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CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 96165 56001-02 

www.drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
IIpo1yKT: Hai3 (HMMecyII1) Ta61eTKM, 100 MT 
Market / PIHO Russia / Pocc 

Batch No/ 
V2501426 

Batch Quantity/ 2500000 tab I 
Cep Ni PaMep cepm 2500000 Ta6 
Analytical Report No/  

890001823231 
Date of Analysis / 

23.07.2025 
AHaHTMecKHi oTeT N Iara aan3a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
Jara 1po3Bop€TBa FoJeH /10 

Mfg. License No. / 
MA number:/ 

I1po3BOJI€TB€HHa : MNB/05/263 
HoMep PY 

: JII1-N9(006398)-(PT-RU) 
JueH3HI No 

Analysis performed according ND / AHa1I3 1pOBeIeII no HJI: III-N(006398)-(PT-RU)-310724 

6 1 1 f 6 / C  p  age 0 Tp. H3 
N? Test / IIoKa3are.31» Result / Pe3y.1T2TI Specification / HopMa 

1 Appearance / Oncae Yellowish white round biconvex Yellowish white round biconvex tablets 
tablets with smooth surface. / with smooth surface. I Bente C 
BeIIe C KeJITOBaTIM OTTeHKOM KeJITOBaTIM OTTeHKOM KpyrJIte 
KDyFJIIe IBOIKOBBIIIyKI6Ie JIBOKOBBIIIyKIBIe Ta61eTKH C rJ1aK0 
Ta61eTKM C TIaJIKOf IOBepXHOCTIO. 
IIOBCpXHOCTO. 

2 Identification / The retention time of the main The retention time of the main peak in the 
JeTHdKaIu peak in the chromatogram of test chromatogram of test solution should 

solution corresponds to the correspond to the retention time of the 
retention time of the main peak in mam peak 1n the chromatogram of 
the chromatogram of nimesulide nimesulide reference standard solution 
reference standard solution. I (section Assay). / BpeM yIepKHBaHH 
BpeM yJIepKHBaHM OCHOBHOTO OCHOBHOTO IIMKa Ha XpOMaTOrpaMMe 
IIHKa Ha XpOMaTOrpaMMe HCnI6ITV€MOTO pacTBopa JIOJDKHO 
HCIILITyeMOTO pacTB0pa COOTBeTCTBOBaT BpeMeHH VJICDKHBaHH 
cooTBeTCTByeT BpeMeHH OCHOBHOTO nHKa Ha XpoMaTorpaMMe 
yJIeDKHBaHHH OCHOBHOTO IIHKa Ha pacTBopa CTaHJIapTHOTO 06pa31a 
XpOMaTOrpaMMe pacTBopa HMecyJIHIIa (pa3pen1 «KoneCTBeHHOe 
CTaHJI@pTHOTO 06pa311a onpep1en1eHHe»). 
HMey1HIa. 

3 Average weight and Complies / CooTBeTCTByeT 310  mg±5.0 % 

uniformity of weight / 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IpMeae: IHpOyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3ax/oee: O/IOBPEHO 

Prepared by I Checked by I Approved by: Manager/Executive / 
I1o,IJ.rOTOBnetto: Shagun? Ilposepeuo: Pravesh �l" Ono6peuo: MeHeJVKep / f oaoAHTeJlh Pavan Kumar Sharma 1e 

­ Date/ Date/ Date/ 
. 

Ilara: 23.07.2025 Ila1a: 23.07.2025 IlaTa: 23.07.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email :  mai l@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Dr. Reddy's Laboratories Ltd. 
Formulat ion Unit-6 

Vi l l .  Khol ,  Nalagarh Road, Baddi ,  
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www.drreddys.com 

Product : Nise@ (Nimesulide) tablets 100 mg 
IlpoyKT: Har3 (MecyJI1) Ta61eTKM, 100 Mr 
Market / PIHOK Russia / Pocc» 

Batch No/ 
V2501426 

Batch Quantity/ 2500000 tab/ 
Ceps .N PaMep cepH 2500000 1a6 

Analytical Report No/  
890001823231 

Date of Analysis / 
23.07.2025 

AHa1THecKH oTeT No [lara aa13a 
Date of Manufacture/ 

07/2025 
Date of Expiry / 

06/2028 
[Iara 11po3BO/ICTBa FoIe /10 

Mfg. License No./  
MA number:/ 

IIpo3BOITBeHHaH : MNB/05/263 
HoMep Py 

: J1I1-N(006398)-(PF-RU) 
Jue3H N? 

