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Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS CEPTHHKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 

Formulat ion Unit-6 

Vi l l .  Khol ,  Na lagarh Road, Baddi ,  
Distt. Solan, H.P., 173 20S, IND IA  

Te l  :  +91 98165 56001-02 

www.drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
IIpo1yr: Ha3 (HHMeCyJI1) Ta61eTK», 100 Mr 
Market / PIHoK Russia / Poccn 

Batch No/ 
V2501329 

Batch Quantity/ 5000000 tab / 
Ceps N? PaMep cepn 5000000 Ta6 
Analytical Report No / 

890001823208 
Date of Analysis/ 

23.07.2025 
Aa1MTHHecKHi oTeT No [[aTa aa3a 
Date of Manufacture / 

06/2025 
Date of Expiry / 

05/2028 
Iara 1por3Bo/I€TBa Fone /o 
Mfg. License No. / 

MA number:/ 
IIpo3Bo/IcTBeHHaH : MNB/05/263 

Howep PY 
: J1I1-(006398)-(PF-RU) 

JIHIeH3HH Nb 

Analysis performed according ND / AHa1H3 1pOBeIeH I1O H/I: JIII-Ns(006398)-(PI-RU)-310724 

6 1 f 6 /  C  p  age 0 Tp. I 3 No Test / IIoa3are1 Result / Pe3y.ITaTI Specification / HopMa 

1 Appearance /Omcae Yellowish white round biconvex Yellowish white round biconvex tablets 
tablets with smooth surface. / with smooth surface. I Bente C 

Bente C KeITOBaTIM OTT&HKOM KeITOBaTIM OTTeHKOM KpyrJIIe 
KDVTJIIe JIBOIKOBBIIIyKIIe JIBOKOBBIIIyKJIIe Ta61eTKH C FJ1a,2IK0 
Ta6eTKM C TIaIK0 IIOBCDXHOCTO. 

IIOBepXHOCTO. 

2 Identification / The retention time of the main The retention time of the main peak in the 
MeHTMpKa1u 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 yJIepKHBaHM 
BpeM yIepKHBaHHH OCHOBHOTO OCHOBHOrO IIHKa Ha XpOMaTOrpaMMe 
IIMKa Ha XpOMaTOFpaMMe HCITITyeMOTO pacrBopa JI0KHO 
HCIIEITyeMOTO pacTBopa COOTBCTCTBOBaT BpeMeHH yJICpKHBaHH 
cooTBeTCTByeT BpeMeHH OCHOBHOIO IIHKa Ha XpoMaTorpaMMe 
V,IP[KRaH OCHBHTO IIMKa Ha pacTRopa CTaHIapTH0TO o6pa3ua 
XpOMaTOrpaMMe pacTBopa HHMeCyJIMJIa (pa31e1 «KOHeCTBeHHOe 
CTaHJIpTHOTO 06pa3ua ope[enIeHe»). 
HHMeCyJIHIa. 

3 Average weight and Complies / CooTBeTCTByeT 3 10  mg±5.0 % 

uniformity of weight/ 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeame: IIpOIyKT COOTBeTCTByeT Tpe6OBaHM HJ 3ax.moee: OJIOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive/ 
Ilo�roTOBJieHo: Shagu� flposepeHo: Pravesran• Oao6peHo: MeHel1"'ep I Py� Pavan Kumar Sharma 
Date/ Date/ Date/ 
Jlara: 23.07.2025 Jlara: 23.07.2025 Jlara: 23.07.2025 

Registered Office: S-2-337, Road No. 3, Banjara Hi lls,  Hyderabad - 500034, Telangana, India 
Tel: +91 40 1900 2900, Fax: +91 40 4900 2999, Email :  mai l@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Dr.Reddy's Y:° 

