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KepiBaukam cy6’ekTiB
rocnojapoBaHHs, siki 3almMaloTbes
peauisauicio (Toprisiero), 36epirannsm i
3aCTOCYBaHHSM JiKapchbKHX 3aco6iB

KepiBnukaM TepHTOpialbHHX opramis
Hepxaikincnexuii

IPHITUC

Bignosinuo xo crarri 49 Koncruryuii Yxpaiun, srigso crarri 15, 9actunu 2 crarti
17 3akony Yxpainu "Ilpo nixapceki 3aco6u”, ITonoxensns mpo JlepxaBHY iHCIEKUiO 3
KOHTPOJIIO AKOCTi JKapchKUX 3aco0iB MO3 Vkpainu, 3aTBEpHKEHOTO IOCTAHOBOIO
Kabinetry Minictpis Vkpainu six 20.12.08 Ne 1121 i3 sminamu, mynkris 5, 6 "Iopsaky
3MiACHEHHS NEpXaBHOrO KOHTPOJIO 3a SIKICTIO JIIKAPCBKHMX 3aco0iB, IO BBO3ATHECS B
YkpaiHy", 3aTBep/keHOro mocraHoBoro Kabinery Minictpis Vkpainu Big 14.09.05
Ne 902, mynxkry 4.1.2. "Tlopsaxy 3a60opoHH (3yNIHHEHH) Ta BUIy9eHHs 3 06iry JiKapchKuX
3aco0iB Ha Tepuropii Ykpainu", 3arBepmxenoro nakazoM MO3 Vkpainu Bix 12.12.01
Ne 497, 3apeectpoBanoro MinictepctBoM roctunii Ykpainm Bix 28.12.01 Ne 1091/6282, Ta
3 MeTOK aKkTHBHOI MNpOTHAli INOMMpeHHI0 cyOCcTaHmapTHUX (HEAKICHHX) Ta
danecudikoBaHuX JikapchKUX 3acobiB Ha TepuTopii VKpaiHM, Ha MiACTaBi BCTAHOBICHHS
¢akty obiry mixapcekoro 3acofy 06e3 HasABHOIO MO3UTMBHOIO BHMCHOBKY IIPO SIKICTh
BBE3€HOro B YKpaiHy nikapcekoro 3acoby, TAMYACOBO 3ABOPOHSIO pearnizawiro
(Toprismo) Ta 3actocyBaHHs, BBeseHoro IIIT «Mengeo» (m.KuiB, Ykpaiua) nikapcekoro
3aco0y I30COPBIAY MOHOHITPAT PO3BEJEHHM, nopomok KpHCTAJiYHHH
(cyOcraHuisz) y moABIHHHX mNOJieTHIEHOBHX mNaKeTax /A BHPOGHHITBA
HeCTepHJIbHHUX JiKapchKuX ¢opm, cepii ISMN/70/0021209, Bupo6unursa Natco
Pharma Limited, Innia (peecTpauiiine mocBiguenns UA/8473/01/01).
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Cy6’exTaM rocnoAapioBaHHs, sKi 3AIHCHIOIOTH pealisanito (Toprimo), 36epiraHH,
Ta 3aCTOCYBaHHsA JiKapchKMX 3acoGiB, B NECATHICHHMH TEepMiH IMiCisL OJepXKaHHA
NpPHUIHCY TepEeBipUTH HASBHICTh BHINE3a3HAYEHOTO JIKApCHKOro 3ac00y Ta BUCHOBKY IIPO
AKICTBh BBE3€HOro B YKpaiHy JlikapchKoro 3aco0y Ha BKa3aHHU# mpernapar.

V pasi BiiCyTHOCTi BHCHOBKY PO SIKiCTh BBE3€HOTO B YKpaiHy JiKapchKOro 3acoly
Ha BKa3saHWil IIpemapaT, BXXHTH 3aXOAiB LIOJO BHIY4eHHs Horo 3 o0iry HUIsIXOM
noMileHHsl B KAPAHTHH 10 OTPUMAHHS 3a3HaYEHOTO BHUCHOBKY PO SKiCTh BBE3CHOIO B
Yxpaidy nikapcbkoro 3acofy abo NOBEPHEHHSA NOCTA9ANLHHKY I «Megeo» (M.KHiB,
chpama§ IS OTPMMAHHS HUM BiJIIOBIJHOTO BUCHOBKY IIPO AKiCTh BBE3EHOTO B YKpaiHy

JIKapCBKOTO 3ac00y.

Cy6’eKkTaM roCIoapioBaHHs, [pU BIABICHHI BKa3aHOro Jikapchkoro 3acoby Oes
BHCHOBKY IIPO SKiCTh BBE3€HOro B YKpaiHy JiKapchKoro 3acoly, MOBIAOMHUTH JEpXKaBHY
{HCIIEKIIiI0 3 KOHTPOJIO AKOCTi JIiKapChKHX 3ac00iB 3a MiCIleM pO3TalllyBaHHS MPO BXKUTI
3aX0/H 1010 BUKOHAHHS IIPUIIKCY .

KOHTpOJIB 33 BUKOHAHHSM MPUIACY 3AiHCHIOIOTh TEPUTOPialbHi AepXaBHi iHCTeKIil
3a MiCLIEM pO3TalllyBaHHS.

HeBHKOHAHHA NPHUIKCY TArHe 3a COOOK BiANOBiNANBHICTH 3riJHO YMHHOIO
3aKOHOJIaBCTBa YKpPaiHH.

O6ir mikapcekoro 3aco0y I03BOJIAETHCH 3a HAgBHOCTI BHMCHOBKY IIpO SIKICTB
BBe3eHOro B YKpaiHy JiKapchkoro 3acofy, BUAaHOTO TepuTopiansHoio iHcmekuiero ITII
«Meneo» (M. KuiB, Ykpaina).

Komito npumnucy HarpasjeHoO:.
IIII «Meneo» (M. KuiB, Ykpaina)
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