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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

.ﬁpOHyKT: OnMe3® (oMenpason), Kancyiibl 29 MT

Batch Quantity / Oobem

Batch No. / Cepus Ne: B2103896

|cepun:

2000000 NO

2002FP21002210

AR No / Aranntudecknii otder Ne;

aAHaJU3a:

Date of Analysis / laTa

10-11-2021

Mfg. Date: / IlaTa nponu3BoAcTBA:

10/2021
09/2024

Date of Expiry / Fogen no:

Analysis performed according ND / Ananus npogesen no HII: I N015479/01-121120

Ne Test / IlokazaTennb

Result / PesynsTaTsl

Specification / Hopma

1 | Description /
Onucanue

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on
both parts of the capsule. Capsule
content - white pellets. /

Teepusie KeTaTUHOBLIE
Mpo3paydHbIC KarcyJibl pasMcpa 2 ¢
OecLBETHEIM  KOPITYCOM, pO30BOIi
KpbIIIEYKOH n MapKUpPOBKOH
yeproro nseta «OMEZ» na obenx
yacTax Kancyinel. Cogmepsxkumoe
KancyJj — rpaHyJisl 6enoro UBeTa.

Hard gelatin transparent capsules of size 2
with a colorless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white

pellets. /

Teepnete KEJIaTHHOBEIE IIpo3pavHbIe
Karmcynel  pasMepa 2 ¢ OecuBeTHBIM
KOPIIYCOM, PO30BOi KpLILIEYKOH 51

MapkupoBkoit depHoro useta «OMEZ» nHa
obenx gactax karcynsl. CogepXuMoe Karcyn
— rpaHynibl 6e10ro Uy MouTy 6€I0ro 1BETA.

2 | Identification / HoguHHOCTDL

2a) By UV/VYo-

crniekTpodoToMeETpHS

Complies as prescribed/
CootBetcTBYeT TpeGOBaHIAM

UV-absorption spectra of both test and
standard solutions of omeprazole in the range
230 to 350 nm should exhibit maxima at the
same wavelength. /

Y® - CrekTpsl TOTIOLIEHHA pPacTBOPOB
npemapara M CTaHpapTHoro  ofpasua
oMmempazona B obnactn oT 230 mo 350 HM
IOJDKHBI WMETh MaKCHMyMEI Tipu OJAHON W
TOM K€ JUIMHE BOJHBL.

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr coorBercTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axuawdenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJNN3A

_Er_oduct: Omez (améprazole), capsules 20 mg

Mpoaykr: Ome3® (oMenpazon), Karcysl Z_Q__ M i

Batch No. / Cepus Ne: B2103896 Batch Quantity / O6bem
_ cepun: 2000000 NO
AR No / Ananutudeckuii oryet No: Date of Analysis / JaTa
2002FP21002210 anaausa: 10-11-2021

Mfg, Date: / laTa npousBoacTBa:

10/2021

09/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / Anasins nposefen no HJI: T N015479/01-121120

No Test / lokxa3aTens Result / Pe3yabTaTsl
2b) | By HPLC Or Complies as prescribed/
UPLC/UFLC CooTBeTCTBYET TPeOOBAHNAM
B3XX nmu
CBD2XX/BCXX

Specification / Hopma

The retention time of main peak in the
chromatogram of (est  solution  should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

Bpems yaepkuBaHvsd OCHOBHOTO TMHKa Ha
XpoMaTorpaMMe  HCTIBITYEMOTO  pacTBopa
DOJIKHO COOTBETCTBOBATH BpPEMEHH
yIOEPKHBAHUSA ~ OCHOBHOTO nMKka  Ha
KpoMaTorpaMMe  PacTBOpa  CTAHIAPTHOTO
obpasua oMernpazona (pasmen
«KonnyecTseHHOE ONpe/ICIEHUEN ).

3 | Average net fill weight
/ CpeaHsia Macca
CONEPIKUMOro KarmncyJi

269.0 mg /269,0 mr

270.0 mg + 5.0 % (Between 256.5 mg and
283.5mg) /
270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)

4 | Water / Boaa

1.2% w/w/1,2%

Not more than 3.0% /
He 6omee 3,0 %

5 | Uniformity of dosage
units / OqHOpOAHOCTH
J03UPOBAHUS

24/24

Acceptance value (AV) should be less than or
equal to 15.0./

INokazaTtensb mpuemMiieMocT (A V) nomken
OBITb MeHee Wi paseH 15,0.

