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X 2

Ceptuédikar akocti gna knicHra
02322812

PEKOPMOH® posuun gns in’exuiit no 2000 MO/0.3 Mn y nonepenHbLo
HanoBHeHMX wnpuuax N2 6

Marepian N2: 10247118
Homep cepii: H1053H10 JHara Bunycky: 16 %oBTHA 2023 p.-

MapkyBaHHA Ha ynakosui: 03 2025

H1053H10
032023
KinskicTs: 1555 yn.
Indopmauin npo Knienrta
TOB «Pow Yxkpaina»
c. Benuxa Onekcangpiska, Ykpaita Homep noctavania: 1210414183
HomMep 3aMoBneHHs: 2500018069 Aarta samoBneHHa: 28 cepnua 2023 p.

Peectpadiitte noceipuenna: UA/5146/01/02

Honatkm fo uboro AokyMeHTa:

Ceptudikar Ha cepito: 02322812 (1 ctopitka) Bepcia: 2.0
Ceprudikar ananiay: 1005244 (2 cropinku) Bepcin: 20
ACN: 0000529653

Birgit Pietzonka

Kepistuk sigainy Mio6anbhoi Cuetemu Mocravyanus
Claudia Kraus

KepiBHuk Bigainy norictukm ta 10pro BX Oftepauin

Llei pokyMeHT cTBOpeHU B enekTpoHHUIN tAoCI6 Ta AIRCHKUA Be3 nignucy..

Bepcin: 2.0 @, Xodhpmann-Tia Pow firp PapMALEETI-RIR BIAAT Ten: +41-61-688-11-11 CropiHka 1.3 1
CH-4070 baaens dake: +41-61-688-80-20




Ceptudikar Ha cepito '
02322812

PEKOPMOH" po3suuH gns in’ekuiit no 2000 MO/J0,3 mn y nonepeaHso
HanoBHeHuX wnpuuax N2 4

Cuna giifaktuenicte 2000 MO/0,3 Mn Posmip/Tun NaKyBaHHA: 6 nonepenHbO HANOBHEHNX
WNpULIB
Martepian N2: 10247118
Homep cepit: H1053H10 Hara sunycky: 16 x0BTHA 2023 p. )
fAarta BUpoBHuLTEA: 07 6epesna 2023 p..
TepMiH npuaaTHoCTi: 6epeaens 2025 p,
Kpaina-imnoprep: Y KpalHa PeecTpauiiine noceiguenHa: UA/ 5146/01/02
lNakyBaHHA;

Pow [liarHocTtuke FmeX, Caano¢epmrpacce,_1 16, 68305, ManHxainmMm, HimeuyuHa
NiueH3ia Ha BMpoSHULTEBO N2; DE_BW_01_MIA_2023_0062

EudraGMP ceptudikar No: DE_BW_01_GMP_2023_0129

Ceptudikosani komnonenTn

10244487 PEKOPMOH NONEPEAHLO HAMOBHEH I LLMPULM 1O 2000 MO/0,3 MIl
MNapria N2: H1053 MapTria LIMS N2: 1005244

Bupo6HMUTBO Ta KOHTPONL AKOCTI:

Pow Liarnoctuike MMBX, Canaxodepurrpacce, 116, 68305, MatHxaim, Himeyynya

Jiyensia Ha BupoB6HUUTBO N2; DE_BW_0O1_MIA_2023 00262

EudraGMP ceptudikar No: DE_BW_01_GMP_2023_0129 - S
Lium 3aceiguylo pocrosipHicTb i TouHicTs BAWeBuknaaeHol iHpopmauil. Lia napria npopykuii
BUpobneHa, Bknlovaloum npouec nakyBaHHA/MapKyBaHHA Ta KOHTPOMIO AKOCT Ha
BULle3a3HAUYSHUX AITBHULAX, Y NOBHIN BignoBigHoCT 3 BuMoramu GMP micuesoro Perynatopuoro
OopraHy Tay BignNoBiAHOCTI Ao cneuundikauin PeectpaLiiitoro MoceingyenHa s KpaiHi-iMmnoprepi.
flig Jac. nepeBipkM JBaHWUX CTOCOBHO npouecy BMpOBHWUTBA, MaKyBaHHA Ta aHasidy naprtii
BCTaHOB/IEHA BIANOBIOHICTL UMX AaHUX HopMaM GMP. Bunyck cepii 6ys 3giincHenuit Pow.
LiarHocTtuke FMBX, CaHaxodepwrpacce, 116, 68305, MaHHxaim, HimeyunnHa.

