CEPTUOUKAT AHAJIM3A KOHEYHOTO

SOFARIMEX HPOAYKIA

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

Ipoaykr / Product:  OMe3®, 1HOQUIH3AT JJI51 IPUTOTOBJIEHHS PACTBOPA st HHY3HId,
40 mr / Omez, lyophilized powder for infusion 40 mg

Hata npoussoactea / Manufacture date: 01/2026 IpoussoncTeennas cepusi / Batch Ne: 66390
Cpok roanoctn /Expire date: 01/2028 O6nem cepun/ Batch Quantity: 49249
AHaJIu3 npoBefeH B coorBercTBHH ¢ HJL: /

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

Labeling and artworks approved: / MapkupoBKa 1 MaKeTbl yTBep:kaeHbl: 24.04.2025

Jara noayqenus/ Reception date: IIpoTokon ananausa Ne / Analitical protocol N° SRAS-7Y4EHA.10
HUCIIBITAHUSI/TESTS CIHNEUNO®UKALUW/SPECIFICATIONS | PE3YJIBTATBI/RESULTS
1. Description / Onucanue White or off white lyophilized spongy cake or

its parts, or as a powder. / Benbli Hiu nmoyTH .
Genblit nMoguM3aT B BHAe mopHcToii Macew | Complies / CootBeTcTByeT
WIH ee YacTell, WIH B BH/IE MOPOIIKA,

2. Description of solution / Onucaunue
pacTBOpa

-Clarity /mpo3payHocTth Solution should be clear or the opalescence of
the solution must not exceed the opalescence
of the reference solution 1. / PactBop momken
OBITh  MPO3payHblM MM OMAJECHEHIINS
pacTBOpa He JIO/KHA NpeBLIIATh
OMaJeCUeHLHIO 3TaJIOHHOTO pacTBopa L.

Complies / CoorBeTcTBYeET

0.0096
- Absorbance / norsiomenue The optical density of the solution should be

not more than 0.30. / OnTHYecKas IIOTHOCTh
pacTBopa fo/KHa ObITh He Ooee 0,30.

3. Identification / [ToanuHHOCTE The retention time of the major peak on the
chromatogram of the test solution should
correspond to the retention time of the major
HPLC / BIHX peak on the chromatogram of omeprazole
reference standard solution (section "Assay").
/ BpeMs yIepxHBaHWS OCHOBHOTO MHKa Ha
XpOMaTorpaMMe  HCIBITYEMOr0  pPacTBopa
JIOJIKHO COOTBETCTBOBATh BpEMEHH
YAEpKUBaHUSA OCHOBHOI'O nuKa Ha | Positive / TTonoKHUTEIbHBIH
XpOMaTorpaMMe pacTBOpa CTaHAApTHOTO
obpasua omenpasojfa (paznen
«KonuuecTseHHOe onpeneneHues)

The UV - spectrum of the major peak on the
chromatogram of the test solution should
correspond to the UV- spectrum of the major | Positive / TTonoskuTeNbHbI
peak on the chromatogram of the omeprazole
standard solution (section "Assay"). / Y-
CMEKTP OCHOBHOTO MHKA HAa XPOMAaTorpamMe
HCIIBITYEMOTO pacTBopa JOJDKEH
COOTBETCTBOBATh Y ®-CHEKTPY OCHOBHOIO
MMKa  HAa  XpOMaTtorpaMMe  pacTBOpa
cTaHIapTHOro obpasua omernpazosia (pasnen
«KonuyecTBeHHOE ONpeeNeHuey).

HPLC (DAD)* / BOKX(IMI)*
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, SA.

CEPTUOUKAT AHASTU3A KOHEYHOTO
NPOAYKTA

FINISHED PRODUCT CERTIFICATE

Ilpoaykr / Product:

Ome3®, 1H0oHIN3AT 1151 IPUTOTOBJIEHHS pacTBopa s undysui 40

mr / Omez, lyophilized powder for infusion 40 mg

Jlata npoussoacrea / Manufacture date: 01/2026
Cpoxk rognoctn /Expire date: 01/2028

AHa/u3 npoBeaeH B cooTBeTcTBHH ¢ HJL: /
Analysis performed in accordance with ND: JITT-Ne(009938)-(PTI'-RU)-240425
Labeling and artworks approved: / MapkupoBKa W MAaKeThbl YTBEPIKAEHbI: 24.04.2025

Ipoussoacreennas cepusi / Batch Ne: 66390

Odnem cepun/ Batch Quantity: 49249

Jlata nony4enusi/ Reception date:

