HAPEJIBA 3a uzmenenue u gonbjHeHue Ha Hapenda Ne 3 or 2012 r. 3a peaa Ha
NpeanucBaHe, OTIYCKAHE U KOHTPOJ HA JIEKAPCTBEHH MPOAYKTH M JAEHTAJIHA MOMOI HA
BeTepanute ot BoiitHuTe (B, Op. 67 o1 2012 1.)

W3nanena or MUHUCTHPA Ha 37paBeoNa3BaHETO, MHHUCTbpAa Ha (UHAHCHUTE, MUHHUCTBhPAa Ha TpyJla M COIMaTHaTa
MOJIMTHKA U MUHUCTBpa Ha oTOpaHaTa, 06H., /1B, O6p. 2 ot 8.01.2013 r., B cuna ot 8.01.2013 1.

§ 1. B un. 5 ce mpaBsr ciaeHUTE UBMEHEHUS U IONI'bIHEHUS:
1. Anures 1 ce U3MeHs Taka:

"(1) Jlexapcmeenume npodykmu no un. 2, an. 1 ce mpednuceam Ha peyenmypHa ONaAHKA NO 06paszey CcvelacHo
npunodicenue Ne 1 (oopaszey M3 - H3OK Ne 5B), kosamo cvOvpoica cieonume OaHHU:

1. Homep Ha peyenmama, enucan 6 AMOYIAMOPEH TUC,

2. Homep Ha ambynamopeH aucm;

3. 0ama Ha uzdasawne Ha peyenmama;

4. k00 nHa P30K na nayuenma,

5. Homep Ha newebnomo 3asedenue (om PL[3/P3U);

6. HoMep Ha peyenmypHa KHUNMCKA HA 6emepaHa om GoUHUmMe;

7. VUH/IIIK, ume u ghamunus na nexaps/iexaps no OeHmanina MeOuyunda, usodan peyenmamad;
8. K00 Ha cneyuanHocmma Ha aekaps/ieKaps no OeHMAaiHa MeOuyuHa, u30an peyenmamad;

9. H30K 00 na nexapcmeenus/me npodykm/u (0o 3 kooa);

10. k00 Ha 3a601586aHemo no medxcoyHapoonama Kiacugurayus Ha borecmume - 10 pesusus (MKB ko0),
11. eenepuuno 3amecmeane;

12. npednucano konuuecmeo u OHume, 3a KOUMo e 00CMamuvyHo NPEONUCAHOMO KOIUYECM B0
13. ET'H, ume, npezume, pamunus, 6b3pacm u aopec Ha nayuesma;

14. Homep Ha yoocmosepenue Ha 6emepan om GOUHUME,

15. noonuc u nuuen neyam Ha nexkaps/iekapsi N0 OeHMaiIHa MeOuyuHda,

16. Homep Ha peyenmama 6 anmekama,

17. pecucmpayuonen Homep Ha anmexkama,

18. ETH/JIHY/uoenmughuxayuonen Homep Ha noaydamens,

19. 0ama na usnvinenue Ha anmexkama,

20. noonuc na macucmuvp-gapmayesma u neuam Ha anmekama,

21. noonuc na npunocumens Ha peyenmama."

2. B an. 3 cnen mymute "osa exsemnispa" ce nobaBs "edunusm om Koumo ce npeocmaes om anmexama npeo
cvomeemuama Pationna 30pasnoocueypumenna kaca (P30K)".

§ 2.Bun. 6 ce MpaBAT CJICAHUTC UBMCHCHUSA U NOIIBJIHCHU !

1. Anmures 1 ce u3MeHs Taka:



"(1) Jluyama, npeonuceawu nexapcmeeHu NpoOyKmu, nuceam 6 amOyIamopHusi IUCM, KOUMO ce CbXpPaHaed 8
JleuebHOmo 3a8edeHue 3a OMYemHoCm U KOHMpPOJ, CleOHume OaHHU Om peyenmume: Npeonucanume aeKapcmeeHu
NPOOYKMU, CUSHAMYpA, NPEONUCAHO KOTUYECT B0 U OHUME, 3d KOUMO € 00CMAMbYHO NPEONUCAHOMO KOAULeCmeo."

2. Cp3maBa ce HOBA all. 2:

"(2) Pexeusumume Ha peyenmyprnama oaauwka no ui. 5, ar. I, m. 1 - 15 ce nonvieam om nuyama, npeonuceauu
Jlekapcmeenume npodykmu, a pekgusumume no m. 16 - 20 - om mazucmup-gpapmayesma, omnyckawy 1eKapcmeeHume
npooykmu."

