CEPTUPUKAT AHATM3A KOHEHHOIO

SOFARIMEX -

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A. FINISHED PRODUCT CERTIFICATE

Ipoaykr / Product:  Ome3®, imo¢uanzar A/isi IPUTOTOBJIEHUS pacTBOpa And nHpy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npousoactsa / Manufacture date: 07/10/2024 ITponsBoncTeenHas cepus / Batch Ne: 45323
Cpok rognoct /Expire date: 31/10/2026 O6nem cepun/ Batch Quantity: 49800
HpoussoncTeeHnas unensus Ne / Mfg, License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

AHanu3s nposeaeH B cooTBeTcTBHH ¢ HJI Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, u3mM. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jara nonydenus/ Reception date: IIporoxon ananuza Ne / Analitical protocol N° SRAS-7Y4EHA.10
HUCIIBITAHUS/TESTS CNNIENNUPUKALIUHU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanmne White or off white lyophilized spongy cake or

its parts, or as a powder / Benblit niu noyru | Complies / CootBeTcTBYET
6enplii THoGHAM3aT B BUE MOPUCTON MAaccChl
HITY €€ JacTell, WK B BUJIE TIOPOILIKA.

2. Description of solution / Onucanne
pacTBopa

-Clarity /npo3payHocTh Solution should be clear or the opalescence of |  Complies / CooTsetcTBYET
the solution must not exceed the opalescence
of the reference solution I. / PactBop AomkeH
ObITH TPO3payHbIM WIH  ONAJICCLCHIMA
pactBOpa He JIOJDKHA NpEBBILIATD
OmaJTeCLeHIHIO STaIOHHOTO pacTBopa I.
0.0021
- Absorbance / noryiomeHue The optical density of the solution should be
not more than 0.30. / OnTH4eckas MIOTHOCTH
pacTBopa JomkHa ObITh He Gonee 0,30.

3. Identification / IlopiHHHOCTD The retention time of the major peak on the
chromatogram of the test solution should
correspond to the retention time of the major
peak on the chromatogram of omeprazole
reference standard solution (section "Assay™).
/ Bpems ynep>kuBaHHA OCHOBHOTO IMHKa Ha
XpoMarorpaMMe HCHBITYEMOTO  pacTBOpa
IOJDKHO COOTBETCTBOBATh BpPEMEHU
YAEpKUBaHUS  OCHOBHOTO nuKa  Ha
XpOMAaTorpaMMe pacTBOpa CTaHJAAPTHOTO
obpasia oMenpazona (paznen
«KonnmyecTBeHHOE ONMpeaeNicHUe») Positive / TTonokuTeNLHEIH

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®-cnekTp OCHOBHOI'O 1HKa Ha
XpoOMarorpaMMe  HCHBITYEMOTO  pacTBopa
JOKEH  COOTBETCTBOBaThL Y D-crekTpy
OCHOBHOIrO IUKAa Ha  XpoMaTorpaMme
pacTBOpa CTaHAapTHOTO ob6paslia oMenpasona
(paznen «KonmduecTBeHHOE ONpeieieHHe»).
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

CEPTUDUKAT AHA/IU3A KOHEYHOTO
MNPOAOYKTA

FINISHED PRODUCT CERTIFICATE

IIponykr / Product:

OMme3®, THopHIH3AT AJIA NPUrOTOBJICHHS PACTBOPA A HHY3uit 40

mr / Omez, lyophilized powder for infusion 40 mg

Jlata npoussoactea / Manufacture date: 07/10/2024
Cpoxk rogHoctu /Expire date: 31/10/2026

MpounseoacTeennan nuuensus Ne / Mfg. License No: F027/001/2019
Homep PY / MA number: JICP-004124/09

Ananus nposeseH B cooTBetcTBum ¢ HJI Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, m3m. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

IpoussoacTBeHHasn cepus / Batch Ne: 45323
O6nem cepun/ Batch Quantity: 49800

Jara nony4yenns/ Reception date:

Iporokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10

HUCTBITAHUS/TESTS CIHELMNOUKAIIAU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS

4. Average fill weight / Cpeanss 44.19mg + 5% (from 42.0mg to 46.4mg) / 45.54
Macca coIepKUMoro gJiakona 44,19Mr = 5% (42,0Mr — 46,4Mr) )
5. pH of the solution / pH pacTeopa 10.0 - 11.0/ 10,0 - 11,0. 10.9
6. Water/ Boaa Not more than 6.0% / He 6onee 6,0 % 2.6%
7. Particular matter / Mexanuuecxue | Visible particles / BugumMele 4acTHLBL:
BKJTIIOYEHHSA According to requirements /

B cooTBeTCTBUM C TPEOOBAHUAMH. Absent / OTcyTcTBYCT

Subvisible particles / HeBunumMble YaCTHLIBL:

> 10um particles — not more than 6000/ vial /

YacTULLI pasMepoM > 10 MkM - He 6onee 6000 c

Ha (1aKoH;

