SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

CEPTUOUKAT AHA/TIM3A KOHEYHOTO
NPOAYKTA

FINISHED PRODUCT CERTIFICATE

Iponyxr / Product:

Omes®, mnodun3aT JUIst IPUTOTOBJICHNS PacTBOPa Is uHQy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jlata npoussoacTsa / Manufacture date: 03/2025
Cpox ropdoctu /Expire date: 03/2027
Ipou3BOACTBEHHAA JINIEHIUH Ne / Mfg. License No: F027/001/2024
Homep PY / MA number: JICP-004124/09

Ananus npoBefied B coorBeTcTBuu ¢ H
JICP-004124/09-180823, u3m. Nel ot 13.1

J Ne

Ipon3BOACTBEHHAS cepus / Batch Ne: 55316

O6nem cepun/ Batch Quantity: 49 680

/ Analysis performed in accordance with ND Ne:

1.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jlara nonyuenusi/ Reception date:

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

UCTIBITAHUSA/TESTS CIELM®UKALIAH/SPECIFICATIONS PE3YJLTATBI/RESULTS
4. Average fill weight / Cpeauss 44.19mg + 5% (from 42.0mg to 46.4mg) / 4470
macca coaepaRumoro giakora 44,19mr = 5% (42,0Mr — 46,4mr) )
5. pH of the solution / pH pacTBopa 10.0 - 11.0/ 10,0 - 11,0. 10.8
6. Water/ Bona Not more than 6.0% / He Gonee 6,0 % 3.2%
7. Particular matter / Mexanuueckue | Visible particles / Bugumbie 4acTHLIbL
BK/TIOYEHHUS According to requirements /
B COOTBETCTBHH € TPEOOBAHUAMM. Absent / OTcyTCTBYeT
Subvisible particles / HeBuaHMBIE HACTHLbI
> 10pum particles — not more than 6000/ vial /
yacTHLb! pasmepom > 10 MM - He Gonee 6000 0L
Ha uiakoH;
> 25um particles — not more than 600/vial /
yaCTHLL! pa3MepoM > 25 MKM - He Gostee 600 :
Ha (akoH
8. Related substances / PoacTBeHHbIe
npumMecH ND
- impurity D /npumecs D; Not more than 0.3%/ He 6onee 0,3%;
- impurity E /mpumecs E; Not more than 0.3%/ He Gonee 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 Gonee 0,5%; ND
- single unknown impurity / Not more than 0.2%/ He Gonee 0,2%. ND
eIMHNYHAA HEWAeHTU(GULMPOBAaHHAL
npHMecCh
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
BakTtepuaibHbIe 3HA0TOKCHHBI Gonee 5,83 ED/mr oMenpasona. <5.83
10. Sterility / CTepujIbHOCTD The product should be sterile / IIpenapat .
IOJDKEH OBITh CTEPIIBHBIM. Sterile / CrepunbHbli
11. Uniformity of dosage units / Acceptance value (AV) should be not more
OnHOpOOHOCTHL A03HPOBaHUS than 15.0/ )
[Tokasaresib NpreMIEMOCTH (AV) HOJDKEH Complies / CooTBeTCTRYET
6b1Th He Oosee 15,0.
12. Assay / KonnuyecTBeHHOE From 93% to 105% of the label amount of
onpeaeneHue omeprazole (37.2 mg to 42.0 mg
C7H,9N303S (omeprazole) in vial). / Ot 93
% 10 105 % OT HOMHUHATIBHOTO COJEpKAHNA 40.9
omenpasona (ot 37,2 mr 10 42,0 Mr
C17H19N303S (omenpazo) Bo (JIakoHe).
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CEPTUPUKAT AHAJTM3A KOHEYHOIO

SOFARIMEX NPOAYKTA

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

IIpoaykr / Product: Ome3®, inoduansat 115 NIPHIOTOBJIEHHS pacTBOPa 1Jisi HH(y3ui 40
mr / Omez, lyophilized powder for infusion 40 mg

Hata npoussoactsa / Manufacture date: 03/2025 IMpousBoacTeenHasn cepus / Batch Ne: 55316
Cpok roanocrn /Expire date: 03/2027 O6bem cepun/ Batch Quantity: 49 680
ITpousBoacTBenHan nuieHsus Ne / Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

Ananus nposeneH B coorBeTcTBuM ¢ 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 nonyyenns/ Reception date: ITpotokon aHanu3za Ne / Analitical protocol N° SRAS-7Y4EHA.10
HUCTIBITAHUA/TESTS CIHNEITUOUKALINU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS
1. Description / Onucanue White or off white lyophilized spongy cake or

its parts, or as a powder / Bensiit unu noutn | Complies / CooTBeTCTBYET
Oesnbléi THOGUIN3AT B BUAE IOPUCTOH Macchl
WM ee yacTel, WK B BUIE NMOPOLLKA.

