CEPTUPUKAT AHAJIM3A KOHEYHOIO

SOFEER?MEX NPOAYKTA

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

IIpoaykT / Product:  Ome3®, muoduiiuzar AJisi IPUroTOBJIEHHS pacTBOpa s HHOY3Mid,
40 mr / Omez, lyophilized powder for infusion 40 mg

HMata npousBoactea / Manufacture date: 05/2026 [TpousBoxcTeenHas cepus / Batch Ne: 66596
Cpok roanoctu /Expire date: 05/2028 Obbem cepun/ Batch Quantity: 50128
AHaJu3 nposegeH B coorsercTBuu ¢ HI: /

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

Artworks of primary package approved: / MakeTsl nepBH4HOIi YyNakoBKH yTBepxkaeHbl: 24.04.2025
Artworks of secondary package approved: / MakeTb! BTOpHYHOIi ynakoBKH yTBep:KaeHbI: 24.04.2025

PIL approved: / UMII yrBeps:kaen: 24.04.2025

Mata nony4yenuns/ Reception date: IMporokon ananusza Ne / Analitical protocol N° SRAS-7Y4EHA.10
UCIBITAHUSA/TESTS CIHNEUHUOUKALUUHU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanue White or off white lyophilized spongy cake or

its parts, or as a powder. / Benblit unu nouTH )
Gesbiit TModUIM3aT B Buge mopuctoii maccs | Complies / CootsercTayer
UM ee HacTel, UNK B BUAE TOPOLIKA.

|

2. Description of solution / Onucanue
pacTBopa

-Clarity /npo3paunocTts Solution should be clear or the opalescence of | - Complies / Cooterctayer
the solution must not exceed the opalescence
of the reference solution 1. / PactBop nomxeH
ObITb  MPO3pauHbIM MM ONajlecLeHUMs
pacTBopa He JOJKHA NpeBbILIATh
ONaseCcLEHLIMIO ITATOHHOrO pacTeopa I.
0.0009
- Absorbance / noryiomeHnue The optical density of the solution should be
not more than 0.30. / Onruuyeckast m10THOCTh
pacTBOpa A0MmKHa ObITh He Gonee 0,30.

3. Identification / UaenTuduxauus The retention time of the major peak on the
chromatogram of the test solution should
correspond to the retention time of the major
HPLC / BIKX peak on the chromatogram of omeprazole
reference standard solution (section "Assay").
/ Bpemst ynepKuMBaHWs OCHOBHOI'O MWKa Ha
XpOMaTOrpaMMe  HCMbITYEMOrO  pacTBopa
JOJIKHO COOTBETCTBOBATD BpEMEHU
YAEPHKHUBAHUS OCHOBHOTO nuka Ha | Positive / TToaoxutenbHsi i
XpoMaTrorpaMMe  pacTBopa CTaHJapTHOro
obpasua omMernpaszona (pa3zmen
«KonuecTBeHHOE ONpeeseHe)

The UV - spectrum of the major peak on the
HPLC (DAD)* / BIKX(IMI)* chromatogram of the test solution shogld
correspond to the UV- spectrum of the major | positive / [TonoxuTte s bl
peak on the chromatogram of the omeprazole
standard solution (section "Assay"). / V-
CIIEKTP OCHOBHOTO MHKa Ha XpomarorpaMmme
UCTILITYEMOr0 pacTBoOpa JOJDKEH
COOTBETCTBOBATh YD-CMEKTPY OCHOBHOTO
ndKka  Ha  XpoMmaTorpamMMe  pacTBopa
cTaHzapTHoro o6pasua omenpasona (pasnen
«KonuuecTseHHoE onpeneneHue»).
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CEPTUOUKAT AHA/IM3A KOHEYHOIO

MPOAYKTA
FINISHED PRODUCT CERTIFICATE

SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

Ome3®, tuoduimsaT 18 NPUTOTOBICHHS pacTBopa s uHy3ui,

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

IMpousBoacTeenHas cepus / Batch Ne: 66596
O6wbem cepun/ Batch Quantity: 50128

Harta npoussoactea / Manufacture date: 05/2026
Cpok rognoctu /Expire date: 05/2028

AHaju3 nposeaeH B cooTeeTeTBun ¢ HJ: /
Analysis performed in accordance with ND: JITT-Ne(009938)-(PI'-RU)-240425

Artworks of primary package approved: / MakeTbl NepeHYHON YNaKOBKH yTBepxkaeHbl: 24.04.2025
Artworks of secondary package approved: / MakeTbl BTOpH4HO#i yNaKoBKH yTBep:kaAenbl: 24.04.2025

PIL approved: / UMII yTBepxkaen: 24.04.2025

JaTta nony4yenus/ Reception date:

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

HUCNILITAHUA/TESTS CNEUNOUKALUU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS
4. Average weight of the vial content* |44.19mg + 5% (from 42.0mg to 46.4mg) /
) _
/ Cpeansisni Macca coaepKHMOro 44,19mr £ 5% (42,0mr — 46.,4mr) 45.78 mg
diakona*
5. pH of the solution / pH pacteopa 10.0 - 11.0/ 10,0 no 11,0.
10.5
6. Water/ Boaa Not more than 6.0% / He 6onee 6,0 %
34 %

