JEPYKABHA CJIVIKEA 3 JIKAPCBHKHX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCHKTIA OBJIACTI

npos. Ceitnuunoi Hanii, 3, M.Kuis, 02099, Ten/pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox CIIPTIOY 37078774

BUCHOBOK
Npo SIKiCTH BBE3€HOro B YKpainy JIKApPCHKOro 3aco0y
02.09.2024 N 42681/24/10
EHTEPOXXEPMIHA® ®OPTE

(naiimenyBanHs nikapebkoro 3aco0y 3riiHo 3 peccTpauifinum NOCBiAYEHHSM)
cycnensist opasbaa Ne 10; mo S M y ¢uiaxoni; mo 10 dnakowuis, 3'exHanux misk coGoro
HOJIETHJIEHOBOIO IIEPEMHYKOIO, Y Kaceri; no 1 xaceri B KapToHHiii Kopooui
(¢opma Bumycky, no3yBanus, Bun NaKyBaHHA JlikapchKoro 3acoby)

Homep peecrpauiiinoro noceinuenns UA/15608/01/01 CTpOK Aii peecrpauiitoro noceizuenma 01.01.2099
Cepis nikapcebkoro 3aco6y Ne 41139 Kinbkicts BBe3eHOro nikapebkoro sacoby 24576

BupoGHuxk Onenna Xenckea Itani C.p.i., Itanis
(naiiMenyBaHHs BHpOGHUKa nikapcbkoro 3acoly, kpaina HOXOIKEHHS)

Beesero B Vipainy Tosapucrro 3 obmexceHoro BimmoBinabHicTIo "OIEJLIA
XEJICKEA YKPATHA", igenr. on: 43726391

(nalimenyBsanns Ta ko 3a €JIPTIOY 1opuandHoi ocobu abo npissuue, imM's, no 6aThkoB]
disnunoi ocobu - ninnpuemus, i micue NpOMUBAHHA Ta peecTpauiiiHuit HoMep 06nikoBOj
kapTku naathrka noaarkis abo cepis Ta HoMep nacnopra)

porokon Bisyanbhoro kontpomo six 28.08.2024 Ne 2534/1.

3a pesynbTaTaMu  JepXKaBHOrO KOHTPOJIIO  BCTAHOB/EHO, MIO JHKApChKME 3aci0  BBE3EHO B Ykpainy 3
AOTPHMAHHSAM BHMOT 3aKOHOAABCTBA LIONO 3aGe3rIeerHs AKOCTI JiKapChKUX 3acobis.

%. @Z/ Biktop CTEGKIBCHKMI

[ it 4 eeaees :
HTRO1I0) (974 (mannef” (iniuium ta npissuie)

¥ Sk
o8 1A KOl pp ) 4
x\gp\\\mmﬁ 0 K4

*o iy
"..Q. 1 ?O%.
m§d?: 60 opAhlf e
% J]OKY MEH

-

: :'a«
PARETG

ép. wax o ATY

(Cof. = k@(






sanofi

BrpoGuuya ginbhuus Opimxno

CEPTU®IKAT CEPIi BAPOBHUKA (cepia 41139)

EnTepoxepmina® ®dopre, cycnensia opaiabna

1 Haifimenypauns npoayxuii EHTEPOXXEPMIHA® ®OPTE

2 AKTHBHWI iHrpegicHT Bacillus clausii

3 flepxaBa-imnoprep Ykpaina

4 Homep Peecrpaniiinoro MocBigyenns UA/15608/01/01

5 Cnana aii / AkTuBHICTL 4 Minbspau

6 Jlikapcoka popma Cycnensis opanbua

7 Po3mip Ta Tun nakysanus Ne 10: 10 5 Ma y pnakoni, no 10 $AaKoHiB, 3'eAHAHUX MiX COBOI0
NOMeTHAEHOBOIO NepeMHUIKOI0, y KaceTi; 1o 1 KaceTi B KapToHH Il Kopo6ui.

8 KinbkicTs ynakosok 76672.000

9. Napris / Homep cepii AuB. fopatok: ceprudikar aHanisy (cepia 41139)

10 Jarta Bupo6uunTEa Aus. gojgatox: cepTHIKaT ananisy

11 Tepmin npugatnocti AuB. goparox: ceprudixar aHanisy

12 HalimenyBannus, MicHe3HaxoaxeHHsn Onenna Xenckea Irani C.p.a.

AIIBHHLL 3 BUPOGHUNTEA Bobsane Eypona, 11 - 21040 Opinxwo (VA), ITanis

13 Homep ninensii eupo6uuka Decree N.aAMM?7/2022 i 11.01.2022

14 PesyabTaTh nporesenus aHanisy AuB. fogaTok

15 KomenTapi / Pemapkn H/3

16 | 3asea npo cepruikaniio «lJum samsepdxcyio, ujo Hagedena iHgopmayis € docmoesipHoro
ma moynow. Lo cepiio npodykyii 6y.0 8U20MOBAEHO, 8KAHYHO