3. Jlocerammara an. 2 crasa ai. 3.

§ 3. Bun. 7, an. 2 ce cp3naBa uspedenue BTopo: "IIpu xponuunume 3abonasanus cpoxom om 30 onu modice oa 6voe
npesuuer, aKo U3UCKGAHemO 34 HeHAPYWdasaHe Yelocmma HA ONAKO8Kama u onpeodeneHama OHesHA 003d He
noseonasam oa 6voe cnazen."

§ 4. Unen 10 ce oTmeHs.
§ 5. Bun. 11 ce cw3naBar an. 3,4, 5 u 6:

"(3) Omnycnamume nekapcmeeHu npooyKmu ce nuceam 6 peyenmypha KHUXCKA Ha emepan om 8ouHume no oopasey
cvenacHo npunodicenue Ne 2. Bnuceamemo ce usgwbpuiga om Mazucmup- ¢hapmayesma npu OmMHYCKAHEMO Ha
Jlekapcmeenume npooyKmu.

(4) Peyenmypnume knudicku ce uzoasam om P30OK u ce npedocmaeam na éemepanume om 6ouinume. Bemepan om
BOUHUME UMA NPABO CAMO HA eOHA PeyenmypHa KHUNXCKA.

(5) Pationnama 30pagnoocucypumenna Kaca 600U pecucmuvp Ha U30a0eHume peyenmypHu KHUMICKU.

(6) U3zeybena, yHuwoxcena uiu npukioyena peyenmypHa KHUNCKa ce 3amMeHa ¢ Ho8a no peda Ha ai. 4."
§ 6. Ilpunoxenue Ne 1 ce u3mens raka:

"Tlpunoxxenne Ne 1

KBbM 1. 5, ai. 1
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§ 7. llpunoxxenue Ne 2 ce u3MeHs Taka:
"Tlpunoxxenne Ne 2

KM wi. 11, am. 3

YHAZAHWME 3A PAGOTA C “"PELENTYPHA KHWHKA HA BETEFAH OT BORHWTE"
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NMPEAMUCAHW M OTNYCHATH MEKAPCTBA HA BETEPAH OT BOHHWTE

m WNE-una HI0K- MexapcTBers MPOZyTH flax. 'ﬂllﬂ"!?;l #}'ﬁ:‘aw * Fim o G ua QarasacToyceake | Ped MO w3 ATERG or
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INPEXOAHU U 3AK/IIOYUTEJIHU PASITIOPEIBA

§ 8. Mzmanenute mo peaa Ha oTMeHeHus Wi. 10 perenTypHu KHUKKA OCTaBaT BAIMIHU JI0 U3YEpPIIBAHE HA
KOJIMUECTBATA.

§ 9. UsnenHuTENHATA areHKsl 110 JIeKapcTBara ce 3aabikaBa B ¢cpok a0 1.02.2013 r. na npexncrasu Ha H30K cnncek
C THPTOBCKUTE HAMMEHOBAHU S Ha JIEKAPCTBEHUTE MPOAYKTU OT CIIUCHKA 1O Wi. 2, all. 1.

§ 10. 1o 31.12.2012 r. nekapcTBEHH TPOAYKTH Ha BETEPAHUTE OT BOMHHUTE MOTAT Jla C€ MPEANKUCBAT U Ha pelenTypHa
OnmaHka mo obpaszer| ceriuacHo npunoxkeHue Ne 2 kM 4. 6, an. 1 or Hapenba Ne 4 ot 2009 r. 3a ycnoBusita u pena 3a
MIPEANUCBAHE U OTITYCKaHE Ha JIEKapcTBeHU Ipoaykra (00H., JIB, 6p. 21 ot 2009 r.; u3m., 6p. 91 ot 2009 r., 6p. 94 oT
2011 r. m 6p. 2 ot 2012 1.). Pentenitara ce n3naBa B JiBa €K3eMILJISIPaA, KATO OCBEH 3aIBIDKUTEIIHUTE PEKBU3UTH Ha
perientypHara 61aHka B Hest ce BnucBar EI'H Ha maniueHTa 1 HOMep Ha yAOCTOBEPEHHE HAa BETepaH OT BOWHHTE.



§ 11. HapenOara Bim3a B cuiia OT JIeHsl Ha 0OHapoaABaHeTo U B "/[vporcasen secmuux’.



