CEPTHU®MKAT AHAMKN3A KOHEYHOFO

NPOOYKTA
FINISHED PRODUCT CERTIFICATE

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.0,

ITpoaykr / Product:  Ome3®, nuoduimsar AJasi NPUrOTOBACHHS pacTBopa Ais undysuii 40
mr / Omez, lyophilized powder for infusion 40 mg

Hata nponssoacrea / Manufacture date;: 28/02/2024 IMpousponcTeennas cepun / Batch Ne: 44313
Cpox reanoct /Expire date: 28/02/2026 O0nem cepun/ Batch Quantity: 49560
HpouspoacTaennas nunensua Ne/ Mfg, License No: F027/001/2019

Homep PY / MA number: JICP-(004124/09

Anasns nposeaet s coorsercrern ¢ HI Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, mam. Net ot 13.11.2023 / JICP-004124/09-180823, amd, 1 dt, 13.11.2023

Hara nonyvenusi/ Reception date: IIporoxost anannsa Ne / Analitical protocol N° SRAS-7Y4EHA. 10
HCNBITAHHSI/TESTS CHEHHPHKALIMH/SPECIFICATIONS | PEIYJILTATBI/RESULTS
1. Description / Onucanne White or off white lyophilized spongy cake or

its parts, or as a powder / Beseiii uan nowru | Complies / Coorsercrayet
Getbiit THO(PUAKIAT B BUZE TIOPHCTOH MAcchi
WM €€ uacTel, Wik B BUIE NOPOLIKA.

2. Description of solution / Onucanie
pacTeopa

-Clarity /npospaunocts Solution should be clear or the opalescence of | Complies / Cootsercrayer
the solution must not exceed the opalescence
of the reference solution I. / Pacteop RoDkeH
ObITH  MpO3pauHbiM  HAM  ONANECUSHUMA
pacTeopa He AOMKHA TpeBbILIATS
OftalecLeHUHIO STaNOHHOFO pacTopa L.
0.0052
- Absorbance / nornowenue The optical density of the solution should be
not more than 0.30, / OnTHuecKas MIOTHOCTh
pacTBOpa AoMKHA ObiTh He Oonee 0,30.

3. Identification / MopauHHOCT The retention time of the major peak on the
chromatogram of the test solution should
correspond to the retention time of the major
peak on the chromatogram of omeprazole
reference standard solution (section "Assay").
/ Bpems yaepiuBaHHA OCHOBHOTCG MHMKA Ha
XPOMATOrPaMMe  HCHBITYEMOrO  pacTBopa
AODKHO COOTBETCTBOBATD BpeMEHH
YICPXKHBAHUA  OCHOBHOMO nmHKa  Ha
XpOMATOrpaMMe  pacteOpa  CTaHAAPTHOTO
obpasua omMenpazoia {paznen
«KOnH4YeCTBEHHOE OFPEIeieHHUE) Positive / TTonosKHTEAb b

The UV - spectrum of the major peak on the
chromatogram of the test solution should
correspond to the UV- spectrum of the major
peak on the chromatogram of the cmeprazole
standard selution (section "Assay™). /
Vd-cnextp OCHOBHOTO nuKa Ha
XpOMATOrpaMMe  HCTILITYEMOrG  pacTeopa
JOMKEH  COOTBETCTBOBaTL  Y(D-crnexTpy
QCHOBHOIO MUKa Ha XpOME{TOTpﬂMMB
pacTBoOPa CTAHAAPTHOIO 00pPA3LEA OMENPA30Oa
{pazzen «KosuecTBeHIOE ONpeaeneHHen»).
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INDUSTRIA QUIMIEA £ FARMACEUTICA, 5.4

CEPTUDUKAT AHANN3ZA KOHEYHOIO
NPOAYKTA

FINISHED PRODUCT CERTIFICATE

IMpoaykT / Product:

Omes®, JnodpIu3aT A0Sl APATOTOBICHHS PACTBOPA Jis HHQY3Hi 40

mr / Omez, lyophilized powder for infusion 40 mg

Jara nponssoacetiea / Manufacture date: 28/02/2024
Cpok roanocrn /Expire date:  28/02/2026

Ipoussoncraennan auuensus Ne/ Mfg. License No: F027/001/2019
Homep PY / MA number: JICP-004124/09

Ananus nposeics B cootsercrsun ¢ HJL Ne / Analysis performed in accordance with ND N
JICP-004124/09-180823, wam. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

lpoussoncTRentasn cepus / Batch Ne:
O6uem cepun/ Batch Quantity: 49560

44313

Jara noayuennsi/ Reception date:

Mporokon anaausa Ne / Analitical protocol N°SRAS-7Y4EHA.10

UCTILITAHHWII/TESTS

CINIELHDUKALUU/SPECIFICATIONS

PE3YALTATBIRESULTS

4. Average fill weight / Cpeannsn

44,19mg + 5% (from 42.0mg to 46.4mg) /

MACCA COASPKUMOTO (PAAKOHA 44,19mr 5% (42,0Mr — 46,4Mr) 45.39
5. pH of the solution / pH pacreopa 10.0 - 11.0/ 10,0 - 11,0. 107
6, Water/ Bona Not more than 6.0% / He Gonee 6,0 % 4.4
7. Particular matter / Mexannueckne | Visible particles / Buaimple uacTuust:
BKJAIOUEHHT According to requirements /
B coorsercTans ¢ TpebopauuaAMH. Absent / OrcyTeTsyer
Subvisible particles / Hepnaumbie 1acTHLBL
> 10um particles — not more than 6000/ vial /
yacTHLB pasMepom = 10 MiM - He Gonee 6000 93
Ha aKoH;
> 25um particles — not more than 600/vial /
YACTHUBl pasMepoM = 25 Mxm - He Gonee 600 3
Ha (aKoH
8. Related substances / PoacTBeHHbIe
NpPHMECH
- impurity D /mprmecs D; Not more than 0.3%/ He Gomee 0,3%; 0.06
- impurity E /npumecs E; Not more than 0.3%/ He Gonee 0,3%; ND
- impurity 1/ npuMecs I Not more than 1.0 %/ He Gonee 1,0 %; ND
- impurity 2 / npumecs 2; Not more than 0.5%/ He Gosee 0,5%, ND
- single unknown impurity / Not more than 0.2%/ He Gonee 0,2%. 0.11
eIUH K HAA HeWAeHTHDHLMPOBAHHAS
npHMech
Total impurities / 0.31
Cymma npameced Not more than 1.5% / He Gonee 1,5%.
9, Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He <5.83

BaKTepuaﬂ bHbLIC JHAOTOKCHHDI

Gonee 5,83 ED/Mr omenpaszona,

10. Sterility / CrepuibroCTh

The product should be sterile / [Ipenapat
[OJIHKEH ObITH CTEPHABHLIM.

Sterile / CreprnbRbIHA

11. Uniformity of dosage units /
OAHOPOXHOCTI: 03UPOBAHHS

Acceptance value {AV) should be not more
than 15.0/

Hokazarens npuemaemoctit (AV) gosmxen
OuITE He Bostee 15,0.

Complies / CooTBeTCTBYET

12. Assay / Konnuecreennoe
onpeneseHHe

From 93% to 105% of the label amount of
omeprazole (37.2 mg to 42.0 mg
C11HsN3(18 {omeprazole) in vial). / Ot 93
% no 105 % OT HOMMHANEHOIO COAEPIKAHMA
omenpasona (ot 37,2 mr no 42,0 mr

Cy17H 10N3018 (omenpazon) Bo (akoHe).

40,3
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CEPTUPUKAT AHANW3ZA KOHEYHOIO
MPOAYKTA
FINISHED PRODUCT CERTIFICATE

SOFA

INDUSTRIA QURCA E FARMACEUTICA, SA.

Mpoayxr / Product:  Omes®, amoduausar Jjist NPUroTOBJEHHS pacTBopa st nidysuii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata npoussoacrea / Manufacture date: 28/02/2024 Mpoussoacraennas cepus / Batch Ne: 44313
Cpox rojuocru /Expire date:  28/02/2026 Odnem cepun/ Batch Quantity: 49560
Mpoussoacreennan auuensns Ne / Mfg, License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

AHanus nposeaen B coorsercrauu ¢ HJL Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, uam. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jara nonyuennsi/ Reception date: [tpoToxon anaausza Ne / Analitical protocol N° SRAS-7Y4EHA. 10
HUCTIBITAHUS/TESTS CTNEHHOUKALUW/SPECIFICATIONS | PE3YJIBTATBI/RESULTS
13. Package / ¥naxkosxa The product is filled in a clear transparent

glass vial type 1 (Ph. Eur) 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
patient information leaflet. / Ilpenapar 8o
(praxoHe u3 GecUBETHOTO NPO3PAYHOTO CTeKIa
tira I (Ph.  Eur),  yKynopesHbIH
xnopOy TnoBoH npobroi, obxarbiil
aJIIOMHHUERbHIM KOJITTAMKOM c
NPe/IOXPAHUTEABHOH ANACTUKOBOH KPBILIKOH.
Kaxcantit (pnakoH BMECTe ¢ MHCTPYKUHEH 110
NPHMEHEHUIO [TOMELIEH B TIAUKY KapTOHHYIO.

Complies / CooTsereTByeT

14, Labeling / Mapxuposka According to ND / B coorsetctauu ¢ HJf

15. Storage conditions / Xpanenne Protected from light below 25°C. /
B 3auiuileHHOM OT CBETa MecTe NIPH TeMreparype He sblie 25°C,

16. Shelf life / Cpok reasocTy 2 years /2 roja
/
Pesynsrartsl ananmor{ /J¥ {( . Pewenne OTIC C/ /
Analytical results: A"/ Q Quality Assurance D kision: / ﬁ/fﬂc”z-vﬂ o
Java / Date : )r TN Hara / Date : - 4
”

L:é,/o(,['g,w/u C){/&‘d/g{gz,{

Hauanesuuk nadoparopuu / Laboratory Manager Orpercraennoe nxLo / Qualified Person

This batch was manufactured in reference to the dossier in force and according to GMP.
3Ta cepis ObLIA NPOUIBEASHA 10 ASHCTBYIOMIEH AOKYMEHTALNH 1 B COOTBETCTBHH C Tpedosanuamn GMP,

API name (INN)} / A®C (MHH): Omeprazole / Omenpason
API manufacturer batch number / 3501000008701
Homep cepun npoussoaurens APC:
FP Manufacturer API Batch number /

- 23070306
Homep cepuu cybeTanuuu npoussoanrens I71d:
APl Manufactured by & country/ Esteve Quimica S.A., Spain /
MNMpoussogurenn ADC, crpana: Icrere Kumuka C.A., Henanus
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