-

JIEPYKABHA CIYIKBA 3 JHKAPCBKUX 3ACOBIB TA KOHTPOJITO 3
HAPKOTUKAMH Y KHIBCBKIN OBJACTI

ipos. Ceitanunol Haauii, 3, sm.Kuis, 02099, rea/(ake: (044) 576-40-41
-mail: dis.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3EHOro B YKpainy JiKkapenKoro 3acody

06.08.2025 Na 36964/25714

EHTEPOXXEPMIHA®

(naiimeHy Baiis AiKapehKoro 3aco0y 3riAHO 3 PeCeTPALiiniM HOCBIEHIM)
cycenemsia opanbha; Ne 20 (10x2): no 5 ma y durakoni; no 10 paaxonis, 3'canannx mMim codomn
HOJIETHIICHOBOI MEPEMHUKOI0, Y KACeTi; 110 2 KaceTn B kapTouniii kopotui

(hopra BHIYCKY, JO3YBATITIS, BILNAKY BT HKAPCHIOT0 3ac00y )
Hosep peeerpaiitnoro nockiauenns UA/4234/01/01 crpox aii pecerpauiiinoro nocsizerns 01.01.2099
Cepis sikapeskoro sacody Ne 51227 Kinbkicrs saesenoro jikapenkoro sacody 25920

Bupodiing Onenna Xenckea Irani C.p.i., Iranis
(HMEHY B BHPOBINE JIKAPCHKOTO 3ac0BY, KPaiiia HOXouKeH 1)

Bieseno s Yipainy Tosapucrso 3 o6mexenolo sianosigaabuictio "OHEJUIA
XEJICKEA YKPATHA", ineur, kop: 43726391
(nafiveny sans ta ko 3a CLPIOY 1opnuninoi ocobi abo npizsimie, iM's. 1o darbroni ditiinoi
0COBH - NIANPHCMLE, i MICUE IPOAHBANNIS TR PECCTPALLIHTHLT HOMEP 00ATKOROT KAPTIIL TN
oarKis abo cepis Ta HOMEp nacnopTa)

[ porokod sisyausioro kowrpomo sin 01.08.2025 Ne 2398/3.

Ba pelyAVTATAMM  JICPAG@BHOIO  KOHTPOAKY  BCTAOBICHO. UL JiKapehkui - 3acid  speseno s Yipainy

JMOTPHMAHIISEM BHMOT 33K0HOAABCTBA HLOAO 3a0C3NCHCHIs SKOCTE JHKapebKHX 3aco0iB,

M3}
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OCriggio Site

MANUFACTURER'S BATCH CERTIFICATE (batch 5[227)

Enterogermina® , oral suspension. 5 ml, 20 FLAC

1. Name of product

ENTEROGERMINA®

2. Active ingredient

Bacillus clausii

3. Importing Country Ukraine
4, Marketing Authorisation Number UA/4234/01/01
5. Strength / Potency 2 billions

6. Dosage form

Oral suspension

7. Package size and type

Ne 20: 5 mlin a vial, 10 vials interconnected by a polyethylene jurnper'.”i}» i
cassette; 2 cassettes in a carton box.

8. No. of packs

44568.000

9. Lot/ batch number

See the annex attached: analytical certificate (Batch 51227)

10, Date of fabrication / manufacture

See the annex attached: analytical certificate

11. Expire date

See the annex attached: analytical certificate

12. Name and address of fabricator(s) /
manufacturer(s) — manufacturing site(s)

13. Number of Manufacturing License

Viale Europa, 11 - 21040 Origgio (VA), ltaly

Opella Healthcare Haly S.r.l.,

Decree N. aAMM7/2022 dated 11/01/2022

14. Result of analysis

See the annex attached

15. Comments [ Remarks

N/a

16. Certification statement

I hereby cerlify that the stated information is authentic and accurate. This |
batch of product has been manufactured, including packaging/labelling
and quality control at the above-mentioned site(s) in full cornpliance with
the GMP requirements of the local Regulatory Authority and with the
specifications to Marketing Authorisation of the registration dossier of the
importing country. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP.