2. Description of solution / Onucanne
pacTBopa

-Clarity /npo3pauHocTb Solution should be clear or the opalescence of | Complies / CootsercTayer
the solution must not exceed the opalescence
of the reference solution L. / Pactop nomkeH
ObITb  MPO3PauHbBIM ~ WINH  OMAJIECLEHLMA
pacTBOpa He JOMKHA MpeBbIILATH
ONaNeCLEHLMIO 3TAJIOHHOTO pacTsopa L.
0.0036
- Absorbance / nornouenue The optical density of the solution should be
not more than 0.30. / OnTHyeckas MIOTHOCTh
pacTBopa go/mkHa ObITh He Gonee 0,30.

3. Identification / IlopiHHHOCTB 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)KMBaHHA OCHOBHOTO MHKa Ha
XpoMaTorpaMMe  HCHBITYEMOIO  pacTBOpa
JOJIKHO COOTBETCTBOBATH BpEMEHH
yIaepKUBaHUS OCHOBHOTO nvKa Ha
XpoMaTtorpaMMe pacTBopa CTaHAApTHOIO
obpasua oMmernpaszoia (pazmen
«KonuiecTBeHHOE OTPENEITICHNE)

Positive / [TonoxuTeabHbIH
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®-cniektp OCHOBHOI'O MUKa Ha
xpoMaTrorpaMme  HCHBITYEMOrO  pacTBOpa
IOJDKeH  cooTBeTcTBOBaTh Y D-crekTpy
OCHOBHOTO  MNHWKa Ha  XpoMaTrorpamMMe
pacTBOpa CTaHAapTHOro obpaslia OMeNpasoa
(paspen «KonnmdecTBeHHOE ONPENENICHHEN ).
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CEPTUPUKAT AHAJZIU3A KOHEYHOTO

SOFARIMEX NPOAYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, S.A, FINISHED PRODUCT CERT[FICATE

Mpoaykr / Product:  Omes®, auopuansaT 11si OPUrOTOBJICHM pacteopa aas uHpysui 40
mr / Omez, lyophilized powder for infusion 40 mg

Nlata nponssoactsa / Manufacture date: 03/2025 ITponssoacTeenHas cepus / Batch Ne: 55316
Cpox roanoctu /Expire date: 03/2027 O6bem cepun/ Batch Quantity: 49 630
[pouseoacTBeHHas JauueHsus Ne / Mfg, License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

AHanu3 npoBejeH B coorsercTBuu ¢ HI 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

JlaTa nonyuenusi/ Reception date: [poToxon anann3za Ne / Analitical protocol N° SRAS-7Y4EHA.10
UCHBITAHUS/TESTS CNELIUPUKALIMA/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 BO
dnakone u3 GecLBETHOTO NPO3payHOro CTeKIIA
mama 1 (Ph.  Eur), yKynopeHHblH
XJIOpOYTHI0BO M npoOKoii, oOKaThli
aNOMUHHMEBBIM KOJINTa4u KoM c
TpeOXPAHUTENBHOH MIIACTHKOBOH KPBILIKOH.
Kaxplii driakoH BMECTE C WHCTpyKLue# 1o
IpHMEHEHHIO TOMELIEH B Ma4Ky KapTOHHYIO.

Complies / COOTBETCTBYET

14, Labeling / Mapkuposka According to ND / B coorsercTsuu ¢ HL
15. Storage conditions / XpaHnexue Protected from light below 25°C. /
B 3alMIIEHHOM OT CBETA MECTE MNpH TeMNnepaType He BbllIC 25°C.
16. Shelf life / Cpox roanocTu 2 years / 2 roga
PesynbTaThl aHaIH30B! A ‘: Pewenne OTK: é—?p 3 .Q&Q
Analytical results: i i Quality Assurance Decision: «
Jara / Date : 25 , oy I\ZUZ.'("— Jata / Date :

_ = A/W\\( 5O/ 0\1,25'
Hauanbhuk naGopatopun / Laboratory Manager OteerctenHoe nuuo / Qualified Person

This batch was manufactured in reference to the dossier in force and according to GMP.
Drta cepyist Obi1a MPOM3BEACHA 10 IEHCTBYIOIEH JIOKYMEHTALH 1 B cooTBeTCTBHY ¢ TpebosaHnamu GMP.

API name (INN) / A®OC (MHH): Omeprazole / Omenpason
API manufacturer batch number / 10030P58/400002
Homep cepun npoussoaurens A®C:

FP Manufacturer API Batch number / 24050380

Homep cepuy cydcTaHUMU NPOU3BOAMTESA IIo:

API Manufactured by & country / Esteve Quimica S.A., Spain /
Ipoussogutens AQC, crpana: Ictepe Kumuka C.A., Ucnanus
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