o CEPTU®HMKAT AHANW3A KOHEYHOIO

SOFARIMEX HEQLYKIA
FINISHED PRODUCT CERTIFICATE

INGUSTRIA QUIRHCA ¥ EARMALEUTICA, $.A.

IIponykr / Product:  Ome3s®, muomiiusat Jis PUroToBieHust pacrBopa A undysuii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jdata aponseoncTea / Manufacture date: 28/02/2024 Itpoussoncreennas cepun / Batch Ne: 44314
Cpoic roanoctn /Expire date: 28/02/2026 Obnem cepun/ Batch Quantity: 50160
HpouspoacTeeHnas aureHsusa Ne/ Mfg. License No: F027/001/2019

Howmep PY / MA number: JICP-004124/09

AHanus nposeack B coorBereTiu ¢ HJI Ne/ Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, uam. Nel or 13.11,2023 / JICP-004124/09-180823, amd. 1 dt, 13.11.2023

Jara nonyaennsi/ Reception date: IlpoToxon ananusza Ne / Analitical protocol N°SRAS-7Y4EHA. 10
HCIILITAHUSI/TESTS CHEHHOHUKAUNHU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucansue White or off white lyophilized spongy cake or

its parts, or as a powder / Beantit wiu nouru | Complies / CootpercTayer
Benplit naodHIM3aT B BUAE MOPHCTOH MAcChl
WM ee JacTedl, WK B BHIE MOPOLLIKA.

2. Description of solution / Onucauue
pacTBOpa

-Clarity /npo3payHocTs Solution should be clear or the opalescence of | Complies / Coorserersyer
the solution must not exceed the opalescence
of the reference solution L. / Pactop pomxen
ObITh  [PO3PauHbIM - WK ONAJIECLEHLIHA
pacTropa He JQIDKHA MPERBIEAT
ONaNIeCLUEHLHIO ITAOHHOTO pacteopa I,
0.0045
- Absorbance / noraomenue The optical density of the solution should be
not more than 0.30. / OnTHueckas TIOTHOCTh
pacTeopa nomxHa ObiTh He donee 0,30,

3. Identification / MoaaunuocTs 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 yIepKMBAHUS OCHOBHOIO FHKA Ha
XpoMatorpaMmMe  MCIBITYeMOrO  pacTeopa
JOMKHO COOTBETCTBOBATE BPEMEHH
YAEPIKHBAHMS OCHOBHOIO nHKa Ha
XPOMATOrpaMMe  PACTROPA  CTAHIAPTHOIO
obpasua oMenpasoia (paspen
«KonuuecTsenHoe ONpeieieues) Positive / [TonokuTenbHbIH

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"). /
Vd-cnextp OCHOBHOTO nMKa Ha
XpoMaTorpaMme  HCIBITYEMOFO0  PRcTBOpa
JOKEH  COOTBETCTBOBATE Y {D-criexkrpy
OCHOBHOIQ  MMHMKa  HA  XpOMATOrpamme
pacTeOpa cTanAapTHOrO 06pasua oMenpasona
(pazsen «KonmuuecTBEHHOE DIPEJSIEHHEY ).
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CEPTUGUKAT AHASTN3A KOHEYHOFOC

MPOOAYHTA
FINISHED PRODUCT CERTIFICATE

INBUSTRIA GUIMICA £ FARMACFUTICA, SA.

Hpoayxr / Product:  Ome3®, jinoGuansar /i IPUrOTOBXEHNS PACTBOPA NI undysui 40
mr / Omez, lyophilized powder for infusion 40 mg

Jara nponseoactsa / Manufacture date: 28/02/2024 NMpoussoacTennas cepua / Batch Ne: 44314
Cpox roanocra /Expire date:  28/02/2026 O6nem cepun/ Batch Quantity: 50160
MpouspoacTeennas auuensun Ne / Mfg. License No: F0O27/001/2019

