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Product Novigan, film-coated tablets

IIpoaykr Horuran®, Ta6neTkH, MOKpHITEE MIEHOYHOI 060J10uKOii

Batch No / Cepus Ne : V2301597 Batch Quantity / : 12,00,000 tablets /
O6bem cepuu 12,00,000 TabneTok

Analytical Report No / : 890001683144 Date of Analysis / : 25.08.2023

AHaauTHYeCKHii oTueT No Jara aHanu3a

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2028

JlaTa npou3BOACTBA Togen g0 (Bx.1)

Analysis performed according to ND / Ananus nposeaen mo HJI: I1 N008846-020222

CoOTBETCTBYET

Ne Test / Ilokasarein Result / PesyabTaThl Specification / Hopma

1 Description / Onuncanue White round biconvex film-coated | White round biconvex film-coated tablets
tablets debossed with NOVIGAN | debossed with NOVIGAN on one side.
on one side. On a cross section | On a cross section white to off-white core.
white core. / Kpyrneie | / Kpyrible DBOSKOBBIIYK/bIE TabIETKH,
IBOSIKOBBIITYKJIEIE TabNeTKH, | TOKpHITHle  IUIeHouHoH  obosoukoi
IOKpBITHIE TUIEHOUHOM 0Gonoukoll | Genoro npera, ¢ TucHeHHeM NOVIGAN
Genoro 1BeTa, C THCHeHHeM | Ha ojHOH cropoHe. Ha nonepeyHom
NOVIGAN Ha ogHoii cropoHe. Ha | paspese sapo ot 6enoro go noytu 6es1oro
MONepeyHoM paspese sapo benoro | IBera.
nBera.

2 Identification / IlogaunHocTh

2a Ibuprofen / Ubynpoden Complies as prescribed / The retention time of the main peak on the

chromatogram of test solution should
correspond to the retention time of the
main peak on the chromatogram of
ibuprofen standard solution (section
Assay). / BpeMsa  ynmepXuBaHHA
OCHOBHOTO [TMKa Ha XpOMaTorpamMme
HCIIBITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATh BPEMEHH YJCP>KUBAHHA
OCHOBHOTO TMMHKa Ha XpOMaTOrpamMMe
pacTBOpa CTaHIapPTHOTO o6pasia
ubynpocdena (paznen «KomuyecTeenHoe
OTpenesICHUEY).

Remarks : The Product confirms to ND /
IIpumeuanue: ITpoaykr cooTBeTcTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
3axnwuenune: OJOBPEHO

Prepared by / Pravesh Rana Checked by / Santosh Kumar Maurya | Approved by: Manager / Executive / Manoj
IloarotosneHo: IIpoBepeHo: Kumar
m Onobpeno: Menemxkep / PykoBoauTess
>
Reprint Date / Reprint Date / Reprint Date /
Hara: 01.12.2023 Mara- N1 1?2 20723 Mara:; 01,12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Novigan, film-coated tablets
Ipoayxr Hosuran®, TadneTki, MOKpPLITHE IIEHOYHOT 060s10uKo#H
Batch No / Cepus Ne : V2301597 Batch Quantity / + 12,00,000 tablets /
O6nem cepin 12,00,000 Tabnerok
Analytical Report No / : 890001683144 Date of Analysis / : 25.08.2023
AHanuTHYECKHH oTueT No Jarta ananusa
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2028
Jlata npoH3BOACTBA Togen g0 (BKI)
Analysis performed according to ND / Ananu3 nposeaen mo H/I: [T N008846-020222

Ne Test / lloxazaTesb Result / Pe3yabTaThl Specification / Hopma

2b Pitofenone hydrochloride and Complies as prescribed / The retention times of the main peaks in
fenpiverinium bromide / CooTBeTCTBYET the chromatogram of test solution should
ITutodeHoHa rUAPOXIIOPUA H correspond to the retention times of
¢deunuBeprHUA OpOMHUI pitofenone hydrochloride and

fenpiverinium bromide peaks on the
chromatogram of standard solution
(section Assay) / BpeMena ynep>KHBaHUsA
OCHOBHEIX THKOB Ha XpOMaTorpamMMe

