AKUIOHEPHE TOBAPHCTBO "Kuismeanpenapar”

Ceprudikar sxocti Ne 164941
Nudunozon®

Cepin 0095277

Cina 1ii/ aKTUBHICTb, MIKAPChKA kancyu no 150 mr, no 1 xancyni y 6aicrepi; no 1 Gnicrepi y nauli

Jopma Ta po3mIp i kancyna micTuTb! Qnykonasoiy, B neppaxysanti a 100 % peuosuny 150
Mr

Hasga Ta Tenegon BUPOOHHUKa AT «Kuismeanpenapam, /. (044) 490-75-22

Hassa kpainw/ xpail npH3HAYCHHA Ykpaina

JUis cepil

Peccrpariiiie noCBiAUEHN, TepMiH NoUA/5156/01/03, nic 6e3¢TpOKOBO

it

Poamip cepil 44703  Thc.yn

Jlata BupobHHUTBA 25.04.2024

TepMin npUAATHOCTI 4.00 p.

TTpuaaTini 1o 03.2028

VYmos# 30epiratus B opuriHalbHiit ynakositi, npu remneparypi e suine 25 °C

BupoOHuua 1bHuus Tinbruus Nel uexy 3 BUpOOHMUTE TBEPANX )opm rOTORMX IKAPCHKUX
3aco6is, JinpHuus Ne2 uexy 3 BHpOOHHULITBA TBEPIAHX ¢$opM rOTOBHX
aikapcpkux 3acobin

Aapeca BUpoOHHHO] AiNbHHLI Yxpaina, m. Kuis, By, Caxcarancokoro, 139

Anpeca Ta Micle IPOBEAEHHS Yipaina, 01032, M. Kuie, Byn. Caxcarancbkoro 139, Bifiin KoHTponio SKoCTi

KOHTPOJIO AKOCTI

Jlinensis Ha BUPOGHUUTBO AE Ne295498

CaifouTBO NMpO aTecTalilo No507 sin 16.02.2022 p.

Ceprudixar sianosignocti GMP Ceprudikar BiANOBIAHOCTI GMP Ne030/2023/GMP

11pOKOHTPONBLOBAHO BIANIOBITHO 1O MEKS1 JI3 no peccTpauifiHOTO NOCBLIMEHHA NoUA/5156/01/03, amiHa Nel, Teker

BUMOT mapxyBanHs 1o PY NoUA/5156/01/03 (uaxa3 MO3 sin 16.06.2021 Nel1225)

(Pe3ynbTaTHh aHanizy nasefeHi 8 Jlonatky 1)

J{o3BONEHO A0 peastizalii

«llum 8 3acBiONYIO. MO HABEACHA  BHINC inpopmauia € goctopipaoto  Ta  Tounoto. o cepito  npoaykuii 6yno supobneno
(BK/NIONAIOUM  NAKYBauUlA T4 MapKyBanHst) Ta [POBEIEHO KOHTPOTb fi AKOCTI Ha BHULC3A3HAYCHIH AinbapUl Yy NOBRIA BiANOBIAHOCTI
3 BMAMOraMM GMP. BCTAHOBNEHMMM MICUEBHM DETYIATOPHMM Opranom, a TaKoX BIANOBIAHO A0 cneundikauii, wo MICTATBCH Y
peccrpallilHoMy  BOCHE. Mporoxonn  supoOHMUTE3, NaKyBaHHs T4 auaizis  Gyi0 DeperisHyTo Ta  BCTaHOBICHO BIALOBIANICTS
GMP» 3
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Cepis

#% ARTERIUM

AKLioHepHe TOBapucTBO "Kviemegnpenapat”

Jonarox 1 no Ceprudixary AKOCTI

Ceprudikar anaiizy Ne 164843
Jupmozon®

Kkancy/m no 150 mr, o 1 xancyniy 6aicrepi; mo 1 Guictepi y nauui

1 KancyJjia MiCTHTh:

Kis-tb B cepii

Jlara BupoOHINTER

Jlara supaui

AHanis BHKOHaHO Y BiANIOBIAHOCTI 3

0095277
44,703 THe. YN

25.04.2024
10.06.2024

¢aykonasony, B neppaxyBatHi Ha 100 % pedoBHHY 150 mr

MEKSI JI3 no pecerpauiiinoro nocsiguenys NeUA/5156/01/03, smina Nel, Texer
mapKyBanhs 10 PY NeUA/5156/01/03 (naxa3 MO3 sia 16.06.2021 Nel225)

