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- CEPTUDUKAT AHAJIM3A
SOFA"’R"“”“'M EX KOHEYHOI'O ITPOJIYKTA

U TR T FINISHED PRODUCT CERTIFICATE

_HpouyKT / Product: Omes®, tnodpuausar A1 IPUrOTOBIEHHS PACTBOPA A5 HHy3mit 40 |
mr / Omez, lyophilized powder for infusion 40 mg

Jata npouspoxacrea / Manufacture date: 06-2021 IIpoussoacTeennan cepusi / Batch Ne: 10906
Cpox rognoctu /Expire date: 06-2023 O6vem cepun/ Batch Quantity: 37.125UN

Ananus nposeaen B cooTeTeTBuU ¢ HI 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)

Jata nony4denus: / Reception date: 15/06/2021 - IIporoxon anaauza Ne / Analitical protocol N° SRAS-7Y4EHA.9
NCIBITAHUS/TESTS CHETUOUKALMU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanue White to off white lyophilized spongy cake or | Complies / CooTeTcTBYeT

its parts or as a powder / BeJibtii uiu nouTtu
Oesibli TMOGUIN3AT B BUE OQHOPOJHOMN
HOPHMCTOH JIENEIIKN MM €€ YacTelt Wiu B
BU/IE TIOPOLIKA.

2. Description of solution / Omucanne | Solution should be transparent or as Complies as prescribed/
pacTBOpa opalescent as reference solution 1 / PactBop B coorBeTcTBMH C
-clarity /mpo3padHocTs JOJDKEH OBITH NpO3payHbIM UM OIUCaHNEM
OMAJIECLICHIHA  PacTBOpa  HE  JO/DKHA
NPEBBILIAT  ONAIECLEHLMIO  STAJOHHOIO
pactBopa L.

-absorption / moryomenue Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTHYecKas II0THOCTH PACTBOPA — HE
6osiee 0,30 nmpu mnvse BonHbl 440 HM

0.0024

3. Identification /TToanHHHOCTE 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 yaepxupasus
OCHOBHOTO MHKa Ha XpPOMaTorpaMme
UCIIBITYEMOIO PACTBOPA AOHKHO
COOTBETCTBOBATh BPEMEHH YACP)KUBAHHUS
NHKa OMENPa3osia Ha XpoMaTorpamme
CTaHAAPTHOrO pacTBoOpa

Complies / CooTBetcTBYET

4. Average weight of the vial content/ |44.19 mg + 5% 46.34 mg/mr
CpedHAs Macca COACPIKUMOro between 42.0 mg and 46.4 mg/
¢nakona 44.19 mr+ 5%
Ot 42,0 Mr 10 46,4 Mr
5. pH of the solution / Between 10.0 and 11.0/ 10.4
pH pactBopa O1 10,0 mo 11,0
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CEPTUO®HUKAT AHAJIU3A
SOFA"’R""‘,"M EX KOHEYHOI'O [POJIYKTA

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

IIpogyxr / Product: Ome3®, JII/_IO(l)I/IJII/BaT A1 IPUTOTOBJICHHS pacTBopa Ajg nudysuii 40
mr / Omez, lyophilized powder for infusion 40 mg

JaTta npoussoactsa / Manufacture date: 06-2021 [IpoussoacTBeHHas cepus / Batch Ne: 10906
Cpox rogHoctn /Expire date:  06-2023 O6bem cepun/ Batch Quantity: 37.125UN
Anann3 npoeeael B coorBeTcTBuM ¢ HJ No/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /uzm.Ne 1 ot 16.01.2020)

