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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel - +91 98166 56001-02
wwaw.arreddys.com

[Product : Nise Activgel (nimesulide) gel for cxternal use, 1 %, 50 g

;M: Haiis® AKTHBremnb (HUMECYIUA) rens Wi HapY#KHOro npumenenns. 1 %,

50r

Market / PbIHOK : Russia / Poccus

Batch No. / A0 Batch Quantity / ~23444.0 units / —u, "
Cepus Ne ’ Pasmep cepun * 23444.0 equHnL, e _
Analytical Report No. / . 390001834650 Date of Analysis / . 05.09.2025

AHajIHTHUecKuii oTyeT No Jlata aHanuza

Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027

Hara npou3soacTBa TConeH o

Mfg. License No. /

IIpouseoacrBeHnas : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI™-RU)

Jauvuensis Ne e

Analysis performed according ND / Anaaus nposesen no HJI: JITI-Ne(00 ISS&)-(?F—RU)—{W}ES

| No/

Page 1 of 6/ Ctp. 1 n3 6

in the chromatogram of test solution
corresponds to the retention time of
the main peak in the chromatogram
of nimesulide reference standard
solution. / Bpems yAepKMBaHUA

OCHOBHOIO MHKa Ha
Xpomarorpamme HCIIBITYEMOTO
pPacTBOpa COOTBETCTBYET BPEMEHH
YAEPXKHBAHUA OCHOBHOTO [HKA Ha
XpoMmaTorpaMme pacteopa
CTaHIapTHOTO obpasua
HUMECYJIHAA.

the chromatogram of test solution should
correspond to the retention time of the
main peak in the chromatogram of
nimesulide reference standard solution
(seclion Assay). / Bpems yuepxkuBaHus
OCHOBHOI'O MMHKa Ha XpoMmaTorpamme

HCOBITYEMOTO  pactBopa  JOJDKHO
COOTBETCTBOBATE BpEMEHH
yAepP>KUBAHHA OCHOBHOIO THKa Ha
XpoMaTorpamMme pactBopa
cTaHmapTHoro obpasua HUMecyiuaa
{paznen «KonuwectsenHoe
onpeaeneHHeN).

Ne ( Test / IlokazaTens Result / Tesynbrar Specilicalivn / Hopma |
1. Description / Omucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
| / OHOPOAHLIH MPO3pauHbIf ek OpHopofHBIH MpO3pauHbll renp  OT
! 61eAHO-XKENTOrO LBETA C GecugeTHOro 0 6CAHO-XENTOro LBETa
| XapaKTepHbIM 3aM1axoM C XapaKTepHbIM 3aMaxoM
22 Identification / UnenTnguxauns
HPLC / BOIKX The retention time of the main peak | The retention time of the main peak in

l[conclusion : APPROVED /

Remarks : The Product confirms to ND/
Mpumeyanne: [IponykT cooTBeTCTBYET Tpefonanuam HII 3armouenue: OQJOEPEHO
Prepared by / Checked by / Checked by (AQA) /  ||Approved by: Quality Assurance/Authorized
Mozroroeneno: Pravesh TMposepeno: Pardeep  ({TTposepeno (AOK): person / Onobpeno: ObecneveHue
Rana f Kumar Amit Kumar kawecTBa/OTBETCTBEHHOE IHLLO:

. A, ' 2

¢ / ; = ( \ S
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Date / Date / Date / Date / o‘?rcﬂ = Lo
Hara: 05.09.2025 Hara: 05.09.2025 Jlata: 05.09.2025 Jara:

Registered Office: §-2-337, Road No. 3, Bznjara Hills, Hyderabad - 50002+,

4, Telangana, India

Tol: +91 46 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

@c .
Dro Red dY,S ‘;. vill. Khol, Nalagarh Road, Baddi,

Distt. Soian, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1¢f: +91 98166 56001-02
CEPTHUOUKAT AHAJIU3A WAL ArTedays,com

