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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Keropon® Dkenpece (keToposak) TabNeTkH, AUCIEprupyeMele B OJIOCTH pTa, 10 Mr

BatchNo/ : V2400687 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 040002526053 Date of Analysis / : 18.05.2024
AnaJurndeckHii oTyer No JaTa ananauza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa npou3BoacTBa 1'oaen go

Analysis performed according ND / Ananu3s npoeaen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 of 8/ Crp. 1 1u3 8

No . .

No Test / [TokasaTenb Results / Pe3yabraTsl Specification / Hopma

1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrnsle, mnockue | Kpyrible, mockue TadleTKH ¢ $ackoii,
TabneTkd ¢ ¢ackol, CBeTHO- | CBETIO-KEJTOro LBETA C TPaBUPOBKOM
XKEJITOro I[BETA C IpaBUPOBKOH | «|» Ha ofHOH cTOpOHE.
«l» Ha ofiHOM cTOpOHE.

2 Identification / [ToanuHHOCTE

Ketorolac / Kemoponax

a) Byuv/
VY ®-cnextpodoromMeTprs

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexTpsl
MOTJIOLICHHS UCTILITYEMOTO pacTBopa U
pacTBopa  cTaHmapTHoro  obpasua
KeTopoJjlaka TpPOMETaMHHAa  JOJIXKHBI
HMETb MaKCUMYMBI IPH OJHOH U TOH xe
JUTMHE BOJIHBI (£ 2 HM).

Conclusion: APPROVED /
3akmouenne: OJOBPEHO
Approved by: Manager/Executive /

OnoGpeno: Menenxep / Pykosogurens
Manoj Kumar M

Reprint Date /
Jata: 18.05.2024

Remarks: The Product conforms to ND/

IMpumeuanue: [IponykT coorBercTBYeT TpeboranusM HJI
Prepared by / Checked by /
[Tonroroeneno: Rama Kant IIpoeepeno: Pardeep Kumar

) Reprint Date /
Hara: 18.05.2024

Reprint Date /
Hata: 18.05.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon™ Dxcnpece (keToposnak) TabneTkH, AUCTIeprupyeMble B M010CTH pTa, 10 Mr

Batch No / : V2400687 Batch Quantity / : 3600000 tab /
Cepusa Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002526053 Date of Analysis / : 18.05.2024
AHaHTHYecKHIi oTyeT Ne Jara ananusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jdara nponsBogcTBa T'omen no

Analysis performed according ND / Ananns nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Crp. 2 u3 8

No

No Test / ITokasaTennb Results / Pesynbratsi Specification / Hopma

b) By HPLC/B3XX Complies / CooTBeTCTBYET The retention time of the main peak on
the chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpems ynepxuBaHus
OCHOBHOrO MHKa Ha XpOMarorpamMme
UCIIBITYEMOTO  pacTBOpa  JIOJKHO
COOTRBETCTBOBATD BpeMeEHH
yIepXHBAaHUS OCHOBHOTO MHKAa Ha
XpoMaTorpamme pactBopa
CTaHmapTHOro ofpasla KeropoJiaka
TpOMeTaMHHa (paznmen
«KonuuecTBeHHOE ONIpeleNIeHHE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: Ilpogykr cooTBeTcTBYET TpeboBanuam HJI 3axkmwuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Rama Kant Ipoeepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykosoautenn

. 4 Manoj Kumar
Al d o )

Reprint Date / g Reprint Date / Reprint Date /
Hara: 18.05.2024 Jlata: 18.05.2024 Hara: 18.05.2024

Banjara Hilla, Hyderabad - SCO0T4, Telangans, Indiz
Tel: +81 40 49 20 4900 2988, Email; maill@drreddys.co
Cli: LESIS5ARISRAPLCGOASOT

waw, arreddys,conm

Registered Cffice: §+2-337, Road Mao2

Q00 2900, Fax: +21
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkcnpecc (keToposiak) TabiaeTkH, JUCIeprupyemble B NoJI0CTH pTa, 10 mr

Batch No / : V2400687 Batch Quantity / : 3600000 tab /
Cepnsg Ne O6Bem cepHn 3600000 tab
Analytical Report No / : 040002526053 Date of Analysis / : 18.05.2024
AHaauTHYyecKkuii oruer Ne JlaTa aHaJmn3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npousBoacTBA Toxen oo

Analysis performed according ND / Ananus npoenen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/ Crp.3 n3 8