Analysis performed according ND / AHa1H3 npoBeIeH nIO HJI: JII1-N2(006398)-(PF-RU)-310724 

Cpen Macca 
OIH0po[IHoeT Ma€CI 

310 .9  mg/ 310 .9  MT 

Page 2 of 6 /  Crp. 2 3 6 
18/20 tablets - not more than± 5 %  

2/20 tablets - not more than± 10  %. / 

3 1 0  Mr ± 5 , 0 %  

18/20 Ta61eTOK He 6oee ± 5 % 

2/20 Ta6neTOK He 6o1ee ± 10 %. 

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

He Menee 75 % (Q) OT HOMHHaBHOTO 
} {co/epKaHH CHNO,S (HHMeCyJIM/I) 

epe3 45 MHH. 
f---------+---------1 

4 Water / Bo[Ia 2 . 7 %  

5  Dissolution / PacrBopere Unit-1/Ta6n1.-1 9 9 %  

Unit-2/ Ta6n.-2 9 9 %  

Unit-3 / Ta61.-3 9 9 %  

Unit-4/ Ta61.-4 9 7 %  

Unit-5/Ta6n.-5 9 6 %  

Unit-6/ Ta6n.-6 9 9 %  

6  Related substances / PopcrBeHIe IIpHMeCH 

Impurity A / IIpMec A 
Below LOQ (LOQ = 0.0057 %) I Not more than 0.20 %; I He 6on1ee 
Hwxe pee1a KOJIHHeCTBeHHOTO 0,20 %; 
OnpeIeeM» (I1KO = 0.0057 %) 

Not more than 0.20% ;  I  He 6oee 
Impurity B /IIpMec B 

0.02% 0,20 %; 
4 

Remarks : The Product confirms to ND/ 
IIpMeane: IIpOyKT COOTBeTCTByeT Tpe6OBaHHAM HJI 

Conclusion : APPROVED I 
3am1oee: OIOBPEHO 

Prepared by / Checked by / 
Tio,Il,rOTOBJietto: Shagun k'-------- TipoBepeHo: Pravesh Rana 

.- .,,...-- 1 
K 

Date/ 
Jlara: 23.07.2025 

Date I 
IlaTa: 23.07.2025 

Approved by: Manager/Executive / 

O706peno: Mee/pxep / Py;oBorre1» 
Pavan Kumar Sharma ,b. 
Date/ 
Jlara: 23.07.2025 

R e g i s t e r e d  Office: 8-2-337, Road N o .  3, B a n j a r a  H il l s ,  H y d e r a b a d  -  500034, Te l a n g a n a ,  I n d i a  
Te l :  + 9 1  40 41900 2900, Fax: + 9 1  40 4900 2 9 9 9 ,  E m a i l :  m a i l @ d r r e d d y s . c o m  

C I N :  L85195AP1984PLC004507 
w w w . d r r e d d y s . co m  
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Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vill . Khol, Nalagarh Road, Baddi, 
Distt. Solan,  H.P., 173 205, IND IA 

CERTIFICATE OF ANALYSIS www.drreddys.com 

CEPTHHKAT AHAJIH3A 
Product : Nise@ (Nimesulide) tablets 100 mg IIpoyKT: Ha3@ (HMecyJI) Ta61eTKM, 100 Mr 
Market / PIHOK Russia / Pocc 

Batch N o /  
V2501426 

Batch Quantity / 2500000 tab I 
Cep N PaMep cepn 2500000 1a6 
Analytical Report No / 

890001823231 
Date of Analysis / 

23.07.2025 
AaITHecKMi oTeT No Jara aan3a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
Iara npo13Bo1€TBa Foe /10 
Mfg. License No. / 

MA number: I 
IIpoH3BOITBeHHa : MNB/05/263 

HoMep PY 
: J1I1-N(006398)-(PF-RU) 

JIHIIeIH31H .No 
Analysis performed according ND / AHam3 npoBeeH no H/I: JIII-N2(006398)-(PI-RU)-310724 

Impurity C /  IIpMec C 

Impurity D /IIpHMec D 

Impurity E / IIpMec E 

Impurity F / IIpMecs F 

Not detected / e o6HapyxeHa 

Below LOD (LOD = 0.0049 %)/  
Hwe npe1en1a O6HapyKCHM 

(TIO = 0.0049 %) 

