HEPEJIIK
HEPEPEECTPOBAHUX JIIKAPCBKHUX 3ACOBIB (MEANYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), SKI
BHOCSTBCS 1O JEPKABHOI'O PEECTPY JIKAPCHKUX 3ACOKBIB YKPATHU

Jdonarok 2

10 Haka3y MiHicTepcTBa 0X0pOoHH
3n0poB’s Ykpainu «IIpo nep:xxaBHy

peecTpauiio (mepepeectpanilo) JikapcbKux
3ac00iB (MeJUYHHX IMyHOOi0IOriYHNX

npenaparis) Ta BHeCeHHs 3MiH /10

peecTpauiiiHux MatepiaaiB»
Big 05 sucronana 2026 poxky Ne 1745

Ne Hasea MixxHapod Hasea Koo dopma 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoeu Peknamye Homep
n/n | nikapcbko2 Ha diroyoi ATX eunycky 3asieHU 8UPO6H eionycky aHHs1 peecmpauitiHo
0 3acoby HernameH | peYyoeuHU (nikapcbka Ka uKa 20
moeaHa ¢hopma, noceio4yeHHs1
Ha3ea* ynakoeka)
1. | IHCYBIT® insulin iHCyniH A10A cycneHsis gns AT YkpaiHa AT «dapmak» YkpaiHa MepepeecTpauist Ha 5 pokis 3a He UA/14838/01/01
HNP (human) noacekmn | CO1 iH’exuin, 100 "®apmak” peuyenmo nidnszae
(OHK- MO/mn; no 3 mn OHoBMeHo iHopMmaLiio B M
pekombiHa Yy KapTpugi; no IHCTPYKUIi Ans megn4Horo
HTHWI) 5 kapTpuoxiB y 3aCTOCYBaHHS NikapCcbKoro 3acoby

onictepi; no 1
Gnictepy y
nayui; no 10 mn
y dnakoHi; no 1
dnakoHy y nayui

y po3ginax
"papmakoTepaneBTuyHa rpyna.
Kop ATX" (yTouHeHHs Ha3Bu Ge3

3MiHn kogy ATX), "dapmMakonoriyHi
BNacTuBOCTI" (YTOYHEHHS
iHdpopmauii), "OcobnueocTi
3acTocyBaHHs", "Cnocib
3acTtocyBaHHs Ta go3un", "MobivHi
peakuii" BignoBigHo Ao iHpopmauii
{00 MEAMNYHOrO 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro
3acoby (MPOTAPAH® HM,
cycneHsist Ans iH'exuin).
Pestome nnaHy ynpasniHHA
pusmkamm Bepcisa 6.0 gogaeTbes.
MepiognyHicTb NogaHHsA
perynsipHo OHOBIIOBAHOTO 3BiTY 3
6e3neku, BignosiaHo Ao Mopsiaky
3AiNCHEHHSA hapmakoHarnsgy,
3aTBEpPAKEHOro HaKa3om
MiHicTepcTBa OXOPOHM 300pOB’SA
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii YkpaiHm 29
ciuHsa 2007 poky 3a Ne 73/13340
(3i 3MiHamwu), CTaHOBWTB: 3rigHO 3i




2 [IponoBkeHHs noaaTka 2

Ne Haszea MixxHapod Haszea Koo Popma 3asisHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n | nikapcbko2 Ha diroyoi ATX eunycky 3asieHU 8UPO6H eionycky aHHs1 peecmpauyitiHo
0 3acoby HenameH | pe4yoeuUHU (nikapcbka Ka uKa 20
moeaHa ¢gopma, noceio4yeHHs1
Ha3ea* ynakoeka)

CTpOKamu, 3a3Ha4yeHnMn y
nepiogu4HOCTI NOAAaHHA
perynsipHvx 3BiTiB 3 6e3neku.

2. | MOKCU®PN Moxifloxac | mokcudpno - NMOPOLLIOK TOB YkpaiHa ApareH Nand IHais MepepeecTpalisi Ha HeoOMeXeHWN - He UA/19271/01/01
OKCALUHY | in KcauuHy (cybeTaHuis) y "®APMEK Cannc [lMpisat TepMiH nidnsizae
rigPpoxno rigpoxnop noaBinHMX creyn" Nimiten
PUQ ma nonieTMneHoBmnx
naketax ons
dhapmaLeBTU4HO
ro 3acTocyBaHHs
3. | PO3YBACT | rosuvastati | po3dyBacta - MOPOLLIOK AT Ykpaina UWxeussH Jleny Kutan MepepeecTpauis Ha HeobMexeHun - He UA/19085/01/01
ATUH n TWH (cy6eTaHuin) y "KNIBCbK dapmacbtoTikan TEPMiH nidnsizae
KAnNbUIO KanbLito noaBivHNX nn Ko., Iltg
nonietuneHosmx | BITAMIHH
nakeTax Ans 71

hapMaueBTUYHO 3ABOLO"
ro 3aCTOCYBaHHS

* gidrosioHo do iHghopmauii ogpiuitiHozo catimy Lienmpy BOO3 rio criienpaui 6 memodosnoaii cmamucmuy4Hux docrioxers (https://www.whocc.no/atc_ddd_index/)

HavaabHuk
DdapManeBTUYHOTO YIIPABJIIHHS Oaexcanap I'PIHEHKO
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