
Product : Nise® (Nimesulide) tablets 100 mg 
IIpoI1yKT: Hai3 (HMecyJI) Ta6n1eTKM, 100 Mr 
Market / PLIHoK Russia / PoccH 

Batch No/  
V2501425 

Batch Quantity/ 2500000 tab I 
Cepun Pa3Mep cep 2500000 1ra6 

Analytical Report No/  
890001823205 

Date of Analysis/ 
23.07.2025 

AHa.IHTHeeKHi oTeT No [aTa aan3a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
)Iara npo3BopcTBa Tone 20 

Mfg. License No. / 
MA number: I 

II po3BOIICTBeHHa2H : MNB/05/263 
HoMep PY 

: JII1-N(006398)-(PF-RU) 
JHIeH31 N? 

Analysis performed according ND / AHa91I3 pOBeIeH IO H/I: JIII-N(006398)-(PT-RU)-310724 

6 1 1 f 6  /  C  P  

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Vi l l .  Chol, Nalagarh Road, Baddi, 

Distt. Solan,  H .P. ,  173 205, IND IA  
-  +  e t + + u l  f­ 

t e l ;  1 2 L  0 1 0  u± u, 

CERTIFICATE OF ANALYSIS www.drreddys.com 

CEPTHHKAT AHAJIH3A 

es 
Dr.eddy's W;° 

age 0 Tp. H3 
.N2 Test / IIoa3are1 Result / Pe3y.JTaT1 Specification / HopMa 

1 Appearance /Omcae Yellowish white round biconvex Yellowish white round biconvex tablets 
tablets with smooth surface. I with smooth surface. I Bente C 
BeIe C KeITOBaTIM OTT&HKOM KeITOBTIM OTTeHKOM KpyJute 
KDyTJIEIe IBOKOBBIIyVKJIIe JIBOHKOBEIITyVKJIIe Ta61eTKH C r1a,[IK0f 
Ta61eTKM C DJ1aJIK0% IIOBeDXHOCTIO. 
IIOBepXHOCTIO. 

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

MJeTbHKa1 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 m the chromatogram of 
the chromatogram of nimesulide nimesulide reference standard solution 
reference standard solution. I (section Assay). / BpeMI yJIepKHBaHHI 
BpeM yIIepKMBaHHH OCHOBHOrO OCHOBHOTO IIHKa Ha xpoMaTorpaMMe 
IHKa Ha XpOMaTOrpaMMe HCIIITyeMOTO pacTBopa JIOJTKHO 
HCIIEITyeMOTO pacTBopa COOTBeTCTBOBaT BDeMCHH yJIeDHKHBaHHH 
cooTBeTCTByeT BpeMeHM OCHOBHOTO I1MKa Ha XpoMaTorpaMMe 
yJIepKHBaHHI OCHOBHOTO IIHKa Ha pacTBopa CTaHJIpTHOTO 06pa3ua 
XpoMaTorpaMMe pacTBopa HHMecyJIM/Ia (pa3pen1 «KOeCTBeHHoe 
UTUJIUpTIUTU o6puuu OHp/I01III1u)). 
HMMeCyJJHIIa. 

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

uniformity of weight / 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeame: IHpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax0eMe: OJIOBPEHO 

Prepared by / 

2 
Checked by / Approved by: Manager/Executive/ 

IloJroTOBIeHO: Shagun IlpoBepeHo:Praverana O,n:o6peHo: MeHe,n:)l(ep / b1TeJ1b 
% Pavan Kumar Sharma z 

..,::: 

·-- Date/ Date/ Date/ 
f  

Iara: 23.07.2025 Ilara: 23.07.2025 [Iara: 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: LS51954P1984PLC0041507 

www.drreddys.com 



Product : Nise@ (Nimesulide) tablets 100 mg 
IIpoyR: Hai3 (HHMecyJI1) Ta6eTKH, 100 Mr 
Market / PHoK Russia / Pocc 