HCIIBITYEMOTO pacTBOpa IOJDKHB]
COOTBETCTBOBAThH BpeMeHaM
YASPXKUBAHHSA OCHOBHBIX NUKOB
nutodeHoHa TMIPOXNOpUaA u
(eHnuBepUHUs 6pomuaa Ha
XpOMaTorpamMMe CTaHJapTHOrO pacTBOpa
(pazmen «KonuyecTBeHHOE
ornpeeneHHe»)
3 Average weight / Cpegnss 567.6 mg/ 567.6 mr 570.0 mg + 3 % (552.9 mg to 587.1 mg) /
Macca TabiaeTkn 570,0 mr £ 3 % (ot 552,9 mr mo 587,1 mr)
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Hpumeuanne: ITpogyxr cooTeTcTBYET TpebGoBanusam HII Zaxmoyernue: OJOBPEHO
Prepared by / Pravesh Rana Checked by / Santosh Kumar Maurya | Approved by: Manager / Executive / Manoj
INoarorosneHo: /f IIpoBepeHo: m' Kumar
¢ -+ Onobpeno: Menemxep / PykoBoauren
Reprint Date / Reprint Date / Reprint Date /
Hara: 01.12.2023 Hara: 01.12.2023 Hara: 01.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTHOUKAT AHAJIM3A
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Product Novigan, film-coated tablets
Ipoaykr Hopuran®, Tabnerku, NOKpeITHIE MIEHOYHOH 006010UKOH
Batch No / Cepus Ne 1 V2301597 Batch Quantity / : 12,00,000 tablets /
O0bem cepun 12,00,000 rabneTox
Analytical Report No / : 890001683144 Date of Analysis / : 25.08.2023
AHanuTHYECKHIi oT4eT No Jara anannsa
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2028
JlaTa npoH3BOACTEA I'ogen mo (BKJT)
Analysis performed according to ND / Anaan3 nposegen mo HJI: ITN008846-020222
Ne Test / IToka3aTenn Result / PesyabTaThl Specification / Hopma
4 Disintegration / 02 min 23 sec / 02 muH 23 cek Not more than 30 min / He 6onee 30 Mux
Pacnagaemocrs
5 Dissolution / PacTBopeHne

a) Ibuprofen / Ubynpoden

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

Not less than 70 % (Q) of labeled amount
of ibuprofen (Ci3Hi30x2) is dissolved in
30 minutes. / He menee 70 % (Q) ot
HOMUHAJILHOTO cofiepkanus HoynpodeHa
(C13H302) nomKHO pacTBOPHTECA 32

30 mMuH.

b) Pitofenone hydrochloride /
ITutodeHoHa ruapoXIOpUL

96 %, 97 %, 97 %, 97 %, 97 %,
97 %

Not less than 75 % (Q) of the labeled
amount of pitofenone hydrochloride
(C22H2sNO4-HCI) dissolved in
30 minutes. / He menee 75 % (Q) ot
HOMUHAJILHOI'O COZIepKaHus MUTodeHOHa
ruapoxsopuaa (C22HasNO4-HCI) nomxHo
pacTBOpUTHCS 3a 30 MUH.

6 Related substances / Poacreennnie npumecH
Any single impurity / Below BDL (BDL~= 0.03 %) / Not more than 0.3 % /
JIrobas enuHU4HAsA TPUMECH Hrmxe nopora perucrpanuu (ITP He 6onee 0,3 %
=0.03 %)
Total impurities / Below BDL / Huxe mopora Not more than 0.7 % /
CymMma npumeceit perucTpalmu He 6onee 0,7 %

Remarks : The Product confirms to ND /

Ilpumeuanue: IIpoayKT cooTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akaouende: OJJOBPEHO

Prepared by / Pravesh Rana Checked by / Santosh Kumar Maurya | Approved by: Manager / Executive / Manoj
[ToarotoBaeHo: IIposepeHo: &\) Kumar