[Product : Nise A_ctivgel (nimesum)g_cl for external usej 1%,50¢g e |

Tipoaykr: Ha#s® Aktusrens (HiMecynn) refb i HapywHoro apumenenys, 1 %.50r |
Market / PoiHOK : Russia / Poccust |
Batch No. / . vakoslo Batch Quantity / 23444.0 units / —
Cepus No e Pd3mep cepuu * 23444.0 eannuy

Analytical Repo_rt No./ . 890001834650 Date of Analysis / . 05.09.2025

AHanuTHYecKHii oTyeT Ne JlaTa aHa/Iu3a

Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027

JaTa npoH3BOACTBa ~ |Fonen 1o il |

Mfg. License No./

IHpou:monc'n;enHzm : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)

| muuen3ns Ne -

| Analysis performed according ND / AHanu3 nposeaeH no HJI: JII-Ne(001336)-(PT-RU)-090625
Page2 of 6/ Ctp.2 H3 6

UV specirophoiomeiry / | 17V absorplion spt:ul.rum_nr the fest | TIV. ahsomtion specirim of the test |
Y®-cnexmpoghomomempus | solution has absorption maximumat | solution should have absorption
397+5 nm. / V®-cnextp | maximum at 397+5nm. / Y®-cnextp
NOraomeH!s UCIIBITYEMOTO | MOTJIOUIEHMs WCTIBITYEMOTO  pacTBOpa
pacTBopa HUMeeT MAaKCHMYM | OOJIkeH UMeThb MAaKCHMyM MOTJIOIIEHHUS
' norsouweHus npu 39745 um. npy 397+5 HM.
3. | Weight of package |_ Slg/Slr According to Rus. Ph. / B cooTBeTcTBHM
contents / Macca | | ¢ TpeboBanuamu 'O PO
COEPIKHMOr0 YAKOBKH |
4, |pH s 324 25t045/012,5004,5
5. Viscosity / Bazxocts ~ 973.4 centipoise / 400 to 1,200 centipoise /
973.4 canrunyas Ot 400 go 1200 canTunyas
6. | Impurities / ipumecn
T, Impurity C / | Not detected / se oGHapyxcHa Not more than 0.50 % /
[Ipumecs C He 6onee 0,50 %
ii. | ImpurityD/ Below LOD (LOD =0.02 %)/ | Not more than 0.50 % / B
ITpyumecr D Husxe npeaena o6Hapyxenus (II0 | He 6onee 0,50 %
=0.02 %)
Any other impurity / i 0.03% Not more than 0.50 % /
iii. | Jlo6as apyras npuMecs He Gonee 0,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooTseTcTBYET Tpebopannsm HJI 3aknoueHre;: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/  ||{Approved by: Quality Assurance/Authorized
[loarorosnero: Pravesh [poeepeno: Pardeep  ||[Tposepeno (AOK): person / Opobpeno: Obecneuenue
Rana Kumar Amit Kumar xauectea/OTBETCTBEHHOE JIKLIO!
Z cf/-—“ . \ _// Q}
il i
Date / Date / ‘ Date / Date /
Jate. —Lo
Hara: 05.09.2025 Tara: 05.09.2025 Tata: 05.09.2025 Tara: OG0

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hydcrabad - 50003+, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s ‘;‘

;T_'rod_uc_r: Nisc Activgel (nimesulide) gel for external use, 1 %, s0g
\Opoaykr: Haits® AKTHBreN (HHMECYHR) reNb A5 HAPYAHOro npumenenud, 1 %, 50 r Sl |

CERTIFICATE OF ANALYSIS

CEPTHOHRAT AHAH3A

Market / PoiHOK

: Russia / Poccusa

Dr. Reddy's Laboratories Ltd
Formutation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei : +91 98166 56001-02
wiww.drreddys.com

Batch Quantity /

23444.0 units /

‘HpOHSBOACTBeHHaﬂ
JHueH3us Ne

-\ Batch No. /
Cepusa Ne =200 Pazmep cepis * 23444.0 eauHnL -
A i ) i
nalytical Report No. / . 890001834650 Date of Analysis / . 05.09.2025
Aunagntruyeckhrii oTyer No i Hara ananusa = .
Date of Manufacture / . 08/2025 Date of Expiry / . 072027
Jata npon3BoOACTBA ol Tonex a0
Mfg. License No. /
: MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI'-RU)