Not detected / He o6HapyxeHa 

Not detected / He o6apyKena 

Page 3 of 6/Crp .  3  13 6 
Not more than 0.20 %; / He 6on1ee 

0,20 %; 

Not more than 0.20 %; / He 6oee 

0 ,20%; 

Not more than 0.20 %; / He 6onee 

0,20 %; 

Not more than 0.20 %; / He 6on1ee 
0 ,20% ;  

Individual unidentified 
Below LOQ / Hvoe npen1en1a 
KOJIHHCCTBeHHOTO OIIpCIIeIeHHH 

0.02% 

Not more than 0.20 %; / He 6on1ee 
0,20 %; 

Not more than 1 .5  %; / He 6onee 1,5 %; 

impurity / EIHHa 

HeHIIeHTHpHLIMpOBaHHaH 
nIpHMeC 

Total impurities / CyMMa 
npHMecef 

7 Uniformity of dosage units / 
OJHOpOIHOCT 
JI03pOBaHHH 

1.7 

The Acceptance Value (AV) should be 
less than or equal to 1 5 . 0 . /  IHoKa3are1 
IpHeMIeMOCTM (AV) JI0DKeH 6IT He 
60nee 15,0. 

emark : Thc Product confirms to ND/ Conclusion : APPROVED / 
IIpMeae: IIpOyKT CO0TBeTCTByeT Tpe6OBaHHAM HJI 3aoeHe: OIOBPEHO 

Prepared by/ \- Checked by/ Approved by: Manager/Executive I 
Ilororoaaeno: Shagun S TIpoBepeo: Pravesh Rana O�o6petto: Mette!1>Kep / P� 

1 
Pavan Kumar Sharma 

Date/ Date/ Date/ 
Jlara: 23.07.2025 Jlara: 23.07.2025 Jlara: 23.07.2025 

Registered Office: 9-2-337, Road No. 3, Banjara Hills ,  Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN:  LS5195AP1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTMDHKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 

Formulat ion Unit-6 
V i l l .  Khol, Nalagarh Road, Baddi ,  

Distt. Solan,  H.P. ,  173 205, IND IA  

Te i  :  +91 93165 56001-02 

www.drreddys.com 

Product : Nise@ (Nimesulide) tablets 100 mg 
IIpoIyKT: Hai3 (MMecyJI1) Ta61eTKM, 100 Mr 
Market / PLIHOR Russia / Pocc 
Batch No/ 

V2501426 
Batch Quantity/ 2500000 tab I 

Ceps .N? Pa3Mep cep 2500000 ra6 
Analytical Report No/ 

890001823231 
Date of Analysis / 

23.07.2025 
AHaITHeeKHi oTeT N [Iara aan3a 
Date of Manufacture/ 

07/2025 
Date of Expiry/ 

06/2028 
JI[aTa 1po3Bop2IcTBa Foe 10 
Mfg. License No. / 

MA number:/ 
IIpo3Bo1cTBeHHa : MNB/05/263 

HoMep PY 
: J1I1-N2(006398)-(PF-RU) 

JIHIIeH3H .Ng 

Analysis performed according ND / AHam3 npoBeeH no HI: JIII-(006398)-(PF-RU)-310724 

P. 4 f 6 / C  4  6  age 0 Tp. H3 
8 Microbiological purity / Mu&po6onorwecKa cTora 

a) Total Aerobic Microbial NA Not more than 103 CFU/g. / 
Count I O61ee HCIO He 6onee 10 KOE/r. 
KH3HeCIIOCOHBHX a3po6HIX 
MHKDpOOpFaHH3MOB 

b) Total Combined Yeast and NA Not more than 102 CFU/g. / 
moulds count / O6uee en1o He 60nee 10 KOE/r. 
JIpOKKeBBIX H IIJIeCHeBIX 
pM6OB 

c) Escherichia Coli NA Shall be absent in 1 g. / 
OTCyTCTBHeB I r. 

9 Assay / KoecrBenoe 99.0 mg/ 99.0 MT 90.0 to 1 10 .0  mg of CH,NO5S 
oIpeen1eHHe (nimesulide) per tablet. / OT 90,0 70 

1 1 0 , 0  Mr CH0NO,S (HHMeey1HD) 
B Ta6eTKe. 

