MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

22 yepBHs 2022 poky Ne 1080

IIpo eKcTpeHy [ep)XaBHy peecTpamil0 JKapCbKHX 3aco0iB, MeJUYHHX
iMmyHoOio/TOoriuHMX mNpenapariB, mHpenapariB KpoBi, 1[0 BHPOO/IAITHCA ado
[I0CTAaYalTbCsl B YKpaiHy NOpOTAroM ImnepioAy Aii BOEHHOr0 CTaHy, Hmij
3000B’s13aHHA

BignosigHo go cratti 9 3akoHy Ykpainu «IIpo mikapcbki 3acobu», ab3aily
JBaJUSTb CbOMOro miAnyHKTy 12 nyHKTy 4 [To/io)keHHst mpo MiHICTepCTBO 0XOPOHU
3/I0pOB’s1 YKpaiHu, 3aTBep/pkeHoro rnocraHoBoro Kabinery MiHicTpiB YKpainu Bia
25 6epesnst 2015 poky Ne 267 (B pepaxiiii moctaHoBu Kabinety MiHicTpiB YKpainu
Bif 24 ciuns 2020 poky Ne 90), nyHkTy 3 ITopsifiKy eKCTpeHOl Jep>KaBHOI peecTpariil
MKapCchbKUX 3aco0iB, MeJUUHHX iMyHOOiO/OTiUHKX ITperapariB, ITperiapariB KpoOBi,
110 BUPOOJISAIOTHCSE ab0 TOCTauaroThCsi B YKpaiHy TPOTSTOM Tepiofy [ii BOEHHOTO
CTaHy, Tif 3000B’s3aHHs, 3aTBep/KeHoro I1ocTaHoBoro KabiHety MiHicTpi
Yxpainu Big 15 kBiTHa 2022 poky Ne 471, Ha mifcTaBi pe3y/bTaTiB IlepeBipKu
peecTpaliifHuX MaTepiasiB JIiKapCchbKUX 3acobiB, 1[0 TI0/jaHi Ha €KCTPeHy /iep’KaBHY
peecTpallito, MPOBeIeHUX [ep>KaBHUM MiJIPUEMCTBOM «/lep>KaBHUM eKCIIepTHUM
LleHTp MiHicTepcTBa OXOpPOHU 370pOB’S YKpalHW», BUCHOBKIB 3a pe3y/jabTaTamu
TepeBipKM JIOKYMEHTIB Ha JliKapChbKuM 3acib, MeauuHuii iMyHOOioJoTiuHuM
rpernapar, rnpenapaT KpOBi, MOJaHUM Ha eKCTPeHY [lep)KaBHy peecTpalito, Big 16
yepBHs 2022 pOKy i peKoMeHjallii iX [0 eKCTpeHOI JeprkaBHOi peectpariii abo
BiZIMOBHU Y TaKiu

HAKA3Y1O:

1. BiZMOBUTH y eKCTpeHil Jiep>KaBHiW peecTpaLiii Ta BHeCeHHi 10 [ep>kaBHOro
peecTpy JikapchbKHX 3acob6iB YKpaiHU /iKapchbKoro 3acoOy 3rifiHo 3 mepesiikoM

(mogaTok).
2. KoHTpOJIb 32 BUKOHAHHSIM 1[bOT0 HaKa3y 3a/MIiaio 3a co0oro.

ITepuinii 3actynHuk MiHicTpa Onekcangp KOMAPIJIA



NMEPENIK

Jopatoxk
Jlo Haka3y MiHicTepcTBa 0X0pOHH

30poB’st YKpainu «IIpo eKcTpeHy /iep>kKaBHY
peecTpauiio JTiKapcbKUX 3ac00iB, MeHUHHAX
iMyHoGio/10riuHNX NMpenaparis, npenaparis
KPOBI, 1[0 BUPOO/IAIOTECA a0 MOCTAYaI0THCA
B YKpaiHy NpoTAroM nepioay /ii BOEHHOT0
CTaHy, mij; 30008’ sI3aHHA»

Bi 22 yepBHs 2022 poky Ne 1080

NIKAPCbKMX 3ACOBIB, MEAVYHWX IMYHOBIONONIYHMX NPENAPATIB, MPEMNAPATIB KPOBI, IKUM BIMOBJIEHO ¥
JEPXABHI PEECTPALIIl 3A MPOLIEAYPOIO EKCTPEHOI JEPXXABHOI PEECTPALLII TA BHECEHHI A0 AEP)XABHOIO
PEECTPY NIKAPCBHKUX 3ACOBIB YKPAIHU

