JIIEPJKABHA CJIVKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHM Y KHIBCBKIN OBJACTI

ripoB. Ceitimunoi Hapii, 3, m.Kuis, 02099, ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK

1po AKicTL BBE3eHOro B YKpainy JikapcbKoro 3acody

23.07.2024

EHTEPOXEPMIHA® ®OPTE

Ne 35586/24/10

(HatiMeHyBaWHS NiKapchKoro 3acoBy 3rifHO 3 peecTpallifHiM TIOCBIAUCHHSM)
cycrensisi opanpua Ne 5: mo 5 mut y araxoni; mo 5 gurakouis, 3’eAHanux Mizk c000K0
0JTieTHIIEHOBOIO TIEPEMHYKOI0, Y KaceTi; 1mo 1 kaceTi B KapTOHHii KopooIi;

(opMa BHTYCKY, I03yBaHHs, BHA NTaKyBaHHs JiKapchkoro 3acoby)

Homep peccrpauiiitoro nocsinuenns UA/15608/01/01 crpok aii peectpauiiiroro nocsiuckis 01.01.2099

Cepis nmikapcbkoro 3aco6y Ne 41073 KinbkicTs BBE3€HOTO Nikapebkoro 3acoby 32768

Bupo6ink Onenna Xenckea Itani C.p.i., Itanis

(naiiMenyBanHs BHPOGHHKA JiKapcbkoro 3acoby, kpaiHa NOX0LKEHH)

Beeseno B Yipainy TosapucTBO 3 00MEKEHO10 Bignosinanenictio "OIIEJIJIA
XEJICKEA YKPAIHA", inent. xon: 43726391

(saitMenyBanns Ta kox 3a €EPIIOY 1opuauuHol ocobu abo Ipi3sHILe, iM's, 110 6aTLKOBI
izuunol ocobu - mignpuemus, il Micue NpoxKUBaHHA Ta peecTpauiiinuit nomep 061iKoBOT
KApTKH IUIATHHKA MOJATKIB 260 cepis Ta HOMEp nacrnopra)

TMpotokon isyansuoro kowrpodio sin 16.07.2024 Ne 2071/5.

3a  peayNnbTaTaMH  EPHKaBHOTO  KOHTPONIO BCTAHOBNEHO, W10  JiKapChkuh

3aci® BBeseHo B Ykpainy 3

JOTPUMAHHSM BHMOr 32KOHOAABCTBA U100 3a6e3reyeHHs AKOCTI JIKapChKNX 3aco0is.
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Opella jlealthcare Ttaly S.x.l.

Certificate of analysis

Viale Europa 11 Plant : Criygio

21040 Origgioc (VA)

Tel, 39 02.96.10.1

Fax +39 02.96.73.05.35
ORI_842400 )
ENTRROGERMINA FORT 4BCFU/SML 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
Version 1

CoA Master n. ORI 842400

Control Method n.
Reference of AP

CoA version

ORI 842400A1
CO~-OPE~0009%273 c.e.
1

SPECIFICATIONS

Packaging control

* Antibioticos tested:

- Chloramphenicol 50 pqg/ml

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

- Rifampin 50 pg/ml

Complies

TESTS
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.Bur.) 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 nl {In house)
~ Escherichia coll and other gram Conf
negative: none/10 ml (In house) '
- Salmonella: none/ 10 ml (In house) Conft
- §t. aureus: none/10 ml {(In house) conf
- Yeasts and Moulds: none /10 ml conf
{In house)
Resistance to antibiotics * Conforms (In house) Conf
Spores load (spores per bottle) 3.2 - 4.8 billions (In house) 4,4 billion
Conft

This batch has been manufactured in compliance with the cGMP requirements 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 1i Plant : Origgic
21040 Origgio (VA)

Tel. +39 02.96.10.1

Fax 439 02.96.73.05.35

\ ORI_842400
ENTEROGERMINA FORT 4BCFU/5ML SUSP BTS5 UA |
Customer article : ENTERQGERMINA FORT 4BCFU/5ML SURatch number : 41073 ;
Manufacturing date 16~MAR-2024 00:00:00.00 Expiry date: 28-FEB~2026 00:00:00.00C é
Retest date 28-FEB-2026 00:00:00.00 Quantity 100096.000 i
Process QOrder Control Method n. ORT 842400A1 E
Version 1 Reference of AP CO-OPE-0009273 c.e. *
CoA Master n. ORI 842400 Coh version 1 §
I
¥
b
5 BATCH DECISION
gnecision Released §
§
i Decision date 27-MAR-2024 13:21:1.2.00 ]
%Decision operator Milano Walter (QA Manager & Deputy Qualified Person) i

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

o P ST RN
NS
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sanofi

Origgio Site

MANUFACTURER’S BATCH CERTIFICATE (batch 41073)

Enterogermina® Forte, oral suspension

1. Name of product

ENTERODGERMINA® FORTE

2. Active ingredient Bacillus clausii
3. Importing Country Ukraine
N;:vi\narketing Authorisation Number UA/15608/01/01
5. Strength / Potency eviors

6. Dosage form

Oral suspension

7. Package size and type

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

8. No. of packs

100096.000

9. Lot/ batch number

See the annex attached: analytical certificate (Batch 41073)

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)

