CEPTUDUKAT AHAJIN3A
SOFAﬁMEx KOHEUYHOI'O TIPOJIYKTA

A NS sl FINISHED PRODUCT CERTIFICATE

Ilpoaykr / Product: Omes®, 1noduau3aT AJ1si NPHTOTOBJIEHHS PACTBOPA IS “Ha)_y;;l—l\/'l 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npoussoaersa / Manufacture date: 06-2021 Ilpoussoacreennas cepusi / Batch Ne: 10915
Cpox rogHoctn /Expire date: 06-2023 O6m1em cepun/ Batch Quantity: 37.006UN
AHanus nposeaen B cooTseTcTBun ¢ HJ{ Ne/ 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)

HJara nonydenus: / Reception date: 23/06/2021 IIporokon ananusza Ne/ Analitical protocol N° SRAS-7Y4EHA.9
HUCTIBITAHUS/TESTS CIHEHNO®HUKAITNN/SPECIFICATIONS | PE3YJbTATHI/RESULTS |
1. Description / Onucadue White to off white lyophilized spongy cake or Complies/COOTBeTCTByeT_

its parts or as a powder / Besplii nii noutn
Gespri imoUIN3aT B BUAE OJHOPOJHOM
TIOPUCTOM JIETICIIKH WK €€ YacTeil Hild B
BMIE MOPOLIKA.

2. Description of solution / Onucanue | Solution should be transparent or as Complies as prescribed/
pacTsopa opalescent as reference solution I / Pactsop B cooTBeTCTBUMM ¢
-clarity /mpospagHocTs JOJDKEH OBITH NpO3PaYHBIM WIn OlIUCaHHUEM
OMANECHEHLs  pacTBOpa He  JOJKHA
NPEBBINIATh  OMAIECUCHIHUIO  STaTOHHOIO
pactBopa I.

-absorption / mornoesne Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTuyeckas IIOTHOCTL PacTBOPa — He
Gosee 0,30 npu ave Boanb! 440 HM

0.0035

3. Identification /TToATHHHOCTE The retention time of the major peak on the Complies/CooTBeTcTBYyeT
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 ynepxupanus
OCHOBHOTI'O MHKa Ha XPOMaTOrpamMmme
MCTIBITYEMOTO PacTBOpa AOJKHO
COOTBETCTBOBATE BPEMEHH YAEPKHBAHUSA
NuKa OMenpasosia Ha XpoMaTorpaMmme
CTaHAApTHOTO PacTBOpa

4. Average weight of the vial content / | 44.19 mg + 5% 45.48 mg/mMr
CpenHss Macca COAEP>KUMOro between 42.0 mg and 46.4 mg/
¢naxona 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 pactsopa Ot 10,0 10 11,0
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CEPTHOUKAT AHAJIU3A
KOHEYHOI'O [MPOJIYKTA

SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE

ITponyKT / Product: Ome3®, muopuan3aT AJIsk IPUTOTOBJICHHA pacTBopa s HHQy3uii 40 |
mr / Omez, lyophilized powder for infusion 40 mg

Hata npoussoactsa / Manufacture date: 06-2021 IlpoussoacreenHas cepus / Batch Ne: 10915
Cpoxk rogHoct /Expire date: 06-2023 O6wem cepun/ Batch Quantity: 37.006UN

Anajnus nposeden B cooTseTcTBUN ¢ HJI 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)

JMarta nony4denus: / Reception date: 23/06/2021

ITpoTokon ananu3za Ne / Analitical protocol N° SRAS-7Y4EHA.9

Any other impurity / EmuauanOM
HEeUIeHTH)ULUPOBaHHOMH
npuUMecH

Total impurities / Cymmbl npumeceit

9. Bacterial Endotoxins /
BakrepHansHbie 3HAOTOKCUHbI

10. Sterility / CrepunbsHOCTh

11. Uniformity of dosage units /
OZIHOPOJHOCTD A0O3HPOBAHHA

12. Assay of omeprazole /
KonmuecrBeHHOE OnpeiesieH e
oMempasona

Not more than 0.2%/ He 6onee 0,2%

Not more than 1.5%/ He Gosee 1,5%

Not more than 5.83 EU/mg of omeprazole/He
6onee 5,83 ED/Mr omenpazona

Product should be sterile / [Tpenapar no/xeH
ObITb CTEPUIBHBIM

Acceptance value (AV) should be not more
than 15.0/ [Tokasarcins npremiicMocTH (AV)
JIoJDKeH ObITh He Oouee 15.0

