CEPTUPUKAT AHANIM3A KOHEYHOTO

SOFARIMEX TPOLVKTA

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

Hpoaykr / Product: Ome3®, muopnan3aT Jisi MPUroTOBJICHU pacrBopa aas undysui 40
mr / Omez, lyophilized powder for infusion 40 mg

JlaTa NpOH3BOACTBA / Manufacture date: 03/2025 [pou3BoACTBEHHAR CepHs /Batch Ne: 55315
Cpox rogHoctn /Expire date: 03/2027 Obuem cepun/ Batch Quantity: 49200
Ipou3BoACTBEHHAS] JIHIEH3US Ne / Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

AHAJIN3 NPOBeJeH B COOTBETCTBHY € HJI Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, u3m. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jlata nony4yenns/ Reception date: IMpoTokos ananu3a Ne/ Analitical protocol N° SRAS-7Y4EHA.10
WCIIBITAHUSI/TESTS Cl'[EIll/I(DI/IKAI_II/II/I/SPECIFICATIONS PE3YJILTATBI/RESULTS
4. Average fill weight / Cpeanas 44.19mg * 5% (from 42.0mg to 46.4mg) / 45.06
macca coaepanmoro guiakoHa 44.19mr + 5% (42,0Mr — 46,4mr) ’
5. pH of the solution / pH pacTsopa 10.0- 11.0/10,0 - 11,0. 10.8
6. Water/ Bona Not more than 6.0% / He Gonee 6,0 % 3.5%
7. Particular matter / MexaHu'eckHe Visible particles / Buaumble 4aCTHLbL
BKJTIOUEHMSA According to requirements /
B cOOTBETCTBUM C TPEOOBAHUAMM. Absent / OtcyTcTsyeT
Subvisible particles / Hepuaumble HacTHLbL:
> 10pm particles — not more than 6000/ vial /
yacTHilbl pasmepom = 10 MkM - He Gonee 6000 gis
Ha (MIaKOH;
> 25um particles — not more than 600/vial / 1
qacTHILL! Pa3MepoM > 25 MKM - HE 6onee 600
Ha ¢rakon
8. Related substances / PorcTBeHHbIE
npumMecu ND
- impurity D /npumecs D; Not more than 0.3%/ He Goxnee 0,3%;
- 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 %; )
- impurity 2 / npumecs 2; Not more than 0.5%/ He Gonee 0,5%; o
- single unknown impurity / Not more than 0.2%/ He Gonee 0,2%. LI
eNMHUYHasA HeneHTUUINpOBaHHAS
npuMech
Total impurities /
CymMa npumeceit Not more than 1.5% / He 6onee 1,5%. BiD
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He
BaxTepuaibHbie 3HA0TOKCHHDI Gonee 5,83 EQ/mMr omenpasona. <5.83
10. Sterility / CTepu/IbHOCTB The product should be sterile / IIpenapat )
HOJKEH GbITh CTEPHIIBHBIM. Sterile / CrepuibHbli
11. Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOpOIHOCTL 103U POBaHHS than 15.0/ .
[Tokasatesb NpUeMIeMOCTH (AV) ZOIKeH Complies / CooTeTCTBY ST
6uITh He Goutee 15,0.
12. Assay / KoinuecTBenHOe From 93% to 105% of the label amount of
onpeneeHne omeprazole (37.2 mg to 42.0 mg
C7H19N303S (omeprazole) in vial). / Ot 93
% 1o 105 % OT HOMHHAJILHOT'O COACPKaHMA 40.8
oMenpaszona (ot 37,2 mMr 10 42,0 Mr
C17H1sN303S (oMernpaso) Bo IiakoHe).
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CEPTUPUNKAT AHATM3A KOHEYHOIO

SOFARIMEX NPOAYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4, FINISHED PRODUCT CERTIFICATE

IIpoaykr / Product:  Omes®, iuoduiinzat AJisi IPUroTOBJIEHHS pacTBOpa 1is uHysuii 40
mr / Omez, lyophilized powder for infusion 40 mg

JaTa nponsBoactea / Manufacture date: 03/2025 IMpoussoacTBeHHas cepus / Batch Ne: 55315
Cpok rognoctu /Expire date: 03/2027 O6bem cepuu/ Batch Quantity: 49200
HpoussoacTeenHas auuensus Ne / Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

Ananus nposeneH B coorsercTBin ¢ HJ{ Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, uzm. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jarta nony4yennsi/ Reception date: IpoTtoxon ananusa Ne / Analitical protocel N°SRAS-7Y4EHA.10
HUCHBITAHUSI/TESTS CINEIIN®UKALIUU/SPECIFICATIONS | PE3YJBbBTATBI/RESULTS
1. Description / Onucanue White or off white lyophilized spongy cake or

its parts, or as a powder / Benbiii wnu noutn | Complies / CooTBeTCTBYET
Oenblii THO(UIH3AT B BHIE MOPUCTOMH Macchl
WK ee YyacTell, WIK B BAJE NOPOLIKA.

