Dr.Reddy’s €5

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 1 of4/Crp.1uz 4

[Mpoayxr: Ome3® (omenpason), kancynst 20 Mr

l’roduct: Omez f()m_eprazo!e), capsules 20 mg
Batch No. / Cepus Ne:  B2102433

Batch Quantity / O6bem cepun: 2000000 NO

A.R. No. / Asanutudecknii oruer Noe:
2002FP21001491

Date of Analysis / /laTa anaauza: 16-07-2021

Mfg. Date: / lata npousBoxcrsa:  06/2021 Date of Expiry / I'ogen go: 05/2024
Analysis performed according ND / Ananns uposejen no HJI: 11 N015479/01-121120
Ne Test / Iloxasaresn Result / Pe3ynbTaTnbi Specification / Hopma

1 | Description / Onucaumne

Complies as prescribed/
CoorBeTcTBYeT TPeOOBAHHAM

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. /

Teepabic  >KCNATHHOBBIC — MPO3pPAUIILIE
Karicynsl pasmepa 2 ¢ 6ecCLBETHBIM
KOpIYCOM,  pPO30BOW  KphIIEYKOH U

mapkupoBkoi yepHoro upera «OMEZ» Ha
obeux wuactax Kancynsl. CoepxuUMoe
Karcyn — rpaHyJsl Oenoro MaM MNOYTH
Genoro 1BeTa.

2 | Identification / IToxJTUHHOCTH

2a) | By UV / V®-cnektpodoTo-
MeTpus

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. /

VY@ - ciexTpbl NOTJIOLIEHHS PACTBOPOB
npenapara 4 CTaHJapTHoOro otpasua
omenpasona B obnactu ot 230 no 350
HM JO/DKHBl MMETh MaKCHMYMBI IPH
OJIHOM 1 TOH K€ JJINHE BOJIHBL.

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykr coorserctayer Tpebosamusm HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Analyst / l ;

Checked by QC In-Charge /
JokymenT nposepen OKK:

Approved by QA In-Charge /
JokyMeHT %&DﬁpCH OOK:

Jle

[TpoBeneno:
Date / Tata: 19-07-2021

Date / Jata: 19-07-2021

Date / Tata: 19-07-2021
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 2 of 4/ Crp.2 n3 4

Product: Omez (Omeprazole), capsules 20 mg

Ipoayxr: OMe3® (omenpason), Karcyibl 20 mr

|Batch No. / Cepusi Ne:  B2102433

Batch Quantity / O6nem cepumu: 2000QbO NO

A.R. No. / Asagurudeckuii orget Noe;
2002FP21001491

Date of Analysis / JJata ananu3a: 16-07-2021

Mfg. Date: / lata mpoussoacTea:  06/2021

Date of Expiry / I'ogen go: 05/2024

_Analysis performed accord_i_ng ND/ AHanu3 nposejen nmo HJL: II N015479/01-121120

No Test / IlokazaTenn Result / PesynbTaThl Specification / Hopma

2b) | By HPLC Or UPLC/UFLC Complies as prescribed/ The retention time of main peak in the
BOKK CoOTBETCTBYET TPEOOBaHUAM chromatogram of test solution should
CBB)KXI;IJ;Z}KX correspond to the retention time of

main peak in the chromatogram of
omeprazole reference standard solution
(section "Assay"). /

Bpems ynepxHBaHHA OCHOBHOTO TNHKa
Ha  XpPOMAaTOrpaMME€  HCIBITYEMOI0
pacTBOpa OOJDKHO COOTBETCTBOBATDL
BPEMEHH  YJCPKHBAaHHA OCHOBHOIO
OMKa Ha XpoMarorpaMme pacTBopa
cranfaptHoro obpaslia omenpasona
(pasgmen «KonnyectBeHHOE
OIpesieNIEHHE).

3 | Average net fill weight /
Cpennsist macca
CO/Iep:KUMOro KamcyJ1

269.1 mg/269,1 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

1.5%/1,5% Not more than 3.0% /

He 6Goiee 3,0 %

5 | Dissolution /
PacTBOopenne

0%, 5%, 3%, 0%, 1%, 1%

In 0.1 M hydrochloric acid solution -
not more than 10 % of C17H19N3038
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope
XJI0PHCTOBOJOPOJHON KKMCIIOTHI - HE
Gonee 10 % C7H19N3O3S (omenpazon)
yepes 2 4.

93%, 92%, 90%, 92%, 90%, 93% | In pH 6.8 buffer - not less than 75 %

(Q) of C7H9N303S (omeprazole) is
dissolved after 30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17H19N303S (omenpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/

IIpumeuanue: [Tpoayxr cootBercTByeT TpeboBaHusam HI

Conclusion : APPROVED /
Zaxmiouenue: OJJOBPEHO

Analyst /

[IporeneHo: t@?

