
Product : Nise® (Nimesulide) tablets 100 mg 
I[po1yKT: Ha3 (HMecyI) Ta6eTKM, 100 Mr 

Market / PIHO Russia / Poccn 

Batch No/  
V2501424 

Batch Quantity / 5000000 tab / 
CepH N Pa3Mep cep 5000000 ra6 

Analytical Report No I 
890001823207 

Date of Analysis / 
23.07.2025 

AHaIHTMecKHi oTeT No Iara aan13a 
Date of Manufacture / 

06/2025 
Date of Expiry/ 

05/2028 
Jara 1po3BO/I€TBa Foe 210 

Mfg. License No. / 
MA number:/ 

IIpo3Bo2cTBeHHaH : MNB/05/263 
HoMep PY 

: J1I1-N6(006398)-(PI-RU) 

JHIIeH3M No 

Analysis performed according ND / AHam3 nIpoBeIe no H/I: JIII-N(006398)-(PF-RU)-310724 

6 1 1 f 6  /  C  p  

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  Khol ,  Nalagarh Road, Baddi ,  

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

Tel : +91 9 8 l 0  bbU0I-UZ 

CERTIFICATE OF ANALYSIS www.drreddys.com 

CEPTHHKAT AHAJIH3A 

@es 
Dr.Reddy's ;° 

age 0 Tp. H3 
No Test / IIoa3aTe1 Result / Pe3yJITaTI Specification / HopMa 

1 Appearance / Oncame Yellowish white round biconvex Yellowish white round biconvex tablets 
tablets with smooth surface. I with smooth surface. I Bente C 
Ben1Ie C KOITOBaTIM OTTeHKOM KeJITOBaTIM OTT€HKOM KpyrIIe 
KpyTJIIe JIBOKOBIIIyKIIe JIBOHKOBIIIyKIIe Ta61eTKH C TJ1a,JIKO 
Ta6eTKM C FJ1a1K0 IIOBCDXHOCT5IO. 
nIOBeDXHOCTO. 

2 Identification / The retention time of the main The retention time of the main peak in the 

MneTHpa1uu 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 yJIepKHBaHH 
BpeMH yJIepKHBaHH OCHOBHOTO OCHOBHOTO IIHKa Ha XpoMaTOrpaMMe 
I1HKa Ha XpOMaTOTpaMMe MCIILITyVeMOTO pacTBopa JIOJDKHO 
HCIIITyeMOTO pacTBopa COOTBeTCTB0BaT BpeMeHH JIeDKMBaHHH 
COOTBeTCTByeT BDeMeHH OCHOBHOTO I1HKa Ha XpoMaTOrpaMMe 
yJIepKHBaHHH OCHOBHOTO nHKa Ha pacTBopa CTaHIIapTHOTO 06pa31a 
XpoMaTorpaMMe pacTBopa HMecyI/Ia (pa31en1 «KOnHHeCTBeHHOe 
CTaHJIapTH0TO 06pa31a OIpeIIeIeHMe»). 
HMMeCyJIHIIa. 

3 Average weight and Complies / CooTBeTCTByeT 3 10  mg±5 .0 % 

uniformity of weight / 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeane: IIpOJyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3a1oeHe: OJIOBPEHO 

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

TTo.uroTOBJleHo: Shaguny- IlpoBepeo: Pravesh Rana O.uo6peHo: MeHe)],)l{ep / PYKog"MTem, 
{ Pavan Kumar Sharma .? -� 

Date/ Date/ Date/ 
- 

JlaTa: 23.07.2025 Jlara: 23.07.2025 Jara: 23.07.2025 
Registered Office: 8-2-337, Road No. 3, Banjara Hi l ls, Hyderabad - 500034, Telangana, India 

Tel: +91 40 41900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN:  L85195AP1984PLC004507 

www.drreddys.com 
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Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vi l l .  Kho l ,  Na lagarh Road, Baddi ,  