7. Particular matter / Mexanuuyeckne
BKJIIOYEHHS

Visible particles / Buaumbie yacTuus:
According to requirements /

B cootBeTcTBUM € TpeGOBAHMAMHU.
Subvisible particles / Heumrmbie 4acTHUBL:
> 10um particles — not more than 6000/ vial
/ yacTuup! pazmepom > 10 MkM - He Gonee

Absent / OTcyTcTBYET

6000 Ha ¢nakoH; =
> 25um particles — not more than 600/vial /
4acTHLbI pa3MepoM > 25 MkM - He donee 600 6
Ha ¢nakoH
8. Impurities / [pumecn
- impurity D /npumecs D; Not more than 0.3%/ He 6onee 0,3%; ND
- impurity E /npumecs E; Not more than 0.3%/ He donee 0,3%; ND
- impurity 1/ npumecs 1; Not more than 1.0 %/ He 6onee 1,0 %,; 0.07%
- impurity 2 / npumecs 2; Not more than 0.5%/ He 6onee 0,5%; e
- single unknown impurity / Not more than 0.2%/ He 6onee 0,2%. ND
€IMHUYHASA HEUIEHTUDULMPOBAHHAS ND
npuMech
Total impurities / Not more than 1.5% / He Gonee 1,5%.
CymmMma npumeceit 0.07%
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He
bakTepnanabHble 3HA0TOKCHHbI donee 5,83 ED/Mr omenpasona. <5.83 EU/mg

10. Sterility / CTepu/ibHOCTD

The product should be sterile / [Ipenapat
JOJDKEH ObITh CTEPUITLHBIM.

Sterile / CTepunbHblii

11, Uniformity of dosage units /
OnHOpPOAHOCTb A03HPOBAHUS

Acceptance value (AV) should be not more
than 15.0 / INokazarens npuemieMmocTu (AV)
JOJDKEH ObITh He bonee 15,0.

Complies / CooTBeTcTBYET
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CEPTUPUKAT AHAJTM3A KOHEYHOIO

S OFAGWMEX NPOAYKTA

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

IIpoaykr / Product: Ome3®, qunoduauzar Ajisi IPUroTOBJIeHMS PacTBopa 1 HHDY3Hid,
40 mr / Omez, lyophilized powder for infusion 40 mg

Hata npoussoacTea / Manufacture date: 05/2026 [TpousBoacreenHas cepusi / Batch Ne: 66596
Cpok ronnoctu /Expire date: 05/2028 Oo6bem cepun/ Batch Quantity: 50128
AHaan3 nposejeH B cooTBeTeTBUHN ¢ HJ: /

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

Artworks of primary package approved: / MakeTsl nepBU4HO/ YyNakoBKH yTBep:kAenbl: 24.04.2025
Artworks of secondary package approved: / MakeTsl BTOpHUHOIT ynakoBku yTBepaaeHbl: 24.04.2025

PIL approved: / UMII yreepsknen: 24.04.2025

Jara nony4yenus/ Reception date: Iporokon ananansa Ne / Analitical protocol N° SRAS-7Y4EHA.10
UCIIBITAHUSA/TESTS CHNEUNOUKALUWUNU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS
12. Assay / KouvecTBeHHOE From 93% to 105% of the label amount of
onpeae/ieHue omeprazole (37.2 mg to 420 mg
C17H9N303S (omeprazole) in vial). /
Or 93% o 105% oT HOMUHAILHOrO 40.3 mg

conepxkaHus omenpasona (ot 37,2 mr go 42,0
mr Ci7H19N303S (omenpa3zon) Bo ¢nakoHe).

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

YHAKOBKH 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. / [Tpenapar Bo

f1aKOHe M3 6eCLBETHOTO MPO3PavyHOro CTeka .
¢ " posp Complies / CooTBeTcTRyeT

| Tvna I (Ph. Eur), YKYTIOPEHHbIH
} ‘ XJIopOyTHIOBO# NpoOKOH, o0xarhblii
TIOMHHUEBBIM KONMayKoM c

NpeaoXpPaHUTENbHOW MIaCTUKOBOH KpbILIKOH.
Kaxawlii ¢nakoH BMecTe ¢ HHCTPYKLHMENR MO
NPUMEHEHHIO MOMELLEH B Na4Ky KApTOHHYIO.

14. Labeling / MapkupoBka In accordance with section 1.3.2 of Module 1
of the registration dossier. / B cooTBeTCTBUM C
pasgenom 1.3.2. monynst 1 peructpauroHHoro | Complies / COOTBETCTBYET

10ChE.
15. Storage conditions / YenoBus In place protected from light, below 25°C. / B 3aiuuuieHHOM OT CBETa MECTE
XpaHeHHus npu TeMneparype He Bbiuie 25°C.
16. Shelf-life (storage) / Cpok 2 years /2 rona

rOAHOCTH (CPOK XpPaHeHUs1)

* Tests are not performed during stability studies. Company guarantees product quality for these parameters. / *
Henemanus ne npoeodamea npu usysenuu cmabunvHocmu npenapama. Komnawus capanmupyem kavecmeo
RPOOYKYUU MO IMUM NAPAMEMPAM.