Decision date
2110512025

Qualified Person
Walter Milano

APPROVED




Certificate of analysis

30 0R.B6LT

ORI_932992
ENTEROGERMINA 2MLD/SML SUSP BT20 M24 UA
OGERMINA 2MLL/SML SUSP BT2 Batct
MAY-202% C0:0G:00.00 Expiry dat

sLomar ar

number QL2220

30-APR- 20

GUI00:00. 00

30-APR-Z027 00:00:00.00 Qua 14588.500
Tontrol DRI 259za1

i Referenc OPE~QCLS541 «

GRY 932992 ol vers !

SPECIFICATIONS RESULTS
whitizh, opalescent, cont
ligquig
Qeleur: characternistic Conf
Taenti: . couisn © Bi amical characterist conforms  Cont
{In house)
~ Growth charachori coniorms Conf
(In bouse:l
6.5 ~ &.% (Ph.Eur.) E)
viyiune 5.0 - 3 ml (Ph.Bur.} Sl
Conform:s {(Ph.Eur.) cont
~ Dther viable zerobic contamination: Cent
none/10 mi {(In house)
~ Escherichia coll and other gram=- Canf
nene/l0 mio (In house)
lnonella: none/ 10 wml (Tn housc) Conf
St. aureus: none/ld ml (In he Conf
- Fungl: none /LG wnl (In house) Conf
Chlosvamphenicel: >= 30 ng/mi Conf

{In housal

Tetracysline hydrochioride: >=S50ug/ml  Conf
{In house}

~ Btreptomycin sulphate: »=500ng/ml Con g

In housc)

- Rifanmpir: > S0ug/ml (In hovse! Conf

1.6 2.4 pillion (In house) Pobilliocn

Coaplies

in comrliancs with t
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«GMP reguirements and somp with ERRH LIRS
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Certificate of analysis

Pilant : Or

ORI_9329%2

ENTEROGERMINA 2MLD/5ML SUSP
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BT20 M24 UA

Bateh number

Expiry dat GoARR-Z027Y 00

Quantity
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BupoGuuua ginnumis Opijucno

CEPTU®DIKAT CEPII BUPQBHHUKA (cepin 51227)

EHTEPOIEPMIHA®, cycnensis opajabua no 5 Mi y gpaaxoni, mo 20 gpaaxouin

Jara piimenns: 2105

1 | Haitmenysanus upoayinii EHTEPOIKEPMIHA®
'2 /\Klnlmnu hn‘pc}(i(ﬂl'r Bacillus clausii B
3 hép)l(;lnzl—imn()p'rep Ypaina
1 Homep Peectpaniiinoro [Mocsiguenns UA/4234/01/01
[ Cuna aii / AkTusnicrn 2 Minbapin
6 Jlikapenka gopma Cyciensis opannHa
7 Po3mip ra run lIilK)‘;I‘i“;’l"l“lllﬂ Ne 20: 10 5 My Gpaakoni, 1o 10 gaaxonis, 3'eanannx Mk cobon
HOMICTHACHOBOIO IEPEMUIKO10, Y KaceTi; 10 2 kaceTh y kapTonniil kopodni.
8 | Kinnkicrs yna KOBOK 44568.000 o
9. 'ﬂ"n‘p'rin / Homep cepii Anejloparor: cepTdikar ananisy (cepin 51227)
' 10 Jdara BHpo6nHITBA Ane, loparor: ceprudikar ananisy
110 Jara sainuenns Tepminy npugarnocri | Aus. gopartor: ceprudikar ananizy
12 H 2I’l;ikML’IlyllilllH$l, MiCHC3HAX0KCH IS Oueina Xeacxea frani Cpa,
AL 3 BPOGHHITRA Busiie Eypona, 11 - 21040 Opijpkno (VA), Iranis
13 Homep ginensii BupoGUMKa Decree N.aAMM7 /2022 »in 11.01.2022
14 PesyabraTh nposejeniis anajisy s, pogarox
15 | Ko M'éli"i‘upi / Pemapxn /3
16| 3asma upo ceprudikanio

