G CEPTUDPUKAT AHAIU3A KOHEYHOIO

SOFARIMEX MIPOAYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, S.A. FINISHED P RODUCT CERTIFICATE

Ipoaykt/ Product: ~ Owmes®, inoduan3at 115 NPHrOTOBJICHHS pacTBopa 118 HHQY3Hid,
40 mr / Omez, lyophilized powder for infusion 40 mg

Mara npoussoacrea / Manufacture date: 04/2026 [poussoacTBeHHas cepusi / Batch Ne: 66412
Cpok roanocru /Expire date: 04/2028 O6nem cepun/ Batch Quantity: 49874
AHa M3 npoBeeH B cooTBeTeTBHH ¢ HJL: /

Analysis performed in accordance with ND: JITT-Ne(009938)-(PI'-RU)-240425
Labeling and artworks approved: / MapknpoBka 1 MakeTbl yYTBepiKaennl: 24.04.2025

Marta nony4enusi/ Reception date: [TpoTokoa ananmsa Ne / Analitical protocol N° SRAS-7Y4EHA._ ()
HUCTIBITAHUSI/TESTS CHNEUM®HKALUHHW/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanne White or off white lyophilized spongy cake or

its parts, or as a powder. / Benblii Wiu noutu )
Oenbiii anodunusar B Buse nopuctoit maccer | Complies / CootsetcTByer
HIIH €€ YacTeil, WK B BH/E NMOpOLIKa.

2. Description of solution / Onucauue
pacTBopa

-Clarity /npospaunocTs Solution should be clear or the opalescence of
the solution must not exceed the opalescence
of the reference solution I. / Pacteop aomken
ObITb  MPO3PauHBIM WM  ONAJeCLEHLHs
pacTBopa He 10JKHa MpeBLILIATh
0MaeCLEHUMIO 3TaIOHHOIO pacTBopa 1.

Complies / CootsercTByET

0.0028
- Absorbance / nornowmenue The optical density of the solution should be

not more than 0.30. / OnTuyeckas MIOTHOCTE
pacTBopa nomKHa ObITh He Gonee 0,30.

3. Identification / [MoginHHOCTE 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 ynepikuBaHus OCHOBHOIO MHKA Ha
XpOMarorpaMMe  HCILITYEMOr0  pacTBopa
NOJIKHO ' COOTBETCTBOBATH BPEMEHH
YACPHKUBAHUSA OCHOBHOTOQ MHKa Ha | Positive / [TonokUTeIbHbI
XpomaTorpaMMe  pacTBOpa  CTaHIapTHOTO
odpaszua omernpasona (pasznen
«KonuuecTBeHHoe onpeneieHues)

HPLC / B9KX

The UV - spectrum of the major peak on the
HPLC (DAD)* / BKX(AMI)* chromatogram of the test solution shogld
correspond to the UV- spectrum of the major | positive / TTOM0KUTE ML HbI i
peak on the chromatogram of the omeprazole
standard solution (section "Assay"). / V-
CMEKTP OCHOBHOTO MHKA HA XPOMATOrpaMme
MCMBITYEMOTO pacTeopa AOMKEH
COOTBETCTBOBATh Y ®D-CMEKTPY OCHOBHOIO
MMKka ~ Ha  XpomaTtorpaMve  pacTBopa
craHnaprHoro odpasiua omenpasoia (paszaen
«KonnuectseHHoe onpenenctne»).
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CEPTUOUKAT AHANM3A KOHEYHOTO

NPOAYKTA
FINISHED PRODUCT CERTIFICATE

SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

Mpoayxr / Product:  Ome3®, muoduausat JUIsi IPUIOTOBJIEHHS PACTBOPA 115 undysuii 40

mr / Omez, lyophilized powder for infusion 40 mg

Jlata npoussoactsa / Manufacture date: 04/2026
Cpok roagnoctu /Expire date: 04/2028

AHau3 nposejeH B coorBerersun ¢ HI: /
Analysis performed in accordance with ND: JIM-Ne(009938)-(PI-RU)-240425

IMpoussoacTeerHas cepusi / Batch Ne: 66412
Odbem cepun/ Batch Quantity: 49874

Labeling and artworks approved: / MapkHPOBKA U MaKeTbl YTBEPH/IEHDI: 24.04.2025

Jlata noayuenus/ Reception date:

IMpoTtokoa ananusa Ne/ Analitical protocol N° SRAS-TY4EHA.10

UCITBITAHUS/TESTS CNELUD®UKALUU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
4. Average weight of the vial content* | 44.19mg = 5% (from 42.0mg to 46.4mg) /
/ Cpennsisi Macea COAEPKHMOr0 44, 19mr = 5% (42,0Mr — 46.4mr) 4543 mg
(d1akona*
5. pH of the solution / pH pacrsopa 10.0 - 11.0/ 10,0 - 11,0. 10.7
6. Water/ Boaa Not more than 6.0% / He Gonee 6,0 % 329

7. Particular matter / MexannueckHe
BKJIIOYEHHS

Visible particles / Bunnmbie uactuubl:
According to requirements /

B cootBeTcTBUK ¢ TpeOOBAHHAMM,
Subvisible particles / Hepnanmbie 4acTHLbI:
> 10um particles — not more than 6000/ vial

Absent / OtcyTcTBYET

/ yacTHLbl pazMepom > 10 MKkM - He Dosee 32
6000 Ha dnaxoH;
> 25um particles — not more than 600/vial /
YacTHLb! Pa3MepoM = 25 MkM - He Gonee 600 !
Ha (nakoH
8. Related substances / PoncTtBeHHbIe
npumMecu <LQ
- impurity D /npumecs D; Not more than 0.3%/ He Gonee 0,3%:
- impurity E /mpumecs E; Not more than 0.3%/ He Gonee 0,3%; OIE]H(J)"/
- impurity 1/ npumecs 1; Not more than 1.0 %/ He donee 1,0 %; oo
- impurity 2 / npumecsh 2; Not more than 0.5%/ He 6onee 0,5%; e
- single unknown impurity Not more than 0.2%/ He donee 0,2%. ND
eAMHMYHAA HEHACHTH(DULMPORAHHAS
npUMech
Total impurities / Not more than 1.5% / He donee 1,5%. o
Cymma npumveceii <D.06%
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He
BakTepuaibHbIC IHI0TOKCHHbI <5.83 EU/mg

donee 5,83 ED/Mr omenpasona.

10. Sterility / CTepH/ibHOCTE

The product should be sterile / [penapat
A0JKeH ObITh CTEPHIIBHbIM.

Sterile / CtepuiibHbIii

11. Uniformity of dosage units /
OaHOPOAHOCTL 103HPOBAHUS

Acceptance value (AV) should be not more
than 15.0 / TNokasareb npuemieMocTH (AV)
10/1KeH ObITh He donee 15,0.

Complies / COOTBETCTBYET

12. Assay / KosinuectsenHoe
onpeaeneHue

From 93% to 105% of the label amount of
omeprazole (37.2 mg to 420 mg
C17H19N303S (omeprazole) in vial). /

Ot 93% no 105% OT HOMHHAILHOTO
conepxanus omenpasona (o1 37,2 mr 10 42,0
mr C17H19N304S (omenpason) 8o drakone).

413 mg
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CEPTUOWKAT AHANTMU3A KOHEYHOIO

SOFARIMEX HPOLYKIA

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

IpoaykTt/ Product:  Ome3®, iHOGU/IN3AT 115l HPHTOTOBJIECHHS PACTBOPA A5 uuysuii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jara npon3Boacrea / Manufacture date: 04/2026 [MpoussoncTBennas cepus / Batch Ne: 66412
Cpoxk ronnoctu /Expire date: 04/2028 Obbem cepun/ Batch Quantity: 49874
AHaJIH3 npoBeaeH B cooTBeTcTBHH ¢ H/L: /

Analysis performed in accordance with ND: JI[T-Ne(009938)-(PI-RU)-240425

Labeling and artworks approved: / MapkupoBka i MaKeTbl yTBepiieHbl: 24.04.2025

Jata nosyqenusi/ Reception date: [Iporokoa anaauza Ne / Analitical protocol N° SRAS-7Y4EHA.10

UCTIBITAHUSI/TESTS CINEUUMOUKALMHUU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS

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

YHAKOBKH 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 o
(narone u3 GecuBeTHOrO Mpo3pauroro crekna | Complies / CootsercrByer

THna | (Ph. Eur), YKYNOPEeHHBbI
XJI0pOyTHIOROIH npo0Koit, 007KaThIi
ANOMHHHEBBIM KOIITauKoM c

NpeaoXpaHUTe/IbHOMN MIACTHKOBOMH KPbILIKOH.
Kasmapiii iakoH BMecTe ¢ HHCTPYKLMEN Mo
MPUMEHEHHIO MOMELLIEH B MAYKY KAPTOHHYIO.

