CEPTU®UKAT AHA/IU3A KOHEYHOIO
NPOAYKTA

SOFARIMEX

FINISHED PRODUCT CERTIFICATE

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

IIpoayxr / Product:

Ome3®, mmoduan3ar A1s NPUroTOBJICHUS PACTBOPA LIS uHQy3uii 40

mr / Omez, lyophilized powder for infusion 40 mg

Jlata npoussoactsa / Manufacture date: 03/2025
Cpox roasoctn /Expire date: 03/2027
IpouseoacTeennas Jauuensus Ne / Mfg. License No: F027/001/2024
Howmep PY / MA number: JICP-004124/09
AHanu3 nposefeH B coorBercTBun ¢ HJ{ Ne
\iCP—004124/09-180823, u3M. Nel or 13.11.2023

IpoussoacTeenHas cepust / Batch Ne: 55314
OGbem cepuu/ Batch Quantity: 49320

/ Analysis performed in accordance with ND Ne:
/ JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jata nonyuennsi/ Reception date:

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

HUCIILITAHUSI/TESTS CHELMO®HUKALINU/SPECIFICATIONS PE3YJBTATBI/RESULTS

4. Average fill weight / Cpeanns 44.19mg * 5% (from 42.0mg to 46.4mg) / 45.04
macca cogepiumoro guiakoHa 44.19Mr £ 5% (42,0Mr — 46,4Mr) )
5. pH of the solution / pH pactsopa 10.0 - 11.0/ 10,0 - 11,0. 10.7
6. Water/ Boaa Not more than 6.0% / He Gonee 6,0 % 1.8%
7. Particular matter / Mexanudeckune | Visible particles / BupiMeie JacTHIBL:
BKJIIOYEHHS According to requirements /

B cOOTBETCTBHY C TPEOOBAHHAMH. Absent / OTCyTCTBYeT

Subvisible particles / Hesuaumbie 4aCTHLIBL:

> 10pm particles — not more than 6000/ vial / 01

qaCTHIIL pasMepoM > 10 MkM - He Gonee 6000

Ha (akoH;

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

YaCTHIBI Pa3MEpPOM > 25 MKM - He Gonee 600 L

Ha (IaKkoH
8. Related substances / PoacTBeHHbIE
npumMecu 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 %; e
- impurity 2 / npuMecs 2; Not more than 0.5%/ He 6oree 0,5%; L
- single unknown impurity / Not more than 0.2%/ He 6onee 0,2%. LY

eAMHMYHAsA HEUAESHTHHUIMPOBAHHAS
npUMech

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

BakTepualbHble SJHAOTOKCHHBI 6onee 5,83 EQ/Mr oMenpasona.

The product should be sterile / IIpenapar
JOJDKEH OBITh CTEPUITBHBIM.

10. Sterility / CTepuibHOCTb

Sterile / CTepribHBIH

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

TMoxa3zaTens npueMneMocTH (AV) T0MKeH
ObITh He Gonee 15,0.

11. Uniformity of dosage units /
OnHOpPOAHOCTDL 103HPOBAHUS

Complies / CoOTBETCTBYET

From 93% to 105% of the label amount of
omeprazole (37.2 mg to 42.0 mg
C17H19N30;3S (omeprazole) in vial). / Ot 93
% no 105 % oT HOMHUHANLHOTO COAEPKAHUA
omemnpasona (ot 37,2 mr o 42,0 Mr
C17H19N303S (omenpaszon) Bo (IrakoHe).

12. Assay / KonnuecTBeHHOe
onpeaeeHHE

41.8
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CEPTUOUKAT AHA/TU3A KOHEYHOIO

s
SOFARIMEX OPOAYKTA

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A. FINI S H ED PRO DUCT C ERTIPICATE

Ipoaykr / Product: Ome3®, noduiauszar A1 NPUTOTOBJICHHUA PacTBoOpa 1Jsi HHPy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npoussoacrea / Manufacture date: 03/2025 IlpoussoacTeeHHas cepusi / Batch Ne: 55314
Cpok rogHoctu /Expire date: 03/2027 O6nem cepun/ Batch Quantity: 49320
IIpousBoacTeeHHasi smuensusi Ne/ Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

AHanus npoBeaeH B coorsetcTBUH ¢ HJI Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, usm. Nel or 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jata noay4dennsi/ Reception date: Ilporokon ananuza Ne / Analitical protocol N° SRAS-7Y4EHA. 10
UCIIBITAHUSI/TESTS CHEIU®UKAIINHA/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanne White or off white lyophilized spongy cake or

its parts, or as a powder / Bensiii wnu noutn | Complies / CooTBeTCTBYET
Oenblii JInoGUITH3aT B BUAC TNOPUCTOH Macchl
WIH €€ YacTeli, WK B BUJE NMOPOILIKA.

