CEPTUSUKAT AHANN3A KOHEYHOTO

[TPOOYKTA
FINISHED PRODUCT CERTIFICATE

SOFARI

INDUISTRIA QUINICA F EARMACEGYICA, S.A

Hpoayxr / Product:  Omes®, aunoduamsaT Jis OPHTOTOBJIEHUA pacTBopa st undysuit 40
mr / Omez, lyophilized powder for infusion 40 mg

Hara npoussoacTsa / Manufacture date: 28/02/2024 [Tponzeoncteennan cepun / Batch Ne: 44310
Cpox rogroctn /Expire date:  28/02/2026 Oobem cepun/ Batch Quantity: 49440
Mpoussopncreenan anuenznn Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

Auanui npoeeaen B cooTBeTeTBAH ¢ H No/ Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, w3M. Nel ot 13,11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11,2023

Hara noayuenun/ Reception date: IMporokon anannsa Ne / Analitical protocol N°SRAS-7Y4EHA. 10
UCOBITAHUA/TESTS CNEUHOUKAHUW/SPECIFICATIONS | PE3YJIBTATHI/RESULTS
1. Description / Ouxcanue White or off white lyophilized spongy cake or

its parts, or as a powder / Benstit unn nowrs | Complies / CoorsercrayeT
Oenbill THOPUIMIAT B BRIE NOPHCTOR Macch
HIH CC ‘[aCTGI‘;{, HAHK B BHUAC ”DpﬂlﬁKa.

2. Description of solution / Onucanne
pacrsopa

-Clarity /npo3paunocTb Solution should be clear or the opalescence of | complies / Coorsetcrayer
the sofution must not exceed the opalescence
of the reference solution 1. / Pacteop noibkeH
ObITh  [PO3PAMHBIM  HIM  ONANECUSHUMR
pacTopa HE DOJACHE APCBLILIATE
OIAIECUEHLIMKY ITAIOHHOFO pacTeopa L
0.0055
~ Absorbance / nornoiueHne The optical density of the solution should be
not more than 0.30. / Onrudeckas NROTHOCTS
pacrsopa fomkHa Ouith He Gonee 0,30.

3, Identification / [ToanuunoeTs The retention time of the major peak on the
chromatogram of the fest solution should
correspond to the retention time of the major
peak on the chromatogram of omeprazole
reference standard solution (section "Assay™).
/ Bpemsa yRepXMBaHHA OCHOBHOrO NHKA Ha
XpoMmatorpaMMe  MCHIBITYEMOTO  pacTeBOpa
FOITKHO COOTBETCTBOBATD BpeMEHH
YOSPHHBAHMA ~ OCHOBHOIO nHka Ha
XpoMmarerpaMme  pacTsopa  CTaHAAPTHOro
ofpazua OMefpasona (paznen
«KonuuecrreHHOE onpeaeneHHe» ) Positive / ook uTeNbHbI

The UV - spectrum of the major peak on the
chromatogram of the test solution should
correspond to the UV- spectrum of the major
peak on the chromatogram of the omeprazole
standard solution (section "Assay"). /

Y®-cnextp OCHOBHOI'O n1Ka Ha
XpOMATOrpaMMe  HCHLITYEMOTO  PACTBOpa
NOMKEH COOTFBETCTBOBATH Vd-cnextpy

QCHOBHOTO niKa Ha XpoMarorpaMme
PACTBOPA CTAHJAPTHOrO 06PA3LA OMENPA30IIa
{pasmen « KoIMUECTBEHHOE ONPEACICHHEN ).
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INDUSTRIA OURAICA £ FARMACRUTICA, S.A.

CEPTUPUKAT AHANNM3A KOHEHHOTQ
NPOOYKTA

FINISHED PRODUCT CERTIFICATE

IIpoayxr / Product:

Omes®, auoduINIAT ANA IPUTOTOBJCHHA PACTBODPA AU HHBY3HH 40

mr / Omez, lyophilized powder for infusion 40 mg

JXata npowssoactea / Manufacture date: 28/02/2024
Cpox roanoctn /Expire date: 28/02/2026

MponssoacTeennas Jjnuen3usa Ne / Mig. License No: F027/001/2019
Homep PY / MA number: JICP-004124/09

Ananns nposesen B coorsercTeun ¢ HII Ne / Analysis performed in accordance with ND Ne:
FICP-004124/09-180823, usm. Nef ot 13.11,2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

ponssoacrseHuan cepus / Batch Ne: 44310
Odbem cepun/ Batch Quantity: 49440

Jara nonyuenns/ Reception date:

