CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: OMe3® (omemnpason), Kancyibt 20 mr
Batch No. / Cepust Ne: B2102440 Batch Quantity / O6nem -
B cepuu: 2000000 NO
AR No / AHasuTHYecKHIi oTdeT Ne: Date of Analysis / larTa
2002FP21001526 anaam3a: 23-07-2021
Mfg. Date: / /lata npoussojacTea: 07/2021 Date of Expiry / Togen mo:

06/2024 -

Analysis performed according ND / Ananus nposegen o H/L: TT N015479/01-121120

Ne

Test / IlokazaTean

Result / PesyabsTaThl

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. Capsulc
content - white pellets. /

Tepabie JKEeNaTuHOBhIE
Mpo3payHEIe KaTCYJIBl pasMepa 2 ¢
OecuBeTHEIM KOPMYcOM, pO30BOii
KpBILIEYKOR " MapKUpOBKOH
yeproro usera «KOMEZ» Ha obeux
yactsax  kancynsl.  Comepxkumoe
KarcyJ — rpaHyJibl 0enoro LBeTa.

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. /
Tsepnsie JKETaTHHOBBIC
Karmcynsl  pasMepa 2 ¢ OeclBETHBIM
KOpIycoM,  po30BOH  KpBIIUEYKOI W
MapkupoBkoit dgepHoro userta «OMEZ» Ha
obeux vacTax karcynbsl. Comepxumoe Karncyn
— rpaHyibl Geloro MK NOYTH OENoro uBeTa.

TIpO3paYHEIC

Identification / IloaauHHOCTDL

2a)

By UV /V®-
cuexktpodoToMeTpus

Complies as prescribed/
CooTBeTcTBYET TPeOOBaHUSIM

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. /

VY® - choekTpel UOTJIOLIEHUS pPacTBOPOB
npermapata M cTaHjpapTHoro  obpasua
oMempazona B obmacti ot 230 mo 350 HM
JNOMKHBEl MMEThb MaKCUMyMBI TPH OXHON M
TOI1 )K€ JIJINHE BOJIHBI.

Remarks : The Product conforms to ND/
TpuMeuanue: TIpoayKT coOTBETCTBYET TpeboBanmaM HJI

Conclusion : APPROVED /
3axawuenne: OJJOEPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTU3A

i’_roduct: Omez (Omeprazole), capsules 20 mg

IMpoaykTt: OmMe3® (oMernpason), Kancyibl 20 mr §

Batch No. / Cepust Ne: B2102440 Batch Quantity / O6bem

| cepun: 2000000 NO

AR No / Anasutndeckuii otver No: Date of Analysis / laTa

12002FP21001526 - anasmza:  23-07-2021

Mfg. Date: / laTa nponssoacTBa: 07/2021 Date of Expiry / I'ogen go:
06/2024

Incontrolled C

L

'El_alysis performed according ND / Anaau3s nposeen mo Hl: 11 N015479/01-121120

PactBOpenue

95%, 95%, 97%, 95%, 96%, 95%

Ne Test / loxazaTean Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYyeT TpeOOBaHUM chromatogram of test solution should
BYKX st .correspond to the retention time of main peak
CBYIKX/BCIKX in the chroma‘Fogram qf or'r'lepraZ(ile reference
standard solution (section "Assay"). /
Bpemst yaepxHBaHWS OCHOBHOTO THKa Ha
XpoMaTorpaMMe  HCIBITYEMOTO  pacTBopa
JONKHO COOTBETCTBOBATh BpEeMeHN
yIOepXWBaHWA  OCHOBHOTO nmWka  Ha
XpOMaTorpaMMe  pacTBopa  CTaHTapTHOTO
obpazua oMerpasoa (paznen
«KonuyecTBeHHOE ONpENIENEHNEN ).
3 | Average net fill weight | 271.3 mg/271,3 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansis Macca 283.5mg) /
COAEPKUMOro KarncyJi 270,0 Mr £ 5,0 % (256,5 Mr - 283,5 Mr)
4 | Water/ Boaa 1.3% wiw /1,3% Not more than 3.0% /
He 6oree 3,0 %
5 | Uniformity of dosage 4.0/4,0 Acceptance value (AV) should be less than or
units / OgHOpoaHOCTH equal to 15.0./
NO03UPOBAHHUS ITokasatens mpueMieMocTi (AV) TomkeH
ObITH MeHee WK pased 15,0.
6 | Dissolution / 1%, 0%, 4%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;7H9N;03S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XN0pUCTOBOAOPOAHOMN
KucnoTel - He 6omee 10 % C;7H oN305S
(oMenpazon) yepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C17HsN50;S (omeprazole) is dissolved after
30 min/

