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D Reddy's l.apboratories itd
Formulation Unit-6

Vil dhol, Mealagarh Roacl, Baddi,
CERTIFICATE OF ANALYSIS S oo
e - - CEPTUDUKAT AHAJIM3A o
' Product: Nise® (Nimesulide) tablets 100 mg
 Hpopyxr: Haiiz® (aumecynun) tabnetku, 100 mr = =
| Market / Pbinok Russia / Poccus
Batch No/ Batch Quantity/ 2500000 tab /
Cepust Ne stg% - Pa3mep cepun 2500000 Tab
Analytical Repo‘f't No/ 040003013911 Date of Analysis / 26.07.2025
AHaHTHYeCKHt oTueT Ne JlaTa anaaH3a - -
Date of Manufacture / 07/2025 Date of Expiry/ . 06/2028
/JlaTta mpon3BoACTBa I'ogen no —
Mfg. License No./ MA ber:/
TIpon3BoACTEEHHAs : MNB/05/263 - S . JITT-Ne(006398)-(PT"-RU)
omep PY
JHnen3usa Ne !

Analysis perform_ed according ND / AHanu3 nposeaen no HJL: J]]I-N9(006398)-(Pl“-i1U)-310724 |

Page 1of 7/CTp.11m37

Ne | Test/IlokazaTenanb

1

Appearance/- Onucanne

Result / PeyabTaTh

Spec_iﬁcation / Hopma

Yellowish white round
biconvex tablets with smooth
surface. / Bejble ¢ kenTOBATHIM
OTTEHKOM KpYTJibie
JBOSKOBBIYKJIbIE TaOIETKH C
[JIaIKOH MOBEPXHOCTHIO.

Identification /

HNpentuduxanns

The retention time of the main
peak in the chromatogram of test
solution corresponds to the
retention time of the main peak
m the chromatogram of
nimesulide refierence standard
solution. / Bpems ynepxupanus

OCHOBHOTO [MKa Ha
XpOMaTOrpaMMe HCIIBITYEMOro
pacTBOpa COOTBETCTBYET
BPEMEHHU YAEP>KHBaHUA
OCHOBHOI'O nMKa Ha
XpoMaTorpamMmme pacTBopa
CTaHIAPTHOrO obpazua
HUMECYINA.

| pacTBOpa

Yellowish white round biconvex tablets
with smooth surface. / Dbenpe ¢
JKEJITOBATHIM OTTEHKOM Kpyribie
JBOSIKOBBIMYKJIbIE TabNEeTKH C TJiajKou
NOBEPXHOCTHIO.

The retention time of the main peak in the
chromatogram of test solution should
correspond to the retention time of the
mam peak m the chromatogram of
nimesulide reference standard solution
(section Assay). / Bpems ynep:kuBaHuUst
OCHOBHOI'0 IIMKa Ha XpOMaTOrpaMme
UCTIBITYEMOTO pacTBopa TOJKHO |
COOTBETCTBOBATH BPEMEHU yACPIKHUBAHH L
OCHOBHOTO TIHKa Ha XpOMaTorpamme
CTaHIapTHOTO obpasiia
HuMecymaa (pazaen «KomuvecTBeHHOE
OTIPEACIICHHEN ).

Remarks < The Product confirms to ND/
IIpumeuanue: [Ipogykr cooTseTcTBYET Tpeboanuam HJ|

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by /
IMToarorosneno: Pravesh Rana

Checked by/
[Ipsepao: Rama Ka nt

o

Approved by: Manager/Executive /
Ono6peso: Menemxep / Pyi(eBOHI/ITeJ'IL
Amit Kumar

— I
—

Date/
Jara: 26.07.2025

Date/
Jara: 26.07.2025

Date/
Jata: 26.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabed - 500034, Tielangana, India
Tek +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mailmdrreddys.com

CliN: LB5195AF1854PLCE0450Y

wwew.drreddys coni




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

Di. Reddy's Laboratories Ltc.
Forraulation Unit-6
il khal, Melagarh Road, Baddi,
Ciste, Solon, H.F, 173 205, INDIA

@ Q1.5 SO0 02

dys.com

- "~ CEPTH®UKAT AHAJIM3A e —
Product: Nise® (Nimesulide) tablets 100 mg
Ipoxykr: Haiiz® (Humecynua) Tabnetky, 100 mr )

Market / Poinox : Russia / Poceus - =
Batch No/ V2501488 Batch Quantity/ 2500000 tab /
Cepus Ne Pa3mep cepuu 2500000 Tab
Analytical Repovrt No/ . 040003013911 Date of Analysis/ | 26.07.2025
Anajantuyeckuii oruer Ne Jara anajn3a
Date of Manufacture/ . 07/2025 Date of Expiry / 06/2028

