JonaTok 2

10 Haka3y MiHicTepcTBa 0XOpoHH
310poB’st Ykpainu «IIpo nepxaBHy
peecTpanilo (nepepeecTpaniio) JikapcbKUX
3aco0iB (MeIUYHHMX iIMYHOOi010TTYHUX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHux MaTepiaaiB»

Binx 13 ciuns 2025 poky Ne 87

HEPEJIIK
HEPEPEECTPOBAHUX JIIKAPCBKHUX 3ACOBIB (MEANYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), AKI

BHOCSTBCS 10O JEP)KABHOI'O PEECTPY JIKAPCHKUX 3ACOBIB YKPAIHU

Ne Haszea ®Popma eunycky 3asisHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky aHHA peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
1. | ATPONIHY KpucTanivyHuim MpAT YkpaiHa MiHweH pyn Kutan MepepeecTpalisi HA HEOOMEXEHUI TEPMIH - He UA/18280/01/01
CYNb®AT nopoLuok abo "®apmaueBTUYH LaociHb nidnseae
KpucTtanm a dipma dapmacbloTika
(cy6eTaHuin) y "NapHuus" n Ko., Nta.
noaBsivHNX
nonieTuneHoBmx
naketax ons
dapmaueBTUYHOro
3acTocyBaHHS
2. | DABEPIC Kpansi O4Hi, pO34uH, TOB «YOPIA YkpaiHa yoprPna TypeyunHa MepepeecTpalis HA HEOOMEXEHWI TEPMIH. 3a He UA/18202/01/01
40 mkr/mn; no 2,5 MEOVNLUNH» MEONLUNH peuenmom nionsizae
My dorakoHi- INAY CAH. BE OHoBneHo iHhopMmalito B iHCTPYKLIT Anst
KpanenbHuui; no 1 TIDK. A.LL. MeOUYHOro 3aCTOCyBaHHSI NiKapCbKoro
dnakoHy- 3acoby B posginax "dapmMakonoriyHi
KpanenbHuLi B BnactmsocTi", "OcobnuneocTi 3acTocyBaHHs",
KapTOHHiI kopooLi "MoGiyHi peakuii" BianosiaHo Ao iHdopmauii
pecepeHTHOro nikapcbkoro 3acoby
(TpaBataH ®, kpanni o4Hi, 40 mMkr/mn), a
TaKoXX OHOBIEHO iHdhopMaLito B po3aini
"Mo6iuHi peakuii" iIHCTPYKUii ANs Mean4Horo
3acTOCyBaHHS NikapcbKoro 3acoby Lwoao
Ba)XMMBOCTI 3BiTYBaHHSA Npo NobiyHi peakuii.
3. | nopg po34MH Ans TOB "MELOJIEB" YkpaiHa TOB YkpaiHa MepepeecTpallis Ha HEOBMEKEHWI TEPMIH. 6e3 nidnseae UA/18027/01/01
30BHILUHBLOIO "MEOJNEB" peuenma
3aCTOCyBaHHS, MepiognyHiCTb NOAAHHA perynsipHo
cnuptoBui 5%, no OHOBIOBAHOrO 3BiTY 3 6e3neku, BiANoBiaHO
10 mn a6o no 20 mn 0o Mopagky 3aiicHeHHs dhapMakoHarnagy,
y chnakoHax 3aTBepAKeHoro Hakasom MiHicTepcTBa
CKINsiHMX abo OXOPOHM 340pPOB’s YKpaiHu Big 27 rpyaHs
noniMmepHnx 2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainm 29 ciunsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 340pOB'st YKpaiHK Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa eupobHuKa aidnycky aHHA peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3rigHO 3i CTPOKaMu, 3a3HaYeHUMMN y
nepioguyYHOCTI NoAaHHA perynsipH1X 3BiTiB 3
Besneku.
4. | KOOEIHY KpucTanivyHum TosapucTBo 3 YkpaiHa AJTKANIBEP IcnaHis MepepeecTpallis Ha HEOBMEKEHWI TEPMIH. - He UA/18319/01/01
DPOCDHAT nopoLuok abo obmexeHo CAY. nidnsizae
FEMIFIOPAT KpucTtanm BianosiganbHicT
(cybeTaHuisn) y t0 "XapkiBcbke
noaBivHNX dapmMaueBTUYHe
nonieTuneHoBmx nianpMeMcTBo
naketax gns "3p0poB'sa
dapmMaueBTU4HOro Hapoay"
3acTocyBaHHS
5. | TIAMIHY KpucTanivyHum TosapucTBo 3 YkpaiHa LI3sHci Kutan MepepeecTpalisi Ha HEOBMEXEHWI TEPMIH - He UA/18358/01/01
rigPOXINOPUA | nopowok abo obMexeHow TAHLCIHb nionsieae
KpucTtanm BignoBigansHicT dapmacbloTika
(cybeTaHuisn) y 10 n Ko., Nnta.
nonieTMneHoBmnx "®apmaueBTUYH
naketax ons a KoMnaHis
dapmMaueBTU4HOro "3popos'a”
3acTOoCyBaHHs

B.o. HayaaLHUKA
dapMalneBTUYHOT0 YIIPABJIHHS

Oaexcanap I'PINEHKO
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