HailimeHy BaHHs NOKa3HHKa

Bumoru MKSVAHA

PesynsTar aHanisy

BrcHOBOK

Onuc

Taepai xenarobi kaucyiu Ne 1, xopryc
GipI030BOI0 KONLOPY, KPHILIKa 3€J1CHOTO
KOJILOPY.

Buict kancysm - nopouox Ginoro a6o
Maibke 6inoro koabopy, 6e3 saraxy

Bimmosinae

Binnosinae

InenTHikawis

A. Y®-cniextp

Bianosinae

Bianosinae

B. BEPX

Bimnosigae

Bignonigac

OnuopimHicTh K030BaHAX ORHHHIIE [IpufiManbHe THCIO HOBKHHE BiANOBiLATH

sumoram JOY/€D, 2.9.40.

Binnosinae

Biznnosisae

Po3uuseHHsA, %

Ilpenapar OBUHEH BUTPUMYBATH BHMOTH
LIOV/ED, 2.9.3 1o kpuTepiis
ApUAHATHOCTI CTYREHd POIYHHEHHA NPU
PErnaMeHTOBaHOI CTYTNCHA PO3MHEHHS
(uyxonasony (Q) 75%.

Bignosinae

Bianosizac

CynposigHi AoMitIky,%

Jlomimxka A — He Ginpwe 0,4 %

Binnosinae

Bimmosizac

Tomitoka B — xe Ginviue 0,3 %

Binnosigae

Bianosinae

Tomimxa C - se Ginbie 0,1%

Bimnosinae

Bimnosigac

Byab-sika HeifeHTuhikoBaHA ZOMILIKA - HE
Ginbiue 0,20 %

Bimiosiaac

Bianosinac

Cyma foMitoK — He Ginbie 1,0 %.

Bianoeigac

Bimnosinae

Mixkpo6ionoriuxa 9ucToTa

KpwuTepii npuitHATHOCTI: 3araiibHe 4HCIo
aepoGunx MikpoopraHismis (TAMC) -
1000 KYOsB I T.

* . KOHTPOMOETHCA KOXKHa 10-1a cepis

Bignosigae

Bignosigae

Kpurepii npuifHaTHOCTI: 3aranbHe YHCHO
APDKIKOBHX i TLTiCeHEBUX TpHOiB (TYMO)
-100KYOs 1T

* _ OHTPOMOETHCA KOKHa ) 0-Ta cepis

Bignosinac

Bignosinae

Biacytricts Escherichia colis 1.
* _ KOHTpOMOETHCA KoXHa 10-Ta cepin

Bianosiaae

Bianosijae

KinbkicHe BU3HAUEHHS, MT

BMicT (pIYKOHA30JY B Kancysi Mac GyTtH
Big 143,0 Mr 5o 157,0 Mr

1519

Biosinae

MapxyBaHHs

3riauo MK




& AXTERIUM

AxuioHepHe ToBapucTBo "KuiBmegnpenapar”

Honarok 1 no Ceprudikary sxocri
Ceprudikar ananmizy Ne 164843

Judaiozon®
Ne | HaliMenyBanHs nokasHuka Bumoru MIC/AHJ Pesynbrar ananisy Bucrosok
9 | Ynakoska 3rigno MK Bimnoginae Binnosigae
Tepmin npuaarHocti: 4.00 pokis [Npunaruuii no: 31.03.2028
YMoBH 36epiranus: B opurinanbhiii ynaxkosui, npu Temneparypi ne sume 25 °C
BucHoBku: Binnosinae sumoram MKJI JI3 no peccrpauiiinoro nocsinsenns NeUA/5156/01/03, 3mina Nel, Texcr

mapxysanus 1o PY NeUA/5156/01/03 (nakaz MO3 sig 16.06.2021 Ne1225)

Havansuux BKA




