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CEPTUDIKAT BIANOBIAHOCT]
1 | Hassa npoaykTy [ CYAbNIPUA, kancymm Teepai no 50 mr Ne24
2 | KpaiHa-imnoprep YKpaiHa
3 | Homep peecTpaLiiHoro UA/4832/01/01
NOCBigYEHHA
4 | Cuna/ AKTUBHICTD Cynbnipug 50 mr
5 | flikapcobKa popma Kancynv teepai no 50 mr
& | Posmip i ™Mn ynakoBku 12 kancyn B 1 6nictepi, 2 6nicrepa
7 | Homep cepii 16466323
8 | Aarta supobHuuTBa }OBTeHb 2023
9 | Npuaatuwmit go YOBTeHb 2026
10 | Hasea, agpeca i HOMepU nileHsiNn TOB Tesa OnepeiwHs MonaHna, Byn. Morunbceka 80, 31-
AINbHALL BUPOOHMLTBA | KOHTPOAIO | 546 Kpakis, Monblia
AKOCTI | Bupo6Huua nivensin: 138/0018/15 (nonepeans GIF-IW
400/0018/01/545/2W215/14)
11 | Po3mip cepii 25 760 ynakosoK
12 _Bnnqu,EHa KINbKICTb 25760 ynakosox
i 13 | Ceptugikar BignoBiaHocti GMP Homep ceprudikarty signosiaHocti GMP:
ANA BCIX AiTbHUUL BKa3aHUX B IWS5C.405.13.2021.AJE.1; WTC/0018. 01_01/55
-rpadi 10'abo, 3a HaaBHOCTI, (nonepeaHin IWZ).405,11.2017.MG.1 WTC/0018_01_01/237)
nocuaHHA Ha EudraGMP IWSF.405.46.2023.1P.1/ WTC/0018_01_03/87
{nonepepHii IWSF.405.50.2020.KK.1 ; WTC/0018_01_03/108)
1 IWS5C.405.13.2021 . AJE.2 ; WTC/0018 01 02/56
14 | PeaynbTaTH aHanisiB BianosigHo po Ceptndikaty AHanisy
15 | KomeHTapi -
16 | 3aaBa npo cepTudikauito:
AiicHum A 3aTBEpAXKYIO, LIO HaseAeHa Bulie IHGOPMALA € AOCTOBIPHOIO Ta TOYHOW. LA cepis
NpoAyKTy Byna Bupobnena, BKAKOYAOYN NaxyBaHHA/MapKyBaHHA Ta KOHTPOAb AKOCTI Ha BULE
BKa3aHin AinbHKUi (AinbHMLUAX) B NOBHIN signoBigHOCTI A0 BUMOr GMP, Wo BCTaHoBNeH MicLLEBUM
PErynATOPHUM. OpraHoM, Ta cneundikauii PeecTpauifiHoro nocsigyeHHs Kpainu-imnoprepa ao
| cneuudikauii AOChE ANA NPOAYKTY, WO AOCAILKYETHCA. lpoToKoAK BUPOOHUULTBA, NAKyBIHHA |
| aHanisy cepii 6yn10 po3rnaHyTO U BUIHAHO TAKMMM, IO BiaNoBiga 0T GMP.
Cepia byna sunyuieHa gna npogaxy.
17 | Kopobka 70069334
bnictep 80015246
IHCTPYKLiA | - 70068982
18 | MpissKLwie Ta Nnocaga/3BaHHA Ta OnepauiiHuii meHeaxep i3 aaﬁeaneq %
Mignnuc ocobu, axa Bignosinae 3a YnosHOBaXeHa ocoba
BUNYyCK cepii / laTa nignucasHA Anna Wlerzblck SOWRB
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CEPTUDIKAT AHANIZY

Homep ceprhdikaty:

[MpoAaykKT:

HomeHKknaTypHuin koa:

Homep cepil:

Homep cepii banka:
Cneundikauia/kpaiHa-imiopTrep:
Jara sBupobHuuTBa:

NpnaaTHuin po:

40523816

Cynbnipua, no 50mr Ne24 Ykpaina
10002612

16466323

14301123

SDII002289/7 Ykpaina

23 0BTHA 2023

oBTeHb 2026

3aranbHi BUMOTH

Kancynu UWMNIHAPHUYHOT  dopmMHM 3
HanIBOKPYrAumu Kpasmm, posmipom Ne 3.
Kancynu 6ini. Mopowok B Kancynax sig Bianosigae
binoro ao KpemoBsoro Konbopy.

