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NEPXKABHA CJIIYIKBA VKPAIHH 3 JIKAPCHKHUX 3ACOBIB
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Ha Ne BiJl

KepisaukaM cy0’€KTiB rocrojiaprobaHHs,
siki 3afiMaloThes peasizanieio (Toprisaeio),
3GepiraHHaM i 32CTOCYBaHHAM JiKapChbKHX
3aco0iB

KepiBHHKaM  TepHTOpiaJbHHX opraHis
Tepaaikcmyx6u YKpainn

PO3IOPSKEHHSI

Ha mingcrasi iH¢opMallii mpo HEBIZTBOPIOBAHICTh METOMK «3a/IHLIKOBA
KiJbKicTh OpraHiyHMX PpO3YHHHMKIB - I'PX - isonpomijioBHHl CIHHPT»,
«3aMIKOBa KiMLKICTH OpraHiuHMX PO3YMHHHKIB - I'PX - AHXJIOPMETaH»,
AHANTHYHOI HOPMATHBHOI IOKyMeHTallil [0 peecTpalifiHoro  MOCBIXHEHHS
UA/8637/01/02 ta y simmosimHocti mo cT. 15 3axony Ykpainu "IIpo JiKapchKi
3acobu", ITonoxenHs mpo JlepxkaBHY cnyx6y VYkpaiHH 3 JiKapChKHX 3aco0iB,
3aTBEepIKeHOr0 YkasoMm llpesuneHTa Vpainu Bix 08.04.2011 Ne 440, n. 3.1.5.
"[TopsifIKy BCTAHOBJIEHHS 3a00POHH (TMM4acoBOi 3a00pOHM) Ta TOHOBJICHHA obiry
NiKapchKUX 3ac06iB Ha TepUTOPI Vxpainn", 3aTBEpAXKEHOTO HAKA30M MO3 Ykpainu
Bix 22.11.2011 3a Ne 809 (3i 3miHamu), 3apeECTPOBAHOTO MiHicTepCTBOM FOCTHUIIT
Yxpaiuu Big 30.01.2012 3a Ne 126/20439, "Iacrpykuii Mpo MOPSAAOK KOHTPOJIO
AKOCTi JIKapChKUX 3acobiB ITij 4ac ONTOBOI Ta po3apiGHoi Toprismi", 3aTBEPAXKECHOL
nakasoM MO3 Yxpairu iz 30.10.01 3a Ne 436, 3apeecTpoBaHOi MiHICTEpCTBOM
jocTawii Yxpainu Bim 05.02.02 3a Ne 107/6395 (31 3miHaMm), TAMYACOBO
3ABOPOHSIIO peanizaniio (TOPriBio) Ta 3aCTOCYBAaHHA nikapchKoro 3acofy
JJEBOMAK, Ta6.1eTKd, BKpHTi 000/I0HKO010, 10 500 mr Ne 5, cepii ELB5210A,
BupoOHuuTBa Makieoac dapmacbIOTHKAJC Jlimiten, Impmisi, ZO OKpeMOro
pimenns JlepXaBHoi cyx6u YipaiHu 3 JIKapChKUX 3ac00iB.

Cy6’ekTaM TOCIOAAPIOBAHHS, gkl 3IiACHIOIOTH peatisaiiio (TOPTIBIIO),
36epiraHHs Ta 3aCTOCYBAHHS JKaPCHKUX 3ac0o0iB, HEBIAKIAAHO MiC/A OINCPIKaHHA
[IAHOTO PO3NMOPSIA’KEHHsI TEPEBIPHTH HasBHICTE Jikapchkoro 3acoby JIEBOMAK,
Ta6/1eTKH, BKPUTi 000/10HKO10, 10 500 mr Ne 5, cepii ELBS210A, BHpPOOHHITBA
Maxkeoac ®apmacniorukaic Jlimiren, Inpis.

IIpy BUSBIEHHI 3paskiB IBOTO JiKapCHKOTO 3aco0y BXKUTHM 3aXOIH ILIOJO
BHJTyMEHHs HOro 3 06iry IUIAXoM BMIllIeHHS! B KAPAHTHH.

M2 [epymikcnywGa Yxpainn
N213915-1.3/2.0/17-13 Big 21.06.2013

<
o~



Cy6’exTy rocrmoiapioBaHHs, IIpH BHUSBIEHHI BKa3aHOTO JKapChKOro 3acoly,
MOBIIOMUTH TepHUTOpianeHUit opraH [epxiikcmyx6u Vxpainu 3a Micuem
PO3TALYBaHHS PO BXKHUTI 3aXO[¥ IIOJAO0 BMKOHAHHS HaHOro po3mopsxeHHs. [Ipu
HACTYIIHMX II0CTaBKaX JiKapchKoro 3acoby cCy0’€KT rocromaproBaHHS IOBHHEH
BXKHUTH 13axXO[iB LI0A0 3anobiraHHs npuabaHHIO, peaizalii Ta 3acTOCYBaHHIO
JiKapchKOro 3aco0y, HaBeIeHOTO B JAHOMY PO3IIOPSKEHH.

KoHTpons 32  BHKOHAHHAM  JaHOrO  PO3IOPSDKEHHS  3[iHCHIOIOTH
TepuTOpianbHi opran# Jlepxiikcayx6u YKpaiHH 3a MiCLIeM pO3TallyBaHHS.

HeBHUKOHAHHS JAHOrO PpO3NOPSMKEHHs TATHe 3a cobOI0 BiANOBIJANBHICTH
3TiJIHO YMHHOIO 3aKOHOMIAaBCTBA Y KpaiHH.

Komii aHoro po3mopsIkeHHs HallpaBieHi:
JI1 " Nepxapuuit excieptauii 1eHTp MO3 Vkpainu";
IIpexacrasuuurso "Makneoac Papmackrotakainc Jlimiten", Inxisa B Ykpaii.
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