HOCUTET CE U3IThIHSABAT
O TOCETAIIHUS PEI.

§ 3. Hapenb6ara Bnu3a B cuja ot JieHs1 Ha oOHapoaBaHeTo 1 B "JIbp)KaBeH BECTHHK".

3ak/Il04UTeHU pa3nopeadu
KBbM HAPEJBA 3A IOIIBJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A YCJIOBUSATA U
PEJIA 3A IIPEJIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU NPOAYKTHU

(OBH. - 1B, BP. 47 OT 2021 I'., B CWJIA OT 04.06.2021 T".)

§ 3. HapenOara Bnu3a B cuiia OT JieHsl Ha 00OHapo1BaHeTo i B "J[bpikaBeH BeCTHUK'.

Ipexoanu u 3aKIIOYUTETHA pa3nopeaon
KBbM HAPEJBA 3A UBMEHEHUE U JIOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIOBUSITA U PEJA 3A TIPEJAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
MPOAYKTHU
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(OBH. - JIB, BP. 53 OT 2022 T")

§ 6. [Taparpad 4 Bmm3a B cuna ot 1.11.2022 r. MUHHCTEPCTBOTO Ha 3/IpaBEOIMAa3BAHETO Ch3/1aBa
TEXHUYECKUTE YCIOBHS 3a U3ITBJIHEHNE Ha § 4 B CpOKa 1O U3PEUCHUE ITHPBO.

HAPEJIBA 3A UBMEHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A YCJIOBUSATA U PEJIA
3A IPEATIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU NTPOAYKTHU

(OBH. - 1B, BP. 85 OT 2022 T'., B CWJIA OT 25.10.2022T".)

§ 2. Hapenbara Bnu3a B cuiia OT JieHsl Ha 0OHapoiBaHeTo i B "J[bpikaBeH BeCTHUK'.

Ipexoanu u 3aKIIOYUTETHH pa3nopeaon
KBbM HAPEJBA 3A UBMEHEHUE U JIOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIOBUSITA U PEJA 3A ITIPEJAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHU
MPOAYKTH

(OBH. - 1B, BP. 51 OT 2023 T"., B CWUJIA OT 13.06.2023 T"., U3M. - JIB, BP. 105 OT 2023 T,
B CUJIA OT 19.12.2023T.)

§ 13. PemenTure Ha XapTHEH HOCUTEN, M3JAQJCHH [0 BJIM3aHE B CHJIa Ha Hapenbara, ce
ChXpaHSABAT M YHUIIIOKABAT 110 pea Ha OTMEHEHMs Wi. 12, an. 1 u 2.

§ 14. Bropure exk3eMIUIsIpU Ha pelenTUTe, IPUETH OT MarucThp-hapmManeBTUTE 10 BIU3aHE B
cujla Ha Hapen0ara, ce U3MpallaT Ha CbOTBETHUTE MHCIIEKTOPH 10 HapKoTHYHUTE BeuectBa B P3U no onuc
Ha XapTHUEH U eJEKTPOHEH Hocutel B cpok 10 10 ronmu 2023 r.

§ 15. Bropute ex3zemmuisipu ot peuenture no wi. 41, an. 4, uznaaeHu 10 BIM3aHE B CUJia Ha
Hapezabara, ce mpenasat ot antekutre Ha P3OK B cpokosete, onpeaenenu B ckinrodeHutTe ¢ P3OK gorosopu.

§ 16. [IspBUTE €K3eMIUISIPU HA PEIENTUTE MO ACHCTBAIIUS MIPEeIX BIU3aHEe B cUJia HA Hapeadara
wi. 42, u3aIeHu 10 BJIW3aHE B CUJIa HA HapeadarTa, ce ChbXpaHsBaT MO pejla Ha IeUCTBAIIMS TIPEIU BIU3aHE
B cuJia Ha HapenOarta wi. 42, an. 1 u 2.

§ 17. (1) B cpok 10 nBa Mecera OT BiIM3aHe B CHJjla Ha HapemOaTa Juiara mo 4i. 5, an. 1 Bpbiiar
B choTBeTHaTa P31 mpegocTtaBeHuTe UM CIEIUANHU PEUENTYPHH OJIaHKU, ¢ U3KIIOYEHHE HA CIydauTe Mo §
18.

(2) (U3m. - B, 6p. 105 ot 2023 1., B cuna ot 19.12.2023 r.) B ciywyaunte mo § 18 cnenmannaute
peuentypau 0jaHku ce BpbaT B cboTBeTHaTa P3U B cpok no 30 anpun 2024 r.

(3) (M3m. - IB, 6p. 105 ot 2023 1., B cria ot 19.12.2023 r.) [lo 31 mait 2024 r. cnenuaiHuTe
perientypHu OaHKu 1o all. 1 u 2 ce yHHUIIOXXaBaT OT KOMUCHS, ONpeielieHa ChC 3aloBe]l Ha AUPEKTOpa Ha
P3U.

§ 18. (M3m. - IB, 6p. 105 or 2023 r., B cuma ot 19.12.2023 r.) Jlo uHTerpupaHeTo Ha
copTyepHUTE MPOAYKTH/CICITHATM3UPAHUTE MEAUITMHCKU COTYEPH HA alITEKUTE Ha JICUSOHUTE 3aBEICHMUS -
M3MBIHUTENU Ha OonHMYHA momoll, ¢ HannoHanHnata 3apaBHOMH(OpPMAalMOHHA CHCTEMa, HO HE MO-KHCHO
or 1 ampun 2024 r., JeKapCTBEHUTE MPOAYKTH, ChIBpPKAIlM HAPKOTHMYHU BEIIECTBA, CE MPEANUCBAT U
OTITyCKaT B T€3H JIe4eOHHU 3aBEJICHUS 10 JOCETallHUs pe/l.

§ 19. U3manennre no pena Ha § 18 penenty Ha XapTHEH HOCHUTEN CE€ ChXPaHABAT, OTYUTAT U
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YHHUIIOXKAaBaT 110 JOCCTalllHuA PCA.

§ 20. Usnagenute mo BIM3aHETO B cWjla Ha HapeabaTa peLENTH HAa XapTHEH HOCUTEN ce
M3MBJIHABAT MO JOCETALTHUS PEJI 10 U3TUYaHE Ha CPOKA Ha TAXHATA BaJTUIHOCT.

§ 22. Hapenbara Bim3a B CHJia OT JCHS Ha 0OHapoBaHeTo M B "/IbpkaBeH BECTHHK'".