;1.00 Test / ITokazaTesb Results / Pe3ynbTaTsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoamMHHOCTD butylhydroxyanisole peaks on the
Oy TMArNAPOKCHAHH30I chromatogram of the test solution
should correspond by the retention times
to  2-butylhydroxyanisole and  3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / Bpemena ynep>XxHBaHuS
NUKOB  2-OYTHUNTHAPOKCHAHU30MA U
3-6y TUNT M IPOKCUAHU30I1a Ha
XpoMmarorpamme UCTIBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATh
BpeMeHam yAEp)KUBAHUS MTHUKOB
2-OyTHIrMIPOKCHAHH30JIa "
3-0yTWIrHIPOKCHAHU30IA Ha
Xpomarorpamme pactBopa
CTaHAApTHOTO obpasua
OyTUNrUAPOKCHAHU301a (pa3men
«ConepxaHue
OYTHITHOPOKCHAHU30IIAY).
4 Average weight / Cpeauss 69.3 mg/69.3 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr 1o 72,8 Mr (70,0 Mmr+ 4,0 %).

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

3axmouenne: OJIOBPEHO
Approved by: Manager/Executive /

OpnobpeHo: Menemxkep / PykoBoayreib
Manoj Kumar @L""ﬁ

ITpumeuanue: [TpoaykT coorBeTcTBYET TpeboBanusam HJT
Prepared by / Checked by /
IToprorosneno: Rama Kant_\q IposepeHo: Pardeep Kumar
%z' g\
ka/

T

(|

Reprint Date / Reprint Date / Reprint Date /
Jara: 18.05.2021 Hata: 18.05.2021 Hora: 18.05.2021
Register 2 *Road Mo, 3, Banjar Hills, Hyderabad - 500034, Tela

ngans, indiz

coim

IG00 2500, Fax: +81 4

Ernail: maili@drias
Cind: L85 ;

COuas07

avLdireddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITponykt: Keropon™ Dkcnpecc (keToponak) TableTKH, Aucreprupyemble B MoIocTy pra, 10 Mr

Batch No / : V2400687 Batch Quantity / : 3600000 tab /
Cepnsa Ne O6Bbem cepHu 3600000 tab
Analytical Report No / : 040002526053 Date of Analysis / : 18.05.2024
AHamuTHYeCKH oTyeT Ne Jlara anaanza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JdaTa nponsBoacTaa T'open go

Analysis performed according ND / Anaau3 nposenen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Page4 of 8§ /Crp. 4 u3 8

JI:)O Test / [Toxa3zaTens Results / Pe3ynpratsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpPOIHOCTH MACChl 2/20 tablets - not more than £ 20 % /

18/20 Tabnetox — He Oosee + 10 %
2/20 Tabnetok — He Gonee £ 20 %

5 Disintegration time / 00 min 17 sec / 00 mun 17 cek Not more than 3 min / He 6onee 3 Mmun
PacnapaemocThb

6 Dissolution / PacTeopenue Unit-1/ Taba-1 104% Not less than 75% (Q) of

R CsH13NO3*C4H 1 NO; (ketorolac
Ligaginy: 99% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 99% 5% (Q  CisHisNO;*CiHiiNO;s

) (keToponaka  TpoOMETaMHH)  depe3
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Taba-5 100%

Unit-6 / Tabn-6 98%

i/ Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a

JucnepcHocTb 710 um sieve is formed. / Obpasyerca
ONHOPOAHAS CYCIIEH3Hs, MPOXOAsIIas
CKBO3b CHTO C pPa3MEpPOM OTBEPCTHIA
710 MKM.

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

[Ipumeuanue: [Ipoaykt cooTBeTcTRYET TpeGoranusm HJJ 3axknwuenne: OJITOBPEHO

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

Manoj Kumar

—

IToaroroeneno: Rama I\Zj; Ipoeepeno: Pardeep Kumar | Opobpeno: Menemkep / Pykosoauresb

Reprint Date / = Reprint Date / Reprint Date /
Jara: 18.05.2024 Jlara: 18.05.2024 Jata: 18.05.2024
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CERTIFICATE OF ANALYSIS ‘ S+ ORLES 560
CEPTUDPUKAT AHAJIU3A www, drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon®™ Okenpece (keToponak) TabneTKH, JIHCIepripyeMble B OJIOCTH pTa, 10 mr