IAnnlvsis performed according ND / AHanu3 mpoBexeH 1o

" [Nimesulide /
Humecynup

9.82 mg / 9.82mr
(98.2%)

HIL: JII-Ne(001336)-(PT-R11)-090625

' 9.0mgto 11.0 mg of CisHi2N20sS

Paged of 6/ Ctp. 413 6
]
{(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 mr po 11,0 mr C13H2N20sS
(numecynun) (ot 90,0 % n0 110,0 % ot
HOMMHANEHOTO COiepXanus) B 1 rrens |

9. | Dimethyl sulfoxide /
AumernacynbporeH

100.7 %/ 100.7 %

90% to 110% of C2HsOS (dimethyl
sulfoxide) of label claim /

0190 % 0o 110 % C;HeOS
(aumeTtuncynsdhokcHa) oT
HOMHHANBHOrO COACPXKaHUs

10. |Package/ YnakoBka

50 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / Ilo
50 r B TyOy M3 TaMMHHPOBAHHOIO
ASIIOMUHMYSA, CHabeHHYIO
MeMOpaHO# Ans KOHTPOJIA EPBOTO
BekpbiTHa. Kancyio Ty6y BmecTe ¢
HHCTPYKLMEH IO MEIWUHHCKOMY
NpUMEHEHHIO MOMEAIOT B Mauky
KAPTOHHY!O.

20 g, 50 g or 100 g in a laminated
aluminum tube equipped with tamper-
cvident membrane. Each tube and a
patient information leaflet in a carton. /
Ho 20 r, 50 r win 100 r B TYOy u3
JIAMUHHPOBAHHOTO ANIOMUHUA,
cHafxeHHY0 MeMOpaHOH MU KOHTPOJIS
nepsoro BckphiTHi. Kaxayio Ty6y
BMECTE € HHCTpYKLME no
MEAULUHCKOMY MPUMEHEHHIO
MOMELIAKOT B [AYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpuneuanne: [ponyxr coorsercrayer 1pebopanuim HJ| Sarsnouenne: OJOBIEHO
Prepared by / Checked by / Checked by (AQA)/  ||Approved by: Quality Assurance/Authorized
[MoaroTopnetio: Pravesh INposepeno: Pardeep  [[[Tposepero (AOK): person / Onobpeno: Obecneuenue
Rana , Kumar Amit Kumar KauecTea/OTBETCTREHIOL STHO: 4/(
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Date / Date / Date / Date / L'y L
Jwra: 05.09.2025 Iara: 05.09.2025 Hara: 05.09.2025 Jlara: B/! O ’Ocr L

CIN: L35195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s “:’

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1.i: 101 98166 56001-02

CEPTUDPUKAT AHAJIM3A wyav.drredays.com

'Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

\Opoaykr: Haits® Axrvierent (iiMecynum) remh AnA HAPYKHOTO Mpuverenia, 1%, 50r -

Market / PuinoK ¢ Russia / Poccus

Batch No. /. ey Batch Quantity / © 23444.0 units / i
Cepus Ne i Pasmep cepuu * 23444.0 egpHuL

Analytical Repourt No./ . 890001834650 Datc of Analysis / . 05.09.2025

AHannTHueckuii oTyer Ne Jara ananausa

{Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027

)»}Iara _NpOM3BOACTBA o Toneu Ao -

|Mfg. License No. /

IIpouzeoAcTBEHHAA : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT-RU)
NHHeH3HA No i

Analysis performed according ND / Ananus nposenen no HJI: JITI-Ne(001336)-(PT" -RU)-090625

Page3of 6 /Ctp.31m3 6

Count / Ob1ee uucio
] a3pobHBIX MHKPO-
OpraHH3IMOB [

iv. | Total impurities / 0.1% | Not more than 1.50 % /
Cymma npumeceit He 6onee 1,50 %
=l Microbial purity* / MHKpOﬁHOT]Ol"H‘;eCKaﬂ YHCTOTA* -
i. | Total Aerobic Microbial NA Not more than 10? CFU/g /

