CEPTUPUKAT AHAJIM3A KOHEYHOIO

SOFARIMEX NPOAYKTA

INDUSTRIA QUIMICA £ FARMACELITICA, S.A. FINISHED PRODUCT CERTIFICATE

IIpoayxr / Product:  Ome3®, muo¢uansar 1jisi IPUrOTOBJIEHHs PACTBOPA NIt HHy3mii 40
mr / Omez, lyophilized powder for infusion 40 mg

Jata nponssoactea / Manufacture date: 01/07/2024 IIponsBoacTBeHnHas cepus / Batch Ne: 45184
Cpox roanoct /Expire date: 31/07/2026 O6bem cepun/ Batch Quantity: 49800
ITponseogcTeeHnas ninuensus Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

AHanus nposefeH B cooTsercTBun ¢ HI No / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, u3m. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jara nony4ennst/ Reception date: ITIpotokon ananu3a Ne / Analitical protocol N° SRAS-7Y4EHA.10
HUCIIBITAHUS/TESTS CINEHUOUKALUH/SPECIFICATIONS | PE3YJBTATBI/RESULTS
1. Description / Onucanmne White or off white lyophilized spongy cake or

its parts, or as a powder / Benbtii iy noutn | Complies / CooTeeTcTBYyeT
Oenblif MHOGUIN3AT B BUAE TOPUCTOM MACChI
WJIH €€ YacTelf, WK B BUIE MOPOLIKa.

2. Description of selution / Onucanue
pacTBopa

-Clarity /npospa4HocTb Solution should be clear or the opalescence of |  Complies / CooTsetcTyer
the solution must not exceed the opalescence
of the reference solution 1. / PactBop nomxkeH
ObITb  NpO3payHbIM WM  ONAJICCLEHIINA
pacTBopa He JOJKHa NpeBLILIATD
OMajieCLEHUHIO 3TaIOHHOro pactBopa L.
0.0023
- Absorbance / nornowenne The optical density of the solution should be
not more than 0.30. / OnTuyeckas MIOTHOCTh
pacTeopa Ao/kHa ObITh He Gonee 0,30.

3. Identification / [TognnuHoOCTE 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 ynepXHBaHWs OCHOBHOIO MHUKa Ha
XpoMaTtorpaMMe  KCTBITYEMOrO  pacTBopa
JIOJKHO COOTBETCTBOBATD BpPEMEHU
YOEPXKUBAHUS  OCHOBHOTO nuKa  Ha
XpoMmarorpaMme pacTBopa CTaHAAPTHOro
o0pasua oMerpasona (paznmen
«KonuvecTBeHHOE ONpeneNeHHE) Positive / TToNOKHTE LMD

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"). /
Y®-cniektp OCHOBHOTO NMKa Ha
XpOMAaTorpaMMe  MCHBITYEMOrO  pacTBOpa
JIOJDKEH  COOTBETCTBOBAaTh Y D-cnekTpy
OCHOBHOTO  MHKa Ha  XpoMmarorpamme
pacTBopa CTaHAApTHOTo 00pa3sua oMernpasona
(paznen «KonuuecTBeHHOE ONpPENENEHUE»).
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

CEPTUDUKAT AHANM3A KOHEYHOIO

NPOOYKTA
FINISHED PRODUCT CERTIFICATE

IIpoayxT / Product:

Ome3®, THoQUIH3AT A/ NPUrOTOBJIEHA pacTBopa aas uHbysuii 40

mr / Omez, lyophilized powder for infusion 40 mg

Jara npoussonacrea / Manufacture date: 01/07/2024
Cpok rognocrn /Expire date: 31/07/2026

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

Auanus nposedeH B cooTBercTeuM ¢ HJ Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, m3m. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

IIpoussoacTBenHas cepus / Batch Ne:
O61em cepun/ Batch Quantity: 49800

45184

Jarta nonyuennsn/ Reception date:

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

HUCITBITAHUA/TESTS CHEIUPUKALIUU/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
4. Average fill weight / Cpeansis 44.,19mg + 5% (from 42.0mg to 46.4mg) / 4556
Macca coaep:kumoro ¢iaKona 44.19mr £ 5% (42,0Mr — 46,4Mr) ’
5. pH of the solution / pH pactBopa 10.0 - 11.0/ 10,0 - 11,0. 10.7
6. Water/ Boaa Not more than 6.0% / He 6onee 6,0 % 3.1%

7. Particular matter / Mexannuyeckue
BKJIIOYEH U

Visible particles / BuguMble 4aCcTHLBL:
According to requirements /
B cOOTBETCTBHH € TPeOOBAHHAMMI.

