CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHANIH3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Omes® (omernpason), kancynbl 20 mr
Batch No. / Cepus Ne: B2102154 Batch Quantity / O6bem

cepun: 2000000 NO -
AR No / Ananutadeckuii orqer No: Date of Analysis / JlaTa
2002FP21001425 anaausa: 06-07-2021
ﬁfg. Date: / JlaTa Mpon3BoAcTBA: 06/2021 Date of Expiry / l'oneu po:

05/2024

Analysis performed according ND / Ananus nposegen no HJI: T N015479/01-121120

No

Test / TToka3zaTeyb

Result / PesyanTathl

Specification / Hopma

1

Description /
Onncanue

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. /

Teepasie KETATUHOBEIE
npo3payHble Karcyjbl pasMepa 2 ¢
OCCIBETHBIM  KOPITYCOM, PO30BOWH
KpPBILIEYKOH " MapKHUpPOBKOH
yeproro 1seta «OMEZ» Ha obenx
gacTsx  kancynel.  Comepxumoe
KaricyJ — CpaHyJibl Genoro 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. /
Teepasie JKETaTUHOBbIE Opo3pauHbie
KarcyJiel  pasMepa 2 ¢ OECUBETHBIM
KOpPITyCcOM,  pO30BOM  KphIIEYKoOH W
MapkupoBKkoi uepHoro usera «OMEZ» na
0benx uacTax KarcyJsl. CoiepxumMoe Karcyi
— rpaHynbl 6€70T0 WK MOoUTH 6enoro UBeTa.

Identification / IloannAHOCTH

2a)

By UV /V®-
crniexrpodoromerpus

Complies as prescribed/
CooTBeTCTBYET TpeOOBaHHAM

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@ - cnexkrpbl MOMIOMIEHUS PAacTBOPOB
mpenapata M CTaHOapTHoro  ofpasia
oMenpazosia B obnactn ot 230 mo 350 um
JOIDKHBl UMETH MakCUMyMbl TIpU OJHOW W
TOW e JITUHE BOJTHBI.

Remarks : The Product conforms to ND/
Mpumeyanue: ITpoaykt coorBeTcTByeT Tpebopanusm HI

Conclusion : APPROVED /
Jakawuenue: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 1 of5

Printed Date & Time (IST):

06-07-2021 21:53:13



CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Batch No. / Cepust Nu:

l’roduct: Omez (Omeprazole), capsules 20 mgg

|Mpoayxr

: Omes® (OM_enpa3on), KarncyJbl 26_-MT

B2102154

cepun:

Batch Quantity / O6bem

2000000 NO

AR No / Anaautuueckuii oruer No:
2002FP21001425

aHaJiu3a:

Date of Analysis / JlaTa

06-07-2021

Mfg. Date: / lara npomBouﬂ;a_:

06/2021
05/2024

Date of Expiry / 'onen go:

Tf\nalysis performed according ND / Ananus nposesen mo H/: T1 N015479/01-121120

PacTBOpenue

95%, 97%, 97%, 97%,
97%., 95%

No Test / Iloka3aTens Result / PesyabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeT TPpeOOBaHUAM chromatogram of test solution should
BOKX s fzorrespond to the retention time of main peak
CBKX/BCIKX in the chromaFogram qf orlrllepraz?'le reference
standard solution (section "Assay"). /
Bpems yaepx1BaHMS OCHOBHOIO MUKa Ha
XpOMaToTpaMMe  HUCIBITYEMOTO  pacTBOpa
TIOIDKHO COOTBETCTBOBATH BpeMeHH
yaepKUBaHHS OCHOBHOTO nWKa  Ha
XpoMaTorpaMMe —pacTBOpa  CTaHAApTHOrO
obpasua omMenpasosna (pa3nen
«KonuuecTBeHHOE OmpeaeneHHE» ).
3 | Average net fill weight 269.0 mg/ 269,0 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ CpeaHsist Macca 283.5 mg) /
COEPKUMOro Katcy.a 270,0 Mt % 5,0 % (256,5 Mr - 283,5 mr)
4 | Water / Boaa 1.4 % wiw / 1,4% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage BEVA3TY) Acceptance value (AV) should be less than or
units / OaHopoaAHOCTD equal to 15.0./
JO3UPOBAHUS [Mokazarens npreMiaeMocty (AV) nomkeH
6bITh MeHee Unn paseH 15,0.
6 | Dissolution / 0%, 1%, 1%, 7%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C,;HoN;0,S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJIOpHUCTOBOIOPOIHOMN
kucnorkl - He 6onee 10 % C,7H,oN;3;0,8
(omenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7HsN;0,S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - e menee 75 % (Q)
C,7H,yN10;S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
Mpumevanne: [TpoaykT cooTBeTcTBYET TpebosaHusm HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5

