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CEPTU®IKAT BIANOBIAHOCTI

1 Hassa npoaykty LOKCENIH, kancyan no 25mr, Ne30
2 KpaiHa-imnopTtep Ykpaina
3 Homep peecrpauiiinoro UA/7467/01/02
noceigyerHn
4 Cuna/ AKTUBHICTB Hokceniny rigpoxnopuay 25 mr
5 Nikapceka dopma Kancyau no 25mr
6 Poamip i TUN ynakoBku 10 kancyn 8 1 Gnicrepi, 3 Gaictepu
7 Homep cepii 16534123
8 Hata eupobuHnyTtea rpyaeqHs 2023
9 MpuaaTtHuit po rpyaexb 2027
10 HazBa, agpeca i Homepw TOB Tesa OnepeiilwHa Nonaxa, Bys. Moruabcbka 80, 31-
SiyeHzi ainbHMLb 546 Kpakis, MNonbLya
BMPOBHULTBA | KOHTPO/IIO AKOCTI | BupoBHMua niuensin: 138/0018/15 (nonepegta GIF-IW
400/0018/01/545/ZW215/14)
11 Pozmip cepii 24 840,000 yn.
12 Bunywena xinbKicts 24 840,000 yn.
i3 CeprudikaT sinnosigHocTi GMP Homepn ceprudikarie signosigHocTi GMP:
ANA BCIX AINbHULL BKAZAHMWX B ISF.405.42.2023.1P.1 ; WTC/0018_01_01/227
rpagi 10 abo, 3a HAABHOCTI, (nonepeaHlin IWSC.405.13.2021.AJE.1 ; WTC/0018_01_01/55
nocunaHHA Ha EudraGMP [1WSC.405.13.2021.AJE.2 ; WTC/0018_01702/56)
IWSF.405.46.2023.1P.1 ; WTC/0018 01_03/87
{nonepeaHii IWSF.405.50.2020.KK.1 ; WTC/0018_01 03/108)
14 PesyabTtath avanisis Binnosiaro ao Ceptudikaty Ananisy
15 KomeuTapi/nomitim -

16 3anBa npo ceprudikauio:

HiicHum A 3aTBepmKYI0, WO HaseaeHa BuLe iHpOPMaLif € AOCTOBIPHOW Ta TOYHOLO. Lis cepia
npoaykTy byna Bupobiena, BKAOYAOYY NaKyBaHHA/MapKyBaHHA Ta KOHTPOAL AKOCTI Ha BHLLE
BKasaHii AinbHUL (LinbHUUAX) B NOBHI Bignosianocti o sumor GMP, WwWo BcTraHosaeHi
MICLEBMM DeryiaTOPHUM OPraHom, Ta cneundikaliil Peectpauiinoro nocsigueHHs KpaiHn-
imnoprepa abo cneundikauiii  Aocke AR NPOAYKTY, WO JocaipkryeThea. [poToKonu
BUPOBHMUTBA, NakysaHHa i aHaniay cepii 6yno po3mAHYTO W BU3HAHO TaKWMK, WO
signosigatots GMP.

Cepis byna sunyiuena ana npoaasky.

17 Kopobka 70067175
Bnictep 80014830
[HCTRYKLIA 70076061
18 Mpisevile Ta nocaga/3saHHA Ta Onepauifinuil Mereskep i3 3a6e3neNeHHa AKOCTI
Hignuc ocobu, Aka Bianosigae YnoBHOBaxeHa ocoba
3a BMNycK cepii / Aata
L nignvcaHHa Anna Wierzbicka-Kowalik 12.01.2024
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te‘yq Homep ceprudikaty: 40524675

CEPTUDGIKAT AHANI3Y

Homep ceptudikary: 40524675

Mpoaykr: ROKCENIH, kancynn no 25mr, Ne30, Ykpaina
HomeHknatyphmit kog: 10013079

Homep cepii: 16534123

Homep cepii Ganka: 14353123

Creumndirauia/kpaina-imnoprep: SDI002299/7 Ykpaina

Lata BupobHuuTea: 07 rpyara 2023

flpnaarnii go: rpyaens 2027

3aransHi BUMoru Kancynu y popmi uMniHapa i3

3aKPYTNEHUMU Kpaami Homep 4.