[potokoen anaausa Ne / Analitical protocol N° SRAS-7Y4EHA.10

HUCTIBITAHUA/TESTS CIHEIUOHKAIMU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
4. Average weight of the vial content* | 44.19mg + 5% (from 42.0mg to 46.4mg) /
/ CpenHssi Macca COAEPKMMOIO 44,19mr + 5% (42,0Mr — 46,4Mr) 44.839 mg
diakoHa*
5. pH of the solution / pH pactBopa 10.0 - 11.0/ 10,0 - 11,0. 10.7
6. Water/ Boaa Not more than 6.0% / He 6onee 6,0 % 28 %
7. Particular matter / Mexaunueckue | Visible particles / Bunumpie yacTHIBI:
BKJTHOYEHHS According to requirements /
B cOOTBETCTBHH C TPEOORAHUAMH. Absent / OtcyTeTByeT
Subvisible particles / HeBuaHMBble YaCcTHLIbI:
> 10pum particles — not more than 6000/ vial
/ yacTuipl pasmMepoM > 10 MkM - He Oonee 64
6000 Ha (naxoH;
> 25um particles — not more than 600/vial /
YacTHIIBI pasMepoM > 25 MM - He Oonee 600 1
Ha (aKoH
8. Related substances / PoncTBeHHBIE
npHMecH ND
- impurity D /npumecs D; Not more than 0.3%/ He 6onee 0,3%,
- 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 %; <LQ
- impurity 2 / npumecs 2; Not more than 0.5%/ He 6onee 0,5%; ND
- single unknown impurity / Not more than 0.2%/ He Gonee 0,2%. ND
eMHIYHAA HeMAeHTU(DULINPOBAHHAS
npHMech
Total impurities / Not more than 1.5% / He Gonee 1,5%.
Cymma nppnmeceﬁ <0.06%
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He
<5.83 EU/mg

bakTepHanbHble JHAOTOKCHHBI

Bonee 5,83 ED/Mr oMemnpasona.

10. Sterility / CrepuiibHOCTb

The product should be sterile / [Ipenapat
JoJKeH ObITh CTEPHIIBHBIM.

Sterile / CTepunbHBIi

11. Uniformity of dosage units /
OnHOpPOAHOCTL J03HPOBAHHS

Acceptance value (AV) should be not more
than 15.0 / [Tokasarens npueMiaeMocTH (AV)
nomxkeH ouiTh He Oonee 15,0.

Complies / CooTBETCTBYET

12. Assay / KoninyecTBeHHOe
onpeaegeHHe

From 93% to 105% of the label amount of
omeprazole (37.2 mg to 42.0 mg
C17H19N3038 (omeprazole) in vial). /

Or 93% mo 105% oT HOMHWHAIBHOIO
cojiepkaHus oMenpasona (ot 37,2 mr ao 42,0
mr Ci7HoN30s3S (omenpaszon) Bo diaakoHe).

41.1 mg
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CEPTUPUKAT AHAIM3A KOHEYHOTIO

NPOAYKTA
FINISHED PRODUCT CERTIFICATE

SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

ITpoaykT / Product:  Ome3®, THO(GHIH3AT VIS IPUTOTOBJIEHHS PACTBOPA 11 HHDY3Hii 40

mr / Omez, lyophilized powder for infusion 40 mg

Hara npou3Boactea / Manufacture date: 01/2026
Cpok rogHoctH /Expire date: 01/2028

AHa/IM3 npoBeaeH B cooTBeTcTBHH ¢ HJL: /
Analysis performed in accordance with ND: JIT1-Ne(009938)-(PI’-RU)-240425
Labeling and artworks approved: / MapkHpoBKa H MaKeThl yTBepKaeHbl: 24.04.2025

IlpoussoacTeennan cepus / Batch Ne: 66390
Obbem cepun/ Batch Quantity: 49249

Hara nonyyenns/ Reception date: Iporokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10

HUCIBITAHUS/TESTS CIHEUH®UKAIMHU/SPECIFICATIONS | PE3YJBTATBLI/RESULTS

13. Package description / Onucauue
YNaKOBKH

The product is 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
(rakone w3 0eCLBETHOO NMPO3PAUHOTO CTCKIA
Thna I (Ph. Eur.), YKYNOPEHHBIT
XA0pOY THAOROH npooKoii, 00KATBIH
ATOMUHHEBLIM KOMMTay KoM c
NPe/IOXPaHHTENLHON NIACTHKOBOH KPBILLIKOM.
Kawawsiii (nakon BMecte ¢ HHCTpyKUMEH No
MPUMEHEHHIO NMOMELLEH B Ta4KY KapTOHHYIO.