6 | Dissolution /
PacTBOpenue

0%, 2%, 1%, 0%, 0%, 3%

94%, 94%, 93%, 94%, 94%, 93%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;;H,oN303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope X110pUCTOBOIOPONHOMN
kucinoTsl - He 6onee 10 % C7H oN303S
(omempazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H1gN;05S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C7H9N305S (oMmenpason) depes

30 MuH.

Remarks : The Product conforms to ND/
IMpumeuanune: [Ipoaykr coorBercTByeT TpeboBaHusm HJ

Conclusion : APPROVED /
3akmouyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Omes® (omernpazon), karncyssl 20 wr
Batch No. / Cepusn Ne: B2103896 Batch Quantity / O6bem

- cepun: 2000000 NO
AR No / Auanuriyeckuii oTuer Ne: Date of Analysis / laTa
2002FP21002210 - anaausa: 10-11-2021
Mfg, Date: / laTa npou3BoacTBAa: 10/2021 Date of Expiry / T'ogen go:

09/2024

Analysis performed according ND / Auaaus nporeaen no HJI: IT N015479/01-121120

Ne

Test / ITokazaTean

Result / Pe3yabTaTh!

Specification / Hopma

7

Related substances / IlocToporHHe NpUMecH

Any individual
unidentified impurity /
JTro6as eqUuHUYHAS

0.03%/0,03%

Not more than 0.5 %. /
He 6onee 0,5 %

3 strips and patient information
leaflet in a carton pack. / TTo 10
Kancysl B aJllOMMHHEBOM CTpPWIIE.
I[To 3 crpuna ¢ MHCTpYKLMEH TIO
TIPUMEHEHHUIO B TTAYKy KapTOHHYIO.

HeuIeHTUGULUMPOBAHHA

s IPUMECH

Tolal impurities / 0.1%/0,1% Not more than 2.0 % /
CyMma npuMecei He 6onee 2,0 %

8 | Assay/ 20.1 mg /20,1 mMr 18.0mg to 22.0 mg of C;H;gN;058
Koau4uecTBeHHOE (100.3% / 100,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeieHue label claim). /

Or 18,0 mr mo 22,0 mr C;;H;oN;05S
(omenpazon) B karcyine (ot 90,0 mo 110,0 %
OT HOMMWHAJILHOIO COZEPXKaHMs).

9 | Microbial limits / Mukpo6roaorudeckas YHCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Meunee 10 KOE/r He 6onee 1000 KOE/r
Ob1ee Yncio a3poOHBIX

MUKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He Gonee 100 KOE/r
Ob1ee uncno
IPONOKEBBIX U
TTECHEBEIX TpHOOB
c) E. coli Absentinl g/ Absentin 1 g/
OrcyrcTByeTB 1 T OrcyrcrBue B 1 T
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.

10 capsules in an aluminum strip or
PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / TTo 10 xamncyn B aJrOMUHHEBOM
crpurie wn B TTA/AJI/ITBX // antoMuHIEBOM
6micrepe. Io 3 crpuna iy no 3 Gnucrtepa ¢
HHCTPYKIMENH 10 TIpUMEHEHWIO B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
pumeuanue: [IponykT coorBeTcTBYeT TpeboBaHmaM HJI

Conclusion : APPROVED /
3axkarouenue: OJTOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: Ome3® (oMenpazon), Karcyst 20 mr
Batch No. / Cepus Ne: B2103896 Batch Quantity / O6bem
| cepun: 2000000 NO
AR No / Ananxutuueckuii oryer No: Date of Analysis / IaTa
2002FP21002210  |anamm3a: 10-11-2021 -
Mfg. Date: / laTa npou3BoaCTBA: 10/2021 Date of Expiry / Togen no:

09/2024

Analysis performed according ND / Anannu3s nporegen mo H/: TT N015479/01-121120

r Ne Test / Moxa3zaTean

Result / PesyabTatsl

Specification / Hopma

11 | Labeling /
Mapxnposka

According to ND / B cootBerctBuu ¢ H/J

12 | Storage conditions /
YcsioBus XpaHeHUs

At temperature below 25 °C. / TTpu Temnepatype He Bhiute 25 °C.

13 | Shelf life / Cpox

TOIAHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/

IIpumeuanne: [Iponykr cooTBeTCTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO
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