16 xoBTHA 2023 p. 15:50:57

Niklas Tormaehlen
YnoeHOBaXeHa ocoba

HaHun nokyMeHT Bys NiANvcannin B ¢feKTPORHWA CHoCi6. 3aTeepakens Nik(as Tormaehien 16 %08THA 2023 p. 15:50:57 34
LEeHTPankHO-EBPONEUCHKUM YacoM,
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Bepcin: 20 Pow fiarnocmke MmsX dapmaueeTUYHWA BiAaIN Ten.: ‘i‘f’l‘:' B%hin 2>
D-68305 MaHHxanm dakc: +49-621 \# &




Ceptuédikar aHanisy
1005244

PEKOPMOH MOMEPEAHLO HAMOBHEH] LLUTPULN MO 2000 MO/0,3 IVU'I

Marepian Ne: 10244487 Cepina N2: H1053
Napria LIMS Ne: 1005244 HAara enpo6rnursa: 07 6epestn 2023 p.
Metoguka: SAM-0105519 V8.0
TecT Peaynbrar Cneumbmaum
" KoHTeiiHep nonepeaHLo HANOBHEH I L WNpwL
Twun Bignosigae cneundikauii  o6’eMom TMn

30BHILLHIN BUrNAn
MNpozopicts/Onanecuentiia
Onuc

3HaueHHA onanecyeHLir
BIANOBIAHO Qo Esp. apmMakorel

<=.@TaNOH NOPIBHAHHSA |

KonbopoBicrs
Onwnc

BignoBigae cneuuq)mauu
KonsopoBa wkana Bifriogigus no B9
Eeponencekol Papmakoner

O6’eM, WO BUTAFAETLCA

3ripHo BuMor Esponencokor
bapmakone’, dapmakonei

CLWA/Rnonir
MiH. 0.3 mn
‘OanopigHicTb fo30OBaHKX OAKHULL
3rigHo €sponencobkol _,.w"*

®apmaxonei, Gapumakong 60 Of __
CLWA/AnonHil, poapaxy
BaroBMNA MeTO[ E
| e

BUaKWMIivacTku

HesuguMi yvactku (MeTon,
CBITNOBAOKYBaHHA)
YacTku >= 10 MKkM Hd KOHTEWHEP

16 YacToKf KOHTENHED

BignoBigae cneyndikadi

signosigae cneungikayl

Bignosinae cneundikauir

PO3YNH

Bif NPO30POro. 46 3Aerka
onanecyovoro

MaKC. €Tas0H NOPiBHAHHS ||

fSééﬁapBHHﬁ'