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

I hereby certify that the stated information is authentic and accurate. This
batch of product has been manufactured, including packaging/tabelling
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

Bupo6unya ginbaung Opigxeo

CEPTU®IKAT CEPIi BUPOBHHMKA (cepia 41073)

Enrepoxepmina® dopre, cycnensia opajbHa

1 HaiimeHnyBaHHa npoaykuii EHTEPOXKEPMIHA® $OPTE

2 AKTHUBHUH iHTpeienT Bacillus clausii

3 JdepxkaBa-iMmnoprep Yxpaina

4 Homep PeecTpauifinoro IlNocBigyenns UA/15608/01/01

5 Cuia il / AKTUBHICTB 4 minbApAU

6 Jlikapcbka popma Cycnensis opasibHa

7 Po3mip Ta TUN NakyBaHHA Ne 5: no 5 M y dsakoHi, no 5 ¢rakoHiB, 3'efHaHUX MK cO6010
noJiieTHIEHOBOK MepeMUYKO10, y KaceTi; o 1 kaceTi B KapToHHi! kopobui.

8 KiJIbKicTh ynakoBoOK 100096.000

9. Mapris / Homep cepii [uB. fogatok: cepTudikaT aHanizy (cepis 41073)

10 JlaTa BUpo6GHUNTBA JuB. nogatok: cepTrdikaT aHanisy

11 Jlara 3akiHyeHHs TepMiHy npuaaTHocti | JMB. ojaTtok: cepTrdikat aHanisy

12 HaliMeHyBaHHS, Miclle3HAXOJ)KEHHS Onenna Xejckea Itani C.p..

AUTLRULE 3 BUPOGHUUTEA Bosine Eypona, 11 - 21040 Opigxbo (VA), Itanis

13 Homep sinensii supo6HuKa Decree N. aAMM7/2022 Bix 11.01.2022

14 PeayabTaTi NpoBeAeHHA aHaJTi3y JvB. fogaTtok

15 KomeHnTapi / Pemapku H/3

16 3assa npo cepTudikauiro HumM 3aTBepkyIo, 110 HaBejeHa iHpopMalis € focToBipHOIO Ta TouHoIO. 10
cepito npoAykuil 6y/10 BUTOTOBJIEHO, BKJKOYHO MaKyBaHHA/MApPKYBaHHs Ta
'KOHTPOJb AKOCTI, Ha BUILe3asHa4eHill BUpo6Huyil gianui (-ax) y noswiit
BianopignocTi BMMoram GMP, BuUMoOraM 3aTBep/pKeHHM JIOKaJbHHUM
PEryJsiTOPHUM OpPraHoM, a TakoX y BignomifHocTi Ao cmeuudikauiit Ao
PeecTpauifiHoro mocBigyeHHs, WO MicTATbCA B peecTpauliHHOMY AOCHE
kpaiHu-iMnopTepa. [IpoTOKOAH BHPOGHUITRA, NMaKyBaHHS Ta A0CAIKeHHS
Bysin neperysiiyTi Ta BiANOBIAAOTH BUMOram GMP.

Hara Piwenus: 27.03.2024 JA03BOJIEHO

YnosrnosaxeHa Ocoba
Cimonemma Poaando [Simonetta Rolando]
/rianvc/ Ta enekTpoOHHUE nmignuc







Onenna Xenckea Itani Cp.r.
Busie Eypona, 11

21040 Opimxbo (VA)

Ten: +3902.96.10.1

dakc: +39 02.96.73.05.35

APTHKYJ 3aMOBHHKA:

JlaTa BUTOTOBJIEHHS:
Jarta nosTopHoro aHanisy:
3aMOBJIEHHsI IpoUecy

Ceptudikar aHanisy

ORI_842400

EHTEPOYKEPMIHA, 4 MisibapAu no 5 ¢purakonis, Ykpaina

EHTEPOXXEPMIHA ®OPTE,
4 minbsapau no 5 ¢prakowis,
Ykpaina

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

Cepist N2:

Tepmin npuAaTHOCTI:
Poszwmip cepil:

HoMep KOHTpPOJILHOTO METOAY:

(Torotun: CAHO®I)
Bupo6HMYa AiILHULS:
Opimubo

41073

28.02.2026 00:00:00.00
100096.000
ORI 842400A1

Bepcisi: 1 Peecrpauiiinuii Homep AP: CO-OPE-0009273 c.e.
Homep MacTep-cepTudikary: ORI 842400 Bepcis cepTudikaTy aHanisy: 1
. R . PesyabraTu
HaliMeHyBaHHA IOKA3HUKIB Cneuudikanii :
BHNPOGYRaHb ;
XapakTepuCTHKH:
i | - 3oBHIWHIH BUTISAL: BinysaTa, onanecueHTHa pifuHa (BizyanbHo) Bignoginae
IpenTudikauia:
_________ - Bioximiuni xapakTepuctuxu: Biamosigae (BayTpimms meToauka) Bianosinae
) - XapakTepucTHKU pocTy: Binnosifae (BHyTpillHsa MeToAKKa) Bignosigae
pH_ 6,5 - 8,5 (€8p. dapm.) 79
Cepeanidt o6'em 5.0~ 53 ma (Eep. Papm.) Syl Mot
OaHOPiAHICTL 06'eMy Bignmogigae (€sp. Papm.) Bianosigae
BunpoByBaHHs HA MHCTOTY
- Inwi xkuTTE3RaTHI aepo6Hi MikpoopraHizMu T
R . \ Bignosigae
BigcyTHicTb/10 M (BHYTpilUHA MeToAMKa)
- Escherichia coli Ta iHwi rpam-HeraTHBHI 6akTepii: Bianogizae
............ BincyTHicTb /10 M (BHYTpilIHS MeToAMKa)
- Salmonella: BigcyTHicTh/10 Ma (BHYTpiHA MeToAMKA) Bignosigae
- Staphylococcus aureus: Bizrnonigae
BiacyTHicTs /10 Ma (BHYTpilIHA MeTOAMKA) )
- [lpixaxoBi Ta naicHsBI rpubu: . L
BmpcyTHiCTb/lo MJT (BHy’r[r))iumsi MeTOAUKa) Blunominae
PesMerenrHieTs fio Bignoginae (BHyTpimus MmeTosHKa) Bignosigae
aHTHGIOTHKIB*
KinbkicHui BMicT criop 3,2~ 4,5 MiJbApLa 4,4 minbapaa
..... (criopu Ha durakoH) (BHyTpimusa meToanKa)
KoHTpoJib yakoBKH Bignosinae Bignosixae

Xnopamdenikon 50 mxr/Mn

_Pudamnin 50 Mkr/ma

* AHTHO610THKHY, 1110 TECTYBANUCS!

Terpaunkainy rigpoxsopug 50 MKr/ma
Crpenrominuny cysnbdar 500 Mkr/ma

Cepia Gyna Bupo6seHa y BigmosigHocti 3 npaBusamu cGMP | Bignosigae cneumndikauism go signosignoro Peectpauifinoro

NOCBigYeHHS.

3anucu U040 BHPOBHULTRA cepil, TaKyBaHHs Ta KOHTPOJIO SskocTi Bysiu nepesipeHi Ha BignosigHicTs npaBuaam cGMP.

PILUEHHSA moao CEPIT

PiurerHs
JaTa pilwenns
Ocoba, mo npuitHaia pilleHHA:

BunyweHo

27.03.2024 13:21:12.00
Misaro Basbrep [Milano Walter]
(Mene/prep 3 sabesneyenHs sKocTi Ta JaCTYNHHK YoBHoBaKeHot ocobu)

Lett cepTrdikaT MicTUTb eNleKTPOHHUE nigNuc 3 BanigosaHol cuctemu LIMS

OPELLA HEALTHCARE ITALY S.r.l.

rap_coa_resultats v5

Origgio Site
Simonetta Rolando
YnosHoBa)eHa ocoba

/mignuc/

Cropinka 1/1






JEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH ¥ KUIBCHKIU OBJIACTI

npos. Ceitmmunoi Haxii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3EHOro B YKpaiHy JikapcbKoro 3acofy

03.10.2024 Ne 48858/24/10

EHTEPOXKEPMIHA® ®OPTE

(nafimenyBanns Jikapchkoro 3acofy 3riAHO 3 PecCTPAUIHHUM MOCRi AHCHHSM)
cycnensist opanbua Ne 5: mo S Mo y uraxoni; no 5 guiakonis, 3'€qHanuX Mix c060r0
110.J1ie TH/IEHOB 010 TTepeMHUKOI0, Y KaceTi; o 1 kaceri B kapTouHiii Kopo6ui
(dopma Bumycky, 103yBaHH, B NAKYBAHHS JiKapChKOTO 3ac06Y)

Howmep pecerpauiitroro mocsinuenns UA/15608/01/01 crpox nii peecrpaniiiuore nocsiguenns 01.01.2099
Cepis nikapeskoro 3acoby Ne 41119 Kinbkicts BBE3eHOTO Nikapeskoro 3acoby 28672

Bupobuux Onenna Xenckea Itani C.p.., Itanis

(HaitmMeHyBaHHA BUPOOHNKA JikapchKoro 3acoby, Kpaita NOXoMKeHHS)

BeeseHo B Yipainy Tosapucrro 3 o6Meskenoro signopinanpuicTio "OMEJJIA
XEJICKEA YKPAITHA", ineur. xon: 43726391
(naitmerysanis Ta kox 3a €ZIPTIOY ropuantnoi ocobu abo npissuiue, iM's, o 6aThkoBi QizudHoi

0co6H - mimpHeMIL, Ti MicHie IPOKHBAHHS Ta peecTpalliiHMi HoMep 06I1iKOBOT KapTKH MIaTHHKA
nonatkis abo cepis Ta HoMep nacnopra)

IIporoxon BizyansHoro xoutpouo eix 26.09.2024 Ne 2899/5,

3a  pesynpTaTamMM  JEpPXKABHOTO KOHTPOMIO BCTAHOBIIEHO, IO nikapcekuit  3aci6  BBeseno B Ykpainy 3

JAOTPUMAHHAM BHMOT 3aKOHOAABCTBA IO 326¢3TIEIEHHS IKOCTI JIKAPCHKUX 3aCODBIB.

