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CERTIFICATE OF ANALYSIS

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

yill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tei : +51 93165 560041-02

www.drraddys.com

CEPTHDHUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
IIpoayxr: Haii3® (Humecynun) tabnaerkd, 100 Mr

Market / PoiHOK . Russia / Poccns

Batch No / - V2501183 Batch Quantity / 2500000 tab /

Cepus Ne ) Pasmep cepun 2500000 Tab

Analytical Repovrt No/ 040002979165 Date of Analysis / 29.06.2025

Ananuruyeckuu oraer Ne JlaTa anajiuiza

Date of Manufacture / 05/2025 Date of Expiry / 04/2028

Jara nponsBoacTsa T'open no

Mfg. License No. / n ber: /

[pou3BoacTBeHHA : MNB/05/263 & =" . JIT-Ne(006398)-(PI-RU)
omep PY

JHIeH3una Ne

Analysis performed according ND / Anasau3 nposeaen mo HJI: JITI-Ne(006398)-(PI'-RU)-310724

Pagel of 7/ Crp. 1 u3

Ne | Test/Iloka3zarenn

Result / Pe3yabraTsl

Specification / Hopma

1 Appearance / Onucanune

Yellowish white round
biconvex tablets with smooth
surface. / bBenble ¢ KeTOBATHIM
OTTEHKOM KpYTJibie
JBOSIKOBBIIMTYKJIblE TAONETKH C
rafKko# MOBEPXHOCTHIO.

Yellowish white round biconvex tablets
with smooth surface. / bBenpe ¢
JKEJITOBATHIM OTTEHKOM Kpyriibie
JBOSIKOBBIMYKJIblE TabNETKH € rJIafKoi
MOBEPXHOCTHIO.

2 Identification /
Naentuduranus

The retention time of the main
peak in the chromatogram of test
solution corresponds to the
retention time of the main peak
in the chromatogram of
nimesulide reference standard
solution. / Bpemst ynepxuBaHus

OCHOBHOTO n1Ka Ha
XpOMaTorpaMMe HCIBITYEMOTO
pactBopa COOTBETCTBYET
BpPEMEHH YAEP>KHBaHUS
UCHUBHUI'U el Ha
XpoMaTorpamme pacTBopa
CTaHOAPTHOTO obpasua
HUMECYNH/A .

The retention time of the main peak in the
chromatogram of test solution should
correspond to the retention time of the
main peak in the chromatogram of
nimesulide reference standard solution
(section Assay). / Bpems ynepxuBaHHs
OCHOBHOrO TMHKa Ha Xpomarorpamme
HCTBITYEMOTO pacTBOpa JIOJDKHO
COOTBETCTBOBATh BPEMEHH YAEPKHBAHUS
OCHOBHOTrO IMMUKa Ha Xpomarorpamme
pacTBopa CTaHAApTHOrO obpazua
HUMECY InAd (pasaesl «Ruimyecsennue
OTIPE/ICIICHUEY).

Remarks : The Product confirms to ND/
Tpumeuanue: [Ipogykr coorBercTByeT TpeboranusmM HJJ

Conclusion : APPROVED /
3akmouenne: QJJOGPEHO

Jara: 29.06.2025

Jarta: 29.06.2025

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

IMoarotoeneno: Pravesh Rana | IIpoBepeno: Rama Kant Onobpeno: Menemxkep / PykoBoauresnb
%.ikl Q}“L['— Amit Kumar , /\/ L

Date / Date / \ Date / J

Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTUDHKAT AHAJIM3A

| Product : Nise® (Nimesulide) tablets 100 mg
Hpoayxr: Haiiz® (numecynua) tabaerku, 100 mr

