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Ha Ne BiJ

KepiBHukaM cy0’eKTiB rocmnogaproBaHHs,
sKi 3aliMalTbHCA peaJizauielo,
30epiraHHsAM i 3aCTOCYBAaHHSAM JHIKAPCbKHX
3aco0iB

KepiBuukaM TepHTOpiaJibHHX OpraHiB
Jdepxaikeayxon

PO3NOPSIKEHHS

Bignosinno go Koncrutyuii Ykpainu, crateit 15, 22, 55 3akony Yxpainu
«OCHOBHY 3aKOHOJABCTBAa YKpaiHH PO OXOPOHY 3A0POB's», cTarelt 15, 17, 21 3akony
Vkpainu «IIpo nikapceki 3aco6u», [TonoxenHns mpo JlepxaBHy ciayx0y YkpaiHu 3
JKapChKUX 3ac00iB Ta KOHTPONIO 32 HAPKOTHKAMH, 3aTBEPIXKEHOTO IIOCTAHOBOO
Ka6inery Minictpis VYkpainn Big 12.08.2015 Ne 647, Ilopsaky 3aiHCHEHHs
JIEPXKAaBHOTO KOHTPOJIIO SAKOCTi JIIKapChbKUX 3acobiB, L0 BBO3ATHECA B YKpaiHy,
3aTBepKeHOro mocranoBoro Kabinery MinicTpiB Ykpainu Bin 14.09.2005 Ne 902,
[lopsaxy BCTaHOBJEHHs 3a00poHHM (THM4YacoBoi 3a00pOHM) Ta MOHOBJIEHHS 0O0iry
NiKapchbKUX 3ac00iB Ha TepuTOpil YKpaiHH, 3aTBepAXKeHOro HakazoM MinicTepcTsa
0XOpOoHH 310poB’s Ykpainu Big 22.11.2011 Ne 809 (3i 3MiHaMH), 3ape€CTPOBAHOTO
MinicrepctBom roctunii Ykpainu 30.01.2012 3a Ne 126/20439, ITopsaky KOHTpPOJItO
AKOCTI JIIKapChKUX 3ac00iB i Yac omnToBOI Ta po3ApiOHOI TOPriBl, 3aTBEPIKEHOTO
Haka3oM MinicTepcTBa oxoponu 310poB's YkpaiHu Big 29.09.2014 Ne 677,
3apeecTpoBanoro MinicrepctBoM tocTuuil Ykpaiau 26.11.2014 3a Ne 1515/26292,
IIpaBun yTwiizamii Ta 3HHUILEHHS JIKApCbKUX 3ac001B, 3aTBEPIKEHMX HaKa3oM
MinictepcTBa 0XOpOHH 310poB’st YKpainu BiJ 24.04.2015 Ne 242, 3apeecTpoBaHHX
MiunictepctBoM roctuuii Ykpainu 18.05.2015 3a Ne 550/26995 Ta Ha miacrasi
HaJXOMKeHHs iHdopMauii woxo peanmisauii Jdikapcskoro 3acoby IIEHTACA,
rpaHyiy mposoHrosadoi aii mo 1 r, BupoOHuuTa ®eppinr I'm6X, Himeuuuna, 3
MapKyBaHHSM _iHo3eMHOI MoBolo «PENTASA®, granules en sachet, 1 g,
BupobHuLTBa Ferring, Germany», mo odiuifiHo He BBO3UBCS Ha TEPUTOPIIO YKpaiHy,
MOXOJPKEHHS, LIJIAXH HAAXOMKEHHS Ta YMOBH 30epiraHHs 3a3Ha4eHOro Ipenapary
HEBiJOMi, BH3HAYUTU SIKICTh Ta OE3MEYHICTh — HEMOXJIMBO, Taka MPOLYKLIA €
HeOe3I1eYHOI0 Ta MOXKE HECTH MOTEHLIIHHY 3arpo3y *UTTIO Ta 3J0POB 0 HACE/ICHHS:
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3ABOPOHSIO peanizauito, 30epiraHHs Ta 3acToCyBaHHSA Beix —cepiii
jJikapebkoro 3acody I[NEHTACA, rpanyaum mnpoJoHroBanoi aii mo 1 r,
BupoOHnuTBa @eppinr 'm6X, HiMeuunHa 3 MapKkyBaHHSIM iHO3€MHOI0 MOBOIO
«PENTASA®, granules en sachet, 1 g, Bupo6uuuTea Ferring, Germany», ski
peani3yroTbcs 6e3 HassBHOIO BUCHOBKY IPO SKiCTh BBE3€HOr0 B YKpaiHy JIIKApChKOTO
3aco0y.

Cy0’ektam rocmojapchkoi IiSIBHOCTI, SKi  3AIMCHIOIOTH  peaizaliio,
30epiraHHs Ta 3acTOCYBaHHS JIKapChbKUX 3ac0o0iB, HEBIIKJIAIHO MICIS OJIEpXKaHHS
JAHOTO pO3MOPSIKEHHS TMEPEBIPUTH HASBHICTh BKa3aHOTO JIIKAPCHKOro 3acoly,
BXUTH 3aXOAM LI0J0 BWIYYEHHS HOro 3 oO0iry NOUISXOM 3HMILEHHS, MpO IO
MOBIIOMUTH TepUTOpianbHuii oprad JlepxiikcnyxOu. Y pa3i 3HUIIEHHS BIIXOIIB
npernapary y JABOTHXKHEBUHA CTPOK HANpaBUTH O TEPUTOPIAIbHOTO OpraHy
JepxiikenyxOu KOMito akTa mpo 3HULICHHS BIIXOIB JIIKapChKOTO 3aco0y.

KoHTpons 32  BHUKOHaHHSAM  JIaHOTO  PO3MOPSKEHHS  3/IHCHIOIOTH
TepuTOpialibHI opranu JlepiikciaykOu Ha BiAMOBIAHIA TePUTOPIi.

HeBukoHaHHS JaHOTO pO3MOPSIKEHHS TACHE 3a COOOK BIAMOBINANBHICTH
3riHO 3 YUHHUM 3aKOHOaBCTBOM Y KpaiHH.

JlaHe po3MOpsKEHHS He TMOUIMPIOETHCS Ha cepil JiKapchbKoro 3acody, 1o
HaAifuuid 3 MeToro 3abe3leueHHs] HaceleHHs Ta 3aKjaZiB OXOPOHH 3I0pOB’S B
SKOCTI TyMaHiTapHOI JOTIOMOTH Ta He MAJAraloTh MOAAJbIIINA pealisaiii, a TaKoX Ha
cepii JKapchbKOTo 3acoly, 10 CYNPOBOIKYIOTHCS BUCHOBKOM IPO SKICTh BBE3EHOTO
B YKpaiHy JiKapcbKoro 3aco0y Ta 3aTBEpIXKEHOI B YKpaiHi IHCTPYKUI€IO s
MEAMYHOTO 3aCTOCYBaHHS JIIKapChKOro 3acody.

Komii n1aHoro po3nopsakeHHs HalpasJyeHi:

MiHiCTepCTBO 0XOPOHH 310pOB’st Y KpaiHu;

AT  «lepxaBHUit excnepTHH LeHTp MiHicTepcTBa OXOpPOHH 3[0pPOB’s
Ykpainuny;

TOB "®eppinr Ykpaina".

I'onoBa Pomaun ICAEHKO

Haranis Curaiino 422 55 75