Distt. So lan,  H.P., 173 205, IND IA  

Tel : +91 9816b 56001-02 

CERTIFICATE OF ANALYSIS www.drreddys.com 

CEPTMHKAT AHA1H3A 

Product : Nise® (Nimesulide) tablets 100 mg 
IIpoyKr: Hai3 (HMMecyJI) Ta6neTKH, 100 Mr 
Market / PLIHOK Russia / PoccH 

Batch No/ 
V2501424 

Batch Quantity/ 5000000 tab I 

Ceps No PaMep cep 5000000 Ta6 

Analytical Report No/  
890001823207 

Date of Analysis / 
23.07.2025 

Aa1HTMecKHi oTeT N lara aaJ13a 
Date of Manufacture / 

06/2025 
Date of Expiry/ 

05/2028 
JIara 11po3BoIcTBa FoIeH I0 
Mfg. License No./  

MA number: I 
IIpo3BO/ICTBeHMaH : MNB/05/263 

Howep Py 
: J1I1-Ne(006398)-(PF-RU) 

JuIeH3HM No 

Analysis performed according ND / Aam3 npoBeIenH no H/I: JIII-N(006398)-(PF-RU)-310724 

2 6 2 f 6 /  C  p  age 0 Tp. 113 

Cpem Macca 309.6 mg/ 309.6 MT 18/20 tablets - not more than± 5 % 

o2IopoIocT MaCCI 
2/20 tablets - not more than± 10 %. / 

3 10  Mr ± 5 , 0 %  

18/20 ra6eTOK He 6oee ± 5. %  

2/20 Ta61eTOK - He 6one ± 10 %. 

4 Water / Bop1a 3.1  % Not more than 6.0 %. / He 6onee 6,0 %. 

5 Dissolution /PacrBopee Unit-1/Ta6n.-1 9 7 %  He Menee 75 % (Q) OT HOMHHaIHOrO 

Unit-2 /Ta6n.-2 9 9 %  
CO1epan CH,NO,S (HMecyJ1MI) 
epe3 45 MHH. 

Unit-3/ Ta6n1.-3 9 9 %  

Unit-4/ Ta61.-4 9 9 %  

Unit-5/ Ta61.-5 9 6 %  

Unit-6/ Ta61.-6 98 % 

6 Related substances / PopcrenIe nIpMeCH 

Impurity A / IIpMec A 
Below LOQ (LOQ = 0.0057 %) I Not more than 0.20 %; I He 6on1ee 
HHKe Ipe[ea KOIHHeCTBeHHOO 0 ,20% ;  
onpeneeHM (I1KO = 0.0057 %) 

Not more than 0 .20% ;  I  He 6on1ee 
Impurity B / IIp»Mee B 

0.02 % 0 ,20% ;  

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax/noee: OJI0BPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / Ilo,!J,rOTOBJleHo: Shagup--- FIpoBepeo: Pravesh Rana Op06peHo: Mee/pep / PyKpoHTeJ1 
d Pavan Kumar Sharma b 

� Date/ Date/ Date/ - Jlara: 23.07.2025 Jlara: 23.07.2025 JIara: 23.07.2025 
Registered Office: 8-2-337, Road No. 3, Banjara Hi l ls,  Hyderabad - 500034, Telangana, India 

Tel: +91 410 41900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 
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CERTIFICATE OF ANALYSIS CEPTHHKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd 

Formulat ion Unit-6 

Vi l l .  Khol ,  Na laga th  Road, Baddi, 
Dist Solan, H.P., 173 205, INDIA 

l e l :  +91 9616 5001-02 

www.drreddys.com 

Product : Nise® (Nimesulide) tablets 100 mg 
IIpoI1yK T: Ha3@ (HMMeyJ1HI) Ta61eTKM, 100 Mr 
Market / P,Lox Russia / Poccw 

Batch No/  
V2501424 

Batch Quantity / 5000000 tab I 
Ceps Ni Pa3Mep CepH 5000000 Ta6 

Analytical Report No / 
890001823207 

Date of Analysis / 
23.07.2025 

AaIHTHeeKHi oTeT .N JIaTa aan1w3a 
Date of Manufacture / 

06/2025 
Date of Expiry / 

05/2028 
[Iara npo3Bo/I€TBa Tope /0 

Mfg. License No. / 
MA number:/ 

I1po3Bo1cTBeHHa : MNB/05/263 
HoMep PY 

: JI1-Na(006398)-(PI-RU) 
JIHIIeH3H N 

Analysis performed according ND / AHa21I3 IIpOBeIeH Io H/I: JIII-N(006398)-(PI-RU)-310724 