Market / PeiHok : Russia / Poccus

Batch No / . V2501183 Batch Quantity / ~ 2500000 tab /

Cepus No ' Pa3mep cepun " 2500000 Tab

Analytical Repourt No/ - 040002979165 Date of Analysis/ | 29 06.2025

AHajIHTHYeCKHH oTUeT No JlaTa ananu3za

Date of Manufacture / . 05/2025 Date of Expiry / 04/2028

JlaTa npou3BoacTea Togen g0

Mifg. License No. / MA ber: /

Ilpon3BoaCTBEHHAS : MNB/05/263 H numoer: : JITI-Ne(006398)-(PI-RU)
omep PY

Juuenzusa Ne

Analysis performed according ND / Anaau3 nposenen mo HJ/I: JIII-Ne(006398)-(PT'-RU)-310724

Page2 of 7/ Crp. 2 m3

3 Average weight and
uniformity of weight /
Cpeanss macca u
OJHOPOJHOCTh MACCHI

Complies / CooTBeTcTBYET

312.3 mg/ 312.3 Mr

310 mg +5.0 %

18/20 tablets - not more than + 5 %
2/20 tablets - not more than + 10 %. /
310 Mmr = 5,0 %

18/20 Tabnerok — He bonee + 5 %

2/20 tabnetok — He 6onee + 10 %.

4 Water / Bona 27%/2.7%

Not more than 6.0 %. / He 6onee 6,0 %.

5 | Dissolution / PacTBopenue

He menee 75 % (QQ) oT HOMHHATLHOTO
coaepaxanun CiaHinN-OsS (Humecynun)

yepes 45 MUH.

Unit-1/ Ta6n.-1 93 %
Unit-2 / Tabn.-2 92 %
Unit-3 / Tabn.-3 91 %
Unit-4 / Tabn.-4 96 %
Unit-5 / Tabn.-5 93 %
Unit-6 / Tabn.-6 92 %

~J

Remarks : The Product confirms to ND/
Tpumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Checked by /
ITpoeepeHo: Rama Kant

Prepared by /
IToarorosneno: Pravesh Rana

f

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautens
Amit Kumar /\ A

Rl
Date / \

Hara: 29.06.2025

Date /
Jara: 29.06.2025

Date / (
Jlara: 29.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS www.drraddys.com
CEPTHOHUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
IIpoaykT: Haiiz® (Hnmecynpm) tabnerxu, 100 mr

Market / PoiHok : Russia / Poccus )

Batch No/ . V2501183 Batch Quantity / 2500000 tab /

Cepus Ne ' Pazmep cepun " 2500000 Tab

Analytical Report No/ . 4440079791 65 Date of Amalysis/ . 9 5 5025

AxanuTHyecKHi oTueT No JlaTa anannza

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2028

Jarta npon3BoJacTBa Togen 10

Mfg, License No. / MA —

ITpou3BOACTBEHHAS : MNB/05/263 e numoer: . JI[I-Ne(006398)-(PT"-RU)
omep PY

Junensus Ne

Analysis performed according ND / Ananus nposeaen o HJI: JIT-Ne(006398)-(PT-RU)-310724

Page3of 7/ Crp.3 u3

|

6 Related substances / Pogctennpie npHMecH
I ity A /I1 A Below LOQ (LOQ = 0.0057 %
e PHMESE /I?Iy?w QLOQ ) Not more than 0.20%; / He 6onee
bKe npepena 0.20 %
KONMUYECTBEHHOI0 onpenesenns | <> 7%
(TTKO = 0.0057 %)
Impurity B / Tlpumecs B ] Not more than 0.20%; / He 6onee
purity p 0.04 % 0,20 %;
. Not detected / He oGHapyxeHa | Not more than 0.20 %; / He 6Gonee
Impurity C/ ITpumecs C o .
0,20 %;
Impurity D / TTpumecs D Not detected / He oOHapyxeHa I(;Ig:) ;ore than 0.20 %; / He OGornee
2 07
Impurity E / Tipumecs E Not detected / He oOHapy»«eHa IJ;E) Or/nore than 0.20 %; / He 6Gonee
> 05
. Not more than 0.20 %; / He 6onee
Impurity F / IIpumecs F Not detected / He obHapyxeHa | () () o
Individual unidentified | Below LOQ (LOQ =0.0143 %) | Not more than 0.20 %; / He 6onee
impurity /  Enunununas | / Hwie npenena 0,20 %:
HEeUACHTHHUIMPOBAHHAS KOJIHHECTBEHHOTO ONPEIENIeHAs |
IIPUMECH (TTIKO =0.0143 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanne: TIpoaykT cooTBeTcTBYET TpeboBanusam HJI 3aknrouenue: OJOBPEHO
Prepared by / 7 Checked by / Approved by: Manager/Executive /
IMoarotoeneno: Pravesh Rana, ITposepeno: Rama Kant Opnobpeno: Menemxep / Py YKOBOZWTEb
) m d’d/'f Amit Kumar N
Date / Date / \ Date / '
Hara: 29.06.2025 Jara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTHOHKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
Hpoayxt: Haits® (Humecynun) tabnerku, 100 mr