- e = Onobpeno: Menemxep / PykoBoaurene
Reprint Date / Reprint Date / Reprint Date /
Hara: 01.12.2023 JHata: 01.12.2023 Hara: 01.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CEPTHO®HKAT AHAJTH3A
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Formulation Unit-6
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Product Novigan, film-coated tablets
Hpoaykt HoBuran®, TabneTku, IOKPHITHIE [VICHOYHOH 06010UKOH
Batch No / Cepusi Ne : V2301597 Batch Quantity / : 12,00,000 tablets /
O6bem cepiii 12.00,000 Tabnerok
Analytical Report No / : 890001683144 Date of Analysis / : 25.08.2023
AHaauTHYecKHii oTueT Ne JlaTa ananusa
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2028
JlaTa npon3BOACTBA Topen ao (BKI)
Analysis performed according to ND / Ananus nposeaen no HJL: 1 N008846-020222
Ne Test / [loka3aTeinb Result / PesyabTaTsi Specification / Hopma
7 Microbial limits / MukpoOnoiorayeckas YMCToTa

a) Total aerobic microbial
count / Obmiee yucno

Less than 100 CFU/g /
Menee 100 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

a3pOGHBIX MHKPOOPTraHU3MOB

b) Total combined yeasts and
mould count / Obiee uncno

Less than 50 CFU/g /
Menee 50 KOE/r

Not more than 100 CFU/g /
He 6osee 100 KOE/r

rpuboB

JPONOKEBBIX U IUIECHEBBIX

¢) E. coli

Absent in 1g /
OtcyTcTByeT B IT

Shall be absent in 1g/
JIOJDKHEL OTCYTCTBOBaTh B 1 T

8 Uniformity of dosage units of / OxHopoAHOCTb T03HPOBAHUA

ITurodeHoHa THOPOXTOPHUL

Ibuprofen / 1.4 Acceptance value (AV) should be not

Hbynpoden more than 15.0. / [Tokasatens
npuemiaemocti (AV) nomxed 6bITh HE
6osee 15,0

Pitofenone hydrochloride / 7.1 Acceptance value (AV) should be not

more than 15.0. / ITokazarens
npuemiiemoct (AV) nomkeH 6bITh HE
6ostee 15,0

Remarks : The Product confirms to ND /
Ipumeyanue: [poaykr coorBercTByer Tpedosanuam HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Pravesh Rana Checked by / Santosh Kumar Maurya | Approved by: Manager / Executive / Manoj
IToarorosnexo: IlposepeHo: @0 Kumar

= Onobpeno: Menemxep / Pykosoaurens
Reprint Date / Reprint Date / Reprint Date /
Hata: 01.12.2023 Jara: 01.12.2023 Hara: 01.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product Novigan, film-coated tablets

IIpoaykr Hosurau®, TabieTkH, NOKPHITHIE IIEHOUHOH 060104KO0M

Batch No / Cepnst Ne 1 V2301597 Batch Quantity / : 12,00,000 tablets /
06beM cepuu 12,00,000 TabaeTox

Analytical Report No / : 890001683144 Date of Analysis / : 25.08.2023

AHanuTnyeckuii oTyet Ne JlaTa aHaAn3a

Date of Manufacture / : 07/2023 Date of Expiry / ¢ 06/2028

JlaTa npon3BoACTBa Topen po (BKJI)

Analysis performed according to ND / Anaan3 nposeaen no HJI: I1 N008846-020222

Ne Test / IlokazaTesb Result / PesyabTarsl Specification / Hopma
Fenpiverinium bromide / 5.6 Acceptance value (AV) should be not
OeHNUBEpUHHSA HPOMHUTL more than 15.0. / [TokazaTens

npuemiieMocTH (AV) foinkeH ObITh HE
6onee 15,0
9 Assay / KosinyecTBeHHoOe onpegeeHHe

Ibuprofen / U6ynpoden

393.6 mg/393.6 mr

From 384.0 to 416.0 mg of Ci3Hi302
(ibuprofen) per tablet. /

Or 384,0 no 416,0 mr Ci3H;30-
(ubynpoden) B TabneTke.

Pitofenone hydrochloride /
ITuTodeHOHa rUAPOXIIOPUA

4.894 mg / 4.894 mMr

From 4.5 to 5.5 mg of Cx2HysNO4HCI
(pitofenone hydrochloride) per tablet. /
Ot 4,5 1o 5,5 mMr C2xHasNO4-HC1
(murodeHoHa rUAPOXJIOpHA) B TabNeTKeE.