He 6onee 102 KOE/r

" ii. | Total Combined Yeast and NA
mould count / Obuwee uncno
,Lll.lU)lUl\UUbh‘L 11 tUIvuULIvBLLA

rpubos
ill. | Pseudomonas aeruginosa NA
iv. | Staphylococcus aureus NA

Not more than
He 6omee 10' KOE/r

Should absentin 1 g/
OtcyrcTBue B 1 1

Should absentin 1 g/
OtcyrcTBue B 1 1

10'CFU/g  /

8. Assay / KonnuecTBenHoe onpegesienne

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumesanne: [TpoayKT cooTBeTCTRYET TpEOOBaHHAM H]T 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) /  ||Approved by: Quality Assurance/Authorized
Ioxroropnexo: Pravesh  ||[Iposepeno: Pardeep  ||[[Tposepeno (AOK): person / Onobpeno: Obecnedenue
Rana / Kumar Amit Kumar rauecTRA/OTEETCTREHHOE JIULO:

4 l‘ i wt

e N
/ { (\\ }\}’,
» S 7
Date / Date / Date:/ Date /
—v

Hra: 05.09.2025 Hara: 05.09.2025 JlaTa: 05.09.2025 Hara: 0 Qf gl O’ 5

Registered Office: $-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telcrigana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L853:95AP1984PLCO04507

www.drreddys.com




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

. @
Dr. Red dy S L] Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 7o : 491 98166 56001-02
CEPTH®UKAT AHAJIM3A www.drreddys.com

_i_i’rodu_ctﬁlise Activgel (nimesulide) gel for external use, 1 %, 50 g
| Hpoayxr: Hait3® Akrusress (HuMecyun) reib ML HApYKAOTO MpuMenenid, 1 %, 50 r =2 —

Market / PoiHokK : Russia / Poccus

Batch No../. N sl " [Batch Quantity./  23444.0 units/ TR E
| Cepus Ne e d L _ |Pasmep cepun * 23444.0 equnny

Analytical Report No. / . 890001834650 Date of Analysis / . 05.09.2025

AnanuTHuecKUE oTYeT No Hara avanmaa Il T
Date of Manufacture / . 08/2025 Date of Expiry/ . 07/2027

Jara npoussoacTaa .- Topeu o

Mifg. License Na. /

{IIponsBoacTBEHHAA : MINB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT-RU)
JtHneHsnst Ne i = | ]

Analysis performed according ND / Auaans nposeaest no HJI: JITT-Ne(001336)-(PT-RU)-090625 ] -

Page50f 6/ Crp. 513 6

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*TloKa3aTe/lb MOXET OTCYTCTBOBATD B cePTHPRKATE aHAIH3A Npon3BoxuTes. [IpoH3BOAKTED
rapaHTHpyeT Ka4eCTBO NPenapara no 3THM NMoKazaTe M.

| ml:ne (INN) / Haumenopanne AQC Nimesulido / Heneoynaz |
API manufacturer batch number / T

_Homep cepn npoussoanTean APC:
¥P Manufacturer API Batch number /

Homep cepHH cy6cTaHNHH BPOH3BOIHTENH FESA00311

TJId:

API Manufactured by & country / Aart1 Drugs Ltd., India /
ITpoussoautens ADC, crpana: Aapta Hparc Jiyr., Maaus

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

Name, address, authorization Nofor  FP | “\p1 o5 poad Baddi, Distt. Solan H.P. 173205, India (license No

;nanufacturmg site / Control site / Release site MNB/05/263) /

HanmeHOBanHe, A1Pec, THIH3HST 111 J-p Pepau’c Jlaboparopuc JIta., Unaus, [IpousBoacTBEHHOE

R e Sl nonpasqeneﬂne-6, Buwnn. Kxone, Hanarapx Poyn, bannu, Jluctpukt
PO g Conan, X.I1., 173205, Mrmus (Jluuensus 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

