Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg MpoayxT: OMe3® (omMenpason), Kancys 20 L
Batch No. / Cepus Ne: B2103891 Batch Quantity / Oonem

cepuu: 2000000 NO
AR No / Ananuruveckuii oryer Ne: Date of Analysis / laTa
2002FP21002233 amaausa: 18-11-2021
Mfg. Date: / lata nponsBoacTBa: 09/2021 Date of Expiry / T'oaen go:

08/2024

Analysis performed according ND / Ananu3 nposemen mo HJ/I: IT N015479/01-121120

No

Test / Tloxa3zaTean

Result / PesynbTaTnt

Specification / Hopma

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. /

Teepasie KEJTaTHHOBbIE
TIpo3payHble KalcyJsl pasMepa 2 ¢
OeclBeTHEIM  KOPITyCOM, pO30BOii
KpbILUEYKOH M MapKUpOBKO
ueproro uBeta «OMEZ» na obenx
yacTax  Kancynbl.  Copepxumoe
Karcyn — rpaHyJbl 6enoro nsera.

Identification / TloannaHOCTE

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 KeJaTHUHOBBIE
Kancysel  pasMepa 2 ¢ OecrBeTHEIM
KOPITyCOM,  pO30BOl  KPBIIEYKoil W
MapKUpoBKO#t yepHoro upeta «OMEZ» na
obenx wactax Karicysiel. ConepxuMoe Kancyn
— TpanyJbl 6eoro WK moutu Genoro uBera.

[Ipo3payHbie

2a)

By UV/V®-
crieKTpohoTOMETPHS

Complies as prescribed/
CooTBeTCTBYET TPeGOBaHHSIM

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® - crnekTpsl IIOTNIOIWIEHUA PacTBOPOB
npenapara 4 cTaHjaptHoro  obpasna
oMenpazona B obnacty or 230 mo 350 HM
IOMKHBI MMETh MaKCHMyMbl TIpM OJHON U
TOH 2Ke AJINHE BOJIHBI.

Remarks : The Product conforms to ND/
IMpumeyanne: IIponykr coorBeTcTBYeT TpeboBanusaM HIT

Conclusion : APPROVED /
Saxarouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Omes® (omerpazo), kancybi 20 mr
Batch No. / Cepus Ne: B2103891 Batch Quantity / Oobem
cepru: 2000000 NO
AR No / Ananutuueckuii otuer Ne: Date of Analysis / laTa
2002FP21002233 ananmsza: 18-11-2021
Mfg. Date: / JlaTa NpoH3BOACTRA: 09/2021 Date of Expiry / Toaen po:
08/2024
| Analysis performed according ND / Ananus nposeaen no HJI: TT N015479/01-121120
Ne Test / TlokaszaTenan Result / Pe3ynbTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TPeOOBaHWAM chromatogram of test solution should
BYKX s gorrespond to the retention time of main peak
CBRIKX/BOKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
BpeMs ynepkuBafus OCHOBHOTO nuka Ha
XpoMaTorpaMMe  HCIBITYEMOTO  pacTBopa
JIOIDKHO COOTBETCTBOBATH BpeMeHHN
yAepKUBAHAS OCHOBHOTO TKa Ha
XpOMATOTpaMMe ~ pacTBopa  CTAHHAPTHOTO
obpasua oMenpa3osa (pazmen
«KonuuecteeHHoe onpeneneHue ).
3 | Average net fill weight | 269.3 mg/269,3 mMr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsist Macca 283.5mg) /
CONMEPKUMOTO KNy 270,0 Mr £ 5,0 % (256,5 mr - 283,5 Mr)
4 | Water / Boaa 1.1% w/w / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 22/2,2 Acceptance value (AV) should be less than or
units / OgHopoaHoCTH equal to 15.0./
J03UPOBAHHNA [TokasaTesb MpreMiieMocTH (AV) n0IKeH
6bITh MeHee und paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTeopeHue more than 10 % of C,7H¢N;0sS
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBope XJIOpUCTOBOZOPOIHOI
kucnots! - He 6ojee 10 % C;H|yN3;0O3S
(omenpazodn) yepes 2 4.
96%, 100%, 98%, 99%, In pH 6.8 buffer - not less than 75 % (Q) of
98%. 96% C|7H!9N3O3S (omeprazole) is dissolved after
’ 30 min /
B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7HoN305S (omemnpason) uepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipnmevanue: [Iponykt cooTBeTcTBYET TpebGoBanmsm HI Jakawuenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTU3A

