Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Ketopon" Dkcnpece (keToposiak) TaGNeTKH, ANCHeprupyemsie B nojiocti pra, 10 mr

Batch No / : V2300669 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6beM cepun 36.00,000 Tad
Analytical Report No / : 890001658574 Date of Analysis / : 28.04.2023
Anajuruyeckuii oryer Ne JlaTa ananusa

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
JaTa npon3BoICcTBA I'onen no

Analysis performed according ND / Ananus nposeaen no H/I:
JIT-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)
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No

Test / [lokazaTennb
Ne

Results / Pe3ynbTaThl

Specification / Hopma

1 Description / Onucasue

Light yellow round flat beveled
tablets with "[" debossed on one
side. / Kpyrible, iockue
TabneTku ¢ Gackoii, cBeTIIO0-
MEJITOTO LIBETa C rPaBUPOBKOH
«l» Ha OJIHOM CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnsle, miockue TabneTku ¢ hackoii,
CBETJIO-XKENTOro LiBeTa C rpaBUPOBKOI
«l» Ha OHOM CTOPOHE.

2 Identification / ITopaJIMHHOCTD

Ketorolac / Kemopoaak

a) ByUv/
Y®-cnektpodoTomeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpsl
NOTJIOLIEHKS] MCTIBITYEMOTO pacTBopa
pacTBopa  CTaHZapTHOro  obpasla
KETOopojiaka TpPOMETaMHMHa  JO/DKHBI
HMMETh MaKCUMYMBI TP OHOM 1 TOM ke
JUIMHE BOJIHBL (£ 2 HM).

Remarks: The Product conforms to ND/
IMpumeuanue: [TpoaykT coorBeTcTBYET TpeboBanusaM HJJ

Conclusion: APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
[TpoBepeno: Pardeep Kumar

< —

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / PykoBoguyens
Manoj Kumar &M

o
Reprint Date /

Jara: 28.04.2023

Reprint Date /
Jara: 28.04.2023

Reprint Date /
Hara: 28.04.2023

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

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

CEPTUDHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Ketopon" Dkcnpece (ketoposnak) TabneTku. AMcneprupyemble B nonoctu pra, 10 mr

Batch No / 1 V2300669 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0bem cepnn 36.00,000 Tab
Analytical Report No / : 890001658574 Date of Analysis / 28.04.2023
AHaJIHTHYECKHH oTueT N2 JlaTa anaauza

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
JaTa npoM3BoaCTBA TI'onen no

Analysis performed according ND / Ananus nposenen mo H/I:
JIT-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel or 27.12.2021)
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Specification / Hopma

No

No Results / Pe3ynbTaTsl

Test / [Toka3aTenanb
b) By HPLC/BD2XX

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). / BpeMms ynepKuBanus
OCHOBHOTO MNMKa Ha XpOMarorpamme
HCOBITYEMOrO  pacTBopa  JIOJDKHO
COOTBETCTBOBATH BpEMEHH
yIEP)XUBaH¥s OCHOBHOTO IHUKa Ha
XpOMaTorpamme pacrBopa
cTaHgapTHOro obpaslia KeTopoJiaka
TPOMETaMMHA (paznen
«KonmyecTBEHHOE ONpeleIeHUE).

Complies / CooTBeTCTBYET

Conclusion: APPROVED /
Zaxawuenne: OJJOBPEHO

Remarks: The Product conforms to ND/
[Tpumeuanme: IIpoaykT cooTReTCTBYET TpeboBanusaM HJI

Prepared by / Checked by /
[MoarororneHo: Ramakant [Mpoepeno: Pardeep Kumar

Ukt S

Approved by: Manager/Executive /
Ono6peHo: Menemkep / PykoBoanTens

Manoj Kumar i

=

Reprint Date /
Jara: 28.04.2023

] Reprint Date /
Hara: 28.04.2023

Reprint Date /
Jara: 28.04.2023

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
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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 : 491 98166 56001-02
www.drreddys.com

CEPTU®UKAT AHAJIU3A

Product: Ketorol Expgss (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dkenpecc (keToponak) TabneTku, AHCHEPrHPYEMbIE B NOJIOCTH PTa, 10 mr

Batch No / : V2300669 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepuu 36,00,000 Tab
Analytical Report No / : 890001658574 Date of Analysis / : 28.04.2023
AHajuTHYeCKHH oTyeT Ne JlaTa aHagn3a

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
Jara npou3BoJcTBA T'onen no

Analysis performed according ND / Ananus nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)
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‘1;.00 Test / IloxasaTenb Results / PesyabTaThbl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MoanuHHOCTL butylhydroxyanisole peaks on the
Oy THIrHAPOKCHAHU30 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). / BpeMeHa yHepXHBaHHUsA
OWKOB  2-OyTMITMAPOKCHAaHH30NIAa U

3-0yTRATHIPOKCHAHHU30I1a Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBAThH
BpPEMEHaM YAEP)KUBAHUS MHUKOB
2-0yTHATUAPOKCHAHHU30JIa 1
3-6yTHITHAPOKCHAaHU301a Ha
XpoMaTorpaMmme pacTBopa
CTaHAApPTHOTO obpa3ua
OyTHUIrHAPOKCHAHU301a (pasnen
«CopepxaHue

OGYTHITHAPOKCHAHU30IAY).

