SOFARTMEX

INDUSTRIA QUIMICA E FARMACELITICA, S.A.

CEPTUDUKAT AHAJIU3A
KOHEUHOI'O TIPOYKTA

FINISHED PRODUCT CERTIFICA'TE

r~Ii.[‘)monylc"r / Product:

e —

Omes®, tnodpuansaT LIS NPUrOTOBIEHHs pacTBOpa Xist uHy3mii 40 |
mr / Omez, lyophilized powder for infusion 40 mg

|
|

Marta npoussogcTea / Manufacture date: 06-2021
Cpox roaunoctu /Expire date: 06-2023

Ipoussoacreennas cepusi / Batch Ne: 10945
O0bem cepun/ Batch Quantity: 37.051UN
Ananus nposejen B coorseTeTBuH ¢ HI No/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /usm.Ne 1 ot 16.01.202(1)

Jdata nonyyennsi: / Reception date: 29/06/2021

MpoTokon ananuia Ne / Analitical protocol N° SRAS-7Y4EHA.9

 WCTBITAHWSI/TESTS

CNEOUPHKAUWH/SPECIFICATIONS

PE3YJbTATBI/RESULTS

1. Description / Onucanue

2. Description of solution / Onucanue
pacTBopa
-clarity /npospaunoctn

-absorption / mornomeHue

3. Identification /TlognuHHOCTD

4. Average weight of the vial content /
CpelHAs Macca COAEPIKMMOro
bnakoua

5. pH of the solution /
pH pacteopa

White to oft white lyophilized spongy cake or
its parts or as a powder / Benblit unu noutn
Genplil TMOGUITH3aT B BUJIE OXHOPOAHO
MOPUCTOM SIENIEIUKY WITH €€ YacTel uiu B
BM e NOPOLUKa.

Solution should be transparent or as
opalescent as reference solution I / Pactsop
HONKEH OBIT NPO3pauHkIM WITH
ONManecUeHLMs  pacTBopa  HE  JOJDKHA
NPEBBIIATL  OTAIECUEHLHMIO  TAJOHHOIO
pacteopa 1.

Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTHYeCKan MIIOTHOCT PACTBOPA — HE
Gonee 0,30 mpu mmre BoJTHEL 440 HM

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 yaepxupanus
OCHOBHOT'O NMKa Ha XpomaTorpaMme
UCMBITYEMOr0 PACTBOPA HOSUKHO
COOTBETCTBOBATH BPEMEHH YEPIKHBAHNS
NH1Ka OMenpasofa Ha XpOMaTOrpaMme
CTaHIAPTHOrO pacTBopa

44,19 mg + 5%

between 42.0 mg and 46.4 mg/
4419 mMr-+ 5%

QT 42,0 mr 10 46,4 mr

Between 10.0 and 11.0/
O110,0 70 11,0

Complies/CooteTcTByer

Complies as prescribed/
B cooTBeTCTBMM C
OnucaHuem

0.0022

Complies/CoorsercTByer

45.00 mg/mr

10.6
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SOFARTMEX

KOHEMHOLI'O TTPOJIYKTA

FINISHED PRODUCT CERTIFICATE

nr;bﬂleT / Product:

Ome3®, nnoduausar s MPEroTOBJEHNS pacTsopa A nudysuii 40
mr / Omez, lyophilized powder for infusion 40 mg

'ﬂaTa npoussoactsa / Manufacture date: 06-2021
Cpox rogHocTi /Expire date: 06-2023

Ipoussoacreennasn cepusi / Batch Ne: 10945 ]
O0bem cepun/ Batch Quantity: 37.051UN

Ananus nposeaen B coorsercTBun ¢ HII Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 famend Ne 1 from 16.01.2020 /u3m.Ne 1 o1 16.01,2020)

Jata nonyuenns: / Reception date: 29/06/2021

[IpoTokon anannsa Ne / Analitical p;“(;zaéol N°SRAS-7Y4EHA.O

UCTILITAHUSI/TESTS CMEUUOUKALIMW/SPECIFICATIONS | PE3YJIBLTATBI/RESULTS
'6. Water/ Boma NMT 6.0% / He 6osiee 6.0% 3.1% ]
7. Particular matter / Mexannueckue | Visible particles Buaumbie yacTuust: Absent/OTcyTeTBYIOT
BKJIOUEHHSI According to requirements / B COOTBETCTBHU
¢ TpeGOBAHMSIMU
Subvisible particles/ HeBiuanumMbre yacTHLbI: 861

8. Related impurities / [TocToponHue

npuMecH

. - impurity D /npumecu [

- impurity E /npumecu E
impurity 1/ npumecn 1

- impurity 2 / npumecn 2

- Any other impurity / EaunuuHoMH

HEMASHTHPNUMPOBAHHOM!
npHMecH

Total impurities / CymMmbl npumecei

9. Bacterial Endotoxins /
BaxrepHasbHbIE 2HAOTOKCHHBI

10. Sterility / CTepHIbHOCTD

11. Uniformity of dosage units /
QUHOPOAHOCTDL A03MPOBAHHS

12. Assay of omeprazole /
KonuuectBeHHOC OnpeesieHIe
omenpasosna

> 10 microns NMT 6000 particles per
container/ YacTun pasmcpom 2 10 MkM - He
6onee 6000 1a dnaxoH.