2. Description of solution / Onucanune
pacTBOpa

-Clarity /mpo3pauHocTb Solution should be clear or the opalescence of | Complies / CooTBeTcTBYET
the solution must not exceed the opalescence
of the reference solution 1. / PacTBop nosmkeH
ObITh NpPO3payHbLIM  WIM  ONANEeCLCHIMSA
pacrtBopa He JOJDKHA TPEBBILIATD
OMNaJeCUEHIIMIO 3TAIOHHOro pacTopa .
0.0070
- Absorbance / noryiomenue The optical density of the solution should be
not more than 0.30. / OnTuueckas MIOTHOCTh
pacTBopa AosbkHa ObITh He Gonee 0,30.

3. Identification / ITonIMHHOCTL 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 yaepXuBaHHA OCHOBHOIO IMKa Ha
XpoMaTorpaMme HCIBITYEMOro  pacTeopa
JIOIDKHO COOTBETCTBOBATH BpEeMEHH
YIEP)KUBAHUS  OCHOBHOIO MKka  Ha
XpoMarorpaMMmMe pacTBOpa CTaHJApTHOrO
obpasia oMenpasoJia (pasmen
«KonuecTBeHHOE OTIpeIeNIeHHE))

Positive / [TonoxxutenbHbli
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"). /

Y ®-cniektp OCHOBHOTO nuKa Ha
XpomarorpaMmMe MCIBITYEMOro  pacTBopa
JOIDKEH  COOTBEeTCTBOBaTh Y P-CIEKTpY
OCHOBHOrO IMKa Ha  XpoMarorpamme
pacTBOpa CTaHIAPTHOro o6pasia omemnpasoa
(pazpen «KonmiecTBEHHOE ONPE/IENICHHEY).
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CEPTUDUKAT AHAZIU3A KOHEYHOTO

SOFARIMEX NPOAYKTA

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

HNpoaykr / Product:  Omes®, nnoduan3aT Ajist NPUTOTOBICHHH pacTBopa s uHdysuii 40
mr / Omez, lyophilized powder for infusion 40 mg

JlaTa npousBoacTsa / Manufacture date: 03/2025 ITpon3BoacTBEHHAS CepHs /Batch Ne: 55315
Cpok rognoctn /Expire date: 03/2027 O6bem cepun/ Batch Quantity: 49200
IpousBoacTBeHHas auuensus Ne/ Mfg. License No: F027/001/2024

Homep PY / MA number: JICP-004124/09

Ananns nposeaen B coorsercTeuu ¢ HI 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

Jlata nosiyuenns/ Reception date: IpoTokon aHann3a Ne/ Analitical protocol N° SRAS-7Y4EHA.10
UCHBLITAHUS/TESTS CINELNN®UKAIMU/SPECIFICATIONS PE3YJbTATBI/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. / Ilpenapar BO
pnakoHe 13 GeCLIBETHOrO PO3PAYHOTO CTEKIA
mna 1 (Ph. Eur),  YKYNMOpCHHbIH
XJOpByTUI0BOH npoOKoH, 00XKaTbii
aNOMUHUEBBIM KOJITIA4YKOM c
npeaoXpaHnTENbHOM 71aCTUKOBO# KPbILIKOM.
Kaxnabiii prakoH BMECTE ¢ MHCTpYKLMeH 1o
NPUMEHEHNIO NOMEUIEH B MayKy KapTOHHYIO.

Complies / CooTBeTcTBYET

14. Labeling / MapxupoBka According to ND / B cOOTBETCTBHM € HI

15. Storage conditions / XpaHeHHe Protected from light below 25°C. /
B 3aiuieHHOM OT cBeTa MeCTe NpH TeMneparype He BhIIIe 25°C.

16. Shelf life / Cpok roaHocTH 2 years / 2 rona

o ees. Jyirfeot A
Tara / Date : DQ,L{\QL{[J-LUI-E M/( Jlara / Date : G / ol / P

Y P48
{ - > lt/(/ A
Hauansnuk nadoparopun . Laboratory Manager Otsercraentoe auo / Qualified Person

This batch was manufactured in reference to the dossier in force and according to GMP.
Ota cepus ObUIa IPOU3BEJEHA 110 neficTByIOWEH IOKYMEHTALHH U B COOTBETCTBUM C tpebosanusMn GMP.

API name (INN) / A@C (MHH): Omeprazole / Omenpason
API manufacturer batch number / 10030P58/400002
Homep cepHH NpPOH3BOAHTE/ISA ADC:

FP Manufacturer API Batch number / 24050380

Homep cepun cyGCcTaHLNH NPOU3BOAMTEINA d:

API Manufactured by & country / Esteve Quimica S.A., Spain /
MpoussoanTtens ADC, cTpana: Screse Kumuka C.A., Mcranus
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