o CEPTU®UKAT AHAJIM3A KOHEYHOIO

SOFARIMEX EQATKIA

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

Ipoaykr / Product:  Ome3®, muoduanzar s NPUroTOBJIEHHS PACTBOPA A1 HHY3IHIA,
40 mr / Omez, lyophilized powder for infusion 40 mg

Mara npoussoactsa / Manufacture date: 04/2026 IlpoussoacTeennas cepusi / Batch No: 66411
Cpoxk roagnoctu /Expire date: 04/2028 Odbem cepun/ Batch Quantity: 49740
Ananus nposeaen B cooreereTeun ¢ H/I: /

Analysis performed in accordance with ND: JITT-Ne(009938)-(PI'-RU)-240425

Labeling and artworks approved: / MapkupoBka u MakeTs! yTeepsaens; 24.04,2025

Mara nonyuenus/ Reception date: ITpororon anaausza Ne / Analitical protocol N° SRAS-7Y4EHA.10
HUCINIBITAHUSA/TESTS CNEUUPUKALUWHU/SPECIFICATIONS | PE3YJbLTATBI/RESULTS
1. Description / Onucanue White or off white lyophilized spongy cake or

its parts, or as a powder. / Benblii uiu nouTn
Oesiblil JIMOpUIN3AT B BUIE TNOPUCTOI Macchl
WK ee vacTeil, win B Biie nopouixa.

Complies / CoorseTtcTByeT

2. Description of solution / Onucanue
pacTBOpa

-Clarity /nposzpaunocTtsb Solution should be clear or the opalescence of | complies / CoorrercTryer
the solution must not exceed the opalescence
of the reference solution 1. / PactBop nonskex
ObITb  MPO3pauyHbIM MM OMAJECLUEHLHA
pacTeopa He JIOMKHA npeBbIILaTh
onasecLeHLMIo ITaToHHOTo pacTBopa I.
0.0027
- Absorbance / norsiowenue The optical density of the solution should be
not more than 0.30. / Onruueckas mioTHOCTE
pacrtBopa nomkHa 0biTh He Bonee 0,30,

3. Identification / [MognuunocTsL The retention time of the major peak on the
chromatogram of the test solution should
) correspond to the retention time of the major
HPLC / B9¥KX peak on the chromatogram of omeprazole
reference standard solution (section "Assay").
/ Bpems ynepkHBaHMA OCHOBHOTO MHKa Ha
XpOMATOrpaMme  UCMLITYEMOrO  pacTBOpa
JIOJKHO COOTBETCTBOBATH BPEMEHH
YIAEPKHBAHUSA OCHOBHOIO nuKa Ha | Positive / [loJokuTeIbHbBIH
XpoMaTtorpaMMe  pacTBOpa  CTaHIapTHOrO
obpasua omMenpasosa (paznen
«KonuuecTBeHHOE OMpeaeIeHHE»)

The UV - spectrum of the major peak on the
chromatogram of the test solution should
correspond to the UV- spectrum of the major | positive / [10103HTE M LHBI
peak on the chromatogram of the omeprazole
standard solution (section "Assay"). / Y®-
CMIEKTP OCHOBHOIO MHKAa HA XpOMaTorpamme
HCITBITYEMOTO pacrtsopa J0JDKEH
COOTBETCTBOBATL Y D-CreKTpy OCHOBHOIO
MMKa  HAa  XpomarorpaMme  pacrtBopa
cTaHaapTHoro odpasua omenpasolia (paszen
«KonuuecTBeHHOE onpeaeneHue»).

HPLC (DAD)* / BKX(AMO)*

1/4 NARE-8CEGAK.15




CEPTUDUKAT AHAJTM3A KOHEYHOTIO

SOFARIMEX 1POLYKTA

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

[Tpoaykr / Product:  Ome3®, suoduauszar st HPUroTOBJICHUS pacTBopa i uH(y3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jara npounssoacrsa / Manufacture date: 04/2026 IMpousBoacTeennas cepus / Batch Ne: 66411
Cpoxk roanoctn /Expire date: 04/2028 Oobem cepun/ Batch Quantity: 49740
Ananus nposeieH B coorseTcTBHH ¢ H/L: /

Analysis performed in accordance with ND: JITT-Ne(009938)-(PI'-RU)-240425

Labeling and artworks approved: / MapkupoBka u makeTbl yrepaaennbi: 24.04.2025

Jata noayuennsi/ Reception date: Iporokosa anaausza Ne / Analitical protocol N° SRAS-7Y4EHA.10
UCIIBITAHUSI/TESTS CNEUUPUKAUNWU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS

4. Average weight of the vial content® | 44.19mg + 5% (from 42.0mg to 46.4mg) /

/ CpenHsisi Macca coaepRUMOro 44,19mr £ 5% (42,0mr — 46.4mr) 45.20 mg

(srakona*

5. pH of the solution / pH pactsopa 10.0 - 11.0/ 10,0 - 11,0. 10.6

6. Water/ Bona Not more than 6.0% / He 6onee 6,0 % 31 %

7. Particular matter / Mexannueckne | Visible particles / Buanmbie yacTHib:
BKJTIOUEHHS According to requirements /

B coorBeTcTBHM ¢ TpebOBAHHIMH,

Subvisible particles / HeBuaumble yactuiibt:

> 10um particles — not more than 6000/ vial

Absent / OtcyTrcTByeT

/ yacTuupl pazmepom > 10 Mkm - He Donee 28
6000 Ha duiakoH;
> 25um particles — not more than 600/vial /
4acTHLbI pazMepoM > 25 MKM - He Oosee 600 !
Ha (hnakoH
8. Related substances / Poncreennbie
npumMecH ND
- impurity D /npumecs D; Not more than 0.3%/ He 6onee 0,3%; ND
- impurity E /npumecs E; Not more than 0.3%/ He 6osee 0,3%;
- impurity 1/ npumecs 1; Not more than 1.0 %/ He Gonee 1,0 %; ND
- impurity 2 / npumecs 2; Not more than 0.5%/ He 6onee 0,5%; ND
- single unknown impurity / Not more than 0.2%/ He donee 0,2%. ND
€MHUYHAs HEHAEHTU(OHULMPOBAHHAS
npumech
Total impurities / Not more than 1.5% / He donee 1,5%.
Cymma npumecei ND
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He
BakrepuaibHbIe FHAOTOKCHHBI donee 5,83 ED/Mr oMmenpasosna. <5.83 EU/mg
10. Sterility / Crepwibnocrs The product should be sterile / [Tpenapar ) .
NOJIKEH ObITh CTEPHIIBHBIM. Sterile / CrepuiibHbiii
11. Uniformity of dosage units / Acceptance value (AV) should be not more
OnHOpoAHOCTD A03HPOBAHMS than 15.0 / [Noka3zarens npuemaemoctH (AV)

- 5 i / 7
noskeH SuiTh He Gonee 15,0, Complies / CootpeTcTryeT

12. Assay / KonnuecTBeHHOE From 93% to 105% of the label amount of
onpeae/ieHHe omeprazole (37.2 mg to 420 mg
C17H19N3O3S (omeprazole) in vial). /
Or 93% no 105% OT HOMHHAILHOTO 41.1 mg

conepxkanus omenpasona (ot 37,2 mr a0 42,0
mr C7H9NaO3S (omenpazon) Bo haakone).
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CEPTUPUKAT AHATM3A KOHEYHOTO

SOFARIMEX POYKTA

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

IMpoaykr / Product:  Ome3®, anoduiausar st IPUTOTOBJIECHUS pacTBopa Ui uHy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Hara npoussoacrea / Manufacture date: 04/2026 IMpoussoacreennas cepusi / Batch Ne: 66411
Cpox rognoctu /Expire date: 04/2028 Odbem cepun/ Batch Quantity: 49740
AHau3 nposeied B coorBereTun ¢ HJI: /

Analysis performed in accordance with ND: JIIT-Ne(009938)-(PI'-RU)-240425

Labeling and artworks approved: / MapkupoBKa u MaKeThbl YTBep:kaeHbl: 24.04.2025

Jarta noayuenusi/ Reception date: [Tporoxon anaausa Ne / Analitical protocol N° SRAS-7Y4EHA.10

HUCIIBITAHUSI/TESTS CINEUNDPUKALUHUHU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS

13. Package description / Onncanne | The product is filled in a clear transparent

YIAKOBKH glass vial 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
(hrakone K3 decuBeTHOro npozpadHoro crekna | Complies / CoorercTByer

Tuna | (Ph. Eur.), YKYNOPEHHBIH
XJ10pBy THIIOBOIH npooKoit, o0KaThblii
aJIlOMMHHUEBBIM KOJIMa1uKkom c

NPELOXPAHHUTENILHOH MIACTHKOBOH KPBILLIKOIL.
Kaxcbiii hnakon BMecTe ¢ MHCTPYKUHEH Mo
NPUMEHEHHIO NIOMEILEH B MaYKy KAPTOHHYIO.