Subvisible particles / HeBuauMble 4acTHIBI:
> 10um particles — not more than 6000/ vial /

Absent / OTCyTCTBYET

4acTULBI pazMepoM > 10 MM - He Gonee 6000 107,
Ha (raxoH;
> 25um particles — not more than 600/vial /
YacTHIBl pa3MepoM > 25 MKM - He Oonee 600 1
Ha (pnaKoH
8. Related substances / PoacTeeHHBIC
npumecH
- impurity D /mpumecs D; Not more than 0.3%/ He 6onee 0,3%; 0.06
- impurity E /npumecs E; Not more than 0.3%/ He 6onee 0,3%; ND
- impurity 1/ npuMecs 1; Not more than 1.0 %/ He 6onee 1,0 %; ND
- impurity 2 / npumecs 2; Not more than 0.5%/ He 6onee 0,5%; <QL
- single unknown impurity / Not more than 0.2%/ He 6onee 0,2%. <QL
eNMHUYHAs HeMIeHTUPUIPOBaHHAA
NpUMeECh
Total impurities / 0.06
Cymma npumeceit Not more than 1.5% / He 6onee 1,5%.
9. Bacterial endotoxins / Not more than 5.83 EU/mg of omeprazole / He <5.83

BaKTepua.anble IHAOTOKCHHBLI

6onee 5,83 EQ/Mr omenpazona.

10. Sterility / CTepunbHocTs

The product should be sterile / IIpenapar
JOJKeH ObITh CTEPUIILHBIM.

Sterile / CTepuibHbIf

11. Uniformity of dosage units /
OnHOPOAHOCTL A03MPOBAHMS

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

IMokazarens npuemMiaeMocTd (AV) nomkeH
ObITh He Oonee 15,0.

Complies / CooTBeTCTBYET

12. Assay / KonnuecTBeHHOe
onpenesieHHe

From 93% to 105% of the label amount of
omeprazole (37.2 mg to 42.0 mg
C17H19N305S (omeprazole) in vial). / Ot 93
% no 105 % OoT HOMUHAJILHOTO COAEPKAHMSA
omenpasona (ot 37,2 mr 10 42,0 Mr
C17H19N303S (omenpazon) Bo dnakoHe).

40.2
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CEPTUPUKAT AHASTU3A KOHEYHOTO

SOFARIMEX NPOAYKTA

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

Ipoaykr / Product: Ome3®, inoduan3aT 118 NPUTOTOBJICHHS pacTBOpa Jia nHdy3ui 40
mr / Omez, lyophilized powder for infusion 40 mg

Jarta nponsBoactea / Manufacture date: 01/07/2024 ITpoussoacTBeHHas cepusi / Batch Ne: 45184
Cpok rogaoctu /Expire date: 31/07/2026 O6bem cepun/ Batch Quantity: 49800
IlpouseoacTeenHas aununeHsus Ne / Mfg. License No: F027/001/2019

Homep PY / MA number: JICP-004124/09

AHanu3 npoBeaeH B cooTBeTcTBUU ¢ HJI Ne / Analysis performed in accordance with ND Ne:
JICP-004124/09-180823, u3m. Nel ot 13.11.2023 / JICP-004124/09-180823, amd. 1 dt. 13.11.2023

Jata nony4denusi/ Reception date: ITpotokoa ananu3a Ne / Analitical protocol N° SRAS-7Y4EHA.10
HUCTIBITAHUS/TESTS CINEIUOUKAIINHA/SPECIFICATIONS | PE3YJIbTATBI/RESULTS
13. Package / YnakoBka The product is filled in a clear transparent

glass vial type I (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 Bo
¢naxoHe U3 GeCLBETHOTO MPO3PAaYHOIo CTEKIA
tima 1 (Ph. Eur), yKynopeHHsIi
XJIOpOY THIIOBOH npobxoi, obxxaThIi
MIOMUHUEBBIM KOJIa4yKOM c
MPELOXPAHUTENILHON MNACTHKOBOM KPBILIKOH.
Kaxnapiit ¢nakoH BMecTe ¢ MHCTPYKUHUEH I10
NPUMEHEHHIO TOMELIEH B ITAYKy KApTOHHYIO.

Complies / CooTBeTCTBYET

14. Labeling / MapknpoBka According to ND / B cootsercteun ¢ HJ]

15. Storage conditions / XpaHeHue Protected from light below 25°C. /
B 3aIIIeHHOM OT CBETA MECTE MK TemImeparype He Bbiiue 25°C.

16. Shelf life / Cpok roaHoctTv 2 years / 2 rona

PeaynbraThl aHaIU308: ,i.],)-/ : ‘Q_‘/L Pemenne OTK: : N )2 oq
Analytical results: Quality Assurance Decision: ' J

ara / Date : g{.‘ c AL / Date :
A 4 (o9 Z(wa fi [ flara / Date (ﬁ/o‘%‘/?o&é
Hauansuuk naboparopuu / Laborgﬂpy--Managé\'ﬁh HAANN | Orpercraentoe nuno / Qualified Person \Q

This batch was manufactured in reference to the dossier in force and according to GMP.
O1a cepus Gblila NIPOM3BE/IEHA N0 AEHCTBYIOMEH AOKYMEHTALMN 1 B COOTBETCTBUH ¢ Tpebosanuamu GMP.

API name (INN) / A@C (MHH): Omeprazole / Omenpason
API manufacturer batch number / 10030P58/400001
Homep cepuu npoussoautesan ADC:
FP Manufacturer API Batch number /

24020114
Homep cepun cy6eranuuu npoussoauntens [JId:
API Manufactured by & country / Esteve Quimica S.A., Spain /
IIpoussoautens APC, cTpaHa: Ocrepe Kumuka C.A., Ucnanus
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