NIEPJKABHA CJYXKBA 3 IKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

ripos. Ceitunoi Hapii, 3, m.Kuis, 02099, Ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
1po AKICTL BBE3EHOro B YKpaiHy JiKapcbKoro 3acody
23.07.2024 Ne 35586/24/10
EHTEPOXXEPMIHA® ®OPTE

(HatiMcHyBAHHS NiKapchKOTo 3ac00y 3TiIHO 3 peecTpalliiiiM TIOCBIAUCHHAM)
cycrensis opasnaa Ne 5: o 5 mut y daraxoni; mo S guraonis, 3’ CAHAHUX MiK c00010
OTieTHIIEHOBOIO NePeMUYKOI0, Y KaceTi; 1o 1 kaceTi B KapTOHHIi Kopoodui;
(popMa BHTIYCKY, 103yBaHHs, BHJ( NIaKyBaHHS JIKapChKOTo 3acoby)

Howmep peccrpaniiinoro nocsinuenns UA/15608/01/01 crpox aii peectpanifinoro nocsinucHis 01.01.2099
Cepis mikapcbkoro 3aco6y Ne 41073 KinbKicTs BBE3CHOTO Jlikapcbkoro 3acoby 32768

Bupo6uuk Omnemnna Xenckea Itami C.p.., Itanis

(naiiMenyBanHs BAPOGHUKA JiKapchkoro 3acoby, kpaila IOXOMKCHHS)

Beeseno B Ypainy TosapucTso 3 06MeKeHOI0 BignosiganasHicTio "OITEJIIA
XEJCKEA YKPAIHA", igent. xon: 43726391

(HaliMenyBasHs Ta kox 32 €IPTIOY ropuaudHoi ocobu abo upiseuiue, iM's, o 6arpKoBi
(izuunoi ocobu - mignpuemus, i Micue NPOKUBAHIA T2 peectpauiiinuii nomep o6iniKkoBol
KAPTKH IUIATHHKA MOAATKIB aG0 cepis Ta HOMEp nacrnopTa)

TMporoxox isyansuoro xonwrpomo sin 16.07.2024 Ne 2071/5.

3a  peaynbTaTaMu  IEpIKaBHOTO  KOHTPONIO BCTAHOBJIEHO, W10  JiKapCLKHH 3aci6 BBescHo B YKpaiHy 3

JOTPHUMAHHSIM BHMOTI 38KOHOAABCTBA 1100 3a6e3reucHHs AKOCTI JIIKAPCHKUX 3ac00i8,
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Certificate of analysis

Opella Healthcare Ttaly S.x.l.

Viale Furopa 11 plant : Qrigqgio
21040 Origgioc (VA)

Tel, 39 02.96.10.1

Fax +39 02.96.73.05.35

ORI_842400
BENTRROGCERMINA FORT 4BCFU/5ML SUSP BTS UA

Customer article : ENTEROGERMINA FORT 4BCFU/5ML SUBatch number : 41073
Manufacturing date 16-MAR-2024 00:00:00.00 Expiry date: . 28-FEB~-2026 00:00:00.00
Retest date 28-FEB-2026 00:00:00.00 Quantity : 100096.000
Process Order Control Method n. ORI 842400A1
Version 1 Reference of AP CO-~-OPE~0009273 c.e.
CoA Master n. ORI 842400 CoB version 1
TESTS SPECIFICATIONS - RESULTS
Description ~ Appearance: whitish, opalescent, Conf

liquid (Visual inspection)
Identification tests -~ Biochemical characteristics: conforms Conf

{In house)

~ Growth characteristic: conforms Conf

{In house)
pH 6.5 - 8.5 (Ph.Fur.) 7.9
Average volume 5.0 = 5.3 ml {In house) 5.1 ml
Uniformity of volume Conforms (Ph.Eur.) . conf
Purity tests - Other viable aerobic contamination: Conf

none/10 ml (In house)

~ Escherichia coll and other gram Conf

negative: none/10 ml (In house) '

- Salmonella: none/ 10 ml (In house) Conft

- St. aureus: none/10 ml {In house) Conf

- Yeasts and Moulds: none /10 ml conf

{In house)
Resistance to antibiotics * Contorms {In house) Conf
Spores load (spores per bottle) 3.2 - 4.8 billions (In house) 4,4 billion
Packaging control Complies Conft

* Antibioticos tested:

-~ Chloramphenicol 50 pqg/ml

- Tetracycline hydrochloride 50 pg/ml
- Streptomicin sulphate 500 npg/ml

- Rifampin 50 pg/ml

This batch has been manufactured in compliance with the cGMP requiremeﬁts and complics with the specifications of
the relevant Marketing Authorisation.
The batch processing, packaging and analysis records were reviewed to be in compliance with cGMP.
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Certificate of analysis

Opella Healthcare Italy S.r.l.