4 Average weight / Cpeansis
Macca

69.8 mg/ 69.8 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr 10 72,8 Mr (70,0 Mr + 4,0 %).

Remarks: The Product conforms to ND/

[Tpumeuanue: [Ipoaykt cooTBeTcTBYET Tpebosanusam HJI

Conclusion: APPROVED /
3axaouenne: OJJOBPEHO

Prepared by /
IToaroroeneHo: Ramakant

bl

Checked by /
[TpoepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTens
Manoj Kumar 3 "

Reprint Date /
Jata: 28.04.2023

Reprint Date /
Jlarta: 28.04.2023

Reprint Date /
Jlata: 28.04.2023

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: L85195AP1984PLC004507
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

CEPTUPHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpecc (keToponak) TabneTky, AMCHEPripyemple B MOJIOCTH PTa, 10 mr

Batch No / : V2300669 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6Bem cepun 36,00,000 Tab
Analytical Report No / : 890001658574 Date of Analysis / 28.04.2023
ApanuTHyecKuii oTuer Ne Jara aHaaun3a

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
JaTa npou3BoAcTBA TI'onen no

Analysis performed according ND / Anaan3 nposeaen no HJ/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page4of 7/Crp. 4 n3 7

1;.:) Test / TlokasaTennb Results / PesyabTaTbl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OaHOPOAHOCTH MACChI 2/20 tablets - not more than = 20 % /

18/20 Tabnetox — He Oosnee =10 %
2/20 tabnetok — He 6onee + 20 %
5 Disintegration time / 19 sec /19 cex Not more than 3 min / He 6onee 3 MuH
Pacnagaemocthb
6 Dissolution / PacTBopenue Unit-1 / Tabna-1 99 % Not less than 75% (Q) of
. Ci15sH13NO3*CsH 1 1NO3 (ketorolac
Unit-2 / Ta6n-2 98% tromethamine) in 15 min / He menee
Unit-3 / Ta6x1-3 103% | 75% (Q  CisHisNO3*CsHiiNO;3
. . (xeToponiaka ~ TPOMETaMMH)  4YEpE3
Unit-4 / Tabn-4 103% 15 MuH
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 99%

7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a

JucnepcHoCcTh 710 pm sieve is formed. / O6pasyercs
ONHOpONHAS CYCIICH3Us, NpOXoisluas
CKBO3b CHMTO C pa3MepoM OTBEpCTHMH
710 MKM.

Remarks: The Product conforms

to ND/

IMpumeyanue: [Iponykr coorBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
Zakmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Ramakant IMpoeepeHo: Pardeep Kumar OnobpeHo: MeHemxkep / PykosoauTtes
£ i 3 :
@W’w = Manoj Kumar ) s
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.04.2023 Hara: 28.04.2023 Hara: 28.04.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTUD®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon" Dkcnpece (keToponak) TabieTku, IMCNEPTHPYEMbIC B NOAOCTH PTa, 10 mr

Batch No / : V2300669 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001658574 Date of Analysis / : 28.04.2023
AHaJuTHYECKHIE 0TYeT No Jara anaausa

Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
JaTa n1pou3BoaCTBA I'onen no

Xnalysis performed according ND / Ananuns nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)
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8 Related impurities / PoncTBenHble mpumecu

ketorolac 1-hydroxy analog /
1-ruapoxcuanaisor

Below LOD (LOD =0.0010 %) /
Huxe npenena o6uapysxkenus (I10

Not more than 0.5 % / He 6onee 0,5 %

KETOpoJiaKa =0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaor keToposaka 0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eMHUYHas 0.03%
HeupeHTHHHUUNPOBaHHAS
npUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6oaee 1,0 %
CymMa npumecen

9 Water / Bona 2.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4Hble OpraHuyeckne pacTBOpUTENH

Isopropyl alcohol /
HzonponaHon

7 pg/tab / 7 Mxr B Tabnetke

Not more than 350 pg/tab /
He 6osiee 350 MKr B TabneTke

Remarks: The Product conforms to ND/
[Tpumedanue: IIpoaykt coorseTcTBYET TpeboBanusam H