YXPAy
@8 TARO Y 4
]

Bixtop CTE®KIBCHKHH

(iiniang ta npispMme)



sanofi

Bupo6Huya ginbunug Opipkeo

CEPTU®IKAT CEPII BUPOBHUKA (cepis 41119)

ExnTepoxepMmiHa® PopTe, cycnensis opajbHa

1 HaiimeHyBaHHSA NpoayKuii EHTEPOXXEPMIHA® POPTE

2 AKTUBHMH IHrpesieHT Bacillus clausii

3 Jepxasa-imnopTep Yxpaina

4 Homep Peectpaniiinoro lloceiguenua UA/15608/01/01

5 Cnaa gii / AKTUBHICTB 4 Minbspau

6 Jlikapcpka popma CycneHsis opajibHa

7 Po3mip Ta TUN NaKyBaHHS Ne 5: o 5 M1y dsaKoHi, 1o 5 ¢pakoHiB, 3'eHaHUX MK 06010
nosieTUEHOBOIO NTEPeMUYKOI0, ¥ KaceTi; Mo 1 kaceTi B KapTOHHIN Kopobui.

8 KinbKicTh ynakosok 28895.000

9. [lapria / Homep cepii Jtus. nogartow: ceprudikaT anasizy (cepisa 41119)

10 JaTta Bupo6HuuTBEa Jus. gogatok: cepTudikat aHanisy

11 JaTta 3akiHYeHHs TepMiHy npugaTrHocTi | JuB. fofaTok: cepTUdikaT aHanizy

12 HaiiMeHyBaHH:A, MiCI{e3HAXO0/PKeHHA Onenna Xenckea Itani C.p..

AIAEHPLE 3 BHPOCHINITES Bosasie Eyporna, 11 - 21040 Opimibno (VA), ITtania

13 Homep nineHsii BUpoGHUKa Decree N. aAMM7/2022 Big 11.01.2022

14 Pe3ysibTaTH NIpOBEeACHHA aHaNi3y [unB. fogaTok

15 KomenTapi / Pemapku H/3

16 3asBa npo cepTudikauin LluM 3aTBEpAXKYIO, 1[0 HaBeleHa iHbopMalia € JocToBipHow Ta TouHoW. Lo
cepito npoaykuii 6y/10 BUTOTOBJAEHO, BKJIIOYHO NMaKyBaHHA/MapKyBaHHA Ta
KOHTPOJIb AIKOCT], HA BHIle3asHaveHill BUpoGHUYil Ainsauui (-ax) y nosHik
Bignosignocti BuMoram GMP, BuUMoOram 3aTBep/PKEHHUM JIOKAJIbHUM
PEryJATOPHUM OpraHoM, a TakoX y BiamosiaHocTi go cneuudikauid no
PeecTpalifiHOTo MOCBiYEHHS, 1[0 MICTATbCA B peECTpaUiiHOMy [oCbe
KkpaiHu-imnoprepa. [IPOTOKOAM BUPOGHUUTBA, MAKYBAHHS Ta ZOCHIKEHHS
Bynu neperasiHyTi Ta Bi/{ITOBIJAI0TH BUMOraMm GMP.

[Jara Piwenns: 17.05.2024 AO03BOJIEHO

YnosuosaxeHa Ocoba
Cimoremma Poaando [Simonetta Rolando]
/mignuc/ Ta eleKTpOHHUA nignuc

14
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Onenna Xenckea Itani Cpa.
Boajie Eypona, 11

21040 Opigxno (VA)

Ten.: +3902.96.10.1

dakc: +39 02.96.73.05.35

ApTHKy/a 3aMOBHHKa:

JlaTa BUrOTOBJIEHHS:
JlaTa noBTOPHOTO aHanizy:
3aMoBJIeHHSA npoLecy
Bepcist:

Ceprudikat a”Haaisy

ORI_842400
EHTEPOXEPMIHA, 4 misibsapan no 5 ¢1akoHiB, Ykpaina
EHTEPOXXEPMIHA ®OPTE,
4 Minbapayn no 5 ¢1akoHis,
YxpaiHa

07.05.2024 00:00:00.00

Cepist N2

TepMiH NpUAATHOCTI:

30.04.2026 00:00:00.00 Po3smip cepii:
HoMmep KOHTPOJIbHOTO METOAY:
1 Peectpauiiinuii Homep AP:

(/Tororum: CAHO®I)

Bupobruya ginbHULA:
Opimxso

41119

30.04.2026 00:00:00.,00
28895.000

ORI 842400A1
CO-OPE-0009273 c.e.