> 25um particles — not more than 600/vial /

YacTULBI pasMepoM > 25 MKM - He Gonee 600 0

Ha (nakoH
8. Related substances / PoacTBeHHbIe
npUMecH
- impurity D /npumecs D; Not more than 0.3%/ He 6onee 0,3%; ND
- impurity E /npumecs E; Not more than 0.3%/ He Gonee 0,3%; ND
- impurity 1/ npumecs 1; Not more than 1.0 %/ He 6onee 1,0 %; ND
- impurity 2 / npumecs 2; Not more than 0.5%/ He 6onee 0,5%; ND
- single unknown impurity / Not more than 0.2%/ He Gonee 0,2%. ND

eIMHHYHAA HeMIeHTH(HULHPOBaHHAL
npuUMech

Total impurities / ND
Cymma npumMecei Not more than 1.5% / He 6onee 1,5%.
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He <5.83

BaKTepua.ﬂbele JHAOTOKCHHbBI

6onee 5,83 EO/Mr omenpasona.

10. Sterility / CTepuabsHocTb

The product should be sterile / ITpenapat
HOJDKEH OBITH CTEPHIBHBIM.

Sterile / CTepuibHbIii

11. Uniformity of dosage units /
OnHOpoOAHOCTH A03HPOBAHUS

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

[Mokazarens npueMieMocTH (AV) J0MKeH
OBITE He Gonee 15,0.

Complies / CooTBeTCTBYET

12. Assay / KoanuecTBeHHOE
onpeaeseHue

From 93% to 105% of the label amount of
omeprazole (37.2 mg to 42.0 mg
C17H19sN30sS (omeprazole) in vial). / Ot 93
% 10 105 % 0T HOMHHAJILHOTO COACPKAHUA
omenpasona (ot 37,2 mMr a0 42,0 mr
C17H19N303S (omenpazon) Bo (rakoHe).

41.8
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CEPTUOUKAT AHATM3A KOHEYHOTO

SOFARIMEX NPOAYKTA

INDUSTRIA QUIMICA F FARMACEUTICA, 5.A. FINISHED PRODUCT CERTIFICATE

IMpoayxr / Product: Ome3®, tHodnam3aT AJis NIPHTOTOBJIEHH PACTBOPA 1 HHpY3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Hata npousBoactea / Manufacture date: 07/10/2024 ITpousBoacTeenHas cepusi / Batch Ne: 45323
Cpoxk roprocta /Expire date: 31/10/2026 O6bem cepun/ Batch Quantity: 49800
IMpoussoacreennasi auuensus Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

Ananu3 nposefeH B cooTsercTBuu ¢ HJI Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, uam. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jata nonyuenusi/ Reception date: ITporoxon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10
UCIIBITAHUS/TESTS CHOEHNUO®UKAIIUN/SPECIFICATIONS | PE3YJbTATBI/RESULTS
13. Package / YnakoBka The product is filled in a clear transparent

glass vial type 1 (Ph. Eur) closed with
chlorobutyl stopper and sealed with an
aluminium flip-off seal with plastic cap. Each
vial is packed into a carton package along with
patient information leaflet. / Ilpenapar Bo
(nakoHe u3 6eCLBETHOTO MPO3PaYyHOro CTeKIa
tama I (Ph.  Eur),  yKynopeHHbIi
xJIopOy THNOBOR npoOKoii, ob>KaThlIii
aJFOMHHUEBBIM KOJIa4KOM c
IpeIoOXPaHUTENIBHOH IUTACTHKOBOH KPBILIKOM.
Kaxapiii ¢riakoH BMeCTe ¢ MHCTpYKLHMe# 1o
NpUMEHEHUIO MOMEIIEH B Na4Ky KapTOHHYIO.

Complies / CooTBeTCTBYET

14. Labeling / MapkupoBKka According to ND / B coorsercTeun ¢ HJf

15, Storage conditions / Xpanenue Protected from light below 25°C. /
B 3aiIfuIeHHOM OT CBeTa MECTE pH TeMnepaType He Boiie 25°C.

16. Shelf life / Cpok rogHocTH 2 years /2 rona

Pe3synbrarsl aHAIH30B: A/M & Pewenue OTK:
Analytical results; W Quality Assurance Decision:
Jlata/Date : \ Hara / Date :
A\LD (224 IO bU?

HavansHux nadoparopuu / Laboratory Manager OrtsercTBeHHOe uuo / Qualified Person

J

This batch was manufactured in reference to the dossier in force and according to GMP.
Jta cepus OblIa MPOM3BEIEHA IT0 AEHCTBYIONIEH JOKYMEHTALMN M B COOTBETCTBMH C TpeGosanusmu GMP.

API name (INN) / A@C (MHH): Omeprazole / Omenpazon
API manufacturer batch number / 10030P58/400001
Homep cepuu npouseoautesisi ADC:
FP Manufacturer API Batch number /

24020114
Homep cepun cyGeTannum npoussoautens IJI@:
API Manufactured by & country / Esteve Quimica S.A., Spain /
pouseogutens APC, cTpaHa: Scrtese Kumruka C.A., Ucnanus
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