SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

CEPTUOUKAT AHAJIU3A
KOHEYHOI'O [1POJIYKTA

FINISHED PRODUCT CERTIFICATE

Ipoayxr / Product: Omes®, anopummar yis NMPHUrOTOBJIEHHA
mr / Omez,

pacTBopa fist undysuii 40
lyophilized powder for infusion 40 mg

151117 (amend Ne

Hata nponsBoacrea / Manufacture date: 07-2021
Cpox rogsoct /Expire date: 07-2023
AHaJu3 NpoBeseH B COOTBETCTBHH ¢ HA

ITpoussoacrsennas cepusi / Batch Ne: 11048
O6nbem cepun/ Batch Quantity: 12.078 UN
Ne/ Analysis performed in accordance with ND No:
1 from 16.01.2020 /usm.Ne 1 ot 16.01.2020)

JICP-004124/09-

HMata nonyuenus: / Reception date: 19/07/2021

IpoToko.n anaansa Ne/ Analitical protocol N° SRAS-7Y4EHA.9

UCIIBITAHUSI/TESTS

CIIEIM®UKAIMU/SPECIFICATIONS

1. Description / Onucanue

2. Description of solution / Onucanue
pacTsopa
-clarity /npospaunocts

-absorption / nornowenue

3. Identification /ToaMHHOCTE

4. Average weight of the vial content /
CpeAHss Macca COnepIKUMOro
¢naxona

5. pH of the solution /
pH pacteopa

White to off white lyophilized spongy cake or
its parts or as a powder / Bensiit unu noyru
Genblit 1nodunusar B Buae OJHOPOAHOIA
TIOPHUCTO JIENIEILKY HITH €€ YacTel Win B
BUJIE NMOPOLUKA.

Solution should be transparent or as
opalescent as reference solution I / PactBop
NOJDKEH ObITh Npo3pauHeiM niu
ONAJICCUCHUMA  pacTBOpa  HE  AOJDKHA
MPEBBIIATE  ONANECLEHLUMIO  3TAJIOHHOTO
pacTtBopa I.

Optical density of the solution — not more
than MT 0.30 at wavelength 440 nm.
/OnTuyeckas MIOTHOCTE pacTBopa — He
Goxnee 0,30 npu anune BonHbl 440 HM

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 YIAEPXKHUBaHHs
OCHOBHOTO NKMKa Ha XpOMAaTOTpamMme
HCIIBITYEMOTO PacTBOpa JAOKHO
COOTBETCTBOBATH BPEMEHH Y 1ePIKHBAHMS
THMKa OMeNpa3oJia Ha XpoMaTorpaMmme
CTaHOapTHOrO pacTBOpa

44.19 mg + 5%

between 42.0 mg and 46.4 mg/
44.19 Mr + 5%

Ot 42,0 Mr 10 46,4 mr

Between 10.0 and 11.0/
OT110,0 no 11,0

PE3Y.HI>TATI:I/RESULTS

Complies/CooteetcTByer |

Complies as prescribed/
B coorseTcTBHY ¢
OMNUCaHUEM

0.0019

Complies/CooTsetcTRyeT

45.16 mg/mr

10.6
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—— CEPTU®UKAT AHAJIU3A
SOFAWI“MEX KOHEUYHOI'O [TPOJIVKTA

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4, FINISHED PR ODU .CT CERTIFICATE

ﬂpozlylc'r / Product: 6;4;,3(5: JUOGNAN3AT JJIA DPUTOTOBIEHNS paCTdea Aust uugysmii 40

mr / Omez, lyophilized powder for infusion 40 mg N
MAara npoussoacrsa / Manufacture date: 07-2021 IpoussoncTeennan cepusi / Batch Ne: 11048
Cpox roanoctu /Expire date: 07-2023 O6nem cepun/ Batch Quantity: 12.078 UN

AHanH3 npoBeaeH B cooTBeTeTBIM ¢ 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)

JaTa nonyuenus: / Reception date: 19/07/202] MpoTokon ananausa Ne / Analitical protocel N° SRAS-7Y4EHA 9 j
UCITIBITAHUA/TESTS CHELIUPUKALUU/SPECIFICATIONS PE3YJIbTATBI/RESULTS
6. Water/ Bona NMT 6.0% / He 6onee 6.0% 1.7%
7. Particular matter / Mexanuyeckue | Visible particles Bugumeie yacTuup: Absent/OTcyTCTBYIOT
BKJIFOYEHHs According to requirements / B COOTBETCTBUM
¢ TpeGoBaHuAMH
Subvisible particles/ HeBunumbie yacTuip!: 26

> 10 microns NMT 6000 particles per
container/ Yactuu pasmepom = 10 Mkm - He
6osee 6000 Ha ¢paaxon.

>25microns NMT 600 particles per
container/ YacTuu pasmepoM 2 25 MKM - He
6osree 600 Ha dakoH.