Market / Poinok

Russia / Poccus

Batch No / . V2501183 Batch Quantity / 2500000 tab /

Cepusa Ne ) Pasmep cepuu 2500000 Tab

Analytical Repourt No/ 040002979165 Date of Analysis / . 90.06.2025

AbgajgurnueckHil oTyeT Ne JlaTa anannza

Date of Manufacture / 05/2025 Date of Expiry / 04/2028

Jara npousBoacTea Toxgen 1o

Mfg. License No. / MA ber: /

Ilpon3BoACTBEHHAS : MNB/05/263 = e . JITI-Ne(006398)-(PT"-RU)
omep PY

Juuensusa Ne

Analysis performed according ND / Anaymuz nposeaed nmo H/L: JITI-Ne(006398)-(PT-RU)-310724

Page 4 of 7/ Crp. 4 n3

fligfat 1111pur1tles - Cypia Not more than 1.5 %; / He 6onee 1,5 %;
npumeceit
0.04%
7 Uniformity of dosage units / The Acceptance Value (AV) should be
OaHopoaHOCTh 25 less than or equal to 15.0. / Iloxasaresns
JO3UPOBAHUSA ' npuemneMoctd (AV) nomxkeH OBITb He

oonee 15,0.

8 | Microbiological purity* / MukpoGnoJioru4yeckasi yncrora*®

a) Total Aerobic Microbial

Count / OOmee 4ucio
JKM3HECTIOCOOHBIX ad3pOOHBIX
MWKPOOPTaHU3MOB

Less than 10 CFU/g. /
Menee 10 KOE/r.

Not more than 10* CFU/g. /
He 6onee 10° KOE/T.

T

b) Total Combined Yeast and
moulds count / Obuiee yncio
INPOMOKEBBIX M TUIECHEBBIX
rpubos

Less than 10 CFU/g. /
Menee 10 KOE/r.

¢) Escherichia Coli

Absentinl g./
OtcyrcTBYyeT B 1 T,

Not more than 10> CFU/g. /
He 6onee 10> KOE/T.

Shall be absentin 1 g./
OtcytcTBUE B 1 T.

9 Assay / Kosin4ecTBeHHOE
onpejaeseHne

99.5 mg/99.5 Mr

Remarks : The Product confirms to ND/
TIpumeuanue: Ilpoaykr coorBeTcTBYeT TpeboaHusaM H/J

Conclusion : APPROVED /
3akiawuenue: OJJOBPEHO

90.0 to 110.0 mg of C3H-N-OsS
(nimesulide) per tablet. / Ot 90,0 no
110,0 mr C13H12N2OsS (numecynun)

Prepared by / 9
INoarotoeneHo: Pravesh Rana {

Checked by /
Ipoeepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauress
Amit Kumar ==

N
</

Date /
Hara: 29.06.2025

el
Date / B

Harta: 29.06.2025

Date / !
Jara: 29.06.2025

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

CIN: L85125AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS  yww.drreddys.com
CEPTHOUKAT AHAJIHM3A
Product : Nise® (Nimesulide) tablets 100 mg
ITpoaykr: Hahz® (HV(Mecymm) tabnetku, 100 mr