Batch Nol 
V2501425 

Batch Quantity / 2500000 tab/ 
Cepus N? Pa3Mep cep 2500000 ra6 
Analytical Report No / 

890001823205 
Date of Analysis / 

23.07.2025 
AHa1HTHYecKHii oTeT N [Iara aan13a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
[Iara 1po3Bop1cTBa Foe /10 

Mfg. License No./  
MA number:/ 

IIpo3BoIcTBeHa : MNB/05/263 
HoMep Py 

: J1I1-N(006398)-(PF-RU) 
JIeH3H N 

Analysis performed according ND / AHa1H3 nIpOBeIeH no H/I: JIII-N2(006398)-(PF-RU)-310724 

2 6 2 f 6 / C  P  

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

Vi l l .  Khol, Na lagarh Road, Baddi, 

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

T e l :  +91 9816b 00UI-U4 

CERTIFICATE OF ANALYSIS www.drreddys.com 

CEPTHHKAT AHAJIH3A 

es 
Dr.eddy's W:;° 

age 0 Tp. H3 
Cpepm Macca u 3 1 0 . 1  mg/ 310 . 1  Mr 18/20 tablets - not more than± 5 % 
O[IHOpOIHOcT MaCCI 

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

3 1 0 M r  ±  5 , 0 %  

18/20 Ta6eTOK - He 6oee ± 5 % 

2/20 Ta61eTOK He 6on1ee ± 10 %. 

4 Water / Bop1a 2 . 6 %  Not more than 6.0 %. / He 6onee 6,0 %. 

5 Dissolution / PacrBopeHHe Unit-1/ Ta6n.-1 9 6 %  He MeHee 75 % (Q) OT HOMHHaIBHOTO 

Unit-2/ Ta61.-2 9 9 %  
co/epan CH+NO,S (Mecynm) 
Hepe3 45 MHH. 

Unit-3/ Ta6n1.-3 9 7 %  

Unit-4/Ta61.-4 101 % 

Unit-5/ Ta61.-5 9 7 %  

Unit-6/ Ta61.-6 98 % 

6 Related substances / PopcrseIe npHMeCH 

Impurity A /  IIpMeeL A 
Below LOQ (LOQ = 0.0057 %) / Not more than 0 .20% ;  I  He 6on1ee 
He npeIIea KOJIHHeCTBCHHOO 0 ,20% ;  
onpeIeIeHHA (TIKO = 0.0057 %) 

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

0 .02% 0,20% ;  

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeame: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax.moee: OIOEPEHO 

Prepared by/  u.' Checked by I Approved by: Manager/Executive/ Toiroroaeno: Shaun 5 ITpoBepeHo: Pra:11 Rana Ono6petto: Mette)1>Kep / Py� Pavan Kumar Sharma 
Date/ Date/ Date/ Jlara: 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 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



s 

Dr.Reddy's ;° 
Dr. Reddy's Laboratories Ltd 

Formulat ion Unit-6 
V i l l .  Khol, lalagarh Road, Badi, 
Distt. Solan, H.P., 173 205, INDIA 

i e l .  +51 9516 56001-02 

CERTIFICATE OF ANALYSIS www.drredys.com 

CEPTMHKAT AHA.J1H3A 
Product : Nise® (Nimesulide) tablets I 00 mg 
IIpo1yK1: Ha3 (HHMeCyJ1MI1) Ta61eTKM, 100 Mr 

Market / PIO Russia / Poccs 

Batch No/ 
V2501425 

Batch Quantity I 2500000 tab/ 

Cepn No Pa3Mep cep 2500000 Ta6 

Analytical Report No/  
890001823205 

Date of Analysis / 
23.07.2025 

AHa.nIHTHecKHii oTeT N Iara aa13a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
JlaTa npo3Bo/IcTBa FoJIe I10 

Mfg. License No. / 
MA number:/ 

II po3BO/ICTBeHHaH : MNB/05/263 
HoMep Py 

: J1I1-6(006398)-(PF-RU) 
JIHIIeH3H1 Ng 

Analysis performed according ND / AHa1I3 IpOBeICH I1O HJI: JIII-N2(006398)-(PI-RU)-310724 

