CEPTUDPUKAT AHA/TM3A KOHEYHOIO

SOFARIMEX 1POAYKTA

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

’T’IpouyKT / Product: Omes®, nuodpuian3ar A NPUTOTOBJIEHUs pacTBopa A1 nHdy3ui 40
_ mr / Omez, lyophilized powder for infusion 40 mg

Jata npoussoactea / Manufacture date: 10/2024 ITponseoacTBenHas cepusi / Batch Ne: 45326
Cpok roaHoctu /Expire date: 10/2026 O0bem cepuu/ Batch Quantity: 50040
IMpoussogcTeennasi suneHsusi Ne / Mfg, License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

AHajn3 npogeneH B coorBeTcTBHM ¢ HI 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

Jata nosy4yenns/ Reception date: IIporoxosn ananunza Ne / Analitical protocol N°SRAS-7Y4EHA.10
UCHBITAHUSA/TESTS CHEIUOPUKALMHU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanue White or off white lyophilized spongy cake or

its parts, or as a powder / Benbiit unu nourn | Complies / CootsercTByeT
OeJblif THO(QUIN3AT B BUE MOPHUCTOH MAcChl
WITH €€ YyacTel, WK B BUJE MTOPOLIKA.

2. Description of solution / Onncanne
pacTBopa

-Clarity /mpo3paunocTtb Solution should be clear or the opalescence of Complies / CooTBeTCTBYET
the solution must not exceed the opalescence
of the reference solution I. / PacTteop momkeH
OBITE  MPO3Pa4yHBIM WIA  ONANECLIeHLIUA
pacTBopa He JOJDKHA NPEBHILIATD
OMaJIeCUEHIIHIO TaIOHHOTO pacTBopa 1.
0.0012
- Absorbance / mornoienue The optical density of the solution should be
not more than 0.30. / OnTuyeckas IIOTHOCTh
pacTsopa gomkHa ObITs He Oomnee 0,30.

3. Identification / [lognunHoCTL 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>XHBaHHS OCHOBHOTO IMHKa Ha
XpoMaTrorpaMMe  MCIBITYEMOr0  pacTBOpa
IOJIKHO COOTBETCTBOBATh BpEMEHH
YOEpXHUBAHHUA  OCHOBHOIO nika  Ha
XpoMaTorpaMMe pacTBopa CTaHAApTHOrO
obpasua oMemnpasoia (pa3men
«KonndecTBeHHOE OTIpeIe/ICHUE) Positive / TTONOXHTENLHLII

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"). /
V®-cnextp OCHOBHOTO MUKa Ha
XpoMarorpaMMe  MCHOBITYEMOIO  pacTBOpa
JOJDKEH  COOTBETCTBOBaTh Y d-clieKTpy
OCHOBHOTO INIHKA Ha  XpoMaTorpaMMe
pacTBOpa CTaHAapTHOro o0pa3slia oMenpasona
(paznen «KoNHYeCTBEHHOE ONpeeNIeHHE).
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SOFARIMEX

INDUSTRIA QUIMICA E FARMATEUTICA, S.A.

CEPTUPUKAT AHANTM3A KOHEYHOTO
MNPOAYKTA

FINISHED PRODUCT CERTIFICATE

IIpoaykt / Product:

Ome3®, THO(NIN3AT /I/isl NPUTOTOBJIEHHs pacTBOpa Aus HHYys3uii 40

mr / Omez, lyophilized powder for infusion 40 mg

JlaTta npoussoactea / Manufacture date: 10/2024
Cpok rogHoctu /Expire date: 10/2026

IpoussoacTBeHHas cepusi / Batch Ne:

45326

O6bem cepun/ Batch Quantity: 50040
Ipou3BoacTeenHas auuensus Ne/ Mfg. License No: F027/001/2019
Homep PY / MA number: JICP-004124/09

Ananus npoBeeH B cooteerctsuu ¢ HI Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, u3m. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

JaTta nony4enus/ Reception date:

IpoTokon ananu3a Ne / Analitical protocol N° SRAS-7Y4EHA.10

HUCIIBITAHUS/TESTS CHEIUOUKALIUA/SPECIFICATIONS | PE3YJIbTATBI/RESULTS

4. Average fill weight / Cpeansas 44.19mg + 5% (from 42.0mg to 46.4mg) / 45.12
mMacca coaepkuMoro giaKona 44,19mr = 5% (42,0Mr — 46,4Mr) )
5. pH of the solution / pH pacTsopa 10.0 - 11.0/ 10,0 - 11,0. 10.6
6. Water/ Bona Not more than 6.0% / He 6onee 6,0 % 4.0%
7. Particular matter / Mexanuueckue | Visible particles / Bunumble 4acTHLBL:
BKJIHOYEHHUS According to requirements /