KomeHTap: nepesipeHo S.Guzior

laeHTndikauia cyasnipuay YO -meton

Y®-cnexTp BUNpo6yBaHOro posumHy
NOKa3ye MaKCUMyM NPU J0BKUHI XBUAI

| .. | 292 % 2 ym. BiAnoBinae
lneHTndikauis cynbnipnay TLWX -meToa Bianosiaae ctaHaapry Bianosinae
KinbkicHe BU3HaueHHA cynbnipuay B oaHiit 47,5 - 52,5 mr 48.4 mr
Kancyni (YO metopa)
OnHOPIAHICTE Mack OKPeMMUX Kancyn + 10% Big, oTprMaHoi cepeaHBOT macu
BMICTY Kancynu Binnosiaae
KomeHnTap: L=122.5; H=134.6
Cepeana maca Bmicty Kancya {130 mr - 120,3 - 139,8 mr 130.5 mr
 TEOPETUYHO)
HYac po3nagaHHs Kancyn He 6invwe 15 xB. 6. xB.
XpomarorpadivyHa uucrora (TLUX meton)
- OKpema AoMillKa | He Hinbwe 0,25% Bianosigac
‘KomeHTap: He BuasneHo
XpomaTtorpadiyna unucrora (TLUX meroa)
- Cyma AOMILlIOK He Binbwe 0,5% Bipnosigac

KomeHTap: nepesipeHo A, Bywalec

Mikpobionoriuna uncrota ~ BunpoByBaHHSA -

NPOBOAUTRECA ANna KoxHoI 10-oi cepil:
- 3aranbHa KiNbKiCTh aepobHMX.
MIKpOOpraHiamis

- 3arasibHa KifibKIiCTb APIKAKOBUX |
naiceHesux rpnbis

KOMEHTap: He peryaspHui TecT

He 6inbuie 1000 KYO/r
KomeHTap: He perynapHuii TecT
He 6inbwe 100 KYO/r
KomeHTap: He perynapHuy TecT
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teﬂéa Homep ceptudikary: 40523816

BiAnoBiAHICTb IHAMBIAYAAbHOT YNAKOBKM 12 kancyn s3anakosadi B OGnictepu 3 Bignosigac
OesbapsHoi MNBX / Al donbru 1a 2 Gricrepm
{24 opwnHuui) 3anakoBaHi 8 KapTOHHY
KOPOBKY 3 IHCTPYKLEIO.

BianosigHicTb iHAMBIAYaNbHOT yNaKkoBKK HaABHICTb KOHTPOAIO Neploro BigkpuTra  Bignosiaae
' ~ KOpobKa 3akneeHa. -

AincHUM A 3aTBEpPAKYIO, O HaBeAEeHa BULLE iHGopMaLLia € AOCTOBIPHO0 Ta TOHHOI. KOHTpOAL AKOCTI ana
Liel cepii byno nposegeHo B NoBHii BignosigHocTi Ao Bumor GMP, O BCTAHOBAGHI MiCLLeBUM
PETYNATOPHUM OpraHOM, Ta 3apeecTpoBaHmx cneungikalin KpaiHu-imnoprepa. PesyabtaTi TecTyBaHb byno
PO3TNIAHYTO M BUSHAHO TaKMmMK, WO BIANOBIAAI0TE 3apeecTPoBaHKUM cneuudikauiam.

3ateepakeHo: Agnieszka Samsonowska

Kpakis: 17.11.2023, 08:47:21
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