IIpexognu u 3aKkI0UYNTETHH pa3nopeaoun
KBbM HAPEJIBA 3A UBMEHEHHUWE U JOITBJIHEHUE HA HAPE/IBA Ne 4 OT 2009 I'. 3A
YCJIOBUSATA U PEJA 3A TIPEAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHU
NPOAYKTHU

(OBH. - /1B, BP. 85 OT 2023 I'., B C1JIA OT 16.10.2023 I'., AOII. - IB, BP. 105 OT 2023 T,
B CHJIA OT 19.12.2023T.)

§ 15. M3pgapmenute 10 BIAM3aHE B CWIAa HAa HapemdaTa pELENTH HAa XapTHEH HOCHUTEN Ce
UBMBJIHSIBAT MO JOCETAlTHUS pefl.

§ 15a. (Ho - JIB, Op. 105 or 2023 r., B cuna ot 19.12.2023 r.) Jo 1 ampun 2024 .
JIEKapCTBEHHUTE MPOAYKTH, KIaCUPUIIUPaHU BbB (hapMakoIoruyHa rpymna "AHTHOAKTEpUATHH JEKaPCTBEHH
MPOJYKTH 3a CHUCTEMHA YIoTpeba" cChriacHO aHATOMO-TEpPANeBTUYHO-XMMUYHATA KiIacUpUKAIUSI Ha
CeeToBHaTa 37jpaBHA OPraHMU3AIIMsI MOTAT Jia ce MPEANUCBAT U Ha XapTUEH HOCUTEIL.

§ 16. (1) [IpurexaTenure Ha pa3pelIeHUE 3a ynoTpeda MpUBEKIAT 3aBapEHUTE KbM BIIM3aHE B
CHJIa Ha Ta3u Hape0a OMaKOBKU Ha JISKapCTBEHUTE MPOILYKTH Mo wi. 15, an. 3 B cboTBETCTBUE € Wi. 168, a.
2 or 3akoHa 3a JEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MEAMIMHA U wi. 68, an. 2 oT 3aKoHa 3a KOHTPOJI
BbPXY HapKOTHYHUTE BEIIECTBA U IPEKypCOpUTE B CPOK JIO €IHA IOAMHA OT BJIM3aHE B CHUJa Ha Ta3H
Hapenoa.

(2) Iputexxkarenure Ha pa3pelieHre 3a ynorpeda momaBar B M3mbJIHHWTENHATa areHIUs IO
JeKapcTBaTa 3asBlIEHHE 0 peAa Ha 3aKOHa 3a JIGKAPCTBEHUTE MPOJAYKTH B XyMaHHAaTa MEAWIMHA 3a
NMpOMsIHA B PeKUMa Ha OTITyCKaHE Ha JIEKApPCTBEHHUTE MPOAYKTH 1o Wi. 15, an. 3 B CpPOK 110 eHa TOAMHA OT
BJIM3aHE B CHJIAa HA Ta3u Hapenoa.

(3) Cnen u3THMYaHe Ha CpokKa Mo ajl. | JeKapcTBEHUTE MPOAYKTH o wi. 15, an. 3, Ha KOUTO
OINIAKOBKUTE HE ca IPUBEJEHU B CHOTBETCTBHE ¢ wi. 168, an. 2 oT 3akoHa 3a JIEKAPCTBEHUTE NMPOJYKTU B
XyMaHHaTa MeIUIMHA M wWi. 68, an. 2 or 3akoHa 3a KOHTPOJI BBbpPXY HAPKOTUYHHUTE BEILECTBA H
MPEeKypCcopUTe, HE MOTaT Jia ce Pa3lpOCTPaHABAT U C€ YHHIIOXKABAT IO pela Ha Hapemdara mo wi. 97 oT
3aKkoHa 3a KOHTPOJI BbPXY HAPKOTUYHUTE BEILECTBA U MPEKYPCOPUTE.

(4) JlexapcTBeHuTe MPOAYKTH 1O 4i. 15, an. 3 ce mpeamucBar mo pena Ha Ta3u Hapeada OT
BJIM3aHETO I B CHUJIA.

§ 19. Hapenbara Bnu3a B cuia ot 16 okromBpu 2023 .

Ipexoanu u 3aKIIOYUTETHH Pa3nopeaon
KBbM HAPEJBA 3A UBMEHEHUE U JIOITbJIHEHUE HA HAPEJIBA Ne 4 OT 2009 I'. 3A
YCJIOBUSITA U PEJA 3A TIPEJAIIMCBAHE U OTITYCKAHE HA JIEKAPCTBEHHU
MPOAYKTH
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(OBH. - IB, BP. 105 OT 2023 I'., B CMJIA OT 19.12.2023 T".)

§ 7. Hapenbara Bnu3a B cuja OT JeHs1 Ha oOHapoaBaHeTo 1 B "JIbp)KaBeH BECTHHK".

ITpunosxxenue Ne 1 kpMm ui. 4, an. 3
(M3wm. - IB, 6p. 81 ot 2013 r., nom. - /IB, 6p. 61 ot 2022 1.)

JlekapcTBEHH MPOAYKTH, KOHMTO (EJAIIEPUTe M JICKAPCKUTE ACHCTCHTH HSIMAaT MpaBo Ja
npennucsart (3ari. gom. - B, 6p. 61 ot 2022 1.)

1. AHTHApUTMUYHU JIEKAPCTBEHH ITPOTYKTH.

2. XOpMOHAJIHU JIEKApPCTBEHU MPOAYKTU O€3 MNPOTUBO3aYaThbUHU M KOPTHKOCTEPOUIU 3a
JIOKAQJIHO NPUJIOKEHHE.

3. AHTHHEOIUTACTUYHU U UMYHOMO/YJIMPAIIH JE€KAPCTBEHU ITPOIYKTH.

4. IlcuxonuTHLIX U ICUXO0aHAJICNITHULY 32 JICUEHNE HA XPOHUYHU 3a00JI1BaHusl.

5. (u3m. - JIB, Op. 81 ot 2013 r.) JlekapcTBeHU MPOIYKTH, ChABPKAIINA HAPKOTUYHU BEILIECTBA
ot npunoxkenust Ne 2 u 3 kM wi. 3, T. 2 u 3 ot Hapenbara 3a pena 3a xknacudunmpane Ha pacTeHUsATA U
BELIECTBATa KaTO HAPKOTUYHH.

6. JlekapcTBEHU NPOAYKTH, BKIIOUEHH B npuiioxkeHue Ne 5 koM ui. 11, an. 2.

[Ipunoxenne Ne 2 xbM ui. 6, an. 1
(Hom. - 1B, 6p. 105 ot 2023 r., B cuna ot 19.12.2023 r.)

Penentypna Gnanka

3a 3a
€IHOKPATHO MHOT'OKPAaTHO
Mpe1uCcCBaHe MpEeUCBaHE

MuUHUCTEPCTBO HA 3APaBEOIAa3BAHETO

MEIUITUHCKH CTICIIHAHCT (IME) ..vveeeuvreernrreesurreenseeensseeessseeensseeansseesnsseesnsseesssesssseessssessssseesnssessnssessnsnes

VIHTH/JITTK ..ottt et b et et b e et b bttt ebee st e et sbe e bt et e eaeenbeebeennens
(HaMeHOBaHUE Ha JIe4e0HOTO 3aBEJICHHE)
TP (C.) ceevreeeeeieeee e ATIPEC -veeneveentieeuteeteeeuteeteeatteeteessaeenb e e teeeabeenateeabe e heeenbeeasteenbeebeeenbeeneeenbeeaeas
MenUIHCKHA CHEITAAINCT ....uvveeeennnnne.
(moamuc)
(meyar)
G OO OO TP PP P PRV PO PPR PP
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(MMe Ha malueHTa, Bb3pacT)

(OpemeHnHa eHa, KbpMayKa, JAETe - MOYePTaBa Ce MPHIOKUMOTO)

[Tpunoxxenue Ne 3 kbpM ui. 6, an. 2

(OtMm. - /1B, 6p. 81 or 2013 1.)

ITpunoxxenne Ne 4a kpM ui1. 9a, an. 2
(Hoso - 1B, 6p. 15 o1 2014 1.)

HemqepnaTeneH CIIMCBK Ha CICMCHTHUTC, KOHUTO CC BK/IIOYBAT B PCHCITHUTC, KOUTO IIC CC
HU3IBJIHABAT B ApyTra AbpiKaBa YJICHKA

Wnentuduxaius Ha nanueHTa:

®ammiiHo(1) uMe(Ha)

CobctBeno(Hr) nMe(Ha) (M3nucaHo(1) U310, T.€. He ce pa3peniaBaT HHUIIUAIIH)

[ara Ha paxxane

Wnentuduxaiys Ha perenrara:

[ara Ha u3naBane

Wnentuduxaius Ha MEJUIIMHCKUS CIELIMATIUCT, W3/1aj] perenTara:

®damunHo(1) UMe(Ha)

CoOcTBeHo(Hn) nme(Ha) (u3nucano(n) U310, T.€. He CE pa3peliaBaT UHUITHAIIN)

[Tpodecnonanna kBaaupuKamus

JlanHM 32 mpsika Bpb3Ka (€JIEKTPOHHA TOIa ¥ HOMEp Ha TenedoH win ¢akc, KaTo ce MOCOYH U
KOJIBT 332 MEXIYHAPOHO N30HUpaHe)

CrnyxebeH aapec (BKIIOYUTEIIHO HANMEHOBAHUETO HA CHOTBETHATA JbpPKABa YJICHKA)

[Toanuc (monokeH cOOCTBEHOPBUHO WM LU(POB B 3aBUCHMOCT OT HAauMHAa Ha M3JlaBaHE Ha
MPEMUCaHUETO)

Wnerrudukarys Ha MpeanucaHus MpoayKT, KOTaTo TakaBa € HeoOXoquma:

MexyHapoJHO HEMaTeHTHO HaMMEHOBaHWE WM ¢apMakolneHO HaMMEHOBaHHWE Ha
JIEKapCTBEHOTO UM BEIIECTBO

THpProBCKOTO HAUMEHOBAHKE HA JICKAPCTBEHUA MPOAYKT B CiIydauTe 1o 4i. 9a, ai. 4

JlexapctBena opma (TabneTu, pa3TBOp U T.H.)

KonunuectBo

KonmnuecTBO Ha akTHBHOTO BEUIECTBO 3a JJ030Ba €IUHUIIA

Jlo3upoBka.

ITpunosxenue Ne 5 kpm ui. 11, ain. 2

(M3wm. - IB, 6p. 81 ot 2013 1., oT™. - JIB, 6p. 85 o1 2023 1., B cuia ot 16.10.2023 1.)

[Mpunoxenue Ne 5a kpm ui. 21, an. 2 v wi. 30a, an. 1 u 2

(Hoso - 1B, 6p. 95 oT 2014 1.)
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Hanmenonasne wa acuchinoro/JIEKAPCTBEH JTMCT |-'\1" |-I].i':]-:|.
HRCRAEA OTJIEIEHWE:
Mue u woapact ga nanwenta |  Jlexaperses npopysr, nanmenosasne, dopwa, cHraaTypa Cywan
Cran Jlerno [k 1
Ko KOTHUCCTHLD
-
3
4
5
fy
7
=
1
10
1
Cronom BCHYKD
Hanannne- JlexyBam mekap Orrnyenan, mar. haps. (nsc) [penan [Moayuna
OTACICHHC (Hnic) | I | (Hnac) (Hmac)
(Hmac)
reILE modnuc| VIHH nodnuc nodnue itala i
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[Tpunoxenne Ne 56 kpMm ui. 30a, an. 5

(Hoso - 1B, 6p. 95 o1 2018 1.)

TEPAIIEBTUYEH ®UIILT
10 MPOTOKOJT Ne
[Tamment: Ume [pesnme Oamunus

[lara Ha N3 Ne/Allp Ne: Br3pacr:
paxaaHe:
Pwer (cm): Teruno: Ten. moBbpXHOCT (1
Kpeatunus: Otnenenue, ume u Jlarta - Hayaso Ha Tepal
KOJI:
Huxba Ne: XUMHUOTEpaneBTUIHA
cxema:
Hata- [Nef UYacua |ATC|JIexkapctBen npoaykr |JlekapcTBeHna IIeT Ha CrangaptHa | UnauBunyanna nosa (| Pegykuus Kopurupana }
Hen/nuu IIPUIIOKEHUE - TBPTOBCKO M€ dopma IpuJlarate n03a mg/mcg/IU/MIU/MU) [ Ha no3aTa | uHaAUBUAYyalHa 1034 (
(iv, sc, po, B % mg/mcg/IU/MIU/MU)
UHTpaKaBUTAPHO,
MHTPABE3UKATHO
U T.H.)
Hama: 1
Jen No ... 2
Hama: |1
Hen Ne ... |5
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Jama: 1
Jen No ... P
Jlama: 1
Jen No ... 2
Jama: 1
Jen No ... 2
Jama: 1
Ien No ... 2
JlexyBar JgeKap: .......cceeueee. (mommuc)  Ha3HA4YeHO Ha: ........ccceeeeveenneen. (mara)
Nme ITpeznme Gamuinust
[TpurorBwmi: mar.-papm./mom.-papm. Nme [Ipesume Gammnus ..................... (moamuc)
[Tposepwit: Mar.-papm. Mime TIpe3ume DaMUTTHS ......cc.eeeeveeeevieeeiieeieeeeiee e (mopruc)
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[Ipunoxenne Ne 6 kbMm 4. 24, an. 1

(U3wm. - 1B, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1.)

