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Ha No BlJ1

Kepisnikam ¢y0’c¢KTiB rociioaapiopaiins,

Kl 3aiMalnThes peaJiizauicio,
30epiraHiaM | 3aCTOCYBAHHAM JHIKAPCHKHX
3ac00IB

KepiBHHKaM  TepurTopiajibHUX  opradis
Hepaxiikeyxkon

PO3NOPIAAKEHHS

Bianosio no Koueruryuii Ykpainu, crareit 15, 22, 55 3akony Ykpainu
«OCcHOBHM 3aKOHOJABCTBA YKPaiHU 11p0 OXOPOHY 3/10poB's», crateid 15, 17, 21 3akony
Ykpainn «Ilpo nikapenki 3aco0u», llosoxenns upo Jlepxasny ciyxOy Yipaidu 3
JIKApChKUX 3aco0IB Ta KOHTPOIO 30 HAPKOTHKAMH, 3ATBCPIKCHOIO TTOCTAHOBOIO
Kabinety Minictpip Ykpainu sij 12.08.2015 No 647, llopsiaky 3iificHens
JEP’KABHOTO KOHTPOJIIO SAKOCTI JIKAPChKHX 3ac001B, 110 BBO3ATHCS B YKpainy,
3aTBep/KeHoro rnocranosoto Kabdinery Minicrpis Ykpaiuu sia 14.09.2005 No 9072,
IMopsinky BCcTaHOBJIEHHS 3a0OpPOHM (TMMYacoBOi 3a00POHHM) Ta MOHOBIEHHS 00Iry
JiKapchkuX 3aco01B Ha TepuTopil Ykpaitiu, 3aTBepiKeHoro HakazoMm MiHicTepeTRa
OXOpOHHM 310poB’a Ykpainu sij 22.11.2011 No 809 (31 3minamu), 3apeecTpoBaHoro
MinicrepctBom toctuiil Yrpainu 30.01.2012 3a No 126/20439, [Topsnky KOHTPOITO
SIKOCTI JIIKapCBKMUX 3aco0IB M1/ 4ac ONTOBOI Ta PO3ApiOHOT TOPIiBI, 3aTBEPAKEHOIO
HakazoM MiHicTepcTBa OXOpoHU 3j10poB'st  Ykpainn Byl 29.09.2014 Ne 677,
3apeccTpoBanoro MinictepeTBoM tocThilil Ykpainn 20.11.2014 3a No 1515/26292,
[lpaBuit yTunizawii Ta 3HHOICHHS JIKAPCHKUX 3aC001B, 3aTBEPIIKEHHX HAKA30M
MinicTepeTBa 0XOpoHu 30poB’s YKpaiun it 24.04.2015 No 242, 3apeccrposatinx
MintetepeTBoM tocTHILT Yipaiun 18.05.2015 3a No 550/26995 ta Ha 1incrasi
HaIAXOIUKEHHs tHdopMallil 11010 peanizaiil dikapebkoro 3acody OBITPEJI®, posun
juta ‘et no 250 mxr/0.5 mut, 1o 0,5 Mity 110nepe/iib0o 3anoBHCHOMY UIIPHILL, 110
I nonepeHio  3allOBHCHOMY LIHIPULIY B KOHTYPHIH 4apyHKOBIM YIAKOBLI B
KapTOHHIK KopoOui, BupobHuirea Mepk Cepono C.nm.A., Itanis, Mepx Cepono C.A.,
ey M. OOonn, [llseifuapis, 3 MapKyBaHHIM TYDPEILKOI MOBOK
(«OVITRELLE"™ 250 mcg/0.5 ml, | kullanima hazir siringa icerisinde 0.5 mL
enjeksiyonluk cozelti», cepiit BA076042, BA078973, BupotGuuirrsa «Merck Serono
S.P.A, Modugno/Bari/ltalya»), mo odiuiifHo He BBO3MBCS Ha TepuTOpito YKpainu 3
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METOI0 pealiizallii, BpaXxoByIOUH, 110 HOXOMLKEHHS, HIASXH HAIXPIKCHHS Ta YMOBH
30epiraHHs 3a3HAYEHOro Tperapary HEBIAOMI, BU3HAYMTH SAKICTh Ta 0e31CHHICTh —
HEMOKIUBO, TaKa IPOJAYKIA € HCOC3ICHHO Ta MOKC HECTH HOTEHIIHHY 3arpo3y
KUTTIO Ta 3/I0POB’I0 HaCeJICHHS: |