10 Packaging / YnaxoBKa 10 tablets 1n a PVC/aluminum 10 tablets in a PVC/aluminum blister. 1 ,  
blister. 3 blisters and a package 2, 3 or 10 blisters and a package leaflet in 
leaflet in a carton. I Ilo 10 a carton./ 
Ta61eTOK B I1BX/aOMHHHeBOM Ilo 10  Ta6eTOK B [IBX/a1OMHHHeBOM 
61McTepe. Ilo 3 61cTepa BMecTe c 61crepe. Ilo 1 ,  2, 3 MM 10 61cTepoB 
JIHCTKOM-BKJIaJIILIIeM B IaKy BMeCTe C JIHCTKOM-BKIaIIICM B IIaHKy 
KapTOHHVIO. KapTOHHVO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeame: IIpOIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3ax.1oeuHe: OJIOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive/ 
IloArOTOBJietto: Shagu�- .. IlpoBepetto:Pravr• Ouo6petto: Mette1VKep / Py•:e;;_m 

Pavan Kumar Sharma c 

Date/ Date/ Date/ - 

Jlara: 23.07.2025 Jlara: 23.07.2025 JlaTa: 23.07.2025 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

Vi ii. Khol ,  Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98165 56001-02 

CERTIFICATE OF ANALYSIS www.drreddys.com 

CEPTHDHKAT AHAJIH3A 

Product : Nise® (Nimesulide) tablets 100 mg 
Ilpo1yKT: Ha3 (MecyJ1HI1) Ta6J1eTKM, 100 Mr 
Market / PIo Russia / Poccn 

Batch No/ 
V2501426 

Batch Quantity/ 2500000 tab I 
Cep Ni Pa3Mep cep 2500000 a6 

Analytical Report No/  
890001823231 

Date of Analysis / 
23.07.2025 

AHa.HTHecKHi oTeT Ng [Iara aa.nw3a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
[Iara 1po3Bo€Ta Tope /10 

Mfg. License No./ 
MA number:/ 

II po3BOICTBeHHaH : MNB/05/263 
HoMep PY 

: J1I1-6(006398)-(PF-RU) 
JHIIeH3HI Ng 

Analysis performed according ND / Amar3 npoBeeH no HJI: JIII-N2(006398)-(PT-RU)-310724 

Page 5 of 6 /  Crp. 5 w3 6 
* - The test for Microbiological Purity is periodically performed by the manufacturer at release (with an interval of one 
test per 20 batches or at least once per year). The test may be absent from the Company's certificate of analysis. / 

- AHa1M3 IIO IIOKa3aTeJIO «MHKDO6HOIOTHHeCKaH HMCTOTa» IIDOBOJIMTC IIDOH3BOIHTeJIeM IIpH BBIIIyCKe 
IIepHOMeCKM (C HHTepBaIOM OJIHO HcnITaHHe Ha 20 cep MM He MeHee I pa3a B TOI1). IlOKa3aTeI MOKeT 6IT He 
BKJIOHeH B CepTHpHKaT aHan1H3a pHpMI. 

API name (INN) / Haweoane ADC (MHH): Nimesulide / HMecynn 

API manufacturer batch number / 
NMS/125030240 

HoMep cepu npo3Bore.J1 AC: 

FP Manufacturer API Batch number/ 

HoMep CepH Cy6CTaU 1po3Bo/re.JI FESA00193 

FJI: 

API Manufactured by & country / 
Aarti Drugs Limeted / Aapr JIparc JIMrep 

IIpo3Borre.m ADC, crpara: 

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

Name, address, authorization No for FP 
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205, 

India (license No MNB/05/263) / 
manufacturing site / Control site / Release site / 

JI-p Pe/u'c Jla6opaTopc JIrn., HHJ1MA, IIpOH3BOIICTBeHHoe 
HaMeHOBaHe, ape€, JIHIIeH3HM 2I1 

nOpa3I1eeHHe-6, BM1. KxoJ1, Hanarapx PoyI1, Ba/1, 
IIpow3BoncTBeHHaH n1IO1Ia/Ka / II.ou1a/1Ka J[cTpHKT Con1aH, X.II., 173205, MHJ1M8 (1LeH3Mn No 
KoHTpo.IH aecTBa / IIoua[a BIIyCKa 

MNB/05/263) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeae: IlpOnyKT C0OTBeTCTByeT Tpe6OBaHMM HJI 3am1oeHe: OIOPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
Ilo,nroTOBJieHo: Shagun� Ilposepetto: Prav:r l Rana Op06peHo: Mee;pep / PyKoBoHTeJI 

Pavan Kumar Sharma ... � 
-- Date/ Date/ Date/ 

r 

Jlara: 23.07.2025 Jlara: 23.07.2025 Jlara: 23.07.2025 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Dr. Reddy's Laboratories Ltd. 

