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Ha Ne Bifg

Kepisankam cy6’ekTiB rocnogapioBaHus,
fIKi 3afiMaloThes peaJtizamicio (ToprisJiero),
30epiraHHAM i 32CTOCYBaHHSAM JiKAPCHKMX
3acobiB

KepiBnnkaMm TepuTOopiaJibHHX Opranis
Hepacaixceayxon Yxpainu

PO3MNOPAIKEHHSI

Y BignosigHocTi J0 cT. 15, c1. 21 3akoHy Ykpainu "IIpo nixkapceki 3aco0u"”,
Ilonoxenns mpo JlepxapHy ciyx6y Vkpainu 3 nikapcskux 3aco6iB, 3aTBEpIKEHOr0
Yxaszom Ilpesunenta Vkpainm Big 08.04.2011 Ne 440, m.m. 3.2., 3.2.2. "Tlopsaxy
BCTaHOBJICHHS 3a00pOHH (THMYacoBoi 3a60pPOHH) Ta MOHOBNEHHA 06iry JiKapchKHX
3aco6iB Ha TepuTopil VYkpaiHu", 3arBepmkeHoro Hakasom MO3 Vkpaiuu Bin
22.11.2011 3a Ne 809, 3apeectpoBanoro MinicTepcTBoM rocTHIii YKpaiHH Bix
30.01.2012 3a Ne 126/20439, Ta Ha nixcrasi mixteepmxenns TOB "Canodi-ABeHTic
Ykpaina", ¢akty ¢anscudikanii mikapcekoro 3aco6y HO-IHIIMA® ®OPTE,
TaGieTrkn mo 80 mr Ne 20, cepii 1V005, 3 mapkyBannsam Bupo6unka XIHOTH
3aBox ®apmanesTnynux Ta Ximiunux IIpoaykris A.T., Yropmnna,
3ABOPOHSIO peanizaniro (Toprisio), 36epiraHHs Ta 3aCTOCyBaHHS JiKapPCHKOTO
3acobfy HO-IIIA® ®OPTE, TtaGierku mo 80 mr Ne 20, cepii 1V005,
3 MapkyBaHHsiM BHpoGHuka XTHOIH 3aBoy ®apmaneBTHuHHX Ta XiMigHHX
Ipoaykris A.T., Yropmuna, sikuit Mae o3Haxku danscudikarii:

"Onuc'":

- TaBJIETKM MAlOTh TEMHI BKPAILICHHS;

"Bucora TaGierkn'':

- 3aHWXXCHUM,

"MapkyBaHus'':

- po3mMip Ta dopMa royorpaMu He Bignosinae HaBeaewii B AH]I;

- Ha IIEpBUHHIN ynakoBli Hamuc "sanofi aventis" He 4iTKuii.

CyG’exktaM rocrmozmaproBaHHs, sKi 3AiMCHIOIOTH peanizamifo (TOPriBimo),
36epiraHHs Ta 3acTOCYBaHHS JIKapCHKUX 3ac06iB, HEBIIKNAJHO MICIs OIepIKAHHA
JAAHOr0 PO3MOPSAAKEHHS IIEPEBIPHTH HAsABHICTPH Jikapcekoro 3acoby HO-IIITA®
DPOPTE, Tabaerku no 80 mr Ne 20, cepii 1V005, 3 MmapkyBaHHSIM BHpOGHHKA
XIHOIH 3asox ®apManeBTH4HHX Ta XiMiuHux IIpoaykrie A.T., YropmmuHa,

M2 [lepwasha cnywba Ykpaitu 3 nikapcokux sacobis
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3 BUIC3a3HAYEHWMH O3Hakamu GQanbcudikanil i BXWTH 3ax0nM IIOAO HOrO
BHJIyYEHHS 3 00iry IUIAXOM 3HHILCHHS.

Cy6’eKTy TOCTIOJApIOBAHHS, NP HAfABHOCTI BKA3aHOIO niKapchKoro 3acoby,
OBIIOMHTH TepHUTOpianpHui opraH Jlepxnikcayx6u VYkpalnn 3a MicueMm
PO3TALITYBAHHS PO BXHTI 3aXO¥ OO BUKOHAHHS JIAHOTO POSIIOPAIKCHHS. V pasi
SHMINEHHSI BiNXOZiB JiKapchKoro 3aco0y, B JBOTIKHEBHH CTPOK HAlPaBUTH JO
TepuTOpiaNEHOro opraHy Jlepxiikciyx6u YKpalHH 3a MiCIIEM PO3TaLIyBaHHS KOO
aKTa 1pO 3HHUIEHHs BiXXOAIB JiKapchbkoro 3aco0y. IIpu HACTyMHHMX NOCTaBKax
JMKapchKOro 3aco0y Cy6’e€KT TOCIIOApIOBaHHS TNOBHHEH BKHUTH 3aX0IiB 100
3amobiraHHs [PHAGAHHIO, peaisalii Ta 3aCTOCYBaHHIO JiKapChKOTO 3aco0y,
HABEJEHOTO B JAHOMY PO3IOPSKEHHI.

KoHTpOIP 33  BHKOHAHHSM  JaHOTO  POSMOPSJDKEHHS  3iMCHIOIOTH
TepuTOpianbHi opranu Jepxiikcayx6u YKpainu 3a MiCIIEM pO3TalllyBaHHS.

HeBHKOHAHHSA [aHOrO PO3NOPAIKEHHS TACHe 3a COGON BiANOBINANBHICTE
3riJHO YHHHOTO 3aKOHOJABCTBa YKpaiHH.

Kormii faHOro pO3HOPS/UKEHHS HANPABIICHi:
IIIT " Mepxapuuit excreptauit nentp MO3 Yxpainu";
TOB "Canodi-ABenric Ykpaina", YkpaiHa.
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