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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

[Product: Omez ( Omeprazole), capsules 20 mg

HNpoaykT: OMe3® (oMemnpazon), Kancysibt 20 mr

Batch No. / Cepus Ne:

B2102435

|cepum:

Batch Quantity / O6bem

2000000 NO

_AT{ No / Anaauruyecknii oTyer Ne:
2002FP21001511

Date of Analysis / aTa
anaausa: 20-07-202]

Mfg. Date: / laTa npon3BoacTBa:

06/2021
05/2024

Date of Expiry / T'oaen go:

Analysis performed according ND / Anaiu3 nposegen no H/I: TT N015479/01-121120

Ne

Test / Hoka3zaTean

Result / PesyabpTaTel

Specification / Hopma

1

Description /
Onncanne

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. /

Teepmble KENATHHOBbIE
npo3payHble Karicylisl pazMepa 2 ¢
OeCLBETHBIM KOPITyCOM, PO30BOIi
KpBIIEYKOH W MapKHpOBKOH
yepHoro neera «OMEZ» na obenx
yactax  kancynel.  ComepxuMoe
KarTlCyJNl — IpaHyJibl 6enoro LBera.

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. /
Teepabie XKENaTHHOBLIE NPo3payHble
Karcynel  pasmepa 2 ¢ OecrseTHBIM
KOPIyCOM,  pO30BOW  Kpbllleukoil M
MapkHMpoBKoii uepHoro usera «OMEZ» Ha
06enx gacTax kancynel. ConepxKuMoe Kancys
— rpaHyJiel 6eoro WM nouTH 6eoro UBeTa.

Identification / IloganHHOCTL

2a)

By UV/V®-
criektpodoToMeTpHs

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. /

Y® - cnekTphl TIOTJIOWEHUA pPacTBOPOB
npenapata M CcTaHmapTHoro  ofpasua
omernpazona B obmactu ot 230 mo 350 HM
JNOJDKHBI UMETh MaKCHUMYMBI TIPH OXHOH W
TOU K€ JUTHHE BOJIHBI.

Remarks : The Product conforms to ND/

TMpumeuanne: [IpoaykT cooTBercTBYET TpeboBanmAM HJ

Conclusion : APPROVED /
Saxkawuenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg - Mpoaykr: OMe3® (oMenpason), karncynsl 20 mr
Batch No. / Cepns Ne: B2102435 Batch Quantity / O6bem
i cepuu: 2000000 NO
AR No / AHaJimTHYecKHii oTdeT Ne: Date of Analysis / laTa
2002FP21001511 anajmsa; 20-07-2021
Mfg. Date: / laTa nponsBoacTBa: 06/2021 Date of Expiry / 'ogen no:

05/2024

Analysis performed according ND / Anaaus nposegen mo H: IT N015479/01-121120

Ne Test / Tloka3zaTen Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeT TpeOOBaHMIM chromatogram of test solution should
BYKX mu f:orrespond to the retention time of main peak
CBDYIKX/BCHX in the chromaFogram o_f orPepraZ(:le reference
standard solution (section "Assay"). /
BpeMst ymepskKMBaHHs OCHOBHOTO TIMKa Ha
XpoMaTorpaMMe  WCIBITYEMOTO  pacTBopa
JOTDKHO COOTBETCTBOBATh BpPEMEHN
yIepKUBAHUS OCHOBHOTO MHKa  Ha
XpoMaTorpaMMe  pacTBopa CTaHIapTHOTO
o6pa3ua oMerpasona (pasnmen
«KomiaecTseHHOE OTNpeieieHne).
3 | Average net fill weight 267.4 mg/267,4 mMr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeausas Macca 283.5mg) /
COCPIKUMOro KancyJa 270,0 Mr+ 5,0 % (256,5 mr - 283,5 w™r)
4 | Water/ Boaa 1.4 % wiw / 1,4% Not more than 3.0% /
He 6ostee 3,0 %
5 | Uniformity of dosage 2.8/2,8 Acceptance value (AV) should be less than or
units / OAHOPOAHOCTH equal to 15.0./
JMO3UPOBAHUA TTokasaTtens npueMieMocti (AV) IokeH
OBITH MeHee Uil paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpeHHEe more than 10 % of C;7;HoN3;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pactBope XnopHucTOBOAOPOAHOI
KUCITOTHI - He 6omnee 10 % C;H oN305S
(omemnpazon) yepes 2 y.
96%, 96%, 96%, 92%, In pH 6.8 buffer - not less than 75 % (Q) of
94%. 95% C|7H!9N3O3S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - e menee 75 % (Q)
Cy7HoN30;S (omemnpazon) Hepes
30 mMuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITpoaykT cooTBeTCTBYET TpebosaHmsaM HJT 3axmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJINU3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3® (oMenpason), kancyabt 20 mr
Batch No. / Cepus Ne: B2102435 Batch Quantity / O6sem

