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AkilioHepHe TOBAPHETRO "KuisMeinpeniapar’

Ceprudixar skocTi Ne 179121
ladana®

Fepbl 0103920
Cuna Iii/ aKTHBHICTb, NIKAPChKA xancyay 1o 300 mr, 110 10 xancyn y 6micrepi, 2 GricTepy B Maulli
dopma Ta po3Mip 1 kancyna mictats: 300 MT nperabaliny y NepepaxyHKy Ha cyXy PEYOBHMHY
Hassa Ta Teaedo BHpodHHKa AT «lKismenpenapars, T/d. (044) 490-75-22
Haspa Kpaisn/ KpalH NpH3Ha"eHHA Vipaina
s cepii
PeecTpaniiiie NOCBIAYEHHA, TepMiH NeUA/14764/01/03, nie Ge3cTpoKOBO
aii
Posmip cepii 24,332 THC. YO
JlaTa BpOOHULTEA 24.09.2024
TepMiH NPHIATHOCT 3.00 p.
TlpuaarHui 10 08.2027
Vmopu 3bepirans B opuriHanbHii yrnakoBli, NpH Temneparypi He BHie 25 °C.
BupobHuya AiNbHATA Tlinpauus Nol Lexy 3 BUpOOHMUTES TBEPIUX (hopM TOTORHX JiKAPCHKHX

saco6is, dinpunusa Ne2 uexy 3 BUPOOHMLITBA TBEPIMX (opMm roTGBHX
nikapchKHX 3ac00iB

AJpeca BHPOOHHYOT JIBHALL Vipaina, M. KniB, ByIL. CakcaraHcpkoro, 139

AJlpeca Ta Miclie [pOBCISHHA Vipaina, 01032, m. Kuis, Bys. Caxcarancokoro 139, Biwrin KOHTpOIIO SKOCTI
| KOHTPOIO AKOCTI

Jliuen3is Ha BUPOOHULTBO AE Ne295498

CpiZoLTBO NPO aTecTalilo Ne507 Bin 16.02.2022 p.

CeprrdikaT BIINOBIIHOCTI GMP Ceprudikar piznopigHocti GMP Ne030/2023/GMP

[ IpOKOHTPOILOBAHO BIANOBIAHO A0 MK J13 no PIT NeUA/14764/01/03, 3mina (naxas MO3 sia 07.09.2023 Ne
BHMOT 1593), 3mina (#axas MO3 Bin 29.04.2024 Ne732), 3Mina TCKCT MapKyBaHHA
10 PIT NeUA/14764/01/03 (nakas MO3 Bin 12.10.2020 Ne2313) (PesynbTaTh
ananisy Hapejieni B Jlonatky 1)

Jlo3BONICHO A0 Peanizauil
«lluM  # 3acBIOMYIO, IO HaBeAEH2  BHIIC inQopmatis € JOCTOBIPHOK) Ta TOUHOK. Lo cepiro mpoaykuii ©yno pupobieHo
(BKnouaKOYH MAKYBAHHA Ta MapKyBaHHA) Ta TPOBEACHO KoHTpONL 1[I SKOCTI Ha BHlIe3a3HaueHid  DinbEMLL Y roBHil  BIANOBIANOCTI
3 BUMOTaMH GMP, BCTAHOBJNEHMMM MiCLEBHM PETYNATOPHIM OpraHoM, a TaKoK pinnosimio Ao cneunbixauid, wo MICTATHCA Y
peecTpauiitsomy  socee.  TIpoTokonn pupobHMUTE, NaKyBalli Ta ananizis  Gyno meperAlyTo Ta  BCTAHOBICHO BIJIMOBIIHICTL
GMP»

VhopHopakeHa ocoba 3 SKoCTI . ' (L (s Mapis TONIOUIA
03.10.2024 4




Cepis

Kin-ts 8 cepil
Jlara supoGHHLTBA
Jlara suaasi

AHanis BUKOHAHO Yy BUIMOBIAHOCTI 3

VY
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AKUiOHEpHE TOBApPWUCTBO "KuipmeanpenapaT"

