CEPTUDUKAT AHANTN3A KOHEYHOTO

SOFARIMEX 1POLYKTA

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

IMpoaykr / Product:  Ome3®, auoduansar st IPUroToBJIeHUs pacTBopa st nHdy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Hara npoussoacTia / Manufacture date: 11/2025 [MpousBoacTBenHas cepusi / Batch No: 56282
Cpox roanoctu /Expire date: 11/2027 Odbem cepun/ Batch Quantity: 49 440
[Tpoussoacreennan anuenzus Ne/ Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

Auanuns npoeeaeH B coorsercTeun ¢ HJL No/ Analysis performed in accordance with ND No:
JICP-004124/09-180823, u3m. Nol ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jara nonyvenusi/ Reception date: IMpoTokoa ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10
HUCITIBITAHUSA/TESTS CNEUHPHUKALUHUHU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucaunue White or off white lyophilized spongy cake or

its parts, or as a powder / Beswtii wan nouru | Complies / CooTBeTcTBYET
Oenblit nuoduin3aT B BUIE MOPUCTOH Maccehl
WIK €e yacTei, Wi B BU/IE MOPOLIKA.

2. Description of solution / Onucanue
pacTBopa

-Clarity /npospauHocTb Solution should be clear or the opalescence of | Complies / CootBetctByeT
the solution must not exceed the opalescence
of the reference solution I. / PactBop nonxeH
ObITb  MPO3pauHbIM KWW  ONAJECUEHUNs
pacTBopa HE JOJKHA MPEeBLIIATH
ornasieCLIeHIIMIO Tal0HHOTO pacTBopa I
0.0025
- Absorbance / norsyioumenue The optical density of the solution should be
not more than 0.30. / Onruueckas MIOTHOCTh
pacTBopa jo/sKkHa ObiTh He dostee 0,30.

3. Identification / lMoaxauuHOCTHL 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:KMBaHHA OCHOBHOIO MHKa Ha
XpOMaTorpaMMe  MCIbITYEMOro  pacTBOpa
NOJIKHO COOTBETCTBOBATH BpPEMEHH
yAepKUBaHUs OCHOBHOIO  NHKa Ha
XpoMmarorpamme  pacTBOpa  CTaHAAPTHOrO
odpazua oMernpasona (paznen
«KonuuecTBeHHOE onpe/eeHue»)

Positive / [TostomurenbHbIi
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 OCHOBHOTO nuKa Ha
XpoMaTorpamMMe  MCIbITYEMOro  pacTBopa
JO/KEH  COOTBETCTBOBAThL Y ®-cnekTpy
OCHOBHOTO — TNHKA  HA  XPOMATOTPAMME
pacTBOpa CTaHAAPTHOrO 00pa3iia oMenpasola
(pasnen «KonnuectBeHHOE OnpeaeneHue»).
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

CEPTUOUKAT AHANM3A KOHEYHOTIO
NPOAYKTA

FINISHED PRODUCT CERTIFICATE

IIpoaykr / Product:

OMme3®, aunoduim3ar AJisi IPUTOTOBJIEHHS pacTBOpa VI HHPY3uii 40

mr / Omez, lyophilized powder for infusion 40 mg

Hdara npoussoacrsa / Manufacture date: 11/2025
11/2027

Cpoxk roanoeru /Expire date:

lMpoussoacreennas cepust / Batch Ne: 56282

Odbem cepun/ Batch Quantity: 49 440
IMpouspoacrsennast jsmuensust Ne / Mfg. License No: F027/001/2024
Homep PY / MA number: JICP-004124/09

Anajus nposeieH B cootBeTcTBUN ¢ H/ 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

Jata noayuenus/ Reception date:

IMporokoa anaiusa Ne / Analitical protocol N° SRAS-7Y4EHA. 10

UCINBLITAHUSI/TESTS CIHELUM®UKALUUU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
4. Average fill weight / Cpeansis 44.19mg + 5% (from 42.0mg to 46.4mg) / 45.34
mMacca coaepKHMoro (p1aKkoHa 44.19mr + 5% (42,0mr — 46,4Mmr) ’
5. pH of the solution / pH pactBopa 10.0 - 11.0/ 10,0 - 11,0. 10.7
6. Water/ Boaa Not more than 6.0% / He 6onee 6,0 % 3.1%

7. Particular matter / Mexanuueckue
BKJIIOYEHUS

Visible particles / Buaumbie 4acTHIIbI:
According to requirements /
B cootBeTcTBHM ¢ TpeDOBaAHHAMH.
Subvisible particles / HeBuaumbie yacTuiib:
> 10um particles — not more than 6000/ vial /

