MHUHUCTEPCTBO HA 3/IPABEOIIA3BBAHETO
Hapen6a 3a u3amenenue u nonbiaHenue Ha Hapen6a Ne 4 ot 2009 r.
3a yCJIOBMSITA U Pe/ia 3a MpeANucBaHe U OTIYCKAaHe Ha JIEKAPCTBEHH NMPOAYKTH
(06H., 1B, 6p. 21 ot 2009 r.; u3m. u gom., o6p. 91 ot 2009 r., 6p. 94 o1 2011 1., 6p. 2 0T 2012 1., Op. 81 11 104 0T 2013 1., Op. 15, 68 U
95 o1 2014 r.; u3m. ¢ Pemenne Ne 5812 na BepxoBHUS aIMUHUCTpATUBEH cbJ] Ha PemryOnuka Brirapus or 2016 . — 6p. 91 o1 2016
I.; U3M. ¥ J01., 6p. 95 ot 2018 1., 6p. 68 1 90 oT 2019 1., Op. 91 M 107 o1 2020 1., Op. 37,47 1 94 o1 2021 1., Op. 53, 61 1 85 oT 2022
r.m6p. 51, 85 u 105 ot 2023 1.)

§ 1. B ui. 26 ce npaBAT ciaeqHATE U3MECHEHUS U JOITBIHCHUS:

1. Anmunes 1 ce u3Mens Taka:

,»(1) JIunara no wi. 23 umar nparo jAa NpeAnKcBaT Ha €JHa PeLenTypHa OlaHKa JIeKapCTBEHU MPOIYKTH, CBbP3aHHU C JICYCHUETO
Ha pa3JIMuHY 3a00JIBaHMS, a HA €JUH IPOTOKOJ — €HH JIEKApCTBEH MPOAYKT B 10 TPHU JI030BHM EAMHHIM 3a €IHO 3aboisiBaHe. 3a
JIeYeHHe Ha €1HO 3a00JsIBaHe Ce JIONyCcKa MPEANMCBAaHE Ha 10 TPU JIKApPCTBEHU MPOJYKTa.

2. B an. 2 cnen nymuTe ,,Heu3mbJIHEHATA pelenTta’ ce J00aBs ,,/9acTTa OT Hesl C HEOTIIYCHATHUTE JIGKaPCTBEHHU MPOAYKTH, .

3. B an. 3 qymuTe ,,HEeM3MBIHESHUTE OTPSI3BIM OT HEs* ce 3aMEHSIT C ,,HeU3IIbJIHEHUTE OTPSA3BLU/YaCTTa OT TAX C HEOTIIYCHATUTE
JIEKapCTBEHHU MPOIYKTH, .

4. Anunes 4 ce oTMEHs.

5.Ban. 5 gymure ,,an. 2, 3 u 4 ce 3aMeHAT C ,,a1. 2 u 3.

§ 2. B un. 30 ce cp3aaBa an. 2a:

»(2a) B ciydaure nmo wi. 74, an. 3 mocnenBanuaT OTPA3bK OT €IEKTPOHHOTO mpeanucanue (oopasen M3 — H30K Ne SA mo
npunoxkenne Ne 7) Moxke a ce M3IbJHSABA HA JaTaTa HAa HAW-KbCHS CPOK, CUNTAHO OT JaraTa Ha OTIyCKaHE Ha NPEIXOAHHUTE
KOJIMYECTBA OT MPEANUCAHUTE JIEKAPCTBEHU MPOIYKTH.

§ 3. B un. 47 an. 2 nymure ,,Ha HIOBe4e OT eIHA™ CE 3aMEHSAT C ,,Ha €Ha WJIM IOBEYE OT eIHA™, a CJIe/ JyMara ,,pelenTure ce
100aBsIT IyMUTE ,,MOTaT Aa‘.

§ 4. B un. 74 ce npaBAT caeqHUTE U3MEHEHUS U AOIBIHCHUS:

1. B an. 1 Hakpas ce 06aBAT TyMHUTE ,,32 BCEKH OTITyCHAT JICKAPCTBEH ITPOITYKT .

2. B an. 2 caex aymute ,,YacTHYHO M3MBIHEHO 3ameTasTa U JIYMHTE ,,a 32 JICKAPCTBEH IPOJYKT, 3aIlIalllaH HAI'BIHO MIIH
gactuaHo oT H30K — kato ,,I3nbIHeHO™ ce 3aan4aBar.

3. Cw3maBa ce ai. 3:

,,(3) Koraro e1ekTpoHHOTO NpenHucaHue € YaCTHYHO M3ITBIHEHO, IIPEANMCAHNETO MOXeE Jia ObJIe N3IIBJIHEHO B OCTaHAJIATa CU
4acT B ChlllaTa WIK B JIpyra anreka, ckiaounia goroop ¢ H30K. OkoHuaTemHOTO U3NBIHEHNE MOXKE Jla C€ OCHIIECTBH JIO JBa
pa®OTHH JHU OT MbPBOHAYAIHOTO YACTHYHO M3II'BJIHEHHE, HO HE IO-KbCHO OT JlaTaTa Ha M3THYaHE HAa CPOKa Ha BAJMIHOCT HA
€JIEKTPOHHOTO Ipenicanue.

IIpexonnu U 3aKJII0OYUTETHH Pa3nopeadu

§ 5. U3nanenure 1o BiIu3aHe B cuila Ha Hapen0aTa eNeKTPOHHH MPEANMCAHUS Ce U3IIBIHABAT 110 JIOCETAIIHUS Pell, B CPOKa UM Ha
BaJIUJTHOCT.

§ 6. Hapenbara Bim3a B cuia ot 1 centemspu 2024 r.

Munuctsp: I'anst KonneBa
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