PELIENTYPHABMAHKA-H3OK
peyenraNe | | | | | wsmonumnaanrexa N@ | | | | || | psokNe | |

npommnﬂojﬂjrﬂﬂ |_| HiEN TED_ - 0

Nexkap/nexap no e

AeHTANHA MeAWUMHA . rﬂﬂ—lrﬂﬂ ﬂ|_|

e PERLICTITLTHEN HOM ED HO AEEtHomD 2a8ederue

S NEiEERREEER
dme ANALA FHH g nesopd T b neopa o Benmanea seduuusg
| BALTHLYHEG CYMQ 20 LENAALARE
[J[J [mu[u: ][mm][--qu] IL[WL 5-.!-']% u..[.».cu_.l[ Liera o nayvenmal | om F30K

woemome [ gy we| |||
EENEN T

AEHEDILHAND BT B

(oo [
o) wa REwODCITISEH Rp. MKE Dj[.:l[

ARARN

AEFOEILAHID BOIMOT PTIBC

|_- ..... | 2 [: -
KO HA ReRERCITgEH

oo | B mks| | | [ ] ‘|

SEHEDLHD FAMECTIBAHS
I:l.iltl Eue
amynamopenmvemme ||| | [ ] reraw| | [ ||
Nekap/nekap no
OEHTaNHa MEJUUHHa - B e B e i R Bouuwo
NaUneHT. S e~ N —||_|
OO0 00 0000000 0
UEEHMEMPLKTULIOHEH HOLED He MaLUEHmG Kod i Akt EMH ATHY Ha noywenma
) [ fipesterra
ey e e ] RPN
IEEERENREEEREEN I_Iﬂ TTI ERREREREN
m"ﬁ-ﬁm MPLATELAOHER HOMED H FOUTPemena . = . Kodnodweoso FIH AIHY Ha meosmpwamena
oTnycHan: | | [HERR " nevstha | 111711 S —
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(M3m. - ]IB, 6p. 68 ot 2014 ., B cuna ot 15.08.2014 1.)

PELIENTYPHA BNAHKA - H30K Otpazbk C | PELIENTYPHA BIAHKA - H30K OrpazbkB Y PELIENTYPHA BJIAHKA - H30K Otpasek A
peemra N[ | 1T T amexa e [ 11T TesokNel ] " peyemraie] 1T 1T 11T amwea e [ 111 TesokNe[ ] 1 pewema o[ 1[I T[T T amesamee [T T[T paoke] [ ]
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[T §EDDED EDDEI]D
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[Ipunoxenne Ne 8 kbm 4. 24, an. 1

(U3wm. - IB, 6p. 68 ot 2014 1., B cuna ot 15.08.2014 1., usm. - 1B, 6p. 68 ot 2019 r., B cuna ot
01.01.20201.)
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MALIMEHT ‘
PROK M. 1zpasespaiok  ETH (THU) va maywenTa per. HoMep Ha newsfiHoTo 33seneHue

MoeHTHDHRALMOHER HOMED ¥YWH Ha nerapA-cneuuandcT
Oen Oy garawapasgase | [ [ I T T 11
[dccH [ rpasmariny Ha EC (i no geycTpatm cnoronfe) %00 Ha LRGeS

KOO CNELMENHOCT {WME ¥ DAMUNHR HA NEKaPR)
MME, MpSavMe 1 GaMMIAA NO MMYHE KaEpTa

}'J’INQ ....... [HammessnBaHMe B3 neushHOTo 3apencHme W anpes)

JBno e Tem .
O

Anpec: pc) ..
WK

A
]

O
MPOTOKON 3A NPEONMCBAHE HA NEKAPCTBA, 3ANNALAHW OTH30K/P30OK Ne.

—
MpegnoxeHne Ha EKCNEPTHA KOMMCHA HITH CNEYWANKCT No NpothMna Ha 3abonABaHeTo

Oata Ha 3a
Ne. w3naBaue | | | | | cpok: T

No. amGynaTopeHd NUCT: Ne. pelleHHe Ha CNeUnanIMpada KOMHCKHA: ‘

KMUHWUYHA OUATHO3A mes[ T 11T

YTOYHEHA TEPANMKWA (Bua, cxema W CPOK H3 NeYeHHe)
Kog H30K

(TEPrOBCKD HAMMEHCBAHWE HA NPOLYKTE, NEXAPCTEEHA MOPMA, KOMMUECTBO HA NEKPLTEEHOTO BEWECTEO, Gpoil B BAHA ONaKosKa)
AHEBHACEAMBMHEA JDJ. ..eoooeieeeeieeee oo meameesasam ssas e sameeaeeesnsnssssmnsssnsmssaman seeeeessanssnosssssmmsssanmseseeesaeeesmnnsen s sesosasanansesanns e o neeaeeene e nasnnn s s

MeceyHa no3al i 3ACPOKOT IHM e

Kog H30K .

(TEPrOBCKO HAMMEHCBAHWE HA NPONYKTE, NEXapCTEEHA OPMa, KONMUECTBO HA NEKaPLTEEHOTO BEWECTBO, Gpoil B 8AHa OnaKoeKa)

MHeBHA CBAMUIHA M038

MECEMHA A033. ... 33CPOKOT..._..._._.._..... .. DM e
Kog H30K

(THPrOBCKD HAWMEHOBAHWE HA NPOOYKTA; NEKADCTBEHA (DOPME, KOMWIECTBOD HA NEKARCTESHOTO BEWECTED, GPOi B EOHA ONAKDEKE)
R e s L o USRS

OGIL0 KONHYECTEO 33 CPOKA HA AEMCTENE HE MPOTOKOIB  ooo.ooosovoeoeeeeoeeoeeeeeeee oo e ee oot ee e e eeeeemememeseneeeeeeeseemememeememsmeememmeemeneeemseemesemameeaencaenreceren
NMPEOANOXEHWE 3A CPOKOBE 3A KOHTPONHW NPEMEQM

MNpegcegaTen HA SKCMEDTHE KOMMCHAL ..o e eee e e e e TTEKYBALL MEKAD. oo e e e e
(MOAMTAC W NEYET H3 NeYelHOTO 3aBeneHE) [MOANMC ¥ Mdes Neuar)
— - I I —

PELUEHWME HA KOMWCHA 3A EKCMEPTUSA KbM LY HA H3OK/P3OK  Ne. Aata: | | |||

Konmucwua Ne. zaceganMe Mo, 3a CpoK:

YTOYHEHA TEPANMKWA (Bng, cxema W CPOK H3 NeysHne)

Kog H30K
(THProBCKD HAWMEHOBAHWE HA NPOOYKTE; NEKAPCTEEHA (hOPME, KOMWUECTBO HA NEKAPCTEEHOTO BEWECTED, Gpoi B £0HA ONaKoSKa)

FAHEBHACEAMIMHEA JDJ. ..etceeeeeeeeeee e meameesesam sses e samessneesnsnnsssmmsssssmssamaenseeesamnssnoessssmmsssanmseseeesoseesmmnssnonsssmssssnansssannns e oenaeaeenne e nnsnnnnnnn s

MeCeYyHa o033 .. i 3@ CPOKOT 1 P

Kog H30K .