Homep Macrep-cepTudikaTy: ORI 842400 Bepcist cepTudikaTy ananisy: 1
HaliMeHyBaHHs NOKA3HUKIB Crenudikanii Pesyanrari
BUNPOGYRAHb
XapaKTepUCTHKH: i
! - 3oBHiWHIK BUTASA: BinyBaTa, onanecueHnTHa pianHa (BisyaanHo) Bignosigae
Inentudikais:
- BioxiMiuni xapakTepuctuxu: Bianosigae (BryTpimusa meToamKa) Binnosinae
- XapakTepucTukK pocty: Bignosifae (BuyTpimus MeToanKa) Bigmosimae
pH 6,5 - 8,5 (Esp. Papm.) 7,8
Cepennit 06'em 5,0 - 5,3 ma1 (Epp. Papm.) 5,1 M
OpHOpiAHICTL 06’ €My Bianosizae (Eep. Papm.) Bignosinae
BHrpoGyBaHHS Ha YUCTOTY )
- IHwi xkurTesfaTH aepo6Hi MikpoopraHizMu Bi i
. . . ianosinae
BigcyTHicTs /10 M (BHYTpilHA MeToANKa)
- Escherichia coli Ta iHwi rpamM-HeraTuBHi 6akTepii: Bianosigae
BigcyTHicTb/10 MJ1 (BHYTpillIHS MeTOAMKA) -
- Salmonella: BigcyTHicTs/10 M (BuyTpilns MeToAKKa) Bignosinae
- Staphylococcus aureus: Binceiiae
BigcyTHicTb/10 Mat (BHYTpilIHA MeTOAMKA)
- 'D,pm(mfmm Ta I cHAB] l"p.MGH: Binosizae
BigcyTricTs /10 ma (BHyTpilHs MeToAMKa)
PESUCTCHTHISTE 0 Bignosizae (BHyTpiwHsa MeToANKa) Bignosigae
aHTHGiOTHKIB* B
KinsxicHuit sumicT crop 3,2- 4,8 MinbapAa 4,4 minbapaa
(criopu Ha gs1aKoH) (BHyTpiuIHsI MeTOAMKa)
KoHTpoJIb yTaKOBKHU Bignosiznae Bignosigae

Xnopamenikon 50 Mxr/ma

Pudamnin 50 mxr/ma

* AHTHGIOTHKH, 1110 TECTYBAJUCA:

TeTpauukiHy rizpoxaopua 50 Mxr/ma
Crpentomituny cyasdar 500 Mxr/ma

Cepin 6yna Bupo6seHa y BiamosigHocTi 3 npasuiamu cGMP i signosizae cnenudikauisM o signosigHoro PeecTpaunifitoro

nocBigyeHHs.

3arucK oA BUPOBHUIITRA cepii, MaKyBaHHs Ta KOHTPOJIIO AKoCTi 6y/v MeperipeHi Ha BIANOBIAHICTE TpaBUIaM cGMP.

PIIEHHS woxo CEPII

PimenHs
Jara pimteHns

Oco6a, uo npuiHaaa pilleHHs:

Bunyueno
17.05.2024 16:56:18.00
Misano Basbrep [Milano Walter|

(Meneiep 3 3a6esnedeH s AKOCT] Ta 3acTYNHMK YIIOBHOBaXeHOT 0cobH)

Iei cepTudikaT MICTHTL eleKTPOHHKH NiANKC 3 BaiOBaHOT CHCTEMH LIMS

rap_coa_resultats v5

OPELLA HEALTHCARE ITALY S.r.l.
Origgio Site
Simonetta Rolando
YrnosHoBaXceHa ocoba
/mignuc/
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Origgio Site

MANUFACTURER’S BATCH CERTIFICATE (batch 41119)

Enterogermina® Forte, oral suspension

=N

. 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

-~

. Package size and type

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

8. No. of packs

28895.000

w

. Lot/ batch number

See the annex attached: analytical certificate (Batch 41119)

10. Date of fabrication / manufadture

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, 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
17/05/2024

Qualified Person-
Simonetta Rolando

U

APPROVED




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

21040 Origgio (VA)

Tel. +39 02.96.10.1

Fax +39 02.96.73,05.35

Certificate of analysis

SANOFI

Plant : Origgio

\.

Customer article
Manufacturing date
Retest date
Process Order

ORI_842400

ENTEROGERMINA FORT 4BCFU/5ML SUSP BT5 UA

Version 1
CoA Master n.

ORI 842400

ENTEROGERMINA FORT 4BCFU/SML SUBatch number :
7-MAY=-2024 00:00:00.00
30-APR-2026 00:00:00.00

Expiry date:
Quantity :
Control Method n.
Reference of AP
CoA version

41118

30-APR-2026 00:00:00.00
28895.000

ORI 842400Al
CO-OPE~0009273 c.e.

1

PLN

TESTS SPECIFICATIONS RESULTS
Description - Appearance: whitish, opalescent, Conf
liquid (Visual ‘inspection)
Identification tests ~ Biochemical charactéristics: conforms Conf
{In house)
- Growth characteristic: conforms Conf
{In house)
pH 6.5 - 8,5 {Ph.Eur.) 7.8
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 coli and other gram Conf
negative: none/10 ml (In house)
-~ Salmonella: none/ 10 ml (In_ house) Conf
- St. aureus: none/l0 ml (In house) Cont
~ Yeasts and Mouidsé none /10 ml conf
(In house)
Resistance to antibiotics * Conforms (In house) Conf
Spores load (spores per bottle) 3.2 - 4.8 billions (In house) 4.4 billion
Packaging control Complies Conf

* Antibioticos tested:

- Chloramphenicol 50 pg/ml

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

~ Rifampin 50 pg/ml

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications of

the relevant Marketing Authorisation.

The batch processing, packaging and analysis records were reviewed to be in compliance with cGMP.

) D R
Adonds

rap_coa_rasultats v§
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Certificate of analysis

Opella Healthcare Italy S.r.l.

