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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
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IMpoaykT: Haii3® AxTuBrenb (HUMeCYIHA) Telib AN HAPYKHOTO puMeHenus, 1 %, 20 r

Market / Poinok

: Russia / Poccus

Batch No. / . V260172 Batch Quantity / . 58,302 units /

Cepus Na ) Pasmep cepuu " 58,302 enunun
Analytical Repovrt No./ . 040003303193 Date of Analysis / . 27.02.2026
AHanuTHyeckHii oTueT No JlaTa aHanu3a

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npou3BoacTBa T'onen no

Mfg. License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
nuueHsus Ne

Analysis performed according ND / Auanu3s nporenen mo HJI: JITI-Ne(001336)-(PI'-RU)-090625

Pagelof 6/ Crtp.1u3 6

No / ; :

No Test / Iloka3zaresnnb Result / PesyabTar Specification / Hopma

1. Description / Onucanune Homogeneous, transparent, pale- Homogeneous, transparent, colorless to pale-
yellow gel with characteristic odor / yellow gel with characteristic odor /
OnHOpOIHBIH [IPO3paYHbIN Teiib OmHOpOAHBI  Mpo3pauyHblfi  reib  OT
0J1eIHO-KENITOT0 LIBETA C OecLBETHOTO 10 OJNEIHO-XKENTOro LBETa C
XapaKTEPHBIM 3aMaX0M XapaKTepHBIM 3aM1aXOM

2, Identification / UnenTudukauus

HPLC / BOXX The retention time of the main peak in | The retention time of the main peak in the

the chromatogram of test solution
corresponds to the retention time of the
main peak in the chromatogram of
nimesulide reference standard solution.
/ BpeMs yoepXHUBaHHA OCHOBHOTO
MHUKa Ha XpOMaTorpaMMe HCIbITYeMOro
pacTBopa  COOTBETCTBYET BPEMEHU
YAEP)KUBAHUS OCHOBHOIO IMKa Ha
XpoMaTtorpaMme pacTBOpa
CTaHIapTHOro 00pa3lia HUMECYIHA.

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 ynep>kKMBaHMA OCHOBHOTO IHKa Ha
XpOMaTOrpamMMe UCIBITYEMOT0 pacTBopa

JIOJIKHO COOTBETCTBOBATD BpEMEHH
yIOEpXXHBAaHUA  OCHOBHOIO  MHKa  Ha
XpoMaTorpaMMe pacTBopa CTaHAApPTHOTO
obpasua HUMeCYIHAA (paznen

«KonuyecTBEHHOE OnpeieIEHUEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IMpumeuanne: Ipoaykt coorsercTByeT TpeboBanusM HJL 3akawuyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosneto: [Mpoeepeno:Rama Kant ||[Tpoepero (AOK): ||OnoGpeno: Obecneuenue kauecrsa/OTBETCTBEHHOE
Pravesh Rana { Amit Kumar JIMLIO: LO‘EB

Date / Date / Date / Date / . — 2 2

Jara: 27.02.2026 Hara: 27.02.2026 Jlara: 27.02.2026 Jara: 2221 s

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIU3A

Tel : +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, | %, 20 g
IMpoaykT: Haiizs® Axrusrens (HuMecynna) refb 1js HapykHOro npumenerus, 1 %, 20 r

. Lduse -
WwWW O TTUaySOnT

Market / PbiHok

: Russia / Poccus

Batch No. / . V260172 Batch Quantity / . 58,302 units /

Cepus Ne k Pasmep cepun " 58,302 enuHuLl
Analytical Repovrt No./ . 040003303193 Date of Analysis / . 97.02.2026
AHaJIUTHYECKHH oTyeT No JlaTa aHaju3a

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

Jlara nponssoacTea Topen 1o

Mfg. License No. /

IIponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
auueH3ns Ne

Analysis performed according ND / Auanun3 nposenen no HJL: JIN-Ne(001336)-(PI'-RU)-090625

Page2 of 6/ Crp.2 u3 6

UV spectrophotometry / Y®-

UV absorption spectrum of the test

UV absorption spectrum of the test solution

cnexmpogomomempus solution has absorption maximum at | should have absorption maximum at
397+5 nm. / Y®-cnektp normouleHus | 397+5nm. / VY®-cnextp norioueHus
UCILITYEMOTO pacTBopa UMeeT | HCIBITYEMOr0 pacTBOpa [HOJDKEH UMeTb
MaKCUMYM MOTJIOLIECHUS npy | MakCUMyM rnorjouieHus npu 39745 M.
39745 um.
3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cooTBeTcTBUM C
Macca coaepiKHMoro TpeboBanusamu ' PO
YNaKOBKH
4. pH 3.18 2.5t04.5/0t12,5 104,5