BABOPOHSIO peanizaiiio, 30epiraniis  ta  3acTOCyBaHHs  BCiX  cepli
Jikapebpkoro 3acody OBITPEJI®, posuun s in'ckniid noj 250 mkr/0,5 mu,
no 0,5 MJ1 y NnoNepeHbO 3AHORHENOMY PN, 10 1 110Nepejibo 3a0BHCHOMY
WNPUHILY B KOHTYPHIN  uapynkosiii  ynmakosui B wajjrouniii  kopodui,
BupoﬁﬁnuTBa Mepk Cepono C.inA., Trauais, Mepk Cepono }3./\., Bi/LAIVIEHHSE Y
M. O6onn, lleeiinapis, 3 mapkysannam 1ypeibroto Moo («OVITRELLE®
250 meg/0.5 ml, 1 kullanima hazir siringa icerisinde 0.5 mL enjeksiyonluk
cozelti», Bupobunursa «Merck Serono S.P.A, Modugno/Bari/ltalya»), sii
peasi3yloThCs 0e3 HasiBHOIO BUCHOBKY I1PO SIKICTH BBE3CHOTO B YKpalHy JiKapchKoro
3aco0y.

CyO’ckram  rocrnofapebkol  JUsIBHOCTI,  sIKi  3J0HCHIOIOTL  peanizalio,
30epiranis Ta 3aCTOCYBAHHS JIKAPChKUX 3acoBiB, HEBIKAALHO 1ichs oJlepiKaHHs
JI@HOTO  PO3NOPS/DKCHHSL NCPEBIPUTH  HASBHICTL BKA3RHOIO JIKApChKOro 3acody,
BAUTH 3aXO/M  LIOJI0 BHilydeHnus Horo 3 o0iry frsixoMm 3guilcHis, Mpo 1o
[OBLIOMUTH TepuTopiaibHui oprai JlepwiikenyaxOu. Y pasi 3uuuieHHs BIAXO/UB
nmpenaparty |y JABOTHIXKHEBMI CTPOK HAMPaBUTH IO TEPHTOPIAILHOIO  oprauy
JlepxknikeyxGu KOTIIO aKTa Mpo 3HHIICHHA BLXO/LIB J1iKapChKOrp 3acody.

Kourposb  3a  BUKOHaHHAM  JI@HOIO  pO3HOPSLUKCHIS  3AIHCHIOOTD
TepuTOpiaibi opranm JLepaaikeayKOH Ha BIUIOBLMINR TepUTOpIT.

Hesukonanng 1anoro postnopsyuketiise 1siie sa co0oto BiUIOBLAMLHICTD
3I1IHO 3 UHHHHUM 3aKOHOJIaBCTBOM Y Kpatiiu.,

Jlane po3nopsipKeHHs He [MOLMPIOCTLCS Ha cepil JIiKapgbKkoro 3acoly, 1o
Ha/UALIH 3 MeTol0 3aleslevennsi HacelCHHS Ta 3akialiB ONOPOHM 3/10pOB’s B
SIKOCTI TyMaHITapHOI JIONOMOIH Ta He MiUIsratoTs 104abiilt peajiizarl.

Komil 1aHOro po3nopsuukctis Haipasici:
MiHicTepcTBO OXOPOHU 3)10poB s YKpaitu;
AL «Jlepaasunii - excnepriuit enp  Minictepcrsa  oxoponu  310pos’s
YKpaiumny,
TOB «Cona-®apm».
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