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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

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product : Exifine tablets 250mg /
Ipoaykr: Dx3nduu® Tabnerkn 250 Mr

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1,08,800 tab /
Cepns No : V2400505 Pazmep cepan * 1,08,800 Tab

Analytical Report No. /

Date of Analysis /

Ananurnueckuii oryer  : 040002483833 : 26.04.2024
No JlaTa ananusa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027
JlaTa mpon3BOaCTBA T'ozeH go

Mifg. License No. /
IponssoacTBeHHas
auuensusa Ne

: MNB/05/263

MA number: / Homep PY

. JINI-Ne(002894)-(PT-RU)

Analysis performed according ND / Anajiu3 npoBejieH no: JITI-Ne(002894)-(PI'-RU)-280723

Page 1 of 7/ Ctp. 1 3 7

Test / IlokazaTesib l

Result / Pe3yabTaThbl

Specification / Hopma

~| 2

Description / Onucanue

on other side /

JPYroil CTOpOHBI.

White round, biconvex tablets with the
break line on one side and plain surface
Kpyrusie
JIBOSIKOBBINYKJIbIE TabneTku 6enoro
LIBETA C JEIUTENBHOM PUCKOH ¢ OHOM
CTOPOHBI M [JIaJKOH NMOBEPXHOCTHIO C

other side. / Kpyruble

2 |Identification / WnenTndukanus

2 |[ByHPLC/
a |B9XKX

Complies as prescribed /
CooTBeTcTBYET TpEOOBAHUAM

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr coorsercTayet Tpedosanisim HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

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

TlogrotopsneHo: jeet [Tposepeno: Santosh I&Enar Onobpeno: Menemxep/ Pykosojurelns
E 3 i Maurya e Abhishek Chauhan ,,,.//}7‘

Reprint Date / Reprint Date / Reprint Date /

Hara: 26.04.2024 Jata: 26.04.2024 Hara: 26.04.2024

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: maii@drraddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com

White to off-white round, biconvex tablets with
the break line on one side and plain surface on
JIBOSIKOBBIIYKJIBIE
TabneTku oT Oenoro Jo MouyTd Oenoro 1BeTa ¢
NEeTUTENbHON pPUCKOH C OIHOW CTOPOHBI H
IaKoi HOBEPXHOCTHIO C JPYTOH CTOPOHBI.

The retention time of the main peak in the test
solution chromatogram should correspond to the
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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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Exifine tablets 250mg /

IIpoayxT: Sx3upua® Tabnerku 250 mMr

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 1,08,800 tab /
Cepus Ne + V2400505 Pasmep cepun * 1,08,800 Tab
Analytical Report No. / .

AnannTnueckuii oruer  : 040002483833 Date of Analysis / : 26.04.2024
No JlaTa ananuza

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027
JlaTa npon3BoacTea Fongen go

Mfg. License No. /

IpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JII1-Ne(002894)-(PT"-RU)
Juuensus Ne

Analysis performed according ND / Ananu3 nposeaen mo: JIIT-Ne(002894)-(PI'-RU)-280723

Page 2 of 7/ Crp. 21u3 7

2b

By UV-spectrophoto-
metry/
Y ®-cnekTpodoToMeTpHsi

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHHSIM

retention time of the main peak in the
chromatogram of terbinafine hydrochloride
reference standard solution (Assay section)./
Bpemsi ynepkuBaHHs OCHOBHOTO TIMKA Ha

XpoMarorpamme HUCTIBITYEMOT'O pacTtBopa
JOJDXHO COOTBETCTBOBATH BpPEMEHU
YACPXKHUBaHUA OCHOBHOTI'O ITMKa Ha
XpoMaTorpaMmme pacTtBoOpa CTaHAaQpTHOIO

obpasziia TepOuHaduHa rHApOXNIOpHAA (pasmen
«KonuuecTBeHHOE OMpeeieHHEY).

UV absorption spectra of test sample and
reference standard of terbinafine hydrochloride
should exhibit the maximum at same
wavelengths./

Y®-cnexTpsl ~ NOMJIOIIEHHS  HCMBITYEMOTrO
obpa3sia u cTaHAapTHOro obpasla TepouHadHuHa
THAPOXJIOPHJA  JIOJDKHBI  JNE€MOHCTPHUPOBATH
MaKCHUMyM TIOTJIOIIEHWS TIPH  OOMHAKOBBIX
JUIMHAX BOJH.