Impurity C /  IIpMee C 

Impurity D /IIpwec D 

Impurity E / IlpMecs E 

Impurity F / TlpMecL F 

Not detected / e o6napyea 

Below LOD (LOD = 0.0049 %) / 
Hwe npeIIe1a O6Hap yKeHH 

(ITO = 0.0049 %) 

Not detected / He o6HapyKena 

Not detected / He o6apyxeHa 

Page 3 of 6 / C r p .  3  13 6 

Not more than 0.20 %; I He 6o1ee 
0,20 %; 

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

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

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

Individual unidentified 
Below LOQ / Hwe npenena 
KOJIMHeCTBeHHOTO OIIpeIIeIeHHH 

0 .02% 

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

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

impurity / EJHHa 
HeHJICHTHpHLIHDOBaHHa 
IpHMeCE 

Total impurities / CyMMa 
npMee 

7 Inifarmity af dosage units / 

OJHOpOJIHOCT 
II03HpOBaHHH 

1.5 

The Acceptance Value (AV) should be less than or equal to 1 5 . 0 . /  IloKa3are1 IIpHeMIeMOCTM (AV) JOIKeH 6IT He 60nee 15,0. 
Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilpeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHAM HI 3a1oeHe: OJIOBPEHO 

Preparaby/ ,s' Checked by/  Approved by: Manager/Executive / IloJroTOB1eHO: Shagun ITpoBepeHo: Praves:zana O,uo6peHO: MeHe,u)Kep I P�bem, Pavan Kumar Sharma ­ 

·--- Date/ Date/ Date/ 
f  

Jlara: 23.07.2025 JlaTa: 23.07.2025 J[ara: 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 

CIN:  L85195AP1934PLC004507 
www.drreddys.com 



Product : Nise (Nimesulide) tablets 100 mg 
IIpoyr: Ha3@ (HMecyJ) Ta6neTK, 100 Mr 
Market / PHO Russia / Pocc 

Batch No/ 
V2501425 

Batch Quantity / 2500000 tab / 
Cepa N? Pa3Mep Cep 2500000 ra6 
Analytical Report No/  

890001823205 
Date of Analysis / 

23.07.2025 
AaIHTMecKHi oTer Ng Iara aan3a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
JI[ara 1po3Bop1cTBa FoJIeH /10 

Mfg. License No. / 
MA number:/ 

IIpo13Bo/IcTBeHHa : MNB/05/263 
Howep PY 

: J1I1-N6(006398)-(PI -RU) 
JIHIIeH31H Ng 

Analysis performed according ND / AHa13 npoBeIe 10 HI: JIII-Nh(006398)-(PF-RU)-310724 

4 6 4 f 6 / C  p  

Dr. Reddy's Laboratories Ltd. 

Formulat ion Unit-6 

Vi l l .  Khol, Na laga rh  Road, Baddi,  
Distt. Solan, H.P., 173 205, INDIA 

T e l :  +91 98166 56001-02 

CERTIFICATE OF ANALYSIS www.drreddys.com 

CEPTHHKAT AHAJIH3A 

es 
Dr.eddy's Y;° 

age 0 Tp. H3 
8 Microbiological purity / MupooorwecKa cTOTa 

a) Total Aerobic Microbial NA Not more than 10 CFU/g. / 
Count I O6Lee HHCJ1O He 6onee 10' KOE/r. 
KM3HeCIIOCO6HIX a9po6HIX 
MHKpOOpTaHH3MOB 

b) Total Combined Yeast and NA Not more than 10 CFU/g./ 
moulds count / O6Lee He1o He 6oee 10 KOE/r. 
JIp0KKeBIX H IIJICHeBIX 
rpH6OB 

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

9 Assay / KoecrBeoe 98.5 mg/ 98.5 MT 90.0 to 1 1 0 . 0  mg of CHN»O3S 
om peperee (nimesulide) per tablet. / Or 90,0 210 

1 10 ,0  Mr CH±NO,S (HMMeCyJ1ID 
B Ta6neTKe. 