>25 microns NMT 600 particles per
container/ YacTHLl pa3MepoM 2 25 MKM - He
6onee 600 Ha dnakoH.

Not more than 0.3%/ He 6osee 0,3%
Not more than 0.3%/ He 6onee 0,3%
Not more than 1.0 %/ [le 6onee 1,0 %
Not more than 0.5%/ He 6osiee 0,5%
Not more than 0.2%/ He 6onee 0,2%

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

Not more than 5.83 EU/mg of omeprazole/He
Gonee 5,83 ED/Mr omenpasona

Product should be sterile / Ilpenapat nomKeH
OBbITH CTEPHIBHBIM

Acceptance value (AV) should be not more
than 15.0/ [Tokasaresns npuemieMocts (AV)
gJomked OviTh HE Ooee 15.0

Not less than 93% and not more than 105%
from the label amount of omeprazole
(between 37.2mg to 42.0mg) / He meuee 93
% 1 He Dosee 105 % oOT 3aABACHHOIO
KonnuecTsa omerpasona (ot 37,2 mr o 42,0
M)

Not Detected
Not Detected
0.06%
Not Detected
< Quantification Limit

0.06%

<5.83 EU/mg

Sterile/Crepunbbii

Complies/CooTBeTCTBYET

39.6 mg/mMr
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CEPTUDUKAT AHAJIU3A
SOFA Fﬁm EX KOHEUYHOTO [IPOJYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

ITpoaykr/ Product: Ome3®, nnodpuansar JJis IPAroTOBICHHS pacTBopa Aasa HHpy3mii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata nponssoacrsa / Manufacture date: 06-2021 [TponspoacTeennas cepusi / Batch Ne: 10945
Cpox roanoctu /Expire date: 06-2023 O06bem cepun/ Batch Quantity: 37.051UN
Ananns nposencH B coorBercTBHu ¢ HJI 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)

JlaTa ﬁbnyuemm: / Receptioﬁ“d‘;a’t‘é: 29/06/2021 [poroxon ananmia Ne / Analitical protocol N° SRAS-7Y4EHA.9
'~ MCTIBITAHUSI/TESTS " CIIELIMOMKAIMHA/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
13. ¥Ynakoska/ Package Ilpenapatr BO ¢lakoHe u3 OGecUBETHOro Complies/COOTBe;;cmyeT

npospaunoro crewnta Tunma [ (Eur. Ph.),
YKYMOpPeHHBI  XJIopOyTHiIoBoil  npobKoii,
06XaThlif MOMMHHUEBbIM  KOJNAykoM ¢
npenoXpaHUTENbHOMH NIACTHKOBOH
© kpbikod. Kaxawlii  ¢nakon Bmecte ¢
WHCTPYKUKEH MO NMPUMEHEHHIO TMOMeUleH B
nauky kapToHHyt./ 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 / Mapkuposka: B coorsercTsnu ¢ HJI/ According to ND

15. YenoBus xpaneuus / Storége B 3alumiieHHOM OT CBETa MecTe Npu TeMrnepartype He Boie 25°C./ In place
conditions: protected from light below 25°C.

16. Cpoxk rogtocty / Shelf life: 2 ropal 2 years

HABJTIOAEHMST / REMARKS:

Pe3ym,:ra'rm AHATH3O0B! / j ‘ Peuwenine OTIC /!/OI/L‘L\‘ZQG{'}
Analytical results: f TV Oy ¢ X Quality Assurance Decision: (//Q 3/ 3,.9/7 52/
Hara / Date : 9 3) 75 [0 ! _+lara/ Date : o2 }‘ / ““*
e 4 . F S led L4 / - \ ;
. ( / , X 0
Havanbuuk nadoparopin / Laboratory Manageg={ (€ ¢ oy | Otnercreennoe minw / Qualilied Person Vera Freire

This batch has been manufactured in reference to the dossier in force and according to GMP,
Ora cepua Gbinta npoiiseacta Mo AeHCTBYIONEH JOKYMEHTANNI M R CONTRETATRUM ¢ TpefionaHuaMi cGMP,
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