Impurity C /  TIpMecs C 

Impurity D / IIpMec D 

Impurity E / TlpMee E 

Impurity F /IIpMec F 

Not detected / He o6apyea 

Below LOD (LOD = 0.0049 %)/  
He npeen1a O6HapyKeHH 

(ITO= 0.0049 %) 

Not detected / He o6HapyxeHa 

Not detected / He o6apyxena 

Page 3 of 6/Crp .  3 13 6 
Not more than 0.20 %; / He 6onee 
0,20 %; 

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

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

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

Individual unidentified 
Below LOQ / Hwe npeptena 
KOJIHHCCTBCHHOTO OIIpeIIeICHHH 

0.02% 

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

Not more than 1.5 %; / He 6oee 1,5 %; 

impurity / E H a  
HeHIeHTH]HLIHpOBaHHa 

IIpHMeC 

Total impurities / CyMMa 
npMece 

7 Uniformity of dosage units / 
OJ1HOpOJIHOCT 
[I03HpOBa1H 

1.8 

The Acceptance Value (AV) should be 
less than or equal to 1 5 . 0 . /  IloKa3are1 
IpMeMJIeMOCTH (AV) JOJDKeH 6LITE He 60nee 1 5 , 0 .  

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IIpMeae: IIpOnyKT CO0TBeTCTByeT Tpe6OBaHHAM HJI 3ax/oee: OJI0PEHO 

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

ITo.n.roTOBJJeHo: Shagu� ITposepettoc Pravesh:rna Ono6peuo: Mee;pep / Py9Boren 
Pavan Kumar Sharma 

L= 

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

Registered Oi/ice: 8-2-337, Road No. , Bnjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 401900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 

C IN :  L85195AP1984PLC004507 

www.drreddys.com 



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

Vi ll  Khol, Na l aga rh  Road, Baddi ,  
Dist Solan, H . P, ,  173 205, INDIA 

Tel : +91 98165 6001-02 

CERTIFICATE OF ANALYSIS swww.drredys.com 

CEPTHHKAT AHA.JIH3A 

es 
Dr.eddy's ;° 

- 

Product : Nise® (Nimesulide) tablets 100 mg 
Ipony T: Hai38 (HHMeCyJ1HJ1) Ta6J1eTKM, 100 Mr 
Market / PmHox Russia / Poccs 

Batch No/ 
V2501424 

Batch Quantity/ 5000000 tab / 
Cepn N? Pa3Mep cep 5000000 Ta6 
Analytical Report No / 

890001823207 
Date of Analysis / 

23.07.2025 
AHa.THecHi oTeT Ng Iara aan3a 
Date of Manufacture / 

06/2025 
Date of Expiry / 

05/2028 
Jara npo3Bo2IcTBa Fop1en 210 
Mfg. License No./  

MA number:/ 
IIpo3BOICTBeHHa : MNB/05/263 

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

JIIIeH31H .No 

Analysis performed according ND / AHa1I3 npoBeeH no HJI: JII1-N2(006398)-(PF-RU)-310724 

4 6 4 f 6 / C  p  age 0 Tp. 3 

8 Microbiological purity / MHKpo6onorHecKa MHcTOTa 

a) Total Aerobic Microbial NA Not more than 10 CFU/g. / 
Count I O61ee MC1O He 6oee 10' KOE/r. 
KH3HeCIIOCO6HIX a9po6H6IX 
MHKDOOpTaHH3MOB 

b) Total Combined Yeast and NA Not more than 10 CFU/g. / 
moulds count / O6Lee Men1O He 6oee 10 KOE/r. 
JIpOKeB5IX M IIJIeCHBIX 
rp6OB 

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

9 Assay / KonecrBenoe 98.0 mg/98.0 MT 90.0 to 1 10 . 0  mg of CH,NO,S 
onpepre.nee (nimesulide) per tablet. / Or 90,0 710 

1 10 ,0  MT CHNOgS (HMeey/1HID) 
B Ta61eTKe. 

