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Ha Ne BN

KepiBHUKaM cy0’€KTiB rocrnoaaproBatHs,
fiKi 3afiMaloThCs peaJizallicio,
30epiraHHAM i 3aCTOCYBaHHAM
JiKapchbKHX 32c00iB

KepiBHnkam TepuTopiaibHHX OpraHis
Hepxiaikcaykou

PO3IOPAKEHHSA

BignosinHo no KoHcrutyuii Yxpainu, crateit 15, 22, 55 3akony Ykpainu
"OCHOBH 3aKOHOJIaBCTBa YKpaiHM NP0 OXOpOHY 3M0poB'a", crated 15, 21 3akoHy
YKpamu "IIpo sixapceki 3acobu”, ITonoxeHHs npo I[epxcaBHy cnyx0y Ykpainu 3
JTKapchKUX 3aco0iB Ta KOHTPOJIO 32 HAPKOTHKAaMHM, 3aTBEPIXKEHOIO IOCTAHOBOIO
Kabinery MinictpiB Vkpainu Big 12.08.2015 Ne 647, nynkrty 3.2.2. Ilopsaky
BCT@HOBJIEHHs 3a00poHHU (TUM4acoBOi 3a60pOHHM) Ta NMOHOBIIEHHS O0Iry JiKapchbKUX
3aco0iB Ha TepHTOpii YKpaiHH, 3aTBEpPIKEHOro Haka3oM MiHicTepcTBa OXOpPOHU
3n0poB's Ykpainu Bix 22.11.2011 Ne 809, 3apeectpoBaHiM B MiHicTepCTBI IOCTHLIT
Vxpainn 30.01.2012 3a Ne 126/20439, IIpaBun yTumizanii Ta 3HUIIEHHS JTiKapChKUX
3aco0iB, 3aTBEpIPKEHMX Haka3oM MiHicTepcTBa OXOpPOHHM 3I0poB'sl YKpaiHU
Bi 24.04.2015 Ne 242, 3apeectpoBannM B MiHicTepcTsi roctutil Ykpainu 18.05.2015
3a Ne 550/26995, na mincraBi HaaxomxeHHs iHGopMalii Big npencTaBHUITBA
"Hosapric ®apma Cepsices AI'" (nucta Big 15.10.2019 Ne 114, Big 22.10.2019
Ne 117) momo BcraHoBjieHHs ¢akTy ¢anbeudikanii ikapcpkoro 3aco0y
TPEHBOJIOH ALIETAT 3 MmapkyBanHsam Ha ynakosui Jiorotuny "NOVARTIS
Medical'', Ta BpaxoBylouM BIACYTHICTh peecTpallii Ha TepuUTOpii YKpaiHu
BUIIE3a3HaYEHOTO JIIKapCHKOIo 3acoby:

3SABOPOHSAIO peanizamito, 30epiraHHf Ta 3acTOCYBaHHS BCiX cepiif
nikapcbkoro 3aco6y TPEHBOJIOH AIIETAT 3 mMapkyBaHHAM Ha YNaKOBIi
Jgorotuny "NOVARTIS Medical".

Cy6’exTaM rocrnoapchKoi JisIHOCTI, SIKi 3A1HCHIOIOTH peatizallito, 36epiranHs
Ta 3aCTOCYBaHHs JKapChKUX 3aco0iB, HEBIMKJIANHO IICIAS OJep)KaHHs JMJaHOIO
pO3NOpPSIPKEHHs. IEpeBIpUTH HasABHICTH Jiikapcekoro 3aco0y TPEHBOJIOH
AIIETAT 3 mapkyBanuam Ha ynakosui Jororuny "NOVARTIS Medical", sxurtu
3aXOAM ILIOJO BHIIyYEHHs Horo 3 oO0iry LUIAXOM 3HUINEHHS Ta IOBiIOMHTH
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TepUTOpianbHul opran Jepxiikciy»x6u mpo BXMTI 3aX01 OO BAKOHAHHS IAaHOTO
posmopsikeHHsl. Y pasi 3HMINEHHA BifXOHiB Ipenapary B JBOTHXKHEBHH CTPOK
HalPaBUTH 10 TEPUTOPIAIBLHOr0 OopraHy JIepiIiKciy» 06U Koo aKkTa IIpo 3HUIECHHS
BiAXOJIB JIiKapCHKOTo 3aco0y. :

KoHTposnb 32 BUKOHAHHAM NaHOTO PO3MOPSIKEHHS 3iHCHIOIOTH TEPUTOPiaIbHi
opranu Jlepxikciryx0u Ha BiINOBiAHi# TepuTOpii.

HeBrKkOHaHHS HaHOTO pO3MOPSKEHHS TATHE 3a cOGOIO BiIOBINANBHICTE
3TIZIHO 3 YNHHHUM 3aKOHOJABCTBOM YKpaiHu.

Komii 1aHoro po3nopsmKeHHs HanpaBjieHi:
MiHicTepcTBO 0XOpOHH 310pOB's YKpaiHuy;

JIT " lepxaBuuit excriepTauit nentp MO3 Ykpaiuu";
IIpencraBHunTBO "HoBaptic ®apma Cepgices AI™.
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