Viale Europa 11 - Plant : Origgio
21040 Origgio (VA)

Tel. +39 02.96,10.1

Fax +39 02.96.73.05.35

ORI 842400
ENTEROGERMINA FORT 4BCFU/5ML SUSP BTS5 UA
Customer article : ENTERCGERMINA FORT 4BCFU/S5ML SUBatch number : 41119
Manufacturing date  7-MAY-2024 00:00:00.00 Expiry date: 30~APR-2026 00:00:00.00
Retest date 30-APR-2026 00:00:00.00 Quantity : 28895.000
Process Order Control Method n. ORT B42400A1
Version 3 Reference of AP CO=CPE-0009273 ¢y
"1CoA Master n. ORI 842400 CoA version 1
BATCH DECISION
Decision Released
Decision date 17-MAY~-2024 16:56:18.00
Decision operator Milano Walter (QA Manager & Deputy Qualified Person)

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

rap_coa_resultats v5 . Page 2 / 2



JEPXKABHA CJYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIN OBJIACTI

npoB. Citnuunoi Hanil, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo AKiCTH BBE3eHOr0 B YKpaiHy JIKapchKoro 3acoly

18.03.2025 Ne 11973/25/10

EHTEPOXEPMIHA® ®OPTE

(uaiiMeryBanHs JikapcbKOro 3acofy 3rifiHo 3 peecTpaLliifHIM NOCBI AYECHHSAM)
cycnensist opanbHa Ne 5: mo 5 mur y uraxoni; no 5 gurakonis, 3'eqnanux mixx co6oro
N0JIieTHJIEHOBOIO NIePEMUIKOI0, Y KaceTi; no 1 xaceTi B KapTOHHIi kKopooui

(hopma BuIycKy, H03yBaHHs, BUA TaKyBaHHs JiKapchKkoro 3acofy)
Howmep peectpauiitnoro nocsinuenns UA/15608/01/01 crpox aii peectpauiiinoro nocsiguenns 01.01.2099
Cepis nixapcpkoro 3acoby Ne 41262 KinbkicTs BBE3eroro nikapcbkoro 3acoby 28672

BupoGuux Onenna Xenckea Itani C.p.., Itanis

(naliMeHyBaHHs BHPOOHHMKa JIiKapChKOro 3acoly, KpaiHa NOXOMKEHHS)

Bseseno B Yipainy Tosapucrso 3 o6mexenor sianosiganpuicrio "OIEJLIA
XEJICKEA YKPAIHA'", inent. xon: 43726391

(uaiiMeHyBaHHs Ta kKoj 3a CAPIIOY 1opuanuHoi ocobu abo npissuile, iM'st, 110 6aTHKOBI (i3HIHOT
ocobu - nignpuemus, 1 Micue NpoXHBaHHs Ta peecTpauliiHuil HoMep 06NKOBOT KAPTKH [IaTHHKA
nopatkis abo cepist Ta HOMep niacriopra)

Tporoxoa Bizyaasiore xourposo six 12.03.2025 Ne 0748/6.

3a  pesynabTaTAMH  AEPXKABHOTO KOHTPOJNIO BCTAHOBJICHO, [0 JIKApchkui 3aci6 BBesewo B Ykpainy 3

JOTPHMMAaHHAM BuMOr 3aKOHOJABCTBA IO/ 3a0e3NeUeHHs AKOCTi ikapchKkuX 3acobiB.

EAEAN
Vﬁ % s

\&‘V‘ Mgy

Onsra EPBOMEHKO
nugpxmor KOHTPOMO) (rrinmie) (iminiama ta npizsHIne) '
h? JE
V"c
»a' &
»:;"”Z’ “f%’*“{*



sanofi

* Origgio Site

MANUFACTURER'S BATCH CERTIFICATE (batch 41262)

Enterogermina® Forte, oral suspension

1. Name of product

| ENTEROGERMINA® FORTE

2. Active ingredient

Bacillus clausii

3. Importing Country Ukraine
4. Marketing Authorisation Number UA15608/01/01
5. Strength / Potency 4 billions

6. Dosage form

Oral suspension

7. Package size and type

Mo 5: 5 ml in a vial, 5 vials interconnected by a polysthylene jumper, in a
cassetle; 1 casselte in & carton box.

8. No. of packs

46176.000

9. Lot f batch number

See the annex attached: analytical certificate (Batch 41262)

10. Date of fabrication / manufacture

See the annex attached: analytical certificate

11. Expire dafe

See the annex altached: enalytical certificate

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

Opella Healthcare Haly S.r.l.,

Viale Furopa, 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

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
intporting country. The balch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP.

