U

JTEPKABHA CJIYKBA YKPATHH 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM
(Jepaciikenyxoa)
npocriexT Tlepemor, 120-A, m. Kuig, 03115, Ten/dake: (044) 422-55-77, e-mail: dis@dls.gov.ua,
http://www dls.gov.ua. Koa €IPTIOY 40517815

Ha Ne BT

KepiBuukam cy0’€KTiB rocnoaaposanis,

AKi 3aliMaK0ThCsl peaJizauieso,
36epiraHHAM i 3aCTOCYBaHHAM JiKapcbKHX
3ac00iB

KepiBnukam TepPHTOPIATLHHX opramis
Jepaaikeayxon

PO3MOPSUKEHHS

BianosigHO A0 Konctutyuii Ykpalhy, crareit 15, 22, 55 3akoHy YKpalHW
"OCHOBH 3aKOHONABCTBA YKpalHW MpO OXOPOHY agopon'a”, crated 15, 21 3aKoHy
Yipainu "[Ipo nikapcbki 3acobu", [TonoxeHHst mpo JlepxasHy cayx0y Ykpaitu 3
JKapchKUX 3ac00iB Ta KOHTPOMIO 34 HAPKOTUKAMH, 3aTBEPDKEHOTO MOCTAHOBOIO
Ka6inery MinicTpis YKpalHH gin 12.08.2015 Ne 647, llopanky 3ICHEHHS
JIEP>KABHOTO  KOHTPOJIIO SKOCTI JKapchKux 3aco0iB, L0 BBO3ATBHCA B Ykpainy,
3aTBEPIDKEHOr0 TMOCTaHOBOIO Ka6inery MinicTpiB YkpalHu Big 14.09.05 Ne 902,
[Topsinky BCTaHOBIICHHS 3a60pOHM (TUMHACcOBOI 3a00pOHY) Ta MOHOBJEHHS o0Iry
miKapchKUx 3acobiB Ha TepuTopii YKpaiHu, 3aTBEP/UKEHOTO HakasoM MinicTepcTBa
OXOpOHH 310pPOB's YKpaiHH Big 22.11.2011 Ne 809, 3apeecTpoBaH!M B MinicTepcTBl
roctuii Ykpainu 30.01.2012 3a Ne 126/20439, TTopsaKy KOHTPOJIIO SKOCTI JIIKAPChKUX
sacobiB Tim wac OMNTOBOI Ta Po3apibHOl TOpPTiBii, 3aTBEPIUKEHOrO HAKA30M
MiHicTepcTBa OXOPOHH 310POB'S Vpainu Bix 29.09.2014 Ne 677, 3apeecTPOBAaHNM B
MiHicTepcTBi ocTULT Y KpaTHH 26.11.2014 3a Ne 1515/26292, Tlpasui yTUIi3aLil Ta
JHUINEHHS JUKapchkux 3acobiB, 3aTBEp/UKCHIX HAKa3oM MiHiCTepCTBAa OXOPOHU
370pOB'st YKpaiHH Bill 24.04.2015 No 242, 3apeecTpOoBaHUM B MiHicTepcTBi IOCTHIIT
Yxpaiau 18.05.2015 3a N 550/26995, Ta na mizacrasi nucta TOB "Cona-®apm", 110
pencTaBise IHTEPECH xoMmanii Merck B VYkpaiHi, IIOA0 BCTaHOBJIEHHI dakry
peastizauii cepiit 260469, 264606, 254918, 252710 JKapChKOTo 3aco0y "Erbitux,
100 mg/ 20 ml", 3 MapKyBaHHSM TYPeLbKOIO MOBOIO, IO 6ynu BUpOOIIeH] KOMIAHIEK0
Merck s puHky TypeddnHH, 3 METOXO AKTUBHOI TIPOTUAIT MOLUIMPEHHIO HesKICHUX
NiKapchKHX 3ac001B Ta TAKKX, IO odiwiiiHO He BBO3UIIKCE Ha TepUTOPit0 Y KpalHH:

3ABOPOHSIO peanizauito, 30epiranns Ta 3aCTOCYBaHHA BCIX cepiit
nikapebkoro 3aco0y "Erbitux, 100 mg/ 20 ml", BUpOOIEHHX kommaniero Merck 3
MapKyBaHHSIM TYpPELbKOIO MOBOIO.
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Cy6’exTaM rocroapebkol AisIbHOCTI, K 3 HCHIOIOTS peasizalito, 30epiranHs
Ta 3aCTOCYBaHHs JIKAPCBKUX 3aco6iB, HEBIAKIATHO Mic/is OJIEPXKAaHHS JIAHOI'0
POSMOPAIKEHHS!  TEPEBIPUTH  HAsABHICTH  BKAa3aHOTO JKapchKoro  3acoby 3
MapKyBaHHAM TypeLBKOIO MOBOIO, BXHTH 3aXOAHM LIOAO BHIYYEHHS HOro 3 o0iry
LLJIIXOM 3HUILEHHS, 1PO 110 MOBIIOMUTH TEPHTOPialbHUI OpraH Hepaxitikenyxou.
Y pasi 3HMIIEHHS BIAXOMIB Npemaparty B ABOTHKHERHIA CTPOK HalpaBUTH 10
TEPUTOPIANbHOrO oprany Jlepkikenyx6u kormio axta PO 3HULIEHHS BIJIXOJIIB
JKAapChKOTo 3aco0y.

KoHTposns 3a BiukonaHHsIM 1aHorO PO3MOPSDKEHHS 3IHCHIOIOTH TEPUTOPIAIIbHI
opranu Jlepxitikcinyx6u Ha BiAnosianiit repuropii.

HeBuKkoHaHHS 1aHOrO posmopsmkeHHs TaTHe 33 coGoIo BITIOBIIAJILHICTE
3TIIHO 3 YHHHUM 3aKOHONABCTBOM Ykpainu.

Korii 1aHOro po3nopsi/pkeHHs Hamnpasieni:

MiHicTepeTBO OXOPOHHU 310pOB s Ykpaitu;

JIT " lepxaBHuii ekcrniepTHuit LeHTp MiHicTepeTBa OXOpPOHHU 3/10pOB’s Ykpainu";
TOB "Cona-®apm",

I'onogsa Poman ICACHKO

FOnis Kepnuu 422-55-76