Jlomarox 1 no Ceprudixary SIKOCTI

Ceprrdixar ananisy Ne 179066

Ta0ana®

kancyan no 300 mr, no 10 kancyay Gaicrepi, 2 Gaicrepy B nadui

1 kancyaa MicTHTs: 300 mr nperabaniny y

0103920
24,332 Tue. yn

24.09.2024

03.10.2024
MK JI3 no PTI NeUA/14764/01/03, 3mina (nakas MO3 sia 07.09.2023 Ne 1593), smina

nepepaxyHiKy Ha CyXy peuoBHHY

(naxa3 MO3 Bin 29.04.2024 Ne732), 3mina TeKCT MAPKYBaHHA 10 Pl

NeUA/14764/01/03 (naxasz MO3 sin 12.10,2020 Ne2313)

No | HalimenyBaHHs NOKa3HHKa Bumoru MKSI/AH Pesynbrar aHanisy BHCHOBOK

1 Onue Taep/i XenaTHHOBI KANCy/H HOMEPOM , Bianosinac Bianosiaac
KOPITYC Ta KPHILIKA
nepnaMyTpoBo-GIaKHTHOIO KOIbOPY.
BmicT Kancysin - nopoiox 6iroro abo
maiixe 6170ro KOILOpY.

2 | lnenTndikamis A. 1Y-cnekrp Binnosinae Bignosijac
B. BEPX Bignosijae Bianoeizac

3 OAHOPIAHICTL A030BAHHX OJIHHHILL TpuiiMaibHe HHCI0 Ma€ BiANOBIAATH Bimnosinac Biarnosinae
puMoraM, 3asHauenis 8 10V, 2.9.40.

4 | Posunnenns, % Jlikapcbkuii 3aci6 Mae BUTPHMYBATH Bianosinae Bignosinac
sumorn J1OY, 2.9.3 npu
pernaMeHToBaHOMY CTYMEH] PO3UHHEHH
nperaGaniny (Q) 80% 3a 30 xs.

5 | Cynposinsi JoMiniKy,% Jlomimka A - e G6inpie 0,2 % 0,01 Bignosinac
Tlomiuika B - ne Ginewe 0,2 % 0 Bianosiae
Tomiuixa C - ve Ginvwe 0,2 % 0 Bianosigace
Tomimxka D - ne Gimsue 0,2 % 0 Bianosigac
Byzib-sika iHIa LoMimka - ne Giibiue 0,2% 0,17 Bianosinac
Cyma somiuiok - ve Ginbwe 1,0 % 0,36 Binnosinac

6 | MikpoOionoriyHa HHCToTa Kpurepii NpUAHSTHOCTI: 3araibHe HHeno Bianosigae Bianosizac
aepOBHHUX MIKPOOPTaHI3MiB (TAMC) -
1000 KYO B 1 T*. - KOHTPONIOETLCA KOXKHE
10 cepis, ane He menue 1 cepii B piK
Kpurtepii npuiiHatHoCTi: 3aranbHe 41cno Bignosinae Binnosinae
JPIRIDKOBHX 1 TUTicEneBux rpuois (TYMC)
- 100 KYO B 1 r.%. - KOHTPOJIOETBCA KOKHA
10 cepis, ane e meHwe | cepii pIK
BincyTHICTD Escherichiacolis 1 r.*. - Bianosijnae Bianosinae
KOHTPOJIOETLCS Kowa 10 cepis, ane He
menme | cepii B pik

7 | KinukicHe BUSHAUCHHSA, MI Buicr nperabaniiy B oauiit kancyli Mac 306
Gy oT 285 Mr a0 315 Mr, B niepepaxyHKy
Ha Cepe/iHio Macy BMICTY Kancyi.

8 | MapkybanHs 3rigHo 3 MK Binnosinae
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AxujoHepHe ToeapucTeo "Kuismeanpenapat”
Honarox 1 no Ceprudikary sxocTi
Ceprudikar ananizy Ne 179066

[abana®

Ne | HaiimMeHnyBaHus nokasHuka Bumorn MKS/AH Peaynyrar ananisy Bucnosok
9 | Ynaxoska 3riaso 3 MKS Bianosizac Binnosinae
Tepwmid npuaardocti: 3.00 pokis Npuparnui go: 31.08.2027

Ymonw 36epiraHHA:

BucHoBkM:

Hauansnuk BKS1

B opurinansniii ynakosui, npn remneparypi ne sume 25 °C.
Binnosinae sumoram MK JI3 no PIT NeUA/14764/01/03, 3mina (nakas MO3 sin 07.09.2023 Ne
1593), 3mina (naxa3 MO3 sin 29.%{@{&7@}@3;iua Teker mapkysauns ao PI1

NeUA/14764/01/03 (naka M/%@{iza_r;o 20 j'mﬁu%)
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