% ATERIUM

Axuionepre TosapueTso "Kuismeanpenapar”

Ceprudixar sixocti Ne 154023
Ilen-I'epneBip®

Cepin

0091687

Cnuna ail/ akTHBHICTS, Jikapebka
(opma Ta poamip

kpem 10 mr/r
| I Kpemy MicTHTBL NeHLMKA0BIpY B nepepaxyiiky Ha 100% pevopuny - 10 mr

Hazga Ta resedon Bupobruka

AT «Kuismeanpenapar, 1/d. (044) 490-75-22

Hazssa xpainu/ kpain npusnaucHus
Juis cepif

Ykpaina

Pecctpauiitiie nocsinuenns, tepmin
At

NeUA/17283/01/01, nie Gesctpokoso

Poamip cepit 45,826  THC.yn
Jlata BupobuuuTBA 14.02.2024
Tepmin npujarnocti 3.00 p.
[Mpunaruuii no 01.2027

YmosH 30epiranns

B opurinanenii ynaxosui, npu Temnepatypi ne suie 30 °C.

Bupobuuua ninbhuis

Jinvuuus 3 BupoBHULTBA M'SIKHX dopm wexy 3 BHpoOHHLTBA TBEPAHX GopM
rOTOBHX JliKAPCLKHX 3aco0iB

Anpeca BHpOGHHYOT HiabHULL

Ykpaina, M Knis, np-1. [epemoru, 120

Ajzpeca Ta Micle npoBeieHHs
KOHTPOJIO HKOCTI

Yipaina, 01032, m. Kuis, Byn. Caxcaranceroro 139, Biaain koutponio skocri

Jlinensin Ha BUpoGHUIITEO

AE Ne295498

CBiZ0UTBO Npo aTectauiio

Ne507 sin 16.02.2022 p.

Ceprudikar sianosiznocti GMP

Ceprudikar sianosinnocti GMP Ne021/2023/GMP

IpoxouTponsoBano sianosiano 1o
BUMOTI

MKS1 JI3 no peecrpauiiinoro nocsiguenns NeUA/17283/01/01, 3mina Nel,
Ne2, 3mina (nakas MO3 sin 14.03.2023 Ne 490), Teket Mapkysauus 10 PI1
NeUA/17283/01/01 (naka3 MO3 Bia 21.03.2019 Ne 629) (PesynutaTy ananizy
HasejcHi B Jlonatky 1)

(BEAIOYAKOMH
3 BHMOTaMH
peceTpamiiinomy
GMP»

Jlo3soneno no peanizauiv
«llum 5 saceiavyio, w0  uHapeseHa  Buuie

nocse.  Ilporokosiu

YnoeHoBaxeHa ocoba 3 SKoCTi

BHPOOHHIITRA,

inopmalia ¢ aoctopipuoio  Ta Tounow. Lo cepito  npoaykuii  Gyno

MAKYBAHHA T4 MAPKYBAHHA) Ta NPOBCACHO KOHTPOAL 11 AKOCTI HA BMILC3A3HAYEHIN QIALHMUI Y NOBHI  BIAMOBIANOCTI
GMP, BCTaHOBACHMMH MICUEBUM DEryISTOPHHM OPIAHOM, a TAKoK BIANOBIAHO 1O cnewikaniii, mWo MiCTATHCA )

NaKkyBaHHs Ta aHanizis  OyNo  neperisHyTo Ta  BCTAHOBIEHO
,4/' l
7L¥ Caitnana MAJIbBIHA

BIANOBIICTH




AKUiOHepHe ToBapuCcTBO "Kuismeanpenapar”

Honatok 1 no Ceprudikary sxocti
Ceprudikar ananizy Ne 152900

Ilen-I'epnerip®

kpem 10 mr/r

I 1 kpemy micTuTe nenuuKka0Bipy B nepepaxynky wa 100% peuoBuny - 10 mr

Cepis

Kin-7e B cepii
Jlara supobuuiTea
Jlara sugaui

AHJII3 BHKOHAHO Y BiATIOBIAHOCTI 3

0091687
45,826 e, yn
14.02.2024
22.03.2024

MK JI3 a0 pecerpauiiinoro nocsimenns NeUA/17283/01/01, smina Nel, No2, 1atina
(naka3 MO3 sin 14.03.2023 Ne 490), Texer smapkysauns g0 PIT NeUA/17283/01/01
(naka3 MO3 Bia 21.03.2019 Ne 629)