Formulat ion Unit-6 

Vi l l .  { Chol ,  Nalagarh Road, Baddi, 
Distt. Solan, H.P,, 173 205, INDIA 

CERTIFICATE OF ANALYSIS www.drreddys.com 

CEPTMHKAT AHAJIM3A 

Product: Nise® (Nimesulide) tablets 100 mg 
IIpopyT: Hai3@ (HMMeCyJ1HI1) Ta61eTKM, 100 Mr 

Market / PL1ox Russia / Poccs 

Batch No/  
V2501426 

Batch Quantity / 2500000 tab I 

Cep N PaMep cepn 2500000 1a6 

Analytical Report No/  
890001823231 

Date of Analysis / 
23.07.2025 

AHaITMeCKH oTeT N Jara aan3a 
Date of Manufacture / 

07/2025 
Date of Expiry/ 

06/2028 
Iara 1po3BO[I€TBa FoJIeH II0 

Mfg. License No./  
MA number: I 

IIpo3BoITBeHaH : MNB/05/263 
HoMep PY 

: JII1-N(006398)-(PF-RU) 

JIHIIeH3H No 

Analysis performed according ND / Ana1r3 upoBeIe no HJI: JIII-Ne(006398)-(PF-RU)-310724 

Page 6 of 6 /  Crp. 6 w3 6 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of 
product has been manufactured, including packaging/labeling and quality control at the above-mentioned site(s) in full 

compliance with the GMP requirements of the Eurasian Economic Union ((No. GMP/EAEU/RU/00554-2022 dt. 23 
July 2022) and requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier 
of the importing country. Production, packaging and testing records are verified and their compliance with Good 
Manufacturing Practice of the Eurasian Economic Union is established». 

aKIOHeIHMe O COOTBOTCTBHH: «HaCTOIIHM IIOJITBODKIaO, HTO IIDHBeJIeHHaH BIIIe HHbOpMaIIMI BJIHeTCH 
JocTOBepHo H TOHO. Ta CepH IpOIyKL IpO3Be[IeHa (BKIOHaH yIaKOBKy (MapKHpOBKy) H KOHTpOI KaeCTBa) 
Ha BBIIIIeyKa3aHHO IIpOH3BOJICTBeHHOH IIIOIIIaJIKe (IUIOIIIaJIKaX) B IIOJIHOM COOTBeTCTBHH C TpeOOBaHHMM IHpaBHI 
Hann1eKae~ IpO3BOJICTBeHHO npaKTHKH EBpa3McKOTO 3KOHOMHHeCKOTO CO103a (N GMP/EAEU/RU/00554-2022 
OT 23 101 2022) Tpe6OBaHHRMH KOHTpO1 KaHeCTBa JIeKapCTBeHHIX CpeJICTB, a TaKKe B COOTBOTCTBHH CO 
CIIeLIHbHKIIHIMH, COJICpKaUIHMHCH B DCTHCTpaIIHOHHOM II0Ce CTpaHI-HMIopTepa. 'anCH nIO IIpOH3BOJICTBy, 
yIaKOBKe H aHa13y IIpOBeDeHBI, H yCTaHOBIeHO MX COOTBCTCTBHe Tpe6OBaHHHM IHpaBn1 Ha/UIeKaute 
IIDOH3BOJICTBeHHO IIpaKTHKM EBpa3HCKOrO KOHOMHHeCKOTO CO03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 

IIpMeae: IpOIyKT COOTBeTCTByeT Tpe6OBaHM HJI 3ax/uoeHe: OJIOBPEHO 

Prepared by I Checked by/ Approved by: Manager/Executive / 

Ilo,nroToBnetto: Shagun� --rlposepeuo: l'rav:[ Rana On06peuio: Menerpep / Py%Bo1Hren 
Pavan Kumar Sharma f- 

Date/ Date/ Date/ 
JlaTa: 23.07.2025 Jlara: 23.07.2025 Ilara: 23.07.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mai l@drreddys.com 

CIN :  L85195AP1984PLC004507 
www.drreddys.com 