NAKYBAHHSA/MADKYEAHHA MA KOHMPOb AKOCMI, Ha
8UWe3azHa1eH il eupobHuHill diasnyi y nosHitl eidnogidnocmi
gumozam GMP, eumozam sameeporcenum A0kasbHUM
pecyAAmMOpHUM OD2AHOM, A MAKOXC Y 8idnosidHocmi do
cneyupikayiil do Peecmpayitinozo noceiduenHs, wo Micmamecs
8 peecmpayitinomy docwe kpainu-imnopmepa. Ilpomokoau
8UPOBHUYMEQ, NAKYEAHHA ma AoCAidNceHH: 6yau nepezasiHymi
ma sidnogidaioms gumozam GMP.»

Dara Piwenusa: 04.06.2024
/nidnuc/

YnosHoBaxena Oco6a
Cimonemma Poaando [Simonetta Rolando]

A03BOJIEHO




CepTudikaT aHamsy

Onenna Xenckea Irani C.p.n.
Bbsane Eypona, 11

21040 Opimxso (VA)

Ten.. +3902.96.10.1

daxc: +39 02.96.73.05.35

ORI_6624258
EHTEPOJKEPMIHA, 4 minsapau no 10 dnaxouis, Yxpaina
EHTEPOXEPMIHA ®OPTE,
ApTHKYJ 3aMOBHHKa: 4 Minbapau o 10 ¢paKoHis, Cepist Ne:
Yxpaina

JlaTa BUrOTOBNEHHS! 25.05.2024 00:00:00.00 TepMiH NPHAATHOCTE:

(JioroTun: CAHO®I)
BupoGruya AILHULUA!
Opinxbo

41139

30.04.2026 00:00:00.00

JlaTa noBTOPHOTO aHanisy: 30.04.2026 00:00:00.00 Po3mip cepii: 76672.000
3aMOBNIEHHSA Npouecy Homep KOHTPOBLHOTO METOAY: ORI OR763152A1
Bepcisi: 4 Peecrpauiinuit nomep AP: CO-OPE-0004962 c.e.
Homep Macrep-ceptudixary: ORI OR763152 Bepcisa ceprudixaty aHaniay: 4

H
|

l Cnenudikanii

Pe3ybTaTH
npoGysaHb

| - 3osniwniit purasy: Binysara, onanecuet THa piguHa (Bisyan

" Cepeaiit 06'em
HOpifHiCTh 06’eMY

Bunpo6ysanus Ha YHCTOTY ...

- InmixuTTE3AATHI aepobii Mikpoopra
BiacyTnicts/10 ma (BryrTpimns MeToAHKa)
CEscherichia coli Ta inii rpaM-HeraTuBHi 6akTepii:
BiacyThicts/10 Ma (BHyTpiuIHs METOAHUKA]
| - salmonella; BiacyrHicte/10 mn (BHYTPilIHA METOARKA)
- Staphylococcus aureus:
BigcyTHicTb/10 M (BHyTpilIHs METOAHMKA]
- [lpimaxoBi Ta NAiCHABI rpuoH:
BigcyTnicTs/10 mn (BryTpinks MeTOAMKa)

- BioximiuHi xapaKTepHCTHKH: Bianosifae (BHyTpitHa METC
- XapaKTepHCTHKH POCTY: Biznosigae (BHyTpiwys MeTOAHKA) Bignosinae
6,5 - 8,5 (Esp. Dapm.) 2,8
50-53Mn (€8p. PAPM) =715 —
Bignozinae (€8P, dapm.) Bignopinae

Bianosigae

wﬁiﬁnoeinae

Bianosigae

Bignosifae

Pe3uCTEHTHICTD A0

aHTHBIOTHKIB*

Kinpxicuuit BMicT cniop
(cnopumnadnakon) ...
KonTposib ynakoBKH

* AHTHGIOTHKH, 10 TECTYBaNHCA!

Xnopamgenikon 50 MKr/mA
TeTpauHKAiHy rifApOXNOPHA 50 Mxr/Ma

CTpenToMiLHHY CyIbdaT 500 Mxr/ma

Bignosiaae (BHyTpiiHs MEeTOAHKA)

3,2 ~ 4,8 minbappa
HSl METOAUKE)

Lis cepis 6yna BUFOTOBNEHA Y BiAMOBiAHOCTI 3 BUMOTAMH ¢GMP i signopinae cnenudikauism A0
NMocBiZYeHHS.

