CEPTUPUKAT AHAJTM3A KOHEYHOIO

SOFARIMEX NPOYKTA

INDUSTRIA QUIMICA £ FARMACEUTICA, S A. FINISHED PRODUCT CERTIFICATE

IIpoaykr / Product: Ome3®, nuoduamnsar 118 NPUTOTOBJIEHAS PACTBOPA 1A UHYy3mii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npoussoacrea / Manufacture date: 03/2025 IMpousBoacTBeHHast cepus / Batch Ne: 55313
Cpok rogHoctn /Expire date: 03/2027 O6nem cepun/ Batch Quantity: 50040
IlpousBoacTeeHHasi uuen3usi Ne / Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

Ananu3 npoBeaeH B cooTBercTBun ¢ HJI No / 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

JaTa nony4yenusi/ Reception date: IpoTtoko aHanusa Ne / Analitical protocol N° SRAS-7Y4EHA.10
HCIIBITAHUSA/TESTS CIHIENU®UKALIUHA/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanue White or off white lyophilized spongy cake or

its parts, or as a powder / Bensiii unn mouts | Complies / CooTBeTCTBYET
Oesblif THOGUIU3AT B BUIE MOPHCTOIN Macchl
WITH ee HacTel, UK B BUIE NOPOILKa.

2. Description of solution / Onucanue
pacTBOpa

-Clarity /mpo3spauHocTb Solution should be clear or the opalescence of | Complies / CooTseTcTBYET
the solution must not exceed the opalescence
of the reference solution I. / PacTeop momieH
OBITh MPO3payHbIM AU  ONMAIECLEHIMA
pacTeOpa He JOJDKHA NpeBbIIIaTh
OnaJecleHIHIO 3TAIOHHOrO pacTeopa I.
0.0003
- Absorbance / nornomenue The optical density of the solution should be
not more than 0.30. / OnTuyeckas INIOTHOCTb
pacTBOpa Ao/mkHa ObITh He Gontee 0,30.

3. Identification / IlopninHHOCTL 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:KUBaHHS OCHOBHOTO IHKa Ha
XpoMaTorpaMMe  HCOBITYEMOTO  pacTBOpa
IOJDKHO COOTBETCTBOBATH BpPEMEHU
yZREpKUBaHUS OCHOBHOTO nuka Ha
XpoMarorpaMMe pacTBopa CTaHZApTHOrO
obpasua oMernpazona (paznmen
«KonuuecTBeHHOE ONpe/IeIIEHUE» )

Positive / [TonoxuTenbHbii
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 OCHOBHOTO MuKa Ha
XpoMaTrorpaMMe  HCIOBITYEMOrO  pacTBOpa
JOJDKEH  COOTBETCTBOBaTh Y D-cleKTpy
OCHOBHOTO TNHKAa Ha  XpoMaTorpaMmme
pacTBOpa CTaHAapTHOro 0dpasia oMenpas3ona
(pazgen «KonudyecTBEHHOE OTIPE/IETIEHHEY).

1/3 NARE-8CEGAK.14




SOFARIMEX

INOUSTRIA QUIMICA E FARMACEUTICA, S.A.

CEPTUDUKAT AHAIU3A KOHEYHOTO
NPOOYKTA

FINISHED PRODUCT CERTIFICATE

Ilpoaykr / Product:

OMme3®, MHoPHIN3AT JIs PUTOTOBJICHHS PacTBoOpa 1Jia uHpy3nii 40

mr / Omez, lyophilized powder for infusion 40 mg

JlaTa npousBoactsa / Manufacture date: 03/2025
Cpox rogaoctn /Expire date: 03/2027

IpouseoacTBeHHas cepus / Batch Ne:

55313

O6bem cepun/ Batch Quantity: 50040
IpoussoacTeennasi nuuensus Ne / Mfg. License No: F027/001/2024
Homep PY / MA number: JICP-004124/09

AHaJnu3 npoBe/eH B cooTBeTeTBUM ¢ 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

JlaTa nony4enus/ Reception date:

Tpotokon anaausa Ne / Analitical protocol N° SRAS-7Y4EHA.10

HUCTBITAHUSI/TESTS CHELIMOUKAIIUA/SPECIFICATIONS | PE3YJIbTATBI/RESULTS

4. Average fill weight / Cpeanss 44.19mg + 5% (from 42.0mg to 46.4mg) / 4573
Macca cogepKumMoro guiakona 44,19Mr £ 5% (42,0Mr — 46,4Mmr) )
5. pH of the solution / pH pactsopa 10.0 - 11.0/ 10,0 - 11,0. 10.9
6. Water/ Boaa Not more than 6.0% / He 6onee 6,0 % 1.5%
7. Particular matter / Mexauudeckue | Visible particles / Bunumble 4acTHIIbL:
BKJTIOYEHHS According to requirements /

B cooTBeTCTBHH ¢ TpeOOBAHHAMHU. Absent / OTcyTCTByeT

Subvisible particles / Hepuanmelie 4acTHLbL:

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

qacTUIIE pasMepoM > 10 MkM - He 6onee 6000 199

Ha (akoH;

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

YaCTHUIIBI pa3MepoM > 25 MKkM - He Gonee 600 2

Ha ¢rakoH
8. Related substances / PorcTBeHHbIe
npuMecH ND
- impurity D /npumecs D; Not more than 0.3%/ He 6onee 0,3%;
- impurity E /npumecs E; Not more than 0.3%/ He 6onee 0,3%; ND
- impurity 1/ npumecs 1; Not more than 1.0 %/ He 6onee 1,0 %; U2
- impurity 2 / npumecs 2; Not more than 0.5%/ He 6onee 0,5%; R
- single unknown impurity / Not more than 0.2%/ He 6onee 0,2%. LR

eNqMHUYHAasA HeUIeHTHPULPOBaHHAS
npuMech

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

BaKTepHﬂJ’leble IHAOTOKCHUHBI

oonee 5,83 EQ/Mr omenpasona.

10. Sterility / CTrepuabHocTb

The product should be sterile / [IpenapaT
JIOJDKEH OBITH CTEPUIIBHBIM.

Sterile / CrepuibHbIiA

11. Uniformity of dosage units /
OnHopoaHOCTb AO3HPOBAHHS

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

ITokazarens npuemnemMocTy (AV) DOJKEH
OuITh He Gonee 15,0.

Complies / CooTBeTCTBYET

12. Assay / KoanuecTBeHHoe
onpeaeneHue

From 93% to 105% of the label amount of
omeprazole (37.2 mg to 42.0 mg
C17H19sN304S (omeprazole) in vial). / Ot 93
% no 105 % OoT HOMMHAILHOIO CONEPIKAHU
omenpasona (o1 37,2 mr go 42,0 mr
Ci17H19N3038 (omenpazon) Bo ¢uiakose).

40.4
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CEPTUDUKAT AHAIM3A KOHEYHOIO

SOFARIMEX NPOLYKTA

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

Ipoaykr / Product: Ome3®, imodpuianzat A8 NPUTroTOBJIEHHS PACTBOPA A HHY3Hii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npousBoactBa / Manufacture date: 03/2025 IpoussoacreenHas cepust / Batch Ne: 55313
Cpoxk rogHoctu /Expire date: 03/2027 O6bem cepun/ Batch Quantity: 50040
IpouseoacTBeHHast aHueH3usi Ne / Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

AHanu3 npoBefeH B cooTeercTBUU ¢ HJI Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, usm. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jata nony4yenus/ Reception date: IIpotokon ananu3sa Ne / Analitical protocol N° SRAS-7Y4EHA.10
HUCIIBITAHUA/TESTS CIIEHU®UKAITUHU/SPECIFICATIONS | PE3YJBTATBI/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 Bo
tnaxone U3 6ecIBETHOrO NPO3PayHOTO CTEKNA
tama I (Ph.  Eur),  ykynopenHbli
xJI0pOy THIOBOM npoOKoH, obxaTblii
ANIOMUHUEBBIM KOJIMTAYKOM c
NpeNoOXpaHUTENbHOM MIAaCTHKOBOH KPBILIKOM.
Kaxpiit ¢iaakoH BMECTE C MHCTpYKLUHMEH Mo
NPHUMEHEHUIO MOMELIEH B Na4Ky KapTOHHYIO.

Complies / CooTBeTcTBYET

14. Labeling / MapkupoBka According to ND / B coorserctBun ¢ HJI
15. Storage conditions / Xpanenne Protected from light below 25°C. /

B 3aluyIeHHOM OT CBeTa MeCTe NpH TeMIepaType He Boiie 25°C.
16. Shelf life / Cpok rognoctn 2 years / 2 rona /}

Pe3yn bTaThl AHAJTH30B:

\1 Pemenne OTK:
Analytical results: W/V\ )Q Quality Assurance De ision: //))7 ‘/1
¢

Hara / Date : }/ ?7?Eﬂé\}[_gqj Hara / Date : 1//0{/20?

HauanbHuk naGoparopuu / Laboratory Manager OrtsercteenHoe Jinuo / Qualified Person

This batch was manufactured in reference to the dossier in force and according to GMP.
Jta cepus GbLIa NPOH3BEAEHA 110 ASHCTBYIOWEH JOKYMEHTALIHH | B COOTBETCTBUH C TpeOOBaHUAMM GMP.

API name (INN) / A®C (MHH): Omeprazole / Omenpason
API manufacturer batch number / 10030P58/400002
Homep cepuu npouspoanteasa ADC:

FP Manufacturer API Batch number / 24050380

Homep cepuu cy6cranuuu npoussoautens [JIdD:

API Manufactured by & country / Esteve Quimica S.A., Spain /
Ipounssonurens APC, cTpaHa: Octere Kumuxka C.A., Mcnanus
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