(THPrOBCKD HAWMEHOBAHWE HA NPOOYKTE; NEKAPCTBEHA (DOPME, KOMWYECTBO HA NEKARCTEEHOTO BEWECTED, GPOA B BOHA ONAKDsKa)

TIHEBHAICBIMWUHA TOBE o
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MeCedHa no3al e BACPOKOT

Kog H30K

(TBPrOBCKD HAMMEHDBAHWE HA NPOJYKTE, NEKAPCTESHA OPMA, KONMMYECTEO HA NEXAPCTBEHOTO BEWEC TS0, Gpoil B &QHa onakoska)

LIHEBHAICBIIMMUHE LIDZAL -ttt ee oo eea e seee e e em e e n et e e e e 2n e # e m s @2 2 e e 2 m e e 2 e 5 e s 2 8 e m o m 2 @£ st n s e 2n e e nenn

MecedHa no3a” ... iiieo...........3d CPOK OT

OB KONWIECTE0 33 CPOKA HA AeACTEME HA NPOTOKONA: ...

Monenea ce ot P30K

BanugeH

BanugeH
| so

oT

3a Bpol AHM

NMPEONOWEHME 3A CPOKOBE 3A KOHTPOITHM TR E T TIE M e e et e e et es s s s e e

3ab.: Kommews M2, - HOMEPLT CHENANA ¢ HoMepa Ha P30K; sa LY va HIOK nome

peT & “307

LI 50 P

Mpeacenaten Ha KOMWCHAT ...
{moanue u neuat ia HIOKIFIO0K)
BrtHWEH eKkcnepT.
{haMUnA W NoANWMS)
3apeprka oT P30K Npu nonydeHo pelieHne oT H30K:

Mpeacenaten Ha KOMUCKA B PA0OK:
{nognue u neuar ia PA0K)

UneHose: 1.

(moanme)

{mognKc)

{mognme)

ANMTEKA e PETL N2L B P30K

4373 Ha OTmycxaHe

OTNYCHATO: kog H30K |

OTMYCHATO: ropH30K | [ | |

(500, TEPIOBCKD HAMMEHOEAHNE HA NPOAYKTA. NEKADCTEEHA O, KOMMYECTEO KA NEXAPCTEEHOT BEWeCTE0, Gooi B £OHa ONakoEKa)

OTNYCHATO: kog H20K |

¥WH Ha mameTep dapsauesTa

OTnycHan:

(NOONKC W NEYST Ha aNTELsTa)

ANTEKA e T N2 B P30K

03713 Ha 0Ty aHe

OTNYCHATO: kog H20K |

OTOYCHATO: kog H30K |

otnycHATO: koaH30K | | | | | |

{E00, TEPNOSCKD HIMMEHDE3HWE H3 NPOOYKTA, NEKAPCTEEHA ':bGPMG, KOMWUJECTEO M3 NEK3PCTEEHOTD BEWETTEO, ﬁp{lﬁ B £0H3 ONakneka )

¥WH Ha mameTep dapaalesTa

OTnycHan:

{MOONKG 1 NEYST Ha anTexaTa)

AMTEKA Lo PET. N2 B P30K

A3T3 HE CTYCEIHE

OTNYCHATO: kog H30K |

OTNYCHATO: kog H30K |

OTMYCHATO: kop H30K | | | | | |

(£00, ThPTOECKD HAMMEHOSAHWE HA NPOLYKTA. NEKADCTEEHE MOPME, KIMWYECTEO B3 NEYAPCTESHOTD BElecTE0. Gpof B £0Ha onakneka)

¥WH Ha mamcTep hapsalesTa

OTnycHan:

{MOONNC U NEYaT Ha anTexata)

ANTEKA . peT. N2_ B P30OK

A3T3 H3 OTyCKaHE

OTNYCHATO: kog H30K |

OTNYCHATO: kog H30K |

OTNYCHATO: kog H30K |

(K00, TEPMOSCKD HIMMEHOE3HME HA NPOSYKT 3, NEKApCTEEHa ¢IGF!¢"&, KOMWMECTED Ha NEKIPCTESHOTD BELWECTEO, EFD(I B &0H3 ONakoaka |

¥WH Ha marucTsp hapsalesTa

OTnycHan:

(MOQNWC M NEUST H3 aNTexaTa)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"

20.12.2023 r.




ANMTEKA et en e eeemeee BT N2 B P30K ‘ | ‘ |

03Ta H3 OTNyCKaHe

otyCHATO: koaH30K | | [ | | | o

(ko THIUECHS HAWMEHOBIHWE H3 NpOOYETa; NesapiTeeHa dx.pma KONMWWECTES H3 NEKADLTEEHOTS BELWECTED, 5p0l| B B3 ONaXDaxa)

oTAYCHATO: oA HIOK | | [ | | ]

otveHATO: woaH30K | | [ | | ]

¥MH Ha marwcTep hapMaleaTa

OTnycHan:

(MOANWE ¥ NeYar Ha amrexara)

ANMTEKA . peT_ N2 B P30OK

03Ta H3 OTnycKaHe

otnycHATO: wonHzok | | [ | | | oo

(koo THPrOBCHD HAWMEHOBAHWE HAa NpOOYRTA; NesapoTeeHa q)GpMC'I HONWWECTES H3 NEK3pCTEEHOTS BELWECTED, 5DOM B EfH3 ON3Loaxa)

otnycHATO: ko HOK | | [ T T |

oTAYCHATO: voaH3OK | | [ | | ]

¥WH Ha MarcTep dapMagssTa

OTnycHan:

(MoOnwe ¥ NeYar Ha amexara)

