SOFARIMEX

INDUSTRIA QUIRICA E FARMACEUTICA, S.A.

CEPTUOUKAT AHAJIM3A
IKOHEYHOI'O ITPOJIYKTA

FINISHED PRODUCT CERTIFICATE

IIpoaykr / Product:

Ome3s®, moduanzaT 1isi IPUTOTOBJEHHUS PacTBOpa AJst HHPy3mii 40

mr / Omez, lyophilized powder for infusion 40 mg

Jata npoussoacrea / Manufacture date: 06-2021
Cpox roguoctu /Expire date: 06-2023

ITpousBoacTBelHas cepusi / Batch Ne: 10965
O6bem cepun/ Batch Quantity: 36.839 UN

Ananus nposeaeH B cooTBeTcTBUH ¢ HJI No/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /usm.Ne 1 ot 16.01.2020)

JaTa nosydenus: / Reception date: 13/07/2021

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

UCHBITAHUSI/TESTS

CIIENMOPUKATIMHN/SPECIFICATIONS

PE3YJIbTATBI/RESULTS

1. Description / Oniucanue

2. Description of solution / Onicanue
pacTBopa
-clarity /npo3padHocThb

-absorption / nornioueH1e

3, Identification /IToAMMHHOCTE

4. Average weight of the vial content /
cpenHss Macca COAePIKUMOro
(siakoHa

5. pH of the solution /
pH pacrtBopa

White to off white lyophilized spongy cake or
its parts or as a powder / BeJiblit viu noutu
6enb1it MMobuIN3aT B BUAE OQHOPOLHON
MIOPHCTOM JIENEIIKHY WK €€ YacTel UK B
BUJE MOPOLLIKA.

Solution should be transparent or as
opalescent as reference solution I / Pactop
JOKEH ObITh Npo3payHbIM nnu
omajiecUeHLMs  pacTBOpa  He  AOJbKHa
NPERBILIATL  ONANECUEHUMIO  3TAJOHHOTO
pactBopa .

Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTuyeckas MIOTHOCTL PACTBOPa — He
Gosee 0,30 nmpu muite Bonab 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 yaepxusanus
OCHOBHOTO MKKa HA XpOMaTorpaMmme
HCIIBITYEMOTO PACTBOPA JOJDKIIO
COOTBETCTBOBATH BPEMEHH YICPKUBAHMSA
TKKa OMeIpa3ojla Ha XpoMaTorpaMmme
CTaHJapTHOI'O pacTBopa

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/
Or 10,0 10 11,0

Complies/CooTBeTcTBYET

Complies as prescribed/
B cootsercTBUM €
OMUCaHHEM

0.0015

Complies/CooTBeTCTBYCT

45.54 mg/mr

10.7
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

CEPTUDUKAT AHAJIM3A
KOHEYHOT'O IMTPOJIVKTA

FINISHED PRODUCT CERTIFICATE

II_pOIlyKT / Product:

Ome3®, moduansar pjis MpUroToBJEHUS pacTBoOpa A1 nHpy3ui 40

mr / Omez, lyophilized powder for infusion 40 mg

Hata npousBoacTea / Manufacture date: 06-2021
Cpoxk rogHoctn /Expire date: 06-2023

IIpoussoacreennan cepus / Batch Ne: 10965
O6bem cepun/ Batch Quantity: 36.839 UN

Ananus nposeneH B cootBeTcTBHM ¢ 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 nosmyuenusi: / Reception date: 13/07/2021

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

HNCIIBITAHUS/TESTS

CIETUOPUKALIMA/SPECIFICATIONS

PE3YJIbTATBI/RESULTS

6. Water/ Boga

7. Particular matter / Mexanuaeckue

BKITFOUEHUA

8. Related impurities / [TocTopoHHue

npuMecu
- impurity D /mpumecu [
- impurity E /mpumecu E
- impurity 1/ npumecu 1
- impurity 2 / npumecu 2

- Any other impurity / EquHnynoi

HeuaeHTHGUIMPOBaHHO N
TIpAMecH

Total impurities / CymMMBbl npumeceit

9. Bacterial Endotoxins /
BakTepuanbHble HAOTOKCUHBI

10. Sterility / CTepHIBHOCTD

11. Uniformity of dosage units /
OHOPOAHOCTD AO3UPOBAHMS

12. Assay of omeprazole /
KonndyecTBeHHOE OTNpeesieHHe
oMemnpasosa

NMT 6.0% / He 6onee 6.0%

Visible particles BunumMere yacTrLp!:
According to requirements / B COOTBETCTBUH
¢ TpeboBaBNAMHU

Subvisible particles/ HeBuanmble 9acTHLBL:
> 10 microns NMT 6000 particles per
container/ Yactuu pazmepom = 10 MkM - He
Gonee 6000 Ha ¢urakoH.

>25microns NMT 600 particles per
container/ YacTul pasMepoM 2 25 MKM - He
Gosiee 600 Ha dakoH.

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 Gonee 0,5%
Not more than 0.2%/ He Gonee 0,2%

Not more than 1.5%/ He 6onee 1,5%

Not more than 5.83 EU/mg of omeprazole/He
Oosee 5,83 EQ/mMr omenpasona

Product should be sterile / [Ipenapat nomxken
OBITh CTEPHABHBIM

Acceptance value (AV) should be not more
than 15.0/ ITokasarens npuemitemoctu (AV)
JnoJokeH ObiTh He 6osee 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 Gonee 105 % oT 3asgBNIEHHOTO
koJuuecTBa omenpaszona (ot 37,2 mr no 42,0
Mr)

1.4%

Absent/OTcyTCTBYIOT

220

Not Detected
Not Detected
0.06%

Not Detected
< Detection Limit

0.06%

<5.83 EU/mg

Sterile/CrepusnbHbIii

Complies/CooTBeTCTBYET

40.6 mg/mr

2/3

NARE-8CEGAK.10




e CEPTU®UKAT AHAJIM3A
SOFAﬁDiMEX KOHEYHOI'O [MPOJIVKTA

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4, FINISHED PRODUCT CERTIFICATE

Ipoaykr / Product: Ome3®, nuodunausar njis npuroToBjaeHus pacTsopa aas undysmii 40
mr / Omez, lyophilized powder for infusion 40 mg

Hara npoussoactea / Manufacture date: 06-2021 IIpousBoacTBennasn cepusi / Batch Ne: 10965
Cpok rognoctu /Expire date: 06-2023 O6nem cepuu/ Batch Quantity: 36.839 UN
AHasu3 npoeeaeH B coorBercTBUY ¢ HJL 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)

JaTa nosyuenus: / Reception date: 13/07/2021 Tporoxon ananusza Ne / Analitical protocol N° SRAS-7Y4EHA.9
UCTIBITAHUSI/TESTS CNENUOUKALUUW/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
13. Ynakoska/ Package [lpenapar Bo dumakone wu3 OecuserHoro | Complies/CooTBeTcTRYET

npospaynoro crexna tuna I (Eur. Ph)),
YKYNOpPEHHBbIH  xJopOyTHioBoit  mpobKoii,
00XaTblli aTIOMHHMEBBIM  KOJNNAYKOM ¢
NpeIOXpaHUTENLHON TIaCTUKOBOM
kpoimkoit. Kaxmeilt  ¢uakoH BmecTe ¢
HHCTPYKUHEH N0 NPUMEHEHMIO MOMEILEH B
na4yky kapToHHy!0./ 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 / MapkupoBska: B coorsercruu ¢ HJI/ According to ND

15. Ycnosus xpaHeHus / Storage B 3amyieHHOM OT cBeTa MecTe NpH TemriepaType He Boile 25°C./ In place
conditions: protected from light below 25°C.

16. Cpox rogHoctu / Shelf life; 2 ropa/ 2 years

HABJIIOJAEHWS / REMARKS:

I 4}
PesyanaTbl aHaJIM30B; )L ' ) A W-‘-éd(f Pewenne OTK: x ; \_;Q_()(
Analytical results: Quality Assurance Decision: : ?
Hara/ Date : 30’{ %/Oq ou

[Mara/ Date : \?é,
Hausansnuk maGopatopui / Liboratory M.um@{)é&(, Orrerersennog auno / Qualified Person Vera Freire

2

This batch has been manufactured in reference to the dossier in force and according to GMP,
Ora cepust Obliia NPOU3BENCHA TI0 JASHCTBYIOMIEH HOKYMEHTALMM U B COOTBETCTBUH ¢ TpedosannsmMu cGMP.
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