CEPTUDUMKAT AHANM3A KOHEYHOTO

§@mﬁ§%' EX NPOAYKTA

INOUSTRIA QUINICA ¥ FARMACEUTICA, S.A. FINISHED PRODUCT CERTIFICATE

IIpoayxr / Product:  Omes®, auohuansar 1is OPATOTOBICHHA pacTBopa aid uudysuii 40
Mr / Omez, lyophilized powder for infusion 40 mg

Hara npoussoncrsa / Manufacture date: 04/03/2024 Iponssoacreennan cepun / Batch No: 44335
Cpok rogsocTre /Expire date: 31/03/2026 O6bem cepun/ Batch Quantity: 49800
Hpoussoncrsennan anuensng Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

Ananus nposeae B coorBercTBIM ¢ HJL Ne/ Analysis performed in accordance with NI Ne;
JICP-004124/09-180823, uam. Nol ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13,11,2023

Hara nosyuennn/ Reception date: Ipotoxon ananuia Ne/ Analitical protocol N° SRAS-7Y4EHA. 10
HCIIBITAHUS/TESTS CHELUNOHKALIMWSPECIFECATIONS | PE3YJIBTATBI/RESULTS
1. Description / Onucanue ‘White or off white lyophilized spongy cake or

its parts, or as a powder / Benwiit uau noury | Complies / CootsercTayeTt
Oeneifl AMOQHANIAT B BUAE TOPUCTOH MACChl
Uiy ce uacteli, WK B BIJE NOPOIIKA,

2. Description of solution / Onurcanue
pacTBopa

~Clarity /npospaunocts Solution should be clear or the opalescence of Complies / CootseTcTByeT
the solution must not exceed the opalescence
of the reference solution 1. / Pactsop iomxker
OBITE  FPO3pauHLIM WK OTANECHEHLHS
pacTBopa He JOTKHA NPERBILATE
ONAMECIEHIMIO 3TANOHHOTO pacTeopa L.
0.0052
- Absorbance / nornomenye The optical density of the solution should be
not more than 0.30. / OnTryeckas MIOTHOCTH
pacTeopa fomkHa OpITh He Donee 0,30.

3. Identification / IToannuuuocTL The retention time of the major peak on the
chromatogram of the test sclution should
correspond to the retention time of the major
peak on the chromatogram of omeprazole
reference standard solution (section "Assay™).
/ Bpemsa yaepKuMBaHMA OCHOBHOIO TNMHKA HA
XpOMaTOrpaMMe  HCNBITYEMOTO  PacTBOpa
JOACHO COOTBETCTBOBATh BpPEMEHH
VACPKHBAHUA  OCHOBHOTO  MNMKA  Ha
XPOMATOTPaMMe  pPacTBOpPa  CTAHZAPTHOTO
o0pazua oMenpasona {paznen
«KonuuecTBeHHOE onpeaeneRHeN) Positive / TTonoxUTenbHE

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 omeprazole
standard solution (section "Assay")./
Vd-cnektp OCHOBHOTO nHKa Ha
XpOMaTOrpaMMe  HCIBITYEMOIO  pacTBOpa
OOJKEH  COOTBETCTBOBATH  ¥YD-CHexTpy
OCHOBHOFO  MHMK& Ha  XpomaTorpaMme
pacTBopa cTaHAapTHoro odpasua oMenpasona
(pazaen «KonuuecTBeHHOE ONIpeaeaSHIeR).
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SOFARIMEX

INDUSTRIA QUINICA F FARMACRUTICA, S.A,

CEPTUDUKAT AHANN3A KOHEYHOTO
POOYKTA

FINISHED PRODUCT CERTIFICATE

Ilpoayxr / Product:

Ome3®, anoguamsaT LIS IPUTOTOB/CHHS PACTBOPA Aist HHy3uii 40

mr / Omez, lyophilized powder for infusion 40 mg

Jlata nponssoactra / Manufacture date: 04/03/2024
Cpox roanoctn /Expire date: 31/03/2026

MpoussoxcTeennas auuensus Ne / Mfg. License Ne: F027/001/2019
Homep PY / MA number: JICP-004124/09

Anasius npopenen B cooteercTBan ¢ HA Ne/ Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, wam. Nel or 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

TIpoussoscTeensas cepus / Batch Ne: 44335
O6em cepuu/ Batch Quantity: 49800

Hara monyqenus/ Reception date:

Mporoxkos ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10

HCOBITAHUSI/TESTS CIELIMOUKALMH/SPECIFICATIONS | PE3YJBTATBI/RESULTS

4, Average fill weight / Cpeansis 44.19mg + 5% (from 42.0mg to 46.4mg) / 45.89
Macca CoAepPHMOro (akoHa 44,19Mmr = 5% (42,0mr — 46 ,4mr) '
5. pH of the solution / pH pactsopa 10.0 - 11.0/ 10,0 - 11,0. 10.7
6. Water/ Boaa Not more than 6.0% / He Gonee 6,0 % 10
7. Particular matter / Mexanuueckre | Visible particles / BuiuMble 4acTHLbL
BRKJTIOYMEHHSL According to requirements /

B cOOTBETCTBHHM ¢ TPeGOBABUAMIL. Absent / OTcy1CTBYeT

Subvisible particles / HeBnanMBIe UacTHLBL:

> 10um particles — not more than 6000/ vial / 61

yacTHUBL pamMepom > 10 MkM - ne Gonee 6000

Ha (QnaKoH;

> 25um particles ~ not more than 600/vial / 1

YACTHLBL pasMepoM = 25 MkM - e Gonee 600

Ha (pnakoH
8. Related substances / PoaCTBeHHbI
npuMecH
- impurity D /npumecs D; Not more than 0.3%/ He Gonee 0,3%; <LQ
- impurity E /npumecs E; Not more than 0.3%/ He Gonee 0,3%; ND
- impurity 1/ npumecs {; Not more than 1.0 %/ He Gonee 1,0 %; ND
- impurity 2 / npumecs 2; Not more than 0.5%/ He 6onee 0,5%; ND
- single unknown impurity / Not more than 0.2%/ He 6onee 0,2%. 0.09

SAMHUYHAR HEHACHTUDHLIHpOBAHHAS
npuMech

Total impurities / 0.09
Cymma npuMeceii Not more than 1.5% / He 6onee 1,5%.
9, Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He <5.83

ba KTePHANLHBbIE JHAOTOKCHHBI

Gonee 5,83 ED/mr oMenpasodnia.

10, Steritity / CTepr/bHOCTE

The product should be sterile / [penapart
JOMKEH ObITh CTEPHABLHBIM.

Sterile / CrepuibHblid

11. Uniformity of dosage units /
ORROPOAHOCTE J03HPOBAHMA

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

[Toxasarens npuemseMocTd (AV) gosbxeH
6biTh He Oosiee 15,0,

Complies / CoorseTcrByeT

12. Assay / KoanyecTeenuoe
onpeaeaeHue

From 93% to 105% of the label amount of
omeprazole (37.2 mg to42.0 mg
C7H19Na 038 (omeprazole) in vial). / Ot 93
% mo 105 % 0T HOMHHANBHOIC CONEPIKAHNA
oMenpazona (o1 37,2 Mr 0o 42,0 Mr

C17H 19N3O58 (omenpason) Bo (haakoHe).
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CEPTUOUKAT AHANIM3A KOHEHHOTO

Sﬁﬁé“ EX [IPOAYKTA

INDUSTRIA QUIMICA F EARMACEUTICA, 3.4, FINISHED PRODUCT CERTIFICATE

Mpoaykr / Product:  Omes®, xuoduausar Jist IPHFOTOBISHHS PacTBOpa MU HHGY3Hii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jara aponssopcrea / Manufacture date: 04/03/2024 Mpoussoacraennas cepus / Batch No: 44335
Cpox ropnoctn /Expire date: 31/03/2026 O6nem cepun/ Batch Quantity: 49800
Mpoussoacreennas auuensns Ne/ Mfg. License No: F027/001/2019

Homep PY / MA number; JICP-004124/09

Ananus nposeaen s coorsercrsui ¢ HJE Ne/ Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, w3m. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. £3.11.2023

Jara nonyuenun/ Reception date: FipoTrokon ananusa Ne / Analitical protocol N° SRAS-7Y4EHA.10

UCHBITAHUS/TESTS CINEUUPHUKAINIMHU/SPECIFICATIONS | PE3YJABTATBLI/RESULTS

13, Package / Ynakoska The product is filled in a clear transparent
glass vial type I (Ph. Eur) closed with
chiorobutyl 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. / [lpenapar Bo
(hakone ¥3 OeCLBETHOIO MPO3PAYHOre CTEKNA
mama 1 (Ph.  Eur),  yxynopeHusl#
XnopOyTHAOBOH npoGkoit, ofuarblH
ANOMMHHEBBIM KOJTAuKOM c
NPEROXPAHUTEABLHON TUTACTHROBOH KPbELLKOL.
Kaxcapifi nakos BMECTE C HHCTPYKUMEH 11O
NPHMEHEHHIO TOMEIHEH B Fa4YKy KapToHIYIO.

Complies / CoOTBETCTBYET

14. Labeling / Mapruposxa According to ND / B coorsercreun ¢ HJL

15. Storage conditions / Xpanenne Protected from light below 25°C. /
B samuiieHHOM OT CBETA MeCTe MIpH TemIeparype He Boiwe 25°C,

16. Shelf life / Cpox roonoctx 2 years / 2 roja

A
, /

PesynbTarht auauuso{: Pemenue OFTK: C;
Analytical results:

Hara / Date :

Quality Assurance Digcision: J, u/[)q

m)\fzd
Hara/ Date:
Qtz[?/&w ata / Date ()6,,/76//&)

Orsercrsennoe nuio / Qualified Person

O

Hauanpuux naboparopuu / Laboratory Manager

This batch was manufactured in reference to the dossier in force and according to GMP.
ra cepud ObINA NPOK3BEICHA M0 REHCTBYIOIEH JOKYMEHTALMH U B COOTBETCTBHM € TpeBopanusmu GMP,

API name (INN) / A®@C (MHH):

Omeprazole / Omenpason

APl manufacturer batch number /
Homep cepuu npoussogtens AQC;

13501000008701

FP Manufacturer API Batch number /

Homep cepun cyberanunn npoussoaurens [Jid:

23070306

API Manufactured by & country/
[IpoussoanTent AQLC, crpana;

Esteve Quimica S.A., Spain /
Acrese Kumuka C A, Henanus
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