Printed Date

& Time (IST): 06-07-2021 21:53:13



CERTIFICATE OF ANALYSIS
CEPTUMHKAT AHAJIN3A

Product: Omez (Omeprazolc), capsules 20 mg

Batch No. / Cepust Ne: B2102154 Batch Quantity / Ofnem
cepum: 2000000 NO o
AR No / AHanuTRUYecKHi oTqeT No: Date of Analysis / JJaTa
2002FP21001425 - ananusa: 06-07-2021
Mfg. Date: / JlaTa npon3Boacrea: 06/2021 Date of Expiry / T'onen po:
05/2024

Analysis performed according ND / Anasms nposegen mo H/L: T1 N015479/01-121120

No Test / IToxazaTenb Result / PesyanTarnl Specification / Hopma

7 | Related substances / I[locToponnne npumecH
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6osiee 0,5 %

JIro6as enHAYHAS

HenIeHTHGHIMpoRaHHA

A NIPUMECh

Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npumeceit He 6onee 2,0 %

8 | Assay/ 20.0 mg /20,0 Mr 18.0mg to 22.0 mg of C;;HN3;0,8
KoanuecTBeHHOE (100.2% / 100,2%) (omeprazole) in capsule (90.0 to 110.0 % of
ompeaeieHHe label claim). /

Or 18,0 mr go 22,0 mr C7H4N;O;S
(omerpazon) B karicyne (ot 90,0 mo 110,0 %
OT HOMHWHAIILHOTO CO/IEPKAHNA).

9 | Microbial limits / MukpoGuoaorudeckas 4HeTOTA

a) Total Acrobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/T He Gonee 1000 KOE/r
O6miee 9rco a3poOHBIX

MHKPOOPTaHN3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g/
Yeasts and Mould Count | Meuee 10 KOE/T He 6onee 100 KOE/r
Obee yncno
TIPOICOKEBBIX 1
_TUTECHEBbIX rPUOOB
c) E. coli Absentin 1 g/ Absentinl g/
OtcyTcTBYeTB I T OrcyterBre B 1 T

10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.

3 strips and patient information . . .

leaflet in a carton pack. / Tlo 10 10 capsules in an alum}num strl.p or

Kancyn B amOMHHHEBOM CTpWIIC. PA/AL/PVC / a!umlpum bhs.ter. 3 str1p§ or

o 3 cTpuma ¢ WHCTPYKIWEH 1O 3 blisters and patient information leaflet in a

[PHMEHEHWTO B NAYKy KapTOHHYIO. carton pack. / [To 10 xancyn B alroMUHHAEBOM
crpurie win B ITA/AJI/TIBX // amoMuHEWEeBOM
amuctepe. TTo 3 ctpuna wiv 1o 3 6nmcrepa ¢
HHCTPYKUME TNO MNPUMEHCHMIO B MNAUKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumevanne: [poayxr cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axarouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 5

Printed Date & Time (IST):

06-07-2021 21:53:13




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTHM3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (omenpason), Kancybl 20 mr
Batch No. / Cepus Ne: B2102154 Batch Quantity / O6bem
- cepun: 2000000 NO
AR No / Ananurndecknii oTyer Ne: Date of Analysis / {aTa
2002FP21001425 amaamsza:  06-07-2021
Mfg. Date: / {aTa npousBoacTea: 06/2021 Date of Expiry / 'oaen no:
05/2024

Analysis performed according ND / Anaans nposesen o H/L: T1 NO15479/01-121120

No Test / IloxasaTenn Result / PesyabTaThl Specification / Hopma
11 | Labeling/ According to ND / B coorsercTeun ¢ HI
MapkHupoBKa
12| Storage conditions / At temperature below 25 °C. / IIpu TeMnepatype He Boime 25 °C.
Ycaosus XpaHeHUs
13 | Shelflife / Cpoxk 3 years / 3 rona
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanwe: [IpoxyKT cooTBETCTBYET TpeGosanuam HJI 3axmouenne: OJJIOBPEHO
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