ANMTEKA . per_ N2 B P30OK

A03T3 H3 OTNyoKaH:S

otycHATO: kopH30K | | [ | || e

oTnyCHATO: voaH3ok | | [ | |

(KD, TEPIOECHD HAWMEHOEIHWE H3 NDONYETS; Nex3IpCTaexa (POpMa, KONWUSCTED H3 NeKapCTESHOTD BelyecTao, Spoi & enss onaxosss)

otyCHATO: koaH30K | | [ | | | o

¥MH Ha MarcTep dapMaLeaTa

OTnycHan:

(MOaNWE ¥ NeUaT 43 3NTeKaTa)

ANTEKA . peT_ N2 B P30OK

A3Ta H3 OTNyCKaHe

otnycHATO: koaH30K | | [ | | | e

(KOO, TEPTOECKO HAMMEHOEEHHE HA NOOOYETS: NevapiTeesa hopMa. KOMWUSCTE0 HA NEeKIpCTESHOTO BelyecTs0, Spoll B enxs onawosss)

otycHATO: koaH30K | | [ | | | e

otnvcHATO: wonHzok | | [ | | | o

¥WH Ha MarmcTep dapMagesTa

OTmnycHan:

[NOONKE ¥ NEYST HA SMTekara)

ANMTEKA . peT_ N2 B P30K

A03T3 H3 OTNyCKaHe

omnycHaTo: wopH30K | | [ | | |

oTnycHATO: voaH3ok | | [ | |

(ko THPIOECHD HAWMEHOBIHWE H3 NDOOYETS; NedapiTesHa d)GpM.! KONMWWECTES H3 NEK3DLTEEHOTS BELWBCTED, SDOH B SMH3 ONaS0EKE]

oTnycHATO: konHOK | | [ [ [ |

¥WH Ha MarcTep dapMaLEsTa

QTnycHan:

(MOONWe ¥ NeYar Ha amexara)

ANTEKA . ceeeememeene e seneenneneneesees PET. NGB P30K

OTNYCHATO: kog H3OK

03Ta Ha OTNyCKaHe

OTNYCHATO: koaH3oK | | | [ |

OTNYCHATO: kog H3OK

(KOO, TEPFOECKO HAMMEHOEEHHE HA NPOOYETS, NeXapiTeeHa oM. KOMWUSCTEC HA NEKIPCTERHOTS BELLECTSD, 5pc-u B M3 0N gcc;:c..‘]

¥HH Ha MarcTep dapMagEsTa

OTmnycHan:

[NOONKE ¥ NEYST H3 anmekara)

ANMTEKA . per_ N2 B P30K

03Ta H3 OTNycKaHe

OTMYCHATO: xoa H30K | | | | | |.m_m_m“m_m“m_m_m“m_m“mm_m“m_m“m_m_

(KOO TEPTOBCHC HAMMEHOBAHME HA NPOOYRTa; NevapeTEeya hopMa. KOMMUSCTEC HA NeKApPETESHOTS BelyecTa0, Spoll & enxa onasoasa)

oTycHATO: ko H30K | | [ | | | e

otveHATO: opH30K | | [ | | |

¥WH Ha marwcTep dapMalgesaTa

OTnycHan:

[NoOnKE ¥ NeYar Ha anTexkara)

ANMTEKRA e, pRTC N2 B P30K ‘ ‘ ‘ ‘

otaycHATO: voaH30K | | | | [ | e

0373 HA OTNyCKaHe

oTnYCHATO: voa H3OK | [ | [ | ]

otnycHaTO: oaH30K | | | | [ ] o

(KDL TEDIOBCED HAMMEHOBAHWE HA NDOOYTA; NESIPCTEEHS (DIPMA. KOMWLECTED HA NEKAPCTEEHOTD BelyecTso, oA B enxa onagossa)

¥WH Ha MarucTep dapMalesTa

OTnycHan:

(NOONKME W NEYAT H3 SMTEKaTa)

[Tpunoxenue Ne 8a kbm 4. 30a, an. 1

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"

20.12.2023 r.



(Hoso - JIB, 6p. 81 ot 2013 r., m3m. - JIB, Op. 68 ot 2014 1., B cuna ot 15.08.2014 r., oT™. - /1B,
op. 95 ot 2014 1.)

[Tpunoxenne Ne 86 kM ui. 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 r., npenumrxo
[Tpunoxxenne Ne 86 kM wi. 30r, an. 3, uzm. - JIB, 6p. 95 ot 2018 1., u3m. - /1B, 6p. 37 ot 2021 1.)

MEYEEHO SABENEHNE el

. VIPIEEHpINM  PENICTPALMDHEH HOMED K NevelkaTD aBe IR
HMME Ha NevwefHOTD 338E0EHHE

NMPOTOKON OT KNUHWUYHA OHKCNOIMMYHA KOMUCKA NO XUMUOTEPAMNKUA
N2, fpata:| T LI T HTTTI

Ha oHkonormyHata KoMWCHA nNo XMMUOTERANWA KbM nevebHoTO JapefieHne ce paarnefa W OE:_)C'b,El.H npunoxeHara
MedMUMHCKa OOKyMeHTauuA

M PELLEHME HA OBLLIA KTMHWYHA OHKONOTMYHA KOMUCHSA Ne. oooooooooreeo.. tpata: [T I T I T T 1]

3ApaBEH DEHoH PEMCTRSUNDHEH HOMED Ha NessfiHOTY IESTEHE

NAUKWEHT ‘ ‘ ‘ | | | ‘ | ‘ ‘ | ‘ | ‘ D CHerHd TOmHd [ coH [ rpasganud Ha EC (WnM no geycTpass cnoragiu)
FIOKMe.  3MPaSEHPAROH  ETH (MEHY) Ha nagwesTa nan W

|| R ] e (MO

rtu.e-nwp.ungdoueb- HOMED K3 NAUMEHTS K0 Ha T=peasa

MME, Tpe3MME ¥ (hamMUnA

DI ATHORAL oo e e ee e ee e et oo es e emees e s ee e s oo ten e e ee s et ee s et et e e A et m s et A e e ee s St et e et e e en e e nnneaseneneen I"."IKE1G| | | | |
Ea'rauannamo:a:l | || | H | | | |

Pazwm PeHa gWarkesa: ...

i | ] el eoel ]

Orlac4

Bl st LR —— N N N N

TMpeAMKTUEHM, MYHOXHCTOXMMUYHW W FeHETHYHW MaPKEPH (MO HOMEHKNATYpa):

Nz Wme Mapkep (%)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 20.12.2023 1.



Pret(cm) ... Terno (kr) ... TenecHa NOBLPXHOCT (KB. M) ...

Mpuapywaeawn 3a6onAgaHng: .

PELLEHME:

Tun Tepanua;

[ HeamwoeaHTHa [J aprosaHTHA [ neueGHa

Uenesa eTornoet AUC: ............