Remarks : The Product confirms to ND/ 1 Conclusion : APPROVED /
Tipnmeyanne: TINOTYKT CONTRETCTRYET TReOoRAHNAM HI Zawioucrine; ONOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
Monrotoesncno: Pravesh IMposepeno; Pardeep  ||TIposepeno (AOK): person / Omo6peno: Ofecrieuetre
Rana Kumar Amit Kumar | kavectsa/OTBETCTBEHHOE Juo:

f Qg/’: NS — ‘%QV

- ‘ ] r(/

Date / Date / Date / Date / PR l/‘;/
Hara: 05.09.2025 Hara: 05.09.2025 JHara: 05.09.2025 Mara: k] t

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
® . Fermulation Unit-6
ﬂ ! ‘.. vill. Khol, Nalagarh Road, Baddi,
0 r° Reddy S 'Q Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1| : +91 98166 56001-02
CEPTUO®UKAT AHAJIM3A  www.drreddys.com

[Product : Nise Activgel (ﬁimcgulid_c) gel for external use, 1 %, 50 g '
TMpoaykr: Halis® AKTuBrens (HUMeCyIia) redb IIS HAapYKHOTO NPUMCHEHU, 1 %, 501 R !
|

Market / PeiHok : Russia / Poccna

Batch No. / _72507_10 Batch Quantity"/— . 23444.0 units / s - .
Cepus Ne ) Paimep cepuu * 23444.0 enuHuIL

Analytical Repo:‘t No./ . 890001834650 Date of Analysis / . 05.00.2025

AHauTHYCCKKI 0TYeT No Jarta aHanu3a . T by BENEN
Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027

JlaTa nponssoacTBa - Foaen g0

Mfg. License No. / : .

I1pouseoncTBEHHAA : MINB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PT-RU)

Jnuensus Ne | — . S
Analysis performed according ND / Ananus nposesen no H/I: JITI-Ne(001336)-(PI-RU)-090625

Page 6 of 6/ CTp. 613 6

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 establishedy.

3aKII09eHHe 0 COOTBeTCTBHH: «HaCTOSIMM 5 NOATBEPIK/IAIO, YTO [IPHBEACHHAS BHIIE HHGOPMANUs IBASECTCS
JOCTOBEPHON M TOYHOU. DTa Cepusi MPOAYKUMH IPOM3BEACHA (BKIIOYAs YIAaKOBKY (MapKupOBKY) K KOHTPOIb
KadecTBa) HA BBINCYKA3aHHOM IMPOM3BONCTBEHHOM IIomanke (IUIOLG[Kax) B IOJHOM COOTBETCTBHH C
TpeboBanuamu [IpaBuiI HamIeXalleH NPOH3BOACTBEHHON MPAKTHKY EBPasHHCKOTO 3KOHOMHHYECKOI'O COXO3a H
TpeGOBaHHUAMH KOHTPOJIA KaUeCTBA JIEKApCTBEHHBIX CPEICTB, 4 TAKXKE B COOTBETCTBHUH CO crenupUKanusIMH,
CONEPAAMUMUCS B PETHCTPALEOHHOM JJOChe CTPAHEI-UMIIOPTEPA. 3AIIHCH IO IIPOU3BO/ICTBY, YIIAKOBKE 1 aHAIIU3Y
NPOBEPEHLL, U YULAHUBIEHU HX CUULBEICI8UE 1pe0usatmsm Hpasi najicnameit TpoHIBoACTOCIION pAICTHIGE
ErpasuBAcKoro SJKOHOMUUYECKOIO COKI3a%,

Remarks ; The Product confirms to ND/ Conclusion : APPROVED /
Hpumenanne: lpogykr co0TsCTCTBYCT TpeBoBaHuaM [1]] Zawsivenne: OTOBPEHO
Prepared by / Checked by / Checked by (AQA)/  ||Approved by: Quality Assurance/Authorized
[onrorosnesno: Pravesh Iposepeno: Pardeep [fposepeHo (AOK): person / Opo6peno: Obecrneuenne
Rana /‘ Kumar Amit Kumar wauecTsa/OTRETCTBEHHDE JILO:

d Qf/ f ‘ uw

“ ik Q }?

Date / Date / Date / Daie / N oY 20 2
ITara: 05.09.2025 Iara: 05.09.2025 Iiara: 05.09.2025 Nara:

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