UM 3arsepukyio, no napefgena indopmanis e gocronipno ra rounoin. o
cepilo UPOAYKIT Gy0 BHEOTOBACHO, BKII0YI0 NAKYBAHIS/MapKyraiig Ta
KOHTPOIL SKOCT], B BHIRe3azHadeHiil supobumyiit giasuui (-ax) y nonnii
pignonignocti puMoram GMP, BHMOTaM 3aTBEP/ORKCHUM JOKAILIHN
PEryASTOPHHM OPraHOM, @ TAKOK ¥ BIAHOBIAHOCTI o cnenndricaniii o
PeecrpaltiiiHoro nOCBiAYCH S, 1110 MICTHTLCH B peectpaIliiiHoMy jocke
kpaiu-imnoprepa. [IpoToKoaH BUPOBHHITRA, NAKYBAH NS Ta JlocAiKeH I
Gy neperasnyita signosijan s sumoram GMP,

Yaonruosawena Ocola

Juijuiue/

Vi [Walter Milanof

JA03BOJIEHO

Prre. it M3
28.04, 26 f%




Ceprudikar ananisy
(Jlorornm: CAHO®I)

Bupobunua pgiasings:
Opimkno

Onenna Xescxea Irani Cpan.
Buwse Bypoua, 11

21040 Opijgacno (VA)

Ten: 13902.96.10.1
hake: +3902.96.73.05.35

ORI_932992
EHTEPOXEPMIHA® 2 misbsapau/s ma, cycnensis no 5 may guakoui, o 20 gaaxonin, Ypaina
EHTEPOMEPMIHA® 2 minnsapan/5 ma o 20

i\[l'l'll](y]l FAMOBHHKA:

. Cepisl Ne: 51227
Jlarra sitroroBacHus: 11.05.2025 00:00:00.00 Tepmin npugatHocTi: 30042027 06:60:00.00
Jara onropnoro ananisy:  30.04.2027 04:06:00.00 Pogmip cepiit 44568.000

Homep xowrpoasioro ORI_932992Al
MeToly:

nepcis: 1 Peccrpanifinnii nosep AP CO-OPE-0015541 c.c.
Bepcist ceprudicary

JaMoniciug uponecy

tHomep Dopmu-ceprudixary: ORI _932992 ; 1
ananizy:
: " i 5 . ["é:{vyj‘l.h‘l"il'l'li
. Hajimenypasus nokasHukis Crenpdiranii
. i o o . e . Bllllpl)r)yl}illll»
3onuimHii nﬁ1'J'|‘;1"11,:_[Sijl)'!pzljl'gi,‘ onanu.uunm p]/unn B|/um|n/n(
A — - Banax: Kapawrephnii e Bianosinac
s lpenrngixania: e e
. / e SO BEARE
; - Xapa rcpnu‘mm pouy Bl/umm/la(— (Bnylpnnnu Muo/unm) - Bijuroipac
ool 85 (€op. ®apm) S 7,6
~Cepeaniii 06'em o 1 50-53ma (Enp. <I)apM) o o i ERY
COaumopiaticrs o8'emy B'/l””””l“ (P DADM) e e BB
_ Brupobynanus na wnerory e o e
-l rresparii acpoGui Mikpoopranizmy ‘. B
! X Bignonijae
2 cyTHicTs /10 Ma (BuyTpining meTojkxa) o )
: hl.‘ll(.hl'l coli ra inwmi rpam-Heratusni 6akrepii: Bignonijgae
i Bigeyrnictn /10 ma (Buyrpiutin meroaunka) e
- Satmonella ”B‘uuyngxc 3/10 ma (Buyrpimng MLI()JUH(H] o ) Bignosijae
- Staphylococeus aureus: BT ARITAE
o Bincyruicen /10 wa (Biywpiunn meroqnxa) - - fll '
i . Bigeyrnicrn/10 ma (Buyrpimus metoanka) . Bianosigac
- Pegyerenriicrs o antubiornkis - o
- Xaopamdreniikon: . ;
5 . : - . Bipnorigae
L2 50 Mer/ma (Bliyrpimis metoania) JRp—
- Terpanuainy rigpoxaopmu: . .
) Bignonipnac
250 mir/ma (Buyrpimns meroanka) AL
- CrpenroMinyny cyabdar:
. petrrortlity cy ),([) Bignonijac
2500 mxer/ua (Buyrpimus meropia) ‘
- Pudpamnin: BRI
" ) 250 mer/ma (BuyTtphinng MeTopnka) IO
Kiankicnnii pmicr ciop 1,6-24 Mizbsp . i
. . . e 2,8 Mianapan
{cnopn na dgakon) i (Bnyrpimus meroamka) ) ) 7 o
o Kowrpoan ynawossn G Bianesigae - . Bipnowizac

