. CEPTUOUKAT AHAJIM3A
SOFAR’TMEX KOHEYHOI'O [MTPOAYKTA

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

IIpoaykr / Product: Omes®, inoduinsat AJasl IPUTOTOBJIEHHS PACTBOPA A1 HHMY3mii 40 |
mr / Omez, lyophilized powder for infusion 40 mg

Jara npoussoactea / Manufacture date: 06-2021 IIponssoacrBennasi cepusi / Batch Ne: 10947
Cpok roanoctu /Expire date: 06-2023 O0bem cepuu/ Batch Quantity: 36.660UN
AHanus nposeJeH B cooTBercTBHM ¢ 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)

Jara noayyenus: / Reception date: 26/07/2021 IIporoxon anannia Ne/ Analitical protocol N° SRAS-7Y4EHA.9
HCIBITAHUSI/TESTS CIHNEIMUOUKALTNH/SPECIFICATIONS | PE3YJLTATBI/RESULTS |
1. 15escription / OnucaHue White to off white lyophilized spongy cake or Complies/CooTBeTcTBYeT

its parts or as a powder / Besbli Wi nouTy
Oenblit nHOPUIM3AT B BUAE OTHOPOAHON
TIOPUCTOH JETIEIIKY HITH ee YacTelt Win B
BU/IE TIOPOLLKA.

2. Description of solution / Onucanne |Solution should be transparent or as Complies as prescribed/
pacTBopa opalescent as reference solution I / Pactsop B cooTBeTCTBUM C
-clarity /mpo3padHoCTh LOJKEH ObITH IPO3pauHbIM HITH OITUCAHHEM
OMaJIeCUCHUUA  pacTBopa He  JOJDKHA
OPERBILIATh  ONANECLEHLUWK  3TAJOHHOTO
pacTtBopa I.

-absorption / morsioe Hue Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.,
/OnTIYecKas IOTHOCTH PACTBOPA — HE
6onee 0,30 npu minHe BoaHb! 440 HM

0.0020

3. Identification /[TomuHHOCTE 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 ynepxupauus
OCHOBHOTO NUKa HA XpOMAaTorpaMme
UCIBITYEMOTO pacTBoOpa JOIXKHO
COOTBETCTBOBATh BPEMEHH yAEP:KHBAHUSI
NMKa OMeNpa3oJia Ha XpoMaTorpaMmme
CTaHJapTHOrO pacTBOpa

Complies/CootBeTcTBYET

4. Average weight of the vial content / |44.19 mg + 5% 45.58 mg/mr
Cpeanss Macca CoAePIKUMOro between 42.0 mg and 46.4 mg/
¢dnakoHa 4419 mr+ 5%

Ot 42,0 Mr no 46,4 mMr

5. pH of the solution / Between 10.0 and 11.0/ 10.7
pH pacteopa 01 10,0 no 11,0
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e CEPTUOUKAT AHAJIA3A
SOFARIMEX KOHEYHOI'O TTPOJIYKTA

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

ITpO[lyKT / Product: Ome3®, inopunuzar AJIsi IPUTOTOBJIEHUS pacTBOpa Aas undy3umii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npoussoactea / Manufacture date: 06-2021 IIpoussoacTBeHHasi cepus / Batch Ne: 10947

Cpok roasoctn /Expire date: 06-2023 Oo6bem cepun/ Batch Quantity: 36.660UN
AHanu3 nposeaeH B coorercTBuu ¢ HJ[ 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)

