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Dr.Reddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTHHKAT A H A. J I M 3 A  

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Vi l l .  Chol, Nalagarh Road, Baddi, 
Distt. Solan, H .P. ,  173 205, INDIA 

T e l : : 9 1 0 0 1 5 6  56001-02 

www.drredys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
IIpo1yr: Ha38 (MMecyI) Ta61eTKH, 100 Mr 
Market / PIHOK Russia / Poccn 

Batch No/ 
V2501329 

Batch Quantity / 5000000 tab / 
CepH No PaMep cepn 5000000 a6 

Analytical Report No/ 
890001823208 

Date of Analysis / 
23.07.2025 

AHa1HTecKHi oreT Nb Jara aHanw3a 
Date of Manufacture / 

06/2025 
Date of Expiry / 

05/2028 
Jara npo3BoIcTBa IoIe no 

Mfg. License No./ 
MA number: I 

II po3BODICTBeHHa : MNB/05/263 
HoMep PY 

: J1I1-N(006398)-(PT-RU) 

JIHIeH3HI No 

Analysis performed according ND / AHA.JIH3 pOBCIeH nIO H/I: JIII-h(006398)-(PF-RU)-310724 

6 1 f 6 /  •  1  I'age 0 €Tp.  H3 

.No Test / IIoaare1» Result / Pe3y.ITaTI Specification / HopMa 

1 Appearance / Oncame Yellowish white round biconvex Yellowish white round biconvex tablets 
tablets with smooth surface. / with smooth surface. I enIe C 

Bente C KeTOBaTIM OTT€HKOM Ke.JTOBaTIM OTT€HKOM KpyrJIe 
KpyrJTIe JIBOKOBLIITyKILIe LIBOHKOBBLIyKIBIC 1GJeKM 1I)Ao 

Ta6eTK c r1a2Ko IOBCpXHOCT0. 
IIOBeDXHOCTIO. 

2 Identification / The retention time of the main The retention time of the main peak in the 
eHT HbHKa1IHI 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 main peak in the chromatogram of 
the chromatogram of nimesulide nimesulide reference standard solution 
reference standard solution. I (section Assay). / BpeM yIIepKHBaHH 
BpeM yIepKHBaHH OCHOBHOrO OCHOBHOTO IIHKa Ha XpOMaTOpaMMe 
IHKa Ha XpOMaTOrpaMMe HCILITyCMOTO pacTBopa [OJDKHO 
HCIITyeMOTO pacTBopa COOTBeTCTBOBaT BpeMeHH JIRDKHBaHHH 
COOTB&TCTByeT BDeMeHH OCHOBHOTO I1HKa Ha XDOMaTOIpaMMe 
YIpKHBaHH OCHOBHOTO ITHKa Ha pacTsopa CTaHJIapTHOTO o6pa3ua 
XpoMarorpaMMe pacTBopa HHMeCyJIHIa (pa3en1 «KOHeCTBeHHoe 
CTaHIIapTHOrO 06pa311a OnpeIeneHMe»). 
HHM€Cy/IIIIa. 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeae: IHpOnyKT COOTBeTCTByeT Tpe60BaHMAM HJI 3ax.noeme: OIIOBPEHO 

Prepared by / Checked by I Approved by: Manager/Executive/ 
IloroTOBneHo: Shagun U 

,. 

TTposepeHo: Pravesrana Op06peHo: Meepep / PyKpporent 
2 Pavan Kumar Sharma 4 ­ ---· 

• Date/ Date/ Date/ [Iara: 23.07.2025 Ilara: 23.07.2025 Ilara: 23.07.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Ind ia  
Tel: +91 40 1900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Vil l .  Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Te l :  +1 98165 5500102 

