- CEPTH®UKAT AHAJIVI3A
SOFARIMEX KOHEYHOI'O [TPOJIYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, S.A. FINISHED PRODUCT CERTIFIC ATE

-HI)OZlyKT / Product: Omes®, nnoduansat is IPUroTOBJIEHUs pacTBopa A HHY3uil 40 |
mr / Omez, lyophilized powder for infusion 40 mg

Jara npoussoacraa / Manufacture date: 06-2021 IIpouseoacTBelinas cepus / Batch Ne: 10963
Cpok rognoctn /Expire date: 06-2023 O6bem cepun/ Batch Quantity: 36.663 UN
AnaJiu3 nposegen B cootBetcTBun ¢ HJ Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /usm.Ne 1 ot 16.01.2020)

JaTa nonyuennsi: / Reception date: 08/07/2021 IIporoxon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.9
NCIIBITAHUA/TESTS CHNEUU®UKALMU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanmne White to off white lyophilized spongy cake or | Complies/CooTBeTcTBYeT

its parts or as a powder / Bennlii unu noutu
Oeblit JInopUIK3aT B BUE OAHOPOIHOM
TIOPUCTOH JICHCIIKH WITU €€ YacTeil WiIn B
BUJE MOPOLLKA.

2. Description of solution / Omucanue | Solution should be transparent or as Complies as prescribed/
pacTBopa opalescent as reference solution I / Pactsop B cooTtBeTcTBUM ¢
-clarity /npo3payHocTs JIOJDKEH OBbITH MpO3payHbIM WU OMNHUCaHUEM
ONMaleCHEHIMS  pacTBOpa  He  JOJDKHA
MPEBBILIATh  ONMAIECCUCHUMIO  3TAJOHHOIO
pactsopa L.

-absorption / mornoienue Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTrnyeckas MIOTHOCTh PACTBOPA — HE
6onee 0,30 npu pinHe BoAHEI 440 HM

0.0034

3. Identification /TTomIMHHOCTE The retention time of the major peak on the
chromatogram of the test solution should
correspond to the retention time of the major
peak of omeprazole on the chromatogram of
the standard solution / Bpems yaepxunsanus
OCHOBHOTO MNHKa Ha XpOMaTOrpamMMe
UCMBITYEMOTO pacTBoOpa A0HKHO
COOTBETCTBOBATh BPEMEHU YeP:KHUBAHMUS
nuKa OMENpa3oJia Ha XpoMarorpaMmme
CTaHJAPTHOT'O PacTBOpa

Complies/CooTBeTCTBYET

4. Average weight of the vial content/ | 44.19 mg + 5% 45.89 mg/mr
CpeaHss Macca CONEPXKUMOTO between 42.0 mg and 46.4 mg/
¢nakoHa 44.19 Mr + 5%
OT1 42,0 Mr 10 46,4 Mr
5. pH of the solution / Between 10.0 and 1 1.0/ 10.4
pH pacrteopa O1 10,0 ro 11,0
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o CEPTUDUKAT AHAJIM3A
SOFA"‘?’O‘MEX KOHEYHOI'O ITPOJIYKTA

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

i'[ponyKT / Product: Omez®, Jmoqm;ngT AJ19 IPUTOTOBJICHHUA PacTBOPA A m—l(l)ys;n"d 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata nponspoactsa / Manufacture date: 06-2021 IpounssoacTBennas cepus / Batch No: 10963
Cpox roanoctu /Expire date: 06-2023 O61bem cepnn/ Batch Quantity: 36.663 UN
AHanu3 npoeeeH B coorBeTcTBUH ¢ HJ[ Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
| 151117 (amend Ne 1 from 16.01.2020 /usm.Ne 1 ot 16.01.2020)

JlaTa noay4enus: / Reception date: 08/07/2021 ITpotokoa anaausza Ne / Analitical protocol N° SRAS-7Y4EHA.9
UCIIBITAHUSI/TESTS CINEUUOPNKALUU/SPECIFICATIONS | PE3YJBTATBI/RESULTS
6. Water/ Boaa NMT 6.0% / He 6onee 6.0% 2.0%
7. Particular matter / MexaHuueckune Visible particles Buaumbie yacTuis!: Absent/OTcyTCTBYHOT
BKJIFOUEHUS According to requirements / B COOTBETCTBUH
¢ TpeboBaHNUAMHU
Subvisible particles/ Henaumsbie uactuusl: 448

> 10 microns NMT 6000 particles per
container/ Yactuy pazmepom = 10 MkM - He
6onee 6000 Ha ¢akoH.
>25microns NMT 600 particles per 1
container/ YacTuil pasMepom = 25 MKM - HE
Gonee 600 Ha dakoH.