Conclusion: APPROVED /
Zaxmwouenne: OJOBPEHO

Prepared by /
IoarororneHo: Ramakant

Checked by /
[Mpogepeno: Pardeep Kumar

-

Approved by: Manager/Executive /

Ono6peno: Menemxep / Pykosozurens
Manoj Kumar wz

Bulert
Reprint Date /

Hara: 28.04.2023

Reprint Date /
Hara: 28.04.2023

Reprint Date /
Jlara: 28.04.2023

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: L85195AP1984PLC004507
www.drreddys.com




, ‘...0 Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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CEPTUDPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
INpoaykr: Ketopon® Dkcnpece (keToposnak) TabieTkH, AMCHEpripyeMble B nonoctu pra, 10 mr

Batch No / : V2300669 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001658574 Date of Analysis / : 28.04.2023
AHanuTHYECKHI oTyeT No JlaTa aHaIHM3a

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
JaTa npoH3BoOACTBA T'onen no

Analysis performed according ND / Ananu3s nposenen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / m3menenne Nel or 27.12.2021)
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11 Microbial enumeration tests / MukpoGuoJjornyeckast 4yucTora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee uncao He 6osee 1000 KOE/r
a>pOOHBIX MUKPO-

OpraHu3MOoB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 6onee 100 KOE/r

YHCJIO APONOKEBBIX U
IUIECHEBBIX FpUOOB

¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBue B 1 r
12 | Uniformity of dosage units / 2.8 Acceptance value (AV) not more than
OaHOpPOOHOCTD 15.0 / IlpuemouHoe 3HayeHue (AV) He
XO3UPOBaAHUS 6oiee 15,0.
13 | Assay/KonnuyecTBeHHOE 9.8 mg /9.8 Mr From 90mg to 11.0 mg of
onpeaesieHne (98.1 %) Ci1sH13NO3*C4H  1NOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr 10
1 1,0 MIr C15H13N03‘C4H[ 1NO3
(xetoponaka tpometamuH) (ot 90,0 mo
110,0 % OT 3asBIEHHOT0 KOJIMYECTBa) B

TabneTke
14 | Butylhydroxyanisole 0.0927mg/tab / Not less than 0.042 mg/tab /

content / ConepxaHue 0.0927wmr B TabneTke He menee 0,042 mr B TabneTke

OyTHIIrMAPOKCHAHH30J1a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: IIpoaykt cootBeTcTBYeT TpeboBanuam HJQ Zaxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Ramakant IIporepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoaurens

Manoj Kumar .
ot i J sl

Reprint Date / Reprint Date / Reprint Date /
Hara: 28.04.2023 Iara: 28.04.2023 Hara: 28.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Tefangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon” Dkcnpecc (keToposiak) TabneTk1, AMCIIEprupyeMble B NoaocTH pTa, 10 mr

Batch No / : V2300669 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepun 36,00,000 Tab
Analytical Report No / : 890001658574 Date of Analysis / : 28.04.2023
AHaTuTHYeCKHi oTueT Ne JlaTa ananusa

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
JdaTta npoussoacTBa I'open no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usamenenne Nel ot 27.12.2021)
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15

Package / YnakoBka

10 tablets in a blister

BnaronorioruteneM/[15BIT)

KapTOHHYIO.

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
Onucrepe w3z (ITA/AJI/IID ¢

donbru // (I13/AJT) ponsru. Io
2 GmucTepa ¢ MHCTPYKLWEH Mo
NpUMEHEHHIO B nayky

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / [lo 10 Tabnetok B
6nucrepe u3 (TTA/AJITID c
snaronorjorurenem/[19BIT) donbru //
(I13/AJT) donvru. ITo 1 unu 2 6aucTepa ¢
UHCTPYKIMeH TI0 DPUMEHEHHIO B IAauKy
KapTOHHYIO.

16

Labeling / MapkupoBka

According to ND / B cootBercTBuu ¢ HJJ

17

Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temnepatype He Bbiue 25 °C.

18

Shelf life / Cpok roanocTin

2 years / 2 roma

* 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.

* JIpu BhINYCKe JIEKAPCTBEHHOI'0 IPEeNapaTa KOHTPOJIb Ka4ecTBA 10 NIOKA3aTEI0
«MuKkpo6uoIorHYecKasi YUCTOTA» MPOBOXHTCH JUIsl Kaxao# 20-0if cepHH, HIIM AN ONHOH CEPHH B rON,
B 32aBUCHMOCTH OT TOI0, YTO HACTYIIHT PaHbIIIe.

Remarks: The Product conforms to ND/
ITpumeuanue: Ilpoaykr cootBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3axiwuenue: OJOBPEHO

Prepared by /
TMoarorosneno:; Ramakant

Checked by /
IpoeepeHo: Pardeep Kumar

! -

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBogugens
Manoj Kumar ‘1 ;::“ :2

Reprint Date /
Hara: 28.04.2023

Reprint Date /
Hara: 28.04.2023

Reprint Date /
Hara: 28.04.2023

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



