CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules_20 mE

HpoayxT: Ome3® (omenpasor), KarcyJis! O B

Batch No. / Cepust Ne: B2103230 Batch Quantity / O6bem
cepun: 2000000 NO

AR No / Ananantudecknii ot4yet Ne: Date of Analysis / Jata

2002FP21001916 aHaansa: 22-09-2021

Mfg. Date: / lata npou3BoacTBA:

08/2021
07/2024

Date of Expiry / T'oacn go:

Analysis performed according ND / Aranus nposenen no HJL: TT N015479/01-121120

Ne

Test / IlokaszaTenan

Result / PeayabTaThl

Specification / Hopma

Lincontrolled Copy

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. /

Trepnrie XKeJTaTUHOBEIE
TIpO3payHbIe KaTcyJibl pazMepa 2 C
OecluBETHBIM KOPITYCOM, pO30BOii
KpBILIEUKOi 3| MapKUPOBKOMH
yepHoro ngeta «OMEZ» Ha obeunx
yactax kancynel. Comepkumoe
Kamcyn — rpaHyInbl 6€noro upeTa.

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. /
Trepawie JKEeNaTHHOBEIE
Kamcynel pasMepa 2 ¢ OecuBeTHBIM
KOPILyCOM, po30BOil KpPhIIIEYKOi "
MapkupoBkod uepHoro usera «OMEZ» nHa
obenx yactax karcynel. Couepxumoe Karcyn
— rpaHynbl 6enoro uiaM noutH denoro 1Bera.

TIPO3pavHbBIC

Identification / [TogauHHOCTD

2a)

By UV / V-
criekTpodoToMeTpus

Complies as prescribed/
CooTBeTrcTBYeT TpeGOBaHMAM

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. /

V® - CcHeKTpsl TMOIJIOMEHNHS pPACTBOPOB
npemapata W CcTaHaapTHoro  ofpasua
oMemnpaszona B obmactd oT 230 no 350 um
IOJDKHBI MIMETh MaKCHUMyMBI TIpM ORHON ¥
TOH K€E IJIMHE BOJIHBI.

Remarks : The Product conforms to ND/
Tpumevanue: IIpooyKT cooTBETCTBYET TpeboBaumsam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIMU3IA

Product: Omez ffdnwprazole), capsules 20 mg

[Mpoaykr

: OMe3® (omenpazoft), Kancyssl 20 MT

Batch No. / Cepnsa Ne:

B2103230

|cepun:

Batch Quantity / O6nem

2000000 NO

AR No / AnajutHueckuii otueT Ne;
2002FP21001916

AHAJIN3a:

Date of Analysis / laTta

22-09-2021

Mfg, Date: / laTa npoH3BOACTBA:

08/2021

07/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / Auanaus nposejen o H/: IT N015479/01-121120

PacTeopenne

93%, 94%, 93%, 95%,
94%, 91%

Ne Test / TTokazaTenn Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TPeOOBAHUAM chromatogram of test solution should
BYYKX v .correspond to the retention time of main peak
CBOKX/BOKX in the chroma‘fogram qf or}?epraZ(')'le reference
standard solution (section "Assay"). /
Bpems ynep)kuBaHHWS OCHOBHOTO IHKa Ha
XpoMaTorpaMMe  WCIBITYEMOTO  pacTBopa
TIOTKHO COOTBETCTBOBATb BpeMeHH
yICPKUBAHMNS OCHOBHOTO nmUKa  Ha
XpOMaToTpaMMe  PacTBopa  CTAHAAPTHOTO
obpazua oMernpasona (pazmen
«KonnyecTeHHOE OIIpEAETEHUE ).
3 | Average net fill weight | 273.4 mg/273,4 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpegusist Mmacca 283.5 mg) /
coepKUMOro KaneyJa 270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boxa 1.1% w/w /1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 2.8/2,8 Acceptance value (AV) should be less than or
units / OAHOPOIHOCTD equal to 15.0./
J03HPOBAHUA TTokasaTens nmpueMaeMocTr (AV) I0mKeH
6bITh MeHee WK paBed 15,0.
6 | Dissolution / 0%, 2%, 0%, 0%, 1%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C]7H19N3O3S
(omeprazole) is dissolved after 2 h/

