CEPTUPUKAT AHA/IM3A KOHEYHOTIO

SOFARIMEX POAYKTA

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

IIpoaykr / Product:  OmMe3®, JHOGHIU3AT I NPUTOTOBJIEHHS PacTBOpA V1A HHPY3HIA,
40 mr / Omez, lyophilized powder for infusion 40 mg

Jata npoussoacrtea / Manufacture date: 01/2026 IIpouseoncTBeHHasn cepus / Batch Ne: 66129
Cpox roaHoctn /Expire date: 01/2028 O6nem cepun/ Batch Quantity: 49520
AHaJu3 npoBejeH B coorBeTcTBHM ¢ H: /

Analysis performed in accordance with ND: JII1-Ne(009938)-(PT-RU)-240425

Labeling and artworks approved: / MapkupoBKa H MaKeTbl yTBepxkaeHbl: 24.04.2025

Jlata noay4yenusi/ Reception date: IMporokon anannsa Ne / Analitical protocol N° SRAS-7Y4EHA.10
HUCIIBITAHUSA/TESTS CIHEHAOHKALHUU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanue White or off white lyophilized spongy cake or

its parts, or as a powder. / benplif HIH MOYTH .
Oenblif THOGUIN3AT B BUAE MOPHCTOH MacChl Complies / CooTsetcTByer
WIIH €€ 4acTell, WK B BHJIE MOPOLLKa.

2. Description of solution / Onucanune
pacTBOpa

-Clarity /mpo3pa4HocTh Solution should be clear or the opalescence of
the solution must not exceed the opalescence
of the reference solution I. / PactBop nomxen
OBITE TPO3payHBIM MM  OMNAJECLEHLIUs
pacTBOpa He NOJKHA NIPEBLILIATE
oManecLeHIHIO 3TalIOHHOTO pacTeopa L.

Complies / CooTBeTcTBYET

0.0078
- Absorbance / noryoeHue The optical density of the solution should be

not more than 0.30. / OnTHYecKas MIOTHOCTh
pacTBOpa J0/kHa ObiTh He Oodee 0,30.

3. Identification / ITogiHHHOCTE The retention time of the major peak on the
chromatogram of the test solution should
correspond to the retention time of the major
HPLC / BIXKX peak on the chromatogram of omeprazole
reference standard solution (section "Assay").
/ Bpems ynepxHBaHHS OCHOBHOrO IHKa Ha
XpOMaTorpaMMe  HCIIBITYEMOIO  PacTBOpa
JIOJIKHO COOTBETCTBOBATh BpeMeHH
YAaepxKuBaHUA OCHOBHOTI'O NHKa Ha | Positive / [Ton0KUTENbHBIH
XpOMaTorpaMMme pacTBOpa CTaHIApTHOTO
obpazua omenpasoja (pasnen
«KonuyecTBeHHOE onpeneneHne)

The UV - spectrum of the major peak on the
chromatogram of the test solution should
correspond to the UV- spectrum of the major | Positive / TToM0XHTENBHBIL
peak on the chromatogram of the omeprazole
standard solution (section "Assay"). / Y-
CIIEKTp OCHOBHOrO INMKa Ha XpoMmaTtorpamme
HCIBITYEMOTO pacTBOpa IOIKEH
COOTBETCTBOBaTE Y ®D-CHEKTpY OCHOBHOIO
NHKAa  Ha  XpoMaTorpaMMeé  pacTBOpa
cranjapTHoro o0pasua omenpasona (pasaen
«KonuuecTBeHHOE OTpeesIeHHE» ).

HPLC (DAD)* / BOIKX(AMI)*
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CEPTUOUKAT AHAIU3A KOHEYHOTO

NPOAYKTA
FINISHED PRODUCT CERTIFICATE

SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

Ome3®, mHo¢uan3aT s NIPHrOTOBJICHHA PACTBOPA /LI undy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

IpoaykT / Product:

IpoussoacTeeHHas cepusi / Batch Ne: 66129
O6bem cepun/ Batch Quantity: 49520

Jlata nponssoacTa / Manufacture date: 01/2026
Cpok rognoctn /Expire date: 01/2028

Amnanus nposeaes B coorsetcTeuu ¢ HJL: /
Analysis performed in accordance with ND: JITT-Ne(009938)-(PT-RU)-240425
Labeling and artworks approved: / MapkupoBKa U MaKeTbl Y TBEPAACHBL: 24.04.2025

