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S PHARMASTER
CEPTUDIKAT AKOCT!
QUALITY CERTIFICATE

OTOMA, kpanni ayHi, po3unK, 26 mrimn (20 000 MO/ mn)
OTOFA, ear drops, solution, 26 mg/mi (20 000 |U/mi)

Kpatna-BupobHuuk/ Country of manufacturing:
®panuis/ France

PeecTpauiHe nocsinvenns Ne UA/2690/01/01 AificHe fo: HeoBmexeHo
Registration certificate Ne UA/2690/01/01 Vaiid till: unlimited

Airova pevoBuHa: 1 Mn po3unHy MiCTUTL pudhaMilvHy HaTpilo ¥ nepepaxyBaHHi Ha pudamiums 26 mrimn (20
000 MQ/mn}
Active substance: 1 ml of solution contains rifamycine sodium in the recalculation on 26 mg/ml {20 000 1U/ml)

Tikapckka diopmMa: Kpanni sywHi, posuun
Dosage form: ear drops, solution

Po3amip Ta TUN nakyeanua: no 10 mn y dnakoHi; no 1 oAHOMY (rIakoHy 3 NINETKOK B KAPTOHHINA KOPOBLL
Size and type of packaging: 10 m! in bottle; 1 bottle with dropper in carton box

Cepin Neo Poamip cepil:

Batch Ne ., . M1274...... Size of batch: ...48 300......

Aata BupoGHnTBa: OaTta zakiH4eHHs TepMiHy npugaTHoOCTE;
Manufacturing date: ...056/03/2024. . ... Date of expiry. ...03/2027...

Bupobuuureof Ynakoeka/ Koutponb akocTi/Bunyck cepil:
Manufacturing/ Packaging / Quality control/ Batch release:

®APMACTEP, 3oue Ingactpienne ae Kpadt 67150, EpcTreitn, Gpanuin
FHARMASTER, Zone Industrielle de Krafft 67150, Erstein, France
JliyeH3in va supobuuurBo: N2 2023 _108_1

Manufacturing autharization: Ne 2023_108_1

CeptudikaT BianosighocTti GMP: 2023_HPF_FR_113

Certificate of GMP compliance: 2023_HPF_FR_113

Lium a1 3aceinuyto, wo HaseaeHa BuwWe ingopmalis € AOCTOBIPHOK Ta TouHoM. Lo cepilo npoaykuii byno
BUPOBNEHO (BKNIOYAKOUM NAKYBAHHA/MAPKYBAHHSA) Ta NPOBEAEHO KOHTPOND 1T AKOCTI HA BUIje2a3HAYEH N
AinbHUUI y noeHi# BiAnoBiaHOCTI 3 BUMOraMu GMP, BCTaHOBIIEHKMMU MICLEBHM PETYATOPHKM OPraHom,
a4 TakoX BigNOBIAHO A0 cneundpikaui, wWo mMicTATecA y peecTpauiiiHoMy focke. MpoTokonu
BUPOGHUUTBA, NaKyBaHHsA Ta aHani3iB Gyno nepernAHyYTO Ta BCTAHOBREHO BiAnoBigHicTL GMP.

F hereby certify that the above information is frue and accurate. This series of products were produced {including
packaging/labeling) and held quality control of the above sections in full compliance with the requirements of
GMP, established by the local regulatory authority and in accordance with the specifications of the registration
dossier. Protocols of production, packaging and analysis were reviewed and established compliance with GMP.

MNPI3BUWE TA MOCAOA OCOBW, AKA MANKUC OCOGY, AKA BUOANA  BATA THAMKUCAHHR /

BUOANA AO3BIT HA BUMNYCK CEPII/ A03BIN HA BUNYCK CEPIT DATE OF SIGNATURE
NAME AND POSITION OF PERSON WHO  SIGNATURE OF PERSON WHO
GAVE THE PERMIT FOR BATCH RELEASE GAVE THE PERMIT FOR

BATCH RELEASE
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CEPTHNOIKAT AHAJIZY

OTO®A, kpani BywHi, po3uuH, 26 mr/ma (20 000 MO/ma)

MeTon aHaaizy Ne MA99101 Bep.08 Kop npoayrry 106
Tect Ne 07/03/24-039 Cepis Neo M1274
JlaTa BUpoHHUIITRA 05/03/2024 Tepmin npuaaTHocTi 03/2027

TECT PE3VILTAT HOPMA
Onne Ipesopa, yepBoHO- Ipozopa, uepBoHg-

noMapaHyera pijMHa [oMapaHyesa piiuHa

Bunyuenuii 06’ em 10,2 Mmn > 10,0 mn
pH 6,7 6,1 -7,1
[HineHICTE 1,05 1,02 - 1,07
ITJEHTHOIKANIA
Pudaminum (YD) [MNosuTHBHHE [TozuTHBHUIA
Pudaminua (TLX) TNoauTnBHUi [To3uTHRHMIH
AckopfinoBa KHCIOTa Hozutnpaumii [NMozuTHRHAIH
Hunarpiio egerat [lozuTnRHMH [Mo3uTrBHKH
Kaniro metabicynrdir [TozuTnsHuUit [ozuTrrHMH
KIJIBKICHE BU3HAYEHH I

Pudgaminpn
AckopbiHoBa Knciaora
HuHatpiro egerar
Kanitw serabicynndit

2 009 340 MO/ 100 mn
481 mr/ 100 Mn
12,4 Mr/ 100 mn
142 mr/ 100 mn

2 000 000 MO/100 mn = 10%
500 mr (+10%, -30%)/100 mn
12 Mr (£ 10%)/ 100 mn
150 Mr (+10%, -40%)/100 mn

CYITYTHI JOMIIIKH

Binomi nomimku (Pudamitus B, S ta O)
Isomep pudamitiny (nomimka RRT 0,77)
HepigoMi qoMiuiku

He zacTocoByeTbea™*
He zacTocoByeTRCa**
He zactocoByernesn®*

He binbime 2,5 %
He bineime 0,5 %
He Ginete 2,5 %

CTEPRJIBHICTDL

Binmosigae*

Bignosigno no €eponeficrkol
Qapmakonel Ai04Yoro BRAAHHS

KOMEHTAPI

¥ Cy0-kONTpaxTHI avalizu
** TecT NpoBGIMTECH
OJIMH pas3 Ha pik

Hewamxa:

JlaGoparopin PAPMACTEP

Met’io MEPPI

YnosaogakeHa 0co04 3 KOHTPOMO AKOCTI

17.05.2024

PILHEHHA JJABOPATOPHOTO KOHTPOJIH)

JlabopaHT-BHUKOHABENL

Kepisnuk nagopartopii

Hara: 29/04/2024

Hevamra:

Hara; 29/04/2024

3abpaxoraHo

JlaGopartopia PAPMACTEP
Dabpic MEHI'EJID
igTBepAKeHHSA POXOIKEHHS
1a00pATOPHOro KOHTPOJIK

[Tianuc: [Tigmuc:




