o CEPTUOUKAT AHAIN3A KOHEYHOTO
SOFARIMEX NPOAYKTA

INDUSTRA QUIMICA £ FARMACEUITICA, 5.4, FINISHED PRODUCT CERTIFICATE

Ipoaykr / Product:  Ome3®, jiuopuu3aT AjIsi IPUTOTOBJIEHHS PACTBOPA AJA HHGY3Hi,
40 mr / Omez, lyophilized powder for infusion 40 mg

Jarta npouspoacrea / Manufacture date: 05/2026 IMpousBoacTeeHHan cepusi / Batch Ne: 66597
Cpok rognoctu /Expire date: 05/2028 O06bem cepun/ Batch Quantity: 50128
AHanu3 npoBeneH B cooTBeTcTBUH ¢ H: /

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

Artworks of primary package approved: / MakeTsl nepBH4HOIi ynakoBkH yTBepxkaeHsr: 24.04.2025
Artworks of secondary package approved: / MakeThl BTOPH4HOIi YNaKOBKH YTBepxKaeHbl: 24.04.2025

PIL approved: / MUMII yTBepaxaen: 24.04.2025

Jata nony4enusi/ Reception date: | Ipotokon ananun3ia Ne / Analitical protocol N° SRAS-7Y4EHA.10
I |
HCINIBITAHUS/TESTS CIHENUPUKAIIMHA/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanue White or off white lyophilized spongy cake or

its parts, or as a powder. / Benplii uau nouTH
Genblit nHOGUNK3AT B BUIE MOPUCTOI Macchl
WJIM ee 4acTel, WK B BUIE MOPOILKA.

Complies / CooTBeTcTBYET

2. Description of solution / Onucanue
pacTBopa

-Clarity /mpo3pa4HocTtsh Solution should be clear or the opalescence of Complies / CootBeTcTBYeT

the solution must not exceed the opalescence
of the reference solution 1. / PactBop aoymkeH
ObITh  MPO3pPaiHbIM  WIM  ONAJeCLeHLHs
pacTBopa He JIOJKHA NpeBLILLATD
OmnaJieCLIeHLIMIO 3TaIOHHOTO pacTeopa I.
0.0016
- Absorbance / nornowenue The optical density of the solution should be
not more than 0.30. / OnTHueckas NiI0THOCTb
pacTBopa goJbkHa ObITh He Gonee 0,30.

3. Identification / UaenTnduxauuns The retention time of the major peak on the
chromatogram of the test solution should
correspond to the retention time of the major
HPLC/B3XKX peak on the chromatogram of omeprazole
reference standard solution (section "Assay").
/ Bpems ynepXWUBaHMS OCHOBHOTO MHKa Ha
XpoMarorpaMMe  HCIBITYEMOrO  pacTBOpa
JOJDKHO COOTBETCTBOBATH BpPEMEHH

XpoMaTtorpaMMe pacTBOpa  CTaHAApTHOIO
obpasua oMenpasosa (pazpen
«KonuecTBeHHOE ONpeeIeHUE)

The UV - spectrum of the major peak on the
HPLC (DAD)* / BOKX(IMI)* chromatogram of the test solution should
peak on the chromatogram of the omeprazole
standard solution (section "Assay"). / Y-
CHEKTP OCHOBHOIO NHKa Ha XpoMaTorpamMMe
UCTILITYEMOTO pacTBopa JIOJDKEH
co0TBeTCTBOBaTh Y®-CIEKTPY OCHOBHOTO
NMKa Ha  XpoMaTtorpamMe  pacTsopa
CTaHJapTHOro obpasua oMenpasona (paszaen
«KonuyecTBeHHOE ONpefeNeHUE).

YAEpPKUBAaHUA OCHOBHOTO nuka Ha | Positive / [TonoxurensHbli

correspond to the UV- spectrum of the major| positive / ITonoxuteTbHbIIH
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CEPTUDUKAT AHAZTU3A KOHEYHOTIO
MNPOAYKTA
FINISHED PRODUCT CERTIFICATE

SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

Ome3®, JHOGMINIAT JJIH IPATOTOBIEHHS PACTBOPA A HHPY3nid,

IIpoayxr / Product:
40 mr / Omez, lyophilized powder for infusion 40 mg

IlpouzeoacTBeHHas cepns / Batch Ne: 66597

Jata npon3soactea / Manufacture date: 05/2026
O6bem cepun/ Batch Quantity: 50128

Cpok roaHoctu /Expire date: 05/2028
AHanu3 npoeeaeH B coorBeTcTBum ¢ H: /
Analysis performed in accordance with ND: JIIT-Ne(009938)-(PI'-RU)-240425

Artworks of primary package approved: / MakeTh nepBHuHOI yNaKoBKH yTBepi#aeHbl: 24.04.2025
Artworks of secondary package approved: / MakeThl BTOPHUYHOI yNaKkoBKH yTBepikaeHbl: 24.04.2025

PIL approved: / UMII yreepaxaeH: 24.04.2025

JlaTa nonyuyenusn/ Reception date:

[poTokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10

HUCTIIBITAHUS/TESTS CHELUO®UKALOUN/SPECIFICATIONS | PE3YJIBTATBI/RESULTS
4. Average weight of the vial content* |44.19mg + 5% (from 42.0mg to 46.4mg) /
0 -
/ Cpemm: Macca coIepKUMOro 44,19Mr + 5% (42,0Mr — 46,4Mr) 45.73 mg
¢naxkona
5. pH of the solution / pH pacTteopa 10.0 - 11.0/ 10,0 no 11,0.
10.5
6. Water/ Bona Not more than 6.0% / He 6onee 6,0 %
4.7 %
7. Particular matter / Mexanunueckue | Visible particles / BunumMbie 4acTHLIBI:
BKJIIOYeH U According to requirements /
B cootBeTcTBUH € TpeGOBAHUAMH. Absent / OTCyTCTBYET
Subvisible particles / HesuanMble yacTuup!: yrerey
> 10pum particles — not more than 6000/ vial
/ vacTuisl pazmepoM > 10 MkM - He Hornee 195
6000 Ha duakoH;
> 25um particles — not more than 600/vial /
YacTHLBl pasMepoM > 25 MKM - He Gonee 600 4
Ha ¢akoH
8. Impurities / Ilpumecnu
- impurity D /npumecs D; Not more than 0.3%/ He 6onee 0,3%; ND
- impurity E /mpumecs E; Not more than 0.3%/ He 6onee 0,3%; ND
- impurity 1/ npumecs 1; Not more than 1.0 %/ He 6onee 1,0 %; 0.08%
- impurity 2 / npumecs 2; Not more than 0.5%/ He 6onee 0,5%; ND 0
- single unknown impurity / Not more than 0.2%/ He 6onee 0,2%. ND
eMUHUYHAs HEUASHTU(DULIMPOBaHHAS
NpHUMeECh
Total impurities / Not more than 1.5% / He 6onee 1,5%.
CymMa npumeceit 0.08%
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He
BakTepna/jibHble 3HIOTOKCHHBI 6onee 5,83 E3/Mr oMenpasoua. <5.83 EU/mg
10. Sterility / CrepnibHocTh The product should be sterile / ITpenapat
IOJKEH OBITh CTEPUIIBHBIM. Sterile / CtepunbHbIit
11. Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOpOIHOCTH 103U POBAHUA than 15.0 / [Tokazarens nmpuemyieMocTH (AV) .
IOJDKEH OBITh He Gonee 15,0. Complies / CoorsercByer
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CEPTUOUKAT AHAJIM3A KOHEYHOIO

S OFAWMEX NPOLYKTA

INDUSTRIA QUIVICA E EARMACELITICA, S.A. FINISHED PRODUCT CERTIFICATE

IIpoaykr / Product: Owme3®, nnoduiau3ar 1A NPATOTOBJIEHHS PACTBOPA sl HHY3HiA,
40 mr / Omez, lyophilized powder for infusion 40 mg

Mara nponspoacrsa / Manufacture date: 05/2026 IMpoussoncTeentasn cepusi / Batch Ne: 66597
Cpok rognoctn /Expire date: 05/2028 O6bem cepun/ Batch Quantity: 50128
AHanu3 nposefeH B cooTBeTcTBUH ¢ H: /

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

Artworks of primary package approved: / MakeThbl NnepBHYHO# ynakoBkH yTBepaxaeHbi: 24.04.2025
Artworks of secondary package approved: / MakeTbhl BTOPUYHOH YNAaKOBKH yTBepxaeHbl: 24.04.2025

PIL approved: / UMII yreepskaen: 24.04.2025

Jata nonyuenusi/ Reception date: Iporokon aHanu3a Ne / Analitical protocol N° SRAS-7Y4EHA.10
HNCIIBITAHUSA/TESTS CIHELUOUKAIIUU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS
12. Assay / KonnyecTBeHnHoe From 93% to 105% of the label amount of
onpeaesjieHHe omeprazole (37.2 mg to 420 mg
Ci7H19N30s8S (omeprazole) in vial). /
Or 93% mo 105% or HoMuHANIBHOIO 40.6 mg

coliep>kaHus oMenpaszona (ot 37,2 mr no 42,0
mr C17H19N303S (omenpazon) Bo ¢iakone).

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

YNAaKOBKH glass vial type 1 (Ph. Eur) closed with
chlorobutyl stopper and sealed with an
aluminum [lip-ofT scal with plastic cap. Each
vial is packed into a carton package along with
patient information leaflet. / [lpenapar Bo

dnaxone n3 HeCUBETHOIO NPO3PAYHOTO CTekAd .
Complies / CooTBeTCTBYET

THna I (Ph. FEur.), YKYTOpCHIbIT
XJIopOyTHAOBOH npooKoi, obukartbli
ANOMUHHERLIM KON Mau KoM E

NpenoxpairuTeNbHOM NNACTHKOBOH KPBILIKOH.
Kaxkawiii piakoll BMecTe ¢ MHCTpyKUHei no
NPUMEHEHHIO MOMELLEH B NAYKy KAPTOHHYIO.

14. Labeling / MapkupoBka In accordance with section 1.3.2 of Module 1
of the registration dossier. / B cooTBeTcTBMH C
pazaenom 1.3.2. moayns | perucrpalinoHHoro | Complies / COOTBETCTBYET

LOChe.
15. Storage conditions / YcsioBusi In place protected from light, below 25°C. / B 3aluuI1eHHOM OT CBETa MECTE
XpaHeHHs npHU TeMiepatype He Boie 25°C.
16. Shelf-life (storage) / Cpok 2 years / 2 rona

TOAHOCTH (CPOK XpaHEeHHS)

* Tests are not performed during stability studies. Company guarantees product quality for these parameters. / *
Henoimanus ve npogoosmces npu uzyvenuu cmabunbHocmu npendapama. Komnawus zapanmupyem Kawecmseo
HPOOYKYUU RO IMUM NADAMEMPAM.

API name / HaumenoBanue ADC: Omeprazole / OMenpason
INN/ MHH: Omeprazole / Omenpazon
API manufacturer batch number / 400002

Homep cepuu npoussoanTtensa ADC:

FP Manufacturer API Batch number / 25020043

Homep cepun cyGcTtanuuu npoussoauress I'JIP:
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—— CEPTUOUKAT AHA/M3A KOHEYHOTO
SOFARIMEX NPOLYKTA

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE

IIpoayxr / Product:

Ome3®, TnoguaU3aT AN IPATOTOBIEHHS PACTBOPA 1A HHY3Hid,

40 mr / Omez, lyophilized powder for infusion 40 mg

Jlara nponssonctea / Manufacture date: 05/2026
Cpok roagHoctu /Expire date: 05/2028
AHaJIn3 npoeeaeH B coorBeTcTBUM ¢ HJL: /

