e CEPTUOUKAT AHAJIM3A
SOFARIMEX KOHEYHOI'O [TPOJIYKTA

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

IIpoaykr / Product: Ome3®, 1uoduaH3aT A5 IPHTOTOBJIEHHS PACTBOPA st HHQY3Hii 40 )
mr / Omez, lyophilized powder for infusion 40 mg

Jarta npoussoacrea / Manufacture date: 01-2021 IlpousBoacTBeHHas cepusi / Batch Ne: 10093
Cpoxk rognocru /Expire date: 01-2023 O0bem cepun/ Batch Quantity: 36.640UN

AHaJyins npoBeneH B coorsercTBUN ¢ HI Ne/ 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)

Jata noay4enus: / Reception date: 29/01/2021 IIporoxon ananusza Ne / Analitical protocol N° SRAS-7Y4FHA.9
HCTIBITAHUS/TESTS CIIEHUO®PHUKALIMH/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onucanue White to off white lyophilized spongy cake or | Complies / CooTBeTcTBYeT |

its parts or as a powder / Benbiit uinu mouTH
Genmblii nHOGMIU3AT B BUAE OOHOPOIHOM
TIOPUCTOMH JICICLIKU U €€ YacTell WiIH B
BHJE MOPOIIKA.

2. Description of solution / Onucanue | Solution should be transparent or as Complies as prescribed/
pacTBopa opalescent as reference solution I / Pactsop B cooTBeTcTBHH €
-clarity /mpo3pa4HocThb JIOTDKEH 65T NPO3pPauyHbIM WIH OTKCaHUEM
ONMANECHCHINs  pacTBopa He  JOJDKHA
NPEBBINATh  ONAJECLEHIMIO  STAIOHHOIO
pactBopa L.

-absorption / mormioieHue Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTHdecKas WIOTHOCTh PacTBOPa — He
6onee 0,30 npu muHe Boamb! 440 HM

0.0060

3. Identification /TIommuHHOCTH 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 ynepxusanus
OCHOBHOT0 IMKA Ha XPOMAaTOTpaMMe
HCIIBITYEMOTO PacTBOpPa JOJDKHO
COOTBETCTBOBATH BPEMEHH YIePKUBAHUS
NMKa OMEIpa3ona Ha XpOMaTorpaMMe
CLaHUAPTHOrO pacTBopa

Complies / CooTBeTCTBYCT

4. Average weight of the vial content/ | 44.19 mg + 5% 45.72 mg/mr
CpeHsA Macca COePIKIMOTO between 42.0 mg and 46.4 mg/
dakona 44.19 Mr + 5%
Ot 42,0 mMr 10 46,4 Mr
5. pH of the solution / Between 10.0 and 11.0/ 10.6
pH pactBOpa OT1 10,0 mo 11,0

1/3 NARE-8CEGAK.10



SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

CEPTUOUKAT AHAJIU3A
KOHEYHOI'O TTPOJIYKTA

FINISHED PRODUCT CERTIFICATE

IIpoayxr / Product:

Omes®, moPuIn3aT JJIs IPUTOTOBJEHUS pacTBopa Aas Hudysuii 40

mr / Omez, lyophilized powder for infusion 40 mg

Jarta npounsBoacTea / Manufacture date: 01-2021
Cpoxk roaHocrn /Expire date: 01-2023

IMpon3eoacreennas cepus / Batch Ne: 10093
O6nem cepun/ Batch Quantity: 36.640UN

Ananus npoeeneH B cooTBercTBuM ¢ HII 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)

Jarta noayuqenus: / Reception date: 29/01/2021

IIpoTokosn anasn3a Ne / Analitical protocol N° SRAS-7Y4EHA.9

HUCHOBITAHUSA/TESTS CHEIUO®UKALINH/SPECIFICATIONS | PE3YJbTATBI/RESULTS
6. Water/ Bona NMT 6.0% / He 6oxee 6.0% 1.2%
7. Particular matter / MexaHnueckue Visible particles Bunumsle dyacTALBL: Absent / OTCYTCTBYIOT
BKJTFOUCHUS According to requirements / B COOTBETCTBHH
¢ TpeOoBaHIAMU
Subvisible particles/ HeBuanMbie 4aCTUIIBL:
> 10 microns NMT 6000 particles per 385
container/ YacTui pasmepoM 2 10 MM - He
6onee 6000 Ha drakoH.
> 25 microns NMT 600 particles per 1
container/ YacTui pasMepoM 2 25 MKM - He
6onee 600 Ha (rakoH.
8. Related impurities / [TocroponHne
TIPHUMCCH
- impurity D /mpumecu [ Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity E /mpumecu E Not more than 0.3%/ He 6omnee 0,3% 0,04%
- impurity 1/ npumecu 1 Not more than 1.0 %/ He 6onee 1,0 % Not Detected
- impurity 2 / npumecu 2 Not more than 0.5%/ He 6omee 0,5% Not Detected

- Any other impurity / EuamaHo#

HEUACHTUGUIMPOBAHHON
[IpUMECH

Total impurities / CymmBbl npumeceit

9. Bacterial Endotoxins /
BakTepralibHble SHI0TOKCHHBI

10. Sterility / CTepunbHOCTD

11. Uniformity of dosage units /
OIHOPOOHOCTH XO3UPOBAHUS

12. Assay of omeprazole /
KonuuecTBeHHOE onpe/ieieHue
oMenpazona

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

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

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

Product should be sterile / [IpenapaT gomxeH
OBITH CTEPHAIBHBIM

Acceptance value (AV) should be not more
than 15.0/ TTokazaTess npuemiieMocTty (AV)
nomkeH 6bITh 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
% u He Gonee 105 % OT 3asABIEHHOTO
KoJiyecTBa oMerpasona (ot 37,2 mr go 42,0
MT)

< Quantification Limit

0,04%

<5.83 EU/mg

Sterile / CrepupHbIi

Complies / COOTBETCTBYET

40.6 mg/Mr
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ey CEPTUGUKAT AHAJIU3A
SOFAWMEX KOHEYHOI'O [TPOJIYKTA

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

IIpoaykr / Product: Ome3®, nuoduan3ar Ajisi NPUATOTOBJICHUS pacTBoOpa ajas unpysuii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jarta npoussoactea / Manufacture date: 01-2021 IIpounsBoacTeennas cepusi / Batch Ne: 10093
Cpox roanoctu /Expire date: 01-2023 O6bem cepuu/ Batch Quantity: 36.640UN
AHaJun3 npoBejeH B cooTBeTcTBHU ¢ H/[ 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)

Jata noaydenusi: / Reception date: 29/01/2021 IIpoTokon ananusza Ne / Analitical protocol N° SRAS-7Y4EHA.9
HUCIIBITAHUSI/TESTS CIIEHUOUKAINH/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
13. Vnakoska/ Package Ipenapar Bo ¢uakoHe u3 GecuperHoro | Complies / CooTBeTCTBYET

npo3paunoro crekia tmma I (Eur. Ph),
YKYNOpeHHbIN  xyopOyTwinoBoii  npoOkoi,
o0)xaThlii aMOMMHHEBBIM KOJNMAYKOM C
TIpEeAOXPaHUTEIIBHON IJIACTUKOBOM
kpbimkoi. Kaxperit  ¢dmakon Bmecte c
HHCTPYKIMEH MO MPUMEHEHHI0 MOMEIEH B
nmadky kaproHHyto./ 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 coorsercteuu ¢ HI/ According to ND

15. YenoBus xpaneHus / Storage B 3amuineHHOM OT cBeTa MecTe IpH TeMrieparype He Beime 25°C./ In place
conditions: protected from light below 25°C.

16. Cpok rognoctu / Shelf life: 2 roga/ 2 years

HABJIIOJEHUSI / REMARKS:

Pesynunratnl anamusos:; f\ Pemcanc OTIC: /\37 Jao - {
Analytical results | Quality Assurance Decision: (Q /C) . i yf
Hara/ Date : ; : VU( Jlata / Date : (( \)é VQ

Hauanenux naboparopuu / Labdi alnry Mamg

Orsercrennoe nuio / Qualified Person Vera Freire

This batch has been manufactured in reference to the dossier in force and according to GMP,
Ota cepus 6blIa NPOM3BEIEHA IO JCHCTBYIOIIEN JOKYMEHTALMK U B COOTBETCTBUH ¢ TpeGoBaHUuAMH cGMP,
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