Ananurudyeckuii oryer Ne

Batch No / : V2400687 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepHHE 3600000 Tab
Analytical Report No / : 040002526053 Date of Analysis / : 18.05.2024

JlaTa anaJin3a

Date of Manufacture /
JdaTa nponssoacTsa

: 04/2024 Date of Expiry / : 03/2026

Tomen no

Analysis performed according ND / Ananu3 nposenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page50f 8/ Crp. Sus 8

8 Related impurities / PoacTBeHHbIe mpuMecH

1-ruapokcuanHanor
KETOpoJiaKa

ketorolac 1-hydroxy analog /

Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %

Hike npenera KOMM4eCTBEHHOTO
onpexenetia (IIKO = 0.0032 %)

ketorolac 1-keto analog/

Not more than 0.8 % / He 6onee 0,8 %

1-xeToaHaJior KETOpoJiaka 0.06 %
Any unidentified impurity / Not more than 0.5 % / He 6omnee 0,5 %
e TMHHUYHas
HeUIEeHTUHUIMPOBaHHAS 0.02 %
npUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceii
9 Water / Bona 2.7% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHuyecKHe pacTBOPUTENH

ITonrorosneno: Rama Kant

Isopropyl alcohol / 11 pg/tab/ Not more than 350 pg/tab /

H3onpomnanon 11 mkr B TabneTke He 6onee 350 Mkr B TabseTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: ITpoaykTt coorBeTcTBYET TpeboBaHusaM HJ 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosonuresns
f Manoj Kumar {W

4\ =
Reprint Date / . Reprint Date / Reprint Date / -
Jlarta: 18.05.2024 Jara: 18.05.2024 Hara: 18.05.2024
Lesistered Office: @2-327, foad WNo. 2, Banjara Hillz, Hyderabad - 500034, Telangana, India

Tol: 4071 40 4800 2800, Fax: +51 40 4900 29929, Email: malli@drreddys.cam

CIiN: LEE135AR1GBAPLCG0AS(7

v drreddys.com




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykr: Keropon™ Dkenpecc (keToposak) TabnaeTKH, AUCIEPrUpyeMble B TI0J10CTH pTa, 10 Mr

Batch No / : V2400687 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 tab
Analytical Report No / : 040002526053 Date of Analysis / : 18.05.2024
Auaaurndyecknii oryer Ne Jara anausa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JarTa npon3BoacTBa TI'ogen mo

Analysis performed according ND / Ananu3s nposeaen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 u3 8

11 Microbial enumeration tests / Mukpo6uonoruyeckas uncrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee uncno He 6onee 1000 KOE/r
a’pOOHBIX MUKDPO-
OpraHnu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6omee 100 KOE/r
YHCIIO APOXOKEBBIX U
IJIECHEBBIX IPHOOB
c¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBUe B 1 1
12 Uniformity of dosage units / 5.5 Acceptance value (AV) not more than

onpenesieHne

OaHOpOAHOCTH 15.0 / llpuemouHoe 3HayeHue (AV) He
103NpPOBAHUSA 6onee 15,0.
13 Assay / KonuuecTBeHHOE 10.0 mg/ 10.0 Mr From 90mg to 11.0mg of
(100.4 %) Ci5sH13sNO3*C4sH1NOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
o 11,0 mMr C15H3NO3°C4H 1 NO;
(ketoponaka tpomeramuH) (ot 90,0 no
110,0 % OT 3asBJIEHHOrO KOJHYECTBA) B
TabJieTke

14 Butylhydroxyanisole
content / ConepxaHune
6YyTHATHAPOKCHAHH30J1a

0.0905 mg/tab /
0.0905 mr B TabneTke

Not less than 0.042 mg/tab /
He menee 0,042 Mr B TabneTke

Remarks: The Product conforms to ND/
[Tpumeuanue: [IponykT cooTreTcTBYeT TpeboBanusM HJI

Conclusion: APPROVED /
3axmouenue: QJJOGPEHO

Prepared by /
IToxproroeieno: Rama Kant

Checked by /
IIposepeHo: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTesb
Manoj Kumar

v

Rubod"

e
Reprint Date / Reprint Date / Reprint Date /
Jlata: 18.05.2024 JlaTta: 18.05.2024 Hara: 18.05.2024
Registered Office: B:2- ad Moy 3, Banjara Hiils, Hyderabad - 500034, Telangana, Indis
Tal: #4130 il man@drreddys.oom

