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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg

IMpoaykr: Omes® (oMempaso), Kancy sl 20 Mr

Batch Quantity / O6bem

2000000 NO

Date of Analysis / laTa

08-10-2021

Batch No. / Cepus Ne: B2103510

CepHH;
AR No / Ananutnuyecknii oruet No:
2002FP21002027 - |ananu3za:
Mfg. Date: / lata npoussojacTBa: 09/2021

08/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / AnaJsus nposegen no HA: IT N015479/01-121120

Ne

Test / lloka3aTean

Result / PeayasTaTil

Specification / Hopma

Copy

1

Description /
Onucanne

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. /

Trepable KeJIaTUHOBLIE
TIpO3payHble Karcyibl pa3Mepa 2 ¢
OecLBETHBIM KOPIYCOM, pO30BOIi
KpBIIICYKOH ¥ MapKUpPOBRKOH
yepHoro 1BeTa «OMEZ» Ha obeux
yactax kancynel. Copepxumoe
Karfcyn — rpaHys! 6enoro uBera.

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 KeJNaTHHOBBIC MIpO3paiHbIe
Kancynmel  pasMepa 2 ¢ OeclUBETHBIM
KOPILyCOM, pO30BOIt KpPBILIEUKON "
MapkupoBkoii deproro 1ueeta «OMEZy» Ha
o6enx yacTsx kancyybel. ComepKuMoe Karcys
— rpaHynbl 6e10ro UK MOYTH GeNoro uBeTa.

Identification / IloannHHOCTE

2a)

By UV/Vo-
criekTpodoToMeTpHst

Complies as prescribed/
CoorBercTByer TpeboBaHUAM

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

Y® - cnekTpel TOIJIOLIEHUS pPAacTBOPOB
npemapata M CTaHAapTHoro  ofpasia
omenpasona B obmactu ot 230 mo 350 HM
IOKHBI UMETh MaKCUMYMBI TPU OJHOU W
TO# ke JUTHHE BOJIHBI.

Remarks : The Product conforms to ND/
Hpumeuanne: [TpoaykT coorBeTcTBYET TpeboBaunsam HJL

Conclusion ;: APPROVED /
3axkawuenne: ONJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg TMpoaykr: Ome3® (oMenpa3oi), KaTrcyJibl 26 MT ]
Batch No. / Cepus Ne: B2103510 Batch Quantity / O6bem

_|eepmm: 2000000 NO
AR No / AHannTu4ecKuii oT4uet No: Date of Analysis / JarTa
2002FP21002027 aHagu3za: 08-10-2021
Mfg. Date: / laTa nponsBoacTBa: 0972021 Date of Expiry / T'ogen go:

08/2024

Analysis performed according ND / Anaan3s npoeeaen mo H/I: 1T N015479/01-121120

PacTBopeHne

95%, 94%, 93%, 88%,
96%, 96%

Ne Test / ITokazaTens Result / Pe3yabTaTnl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFILC CoaTRETCTRYET TPeOORAHNIM chromatogram of test solution should
BYKX mm f:orrespond to the retention time of maip peak
CBRKX/BCKX in the chroma’fogram qf orlr'leprazole reterence
standard solution (section "Assay"). /
Bpemst ymepkWBaHWA OCHOBHOTO MHKa Ha
XpoMaTorpaMMe  KCTIBITYEMOTO  pacTBOpa
TOJKHO COOTBCTCTBOBATh BpPEMEHH
yIep)KMBaHW  OCHOBHOTO nuka  Ha
XpOMaToTpaMMe  PacTBOpa CTaHAAPTHOTO
obpasua oMerpasona (pasmen
«KonndecTBeHHOE OMpeeNieHNE ).
3 | Average net fill weight 267.5 mg/267,5 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpenusisi Macca 283.5 mg) /
COAEPKHMOT0 KANCYJ 270,0 mMr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boga 1.1% wiw/1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.7/3,7 Acceptance value (AV) should be less than or
units / OnHopoaHOCTH equal to 15.0. /
JO3UPOBAHUS [ToxazaTens npuemiieMoctd (AV) momkeH
6BITE MeHee 1n paeeH 15,0,
6 | Dissolution / 0%, 3%, 1%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C[7H]9N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe X1N0pHUCTOBOROPOTHON
KuciaoTel - He 6onee 10 % C7H;9N30;S
(omMenpason) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17HsN305S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C7H9N305S (omemnpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/
IMpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2
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Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A