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykt cooTBeTcTBYET TpeGoBanusm HJ{

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

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

Toarotosnexo;Rapjeet [Ipogepeno: Santosh ar Opnobpeno: Menemxkep //PykoBoANTE b
Maurya 2 Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 26.04.2024 Hata: 26.04.2024 Hara: 26.04.2024

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

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

CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIU3A

Product : Exifine tablets 250mg /

[ Hpoayxt: Ox3upuH® Tabnerku 250 Mr

Market / Poinok

: Russia / Poccus

Batch No. /
Cepus Ne

: V2400505

Batch Quantity /
Pa3mep cepun

~1,08,800 tab/
* 1,08,800 a6

Analytical Report No. /
AHaTHTHYECKHH OTUYET
No

: 040002483833

Date of Analysis /
JlaTa ananusa

: 26.04.2024

Date of Manufacture /

Date of Expiry /

nuuensus No

: 03/2024 : 02/2027
JaTa npou3BoacTBa T'open no
Mfg. License No. /
IIpou3BoACTBEHHAsN : MNB/05/263 MA number: / Homep PY : JII1-Ne(002894)-(PI-RU)

Analysis performed according ND / Anasu3 nposenen no: JIIT-Ne(002894)-(PT'-RU)-280723

Page3 of 7/ Ctp.3u3 7

Z

a Test / IToka3arennb

Result / Pe3yabTaTsl

Specification / Hopma

3 |Average Weight /
Cpeansisi Macca

403.2 mg/ 403.2 Mmr

400 mg + 5.0 % (from 380 to 420 mg) /
400 mr = 5,0 % (ot 380 Mmr 10 420 mr)

4 Dissolution / PacTBopenue

84 %, 89 %, 100 %, 105 %, 101 %,
102 %, 93%, 103%, 96%, 103%, 95%,

Not less than 75 % (Q) of the labeled claim of
C2:HasN (terbinafine) should be dissolved in 45

95% minutes. / He mernee 75 % (Q) oT HOMUHaJIBHOI'O
conepxanust C21HasN (TepbunadyH) JOILKHO
PacTBOPHUTHCS Yepe3 45 MUHYT.
5 [mpurities / [Ipumecnu

Any individual impurity /  [Below BDL / Huxe nopora Not more than 0.2% / He 6o1ee 0,2 %

JTro6ast eqMHUYHAS TIPUMECH [PErUCTPALIN

Eotal impurities / Below BDL / Huxxe nopora Not more than 0.7% / He 6onee 0,7 %

yMMa IpuMecen PEruCTpaluu

Remarks : The Product confirms to ND/
ITpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Ekecutive /

Muaiorosneno: Ragject Tposcpeno: Santosh Ku: Ono6pernio: Meniemicep /fPyiono, fam,
613 - Maurya cj_,.-—-—fﬁ- Abhishek Chauhan /IU"

Reprint Date / Reprint Date / Reprint Date /

JHara: 26.04.2024 Iata: 26.04.2024 Jlara: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories [td,
Formulation Unit-6

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

Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Product : Exifine tablets 250mg /
Ipoaykr: Dx3ubuH® Tabnerky 250 Mr
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1,08,800 tab /
Cepnsi Ne | V2400505 Pa3mep cepuu * 1,08,800 Tab

Analytical Report No. /
AHajurayecknii otyer  : 040002483833

Date of Analysis /
Jara anaanza

1 26.04.2024

Ne
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027
Jarta npousBoacTBa I'open no

Mfg. License No. /

JUneH3usa Ne

IlpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY  : JIII-Ne(002894)-(PI-RU)

Analysis performed according ND / Ananu3 npogenen no: JIII-Ne(002894)-(PI'-RU)-280723

Page4 of 7/ Crp. 4 u3 7

TO3HPOBAHHBIX €THHHIL

Ne Test / Iloka3aresab Result / Pe3yasTaThl Specification / Hopma
6 Water content / 23% Not more than 5.0% w/w /
ConepsxkaHue BOIbI He 6oaee 5,0 % m/m
7 [Uniformity of dosage units 1.8 IAcceptance value (AV) should be not more than
OpnoponHocTh 15.0. / Ioka3zarens npuemiaeMoctu (AV) nomkeH

OBITH He Gonee 15,0

8 Microbiological purity / Mukpo6ioaornyeckasi Y4ucToTAa

a) Total aerobic microbial [Less than 100 CFU/g /
count / Obiee 4ucio Menee 100 KOE/r
adpOOHBIX
MHKpPOOPraHH3MOB

b) Total combined yeasts  |[Less than 100 CFU/g /
and moulds count / O6ee [Menee 100 KOE/r
YHCJIO APOHKIKEBBIX U
TJIECHEBBIX TPUOOB

c) Escherichia Coli Absentin 1g/
OTtcytcTByer B Ir

Not more than 10° CFU/g /
He 6onee 10° KOE/r

Not more than 10> CFU/g /
He Gonee 10° KOE/r

Shall be absentin 1 g/
J1oJKHbL OTCYTCTBOBATh B 1 I

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykT cooTBeTCTBYET TpeGoBanusM HJT