10 Packaging / YnaKoBKa 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 1n a carton. I Ilo 10 a carton./ 
Ta6J1CTOK B [IBX/AOMHIIHeDOM Ilo 10 Ta6nOTOIK D IIBX/a1IOMIIIMeBOM 
61cTepe. Ilo 3 6McTepa BMecTe c 6nMcTepe. Ilo 1 ,  2, 3 10 6cTepoB 
JIHCTKOM-BKIa,JIBILIIeM B IIaHKy BMCCTe C JIHCTKOM-BKIaJIBILLIeM B IIaHKy 
KapT0HHyIO. KapTOHHVIO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHAM HJI 3axmnoee: OJIOPEHO 

Pe»are»! a9 Checked by/ Approved by: Manager/Executive / 
Ilo�roTOBnetto: Shagu� IlpoBepeno: Pravesh Rana O,JJ,o6petto: Mette,JJ,)Kep I PyK�O�ITTeJrb 

1 Pavan Kumar Sharma ± 

­ Date/ Date/ Date/ - 

Jlara: 23.07.2025 Jlara: 23.07.2025 [Iara: 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, Email :  mail@drreddys.com CIN: L85195AP1984PLC004507 www.drreddys.com 



Page 5 of 6 /Crp .  5  13 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 IIOKa3Te1O «MHKDO6HOIOTHeCKaI HHCTOTa» IIpOBO[ITCH IIDOH3BOITeIeM IDH BIIIyCKe 
IIepHOJIHHeCKH (C MHTepBa1OM OIIHO McnITaHHe Ha 20 cep IM He MeHee l pa3a B ro1). IloKa3aTeIE MOKeT 6IT He 
BKJIOeH B CepTpKaT aHan3a pHpMI. 

Product: Nise® (Nimesulide) tablets 100 mg 
IHpoy1: Hai3 (HHMeCyJ1MI1) Ta6J1eTKM, 100 Mr 

Market / PLIHOK Russia / Poccw 

Batch No/ 
V2501425 

Batch Quantity/ 2500000 tab I 
Ceps N Pa3Mep cep 2500000 ra6 

Analytical Report No/  
890001823205 

Date of Analysis / 
23 .07.2025 

AHaHTMecKMi oTeT N [lara aan3a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
Iara 1po3Bo[IcTBa Foe /0 

Mfg. License No./  
MA number:/ 

IIpo3BOICTBeHHaH : MNB/05/263 HoMep Py 
: JI1-N6(006398)-(PI-RU) 

JIIIICH3HI .No 

Analysis performed according ND / Ama1I3 npoBeIeH no HI: JIII-N2(006398)-(PF-RU)-310724 

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

Vi l l .  Khol, Na lagarh Road, Baddi ,  

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

Tel : +91 916 600l-04 

www.drreddys.com CERTIFICATE OF ANALYSIS 

CEPTHHKAT AHAJIH3A 

­ Dr.Reddy's Y;° 

API name (INN) / HaMeoBae ADC (MHH): Nimesulide / HMecynI 

API manufacturer batch number / 
NMS/125030238, NMS/125030240 

HoMep cep npo3Bouren1s ADC: 

FP Manufacturer API Batch number / 

HoMep cep cyocranu npow3Bore1 FESA00 192, FESA00 193 

FJIb: 

API Manufactured by & country I 
Aarti Drugs Limeted / Aapr lpare JIMreI1 

IIpo3BoTe.J AC, crpaa: 

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

Name, address, authorization No for FP 
ViIl. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 1 73205, 

