Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIN3A

Page10of4/Crp. 1 u3 4

-rl'lpouyKT: Omes® (omenpason), kancy by 20 M

\Product: ()111é2(—()11iép1'azole)_, capsules 20mg

nponsBoacTBa; l
Analysis performed according ND / Auaaus nposesen no H/I:
[TNO15479/01-260617 (amend No 1 from 07.08.2018 /u3m.Ne 1 ot 07.08.2018)

Batch No / Cepnst Ne: B2100403 Batch Quantity / O6nem 2000000 No
- ) - cepun: -
AR No / Anannruyeckiii oruer Ne: 2002FP21000296 ‘Date of Analysis / JlaTa 11/02/2021

_ _ anajausa: o o
Date of Mfg / Tara 01/2021 Date of Expiry / l'onen go: 12/2023

Ne

1

Test / IToka3zaTtennb

Result / PesynanbraTs

béscription /
Onucanne

Coalplies—asﬁzscri bed

CootBeTcTBYET TpeGOBAHUAM

“Specitﬁtion /Hopma

'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.

TBpAable >kenaTHMHOBBIE MPO3PaYHbIE KAMCYbi
pasmMepa «2» ¢ OECLUBETHbIM  KOPIYCOM,
pPO30BOH KpbIleYKOlH, MapKHPOBKOW 4epHOTo
usera «OMEZ» Ha obBeux uactsix Kkancylibi.
Conepxnmoe Kkancyn — rpaHysbl 6€10ro WiH
noutu Henoro ugera.

Identification / HognuHHOCTDL

2a)

By UV / Y®-cnekrpo-
(Qoromerpus

Complies as prescribed/
Coorsercryer TpeboBannam

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 NOrNOWEHUS  PacTBOPOB
npenapara W cTaHgapTHoro  obpasua
omenpasona B obnactn ot 230 go 350 nm
JOJDKHBLL UMETL MaKCUMYyMbI NTPU OAHOH U Toj
Ke JUIMHE BOJHDI,

Remarks : The Product conforms to ND/
Hpustesanue: Hpoaykr coorsererayer rpebosaitism HJ

Conclusion : APPROVED /
3akaiouenne: OJJOBPEHO

Analyst / G
[Mporeacho: ((/7_

Checked by /
[Tposepeno:

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

A
LEAAN =

Date / Jlara: 11/02/2021

Dale / Hata: 11/02/2021

Date / Jata: 11/02/2021
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Product: Omez (Omeprazole), capsules 20 mg ~ |Opoayrr: Ome3® (omenpazon), kancyns 20 mr:
Batch No / Cepust Ne: B2100403 'Batch Quantity / O6nem 2000000 No

- _ cepin: ) .
AR No / Ananurtnyeckuii oruer Ne: 2002FP21000296 Date of Analysis / lata 11/02/2021

- - aAHAJIH3A: -

Date of Mfg / laTa 01/2021 Date of Expiry / T'ogen no: 12/2023
TEPON3BOACTRA! 1 -
Analysis performed according ND / Anasins nposegen no HJI:

[1 NO15479/01-260617 (amend Ne 1 from 07.08.2018 /u3m.Ne 1 ot 07.08.2018)

Ne Test / Ilokaszarenn Result/ PesynbraThl

. 2b) | By HPLC / BOXX Complies as prescribed/
CootpercryeT TpcOOBAHHAM

3 “Kverage netﬁ\_&-’eight 267.6 mg / 267,6 mr
/ Cpenusisa macca
COAePIKHMOIo Kamcy.Jl

Speciﬁcatidn /“HO[;’I_EI

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. /
Bpemst  yaepKUBAHWUS OCHOBHOTO [MMKA Ha
XpoMaTorpaMMe  WCMLITYEMOr0  pacTtsopa
NOJIAKHO COOTBETCTBOBATH BpeMeHH
yIepKUBaHKs OCHOBHOTO nuKa Ha
XpomarorpamMme — pacTBopa  CTaHAapTHOro
obpasua omenpasona.

_270.-(I)?1g_d:_5.0"/<>__'(Be_tv;/een_256.5 mg and

283.5 mg) /
270 mr + 5,0% (256,5 mr - 283,5 mr)

4 | Water / Boaa 11.2%wiw /1,2 % Not more than 3.0% /
He 6onee 3,0 %
5 | Dissolution / 0%, 0%, 0%,
PacrBopenue

0%, 0%, 0%

95%, 93%, 94%,
93%, 94%, 95%

In 0.1 M hydrochloric acid solution - not more
than 10 % of C71H9N3O:S (omeprazole) is
dissolved after 2 h./

B 0,1 M pacTBope X10pHCTOBOLOPOLHOH
KUcnoThl - e 6oaee 10 % C7H19N3 O3S
(omenpazon) uepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
Ci17H19NaO3S (omeprazole) is dissolved after
30 min./

B 6yepe pH 6,8 - e menee 75 % (Q)
C17H9N;O3S (omenpazon) uepes 30 mun.