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

Vi l l .  Khol, Nalagarh Road, Baddi ,  

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

Tei : +91 9816b 56001-04 

CERTIFICATE OF ANALYSIS wwwdrreddys.com 

CEPTHDHKAT AHAJIH3A 

Product : Nise® (Nimesulide) tablets I 00 mg 
IIpo1yKr: Ha3 (HMMecyJI1) Ta61eTKM, 100 Mr 
Market/ PIHo Russia / Poccw 

Batch No/ 
V2501329 

Batch Quantity/ 5000000 tab / 
Cepnn N Pa3Mep Cep 5000000 ra6 
Analytical Report No / 

890001823208 
Date of Analysis / 

23.07.2025 
AHa.IHTHecKHi oTeT N Iara anan3a 
Date of Manufacture / 

06/2025 
Date of Expiry / 

05/2028 
JIaTa 11pOH3BO/ICTBa Fopen /10 

Mfg. License No./  
MA number:/ 

II po3Bo/IcTBeHaH : MNB/05/263 
Howep Py 

: JII1-N(006398)-(PI-RU) 
JIHIIeH3IH Ng 

Analysis performed according ND / AHa13 npoBeeH no HJI: JIII-N2(006398)-(PF-RU)-310724 

2 6 2 f 6 / C  P  age 0 TD. 113 
Cpe Macca 309.6 mg/ 309.6 Mr 18/20 tablets - not more than± 5 % 
0[1opop1HoeT MaCCI 

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

3 10  Mr ± 5 , 0 %  

18/20 Ta61eTOK He 6on1ee ± 5 %  

2/20 Ta61eTOK He 6oee ± 10 %. 

4 Water / Bona 2 . 9 %  Not more than 6.0 % . /  He 6oee 6 ,0%.  

5 Dissolution / PacrBopee Unit-1/ Ta6n1.-1 98 % He Meee 75 % (Q) OT HOMHHaIBHOTO 

Unit-2/Ta6.-2 9 9 %  
coepa CH+NO,S (HMecyJ1HI) 
epe3 45 MHH. 

Unit-3/Ta6n.-3 98 % 

Unit-4/ Ta61.-4 9 7 %  

Unit-5/ Ta61.-5 9 6 %  

Unit-6/ Ta6n.-6 97 % 

6 Related substances / PoncrBeIe nIpHMeCH 

Impurity A /IIpMec A 
Below LOQ (LOQ = 0.0057 %) / Not more than 0 .20% ;  I  He 6on1ee 
HKe IIpeIIeIa KOJIHHeCTBCHHOTO 0,20% ;  
onpen1eJeHM (I1KO = 0.0057 %) 

Not more than 0 .20%; I  He 6on1ee 
Impurity B / IIpMecs B 

0.02 % 0 ,20% ;  

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IIpMeane: IIpOIyKT COOTBeTCTByeT Tpe6OBaHM HJI 3am1oeMe: OJIOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / ITo,llroTOBJieHo: Shagu� IlpoBepeno: Pravesh Rana 0Ao6petto: Mette)l>Kep / P�Ab 
4 Pavan Kumar Sharma 
,;:. 

- Date/ Date/ Date/ Jlara: 23.07.2025 JlaTa: 23.07.2025 Ilara: 23.07.2025 
Registered Office: 3-2-337, 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 ;° 

CERTIFICATE OF ANALYSIS 
CEPTHHKAT AHA1H3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Vi ii. Khol ,  Nalagarh Road, Baddi ,  

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

let : +91 96i65 5600i-02 

www.drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
IIpo1yKT: Ha3 (HMMeCyJIM1) Ta61eTKM, 100 Mr 
Market/ PLIMO Russia / Pocc 

Batch No / 
V2501329 

Batch Quantity/ 5000000 tab I 
Cep No PaMep cep 5000000 Ta6 

Analytical Report No I 
890001823208 

Date of Analysis / 
23.07.2025 

AHa1HTHecKHi oTeT N? Iara aan3a 
Date of Manufacture / 

06/2025 
Date of Expiry / 

05/2028 
Iara 1pon3Bo2cTBa Foe /10 
Mfg. License No./ 

MA number: / 
IIpo3BOICTBeHHa : MNB/05/263 

HoMep PY 
: JII1-Ne(006398)-(PI-RU) 