Conclusion : APPROVED /
3akaouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: ManageryExecutive /

IToarorosnexo: Ranjeet IIpoBepeno: Santosh Kumar Onobpeno: Menemwxeyl / Pykoppautess
& Maurya \_@@-’-— Abhishek Chauhan JI

Reprint Date / Reprint Date / Reprint Date / i —

Hara: 26.04.2024 Hara: 26.04.2024 Hara: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Exifine tablets 250mg /
Ipoayxr: Dx3ubua® Tabnerku 250 Mr

Market / Peinok

: Russia / Poccus

Batch No. /
Cepus Ne

: V2400505

Batch Quantity /
Pazmep cepuu

. 1,08,800 tab /
* 1,08,800 Tab

Analytical Report No. /
AHaIMTHYECKHH OTYeT
Ne

: 040002483833

Date of Analysis /
Jara ananusa

1 26.04.2024

Date of Manufacture /

Date of Expiry /

: 03/2024 + 02/2027
JarTa npousBoacTBa T'open oo
Mfg. License No. /
IlpousBoacTBeHHAR : MNB/05/263 MA number: / Homep PY  : JII1-Ne(002894)-(PT-RU)

Jaunensusa Ne

Analysis performed according ND / Ananu3 nposeaen no: JIII-Ne(002894)-(PT'-RU)-280723

PageSof 7/ Crp.5u3 7

.N4 Test / IlokazaTean

Result / Pe3yabTaThl

Specification / Hopma

9 Subdivision of tablet /
r[[emmocn, Ta0JIeTKH

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

Not more than one individual mass should
deviate from the mean by more than £15 % and
no individual mass should deviate from the mean
by more than £25 %. /

He GoJiee onHOM HHAMBUAYANBHONH MaCChI
OTKJIOHSIETCS OT CPEAHET0 3HaYeHUs 60Jiee yem
Ha £15 % W HY OfHa UHJMBU/yallbHasi Macca HE
OTKJIOHSETCS OT CpeIHero 3Ha4eHus! bonee 4eM
Ha £25 %.

10/Assay / KonnuecTBeHHOE
onpeaeaeHue

246.97 mg / 246.97 mr
(98.79%)

11/Packaging / Onucanne
YHaKOBKH

237.5 mg to 262.5 mg (95.00 % to 105.00 % of
the label claim) of C,;HasN (terbinafine) per
tablet / Ot 237,5 mr go 262,5 mr (ot 95,00 % 1o
105,00 % OT HOMHHAJIEHOTO COACPXKAHH)

C,1HasN (Tepbunadun) B TabneTke.

16 tablets in PVC/aluminum blister, 1 blister and a patient information leaflet (package
insert) in a carton pack. / ITo 16 Tabnerok B [IBX/anomMuHueBbli Onrctep, 1 6nucrep
BMECTE C HHCTPYKI[MEH M0 MPUMEHEHHIO (JIMCTKOM-BKJIABIIIEM) B AUKY KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHuaM H]|

Conclusion : APPROVED /
3axuawuenne: OJOBPEHQ

Prepared by / Checked by / Approved by: Manager/Exegutive /
TloarorosneHo: jeet ITposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTgin

(?jj/ Maurya o Abhishek Chauhan j
Reprint Date/ Reprint Date / Reprint Date / !
Hara: 26.04.2024 Jara: 26.04.2024 Hara: 26.04.2024

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: maii@drraddys.com
CIN: L85195AP1984PLC0D04507

www.drreddys.com




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

e
/ ". Vill. Khol, Nalagarh Roz i
. i garh Road, Baddi,
Dr. Reddy S Qe Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : Exifine tablets 250mg /
Hpoaykr: Dx3udua® Tabnerku 250 Mr
Market / Poinok : Russia / Poccus
Qi v
22:31?;:3:52;0; t)l::ei : 040002483833 Date of Analysis / : 26.04.2024

Jlara ananunza

Ne

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027

Jata npousBoacTBa I'onen 1o

Mfg. License No. /

Ipon3BoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JI[I-Ne(002894)-(PI'-RU)

JHUeH3us No

Analysis performed according ND / Ananu3 nposefes no: JIII-Ne(002894)-(PT'-RU)-280723