TpoTOoK0AH BHPOGHULTBA, NAKyBAHHA Ta ananisis cepii 6ynu nepernsHyTi Ta BCTAHOBJIEHO

Bianosigae

4,2 minbsipaa

BifnOBiZHOTO Peectpauiftoro

Bignosiguicte cGMP

PILIEHHA moao CEPH

PilneHHs
JlaTa pimieHHd

Oco6a, 1o npuHHAIa pilleHHA:

BunyueHo

04.06.2024 16:02:08.00

Minauo Baabrep [Milano Walter]

(Mexepkep 3 3abesnedeHHs sKoCTi TA 3acTynE

11K YIIOBHOBaKeHOT 0CO6H)

lle#t cepTudikat MIiCTUTD e/IeKTpOHHUH NiANHUC 3 pajsigoBaHol CHCTEMH LIMS

rap_coa_resultats v5
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Origgio Site

MANUFACTURER’S BATCH CERTIFICATE (batch 41139)

Enterogermina® Forte, oral suspension

1. Name of product

ENTEROGERMINA® FORTE

2. Active ingredient Bacillus clausii

3. Importing Country Ukraine |
4. Marketing Authorisation Number UA/15608/01/01

5. Strength / Potency 4 billions

6. Dosage form

Oral suspension

7. Package size and type

Ne 10: 8 m! in a vial, 10 vials interconnected by a polyethylene jumper, in
cassette; 1 cassette in a carton box.

8. No. of packs

76672.000

9. Lot / batch number

See the annex attached: analytical certificate (Batch 4i138)

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)

Opelia Healthcare Italy S.r.l.,

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

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

I hereby 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 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
04/06/2024

Qualified.Rerson
Walt%« ilai)o
P e

APPROVED



Opalla Healthcare Italy S.r.l.
viale Europa 11

21040 Origgio (VA)

Tel. +39 07.96.10.1

Fax +39 07.96.73.05.35%

Certificate of analysis

F1

s Origqio

Plant

ORI 624258

ENTEROGERMINA 4MLD 10FLAC UKRAINE

Customexr article :
Manufacturing date
Ratest date
Process Order
Version 4

CoA Master n. ORI OR7T63152

ENTEROGERMINA FORTE AMLD 10FLAC Batch number @
25=MAY=-2024 00:00:00.00
30-APR=-2026 00:00:00.00

Expiry date:
Quantity
Control Method n.
Referance of AP

Coh version

4IL3%

30-APR-2026 0£0:00:00.00

76672.000

ORT OR763LH241
CO-OPE~-0004962 c.e.
4

TESTS SPECIFICATIONS RESULTS
Cheracteristics - appearance: whitish, opalescent liguid Conf
(visual inspection}
Identification tests - Biochemicél characteristics: conforms Conf
{In house)
~ Growth characteristic: conforms Conf
{In house)
pH 6.5 - 8.5 {Ph.Bur.) 7.8
average volume 5.0 - 5.3 ml (In house) 5.0 ml
Uniformity of volume Conforms {Ph.Eur.) conf
purity tests - Other viable aerobic contamination: Conf
none/10 ml (In house)
- Escherichia coli and other gram Conf
negative: none/10 ml (In nouse)
- Salmonella: none/ 10 ml (in house) canf
- St. aureus: none/10 ml (In house) Conf
- Yeasts and Moulds: none /10 ml Cont
(In house}
Resistance to antibiotics * conforms {In house) conf

Spores lovad (spores per bottle)
packaging control

* Antibiotics tested:

- Chloramphenicol 50 pg/mi

- Tetracycline hydrochloride 50 ny/mi
- streptomicin sulphate 500 pe /ol

-~ Rifampin 90 ug/ml

3.2 - 4.8 hiilions {(In house)

Complies

4.2 billion

Conf

Tris batch has been manufactured in comp

the reievant Marketing Authorisat:ion.

The batch processing, packaging and analiysis recor

Liance with the ¢GMP requirements and complies with the specitfications

ds were reviewed to be in compliance with cGMP.

of
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Certificate of analysis

Opella Healthcare Italy S.v,1.

Viale Eurcpa 13
2104C Origgio (VA)
Tel. +39

Fax +39

SANOFI

Plant : Origgio

Customer article

ORI 624258
ENTEROGERMINA 4MLD 10FLAC UKRAINE
ENTEROGERMINA FORTE 4MLD 10FLACBatch number

4I139

Manufacturing date PS5-MAY-20724 00:00:00.00 Expirvy date: 30-APR~2026 (0:00:00.00
Retest date 30-APR=~2026 00:00:00.00 Quantity T6672.000
Process Order Centrol Method n. ORI OR7631%2A1
Version 4 Reference of AP CO-0OPE~-0QU04962 <. e.
Col Master n. ORI OR763152 CoA version 4
L BATCH DECISION
Decision Raeleased

Decision date

Decision operator

4-JUN-2029 16:02:08.00

Milano Walter (QA Manager & Deputy Qualified Person)

This Certificate of Analysis has been elecfroninally signed from & validated LIMS

o b vty
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