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Ha Ne Bij

Kepisuukam cy6’€xTiB rocnoaapiobanHs,
siki 3aifiMaloThCs peaJizauicio (Toprisero),
3GepiraHHsAM i 32CTOCYBaHHSAM JikapcbKHX
3aco0iB

KepiBHHKAM TepHTOPiaJbHUX oprasis
Jepactikcayx0u Yxpainn

PO3IOPSIKEHHS

Ha minctaBi BcTaHOBIeHHs GakTy HEBiJIOBIAHOCTI BHMOraM aHaJTiTHYHOI
HOPMATHBHO{ JIOKyMeHTallil Ho peecTpauiiiHOro MOCBITUEHHS Ne UA/8117/01/01
npenapaTy 3a MOKa3HUKOM "Iuc-izomep' T2 Yy BigmosizHocTi 1o cr. 15, cT. 21 3aKoHy
Vipainu "TIpo mikapchKi zaco6u”, ITonoxenus mpo HepixaBHY cnyx0y VYkpaiHd 3
nikapchkux 3aco0iB, 3aTBEPIDKEHOTO Vkasom IIpesunenta YKpaiHH Bin 08.04.2011
Ne 440, n. 3.2. "llopaxky BCTaHOBICHHA 3a6OpoHK  (THMYAcOBOI 3a60pOHH) Ta
[TOHOBJIEHHS 06iry iKapchKix 3aco6iB Ha TepuTopii YKpaiHK", 3aTBEP/DKEHOTO HakasoM
MO3 Vxpainu Bing 22.11.2011 3a Ne 809 (3i 3mMiHaMH), 3apeECTPOBAHOTO MinicTepcTBOM
roctuwii Ykpainu Big 30.01.2012 3a Ne 126/20439, "IncTpykuil Ipo MOpsAOK KOHTPOJIO
AKOCTi JiKapchKux 3acobiB Iif Jac omToBoi Ta po3zpi6uoi Toprism", 3aTBEPHKECHOI
naxasom MO3 Yxpainu Bix 30.10.01 3a Ne 43 6, 3apeecTpoBaHOi MiHiCTEPCTBOM JOCTHLII
Vkpainn Big 05.02.02 3a Ne 107/6395 (3i 3minamm), 3ABOPOHSIO pearnisalio
(Toprisio), 30epiranHs Ta 3aCTOCYBaHHA nikapchKoro 3acoly TYTTIHA, po34uH s
in’exniii, 100 mr/mu mo S MJ B ammyJax Ne 5 y mauni, cepii TTN201, BHPOOHHIITBA
"Tynin Jla6 IIpaisiT Jlimiten", Innis.

Cy6’€exTaM rocriofiapioBaHHs, Ki 3CHIOIOTh pealis3allito (Toprisiio), 36epiraHHs
Ta 3aCTOCYBAaHHS JiKapChKHX 3ac06iB, HEBIJKNAJHO TCHs OJEPXaHHA JaHOro
PO3NOPSKEHHSA TepeBipUTH HAABHICTH JIKApCHKOTO zacoby TYT'THA, po3uuH s
in’excuiif, 100 Mr/mJ1 mo S MJ B ammyJax Ne 5 y mauni, cepii TTN201, BHPOOGHHITBA
"Tyaxin JIa6 Ipaiisit Jlimiren", Innis.

[Ips BHABICHHI 3pasKiB IBOTO JiKapchkoro 3acofy BXHTH 3aXO[H  HIOAO
BHIIydeHHs Horo 3 06iry MLISIXOM 3HHINCHHS a60 MOBepHEHHsSl MOCTAYAJILHHKY
(BHpPOGHHKY).

Cy6’€KkTy TOCNOAAPIOBaHHS, IPH HASBHOCTI BKA3aHOTO JKapchKOro 3acody,

IIOBiJOMHUTH TEPUTOpPiabHUI OpraH Tlepxcmikciryx6n Ykpainu 3a MicCLieM POSTAIIyBaHHs
TIPO BXHTI 3aXO0/H IOJI0 BUKOHAHHSA J@HOI0 PO3NOPSKEHHS. ¥ pasi SHHIIEHHS BigxoniB

M2 [epxnikcnywba Ykpaiiu
Ne280Q06-1.2/2.0/17-13 Big 18.04.2013
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NiKapchKoro 3aco0y, B ABOTHXKHEBHH CTPOK HANpPaBHTH [0 TEPHUTOPIalbHOTO OpraHy
Jepxaikcayx6u Ykpainu 3a MiclieM po3TalIlyBaHHS KOIIilO aKTa PO 3HHUIIEHHS BiIXOiB
mikapcekoro 3aco6y. Ilpu HacTymHMX IIOCTaBKaX JiKapchkoro 3acofy cy6 ekt
rocrIofapIOBaHHs [TOBHHEH BXHTH 3aXOJiB 100 3anobiranas npuabaHHIo, peartisawii Ta
3aCTOCYBAHHIO JIIKAPCHKOTO 3ac06y, HaBEIEHOTO B JAHOMY PO3TIOPSKEHHI.

KOHTpons 3a BHKOHAHHSM [QHOTO PO3MOPSIDKEHHs 3/iMCHIOIOTE TepHTOpiaNbHi
oprauy depxikciyx6u YkpaiH# 3a MiCIIEM PO3TaIllyBaHHI.

HeBHKOHaHHS JaHOTO PO3NOPSUKEHHS TATHE 32 COOOMO BilNOBiNAJBHICTh 3riHO
YHHHOTO 3aKOHOZABCTBA YKpaiHu.

Komnii faHoro po3nopsamkeHHs HalpaBleHi:
JII1 " Mepxasuuit ekcneprauit nearp MO3 Vkpainu";

TOB "Bi-®apmaceroTtikaic", YkpaiHa;
ITpenctasuuurso "Tyiin JIa6 Ipaiteit Jlimiten" Inxis, B YkpaiHi.
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