Fenpiverinium bromide /
dennupepuHus GpoMua

0.0992 mg / 0.0992 mr

From 0.09 to 0.11 mg of Ca2H29BIN-O
(fenpiverinium bromide) per tablet.
Ot 0,09 10 0,11 Mr C22Hx9BrN>O
(pennueepunus GpoMu) B TabNETKe.

Remarks : The Product confirms to ND /
Ipumeuanue: [Iponykt cootBeTcTBYeT TpeboBanuam HII

Conclusion : APPROVED /
3akaouenne: OJJOGPEHO

Prepared by / Pravesh
[MoAroTOBJICHO: '

IIpoeepeHo:

ana Checked by / Santosh Kumar Maurya

Q=

—

Approved by: Manager / Executive / Manoj
Kumar
Ono6peno: Menemkep / PykoBoaurens

Reprint Date / Reprint Date /
Hara: 01.12.2023

Jara: 01.12.2023

Reprint Date /
Hara: 01.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CEPTH®HKAT AHAJII3A
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Product Novigan, film-coated tablets

Ilpoaykr Hosuran®, TabieTky, MOKPBIThIE IUICHOUHOH 060104KOH

Batch No / Cepust Ne : V2301597 Batch Quantity / + 12,00,000 tablets /
Oobem cepiin 12,00,000 Tabnetok

Analytical Report No / : 890001683144 Date of Analysis / : 25.08.2023

AHanuTn4yeckuii oTyer Ne Jara anaansa

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2028

Jlata npou3BOACTBA Togen no (BKII)

Analysis performed according to ND / Anaxns nposenen no HJI: [T N008846-020222

Ne Test / Iloxa3zaTean

Result / PeayabTaThI

Specification / Hopma

10 Package / YnakoBka

10 tablets in a aluminum foil
laminated with oriented polyamide
and polyvinyl chloride / aluminum
foil blister. 2 blisters and patient
information leaflet in a carton pack.
/ Tlo 10 rtabnerox B Gnucrep u3

ANOMUHHEBOMH tdonbry,
JIAMUHUPOBaHHOH

OpUEHTHPOBAaHHBIM TIOJIMAMHUIIOM M
TIOJIMBHHILTXJIOPHAOM /
AMOMUHHEBOH donbru.

ITo 2 6nucTepa ¢ MHCTPYKLMEH IO
NPUMEHEHHUIO B MAYKy KapTOHHYIO.

10tablets in a polyvinyl chloride
film/aluminum foil blister or in a aluminum
foil laminated with oriented polyamide and
polyvinyl chloride / aluminum foil blister.
1 or 2blisters and patient information
leaflet in a carton pack. / TTo 10 Tabnerox B
6IMCTEp U3 TIOIMBUHWIXJIOPHIHOMH IIIEHKH
/ amroMuHKeBo GoNeru UK B 61UcTep U3
aJIFOMMHHEBOMN (OJIBIH, JTAMHUHHPOBaHHOMN
OpPHEHTUPOBAHHBIM MOJIMAMHUZIOM H
MONMBUHUIXIIOPHIOM/aFOMHHHEBOM
doneru. Mo 1 wumu 2 Onmcrepa ¢
HUHCTPYKUHEH M0 MPHUMEHEHHUIO B Mauky
KapTOHHYIO.

11 Labeling / MapkupoBka

Complies as  prescribed /
CooTBeTcTBYET TpebGOBaAHUAM

According to ND /
B cootsercreun ¢ HJ

12 Storage conditions /
Xpauenue

At temperature below 25°C / I1pu TeMnepatype He Boune 25 °C,

13 Shelf life / Cpok rogHocTu

S years / 5 jet

Remarks : The Product confirms to ND /
Ilpumeuanue: [poaykr coorBercTyeT TpebopanHam HII

