NEPENIK

HopaTtok 2

Ao Haka3y MiHicTepcTBa 0XOpoHU
3n0poB’sa YkpaiHu «lpo ekcTpeHy
AepXKaBHY peecTpauilo NikapcbKUx
3aco6iB, MegM4YHUX iIMyHOBionoriyHmx
npenapariB, npenapariB KpOBi, Lo
BUpPOONAOTLCA a60 NocTavyaroThLCS B
YKpaiHy npoTarom nepioay Aii BOEHHOro
CTaHy, nia 3060B’A3aHHA»

Bia 14 rpyaHa 2022 poky Ne 2245

NIKAPCbKUX 3ACOBIB, MEOUYHUX IMYHOBIONOTYHUX NPEMAPATIB, NMPEMAPATIB KPOBI, AKUM
BIAMOBJIEHO Y AEPXKABHIU PEECTPALII 3A NMPOLIEAYPOIO EKCTPEHOI AEPXKABHOI PEECTPALIII TA
BHECEHHI 4O AEPXXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hasea dopma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpaui Ymosu Pekna Homep
n/ JNiKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHuKa UHa eidnycky | myeaH | peecmpauiliHo2o
n 3acoby ynakoeka) npoyedypa HS noceid4yeHHs1
1. OA3ATUHIB TabneTkun, BKpUTI MiBKOBOKO 3eHTiBa Himeyuunna Bignosigae 3a BMNyck cepii: Higepnanam peecTpauis 3a He UA/19808/01/01
3EHTIBA 50 MI' obonoHkoto, no 10 dapma 'M6X CintoH BB, Higepnanau; / Ha 1 pik peuenmom |nidnseae
TABJIETKWU, TabneTok, BKPUTUX nepBWHHE Ta BTOPUHHE Bonrapis/
BKPUTI nniBkoBOK 0BONOHKO Y nakyBaHHS: Yecbka
NniBKOBOIO 6nicTepi, no 6 6nictepis y ki | ®apmacetoTtikanc N14., Pecny6nika/
OBOJIOHKOKO KapTOHHiI kopobui Bonrapis; Himeuumna/
XiMiKO-pi3nyHe TecTyBaHHS: Icnania
KBIHTA-AHAJITUKA c.p.o.,
Yecbka Pecnybnika;
BTOPWHHE NaKyBaHHS:
MCK-®apmanomxuctuk MoxX,
Himeuumnna;
BTOPWHHE NaKyBaHHS:
Mpectux MpomoyLwiH Cnyxba
36yTy Ta peknamu MvbX,
HimeuuunHa;
BMPOGHMLTBO, MEPBUHHE Ta
BTOPUHHE MaKyBaHHS, XiMiko-
i3nyHi TeCTyBaHHs, Bignosigae
3a BUNYCK cepii:
CIHTOH XICIMAHIA, C.J1., IcnaHis
2. OA3ATUHIB TabneTku, BKPUTI MNiBKOBOHO 3eHTiBa Himeuyunna Bignosigae 3a BMNyck cepii: Higepnangwn peecTpauis 3a He UA/19808/01/02
3EHTIBA 70 MI obonoHkoto, no 10 dapma 'M6X CinToH BB, Higepnanaw; / Ha 1 pik peuenmom |nidnsieae
TABJETKW, TabneTok, BKPUTUX nepBMHHE Ta BTOPUHHE Bonrapis/
BKPUTI nniBkOBO 0BONOHKO Y nakyBaHHS: Yecbka
NniBKOBOIO 6nicTepi, no 6 6nictepis y ki | ®apmacetoTtikanc N14., Pecny6nika/
OBOJIOHKOO KapTOHHI kopobui Bonrapis; Himeuumna/
XiMiKO-pi3nyHe TecTyBaHHS: Icnania
KBIHTA-AHANITUKA c.p.o.,
Yecbka Pecny6nika;
BTOPVHHE NaKyBaHHS:
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpaui Ymoeu Pekna Homep
n/ nikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHUKa UHa eidnycky | myeaH | peecmpayiliHo2o
n 3acoby ynakoeka) npouyedypa Hsl noceid4yeHHs
MCK-®apmanomkuctuk MiéX,
HimewumnHa;
BTOPVHHE NaKyBaHHS:
MpecTmx MpomoywH Cnyxba
30yTy Ta peknamu Mm6X,
HimeuuunHa;
BMPOGHMLTBO, NEPBUHHE Ta
BTOPUHHE NaKyBaHHS, XiMiKO-
i3nyHi TeCTyBaHHs, BignoBigae
3a BUNYCK cepii:
CIHTOH XICIMAHIA, C.J1., IcnaHnis
3. ETAMBYTOI TabneTtku, Wo Makneoac IHais Makneonc ®apmacbioTmkanc IHgis peecTpauis 3a He UA/19811/01/01
TABJIETKW, WO avicneprytotbes no 100 mr dapmacboTuK Timiten, IHAais; Ha 1 pik peuyenmom |nidnseae
OUCNEPIYKOTb no 10 Tabnetok y 6nictepi; anc limiten Okcanic Na6c, IHajs
CANo 100 MI no 10 6nicTepiB y kKapTOHHIN
ynakoBLi; no 6 TabneTok y
cTpuni; no 10 cTpunis y
KapTOHHiIN ynakosui; no 10
TabneTtok y ctpuni; no 8
CTPpUVNIB Y KAPTOHHIN
ynakoBLi
4, 3ngoBYOUH PO34MH opanbHuii no 50 Makneopac IHais Makneogc PapmacbioTmkanc IHpia peecTpauis 3a He UA/19812/01/01
mr/5 mn, no 100 mn Ta no dapmacboTMK Timiteq Ha 1 pik peuenmom |nidnsieae
240 mn 'y dnakoHi, no 1 anc Jliviteq
nakoHy pasoM i3 LNpULOM
Ha 3 mn i wnpuuom Ha 10
M1, LLO BUKOPUCTOBYHOTHCS 3
afanTepoM Yy KapTOHHIN
ynakoBLji
5. METAOEM 50 mr/2 mn, MicTtpan AHrnia BEM Inau CaH. Be Tik. A.C. TypeyuunHa peecTpauis 3a He UA/19814/01/01
BHYTPILLHBOM'SI30BUIA/BHYTPI Kenitan Ha 1 pik peuenmom |nidnsieae
LLIHBOBEHHMWI PO34MH ANst MeHeXMeHT
iH'ekuin, B amnynax, no 2 mn Nimiten
po34KHy B amnyni, o 6
amnyn B KapTOHHIN kopobui
B.o. I'eHepajabHOro a1upeKTopa
dapMaleBTUYHOIO JTUPEKTOPATY JIroamuina APKO