Product: Omez (Omeprazole), capsules 20 mg

IMpoaykT

: Omes® (omenpasor), kancyst 20 mr

(Batch No. / Cepusa Ne:

B2103891

cepHu:

Batch Quantity / Oonem

2000000 NO

AR No / Anaauruueckuii oTaer Ne:
2002FP21002233

AHANH3A:

Date of Analysis / JaTa

18-11-2021

Mfg. Date: / Jlata npou3BOACTEA:

09/2021

08/2024

Date of Expiry / Toaen no:

| Analysis performed according ND / Ananaus nposexen no H: 1T N015479/01-121120

3strips and patient information
leaflet in a carton pack. / Tlo 10
Kamncysl B allOMWHWUEBOM CTPHITE.
Ilo 3 crpuma ¢ MHCTpyKUUEH mO
NIPUMEHEHHIO B MUKy 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. / TTo 10 karicyn B amfOMHHUEBOM
crpunie win B TTA/AJI/TIBX // antomuHNEeBOM
6amcrepe. 1o 3 crpuna wiw no 3 daucrepa ¢
WHCTPYKUHMEH [0 TPHMEHEHHI0 B Madky
KapTOHHYFO.

Ne Test / TToxasarenb Result / Pe3yanTaThl Specification / Hopma
7 | Related substances / IlocToponnue mpumecu
Any individual 0.03% / 0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JIroGasn eqHIIHAS
HeuaeHTH(ULMPOBaHHA
s IpUMech
Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMma prmMeceii He 6onee 2,0 %

8 | Assay/ 19.9 mg/ 19,9 mr 180mg to 220 mg of C;HuN;OsS
KonugecTBeHHOE (99.3% /7 99,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpexelcHue label claim). /

Or 18,0 wmr mo 22,0 mr C;;H;¢N;O;S
(omenpason) B kancyne (ot 90,0 1o 110,0 %
OT HOMWHAJILHOTO COJICPIKAHNU).

9 | Microbial limits / MukpoOHooruyeckan YucToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He Gosee 1000 KOE/r
O61ee yucio a3apodHbIX

MHKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g/
Yeasts and Mould Count | Menee 10 KOE/r He 6onee 100 KOE/r
Of1uee uucno
JAPOMOKEBBIX H
JIeCHEeBbIX TPUOOB
¢) E. coli Absentin 1 g/ Absentin | g/
OtcytctByerB 1 T OtcyterBue B 1 1
10 | Packaging / Ynakoeska | 10 capsules in an aluminum strip.

Remarks : The Product conforms to ND/
Mpumeyanue: [IponykT coorBeTcTBYET TpeGoBaHMaM HJI

Conclusion : APPROVED /

3akiouenne: OJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg B Mpoaykt: OMe3® (oMenpa3o), Kancybl 20_R_4__r
Batch No. / Cepus Ne: B2103891 Batch Quantity / Odnem -
cepun: 2000000 NO -
AR No / Auanutuveckuii otuer Ne: Date of Analysis / JlaTa -
2002FP21002233 amanuza: 18-11-2021
Mfg. Date: / [laTa npou3BoAcTEA: 09/2021 Date of Expiry / T'onen go:
08/2024

Analysis performed according ND / Anann3 nposegen mo HII: ITN015479/01-121120

Ne Test / TlokazaTenn Result / PesyabTaTnl Specification / Hopma

11 | Labeling / According to ND / B cooTBeTcTBUM c HJ -
Mapkuposka

12 | Storage conditions / At temperature below 25 °C. / IIpn Temnepatype He Bbie 25 °C.
YciaoBus XpaHeHus

13 | Shelf life / Cpox 3 years / 3 ropa
TOXHOCTH

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

INMpumeuaunue: [ponykr cootBeTcTBYET TpebopanusaM HJL Bakiawuenne: OJJOBPEHO
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ELECTRONIC SIGNATURES

| Dr.Reddy’s @
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B2103891

Document No.

QUA-FT02-0938

Uncontrolled Copy

-Version L0, CURRENT Approved Date | 19.Nov-2021
i D
Intention Employee | User Name Date (IST)
Prepared By P00021162 Latha Dasi 19/11/2021
07:55:46
Reviewed and P00009295 C.Ajay Kumar Reddy 19/11/2021
Approved By 10:07:08
Approved By QA P00050127 Ajay Kumar..... 19/11/2021
12:49:08

Page