cepuu: 2000000 NO -
AR No / Anaaurudeckuii otuet No: Date of Analysis / laTa -
12002FP21001511 B aHaau3a: 20-07-2021
Mfg. Date: / laTa npon3BoAcTBa: 06/2021 Date of Expiry / I'ogen go:

05/2024

Analysis performed according ND / Auaau3s nposenen o HJI: 1T N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karcyll B aIOMWHHEBOM CTpHIIE.
ITo 3 crpuna c WHCTpyKuMEl Mo
TIPUMEHEHHIO B TTAYKY KaPTOHHY!O.

Ne Test / ITokasaTeanb Result / PesyabTaThr Specification / Hopma

7 | Related substances / ITocroponHue npumecu
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JI1o6as equHYHAL

HeuAeHTHGULMpOBaHHA

s TIpUMeECh

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

8 | Assay/ 19.8 mg/ 19,8 mr 18.0mg to 22.0 mg of C;;H;oN;O;8
KonndecTtBeHHoe (98.8% / 98,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeeHue label claim). /

Or 18,0 MIr oo 22,0 MT C17H[9N303S
(omenpaszon) B karcyne (ot 90,0 nmo 110,0 %
OT HOMWUHAJILHOTO COIEpKaHUus).

9 | Microbial limits / Mukpo6nonorudeckas 4ucToTa

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
Oo0i1iee YHCITO a3pOOHBIX

MHUKPOOPTaHW3MOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count | Menree 10 KOE/r He 6onee 100 KOE/r
O061ee yucio
IPOAOKEBBIX U
TIJIECHEBBIX TPUGOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OTtcytcTBYyeTB 1 T OrcytcTBue B 1 1
10 | Packaging / Ynakoeka | 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 xancyn B aTtOMUHAEBOM
crpurne un B ITA/AJI/TIBX // anrtoMuHreBOM
6micrepe. [To 3 crpuna unn no 3 Gnuctepa ¢
MHCTPYKIMEH TI0 TIPUMEHEHHIO B MadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeyanne: Tponyxr cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: Omes® (oMenpason), Kancyiisl 20 mr
Batch No. / Cepusn Ne: B2102435 Batch Quantity / O6bem
= - cepun: 2000000 NO
AR No / AHanuTu4yeckuii oryer Ne: Date of Analysis / lata
2002FP21001511 anajusa: 20-07-2021
Mfg. Date: / [laTa npou3BoACTBa: 06/2021 Date of Expiry / T'ogen no:

05/2024

Analysis performed according ND / Ananu3 npogenen mo H: T N015479/01-121120

Ne Test / TTokazatens Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootserctBun ¢ HJI
Mapkupogka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temmeparype He Beite 25 °C.
YciioBUSA XpaHEeHUs
13 Shelf life / Cpox 3 years /3 rozma
TOAHOCTH
Q.
Lo
O
©
S
i
O
o
-
i
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: I[TponykT cooTBeTcTBYET TpeboBanusM HJT 3akarwyenue: OJJOBPEHO
Page 4 of 5

Printed By: Krishnamohan Gunturu Printed Date & Time (IST): 21-07-2021 11:34:14



o

ELECTRONIC SIGNATURES

Dr.Reddy’s Q3¢

Title

B2102435

Document No.

QUA-FT02-0704

Printed By: Krishnamohan Gunturu

Printed Date & Time (IST):

_Version ~ 1.0, CURRENT Approved Date |21-1y1-2021
Intention Employee ID User Name Date (IST)
Prepared By P00021162 lLatha Dasi 21/07/2021
09:17:55
Reviewed and P00034556 V Krishna Nimmakayala| 21/07/2021
Approved By 09:48:10
Approved By QA P00019092 Krishnamohan Gunturu|  21/07/2021
11:31:02
Page 5 of 5

21-07-2021 11:34:14




