Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Product: Omez_(Omeprazole), capsules 20 mg

TMpoaykT: OMe3® (oMertpaso), KarcyJisl 26__]\_”

Batch No. / Cepus Ne: B2201200

Batch Quantity / O6bem
cepun: 1990000 NO

AR No / Apaautudeckuii oryet Ne:

Date of Analysis / laTa

2002FP22000772

aHaJIu3a:

19-04-2022

Mfg. Date: / laTa nponsBoacTBa:

03/2022

Date of Expiry / I'ogen go:

Co0TBeTCTBYET TpeOOBaHUAM

02/2025
| Analysis performed according ND / Ananus nposexen mo H/: TT N015479/01-121120
Ne Test / IToka3aTenb Result / PesyabraThl Specification / Hopma
1 | Description / . Hard gelatin transparent capsules of size 24
OnncaHue Hard gelatin transparent capsules of | with a colorless body, pink cap and black
size 2 with a colorless body, pink | marking "OMEZ" on both parts of the
cap and black marking "OMEZ" on | capsule. Capsule content - white to off-white
both parts of the capsule. Capsule | pellets. /
content - white pellets. / Teepasie JKeNaTUHOBbIE IIpo3payvHbIe
Teepmple JKENAaTHHOBBIE | Karcynbl  pasmepa 2 ¢ OeclBeTHBIM
Npo3payHble Karncyibl pasMepa 2 ¢ | KOPIIycoM,  po30BOi  Kpelllewkod  u
OeclBETHEIM KOPITyCOM, pPO30BO# | MapkupoBkoil yepHoro npera «OMEZ» Ha
KPBILEYKOH ¥ MapkupoBKoii | o6enx acTsx karcynsl. ColepXuMoe Karcy
yepHoro usera «OMEZ» Ha o6eux | — rpaHyJbl O€70T0 HIIK OUTH 6eoTo IBeTa.
gactax Karncynmsl.  Comepxumoe
KarcyJl — rpaHyJibl 6eJIoro UBeTa.
2 | Identification / TlopauHHOCTH
2a) | ByUV/V®- UV-absorption spectra of both test and
cnekTpodhoToMeTpUs Complies as prescribed/ standard solutions of omeprazole in the range

230 to 350 nm should exhibit maxima at the
same wavelength. /

V® - choexTpsl TNOTJIOWIEHUS pPacTBOPOB
nmpeniapata ®  CTaHAapTHoro  obpasiua
oMenpasona B obmactu ot 230 no 350 HM
IOJKHBI UMETh MAaKCHMYMbI IpU OXHOH H
TOI1 JKe JJTUHE BOJTHEI.

Remarks : The Product conforms to ND/
NpumMeuanne: [Tpoayxt cooTBeTcTBYET TpeboBanuaM HJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAITM3A

Product: Omez (Omeprazole), capsules 20 mg

TMpoaykT: OMe3® (oMenpason), KarcyJbl 29__1\“- o

Batch No. / Cepns Ne:

B2201200

Batch Quantity / O6bem

- - cepun: 1990000 NO -
AR No / ArasutH4eckni oTaer Ne: Date of Analysis / laTa
2002FP22000772 anaausa:  19-04-2022

Mfg, Date: / laTa npou3BoAcTBAa:

03/2022

Date of Expiry / I'ogen go:

02/2025
Analysis performed according ND / Anaaus nporeaen no H/I: TT N015479/01-121120
Ne Test / IlokazaTeab Result / Pe3yabTaThbl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOOBAHUIM chromatogram of test solution should
BOXCX st correspond to the retention time of main peak
CBOICX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpemsi ymep>KMBaHMS OCHOBHOTO MHMKa Ha
XpOMaTorpaMMe  HCIBITYEMOTO  pacTBOpa
JIOTKHO COOTBETCTBOBATh BpeMeH!
yAepKUBAHUS OCHOBHOTO nuKa Ha
XpoMaTorpaMMe pacTBopa CTaHIapTHOTO
obpa3zua oMeTpa3ona (pazmen
«KonuyecTBeHHOE ONpesieNieHYE) ).

3 | Average net fill weight
/ Cpeansisi Macca
coIep:KHMOT0 KaTcy.JI

267.7 mg /267,77 mr

270.0 mg + 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 mr =+ 5,0 % (256,5 mr - 283,5 ™r)

4 | Water/Boaa

1.0% w/w / 1,0%

Not more than 3.0% /
He 6omee 3,0 %

5 | Uniformity of dosage
units / OAHOPOAHOCTH
J03NPOBAHUSA

33/33

Acceptance value (AV) should be less than or
equal to 15.0./

TlokasaTenb npueMinemMocty (AV) nosmkeH
OBITH MeHee WITH paBeH 15,0.