CERTIFICATE OF ANALYSIS www.drreddys.com 

CEPTHJHKAT AHA.J1H3A 

­ Dr.Reddy's :° 

- 
« 

Product: Nise® (Nimesulide) tablets 100 mg - 

IIpoAyKr: Ha3@ (MecyI) Ta6neTK», 100 Mr 
Market / PIHOK Russia / PoccH 
Batch No / 

v2501329 
Batch Quantity / 5000000 tab/ 

Cepns No Pa3Men Cep 5000000 1a6 
Analytical Report No/ 

890001823208 
Date of Analysis / 23.07.2025 

AHanTHecK oTeT N Iara awar3a 
-- 

Date of Manufacture / 
06/2025 

Date of Expiry / 05/2028 IaTa npo3BOCTBa Toe I10 

Mfg. License No. / 
MA number:/ II po3BO2ICTBeHHa : MNB/05/263 
HoMep PY 

: J1I1-N(006398)-(PF-RU) 
Jue3MI No 

Analysis performed according ND / AHa3 npoBeIeH no HJI: JII1-N2(006398)-(PF-RU)-310724 
-- -- 

6 2 2 f 6 / ¢  P  age 0 Tp. H3 

CpeH Macca 309.6 mg/ 309.6 MT 18/20 tablets - not more than ± 5 % 
OIIOpOJIHOCT6 M2CCI 2/20 tablets - not more than± 1 0  % . /  

3 10  Mr ± 5,0 % 
18/20 Ta61eTOK -He 6onee ± b  %  

2/20 Ta6neTOK - He 6on1ee ± 10 %. 

4 Water / Boa 2 . 9 %  Not more than 6.0 %. / He 6onee 6,0 %. 

- 

5 Dissolution / PacrBopeHe Unit-1 / Ta6n.-I 9 8 %  He Meee 75 % (Q) OT HOMHHaIHOTO 

Unit-2/ Ta6n1.-2 9 9 %  
COnepaa CH+NO3;S (1HMMeCyJ1I1) 

- 

epe3 45 MHH. 

Unit-3/Ta61.-3 9 8 %  

Unit-4/ Ta6.-4 97% 

Unit-5/ Ta6.-5 9 6 %  

Unit-6/ Ta61.-6 9 7 %  
-- 

6 Related substances / Popcrennure npMec 

Impurity A /IIpMec A 
Below LOQ (LOQ = 0.0057 %) I Not more than 0.20% ;  I He 6onee 

HKe IpeIIeJ1a KOJIHHeCTBeHHOTO 0 ,20%; 
onpepen1eHH» (IIKO = 0.0057 %) 

Not more than 0.20%; I He 6on1ee 
Impurity B /IIpMec B 

0.02% 0 ,20%; 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IIpnMeane: IIpOIyKT COOTBCTOTByeT Tpe6OBaHHAM HJI 3amoeuMe: OJIOPEHO 

Prepared by I Checked by/ Approved by: Manager/Executive/ 
IloproToBeHo: Shagun d_ IlpoBepeo: Pravesh Rana Ono6peo: MeHepep / PyK9Bo/1Ten» 

.1 ,,, 

A Pavan Kumar Sama [ 
c 

1. 
Date/ Date/ Date/ 

Jlara: 23.07.2025 JlaTa: 23.07.2025 JIara: 23.07.2025 

Registered Oliice: 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 



Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 

Vil t .  Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

T e l :  +9199165 56001-02 

www.drreddys.com CERTIFICATE OF ANALYSIS 

CEPTHDHKAT AHA1H3A 

gs 
Dr.Reddy's W;° 

- 

r Product : Nise@ (Nimesulide) tablets I 00 mg 
IIpo[yr: Ha3 (»MecyJI1) Ta6neTKM, 100 Mr 
Market / PIHOK Russia / Poccw 

Batch No I 
V2501329 

Batch Quantity/ 5000000 tab I 
Ceps .N PaMep cep 5000000 ra6 
Analytical Report No I 

890001823208 
Date of Analysis / 

23.07.2025 
AHa.IHTHe oTMeT .No Iara aa1w3a 
Date of Manufacture / 

06/2025 
Date of Expiry/ 

05/2028 
[Iara 1po13Bon€TBa Tope /1o 
Mfg. License No./ 

MA number:/ 
II po3Bo7cTBeHHaH : MNB/05/263 

Howep Py 
: JII1-N(006398)-(PI-RU) 

