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Ha No BiJ

KepiBHHKamM cy0’€KkTiB rocrnogapoBaHHA,

AKi 3aliMaloThesl peaJizauieto,
30epiraHHsIM i 3aCTOCYBaHHSAM JiKapCbKHX
3aco0iB

KepiBHHKaM  TepuTOpiajJbLHHX opraHiB
Hepxaikenyxbu Ykpainu

PO3NOPAJUKEHHS

Y BimnosigaocTi 1o KonctuTyuil Ykpainw, ct. 22, ct. 55 3akony YkpaiHu
"OcHOBH 3aKOHOZABCTBa YKpalHU MPO OXOpOHY 370poB’s”, cT. 15, cT. 21 3akoHy
Yxpainu "IIpo nikapceki 3acobu", [lonoxeHHs npo Z[epmaBHy cny0y YkpaiHu 3
MiKapChKUX 3aco0iB, 3aTBeppkeHoro YkaszoMm Ilpesumenta Ykpainu sig 08.04.2011
Ne 440/2011, n. 3.1., 3.1.1,, 4.1.1. "Tlopsiaky BCTaHOBJIEHHsS 3a6OpPOHHU (THMYACOBOI
3a00pOHM) Ta IIOHOBIEHHS O00Iry JikapcbkUX 3aco0iB Ha Tepurtopii Ykpainn',
3aTBep/keHoro HakasoM MO3 Vkpainu Big 22.11.2011 3a Ne 809 (31 3MmiHamn),
3apeecTpoBaHoro MiHictepcTBoM toctullii Ykpainu Big 30.01.2012 3a Ne 126/20439,
"[HCTpYKLII PO NMOPSIAOK KOHTPOIO SIKOCTI JiKapChKHUX 3ac00iB IMiJ Yyac OnToBol Ta
po3api6HOi Toprisni", 3aTBepmKeHoi HakazoM MO3 Vkpainu Bix 30.10.01 Ne 436,
3apeecTpoBaHoi MiHicTepcTBoM toctuuii Ykpainu Big 05.02.02 Ne 107/6395 (i
3MiHAMHM) Ta Ha [iACTaBi BCTAHOBJEHHs (akTy HEBIAMOBIAHOCTI BUMOram
aHANITUYHOI HOPMATHBHOI JOKyMeHTallil [0 peecTpaliifHOro  MOCBIIUEHHS
UA/8879/01/01 mpenapary 3a nokasuukom ''Onuc''; "Bucora', THUMYACOBO
3ABOPOHAIO peanizauito Ta 3acrocyBaHHs Jikapcekoro 3aco6y HO-IITIA®
®OPTE, Tabuerkn mo 80 mr Ne 20 (10x2) y Gaicrepax, cepii 3V003,
upo6uunrea XIHOIH 3asonx ®apmaueBtnunux Ta XiMiuHux IHpoaykriB
IIpaiisit Ko. JITa., Yropmuna, 1o okpemoro piutenns JlepxxaBHol cnyx6u Ykpainu
3 JIIKapChKUX 3acO0iB.

Cy6’exTaM rocnofapioBaHHs, sKi 3IIHCHIOIOTH peanisaiiio, 30epiraHHs Ta
3aCTOCYBaHHS JIIKApCBKMX 3aco0iB, HEBIAKIATHO ICAS OJEPXKAHHS AAHOrO
po3nopsIsKeHHs [IEPEeBIPUTH HasBHICTH Jikapcbkoro 3acoby HO-IITIA® ®OPTE,
Tabaerkn no 80 mr Ne 20 (10x2) y G.aicrepax, cepii 3V003, BupoGHUUTBA
XIHOIH 3aBsoa ®apmauneBTH4HuX Ta XiMid4HHX IIpoaykris Ilpaiisit Ko. JTa.,
Yropuwuna.
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[Ipu BHUSBIEHHI 3paskiB LBOrO JTIKapChKOTO 3aco0y BKATH 3aXOAH IIOAO
BUTY4eHHS HOro 3 o6iry muIAXoM BMillleHH# B KapaHTHH.

Cy6’exTy TocrnoAaproBatti, TIpu BHSAB/IEHHI BKA3aHOTO JIKapChKOTro 3ac00y,
NOBIIOMHUTH TepuTOpiafbHUM  OpTat JlepxIiKemyx0u Vkpaingd 32 MicLiEM
pO3TalLIyBaHHSA TIPO BYKUTI 3aXOf¥ IIOJO BUKOHAHIS JaHOTO PO3MOPSAUKEHHS. Tpu
HACTYMHHUX [OCTaBKaX niKapchKoro 3acoby cy6’€KT TOCMONApIOBAHH NOBUHEH
BKATH 3aXOJiB IIOAO 3arnobiranHa TpUAOaHHIO, peanizauii Ta 3aCTOCYBaHHIO
NiKapChKOTO 3aco0y, HaBeEHOTO B 1aHOMY po3nop;m>1<eHHi.

KoHTposib 32  BHKOHAHHAM JAQHOTO  PO3MOPAMNKCHHS 3MIACHIOIOTh
TepuTOpiaNbHi OpraHy Tlepxmikcmyxou VYkpaiHy 32 MiCIEM po3TallyBaHHs.

HeBukoHaHHS [aHOTO pO3TIOPAKEHHS TATHE 33 co6ot0 BiATMOBIATBHICTD
3riJHO YMHHOTO 3aKOHONABCTBa VkpalHH.

Komii maHoro po3nopsmKeHHs HarpasJeHi:

JIIT " epxaBHHA eKCIIepTHUHA LEHTP MO?3 Vkpainu';

TTpencTaBHALTBO XIHOIH 3aBoa ®apMaleBTAIHAX Ta Ximignux TIpoayKTiB
[Ipaiisit Ko. JITA. B Vxpaisi

3acmynnux ['onosu : A.J1. 3axapaw
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