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CEPTUGIKAT AHAJIZY Cropiuxa 133
@ NOANIEP MEHKOGEKYYPYIHI BENBIMIS HB MEPEKNAL
PEWKCBET 12, B-2870 NYYPC, BEALIISA

TEN. +32(0)3 890.92.11 ©AKC +32(0)3 889.65.32

CEPMIOH® 4 mr ang in’exuiii (nioditizoanwii nopomox y durakonax) 1 gpaaxon 2 nopowxom ta 1 AMITYJ1A 3 DO3UHHIIHKOM Y KAPTOHHITH
kopobui; 4 kapToHHi Kopo6Kku, ynakoBani pazom y kapTouny kopobiy (Hiueproin)

Homep cepii: HF9604 data cTBopeHHa cepTudikaTy: 09-2023
APTUKY: FOOOCI98760
Harta pppobHunisa; 06-2023
TepMin NpHIATHOCTI 06-2027 Cneundikayin P1800001001EU
TECT MCTOA Pe3VILT. OB TTIMITH
KinpkicHe Br3HaueHHs {BEPX) - % Bin 3asasnenol MA4321 XX 08,4 % Big
KIJIBKOCTI (CD-31217) 3a4BheHot 95 - 105% Bix 3a1B/1. KLBKOCTI
K-Ti
Kinbkicne BuzHasienns (BEPX) Higepronin MA4321XX 3,9 Mt/ 3.8 - 4.2 mr/dmaxon
(CD-31217)
BakTepianbui eHIOTOKCHHM Cep.D./O.CIIA <10 EU/mr sehme! i TO Bl ur
[IpozopicTs Epp.O. BIANOBIAAE [Ipo3opuii pozuun
3abaperenictn Cpp.D. BIAMIOBIAAE HE NeperuIye 3abapBnedla eTaNCHHOTO
po3unHy B9
Onue Bizyansuuii BIIMOBINAEC be3bapBHi cknaHT pnakoHw, 10 MICTATS
KOHTDOAL nOpHCTHH, B1auii niodinizar
Inentudikania (BEPX) MA4321 XX [TO31TUBHO 4yac YIPHUMaHHA NIKY 3pasKy TAKKH 9K | s
(CD-31217) podOUOro CTaHAaApTY
Yactkn > 10 pm €ep.D. 44 HACTOR/ (B He Diab1e 6000 yacTox/ (i
Hactku =25 pm Esp.D. 0 YacTOK/(n re Oinsiue 600 wactok/dn
pH Crp.d. 38 3,545
T 0
,H,F)MILU[\H‘ MA4321 XX (.4 0 T —)
-mnvermiivepronid (BEPX) (CD-31217)
KoxHoi nesizomoi nomimniku oxpemo (BEPX) MA4321 XX 0.1 % He Gisiue 0,5% Kool
(CD-31217)
JaranbHni BMICT AoMitok (BEPX) MA4321 XX %%
(CD-31217) He Giaswe 3,0%
0.7
CTepHILHICTE Cep.D. BIANIORINAC
CTEPUAbHUR
OaHoplarIcTs A030BAHMN QAN HHLD OnHOpIAHICTE BILIOBIAC
Macu - €sp. @,
MA4321XX BiANOBinac crictudikaiii
(CD-31217)
B K. @i TR % .
e lmep) REp A He Sinbwe 4,0%
C.1
Cepis HE6260

Horyment € BTACHICTIO 1a aocrynuuii ans saificuenns 6i3Hec onepaniif, Ta po3rnsay cnispobiTHHKAMKU KOMMAHIT Ta peryn
RAaHOro NOKYMEHTY TPeTiH CTOpOR{ O3 HomepeAHbOro y3roKeHHs 3 HOrQ BIACHUKOM 3abopole

WY LI5S 4}9 ¢r opdy (Yo




CEPTHUMDIKAT AHAJIZY CropiHka 2 2 3
A®ANIEP MEHIO®EKYYPUHI BEJILIIE HB MEPEKITAL
PEWMKCBET 12, B-2870 NYYPC, BENLIIA
TEN. +32(0)3 890.92.11 ®AKC +32(0)3 889.65.32