San #0140 4900 292
LAGHAPISRGPL(

wwdrreddys.com
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Dr.Reddy’s €3¢
CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dxenpece (keToposak) TabNeTKH, AUCIIeprupyeMble B MOJNOCTH pTa, 10 Mr

Batch No / : V2400687 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 040002526053 Date of Analysis/ : 18.05.2024
AHajguTHYeCKHil oT9eT No JlaTa ananusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Hdara npon3BoacTBa I'oaen o

Analysis performed according ND / Ananu3 nposenen no HJf:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7 of 8/ Crp. 7n3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin ablister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil / (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Ttabnerok B Gnuctepe w3 (ITA/AJI/TID ¢
pack. / Tlo 10 Tabnetox B | Bmaronornorurenem/I13BII) donbru //
6nucrepe w3 (MMA/AJVIID ¢ | (I13/AJ]) donsru. [To 1 unn 2 6nuctepa
Bnaronornorurenem/[OBIT) C UHCTpYKLMEH 10 NPUMEHEHHIO B
¢onsru // (TI3/AJ]) donsru. Ilo | mauky KapTOHHYIO.
2 dnuctepa ¢ MHCTpyKUMel 10

TINTIAIATIOITITN n TIATIIey
npunmMentnrnrg D ANy

KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B coorserctenu ¢ HJI
17 Storage conditions / Below 25 °C. / Ilpn Temniepatype He Bbile 25 °C.
XpaHeHue
18 Shelf life / Cpok roanoctn 2 years /2 roza

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for
each 20th batch, or for one batch in a year whichever is earlier.

* [Ipu BhINyCKe JIEKapCTBEHHOI0 NpenapaTta KOHTPOJIbL KauecTBa 1o NokasaTte/io «MHKpobHoIornyeckas
YHCTOTa» MPOBOAMTCS AJs Kaxaoh 20-0ii cepuu, nim Anst 0AHOMH cepHH B rof, B 3aBHCHMOCTH OT TOr0, YTO
HaCTYNUT paHble.

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

Ilpumeuanue: [IponykT coorBercTBYeT TpeboBanusm HJI 3axkmogenne: OJNOBPEHO

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

IToarorosneno: Rama Kan [MpoBepeHo: Pardeep Kumar | OnoGpeHo: Menemxep / PykoBoauTenb
bwd- J Manoj Kumar "

Reprint Date / i Reprint Date / Reprint Date /

Jara: 18.05.2024 Jara: 18.05.2024 Hara: 18.05.2024
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Dr. Reddy's Laboratories itd.

Formulaticn Unit-6

Vill. Khol, Malagarh Road, Baddi,
Disti. Selan, H.P, 175 205, INDA
Tel : +91 98166 56001-02
wwhv.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

IIpoaykt: Ketopon® Dxenpecc (keToponak) TabieTku, AMCIeprupyeMsie B MOJNOCTH pTa, 10 Mr

Batch No / : V2400687 Batch Quantity / : 3600000 tab /
Cepust Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002526053 Date of Analysis / : 18.05.2024
AHanuTudecKHii oTuyeT Ne JlaTa ananmza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JdaTta npousBocTBa T'open oo

Analysis performed according ND / Auanus npoeenen mo H/I:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page8of 8 /Crp. 8u3 8

API name / Hanmenopanue ADC:

Ketorolac tromethamine / Ketoposaka

Homep cepuu cybctanuuu npouspogurens [JID:

TPOMETAMUH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRH001415
Homep cepuu npoussoauteas ADC:
FP Manufacturer API Batch number / FERA00144

API Manufactured by & country /
IIpoussoantenr A®C, cTrpaHa:

Dr. Reddy's Laboratories Ltd., India /
J-p Pepnu'c JIaboparopuc JIta., MHauns

Remarks: The Product conforms to ND/
ITpumeyanue: IponykT cooTBeTCcTBYET TpeboBanusam HJL

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by /

IToarorosnexo: Rzajw

—

IIporepeno: Pardeep Kumar

Onobpeno:

Approved by: Manager/Executive /

Menemxep / Pykosoayreib
Manoj Kumar @J

Reprint Date / \
Tlara- 18 N5 2074

Reprint Date /
Jlara- 1R NS 074

Reprint Date /
Tara: 18 NS 2074

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: L85195AP1984PLCO0AS07
www.drreddys.com