10 Packaging / YnaoBKa 10 tablets m 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 m a carton. I Ilo 10 a carton./ 
Ta61eTOK B IIBX/a1IOMHHHeBOM Ilo 10 Ta61&TOK B IIBX/a1OMHHHeBOM 
61McTepe. Ilo 3 61McTepa BMecTe c 6crepe. Ilo 1 ,  2, 3 Mn 10 61cTepOB 
JIHCTK0M-BKJIaJIILIIeM B IIaHKy BMeCTe C JIHCTKOM-BKIaJIBIIIeM B IIaHKy 
KapTOHHVO. KapTOHHyIO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeae: IHpOyKT COOTBeTCTByeT Tpe6OBaHM HJI 3ax.oene: OIOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
TTo.D,roTOBJieHo: Shagu� IIpoBepeo: Pravesh Rana O.uo6peHo: MeHe.D,)Kep / Pf Bo,1�1neJih 

4 

• 
Pavan Kumar Shame T 

! Date/ Date/ Date/ 
Jlara: 23.07.2025 JlaTa: 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 1900 2900, Fav· +91 40 4900 2999, Emai l :  mai l@drreddys com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTHDHKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd 

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

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

i e i .  +91 96165 5001-02 

www.drreddys.com 

Product : Nise® (Nimesulide) tablets I 00 mg 
IIpon1yKT: Hai3@ (HHMeCyJ1HI1) Ta61eTKM, 100 Mr 
Market / P o  Russia / Pocc 

Batch No/ 
V2501424 

Batch Quantity/ 5000000 tab I 
Cepns .N? Pa3Mep cep 5000000 Ta6 

Analytical Report No / 
890001823207 

Date of Analysis / 
23.07.2025 

AHaHTMecKHii oTeT N [ara aan13a 
Date of Manufacture/ 

06/2025 
Date of Expiry / 

05/2028 
)Iara mp03Bo/I€TBa FoJ1en /10 

Mfg. License No. / 
MA number:/ 

II pow3Bo1cTBeHHaH : MNB/05/263 HoMep PY 
: J1I1-Ns(006398)-(PI-RU) 

JIHIIeH3M N? 

Analysis performed according ND / AHa1I3 npoeIeH I10 HJI: JIHI-N2(006398)-(PF-RU)-310724 

Page 5 of 6 /  Crp. 5 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./ 

AHa1H3 IIO IIOKa3aTeIO «MKpO6HOJIOTHHeCKaH HHCTOTa» IIpOBOJIMTCI IIDOH3BOJIHTeIeM IDH BIIIyCKe 
nepHOJIMHeCK (C HHTepBaIOM OJIHO MCIIITaHMe Ha 20 cep IH He MeHee I pa3a B rOJ1). IloKa3aTe MOKeT 6IT He 
BKJIOHeH B CepTHbHKaT aHa1H3a pHpMI. 

API name (INN) / HaMeoBae AC (MHH): Nimesulide / HMecyJI 

API manufacturer batch number / 
NMS/125030236 , NMS/125030238 

HoMep cep npo3Boren1 AC: 

FP Manufacturer API Batch number/ 

HoMep CepH Cy6CTa1 1po3Bo1Ire.11 FESA00191, 

TJIb: 

API Manufactured by & country / 
Aarti Drugs Limeted / Aapr /Iparc JIMren 

IIpou3Borre AC, crpaa: 
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 I Control site / Release site / 

JI-p Pep1wc Jla6opaTopc JITJ., HJ1I, IIpoM3BOIICTBeHHoe 
HaHMeoBaHe, a/IpeC, JIIIH3HH JI1 

no2pa3pen1eHHe-6, BM1. Kxon, Hanarapx PoyI, Ba1, 
IIpOH3BOICTBeHHa IIIOIIIaJ1Ka / II.Jo11a/Ka J[cTpHKT COna, X.II, 173205, HHJ1H (1ILeH3 No 
KOHTp0II KaHeCTBa / IIJO1Ia[Ka BBIIIyCKa 