Jlata nonydenns/ Reception date:

poTtokon anaansza Ne / Analitical protocol N° SRAS-7Y4EHA.10

UCIHBITAHUA/TESTS CINELU®UKALIUMHA/SPECIFICATIONS PE3YJBTATBI/RESULTS
4. Average weight of the vial content™ 44.19mg + 5% (from 42.0mg to 46.4mg) /
/ CpenHsisi Macca COAEP:KHMOro 44,19Mr = 5% (42,0Mr — 46,4Mr) 45.06 mg
duiakoHa*
5. pH of the solution / pH pacTBOpa 10.0 - 11.0/ 10,0 - 11,0. 10.9
6. Water/ Boga Not more than 6.0% / He Gonee 6,0 % 2.99%
7. Particular matter / Mexannueckue | Visible particles / Buanmpie 4acTUbL:
BKJIOYEHHsI According to requirements /
B COOTBETCTBHH C TPEOOBAHUAMM. Absent/ QrcyTciByer
Subvisible particles / HeBuauMbIe YacTHLBL:
> 10um particles — not more than 6000/ vial
/ yacTHLB pasMepoM > 10 MkM - He Gonee 7
6000 Ha dnakoH;
> 25um particles — not more than 600/vial /
YacTHIIBI pasMepoM > 25 mMkm - He Gomee 600 2
Ha (praKoH
8. Related substances / PogcTBeHHbIe
npuMecH ND
- impurity D /npumecs D; Not more than 0.3%/ He Gonee 0,3%;
- impurity E /mpumecs E; Not more than 0.3%/ He 6onee 0,3%; ND
- impurity 1/ npumecs 1; Not more than 1.0 %/ He Gonee 1,0 %; <LQ
- impurity 2 / npuMecsb 2; Not more than 0.5%/ He Gosnee 0,5%; ND
- single unknown impurity / Not more than 0.2%/ He 6onee 0,2%. ND
eqMHHYHAA HEHIeHTHOHUHUPOBAHHAS
npHMech
Total impurities / Not more than 1.5% / He Gonee 1,5%.
Cymma npumecei <0.06%
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He
bakTepuaibHble JHA0TOKCHHBI oosnee 5,83 ED/Mr omenpasoa. <5.83 EU/mg
10. Sterility / CTepuabHOCTD The product should be sterile / IIpenapat
JOJIKEH ObITh CTEPHIILHBIM. Sterile / CtepuiibHblit
11. Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTL J03HPOBAHHS than 15.0 / [lokazarens npuemaeMoctu (AV) .
nomkeH GbITh He Gonee 15,0. Complies / CooTBeTCTBYET
12. Assay / KonngecTeennoe From 93% to 105% of the label amount of
onpejeseHHe omeprazole (37.2 mg to 42.0 mg
C7H19N303S (omeprazole) in vial). /
Or 93% mo 105% oT HOMHHANBHOIO 41.3 mg
coneprkanua oMenpasona (ot 37,2 mr o 42,0
mr C7H19N303S (omemnpason) Bo (iakoHe).
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CEPTU®UKAT AHA/TM3A KOHEYHOTIO
NPOAYKTA
FINISHED PRODUCT CERTIFICATE

SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

IIpoaykr / Product: Ome3®, THOQHUIH3AT A/ NPUTOTOBJEHHA pacTBOPA Aas HHY3Hii 40

mr / Omez, lyophilized powder for infusion 40 mg

Jata npoussoactea / Manufacture date: 01/2026
Cpox rognoctu /Expire date: 01/2028

AHasu3 nposeneH B coorBeTcTBHH ¢ H: /
Analysis performed in accordance with ND: JII1-Ne(009938)-(PI"-RU)-240425
Labeling and artworks approved: / MapknpoBka u MaKeTbl yTBepaaenbl: 24.04.2025

IIponsBoncTeeHHas cepus / Batch Ne: 66129
O6nem cepun/ Batch Quantity: 49520

Jata noay4yenusi/ Reception date: [IpoTokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10

HCIIBITAHUA/TESTS CIHHEHUOHUKALIHHU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS

13. Package description / Onucanue
YNAKOBKH

The product 1s filled in a clear transparent
glass wvial type I (Ph. Eur) closed with
chlorobutyl stopper and sealed with an
aluminum flip-off seal with plastic cap. Each
vial is packed into a carton package along with
patient information leaflet. / Ilpenapar Bo

(pnarone n3 decuserHoro npospadHoro crekia | Complies / CooTBeTCTBYET

Thna I (Ph. Eur.), VKYTIOPEHHbI i
XJI0pOy THIIOBO 1poOKoi, o0KaTbli
AJNHOMHHHEBBLIM KOJImayKoMm C

NPEAOXPAHNTENLHON M1ACTHKOBOH KPBILLKOIL.
Kaxcplil gonakon Bmecrte ¢ HHCTpYKUMEHR no
MPUMEHEHHIO TIOMEIEH B NTAYKY KaPTOHHYIO.