Ne | Hafimenysanus nokaznmka Bumorn MKSI/AHL Pesynbrar ananisy BucHosox
1 Onuce Kpewm Ginoro abo maibxe 6inoro konsopy Bianosinac Bianosiiac
2 Lnenwmndikanin A. Y®P-criextp Bianosizac Bignosiac
B. Uac yTpuMyBaHHa niKy NCHUHKIOBIpY Binnosiuae Bignosiaac
Ma€ CriBnajgaTH 3 4acoM YTPHMYBaHHA
Niky Ha XpOMATOrpaMi PO3YHHY
NOPIBHSAHHA
3 Bo:a Bin 25,1% no 30,7% 27.4 Briunosi tae
4 | OuHopianicTn He NoBHHHI BUABAATHCS BUANMI YacTKH, Bianosizae Bumnosinac

CTOPOHHI BKIOYEHHS, 03HAKH
HeCcTabINbHOCTI: arperaiis | KoanecueHL s
HYACTHHOK, Koaryisiis.

5 | Maca BMicTy ynakosku, r

Cepesn maca BMicTy 10 Ty6 noBuHEa Binnosisiae Bizunionitac
Gy He MEHILIE HOMiHANLHOI.

Maca micTy kosHoi TYGH noBriHa GyTH Binnosixac Bianosiac
He menule 90% Bia HOMIHANBLHOT.
6 | Cynposiaxi nomMinike, % Byap-sixa nomiwka - ve Ginswe 0,5% 0 Bianosiaac
Cyma Beix gomiwox - He Ginbe 1,0% 0 Bianosiae
7 MikpoOioioriuna uncrora Kpurepii npuitnaTHocTi: 3aransse yncio Bianosinac Bianonizae
aepobuux mikpoopranismis (TAMC) — 100 1< 20 KYO/
KYOs |
Kpurepii npuitiarHocti: 3aranbhe uncio Binnosizac Biwogiac
APiAKOBUX | naticenenux rpubis (TYMC) /< 10 KYO/
- 10KYOsB I
BincytHicts Pseudomonas aeruginosa ta Bignosinae Bianosiaac

Staphylococcus aureus B 1 ¢

8 KinbkicHe BU3HaueHns, Mr

A. BMicT neHumknosipy B 1 r npenapary 10 Biomoinae
nosuHHO OyTh BN 9,5 Mr 10 10,5 mr.

B. Bumict nponunedranxons g | r 4006,6 Bianoesizac
npenapary noeuxHo 6yTH Bij 396,0 Mr 10
438,0 mr

9 Ynakoska

3rigno MK Binnosinae Biaio




&% AXTERIUM

AkuioHepHe ToBapucTeo "Kuiemeanpenapar"

Honarox 1 1o Ceprudikary sxocti
Ceprudikar ananizy Ne 152900

IMen-T'epnesip®
Nao I afimenysanns noxasuuka Bumoru MKSI/AH Peaynsrar ananizy Bucnosok
10| Mapkysanus 3riano MKJSI Bisnoginae Bianosiaac
Tepann npuaarnocri: 3.00 poxis lpuaarsnii go: 31.01.2027
YyoBH 30epiranHs: B opurinassuiii ynakosui, npn remnepatypi ne sume 30 °C.
Buchonkn: Bianosinae Bumoram MKSI JI3 no peecrpauniiinoro nocsizuenns NeUA/17283/01/01, smina Nel, N2,

3mina (naxa3s MO3 nia 14.03.2023 Ne 490), Texer uapuynmmn no PIT MeUA/17283/01/01 (nakas
MO3 Bin 21.03.2019 Ne 629)
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