2. Description of solution / Onucanne
pacTBopa

-Clarity /mpo3pauHocTb Solution should be clear or the opalescence of | Complies / CooTeTcTayeT
the solution must not exceed the opalescence
of the reference solution 1. / PacTBop momxex
ObITh MPO3PayHbIM WM  ONAJIECUEHLHA
pactBopa He J0/KHA NPEBLILIATh
OMaJIeCLEeHIUIO 3TAJIOHHOTO pacTBopa 1.
0.0029
- Absorbance / nornomenue The optical density of the solution should be
not more than 0.30. / OnTyueckas [UIOTHOCTb
pactBopa nomxHa 6riTh He Gonee 0,30.

3. Identification / IlognnHHOCTD 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 yIep)XuBaHHs OCHOBHOIO IHHKa Ha
XpOMATorpaMMe  KCIBLITYEMOTO  pacTBopa
JOJIKHO COOTBETCTBOBATH BpeMEHH
YOEpXMBaHUS  OCHOBHOTO  NMKa  Ha
XpoMaTorpaMMe pacTBOpa CTaHIapTHOTO
obpasua omemnpasona (paznen
«KonuyecTBeHHOE ONpEASIeHUE)

Positive / [TonoxuTensHbIH
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"). /
YO-cnextp OCHOBHOTO IuKa Ha
XpoMarorpaMMe HCHBITYEMOrO  pacTBOpa
OO/DKEH  COOTBETCTBOBaTh Y d-cnexTpy
OCHOBHOTO MHKa Ha  XpoMaTorpamme
pacTBopa cTaHaapTHOTO o6paslia oMemnpasoia
(pasmen «KoNHYeCTBEHHOE OMPENEIECHUE).
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CEPTUPUKAT AHATU3A KOHEYHOTO

SOFARIMEX IPOYKTA

INDUSTRIA GUIMICA £ FARMACEUTICA, S.A. FINTSHED PRODUCT CERTI:F[CATE

IIpoayxr / Product:  Ome3®, imoduiausar A HPUroTOB/JIEHHs pacTBOpa UIs uHy3mii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jlata npousBoactsa / Manufacture date: 03/2025 IponsBoncTeeHHas cepusi / Batch Ne: 55314
Cpox rognoctn /Expire date: 03/2027 O6bem cepun/ Batch Quantity: 49320
MNpousponcreennas auuensns Ne/ Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

Anaans nposegen B cootBercTBun ¢ 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

Jara nostyuenust/ Reception date: Tporokon ananu3a Ne / Analitical protocol N° SRAS-7Y4EHA.10
HUCTIBITAHUS/TESTS CNEUUP®UKAIMU/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
¢akoHe U3 6eCLIBETHOrO MPO3PAHOTO CTEKNA
ama 1 (Ph.  Eur), yKynopeHHbIH
XJI0pOy TUIOBOH NpoOKoi, 0OXaTBIN
AMOMUHHEBBIM KOJINa4KOM c
TIpeIOXPaHKTENbHOM TTACTUKOBOM KPBILIKOH.
Kaxnplii GrakoH BMeCTe ¢ HHCTpYKLMeld Mo
NPUMEHEHHIO TIOMEILEH B NaYKy KapTOHHYIO.

Complies / CoOTBETCTBYET

14. Labeling / MapkupoBxa According to ND / B cootBetcTBuM ¢ HJ]

15. Storage conditions / Xpanenune Protected from light below 25°C. /
B 3alMIeHHOM OT CBETA MECTE MPH TEMMEPATYPE HE BHILIC 25°C.

16. Shelf life / Cpok roanocTu 2 years / 2 roma

Pe3ynbTaThl aHAJIU30B! A/ N u'}'-.c{ Pewenne OTK: /r\v‘-’l \,k_}./ Q C’J

Analytical results: bindiilas. &= Quality Assurance Decision:

Jara / Date : AT ERS ‘ ( Jlara / Date : {}//LJL(/ 2’{.'1'2, S
(el | ~

HauaneHuk naGoparopuu / Laboratory Manager Orserctaentoe auwo / Qualified Person

This batch was manufactured in reference to the dossier in force and according to GMP.
Dta cepus GblIa MPOM3BEICHA M0 NeHCTBYIOIEH JOKYMEHTALMH U B COOTBETCTBUM € tpebGosanusmu GMP.

API name (INN) / A®C (MHH): Omeprazole / Omenpason
API manufacturer batch number / 10030P58/400002
Homep cepun npoussogutens ADC:
FP Manufacturer API Batch number /

24050380
Homep cepun cy6eTanuun nponspoanrens IJID:
API Manufactured by & country / Esteve Quimica S.A., Spain /
Mpoussoautens A®C, crpaHa: dcreBe Kumuka C.A., Mcnanns
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