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Ha Ne BiJ

KepiBaukam cy6’€xTiB rocnogaproBanHsi,
siki 3aliMaloTbcs peaJizamielo,
30epiraHHsM i 3aCTOCYBaHHAM
JIKapcbKHX 3ac00iB

KepiBHHKaM TepUTOpia/IbHUX OpraHiB
Hepaxiikcaykou

PO3IIOPSUKEHHA

V BignosiaHocTi 10 KoHerutyii Ykpainu, crateit 15, 22, 55 3akony Ykpainu
"OCHOBH 3aKOHOJABCTBA YKpaiHM IO OXOPOHY 310poB's", crareit 15, 21 3akony
Ykpainu "[po mikapceki 3acobu”, ITonoxenns mpo [epxaBHy ciryx0y Ykpainu 3
JiKapChKMX 3aC00iB Ta KOHTPOMIO 338 HAPKOTHKAMH, 3aTBEPIXKEHOTO MOCTAHOBOIO
Ka6inery Minictpi Ykpainu Bin 12.08.2015 Ne 647, nocranosu KaGinery MinicTpis
Vkpainu Big 14.09.2005 Ne 902 "Ilpo 3arBepmxenHs Ilopsaaxy 3maificHeHHs
AEpXaBHOTO KOHTPOJIO 3a SIKICTIO JiKapChKHX 3ac00iB, IO BBO3SATHCS B YKpaiHy"
(31 3minamm), Ilopsaky BcTaHOBNeHHs 3aGopoHH (THMYacoBoi 3a6OpoHH) Ta
IIOHOBJIEHHs 00iry JiKapchkmx 3aco0iB Ha TepuTopii VKpaiHH, 3aTBEpIKEHOTO
Haka3oM MinictepcTBa oxopoHu 3m0poB’s VYkpainu Bim 22.11.2011 3a Ne 809
(3i 3MiHamu), 3apeectpoBaHoro MiHicrepcTBoM rocTHLiT Ykpainu Bix 30.01.2012 3a
Ne 126/20439, TMopsinxy KOHTPOIIO AKOCTI JiKApChHKMX 3aco6iB Mg yac onTomoi Ta
PO3ZpiGHOI TOPriBNi, 3aTBEpIKEHOro Haka3oM MiHicTepcTBa OXOPOHH 30pOB’S
Yxpainu Bix 29.09.2014 Ne 677, 3apeectpoBaroro MiHicTepeTBoM focTunii YKpaiHu
Bix 26.11.2014 3a Ne 1515/26292, Ilpasun ytumisauii Ta 3HMINEHHS TiKapChKHX
3ac00iB, 3aTBEpIXKEHHMX Haka3oM MiHicTepcTBA OXOpOHH 310poB’s YKpaiHH
Bin 24.04.2015 3a Ne 242, sapeectpoBaHoro MinicTepctBoM rocTumil YkpaiHu
Bizt 18.05.2015 3a Ne 550/26995 Ta Ha mincrasi indgopmauii TOB "Takena Ykpaina"
CTOCOBHO BMicTy nomimku N-Hitposopuernnaminy (NDMA) B mikapcekoMy 3acobi
MET®OPMIH-TEBA, ta6aerku no 850 mr, no 10 Tabierox y Oaicrepi, mo 3
Gaicrepu y kopo6ui, Bupo6HuuTBa TOB ""TeBa Onepeiimns Mosana", Moasma,
IO MICTUTh aKTHBHMH (apmaresTuunuii inrpepient "Mertdopminy rizpoxmopux”
BHUpoOHUITBa "Auro Laboratories Limited", India:

3ABOPOHSIIO peanizanito, 36epiraHHs Ta 3acTOCyBaHHsA BCiX cepiii
nikapcekoro 3acoby MET®OPMIH-TEBA, ta6aetkn no 850 mr, no 10 Ta6ieTox
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y Oaicrepi, mo 3 OJicrepu y xopodui, Bupoonnurea TOB '"Tesa Onepeiimns
IMoaana", Illoabma.

Cy6’ekraM TOCIIOAApIOBaHHSA, SKi 3MiHCHIOIOTH pealizamilo, 30epiraHHA Ta
3aCTOCYBaHHA JIKapChbKWX 3aco0iB, HEBIAKIAAHO MiCAsA OfEpXKaHHA JaHOro
PO3IIOPSAMKEHHS IIEPEBiPUTH HAsIBHICTh BKA3aHOTO JTIKAPCHKOI0 3aC00y, BXXUTH 3aX0AU
OO0 BH/IYYEHHS Horo 3 obiry HUISXOM IIOBEpPHEHHS IOCTadalbHUKY/BHPOOHUKY
Ta/ab0 3HMILEHHS, PO IO HOBiIOMUTH TepuUTOopiaibHuil opraH Jlepxnikcmyx6ou. ¥
pasi 3HMINEHHSA BIJXOAIB Iperapary B [BOTH)XXHEBHUH CTPOK HAIpaBUTH IO
TEPUTOPIANBHOrO Oprany JlepXIiKciy)kOM KOMiI0 aKkTa Ipo 3HHUIIEHHA BiAXOMIB
JiKapChKOTo 3aco0y.

KoHTpoIs 32 BAKOHAHHAM JJAHOTO PO3TMOPSIXKEHHS 3/1iICHIOIOTh TEPUTOpiallbHI
opraum Jlepxtikcmyx6u Ha BiANOBiHIN TepHTOPIl.

HeBHKOHAHHA JAHOTO PO3MOPSMKEHHS TATHE 32 cO0OI0 BiANOBINANBHICTH
3rifIHO 3 YHHHHUM 3aKOHOJABCTBOM Y KpaiHH.

Konii 7aHoro po3nopskeHHs HalpaBleHi:
MiHicTepCTBO OXOPOHH 3/I0pOB s YKpaiHu;

JI1 " [epxapuuii excriepTHId nenTp MO3 Vkpainn";
TOB "Takena Ykpaina".

Iepuunii 3actynauk I'ojioBu 9 Baagucnas HIJIMHA

Mapuna Tapan, Ten.422-55-76



