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CEPTHUDIKAT AHAJII3ZY Ne 431773

! N peecTpani#ROro NOCBiTICHES:
BIPPEH®, : UA/12087/01/01
KAUCYJIH 1o 250 Mr
Tepmin 1ii peecrpanifizoro

no 10 xancya y Gxicrepi, mo 6 ﬁuic'reﬁin B maqmoi
|

I
Cxnajl Ha Of[HY Kaucyny Ajlousx pewopnn: GeribyTy 250 Mr |
f
Homep cepii: 230824
Jara eapoGaamrea: 29.08.2024
Hara xoaTpouno: 18.09.2024

Tepmin mpeaamaoccti: 08.2026

Kowrpons signopizso go: MKA I3 Big 07.05.2024

| HAMMEHYBAHHS [IOKASHEKA BEMOTH HOPMATHBHOI JOKYMEHTAIIH
Onxre Teepai menmrma'| Kancym, 3 61010 HEIposopoio KPEIIEIKOI) Ta
GLNEM HemposopEM goprycoM. Baict Kancyn — nopomok Ginoro abo
wathwe Gimoro Kousopy. JomycxacTscH HAFBHICTE COPECORAHAX
CTOBIMMKIR a0 FPYICUOK, ki IpH HATHCKAHHI POSIATAIOTECH.
IneETHdixania 1. YisrpacioneTorHl} CHEKTP NOIIRAAREA $HIpOBORYRAHOTO POYTHEY,
OTPHMAHOTO IpH OPONeICHE] BHNPoGyBaKH «KinLKicRe BESRAaHCHEA, ¥
miamazomi six 220 M 70 300 EM TOBAHEH MATH MAKCHMYMH, MiHIMYME
HOT/HHARI T2 XINeTi TIPH THX CaMEX JOBAKHHAX XBHIB, IO i
ymsTpadionerosuii COCKTP NONENAHHA POFTARY mopipasmms (2 HuM).
Tnenradixania 2. Ha xpomarorpami BRIpoGOBYBAHOTO POSTHEY Mag CHOCTEIrarncs
OCHOBHS NIIAMA Ha {HiRHi 0CAOBHOT IWIAME HA XPOMATCTDAMI POSMHAY
i it 33 poaMipoM T2 KONROPOM.
Cepegna Maca BMICTY Kancyms (350 Mr £ 5 %)
OpsopingicTs AOA0RAANY
OQNEHHIE
AV MAIOTH BiTIOBIHATH
> ,2.9.40
ceperae ® Zt;;
MAKCHMYM § g
MiNiMyM e
RSD &7
PosupnerAx
cepenme ' 80 % (Q) denibyry 3a 30 xB.
pineHn
MAKCHMYM >80%(Q)
MisiMyM 280 % Q)
Cynposipmi XOMImEKH

Kimskicts npogyxnii B cepii: 16046 on. ym.

HocBiguyeHEd: HE3CTPOKDRO
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Bimmosinae

Bimnosigac

Bimosigac

353.1mr

Bimoorinae
Biamosinae
Bigmoeimae
Binnorigae
Bigmorinae

Bianosigae
Bimnozinae
Bimmobinae
Bigmosizae
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Byme-sxoi HecemGikosanof
AoMimmEy

Aomimxn A-derimripominog-2
Cyma nosimox
MixpoSiomoriqga TECTOTA
Escherichia ¢oli

TAMC

TYMC

Kimxicre BH3HgICHRY
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BWE@MMﬁﬁf o | PE3VERTAT
<0.10% | Bimnosizae |

<0.15% ;’ Binnosizae f

<1.0% i’ Bimmozigae !f
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Hassricrs 2 1 HE 0nyckaeTscg, _.: Bincyrni }I

<1000 KYO/r 3aransie wceno aspobapy MiKpOOpranisyis, | <100 kyor j
< 100 KYO/r 3aram:melagono ApbKIRONEX 18 miiceresix rpasis, I <10 xyor _f
237.5-262.5 MIr/Eane, | 257.4 Mr/xanc, |

Horanua vignopingmy BEMoram MK J13, |'! Bimnonime f
Tosenno siamosigamy BAMOTaM MK S J13 ! Bimrosinge |

e e MmN

Komrpom, 33 NOKA3HMKOM "MixpoGionoriuga 9HCTOTY" ;“Gmoe'n.ca B pemumi MOHITOPHETY mg nepmiit cepii a
poni Ta ne pigme, amix ga RoxcHii 10-it cepii, Pesyngrary MOHiTG BimuoRinarory, BCTAHOBICHIM BHMOray,
F