8. Related impurities / [TocTopontue

[pHUMECH
- impurity D /npumecu J{ Not more than 0.3%/ He 6osee 0,3% Not Detected
- impurity L /npumecu T Not more than 0.3%/ Ile 6onee 0,3% Not Detected
- impurity 1/ npumecu 1 Not more than 1.0 %/ He 6onee 1,0 % < Quantification Limit
- impurity 2 / npumecn 2 Not more than 0.5%/ He 6onee 0,5% Not Detected
- Any other impurity / Exunnunoit | Not more than 0.2%/ He 6onee 0,2% Not Detected
HeHIEeHTUGUIUPOBAHHOM
OpHMECH
Total impurities / Cymmbl npumeceii | Not more than 1.5%/ He 6osee 1,5% < Quantification Limit
9. Bacterial Endotoxins / Not more than 5.83 EU/mg of omeprazole/He <5.83 EU/mg
BakTepHanbHble 3HIOTOKCHHEI Gosnee 5,83 E3/Mr omenpasona
10. Sterility / CTepunbHocTs Product should be sterile / ITpenapar nomken Sterile/CrepunbHbiit
OBITb CTEPHIIBLHBIM
11. Uniformity of dosage units / Acceptance value (AV) should be not more Complies/CootsercTByer
OnHopoaHOCTh 103UpOBaHS than 15.0/ IToxasatens npuemnemocty (AV)
noJDKeH 661Th He Gostee 15.0
12. Assay of omeprazole / Not less than 93% and not more than 105% 40.6 mg/Mr
KonnuecTseHHOe onpenenexue from the label amount of omeprazole
oMenpasoJia (between 37.2mg to 42.0mg) / He menee 93

% ¥ He 6osiee 105 % OT 3aABIECHHOrO
kojm4ecTBa omenpasona (ot 37,2 mr ao 42,0
Mr)
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S CEPTUDUKAT AHAJIU3A
SOFAR’MEX KOHEYHOI'O [TPOJIYKTA

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A, FINISHEQ PRODUCT CERTIFIC ATE

“l'Ip('myKT / Product: Ome3®, ﬁﬁ&d)ﬁfliﬁﬂ AJisi IPHTOTOBJIEHWS pacTBOpa Aus uHdysmii 40
mr / Omez, lyophilized powder for infusion 40 mg

Hata npoussoacrsa / Manufacture date: 07-2021 IIpoussoacTBenHas cepusi / Batch Ne: 11048
Cpox rognoctn /Expire date: 07-2023 Oo6wbem cepun/ Batch Quantity: 12.078 UN
Axanvs nposeaex B cootseTeTBuH ¢ HJ[ 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 nonyueunns: / Reception date: 19/07/2021 TpoTokon anannsa Ne / Analitical protocol N° SRAS-7Y4EHA.9
~ UCTOBITAHMS/TESTS | CHELM®UKALA/SPECIFICATIONS | PE3YJI5TATBURESULTS
13. Vnakoska/ Package Mpenapar Bo ¢nakoHe U3 GecUBETHOTO Complies/Cooﬁiéféraycr

npospayHoro crekna Tuna I (Eur. Ph.),
YKYNOpCHHbIH  X10p6yTHa0BOI  npo6Koii,
00XaTblli  alIOMHHMEBBIM  KOJMAYKOM C
NpeIOXPAHUTENLHOM TJIaCTUKOBOT
Kpblliko#. Kaxcaplit  ¢uakoH BMecte ¢
MHCTPYKUMEH NO MPUMEHEHMIO NMOMELIEeH 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 seal with plastic
cap. Each vial is packed into a carton
package along with package insert.

14. Labeling / MapkupoBka: B cootretcranu ¢ HJI/ According to ND ]
15. Venosus xpaHeHi&ﬂ / Slorage B 3aiumiieHHoOM oT cBeTa MecTe npu Tér()lﬁépaType He Bbille 25°C./ In place
conditions: protected from light below 25°C.
16. Cpok roaxocty / Shelf life: 2 rona/ 2 years a
HABJIIOJIEHMS / REMARKS: : -
— - o — A _— o } (@
Pesynbrarsl aHanuzos: / /. / Pewenue OTK: AN ¢
Analytical results: ‘//’7‘{‘4’( eé = y /| Quality Assurance Decision: Aﬁ) >

| £
Hara/ Date : 30 ( e / / | Mara/ Date : &:’M/ 20U
< Pl 72U , e \;[Q L
HauaubHuk JGoparopui / Labox anagr LA i\ Otsercrsennoe anue / Qualitied Person Vera Freire '
Ll {

This batch has been manufactured in reference to the dossier in force and according to GMP, '
Ota cepits ObLIa HpON3BEICHA TI0 ACHCTBYIOLIEH JOKYMENTALMN U B COOTBETCTBHE C Tpebosanusamu cGMP. |
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