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HAIITHCHTHTC C

YBAKAEMA I'-7)KO ATTIOCTOJIOBA,

BBB Bpb3Ka ¢ Bame nHCMO OTHOCHO IIOCTABEHH BBIIPOCH 33 DPEBMATOJIOTHYHHTE
3a00igBalus, 3a Kouro HanmonanHa 31paBHOOCHIYpHMTEIHA Kaca 3alulalia JieKaperBara 3a
JAOMAIITHO JIeYeHHe, BU yBEJIOMABAM

l.Omnocro m. |

CerinacHo an.3 Ha w45 or 3akoH 3a 3apaBHOTO ocurypsasaHe /330/ 3a obxBara Ha
MEAMIMHCKA NOMONOI IpH 3aAB/UKUTEIHOTO 3JpaBHO OcHrypsiBane: MHHHCTBPHT Ha
3/IpaBeona3sBaHeTo onpenens ¢ Hapeaba cnuchbK Ha 3a00J19BaHuATa, 32 YHETO JOMAIIHO JICYCHHE
H30K 3amiama nexapcreara HalrbJIHO MJIM YaCTHYHO.

JlekapcTBeHUTE NMPOAYKTH OT JIEKAPCTBEHHUS CIIHMCHK ca 3a 3a00JIIBaHMSA, BKJIIOYEHH B
Hapeaba 38 - “Cnucex 3a 3abonsgBanusaTra, 3a yvero JomamHo Jjieyenue H3OK 3amama
JieKapcTBata HanelHO MM yactuuHo . B Hapenbara mon pybpuka no MKDb e BkiIodeHa
aunarnosara MKb koa MO8 — HOnomecku (roBeHusIeH) apTpuT. PyOpukara BKJIIOYBA KOJOBE I10
MKB: MO08.0 — IOmomecku pesmaroujgen aptpur, MO08.1 — IOHomeckH aHKHJIO3Hpalll
cionaummur, MO08.2 — IOmnomecku aprpur cbc cucremMHo Hadano, M08.3 — KJHOIIECKH
noauapTpur (ceporerarusen), M08.4 — FOnomecku naynuapruxkysiapes aprpur, M08.8 — Jlpyr#
IOHOECKH apTpuTH U M0O8.9 — HOHOmecku apTpuT HEYTOYHEH.

Ot u3noxenoro no-rope € BuaHo, 4¢ MKB xoa M08 — IOHomecku (IOBEHHJICH) apTPHT
BKJOYBa 1 M08.1 — IOHOmecku aHKu103upanl CrioH IHJIUT.
2. Omnocro m.2

He e Heobxoaum npueMHO-Ipe/aBaTelieH IMPOTOKOJ IpH  KaHAHWJAATCTBAHE €
aHTHIMTOKMHOBHM JieKapcTBeHH npoaykTh. Ha 3assnennero 330J1 nocousa NpriIoKeHHs HAaOOP

Y OT HEOOXOAMMHTE JOKYMEHTH, 3a KOETO NOJy4YaBa BXOJAAI HOMEP OT ChOTBETHATa paHOHHA
3/IPABHOOCUTYPHUTEIIHA Kaca.




3. Omnocno m. 3

Jlexapersennre npoayktn or rpyna IB npotokon ce pasriexaar ¥ yTeupAAaBaT OT
koMucus B P30K. He e or komnerenuuure Ha komucuure B8 P30K na ce npousnacar za

MOTHBHTE Ca CMAHATA HA CJIMH AHTHIIHTOKHHOB JICKAPCTBCH NIPOJYKT C JIpYT.

Jlexapcraenure npoayktn or rpyna IA NpoTOKON Ce pasrieAar ¥ yTEbpAIaBaT OT
komucus B LY na H30K., Chnenuanu3upaHuTe KOMHCHHM, KOMTO W3aBar MNpPOTOKONM 34
AHTHIHTOKHHOBH JICKAPCTBEHH TPOAYKTH, NOCOUCHH B HUsuckpsanus wa H30K npu nedenne Ha
CEPONOIUTHBEH, PEBMATOM/ICH, IICOPHATPHYCH H IOBCHHIICH apTpHT CE Ch3jaBat Chl 3anosei Ha
JIMPEKTOpa Ha JIeHeOHOTO 3aBC/ICHUE —~ K uuuka no pesmaronorus, Codpus - YMBAJI "Ce. Usan
Punckn" EAJL, Kianuuka no pesmarosorus, [hiosans - YMBAJL, "Cs. IN'eopru”, Kianuuka no
pesmaronorus, Bapua - YMBAJL ,,Cs. Mapusa”. ChIIuTe NOATOTBAT NPOTOKO/IA ¥ MOTHBHTE 32
CMSHATA HA €JIMH AHTHIIMTOKHHOB JICKApCTBCH NPOAYKT € JAPyL.

Ha ocnopanme wHa [lpaBujHHK 3a YCTPOHCTBOTO H jehHocTra Ha HanmoHaiHa
JAPABHOOCHIYPHTE/IHA Kaca, HA BCAKO 3ace/laHue Ha KOMHCHATA B I1Y na H30K ywacrear
SHLHITHN SKCIepTH — XaOHIHTHPAHH JIMLA 110 CCIHATHOCT PEBMATOMOTHA € MpaBo Ha rJac npw
B3CMAHEC HA pELICHUATA.

R P30K nsima nocrarhbuyeH Opoill BBHHIIHM EKCIEPTH CBhC CHEUHATHOCT PEBMATOAOTHA,
KOMTO CleaBa Ja Ce TNPOM3HACAT INpH B3EMaHE Ha PCHICHHE OTHOCHO CMAHATA Ha
AHTHIIMTOKHHOBHTE JICKAPCTBEHH NPOJIYKTH.

4. Omunocrno m.>

Ha OcHOBAaHHE M BHB Bpb3Ka ¢ HanmoHaieH paMKOB JIOrOBOP 33 MEAMIHHCKY AEeHHOCTH
2011 r. ca w3rorBend W npuerd ,JllpaBuina 3a H3MEHCHHE M JIONMBJIHCHHE Ha npaBuiara 3a
onpesiensine Ha Opos Ha CHCHHATH3HPAHHTC MCHIHHCKH NEeHHOCTH M CTOHHOCTTA Ha MEIHKO-
IMArHOCTHYHHM JACHHOCTH 3a Ha3HAyaBaHe OT HM3IBJAHHTCIH HA ITHPBHHHA H crieHaTH3HpaHa
wennmuEcka nomom 3a 2011 r., (npuern ¢ Pemenue Ne P/I-HC-04-8/ 31.01.2011 r. Ba
Hamsopuns chser Ha H30K u uzmeHenu ¢ Pemienue Ha Hamzopuus cseer Ne PJI-HC-04-35 na
09.05.2011 roj.). B 1ax ca TOMHO ONPEACIICHH OGpOAT HA MEJMIIMHCKHTE HANPABICHHA, C KOHTO
BCEKH JICKYBAIIl JIeKap pasnoJara 3a CbOTBETHHSA pasiucan NEproL.
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