CEPTUDPHUKAT AHAJIU3A

SOFAIﬁWim EX KOHEUHOI'O [TPOJTYKTA
INDUSTRIA QUIMICA E FARMAC?UTIC&, SA FINISHED PRODUCT CERTIFICATE

ﬁpOHyKT / Product: Ome3®, 1no¢HaIu3aT 1JIsS MPUTOTOBJIEHUS pacTBOpa Aas uHy3uii 40 _
mr / Omez, lyophilized powder for infusion 40 mg

Jara npoussoacTsa / Manufacture date: 07-2021 ITpoussoacTeennas cepusi / Batch Ne: 11090
Cpok rognoctu /Expire date: 07-2023 O6bem cepun/ Batch Quantity: 12.093 UN
AnaJjius nposeaen B coorBercrBuu ¢ HJ{ Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /u3m.Ne 1 o1 16.01.2020)

Jdara nonyyenwsi; / Reception date: 21/07/2021 MpoTokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA .9
HCIOBITAHUS/TESTS CIHIEHAOUKALIMU/SPECIFICATIONS PE3YJIbTATBI/RESULTS
1. Description / Onucanue White to off white lyophilized spongy cake or ' CompliG?COOTBeTCTByeT

its parts or as a powder / Benblit iy mouTH
6esplit ModUNM3aT B BUAE OJHOPOAHON
TIOPUCTOM JIENICIIKYN WIIM €€ YacTeH WK B
BHJC HOPOLUKA.

2. Description of solution / Onncanue | Solution should be transparent or as Complies as prescribed/
pacteopa opalescent as reference solution I / PacTteop B cooTBercTBUM €
-clarity /mpo3pauHocTb JOJDKEH OBITH NPO3pauHbIM uwiu OMHUCaHHEM
omanecueHUMs  pacTBopa  He  ROJIKHA
NPEeBbIIATL  ONMANECUSHLUWIO  3TAIOHHOMO
pacTBopa L.

-absorption / moryioweH"e Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTrdeckas NJIOTHOCTh pacTBOpa — He
6osee 0,30 mpu e BostHbI 440 HM

0.0034

3. Identification /IlognuHAOCTH 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
OCHOBHOT'O NMHKA Ha XpOMaTorpaMme
HCTIBITYEMOTO pacTBopa JOMKHO
COOTBETCTBOBAaTh BPEMEHU yASPIKUBAHUS
NHKa OMenpa3ojia Ha XpOMaTorpaMme
CTAaHIAPTHOTO PacTBOpa

Complies/CooTBeTCTBYET

4, Average weight of the vial content/ | 44.19 mg + 5% 45.32 mg/mr
Cpe/iHss Macca COAEeP>KUMOro between 42.0 mg and 46.4 mg/
¢dnakona 44.19 mr + 5%
Ot 42,0 Mr 10 46,4 Mr
5. pH of the solution / Between 10.0 and 11.0/ 10.7
pH pacTBopa Ot 10,0 oo 11,0
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CEPTUOHUKAT AHAJIU3A

SOFAM‘ETMEX KOHEYHOIO [TPOJIYKTA

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

IIpoayxr / Product: Ome3®, nnopuansar Ast NPUTroToBJACHUS paCTBopa_ nas nugysuii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npouspoacrea / Manufacture date: 07-2021 IIpou3BoacTBeHHas cepus / Batch Ne: 11090

Cpox ropnoctu /Expire date: 07-2023 O61em cepuu/ Batch Quantity: 12.093 UN
AHnanus nposegen B coorBercTeiy ¢ HJI No/ 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)

HdaTa nonyuenns: / Reception date: 21/07/2021 IIporokon ananuza Ne / Analitical protocol N° SRAS-7Y4EHA.9
NCIIBITAHUS/TESTS CIHEIUOPUKALUNN/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
6. Water/ Bona NMT 6.0% / He 6onee 6.0% 2.1%
7. Particular matter / MexaHnueckue Visible particles BuniumMpie uactuiist: Absent/OTcyTCTBYIOT
BKITIOUEHUS According to requirements / B COOTBETCTBUU
¢ TpeboBaHUAMHU
Subvisible particles/ HeBuaumMbie 9aCTHLIBI: 30
> 10 microns NMT 6000 particles per
container/ Yactun pasmepom = 10 MkM - He
6onee 6000 Ha ¢prakoH.
>25microns NMT 600 particles per 1
container/ YacTul pasMepoM 2 25 MKM - He
6onee 600 Ha QnaxoH.
8. Related impurities / [locToponnue
TIPUMECH
- impurity D /npamecu JT Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity E /upumecu E Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity 1/ npumecu 1 Not more than 1.0 %/ He Gonee 1,0 % 0.07%
- impurity 2 / npumecu 2 Not more than 0.5%/ He Gonee 0,5% Not Detected
- Any other impurity / Eauauuto#t | Not more than 0.2%/ He 6onee 0,2% < Quantification Limit
HEUIeHTH(QUIINPOBAHHOM
npUMecH
Total impurities / Cymmbl mpuMeceit | Not more than 1.5%/ He 6osee 1,5% 0.07%
9. Bacterial Endotoxins / Not more than 5.83 EU/mg of omeprazole/He <5.83 EU/mg
BbaktepranbHbie 3HIOTOKCHHBI Gonee 5,83 ED/Mr omenpasosna
10. Sterility / CtepunsHOCTD Product should be sterile / Ilpenapat ngomken Sterile/CtepunbHblii
OBITb CTEPUIBHBIM
11. Uniformity of dosage units / Acceptance value (AV) should be not more Complies/CooTtBeTcTBYET
OmHOPOAHOCTb JO3MPOBAHUS than 15.0/ Ilokasatens npuemiemocty (AV)
aoikeH ObrTh He 6osiee 15.0
12. Assay of omeprazole / Not less than 93% and not more than 105% 41.1 mg/mr
KondecTBeHHOE onpeneneHne from the label amount of omeprazole
oMeTpa3zoJia (between 37.2mg to 42.0mg) / He menee 93
% 1 He 6osee 105 % OT 3as1BJIEHHOTO
KonuvecTBa oMerpasona (ot 37,2 mr go 42,0
MT)
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CEPTHOUKAT AHAJIN3A
KOHEYHOI'O [MTPOJI[YKTA

SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE

Mpoaykr / Product: Ome3®, HoGUIM3AT AJIsl IPUTOTOBJIEHHST pACTBOPA s HHY3mit 40

mr / Omez, lyophilized powder for infusion 40 mg

Hara nponseoactsa / Manufacture date: 07-2021 IIpoussoacTeennas cepusi / Batch Ne; 11090
Cpok roguoctu /Expire date;: 07-2023 O61bem cepuu/ Batch Quantity: 12.093 UN
AHanius nposeaeH B cooTBercTBUU ¢ 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)

MaTa nonyuenus: / Reception date;

21/07/2021

Mporokon ananuza Ne / Analitical protocol N° SRAS-7Y4EHA.9

NCIILITAHUA/TESTS

CIIEHUPHUKALUN/SPECIFICATIONS

PE3YJIbTATBI/RESULTS

13. Ynakoska/ Package

IMpenapatr Bo ¢uakoHe wu3 GeCUBETHOTO
npospaynoro ctexna tuna [ (Eur. Ph.),
YKyMnopeHHsli  xnopSyTunoBoil  npo6koi,
06xaTbli  ATIOMUHMEBBIM  KOJNAYKOM €
NPeA0XPaHUTENBHO} TJIaCTUKOBOM
kpbiukod. Kaxasiii  ¢nakoH BmecTe ¢
WHCTPYKLMEH N0 NPUMEHEHHIO TOMEEH B
mauKy kapToHHyt0./ 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 coorsercteuu ¢ HJI/ According to ND

15. Ycnosus xpanenns / Storage
conditions:

protected from light below 25°C.

B 3amuiieHHoM OT cBeTa MecTe TIpH TeMrepatype He Boitue 25°C./ In place

16. Cpox rogHocTn / Shelf life:

2 ropa/ 2 years

HABJIOJAEHWSA / REMARKS:

7

.A/

Pe3yneTaThl aHaiu3on;
Analytical results: }1
Jara / Date } v‘

f\r-‘-"r

¢

: {/ n X :
Hauanshuk naboparopuu / | ﬁ;mry Mmmgé

Pewmenne OTIC:
Quality Assurance Du., ision:

Jlata / Date : }Aﬁ/azf

-

.

{

OteercreenHoe 1o / Qualified Person Gongalo Felicio

(/ f}) 7\/’

This batch has been manufactured in reference to the dossier in force and according to GMP.
| 3Ta cepus ObLIa NPOM3BE/CHA IO ACHCTBYIOLICH IOKYMEHTALMH U B COOTBETCTBUH C TpeGOBAHHSIMH cGMP.

—
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