Market / PoiHok : Russia / Poccus |

Batch No / . V2501183 Batch Quantity / 2500000 tab /

Cepus Ne ) Pasmep cepun 2500000 Tab

Analytical Repovrt No/ . 040002979165 Date of Analysis / - 90.06.2025

AnanuTHyeckuii oryer Ne JlaTa ananusa

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2028

JaTa npon3BoacTBa T'ogen no

Mfg. License No. / IR PRl

IpousBoACTBeHHAs : MNB/05/263 e numoer: : JII-Ne(006398)-(PI"-RU)
omep PY

Juuensusa Ne

“Analysis performed according ND / Anauus nposenen mo H/L: JIII-Ne(006398)-(PI'-RU)-310724
PageSof 7/Crp.5 n3

~J

B TadJIeTKe.

10 | Packaging / YnakoBka 10 tablets in a PVC/aluminum |10 tablets in a PVC/aluminum blister. 1,
blister. 2 blisters and a package |2, 3 or 10 blisters and a package leaflet in
leaflet in a carton. / Ilo 10 |a carton./

tabnetok B IIBX/amomunnesom |ITo 10 tabnerok B I[IBX/amomuHHEBOM
6nucrepe. ITo 2 6nuctepa Bmecte | Gnuerepe. [lo 1, 2, 3 unu 10 6amncrepos
C JIMCTKOM-BKNAJpbIlIEM B MAYKY |BMECTE C JIMCTKOM-BKJIAJBILIEM B Ma4uKy
KAPTOHHYIO. KapTOHHYIO.

* _ 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. /

* _ AHanu3 o nokasateqto «MHKpoGHONOTHYeCKas YUCTOTa» TMPOBOAMTCS MNPOW3BOAWTENIEM TMPH  BBITYCKE
TepuoauYecKHy (C HHTEPBATIOM OJHO UcnbiTaHke Ha 20 cepuit win He MeHee 1 pasa B rox). IlokasaTesnb MOXKET ObITh He
sxiroueH B Ceprroukar anannza GUPMBIL.

| API name (INN) / Haumenosanune A®@C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/125020166, NMS/125020168
Homep cepuu npoussoaurenna APC:

=
FP Manufacturer API Batch number / FESA00129, FESA00131

Homep cepnn cyocranuuu npoussogurens ['JID:

API Manufactured by & country /

Hpoussoautens ADC, crpana: Aarti Drugs Limeted / Aaptn [parc Jlumuren

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpameuanne: Tlpoaykr cooTBercTBYeT Tpebosanusam HJL 3akmwuenune: OJOBPEHO
Prepared by / . | Checked by / Approved by: Manager/Executive /
TIloarorosneno: Pravesh Rana ¢ [Ipoeepeno: Rama Kant Omo6peHo: Menemxep / PykoBoauresib
@ll)\ t)l/g: Amit Kumar N L

e N —
Date / Date / \ Date / v
Jara: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851295AP1984PLC004507
www.drreddys.com




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

@
Dr. Reddy,s ‘.o. Vill. Khol, Nalagarh Read, Baddi,

Distr. Soulan, H.P.,, 173 205, INDIA
) Tel 1 +91 95166 560u01-02
CERTIFICATE OF ANALYSIS . drreddys.com
CEPTUOUKAT AHAJIH3A

 Product : Nise® (Nimesulide) tablets 100 mg o
| IIpoaykT: Haii3® (Humecynun) tabnerku, 100 mr

Market / Poisok . Russia / Poccus

Batch No/ . V2501183 Batch Quantity / 2500000 tab /

Cepus Ne ' Pa3zmep cepun © 2500000 Tab

Analytical Repovrt No/ . 040002979165 Date of Analysis / . 90.06.2025
AnanuTHYecknii oTyer Ne Jara ananusza

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2028

JlaTa npon3BoacTBA T'open no

Mfg. License No. / MA ber: /

IIponsBocTBeHHAS : MNB/05/263 s er . JITT-Ne(006398)-(PT-RU)

omep PY
JuneH3ua Ne
Analysis performed according ND / Ananuz nposeaen mo HJI: JITI-Ne(006398)-(PI'-RU)-310724