Baceosox: Bimnositae pumoran Micst JI3 Bin 07.052024 |

Hap's KOCEHKO 18.09.2024

Ham g ni,qmepmym, e  npuBegens Bume inqmpnimun € XocToBiphole i TO9HOI0,
BRTOTOR/IeHR (Bxaroganmy ynammcylmpmam) I 6¥B  npomexenmii KoHTROIS
BHIEBKATA i Ainkmang Y nosnii BimmoBinmocri 3 BEMOTaMBE GMP, , Takem y BlamoBimaecTi 3i
‘Hemmdicaniump, g MiCTATELCH g PeccTpanilinomy | nocpe, Hporokony BEPOGHAITR,,

2Hanisis Gyam mepe iiBcramopens Biamosiicys, mm{nram GMP,
Openapar AOSBONEHO No Peaxizaniy,
YnoreoRamena ocoba Oxcana AEEHKO 19.09.2024
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TOB «bapma Craps Homep rencdouy: +38 044 151 23 33
Kovaguix Acino Group, Winehnapin E~-mall ¥nosnonasenol ocolise: U‘A_WOP{Zj}sciun.swiss'

Vipalus, v, Knlw, Gyavsap Henansa Daneas, Syauoon ¥
e dtinenly nz aapobmitrne copiv AR ¥ 501328
N Ceprudinery slanoslanocri GME 09572024/GMP

CEPTH®IKAT AHAJI3Y Ne 441043

oy No pcf;ii'x4paaxiii§1xt:1*b noesiCHHS:
») » 1
bidi EII@’ UA/12087/01/01
waneyay o 250 mr
1o 10 kancyn y 6aicrepi, no 6 Guicrepis p navui Lepsilié piascrpaigiiaong
HOCRITYOHHS: 6(33(5'!1‘)0}(0]:"0

Cknan na ogry Kancyny ahowmux pesornt: Gpenibyry 250 mr
Homep cepii: 041124 Kinwpxicrs npogyxiii o cepii: 16071 on yi

Hara supobunursa: 01.11.2024 Tepsin upuaaraocti: 11,2026
Jara xkonrpomo: 18.11.2024

Kowrponn signosiguo no: MK N3 vig 07.05.2024

HARMERYBAHHA HOKAIHIKA BUMOTH HOPMATHBHO! JOKYMEHTALY PEIYABTAT
Onue Toepii )enaTHHOBE KAy, 3 BiI010 HENPOIOPOIO KPHILEIKOK Ta Bisnonixse

Sinum HemposOpRM KoprrycoM. Bmict kageyn — nopomok Sisoro abo
maiike 6inoro konsopy. Honyekaerses HassyicTh Cnipeconanux
STOBIFTKIR a0 FPYAONOK, SKI HPH HATHCKAWIT PO3NAAAOTHCS.
Laenradixanin 1. Yarrpadioneropult ciesp NOMHRAmsL BHupoCORYBAHOIO POITHIY, Bizmoninae
OTPHMAHOTO UPH nposcHenyi supobysanns «Iimekicie suanaicHnmy, y
mianasoui ziz 220 gy 20 300 UM NOBUACH MATH MAKCAMYMY, MinisyMIt
FOTTMHAITHA TA TWICHT 1IPH THX CAMIX JOBKHHAX XBHIL, 11O |
YABTPAPIONCTOBKH CHEKTD NOIHHARNS POTUMRY HOPiRBAm (£ 2 nM).
Lnentairanis 2. Ha xpomarorpasi sunpoGoByBanorg posuuny Mae ClocTepirarics Binnonrigac
OCHORHA TUIAMA Ha PIBNT QCHOBHOT MM U2 XPOMATOrpaMi posiuiry
HOPIBHARES, 11O BIANOBLAE TH 38 PO3MIPOM T8 KOILOPOM.
Cepeais Maca BMiCTy Kancyny 33253675 mr (350 mr £ 5 %) 346.9 ur

QAROPIMICTL H030BAHMX

OJIHHUIL
AV 15 Kpurepit npuiluarsocri maors sigmosiary Biarnorizan
srsoram Y, 2.9.40.
cepeie Rianosinac
MAKCHMYM Biznosijgac
MisiMyM Bhwosinac
RSD Binnosinae
Posunnenns
CEPAHE = B0 % (Q) denibyry 3a 30 xs. Biaroriaac
piBeHb Bianosinae
MAKCHMYM ‘ > 80 % (Q) Bixniosinac
MiHiMyM 2 80 % (Q) Bianosinac