5. | Viscosity / BaskocTb

982.8 centipoise / 982,8 cantumnyas

400 to 1,200 centipoise /
Ot 400 no 1200 canrunyas

6. | Impurities / IIpumecn

I ity C/ Not more than 0.50 % /
: mpurity -
& Ipumecs C Not detected / He o6HapyxeHa SEGOTRRED o
Not more than 0.50 % /
I oD/ He 6onee 0,50 %
i, 1f -pusily Not detected / He obHapyxeHa
[pumecs D

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Npoaykr coorsercTByeT TpeGopanmsam H]J 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: [Tposepeno:Rama Kant  ||[Iposepeno (AOK): |[Ono6peno: Obecneuenne kauecTsa/OTBETCTBEHHOE
Pravesh Rana { dd_ Amit Kuma:p/ \ TTHLLO: /7 ()
'
Date / Date / Date / ) Date / v )
Jara: 27.02.2026 Hata: 27.02.2026 Hara: 27.02.2026 Jara: 29@ Cal 26

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHUOHUKAT AHAJIM3A

Tel : +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IMpoaykt: Haiiz® AkTUBrenb (HUMeCYIMA) refb U HAPYKHOTO MpuMeHeHHd, 1 %, 20 r

] d.d "
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Market / PoiHOK : Russia / Poccus

Batch No. / . V260172 Batch Quantity / . 58,302 units /

Cepus No ) Pa3mep cepuu © 58,302 enuuuy
Analytical Repovrt No. / . 040003303193 Date of Analysis / . 27.02.2026
AHaJIUTHYECKHUIT oTueT No JlaTa ananu3za

Date of Manufacture / . 02/2026 Date of Expiry/ . 01/2028

JlaTta npou3BoAcTBa T'oaex no

Mfg. License No. /

[IpousBoacTBeHHAsA : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
auueH3nsa Ne

Analysis performed according ND / Anann3z nposened mo HJI: JIIT-Ne(001336)-(PT'-RU)-090625

Page3of 6/ Ctp.3 36

. | Any other impurity /

Not more than 0.50 % /

Cymma npumecei

0.04 %
Jiobas mpyras npuMech He 6o1ee 0,50 %
iv. | Total impurities / 0.1 % Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity* / Mukpo6uonoruyeckas yucrora*

i. | Total Aerobic Microbial Count NA Not more than 10> CFU/g / o
/ Ob1ee yucno a3pobHBIX He 6onee 10? KOE/r
MHUKPOOPTaHU3MOB
ii. | Total Combined Yeast and NA Not more than 10' CFU/g
mould count / O6uiee yucio He 6onee 10! KOE/T
JPOMOKEBBIX M IJIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBue B 11
iv. | Staphylococcus aureus NA Should absentin 1 g/

OTtcytcTBHE B 1 T

8. | Assay/KonuuecTBeHHoe onpeneaeHue

Remarks : The Product confirms to ND/
[pumeuanne: lpoaykt coorsetcrayet Tpebosanusym HJT

Conclusion : APPROVED /
3aknwuienne: OJJOBPEHO

Prepared by /
[ToaroToBieHo: ;

Checked by /
ITporepeno:Rama Kant

Checked by (AQA) /
I[Tposeperio (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecrieuenne Kaqecmmemmeuuoe

Pravesh Rana u/&_ Amit Kumar JIHLO: " .
Date / Date / Date / i Date / :
Tara: 27.02.2026  ||ara: 27.02.2026 Tlata: 27.02.2026  ||/1ara: VLI 2220204

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

AARAALLAL leee delue somn
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IpoayxT: Haii3s® AkTuBresb (HUMECYIML) rellb Ul HApPYKHOTO npumeHenus, 1 %, 20 r

Market / PbIHOK

: Russia / Poccus

Batch No. / . Batch Quantity / . 58,302 units /

Cepus Ne 5 V250172 Pasmep cepuu " 58,302 eqnHnn
Analytical Repovrt No./ . 040003303193 Date of Analysis / . 27.02.2026
AHaJTUTHYECKHH oTYeT No JlaTa anajanza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npoH3BOACTBA Topeu no