Kputeuka BuwHesoro KOAbOPY, Kopnyc -

POXeBOro Konbopy. Mopowok B Kancynax

Binoro konbopy. Bignosigae

KomenTap: nepesipeHo M.Kruczek

laeHTUdikaLin AOKCeTHHY rigpoxnopuay:

- Y®-meTog Bignogigae CTaHaapTy Bignogeipae
IaeHTHdikaLia AOKCeNiHyY rigpoxnopuay:

- meTon TLWX Binnosiaae cranpa pTy Bianosizgae
BmicTt Z-i3omepy (metog, X) 13,0-18,5% 13,2 %
KinbkicHe BusHayeHHs AOKCeniHy B

OAHIM Kancysi (Y-meTon) 23,75 26,25 mr 25,24 mr
OaHopigHIcTb fO30BaHMX OAWHULL — MpuiHATHE 3HaYEHHA:

OAHOPIAHICTL BMmicTy AV < 15,0 ans 10 kancyn abo

AV £15,0 ann 30 Kancyn
| HEMAE OKPEMUX 3HAYEHD MeHLWe 0,75M i .
abo 6inbwe 1,25M Binnosinae

KomeHtap: AV=7.7, L=102.7, H=93.8,
A=98.3; RSD=3.2

CepeagHa maca smicry Kancynu (0,160 r

- TEOPRTUUHO) 0,148 -0,172 r 0,161 r

Btpata B maci npu BUCYWYBaHHI

(T=105°C, t=3 rog) He Ginbwe 4,0% 2,4 %

PO3YMHEHHA t=30 X&.; Q=75%; Esp. ®, PO34lHeHHs akTuBHaT cybcraHuii yepes 30

(2.9.3) xB.; Q =75%; Bianosigae Bumoram €sp. ¢, B .
AnoBinae

{2.9.3), piBenb S1, S2 abo $3 BiaNoBIAHO
Komenrap: 83;109;82;101;105;100;A:96

Xpomatorpadivra uncrota (meTog

TUIX):

-~ AOMilKa A: nibenzo [b,e]okcenin- He binbuie 0,2% Bianosinae
11(6H)-oH

- Aomilska B: (11 RS)-11-[3-

(,qmmeTinaMiHo)nponin]—G, 11- He BGinbiite 0,2% Bignosinae

auriapoanbenso(b,elokcenin-11-on
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tewq Homep ceprudiraty: 40524675

- Aomiwka C: (E}-3- He Binbwe 0,5% Bionosigae
(anbeHzolb,elokcenin-11 (6H)-inigen)-
N-metuanponan-1-amin

- By ab-aka iHwa gomiwka He binbwe 0,2% Bignosigae
- 3arafbHU I BMICT fOMILUOK He Binbure 1,0% Bianosinae
Mikpo6ionoriuna uncToTa — KomHa 10- MpoBoaaTh BUNPOBYBaHHA ANA KOMKHOT 10- -
Ta cepin ol cepii, ane He pigwe ogxoro pazy Ha pik
KomenTap: ve perynaphuii tect
- 3arafbHa KINLKICTL aepoBHux He binbwe 1000 KYO/r -
MiKpoopraHizmis KomewTap: He perynapuuit Tect
- 3arasbHa KiNbKiCTb APIKAKOBUX Ta He Ginbwe 100 KYO/r -
nniceHeBux rpnbis KomeHTap: He peryasapHuii Tect
- Escherichia colis 1 r Bigcyrua -

KomenTap: He perynapuui Tect

BianosighHicrs iIHAMBIAYaNbHOT ynaKoBku Kancynu ynakosani s NBX / Al 6eabapani Bianosinae
Baicrepw, no 10 kancyn 8 BaictepiTa 3
baictepy (30 ognHmiyb) ynakosaki B
KapToHHY KOPOBKY 3 iHCTPYKUiEk.

BignesigHicTe IHAWBIAYanbHOT ynakosku HasenicTs KOHTpOAto nepuloro BigkpuTTa  Bianosigae
— KopobKa sakneeHa,

AifcHum 5 3aTBEPAKYIO, WO HaBeeHa BULLe iHpopmauis e AOCTOBIPHO Ta TOUHO. KOHTPOAL AKOCT
Ana Uiei cepii 6yno nposeaeHo B NosHi BianosigHocTi A0 BUMOr GM P, o BCTaHOBARHI MicLeBUM
PETYAATOPHUM OpraHom, Ta 3apeecTpoBaHux cneumndirai KpaiHu-imnoprepa. PeayastaTy TeCTyBaHb
6yno posrasuyTo u Bu3HaHO TAaKMMK, W0 BiANOBIAAIOTL 3apeecTpoBaHMM cneundikatiiam,

3ateepapmeHo: Agnieszka Samsonowska OnepauiitHni mereamep i3 3abesneueting AKOCTI

. YnoBHOBaxeHa ocoba
Kpakis: 12.01.202 , 08:45:5
Pakie 0 4 2:58 Anna Wierzbicka-Kowalik 12.01.2024
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