Viale Europa 1. Plant : Origgio
21040 Oridgio (VA)

Tel., +3% 02.96.10.1

Pax +39 02.96.73.05.35

ORI_ 842400

ENTEROGERMINA FORT 4BCFU/5ML SUSP BT5 UA
Customer article : ENTEROGERMINA FORT 4BCFU/5ML SUBatch number : 41073
Manufacturing date  16~MAR-2024 00:00:00.00 Expiry date: 28-FEB~2026 00:00:00.00
Retest date 28-FEB-2026 00:00:00.00 Quantity : 100096.000
Process QOrder Control Method n. ORT 842400A1
Version 1 Reference of AP CO~QPE~0009273 c.e.
CoA Master n. ORI 842400 Coh version 1
5 BATCH DECISION
gDecision Released
gDecision date 27-MAR-2024 13:21:12.00
i fled Parson)

Decision operator Milane Walter (QA Manager & Deputy Qual

This Certificate of Analysis has been electronically signed from & validated LIMS
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sanofi

Origgio Site

MANUFACTURER’S BATCH CERTIFICATE (batch 41073)

Enterogermina® Forte, oral suspension

1. Name of product

ENTEROGERMINA® FORTE

2. Active ingredient Bacillus clausil
3. Importing Country Ukraine
w;:ri\liarketing Authorisation Number UA/15608/01/01
5. Strength / Potency ebilons

6. Dosage form

Oral suspension

7. Package size and type

Ne 5: 8 ml in a vial, 5 vials interconnected by a polyethylene jumper, in a
cassette; 1 cassette in a carton hox.

8. No. of packs

100096.000

9. Lot/ batch number

See the annex attached: analytical certificate (Batch 41073)

10. Date of fabrication f 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)

Opella Healthcare ltaly S.r.l.,

Viale Europa,w_11 - 21040 Origgio (VA), ltaly

13. Number of Manufacturing License

Decree N. aAMM7/2022 dated 1.1/01/2022

14. Result of analysis

See the annex attached

15. Comments / Remarks

N/a

16. Certification statement

| hereby certify that the stated information is authentic and accurate. This
batch of product has been manufactured, including packaging/abeling
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
27/03/2024

Qualified Person
Simonetta Rolando

APPROVED






sanofi

BupoGxuya aiabanya Opifxso

CEPTU®PIKAT CEPIi BUPOBHHUKA (cepis 41073)

Exntepoxepmina® dopre, cycnensia opajibHa

1 HalimeHyBaHHA npoAyKiil EHTEPOXXEPMIHA® OOPTE

2 AKTHBHUI iHrpeaieHT Bacillus clausii

3 Jepxkapa-imnopTrep YxpaiHa

4 Homep Peectpanifinoro IocBiguenns UA/15608/01/01

5 Cua aii / AKTUBHICTB 4 MinpAPAU

6 Jlikapceka popma Cycnensis opaibHa

7 PozaMip Ta TN NaKyBaHHA Ne 5: o 5 My daiakoni, no 5 $akoHiB, 3'eAHaHUX MK coB010
noJiieTHIEeHOBOI NepeMUUKol0, y KaceTi; o 1 KaceTi B KapToHHi# kopobui.

8 KisibkicTb ynakoBok 100096.000

9. MapTrisa / Homep cepii [uB. nopatok: cepTudikar ananizy (cepin 41073)

10 JlaTa BUpoGHUI[TRA JuB. poaaTtok: ceptudikaT aHanizy

11 Jlara 3akiH4yeHHsn Tepminy npuaatHocti | [luB. joAaTok: cepTHdIKkaT aHanisy

12 HaliMeHyBaHHs, MiCcle3HAX0)KEHHS Onenna Xesckea Itani Cp.r.

AUILHULL 3 BUPOGHAUTEA Besine Eypona, 11 - 21040 Opigxbo (VA), Itanis

13 Homep sinensii supo6Hnka Decree N. aAMM7/2022 iz 11.01.2022

14 PesysibTaTi npoBegeHHA aHaTi3y JuB. fofaTok

15 KomenTapi / Pemapku H/3

16 3asga npo cepTudikauin HumM 3aTBepMylo, o HaBeeHa iHdopMalis € JocToRipHOIO Ta TouHoI0. Lo
cepito npoaykuii 6yJI0 BUTOTOBJIEHO, BKJIIOYHO NTaKyBaHHA/MapKyBaHHs Ta
KOHTpO/b SIKOCTi, Ha BHIe3asHaueHiil BUpo6Huyil ginsnui (-ax) y nosHii
BignorigHocTi BuMoram GMP, BUMoOraM 3aTBepAXeHHM JIOKaJbHUM
PeryJsiTOpHUM OpraHoM, a Takok y BignosigHocti mo crenudikauiit go
PeecTpauifiHoro mnocBifg4eHHs, wo MicTAThCA B peecTpalifiHOMy AOCbE
kpainu-imnopTepa. [IpoTokoM BUPOBGHUUTBA, NAKyBaHHA Ta AOCHI[KEHHS
Bysn neperysiHyTi Ta BiANOBiAI0TH BUMOraM GMP.