Cynporiani nominmki
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HANMEBYBAHIL LIOKASHHMKA " BEVIOM HOPMATHBHOL JOKYMEHTAIN

By ms-uxot necremudixopagol <010 %

AOMILIKY

Jominmkn 4-geninmiponigon-2 ’ <0.15 %

. - i)

Cyma gominiox <1.0%
Kinnkiciue BU3uASEHNA 237.5 - 262.5 mr/ranc.
Yiaxoska Tlorunua sironigary sumoram MKS 113,
Mapgynansg Tlosuumo pigmosinary ruMoram MK JI3.

PE3VJILTAT
Bixmosinae
Bignosinae
Bixnosinae
251.4 Mrfxanc.
Bigmosinae

Bixnosiuae

Kowrpons 3a nokasuHxoM “MikpoGionoriuna gucrora” apificHIoETsCs B peXMMi MOHITODHMIY Ha mepwid cepii B
poI Ta e pigme, HX A koxuiit 10-# cepli. Pesynorans MOHITOPHHTY BIJIOBINAIOTS BCTAHOBICHHM BUMOTAM.

Buewonox: Binnosinae pumoram MIKSL I3 sin 07.05.2024

Kepinnux JTKST Jlap's KOCEHKO 18.11.2024

Llcit MOKYMENT MZNHCARIH B ENeKTPOHHOMY BULIA Ta Aie Ge3 BRACHOPYYHOro DiIIHey.

Bacxosow:

TuM #  MATBEDMKYIO, IO UpHBEAeRA BHIC inpopmamin € JOCTOBIpHGIO 1 TOWHOLO.

BHIOTOBJIEHA  (BKMOUAIOMH  YHAKORKY/Mapeypanus) i fys  uponegenuii  KOBTPOIL
aumenkazafifi  abuesimi y  nopudi siamosiznocyt 3 somorama GMDP, a raxox vy

cneppixavisyy, AKki  micraTees B peceTPAiRHMOMY  AOCHE Tporoxonw  prpofmmurea,

anaisis Gyl MepernanyTi i BCTAHOBACHA BIAIOBIAHICTL BHMOIAM GMP.
TTpenapat KO3BOJCHO 1o peanizanii.

Yuoslosaxeia 0coba Oxcana SSHEHKO 20.11,2024

C.2132

Hin cepin Oyna
i sxocri n3

sipneningwocri 3
YOAKORKKM T2



TOB wlapsa Crapm Honmep Tanedowy: +38 044 281 23 33
ot Acio Group, Uleeiinapin E-maoil Ynoenonaskenol ocolu: UA_QP@ncino.swiss
Vrpaluz, s, Kife, Gyanoap Bannens Mapeas, fyxnaowx §

CEPTH®IKAT AHAJI3Y Ne 448536

Na peecTpaniiiHoro noceiqucnng;

BIOPEH®, UA/12087/01/01

Kancyar no 250 mr
xancya y énicrepi, o 6 6aicrepis B mayni

Tepuin il peccrpaniinoro
noceimuenHns: Ge3cTpoKoBO

Crnaj Ha 0Oy KANCYIY HIOUHX PeToBHE: (GenilyTy 250 ar

Houmep cepii: 531224 Kimekicts npogyxuii B cepil: 15724 on. ym.
Hara pupobuuursa: 17.12.2024 Tepmin npupataocti: 12.2026
Hata xoutpomo: 22.01.2025

KouTpons sianosimio go: MKA JI3 sig 07.05.2024

HANMEHYBAHHS DOKAZHIKA BHEMOTH HOPMATHBHOI JOKYMEHTAIII PEIVIBTAT
Omuc Teepzi xenaTAHEB] Kacyny, 3 6in00 HENPO30POY KPRINETKOIO Ta Binnosinac
Hinm Henposopes Koprycos., Buicr kancyn — nopomex binoro a6o
matbxe Binoro xonsopy. JIOOYCKAETECA HANBHICTE CHPCCOBAHMX
CTOBITTHKIR 260 IPyAOUOK, AKi NPH HATHCKAHH] PO3NANAIOTECH.
Inentupikani 1. YmeTpahioneToBHi CHIEKTD NOMHMHANS BUIPODOBYBAHOTO POITHAY, Bianosizac
OTPHMAHOIO IpH HpoBenent BunpoGysannd «IinbKicle BHIHATCHNS, ¥
mianmazoni Big 220 BM a0 300 HM NOBHHEH MATH MAKCHMyMH, MiHIMYMuU
NOrTAHANHA T2 Iiedi IpY THX CaMMX MOBKHHAX XBHIIL, IO i
yaBTpadioNeTOBHE CHEKTp HOMIHHAHHES posduHy nopiBHARNA (£ 2 m).
Ineurnixauia 2. Ha xposmarorpasi BHIpoSOBYBaHOTO POIHHY MaE CIIOcTepiraTues Binnosinac
OCHOBHA IH1AMAa Ha PIBHI OCHOBHOL IIAMH Ha XPOMATOrpaMl pOSUKHY
nopiBHAHNS, O BIXOOBIiRAE iH 3a po3MipoM Ta KONMLOPOM.