Llum 2aceiguyto, wo HaseaeHa BULLE IHPOPMALLIA € aYTEHTUUHOK Ta A0CTOBIPHOW. Liei npoaykT 6y 8UroToBAEH Wik (BKAOMAOU Y MPOLLECH NAKYBAHHA
Ta MapKyBaKHA) Ta 8U3HAHWMM BIALINOM KOHTPOAIO AKOCT] BHLWL@IA3HAYEHOrO BUPOBHUYOro YYaCTRY TaKMM, L0 NOBHICTIO Bignosinae umoram HBM
MICLLEBUX DEMYAATORHKX OpraHis Tasignoeigae cneumndikauii, Wo 3aTeeppKena v Kpaini-BupobHnKoBi abo KpaiHi-iMnopTepi, AKWO npenapar
iMnoptyeTbea abo y cneumdikauii AocnigrysaHoro npoaykry. NMPoueck BUpOBHULITEA, NAKYBAHKA TA aHANI3Y HA AKICTL 6ynn npoananizosaHi Ta
BM3IHAHI TAaKMMW, LLLO BiaNOBiAaI0TL BMMOTam HBI.

YHIKanbHUM HOMEPOM UbOTO cepTudikaTy aHanisy € komGiHauis Homepy cepii, apTUKyny, cneundikauii Ta 4aTH BUNYCRY cepTHdikaTy,

Po3mip napTii: 4036 yn
Peecrpauifinmii Homep: UA/5183/02/01
Homep cepil po3yrMHHMKa GHE367
Yxpaina - UA

Bci npouecy BUKOHYBaAKCH KBanidiKoBaHMM NEPCOHANCM Ni4 HArNAAOM YNOBHOBAXEHO! 0CO6M.

ENeKTpoOHHWIA Nignyc Elisa Claessens
BiomiTka npo yac BUNycKy cepii; 06 BepecHA 2023 11:54:40
BiamirKa npo qac Ha cepsepi: 06 sepecHa 2023 11:54:33

LoxynmeHT e BAACHICTIO ta focrynnuit gna aaiicHesdHs GiaHec onepauii, Ta posrnsaay cnispoBiTHMKamMK KOMRaHIi Ta PEMYAATOPHUMMW OpraHamm,
Nepenaya AaHOTO LOKYMEHTY TPeTi cTOpOoHI 6€3 nonepeaHbOoro Y3roaeHHn 3 MOro BAaCHUKOM 3abopoHeHa.




CEPTU®IKAT BIIIIOBIHOCTI Cropinka 3 3 3
NOANIEP MEHIQGEKYYPUHI BENBIIS HB NEPEKNAL

PEWKCBET 12, B-2870 NMYYPC, BENbIIS

TEN. +32(0)3 890.92.11 GAKC +32(0)3 889.65.32

CEPMIOH® 4 Mr s in’exnidi (niodinizopannii mopowok y gaakonax) 1 dpuakon 3 nopomkom ta 1 AMTIY/IA 3 POUNHHWKOM ¥ KAPTOHH I
KOpoOul; 4 KapToHHi KOPOGKA, YTAKOBAKI PA30M ¥ KAPTOHHY Kopobky (Hineproiu)

Homep cepii: HF9604 Zarta cTBopeHHA ceprudikaTy: 09-2023
APTUKYN: FOO0098760

Harta BUpoOHUIITBA; 06-2023

Tepmin npuaaTHOCTI: 06-2027 Cneumndixauin P1800001001EV

CEPTUDIKAT AKOCTI

BupobHuk 8ignosiganbHWi 3a BUDOBHULTEO Ta KOHTPOAL RKOCTI: AMBMCS AeKnapauic sMpobHUKa
Homep niueHsii: averce geknapauitc BUpoOHMKa

Homep GMP ceptudixaty abo nocnnanna EudraGMP; guenck aeknapayio BUpoGHUKE

BCi npolec BUKOHYBanMCh KBANIGIKOBAHUM NEPCOHANCM Nif HATAALOM YNOBHOBAKEHOT 0CO BN,

EnekTpOHHMA nignuc Elisa Claessens
BiamiTka npo yac eunycky cepii; 06 sepechna 2023 11:54:40
BigmiTia npo vac Ha cepsepi: 06 sepecHn 2023 11:54:33

Mignwne npo paenerysaHHa YnosHosameHin ocobi
Marie Vandromme nignuc

07 sepecrn 2023 03:54:023-0400

Npuunna: A 3aTeepLRyIO Lel AOKyMeHT

AokymeHT € BAACHICTHIO Ta poctynHuii ana saiiicHenHn Bisnec onepauii, Ta po3rasay cnispobiTHMKam KomMMaHii Ta PeryasaTo pHUMK OpraHamm.
Nepegaya AaHOrC AOKYMEHTY TPETIi CTOPOHI 63 NONEPeAHBOIC Y3rOMKEHHA 3 HOTO BAACHUKOM 3abopoHeHa.

