CEPTUPUKAT AHATM3A KOHEYHOIO

SOFARIMEX MPOAYKTA

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

IIpogyxr / Product:  Ome3®, inodpnanzar A IPUTOTOBJIEHHS PACTBOPa AJ1a HHGy3uii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jarta npouseonctea / Manufacture date: 10/2024 IMpounsBoacTeeHHas cepusi / Batch Ne: 45353
Cpox roanoctn /Expire date: 10/2026 O6bem cepun/ Batch Quantity: 49560
IlponsBoacTeReHHas anuensun Ne / Mfg, License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

AHanu3 nposeaeH B cooTBercTBUH ¢ HJI Ne / Analysis performed in accordance with ND No:
JICP-004124/09-180823, u3m. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jata noayyenns/ Reception date: IMporokon aHanuza Ne / Analitical protocol N° SRAS-7Y4EHA. 10
HUCIIBITAHHUS/TESTS CIIEUOUKALINHA/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanne White or off white lyophilized spongy cake or

its parts, or as a powder / Benbiit unu nourn | Complies / CootsercTayeT
6enblit TnoGUIN3aT B BUAE MOPUCTOH MacChl
WY ee YacTeii, WIK B BUAE MOPOILKA.

2. Description of solution / Onucanue
pacTBopa

-Clarity /npo3pauHocThb Solution should be clear or the opalescence of |  Complies / CooTsercTByeT
the solution must not exceed the opalescence
of the reference solution 1. / PacTBOp nomxkeH
ObITb TpPO3payHBIM WIH  ONAJCCUEHLUA
pacTeopa He JOJDKHA NpeBbIILAT
OTIAJIECLICHILMIO STAJIOHHOTO pacTBopa 1.
0.0017
- Absorbance / norsomenue The optical density of the solution should be
not more than 0.30. / OnTHdeckas MIOTHOCTh
pacTBopa goybkHa ObITh He Gonee 0,30.

3. Identification / TloaAMHHOCTD 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 yaep)kuUBaHMsS OCHOBHOTO MHKa Ha
XpoMarorpaMMe MCHEITYEMOrO  pacTBOpa
JOJDKHO COOTBETCTBOBATH BpeMeHH
YAEpKUBaHUS OCHOBHOTO nvMKa — Ha
XpoMarorpaMMe pacTBOpa CTaHOAPTHOIO
o0pasua oMemnpaszona (pazaen
«KonnuecTBeHHOE ONpEeIIeHUE ) Positive / TIon0KHTENBHbI

The UV - spectrum of the major peak on the
chromatogram of the test solution should
correspond to the UV- spectrum of the major
peak on the chromatogram of the omeprazole
standard solution (section "Assay"). /
V®-cnextp OCHOBHOTO MuKa Ha
XpOMarorpaMMe  HCHBITYEMOTO  PacTBOpa
JIOJDKEH  COOTBETCTBOBaTh Y D-CHieKTpy
OCHOBHOTO TNHKA Ha  XpoOMaTorpamme
pacTBOpa CTaHZAPTHOTO 0Opa3la OMenpasona
(pa3znen «KoMuuecTBEHHOE OIPEENIEHUE).
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SOFARIMEX

DUSTRIA QUIMICA £ FARMACEUTICA, S.A.

CEPTUDUKAT AHANTM3A KOHEYHOIO
NPOAYKTA

FINISHED PRODUCT CERTIFICATE

IIpoayxr / Product:

Ome3®, 1o HIN3AT 1JIsi IPUTOTOBICHAS PACTBOPa s HHYy3Hii 40

mr / Omez, lyophilized powder for infusion 40 mg

JlaTa npouseoacrsa / Manufacture date: 10/2024
Cpox rognoctu /Expire date: 10/2026

IpousBoacTBenHas cepus / Batch Ne: 45353

O6bem cepun/ Batch Quantity: 49560
MpoussoacTeennasn saunensus Ne/ Mfg. License No: F027/001/2019
Homep PY / MA number: JICP-004124/09

AHanu3 npoBefien B coorBeTcTBuM ¢ HII Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, usm. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jara nonyuenun/ Reception date:

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

HUCIIBITAHUSA/TESTS CHELIIUOUKAIIUU/SPECIFICATIONS | PE3YJbTATBI/RESULTS
4. Average fill weight / Cpeanss 44.19mg = 5% (from 42.0mg to 46.4mg) / 4545
mMacca cogep:kumoro ¢iakoHa 44,19Mr £ 5% (42,0Mr — 46,4Mr) )
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 Gonee 6,0 % 3.6%
7. Particular matter / Mexauuueckue | Visible particles / Buaymble 4acTHIIbL:
BKJTIOUEHUS According to requirements /
B cooTBeTCTBUH ¢ TpeOOBAHUIMH. AN (AOTeYTETey T
Subvisible particles / HeBua¥MbI€ 4aCTHLIBL:
> 10pm particles — not more than 6000/ vial /
4acTULEI pasMepoM > 10 MxM - He Gonee 6000 118
Ha (prakoH;
> 25um particles — not more than 600/vial /
YacTHULIEI pasMepoM > 25 MxM - He Gonee 600 1
Ha ¢rakoH
8. Related substances / PoacTBeHHbIe
npUMecH
- impurity D /mpumecs 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 %; ND
- impurity 2 / npumecs 2; Not more than 0.5%/ He Gonee 0,5%; ND
- single unknown impurity / Not more than 0.2%/ He Gonee 0,2%. ND
eNMHUYHAS HenIeHTNULMPOBAHHAS
IpUMech
Total impurities / ND
CymMa npuMeceit Not more than 1.5% / He 6onee 1,5%.
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He <5.83

Bam‘epuanbnble JHAOTOKCHHBI

Gonee 5,83 ED/mMr omenpasona.

