SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A

CEPTUOUKAT AHAJIM3A
KOHEYHOI'O IMPOJYKTA

FINISHED PRODUCT CERTIFICATE

Hpoziylé'l'/ Product: Omes®, nuoduamsar ans npnm"ron.r?l‘eﬁﬁs'i pacn;(;a il ¢ u;d;y:mifl 40
mr / Omez, lyophilized powder for infusion 40 mg

;Llima npoussoacrsa / Manufacture date: 07-2021
Cpok roanocru /Expire date: 07-2023

Ipoussoacreennas cepusi / Batch Ne: 11085
O6bem cepun/ Batch Quantity: 37.023 UN

Amnanus nposeed B coornercrsun ¢ HIL 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)

Jarta nonydenns: / Reception date: 28/07/2021

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

HUCIBITAHUSA/TESTS

CIELIM®UKALNU/SPECIFICATIONS

PE3YJIbTATBI/RESULTS

1. Description / Onucanue

2. Description of solution / Onucatue
pacrBopa
~clarity /mpospaynocTb

-absorption / noryiowcH1e

3. Identification /[ToanMnuoCcTh

4, Average weight of the vial content /
cpe/iHsAs Macca COAEpPIKUMOro
(Qnakona

5. plI of the solution /
pH pacTtBopa

White to off white lyophilized spongy cake or
its parts or as a powder / besipli WId MOYTH
Genblii IMoQuIn3aT B BUAE OJHOPOAHOM
NOPHCTOMN NENELIKH WK e€ YaCTeN WK B
BMIE NMOPOLIKA.

Solution should be transparent or as
opalescent as reference solution I / Pactsop
NOJDKEH ObITb Mpo3payuHbIM WK
onajeclieHlMsi  pacTBopa  He  A0/DKHA
NPEeBbILATL  OMAIECUEHIINIO  ITAJIOHHOIO
pacrsopa .

Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTrueckas mIoTHOCTbL pacTBoOpa — He
6onee 0,30 npu gauue BonHbl 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 ynepKuBanus
OCHOBHOTO [11Ka Ha XpOMaTOrpaMme
UCIILITYEMOrO pacTBopa A0JKHO
COOTBETCTBOBATL BPCMCHH Y AEPIKHBAHHSI
nrKa OMemnpasoJia Ha XpoMaTorpamme
CTaHApPTHOrO PacTBoOpa

44,19 mg + 5%

between 42.0 mg and 46.4 mg/
44,19 mr + 5%

Ot 42,0 mr 10 46,4 mr

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

Complies/CooTBeTCTBYET

Complies as prescribed/
B cooTBeTcTBHH C
onucaHnem

0.0027

Complies/CooTBeTCTBYET

45.22 mg/mr

10.4
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SOFARIMEX

NDUSTRIA QUIMICA E FARMACEUTICA, S.A

CEPTUOUKAT AHAJIU3A

KOHEUHOIO IMPOJIYKTA

FINISHED PRODUCT CERTIFICATE

HpouykT / Product: _70M(33®, .uiibdm

AM3AT IS IPUTOTOBJIEHHST pacmbpa st n:la)y;mﬁ 40 |
mr / Omez, lyophilized powder for infusion 40 mg

JlaTa npoussoactsa / Manufacture date: 07-2021
Cpok roaxocr /Expire date: 07-2023

AnaJjin3 nposeaeH B COOTBETCTBIIH ¢ HI
151117 (amend Ne 1 from 16.01.2020 /u3m.Ne 1 ot 16.01.2020)

TMpoussoacTeennas cepus / Batch No: 11085
O6bem cepun/ Batch Quantity: 37.023 UN
Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-

JlaTa h'(i):n—yqeuml: / Rcccpam date: 28/07/2021

UCObITAHUSI/TESTS

6. Water/ Boga

BKJIKOYICHWA

npuMecH

- impurity D /npumecu J]
- impurity E /npumecu E
- impurity 1/ npumecu 1
- impurity 2 / npuMecu 2

HeuaeHTU()MIIMPOBAHHOM
npumMecH

9. Bactcrial Endotoxins /
BakrepualibHble 3HA0TOKCHHbL

10. Sterility / CTepusibHOCTb

11. Uniformity of dosage units /
OOHOPOJHOCTE A03UPOBAHUA

12. Assay of omeprazole /
KonuuecTBeHHOE OnpefesieHne
omernpasoa

| NMT 6.0% / He Gonee 6.0%

7. Particular matter / MexaHunueckue

8. Related impurities / [locTopoHue

- Any other impurity / EAHHHYHON

Total impurities / Cymmbl npumeceii

| CIIELIM®UKALIAA/SPECIFICATIONS

Visible particles Buanmble 4acTHLbL:
According to requirements / B COOTBCTCTBHH
¢ TpeGoBanuAMHU

Subvisible particles/ HeBnanmble 4aCTHLbL:
> 10 microns NMT 6000 particles per
container/ Yactuu pasmepom 2 10 MKM - He
Gonee 6000 na GuakoH.

>25microns NMT 600 particles per
container/ YacTuy pasmepom 2 25 MKM - HE
6onee 600 Ha aakoH.

Not more than 0.3%/ He 6onee 0,3%
Not more than 0.3%/ He 6onee 0,3%
Not more than 1.0 %/ He 6onee 1,0 %
Not more than 0.5%/ He 6onee 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
6onee 5,83 ED/mr omenpasona

Product should be sterile / Ilpenapat noMKEH
ObITb CTCPHIILHBIM

Acceptance value (AV) should be not more
than 15.0/ TTokasatens npuemnemocti (AV)
f0/wKeH 66Tk He Gonee 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 e 6osee 105 % oOT 3asBJE€HHOTO
xomuuecTsa omenpaszona (o1 37,2 mr no 42,0
MT)

MpoTokon anaausa Ne/ Analitical protocol'NE'»SRASQ')YdéHA.Q ]

PE3YJIbTATBI/RESULTS

Absent/OTcyTCTBYIOT

100

Not Detected
Not Detected
< Quantification Limit
Not Detected
< Detection Limit

< Quantification Limit

<5.83 EU/mg

Sterile/CTcpunbHbI i

Complies/CooTBETCTBYET

41.3 mg/mr

2/3
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. CEPTUDUKAT AHAJIU3A
SOFAﬁFM EX KOHEYHOI'O MPOJIVKTA

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

poaykr / Product: Ome3®, mmoduausar Ajsi HIPUroToB/JeHUs pacTBopa Aast HHy3ui 40
mr / Omez, lyophilized powder for infusion 40 mg

JaTta npoussoacTea / Manufacture date: 07-2021 [MpouseoacTeennas cepusi / Batch Ne: 11085
Cpok rogocetu /Expire date: 07-2023 O6bem cepnu/ Batch Quantity: 37.023 UN

Ananus nposeaen B coorsercTBuu ¢ HJL Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /uzm.Ne 1 o1 16.01.2020)

Java nonyywenus: / Reception date: 28/07/2021 IMpoTokoa ananusa Ne / Analitical protocol N°SRAS-7Y4EHA.9
UCTBITAHHUSI/TESTS | CHELUM®HUKALMU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
13. Ynakosxa/ Package [Mpenapar BO (QuakoHe u3 6ecuBeTHOTO. ”Complies/COOTBeTCTB)ZT" :

npo3payHoro crekna Tuna [ (Eur. Ph.),
YKYNOpeHHbIH  XnopOyTunosoii  npobxoi,
06XaTblii  AIOMMHUEBBIM  KOJIMAYKOM C
[IPEAOXPAHUTENBHO NJ1aCTUKOBOM
kpbilwkoit. Kaxawit  ¢uakoH Bmecte ¢
MHCTPYKLMEH N0 NMPUMEHEHHWIO TIOMELIEH B
nauky kaptoHuyto./ 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.

14. Labeling / MapkupoBka: B coorserersuu ¢ HI/ According to ND

15, Venosus xpaucmm / Storage B 3aUMLIEHHOM OT CBETA MeCTe npu TeMneparype He Bbiwe 25°C./ In place
conditions: protected from light below 25°C.

16. Cpok roatoctu / Shelf life: |2 rona/2 years » -
HABJIIOJEHUS / REMARKS:
PRy sInTaTR AHANM3OB: f\( gl Pewenne OTK: /A "6 o Je ¢ \
Analytical results: = yvw e N ‘Quality Assurance Decision: L' 4 // wU
Jlara/ Date : lu\ : [/. 4 F } /| Para/ Date : / >K/

Havanbuui sadopivopin / Laboratory May wr ‘{,1 L LAY '\ OtsercrBerHoe /o / Qualified Person Vera Freire

This batch has been manufactured in reference to the dossier in force and according to GMP.
‘Ora cepus 6bi1a tponsseienia 110 selicrryionieli I0kyMenTalut 1 B COOTBETCTRUH ¢ Tpeboratiamu cGMP.
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