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Ha No Bill

KepiBnukaM ¢y0’€KTiB rocrnoaapoBaHhs,

AKI 3aiMalThCo peaJizaui€io,
3GepiraHHsAM i 3aCTOCYBaHHAM JIKAPCHKAX
3aco0iB

KepiBHukaM TepHTOpiaJIbHUX opraHiB
Jepaxaikeayxou

PO3MIOPSKEHHSA

Biamosigro mo Koncturynii Ykpainy, crarteii 15, 22, 55 3akoHy YKpaiHu
"OCHOBHM 3aKOHOJIABCTBA YKpaiHH IIPO OXOpOHY 3I0pOB'S’, crareit 15, 21 3axoHy
Vipaiau "Tlpo gikapeeki 3acobu”, IlonoxeHHs Mpo JlepxaBHy Cily:k0y YKpalHu 3
MiKapchKMX 3aco0iB Ta KOHTPOIIO 3@ HAPKOTUKAMH, 3ATBEPILKCHOTO [IOCTAHOBOXO
KaGinery MinicTpiB Yxpainu BiX 12.08.2015 Ne 647, Tlopsaky 3aiACHEHHs
JIEp)KABHOTO KOHTPONIO SAKOCTI JIIKAPCHKUX 3ac06iB, 110 BBO3ATBCS B YKpaiHy,
3aTBepKeHOro rnocraHoBoro KabiHeTy MinicTpiB Yxpainu Bin 14.09.05 Ne 902,
[TopsinKy BCTaHOBIEHHS 3a00pOHH (TMuacoBoi 3a00poHM) Ta TIOHOBJIEHHS 00iry
NiKapchkux 3aco0iB Ha TepUTOpii YKpalHH, 3aTBEPIUKEHOTO HaKa3OM MisictepcTBa
0XOpOHY 310poB'st Ypainy Bin 22.11.2011 Ne 809, 3apeecTpoBaHHM B MiHiCTepCTBI
joctrmii Yipaian 30.01.2012 3a Ne 126/20439, ITopsasky KOHTpOIHO AKOCTI JIIKAPCHKUX
3acoGiB mix uac OMTOBOI Ta pO3ApiGHOT TOPriBMi, 3aTBEPIDKEHOTO  HAKA30M
MiHicTepcTBa OXOPOHHU 340pPOB's Y KpaiHy Bill 20.09.2014 Ne 677, 3apeeCTpOBaHUM B
Minictepetsi toctuuii Yipainu 26.11.2014 3a Ne 1515/26292, T1paBun yTuiizalli ta
3HUILIEHHS JIIKApChKUX 3aco0iB, 3aTBEPKEHHX HAKa3OM MiHicTepcTBa OXOPOHH
aopoB's Ykpainu Bix 24.04.2015 Ne 242, 3ape€ecTpOBAHHM B MiHicTepCcTBI OCTULIT
Yipainu 18.05.2015 3a Ne 550/26995, ta Ha nigcrasi mucta TOB "Cona-®apm", 110
npeJicTaBIse 1HTEpPecH KOMIMaHii Merck B VkpaiHi, 00 BCTaHOBJEHHs (aKry
peanizauii cepil AU025456 nikapcbkoro 3acody "GONAL-f, 450 TU/0,75 ml", 3
MapKyBaHHSM TyPeLbKOI MOBOLO, 110 OyIia pupoOiieHa koMnaniero Merck uts puHKy
TypeddnHy, 3 METOIO aKTHBHOT ITPOTHAIT TOUIMPEHHIO HeSIKICHUX JIIKapChKHX 3ac001B
Ta TaKuX, o oGiLiliHO He BBO3WIMCH Ha TEPUTOPIIO Y KpaTHU:

3ABOPOHSIO peanizauito, 30epiraHHs Ta 3acTOCYBaHHS BCiX cepin
nikapebkoro 3acoby "GONAL-f, 450 [U/0,75 ml", BupoOaeHnx komnasieo Merck 3
MapKyBaHHAM TYPEelbKOK MOBOIO.
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Cy6’exTaM rocrnoaapcrkol MisIbHOCTI, SKi 3HCHIOIOTS peasnizanito, 30epiranms
Ta 3aCTOCYBaHHs JIIKAPCHKUX 3acobiB, HEBIAKIALHO MicIIs OJIEPXKAHHS JIAHOI'0
POSIOPAJUKEHHST  [EPEBIPUTH  HASBHICTH  BKA3aHOI'O JIKapchKoro 3acoby 3
MapKyBaHHSM TypeLbKO MOBOK, BXHTH 3aXOH LIONO BUJIIy4eHHs Horo 3 obiry
LULIAXOM SHHUINCHHS, NPO 110 ITOBIJOMHTH TEPHTOPialbHHN oprau HepxnikenyxOu.
Y pasi 3HUIIEHHS Bimxonmis Npenapaty B JBOTHXXHEBHH CTPOK HANpaBUTH JI0
TEPUTOPIANBHOIO OpraHy Hepxnikenyx6u xomito axta 0po 3HUILEHHS BIAXOJIB
JKapChKOTo 3aco0y.

KonTposs 3a BUukoHaHHIM nanoro PO3NOPAIUKEHHS! 3AIHCHIOIOTh TEPUTOPIAbHI
opranu Jlepxmikenys«6u Ha BiamosinHii TEPUTOPII.

HeBukoHanHs naHOro posmopsiikeHHs TsrHe 3a coBoro BIIIOBIIA/IBHICTI
3MIHO 3 YUHHUM 3aKOHO/IaBCTBOM Ykpaiuu.

Komii nanoro posnopsmxenns HarpagJieHi:
MinicTepcTBO 0XOPOHU 310pPOB s YKpaiuu;

AL1"[lepxaBHuit excriepTHUi LeHTp MiHicTepcTBa 0XOpOHH 340pOB s Ykpaiuu";
TOB "Cona-®apm".
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