API name / Haumenosanue ADC: Omeprazole / Omenpazon
INN / MHH: Omeprazole / Omenpason
API manufacturer batch number / 400002

Homep cepuun npounssoautens ADC: "

FP Manufacturer API Batch number / 25020043

Homep cepnu cydcTaHumMn npoussoautens [J1d:
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CEPTU®UKAT AHAZTN3A KOHEYHOTO

MPOAYKTA
FINISHED PRODUCT CERTIFICATE

SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

Ome3®, mnodpuinzat A5 NPUroTOBJICHUA PacTBOpa A HHDy3uid,
40 mr / Omez, lyophilized powder for infusion 40 mg

ipouyKT / Product:

[MpoussoacTeeHHast cepus / Batch Ne: 66596
O6bem cepun/ Batch Quantity: 50128

JlaTa npousBoacTsa / Manufacture date: 05/2026
Cpok rognoctn /Expire date: 05/2028

AHaJsiuz nposeaeH B coorBercTBum ¢ HA: /

PIL approved: / UMIT yreepxkaen: 24.04.2025

Analysis performed in accordance with ND: JI[1-Ne(009938)-(PI'-RU)-240425
Artworks of primary package approved: / MakeTnl nepBHYHO#i ynakoBKH yTBep:kaAeHbi: 24.04.2025
Artworks of secondary package approved: / MakeThbl BTOPHYHOIi yNaKoBKH yTBepxaeHbI: 24.04.2025

Jata nony4denus/ Reception date:

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

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

Esteve Quimica S.A., Poligono Industrial El Pla,
Av. Puigcerda Ne 9, C-17, Km 17.4, 08185 Llica
De Vall, Barcelona, Spain /
Octee Kumuka C.A., [IpombilufieHHas 30Ha
«One-lnay, As. [Tyucepaa Ne 9, C-17, Km 174,
08185 Jlnuka-ne-Banb, bapcenona, Micnanus

Name, address, authorization No. for FP manufacturing site /
Control site / Release site /
HaunmenoBanue, aapec, TULEH3Us U151

Sofarimex - Industria Quimica ¢ Farmacéutica,
S.A., Portugal, Av. Das Industrias - Alto do
Colaride, Cacem, 2735-213, Portugal (License

N.%: F027/001/2024) / Codapumekc - MiHRycTpus
Kumuka > ®apmacystuka, C.A., [TopTyranus,
AB. mac Uuayctpuac - Ansto ae Konapune,
Kacem, 2735-213, Tloptyranus (Jluuensus
Ne F027/001/2024)

IMpousBoacTeeHHas Aowaaka / [lnomwaaka KoOHTpoJs
kauecTBa / [lnowagka spinycka

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».

3akJouenne o0 cooTBeTcTBuM: «HacTosum f MOATBEPXK /A0, YTO MPUBEACHHAS Bbilile HHPOPMALIUA ABJIAETCA
JIOCTOBEPHO# 1 TOYHOH. DTa cepust MPOAYKLUMM MpPOM3BENEHA (BK/ItOUAA YNMAKOBKY (MapKUPOBKY) M KOHTDOJb
Ka4yecTBa) Ha BbILIEYKA3aHHOH MNPOM3BOACTBEHHON maowanke (nJou@aakax) B [OJHOM COOTBETCTBMU C
TpeboBaHusamu [lpaBun Haanexalieil MPOWU3BOACTBEHHON MpakTUKK EBpasnHCKOro 3KOHOMHYECKOTO COt03a
(GMP/EAEU/RU/01289-2024 ot 10 Anpens 2024 1) u TpeGOBaHHSMHM KOHTPOJSl KauecTBa JIEKAPCTBEHHBIX
CPEICTB, a TAKXE B COOTBETCTBHM CO creUMUKALHUAMYU, CONEPKALUUMUCA B PEFUCTPALMOHHOM OChE CTPaHbI-
uMropTepa. 3anucu No MPOU3BOACTBY, YIIAKOBKE W aHA/U3y MPOBEPEHbl, 1 YCTAHOBIEHO MX COOTBETCTBHE
TpebosanusamM [IpaBun Haanexallell MPOU3BOACTBEHHOM NIPAKTHKK EBPa3sniickoro 3KOHOMUYECKOTO COK3ay.

HABJIFOAEHN ST / REMARKS: [Tpoaykt cootBeTcTBYeT Tpebosanusam HJI / The Product conforms to ND

, )
Pe3ysbTaThl aHAH30B: A (dZ/ Pewenne OTK: IATQP/\/U K/’?CV
Analytical results: | Quality Assurance Decision: / /A
Hara/ Date : QQ\OGJ \2‘52@ Jlata / Date : \29 0b 202,&

s
~ 2
HauanbHuk naboparopuu / Laboratgr)LManage\fJ OteetcTBeHHOe nuuo / Qualified Person
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