Mfg. License No. /

Ilpon3eoacTBeHHas : MNB/05/263 MA number: / Homep PY : JI[1-Ne(001336)-(PT-RU)
JIMLeH3us Ne

Analysis performed according ND / Auasiuz nposeaer mo HJI: JITI-Ne(001336)-(PI'-RU)-090625

Page4 of 6/ Ctp. 4 u3 6

Nimesulide /
Humecynun

9.97 mg /9,97 mMr
(99.7 %)

9.0 mg to 11.0 mg of C;3H12N20sS
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 Mr no 11,0 mMr C;3H2N2Os8
(nnmecynun) (ot 90,0 % no 110,0 % ot
HOMUHAJILHOTO colepkaHmus) B 1 T rens

9. | Dimethyl sulfoxide /
JAumertuicyiabdorena

101.6 %

90% to 110% of CoHsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C2HsOS
(mumeTunCcynb(hOKCUI) OT HOMHHAILHOTO
copepIKaHus

10. | Package / YnakoBka

20 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / ITo 20
r B Ty0y U3 JNaMHHUPOBAHHOTO
ANFOMUHUA, CHAOXKEHHYI0O MeMOpaHOH
JUsL  KOHTPOJIA TEpPBOTO  BCKPBITHSL.
Kaxnyio Ty0y BMecTe ¢ MHCTpyKUHEH
00 MeIULHHCKOMY MPUMEHEHHIO
MOMEILAOT B Ta4Ky KapTOHHYIO.

20 g, 50 g or 100 g in a laminated aluminum
tube  equipped with  tamper-evident
membrane. FEach tube and a patient
information leaflet in a carton. / ITo 20 1, 50
r unu 100 r B Ty6y 43 NaMUHUPOBAHHOTO
ANOMUHUA, CHAOXKEHHYIO MeMOpaHOi mns
KOHTpOJIsl neproro BekpeiTus. Kaxayio Tyoy
BMECTE C MHCTPYKLMEH MO MEAULMHCKOMY
INPUMEHCHHUIO  TOMEILAIOT B Mauky
KapTOHHYIO.

*The parameter may not be included in the manufacturer's Certificate of Analysis. The manufacturer guarantees
the quality of the product for these parameters.
*[Toka3aTe/lb MOXKET OTCYTCTBOBATH B cepTHdHKaTe aHaIn3a npouspoauTens. [IpouseoguTes b rapaHTHpYeT
Ka4yecTBO NMpenaparta 1o 3THM T0Ka3aTesIsiM.

Remarks : The Product confirms to ND/
IMpumeuanne: [Ipoayxr coorBercTByeT TpedosaHuam HJ|

Conclusion : APPROVED /
3akarouyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[TonrorosneHo: I[Tposepeno:Rama Kant [|TIposepeno (AOK): ||Onobpeno: Obecneuenne kauecrsa/OTBeTCTBEHHOE
Pravesh Rana Amit Kumar JIHLO: 0 ll

Date / ' Date / Date / _

Tlata: 27.02.2026  ||/Tara: 27.02.2026 Tata: 27.02.2026  ||Jlara: 28022024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, Indie

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIW3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IMpoaykT: Haif3® AxTuBrens (HUMeCynun) refb JUIsi HAPYXKHOrO npuMeHenns, 1 %, 20 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V260172 Batch Quantity / . 58,302 units /

Cepus Ne ) Pa3mep cepun " 58,302 enunun
Analytical Rep()j‘t No./ . 040003303193 Date of Analysis / . 27022026
AnanuTuyeckuii otuer Ne JlaTa aHa/iu3a

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npousBojacTBa T'open g0

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHueH3Hs1 No

Analysis performed according ND / Ananus npoeeaen no H/I: JITI-Ne(001336)-(PI"™-RU)-090625
PageSof 6/ Crp.5u3 6

API name (INN) / HaumenoBanne A®C
(MHH):
API manufacturer batch number /

Nimesulide / Humecynun

Homep cepuu nponspoautesi AQC: e
FP Manufacturer API Batch number /
Howmep cepuu cy6cTaHUMU NPOH3BOAUTESA FESA00645