Not less than 93% and not more than 105%
from the label amount of omeprazole
(between 37.2mg to 42.0mg) / He menee 93
% u He 6onee 105 % oT 3a4BIEHHOTO
KoauvecTsa omenpasona (ot 37,2 mr no 42,0
MT)

HNCIILITAHUSI/TESTS COELIUOHKALIMU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS |
6. Water/ Bona NMT 6.0% / He 6onee 6.0% 3.5%
7. Particular matter / Mexanuueckue Visible particles BunumMbie 4acTHLbI: Absent/OTcyTcTBYIOT
BKJIFOUEHHUS According to requirements / B COOTBETCTBHH
¢ TpeboBaHUAMU
Subvisible particles/ HeBuauMple 4acTHLBL: 102
> 10 microns NMT 6000 particles per
container/ YacTtun pasmepoM 2 10 MKM - He
Gonee 6000 Ha dmaxoH.
>25microns NMT 600 particles per 5
container/ HYacTui pasMepoM 2 25 MKM - He
6onee 600 Ha (rakoH.
8. Related impurities / [Toctopornue
npuUMecu
- impurity D /npumecn /] Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity E /npumecu E Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity 1/ npumecu 1 Not more than 1.0 %/ He 6omee 1,0 % 0.06%
- impurity 2 / npumecu 2 Not more than 0.5%/ He Gounee 0,5% Not Detected

< Detection Limit

0.06%

<5.83 EU/mg

Sterile/CrepunbHblit

Complies/CooTseTcTBYET

39.3 mg/mr
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=p CEPTUD®UKAT AHAJIU3A
samﬁfm EX KOHEYHOI'O IMPOJIVKTA

INDUSTRIA QUIMICA E FARMACEUTICA, S.A. E_IN_I_ SHED PRODUCT CERTIFIC ATE_

IIpoaykr / Product: Ome3®, inodguanzaT ajas NpUroToBICHHS [;aCTBOpa past undysuii 40 |
mr / Omez, lyophilized powder for infusion 40 mg

Jata npoussoactea / Manufacture date: 06-2021 IMpouseoacTBennas cepusi / Batch Ne: 10915
Cpox roanoctn /Expire date: 06-2023 O0nem cepuu/ Batch Quantity: 37.006UN
AHaln3 nposefen B cooTsercTBMM ¢ HI No/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /mu3m.Ne 1 o1 16.01.2020)

JaTta nonyyenus: / Reception date: 23/06/2021 IIpoTtokoa anaausza Ne / Analitical protocol N° SRAS-7Y4EHA9
HCIIBITAHUSI/TESTS CHEIA®HUKAIMW/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
13. Ynakoska/ Package Ilpenapar Bo ¢uakowe u3 GecuserHoro| Complies/CooTeTcTByeT |

npospayHoro crexna tunma I (Eur. Ph)),
YKYIOpeHHBIH  XJIopOyTUIoBOit mNpoOKOi,
00XaTblii  aJIOMHMHHEBBIM  KOJIITAYKOM ¢
npeJoXpaHUTebHO MJIaCTHKOBOM
kpblnkoH., Kaxawlii  ¢nakon Bmecre ¢
MHCTPYKLHEH MO MNPUMEHEHHIO MOMEIEH B
nauky xaptoHHyio./ The product is filled in a
clear transparent glass vial type 1 (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.

14. Labeling / Mapkuposxa: B coorsercraun ¢ HII/ According to ND

15. YenoBus xpaHenns / Storage B saumigenHom oT cBeTa MecTe Ipu Temiepatype He Beite 25°C./ In place
condilions: protected from light below 25°C.

16. Cpox rogroctu / Shelf life: 2 ropa/ 2 years

HABJIIOJEHUS / REMARKS: N

Jlava / Date : L ara / Date ;

Peayanrarns anaanzon; Pewenne OTK: /de Jao CX\
Analytical results: uality Assurance Decision:
y A // VOV 4 -Lér( Ly Oﬂé?zol?

2 '% (-ﬁ /-ﬂ"/
Hawansunk naGoparopun / L ahomtmy M uﬁgu X ,{ AA Orsererrennoe anio / Qualified Person Vera Freire

This batch has been manufactured in reference to the dossier in force and according to GMP,
Ota cepis OblIa NpOM3BENECHA IO IEHCTBYIOUIEH JOKYMEHTALUN U B COOTBETCTBHM C rpebosatusmu cGMP,
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