Jata nonyuenus: / Reception date: 26/07/2021 IIpotokon ananauza Ne / Analitical protocol N° SRAS-7Y4EHA .9
NCHBITAHUSI/TESTS CIIEHNU®UKALINU/SPECIFICATIONS | PE3YJBbBTATBI/RESULTS
6. Water/ Bona NMT 6.0% / He 6osee 6.0% 1.3%
7. Particular matter / Mexanuueckue Visible particles Bunumbie 4acTHLIBL: Absent/OTCyTCTBYIOT
BIUTIOUEHUS According to requirements / B COOTBETCTBHH
¢ TpeboBaHMAMHU
Subvisible particles/ HeBuauMbIe 4aCTHLIBL: 57
> 10 microns NMT 6000 particles per
container/ Yactur pasmepom = 10 MKM - He
6onee 6000 Ha ¢makoH.
>25 microns NMT 600 particles per 3
container/ YacTui pazmMepoM = 25 MKM - He
6osiee 600 Ha QiakoH.
8. Related impurities / [ToctopoHHHe
[IpUMeECH
- impurity D /mpumecn /[ Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity E /npumecu E Not more than 0.3%/ He 6onee 0,3% Not Detected
- impurity 1/ mpumecu 1 Not more than 1.0 %/ He 6onee 1,0 % 0.09%
- impurity 2 / npumecd 2 Not more than 0.5%/ He 6onee 0,5% Not Detected
- Any other impurity / Enunnunoii | Not more than 0.2%/ He 6onee 0,2% <Quantification Limit
HEUACHTUQHULIMPOBAHHOMA
npUMecH 0.09%
Total impurities / Cymmbi npumeceit | 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
BaxTepHanbHble 3HAOTOKCHHBI Gonee 5,83 EQ/mr omenpazona
10. Sterility / CrepunsHOCTD Product should be sterile / [Ipenapat nomkex Sterile/CtepunbHbIi

OBITh CTCPUJIbHBIM

11. Uniformity of dosage units / Acceptance value (AV) should be not more
ORHOPOAHOCTD NO3UPOBAHUS than 15.0/ [Toxazatens npuemiemoctu (AV)
nomieH 6uITh 11e 6onee 15.0

Complies/CooTBETCTBYET

12. Assay of omeprazole / Not less than 93% and not more than 105% 40.3 mg/mr
KomuecTBeHHOE onpeneneume from the label amount of omeprazole
omenpazona (between 37.2mg to 42.0mg) / He menee 93

% u He Goiaee 105 % oT 3aABNEHHOTO
KonuuecTBa omenpasona (ot 37,2 mr go 42,0
MT)
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“a CEPTUOUKAT AHAJIU3A
SQFAWMEX KOHEYHOI'O MPOJIYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A. FINISHED PRODUCT CERTIFICATE

Hpo_uyKT / Product: Ome3®, muoduau3aT AJIst NPUTOTOBJIEHUS] PACTBOPA AJIs1 UHPY31ii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jara nponssoacrea / Manufacture date: 06-2021 IpoussoacTBeHHas cepusi / Batch Ne: 10947

Cpok romiioctn /Expire date: 06-2023 O6bem cepun/ Batch Quantity: 36.660UN
AHaJju3 nposese B coorsercTBun ¢ H/ 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: 26/07/2021 MpoTokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.9
UCTIBITAHUSI/TESTS CHENU®UKALIMW/SPECIFICATIONS | PE3YJBTATBI/RESULTS |
13. VnaxoBka/ Package Ilpenapar Bo ¢uakone u3 OGecuserHoro | Complies/CooTBeTCTBYET

npospauHoro crexna Ttunma 1 (Eur. Ph.),
YKYIOPEHHBIH  XMopOyTMnoBoit  mpobxoif,
00XAaTBIil ANIOMUHHEBBIM  KOJMAYKOM €
LPENOXPAHUTENbHON [UI4CTUKOBON
kpplmkoi. Kaxnapli (uakoH Bmecte ¢
MHCTPYKIMEH 10 NpHMEHEHUIO MNOMELUEH B
nmayKy 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 cootsercranu ¢ HJI/ According to ND

15. Ycnosus xpanenus / Storage B sammmienHoM OT cBeTa MecTe Npu Temneparype He Boitie 25°C./ In place
conditions: protected from light below 25°C.

16. Cpoxk rogHoctu / Shelf life: 2 ropa/ 2 years T
HABJIIOJEHUA / REMARKS: N

I § 1 n
Pewenue OTK: 1/\’0\)_[2
M,L ~ Y

Quality Assurance Decision:

Pe3ynbTaThl auaIHIos;
Analytical results: )A(i{

[Hara/ Date ; Jara/ Date : 42 lOﬂ ?\J)/
217 [yon L A
Hauanenuk naGopatopuu / Laboratory Mz anager. . { Orsercraennoe Ao / Qualificd Person Vera Freire

This batch has been uanulactured in reference to the dossiet in force and according to GMP,
I1a cepys Oblia IPOM3BENEHA N0 ACHCTBYIOUEH J0OKYMEHTALLH M B COOTBETCTRIN C Tpeboranuamu c(GMP
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