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CEPTU®IKAT BIANOBIAHOCTI .

1 Hassa npoaykty - o o EHananpun-Tesa, Tabnhetku no 5 mr Ne 90
2 KpaiHa-imnopTep - - YKpaina
3 Hom?p peecTpauifHoro UA/16349/01/02
noceigueHHa _
4 Cuna/ AKTUBHICTD 5 mMr eHaflanpuny maneaty
5 JikapceKka dopma Tabnetku no 5 mr
6 Po3mip i TMN ynaxkosKK 10 rabnetok B 1 6aictepi, 9 Gaicrepis
7 Homep cepii . 16278624
8 Jara supobruuTea nvnedbL 2024
5 MNpupathuii go AnneHs 2027
Hasea, appeca i Homepm TOB Tesa Onepefiwus Monang, Bya. Morunbebka 80, 31-
10 niveHsik AinbHULb 546 Kpaxis, [lonbwa
BUPOoGHMUTBE | KOHTPON AKOCTT | BupoBHKuya alueHsia: 138/0018/15 {nonepegna GIF-IW
400/0018/01/545/2W215/14)
11 Posmip cepil . 6 120,000 yn
12 BunyuieHa KinbKictb 6 120,000 yn
CepTugikat BignosigHocti GMP | Homep cepTudikaTy BignogigHoeti GMP:
A7 BCiX AiALHWUDb BKA3aHWX B ISF.405.42,2023.1P.1 ; WTC/0018_01 01/227
13 rpadl 10 abo, 3a HassHOCTI, (nonepenHiii IWSC.405.13.2021.A1E.1 ; WTC/0018_01_01/55
nocuAaHHA Ha EudraGMP 1IWSC.405.13.2021.AE.2 ; WTC/0018_01_02/56)
IWSF.405.46,2023.1P,1 ; WTC/0018_01_03/87
- (nonepegHii IWSF.405.50,2020.KK.1 ; WTC/0018_01_03/108}
14 Pesynsratit ananizig BianosiaHo Ao Ceptudikaty AHanisy
15 KomeHTapi -

3anBa npo ceprudikalto:

AiicHM A 3aTBEPAKYIO, WO HaBeAeHa BULLLe iHdbopmalLlia € AOCTOBIpHOIO Ta TouHo. Lia cepia
NpoAYKTY Byna BupobaeHa, BKAIOYAIONN NAaRYBAHHA/MapKyBaHHA Ta KOHTPOAb AKOCTI Ha BHLLE
BKasaHi# ainbHuui (AinbHMUAX) B nosHiM signosiaHocti Ao sBumor GMP, Wo BCTaHOBAEHI
16 MICLLEBMM PEFYNATOPHMM OpraHom, Ta cneuudikauiii PeectpauiiiHoro nocsigueHHs KpaiHm-
imnoprepa abo creuudikauiit focke ANA NPOAYKTY, WO AocnimmyeTbea. [poToxoau
BUpabHULTBA, NakyBaHHA | aHanisy cepil 6yno posrnaHYTO ¥ BM3HAHO TaKWMK, WO
BiAnoBigaioTe GMP,

Cepia 6yna BUNyIEHA AAR NPOZANY.

Kopabka 70075975
17 Bnictep 70067285
IHCTPYKLiA ' 70074062

Mpizsuuie Ta nocaga/zeanHA Ta | Crapumii daxiseus sigainy 2a6esneveHn
Nignuc ocobyu, Aka signosigae
3a BunycK cepli / Jara’
nignMcanHA T

18 YnosHosaxeHa ocoba

Anna Jachewicz-Jakubowicz 06.08,2024
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TOB Tera OnepeidlsHs flonang .
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AnuioHepkni Kanlran: PLN 22,220,000,00 {nosHlcTio ennayeHud).
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tqu - ' Homep cepTudiaty: 40529259

CEPTUGIKAT AHANIZY - - -

Homep cepTudikary: . ... 40529259

MpoAayKT: - o . EHananpwn Teea 5 mr Taﬁne‘ruu Ne 80 yupama
HomeHKnaTypumitkoa: - 19002895

Homep cepii: S 16278624

Homep cepii 6anka: 0 14183124 .

Creundikauia/Kpaid a-IMI'IOpTEp 5DII002399/25 Ykpaina

fata empobHuLTES: o 17 navnHa 2024

MpuaaTHUiA Jo: S nvnedb 2027

3aranbHi sumoru c Bini, kpyrni, geooOnyKAI Taﬁnemm snap tab 3 puckoo  Bignoginae

3 0aHOrO BOKY
KomeHTap: nepesipeHo AKlys

laeHTudikaLia eHananpuny maneatry Yac yTpumysaHHA Nika eHananpuay maneary Bignosigae
MeTog BEPX . Bianosigae yacy yTpuMyBaHHa CTaHAaRTY
eHananpuny manearty

laeHTndikauia eHananpuay maneaty  CrekTp apaska 8 Y®/sBuaumiii obnacti Bianosigae Bianosinae

MeToa cnekTpodoTomeTpii g VP i CREeKTPY cTaHpapTy

BUAKMIN oBaacTi .
CaHopigHicTe mack no,u,mme MpoeoasaTh BUNPoBYBaHHA ANA KOXHOT 10-0i cepii Bignosinae
JacTUHK ane, AK midimym, 0AWH pas Ha pik.