Decision date
25/11/2024
0T R 3
CAIERSREI
Qualified Person
Simonetta Rolancdo

It

APPROVED



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

Certificate of analysis

21040 Oxiggio (VA) - Italy FLATR § OELgghe
Tel, +3% 02.96.10.1
Fax +39 02.96.73.05.35
ORI_842400
ENTEROGERMINA FORT 4BCFU/SML SUSP BTS UA
Customer article : ENTEROGERMINA FORT 4BCFU/S5ML SUBatch number : 41262
Manufacturing date 12-NOV~-2024 00:00:00.00 Expiry date: 31-0CT~2026 00:00:00.00
tetest date 31-0CT~2026 00:00:00.00 Quantity : 46176.000
Frocess Order contral Methoed n. ORI_842400A1
Jersion 1 Reference of AP CO~OPE~-0009273 c.e.
A Master n. ORI 842400 CoA version 1
{ TESTS SPECIFICATIONS RESULTS
Description - Appearance: whitish, opalescent, Conf
liquid (Visual inspection)
Identification rasts Biochemical characteristics: conforms  Conf
{In house)
- Growth characteristic: cenforms Conft
(In house)
PH 6.5 - 8.5 (Ph.Rur.) 7.9
Average volume 5.0 5.3 ml (In house) 5.1 ml
Uniformity of volume ¢onforms (Ph.Bur.) Conf
Purity tests - Other viable aercbic gontamination: Conf
none/10 ml {(ln house)
-~ Esrherichia zoli and other gram Conf
negative: none/10 ml (In housg)
. Salmonella: none/ 10 ml (In house) Conf
- St. aureus: none/l0 ml (In house) ont
~ Yeasts and Moulds: none /10 ml Conf
{In house)
Resistance to antibiotics * Conforms (In house) Conf

Spores load (spores per bottle)
Packaging control

* nntibioticos tested:

~ Chloramphenicol S8 pg/ml

- Tetracycline hydrochloxide 50 wg/ml
- Streptomicin sulphate 500 pg/ml

- Rifampin 50 pg/ml

3.2 - 4.8 pillions (In house}

Conplias

3.3 billion
Conf

the relevant Marketing Authorisation.

This batch has been manufactured in compliance with the cGMP requirements

The batch processing, packaging and analysis records were

reviewed to be in compliance with cGMP.

and complies with the specifications of

rap. coa resultats v5

Page 1 / 2
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Certificate of analysis

pella Healthcare Italy S.r.l.

Viale Europa 11 Plant : Origgio
21040 Oviggio (VA) - Ttaly

Tel., +38 (2.96.10.1

Fax +3% 02.96.73.05. 3%

ORI_842400
» ENTEROGERMINA ¥ORYT 4BCFU/S5ML SUSP BTS UA
Customer article ENTEROGERMINA FORT 4BCFU/5ML SUBatch number : ‘ 41262
Manufacturing date 12-NOV-2024 00:00:00.00 Expiry date: © 31-0CT-2026 00:00:00.0¢
Retest date 31-0CT-2026 00:00:00.00 Quantity 46176.000
Process Order Control Method n. ORI _842400A1
version 1 ‘Reference of AP CO-OPE~0009273 c¢.e.
{CoA Master n. ORI_842400 CoA version 1
; BAYTCH DECISION
%Decision Released
§ Decision date 25-MOV-2024 18:55:35.00
H
%Decision operator Milano Walter (QA Manager & Deputy Qualified Pexson)
s

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

rap_coa_reaultats v5 Page 2 / 2



sanofi

Bupobuuya ginpHus Opimxbo

CEPTU®DIKAT CEPII BUPOBHHKA (cepis 41262)

EnTepoxepmina® Popre, cycnensis opajibHa

1 HalimeHyBaHHA NpoAyKuii EHTEPOXXEPMIHA® ®OPTE

2 AKTHBHMIA iHrpejienT Bacillus clausii

3 JepxaBa-iMmnoprep Yxpaina

4 Homep PeecrpaniitHoro Hoceiguyenns UA/15608/01/01

5 Cunna aii / AKTUBHICTD 4 Minbapau

6 Jlikapcbka popma CycrieHsis opaJjibHa

7 Po3mip Ta THN naKyBaHHA Ne 5: o 5 M1 y ¢J1akoHi, o 5 ¢nakoHiB, 3'€AHaHUX MK c0GOIO
noJlieTHIEHOBOIO TePEMHUYIKOI0, Y KaceTi; no 1 kaceTi B kapToHHii Kopobui.

8 KinbKicTb ynakoBoOK 46176.000

9. Iapria / Homep cepii JluB. gopaTok: ceprudikar aHanisy (cepia 41262)

10 Jara BUpOGHHITBA JuB. gogaTok: cepTudikaT aHanisy

11 JlaTa 3akiHueHHs TepMiHy npuaaTHocti | [luB. fojaTok: cepTHikaT aHanisy

12 HafiMmeHyBaHHA, MiCIle3HAX0AKEeHHHA Onesna Xesickea [tani Cp.a.

AlakBHDES BEROORHUITEA Bosune Eypona, 11 - 21040 Opigxbo (VA), Itasnis

13 Homep niueH3ii BMpoGHUKa Decree N.aAMM7/2022 Big 11.01.2022

14 Pe3ysibTaTH IPOBEJEHHS aHaXi3y J¥B. A04aTOK

15 KomenTapi / Pemapku H/3

16 3asaBa npo ceprudikaiiio JlaHuM  3acBizuylo, 10 HaBejeHa BHIle iHpopMauis € TOYHOW Ta
nocrosipHoto. Cepist 6yJia BUpoGieHa, BK/I0Ya04YH NIaKyBaHHsA Ta KOHTPOJ/IL
AKOCTI Ha BHIe 3a3HayeHilt BUpOBHUYIH JiAbHULI y BigmosigHocTi 3
npasunamu GMP, 3 goTpuMaHHAM Micuesoro PeryasrtopHoro OpraHy Ta
BuMor cneundixauii go Peecrpauifinoro IMocpiguents xpaidu-immoprepa.
[lpoTokonx BUPOGHHLTBA, NaKyBaHHsl Ta aHaisis 6ysin meperyaHyTi Ta
BCTaHOBJIEHO BignoBigHicTs GMP.