JI@:
API Manufactured by & country /
IIpoussoantennr ADC, cTpaua:

Aarti Drugs Ltd., India /
Aaptu parc Jita., MHaus
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No

Name, address, authorization No for ~ FP

manufacturing site / Control site / Release site /
HaumeHoBaHue, aapec, JTHLEH3UsS AJIA
IpousBoacTBeHHan niomwagka /

MNB/05/263) /
J-p Pernn’c JlaGoparopuc JIta., Unaus, [Ipou3zBoacTBEHHOE
noxpazaenenne-6, Bunn. Kxons, Hanarapx Poyn, bagnu, uctpuxt Conas,

X.I1., 173205, Uuaus (JTuuen3us 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 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».

3ak04ueHHe 0 co0TBeTCTBHH: «HacTOsALIMM s NOATBEPXKAAND, YTO NPUBEACHHAs Bblle HHQOpMaLHA ABJISETCS AOCTOBEPHOM U
TOYHOH. DTa cepus NPOAYKLHU IpoU3BENEeHa (BKJIOYAs yIMakoBKy (MapKHUpPOBKY) M KOHTPOJIb Ka4yecTBa) Ha BbILIEYKA3AHHOH
NpOU3BOACTBEHHOH Momanke (JUI0IAAKAX) B TIOJIHOM COOTBETCTBMU ¢ TpeboBaHusAMU [TpaBui Haanexaliel MpoOU3BOACTBEHHON
npakTUKU EBpasuiickOro 3KOHOMUUYECKOTO COK3a M TpeOOBAaHUSMHM KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPENCTB, a TAKKE B
COOTBETCTBUHM €O clieLU(PUKALMAMH, COAECPKALUUMUCS B PETUCTPALIMOHHOM J0ChE CTPaHbl-UMIIOpTepa. 3anucH Mo NPOU3BOCTRY,

Remarks : The Product confirms to ND/
IMpumeuanne: Ipoaykt coorsercrayer Tpebosannam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[loaroToBneHo: [Tposepeno:Rama Kant |{[Tposepeno (AOK): [|Onobpeno: Obecnevenune kauyectra/OTBETCTBEHHOE
Pravesh Rana 3 \).lk‘ Amit Kumar TIKLO: /%% ) ﬁ

Date / Date / . Date / ' Date / , Q=202
JlaTa: 27.02.2026 Jlara: 27.02.2026 Jara: 27.02.2026 JlaTa: o

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laborateries Ltd.

@o ) .
Formulation Unit-6
9 [ }
Dr’ Reddy S ‘ .. Vill. Kho!, Nalagarh Road, Baddi,
' CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTHOUKAT AHAJIN3A el :+9198166 56001-02

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoaykr: Hait3® AkTusrens (HUMeCYnA) refb Al HAPYXKHOTO npuMeHenus, 1 %, 20 r

Market / Poinox : Russia / Poccus

Batch No. / . V260172 Batch Quantity / i 58,302 units /

Cepus Ne Paszmep cepuu 58,302 equnui
Analytical Repovrt No. / . 040003303193 Date of Analysis / . 27.02.2026
AHaUTHYECKHH oTHeT Ne Hata anaausa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npou3BOACTBA T'oneH no

Mfg. License No. /

IMpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT™-RU)
JHLUeH3Hus1 Ne

Analysis performed according ND / Ananus nposeaex no HJI: JITI-Ne(001336)-(PT'-RU)-090625
Page 6 of 6/ CTp. 6 u3 6

YNAaKOBKE M aHAIW3y NPOBEPEHBI, M YCTAHOBICHO MX COOTBETCTBHE TpeboBaHusM Ilpasun Hajnexaileii NpoM3BOACTBEHHOM
npaxkTuku EBpa3zuiickoro 3k0HOMHUYECKOTO COK03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [poaykr coorsetcTByeT Tpebosaruam HJI 3akmouenne: OAOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IloaroToBneHo: [Mposepeno:Rama Kant |[[Tposepeno (AOK): ||Onobpeno: Obecneuenne kauecTsa/OTRETCTBEHHOE
Pravesh Rana Amit Kumar ( JTHLLO: @‘)\QS
r—/ i
Mo P
Date / Date / ] Date / . Date /
Tata: 27.02.2026  ||Tata: 27.02.2026 Tlata: 27.02.2026 || Mlara: L€ D204

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com