Absent / OtcyreTByer

yacTuiLl pazmepom > 10 mkm - ve Honee 6000 36
Ha (piakoH;
> 25um particles — not more than 600/vial / i
YACTHLLI pazMepom = 25 MkM - He Dostee 600
Ha (1akoH
8. Related substances / PoacTeennbie
npumMecu ND
- impurity D /npumecs D; Not more than 0.3%/ He dosee 0,3%;
- impurity E /npumecs E; Not more than 0.3%/ He donee 0,3%; NDD
- impurity 1/ npumecs 1; Not more than 1.0 %/ He donee 1,0 %; 0.09%
- impurity 2 / ipumecs 2; Not more than 0.5%/ He 6onee 0,5%; HE
- single unknown impurity / Not more than 0.2%/ He 6onee 0,2%. HD
eAMHUYHAsA HEMAECHTH(DULMPOBAHHAS
npUMech
Total impurities / 0.09%
Cymwma npumecei Not more than 1.5% / He 6onee 1,5%. e
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He <583

ba KTEpHA/IbHbIE JHAOTOKCHHBI

dosnee 5,83 ED/Mr omenpasona.

10. Sterility / CrepuibHocTh

The product should be sterile / I1penapar
JI0JIKEH ObITh CTEPUIBHBIM,

Sterile / CrepuiibHbLii

11. Uniformity of dosage units /
OaHOpOAHOCTH 103U POBAHUS

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

[lokazarenb npuemsiemMoct (AV) 10/KeH
ObITh HE Ooniee 15.0.

Complies / CooTBeTCTBYET

12. Assay / KoainuecTBeHHOE
onpene/icHue

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 HOMHIIAALIIOTO COAEPIKAllH
omenpasosa (ot 37,2 mr 10 42,0 mr
C17H19N303S (omenpason) Bo dnakone).
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CEPTUPUKAT AHAJTM3A KOHEYHOIO

SOFARIMEX NPOAYKTA

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

IMpoayxkT / Product:  Ome3®, juoduiausar 118 NPUroTOBIEHHs pacTBopa /st HHPY3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jlata npouspoacTea / Manufacture date: 11/2025 IMpoussoacreennas cepusi / Batch No: 56282
Cpoxk roanoctu /Expire date: 11/2027 Odbem cepuun/ Batch Quantity: 49 440
lMpoussoacTeennas auuensus Ne / Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

AHajin3 npoeeaex B coorsercTBun ¢ HJ Ne / Analysis performed in accordance with ND No;
JICP-004124/09-180823, uzm. Nel or 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jara noayvenusi/ Reception date: IMporokoa ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10
HCTIBITAHUSI/TESTS CIHEUUDPHUKAUWUWU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
13. Package / ¥naxoBka 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. / [lpenapar Bo
(hakoHe M3 OECLBETHOTO MPO3PAUHOro CTEKA
tina I (Ph.  Eur),  yKynopeHHbl#
XJ10pOyTHII0BOH npod Ko, o0KaThIi
AOMHHUEBBIM KOJMAaY KoM c
NpeloXpaHuTeIbHONW MIACTUKOBOH KPbILLIKOI.
Kax/plil uiakoH BMecTe ¢ MHCTPYKIMER 110
MPUMEHEHHIO MOMEILEH B MAYKy KAPTOHHYIO.

Complies / CooTBeTcTBYET

14. Labeling / Mapkuposka According to ND / B cootsetcTBum ¢ HJI
15. Storage conditions / Xpanenue Protected from light below 25°C. /

B 3aliuileHHOM OT CBETa MECTE [pH Temneparype He Boite 25°C.
16. Shelf life / Cpok rognocTn 2 years / 2 rona

/
. W)

Pesynbrarsl aHas ;43(6
Analytical results:

Pewenune OTK: % /
[ Quality Assurance Decision: 4? 7% v (‘/

ara / Date : Af ecl ara / Date . -
4 AT (LS : A YA A
Hauanbnuk nadoparopun / Laboratory Manager OteercteeHHoe nuuo / Qualified Person

This batch was manufactured in reference to the dossier in force and according to GMP.
Ota cepust OblIa MPOU3BEIEHA M0 IeiCTBYIOLLEH 1OKYMEHTALIHH U B COOTBETCTBHH ¢ Tpebosanusamu GMP.

API name (INN) / A®@C (MHH): Omeprazole / Omenpazon

API manufacturer batch number /

Homep cepun npoussoaurenst ADC: 1H080-Fae/sin0e

FP Manufacturer API Batch number /

Homep cepun cyderanuun npoussogurens IJId: e
API Manufactured by & country / Esteve Quimica S.A., Spain /
[Mpoussoaurtens AMC, cTpana: Ocrese Kumuka C.A., Mcnanna
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