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CBUIETEJILCTBO O COOTBETCTBMH
TPEBOBAHKAM I'OCY JAPCTBEHHOH PETUCTPAIIMK

Hacrosumm 000 «[p. Penau’c JlabopartopHe» yIOCTOBEPAET, 1TO0
NeKapCTBEHHbIH IperiapaT s MEAHIMHCKOr0 IPHMEHCHI:
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Hueotic Ne:

VYnonHoMOueHHEIH TI0 KauecTBY

BBO3HMOH NPOMYKLHH

Ome3®
Owmenpason

nrodUIM3AT A7 IPUrOTOBJIEHUSA PacTBOpa i
urgy3uit, 40 mr (draxon) x 1 (mauxa KapTOHHAA)
JICP-004124/09 ot 26.05.2009 (nata 3amens! PY
15.11.2017)

JICP-004124/09-151117 n3m. 1

Codapumekc — Mrupyctpus Kumnka
Gapmacystrka, C.A., [lopTyranus

Av. Das Industrias — Alto do Colaride, Cacem,
2735-213, Portugal
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DRL 03/2017 ot 07.02.2017
185030861 ot 13.05.2021




L.~ CEPTHOUKAT AHAJIVZA
| SOFARITMEX KOHEYHOrO [1POTYKTA

oL Gl AT 5 FINISHED PRODUCT CERTIFICATE

Ipogyxr / Product: Omes®, soGIIH3AT SISt HPHIOTOB/CHNS PACTBODA AVISt HEY3HLit 40 |
mr / Omez, lyophilizcd powder for infusion 40 myg

Jlara npoussoacraa / Manufacture date: 03-2021 TIpomssopcrnennan cepusn / Batch Ne: 10466
Cpox rognoer /Expire date: 03-2023 O6wem cepun/ Batch Quantity: 37.222UN
ANanu3 POBEIEH B COOTBETCTDIH € HJI Nt/ Analysis performed in accordance with ND Ni: JICP-004124/09-
151117 tamend Ne 1 from 16.01.2020 /uam.Ne | ot 16.01.2020) .

.,ﬂ‘nm-ﬂoﬂyqe}mn: 7 Reception date: 05/04/2021 TIpoToxon akanusa Ne / Analitical protocol N° SRAS-TY4EHA.9 ;
PICT_II)ITAHPTHFT ESTS T CHEIHOUKANMH/SPECIFICATIONS | PE3YJIBTATBIV/RESULTS :
1. Description / Onucanye White to off white lyophilized spongy cake or Complies / CooTBeTcTBYCT

its parts or as a powder / Genbikt win nouTH
Genbiit MHOGMIMIAT B BHAE OAHOPONHOH
MOPHCTOMN NENEUIKH UK €€ HACTCH HAH B
BUAC [OPOLIKA.

2. Description of solution / Onucanue | Solution should be transparent or as| Complies as prescribed/
pacTBOpd opalescent as reference solution I / Pacteop B cOOTBETCTEWH C
-clarity fmpospaqHocTh JOMmKeH Be1Th npo3padiibiM WK OnHCaHHEM
OMAJIECUEHUMA  PACTBOPA  HE  JOKHE'
UpeRK{LAT:  ONANECUEHLKIO  ITAIOHHOTO
pactoopa L.

-absorption / nornouieHne Optical density of the sclution — not more
| than MT 0.30 at wavelength 440 nm.
/OnTHYecKan IOTHOCTL PACTBOPA —~ HE
Gonee 0,30 npr AmHe nonib: 440 HM

0.0049

3. Identification /IloIHIEOCTD 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 selution / Bpema YAepKUBAHUA
OCHOBHOTO MHKA A XPOMATOrpaMMe
MCMEITYEMOrO PacTRopa A0/DKHO
COOTBCTCTBORATH BPEMENH YIEDPKHBAHKA
[HKA OMENPA30Ia HA XPOMATOrpaMme’
CTAHAAPTHOTDO pacTBopa

Complies / CooTBETCTBYET

4. Average weight of the vial content/ | 44.19 mg & 5% 45.81 mg/mr
CpeIHAA MACCa COASPHHUMOTO between 42.0 mg and 46.4 mg/
(nakona - 44,19 mMrx 5%

Ot1 42,0 Mr zo 46,4 MT

5. pH of the solution / Between 10.0 and 11.0/ 10.5
pH pacTeopa Ot 10,0 po 11,0
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CEPTHUOUKAT AHAJIM3A
KOHEYHOI'O [POIYKTA

FINISHED PRODUCT CERTIFICATE

SOFARIMEX

| INDUSTRIA QUIMICA £ FARMACEUNCA, SA

Omes®, smopunusar 1 NPHMIOTOBJCHHS PACTBODA Ans HAy3uil 40

;IIponyrrr / Product:
| smr / Omez, lyophilized powder for infusion 40 mg

Jata npoussoacrsa / Manufacture date: 03-2021 l'lphomnaucmelman cepisn / Batch Ne: 10466
'Cpox roanocTH {Expire date: 03-2023 O6Gwem cepu/ Batch Quantity: 37.222UN
' Ananms nporeaen B cootercrann ¢ HII Ne/ Analysis performed In accordance with ND Ne: JICP- 004124/09-