[ cepin Oysa BuroTonacna y signosignocri 3 suMoramu ¢GMP i signosigae cnenudikanism jo signosignore Peecrpaniitinoro
nocignen .
Hporokoan supoGHHILTEA, TaKYyBAKHS Ta aHapizis cepil Gyan neperasHyTi ta BeranosacHo signosijinicr, cGMP

PHUEHHS mopo CEPI

Piwenss mopo srnycky cepif Butuyieno

Nara
OcoGa, mo npuiinsia pienns:

[17:28:29.00
srop {Citterio (;mim[

I

Heif ceprudikar MicTIHTH CACKTPOHHNE HiAnNCe 3 Basigoranol cicremn LIMS

Mijme:

rap_coa_resultats v5 Cropinka 1/1




TEPKABHA CJIVKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KMIBCBKIM OBJIACTI

npoB. CBiTIMYHOI Hagii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHUCHOBOK
npo sIKicTh BBE3EHOT0 B Yxpainy JikapcbKoro 3ac00y

30.07.2025 Ne 35977/25/10

EHTEPOXEPMIHA®
(HaliMeHyBaHHs JTIKapChKOTO 3ac06y 3rI/IHO 3 PeECTPALIAHIM TTOCBiXUEHHAM)
cycnensis opanbHa, Ne 20 (10x2): mo SMay daaxoni; mo 10 daaxonis, 3’€AHANAX Mix co0010
[0JIieTHIIEHOBOIO NepeMHKOI0, ¥ KaceTi; o 2 KaceTH B KApPTOHHIA KOpoOIi
(dpopma BUIIYCKY, KO3YBAHHS, BUL IaKyBaHHA NiKapChKOTo 3aco0y)

HoMep peecTpaLiiiHoTo MoCBiHeHILs UA/4234/01/01 crpox aii peectpanifnoro nocsiguennsa 01.01.2099
Cepis nixapcbkoro 3acoby Ne 51226 KiTbKicTh BBE3EHOTO JIKapChKOTo 3aC00y 42840

Bupo6HHK Oneta Xenckea Itani C.p.ur., Iraiis
(naiiMenyBaHHs BUPOGHHMKA JIKAPCHKOrO 3acofy, kpaiHa TIOXOJIKEHHS)

BaeseHo B YKpaiHy ToBapucTBO 3 00MEKEHOI0 pinnosizansuictio "OMEJLIA
XEJICKEA YKPAIHA", inent. xox: 43726391

(HaiiMeHYBaHHA Ta KO 3a €JIPTIOY topuantHol ocobu abo npizeuLLe, iM's, TT0 GaThKoBi (hizuaHOT
ocobu - THATpUeMLS, T MiclIe NPOXUBAHNA Ta peecTpatiinnii HoMEp 0671ikOBOT KapTKH TIIATHUKA
Tiojatkin abo cepisi Ta HOMEP nacrnopra)

[IpoToKoJ Bi3yaJibHOr0 KOHTPOJIIO Bin 29.07.2025 Ne 2326/1.

3a pesynbTaTaMK JIEPKABHOTO KOHTPOIIO BCTAHOBNEHO, 1[0 JHKApCHKHH 3aci6 BBeseHO B YKpaiHy 3

HOTPUMAHHSAM BHMOr 3aKOHOAABCTEA LO0 3a6e3redeHHs SKOCTi TKapChKIX 3acobis.

(iniuiann va npisuon)
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Origgio Site

MANUFACTURER'S BATCH CERTIFICATE (batch 51226)

Enterogermina® , oral suspension. 5 mi, 20 FLAC

1. Name of product

ENTEROGERMINA®

2. Active ingredient

Bacillus clausit

3. importing Country Ukraine
4. Marketing Authorisation Number UA4234101/01
5. Strength / Potency 2 billions

6. Dosage form

Oral suspension

7. Package size and type

Na 20: 5 ml in a vial, 10 vials interconnected by a polyethylene jumper, in
cassette; 2 cassettes in a carton box.