Jata nony4enusn: / Reception date: 15/06/2021 IIporokona aHaausa Ne / Analitical protocol N° SRAS-7Y4EHA.9
HUCTIBITAHUSI/TESTS CHNEUUPUKALIMN/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
6. Water/ Boga NMT 6.0% / He 6onee 6.0% 2.4%
7. Particular matter / Mexauuueckue Visible particles BuaumMere qacTuis: Absent / OTCyTCTBYIOT
BKJIIOUEHUS According to requirements / B COOTBETCTBHH
¢ TpeboBaHMAMU
Subvisible particles/ HeBuauMbie 9acTuLbL: 508
> 10 microns NMT 6000 particles per
container/ Yactui pazmepom 2 10 MKM - He 7
Gonee 6000 na (naxoH.
>25 microns NMT 600 particles per
container/ YacTur pasMepom 2 25 MKM - HE
Gonee 600 Ha ¢nakoH.
8. Related impurities / TTocTopounue
IIPUMECH
- impurity D /npumecu [{ Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity E /mpumecu E Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity 1/ mpumecu 1 Not more than 1.0 %/ He 6oiree 1,0 % 0.07%
- impurity 2 / npumecu 2 Not more than 0.5%/ He 6omnee 0,5% Not Detected
- Any other impurity / Eaunnunoii | Not more than 0.2%/ He Goee 0,2% Not Detected
HEWAECHTUUIIUPOBAHHOM
TIpuMecH
Total impurities / Cymmbl npumeceit | Not more than 1.5%/ He 6onee 1,5% 0.07%
9. Bacterial Endotoxins / Not more than 5.83 EU/mg of omeprazole/He <5.83 EU/mg
baxrepuanbHbeie YHIOTOKCHHBI Gonee 5,83 ED/Mr omenpasona
10. Sterility / CTepunbsHOCTH Product should be sterile / Ilpemapat gomken Sterile / CTepunbHbIN
ObITH CTEPUIBHBIM
11. Uniformity of dosage units / Acceptance value (AV) should be not more Complies / CooTBeTcTBYET
OmHOPOIHOCTE NO3UPOBAHUS than 15.0/ TTokasaTens npuemnaeMocTd (AV)
JOJDKeH ObITh He Oonee 15.0
12. Assay of omeprazole / Not less than 93% and not more than 105% 39.9 mg/mr
KonvdecTsenHoe omnpeneneHne from the label amount of omeprazole
oMernpasona (between 37.2mg to 42.0mg) / He menee 93
% U He 6osee 105 % oOT 3aiBNIEHHOTO
KoJimdecTsa omenpasosna (ot 37,2 mr 1o 42,0
Mr)
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CEPTHDPUKAT AHAJIM3A
KOHEYHOI'O [NPOJIYKTA

S Rinvioar
SOFARIMEX
INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE

i[)O[lyKT / Product:  Omes®, auodmansar AJsi IPUTOTOBJIEHHST PACTBOPA JIsI nadysuii 40

mr / Omez, lyophilized powder for infusion 40 mg

Harta npouspoacrea / Manufacture date: 06-2021 ITpoussoacTBeHHas cepust / Batch Ne: 10906
Cpok roasoctu /Expire date: 06-2023 O6nem cepun/ Batch Quantity: 37.125UN
AHanus nposeney B cooTsercTBUM ¢ HI No/ 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)

Jata nonyuenusi: / Reception date:

15/06/2021

IIpotoxoa ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.9

HUCIIBITAHUS/TESTS

CHEOMPHUKANNHU/SPECIFICATIONS

PE3YJIbTATBI/RESULTS

13. Vnaxoeka/ Package

Ilpemapar BO ¢uakoHe u3 GECLBETHOTO
npospauHoro crekina tuma [ (Eur. Ph),
YKYNOPEHHbIH  X10pOyTHIOBOH TpoGKOI,

06xaThlli  ATIOMUHUEBHIM  KOJNIAYKOM €
MpeAOXpaHUTEbHOM NITACTUKOBOM
Kpbinkod. Kaxuaeiit duiakon BMecTe ¢

WHCTPYKLMEH IO NMPUMEHEHMIO IOMEILEH B
nayky xkaproHuyro./ 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 / CooTBeTcTBYET

14, Labeling / Mapkuposka:

B cootrerctaun ¢ HJ|/ According to ND

15. Venosus XpaHeHus / Storage
conditions:

protected from light below 25°C.,

B saiuiieHHoM ot ceTa MecTe npu Temneparype He Boiue 25°C./ In place

1—6.Cp01< rogHoctu / Shelf life:

2 ropa/ 2 years

HABJIIOJEHWS / REMARKS:

g

-
>,

Pesynbrarb aHanuzos:
Analytical results:
Jlata / Date

/i / fll:\(/(]t.

: /(JJ 7{.' s
Havanounk paGoparopuy / Laboratory Mamu

Peurenue OTK:
Quality AssurancefDecision:
Jata / Date :

\/LLM

AN NV XL

Oraercrpennoe nuuo / Qualified Person Gongalo Felicio

/ﬂ??/“"” viof

This batch has been manufactured in reference to the dossier in force and according to GMP,
OTa cepust Gbinia IpoM3BeeHa 110 JieiicTByioLweit JIOKYMEHTALNH M B COOTBETCTBHY C tpebosatusmmn cGMP,
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