3a EBp. Dapmakoneeio
BiANOBIigae
pesynbTaT>=0.3 Mn

Bignosigac

NPaKTUYHO BINBHUI Bify YACTUHOK

7.0 <= peaynbTat <= 7.4

pesynibTar <= 6000 vactok/

KOHTenHep

Canp,xmbepmmacce. 116
[DE-B8305, MauHxamnm

Bepcia: 2.0 Pow Liarnocmmicc TMGX
BinHocuTecA A0
cepTMQHKaTY AKOCTI

ANA KnieHTa 02322812

Ten. 6217595228

.' CTnleHa 1 33




Ceptuéikar aHanisy
1005244

PEKOPMOH MOMNEPEQHLO HAMOBHEH! LUMPKLIA 1O 2000 MO/0.3 M

Mavepian N2: 10244487 Cepis Ne; H1053 |
MNaprin LIMS Ne: 1005244 Hara BHPUﬁHI’“J,T'B'a':' 07 68[383Hﬂ2023p
MeToguka: SAM-0105519 V8.0
Tecr Pesynbrar Cneundikayia
YacTkn >= 25 MKM Ha kaTeﬁHebm 1 YyacTka/ KoHTeﬁHef; ) pe3ynbraT <= 600‘4acm|</
KOHTENHep
lneHTugikauia Enoetuny eta
MeTtopoum exckiosusHoi BEPX BiAnosifae cneundikauii  signosigae poBouoMy CTaHAAPTY
Huctora MeToaoM excknoausHoi BEPX
OCcHOBHWMA NiK 100 % ninouwi peldyribTtaT >= 98.0 % nnoiw|
3rpynoBaHun NiK, KOXHWN Binnoeigac cneundikadii  Makc. T % nnouj
BMICT 6inkKa
MeTogoM O®-BEPX 98 % Bin HOMIHANBHOFO 90 <= pesynbrar<=110 % Bif
BMICTY HOMIHANbHOIO-BMiCTY
AKTHBHICTE.
Metogom O®-BEPX 98 % Bif 3aABNEHO O 80<= peaynsrar<= 125% Big
| BMiCTy 3aABNEHOrO BMICTY
Hosipunit intepean (p=0.95), MiHiMyM 91 % pesynbrat>= 64 %
HNosipunii intepsan (p=0.95), 105 % pesynbtar<=156%
MaKCUMYM
BakTepiasibHi EHACTOKCHHM. <1 MO /1000 MO pesynsTar <2 MO /1000 MO
CrepunbHrictb
KoHTelHep roToBol niKapebKkol Bignosigae cneludikaui

bopmu, 3rigHo CBPONENCLKOI
®apmakonei, GapMakonel

CLWA/Anowii
KoHTpons akocri: POLW JIAFHOCTWKC M'MEBX,
CAHOXO®EPIUTPACCE, 116, 68305,

N MAHHXAM, HiMeuumna

JNikensia Ha Bupo6HULTES NO: DE_BW_01_MIA_2023_0024

EudraGMP ceptudikar N2: DE_BW_01_GMP_2023_0033
| Bepcin: 2.0 Pows ﬂ.iarHﬂ{:TﬁHE 'r iﬁ-ﬁx | Cavaxodepwrpacee, 116 Ten.: 621 '}"'5'95?2'8' " C‘merHaZaS
BinHocuTtbena fo DE-68305, MaHHxaim

ceptudikary sAKocti
Ansa Knienra 02322812




CepTudikar aHanisy
1005244

PEKOPMOH MNONEPEAHBO HAMOBHEHI LUMPULIM NO 2000 MO/0 3 M1

Marepian Ne: 10244487 Cepis Ne: H1053
"ﬂpTiﬂ LIMS Ne: 1005244 Aara Bl’lp'{]ﬁ““lﬂ'ﬂﬂ: 07 6epeaHﬂ 2023 p
MeTtopuka: SAM-0105519 V8.0

Awanis napTii 6yno nposeaeHo Ha BULesasHaveHii AibHULI (UAX) Y BidnosiaHocT g0 suMor GMP
Ta Bignosipae cneundikauii. Bunyuwerno 30-6epesnn 2023 POKY HaluuM BigginoM saGesnevenH
AKOCTI. |

POLU OIAFHOCTYIKC 'MBX
Niklas Tormaehlen

YnoeHoBaXxeHa ocobi

"Pésynsram; 3a3HaueHi y ubomy "C‘epTM'(biHaTi 'ﬁyn'm;'safse';‘jmehi' Y 8NeKTPOHHWUI CNocio.
Pesynbratn 3atBepmxeni Niklas Tormaehlen 13 xoBTHS 2023 POKY.0 13:42;37 3a UeHTpanbHO-
EBPONENCLKMM Yacom
. DocuSigned by:
Denitaiy Titow
U Signer Narrie: Dmitriy Titov:
Signing Reason: | approve this document L
l Signing Time: 18-0ct-2023| 5:47:42 PM EEDT
~—024C5147D009455CO0BEDOBEAIALOBES

Bepcin: 2.0 ' Pow [iarHocTuke M6 ‘CaHpxodepwtpacce, 116
‘BinHocutbea 1o | DE-68305, MaHHxaim
‘cepTudikaty akocTi

‘ONA KnieHTa 02322812




