ITPOEKT

HAPEJIBA

3a u3MeHeHue M aonmbjHenue Ha Hapenda Ne 4 or 2009 r. 3a ycaoBusita M pejaa 3a
NpeANnucBaHe U OTIYCKaHe HA JIeKAPCTBeHH NMPoayKTH (00H., /IB, 0p. 21 ot 2009 r., u3m. n
aom., op. 91 ot 2009 r., 6p. 94 ot 2011 r., 6p. 2 ot 2012 1., 6p. 81 1 104 o1 2013 1., OPp. 15, 68
u 95 or 2014 r.; usMm. ¢ Pemenne Ne 5812 na BbpxoBHMS agMUHHMCTpPATHBEH CbJ Ha
Penyosmka bwarapus ot 2016 r. — 6p. 91 ot 2016 r.; u3m. u gom., 6p. 95 or 2018 r., 6p. 68 n
90 ot 2019 r., 6p. 91 u 107 o1 2020 r., 6p. 37, 47 1 94 ot 2021 r., 6p. 53, 61 u 85 o1 2022 1. M
op. 51,85 u 105 ot 2023 1.)

§ 1. B uii. 26 ce nmpaBAT caeAHUTE U3MEHEHUS U IOI'bJIHEHHUSL:

1. Anunes 1 ce u3MeHs Taka.

(1) Jlupata mo un. 23 umar mpaBo Ja MpeAnucBaT Ha €Ha peLenTypHa OjaHka
JICKapCTBCHH MPOAYKTH, CBbP3aHU C JICUYCHUETO Ha PA3IMYHU 3a00JIIBaHUS, a HA SJIUH IMPOTOKOJ
- ©IIMH JICKApPCTBEH MPOIYKT B J0 TPH JIO30BU SAMHHMIIN 32 ¢THO 3a00JsBaHe. 3a JICUeHUE Ha STHO
3a00IIBaHe ce IOMycKa MPEeANHCBaHe Ha 0 TPHU JIEKapCTBEHU MPOAYKTA.

2. Cp3paBar ce an. lawu 16:

,(1a) Tlpn Ha3HauaBaHe Ha JIEKapCTBEHATa Tepamus C JIEKAPCTBEHU MPOJAYKTH C HHUBO Ha
3artamane 100 Ha cTO, MOJyIeKala Ha MPEANUCBAHE B TEKYIIUS MECEIl, JIEKapsT CielBa jaa
M3J1a7ie €THO EJEKTPOHHO Tpeanucanue. V3KiIrodeHne ce Jomycka camMo MpH JIObJIBaHE Ha
TepanuaTa ¢ HOB/M JIEKApCTBEH/U MPOIYKT/H, IPU Cla3BaHE HA MaKCHUMAaIIHUs Opoi JIeKapCTBEHH
MPOJYKTH 3a JISYeHHEe Ha eIHO 3a00siBaHe Mo al. 1, u3peyeHue BTopo.

(16) Amunes la He ce mpwiara 3a JIEKapCTBEHHW MPOAYKTH, 33 KOWUTO CE€ H3BBHPIIBA
eKcriepTu3a 1o pena Ha wi. 78, 1. 2 ot 330.°

§ 2. B un. 30 ce cp3naBa an. 2a:

,»(2a) B ciaydaure no . 74, ajn. 3, mocieABaUAT OTPS3bK OT SIEKTPOHHOTO MPEIITHCAHUE
(oopazerr M3 — H30K Ne 5A mo mpunoxenue Ne 7) Moke Ja ce M3IBJIHSIBA Ha JaraTa Ha
Hal-KbCUS CPOK, CYMTAHO OT JaraTa Ha OTIYCKaHE Ha MPEeAXOJHUTE KOJIMYECTBA OT

MPEINUCAaHUTE JIEKAPCTBEHU MPOIYKTH.



§ 3. B wi. 47 an. 2 gymure ,,Ha MOBEYE OT €IHA™ CE 3aMEHST C ,,Ha €JHA WJIU TIOBEYE OT
eaHa‘“, a ciues aymarta ,,perienTuTe ce 100aBAT JyMHUTe ,,MOraT aa‘.

§ 4. B un. 74 ce npaBAT ciaeIHUTE U3MEHEHUS U JIOIbIHEHUS:

1. B an. 1 Hakpas ce 100aBsT AYMHUTE ,,3a BCEKH OTITYCHAT JICKAPCTBEH MPOIYKT*;

2. B an. 2 cnen nymute ,,YacTHYHO M3MBIHEHO 3ameTasTa U JYMUTE ,,a 32 JIEKAPCTBEH
MPOJYKT, 3aruiamad HanbaHo uin yactuuHo ot H30K — karo "U3nbaneno* ce 3anuuanar;

3. Cp3naBa ce an. 3:

,»(3) Koraro eekTpoHHOTO MPEANUCaHNE € YACTUIHO U3MIBJIHEHO, TIPEAMUCAHHETO MOXKE J1a
ObJle U3NBJIHEHO B OCTaHajaTa CH 4YacT B ChIlaTa WIM B Jpyra anreka, CKIOYWIa JOrOoBOp C
H30K. OxoHuYaTelnHOTO HW3MBJIHEHHE MOXKE Ja CE€ OCBHIIECTBU J0 JBa pabOTHU JHU OT
IFPBOHAYAIHOTO YaCTUYHO M3MBJIHEHHUE, HO HE MO-KbCHO OT JlaTaTa Ha M3TUYaHE HAa CPOKa Ha

BAJIMTHOCT HA €JIEKTPOHHOTO IIPEANKCAaHMeE.

INPEXO/JHU U 3AKIIOYUTEJIHU PA3IIOPE/IBHU

§ 5. Uzpmapmenure A0 BiIM3aHe B CWIAa Ha Hapendara eNEKTPOHHM MpEANHCAaHUsd ce
U3IBJIHSBAT 110 JJOCETAIIHUS PEll, B CPOKA MM Ha BAIUIHOCT.

§ 6. HapenOata Bim3a B cuita oT JieHd Ha 0OHapozBaHeTo i B "JIbpikaBeH BECTHUK' .

A-P I'AJIAA KOHAEBA

Munucmwvp na 30paseonazeanemo

CoraacyBaum:

J-p boiiko IIeHKOB, 3aMECTHUK - MUHUCTBD

Teonopa TabakoBa, HAaYaTHUK HA MOJTUTUYECKUS KaOUHET:

J-p Hecucnasa BenkoBcka, TUpEKTOp HA JUPEKIHS ,,JIekapcTBeHA MOJIUTHKA
Xpuctuna ['eToBa, nupextop Ha qupexius ,,[Ipapaa“:

Hanexna bpankoBcka, HauanHUK Ha otaen HA B qupeknus ,,IIpaBHa™:

J-p Henu Tapuncka, Hauannuk Ha otaen JIIT B nupekuus ,,JIekapcTBeHa monuTuka®:

IOmns BennukoBa, HauanHuk Ha otaen AJIK B qupexius ,,JlekapcTBeHa MONUTHKA

Hsrorsuni:

Becenuna IlerpoBa, ri1. excniept B qupexuus JIIT:






