CEPTUDUKAT AHAJIM3A
SOFAﬁm’"’MEx KOHEYHOIO [MPOJIYVKTA

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

IIpopykr / Product: Ome3®, ano¢miia3aT 1Jisi NPUroTOBIEHHS pacTrBopa 1 undysmii 40
mr / Omez, lyophilized powder for infusion 40 mg

Hara npoussoacrea / Manufacture date: 07-2021 ITponsBoacTBenHast cepust / Batch Ne: 11010
Cpok rogHocTu /Expire date: 07-2023 O6nem cepun/ Batch Quantity: 11.926 UN
AHanus npoBenen B coorBeTcTBHM ¢ HJ Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /m3m.Ne 1 ot 16.01.2020)

Jara noayuenus: / Reception date: 13/07/2021 IIpoTokon ananusza Ne/ Analitical protocol N° SRAS-7Y4EHA.9
HUCIBITAHUS/TESTS CHHEHU®HUKALUU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
1. Description / Onmcanue White to off white lyophilized spongy cake or COmplieS/COOTBeTCTByeT—

its parts or as a powder / Benbiit Wix noutu
Genblit nHoduIN3aT B BUAE OJHOPOAHOM
TIOPUCTOH JIENEIKY UK €€ YacTei Uiy B
BUJlE TIOPOILIKa,

2. Description of solution / Onucanue | Solution should be transparent or as Complies as prescribed/
pactBopa opalescent as reference solution I / Pactaop B cooTtBeTcTBHM C
-clarity /mpo3pauHocTsb IOJDKEH ObITH Npo3payHbIM unu OMHUCaHUEM
OmaJeCUeHUMs  pacTBopa  He  JOJDKHA
OPEBBIIIATE  OMAIECUEHIUIO  3TAJOHHOTO
pactBopa I.

-absorption / morjoieHue Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTryeckas MIOTHOCTL PacTBOPa — He
6onee 0,30 npu miube BoJHE 440 HM

0.0029

3. Identification /IToaMHHOCTE The retention time of the major peak on the Complies/CooTseTcTBYyeT
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 yaepxupanus
OCHOBHOIO MHKa Ha XpOMaTorpaMme
HCOBITYEMOTO PACTBOPA JOJKHO
COOTBETCTBOBATh BPEMEHH YAESPKMBAHUA
TIMKa OMENpa3osia Ha XpoMaroIpaMme
CTaHJAPTHOTO pacTBoOpa

4. Average weight of the vial content / | 44,19 mg + 5% 46.18 mg/mr
Cpennss Macca ColepKUMOTO between 42.0 mg and 46.4 mg/
¢bnakona 44.19 mr + 5%

Ot142,0 mMr g0 46,4 Mr

5. pH of the solution / Between 10.0 and 11.0/ 10.7
pH pactBopa Ot 10,0 mo 11,0
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CEPTUOUKAT AHAJIM3A
KOHEYHOI'O TTPOJIYKTA

SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE

Ipoaykr / Product: Omes®, muoduamsar s NPUroToBJICHAA pacTBopa Ajig undysuit 40

mr / Omez, lyophilized powder for infusion 40 mg

JaTta nponssoactsa / Manufacture date: 07-2021 IpoussoacreenHas cepus / Batch Ne: 11010
Cpoxk roagHoctn /Expire date: 07-2023 O6mbem cepun/ Batch Quantity: 11.926 UN
Auanus nposeaen B coorBercTBuu ¢ 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)

[ Mata n0.1_1yl|eHm|: / Reception date: 13/07/2021 MpoToxoa anaausa Ne / Analitical protocol N° SRAS-7Y4EHA.9

UCTILITAHUS/TESTS CIELM®VKALAA/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
6. Water/ Bona NMT 6.0% / He 6onee 6.0% 1.0%
7. Particular matter / MexaHIUecKue Visible particles BunumMble 4acTHLbL: Absent/OTCyTCTBYIOT

BKJIHOYEHUS According to requirements / B COOTBETCTBUH
¢ Tpe6oBaHUAMU

Subvisible particles/ HeBumiMble 4acTHLBI: 449
> 10 microns NMT 6000 particles per
container/ Yacrur pasmepoM = 10 MkM - HE
6omee 6000 Ha (rakoH.

> 25 microns NMT 600 particles per

container/ YacTull pa3MepoM 2 25 MKM - HE 1
Gonee 600 Ha (naxoH.
8. Related impurities / [TocToponsue
npuMecu
impurity D /mpumecn [ Not more than 0.3%/ He 6onee 0,3% Not Detected
impurity E /npumecu E Not more than 0.3%/ He 6omee 0,3% Not Detected
impurity 1/ npumecu 1 Not more than 1.0 %/ He 6onee 1,0 % 0.07%
impurity 2 / npumecu 2 Not more than 0.5%/ He 6onee 0,5% Not Detected

- Any other impurity / Equnnunoii | Not more than 0.2%/ He Gonee 0,2%
HenIeHTH(QUIINPOBAaHHON

< Quantification Limit

mpUMecH 0.07%
Total impurities / Cymmsl pumeceid | 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
BakTepuanbHbIe IJHAOTOKCHHBL Gonee 5,83 ED/mMr omenpaszona
10. Sterility / CTepunbHOCTD Product should be sterile / [Ipenmapat nosmixen Sterile/CTtepunbHblit

OBITh CTEPUIBHBIM

11. Uniformity of dosage units /
OIHOPOIHOCTE AO3UPOBAHUS

Acceptance value (AV) should be not more
than 15.0/ ITokazaTens npuemiieMocT (AV)
nojpkeH ObITh He Goutee 15.0

Complies/CooTBEeTCTBYET

12. Assay of omeprazole /
KomnudecTBeHHOE onpeneneHue
oMenpasosa

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 6onee 105 % oT 3as4BNEHHOTO
KoJnuecTBa omenpaszona (o1 37,2 mr go 42,0
MT)

40.7 mg/mr
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CEPTHOUKAT AHAJIM3A

SOFAGWMEX KOHEYHOI'O IMPOJIYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4, FINISHED PRODUCT CERTIFICATE

IIpoaykT / Product: Ome3®, quoduiimzar Ajis NPUTOTORJIEHHS pacTBOPa 1A nml)ymﬁ 40 |
mr / Omez, lyophilized powder for infusion 40 mg

Jata npouspoactBa / Manufacture date: 07-2021 [TpouspoacTeenHas cepus / Batch Ne: 11010
Cpox rogHoctu /Expire date: 07-2023 O6bem cepnn/ Batch Quantity: 11.926 UN
AHanus nposeleH B coorBeTcTBUHM ¢ HJ{ Ne/ Analysis performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /uzm.Ne 1 o1 16.01.2020)

JaTa nonyyenus: / Reception date: 13/07/2021 IIporokon ananuza Ne / Analitical protocol N° SRAS-7Y4EHA.9
NCIIBITAHUSI/TESTS CIIEHIUP®UKALOUU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
13. VnakoBka/ Package IMpenapar Bo ¢mnakone wu3 OecuserHoro| Complies/CooTBETCTBYET

npo3payHoro crekna thina I (Eur. Ph.),
YKYIOPEHHBIH  XNOpOyTHIOBOW  TpoOKOiA,
00XaTblii aNOMHMHMEBBIM  KOJIIAYKOM C
[PEAOXPAaHHUTENBHOM TIACTHKOBOIA
kpellmkod. Kaxneiit ¢uakoH Bmecte ¢
HUHCTPYKUMEN MO NPUMEHEHHIO TOMEIISH B
nauky kaptoHHyio./ 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 scal with plastic
cap. Each vial is packed into a carton
package along with package insert.

14. Labeling / MapkupoBka: B cootsercrauu ¢ HIl/ According to ND

15. YcnoBus xpaHeuus / Storage B 3alMILEHHOM OT CBETA MECTE nipu Temnepatype He Borie 25°C./ In place

conditions: protected from light below 25°C.

16. Cpok roaHocty / Shelf life: 2 ropa/ 2 years

HABJIIOJEHMS / REMARKS: 3
(W g

PesynnTaThl aHATN30B: Peuienmne OTK: Pg 0

Analytical results: ;}"Vlfir-&f( Quality Assurance Decision: e

Nara / Date : 50{ L Hara / Date : @/‘:},‘? 1() jé
Hauanenuk gadoparopnu / :lh()l’llltl){MdI‘l(lW{_ W/ Orperersennoe nuio / Qualified Person Vera Freire

This batch has been manufactured in reference to the dossier in force and according to GMP.
Ota cepua Oblla Npou3BelieHa Mo AeHCTRYIOLECH JOKYMEHTallMH H B COOTBETCTBHU ¢ TpebosaHusamu cGMP,
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