MNB/05/263) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpeae: IIpOyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax.mnoee: OJIOPEHO 

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

TTo,11,rotosnetto: Shagu� . IlpoBepeHo: Praves1a Op06peHo: Meerpxep / Pyb" Pavan Kumar Sharma 

Date/ Date/ Date/ Jlara: 23.07.2025 JlaTa: 23.07.2025 Jlara: 23.07.2025 
Registered Office: 8-2-337, Road No. 3, Banjara Hi lls, Hyderabad - 500034, Telangana, India 

Tel: +91 40 41900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTMHKAT AHA.JIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulat ion Unit-6 

Vi l l .  Khol, Na lagarh Road, Baddi ,  
Dist&. Solan, H.P.,  173 205, INDIA 

r e l :  + 9 1 9 5 1 0 5  5 6 0 0 i - 0 2  

www.drreddys.com 

Product : Nise® (Nimesulide) tablets 100 mg 
IIpoIy 1: Hai3 (HMecyJI) Ta61eTK, 100 Mr 
Market / PrHox Russia / Poccw 

Batch No/ 
V2501424 

Batch Quantity / 5000000 tab / 
Cepu N? Pa3Mep cep 5000000 Ta6 
Analytical Report N o /  

890001823207 
Date of Analysis / 

23.07.2025 
Aa1HTHecKHi oTeT Ng [Iara aan3a 
Date of Manufacture/ 

06/2025 
Date of Expiry / 

05/2028 
Jara np03BO[1CTBa Foe /0 

Mfg. License No. / 
MA number:/ 

IIpor3oIcTBeHHa : MNB/05/263 
HoMep PY 

: JII1-N(006398)-(PI-RU) 
JIHIIeH3H No 

¢ 

Analysis performed according ND / AHam3 npoBee no HI: JIII-N2(006398)-(PI-RU)-310724 

Page 6 of 6/CTp.  6  3  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». 

axoeHMe O COOTBeTCTBHH: «HaCTOIIIM IIOJITBCpKJIaO, TO IIpMBeJICHHaI BIIIIe MHbOpMaLIMH BJ1ITCH 
JI0CTOBepHO M TOHO. Ta CepH IpOJyKM IpO3Be[IeHa (BKIOHaH yVIIaKOBKy (MapKHpOBKy) H KOHTpOI KaeCTBa) 
Ha BBIIIIeYKa3aHHOf IIpOH3BOICTBeHHOH IIIOIIIaJIKe (IUIOIIIaJIKaX) B IIOHOM COOTBeTCTBHH C Tpe6OBaHHMM IHpaBMn 
Hau1eKaure IpO3BOICTBeHHO IIpaKTHKH EBpa3MCKOrO KOHOMHHeCKOT0 CO03a (N GMP/EAEU/RU/00554-2022 
OT 23 IO11 2022) M Tpe6OBaHHIMH KOHTDOI KaHeCTBa JIeKapCTBCHHIX CpeICTB, a TaKKe B COOTBeTCTBHM CO 
CIIeLIM]HKaIIHIMH, COJIpKaIIIHMHCI B DeTHCTDaIIHOHHOM JI0Ce CTpaHI-MMnOpTepa. 3anCH I1O IIpOH3BO/ICTBy, 
yIaKOBKe M aHaIH3y IIpOBpeHI, H yCTaHOBJIeHO MX COOTBeTCTBMe Tpe6OBaHMM IIpaB Ha2IIeKauIef 
IIpOH3BOJICTBCHHO IIpaKTHKH EBpa3CKOrO KOHOMHHeCKOO CO03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3ax.moeHe: OIOBPEHO 
Prepared by / Checked by/  Approved by: Manager/Executive / 
IloroToBeHO: Shagun -L- IIposepetto: Praves�lana O06peo: Meerep / Py;oBonrren 

p--- Pavan Kumar Sharma f_ 

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

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

C IN :  L85195AP1984PLC004507 
www.drreddys.com 