JaTa npouzBoacTaa TI'ogen go Bl
Mfg. License No./ MA ber:/

MpouzsoacTBensas : MNB/05/263 & L : JITI-Ne(006398)-(PI"-RU) |

omep PY

JiMneH3usn Ne I _ —

| Analysis performed according ND / Ananus nposegen mo HJI: JIII-Ne(006398)-(PT-RU)-310724

Page 2 of 7/ Ctp. 2 3

3 | Average weight and  Complies / COOTBeTCTTye_T 1310 mg:b_S.O_EA)
ussrmif o yeighs 310.8 mg/ 310.8 Mr 18/20 tablets - not more than 5 %
Cpeausn macca u
OJHOPOAHOCTH MACCHI 2/20 tablets - not more than+ 10 %. /
310 Mmr +£5,0%
18/20 TabneTok — He GoJiee = 5 %
| 2/20 tabnerok — He 6onee £ 10 %.

4 Water / Bona 2.5% 1 2.5 % Not more than 6.0 %./ He 6onee 6,0 %.
I!_5 Dissolution / PacTBopeHue Unit-1/ Ta6n.-1 94% He menee 75 % (Q) oT HOMHMHAJILHOrO
| 9

Umit3/ Ta6no 96% copepxkanust CisH;pN2OsS (aumecynun) |
yepe3 45 MUH.

Unit-3/ Ta6a.-3 98 %

Unit-4/ Tabn.-4 98 %%

Unit-5/Ta6n.-5 100 %

Unit-6/ Tabn.-6 96%

Remarks 1 The Product confi rms to ND/
Ilpumeuanne: IIponykT cooTsercTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmwouenne: OJXOBPEHO

Checked by/
IIpoeepeno: Rama Kant

e

Prepared by /
[Toarorosneno: Pravesh Rana

{

Approved by: Manager/Executive /
Oaobpeno: Menemkep / PykosoauTesb
Amit Kumar A - N

J =

Date/ !
Jara: 26.07.2025

Date/
JaTa: 26.07.2025

Date/ v

Hata: 26.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ‘,‘."

CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIM3A

| Product: Nise® (Nimesulide) tablets 100 mg
Hpoaykr: Haiiz® (numecysma) tabnerky, 100 mr

| Market / PuiHox : Russia / Poccus e
Batch No/ ) Batch Quantity / 2500000 tab /
Cepus Ne g V2501439 Pasmep cepuir "~ 2500000 Tab
Analytical Repovrt No / . 040003013911 Date of Analysis / . 926.07.2025
AHanuTHYeCKKH oTYeT Ne JlaTa aHaJIH32
Date of Manufacture / . 07/2025 Date of Expiry / - 06/2028
Jara npou3BoacTBa T'ogen o e
Mfg. License No./ MA ber:/
Ipon3BOACTBEHHAS : MNB/05/263 HOM:“'I‘,‘y”- : JITI-Ne(006398)-(PI"-RU)
Juuensusa Ne 2

| Analysis performed according ND / Ananu3 nposegex mo HJI: JITI-Ne(006398)-(PT-RU)-310724
Page 3 of 7/ C1p. 3 m3

6 Related substances / PoxcrBemble npamecH

Impurity A / Ilpumecs A ] Below LOD (LOD= 0.0019 %) / Not more than 0.20 %; / He 6onee
Hwxe npepena obnapyxenus (I10= 0.20 %:
| 0.0019%) s

Impurity B / [lpumecs B 0.03 % Not more than 0.20 %; / He 6onee
| 0,20%;

Not more than 020 %; / He Gonee

i Not detected / He 06 Ha
Impurity C/ Hpumecs C ctecte CEOOHADNIKG 0,20%:

Not more than 0.20%; / He 6onee
Below LOD (LOD = 0.0049 %)/ 0.20%:
Huxxe npenena obHapyxenus (I10 : \

I ity D /I1 D
mpurity puMech  0.0049%)

Not more than 020 %; / He 6onee
Not detected / He oOHapy>xeHa 0,20%;
Impurity E / [Tpumecs E

Not detected / He o6HapysKeHa Not more than 0.20 %; / He O6onee

Impurity F / IIpumecs F 0,20%;
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykt cooTsercTBYeT TpeboBanuam HJ 3akmouenne: OJOBPEHO
Ptepared by/ f | Checked by/ Approved by: Manager/Execulive/
[Moarorosneno: Pravesh Rana .- IIpoBepeno: Rama X?_agn Ono6peno: Menemxep / Pykoeogurens
' Amit Kumar A
Date/ Date/ ' Date/ i
Hata: 26.07.2025 Jara: 26.07.2025 Jarta: 26.07.2025
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -500034, Te langana, India