B cooTBeTcTBUH € TPeOGOBAaHUAMH. Absent / OTCyTCTBYeT

Subvisible particles / HeBunumsie 4aCTHIIBI:

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

yacTHIE! pasmepoM > 10 MkM - He 6onee 6000 sl

Ha (akoH;

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

4acTHIEI pasMepoM > 25 MkM - He Oonee 600 L

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

eMMHUYHAsA HeMIeHTHHULUPOBaHHAS
npUMech

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

BaKTCpHaJ’Ibele 3HAOTOKCHHBI

6onee 5,83 ED/Mr oMenpasona.

10. Sterility / CrepuabHocTh

The product should be sterile / IIpenapar
JOJIKeH ObITh CTEPIIBHBIM.

Sterile / CTepIbHBIH

11. Uniformity of dosage units /
OaHOPOAHOCTH 103HPOBAHHA

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

Ioxkasarenp npuemieMocTH (AV) A0IKeH
ObITE He 6onee 15,0.

Complies / CooTBeTCTBYET

12. Assay / KosinuecTBeHHOE
onpeaeJeHHue

From 93% to 105% of the label amount of
omeprazole (37.2 mg to 42.0 mg
C17H1sN303S (omeprazole) in vial). / Ot 93
% 10 105 % OT HOMHUHANIBHOTO COJEPXKAHMA
oMenpasona (ot 37,2 mr g0 42,0 Mr
C17H19N303S (omenpasoir) Bo (iakoHe).
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CEPTUOUKAT AHATM3A KOHEYHOTIO

s s
SOFARIMEX QPOLYKIA

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

Hpoaykr / Product:  Ome3®, muoduamsat 11l IPHTOTOBJICHHS PacTBOpa A1 nHpy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jlata npoussoacTea / Manufacture date: 10/2024 TIpousBoacreeHHas cepus / Batch Ne: 45326
Cpox rogHoctu /Expire date: 10/2026 O6nem cepun/ Batch Quantity: 50040
INpouseoacTeennas nunensns Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

AHanu3 nposeneH B coorBercTeuyu ¢ HJ Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, u3am. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jata nony4yenusi/ Reception date: Ipotokon ananu3za Ne / Analitical protocol N° SRAS-7Y4EHA.10
HUCIBITAHUSA/TESTS CIHEIHU®UKALIMHA/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
13. Package / YnakoBka The product is filled in a clear transparent

glass vial type I (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 BoO
¢rakone U3 GECLIBETHOTO MPO3PaYHOTo CTEKIa
tima 1 (Ph.  Eur),  yKynopeHHbIH
xJopOyTunosoi npo6Koii, o0xaThI#
ATIOMHHHEBBIM KOJITIa4yKOM c
NPefOXPaHUTENbHON MIACTUKOBOH KPBIIIKOM.
Kaxpiii ¢nakoH BMECTe C MHCTpYKUHMEH N0
NPUMEHEHHIO IOMELIEH B NIa4Ky KapTOHHYIO.

Complies / CooTBeTCTBYET

14. Labeling / MapkupoBKa According to ND / B coorBercTBuy ¢ HJI

15. Storage conditions / XpaHenune Protected from light below 25°C. /
B 3aiMUIEHHOM OT CBETa MECTe NP TeMmeparype He Bbitue 25°C.

!

16. Shelf life / Cpox rogHocTH 2 years/ 2 roaa //

. v, .
Pe3ynbTaTel aHAIH30B: |) Pemenne OTK: /
Analytical results: Nk Quality Assurance Decigion: ﬂ /)ZJW'/’
Jata / Date : gL\t vy Iara / Date : /

M @I’/“ / Z?Z 1
OtsetcTBenHOE nuLE / Qualified Person

\éf\
HayaneHuk naGoparopud / Labogiory Manager

This batch was manufactured in reference to the dossier in force and according to GMP.
D1a cepus Oblia NpoU3Be/ieHa 10 AeHCTBYIOIIEH AOKYMEHTALUHMH U B COOTBCTCTBHM C tpebosanuamu GMP.

API name (INN) / A@C (MHH): Omeprazole / Omenpason
API manufacturer batch number / 10030P58/400001
Homep cepun npounspoanteas ADC:
FP Manufacturer API Batch number /

24020114
Homep cepuu cy6eTaHuun npoussoaurens IJID:
API Manufactured by & country / Esteve Quimica S.A., Spain /
IMponszsoantenr ADC, cTpana: Acrese Kumuka C.A., Henanns
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