Conclusion : APPROVED /
3axmiouenue: OJIOBPEHO

Prepared by / Pravesh Rana Checked by / Santosh Kumar Maurya | Approved by: Manager / Executive / Manoj
[MoaroroBneHO: ) IIposepeHo: Kumar
() — Ono6peno: MeHemxkep / Pykosoaurens
L
Reprint Date / Reprint Date / Reprint Date /
Hara: 01.12.2023 [Hata: 01.12.2023 HAara: 01.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A
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Product : Novigan, film-coated tablets
Ipoaykr Hoguran®, TabneTky, MOKPHITHE NISHOYHOM 060104KOH
Batch No / Cepus Ne : V2301597 Batch Quantity / : 12,00,000 tablets /
O6beM cepHH 12.,00,000 tabneTtok
Analytical Report No / : 890001683144 Date of Analysis / 1 25.08.2023
AHanuTHuyecknii otuet Ne JlaTa anajan3a
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2028
JaTta npou3BoAcTBA T'ogeH go (BKJI)
Analysis performed according to ND / Ananns nposesen mo HJI: T1 N008846-020222 ]

API name (INN) / HaumeHoBanue AO®C (MHH): Ibuprofen /H6ynpocden
API manufacturer batch number / PIBM230148
Homep cepuu npoussoautens A®C:
FP Manufacturer API Batch number /
Homep cepum cy6eranuun npoussoautess IJID: HEQi00220
API Manufactured by & country / Solara Active Pharma Sciences Limited, India /
Ipouspoantens A®C, cTpaHa: Comnapa Dxtus ®apma CaiteHcns Jlumuren, MHaus
API name / HaumeHoBaHHe ADC: Pitofenone /ITurodeHoH
INN / MHH: IMutodeHoHa TUAPOXIIOPHA
API manufacturer batch number / PF/373
Homep cepun nponseoauntens ADC:
FP Manufacturer API Batch number / FENA04836
Homep cepun cyGeranuuu npoussogurens LJIP:
API Manufactured by & country / R.L. Fine Chem Pvt. Ltd., India /
Ipousoautens A@C, crpana: P. JI. ®aitu Kewm IeT. JITH., UHOMA
API name (INN) / HaumesoBanune ADC (MHH): Fenpiverinium bromide /@ennusepunus 6pomun
API manufacturer batch number / FA/207
Homep cepun npouspoauntenss ADC:
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ipumeuanue: ITpoaykT cooTBeTcTBYET TpeboBannam HJI 3axmouenue: OJOBPEHO
Prepared by / Pravesh Ranh Checked by / Santosh Kumar Maurya | Approved by: Manager / Executive / Manoj
[ToAroToBNIeHO: IMporepeHo: ,/57\_, Kumar
> / Ono6peno: Menemiep / PykoBoaurens
Reprint Date / Reprint Date / Reprint Date /
Hara: 01.12.2023 Hara: 01.12.2023 Hara: 01.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTHDUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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www.drreddys.com
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Homep cepuu cyGeranmun npoussoaurens LJID:

Product Novigan, film-coated tablets
MpoaykT Hosuran®, tabierky, NOKpLITHIE TUICHOYHOW 060104KOH
Batch No / Cepusi Ne 1 V2301597 Batch Quantity / + 12,00,000 tablets /
O6beM cepiiH 12,00.000 Tabnerok
Analytical Report No / : 890001683144 Date of Analysis / : 25.08.2023
AHATHTHYECKHH oTUeT No JlaTa ananusa
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2028
Jara npon3sojcTea ToneHn go (BK1)
Analysis performed according to ND / Ananns nposenen no H/L: I1 N008846-020222
FP Manufacturer API Batch number / FENRO1207

API Manufactured by & country /
Ilpousoanteanr ADC, cTpaHa:

R.L. Fine Chem Pvt. Ltd., India /
P. JI. @aiin Kem IIsT. JIta., Uumus

Remarks : The Product confirms to ND /
Mpumeuanne: IIpoayKT COOTBETCTBYET TpeboBanuam HIT

Conclusion : APPROVED /
Zakauenne: OJOBPEHO

Prepared by / Pravesh Rana Checked by / Santosh Kumar Maurya | Approved by: Manager / Executive / Manoj
[MoAroToBIEHO: TlposepeHo: ,ﬁ\_, Kumar
4, — Ono6peno: Menemxep / Pykoponutens
Reprint Date / Reprint Date / Reprint Date /
| Hara: 01.12.2023 JHara: 01.12.2023 Hata: 01.12.2023 _

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