JIeH3H .Ng 

Analysis performed according ND / AHam1I3 mIpOBeIeH 1IO HJI: JIII-N2(006398)-(PT-RU)-310724 

Impurity C/IIpMec C 

Impurity D /TIpMecs D 

Impurity E /  IIpMec E 

Impurity F /I1pMec F 

Not detected / He o6HapyxeHa 

Below LOD (LOD 0.0049 %) / 
H»Ke IpeIIe1a O6Hap yKeH 

(IIO = 0.0049 %) 

Not detected / He o6apyxeHa 

Not detected / e O6HapyKeHa 

Page 3 of 6/Crp.  3 H3 6 
Not more than 0 .20%; /  He 6onee 
0,20 %; 

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

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

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

impurity / EIHHHa 
HeHJIeHTM]HLIHDOBaHHaH 
IIpHMeCE 

Total impurities / CyMMa 
npMece 

Individual unidentified 
Below LOQ / Hoe npenena 
KOIHHeCTBeHHOTO OIIDeJI€I€HHH 

0.02% 

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

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

7 Uniformity of dosage units / 
O[HOpOIIHOCTE 

JI03DOB2HHH 
2.8 

The Acceptance Value (AV) should be 
less than or equal to 15.0. / IoKa3are 
IpHeMICMOCTM (AV) I0JDKeH 66IT6 He 
6oee 15,0. 

-  

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeare: IIpOJ1yKT COOTBeTCTByT Tpe6OBaHHM HJI 3a&oee: OJI0PEHO 

Prepared by I Checked by I Approved by: Manager/Executive/ 
IHoIroToBeHO: Shagun .t IIpoBepeo: Pravesh Rana Op06peHo: MeHexep / PyKoo1HTeJL 

.' 4 
Pavan Kumar Sharma ·� 

• 

Date / Date/ Date/ 
IlaTa: 23.07.2025 [Iara: 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, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.corn 



Tel . +91 93165 56001 02 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 

Vil l .  Khol, Nalagarh Road, Baddi, 
Distt. Solan, H,P,, 173 205, INDIA 

CERTIFICATE OF ANALYSIS www.drreddys.com 
CEPTHHKAT AHA J1 H 3.A  

9­ 
Dr.Reddy's ;° 

. . . 

Product: Nise® (Nimesulide) tablets 100 mg 
IIpo1yr: Ha3@ (wecy»J) Ta6neTKM, 100 Mr 
Market / PIHOK Russia / Poccs 

Batch No/ V2501329 Batch Quantity / 
. 

5000000 tab I 
Cepin .No PaMep ceD 

. 5000000 Ta6 
Analytical Report No/  890001823208 Date of Analysis / 23.07.2025 
AHa.nIHTHMecKH oTeT N Jara aa./13a 

Date of Manufacture/ 06/2025 Date of Expiry / 05/2028 
aTa npo13BO2ICTBa Toe no 
Mfg. License No. / 

MA number:/ II po3Bo1cTBeHaH : MNB/05/263 
HoMep Py 

: J1I1-N(006398)-(PI-RU) 
Hue3H N 

Analysis performed according ND / AHa1H3 Ip0BeIeH Io HJI: JII1-N(006398)-(PI-RU)-310724 
·--- - � 

6 4 4 f 6 / (  P  age 0 rp.  H3 

8 Microbiological purity / Mupo6no.nor»ecKa HT0Ta 

a) Total Aerobic Microbial NA Not more than 10' CFU/g. / 
Count I O6utee HCJIO He 6oee 10 KOE/r. 
KM3HeCIIOCOH5IX a3pO6HIX 
MHKpOOpTaHH3MOB 

b) Total Combined Yeast and NA Not more than 10 CFU/g.] 
moulds count / O6Lee He1O He 6oee 10 KOE/r. 
JIpOKKeBIX H IIeCHeBBIX 
rpH6OB 

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

9 Assay / KonecrBemoe 97.7 mg/ 97.7 Mr 90.0 to 1 1 0. 0  mg of CH;NOS 

on pee.nIeHHe (nimesulide) per tablet. / Or 90,0 10 

1 10 ,0  Mr CDH,NO,S (11HMecy/1un) 

