5 CEPTUDUKAT AHAJIV3A
SOFARIMEX KOHEYHOTI'O [POJIYKTA

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

T[i)OIlyKT / Product: Ome3®, mnopuau3aT J1 NPUroOTOBJIEHHsI pacTBopa Aust uHdysuii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jarta npoussoactea / Manufacture date: 06-2021 IMpousBoacTBenHas cepust / Batch Ne: 10967
Cpok roaHoctn /Expire date: 06-2023 O0bem cepun/ Batch Quantity: 36.630UN
AHanns nposefeH B cooTBercTBHH ¢ 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)

Jata nonyyenusi: / Reception date: 17/06/2021 IIpoToxoa ananuza Ne / Analitical protocol N° SRAS-7Y4EHA .9
NCIIBITAHUSI/TESTS CHIEHU®HUKATNIUN/SPECIFICATIONS | PE3YJIbTATBI/RESULTS |
1. Description / Onucanue White to off white lyophilized spongy cake or | Complies/CooTseTcrByeT ]

its parts or as a powder / Bepiit Wi nouTu
Oesnblii THOGUIU3AT B BUE OJHOPOTHOMN
NOPHUCTOM JIeNemKy WK ee YacTel uin B
BUAE MOPOLLKA.,

2. Description of solution / Oricanue | Solution should be transparent or as Complies as prescribed/
pacTBopa opalescent as reference solution I / Pactsop B coorsetcTBUH C
-clarity /npospauHocThb JOMKEH ObITH NpO3pavHbIM Wiy OnucaHueM
oMmajieCUeHUMA  pacTBopa  He  JOJKHa
NpeBbIlaTh  ONANECLEHLUMIO  3TATOHHOrO
pactBopa [.

-absorption / mornouetue Optical density of the solution - not more
than MT 0.30 at wavelength 440 nm.
/OnTryeckas NIOTHOCTb PACTBOPA — HE
6onee 0,30 npu anvHe Bonub! 440 HMm

0.0020

3. Identification /[ToyTHHHOCTE 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 / BpeMst ynepxuBanus
OCHOBHOTO MHKa Ha XpOMaTorpaMmme
HCIBITYEMOTO PacTBoOpa HOJIKHO
COOTBETCTBOBATh BPEMEHH yIEPIKMBAHUSI
MUKa OMENpPa30/la Ha XpoMaTorpamme
CTaHJAPTHOTO PacTBopa

Complies/CootBeTcTBYET

4. Average weight of the vial content / |44.19 mg + 5% 45.91 mg/mr
CpeaHsAsa Macca COACPIKIMOro between 42.0 mg and 46.4 mg/
(nakoHa 44.19 mMr + 5%
Ot 42,0 Mr po 46,4 Mr
5. pH of the solution / Between 10.0 and 11.0/ 10.6
pH pactBopa 01 10,0 1o 11,0
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- CEPTUDOUKAT AHAJIM3A
SOFAWM EX KOHEYHOTO TTPOJTYKTA

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

ﬁpouyKT/ Product: Ome3®, nuopuiamsat AJi IpUroTOBJIEHUS PACTBOPa sl mlq)y;m“a 40 |
mr / Omez, lyophilized powder for infusion 40 mg

