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Ha Ne B

KepiBunkam cy0’ekTiB rocmogaproBaHHs,
fki 3afiMaloThes peadizanicio (Toprisieno),
30epiraHHAM i 3aCTOCYBAHHSIM JIiKAPCHKHX
3acobis

KepiBHHKaM TepHTOpiaJILHAX  OpraHiB
Meprnixcyx6m Ykpainu

PO3INOPSIKEHHA

Ha miacrasi BcTaHOBNeHHS ($aKTy HEeBIANOBIOHOCTI 3pa3kiB cepii 0000066194
nikapeskoro 3acody CUHYIIPET®, cupon no 100 ma y daakonax, BHpoOHHITBA
bionopuka CE, HimewusHa BuMoraM aHaJiTHYHOI HOPMAaTUBHOI JOKYMeHTauUli A0
peecTpauiiHoro nocsigyenHs UA/4373/03/01 npenapaty 3a nokasuuxkoM Cyxui
3AJMINOK, Ta Y BiAnosigHocTi Ao ¢T. 15 3akony Yxpainu "IIpo nikapcbki 3acobu",
[Monoxenus npo JlepxaBHy cnyx0y YKkpaiHH 3 JiKapchKHX 3ac00iB, 3aTBEPIKEHOIO
Vkazom Ipesunenta Ykpainy Big 08.04.2011 Ne 440, 1. 3.1, 3.1.1., 4.1.1. "Tlopsaaxy
BCTAHOBJIEHHS 3a00poHM (THMYAcOBOI 3a00pOHHM) Ta MOHOBIEHHS 00Iry JKapcbKUX
3aco0iB Ha TepuTOpil YKpainu", 3aTBepikeHoro Hakazom MO3 Vkpainu Bix
22.11.2011 3a No 809, sapeectpoBaHOro MiHicTepcTBOM IOCTHINL YKpaiHU Bij
30.01.2012 3a Ne 126/20439, "[HcTpykuii po MOpAI0K KOHTPOJIO AKOCTI JHKApCHKIX
3aco0iB mifg vac onroBoi Ta po3npiOHoi Toprieni", 3aTBepmxeHol Hakazom MO3
Vkpainu Big 30.10.01 3a Ne 436, 3apeectpoBanoi MiHicTepcTBOM oCTHLIT YKpaiHH
Biz 05.02.02 3a Ne 107/6395, 3i aminamu, TUMYACOBO 3ABOPOHSIO
peanizanito (TOpriBimto), 30epiraHHA Ta 3aCTOCYBAHHSA JIIKAPCBKOTO 3acoly
CHHYIIPET®, cupon no 100 ma y duaxonax, cepii 0000066194, Bupobnnursa
Bionopuka CE, HiMewuynna, 10 okpeMoro pimeHHA JepxaBHol cnyxOu Ykpailu 3
JIKAPCHKUX 3aCc0BIB.

Cy6’ekTaM rocnogapioBaHHA, K1 3I1MCHIOIOTE peaniszamilo  {TOPTiBIO),
30epiraHHs Ta 3acTOCYBaHHS JIKapchbkuX 3aco0iB, HEBIAKIAAHO IMCIA OAepKAHHS
JAHOT0  PO3MOPHKEHHSl  NEpPeBIpUTU  HASBHICTE  MIKAPCHKOTO  3acoly
CUHHYIIPET®, cupon no 100 ma y ¢aakonax, cepii 0000066194, supodnnurpa
bionopuka CE, HiMmeuunna.

[Ipy BHSABNEHHI 3pa3KiB LBOTO JIKAPCBKOTO 3aco0y BXUTH 3aXOQ¥ IIOIO
BIJIy4eHHA HOro 3 00Iry MIIsSXOM BMIllIEHHA B KAPAHTHH.
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Cy6’eKTy rocnofapioBaHHs, IIpH BUSBICHHI BKa3aHOTO JIKapCRKOro 3acody,
MOBiIOMKTH TepUTOpianbhuii opran JepxiikcmyxOu VYkpainn 3a MicreM
PO3TALIYBAHHA IIPO BKHTI 3aXOAM IIOAO BHUKOHAHHA NAHOTO posropskeHHs. [1pu
HACTYMHUX TIOCTaBKaX JIKapChKOro 3aco0y cy0 €KT TrocrnoaapiOoBaHHs IOBHHEH
BXWTH 3aXONiB WI0A0 3amobiraHHs NOpUAGaHHIO, peallizallii Ta 3aCTOCYBAHHIO
JIKapCHKOTO 3ac00y, HABeAEHOTO B AAHOMY PO3TIOPSAIKEHHI.

KoHTpone 32  BUKOHAHHAM  JAHOTO  PO3MNOPAKEHHA  3IACHIOIOTH
TepuTOpianbHi opranu Jlepxmikemyx61 YKpaiHH 3a MiClleM po3TalllyBaHHS.

HeBHKOHAHHS [JAHOTOC PO3MNOPA/DKEHHS TATHe 3a cob0l0 BiANOBIJATEHICTE
3TiIHO YHHHOTO 3aKOHOAABCTBA Y KpaiHHU.

Konii ganoro po3nopsmkeHHs HanpapsieHi:
I " JepxaBuuit ekcrieptHHi ueHTp MO3 Ykpainn”;
IMpencraBauuTBO "bioHopuka CE".
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