CEPTH®IKAT BIITTOBIHOCTI
MNOANIEP MEHIQOEKYYPUHI BEJILIA HB
PEWKCBET 12, B-2870 MNYYPC, BEJbIA




™

TEN. +32(0)3 890.92.11 GAKC +32(0)3 889.65.32

PO3YHHHHK JJA CEPMIOHRY (amnymad no 4 mn)

Homep cepii Nyypc: GABGIGT 1aTa crBopeHHA ceptudikary: 09-2023
ApTHKYN: HO00203221
Jlara BUpOOHHLTBA: 07-2022
Tepmin npuaaTHoCTI: 06.2027 Cneyudikayis P1810003001I
TECT PC3yaBT, OB JJIMITH
0.16—0.22 mr/amnyny, wo sianosiaae 80 — 110% sia
Xnopna 6eH3anKoHi0 (KonopomeTpruHmil metoa) 018 \mrfamn zaneneK. KiaskocTi
[fpo3opicTh BIANORBIAAE NPoO30pKnia PO3YymH
KoALOPOBICTL BiANOBigae He nepesuuy. 3abapeAeHiCTL eTanoHy BY
BakTepianbHi eHASTOKCHHM <1 EU/mn He Dinbule 10 EU/mAa
Aobysaemnii 0b'em A.1[man HE MEHILE HOMIHAIbHOTO
laeHThdikauia A Xnopuay NO3UTHBHO NO3NTUBHO
|aeHTrdikauia A Hatpiw NO3NTHEHO NO3UTHBHO
|aeHTudikauia B Xnopuay NO3UTUBHG NO3HTUBHO
laeHTudikauia B Hatpito NO3UTUBHO NO3UTUBHO
laeHTUdiKaLin BeHzankoHio Xxnopua NO3UTHBHC NO3UTUBHO
Hacten > 10 pm 202 |vacTokr/dn BIANOBIAAE YUHHOT BMmoram Esp. Q.
Yactku = 25 um 5[vacror/dn Bi4NOBiAAE YMHHOI BUMOram Esp. @,
pH 6.6 5,5-7,0
KiNbKICHE BU3HAYEHHA HATRIIO XxA10pyay 34.41mr/amn 32,3-35,7 mr/amn (95 - 105% wig 3aasa. Kinbkocri)
CTepUAbHICTL BiaNOBigae CTEPUIBLHO

Cepin - N/A

Linm 3acsiguyio, Wo HasegeHa suwe iHdopmalia € ayTEHTUYHOK Ta ACCTOBIpHOI©O. LA cepin Oyna BUroToBAEHA (BKAIOHAKDONM NPOLECH MAKYBaHHA Ta
MapKYBAHHA) Ta BU3HAHMI BiAAINOM KOKTPO/HO AKOCTI BMLILE3a3HAYEHOr0 BUPOBHMYGTO YHaCTKY TaKKMM, L0 NOBHICTIO BiANOBIA3E Bumoram HBIN
MICLEBMX PeryNATOPHKUX OpPraHis Ta Bignosigae cneundikauli, wo sateepakeHa xpaini-imnoprepi- Ykpaidi. Npoueck BUPpobHWLUTEE, NakyBaHHA Ta
AHaANi3y Ha AKICTb Bynu npoaHanizosaHi Ta BU3HaHI TAKMMM, WG BiANOBIAaOTE BMMOram HBIM.

Bci npouec BUKORYBan!CE KBaNIGIKOBAHMM NEPCOHANOM NiA HAMNALCM YNOBHOBAMEHOT 0COBH.

EnekTposHmm nignuc Arne Pollat

BiamiTKa npo wac BUNyCKy cepi;

BigmiTha npo wac Ha cepBepi:

Marie

Manuc npeactasiuka YO Vandromme

A 3aTBEPAXYIO Leil AOKYMEHT

07 sepecHa 2023
03:56:053-0400

04 aucronaaa 216:38:13 PM
04 nuctonaga 216:37:53 PM

AokymeHT e BIACRICTIO Ta goctynaumii Ans 3aificHeHHs 6iznec onepauii, Ta po3rnaay cniBpoBITHUKaMM KOMNAHTT Ta PEryAATOPHUMM OpraHaMKL.
epenaya AaHOTO JOKYMEHKTY TpeTii cTopoHi 6e3 nonepeaHbLOT0 YITOMKEHHA 3 0T BAICHUKOM 3abopoHeHna.




