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B PHARMASTER

CEPTU®IKAT SIKOCTI
QUALITY CERTIFICATE

MTORIAEKCA, kpanni sywHi, Po34HH, no 10,5 mn y dnakoui ]
POLYDEXA, ear drops, solution, 10.5 ml in bottle
Kpaita-supobuuk! Country of manufacturing:
Opanuis/ France

PeecTpauiiine nocpiguenus Ne UA/2699/01/01 Bikiche no: HeoBmexeHo
Registration certificate Ne UA/2699/01/01 Valid till: unlimited

Bioya pevoBuna: 1 Mn PO3UnHy MICTUTL: HeOMiLMHY cynbtpaty 10 mr (6 500 MO), noniMikcuny B cynkaty
106 000 MO, aekcameTasony Hartpito MeTacynbgobenzoary 1 Mr

Active substance: 1 ml of solution contains; neomycin sulfate 10 mg (6 500 1U), polymyxin B sulfate 10 000 MO,
‘| dexamethasone sodium metasulfobenzoate 1 mg '

Nikapcwbka dropma: kpanni BYIIKi, pO34YHH
Dosage form: ear drops, solution

Poamip Ta TMn nakyBaMHs; no 10,5 mMn y thnakoni; no 1 OAHOMY (hNAKOHY 3 NiNETKOI B KAPTOHHINA KopoGui
Size and type of packaging: 10.5 mf in bottle; 1 bottle with dropper in carfon box

Cepina No Posmip cepii:

Batch Ne M2620......... Size of batch: 46 759, ... ...

Hata BupobuuuTBa: Hata 3akinvyeHns TepMiny npuaaTHOCT:
Manufacturing date: 04/10/2023... ... Date of expiry: 10/2026...

BupobHuutRo/ Ynakosxal Koutpone sikoctilBunyck cepii:
Manufacturing/ Packaging / Quality control/ Batch release:

DAPMACTEP, 3one IngacTpienne Ae Kpatht 67150, Epcreitn, ©panuis
PHARMASTER, Zone Industrielle de Krafft 67150, Erstein, France
NiyeHsin Ha BUpoGHUUTED: No 2023_108_1

Manufacturing authorization: Ne 2023_108 1

CepTudpikaT Bignosiguocti GMP: 2020/HPFIFRI0486

Certificate of GMP compliance: 2020/HPF/FR046

Llum a1 3acBiguyio, wo HaBeaena BMLIe iHopManis e focTosipHOW Ta TouHOO, Lito cepiro npoaykuii Syno
BUpoCReno (Binovaom MakyBaHHA/MapKyBaHHA) Ta NpoBeeHo KOHTPONG 1T AKOCTI Ha BUILe3aZHAYEHIH
AbbHnUi y noeHik BianosigHocTi 3 BUMOramu GMP, BcTaHOBMEeHUMMK MicyeBNM PeryRATOPHUM OpPTraHom,
a TakoK BignosigHo pRo cneundikayin, wo micTaThca Yy PeecTpauifiHoMmy pocke. TIpoOTOKONM
BUpOGHMUTBA, NakyBaHHA Ta aHaniie Gyno nepernsnyTo Ta BCTAHOBNEHO eianosigHicTk GMP.

I hereby certify that the above information is true 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 Iocal 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.

NPI3BULLE TA MOCALA OCOBU, KA MAMUC OCOBWU, AAKA BUOANA  [ATA NIAMUCAHHA /

BUOANA 0O3BUT HA BUITYCK CEPIl / AO3BIN HA BUNYCK CEPIi 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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Dapmacrep
ACZomun

Metog anamizy Ne
Tecr Na
Jara Bupodumnrea

HOJIIEKCA,

MA99100 sep.0s
06/10/23-053

04/10/2023

CEPTH®IKAT AHAJII3Y

Cepinfe ]
| Tepyin npngatnocri |

KPAari By i, pozung, 10,5 vt y anaroni

TECT PE3IYJBTAT HOPMA
Onmc [Iposopa pinuna xontoro Koapopy | Ilposopa pinuna sxosroro KOJpopy
Bunyuenuit 06’em 10,9 ax 2 10,5 mn
pH 5,0 45-55
TNEHTHDIKAL ST
Heomiunny cynspar Hosuruenmii oznrnauuit
Honimikcuny B CYNB(AT HNozutuenui Hosntusnui
Hexcamerazony HaTPi Hosurusunii HozutneHuii

METacynb(obenzoar
KLIBKICHE BU3HAYEHHS]
Heominnny cynpar
Honimikcuny B Cyandar
Hexcamerasony HATPIIO
MeTacyand obensoar

Tiomepcan 2,4 mr/ 100 mn 3,0 Mr (+10%: -50%3} /7 100 ma

CTEPHJILHICTS Binnosigae* Binmosigno 1o Ceponetichxol
Dapmakonei aiouoro sumanms

PINTEHH ST JABOPATOPHOI'O KOHTPOJIIO

Hewamra -

JlaBoparopin DAPMACTEP
Dadpic MEHTEJL
JABOPATOPHUIT KOHTPOTL

HIATBEPKEHHO

660 630 MO / 100 mn
1009 220 MO / 100 My
0,102 r/ 100 mn

585 000 - 715 000 MO / 100 MII
900 000 - 1 160 000 MO / 100 M
0,090 0,110 r / 100 pmn

.JIaGopaHT~31m01{aBeuL

poiineno Hata: 18/01/2024

3abpakxorano

Hara: 18/01/2023

Minnuc: Hicnuc Mianwe: Hidnuc

{Hlevamea:
X0 AECEHTMAPTIH
Ynosuogsaxeuna oco6a
3 KOHTPOJIIO AKOCT]

Hionye
15/02/2024




