MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

03 >xoBTHsA 2022 pOKy Ne 1789

IIpo eKcTpeHy [ep)XaBHy peecTpamii0 JKAapCbKHX 3aco0iB, MeJUYHHX
iMmyHoOio/TOriyHMX TmIpemapariB, 10 BHPOO/IAKTHCA ab0 MOCTAYAOTHCA B
YKpaiHny npoTArom nepiojy Aii BOEHHOT0 CTaHY, ITi/| 30008’ i3aHHA

BignosigHo mo cratri 9 3akoHy Ykpainu «IIpo mikapchbki 3acobu», ab3ary
IBaALATE CbOMOTO MiANMYHKTY 12 nyHKTYy 4 ITosokeHHs 1po MiHICT@pPCTBO 0XOPOHU
3[I0pOB’sl YKpaiHH, 3aTBep/pkeHoro mocraHoBoto Kabinety MiHicTpiB Ykpainu Bif
25 6epesnst 2015 poky Ne 267 (B pepaxiiii moctaHoBu Kabinety MiHicTpiB Ykpainu
BiZ 24 ciuns 2020 poky Ne 90), nynkry 3 [TopsiiKy eKCTpeHOi Jiep>KaBHOI peecTparil
nmiKapchbKuX 3acobiB, MeJUUHKX iMyHOOiO/OTiYHMX IIperapariB, TperapariB KpOBi,
1110 BUPOOJIsTIOTECST ab0 MOCTauaroThCsl B YKpaiHy TPOTSATOM I1epiofly Ail BOEHHOTO
cTaHy, 1M 3000B’s3aHHS, 3aTBEepP/PKEHOr0 TI0CTaHOBOIO Kabinety MiHicTpi
Ykpainu Big 15 kBiTHA 2022 poky Ne 471, Ha mifcTaBi pe3yJ/bTaTiB IepeBIPKU
peecTpariiHiX MaTrepiasiB JlikapCbKUX 3ac00iB, 1[0 T0/laHi Ha eKCTPeHY Jep’KaBHY
peecTpalito, MPOBeJeHUX [epKaBHUM MiANPUEMCTBOM «[lep>KaBHUM eKCIIepTHUU
LeHTp MiHicTepcTBa OXOpPOHHM 3[0pPOB’Sl YKpaiHW», BUCHOBKIB 3a pe3y/bTaTamu
TepeBipKM JIOKYMEHTiB Ha JiKapchKui 3acib, MeauuHui iMyHOOiomoTiuHui
ripernapar, Mpenapar KpOBi, MOJaHUM Ha eKCTPeHY Jep>KaBHy peecTpalito, Bix 09
BepecHs 2022 poky Ta Bif 12 BepecHs 2022 poky, peKOMeH/allik iX 10 eKCTpeHOoi
Jlep>KaBHOI peecTpailiii abo BiIMOBHU y TakiH,

HAKA3Y1O:

1. 3apeecTpyBaTi Ta BHecTH [0 [lep)kKaBHOTO peeCTpy JiKapChbKUX 3acobiB
YKpaiHu JiiKapchKi 3ac00U 3TiZIHO 3 J0/JaTKOM.

2. KOHTpPOJIb 3a BUKOHAHHSIM L[bOT'0 HaKa3y IOKJIAaCTH Ha IepLIoro 3aCTyITHUKA
Minictpa Komapiay O.O.

MiHuicTp BikTop JIAILIIKO



ITEPEJIIK

JoaaTok
[0 Haka3y MiHicTepcTBa 0X0poHH

370poB’st YKpaiHu «IIpo eKcTpeHy jep>kKaBHY
peecTpariio JIiKapcbKoro 3acody, 1mo
BHPOOJISIETHCSA 200 MOCTAYaEThCA B YKpaiHy
MPOTAroM nepioAy /Aii BOEHHOT0 CTaHy, mij
3000B’I3aHHA»

3APEECTPOBAHMUX 3A IPOIIEAYPOIO EKCTPEHOI JEP)KABHOI PEECTPAIIII JIIKAPCHKHNX 3ACOFIB,
MEJUYHNX IMYHOBIOJIOI'TYHUX ITIPEITAPATIB, ITPEITIAPATIB KPOBI, IKI BHOCATBCSH 1O
JEPXXABHOTI'O PEECTPY JIIKAPCBKMNX 3ACOBIB YKPAIHU

Ne HasBsa nikapcbko2o 3acooy dopma sUMyCKy 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknam Homep
n/n (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa BionyckKy yBaHHs1 | peecmpayiliHo20
ynakoska) nocsioyeHHs
1. MEPKANTONYPUH Tabnetku no 50 mr, no Mictpan AHrniA BMPOGHMLITBO rOTOBOT IcnaHis peecTpauia Ha 1 3a He UA/19675/01/01
TINTIOMEL 50 MIr 25 TabneTok y dhnakoHi Kenitan nikapcbKoi hopmn, nepBrHHa pik peuyenmom | nidssizae
TABJIETKU FrEHEPIK B nauui MeHeaXMeHT Ta BTOPMHHa ynakoBKa,
Nimiten KOHTPO/b cepii, BUMYCK cepii:
I8IPAPMA OE3APPOIO
®APMALIEBTIKO, C.N1.,
Icnanis;
KOHTPO/b cepii:
IHOAPMEWA, C./1., Icnakis;
BTOPMHHA ynaKkoBKa:
NABOPATOPI ®YHOALIO
LAY, IcnaHis;
BTOPMHHA ynaKkoBKa:
NABOPATOPI3 EHTEMA,
C.J1., IcnaHis
2. PUDAMMILNH 150 MI - TabneTku, BKpUTI NMonin Nimiteq IHAjs Tonin NTA. IHAisa peecTpadis Ha 1 3a He UA/19676/01/01
IBOHIA3UA, 75 M - NNIBKOBOK 060JI0HKOIO, piK peyenmom | nionsizae
NMIPASNHAMIA 400 M - no 28 TabneTok y
ETAMBYTONY 6nicTepi; no 24 6nictepn
rigpoxnoprup 275 mMr Y KapTOHHIlA ynakoBuj
TABNETKN &.CLUA
(RIFAMPICIN 150 MG -
ISONIAZID 75 MG -
PYRAZINAMIDE 400 MG -
ETHAMBUTOL
HYDROCHLORIDE 275 MG
TABLETS USP)
3. PUDAMMILNH 150 MI - TabneTku, BKpUTI Nionin Nlimiteq, IHgis Tonin N4, IHais peecTpauis Ha 1 3a He UA/19677/01/01




thnakoHun no 5 mn (10
[o3), abo no 10 mn (20
003) no 10 donakoHiB y
KapTOHHIN Kopo6Lii

Ne HasBsa snikapcbko2o 3acooy ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknam Howmep
n/n (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky yBaHHsI | peecmpayiliHo20
ynakoska) nocsioyeHHs1
I3OHIA3UA 75 Ml NAiBKOBOK 060IOHKOH, pik peyenmom | nidssi2ae
TABJNETKN no 28 tabneTtok y
6nictepi, no 24 6nictepn
Y KaPTOHHII yrnakoBLi
4. TETATOKC | TETATOX CyCneHsia Ans iH'ekuin, ToBapucTso 3 YkpaiHa BB-HUINA NTa. Bonrapis peecTpauis Ha 1 3a He UA/19678/01/01
0,5 mn (1 gosa); amnysnu obmexeHor pik peyenmom | mniossi2ae
no 0,5 mn (1 posa) 10 BignoBigasbHi
a6o 50 amnyny cTio "dapma
KapTOHHI kopobuy; Nanidg"

B.o. I'eHepanbHOro jupeKTopa
dapManeBTUYHOI0 AUPEKTOpPaTy

Isan 3AZIBOPHUX
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