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JEPKABHA CIYXBA VYKPATHH 3 JIKAPCBKHX 3ACOBIB
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Ha Ne BiJg

Kepisuukam cy6’exTiB rocnoaapioBaHud,
siki 3aliMaloThes peasisamielo (Toprisaieto),
36epiraHAsM i 3aCTOCYBaHHAM AIKAPCHLKUX
3aco0iB

KepisHukam  TepHTOpIaAbLHHX opramis
HMepactikeny:x0d YKpaiHu

PO3MNOPSAIXKXEHHA

Ha mincTaBi HEMOXIHBOCTI 3I1CHEHHS KOHTPOIKO SKOCT TiKApChKOro 3aco0y
(BiZCYTHOCTI 3pa3KiB JIKapPCBKOIO 3acofy) Ta y BIANOBiAHOCTI A0 CT. 15, CT. 21
Jaxony Vkpaimu "TIpo Jikapceki 3acobu", IlonoxeHns mpo epxasHy ciyxOy
YKpaiHH 3 JIKapChKUX 3acobiB, 3aTBepaxeHoro YiazoM [Ipesuznenta VxpaiHu BiJ
08.042011 Ne 440, n. 4.3. "Tlopsaky BCTaHOBIEHHsA 3a0OpOHH (THM41acoBOL
3aGOpOHH) Ta MOHOBICHHS 06iry JiKapchkux sacobis Ha Tepuropil Ykpainu',
saTBepkeHoro Haxkasom MO3 Ykpainu pix 22.11.2011 3a Ne 809, 3apeecTpOoBaHOI0
MinicTepcTRoM ocTHIT YKpainu B 30.01.2012 3a Ne 126/20439, "lactpykuii mpo
NOPANOK KOHTPONIO AKOCTi JKapCBKHX 3acobiB MM Yac omToBOi Ta pO3ApiOHOI
Toprieii", 3aTBEPIUKEHOI HaKa3oM MO3 Vkpainu Bix 30.10.01 3a Ne 436,
sapeecTpoBanoi MiHicTepcTBoM tocTULil YKpaTHH Bix 05.02.02 3a Ne 107/6395, si
sminamy, 3ABOPOHSIIO peanisaiiro (TOprismo), 3GepiraHHsg Ta 3acTOCYBaHHA
nikapeskoro 3aco6y EH3HUMTAJIL, apaxe Ne 100 (10x10), cepii GE03117,
supo6runrea Txenom Biorex IIBT. Jta., Tuain, (peecrpauifine nocsizueHHs
Ne UA/10790/01/01).

Cy6’exTaM ToCIOAapIOBaHHA, AKi 3ificHIOTh peanizaiiio  (TOpriBnio),
3GepiraHHs Ta 3aCTOCYBaHHS JIKapChKHX 3ac06iB, HEBIAKJIAOHO MICHs OJEpHAHHA
JAHOTO PO3NOPSIIKEHHS HEPEBIPHTH HasBHICTH Nikapeskoro 3acoby EH3HUMTAL,
npaxe Ne 100 (10x10), cepil GE03117, supo6unursa Jxenom biorex IIBT. Jra.,
Innis.

TIpu BUABJNEHH 3pa3KiB LBOMO JIKAPCHKOTO 3aco0y BXKUTH 3aXOd 10O
BIJTy4eHHs Horo 3 oblry WJsixoM 3HHIMEHHS abo NMOBEpPHEHHS NMOCTA4aJbHHKY
(BHPOGHHKY).

Cy6’exTy rocrojaproBaHHs, I[IpH HASBHOCTI BKA3aHOTO JiKapchKoro 3acody,
NOBiAOMMTU TEPHTOpIANIbHAK  OpraH IlepxcnikenyxOu  Vipainu 3a  MicueM
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POSTAIIYBAHHS [P0 BXKUTI 3aXOAW LIOAO BHKOHAHHS JAHOTO POIMOPSKEHHS. Y pasi
3HMINEHHS BIOXOAIB JIKapCBEKOro 3aco0y, B JBOTIKHEBHUH CTPOK HANpPABUTH 0
TepuTOpiagbHOro oprady JepitikenyxOu YKpalHu 3a MiCIleM pO3TAIlyBaHHA KOIIIIO
aKTa TpO 3HUIIEHHS BIOXOMIB JHKapchKoro 3aco0y. IIpM HACTYNHHX HOCTABKAX
MIKapChKOro 3acoly cy6’eKT TOCMONApIOBAHHA IIOBMHEH BKHTH 3aXONIB LIOMNO
3anmobiranHs NpUAOaHHIO, pealizallii Ta 3aCTOCYBAHHIO JIIKAPCHKOTO 3acoly,
HaBeIEeHOI0 B TAaHOMY PO3NOPAIKEHH].

KoHTpone 3a  BUKOHAaHHAM  [aHOTO  PO3NOPAMIKEHHA  31HCHIOIOTH
TepuTtopianbHi opranu Jepxaikciryx6u Ykpainy 3a MiCLEM PO3TalTyBaHHS.

HeBuKoHaHHS AaHOrO pO3NOPSKEHHS TSrHe 3a coGol0 BiANOBiAanbHICTDH
3T17IHO HHHHOTO 3aKOHOZABCTBA YKpaiHH.

Komii faHOro po3snopsiKkeHHs HATIPABIIEHI:
HIT " lepxkaBuuit excriepTHAit nentp MO3 Vkpainn";

ITpenctasHunTBo KoMnaHil "/[xeroM Biotek IBT. JIta." B VkpaiHi;
TOB "Axpononyc biocaitncec”, Ykpaina.

3acmynnux Ionosu A4 3axapaw
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