Mesninn

e ce L ded-= 1ot o gl e =L L g L e OSSO,

NeveBua Tepanua (nanwatvesa): [ nbpeanuAuA ] BTOPa MMHKA I TpeTa nuHuA [JueTeLpTa NHUHMA [ nopegHa nuHMA
O xmmuoTepanis
ATC MewagyHapogHo LenigHiA et Ha CrangaptHa WHoweugyania gosa Dosa 3a umen Obwa go3a 3a npoTokana
HENATEHTHO neMnarate nozal (mgmeg TUMIUMU) | (mg/megTUMIUMU) | (mg/megTUMIUMU)
sammerosasme /INN/ {iv, ¢, po, uenesa
WHTRaK3EMTARHO, CTOWHOCT
HHTR3BEIMKaNHD AUC
WTH)
] xopMmoHOTepanuA
ATC Mesxmynaponro Nerlonu CranpapTHa gosa WMHowewoyanta gosa [oza 3a ywksn Obwa no3a za
HEMATEHTHO (mg/meg TU/MIUMU) (mg/meg TUMIUMU) NpoTOKCNa
ranmeHoearke (NN (mg/meg/ TUMIUMLU)
[ tapretua
ATC Meskgyrapogro [erinru CraHgapTHa aoza WMHowenoyanka nosa [oza 33 ywken OBwa no3a 2a
penatenTHe (mg/meg TUMIUMU) (mg/meg/ TUMIUMU) MpOTOKCNa
HavmeHosarne (NN -7 T (mg/meg TUMIUMIUY
[ vmyHoTEpanMA
ATC MexgyHapogro Henfnxm CranpapTHa fosa WHavamnyanka oosa Moza 33 uwisn Obuwa po3a 3a
Henare HTHE:IN " (mg/meg TU/MIUMU) (mg/meg TUMIUMU) NpoToRCna
HaMMEHOBAHMWE / i .
(mg/meg TUMIU/ML
Epoit unknu (nosTopeHusa): |:| Ouenka cneg unksn Ne .......

Wurepsan: Bpoil guu: |:|

CeneTeTEa Wa Tepanya.

[ ocTeomonynaTopu

ATC

MemgyHaponHo HenatenTHo HaumeHoeaHwe fINN/

[o3a (emHoxpatHa)

(Ofwa goza 3a npoToKona
(mg/meg TUMIUMIT)

[ kono4uoc THMYNUpaLgM dakTopu

ATC

MewayHaponHo HenaTeHTHo HaumenoeaHwe [INN/

[o3a (enHokpatHa)

(flua fo3a 3a NpoToKona
(mg/meg/ TUMIUMIY

[ kopTHEOCTEDOMEM

ATC

MewgyHaponHo HenaTeHTHo HaumenoeaHwe [INN/

[o3a (egHokpatHa)

(Oflua fo3a 33 NpoToKONa
(mg/mcg TUMIUMIT)

OueHKa Ha TepaneaTHYHIA OTFOBOR:

[] HauanHo neysHue

[ nuneH otrosop

[JyatTHuHa PEMMCHA

[l ctaBunda GonecT Mo cTayvoHupade (Ges peMucua, Ho Be3 nporpecua)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"

20.12.2023 r.




] nporpecus Ha GonecTTa
O peuname
|:| HEMNOHOCMMOCT KbM NPUAAraHoTo NevyeHue

[ npomaHa [ npontnxasane

nPGTDN‘Dﬂ'bT e Bannugex gqo 180 AOHM, CHUTIHD OT HaYanoTo Ha NeYeHMeTo No cXeMarta.

OHKONOrHYHa KOMMCHA No XHMHOTEpanWA:

CTELHANTHOCT YWH Ha nexap Wmena Ha nexap, nognec

Moecenaren: | | | L I [ LT T TP T T

YneHose:

MaymeHTET (PogMTENAT/HACTORHMKET) CE NOAMMCES NPM NONYYEEEHE HA NPOTOXONE
TaUMEHT (DOMTEN HACTOMHMKY. ... oo

(nognwc)

[Ipunoxenue Ne 88 kbM uit. 30r, an. 4 u 5

(Hogo - JIB, 6p. 95 ot 2014 r., npeaumino [Ipunoxxenne Ne 88 kM wi. 30r, an. 3, u3m. - JIB, Op.
95 ot 2018 1., u3m. - /1B, 6p. 37 ot 2021 1.)

NEYEBHO 3ABEJJEHHE | | | | |

IIP3ESH PAFCH  DEMNCTPGUNOKEH HOMED HA NeefkoTo 3aBeneHne

MM 53 nevelHOTD 3a8eneswe

NMPOTOKON 3A NEKAPCTEBEHO NEYEHWE NO XEMATONOIMA

Kem Pewenne Ne. ..o fgara:| | |1 | I 1 1 ] |+aKnunu4na komucus no xematonorus
Komucus, HasHaveHa cbe 3anoseg Ne onpeflens creaHoTo NeKapcTBEHO NeueHne Ha BasaTa Ha B3ETOTO pelleHne
NpW NaLyMeHTa:

MALIMEHT | | ‘ | ‘ ‘ | | ‘ ‘ | | | ‘ ‘ ‘ D [JerH [CInss ] CcH [ masmanes va EC (wnw no aycTpassu corombu)
P30M M. 3paBesipafick  ETH (MHY) Ha magiesa oA wix
L | asranapaaase [ T ILTICT T 1]

MEEHTWDHCILHOHSH HOMED HA NSYNEHTA K04 Ha grpwEsa

MME, TRISIUME W (DaMANHA

[ ~= {11 - Terno (Kr) cenees TenecHa NOBBPXHOCT (KB. M) vvsrrsmcrinasns

BMATHOBE, oo ema e et eenseeeensnerenseerenseanreeceasoes DD !(}Djj.ljj

MpegurTHESH MapKep (KBAETO & NPUNOXMME), (MO HOMeHKNaTypa):

Ne Hme mapkep | (#-)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 20.12.2023 1.



Mpw nevexue 2a XMMUOTEPANUAMPHLENHA TePanHA/MMYHOTEPANHA/PACTEXHM (haKTO DI/ CHMITOMATHHHO NevYeHne:

NitkuA Ha TepanvA: ] mbpea NMHKA [ eTopa nuHWA [ TpeTa nMHKA [JueTebpTa NUHAR ] neta u cnegsaila NUHUA

Cxema (HaMMEHOBAHWE): ..o

Tun ATC MesIyHapoaHo HeNaATEHTHO [ex/gxn CTannapTHa WHovemnyanka nosa [oaa 3a LuKEn Obia nosa

TEpanuA HaumeHoeaHWe [INN/ noaa (mgme2 TUMIUMT) (g mee TUMITL) (umgeme T MU

Bpoit umknu (nosTopewus): |:| Quenka cneg umksn Nz ......

nPDTOI(N'I'bT e BanngeH go 180 gHMW, cHMTaHO OT HAYANOTO Ha NEe4eHHETD NO CXeMaTa.

