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Ha Ne BiJI

KepiBankam cy6’ekTiB rocnojapioBaHus,
AKi 3aiiMaloThen peanizagicto (Toprisineio),
30epiraHHAM i 32CTOCYBAHHAM JiKAPCHKUX
3ac006iB

Kepisnukam  TepuTOpiaibHHX  opraHis
Hepmaikeny:xon Ykpainu

PO3IIOPAJKEHHSA

Ha mnigctaBi oTpuMaHHA iHdoOpMalil Ipo HEBIATBOPIOBAHICTE METOIMKH,
nepeadayeHol METOAaMM KOHTPOJIO AKOCTI Mpernapaty 3a roxasHukoM ""KiabkicHe
BHIHAUuEHHA', (axkTy HEBIANOBIAHOCTI BMMOraM aHAJITHYHOI HOPMATHUBHOI
nokyMmeHTauii a0 peecrpauidiHoro nocigueHHs UA/7571/01/01 3a moxasHUKOM
"MapxyBannsa' Ta y BignmosiaHocTi no cT. 15 3akony Ykpaiuu "Ilpo mikapceki
3acobu”, Ilonoxenns npo [MHepxapHy cinyx0y VYxpainu 3 Jikapchbkux 3aco0iB,
3aTBepKeHoro Ykasom Ilpesuaenta Yxpainu Big 08.04.2011 Ne 440, n. 3.1.1. o
3.1.5, "llopsaaxky BcTaHOBACHHS 3a00pOHU (THMMYAcOBOI 3a00pOHM) Ta IOHOBJICHHS
o0iry mikapchkux 3aco0iB Ha Teputopii Ykpaiuu", 3aTBep/keHoro Hakazom MO3
Vkpainu Big 22.11.2011 3a Ne 809, 3apeectpoaHoro MiHicTepcTBOM IOCTHLIL
Yxkpaiun Big 30.01.2012 3a Ne 126/20439, "lHcTpyxuii mpo nopanoK KOHTPOIIO
SKOCTI JIKapChKUX 3acobiB MiJl Hac ONTOBOI Ta po3apiGHoi Toprini”, 3aTBepaXKeHOl
nakazoM MO3 VYkpaisu Big 30.10.01 3a Ne 436, 3apeectpoBanoi MiHiCTEPCTBOM
roctullil Yipaiuu Big 05.02.02 3a Ne 107/6395, 31 sminamu, THMYACOBO
3ABOPOHSIOQ peanizauito (TOpriBmw) Ta 3acTOCYBaHHA JIIKAPCHKOIO 3acoly
EHAIIPIJI-H, Ta6aerkn, 10 mr/12,5 mr Ne 20, cepii GE0210%, Bupobuunrea
HMxenom biorex BT, JITa., Inpin, 1o okpemoro piwennst epkaBHoi cnyxOu
YkpaiHu 3 JlikapChKUX 3ac0o0iB.

Cy0’ekTaM roCHOJApIOBaHHSA, sKi 3AIHCHIOIOTE peatizamilo (TOpriBaio),
30epiraHHsa Ta 3aCTOCYBaHHsA JIIKAPCHKUX 3aco0iB, HEBUIKIAAHO MICAA OACPKAHHS
AAHOTO PO3MOPRIKEHHS MEPEBIPUTH HAABHICTH JiKapcekoro 3aco0y EHAIIPLII-H,
tabnerxn, 10 mr/12,5 mr Ne 20, cepii GE02101, supo6unursa I:xeHom BioTex
s, Jd1a., Innis.

[Tpy BusiBNeHHI 3pasKiB LBOTO JIKAPCHKOTO 3aco0y BXKHMTU 3aXOAM OO
BHJIy4eHHA Horo 3 o0iry nuisixoM BMIlIEHH? B KAPDAHTHH.
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Cy6’eKTy TOCIONAPIOBAHHS, IPU BUSBIEHHI BKAa3aHOTO JiKapchKOro 3acody,
[OBIIOMMTY TepUTOpianpHuit opran Jlepiiikciayx6u VYkpaiam 32 MicieM
pO3TALIYBAHHS APO BXHUTI 3aXOIM W00 BHKOHAHHS JAHOTO PO3NOpALKeHHS. Ilpu
HACTYITHUX MOCTaBKaxX JiKapckkoro 3acofy Cy0’€KT TocrofapioBaHHA MOBUHEH
BXHUTHM 3aXOMiB 11040 3amobiranHs npuabaHuio, peamisalii Ta 3acTOCYBaHHKO
JKapChKOro 3acofy, HABEAEHOTO B JAHOMY PO3NOPAIKEHHI.

KOHTpOTb 33  BMKOHAHHSM  JAHOFO  PO3NOPS/DKEHHS  3AIACHIOIOTH
TepuTopianbHi opranu Hepxiikenyx6u YKpainu 3a MicueM po3TairyBaHH.

HeBUKOHAHHS AAHOTO PO3TOPAMKEHHA TATHe 332 COOOIO BiANMOBILANBHICTH
3riAHO YHHHOTO 3aKOHOJABCTBA Y KPalHH.

Komii nasoro posnops/ukeHHs HallpaBiIeHi:

JIT " epsxapuuii excriepthuit ueHtp MO3 Yrpainu";
ToBapKcTBO 3 06MeXeHO BiANOBiAaIbHiCTIO "AKpononyc biocaiincec".
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