B 0,1 M pacTBope Xn0opHuCTOBOAOPOAHOI
kucnote! - He Goiee 10 % C7H19N;05S
(omenpa3zon) depes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HoN30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - e menee 75 % (Q)
C,7H9N;0;S (omMempazoin) uepes

30 MuH.

Remarks : The Product conforms to ND/
Ipumeuanue: [TponyKT cooTBeTCTRYET TpeboBanuam HJI

Conclusion : APPROVED /
Baxurouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5

Printed Date & Time (IST):

23-09-2021 15:13:24
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

|Product: Omez (Omeprazole), capsules 20 mg IMpoaykt: Ome3® (oMerpason), Kancyss! 20 yr -
Batch No. / Cepust Ne: B2103230 Batch Quantity / O6nem

cepun: 2000000 NO
AR No / Anaaurnyeckuii order Ne: Date of Analysis / laTa
2002FP21001916 agaausa: 22-09-2021
Mfg, Date: / Jlata nponssofcTsa: 08/2021 Date of Expiry / Togen go:

07/2024

Analysis performed according ND / Ananus nposegen no HJL: TI N015479/01-121120

Ne Test / [lokazaTenn Result / PesyabTaThl Specification / Hopma

7 | Related substances / TlocToponHHe MpuMecH

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

Any individual 0.02% / 0,02%
unidentified impurity /
JIrobas eaHUYHAA
HenACHTU(UIMPOBAHHA

s TIPUMECH

Total impurities / 0.1%/0,1% Not more than 2.0 % /

Cymma npuMeceit He 6omnee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 mr 18.0mg to 22.0 mg of C;H;gN;0;58
Koau4decrBeHHOE (98.9% / 98,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeneHne label claim). /

Or 18,0 mr mo 22,0 Mr C;;H;sN;O;S

(omemnpazon) B karcyne (ot 90,0 no 110,0 %
OT HOMUHAIIBHOTO COepXKaHus).

9 | Microbial limits / Mukpobuonorudeckas 4HcTOTA

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

a) Total Aerobic
Microbial Count /
O61ee 4ncino a3poOHBIX
MHUKPOOPraHN3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

b) Total Combined
Yeasts and Mould Count
Ob1mee YuCIo
ZPOKIKEBBIX U
TIECHEBBIX TpUOOB

Less than 10 CFU/g /
Mewnee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli Absentinlg/

OrcytcrByerB I T

Absentin 1 g/
OtcytctBHEB 1 T

10

Packaging / YnaxoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
KancyJl B AIOMMHHEBOM CTpHIIE.
[To 3 crpuna ¢ MHCTPYyKUHEH IO
TIPUMCHEHHUIO B MTAYKy KapTOHHYIO.

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. / Tlo 10 kamncyn B aJIlOMHHHEBOM
crpune unu B TIA/AJI/TIBX // antoMuHIEBOM
ommcrepe. Ilo 3 crpuna unu no 3 6nucrepa ¢
UHCTpYKIMell [0 TPUMEHEHHto B TadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: [1poaykr cooTreTcTBYET TpeboBanuam HJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of5

Printed Date & Time (IST):

23-09-2021 15:13:24
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg, Mpoaykr: OMe3® (oMempason), Karcyibl 20 Mr
Batch No. / Cepust Ne: B2103230 Batch Quantity / O6bem

cepan: 2000000 NO
AR No / Auaautndeckuii oraer Ne: Date of Analysis / JaTa
2002FP21001916 aHaanza: 22-09-2021
Mifg. Date: / laTa nponsBoacTBAa; 08/2021 Datc of Expiry / Togen go:

07/2024
Analysis performed according ND / Anasm3s nposejen mo HJI: 1T N015479/01-121120

Ne Test / IlokazaTenn Result / PeayabTaThl Specification / Hopma
11 | Labeling / According to ND / B cooterctuu ¢ HJT
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temmnepatype He Boime 25 °C.
Ycaosus XpaneHust
13 | Shelf life / Cpox 3 years /3 roza
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
NMpumeuanue: [IponykT cooTBeTCTBYET TpeboanmsM HJI 3akmouenne: OJOBPEHO
Page 4 of 5
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