Homep PY / MA number: JICP-004124/09

Ananns nposejien B cooTseTcTsnn ¢ HJI Ne/ Analysis performed in accordance with ND Nu:
JICP-004124/09-180823, usm. Nel or 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jata nonyuennsi/ Reception date: Mpotokon anannsa Ne / Analitical protocol N°SRAS-7Y4EHA.10
UCNBLITAHUA/TESTS CTIELIMOUKAIMH/SPECIFICATIONS | PE3YJIBTATBI/RESULTS
4. Average fill weight / Cpeansa 44.19mg * 5% (from 42.0mg to 46.4mg) / 4578
Macea CORepuMoro (pjakoHa 44,19MT + 5% (42,0Mr — 46,4Mr) '
5. pH of the solution / pH pacTteopa 10.0 - 11,0/ 10,0 - 11,0, 10.7
6. Water/ Boaa Not more than 6.0% / He Gonee 6,0 % 29
7. Particular matter / Mexannueckue | Visible particles / BUOIMMBIE HaCTHLBL
BKAIOHCHH According to requirements /
B coorseTcTBUM ¢ TPeOOBAHHAMA. Absent / OtcyrcTByeT
Subvisible particles / Hepuaumpie HacTHUDE
> 10pm particles - not more than 6000/ vial /
yacTHLIB! pasMepoM = 10 mxum - ve Bonee 6000 »
#a (MIAKOH;
> 25um particles — not more than 600/vial /
YaCTHLK pasMepom = 25 Mk - ne Gonee 600 !
Ha dnakon
8. Related substances / Poacteentnbie
HHMECH
- impurity D /mpumecs I; Not more than 0.3%/ He Gonee 0,3%; <LQ
- impurity E /npamecs E; Not more than 0.3%/ He fonee 0,3%; ND
- impurity 1/ npumecs 1; Not more than 1.0 %/ He Gonee 1,0 %; ND
- impurity 2 / IpuMech 2; Not more than 0.5%/ He Gonee 0,5%,; ND
- single unknown impurity / Not more than 0.2%/ He Gonee 0,2%. 0.09
eIMHNY HASL HeWASHTH)HUUPOBAHHARA
npuMech
Total impurities / 0.09
Cymma npumecedt Not more than 1.5% / He Gonee 1,5%.
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He
BakTepHaAbHbie JHAOTOKCHHEE Gonee 5,83 E2/mr omenpasona, <5.83
16. Sterility / CrepuyibHOCTh The product should be sterile / [lpenapar
AOMKEH BbiTh CTEPHIBLHLIM, Sterile / Crepunbhbii
11. Uniformity of dosage units / Acceptance value (AV) should be not more
OpHOPORHOCTI 03HPOBANMS than 15.0/ .
Flokasatens HpueMaeMocTn (AV) fronxet Complies / CooTsercTRyeT
OwITh He Bonee 15,0,
12. Assay / KonuuecTBennoe From 93% to 105% of the label amount of
onpejeneHte omeprazole (37.2 mg to 42.0 mg
C7H19N3O5S (omeprazole) in vial). / Ot 93
% a0 105 % or HOMUHARBHOTC COAePIKaHHA 38.8
omenpazona (o1 37,2 mr no 42,0 mr
C17H19N3O38 (omenpazon) Bo gnakoHe).
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EON CEPTUPUKAT AHANAZA ROHEYHOIQ

§@$@ f EX NPOAYKTA
FINISHED PRODUCT CERTIFICATE

INDUSTRIA QUIMICA £ FARMACFUTICA, S.A,

IIpoayxr/ Product:  Ome3®, nHopnamsaT JJIsi APUTOTOBJIEHHS PAcTBOPA AA HHpy2ui 40
mr / Omez, lyophilized powder for infusion 40 mg

Hata nponasogctea / Manufacture date: 28/02/2024 [MpoussoacraeHnasn cepist / Bateh Ne: 44314
Cpok roguocty /Expire date: 28/02/2026 O6nem cepun/ Batch Quantity: 50160
INpoussoacThennan sanuensus Ne/ Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

Auanus nposeaen b coorsercTeun ¢ HI Ne / Analysis performed in accordance with NI No:
JICP-004124/09-180823, usm. Nel ot 13.11.2023 / JICP-004124/09-180823, amd, 1 dt. 13.11.2023

Jara noayuenus/ Reception date: TEporokos ananuza Ne/ Analitical protocol N°SRAS-7Y4EHA.10
HUCTILITAHHSI/TESTS CNEUU®HUKAUMH/SPECIFICATIONS | PE3YJIbTATLI/RESULTS
13, Package / Ynaxonxa The product is filled in a clear transparent

glass vial type | (Ph. Eur) closed with
chlorobutyl stopper and sealed with an
aluminiuvm flip-off seal with plastic cap. Each
vial is packed into a carton package along with
patient information leaflet. / [lpenapar o
(rraxoHe u3 GecHBETHOTO MPO3PAUHOTO CTEKIA
vna I (Ph.  Eur),  yKkynopexHst#
XJ1opGyTHNOBOH npobkoii, omKaThEH
ATIOMHHHEBDIM KOJITIA KOM c
IPENOXPAHHUTENLHOM THACTHKOBOM KPLILIKOH.
Kaxaptit akoH BMECTE ¢ MHCTPYKUMEH Ho
NPHUMEHEHHIO [TOMELLIEH B NAYKY KAPTOHHYIO.

Compiies / CooTBeTCTRYET

14. Labeling / Mapxuposka According to ND/ B coorserctaun ¢ HJL

15, Storage conditions / Xpauenue Protected from light below 25°C. /
B salUMILEHHOM OF CBETZ MECTE [IPH TeMIeparype He suiue 25°C.

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

/]

S -
Pesynbrarht ananusos:Q B /\kﬁ(/u\/\/{\ Pewenne OTK: (/ // e /
Analytical results: /g( W) /{f_’ Quality Assurance Detision: I“”/”“ brec
Hara / Date : ) & e i JIara / Date : P

06! fow [224 O 0 S5 T
Hauanbuux nadoparopun / Laboratory Manager Orrercreennoe nuuo / Qualified Person

This batch was manufactured in reference to the dossier in force and according to GMP.
Ora cepua Obla NPOU3BEACHA N0 AeHCTRYIOEH JOKYMEHTALNY W B COOTBETCTRHH € tpefoparnamu GMP.

API name (INN) / A®C (MHH): Omeprazole / OMenpazon
API manufacturer batch number / 13501000008701
Homep cepnu npoussoaurens ADC:

FP Manufacturer API Batch number / 93070306

Homep cepnn cyGcranunn npouspopnreas: [Jid:

API Manufactured by & country / Fsteve Quimica S.A., Spain/
Npomsoanrens ADC, crpana: Actere Kumuka C.A., Henanus
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