[Jara Piwennsi: 25.11.2024

YnosHosaxxeHa Ocoba
Cimonemma Poaando [Simonetta Rolando]
/nianuc/ Ta eeKTPOHHUH MAMUC

JI03BOJIEHO



" Onesuta Xestckea Irani C.p..
Brase Eypouna, 11
21040 Opimubo (VA)
Ten: +3902.96.10.1
$axc: +39 02.96.73.05.35

ApTHKYJ 3aMOBHUKa:

JlaTa BUTOTOBJICHHSA:

Jlara noBTOPHOro aHasisy:
3aMoBJICHHA NTpoLecy
Bepcis:

HoMep Macrep-cepTHdikaTy:

Ceprudikat aHaxizy

ORI_842400
EHTEPOMKEPMIHA, 4 Misibsipgy o 5 ¢uraxonis, Yxpaina
EHTEPOYEPMIHA ®OPTE,
4 MisbApAY 1o 5 GpraKoHis,
Ykpaina

12.11.2024 00:00:00.00
31.10.2026 00:00:00.00

Cepist Ne:

TepMiH NpUAATHOCTI:
Poawmip cepii:

HoMep KOHTPOJIBHOTO METOAY:

{(Jlorotumn: CAHO®I)
Bupo6Huya AinbEansd:
OpimKbo

41262

31.10.2026 00:00:00.00
46176.000
ORI 842400A1

HaliMeHyBaHHS NOKa3HHKIB

1 Peecrpaniitnuit Homep AP: CO-0OPE-0009273 c.e.
ORI 842400 Bepcist ceprudikaTy aHanisy: 1
e e Pesy.rleé:fﬁ ...............
| Cnewubbaanll BUNPOSyBaH:

. XapaKTepHCTHKH:

'ﬁianoninae

. Inentudixanis:

- BioximiuHi xapaxTepucTHKH; Bigno

éianonziﬁ

- XapakTepucTUKH pocty: Bignosiaae (Bryrpiuus MeToauKa)

Bignogigae

pH

6,5 - 8,5 (Esp. Papm.) 79
CepesiHilt 06'eM 5,0 - 5,3 ma (Eep, Papm.) 5,1 M
OaHOPiAHICTDL 06'EMY Bignosinae (EBp. Papm. ‘Biagnosipae
Bunpo6yBaHHS Ha YUCTOTY o
- [Hmi suTTe3AaTHI aepobHi MikpoopraHisMu . oo
. : y Bignogrigae
BigcyTHicTh/10 Mt (BHYTPIWHSI METOAMKAY |
- Escherichia coli Ta iHwi rpaM-HeraTuBHi 6akTepil:. Bisnosigae
BigcyTHicTb/10 M (BHYTpilHA MeTOAHKE) e
- Salmonella: Bigcyrnicrn/10 ma (BHyTpimns MeToaUKa) Bignosigae .
- Staphylococcus aureus: Bigranizae
BigcyTnicTn/10 M (BuyTpiss MeToAMKA) d
- Apixpxonsi Ta naicHasi rpubu: - Hinrioaiae
BigcyTHicTs/10 M (BHyTpiums MeToAuMKa)
EEEHEREETHIONS 20 Bignogigae (BHyTpiliHs MeTOAHKA) Bignosinae
aHTHBioTHKIB* il ¢

Kinnkicuuit BMicT crop
: (cnopu Ha duakoi)

3,2 - 4,8 minbsipaa
(BHyTpituHA MeToAHKa)

3,8 minbspga

. Konrpoun ynakosku

Biznosijae

Xnopamdenikon 50 Mxr/ma

* AHTHBIOTHIKY, IO TeCTYBaJHCA:

BiAnoéiAée

Terpauukainy rigpoxaopug 50 mxr/mn
CrpenrroMiliuty cyjbdar 500 Mr/ma

Cepis Gysa Bupo6sena y Bignosiguocti 3 npasunamu c¢GMP i pignosisae cneumdikauniam o signosigHoro Peecrpauiiioro

NOCBI/IYE€HHSL.

3anucu 1o/0 BUpoGHHLTEA cepii, TaKyBaHHsA Ta KOHTPOJI0 AKkocTti 6y nepesipeni Ha BignoBigHicTs npasuiam cGMP.

PIIUEHHS uxoxo CEPIT

Piwexnsn
[JaTa pilieHus
Oco6a, o npuitHaIa pilleHHA:

Bunyuweto -
25.11.2024 18:55:35.00
Minano Baswrep [Milano Walter]

(Meuespkep 3 3afesnedenss sikocti Ta 3acTynHuEK YoBHoBaxeHo! 0cobu)

lle# cepTrdikaT MICTUTH e1€eKTPOHHUH nignuc 3 BasigoBaHol cucremu LIMS

rap_coa_resultats v5

Simonetta ROLANDO -
/uignuc/
regarka
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