JIHIIeH3HI Ng 

Analysis performed according ND / Aa13 npoBeIe1 110 H/I: JIII-N(006398)-(PT-RU)-310724 

Impurity C /  IIpMec C 

Impurity D /IIpMees D 

Impurity E / TIpMect E 

Impurity F / IIpMecL F 

Not detected / e o6HapyxeHa 

Below LOD (LOD = 0.0049 %) I 
Hoe IpepIena O6Hap yKeHH 

(IIO = 0.0049 %) 

Not detected / He o6HapyxeHa 

Not detected / He o6HapyxeHa 

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

Not more than 0.20 %; / He 60nee 
0 ,20%; 

Not more than 0.20 %; / He 60nee 
0,20 %; 

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

Individual unidentified 
Below LOQ / Hwe npenena 
KOJIHHeCTBCHHOTO OIIpCIeIeHHH 

0.02% 

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

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

impurity / EIM»Ha 

HeMJIeHTH'HLIHpOBaHHa 
IIpHMeC 
Total impurities / CyMMa 
npHMecef 

7 Uniformity of dosage units / 
OJ1HOpO/IHOCTE 
II03HpOBaHHH 

2.8 

The Acceptance Value (AV) should be 
less than or equal to 15.0. / HoKa3are1 
npeMn1eMOCTH (AV) II0JDKeH 6IT He 
6on1ee 15,0.  

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeare: IlpOIyKT COOTBCTCTByeT Tpe6OBaHM HJI 3ax1oeMe: O]I0BPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
IlozroroBaeo: Shagun _ IIpoBepeHo: Praveshjana O,uo6peHo: MeHe,u)Kep / P�em, 

.,/ Pavan Kumar Sharma 
L 

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

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



Product : Nise (Nimesulide) tablets 100 mg 
IIpoJ1yK1: Ha38 (HMMecyJ1I1) Ta6eTKM, 100 Mr 
Market / PHO Russia / PoccM 

Batch No/ 
V2501329 

Batch Quantity/ 5000000 tab I 
Cepn N? Pa3Mep cepn 5000000 Ta6 
Analytic al Report No / 

890001823208 
Date of Analysis / 

23.07.2025 
AHa.IHTMHecKHi oTeT N [Iara aan13a 
Date of Manufacture/ 

06/2025 
Date of Expiry / 

05/2028 
[Iara 1po3BO2I€TBa Foe 210 

Mfg. License No. / 
MA number:/ 

IIpom3BoIcTBeHHa : MNB/05/263 
Howep PY 

: J1I1-N>(006398)-(PF-RU) 
Juen31H Ng 

Analysis performed according ND / AHar3 npoBeIen no HJI: JIII-N2(006398)-(PF-RU)-310724 

4 6 4 f 6 / C  p  

Dr. Reddy's Laboratories Ltd. 

Formulat ion Unit-6 

Vi l l .  Khol, Nalagarh Road, Baddi, 

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

Tel : +91 98166 5000±-02 

CERTIFICATE OF ANALYSIS www drreddys .com 

CEPTHHKAT AHAJIH3A 

es 
Dr.eddy's :;° 

age 0 Tp. 3 
8 Microbiological purity / MMKpO6HO1OTMHeCKa HCTOTa 

a) Total Aerobic Microbial NA Not more than I0' CFU/g./ 
Count I O6uee MC1O He 6onee 10' KOE/r. 
KW3HeCIIOCOH6IX a3po6HIX 
MHKpOOpaHH3MOB 

b) Total Combined Yeast and NA Not more than 10 CFU/g. / 
moulds count / O61Iee Men1o He 60nee 10 KOE/r. 
JIpOKeBLIX H ILUJIeCHeBBIX 
rpM6OB 

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

9 Assay / KoecrBemoe 97.7 mg/ 97.7 Mr 90.0 to 1 10 .0  mg of CH,NO,S 
onpene.nee (nimesulide) per tablet. / Or 90,0 210 

1 10 ,0  Mr CHNO,S (HHMecy-1HD) 
B Ta6neTKe. 