B Ta6eTKe. 
10 Packaging / VnaxoBa 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 lil a carton. I IIo 10 a carton. I 
Ta6eTOK B TIBX/aOMHHHeBOM Ilo 10 Ta6neTOK B IIBX/a1OMHHMeBOM 
6ncTepe. [Io 3 61cTepa BMecTe c 6crepe. IIo 1 ,  2, 3 MM IO 6cTepoB JIMCTKOM-BK1aJ,III1€M B IaHKy BMeCTe C JJMCTKOM-BKI&JIB[LIEM B IIaHKy KapTOHHVO. KapTOHHVO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeame: IIpOJUyKT CO0TBeTCTByeT Tpe60BaHHAM HJI 3ax.1oe1Me: OIOEPEHO 

Prepared by I Checked by I Approved by: Manager/Executive/ IloproroBeHo: Shagun e\­ . npoaepeHo: Praves� [ana Ono6peHo: MeHeep /Py@Borre 
.2.­ Pavan Kumar Sharma [_ 

-- 
Date/ Date I Date/ Jlara: 23.07.2025 Ilara: 23.07.2025 [Iara: 23.07.2025 

Registered Of~ice: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 440 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



@es 
Dr.Reddy's W;° 

CERTIFICATE OF ANALYSTS 

CEPTHdHKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 

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

Tel : +91 90165 56001-02 

www.drreddys.com 

Product : Nise@ (Nimesulide) tablets 100 mg 
IIpon1yKT: Hai3 (MMecyI) Ta6eT, 100 Mr 
Market / PLIHOK . 

Russia / Pocc 
Batch No / 

V2501329 
Batch Quantity / 5000000 tab/ 

CepHn No 
. 

Pawep cepnu 
: 

5000000 1ra6 
Analytical Report No/  

890001823208 
Date of Analysis / 

23.07.2025 
AHaTHeeKH oTeT Ng Jara a»a.nH3a 
Date of Manufacture / 

- 

06/2025 
Date of Expiry / 

. 05/2028 
Iara npom3BoIcTBa Tote I10 

Mfg. License No. / 
MA number:/ 

II pOH3BOICTBeHHa : MNB/05/263 HoMep Py 
: J1I1-N(006398)-(PI-RU) 

JIHIIeIH3HI No 

Analysis performed according ND / AHa2H3 nIpoBeIeH Io HJI: JIII-N2(006398)-(PI-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. / 
- AHaIH3 IIO IIOKa3aTe1I0 «MHKpO6MOOTHHeCKa HHCTOTa» ID0BOIIHTCH IIpOH3BOIIHTeIeM IpH BBIIIyKe 

IIepH0IHHeCKH (C MHTpBa1OM OJIHO HCIHTaHHe Ha 20 cepH HIM He MeHee l pasad ru1). IloKa3aTe1E MOKeT 6IT He 

BKTIOHeH B CepTHbHKaT aHa13a dpMt. 

API name (INN) / HamMeoBae AC (MHH): Nimesulide / HMecyJu 
API manufacturer batch number / 

NMS/125020166, NMS/125020170, NMS/125030236 
HoMep cep mpow3Bo/wrens AC: 

FP Manufacturer API Batch number / 
HoMep cepr cy6cram npow3Bopre.n FESA00129, FESA00190, FESA00191 
FJID: 

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

IIpo3Bo2HTe1 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, 

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

JI-p Perr'c Jla6opaTOpe JIrA., HIM, IIp0H3BOIICTBeHHoe 
HaHMeOBaHe, a[peC, JIHIIeH3HM 21 

I1O1pa3Ie1eHHe-6, BM1. KXO, Hanarapx PoyI, BaJu1, 
IIpon3BocTBeHa no1a2Ia / IIou1a2Ka 

JIcTpKT CoJaH, X.II., 173205, HJ1L (IHLeH3 No 
KoTpoIH KaeCTBa / IInoIJKa BLIIIyCKa 

MNB/05/263) 

enmrks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMeaHe: IIpOIyKT C0OTBeTCTByeT Tpe6OBaHHAM HJI 3anoeHHe: OJIOEPEHO 

Prepared by/ Checked by/ Approved by: Manager/Executive / 
IIo.n:roToanetto: Shagun g IIpoBepeHo: Pravesh Rana OJ06peHo: Mee[pxep / Pyosorrenu 

" l Pavan Kumar Shanna 

1= ,,. 

