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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 ing

Tpoaykt: Omes® _(omenpa30ﬂ), Kancyninl 20 mr

Page 1 0f4/Crp. 1 n3 4

———

Batch No / Cepua Ne: B2100404

Batch Quantity / O6nem 1970000 No
cepun:

Date of Mfg / lIz;Ta
npon3BojcTBA:

'AR No / AraanTnuecKii oTUer Ne: 2002FP21000321

012021

Date of Analysis / lara 15/02/2021
aHaJH3a:

Date of Expiry / I'oaen no: 12/2023

Analysis performed according ND / Auanns u_pI)Beueu no HJL:
1 NO015479/01-260617 (amend Ne 1 from 07.08.2018 /uzm.Ne 1 ot 07.08.2018)

No R Test / Ilokaszarenn

Result/ Pe'jy_Jlb’l"aTbl

1 Description /
Ouncaune

Complies as prescribed

CooTBercryeT TpebOBAHUAM

Specification / Holima

2' size hard gelatin capsules with colorless
transparent body and pink colored transparent
cap having black "OMEZ" imprinting on both
body and cap with double locking system.
Capsule content - white to off-white spherical
pellets.

TBpAble KENATHHOBLIC MPO3payHble KaNcCybl
pasmepa «2» ¢ OecUBETHLIM  KOpPNyCOM,
PO30BOi KPLILIEYKOH, MapKHPOBKOH HepHOro
useta «OMEZ» Ha obeux uactaxX kancysibi.
Conepxumoe Kancyn — rpaHynbl 6enoro uiu
noutu 6enoro ugera.

2 | Identification / lloginHHOCTD

2a) | By UV / Yd-cnekrpo-
tdboromerpus

Complies as prescribed/
CooTtsercTByer TpeboBanHsM

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® - cnekTpbl MOMIOIIEHUN  PACcTBOPOB
npenapara M craHaaprHoro  obpasua
omenpazoja B obnactu ot 230 no 350 uwm
JIOJDKHBI UMETb MakKCHMYMb! MPH OAHOH U TO
WKE JJIMHE BOJTHDI,

Remarks : The Product conforms to ND/
ITpameuannc: |IpoaykT cOOTBETCTBYET TPeGOBaHHAM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Analyst /

[lposeneno; ¢ g /

Checked by /
ITposepeno:

Approved by QA In-Charge /
HokymeHrTt onobpen OOK: %

Date / JTara: 15/02/2021

Dale / JlaTa: 15/02/2021

Date / Jara: 15/02/2021
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IPON3BOACTBA: - - o
Analysis performed according ND / Anaans nposeaen no H/I:

Product: Omez -(_Omeprazole),_capsﬁes 20 mg_ ) "[lpouyKT: Ome3®_((_)M_en_pa30n), KamcyJbl 20 mr
Batch No / Cepust Ne:  B2100404 Batch Quantity / Odsem 1970000 No
_ __eepun: -
AR No/ Anaawruuecknii oruer Ne: 2002FP21000321 ‘Date of Analysis / lata 15/02/2021
) o aHa/In3a: |
Date of Mfg / Jara 01/2021 Datc of Expiry / Fopen no: 12/2023

[1NO015479/01-260617 (amend Ne 1 from 07.08.2018 /m3m.Ne 1 ot 07.08.2018)

Ne Test / Moka3zatean Result / Pesyabrarn

2b) | By HPLC / BDXX Complies as prescribed/ |
CootsetcTryer TpeGoBaHUsSIM

Specification / Hopma

The retention time of main peak in the
chromatogram of test solution should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution, as obtained in Assay. /
Bpems ynaepxvBaHus OCHOBHOIO MHKa Ha
XpoMaTorpamme  MCULITYEMOIo  pacTBopa
JOJDKHO COOTBETCTBOBATh BpEMeHH
yAEPKUBAHHUA OCHOBHOTO nuKka Ha
XpomaTtorpamMMe  pacTBopa  CTaHA4pPTHOrO
obpazua omenpasona.

3 | Average net fill weight | 270.3 mg/270,3 mr
/ CpenHan macca
COIEPXKHMOTO KAamCy

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

In 0.1 M hydrochloric acid solution - not more

4 | Water / Bona 1.2 %w/w /1,2 % Not more than 3.0% /
He 6onee 3,0 %
' 5 | Dissolution / 1%, 8%, 1%,
PacrBopenue

6%, 3%, 2%

91%, 97%, 93%,
95%, 93%, 91%

than 10 % of C7H 9N3OsS (omeprazole) is
dissolved after 2 h./

B 0,1 M pacTBope X10pHCTOBOAOPOHOM
Kkucnotsl - He boniee 10 % C7H 9N;0;:S
(omenpazon) vepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
Ci7H19N303S (omeprazole) is dissolved after
30 min./

B 6ydepe pH 6,8 - He menice 75 % (Q)
Ci7H1oN3038 (omenpazon) uepes 30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Hpumeaanne: Tpoaykr coorperersyer rpebosaisam HJ| 3axuoucnue: OJIOLPEHO
Analyst/ Checked by / Approved by QA In-Charge /
[TposeneHo: 4%5 ITposepeno: Hoxyment onobpen OOK: %’
Date / dara: 15/02/2021 Date / Jlara: 15/02/2021 Date / Hara: 15/02/2021
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Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIU3A