8. No. of packs

42840.000

9. Lot / batch number

See the annex attached: analytical certificate (Batch 51226)

10. Date of fabrication / manufacture

See the ahnex altached: analytical certificate

11. Expire date

See the annex attached: analytical certificate

12, Name and address of fabricator(s) /
manufacturer(s) — manufacturing site(s)

Opelia Mealthcare Italy S.r.l.,

Viale Europa, 11 - 21%9\9#95;30 (VA), taly

13. Number of Manufacturing License

Decree N. aAMM7/2022 dated 11/01/2022

14, Result of analysis

See the annex attached

15. Comments / Remarks

N/a

16. Certification statement

[ heraby certify that the stated information is authentic and accurate. This
batch of product has been manufactured, including packaging/labelling
and quality control at the above-mentioned site(s) in full compliance with
the GMP requirements of the local Regutatory Authority and with the
specifications to Marketing Authorisation of the registration dossier of the
importing country. The batch processing, packaging and analysis records

| were rev{gwed andkk found}v"t‘gpe in compliance with GMP.

Decision date
20/05/2028

Qualified Person
Simonetta Rolando

. gﬁ.&»&n

Shmonerts RELANDO {Juk21, 2029 14:33 GMT+2}

APPROVED

d

ces N /’f/ ¢ (;/ g
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Opella Healthcare Italy St L.
viale Buropa 11

21040 Origgio (VA) - Italy
Tel. +39 02.96.10.1

Fax +39 02.96.73.05.35

Certificate of analysis

SANOFI

pPlant : Origgio

Customer article
Manpufacturing date
Retest date

Process Order

ORI_932992
ENTEROGERMINA 2MLD/SML SUSP BT20 M24 VA

ENTEROGERMINA 2MLD/SML SUSP BT2 Batch numbex
10-MAY-2025 00:00:00.00
30~-APR-2027 00:00:00.00

Expiry date:
Quantity :
Control Method n.

51226
30~APR-2027 00:00:00.00
42840.000

ORI_932992A1

packaging control

version 1 Reference of AP CO-OPE-0015541 c.e.
oA Master n. ORI_932992 CoA version 3
[ TESTS SPECIFICATIONS RESULTS
Description Appearance: whitish, opalescent, Conf
liguid
- Odour: characteristic conf
Identification tests - Biochemical characteristics: coqforms Conf
{In house)
. Growth characteristic: conforms Conft
(In house)
pH 6.5 -~ B.% (Ph.Bur.) 7.6
Average volume 5.0 - 5.3 ml (Ph.EBur.) 5.2 ml
Volume consistency Conforms (Ph.Eur.} conf
Purity tests - Other viable aerobic contaminaticn: Conf
none/10 ml (In house)
- Escherichia coli and other gram- conf
none/10 ml (In house)
- Salmonella: none/ 10 ml (In house) Conf
- St. aureus: none/10 ml (In house) Conf
~ Fungi: none /10 ml (In house} Conf
Resistance to antibiotics - Chloramphenicol: >= 50 pg/ml conf
(In house)
- Tetracycline hydrochlo:ide: >=50ug/ml  Conf
(In house)
- Streptomycin sulphate: >=500pg/ml Conf
{In house)
~ Rifampin: »>= 50pg/ml (In house) Conf
Spore loads (spores per bottle) 1.6 - 2.4 billion (In house) 2.0 billion
Complies Conf

This batch has been manufactured in compliance with the cGMP
the relevant Marketing Authorisation.
The batch processing, packaging and an

requirements and complies with the specifications of

alysis records were reviewed to be in compliance with cGMP.

rap_cos. resultata v3

Page 1/ 2




Certificate of analysis

Opella Healthcare Italy S.r.l.
Viale Europa 11

21040 Origgioc (VA) - Italy
Tel. +39 02.96.10.1

Fax +39 02.96,73.05.35

Plant : Origgio

ORI_932992

ENTEROGERMINA 2MLD/SML SUSP BT20 M24 UA
Customer article : ENTERCGERMINA 2MLD/SML SUSP BT2 Batch number 51226
Manufacturing date 10-MAY-2025 00:00:00.00 Expiry date: 30~APR~2027 00:00:00.00
Retest date 30-APR-2027 00:00:00.00 Quantity 42840.000
Process Order Control Method n. QRI_932%9892A1
Version 1 Reference of AP CO-OPE-0015541 c.e.
CoA Master n. ORI1_932992 CoA version 1