Teb +01 40 1900 2900, Fax: +91 40 3900 2929, Email; mail@drieddyscom
CIN: L851S5AP1984PLCTO4507
vw wvdnedd ys.com
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) ‘4'. Formulation Unit-6
Dr.Reddy’s "o

~3

Fip, 173 205, INDLA
CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A —
| Product : Nise® (Nimesulide) tablets 100 mg _|
HDOIIVKT thi 3® ( Hnmecynuﬂ) Tabnetky, 100 mr - |
Market / Puitok : Russia / Poccus - B |
Batch No/ . V2501488 Batch Quantity / 2500000 tab /
| Cepusi N - Pasmep cepuu 2500000 Tab
Analytical Repovrt No/ . 040003013911 Date of Analysis / . 26.07.2025
AnanuTHYecKuii oryer Ne JlaTa anannsa i
.' Date of Manufacture / - 07/2025 Date of Expiry / - 06/2028
Jara npou3BoacTBa I'ogen o
Mfg. License No./ e e
IIpou3BOACTBEHHAS : MNB/05/263 L : JITT-Ne(006398)-(PT"-RU)
Homep PY
JIMUEH3HA Ne
_Analysis performed according ND / Anasns nposegen mo HJI: JIT-Ne(006398)-(PT'-RU)-310724
Page 4 of 7/CTp. 4 u3
Individual unidentified | 0.03% '
impurity / EnunuyHas
He MAeHTH(HLHMPOBAHHA S Not 0rnore than 1020 % / He Gones
NpUMech 0,20%;
: " =
| atel 1r£1p writics . Cypina 0.03% Not more than 1.5 %; / He 6onee 1,5 %; |
npuMeceit
7 | Uniformity of dosage units/ The Acceptance Value (AV) should be
OpHopoaHOCTH 36 less than or equal to 15.0. / [NokazaTenn
JO03UPOBAHUS : npuemaeMocTd (AV) momxeH ObITH He
| 6ornee 15,0.
1
8 | Microbiological purity* / Mukpo6uoioruueckaa 4acrora*
a) Total Aerobic Microbial NA Not more than 10° CFU/g. /
Count / OG6mee uHciO He 6onee 10° KOE/T.
AUZHECTIOCOOHBIX a3pOOHBIX
MHKpOOpPTraHH3MOB
b) Total Combined Yeast and NA Not more than 10° CFU/g. /
moulds count / Obuee yucno He 6onee 102 KOE/T.
OpOMOKEBBIX M IJIECHEBBIX
rpubos
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cooTreTcTBYET TpeboaHusaM HJT 3akmiouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pravesh Rana - [1posepeno: Rama Kant Onobpeno: Menemxep / PykosoauTeis
Amit Kumar /\
Date/ Date/ { Date/ ;
Hata: 26.07.2025 Harta: 26.07.2025 Hara: 26.07.2025
Registered Office: $-2-337, Road No, 3, Banjaia Hills, Hyderabad - 500034, Te langana, India

Tel: +91 40 4900 2900, Fax: +91 -0 1500

wwiv.arreddys.con




Dr.Reddy’s ‘_’:‘

CERTIFICATE OF ANALYSIS

Di. Reddy's Laboratories Ltd,
Fomiulation Unit-6
Witk

fh 2

CEPTHOUKAT AHAJIFBA

Product: Nise® (Nimesulide) tablets 100 mg

Market / Pbivok

Mpoayxr: Haitzs® (numecymin) Tabneria, 100 mr

Russia / Poccus

Batch No/ Batch Quantity / 2500000 tab /
| Cepusa Ne i Paszmep cepuun © 2500000 tad =
[Amlydcaki Beport Nol' = o mnnennso DasciokAndlySiN = o6 gronps
AHagHTHYeCKHH o0T4eT Ne Jdara ananunsa |
e e , |
Date of Manufacture / - 07/2025 Date of Expiry/ 06/2028
JlaTa npounsBojcTBa I'ogen o )
Mfg. License No./ . e
Ipon3BoACTBEHHASE : MNB/05/263 i e : JITT-Ne(006398)-(PT-RU)
omep PY
JuneHsna Ne

;ﬁlal__vsis performed according ND / Anasim3 npoBeged 1o HJI: JIII-Ne(006398)-(PT-RU)-310724

