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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Omes® (oMenmpason), KATCyibl 20 mr
Batch No. / Cepust Ne: B2104487 Batch Quantity / O6bem

cepuu: 1960000 NO
AR No / Ananutnuecknii ot4et Ne: Date of Analysis / TaTa -
2002FP22000053 anammza:  14-01-2022
Mfg. Date: / laTa npou3sBoacTBa: 12/2021 Date of Expiry / Togen no:

11/2024

Analysis performed according ND / Ananu3s nposenen no HJI: 1T N015479/01-121120

Ne

Test / ITokazaTteanb

Result / PezyabTaThl

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 - while pellets. /

Trepnrie KETaTHHOBLIC
Tpo3payHble Kancymsl pazMepa 2 ¢
OecUBETHBIM  KOPIYCOM, pO30BOi
KpBILIEYKO " MapKUpPOBKOM
yepHoro userta «OMEZ» na obenx
yactax kancynel.  Comepxumoe
KarcyJ1 — rpaHyJel OeJIoro 1BeTa.

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. /
Trepmosie KETATHHOBBIC MPU3paYHbIe
karcynel  pasMepa 2 ¢ OecuBeTHBIM
KOpPITyCOM,  pO30BOM  Kpbllle4ykodl W
MapkupoBkoif depHoro useta «OMEZ» na
o0enx yacTsx kancynbl. ConepxuMoe KancyJs
— rpaHyJIbl GeI0ro WM TIOYTH 6eJIoro IBETa.

2a)

Identification / IlogiuHHOCTE

By UV/ V-
criekTpodhoTOMETpHS

Complies as prescribed/
CooTBeTCTBYET TpeOOBAHUAM

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® - chexkTpel [OTJIOWIEHUS PacTBOPOB
nmpemapata W cTaHAapTHoro  obpasua
oMenpaszona B obnmactu oT 230 mo 350 HM
JOJKHEl UMETh MaKCHMYMBI TIpH OJHOW M
TOI1 )K€ JIJINHE BOJIHLI.

Remarks : The Product conforms to ND/
IMpumeuanue: [IponykT coorBeTcTBYCT TpeboBanuam HJL

Conclusion : APPROVED /
3axuouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 1 of 5

Printed Date & Time (IST):

18-01-2022 12:05:34




CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIU3A

Product: Omez {Omeprazole), capsules 20 r_ng

MMpoaykT: OMe3® (oMenpazon), KarcyJsbl ZE_)_Mr_

Batch No. / Cepus Ne: B2104487 Batch Quantity / O6nem
i - cepnm: 1960000 NO N
AR No / Auaxutndeckuit order Ne: Date of Analysis / laTa
2002FP22000053 anaamsa:  14-01-2022
Mfg. Date: / lara npoussoacrsa: 12/2021 Date of Expiry / I'ogen no:

11/2024

Analysis performed according ND / Araan3 nposegen mo H/: TT N015479/01-121120

Ne Test / llokasaTens Result / Pe3yabTaTsl 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
BOKX wm correspond to the retention time of main peak
CBOKX/BOKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMst ymepkUBaHHA OCHOBHOTO MIHKAa Ha
XpoMarorpaMMe  UCHBITYEMOr0  pacTBOpa
JOTKHO COOTBETCTBOBATh BpEeMeHH
yaep>KWBaHUs  OCHOBHOI'O nHKa  Ha
XpoMaTOrpaMMe  pacTBopa  CTaHAApTHOTO
obpasna oMeTIpa3oia (pazmen
«KonuaecTBeHHOE OMTpeieNeHIEY ).

3 | Average net fill weight
/ Cpennsis Macca
COIePIKUMOr0 KarcyJa

268.5 mg/268,5 mr

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

4 | Water/ Boaa

1.2% wiw / 1,2%

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

5 | Uniformity of dosage
units / OaHopoaAHOCTH
JN03UPOBAHUSA

3.6/35

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

IToxaszaTens npueMneMocTy (AV) TomkeH
6bITE MEHee uiu paseH 15,0.

6 | Dissolution /
PacTtBOpenune

0%, 1%, 0%, 0%, 0%, 0%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;H oN;O5S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBope xmopHCcTOBOLOPOAHOMN
KucoTel - He 6onee 10 % Ci;H oN3;0;S
(omemnpazomn) yepes 2 4.