Remarks : The Product conforms to ND/
Hpumeuanne: [Npoaykt coorsercrByeT TpeGoanuam HJl

Conclusion : APPROVED /
Zaxkmouenne: OJOBPEHO

Analyst / Checked by / Approved by QA In-Charge /
IlposenenHo: [Tposepeno: /6 Horyment ogo6pen OOK:
Date / Jlara: 11/02/2021 | Date / Jlata: 11/02/2021 Date / Jlata: 11/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195T(G1984PLC004507
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Product: Omez (Omeprazole), capsules 20 mg | poayrt: Omes® (omenpason), kancyin 20 mr |
Batch No / Cepust Ne: B2100403 Batch Quantity / O6sem 2000000 No

S —pCCpuit; —~ —
AR No / Ananntuuecknii oruer Ne: 2002FP21000296 Date of Analysis / lata 11/02/2021

o - AHANIN3A: o

Date of Mfg / JaTa 01/2021 Date of Expiry / l'ogen no: 12/2023
NPOH3BOACTBA: - -

Analysis performed according ND / Ananus nponeaci no ﬁll:
T1 NO15479/01-260617 (amend Ne 1 from 07.08.2018 /usm.Ne 1 ot 07.08.2018)

Ne Test / Ilokazaren Result / Pezyana'l_‘bl §peciﬁcati0n / Hopma

6 | Related substances / [Tocroponnne npiimecn

Any individual 0.03% 7/ 0,03% Not more than 0.5 %. /
unidentified impurity / He Gonee 0,5 %
JhoGas equnnynas
HeHeHTH(pPHIHpORAHNA

A IIpUMECh
Tolal impurities / 0.1%70,1% - Not more than 2.0 % /
Cymma npumecei He 6onee 2,0 %

7 | Microbial limits / MukpoGuoJjiornueckasi 4HcTOTA

a) Total Aerobic Less than 10 CFU/ g/ | Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/ 1 He 60siee 1000 KOE/ r
Ob1uiee uncio aspobubix

MHUKPOOPraHn3MOoB

| b) Total Combined | Less than 10 CFU/ g/ Not more than 100 CFU/g /
Yeasts and Mould Count / Menee 10 KOE/ He 6oiiee 100 KOE/
Obuiee uncno

JAPOMIKEBDIX U
[JIECHEBbIX rPUOOB

¢) E. coli _ Absentin 1 g/ | Absent in 1 g/
OtrcyterByerB I OrcytecrBue B 1 1
8 U;iformity of dosage 34/34 'A:ceptance value (AV) should be not more
units / Oanopoatocrn than 15.0/
A03HpOBaIINs [Mokazarens npuemnemoct (AV) pomxkern

ObITh He 6onee 15,0

Remarks : The Product conforms to ND/ o Conclusion : APPROVED /
Mpumeaanne: Hpoaykt coorsercryer tpebosanusm [1]] 3akaouenne: OJOBPEHO
Analyst / Checked by / Approved by QA In-Charge /
Ilposeseno: L?%L [posepeno; /g JdokymeHTt ono6pen OOK: W
A4
Date / ata: 11/02/2021 Date / Jata: 11/02/2021 Date / Jlata: 11/02/2021 '
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

|Prodlﬂ;_ Omez (Omeprazole), capsules 202@_____

Paged of 4/ Cup.4uzd

_fl'[poqym‘: Owmes® (omenpaszon), kancyae: 20 mr |

Batch No / Cepus Ne: B2100403 ‘Batch Quantity / O6eem 2000000 No
o | COPUME i _ . -
AR No / Ananurnuecknii oruer Ne: 2002FP21000296 Date of Analysis/ laTa 11/02/2021
- - anajaH3a:
Date of Mfg / data 01/2021 Date of Expiry / lonen po: 12/2023
NpON3BOACTBA: - o

Analysis performed according ND / Auaaus nposenen no H:
[T NO15479/01-260617 (amend Ne 1 from 07.08.2018 /uzm.Ne 1 ot 07.08.2018)

No Test / Tlokasare.b Result / Pe_';leb'l"aTbl Specification / HopM;
9 | Assay/ 20.1 mg (100.3%) / 180mg to 220 mg of CpHeN:OS
] i | i A N
Konuuecipennoe 20,1 wir (100,3%) (omeprazolc) in capsulc.(90.0 to 110.0 % of
onpenesienie label claim), /
Or 18,0 Mr- ao 22,0 mr C|7H|9N3OJS

(omenpazon) B kancyae (o1 90,0 no 110,0 % ot
HOMUHAJIbHOTO COAepKAaHU).

10 Packaging / Ynakoska

Package / VYmakoska - 10
capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / [1o 10
Kancyja B a’llOMHUHHEBOM
crpune. [lo 3 crpuna ¢
MHCTPYKLHEH 10 NPUMEHEHUIO
B MayKy KapTOHHYIO.

11 | Labeling /
Mapkuposka

According to ND / B cootserctaun ¢ HJJ

12 | Storage conditions /
YcnoBus xpanenust

At temperature below 25 °C. / [1pu Temnepatype He Bbile 25 °C.,

Package / VYnakoeka - 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./ Mo 10
Kancyn B amlOMHHHEBOM CTpHNE MM B |
[MA/AJITIBX // antomunnesom banctepe. [o 3 |
cTpuna wau no 3 dnucrepa ¢ HHCTPYKiHeit 1o |
MPUMEHEHUIO B MAYKY KApTOHHYIO.

13 | Shelf life / Cpox
rOIHOCTH

3 ye_ars /3 rona

Remarks : The Product conforms to ND/
Hpumcuanne: IpoaykT coorseTcTBYeT TpeboaHaM HJ1

_éonclusion : APPROVED /
3araovenue: OJIOBPEHO

Analyst /
[Tposeneto:

f%j_ )

Checked by /
[1posepeHo:

Approved by QA In-Charge /

Jlorkyment onobpen OOK: W
1A

Date / lata: 11/02/2021

Date / Jiara: 11/02/2021

Date / Jlata: 11/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +91 40 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey 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