8. Related impurities / [ToctoporHue

npUMeCH
- impurity D /npumecu [ Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity E /mpumecu E Not more than 0.3%/ He Gonee 0,3% Not Detected
- impurity 1/ npumecu 1 Not more than 1.0 %/ He 6onee 1,0 % 0.06%
- impurity 2 / npumecu 2 Not more than 0.5%/ He 6onee 0,5% Not Detected
- Any other impurity / EqunnuHoii | Not more than 0.2%/ He 6oinee 0,2% < Detection Limit
HEeUASHTHQULMPOBAHHOM
PUMECH
Total impurities / Cymmel npumeceit | Not more than 1.5%/ He Gosiee 1,5% 0.06%
9. Bacterial Endotoxins / Not more than 5.83 EU/mg of omeprazole/He <5.83 EU/mg
BakTepuanbHble 3HAOTOKCUHbI 6onee 5,83 ED/Mr oMenpaszona
10. Sterility / CtepunbHOCTB Product should be sterile / [Ipenapat nomkeH Sterile/CTepunbHblit
ObITb CTEPUIbHBIM
11. Uniformity of dosage units / Acceptance value (AV) should be not more Complies/CooTBercTByeT
OUAHUPLLHUCTD JUSUPUBAHUS than 15.0/ TTokasarens npuemiemocty (AV)
JosmxeH ObITh He Oonee 15.0
12. Assay of omeprazole / Not less than 93% and not more than 105% 40.3 mg/mr
KonuyecTeHHOE onpenenenne from the label amount of omeprazole
oMenpasona (between 37.2mg to 42.0mg) / He menee 93

% u He Honee 105 % oT 3asBNEHHOTO
KonnuecTBa oMenpasona (ot 37,2 mr go 42,0
MT)
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CEPTUOHUKAT AHAJIU3A
KOHEYHOI'O [NPOJIYKTA

SOFARIMEX

INDUSTRIA QUINICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE

Ome3®, Muo(pMIM3AT JJIS NPUTOTOBJICHHSI PACTBOPA A5 MHPY3mif 40
mr / Omez, lyophilized powder for infusion 40 mg

Ipoaykr / Product:

Jata npoussoactBa / Manufacture date: 06-2021 IIponssoacrTeenHas cepus / Batch Ne: 10963
Cpox roguoctu /Expire date: 06-2023 Oo6bem cepuun/ Batch Quantity: 36.663 UN
Anasus nposeaeH B cootsercTteuu ¢ HJ Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /u3m.Ne 1 ot 16.01.2020)

Jara noay4ennsi: / Reception date: 08/07/2021 IMpoTokon anaauza Ne / Analitical protocol N° SRAS-7Y4EHA 9

HNCIIBITAHUS/TESTS

CIIEINOUKATOWHN/SPECIFICATIONS

PE3VJbTATBI/RESULTS

13. Ynakoska/ Package

[lpenapat Bo duakoHe u3 OecuBeTHOro
npospauyHoro crekna tana I (Eur. Ph.),
YKYNOpPERHBIH  XJI0pOYTUNORON  rpoOKoid,
00XaTblil ATIOMHUHMEBBIM  KOJIITAYKOM C
NpeNOXPAHUTEIIBHO NNacTUKOBOM
kpbllukoi. Kaxabtii  ¢nakoH BmecTe ¢
MHCTPYKUMEH 110 NPUMEHEHHUIO TNMOMELIEH B
nauxy kapronnyto./ The product is filled in a
clear transparent glass vial type I (Eur. Ph.)
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 package insert.

Complies/CooTBeTCcTBYET

14. Labeling / MapkupoBka:

B coorsercraun ¢ HJl/ According to ND

15. Veaosns xpaHeHns / Storage
conditions:

B 3ammimeHHoM oT cBeTa MecTe Tipu TeMriepatype He Boitte 25°C./ In place

protected from light below 25°C.

16. Cpox romHocT / Shelf life;

2 ropa/ 2 years

HABJIOJAEHMS / REMARKS:

PesynbTarsl aHanu30B:
Analytical results:

Jlara / Date : H
¢

Pewenne OTK:

Hlara / Date ;
Hauanenux nafioparopum / thm nry M nmgu;‘éé/(df-’\/(

Quality Assurance Decision:

Orsercreennoe anio / Qualified Person Vera Freire

Vb

This batch has been manufactured in reference to the dossicr in force and ;ca;ding to GMPI.

Ita cepust ObUIA NPOU3BEACHA MO NEHCTBYIOLIEH JIOKYMEHTALIHH W B COOTBETCTBUM ¢ TpeGoBaHuamMu cGMP,
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