6 | Dissolution /
PacTBOpenue

2%, 0%, 0%, 2%, 1%, 4%

98%, 99%, 99%, 100%,
99%, 98%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;;HoN303S
(omeprazole) is dissolved after 2 h/

B 0,1 M pactBope XJI0pHCTOBOAOPOIHOM
KUCNOTHI - He 6onee 10 % C7HgN3O5S
(oMenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H9N305S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C7HsN305S (omenpazoun) yepes

30 MuH.

Remarks : The Product conforms to ND/
Mpumeqanne: [ponyxT coorBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg TpomxyxT: Ome3® (omenpasodn), Karcys! 20 mr
Batch No. / Cepus Ne: B2201200 Batch Quantity / O6bem

- cepi: 1990000 NO N ]
AR No / Anajmurudecknii oT4et Ne: Date of Analysis / JlaTa
2002FP22000772 aHaam3a:  19-04-2022 ]
Mfg. Date: / laTa npou3BoaCTBA: 03/2022 Date of Expiry / T'ogen no:

02/2025

Analysis performed according ND / AHaJIPB_[lpOBeI.leH mo HII: TI N015479/01-121120

Ne Test / [loka3aTean Result / Pe3yabraThl Specification / Hopma

7 | Related substances / ITocTopoHHHe MpHMecH

Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %
JTrobas equHNYHAS
HeuaeHTU G U1 pOBaHHA
s TIPUMECH
Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npumeceit He 6onee 2,0 %
8 | Assay/ 199 mg/ 19,9 mr 180mg to 22.0 mg of C;H4N;O;S
KoauuecTrBeHHOE (99.6% / 99,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenescHue label claim). /

Ot 18,0 MIr a0 22,0 MI C17H]9N3O3S
(omemnpazon) B kamncyse (ot 90,0 no 110,0 %
OT HOMMHATBHOTO COTCPIAHHSN).

9 | Microbial limits / MuxkpoGuotorndeckast YucToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6omee 1000 KOE/T
OO6uiee yncio adpoOHBIX

MHUKpOOPTaHN3MOB

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

OO61ee yncno
IPONCKEBBIX U
NIIECHEBBIX Ip6OB

¢) E. coli Absentinl g/ Absentin1 g/
OrcytcTByeTrB 1 I OtcytcrBue B 1 r

10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Karlcyl B aJlOMWHMEBOM CTpHIIE.
IMo 3 crpuma ¢ MHCTpyKIMeEH Mo
NpUMEHEHUIO B MAYKy 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. / [To 10 xarncyn B amoMUHHEBOM
crpune unn B ITA/AJI/TIBX // anrtoMHHEAEBOM
6nncrepe. ITo 3 crpumna wmu 1o 3 6aHcTEpa C
WUHCTpYKUMEl M0 TNPHUMEHEHUI0 B MauKy

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: I[IponykT coorseTcTBYET TpeboBaHusM HJT 3axmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIN3A
[Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Omes® (oMenpasont), Karncyiibl 2(_)___M_r
Batch No. / Cepus Ne: B2201200 Batch Quantity / O6bem
cepup: 1990000 NO
AR No / Araautudeckuii ordyert Ne: Date of Analysis / laTa
2002FP22000772 aHaan3za:  19-04-2022
Mfg. Date: / laTa npon3BoAcTBAa: 03/2022 Date of Expiry / Toaen mo:
02/2025
Analysis performed according ND / Ananus nposegen no H/: 1T N015479/01-121120
[ Ne Test / IlokazaTean Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cooteercTeum ¢ HJ{
MapxkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbime 25 °C.
YcjoBHsl XpaHeHNd ¢
13 | Shelf life / Cpoxk 3 years /3 ropna
TOXHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoaykr coorBeTcTBYET TpeboBanusm HJI 3axirouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 5
Printed By: K Narayana Swamy Printed Date & Time (IST): 20-04-2022 17:42:10



ELECTRONIC SIGNATURES

L

Uncontrolled Copy

| Dr.Reddy’s _‘

B2201200

Title

Document No. | QUA-FT02-1352

_Version ~ 1.0, CURRENT Approved Date |20-Apr-2022
Intention Employee ID User Name Date (IST)
Prepared By P00021162 Latha Dasi 20/04/2022
10:04:52
Reviewed And P00034556 V Krishna:Nimmakayala| 20/04/2022
Approved By 10:38:00
Approved By QA P00019846 K Narayana Swamy 20/04/2022
17:40:46
Page 5 of 5

Printed By: K Narayana Swamy

Printed Date & Time (IST): 20-04-2022 17:42:10