IH'EKLLIV | IHDY3IA
IASCORBIC ACID
150 MG/ML
CONCENTRATE
FOR SOLUTION
FOR INJECTION /
INFUSION

KapTOHHIli KopoobLi

MapKyBaHHS, BTOPUHHE MaKyBaHHS,
KOHTPOJIb SIKOCTi (Pi3MKO-XiMiYHMIA) Ta
BUMYCK Cepii:

Macko chapmauoiiTiwe Mpenaparte
'M6X, HimeyunHa;
MapKyBaHHS, BTOPUHHE MaKyBaHHS:
Macko chapmauoiiTiwe Mpenaparte
vM6X, HimeuuunHa,;
BiANOBIAA/IbHNIA 38 PO3MILLEHHS
efleMeHTIB 6e3Mnekn Ha yrnakoBKax:
Mpectnx NMpomoyLueH
BepkaydcoepaepyHr Ta Bepbecepsic
Mv6X, HimewunHa
abo
MpecTtnx MNpomoyLueH
BepkaydcchoepaepyHr Ta Bepbecepsic
vM6X, HimeuunHa
abo
Mpectnx MNpomoyLueH
BepkaydcdoepaepyHr Ta Bepbecepsic
'm6X, HimeuunHa
BMMNPOBYBaHHSA KOHTPOJTIO SKOCTI
(apceH):

Beprxod AHaniTUK yHA,
YMBenbTeHXiHIpiHT FTM6X, HimeuunHa;
BUNPOGYBAHHS KOHTPOJIO SAKOCTI
(6ion0riyHiI/MiKkpOGIOOriYHI/CTEPUNBLHOCTI

Ne Ha3ssa sikapcbko20 Popma surnycky 3asasHuUK Kpaina Bupo6HuK KpaiHa Peecmpayi Ymosu Peknam Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa liHa BIiONycKy | yBaHHsI peecmpayjiliHo2o
ynakoska) npoyeoypa nocBi0O4Y€eHHs1
1. ACKOPBIHOBA KOHLeHTpaT ans Macko HimeuyunHa BMPOBOHULTBO, NEPBMHHE NaKyBaHHS, HimeyunHa peecTpavuis 3a He UA/19507/01/01
KNC/IOTA 150 PO3umnHy ANs iH'ekuin |chapmavoiiTie BMNPOBYBaHHA KOHTPO/IO SKOCTi (06'eM Ha 1 pik peyenmom | niosisieae
mrimn [ iHdpy3iit no 50 mn 'y Mpenaparte LLIO BUTSAraeTbCs):
KOHUEHTPAT AN | dnakoHi, no 1 6X Contocpapm PapmarioiiTiile
PO34YUHY And dhnakoHy y EpuoiirHicce Mv6X, HimeuuunHa,
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Ne
n/n

HasBsa nikapcbko2o
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayi
liHa
npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayiliHo2o

nocsio4YeHHs

Na6op NIC CE Ta Ko. KI', HimeuunHa

BITAMIH C MACKO
150 MM/
KOHLIEHTPAT Ans
NPUrOTYBAHHS
PO3UUHY ANA
IH'EKLLIA | IHDY3IiA
I VITAMIN C
PASCOE 150
MGIML
CONCENTRATE
FOR SOLUTION
FOR INJECTION /
INFUSION

KOHUEeHTpaT ans
NPUroTyBaHHA
PO34YMHY ANS iH'EKLi
/ iHdpy3iii no 50 mn 'y
thnakoHi; no 1
dpNnakoHy y
KapTOHHI Kopo6Lyi

Macko
thapmauoliTille
Mpenapare
M6X

HimeyunHa

Bnpo6HWLTBO, NepBUHHE MakKyBaHHS,
BUNPOBYBaHHS KOHTPOIHO SIKOCTi (06'EM,
LLIO BUTAraeTbCs):
Contodhapm PapmarioiiTie
EpuolirHicce Mv6X, HimeuuunHa,;
MapkyBaHHs, BTOPYHHE MakKyBaHsi,
KOHTPO/Ib SKOCTi (i3MKO-XiMiYHWMIA) Ta
BUMYCK cepii:

Macko chapmauoiiTiwe Mpenaparte
m6X, HimeuunHa,;
MapkyBaHHs!, BTOPUHHE MakKyBaHHS:
Macko chapmauoiiTiwe Mpenaparte
v6X, HimeuunHa;
BignoBiganbHuiA 3a po3MiLLEHHS
efleMeHTIB 6e3Mnekn Ha ynakoBkax:
Mpectnx MNpomoyLueH
BepkaydcdoepaepyHr Ta Bepbecepsic
'M6X, HimeuunHa;
BignoBiganbHuiA 3a po3MilLeHHs
efnleMeHTIB 6e3nekn Ha ynakoBKax:
MpecTtunx MNpomoyLueH
BepkaydcchoepaepyHr Ta Bepbecepsic
'M6X, HimeuunHa
BignoBiganbHuii 3a po3mileHHs
efleMeHTIB 6e3Mnekn Ha ynakoBKax:
Mpectnx NMpomoyLueH
BepkaydcdoepaepyHr Ta Bepbecepsic
Mm6X, HimewunHa
Bunpo6yBaHHSA KOHTPOJIKO AKOCTI
(apceH):

Beprxody AHaniTUK yHA,
YmBenbTeHxiHipiHr TM6X, HimeuunHa
BrnpobyBaHHA KOHTPOSO AKOCTI
(6ionorivHi/mikpobionorivHi/cTepunbHOCTI

):
Na6op IC CE Ta Ko. KI', HimeuunHa

HimeuyunHa

peecTpauis
Ha 1 pik

3a
peyenmom

He
nionsieae

UA/19508/01/01

MEPKAMNTOMNYPUH
-BICTA

Tabnetku no 50 mry
onakoHi B mauw,i

Mictpan
Kenitan
MeHeXmeHT
Nimiten

AHrnis

B1pO6HMLTBO roTOBOT NiKapChKOI
chopmu, NEPBUHHA Ta BTOPUHHA
ynakoBka, KOHTPO/1b cepii, BUNYCK cepil:
1AIPAPMA [E3APPO/O
OAPMALIEBTIKO, C.J1., IcnaHis;
KOHTPO/b Cepil:
IHGPAPMEWA, C./1., Icnanis;
BTOPUHHA YNaKoBKa:

IcnaHis

peecTpavuis
Ha 1 pik

3a
peyenmom

He
nidnsieae

UA/19509/01/01
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(h/1aKOH Y KapTOHHIA
Kopo6u,i

CTepWIbLHOCTI Ta 6akTepiasibHMX
€HJ0TOKCUHIB):
TumoopraH ®apmauie MM6X,
HimeuuunHa;

Brpo6HuK, BiANOBIAaIbHNI 3@ KOHTPOSb
cepii 3a NoKasHMKamy CTepU/IbHICTb i
6aKTepiasibHi €HOOTOKCUHN:
Nabop /IC CE & Ko. KI, HimeuunHa;
Bnpo6HWK, BignoBigaibHuii 3a KOHTPO/Ib
cepii 3a NoKasHMKamy CTePUbHICTb i
6akTepiasibHi EHA0TOKCUHMN:
Biokem J/labop dbtop Bionoriwe yHA,
ximiwe AHanitik F'M6X, HimeuunHa,;
Brpo6HuK, BiANOBIAa/IbHNI 38 BTOPUHHY
ynakoBKy Ta BUMYCK cepii:
Eiiua6ntOA nesenonveHT M6X,
HimeuunHa

Ne | Hassa nikapcbkoz2o ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayi Ymosu Peknam Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA tiHa BIONYycKy | yBaHHSI peecmpayiliHo2o
ynakoska) npoyedypa nocsio4eHHs1
NABOPATOPI ®oYHOALIO JIAY,
Icnaris;
JTABEOPATOPI3 EHTEMA, C.J1., Icnanis
4, TIOTEMNA-BICTA NMopoLoK AN Mictpan AHrNIA Brpo6HuK, BianoBiganbHuii 3a HimeyunHa peecTpauis 3a He UA/19510/01/01
KOHLleHTpaTy ons Kenitan BUPOBHMLTBO rOTOBOI JTiKapPChKOT Ha 1 pik peuyenmom | nidssi2ae
PO34mnHy Ans MeHempKMeHT chopmMK, NEPBMHHY YNaKkoBKYy Ta
iHdpy3ii no 100 wr, Nimitep KOHTPO/b Cepii (OKPiM KOHTPO/II0

B.o. I'enepanbHoOro gupexkropa /lupekropary
(hapManieBTUYHOTr0 3a0e3neuyeHHs

Isan 3AZIBOPHUX
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