In accordance with section 1.3.2 of Module 1
of the registration dossier. / B coorsercTBuu ¢
pasnenom 1.3.2. monyas 1 perueTpauioHHOro
JIOChe.

14, Labeling / MapkupoBka

Complies / CooTBeTCTBYET

15. Storage conditions / YcsioBusi
XpaHeHHUs

In place protected from light, below 25°C. / B 3aluIIieHHOM OT CBETa MecTe
NpHU TeMIiepaType He Bbile 25°C.

16. Shelf-life (storage) / Cpox
TOOHOCTH (CPOK XpaHeHHs)

2 years / 2 roga

* Tests are not performed during stability studies. Company guarantees product quality for these parameters.
/¥ Henelmanus He Npogodamca npu uzydewuu cmabunsHocmu npenapama. Komnawusa eapanmupyem
Kauecmeo NPoJYKyuu RO 3MUM HApaMempam.

API name / Haumenosanune A®C: Omeprazole / Omenpaszon

INN / MHH: Omeprazole / Omenpazosn

API manufacturer batch number /

Homep cepuu npoussoautesa ADC: 10050-Foo/A0N00

FP Manufacturer API Batch number /

25060117
Homep cepun cyGeTtanuun npoussoautens [JID:

API Manufactured by & country /
Ilpouseogutens ADC, cTpana:

Esteve Quimica S.A., Spain / DcteBe Kumuka
C.A., Ucnanus

Name, address, authorization No. for FP manufacturing site /
Control site / Release site /

HaumeHnoBaHnue, agpec, JTHLEH3HS 1151

IMpouseoacTeeHHas niomwaaka / [Lnomanka KOHTpoJIsA
kayecTsa / [liomanka BeINycKa

Sofarimex - Industria Quimica e Farmacéutica,
S.A., Portugal, Av. Das Industrias - Alto do
Colaride, Cacem, 2735-213, Portugal (License
N.°: F027/001/2024) / Codapumekc - Uuayctpus
Kumuka > ®apmacyatuka, C.A., [Toptyranus,

AB. nac HMupycrpuac - Anesro ae Konapuze,
Kacem, 2735-213, [TIlopryranmus (JInuensus
Ne F027/001/2024)
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- CEPTUOUKAT AHANM3A KOHEYHOTO
SOFARIMEX [IPO/YKTA

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A, FINISHED PRODUCT CE RTIFICATE

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the Eurasian Economic Union (F027/001/2024 of 2024-02-02) and requirements to the
medicinal quality and with the specifications in the Marketing Authorization dossier of the importing country. Production
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic
Union is established».

Jak/oueHHe 0 COOTBeTCTBHM: «HacTOAIIMM s TOATBEPXJAl0, YTO MNPHBEJEHHAs BbINE HMH(POPMALMA SABJACTCS
JOCTOBEPHO# M TOUHOIL. DTa cepHs MPOJIYKIHMH Npou3Be/ieHa (BKITIOYAs YIIAKOBKY (MapKHpOBKY) W KOHTPOJIb KAYeCTRa) He
BbILIEYKA3AHHOH NPOM3BOACTBEHHON Iowanke (MUIOM@AKaX) B TONHOM COOTBETCTBHH € TpeboBaHUAMH [IpaBuy
Hajnexalell IPOM3BOACTBEHHOH MpakTHKKW EBpasuHCKOro 3KOHOMMYECKOTO COo3a (F027/001/2024 of 2024-02-02) ¥
TpeGOBAHMAMM KOHTPOJS KayecTBa JIEKAPCTBEHHBIX CPEACTB, a TaKKe B COOTBETCTBHM CO crienHHKaHAMHA,
CONEPXAIIMMHCA B PETHCTPALIMOHHOM JOCKE CTPAHbl-UMIOpTepa. 3amucH 1O MPOM3BOACTBY, YIAKOBKE M aHANU3Y
NMPOBEPEHBI, M YCTAHOBIEHO MX COOTBETCTBHE TpebosaHuaM IlpaBun Haunexatueh MPOM3BO/ICTBEHHON MpPaKTHKY
EBpa3sHiicKOro 3KOHOMHYECKOr0 COK3a».

3
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