ITpoussoacTeenHas cepusi / Batch Ne: 66597
O6wuem cepun/ Batch Quantity: 50128

Analysis performed in accordance with ND: JI[T-Ne(009938)-(PI'-RU)-240425
Artworks of primary package approved: / MakeTbl NepBHYHOf YNIaKOBKH yTBepxaenbl: 24.04.2025
Artworks of secondary package approved: / MakeTsl BTOpH4HO{i yNakoBKh yTBepxaensi: 24.04.2025

PIL approved: / UMII yrBepsxkaeH: 24.04.2025

Jlata noay4denns/ Reception date:

MpoTowon anann3a Ne / Analitical protocol N° SRAS-7Y4EHA.10

API Manufactured by & country /
IIpoussoantenb, A®C, cTpana:

De Vall, Barcelona, Spain

08185 JInuxa-ne-Banb, Bapcenona, Mcnanus

Esteve Quimica S.A., Poligono Industrial El Pla,
Av. Puigcerda Ne 9, C-17, Km 17.4, 08185 Llica

OcreBe Kumunka C.A., [lpomblluleHHas 30Ha
«Onp-Ina», As. Ilyucepma Ne 9, C-17, Km 17,4,

Name, address, authorization Neo. for FP manufacturing site /
Control site / Release site /

HaumeHoBaHue, aapec, JHUEHIUS A5

Ilpou3BoacTBeHHan nuowaaka / [lnowankxa KoHTpoJIs
kavectBa / [lnomanka Bpinycka

Kumuka > ®apmacystuka, C.A., TToptyranus,

Sofarimex - Industria Quimica e Farmacéutica,
S.A., Portugal, Av. Das Industrias - Alto do
Colaride, Cacem, 2735-213, Portugal (License
N.°: F027/001/2024) / Codapumexc - UHaycTpus

Kacem, 2735-213,
Ne F027/001/2024)

ITopTyranus

As. pac Hupyctpunac - Ansro e Konapuge,
(JInuensus

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 (GMP/EAEU/RU/01289-2024 dated
April, 10 2024) 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».

3akn0uenHe 0 COOTBETCTBHU: «HacTodmym s MoATBEPXK A0, YTO MPUBEJEHHAA BbIIE HHPOPMALHUA ABJIACTCA
JIOCTOBEPHO} M TOYHOM. DTa cepus NPOAYKUMM TpoM3BeneHa (BKIIOUYas YNAaKOBKY (MApKMPOBKY) M KOHTPONb
KayecTBa) Ha BBIIIEYKA3aHHOW NPOM3BOIACTBEHHOMN TUTomaake (IUIOMIAJKAX) B MOMHOM COOTBETCTBUM €
TpeboBanuamu [lpaBun Hagexallell NIPOU3BOACTBEHHON MpaKkTHKM EBpasHHCKOTO 3KOHOMMYECKOIO COHo3a
(GMP/EAEU/RU/01289-2024 ot 10 Anpens 2024r) u TpeOOBaHUAMU KOHTPOJIS KaueCTBa JIE€KapCTBEHHBIX
CPEeACTB, a TaKXKe B COOTBETCTBHM CO CHELUPHUKALMSIMHU, COACPKAIIMMUCSI B PErMCTPALMOHHOM [JOChe CTpaHbl-
uMnoptepa. 3anucd MO NPOU3BOACTBY, YHNAKOBKE M aHAIM3y IPOBEPEHBI, MU YCTAHOBNEHO HMX COOTBETCTBHE
TpeboBanuam IpaBun Haanexallel NPON3BOACTBEHHON MPaKTUKH EBpa3niicKOro 3JKOHOMHYECKOTO COI03a».

HABJIIOIEHU S / REMARKS: ITponykt cootsetctByet TpeGosanusm HJI / The Product conforms to ND

Pemenne OTK:
Quality Assurance Decision:
Jarta / Date :

Pe3ynsTaThl aHAJIW30B:
Analytical results:
Ilara / Date :

e

Son V)

OtBercTBeHHoe nuLo / Qualified Person

roed

HauanbHuk nmaboparopuu / Laborato
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