Remarks : The Product conforms to ND/

IMpumeuanne: Ipoaykr cooTBeTcTBYET TpeboBanuaM HJL

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3A

Product: Omez (Omeprazole), capsules 20 mg I poaykTt: OMe3® (oMenpazon), Karcyssl 20 mr
Batch No. / Cepusi Ne: B2104487 Batch Quantity / O6bem

cepun: 1960000 NO -
AR No / Ananutnyeckuii otqet Ne: Date of Analysis / IaTa
2002FP22000053 - anaausza: 14-01-2022
Mfg. Date: / lata npou3BoacTsa: 12/2021 Date of Expiry / Tomen no:

11/2024

Analysis performed according ND / Auaans nposenen mo H: IT N015479/01-121120

No Test / IToka3aTenn Result / Pe3syabTaTh! Specification / Hopma
B 97%, 101%, 95%, 93%, In pH 6.8 buffer - not less than 75 % (Q) of
C,7H;sN305S (omeprazole) is dissolved after
93%, 97% 30 min /
B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7H;6N305S (omenpaszon) depes
30 MuH.

7 | Related substances / [loctoponHue npuMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jlro6as emuHUYHAS

HenaeHTH(OUINPOBaHHA

g NpUMech

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

8 Assay/ 20.1 mg / 20’1 MT 18.0 mg to 22.0 mg Of C17H19N3038
KoauuecTBennoe (100.4% / 100,4%) (omeprazole) in capsule (90.0 to 110.0 % of
onpe/esjieHHe label claim). /

(015 18,0 MI 1o 22,0 MT C|7H19N303S
(omenpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHWH&JILHOT'O COEPKaHMA).

9 | Microbial limits / Mukpo6Hosoruieckast Y4ucToTa

a) Total Aerobic

Less than 10 CFU/g /

Not more than 1000 CFU/g /

Microbial Count / Memnee 10 KOE/r He 6oiree 1000 KOE/r
Ob1Iee 4MCI0 a3POOHBIX

MUKpPOOPTaHH3MOB

b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /

Yeasts and Mould Count
Oo61ee yucio
JIPOMOKEBBIX U
TIJIECHEBBIX IPHOOB

Memnee 10 KOE/r

He 6onee 100 KOE/r

Remarks : The Product conforms to ND/
Mpumeuanne: Iponykt coorsercTBYeT TpeboBaHuam HJI

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIH3A

Product: Omez (Omeprazole). capsules 20 mg_ Mponykr: Omes® (oMenpazon), KancyJbsl 2(_)___Mr
Batch No. / Cepust Ne: B2104487 Batch Quantity / O6bem
B cepun: 1960000 NO
AR No / AHanuTu4deckuii oTger Ne: Date of Analysis / JaTa
2002FP22000053 anagmsa:  14-01-2022
Mfg. Date: / [laTa npousBoacTBa; 12/2021 Date of Expiry / T'ogen go:
11/2024
Analysis performed according ND / Anaans npogenen no H/I: TI N015479/01-121120
Ne Test / [ToxasaTenan Result / PesyapTaThl Specification / Hopma
¢) E. coli Absentin1 g/ Absentin 1 g/
OtcyTcTBYyeT B 1 T OtcytctBHE B 1 T
10 | Packaging / Ynaxoska | 10 capsules in an aluminum strip. . . .
3 stri 'd patient information 10 capsules in an aluminum strip or
strips ~and - patient  mIormation | p o/a1 /pyC // aluminum blister. 3 strips or
leaflet in a carton pack. / Ilo 10 B S . :
3 blisters and patient information leaflet in a
Kancynl B allOMHHUEBOM CTpUIIE.
o 3 or . 171 carton pack. / ITo 10 xancyn B alnFoMMHHEBOM
o B :Hnas & CprI;Lme g crpurne wiu B [TA/AJI/TIBX // anfomunneBoM
PUNMEHEHHEQ"B Iy i PTOIENES, 6mmcrepe. o 3 crpumna unu no 3 Gumcrepa ¢
UHCTpYKLMEH TIO TIPUMEHEHMI0 B TauykKy
KapTOHHYIO.
%\ PTOHHY
¢ |11 | Labeling / According to ND / B cootBerctBum ¢ HJ[
(@) MapknpoBka
s |12 | Storage conditions / At temperature below 25 °C. / TIpu Temmeparype He Beime 25 °C.
@ YcaoBus XpaHeHUS
o) 13 | Shelf life / Cpox 3 years /3 roga
= TOAHOCTH
—
o
O
=
—

Remarks : The Product conforms to ND/
Ipumeuanne: JIpoayKT COOTBETCTBYET TpeboBanHusiM HJT

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO
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