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Ha Ne BiJ

Kepisuukam cy0’€kTiB rocrnoaaproBaHHs,
AKi 3alMaloThCH peaJiizauieio,
36epiraHHAM i 32cTOCYBaHHAM JiKapCbKHX
3ac00iB

KepiBHuKaM  TepHTOpialbHHX oprasis
Tepaaikeayx0n YKkpaiHu

PO3MOPSUIKEHHA

Ha migcrasi NOBiOMIEHHS MPO JETAIBHUHA BHUIALOK TIPH 3aCTOCYBaHHI
cepii 31059 nikapcekoro 3acoly NEKCAJTTH® IH'€EKT, po3uun aas in'ekuii,
50 mr/2 ma no 2 ma B ammyirax Ne S5, BHpoOOHHUTBA A. MeHnapini
Manygakrypinr, Jloricrike eHa Cepgicec C.p.JI., Irauis, (peectpaliiiHe
nocsimuenns Ne UA/3764/01/01), Ta y BiATOBIXHOCTI 10 Koncrutyuii Ykpaiuuy,
cr. 15, cr. 22, cr. 55 3akoHy YKpaiHdu "OCHOBM 3aKOHOIABCTBAa YKpaiHW IIpo
0X0poHY 310poB's”, cT. 15 3akoHy YkpalHu "[Mpo nikapceki 3acobu”, IlomoxenHs
npo JepxaBHy cayx6y YkpaiHu 3 JiKapChKUX 3acODIB, 3aTBEPIKEHOr0 YKa3oM
Ipesunenta Ykpainu Big 08.04.2011 Ne 440, m.3.1.3 "TlopsiaKy BCTaHOBJICHHS
3a60poHH (THM4acoBoi 3a00poHH) Ta TOHOBJICHHA 06iry mikapchKuX 3aco0iB Ha
TepuTopii YKpaiHH", 3aTBEpIKEHOTO HaKa3OM MO3 Vkpaiau Big 22.11.2011 3a
No 809 (3i 3MiHamu), 3apeecTPOBAHOTO MinicTepcTBoM focTHUL{i YKpaiHH Bil
30.01.2012 3a Ne 126/20439, "[HCTpyKLii PO MOPSAAOK KOHTPOJIO SKOCTI JIIKApPCBhKHUX
3aco6iB mij 9ac omroBoi Ta po3apibuoi Toprismi", 3aTBepMkeHol Hakasom MO3
Ykpainu Big 30.10.01 Ne 436, 3apeecTpoBanoi MiHICTEPCTBOM roctuuii Ykpainu Bift
05.02.02 Ne 107/6395 (3i 3minamu), THMYACOBO 3ABOPOHSIO peanizauito Ta
3aCTOCYBaHHs JIIKapChKOro 3aco0y NEKCAJITTH® IH'E€KT, po3uun s iH' €Ki,
50 mr/2 mui mo 2 ma B amnyaax Ne 5, cepii 31059, BupodHuuTBA A. Menapini
Manyakrypinr, Jloricrike eHa Cepsicec C.p.JL., ITanis, 10 OKpeMOro pillIEHHA
JlepxaBHOI cIy)0H YKpaiHK 3 JIIKapChKUX 3ac00iB.

Cy6’eKkTaM TOCTIOAAPIOBAHHs, SIKi 3[1HCHIONOTE peanizalilo, 30epiraHHs Ta
3aCTOCYBaHHS JIKApChKMX 3aco0iB, HeBiOKIa[AHO TIICis OJEPXKAHHSI JaHOro
PO3MOPSIAKEHHS TEPEBIPUTH HAsBHICTh nixapeskoro 3acofy JEKCAJITTH®
TH'€KT, po3uun aas in'ekuii, SO mr/2 ma no 2 ma B amny.aax Ne 5, cepii 31059,
BupoOnuuTBa A. MeHnapini Manydaxkrypinr, JloricTike enn Cepsicec C.p.JL,
ITanis.
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IIpy BUSBIEHHI 3pa3KiB IIbOTO JIKApChKOro 3aco0y BXKUTH 3aX0QU LIOMO
BIWIy4YeHHSs HOro 3 00iry UUIsIXOM NoMilleHHs] B KApaHTHH.

Cy0’eKkTy rocrnomaproBaHHs, IpU BHUABJICHHI BKa3aHOTO JIKapcChKOro 3acody,
NOBIIOMUTH TepUTOpianbHUN opraH J[epxiikcayx6u VYxkpaiHu 3a MicleMm
PO3TalllyBaHHS PO BXXUTI 3aXOXY IIIOJAO BUKOHAHHS AaHOro po3mnopsmkeHHs. [Ipu
HACTYIIHMX [TOCTaBKax JIiKapchkoro 3aco0y cy0’€KT rocrnoiaploBaHHS IIOBHHEH
BXKWTH 3aXOliB INofo 3anobiraHHs mnpuabaHHIO, peaiizalii Ta 3acTOCYBaHHIO
JiKapChKOTro 3aco0y, HaBeIEHOT0 B JaHOMY PO3NOpPSIKEHHI.

KoHTpons 32  BHKOHaHHSIM  JaHOTO  PO3MOPSA/KEHHS  3AIHCHIOIOTH
TepuTOpiaNbHi opranu HdepxxiikcayxOu YkpalHy 3a MicLIeM po3TalllyBaHHS.

HeBUKOHaHHS [aHOT'O PO3MOPSUKEHHS TATHE 3a CcO0OI0 BIANOBIAANBHICTH
3TiJHO YHHHOI'O 3aKOHOAAaBCTBa Y KpaiHu.

Komii gaHoro po3nopsKeHHs HalpaBJieHi:

JIT " depxxaBuuit ekcrieptHuil ueHTp MO3 Vkpainn";
Ipeacrasuuureo koMnawnii "BEPJIIH-XEMI AT B YkpaiHi.
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