¢) Escherichia Coli

Page S of 7/ Crp. 5 m3

~2

onpeneicHHe
|

10 | Packaging / YnakoBka

9 Assay / KosmmuecTBeHHOE

NA ~ Shall be absent in 1 g. /
Otcytcteue B 1 T.
— i 99.7 mg /99.7Mr 900 to 110.0 mg of CHpN,OsS

10 tablets in a PVC/aluminum
|blister. 2 blisters and a package
leaflet in a carton. / Ilo 10
| Tabnetoxk B I1IBX/antoMuHHuEeBOM
| 6aucrepe. Ilo 2 6mcTepa BMecTe
C JIMCTKOM-BKJIAJBIIIEM B MAUKy
KapTOHHYIO.

(nimesulide) per tablet. / Ot 90,0 mo
110,0 mr Ci3H1z2N>OsS  (Humecynva)
B TabJIETKE.

10 tablets in a PVC/aluminum blister. 1,

2, 3 or 10 blisters and a package leaflet in
a carton. /

ITo 10 tabnetok B [IBX/amomuHuesom
6mmctepe. Ilo 1, 2, 3 wm 10 Gmuctepos
BMECTE C JIACTKOM-BKJIAJIBILIEM B Ma4Ky
KapTOHH YIO.

l

* - The test for Microbiological Purity is periodically performed by the manufacturer at release (with an interval of one
test per 20 hatrhes ar at least nnee per year) The test may he ahsent from the Company's certificate of analysis /
* - AHanuz no nokazatemo «MukpoOHonoruyeckas 4HCTOTa» NPOBOJUTCS MNpPOM3BOAUTENEM TPH BbIMYCKE
MEPUOANUECKH (C MHTepBaJIOM OJHO UclbiTaHue Ha 20 cepuii WM He MeHee 1 pa3a B rop). [lokazaTenb MOKeT ObITH He

BrmoueH B CepTugukaT aHanmm3a GUPMBL.

Remarks < The Product confirms to ND/

IIpumeuanne: Ilponykt cooreeTcTBYeT TpeboBanusM HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Piepated by /
IMogrotosneno: Pravesh Rana

{

Checked by /
ITposepeno: Rama Kant

i

Appoved by: Manager/Executive/
Onobpeno: Menemxkep / PykoBoautesnn

K A
Amit Kumar /\,/‘/

Date/ Date/

Hara: 26.07.2025

!

Jara: 26.07.2025

Date/
Jara: 26.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500031, Te dangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCON4507
www drreddys.com




Dr.Reddy’s Q‘:"

CERTIFICATE OF ANALYSIS
“CEPTHOUKAT AHAJIV3A

| Product: Nise® (Nimesulide) tablets 100 mg
HpouvKT Haiiz® (Humecynn,u) TabneTky, 100 mr — =
| Market / PoiHok . Russia / Pocoust )
Batch No/ _ | Batch Quantity / 2500000 tab /
Cepus Ne  M2pllses Pasmep cepuu " 2500000 Tab ]
Analytical Repourt No/ . 040003013911 Dateof Analysis / . 26.07.2025
AHajauTr4ecKHit oryeT Ne JlaTa anajn3a
Date of Manufacture / . 07/2005 Date of Expiry/ . 06/2028
HMara NPOH3BOACTBA - - ) Tomen o =
Mfg. License No./ MA ber:/
| IIpoussoacTBenHast : MNB/05/263 + JER . JINI-Ne(006398)-(PT"-RU)
omep PY
AuHueH3usa Ne
| Analysis performed according ND / Ananm3 nposeaen no HJI: JII-Ne(006398)-(PI'-RU)-310724

Page 6 of 7/ Ctp. 6 u3 7

| API name (INN) / Hanmenosanue A®C (MHH): Nimesulide / Humecynng
| API manufacturer batch number / NMS/125030240. NMS/125030251
| Homep cepun npon3poaurens ADC: : ’ -
FP Manufacturer API Batch number / FESA00193, FESA00226
Homep cepus cyOcTranuuu nponssoaures ['JId:

API Manufactured by & country / r Aarti Drugs Limeted / Aaptu JIparc Jlumuten
IpouzBoanrens A®C, crpana: |

| - p————

" 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) /
HanmenoBaHnue, aapec, JHIEH3Us 115 M-p Penmu’c JlabopaTtopuc Jta., Unaus,
IIpousBoacTBennas miomanka / Ilnomaaka [IpousBoacTeenHoe noapazaenenre-6, Bumn. Kxons,
KOHTPO.JIA kavecTsa / Ilnomaaka Bemycka Hanarapx Poyn, bannu, Huctpuxt Conan, X.I1., 173205,

| Wnpua (muuensus 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

Remarks = The Product confirms to ND/ Conclusion : APPROVED/
IIpumeuanue: IlponykT cooTBeTCTBYET TpebopanusaM HJJ 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogrororneno: Pravesh Rana IIpos epero:Rama Kant Onobpeno: Meremscep / Pyrkosoaurens
Lbj‘“ Amit Kumar /\V}
4
Date/ Date/ Date/
Hara: 26.07.2025 Hara: 26.07.2025 Hara: 26.07.2025
Registered Officz: 3-2-337, Road No. 3, Banjara Hillz, Hyderabad- 0003 4, i, India
To l4011 A0 ‘gr)g anQ, Fav: +91 40 4800 2999, Ermail: mail i rreddrs.con

CliN: L85195AP193-1PLCQOAS07
wiardrroddvs.con
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Dr.Reddy’s ‘_’.‘

CERTIFICATE OF ANALYSIS

3 ady ot ly S omiriae | e
D, Reddy's Laborat eries wid

EoornLiadon

CEPTUGMKAT AHAJIM3A

173 205, INDIA

LOTPRO S, Com

Product: Nise® (Nirﬁésﬁide) tablets 100 fng =
Ilpoaykr: Haiiz® (Humecyymnn) Tabnetku, 100 mr -
Market / PeiHok Russia / Poccns
Batch No/ Batch Quantity/ ~ 2500000 tab /
Cepus Ne 2GS Pa3zmep cepun * 2500000 tab
a Analytical Repovrt No / . 040003013911 Date of Analysis / 26.07.2025
| AHannTHYecKHii oTHer No - JaTta ananusa I
Date of Manufacture / . 07/2025 Date of Expiry / 06/2028
Mara npousBoacTea T'ogen g0
Mifg, License No./ MA ber:/
IIponsBoacTBeHHAS : MNB/05/263 H = e : JITI-Ne(006398)-(PT"-RU)
omep PY |
JuneH3ns Ne |

| Analysis performed according ND / Anaimms3 nposeaes no HJI: JIII-Ne(006398)-(PI'-RU)-310724 !

Page 7 of 7/C1p. 7037
the importing country. Production, packaging and testing records are verified and their compliance with Good
Manufacturing Practice of the Eurasian Economic Union is established».

3aki0ueHHe o cooTBeTCTBHH: «HacTosluMm # NOATBEpXKIalo, 4YTO TNpUBeJeHHas Bbllle HHGOPMALUA SBISETCS
JIOCTOBEPHOH U TOUHOHN. DTa cepus NpOayKLUKH NPOu3BeieHa (BKIIOUas YIaKoBKY (MapKHPOBKY) M KOHTPOJIb KauecTBa)
Ha BbIlIEYKa3aHHON MPOU3BOACTBEHHOH Iolanxe (TUIoL[aakax) B MOJIHOM COOTBETCTBHU ¢ TpeGoaHusmM#M [lpaBun
HaJsexallle# Mpor3BoACTBEHHON npakTuku EBpasuiickoro skoHomuyeckoro cotosa (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) u TpeGOBaHMSIMH KOHTpOJId KAaueCTBa JIEKAPCTBEHHBIX CPEINCTB, & TAKKE B COOTBETCTBUM CO
crneuu(prKaLUiAMH, COACPXKALUMHCS B PErMCTPALIMOHHOM JOChe CTPaHbI-UMIOpTEpa. 3amucH MO MPOH3BOACTBY,
YMNaKOBKE M AaHANU3Y TMPOBEpEeHbl, M YCTAHOBJEHO HMX COOTBeTCTBUE TpeboBaHuaMm [lpaBun Hamnexatueit
MPOU3BOACTBEHHON MPaKTUKU EBpasHiCKOro 3KOHOMHUYECKOro COH3a.

Remarks : The Product confirms to ND/
IIpnmeuanue: [IpogykT cooTBeTCTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

Checked by/
ITonrorosneno: Pravesh Rana Z

[IpoBepero: Rama Kant

Approved by: Manager/Executive /
Opobdpeno: Menempxep / Pykosoantens
Amit Kumar /\ = \

-

b
Date/

Jara: 26.07.2025

Date/
Jata: 26.07.2025

Date/
Jata: 26.07.2025

Registered Oft'ice:
Tel: +91 40 4900 2200, Fax:

Road No. 3, Banjara Hills, Hvdeinh ad -50Q0034,

India

L85195AP1584PLCODIS07

www,drreddys.com




