CEPTUOUKAT AHAJIU3A
KOHEYUHOT'O IMPOJIYKTA

SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A

FINISHED PRODUCT CERTIFICATE

f[ﬁbuywr / Product: Ome3®, nnoduanzar Ais NPUroTOoBJEHHA pacTBoOpa s HHPy3uii 40 "
mr / Omez, lyophilized powder for infusion 40 mg

Hara nponssoactea / Manufacture date: 07-2021
Cpoxk roanoctn /Expire date: 07-2023

IMpoussoacreennas cepus / Batch Ne: 11011
O6bem cepun/ Batch Quantity: 10.228 UN

AnaJyins nposelen B coorBercrauu ¢ 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)

JlaTta nosyyenns: / Receptionﬂ;xte: 13/07/2021

HUCIIBITAHUSI/TESTS

CIIEIU®NKALIMN/SPECIFICATIONS

1. DesEription / OnucaHue

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

-absorption / mornouienue

3. Identification /[ToyIMHHOCTH

4. Average weight of the vial content /
CpEeLHAS Macca COAEPIKMMOro
¢dnaxona

5. pH of the solution /
pH pacteopa

Ot 10,0 no 11,0

White to off white lyophilized spongy cake or
its parts or as a powder / Besiblii MJIH 04TH
6eblit THOQUIM3AT B BUAE OZHOPOAHOM
MOPUCTOM JICNEIIKH UJIN €€ 4acTel WK B
BHU/IE TTOPOLLKA.

Solution should be transparent or as
opalescent as reference solution I / Pactop
JIOJDKEH ObITD Npo3payHbIM Wiu
OMaJleCLeHLMs  pacTBOpa  He  [OJUKHA
NpeBbIaTh  OMAIECLCHLUWIO  ITAJOHHOrO
pactBopa I.

Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/Onruyeckas MIOTHOCTh PacTBOpa — He
6onee 0,30 npu mivHe BoaNbl 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 ynepxuBaHus
OCHOBHOTO MHKa Ha XpoMaTorpamMmme
HCIIBITYEMOrO pacTBOpa JOJDKHO
COOTBETCTBOBATbH BPEMEHH YAEPIKMBAHUsI
MHUKa OMEIpasosia Ha XpoMaTorpaMme
CTaHJapTHOTO pacTBOpa

44.19 mg + 5%

between 42.0 mg and 46.4 mg/
44.19 mr + 5%

Ot 42,0 mr g0 46,4 mr

Between 10.0 and 11.0/

“uckor_ﬂﬁlies/CoomeTCTBye'r

PE3YJIbTATBI/RESULTS

Complies as prescribed/
B cooTBeTCTBMU C
onucaHieM

0.0031

Complies/CooTtBeTcTByeT

45.30 mg/mr

10.7 i
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CEPTUOUKAT AHAJIU3A

SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A

FINISHED PRODUCT CERTIFICATE

Ilponykf / Product: Omes®, mmdmnmavT ElJ]ﬁ 'npum»To'B.nelmn pacf;i;)pa aas uadysuii 40

mr / Omez, lyophilized powder for infusion 40 mg

Hara npoussoacrea / Manufacture date: 07-2021 [IpousBoacreenHas cepus / Batch No: 11011
Cpoxk roanocru /Expire date: 07-2023 O6mbem cepun/ Batch Quantity: 10.228 UN
Auanus nposeaen B coorBercTBun ¢ HJI No/ Analysis performed in accordance with ND No: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /usm.Ne 1 ot 16.01.2020)

}Ia_'r—u—rmyqeﬁu—;i: / Récbelr)'tio'h‘ date: 13/07/2021 I]pomwo] anaansa Ne / Analitical protocol N° SRAS-7Y4EHA.9

HUCNbITAHUSI/TESTS COEUMPUKALIMU/SPECIFICATIONS | PE3VJILTATBI/RESULTS
6. Water/ Bona NMT 6.0% / He 6onee 6.0% 1.4%
7. Particular matter / Mexauuueckue Visible particles Bugumbie yacTH1pl: Absent/OTcyTCTBYIOT
BKJIIOYEHUA According to requirements / B COOTBETCTBHM
¢ TpeGOBaHUAMH
Subvisible particles/ HeBuaumble yacTuupi: 338
> 10 microns NMT 6000 particles per
container/ YacTuy pazmMepom 2 10 MkM - He
Gonee 6000 Ha nakon,
>25 microns NMT 600 particles per 1
container/ Yactuu pasmepom 2 25 MKM - He
Gonee 600 Ha ¢uakoH.
8. Related impurities / [TocTopontue
npumecu
- impurity D /npumecu ]I Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity  /npumecu [ Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity 1/ npumecy 1 Not more than 1.0 %/ He 6o1ee 1,0 % 0.06%
- impurity 2 / npumecu 2 Not more than 0.5%/ He 6Gonee 0,5% Not Detected
- Any other impurity / Exunnuto# | Not more than 0.2%/ He 6onee 0,2% Not Detected
HEeUAEHTU(HULIUPOBAHHOM
IpUMCCH
Total impurities / Cymmol mpumeceit | Not more than 1.5%/ He Goutee 1,5% 0.06%
9. Bacterial Endotoxins / Not more than 5.83 EU/mg of omeprazole/He <5.83 EU/mg

BakrepuanbHbie 3HAOTOKCHHEI

10. Sterility / CrepunbHocTh

11. Uniformity of dosage units /
OnHOpPOAHOCTH NO3MPOBAHUSA

12, Assay of omeprazole /
KonunuecrBeHHoe onpeaenenue
omernpasosna

Bosee 5,83 E3/Mr omenpazona

Product should be sterile / [Tpenapar nomxen
ObITb CTEPUIIBLHBIM

Acceptance value (AV) should be not more
than 15.0/ INokasaresns npuemaemoct (AV)
AosmkeH ObITh He 6onee 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
% 1 He Gonee 105 % oT 3asBAEHHOTO
KosnnyecTsa omenpasona (ot 37,2 mr no 42,0
Mr)

2/3

Sterile/CrepuneHbiii

Complies/CootBeTcTByeT

40.7 mg/mr

NARE-8CEGAK.10
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SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A,

CEPTUOUKAT AHAJIU3A
KOHEYHOI'O ITPOJIYKTA

FINISHED PRODUCT CERTIFICATE

Omes®, mmoduausaT ans npuroToBIeHns pacrsopa Aus uadysnit 40 |
mr / Omez, lyophilized powder for infusion 40 mg

flfpouy'm / Product:

Hara npouspoactea / Manufacture date: 07-2021 IlpousBoacTBenHas cepusi / Batch Ne: 11011
Cpok roanocru /Expire date: 07-2023 O6bem cepun/ Batch Quantity: 10.228 UN
AHanu3 nposeaeH B cooTsercTBun ¢ HJ N/ 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)

_,Ll—;mn(ﬁ?l;eﬁuﬂ;/ Réception date: 13/07/2021 ﬁT)b%?)l}oﬁ'éﬂz{nusa Ne / Analitical protocol N° SRAS-7Y4EHA.9

CNEUUPUKALIUHU/SPECIFICATIONS

UCOBITAHUSI/TESTS PE3YJIbTATBI/RESULTS

13. ¥Ynakoeka/ Package [Ipenapar Bo ¢nakoHe U3 GecUBETHOrO
npospausoro crexkna tana [ (Eur. Ph.),
YKYTIOpEeHHbIH  XNopOyTUnoBoii  npo6Koi,
00XaTblil  aNlOMMHMEBBIM  KOJIMAYKOM ¢
NpesoXpaHUTENbHO M’ NIacTHKOBOM
kpeiikoit.  Kaxwcawiii  ¢nakon Bmecre ¢
MHCTPYKLMEH MO NMPUMEHEHHIO TOMELLEH B
nayky kaptoHHyto./ 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 / MapkupoBka: B coorrercrsuu ¢ HJl/ According to ND

B 3alUMIIEHHOM OT CBETa MECTe npu temnepartype e Bbiie 25°C./ In place
protected from light below 25°C.

15. Yenosus xpanenus / Storage
conditions:

16. Cpok roaHocTH  / Shelf life:

2 ropa/ 2 yeafé o

HABJIOJAEHHWS / REMARKS:

Petenue OTK:
Quality Assurance Decision:
Jara / Date :

Pe3yibTaThl aHANM30B;
Analytical results:

AL vu»
[Hara / Date : 4 /) ZZ

2] «f/ 4
Havansimi na60paTopuM / Lahor: (ry \A.m ager

This batch has been manufactured in reference to the dossier in force and according to GMP.
Ita cepus Gblyia POU3BENIENA MO NCHCTBYIOIIEH JOKYMEHTALMH H B COOTBETCTBHH C TpeboBanuamu cGMP.

,ﬁf’ L /‘\ /p ( k

%/u”;/

Omerernennoc jimno / Qualified Person Vera Freire
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