Complies / CooTBeTCTBYET

In accordance with section 1.3.2 of Module 1
of the registration dossier. / B cooTeTcTBHU €
paszaenom 1.3.2. monynsa 1 perucTpalioHHOIo
JlockLe.

14. Labeling / MapkunpoBka

Complies / CooTBeTcTBYET

15. Storage conditions / YesioBus
XpaHeHHs

In place protected from light, below 25°C. / B 3aliuIllleHHOM OT CBETa MecTe
NpH Temneparype He Boile 25°C.,

16. Shelf-life (storage) / Cpok
rOAHOCTH (CPOK XpaHEeHHsT)

2 years / 2 rona

* Tests are not performed during stability studies. Company guarantees product quality for these parameters.
/ * Henvlmanus ne nposodsmeca npu usydeHuu cmabunenocmu npenapama. Komnanus apanmupyem
Ka4ecmeao NpoOdYKYuu HO IMUM RAPAMEMPaM.

API name / HaumeHoBanune ADC: Omeprazole / Omenpason

INN / MHH: Omeprazole / OMmenpason

API manufacturer batch number /

1 -P58/400004
Homep cepun npoussoautens APC: A030:RE5

FP Manufacturer API Batch number /
Homep cepun cydcTtanuuu npoussoaurtens LJID:

25060117

API Manufactured by & country /
IMpoussoautenn ADC, cTpaHna:

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

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

HaumeHoBaHue, ajpec, JTHUEH3HS 119

IpoussoacTBenHas niaomaaka / Ilnomaaka KoHTpos
KavecTra / [1nomaaka Beinycka

Sofarimex - Industria Quimica e Farmacéutica,
S.A., Portugal, Av. Das Industrias - Alto do
Colaride, Cacem, 2735-213, Portugal (License
N.°: F027/001/2024) / Codapumexc - Unayctpus
Knmuka 3 ®apmacyatuka, C.A., [loptyranus,

AB. pmac Hunpycrpuac - Anwto ne Komapure,
Kacem, 2735-213, Tlopryranus (JIuueHsus
Ne F027/001/2024)
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CEPTUOUKAT AHAJTIU3A KOHEYHOIO

SOFAWMEX MPOLYKTA

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A. FIN-[SHED PRODUCT CERTIFICATE

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

3akal0ueHHe 0 COOTBETCTBHH: «HAcTOAMM 5 NOATBEPXZAKD, YTO NPUBENEHHAs BhIE HHpOpMALMA ABJIACTCS
JOCTOBEPHOI M TOYHOM. DTa cepus NIPOLYKLHH POH3BE/IEHA (BKIIOYas yNakoBKy (MApKHPOBKY) H KOHTPOIIL KauecTna) He
BbILICYKA3aHHOH NPOM3BOACTBEHHON IUIOWAjKe (MUIOMA/KaX) B TOJTHOM COOTBETCTBHH C Tpeboanusamu [lpasur
HajuleKallell NPOM3BOACTREHHON NpakTHKKM EBpasuiickoro skoHomudeckoro cowosa (F027/001/2024 of 2024-02-02) ¥
TpeGOBAHMAMH KOHTPOJIS KAuecTBa JIEKAPCTBEHHBIX CPEACTB, @ TAKKE B COOTBETCTBHH CO  CTCHM(pHKALMAMH,
COJIEPXKAIIUMHCA B PETHCTPALIMOHHOM J0ChE CTPaHbl-UMIOpPTEPA. 3amucu 10 MPOW3BOJICTBY, YNAKOBKE M aHANH3)
NPOBEPEHbI, M YCTAHOBJEHO WX COOTBETCTBHE TpebGopanuaMm [lpaBun Haunexaluedl NPOM3BOJACTBEHHOH NPAKTHKY
EBpasuiickoro 3KoHOMH4YECKOTO COHO3a».

Pesy/bTaThl aHATH30B: ﬁ, " \Niﬁi&( Pewenne OTK: AP@A’Q Ve C’:t/

Analytical results: A Quality Assurance Decision: b{G/\Q

Jlata / Date : '!\ O sz(; Hata / Date : a 2374
: ! /O\ D

OteerctBenHoe Lo / Qualified Person

( N
HauansHuk naGopatopus / Labor\amry Mana
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