10. Sterility / CTepuibHocTh

The product should be sterile / I[Ipenapar
JIOJDKEH OBITh CTEPUIIBHBIM.

Sterile / CTepuibHBILi

11. Uniformity of dosage units /
O1HOpPOAHOCTH JO03MPOBAHHA

Acceptance value (AV) should be not more
than 15.0/

IMoxkasarens npueMieMocTd (AV) noixeH
GeITh He Oonee 15,0.

Complies / CooTBeTCTBYET

12. Assay / KoninyecTBeHHO®
onpejesieHHe

From 93% to 105% of the label amount of
omeprazole (37.2 mg to 42.0 mg
C17H19N30;38 (omeprazole) in vial). / Ot 93
% 1o 105 % OT HOMUHAJILHOIO COAEPXKAHMA
omenpazona (ot 37,2 mr no 42,0 mr
C17H19N30sS (oMenpason) Bo ¢iakoHe).

41.7
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CEPTUPUKAT AHAZTU3A KOHEHHOTO

SOFARIMEX POAYKTA

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

Ipoaykr / Product: Ome3®, muodpuansat A8 NPHTOTOBJIEHHS PACTBOPa 1A HHGy3ui 40
mr / Omez, lyophilized powder for infusion 40 mg

JlaTa npouseoacTea / Manufacture date: 10/2024 ITpoussoacreenHas cepus / Batch Ne: 45353
Cpok rognoctn /Expire date: 10/2026 O6nem cepun/ Batch Quantity: 49560
IlpousBoacTBeHHas Juuensuss Ne / Mfg. License No: F027/001/2019

Howmep PY / MA number: JICP-004124/09

Ananns nposeaeH B coorBeTcTBuu ¢ HJI Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, u3sm. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jarta nony4yenust/ Reception date: IpoToxon anann3za Ne / Analitical protocol N° SRAS-7Y4EHA.10
HNCIILITAHUS/TESTS CIHEHUOUKALAN/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
13. Package / YnakoBka The product is filled in a clear transparent

glass vial type I (Ph. Eur) closed with
chlorobutyl stopper and sealed with an
aluminium flip-off seal with plastic cap. Each
vial is packed into a carton package along with
patient information leaflet. / Ilpenmapar Bo
(nakone U3 GECLBETHOIO MPO3PAYHOIo CTEKIIA
uma 1 (Ph.  Eur), yKynopeHHbIH
XJIOpOY THIIOBOM npo6xoif, o6xaTsIi
aIOMHHUEBBIM KOJIITA4YKOM c
NpEAOXPAHUTENLHON MNACTHKOBOM KPBILIKOM.
Kaxasiit ¢yiakoH BMeCTe ¢ MHCTPYKLMEHR 110
NpUMEHEHHIO TOMEIEH B NauKy KapTOHHYIO.

Complies / CooTBeTCTBYET

14. Labeling / Mapxupogia According to ND / B coorserctBuu ¢ HJJ

15. Storage conditions / XpaHeHue Protected from light below 25°C. /
B 3aiuIneHHOM OT CBETa MECTE FIpM TeMIepaType He Boiiue 25°C.

16. Sheif life / Cpox roaHocTH 2 years / 2 rona

Pe3ynbrarsl aHAJIU30B: A/ [ 2 d Pewenne OTK: Aﬁ? p«,a.lzc(
Analytical results: Quality Assurance Decision: .
Jlata / Date : &2 b ( ,LL( o Jlara / Date : J.é/ i / 26?.)-1

HauansHuk naboparopun / Laberatory-Manager Vl/( Oreercrentoe uLo / Qualified Person ljé* J

This batch was manufactured in reference to the dossier in force and according to GMP.
Jta cepus GbLIa NPOU3BEEHA 110 JIEHCTBYIONIEH JOKYMEHTALIMN U B COOTBETCTBUM ¢ Tpebosanusmu GMP.

API name (INN) / A@C (MHH): Omeprazole / Omenpason
CEImARISCAIERE DAtCH RUMBErS 10030P58/400001; 10030P58/400002
Homep cepun npousBoauteas APC:

FP Manufacturer API Batch number / 24020114; 24050380

Homep cepnu cy6eraniny npouspoantens IJIP:

API Manufactured by & country / Esteve Quimica S.A., Spain /
Mpoussoantenbs ADPC, cTpana: Dcrepe Kumuka C.A., Mcnanus
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