151117 (amend No | from 16.01.2020 /mam.Ne 1 o7 16.01 2020}

JTara nony4enun: / Reception date: 05/04/2021

Tlpotokoa anamia Nt/ Analitical protocol N°SRAS-7Y4EHA.9

I/ICHbITAHHHfT ESTS [ CNEA®HUKAUMWSPECITICATIONS | PE3VJIbTATB/RESULTS i
6. Water/ Bona NMT 6.0% / He Gonee 6.0% Ll 2.0%
7. Particular matter / Mexammeckue | Visible particles Braumsre acTuip: Absent / OTeyTeTByI0T
BKITEOUEHHA According to requirements / B COOTBETCTRHU
¢ TpefoBaHAMHU
Subvisible particles/ Hepuanmpie qacTHiB: |, 40
> 10 microns NMT 6000 particles per
container/ Yactuu pasmepom = 10 MxM - He 1
:Bonee 6000 Ha dnakoH.
> 25 microns NMT 600 vparticles per
container/ YacTyi pasMcpoM & 25 MKM - He
,6onee 600 Ha dnaxoH. :
8. Related impurities / [TocTopoRHHE
TIpHMECH
- impurity D /npumecn [ Not more than 0.3%/ He Gonee 0,3% Not Detected
- impurity E /mpumecu E Not more than 0.3%/ He Gonee 0,3% ! Not Detected
- impurity 1/ npuMecy 1 Not more than 1.0 %/ He €once 1,0 % ) Not Detected
- impurity 2 / npuMecH 2 Not more than 0.5%/ He 6onez 0,5% Not Detected
- Any other impurity / Emunirunodi | Not more than 0.2%/ He Gomee 0,2% 0.09%
HeugeHTHpUUIHpoBaHHOR
NpHMeECH '
Total impuritics / CymMel mpimecest | Not more than 1.5%/ He Gonee 1,5% 0.09%
9. Bacterial Endotoxins / Not more than 5,83 EU/mg of omeprazole/He <5.83 EU/mg
BaxTepyaibabie IHAOTOKCHHEL Gonee 5,83 ED/Mr omenpasona
10. Sterility / CrepuibgocTs Product should be sterile / I[Tpeniapat nomkeit Sterile / Crepunuimrit
OBITh CTEPUNBHBIM
11. Uniformity of dosage units / Acceptance value (AV) should be not more Complies / CooTercrayer
OnHOPOAHOCTD AO3KPOBAHHA than 15.0/ TTokasatent npuemnemoctH (AV)
nomkeH 68t He Gonee 15.0
12. Assay of omeprazole / Not less than 93% and not more than 105% 39.0 mg/Mr
KonnyecToenHoe onpencieHne from the label amount of omeprazole
oMerpasoia {between 37.2mg to 42.0mg) / He Meree 93
% u yie Gonee 105 % oT 3aABJICHHOrO
_konvuecTsa oMenpasosa (or 37,2 Mr no 42,0
mr)
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s ) CEPTHOHKAT AHAJIM3A

SOFARIMEX KOHEYHOTO TPOYKTA

INDUSTRIA GUIMICA £ FARMACEUTICA, SA

FINISHED PRODUCT CERTIFICATE

IMpoayxr / Product: Ome3®, aohHAHIAT Jis ﬁpﬁﬁrrdunemm pacrBopa qas wrdysni 40
mr / Omez, lyophilized powder for infusion 40 mg

Mara nponseoacTsa / Manufacture date: 03-2021 IpoussogcToennan cepun / Bateh No: 10466
Cpok rogiocetnn /Expire date: (3-2023 O6wem cepun/ Batch Quantity: 37.222UN

Auanus nposelien B cootserersnn ¢ HI No/ Analysls performed in accordance with ND Ne: JICP-004124/09-
151117 (amend Ne 1 from 16.01.2020 /am.Ne 1 o1 16.01.2020)

Hava noaywennn: / Reception date: 05/04/2021 Mpororkon anannsa Ne/ Analitical protocol N° SRAS-7Y4EHA.9
HCIIBITARVA/TESTS [ CIELN®HKALAWSPECIFICATIONS | PE3YJIBTATBURESULTS
‘13, Ynaxorka/ Package ) Ilpenapar Bo dnaxome ©3 Becusetworo | Complies/ CootrercTayer |

npospagnoro crekna Tira I (Eur. Phl),
YKYMOpeHHbIt  xnopOyrunosoit npobxoii,
ofkarblif  WHOMMHHEBBIM  KONMAYKOM C
NpeaoXpaHHTensHOM IIRCTHKOBOM .
kpbiinkof. Kaxapii dnakon smecre ¢
HHCTPYKIlMeH NO NPUMCHEHHIO NOMEUIeH B
navxy kaprokryio./ 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
I cap. Each vial is packed into a carton
package along with package insert.

14, Labeling / Mapxkuponka: B cooTaereroum ¢ HIV According to ND

15. Ycnopua xpaneHus / Storage B 3awuueHHom OT coeTa Mcbre TIpH TeMIepatype He seie 25°C/ In piacc
conditions: protected from light below 25°C.

16. Cpok roanocty / Shelf life: 12 romal 2 yearé
'HABJITOJNEHUS / REMARKS:

PesynsTare! BHANHIOB! Pemeuné OTK:
Analytical results: ; = l./-ﬁf.«q

'  Quality Assurancc Decision:
‘Nuwra / Date 30 / Y.

: i1, Hara/ late ; / [
\@fiw( .
| Havansusik.-na lopatapti / Lnl:oml Manugor— Otrsercraenuoe ftiwo 7 Qualified Person Vera Fre:re ‘

“This batch has been manufactured in reference to the dossier in force and according to GMP,
O1a cepua 6b1na npoyincaetia no AciicTnylouieit JOKYMENTALI H B COOTBETCTBHY ¢ Tpebopanuamy cGMP.
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