10 Packaging /YnaKoBa 10 tablets in 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 1n a carton. I Ilo 10 a carton./ 
Ta61eTOK B I1BX/a1OMHHHeBOM Ilo 10 Ta6neTOK B IIBX/a1OMHHMeBOM 
6McTepe. Ilo 3 61McTepa BMecTe c 6crepe. Ilo 1 ,  2, 3 MM 10 6McTepoB 
JIMCTKOM-BKI[BILLIeM B naKy BMCCTe C JIMCTKOM-BKIaJI6IIIIeM B IIaHKy 
KapTOHHVIO. KapTOHHVIO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeae: IIpoIyKT COOTBeTCTByeT Tpe6OBaHHAM HJI 3ax/oee: OJIOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
Ilonroro.reno: Shaguns Ilposepeao: Praves�1•na O106peo: Menezoep / Pyosounrens 

Pavan Kumar Sharma { > 
L 

Date/ Date/ Date/ 
7Iara: 23.07.2025 JlaTa: 23.07.2025 JIara: 23.07.2025 

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

CIN: I85195AP1984PLC004507 
www.drreddys.com 
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Dr.Reddy's Y;° 

CERTIFICATE OF ANALYSIS 
CEPTMHKAT AHA1H3A 

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

Vill. Khol, Na lagarh Road, Baddi, 

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

T e l .  +91 98166 56001-02 

www.drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
IIpop(yr: Hai38 (HMMeCyJ1HI1) Ta6eTKM, 100 Mr 
Market / PLIHOK Russia / Pocc 

Batch No/ 
V2501329 

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

890001823208 
Date of Analysis/ 

23.07.2025 
AHa.HTMecKi oTeT .Ng [Iara ana13a 
Date of Manufacture / 

06/2025 
Date of Expiry / 

05/2028 
Iara 1po13BO2ICTBa FoJ1eH 2I0 

Mfg. License No./ 
MA number:/ 

IIpor3Bo/I€TBeHHa : MNB/05/263 
HoMep PY 

: J1I1-N(006398)-(PI-RU) 
JIIIIeH3HI No 

Analysis performed according ND / AHaar3 poeIeH 110 HJI: III-N2(006398)-(PF-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 IOKa3aTeJO «MHKDO6MOJIOTHHeCKa HHCTOTa» IIDOBOJIMTCI IDOH3BOJIHTeJJeM IIpH BJIIyCKe 

IIepHOJIHHeCKH (C MHTepBaIOM OJIHO MCIIITaHHe Ha 20 cepi IM He MeHee l pa3a B TOI1). IHoKa3aTen MOKeT 6ITE He 
BKIOHeH B CepTHHKaT aHa3a bpMI. 

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

API manufacturer batch number / 
NMS/125020166, NMS/125020170, NMS/125030236 

Howep cep npo3Borre AC: 

FP Manufacturer API Batch number/ 
HoMep CepH Cy6CTaIH 1po3Bo/ITe.I FESA00129, FESA00190, FESA00191 

FJID: 

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

pow3Borre.I ADC, 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, 

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

HaMMeHoBaHe, a[peC, JIHIIeH3HH JI1H 
JI-p Pep'c Jla6opaTopHc JIT1., HJ1MA, IHpo3Bo/CTBeHHoe 

IIpo3BocTBeHa nIOIIaIKa / II.o1a[Ka 
no[pa3pen1eHHe-6, B1I. Kxo1, Hanarapx PoyI, Ba1, 

KOHTpo.II KaecTBa / IInouzaua BInyCKa 
JIcTpHKT Co1aH, X.II., 173205, M1 (1IHLIeH3MA No 

