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Ha Ne . Bin

Kepisnukam c¢y6’ckTiB rocnoaapioBaHHi,
saKi 3aifiMaloThed peadizauicio (Toprisieo),
3GepiranusM i 3ACTOCYBAHHAM JIIKAPCHKAX
3acoliB

KepiBHHKaM  TePHTOpiaJbHMX  Opramis
Jepxnikenyx6a Ykpaiin

PO3MOPSIDKEHHSI

Ha miacTaBi 3aKiHYeHHs CTpOKYy THM4acoBoi 3a0OpOHH Ta HEMO)XJIHBOCTI
3ificHEHHS KOHTPOIIO AKOCTi nikapcexoro 3acoly Taiy BianmosigHocti fo cr. 13,
cr. 21 3akony Ykpainu "TIpo nikapchbki saco6u”, Tlonosxkerns npo depkasHy ciyx0y
YKpaiHy 3 JiKapchKHX 3ac00iB, 3aTBEP/UKEHOTO Yxasom IlpesuneHta Yipainu sin
08.04.2011 Ne 440, n. 4.3. "llopaaxy BCTaHOBJICHHS 3a00poHM  (THMYAcOBOI
3a60pOHK) Ta TOHOBNEHHA OBIry JIKapChKUX 3acofiB Ha Tepuropil Yxpainu',
saTBepKenoro Hakasom MO3 Vxpainu Big 22.11.2011 3a Ne 809 (3i 3miHamu),
3apeecTpoBaHOro MiHICTepCTBOM roctruii Yipaiun Big 30.01.2012 3a Ne 126/20439,
"THCTPYKUIT PO TOPAJIOK KOHTPOIIO AKOCT] JiKapchKUX 3aco0iB MMijl 4ac ONToBoi T2
po3api6HOT TopriBi", 3aTBEP/IKEHO] HAKa30M MO?3 Vipainu sig 30.10.01 32 Ne 436,
3apeecTpoBanoi MiHiCTEPCTBOM jocTunii Ykpaiax Bix 05.02.02 3a Ne 107/6395 (3i
aminamu), SABOPOMSIIO peanizauito (Toprismo), 30epiraHHs Ta 3aCTOCYBaHHA
nikapeexoro 3acofy TPAXICAH, taGaeTkn aas eMoktanus Ne 20 (10x2) y
Gnictepax, cepii 11MI151A, 3 MapKyBaHHAM pupobuuxa EHreabrapa
Apnmaiimirreas I'm6X & Ko.KT, HiMeuunna.

Cy6’exkTaM TOCIONAPIOBAHHS, sIKi 3MifCHIOIOTE pealizaniio  (TOPTiBIIO),
30epiraHHs Ta 3acTOCYBAHHA NiKAapChKHX 3ac06iB, HEBIAKIAJHO TMiCHS OAEPXKaHHA
JAHOTO PO3NMOPSUKEHHSA HEPEBIpUTH nasHicTh nikapebkoro 3acoby TPAXICAH,
TaGneTkn s cvoktamHs Ne 20 (10x2) y Oaicrepax, cepii 11MI151A, 3
mMapKyBaHHAM BHpoGuuxa Enreanrapi Apumaitmitrens Im6X & Ko.KT,
HiMeyuHna.

[Ipu BuUABICHHI 3pasKiB LBOTO nikapcekoro 3aco0y BXHTH 32XOAH IIOJO
BUIYYEHHs HOro 3 ofiry masxoM 3HHHIEHHS ab0 NoBepHEHHS NOCTAYANBHHKY
(BMPOOHUKY).

Cy6’exkTy TOCIIOAAPIOBaHHA, IPH HasBHOCTI BKa3aHOTO Jikapchkoro 3acofy,
MOBIJOMUTH TEPUTOPIAIbHHUK OpraH Tlepxcrikemyx6n  Ykpalau 3a  MicueMm
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PO3TAlIYBaHHs [IPO! BXUTI 3aX0IH 10/10 BUKOHAHHS JAHOTO PO3IOPSUUKEHHA. Y pasi
JHUIIEHHS BiJIXO/iB JiKapchKoro 3acody, B ABOTHIKHEBHH CTPOK HANpPaBHTU HO
TEPUTOPIaTIBHOTO opraHy ,Hep:&cnixcnymﬁn VKpainy 3a MiclleM PO3TAIlyBaHHS KOIMIKO
aKTa 1po 3HULLCHHA Bigxo/iB mikapchkoro 3acofy. IlpM HacTyNHMX NOCTABKaX
nixapceKoro 3aco@y cy6’eKT TOCMOAAPIOBAHHS IIOBMHEH BXXHMTH 3aXO0/IiB IIOJO
3anobiranda npuabaHuio, peanizauii Ta 3acTOCYBaHHIO JiKapchkoro 3acoby,
HaBeICHOrO B JIAHOMY PO3IIOPSIKEHHI.

KOHTpOIIB 33 BMKOHAHHSM  JIAHOTO  PO3TIOPS/UKEHHSA 3IHCHIOIOTE
TepuTopianbui oprauu depiiikeiyx6u YKpainu 3a MicieM pO3TanlyBaHHS.

HeBuKOHAaHHS J3HOTO PO3MOPSAIKEHHS TATHE 3a CoBGOMX BiANOBINAIBHICTH
3Ti{HO YUHHOTO 3aKOHO/AaBCTBA Y KpalHu.

Kouii aHOTO po3NOps/KEHHS HANPaBJICHi:
JAT " lepxasumii excneptHUit nenTp MO3 Ykpainn";
ITpencTaBEMuTBO hapmaueBTryHol koMmmnaHii Alpen Pharma AG B Ykpaihi.

Jacmynuux I'onosu A 3axapawu
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