Cepexmits Maca BMicTy Kancym 332,5-367.5 Mmr (350 Mr £ 5 %) 351.8 mr
Chanopianicts HO30BAHNX
ONHHHIL
AV < 15 Kpurepii npuiiraTHOCT] MAIOTE BiANORiAATH Binnosijiac
pivoray IOV, 2.9.40.
cepenue . A ‘ Bianosipac
MAKCHMYM ey B Bianosinac
MiniMy™ ' 4 . : ‘ Bianosinae
RSD B AR L Bianosiza
Pozunnens '
cepeaHc S = 80 % (Q) denibyty 3a 30 xs. Binmosinac
pines Binmosizae
MAKCHMYM ‘ >80% (Q) Biznosinae
MiKiMyM =80%(Q) Bianosiase

Cynposigni aonimkry
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HAITMELHYBAHHS IIOKASHIKA BHMOIH HOPMATHBHOI TOKYMEHTAIL TE3VJILTAT

Byms-nxof necneuudbixopasof . <0.10% Binmosimnae
JoMinIKi

Homiwky 4-enimmiponinos-2 <0.15% Binnosizac
Cyma goMimox <1.0% Binroninae

MikpoGionorinHa yueTora

Escherichia coli Hanpuicrs B 1 I — He JOIYCKAETHCH. Bincyrni

TAMC < 1000 KYO/r 3aransHe uic/o aepobumx MiKpOOpFraHizMiB. <100 K¥O/r

TYMC < 100 KYO/r 3aransHe YHCAO APIKUKOBHX Ta nnicenenux rpnois. <10 KYO/r
KinbxicHe BH3HaUCHHA ' 237.5-262.5 Mr/xanc. 249 .4 mr/xanc.
YnakoBKa Tosumna signosizary savoram MK JI3. BinmoBinae
Mapxypatus [orurmo pipmosinavs Brvoram MECGT JI3. Binoogizae

Kontporme 34 MOKA3HHKOM "Mikpo6ionoriuna wscrora” apiifciioersess B pexEMi MOHITOPHEIY Ha nepmifi cepii B
poi Ta ge pizue, Hix Ha koKHiH 10-# cepii. Pesynbrari MOHITOPHHTY piAmOBiAAIOTE BCTABOBIEHHM BHMOFaM.

Bucnonok: Bixnosinae saporan MK JI3 sin 07.05.2624

Kepiznur JKSA Hap's KOCEHKO - 22.01.2025

Lleit oryment ninmnicanii B CACKTPOHHOMY sura Ta Aie 663 BAACHOPYIHOIO HiZImHCy.

BicHOBOK!

IInmM  $ mATBEpAKYW, [MO NPHBEJEHA BHILC ispopmania € HOCTOBIpHOI i Tousoro. Il cepin Oyna
BHTOTOBJEHA  (BIAOYMAKYH YUAKOBKY/MAPKYBaHH) i 6ys nposemeHuii  KOHTPOJL i sxocri  Ha
BHmeBrazamili  gineERmi  y  nomii sigmosigmocri 3 BuMoramu GMP, & TAKGK Y sigmopimnocri 3
cnempiramiame, ki micraTees B peectpaniiinomy joche.  IIpoTORONH Ta

ananizis Gyn# OeperasHyTi i BCTAHOBACHR sinmosinuicTs sasoramM GMEP,
Mpenapar K03BoeHo A0 peasizani.

YiopuoBsaxeHa ocoba Oxcana SITEHKO 22.01.2025
.. -'—"'—--\\
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Leit AOKyMEHT MiANHCAHHH B C/IEKTPOHHOMY BHITLI T2 Ji€ Ge3 BIACHOPYYHOrQ mirmcy.
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