14. Labeling / Mapxkuporka In accordance with section 1.3.2 of Module 1
of the registration dossier. / B cooTreTCTBHH ¢ )
pasaenom 1.3.2. moayas 1 perncrpaumonnoro | Complies/ CootsercTByet

n0Che.
15. Storage conditions / Ye/s10Bus In place protected from light. below 25°C. / B 3aiuuiieHHOM OT CBeTa MecTe
XpaHeHUs MpH Temneparype He Bolle 25°C.
16. Shelf-life (storage) / Cpok 2 years / 2 rona

FOIHOCTH (CPOK XpaHeHust)

* Tests are not performed during stability studies. Company guarantees product quality for these parameters.
/* Henvimanus ne npogodsmes npu usyuenuu cmabuisnocmu npenapama. Kovnanus capanmupyem
KQ4ecmeo nPOAYKYUL RO SMILM RAPAMEMPAM.

API name / Haumenosanne AOC: Omeprazole / Omenpason N

AN/ VTR Omeprazole / Omenpason

API manufacturer batch number / 10030-P58/400004

Homep cepun npousoantens ADC:

FP Manufacturei' API Batch number / 25060117

Howmep cepuu cydetanuun npoussoantens ['J1d:

API Manufactured by & country / Esteve Quimica S.A., Spain / Dcree Kumuka

[Mpoussoaurens A@C, 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, JTHUEH3HA 115 Colaride, Cacem, 2735-213, Portugal (License

lpoussoacreennas niowmanka / [aomwanka Koutpoas N.%: F027/001/2024) / Coapumerc - Huayctpus

rkayvectsa / [1omwanaka Beinycka Kumuka 3 ®apmacystika, C.A., TlopTyranus,
AB. nmac Wuaycetpuac - Anero ne Konapuae,
Kacem, 2735-213, [lopryranua  (JIuueH3us
Ne F027/001/2024)
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CEPTUOUKAT AHAZTM3A KOHEYHOIO

SOFARIMEX MPOAYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, S.A. F[NISHED PRODUC'T CERTIFICA’TE

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».

3aka0ueHHe 0 COOTBeTCTBHH: «HacTosumm s [OATBEPKIAKD, HYTO [PUBEAEHHAA Bbille MH(OpMALMS  ABISETCS
/10CTOBEPHOIT 1 TOUHOI. DTa Cepus NPOAYKLUMHN NPOU3BEIeHA (BKIIOYAA YNAKOBKY (MAPKHPOBKY) H KOHTPOJIb KAaueCTBa) He
BbIILICYKA3aHHOIH [POM3BOACTBEHHON Miou@Ake (MUI0WAAKAX) B TMOJHOM COOTBETCTBMH C TpeboBannsamu [lpasus
HaUlekalleil POW3BOACTBEHHON NpakTuku EBpasuiickoro skoHoMHueckoro cotosa (F027/001/2024 of 2024-02-02) v
TpeGOBAHMAMM KOHTPOJS KauecTBa JIEKAPCTBEHHBIX CPEICTB, a TaKKE B COOTBETCTBHM CO  CrieLM(HUKALHAMH.
COMEPKAUMMUCA B PErHCTPALIMOHHOM 1OChE CTPaHbI-UMIIOpPTEPA. 3amucH Mo [POM3BOACTBY, YNAaKOBKE M aHalH3Y
MpOBEPEHb, M YCTAHOBJEHO MX COOTBETCTBME TpeboaHusm llpaBun Hawtexkalleii MPOU3BOACTBEHHOH MPAKTHKY
EBpazuiickoro 3KOHOMHMYECKOTO COHO3am.

PesynbTaThl aHanmo Peuenne OTK: (Z/ /j 201 /
Analytical results: Quality Assurance Decision: )/K e
ara / Date a/ Date : , - .
I < f&lo bLﬂL ) / Har "/f)d/’a926
= ‘ @ Ja LK)L/(/A/\ BN F1
Hauanbuuk madoparopuu / Laboratory-Manager OrsercterHoe nuuo / Qualified Person
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