14. Labeling / MapxkupoBka In accordance with section 1.3.2 of Module 1
of the registration dossier. / B coorBeTcTBHH € _
pasaesom 1.3.2. monyas 1 perucrpaumonnoro | Complies / Coorsercryer

10Che.
15. Storage conditions / Yc/ioBus In place protected from light, below 25°C. / B 3aiuuineHHOM OT cBeTa MecTe
XpaHeHus [pH Temmeparype He sbitue 25°C.
16. Shelf-life (storage) / Cpok 2 years / 2 roxa

rOAHOCTH (CPOK XpPaHEHH$)

* Tests are not performed during stability studies. Company guarantees product quality for these parameters.
;

/F Henetmanus ne nposodamest npu uzvienuu cmaduisnocmu npenapama. Kowmnanus eapanmupyemn
Kayecmeo NpooyKYyu RO IMUM RAPAMempaM.

API name / Haumenosanne ADC: Omeprazole / Omenpason
MOk M Omeprazole / Omenpazon
API manufacturer patch number / 10030-P58/400004
Homep cepuu npoussoaurens A®C:
FP Manufacturer API Batch number /

" 25060117
Homep cepun cyderanuun npoussoaurtens [JId:
API Manufactured by & country / LCateve Quimica 5.A., Spain / Derese [imuna
[MponsBoautens APC, crpana: C.A., Mcnanus
Name, address, authorization No. for FP manufacturing site / Sofarimex - Industria Quimica e Farmacéutica,
Control site / Release site / S.A., Portugal, Av. Das Industrias - Alto do
HaumenoBanue, aapec, THUEH3HS 415 Colaride, Cacem, 2735-213, Portugal (License
IMpoussoacTeenHas naowmaaka / [lnowaaka KoHTpo/Is N.%: F027/001/2024) / Codapumerc - Huaycrpus
rkauecTsa / [lnomwaaka Bbinycka Kumuka » ®@apmacysyruka, C.A., [Mopryranus,

As. nac HMuaycrpuac - Anero ae Konapuae,
Kacem, 2735-213, [Tlopryraaus  (JlnueHsus
Ne F027/001/2024)
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CEPTU®WUKAT AHAJTM3A KOHEYHOIO

SOFARIMEX 1POAYKTA

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

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of produc
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».

Jaksiouenue o coorTBeTcTBHHM: «Hacrosummm o NOATBEPKAAK, YTO [PHBEACHHAA BbILIC HH(bOpMaL[Hﬂ SIBJISAACTCS
JOCTOBEPHON M TOUHOH. DTa cepus NPOIYKLUUH MPOU3BeE/IeHa (BKII0YAA YNAKOBKY (MAPKUPOBKY) U KOHTPOJIb KAYECTRA) He
BbllueyKa’SaHHOl\fi ﬂpOH'}BOﬂCTBeHHOff‘l JioLaiaKe (ﬂﬂOU.lallKaX) B IOJIHOM COOTBETCTBHH C TpﬁﬁOBaH[/IﬂMH npaB}'!j’
HajUIeKaLIeH NPON3BOACTREHHOI npakTukK EBpasuiickoro sxoHomuueckoro cowsa (F027/001/2024 of 2024-02-02) v
TpeOOBAHMSMH  KOHTPOJA KAa4yecTBa JIEKAPCTBEHHBIX CPEIACTB, @ TaKKe B COOTBETCTBHM €O  CHEUM(pUKALMAMMU.
CONEPXKAIMMHUCA B PErMCTPALMOHHOM [10ChE CTPaHbI-UMIIOpPTEpPA. 3alHUCH [0 MPOM3BOIACTBY, YIIAKOBKE M aHAIM3)Y
NPOBEPEHBI, M YCTAHOBAEHO WX COOTBETCTBME TpedopaHuaM [lpaBun Haanexawell NPOM3BOACTBEHHON NPaKTHKEK
EBpa3uiickoro 5K0HOMHUYECKOTO COI03a».

(=zF

Pesynbrarsl aHaauzos:, | | P Pewenne OTK:

Analytical results; , /}f\/w -&Q( Quality Assurance De¥ision: ’Ff‘;’t/,[:(
ara / Date : = i X ata / Date : .

a Mo [zoe . *5/M/292(}/

Hauanbnux nadoparopun / Laborato C OrsercTBenHoe auLo / Qualified Person
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