Page3 of 4/ Cip. 3 u3 4

'Epduct: Omez (Omeprazole), capsules 20 mé_j

| ITpoaykr: @\463®_(omenpa30ﬂ), Kancyiabl 20 mr

Batch No/ Cepus Ne: B2100404 Batch Quantity / O6vem 1970000 No
e ——— B = — -
AR No/ Auauntuueckuii oraer Ne: 2002FP21000321 Date of Analysis/ JlaTa 15/02/2021 f
aHaJIN3a: S
Date of Mfg / aTa 01/2021 Date of Expiry / T'ogen no: 12/2023
MpPOII3BOACTBA:

Analysis performed according_ND / Anagan3s nposeaen mo HJ/I:
[TNO15479/01-260617 (amend Ne 1 from 07.08.2018 /usm.Ne 1 ot 07.08.2018)

e

Test / Iloka3aTennb

Result / 15e3yJ1 LTATHI

Sﬁcification /H op;a

6

Related substances / HOCTO[)O-HHHe npuMecH

Any individual
unidentified impurity /
JItobas equuuuHas
HeHACHTU(HUUPOBAHHA
A NpUMech

0.02%/ 0,02%

Not more than 0.5 %. /
He 6onee 0,5 %

Total impurities /
Cymma npumeceii

0.1%/0,1%

Not more than 2.0 % /
He 6onee 2,0 %

units / OaiopogHoceTs
A03HpOBAUNS

7 | Microbial limits / Mmq;oﬁuonoruqeclcaﬁ 4HCTOTA
a) Total Aerobic Less than 10 CFU/ g/ | Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/ 1 He 60aee 1000 KOE/ r
Ob6utee yucao aspobHbIx
MHKPOOPraHH3MOB
b) Total Combined Less than 10 CFU/ g/ Not more than 100 CFU/g /
Yeasts and Mould Count Metiee 10 KOE/ & He 6onee 100 KOE/ r
Obuiee yucno
APOACKEBLIX H
nJIeCHEeBbIX rpubOB
¢) E. coli ~ Absent in 1 g/ Absentin 1 g/

OtcyTcrByerB 1 1 OrcytetBue B 1 r
8 | Uniformity of dosage 8.6/8,6 Acceptance value (AV) should be not more

than 15.0/
ITokazarenb npuemnemoctu (AV) aomreH
ObiTh He Donee 15,0

Remarks : The Product conforms to ND/
IIpumeuanne: [poaykt coorsercTByer TpeboBanusm HJI

Conclusion : APPROVED /
3amoyenic: OTOBPEHO

Analyst /
[Iposenerio:

L

Checked by /
ITpoBepeHo:

Approved by QA In-Charge /

HokymenT onobpen OOK: %

Date / Jlata: 15/02/2021

Date / Hara: 15/02/2021

Date / Jlata: 15/02/2021
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Dr.Reddy’s ‘,.o.

Product: Omez (_Omepr_azole:), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

inO[lyKT_: Omes® (omenpason), kancynu 20 mr

~ Pagedofd/Crp.4u34

Batch No / Cepnst Ne: B2100404 Batch Quantity / Odbem 1970000 No
S _ |cepun: - )
AR No / Auanurtnueckuii oruer Ne: 2002FP21000321 Date of Analysis / lara 15/02/2021
aHaansa: - -
Date of Mfg / laTa 01/2021 Date of Expiry / l'ogenr go: 12/2023
HPOR3BO/ICTRA: _ - _| )
Analysis performed according ND / Ananus nposeaen no HJI:
[T NO15479/01-260017 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 o7 07.08.2018) -
Ne Test / [lokaszaTean Result / PesyabTaTer S_‘p_eciﬁcation / Hopma_ .
9 Assay / 19.6 mg (98.1%)/ 180mg to 220 mg of CpHpN;0sS |
' N - : : 0
Koauuecrsennoe 19,6 mr (98,1%) {omeprazole) in capsule.(90.0 to 110.0 % of
onpegeseHue label claim). /
Or 18,0 Mr 1o 22,0 MI C|7H|()N303S
(omenpason) B kancyae (or 90,0 go 110,0 % ot
HOMUHALHOTO COAepIKaHus).
10 | Packaging / Ymakoska | Package / Vnakoska - 10 |Package / Ynakoska - 10 capsules in an
capsules in an aluminum strip. | aluminum strip or (PA/AL/PVC) / aluminum
3 strips and patient information | blister. 3 strips or 3 blisters and patient
leaflet in a carton pack. / [To 10 | information leaflet in a carton pack./ o 10
Karicyn B aniOMHMHHMEBOM | Kancyil B aJlOMUHUEBOM CTPUME WM B
crpune. Tlo 3 crpuna c | [TA/AJI/TIBX // antomunnesom Gancrepe. [To 3
MHCTPYKUMEH 10 MPUMEHEHUIO | CTpUNA WIlK 10 3 GnucTepa ¢ HHCTPYKLHEH 110
B MUKy KapTOHHYIO. TMPHMEHEHHIO B MAYKY KAPTOHHY ).
11 | Labeling/ According to ND / B coorsercteun ¢ HJJ -
Mapkuposka
12 e conditi - 1
g}torage Comtitionsy At temperature below 25 °C. / [1pu Temnepatype He Bble 25 °C.
CJIOBUSI XPAHEHHS
(13 | Shelf life / Cpox 3 years /3 rona
FONHOCTH

Remarks : The Product conforms to ND/
Ipumeuanne: Hpoaykr coorserersyer 1pebosaiinam HJl

Conclusion : APPROVED /
3akaloycune: O/IOGPEHO

Analyst /
IpoBeneno:

Checked by /
[Tposepeno:

A

Approved by QA In-Charge /
JokymeHT onobpen OOK: %
{

Date / Jlata: 15/02/2021

Date / lara: 15/02/2021

Date / TaTa: 15/02/2021
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