Checked by QC In-Charge /
Ioxyment nposepeH OKK:

Approved by QA In-Charge /
Jlokyment, onobpen OOK:

AL

Date / Jlata: 19-07-2021

Date / Tara: 19-07-2021

Date / Tata: 19-07-2021
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page3 of4/Crp.3 34

Product: Omez (Omeprazole), capsules 20 mg IIpoayxr: Ome3® (omernpazoll), kancylibi 20 mr |
Batch No. / Cepust Ne:  B2102433 Batch Quantity / O6bem cepun:  2000000NO |
A.R. No. / Anaantudeckuii oTuer Ne: Date of Analysis / laTa anajusa: 16-07-2021
2002FP21001491 |
Mfg. Date: / Jlata npousBoacra:  06/2021 Date of Expiry / I"ogen no: 05/2024

| Analysis performed according ND / AHa/u3 npoBeaen no H: ITN015479/01-121120 B I}

Ne Test / Ilokasarenn Result / PesyabTarh! Specification / Hopma

6 | Related substances / llocTopoHHHe IPMMECH

Any individual unidentified |0.02% /0,02% Not more than 0.5 %. /
impurity / JIrobas enHU4HasS He 6onee 0,5 %
HeHAESHTHhHIMPOBaHHAs

TIpUMeECh

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

7 | Microbial limits / MukpoOunoJ/jioru4yeckas 4YucToTa

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / Ob1wee uncio Menee 10 KOE/r He 6osnee 1000 KOE/r
a3poOHBIX MUKPOOPTaHH3MOB
b) Total Combined Yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
Mould Count / Ob11ee uncio Memnee 10 KOE/r He 6onee 100 KOE/r
JPONOKEBBIX U TUIECHEBBIX
rpuboB
¢) E. coli ) Absentin 1 g/ ‘Absentin 1 g/
OtcytctByeT B 1T OtcyrctBue B 1 T
8 | Uniformity of dosage units / 1.9/1,9 Acceptance value (AV) should be less
OaHOPOOHOCTH than or equal to 15.0./
JO3UPOBAHHUS [Toxazarens npuemieMocTd (AV) noykeH

OBITH MeHee 1 paBeH 15,0.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Tponyxr coorsercryyer TpeGosanuam HJL 3akmouenne; OJJOBPEHO
Analyst / 9 Checked by QC In-Charge / Approved by QA In-Charge /
IIpoBeneHo: tﬁ.»j___ Hokxyment nposepen OKK: % HoxymenTono06per OOK:

N e )J‘pw——" )
Date / J{ara: 19-07-2021 Date / J]ata: 19-07-2021 Date / Tatd: 19-07-2021
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIHU3A

Page4 of 4/ Crp.4u3 4

Product: Omez (Omeprazole), capsules 20 mg

Ipoaykr: Omes® (omenpason), KancyJiel 20 mMr

IBatch No. / Cepust Ne:  B2102433

Batch Quantity / OGbem cepuu: 2000000 NO

A.R. No. / AHaauTH4ecKuii oTdyer No:
2002FP21001491

Date of Analysis / JlaTa ananun3a: 16-07-2021

Mfg. Date: / llaTa npoussoacrea:  06/2021 Date of Expiry / 'ogen no: 05/2024
Analysis performed according ND / Auanus nposeaen no HL: 11 N015479/01-121120 B
Ne Test / IlokazaTenn Result / Pe3yibTaThbl Specification / Hopma
9 | Assay / KonnvecrBennoe 19.8 mg/ 19,8 Mr 18.0mg to 22.0 mg of C17H19N303S'
onpejejcHue (98.8% / 98,8%) (omeprazole) in capsule (90.0 to
1100%  of  label claim). /

Ot 18,0 M’ Oo 22,0 MrI C17H19N303S
(omemnpazon) B xancyne (or 90,0 mo
110,0 % oT HOMHHAJILHOTO
CozIepIKaHus).

10 | Packaging/ YnakoBka
3 strips

leaflet in a carton

3 crpuna ¢

10 capsules in an aluminum strip.
and patient

Kancyn B antfoMHHMEBOM cTpune. I1o
UHCTpPYKINEH
IPUMEHEHHIO B NAYKy KapTOHHYIO.

10 capsules in an aluminum strip or
PA/AL/PVC // aluminum blister. 3 strips
or 3blisters and patient information
leaflet in a carton pack. / ITo 10 kancyn B
aNOMUHUEBOM cTpHIE Unu B
TTA/AJI/TIBX /! aNIOMMHHEBOM
6nucrepe. I[lo 3 crpuma wim no 3
fnucrepa c UHCTpYKUHUEH no
NpPUMEHEHHIO B MTAUKY KapTOHHYIO.

information
pack. / Ilo 10

o

11 | Labeling / MapkupoBKka According to ND / B coorBerctuu ¢ HJI

12 || Storage conditions / At temperature below 25 °C. / TIpu Temneparype He biiue 25 °C.
YcnoBus XxpaHeHHst

13 | Shelflife / Cpok rognoctu | 3 years /3 roxa

Remarks : The Product conforms to ND/
Ipumeuanne: [IpogyKT cooTBETCTBYET TpeboBanism HJ{

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Analyst / Checked by QC In-Charge / Approved by QA In-Charge /

TIpoBeneno: l g ! JoxymenT nposeper OKK: Hoxyment ?izoﬁpeﬂ OOK:
[V, -

Date / Tata: 19-07-2021 Date / Tata: 19-07-2021 Date / Jata: 19-07-2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, india. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Surve-y No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax | 9140 4464 2276, www.drreddys.com