Page 6 of 7/ CtTp. 6 13 7

API name / Haumenosanne ADC: Terbinafine hydrochloride / Tep6unaduna ruapoxiopus

INN / MHH Terbinafine / Tepbunahun

API manufacturer batch number / TN24010001

Howmep cepun npouspoautesist AOC:

FP Manufacturer API Batch number / FERAO00121

Howmep cepuu cydcranuun npoussoautes I'JID:

API Manufactured by & country / Hetero Labs Limited, India /

IIpoussogurtennr ADC, cTrpana: Xetepo Jlabc Jlumuren, Uuaus

Name, address, authorization No for FP Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

manufacturing site / Control site / Release site / Distt. Solan (HP) 173205, India (license No MNB/05/263) /

HaumeHoBaHue, agpec, JIMIEeH3HS IJIst [pousBoacTBEHHOE MOpasaenenue-6, Buut. Kxois,

ITpousBoacTBeHHAd MJIOMIAAKA / Hanarapx Poyn, bannu, quctpukt Conan, X.I1., 173205,
Wupus (muuensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

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

IIpnmeuanue: IIponykt cooTBeTcTBYET TpeboBanusm HJ{ 3axmwouenne: OJJOGPEHO

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

Ho,umTOBJIeHo?hujeet IIpoBepeno: Santosh %Ear Onobpeno: Menemxep /f y;coso,;l)ﬁ*en.b
b Maurya = Abhishek Chauhan  { “——

Reprint Date / — Reprint Date / Reprint Date /

Jata: 26.04.2024 JaTa: 26.04.2024 JlaTa: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 25900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



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

&
Dr- Red dy,s q..... Vill. Khoi, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A
Product : Exifine tablets 250mg /
(ITpoaykr: Ok3upuu® Tabnetkn 250 mr
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1,08,800 tab /
Cepust No + V2400505 Pasmep cepun * 1,08,800 Tab

Analytical Report No. /

AnannTHUecKui oTaeT  : 040002483833 Date of Analysis / . 26.04.2024

Jlara ananusa

Ne

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2027

Hata npon3BoacTBa I'onen 10

Mfg. License No./

IlpousBoacTBEHHAN : MNB/05/263 MA number: / Homep PY : JII1-Ne(002894)-(PI'-RU)

auneHsus Ne

Analysis performed according ND / Auanu3 nposenen no: JIIT-Ne(002894)-(PT"-RU)-280723

Page 7of 7/ Ctp. 7Tu3 7
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. 02
September 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».
3aK/I04eHHe 0 coOTBeTCTBHH: «HacTosluM s TOATBEPXKIAlO, YTO [PUBEAEHHas Bbllle MHGOpMalMs SABIAETCS
JIOCTOBEPHOM M TOUHOM. DTa CepHs NPOAYKIHMH POU3BeieHa (BKIIFOYast yIIakoBKy (MapKHPOBKY) M KOHTPOJIb KaueCTBA)
Ha BBIILIEYKA3aHHOM MPOM3BOACTBEHHOM Muoluanke (MIOLafKkax) B IONHOM COOTBETCTBUM C TpeGoBaHusMu [IpaBui
HaJUTexalel Tpou3BOACTBEHHON npakTuku EBpasuiickoro skoHoMuueckoro coroza (Ne GMP/EAEU/RU/00554-2022
ot 02 ceHtsaOps 2022) u TpeGOBaHUAMU KOHTPOJIS KaYECTBA JIEKAPCTBEHHBIX CPEJICTB, & TAKXKE B COOTBETCTBMM CO
crnendpUKALUSIMH, COMEPKAUIUMUCS B PETHCTPALMOHHOM JOChE CTPAaHBI-UMIIOPTEpa. 3alluCH [O MPOU3BOACTBY,
YIAaKOBKE M aHAIW3y TNPOBEPEHBI, M YCTAHOBIEHO HX COOTBETCTBHE TpeboBanusm [lpaBun Hamexauie
IPOU3BOJICTBEHHOM NpakTHKH EBpasuiickoro 5KOHOMHYECKOIO COI03a».

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

Ipumeuanue: [TpoxykT cooTBeTcTBYET TpeboBanusam HJI 3akaouyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager@ﬁve /

Ioarotosneno: Ranjeet ITposepeno: Santosh ar Onobpeno: Menenxep /(PykoBoguTtens
/@ Maurya == Abhishek Chauhan /\__ 7

Reprint Date / Reprint Date / Reprint Date / f

Hara: 26.04.2024 Jara: 26.04.2024 Hara: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +#91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




