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Ne Ha Ne BT
KepisHukam cy0’€KTIB
rocnoJaploBaHus, siKi 3aiiMalOThCA
peaJtizamicio, 30epiraHHsaM i
3aCTOCYBaHHAM JiKapCchbKHX
3aco0iB
KepiBHUKaM TepUTOpiaIbLHUX

opranis Jepacikeiry:kou

PO3IIOPSJDKEHHS

Bigmogingo o Komcrutymii Vkpain, crareit 15, 22, 55 3akoHy YKpaiHH
«OCHOBH 3aKOHOJIABCTBA YKpaiHH PO OXOPOHY 3/10poB's», crateil 15, 21 3axony
Vipainu «llpo nikapchKi 3aco0m», 1lomoxeHtHs Tpo JlepaBHy CIyX0y YKpalHu
3 JIIKApPChKUX 3ac001B Ta KOHTPOJIO 32 HAPKOTUKAMH, 3aTBEPIKEHOT0 MOCTAHOBOKO
Ka6inery MinictpiB Yxpainu pin 12.08.2015 Ne 647, Ilopsaky 3IMCHECHHS
JEp>XaBHOTO KOHTPOJIIO JKOCTi JIKapChKUX 3ac00iB, MO BBO3ATLECHA B Vkpainy,
3aTBEP/KEHOT0 MOCTAHOBOIO Ka6inery MinicTpiB YKpaiHU Bin 14.09.2005 Ne 902,
nyakry 3.2.2 Tlopsnky BCTAHOBICHHA 3a60poHK  (THMYAcoBOI 3a00pPOHN)
Ta TIOHOBJEHHS 00Iry JIKapChKHX 3aco6iB Ha TepuTopii YKpaiHH, 3aTBEP/UKCHOIO
HakazoM MinicTepcTBa OXOPOHHU 3M0poB’s YKpaiHu Bif 22.11.2011 Ne 309,
(3i 3miHaMu), 3apeeCTPOBAHOTO MinicTepcTBOM FOCTHIT YKpaiHH 30.01.2012
3a Ne 126/20439, HopsiaKy KOHTPOJIO SKOCTI JIIKapchKUX 3aco0iB mix Hac OITOBOI
Ta po3/piOHOI TOPriBii, 3aTBEP/UKCHOIO Haxa3zoM MiHicTepcTBa OXOPOHH 30pOB'A
Yxpainn Big 29.09.2014 Ne 677, 3apecCTpOBAHOTO MigicTepeTBOM IOCTHIT YKpaTHI
26.11.2014 3a Ne 1515/26292, [Ipasun yTHiIi3a11il Ta 3HUIIEHHS JTiKapChKUX 3ac06iB,
3aTBEP/KEHUX HAKA30M MiHicTepcTBa OXOPOHH 3/10POB’S Vkpainu Big 24.04.2015
Ne 242, 3apeecTpoBaHMX MIiHICTEPCTBOM joctuii  Ykpainm Bix 18.05.2015
za Ne 550/26995, ma mifcTaBi HAIXODKCHHA inpopmanii Big TOB «DeppiHr
Vipaina» (JucT Bil 13.11.2025 Ne 314/F) niogo BUABICHHA B 06iry Ha TepHUTOpIi
Vkpainu cepii Y12921A sikapchkoro sacoby PENTASA® 1 g, sspozjfipatNiyada -
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BupoOHHUITBA Ferring International Center SA, IIseiiapisi, 3 MapKyBaHHAM
TypeLBKOIO MOBOIO, IO OGiIliHHO He BBO3MBCS HA TEPUTOPII0 YKPAIHH.

3 MeTol aKTWBHO! NPOTHAIl MOLMPEHHIO JKapChKMX 3aco0iB, MNULIXHU
HAJIXOKEHHS Ta yMOBM 30epiraHHs SKMX HEBIIOMI, BH3HAYHTH AKICTb Ta

Ge3MeUHIiCTh SKMX HEMOXKIIMBO, 3 OISy Ha T€, 0 TaKa MPOAYKIlisA € HeOe3MeYHO0
Ta MO’Ke HECTH MOTEHIIIAHY 3arpo3y XHUTTIO T4 3[0POB IO HACENeHH:
3ABOPOHSIIO peanizamito, 30epiranss Ta 3acTocypaHHs cepii Y12921A

NiKapChKOro 3acoly PENTASA® 1 g, supozituvar, Ne 28, supo6nunrea Ferring
International Center SA, llIBeiinapis, 3 MapKyBaHHAM TypellbKOI MOBOIO, 1110
obimiiiHo He BBO3UBCS Ha TepuTOpito YKpainu (dpoTo JIOJTAETHCS).

Cy6’eKTaM TOCHOJAPIOBAaHHA, fAKi 3AIACHIOIOTH peanizaiito, 30epiraHss
Ta 3acTOCYBaHHs JIKapChKHMX 3aco0iB, HEBiAKIAIHO, MmiCNs OJiEp)KaHHSA [JAaHOoTro
PO3IIOPSIKEHHS, TIEPEBIPUTH HAABHICTH BKA3aHOI cepii JiKapchKOro 3acoly, BKUTH
3aXOO¥ IHOJO BHIyYeHHs 11 3 00iry HUISXOM 3HHINEHHS, MPO IHO TIOBIIOMHUTH
TEPUTOpiabHUNA OpraH Hepxiikenyxou. Ilicns 3HHUIIEHHS BIIXOMIB Mpenapary
B JIBOTWKHEBHI CTPOK HAIPaBHTH O TEPUTOPIaibHOIO OpraHy Jepmikcmyxou
KOMiIO AKTa PO 3HHINEHHS BiIXO/B JiKapCHKOro 3aco0y.

KoHTpons 32 BHUKOHAHHAM  JIaHOTO  POSMOPAJOKCHHA 3/IIMCHIOIOTH
TepuTOpianbHi oprany Jepiikcnyx0u Ha BiIOBiIHiM TepHUTOPI.

HeBHKOHAHHS QHOTO PO3MOPSUKCHHS TATHE 332 CO0O0H0 Bi/IITOBI JAJIBHICTD
3riIHO 3 YAHHKAM 3aKOHOJaBCTBOM Y KpaiHH.

Kormii 7aHOTo po3NOpS/PKEHHS HallpaBIeHi:

MiHicTepcTBO OXOPOHH 3J10pOB'A Y KpaiHu;

I «JlepapHuil eKCIepTHHM LEHTP MinicTepcTBa OXOPOHH 30POB'SA
Vkpainm»;

TOB «®@eppinr YKpaiHay. .
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