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

JI-p Pe/1'c Jla6opaTOpHc JITI1., HHp, Ilpo3BOICTBeHHoe 
HaHMeoBae, a[peC, JIIe3H JI1 

nonpaneneHe-6, BHI1. Kxon, Hanarapx Pov, Bai, 
IpOH3BOICTBeHHa IIJIOIIaJIKa / HnO1a/Ia J[cTpHKT CO1aH, X.II., 173205, HHJ1MA (J1ILIeH3M No 
KoHTpo.IH KaecTBa / IInoua/Ka BmnyCKa 

MNB/05/263) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3ax/oee: OJIOBPEHO 

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

Ilorroroeo: Shagun s' ITposepetto: Pravet Rana O.n.o6petto: Mette.n.)l(ep / Plno,1u1rem, 
� Pavan Kumar Sharma fz 

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

Tel: +91 40 1900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 
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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». 

3aKJIOMOHHe O COOTBOTCTBHH: «HaCTOHIIHM IIOJITBeDKJIaO, HTO IIDHBeJIeHHa BIIIIe MHpOpMaLIM BITCH 
JIOCTOBepHO H TOHO. OTa CepH IpOIyKII IpO3BeIeHa (BKIOHaI yIaKOBKy (MapKHpOBKy) M KOHTpO1 KaeCTBa) 
Ha BBIIIIeVKa3aHHOH IIpOH3BOJICTBeHHOH IIJIOILIaJIKe (ILIOIIIaJIKaX) B IIOIHOM COOTBeTCTBHM C Tpe6OBaHHM IHpaBI 
Ha1eKaue npO3BOJICTBeHHO IpaKTHKH EBpa3MCKOTO KOHOMHHeCKOT O CO103a (N GMP/EAEU/RU/00554-2022 
OT 23 MIO11 2022) Tpe6OBaHHIMH KOHTpOIH KaHeCTBa JIeKapCTBeHHEIX CpeICTB, a TaKKe B COOTBeTCTBHH CO 
CIIeIIHpHKaLIHIMH, COJI€pKaLIIHMHCH B DeTHCTpaLIMOHHOM IIOCe CTpaHBI-HMnopTepa. 3anMCH IO IpOH3BOICTBy, 
yIaKOBKe M aHaIH3y IIpOBepCHI, H yCTaHOBIeHO HX COOTBeTCTBHe TpeOOBaHHM IHpaBn Hau1eKauIef 
IIpOH3BOJICTBCHHOH IIDaKTHK EBpa3fCKOrO KOHOMHHeCKOTO O03a». 

Dr. Reddy's Laboratories Ltd. 

Formulat ion Unit-6 

Vi l l .  Khol, Na lagarh Road, Baddi ,  

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

Tei : +91 96165 56001-02 

www.drreddys.com CERTIFICATE OF ANALYSIS 
CEPTHHKAT AHAJIH3A 

as 
Dr.Reddy's W;° 

Product: Nise® (Nimesulide) tablets 100 mg 
IIpo1(yKT: Hai3@ (HMMeCyJIHI1) Ta6eTKM, 100 Mr 
Market / PIHOK Russia / PoccH 

Batch No/ V2501425 
Batch Quantity / 2500000 tab I 

Cep No Pa3Mep cep 2500000 ra6 
Analytical Report No / 890001823205 

Date of Analysis / 
23.07.2025 

AHa.nIHTMecKHi oTeT [Iara anan3a 
Date of Manufacture / 

07/2025 
Date of Expiry / 

06/2028 
Jara npo3Bo/IcTBa Foe /10 

Mfg. License No./  
MA number: I 

II po3BOICTBeHHaI ; MNB/05/263 
HoMep PY 

; J1I1-N(006398)-(PF-RU) 
JIHIIeH3H .No 

Analysis performed according ND / AHa13 npoBeeH no HI: JIHI-N2(006398)-(PIT-RU)-310724 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax.moee: O/IOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / Ilo.nroTosnetto: Shaguup--- TTpoBepetto: Praves�Jana O,uo6petto: Mette,u)Kep / P19so,u11TeJ1b Pavan Kumar Sharma l 

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

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Emai l :  mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 