KomMCHR B CBCTaE:
CRelHanHocT YWH Ha nexap Wmeta Ha nexap, mognac

mpegeenaen- || | L PPPRLORD)

Ynenose:

MNauWeHTET (POSHTENATIHACTOAHUKET) CE MOANMCES NEK NOMYYSBAHE HA NPOTOKONA
TaUMEHT (DOQMTEMHACTORHMK] ... oot

(nognuc)

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

(HoBo - 1B, 6p. 81 ot 2013 r., m3m. - IB, Op. 68 ot 2014 r., B cuna ot 15.08.2014 r., npeauiHo
[Tpunoxxenue Ne 88 kbM wi. 307, an. 1 - JIB, 6p. 95 oT 2014 1.)

PenentypHa O1aHka Ne .......ccceeeeeneee
3a JICKapCTBEHU MPOAYKTH, 3amuiamany ot H30K

HaumeHoBaHue Ha J1€4eOHOTO 3aBeqeHue - Per. Ne

TIEKAP (FIME) .euvveeeuiiieeiieeetieeeiteeeteeeeaeeeetaeeetteeeaaeesnsseesnseaeensaeeaaseeeansae e ssae e sseeenssaeansseeensseeanssaeansseennsseennseesnnseesnnseenn
YHUH Ha JEKAPS «.evvevnivveeeeiiieeeeiieeeee B F: ;O O SO S PO PP PORRUPPPPPRRPPPPOY
3a200515BaHE TPYTIA NO ...ooviiiiiieciieeeee e o mpwit. Ne 1

ITpoTokom N .....covviiiiiannnne B F: 1 ;OO USROS UPRRRRPPPPRN
Rp.

1

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 20.12.2023 1.



Jlekap:

(monmuc U meyar)

ITanenr:
EI'H:

Howm. aapec:

I'p. (c.)

OtnycHan: [Momyunn:
Mar. ¢apm. YUH:
0000000000

(moamnuc u neyar) Hara:

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 20.12.2023 1.



[Tpunosxxenue Ne 81 kpM wi. 50, an. 4

(Hoso - 1B, 6p. 95 o1 2018 1.)

}KypHan 3a pa3TBApsAHC Ha JICKAPCTBCHU MPOAYKTHU 34 JICUCHUC HA OHKOJIOTMYHH/OHKOXEMAaTOJIOT MYUE

JIIT - [ara Ha Yac na |JlexapcrBen|KonnuectBo|UunuBuayanna no3a (|  bpoi Ocratbk ( Cpoxk na |Hocuren|Hocuren |ITaunent|ITanne
MOpPE/ICH |[IPUTOTBSIHE |IPUTOTBSIHE| MPOAYKT | akTuBHO B- |mg/mcg/IU/MIU/MU)| otBopenu |mg/mcg/IU/MIU/MU)|ronnoct | (ume) (ml) (ETH) | (ume
Ne (ume) BO BbB ¢1akoHu 3a Ha
(dnaxoH MIPUTOTBSIHE ocTarbKa
Ha Ji03aTta
1
Obmo 3a
JaTa .......
2
Obmo 3a
JaTa .......
3
W3zrounuk: [IpaBHo-nH(opmanonuu cucremu "Cuena" 20.12.2023 1.



}KypHan 34 Pa3TBAPAHC HaA JICKAPCTBCHU IMMPOAYKTH 34 JICHCHUC Ha OHKOJIOTMYHH/OHKOXEMATOIOT HUF

JIIT - JlaTta Ha Yac na |JlexapctBen|KonuuectBo| UnauBuayanna no3a (|  bpou Ocratsbk ( Cpok Ha [Hocuten|Hocuten|[lauuent|[1anue
MIOpEICH |IPUTOTBSHE [IPUTOTBSIHE| TpOoAyKT | akTuBHO B- |mg/mcg/IU/MIU/MU)| otBopern [mg/mcg/IU/MIU/MU)| romnoct | (nme) (ml) (ETH) | (ume
Ne (nme) BO BbB ¢rakonm 3a Ha
¢bmakoH IIPUTOTBSIHE ocTarbKa
Ha Ji03aTa

Obmo 3a

naTta .......
Uzrounuk: [IpaBHo-uHpOpMarmonau cucremu "Cuena" 20.12.2023 1.



[Tpunoxxenue Ne 8e kbpm ui. 50, an. 5

(Hoso - 1B, 6p. 95 o1 2018 1.)

Omnuc Ha HEU3MOI3BAEMHUTE OCTaTbUM OT JICKAPCTBEHU MPOAYKTH 3a JICUCHUC HA OHKOJIOTHYHI/OHKOXEMATOJIOTHYHU 3a00/IIBaHU

Neo [ Hara | JlekapctBen | ATC | JlekapctBen | Kom-Bo | Jlek. | Ilaptuaen Ne na | HemsnomsBaem octatek | Ilena Ha s | CtoiiHOCT
MPOJYKT npoAykr (| akT. B-BO | popma | mpousBoautens 3a JeHs ( (bnaxon/amr. Ha
(TBpPT. UME) INN) mg/mcg/IU/MIU/MU) (y1B.) ocTaTbKa
(y1B.)
1.
2.
3.

W3zrounuk: [IpaBHo-nH(opmanonuu cucremu "Cuena"

20.12.2023 r.



[Tpunosxxenue Ne 9 kpm ui. 53, ain. 1

(M3wm. - IB, 6p. 81 ot 2013 1., ot™. - JIB, 6p. 51 o1 2023 1., B cuiia ot 13.06.2023 1.)

W3zrounuk: [IpaBHo-nH(opmanonuu cucremu "Cuena" 20.12.2023 1.



[Tpunosxenue Ne 10 kM ui. 54

(M3wm. - IB, 6p. 81 ot 2013 1., ot™. - JIB, 6p. 51 o1 2023 1., B cuiia ot 13.06.2023 1.)

W3zrounuk: [IpaBHo-nH(opmanonuu cucremu "Cuena" 20.12.2023 1.



ITpunosxenue Ne 11 kbM ui1. 56

(OtMm. - [IB, 6p. 94 oT 2011 1.)

W3zrounuk: [IpaBHo-nH(opmanonuu cucremu "Cuena" 20.12.2023 1.