Jara Piwenus: 27.03.2024 JO3BOJIEHO

Ynosrosaxena Ocoba
Cimonemma Posnando [Simonetta Rolando]
Jrianuc/ Ta eseKTpOHHWE mijgnuc






Onenna Xenckea Itani Cp..
Brsue Eypona, 11

21040 Opimkeo (VA)

Ten: +3902.96.10.1

dakc: +39 02.96.73.05.35

ApPTHKYJ 3aMOBHUKA:

JlaTa BUrOTOBJIEHHS:
Jlata nosTopHoro aHasiisy:
3aMoBJIEHHSI IpoLecy

CepTudikar aHaaisy

ORI_842400
EHTEPOXKEPMIHA, 4 Minbapau no 5 ¢orakoHis, Ykpaina
EHTEPOXEPMIHA ®OPTE,
4 minbsapau no 5 ¢rakoHis,
Ykpaina

16.03.2024 00:00:00.00
28.02.2026 00:00:00.00

Cepist Ne:

Tepmid npuAaTHOCTI:
Pozmip cepil:

HoMep KOHTPOSILHOTO METOAY:

(Torotun: CAHO®I)
BupobHuua JiabHULS:
Opimxbo

41073

28.02.2026 00:00:60.00
100096.000
ORI 842400A1

Bepcisi: 1 Peecrpauiiinuii Homep AP: CO-OPE-0009273 c.e.
Homep MacTtep-cepTudikaTy: ORI 842400 Bepcis cepTudikaTy aHanisy: 1
HaliMenyBaHHA 0KA3HHUKIB Cneuudikanii PesysibrarTu
BUNPOGYBaHb
XapakTepHCTHKU:
i | - BoBHimHil surasia: biaysarta, onanecuedTHa piayHa (Bizyanbo) Bignosinae
IpenTrudikauia:
_________ - BioximiuHi xapakTepuctuku: Biamosigae (BHyTpilmHs MmeToAKKa) Bignosinae
- XapakTepucTuku pocty: Binnosigae (BHyTpilHs meToguKa) Bignosiaae
6,5 - 8,5 (Ep. Papm.) 7,9
5,0 - 5,3 mu1 (EBp. Papm.) 5,1 M
Bigmosigae (Esp. ®apm.) Biznosigae
- I xuTTE3gaTHI aepobHi MikpoopraHizMu Lo
X . \ Bignosigae
Bigcytricts/10 Ma (BHYTpilHA MeToMKa)
- Escherichia coli Ta inui rpam-HeraTuBHi 6akTepii: Bianmogizae
............ BincyTHicTb /10 Ma1 (BHyTpilnHs MeToAMKa)
- Salmonella: BincyTaictb/10 Ma (BHYTpiluHA MeToHKA) Bignosiaae
- Staphylococcus aureus: Binosigac
_____________ Bigcytnicts/10 ma (BuyTpiluHsa MeToaMKa)
- [ipixmkosi Ta naicHsBI rpubu: . co
........................... BmpcyTHiC'rb/lo MJT [BHyT[I))iLHHH MEeTOAMKa) Bianosixae
PesncTenTHICTL A0 Bignosigae (BuyTpimus MeToawka) Bignosigae
aHTHBioTHKIB*
KinbkicHuil BMicT criop 3,2~ 4,5 MiJIbAPLA 4,4 Minbapa
..... (crmopu Ha dtakoH) (BHyTpimna MeToAHKa)
KoHTpoJib yIIakoBKu Binnosigae Bignosixae

* AHTHOI0THKY, WO TECTYBANTUCH:
Xnopamoenikon 50 Mxr/mi

_Pudgamnin 50 Mxr/ma

Terpauukainy rigpoxjopus 50 Mxr/mn
Crpenrominnny cynsdat 500 Mxr/Ma

Cepia Gyna BupoGJaeHa y Bignosigvocti 3 npaBuiamu cGMP i signosigae cneuudikauism go BignoeigHoro Peectpauiiinoro

MOCBIIYEHHS,

3anucu w040 BUpOGHHLTRA Cepil, nakyBaHHs Ta KOHTPOJIO AKoCTi 6ysiu nepeBipeHi Ha BignosigHicTL npaBuaam cGMP.

PILIEHHSA mopo0 CEPII

PiurenHs
JaTa pinieHHs
Oco6a, o npHitRAIa pilleHH:A:

BunyeHo
27.03.2024 13:21:12.00
Misano Banbrep [Milano Walter]

(Menepiep 3 3abesneyentst sKocTi Ta SACTYNHHK YiosrosakeHol 0codu)

et cepTrdikar MiCTHTL eleRTPOHHUE niANUc 3 BanigosBaHol cucremu LIMS
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OPELLA HEALTHCARE ITALY Sr.l.
Origgio Site
Simonetta Rolando
YnosHoBaxkeHa ocoba
/nignuc/

Cropinka 1/1