BATCH DECISION

Decision Released
Decision date 20~MAY-2025 17:31:54.00
Decision operator Milano Walter (QA Manager & Deputy Qualified Person)

This Certificate of Analysis has been electronically signed from a validated LIMS

i

5 yﬁgé
“F Lriggio
AANDO

Ghtcafe

wuadi b g ¥

rap_coa_resultats v5
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canofi

Bupo6Huya AinbHALA OpifKbo

CEPTU®IKAT CEPIi BAPOBHUKA (cepis 51226)

EHTEPOXEPMIHA®, cycreHsis opaibHa o 5 M y drakoi, mo 20 $paxkoHiB

1 HailiMeHyBaHHA NPOAYKUii EHTEPOXEPMIHA®

2 AKTHBHHUH iHrpeJieHT Bacillus clausii

3 JepxxaBa-iMnoprep Yxpaisa

4 Howmep PeecrpaniiiHoro INocsigyeHHs UA/4234/01/01

5 Cuna aii / AKTHBHICTD 2 MinbaApAY

6 Jlikapcoka popma Cycnensis opajsbHa

7 Po3mip Ta THN HaKyBaHHA Ne 20: 1o 5 Mt y duiakoHi, o 10 ¢pnakoHiB, 3'eAHAHAX MK co60oto
NoJieTHIeHOBOK IePEMUUYKOI0, ¥ KaceTi; 1o 2 KaceTH y KapTOHHiH Kopo61Li.

8 KinpkicTh ynakoBOK 42840.000

9. TMapTis / Homep cepii JluB. loaTok: cepTudikaT ananisy (cepisa 51226)

10 Jara BHpoGHULTBA JluB. nojaTok: ceprudikar aHanizy

11 JlaTa 3aKiHveHHs TepMiHy npujgaTHocTi | [uB. loAaToK: cepTHdikat aHaIi3y

12 HaiiMeHYBaHHA, Miclle3HaX0 A )KeHHA Onesna Xenckea Itani C.pJi.

ALILHUIL 3 BUPOGHUUTEA Bbsase Eypona, 11 - 21040 Opigxbo (VA), ITanis

13 Homep JiineH3il BUpoGHUKA Decree N. aAMM7/2022 Big 11.01.2022

14 Pe3y/ibTaTH NPOBeJeHHA aHanisy JUB. l04aToK

15 KomenTapi / Pemapku H/3

16 3agBa npo ceprudikauiino LM 3aTBep/KYIO, 10 HaBeJeHa inpopMaLis e JOCTOBIpHOI0 Ta TOYHOI0. 10
cepiro NpoAyKuii 6y/10 BATOTOBAEHO, BKIIOYHO naKyBaHHsI/MapKyBaHHs Ta
KOHTPOJIb IKOCT], Ha BUlile3a3HaveHiH BUPO6HKYIH ginstuil (-AX) y MOBHIA
BignogigHocTi BuMoram GMP, BuMoraM 3aTBepAXeHUM JIOKaIbHHM
peryJiITOpHUM OpraHOM, a8 TAKOXK Y BignosigHocCTi Ao cenudikanii 1o
PeecTpanifiHoro nocsiguenHs, o MicTATbCA B pEECTpalifHOMY [0ChE
kpainu-iMnopTepa. [IpoToKOTH BUPOBHUIITBA, TAKyBaHHSA Ta JOCHiJPKeHHs
Gyny NeperasHyTi Ta BiAnoBiawTL BHMOTaM GMP.

JlaTa pimenss: 20.05.2025

YnosHosaxeHa Oco6a
Cimonemma Poaando [Simonetta Rolando]
/nignuc/

J03BOJIEHO



CeprudikaTt aHami3y

(JloroTun: CAHO®I)
Bupo6Huya AiNLHALS:
Opizxeo

Onesna Xesckea Itani C.p.J.
Boane Eypona, 11

21040 Opigxbo (VA)

Ten: +3902.96.10.1

dakc: +39 02.96.73.05.35

ORI_932992
EHTEPOKEPMIHA®, 2 Mitbap/u/5 M, cycnensis y dnakoni, no 20 ¢axonis, YkpaiHa