(Product: Omez (Omeprazole), capsules 20 mg MpoaykTt: OMe3® (oMempason), Kancyms 20 mr

Batch No. / Cepusg Ne: B2103510 Batch Quantity / O6bem
cepun: 2000000 NO

AR No / AHanuTHYecKkHii oTder Ne: Date of Analysis / laTa

2002FP21002027 avaausa: 08-10-2021

Mfg. Date: / laTa npou3BoacTBA: 09/2021 Date of Expiry / Togen go: ]
08/2024

Analysis performed according ND / Ananus nporesen mo H/{: TI N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Ilo 10
Kalcyn B aJIOMUHHEBOM CTpHIIE.
Ilo 3 crpuna ¢ uHCTpykKuMel mno
MPUMEHEHHIO B TTAYKy KapTOHHYIO.

No Test / [Tokazarean Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / [locTopoHHHe MpuMecH
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentificd impurity / He 6onee 0,5 %

JIro6ast exMHUYHAs

HeueHTHOHIMpOBaHHA

A TIpUMech

Total impurities / Not detected / He oGHapy:xeHa Not more than 2.0 % /
CyMMa nipuMecei He 6onee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 Mr 18.0mg to 22.0 mg of C;HgN;0;8
Konu4decTBeHHOE (98.9% / 98,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneseHne label claim). /

Or 180 mMr mo 22,0 mr C;;H;9N;05S
(omenpaszon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOIO COAEPKaHMs).

9 | Microbial limits / Muxpo6unosoruieckasi 4McTOTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6onee 1000 KOE/r
O6uiee vrcio adpoOHBIX

MHKPOOPTraHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6omnee 100 KOE/r
Ob1ee yncno
JPOJKKEBBIX 1
MIIECHEBLIX IPUOOB
¢) E. coli Absentin1g/ Absentin 1 g/
OtcytcTByeT B 1 T OtcyteTBUe 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. / ITo 10 xamncys B alFOMUHHUEBOM
crpure v B [TA/AJI/TIBX // anfoMuHHEBOM
o6nmucrepe. [To 3 crpuna unu no 3 Gnucrepa ¢
WHCTPYKIMEH 10 TPUMEHEHHI0 B TayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanue: IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 5

Printed Date & Time (IST):

11-10-2021 17:08:52
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

|Product: Omez (Omeprazole), capsules 20 mg

Hpoaykr: Omea® (oMemnpazon), Kanch_1L1—2_9___ MT

Batch No. / Cepusi Ne:

B2103510

Batch Quantity / O6nem
cepum: 2000000 NO

AR No / AHaauTngecknit oruer Ne:

Date of Analysis / laTa

2002FP21002027 anaauza: 08-10-2021
Mfg. Date: / laTa npousso/cTBa: 09/2021 Date of Expiry / Togen ngo:
08/2024

Analysis performed according ND / AuaJyus nposenen no HA: T N015479/01-121120

Ne Test / [TokazaTens Result / PesyasraTsi Specification / Hopma

11 | Labeling / According to ND / B cootBeTcTBuM ¢ H/J ]
Mapkuponka

12| Storage conditions / At temperature below 25 °C. / Tpy Temiicparype e Boic 25 °C.
YcaoBusi XxpaneHust

13 | Shelf life / Cpox 3 years / 3 roga
TOAHOCTH

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTCTBYCT TpebopanmsaM H]I

Conclusion : APPROVED /
3axarouenue: OJIOBPEHO

Printed By: Krishnamohan Gunturu

Page 4 of 5

Printed Date & Time (IST): 11-10-2021 17:08:52
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