Page 60of 7/ Crp. 6 u3 7

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6,
Name, address, authorization No for FP Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)
manufacturing site / Control site / Release site / 173205, India (license No MNB/05/263) /
HaumenoBanmne, agpec, THIeH3Hs A5 H-p Pennu’c Jlaboparopuc JIta., Unaus,
IMpousBoacTeenHas muomwaaka / Ilnomanka IpouseoacTBeHHOE NMoapasaenenue-6, B, Kxons,
KOHTpOJIA KadecTBa / Ilnomanka BbImycka Hanarapx Poyn, banau, Auctpuxr Conan, X.I1., 173205,
HMuausa (nuuensus Ne MNB/05/263)

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».

3akioueHue 0 cooTBeTcTBHM: «HactofAluM st MoATBep)kAalo, YTO MpUBEICHHas Bbllle HHQOpMALKUA ABJIACTCH
JIOCTOBEPHOM M TOUHOMN. JTa cepust POAYKLHH POU3BeeHa (BKIIOYAas yIIakoBKY (MApKHPOBKY) H KOHTPOIb KaUeCTBa)
HA BBILIEYKA3aHHOW NPOU3ROCTREHHON MaoInaaKke (Mnoiasakax) R NOJHOM COOTRETCTRUM ¢ TpeboranusMu Tlpasuin
HaJnexaluell NPON3BOACTBEHHOMN npakThHku EBpasuiickoro skoHomuueckoro cotosa (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) u TpeOGOBaHHAMH KOHTPOJIS KadyecTBa JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBHH CO
crieliiUKAIUSIMU, COACPXKALIMMHCS B PETHCTPALIMOHHOM [IOCHE CTpaHbI-UMIIOpTEpa. 3alHCH MO NPOU3BOACTBY,
yIIAKOBKE M aHaIM3y [POBEPEeHbl, M YCTAaHOBJNEHO HMX cooTBercTBHe TpeboBanusM IlpaBun Hamnexameh
NPOU3BOCTBEHHOM NMpaKTHKH EBpasuiickoro SKOHOMHHECKOIO COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpiameuanue: TlponykT cooTBeTcTBYET Tpeboranusm HJJ 3axmoyenne: OIOBPEHO
Prepared by / /| Checked by / Approved by: Manager/Executive /
IMoarororneHo: Pravesh Rana ,K [Ipoeepeno: Rama Kant Opnobpeno: Menemxep / PykoBogurens
__ @A\ld— Amit Kumar P
B e /\ —
Date / Date / L Date / !
Hara: 29.06.2025 Jara: 29.06.2025 Hara: 29.06.2025

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: L85125AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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CERTIFICATE OF ANALYSIS  www.drraddys.com
CEPTHOUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg

IpoayxT: Haiiz® (Hnmecynym) tabnerku, 100 mMr

Market / Poinok . Russia / Poccus

Batch No/ . V2501183 Batch Quantity / 2500000 tab/

Cepust Ne ' Pa3mep cepun " 2500000 Tab

Analytical Repog't No/ - 040002979165 Date of Analysis / . 20.06.2025

AnanutHyeckuii oTyer Ne JlaTa apanusa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2028

JaTa npousBoacTBa I'onen no

Mfg. License No. / o ber: /

IIpouzBoacTBeHHaAs : MNB/05/263 H R : JIIT-Ne(006398)-(PI"-RU)
omep PY

JHueH3us Ne

Analysis performed according ND / Ananns nposeaen no HJL: JITI-Ne(006398)-(PI'-RU)-310724

Page 7 of 7/ Crp. Tu3 7

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanue: [Ipoaykr cootBercTByeT TpeboBanuam HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pravesh Rana { [TporepeHo: Rama Kant Opnobpeno: Menemxep / P{KOBO}IHTGJ’[B
) ' Amit K .

b |smiiome X
Date / Date / i Date / J
Jara: 29.06.2025 Jara: 29.06.2025 Jata: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