B Gydepe pH 6,8 - He menree 75 % (Q)
C7HoN305S (omertpazomn) wepes

30 MuH.

Remarks : The Product conforms to ND/
TMpumeuanune: TTpoayKT cooTBETCTBYET TpeboraumsM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5

Printed Date & Time (IST):

24-07-2021 05:59:38
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

|Mpoaykt: Omes® (oMenpaszon), Kancyssl 20 mMr ]

Batch No. / Cepus Ne:

B2102440

cepum:

Batch Quantity / O6bem

2000000 NO

AR No / AHANUTHYCCKHIl 0TueT Ne:
2002FP21001526

Date of Analysis / laTa
aHaamsa:  23-07-2021

Mfg. Date: / laTa npoussoacTna:

07/2021

Date of Expiry / Togen no:
06/2024

Analysis performed according ND / Anasnns npoeegen no HJI: TI N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karmcya B aliOMHHHEBOM CTPUTIE.
[To 3 crpuna c MHCTpyKUMER 1O
TIPAUMEHEHHMIO B MAYKy KapTOHHYIO.

Ne Test / TTokazaTennb Result / Pe3yabTaTnl Specification / Hopma

7 | Related substances / IloctoponHne npumMecH
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIrobas equHUUHAA

HeuaeHTH pULMpoBaHHA

% IpUMech

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

8 | Assay/ 20.2 mg/ 20,2 mMr 18.0mg to 22.0 mg of C;;HiN;O;58
KoaudecTBeHHOE (101.1% / 101,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeJeseHue label claim). /

or 18,0 M 10 22,0 MT C|7H|9N303S
{omenpazon) B kancyne (ot 90,0 o 110,0 %
OT HOMHHAJILHOTO COZiepKaHus).

9 | Microbial limits / Mukpo6unonoruueckas 4ncrora

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
O061wee yncao a3poOHbIX

MUKpPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6omee 100 KOE/r
O61iee uncio
TIPOXOKEBBIX 1
IUIECHEBRIX IPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyrctByeTB 1 T OtcyTctBHEB 1 T
10 | Packaging / Ymaxoeka | 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 xamcy:1 B aFOMUHHEBOM
crpurie wn B TTA/AJI/TIBX // anroMuHIEBOM
onuctepe. ITo 3 crpuna unu no 3 6aucrepa ¢
WHCTPYKIMEN TIO0 TpPUMCHEHWI0 B TAYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
TMpumeuanue: [TpogykT cooTBeTcTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3axmwuenne: ONNOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 5

Printed Date & Time (IST):

24-07-2021 05:59:38
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (omerpason), kancyisl 20 mr
Batch No. / Cepus Ne: B2102440 Batch Quantity / O6bem
L B cepun: 2000000 NO
AR No / AHaanTudeckuii oTver Ne: Date of Analysis / JaTa
2002FP21001526 B anmammsa: 23-07-2021
Mfg. Date: / laTta nponssoacTsa: 07/2021 Date of Expiry / Togen n0:

06/2024

Analysis performed according ND / Anasius nposegen mo HJI: IT N015479/01-121120

Ne Test / [TokasaTens Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootBerctBru ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temriepatype He Bbime 25 °C.
YcaoBus XpaHeHHS
13 | Shelflife / Cpox 3 years /3 roga
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: [Tponykr cooTBercTByeT TpeboBanuaM HJ Jakawuenne: OJJOBPEHO
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