MNB/05/263) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax.mnoee: OJI0PEHO 

Prepared by I Checked by/ Approved by: Manager/Executive / 
IlozroroBneHo: Shagun g' IlpoBepeo: Pravesh Rana Op106peno: MeHepep / P y  BOIIHTe.JI 

z 3 Pavan Kumar Sharma 
� 

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

C IN :  L8519SAP1984PLC004507 
www.drreddys.com 



Page 6 of 6/CTp.  6  w 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». 

aKIOeIMe O COOTBeTCTBHH: «HaCTOIM IIOITBepKIIaO, HTO IIpHBeIHHa BBIIIIe HHpOpMaLIHH B1eTCl 
JI0CTOBepHO M TOHHO. Ta Cep IpOyKLI IpO3BeIIeHa (BKIOHa yIIaKOBKy (MapKHpOBKy) H KOHTpOJI KaeTBa) 
Ha BBIIIIYKa3aHHOH IIpOH3BOJICTBeHHOY ILIOIIJIKe (IIOILIa2IKaX) B IIOIHOM COOTBeTCTBHH C TpeOOBaHHMM IHpaBn 
Happ1eKau1e npOH3BOJICTBeHHO npaKTHKH EBpa3MCKOrO 3KOHOMHeCK0TO CO03a (N GMP/EAEU/RU/00554-2022 
OT 23 M01 2022) Tpe6OBaHHMH K0HTD0I KaHeCTBa JIeKapCTBeHHIX CpeICTB, a TaKKe B C00TBeTCTBHH CO 
CIIeLIMbHKaLIHHMH, C0IIeDKaLIMMHCI B DeTHCTDaIIMOHHOM JIOCe CTpaHBI-HMII0pTepa. 'anCM IO IpOH3BO/ICTBy, 
yIaKOBKe aHan1H3y IIp0BepeHI, H yCTaHOBIeH0 HX CO0TBeTCTBHe Tpe6OBaHHIM IHpaBn Ha1IeKaLe 
IIpOH3BOJICTBCHHOH IIpaKTMK EBpa3HCKOTO K0HOMHHeCK0TO CO03a». 

Product : Nise® (Nimesulide) tablets 100 mg 
IIpoJ1yr: Hai38 (HMecyJI) Ta6neTKI, 100 Mr 
Market / PLIHoK Russia / PoccH 

Batch No/ V2501329 Batch Quantity / 5000000 tab I 
Cep Nb Pa3Mep cepH 5000000 Ta6 
Analytical Report No/  890001823208 Date of Analysis / 

23.07.2025 
Aa.IHTMecKHii oTer N Iara anan13a 
Date of Manufacture / 

06/2025 
Date of Expiry / 

05/2028 
Iara npon3BocTBa Foe 20 

Mfg. License No. / 
MA number:/ 

IIpo3Bo/ICTBeHHa : MNB/05/263 HoMep PY 
: J1I1-(006398)-(PF-RU) 

JIHIIeIH3HI No 

Analysis performed according ND / Aa1I3 npoBeIeH no HI: JIII-N2(006398)-(PT-RU)-310724 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  Khol ,  iNalagarh Road, Badd i ,  

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

l e i :  +91 96165 5600i-02 

www.drreddys.com CERTIFICATE OF ANALYSIS 

CEPTMDHKAT AHAJIH3A 

es 
Dr.Reddy's ;° 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeae: IHpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3axmnoeMe: OJIOBPEHO 

Prepared by / Checked by/  Approved by: Manager/Executive/ Ilo)],rOTOBJietto: Shagun� IlpoBepeo: Pravesh Rana O,l],o6petto: MeHe,l],)f(ep / �OBOJJ.Wrem, 
,�7 

# Pavan Kumar Sama { 
Date/ Date/ Date/ - JlaTa: 23.07.2025 Jara: 23.07.2025 Iara: 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 