ApTHKYA 3aMOBHHKa: EHTEPOXEPMIHA®, 2 misbsipan/5 ma no 20

JL Cepisa Ne: 51226
JlaTa BUrOTOBJIEHHS! 10.05.2025 00:00:00.00 Tepmin npUAaTHOCTI: 30.04.2027 00:00:00.00
JlaTa IOBTOPHOT 0 aHAJH3Y: 30.04.2027 00:00:00.00 PozMip cepil: 42840.000
Homep KOHTPOJLHOTO

3aMOBJIeHHs Tpoliecy MeTomy: ORI _932992Al

Bepcis: 1 PeecTpatiiinnit Homep AP: CO-OPE-0015541 c.e.
Bepcisi ceprudikaty

Homep ®opmu-ceprudikaty: ORI _932992 ananisy: 1
HaliMeHyBaHHs MOKa3HUKIB Crneyudikauii PesyanraTh
BUIpPOGYBaHb
XapaKTepUCTHKU:
~Bopnimuii pursag; Bisysara, omanecueHTHa pigiHa Bignosigae
- 3anax; XapakTepHuH Bignosifae
[nentudikanis;
- BioximiuHi xapakTepUCcTHKH: Bianosigae (BHyTpilIHsI METOAMKA) Biamosifae
- XapakTepucTUKY pocty: Binosifae (BHyTpilIHst MeTONKa) Bigmosigae
pH 6,5 - 8,5 (EBp. Papm.) 7,6
CepejHiii 06'eM 5,0 - 5,3 ma (EBp. Papm.) 5,2 MJ1
OaHopigHiCTE 06'emy Bianosinac (Esp. Papm.) Bianosigae
Bunpo6yBaHHS Ha YUCTOTY
- THIL XXUTTE3AATHI aepo6Hi MikpoopraHisMu Bignosizac
BigcyTnicts/10 Ma (BHyTpiWHsA MEeTOAMKA)
- Escherichia coli Ta iHui rpaM-HeraTUBHI pakTepii: Biamosigae
BiacyTHictb/10 Myt (BuyTpiHa METOAHKa)
- Salmonella: BigcyTHicTb/10 M (BHYTpilIHA METO/HKa) Biamosifae
- Staphylococcus aureus: Bianosiaae
BigcyThictb/10 M (BHyTpilrHa MeToAMKa)
- 'pu6u: BincyThicts/10 mu (BHyTpimns MeTOAHKA) Bignosizae
Pe3UCTeHTHICTb 40 aHTUOIOTHKIB
- Xnopamdeniko: . .
> 50 mxr/ma (BHYTpillHA MeTOANKa) BianoRizac
- TeTpalMKJiHy FigpoxJ0puA: . .
> 50 MKr/Ma (gny'rgimnﬂpme'ronnka) BiAmREIaE
- CTpenToMiliHY CynbdaT: . ;
> 500 Mkr/mi (BHYTpillHsS METOAHKA) Biangeinae
- Pidaninls: Bignosigae
> 50 Mxr/mJ (BHYTpilllHA MeToAKKa)
KisibKicHuiH BMICT Cop 1,6 - 2,4 Minbspau .
. 2,0 misibapan
(ciopH Ha GJ1aKOH) (BHyTpiliHs MeToAMKa)
KoHTpoJb YIIaKOBKH Binnosigae Bianogizae

Lis cepis GyJia BUTOTOBJIEHA Y Bignosigaocti 3 BuMoramu cGMP i BiAmoBigae cneundikaniaM fo BignoBiAHOTO PeecTpauiiiHoro
NoCBiAYeHHs.
ITpoTokoa1 BUPOOHHUITBA, TaKyBaHHA Ta anasisis cepii 6y/iM nepersHyTi Ta BCTAHOBJIEHO BignosigHicte cGMP

PILIEHHS mozo CEPIT
PiweHHs 10/10 BUIYCKY cepii BunyueHo
Nlara 20.05.2025 17:31:54.00
Oco6a, 1o NpHiHAIa pilUEeHHS: Minano Baxntep [Citterio Giulia]
(Merempkep 3 3a6eaneyeHHs aKocTi Ta 3acTynHUK YoBHOBRXKEROT 0c06H)

Leit cepTudikaT MicTUTH eJeKTPOHHUH MANHUC 3 pasigoBanoi cucreMu LIMS

Hignuc:
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