Ipotoxosn ananuza Ne / Analitical protocel N° SRAS-TY4EHA.10

HCHOBITAHUA/TESTS CAEHHOUKALMWSPECIFICATIONS | PE3YJIbTATBI/RESULTS
4. Average fill weight / Cpeanssn 44.19mg + 5% (from 42.0mg to 46.4mg) / 45.56
Macea COAEPIKNUMOre Quiakona 44,19Mr = 5% (42,0mr — 46,4m7) )
5. pH of the solution / pH pacTeOpa 10.0- 11.0/ 10,0 - 11,0, 10.7
6. Water/ Boaa Not more than 6.0% / He Gonee 6,0 % 34
7. Particular matter / Mexannuecxne | Visible particles / Bunnmble yactiipl:
BKJHOYCHHER According to requirements /
B cooreTcTRHN ¢ TPEOOBAHHAMM, Absent / Oteyrerayer
Subvisible particles / HeBHAHMBIE HACTHLIbL
> 10pm particles - not more than 6000/ vial /
yacTULL! pasMepoM = 10 Mk - ne Gonee 6000 43
Ha Quako;
> 25um particles — not more than 600/vial /
q2CTHLbE PasMepoM = 25 MM - ne Gonee 600 0
Ha (praKon
8. Related substances / Pogcrsennbie
npHMecH
- impurity D /npumecs D; Not more than 0.3%/ He Gonee 0,3%; 0.06
- impurity E /npumecs E; Not more than 0,.3%/ He Gonee (,3%; ND
- impurity 1/ npumecs 1; Not more than 1.0 %/ He Gonee 1,0 %; ND
- impurity 2 / npumecs 2; Not more than 0.5%/ He Sonee 0,5%; ND
- single unknown impurity / Not more than 0.2%/ He dosee 0,2%. 0.12
eAnHHUHAA HeWASHTH(PULMpOBAHHAS
ApPHMECH
Total impurities / 0.37
Cymma npuMeceH Not more than 1.5% / He donee 1,5%.
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He <5.83

Bam‘epnanmmae IHAOTOKCHHD]

Bonee 5,83 E3/mr omenpasona.

10. Sterility / Crepunsnocts

The product should be sterite / Ipenapat
JONKeH GbITE CTEPHIBHBIM.

Sterile / CrepusnbHbIi

11. Uniformity of dosage units /
OaHOPOAHOCTE AO3HPOBAHHSE

Acceptance value (AV) should be not more
than 15.0/

Tokasarens npHeMaeMocTH (AV) momxeH
6hiTh He Bonee 15,0.

Complies / CooTBeTcrsyeT

12. Assay / KoanyecrBeHHoOE
onpejeiacHne

From 93% to 105% of the labet amount of
omeprazole (37.2 mg t042.0 mg
Ci7H)9N30:8 (omeprazole) in vial). / O1 93
% no 105 % oT HOMHHARBHOIQ COUEPIKAHH
omenpazona (o1 37,2 Mr 00 42,0 Mr

C17H 19N3(s8 (oMenpason} so dnakoHe).

41.5
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CEPTUSUKAT AHANWM3A KOHEYHOFO
{IPOOYKTA
FINISHED PRODUCT CERTIFICATE

SOF

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

Ilpoayxrt / Product:  Omes®, nuopuamsar 4 NPULOTOBJACHHS pacTaopa st undysuia 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata nponssoxcrsa / Manufacture date: 28/02/2024 TpouseoacTaennan cepust / Batch Ne: 44310
Cpok rognocru /Expire date: 28/02/2026 Obwem cepun/ Batch Quantity: 49440
TIpousponcrsennast muvensust No / Mfg, License No; F027/001/2019

Homep PY / MA number: JICP-004124/09

Ananus nposejex 8 coorseTcTBHH ¢ HJI Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, mam. Nel or 13.11.2023 / JICP-004124/09-180823, amd. 1 dt, 13.11.2023

Marta noayuennsi/ Reception date: Itporokon ananmaa Ne / Analitical protocol N° SRAS-TY4EHA.10
HCIIBITAHUSI/TESTS CHELINDOHKAHUH/SPECIFICATIONS | PE3YJIbTATBIRESULTS
13. Package / ¥nakoska The product is filled in a clear transparent

glass vial type [ (Ph. Eur) closed with
chiorobutyl stopper and scaled with an
aluminium flip-off seal with plastic cap. Each
vial is packed into a carton package along with
patient information leaflet. / [lpenapar so
(hnaxoHe 3 OECUBETHOTO NPOIPATHOTG CTEKNA
tuna [ (Ph.  Eur),  yKkynopeHHslH
XNop0y THIOBO npobKoii, 0OKATEIH
ATTIOMHHHEBBEM KOJTTER KOM ¢
TIPEIOXPAHUTENLHOM MNACTHKOBON KPbILIKOHL.
Kaknsiit nakon sBMecte ¢ MHCTPYKUMEH 110
MPHMEHEHHIO NIOMELIEH B ITAYKY KAPTOHHYIO.

Complies / CoorsercrByeT

14. Labeling / Mapkuposka According to ND / B cootseretsnu ¢ HJJ

15. Storage conditions / Xpaneuue Protected from light below 25°C. /
B 3alMIIEHHOM OT CRETE MECTe IPH TeMIleparype ne Beiiie 25°C,

16. Shelf life / Cpor rogsocTu 2 years /2 rona

Pesynsratsl anzmnso& \)ri;(,{ A /K/\/‘( Peurense OTK: ;

Analytical results: e A Quality Assurance Decision: /?j f}?‘vi//
Hara / Date : /-\ /Lbfd& Hara / Date : . / . S

A 06/os /2023
26 (0L (2024

Hauansuuk naboparopuu / Laboratory Manager OtpetcTrennoe nuue / Qualified Person

This batch was manufactured in reference to the dossier in force and according to GMP.
Dra cepua GhUla NPOM3BEASHA N0 ASHCTBYIOMIEH AOKYMEHTALIMY 4 B COOTBETCTBHM ¢ TpebosannaMu GMP,

API name (INN) / AQC (MHH): Omeprazole / Omenpason
API manufacturer batch number / 3501000008701
Homep cepuu nponasoaurenn ADC:

FP Manufacturer API Batch number / 23070306

Homep cepun cyberanuny aponssoanrens [JId:

APl Manufactured by & country / ' Esteve Quimica $.A., Spain /
[Ipoussoaurens ARC, crpana: Derepe Kumuka C.A., Menanusg
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