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JIEPXKABHA CJIYKBA VKPATHM 3 JIKAPCHKHUX 3ACOBIB
(Meprcrikeaysx0a Ykpainn)
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e-mail: diklz@diklz.gov.ua, http://www.diklz.gov.ua Kon €IPTIOY 37769480

Ha Ne BiXl

KepiBuukam cy0’€KTiB rocnoiapioBaHHs,
siki 3aiiMaloThesl peaJiizalicro (ToprisJieio),
3GepiraHHAM i 3aCTOCYBaHHSAM JiKapcbKHX
3aco0iB

KepiBHHKaM  TepHTOpiaJIbHAX opraHis
Tepacnikcayx0u Ykpainu

PO3IOPSIKEHHS

Ha mnigcraBi BCTaHOBJIEHHS dbaxTy HEBiIIOBIIHOCTI BUMOT'aM aHaJIITUYHOL
HOPMaTHBHOI JOKyMeHTalii 1o peecTpaiifHoOro MOCBITUEHHS UA/2265/01/01
npenapary 3a MOKa3HUKOM "Mikpo6ioaoriuna yHeToTa' Ta y BIANOBIMHOCTI JIO
cr. 15 3akony Ykpainu "IIpo nikapcski 3acobu”, 1107103KeHHs PO JlepxaBHy cnyx0y
VkpaiHu 3 JiKapchKux 3ac00iB, 3aTBEPIDKCHOTO Vkasom Ilpesuaenta YkpaiHu Bil
08.04.2011 Ne 440, n. 3.1, 3.1.1, 4.1.1. "TlopsAaxy BCTaHOBICHHA 3a60pOHH
(TiMuacoBoi 3a00pOHM) Ta TOHOBJICHHA o6iry nikapchKuX 3acobiB Ha TepuTopii
Ykpainu", 3aTBEpIKEHOr0 HaKasoM MO3 VYxpaiuu Big 22.11.2011 3a Ne 809 (i
3MiHamu), 3apeecTpoBaHOro MiHiCTepCTBOM roctruii Yxpainu iz 30.01.2012 32
Ne 126/20439, "lactpykuii npo MOpAAOK KOHTPOIIO SAKOCTi JIKapChKHUX 3acobiB Mmi
yac omToBOi Ta po3api6Hoi Toprimm", sarBepmKenoi Hakasom MO3 Yxpaina
pix 30.10.01 3a Ne 436, 3apeecTpoBaHoi MiHiCTEpCTBOM focTulii  YKpaiHd
Bigx 05.02.02 3a Ne 107/6395 (3i 3MiHaMHu), TUMYACOBO 3ABOPOHSIIO
peanizalito (TOpriBii0) Ta 3aCTOCYBAHHA JiKapchbKoro 3acoly IPUYEIIA TPABA,
TpaBa no 30 r y madkax 3 BHYTpPIlIHIM NaKeTOM, cepii 010113, BHPOGHHITBA
IpAT PapmaueBTHYHA ¢abpuxa 'Bioaa", YxpaiHa, 10 OKpeMOoro pilICHHS
JlepxaBHoi CTyx61 Y KpaiHu 3 nikapchKUX 3aco0iB.

Cy6’ekTaM TrOCIOAApIOBAHHS, gKi 3ifCHIOIOTH peaizaliro (TopriBmo),
30epiraHHs Ta 3aCTOCYBAHHI niKkapchKUX 3aco0iB, HEBIAKIAIHO micis ojep’KaHHA
JAHOTO PO3NOPAIKEHHS MEPEeBIPUTH HasBHiCTH JiKapchkoro 3aco6y IPHYEIINA
TPABA, TpaBa mo 50 r y maukax 3 BHYTPIlIHIM MaKeTOM, cepii 010113,
BupoGuuuTBa IIpAT ®apmanesTH'IHA ¢abpuxa "Bioaa'", Yxpaina.

[Ipn BUsBIEHH] 3pa3KiB IBOTO JikapceKoro 3acofy BXHTH 3aX01d INOMO
BHITydeHHs Horo 3 o6iry muisaxoM BMillleHHSI B KAPaHTHH.

Cy6’€exTy rocrofaproBaHHs, pH BUSBJICHHI BKA3aHOTO JIKapChKOro 3acoly,
IOBiIOMUTH TEPUTOpiallbHUH OpraH Tepxcikenyx6n  YxpaiHn 32 MicueM
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PO3TalllyBaHHS IPO BXHTI 3aXOAM OO BUKOHAHHS AAHOTO po3ropsmkeHHA. ITpu
HACTYIHHUX IIOCTaBKaX JIiIKapChKOro 3acoly cy0’€KT rocriofjaproBaHHS IIOBHHEH
BXKHTH 3aXO[iB LIoA0 3anobiraHHs npuabGaHHIO, peaiisalii Ta 3acTOCYBaHHIO
JiKapchKOro 3aco0y, HaBeIEHOro B JaHOMY PO3HOPSKEHHI.

KoHTpoJIs 32  BHKOHAaHHSAM  JaHOTO  PO3MOPAMXKEHHHA  3IiHCHIOIOTH
TepHTOpiaNbHi opranyu Jlepxiikciayx6u YkpaiHu 3a MiCLleM pO3TalllyBaHHS.

HeBuKOHaHHS HOAHOTO PO3NOPSKEHHA TATHE 3a COOOH BiANOBIHATBHICTH
3riZIHO YMHHOTO 3aKOHO/ABCTBA Y KpaiHu.

Kornii JaHOTO po3MOPS/IKEHHS HaIIPaBIeHi:
JI1 " OepxaBuuit excreptuii nentp MO3 Vkpainu";
ITpAT dapmanesruuHa pabpuka "Biona", Ykpaina.
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