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

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



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

Vil l .  Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P,, 173 205, INDIA 

Tel: : 9 1  0816$ 56001-02 

CERTIFICATE OF ANALYSIS www.drreddys.com 

C E P T H H K A T  A H A. JI H 3 A  

@es 
Dr.Reddy's W;° 

. . . .  

Product: Nise@ (Nimesulide) tablets 100 mg 
_Ipoyr: Ha3 (wecymu1) Ta6neTK, 100 Mr 
Market / PHOK Russia / Pocc» 

Batch No/ 
V2501329 

Batch Quantity/ 5000000 tab I 
CepIn N Pa3Mep cepm 5000000 1a6 
Analytical Report No/ 

890001823208 
Date of Analysis / 23.07.2025 

AHa1THHecKH oTeT No Jara aamr3a 

Date of Manufacture/ 
06/2025 

Date of Expiry/ 
05/2028 

[Iara 1po13sopcrBa Foe 110 

Mfg. License No. / 
MA number:/ 

IIpow3BOIcTBeHHaH : MNB/05/263 
HoMep Py 

: JII1-No(006398)-(PF-RU) 
JHI1CH3HS Ng 

Analysis performed according ND / AHa1H npoBeIeII nIO HI: JI1-N(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/R.U/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». 

aIOMeHHe O COOTBeTCTBHH: «HaCTOLIHM IIOJITBeDKIIaO, TO IDHBeeHHaI BIUIe HHOpMaLIMI BeTC 
JIOCTOBepHOH H TOHHOM. Ta CepH IIpO[IyKLIHH IIpOH3BeIIeHa (BKIO Ha IIaKOBKy (MapKHpOBKy) H KOHTpOI KaHeCTBa) 
Ha BEILIICYKa3aHHOH IIpOH3BO[ICTBeIIIIOY IIOLIIaJIKe (TUIOIIIa[IKaX) B IIOIHOM COOTBeTCTBHM C Tp&6OBaAHHMM IHpaBM.JI 
1rap1eKaue npOH3BOICTBeHHO IIpaKTHKH EBpa3MCKOrO 3KOHOMHeCKOTO CO03a (N GMP/EAEU/RU/00554-2022 
OT 23 MIO 2022) M Tpe6OBaHHHMH KOHTpOIR KaHeCTBa IeKapCTBCHHBIX CpeICTB, a TaKKe B COOTBeTCTBHH CO 
CIIeIIMpHKaLIHMH, CO[IepKALLIHMHCI B DeTHCTDAIIMOHHOM IIOCe CTpaHI-HMIOpTepa. 3a1MC IIO IpOH3BOIICTBy, 
IIaKOBKe H aHaIM3y IIpOBepeHI, H yCTaHOBIeHO HX COOTBeTCTBHe Tpe6OBaHHM IIpaBunt Ha/UIeamuIe 
IIpOH3BOIICTBeHHO IpaKTHKH EBpa3HfCKOrO KOHOMHHeCKOrO CO03a». 

emrire • The Product confirm to ND/ Conclusion ; APPROVED / 
IIpMeae: IIpOyKT COOTBeTCTByeT Tpe60Ba1MM HJ 3a1oeHe: OJIOPEHO 

Prepared by I Checked by/ Approved by: Manager/Executive / 
IlozroroBeo: Shagun k ­ IIpoBepeo: Pravesh Rana Ono6peo: MeHepxep / PyoBopTeL, 

� /  {  Pavan Kumar Sharma I 
- - _­ 

1­ Date/ Date/ Date/ - 

Ilara: 23.07.2025 Ilara: 23.07.2025 [Iara: 23.07.2025 

Registered Office: S-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: L851954P1984PLC004507 
www.drreddys.com 