OAHOPIAHICTL MAcK MOAOBWH He Ginbwe HiXx 1 okpema maca BUXOAMTL 3a mewi Bianosigae
Tabnetox o " 85-115% sin cepepaHboi mack, i sKogHa maca He

BUXOMUTL 38 mexi 75-125% Big cepe,u,Hbo'lf Mach
KomeHTap: L=75.82; H=96.09; A=85.785

BrpaTa e maci npu sucywysanni (Ir, MposogaTb BUNpo6ysarHA Ana KomHol 10-of cepii
4 rog, 105°C) - ane, AK MiRiMyM, OAKH paz Ha pik
Sy enen KomeHTap: He perynﬂpHuM Tecr

BTpata B maci npu eucyulysaHui (1r, <5%
4 rog, 105°C) {m/m) Esp.P. 2.2.32 KomeHTap: He perynapHuii Tecr

Bmict ajtoyoi peyosunm (% Big, 95,0%—105,0% 97,6 %
3anBAeHol KinekocTi) (BEPX)

OgHopigHicTe Ao308aHMX oAnHULE  AnA 10 Tabnetok AV<15.0 a6o gsis 30 TabaeTok Bianosigae
IR AV<15.0 i Hemae BMICTY B OKPEMMX 40308aHUX
oAuHKUUAX meHWwe 0,75 M abo Ginbwe 1,25 M

Komentap: AV=3,3; L=97, 6 H=101,8;A=99.0

RSD=1,4
Pos4nHeHHA eHananpuay maneaty He meHwe 80% (Q) sig 23assneHol  Kinbkocti
{Eep. Papm. 2.9.3) eHananpuay ManeaTty po3aunHAeTsea 3a 30 xeunuH
o Bianosigae sumoram Eep. ¢.; p[BEHb 51,52,53 Bignoelgae
BignosigHo

e KomeHTap: 100, 100, 103, 101, 99, 101; A=101

Xpomatorpadiyna uncrora (BEPX):

- gomiutika B <0,3% - 0,0%
_ KomeHTap: HUKue mexi BI/[FIB.HEHHH
- pomiwKa C, (gl;ep.anpmna'r) . £0,3% 0,1%
KomeHTap: 0.06
- AomilKa D, (auKeToninepazuH) <0,3% 0,0%

KomeHTap: HUKUe Mei BURBAEHHS
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Homep ceptudikaty: 40529259

- domilwka BYY 0,29 <0,2% 0,0%
KomeHTap: He suaBAeHO
- Byab-AKa iHWa gomitika <0,2% 0,0%
Y KomeHTap: BMKYEe memi BUABNEeHHS
- 3arasnbHi SOMILLIKK <1,0% : 0,1%
KomeHrap: 0.06
3anuwKosmMn p03LIMHHMK‘—.éTE_:1HDJ1 NpoeogaTL BUApobysatHa gna KomHol 10-0if cepii
S ane, AK MIHIMYM, 0AMH pas Ha piK
.o HomeHTap: He perynapHmit Tecr
3anMWKOBKI POYMHHUK —eTaHon < 5000 ppm E
' ' KomeHTap: He perynnpHuit Tect
MikpoGionoriyHa YucToTa — KoXHa fpoBoAATL BMNPOBYBaHHA ANA KomHOT 10-01 cepii
10-ta cepina ane, AK milimym, oaMH pas Ha piK
KomeHTap: He perynaphuii Tect
- 3aranbHa KiNbKicTh aepobHMX He Binblwe 1000 KYO/r
MIKpoOpraHiamis KomeHTap: He perynapHuii Tect
- 3aranbHa KINbKicTb ApikOKOBUXTAa  He Ginble 100 KYO/r
naiceHeBuX rpubis KomeHTap: He peryaapHuiA Tect
- Escherichiacolia 1+ BigcytHa
KomeHTap: He perynapHuii Tect
BionosigHicTs iHAKBIAYanbHOT Tabnetku ynakosaHi 8 OPA/AI/PVC//Al 6nicTepu, no
YNAKOBKMK 10 Trabaetok B KOXHOMY BaicTepi Ta no 9 GaicTepis
(90 oaMHMUL) YNAKoBaHI B KapTOHHY KOpoBKy 3
IHCTpyKUiEtD. Bianosigae
KomeHTap: Tepmin npugarHocti 07,2027
BepudikosaHo P.Jaromin”
BignosiaHicte iHAMBiAYyansHOT HasABHICTb KOHTPOAK Nepuicro BIAKPUTTA — KopobKa
YRAKoBKY 3aKneeHa. Bignoeiaae

OificHim A 3aTeepaXyio, wio HaBedeHa BUlle iHpopmala AbcrosipHom Ta TouyHolo. KoHTponb akocri
Ana uiei cepil 6yno npose,u;e'ﬁo B NosHiit signosiaHocTi ao sMmor GMP, WO BCTaHOBABHI MiICLLEBHM
PErynaTopHUM OpraHom, Ta 3apeecTposaHux cneludixauiii kpaiiu-imnopTepa. PesynbTaTu TecryBaHb
6Y10 PO3rAAHYTO M BU3HAHO TaKUMK, L0 BIANOBIAAIOTE 3apeccrpoBatum cnielydikaLinam.

Monogumii daxiseyb 3abeaneyeHHa akocti

iMarta Rebialkowska 30.07.2024

3atsepaeHo: Aghieszka Samsonowska
Kpakie: 30.07.2024, 09:07:09

Lielt nokymeHT 6y/10 3aTBEPAKEHO B ENEKTPOHHOMY BUFIAA], BAGCHOPYHHMI MiANUC HeBernife
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