Harta npoussoacta / Manufacture date: 06-2021 IlpoussoucrBenHas cepusi / Batch Ne: 10967
Cpoxk roasoctu /Expire date: 06-2023 O0bem cepun/ Batch Quantity: 36.630UN
Auanus nposeaeH B cooTBeTcTBUM ¢ HJl 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 nonyueHus: / Reception date: 17/06/2021 Ilporokon ananusza Ne / Analitical protocol N° SRAS-7Y4EHA.9
HCIIBITAHUSI/TESTS CHEUUDPUKATUU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
6. Water/ Bona NMT 6.0% / He 6onee 6.0% 3.3%
7. Particular matter / Mexanuueckue Visible particles Bunumblie 4acTUIpL: Absent/OTCcyTCTBYIOT
BKJIIOUCHUS According to requirements / B COOTBETCTBHH
¢ TpeboBaHUAMU
Subvisible particles/ HeBuanmbie 4acTUIbL; 34
> 10 microns NMT 6000 particles per
container/ YacTtui pazmepom 2 10 MKM - He
6onee 6000 Ha ¢prakoH.
>25 microns NMT 600 particles per 1
container/ YacTuu pazMepoM = 25 MKM - He
6onee 600 Ha daakoH.
8. Related impurities / [TocroporHue
[PUMECH
- impurity D /mpumecu ] Not more than 0.3%/ He Gosee 0,3% Not Detected
- impurity E /npumecu E Not more than 0.3%/ He 6osiee 0,3% Not Detected
- impurity 1/ npuMecu 1 Not more than 1.0 %/ He 6onee 1,0 % 0.06%
- impurity 2 / npuMecu 2 Not more than 0.5%/ He 6omee 0,5% Not Detected
- Any other impurity / Eauanunoii | Not more than 0.2%/ He 6onee 0,2% <Quantification Limit
HEeHACHTHOUITMPOBAHHOM
NpUMECH 0.06%
Total impurities / Cymmbl ipumeceit | Not more than 1.5%/ He Gonee 1,5%
9. Bacterial Endotoxins / Not more than 5.83 EU/mg of omeprazole/He <5.83 EU/mg
bakrepranbHble 3HIOTOKCHHbI 6onee 5,83 E3/Mr omenpazona
10. Sterility / CrepunbHoCTh Product should be sterile / [Tpenapat nomkeH Sterile/CTepunbHbIit
ObITb CTEPUIBHLIM
11. Uniformity of dosage units / Acceptance value (AV) should be not more Complies/CooTseTcTBYET
OnHOPOIHOCTL AO3UPOBAHUS than 15.0/ [ToxazaTens npuemaemoctu (AV)
AoskeH 6bITh He Gonee 15.0
12. Assay of omeprazole / Not less than 93% and not more than 105% 39.0 mg/mr
KonuvuecTBeHHOE onpenenenue from the label amount of omeprazole
omernpasona (between 37.2mg to 42.0mg) / He menee 93
% u He Gonee 105 % OT 3aABACHHOTO
KoJinyecTBa oMemnpaszona (ot 37,2 mr no 42,0
MT)
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CEPTUDHUKAT AHAJIM3A
SOFA "'R“"""M EX KOHEUYHOI'O [TPOJIYKTA

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

mr / Omez, lyophilized powder for infusion 40 mg

_l'[pouyKT/ Product: Ome3®, tHoGUAM3AT AJIsi IPUTOTOBJICHHS PACTBOPA Jist MHPY3uii 40

JaTta npoussogcrea / Manufacture date; 06-2021 IIponspoacreennan cepusi / Batch Ne: 10967
Cpok roaHocru /Expire date: 06-2023 Oo6nem cepun/ Batch Quantity: 36.630UN
AHanus nposeaen B coorseTcTBUYU ¢ HI Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
| 151117 (amend Ne 1 from 16.01.2020 /usm.Ne 1 o1 16.01.2020)

npospaudoro crekna tuna I (Eur. Ph.),
YKYHOOPEHHbIH  XJ0pOyTHIOBOH  npobKoii,
00XaTbll AJIOMUHMEBBIM  KOJMA4YKOM C
NpelOXPaHUTEIbHON IIaCTHKOBOM
kppllukoi. Kaxpawili  ¢uakoH BMmecte ¢
WHCTPYKLMEH 10 MpUMEHEHMIO TIOMEIleH B
nayky KapToHHy10./ 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.

[ Mata nonyuenus: / Reception date: 17/06/2021 [potokon ananusa Ne / Analitical protocol N°SRAS-7Y4EHA.9 |
| HUCHObITAHUSI/TESTS | CHEONA®UKALMU/SPECIFICATIONS | PE3YJIBTATBI/RESULTS |
| 13. Ynakoska/ Package [Tpenapatr Bo ¢uakoHe 3 OecUBeTHOTO Complies/COOTBeTCTé}7eT_

14. Labeling / Mapkuposka: B cootsercrun ¢ HI/ According to ND

15. Yenosus xpanenus / Storage B 3aiinimeHHOM OT cBeTa MecTe Nnpu Temneparype He Bbiuie 25°C./ In place
conditions: protected from light below 25°C.

16. Cp01<_ roasoctu / Shelf life: 2 ropa/ 2 years

HABJIOAEHNS / REMARKS:

L : |
Pe3ybTarTsl aHau30B: 4 /, . Pemetne OTK: /}WL,(‘: 20 X
Analytical results: /| }’M}\f : 7 Quality Assurance Decision: .
Jara / Date : ,[ 1& =

LUz 75 N

Hauanekuk saboparopun / Kaboratory Marips

This batch has been manufactured in reference to the dossier in force and according to GMP,
_OTa cepust OLUIA NPOMIBEACHA N0 ACHCTBYIOWICH NOKYMEHTALLIIN ¥ B COOTBETCTBMH ¢ TpeGoBanusmu cGMP,
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I Jlarta / Date : b—Q/Q &2/0-; !
1V
U;'A/l/'( Orsercroenyoe nuuw / Qualified Person Vera Freire B




