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Ha Ne BiI

KepiBHnkaM cy0’€KTiB rocnoaapooBaHHS,
siKi 3aiiMaloThbesl peaJtizamiclo,
30epiraHHSAM i 32CTOCYBaHHSAM JiKapCbKHX
3aco0iB

KepiBHHKaM TepUTOpiaJbHHX OPraHiB
HAepaiikcayxou

PO3IOPSAUKEHHS

Bigmosigao mo Koucrurymii Vkpainu, crateit 15, 22, 55 3akoHy Ykpainu
"OCHOBH 3aKOHOJABCTBA YKpaiHM IIpO OXOpOHY 310poB's", crated 15, 21 3akony
Vkpaiau "IIpo nikapceki 3aco6u”, ITomoxenHs npo JlepxaBHy CiyxOy YkpaiHu 3
JMKapChKUX 3ac00iB Ta KOHTPOJIO 3a HAapKOTHKaMH, 3aTBEPPKEHOIO IOCTaHOBOIO
Kab6inery Minictpis Vkpainu Big 12.08.2015 Ne 647, Ilopsaaxy 3HiCHEHHs
JIEPKaBHOTO KOHTPOJIFO 32 SIKICTIO JIIKAPCHKUX 3ac00iB, L0 BBO3ATHCSA B YKpaiHy,
3aTBEPKEHOr0 IocTaHoBo Kabinety MinictpiB Ykpainu Bix 14.09.2005 Ne 902,
[TopsiaKy BCTaHOBJIEHHs 3aGOpOHM (TUMYAcOBOi 3a0OpOHM) Ta IIOHOBJIEHHS 0O0iry
NiKapchKUX 3aco0iB Ha TepuTopii YKpaiHu, 3aTBepKeHOro HakasoM MiHicTepcTBa
OXOpOHH 3/10poB s Ykpainu Bix 22.11.2011 Ne 809, 3apeecTpoBanuM B MiHiCTepCTBI
foctunii  Vkpaimm 30.01.2012 3a Ne 126/20439, Ilopsiaxy KOHTPONIO SKOCTI
NiKapchbKUX 3aco0iB Mig yac OmTOBOI Ta PO3APIOHOI TOPriBii, 3aTBEPIKEHOTO
Haka3oM MiHicrepcTBa OxopoHM 370poB’s YkpaiHm Binm 29.09.2014 Ne 677,
3apeecTpoBaHUM B Minictepersi roctuiii Ykpainu 26.11.2014 3a Ne 1515/26292,
[paBun yTWimizamii Ta 3HHWIIEHHS JIKapchbKUX 3aco0iB, 3aTBEPIKEHHX HaKa3oM
MinicrepcTBa 0X0poHHM 310poB st Ykpainu Bif 24.04.2015 Ne 242, 3apeeCTpOBaHUM B
Minicrepctsi roctuuii  Ykpainm 18.05.2015 3a Ne 550/26995, y 3B'sa3ky 3
HaJXO/KEHHAM iHpopMalii om0 peamisamii Ha TepuTopii YKpaiHM JKapChKOro
3acoby CORDARONE®, 30 tabliet 200 mg, cepii 9R004 Bupo6muuTBa SANOFI,
VropigHa, 3 MapKyBaHHSAM 1HO3EMHOK MOBOIO, 3 METOIO aKTHUBHOI MPOTHIIi
MONIMPEHHIO JIKApChKMX 3aco6iB, 1m0 OQiuifiHO He BBO3HIHMCH Ha TEPHUTOPIIO
VYxpaiHu:

3ABOPOHSIO peanizaiio, 30epiraHHsS Ta 3acTOCyBaHHS BCiX _cepii
nikapcekoro 3aco0y CORDARONE®, 30 tabliet 200 mg, Bupoonuursa SANOFI,
YropumuHa, 3 MADKYBAHHSAM iHO3€MHOK0 MOBOIO.




2

Cy0’ektaM rocrnojapcbkoi MisSUIBHOCTI, SKi 3HIHCHIOOTH peasi3aliio,
30epiranHsl Ta 3aCTOCYBaHHs JIIKApCBKUX 3ac00iB, HEBIAKIAMHO MiCIs OAep)KaHHS
JAHOTO PO3MOPS/DKEHHsI IEPEeBipUTH HAABHICTH BKa3aHOro JIiKapchKOro 3acoby,

BXHUTH 3aXOQH IIOJO0 BHIYYEHHd HOro 3 oO0iry NUISXOM 3HHUIIEHHS, PO MIO
TIOBIIOMUTH TEPUTOPianbHUN opraH JlepxiikciayxOu. V pasi 3HMINEHHS BiOXOiB
npenapary B JBOTH)XXHEBMH CTPOK HAaNpaBUTU [0 TEPUTOPIAIBHOIO OpraHy
JIepXITiKCITy KO KOIIIIO aKTa PO 3HUIIEHHS BiXO/IiB JiKapchKOro 3acofy.

KoHTposne 32  BHMKOHAaHHAM  [aHOTO  PO3MOPSIKEHHS  3MifICHIOIOTH
TepUTOpiallbHi opranu JepITiKciyx61 Ha BiAMOBiIHil TepHTOPIl.

HeBuKOHAHHA NaHOrO pPO3MOPSDKEHHS TATHE 3a COOOI0 BiAMOBiNANBHICTE
3TIHO 3 YUHHUM 3aKOHOIaBCTBOM YKpaiHu.

Komii 1anoro po3nopsiikeHHs: HalpaBJjieHi:

MinicTepcTBO 0XOPOHU 3710pOB'st YKpaiuy;

AT " lep>xaBHuii excniepTHuit HeHTp MiHicTepcTBa 0X0poHU 310poB's Ykpainu";
TOB "Canodi-ABenric Ykpaina", Ykpaina.
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