Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJTH3A

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon" Dkenpece (keToponak) TabneTkH, AMCNEprupyemMsle B OJIOCTH pTa, 10 mr

Batch No / : V2202658 Batch Quantity / : 36,00,000 tab /
Cepnsa Ne O0BeM cepuH 36,00,000 Tab
Analytical Report No / : 890001638203 Date of Analysis / : 06.01.2023
AHaauTHYeCKHi oTueT Ne JlaTa anaausa

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
Jata npoH3BOACTBA T'onen 1o

Analysis performed according ND / Ananus nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenune Nel ot 27.12.2021)
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No

Test / ITlokazaTenb
Ne

Results / Pe3ynbTaThl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnele, miockue
TabNeTKH ¢ Gackoi, CBETIIO-
XKEJITOTO L[BETA C TPaBHPOBKOM
«|» Ha OZIHOM CTOpPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisie, niockue TabneTky ¢ $packoii,
CBETJIO-KEJITOTO 11BETa C IPaBHPOBKOH
«I» Ha OHOM CTOPOHE.

2 Identification / IloaIMHHOCTL

Ketorolac / Kemoponak

a) ByUv/

V®-cnexktpodotomMerpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / V®-cnekTpsl
MOTJIONIEHHS HCIIBITYEMOTO pacTBopa
pacTtBopa  CTaHmapTHOro  obpasua
KETOpOoJiaka TpPOMETaMHMH4  JOJIKHbI
HUMETh MaKCUMYMBbI IIPU OIHOM 1 TOH XKe
JUIMHE BOJHbL (£ 2 HM).

Remarks: The Product conforms to ND/
[pumeyanue: [Tponykr coorsercTByeT Tpebopanusam HJI

Conclusion: APPROVED /
Zaxaouenne: OJJOBPEHO

Prepared by /
[Tonrorosneno: Naresh Kumar

i

—

Checked by /
[MpoepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosognrens

Manoj Kumar @&(f—/

Reprint Date /
Jara: 06.01.2023

Reprint Date /
Jlata: Ub.U1.2023

Reprint Date /
Jara: 06.01.2023

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




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon®™ Okcnpecc (keToponak) TabneTkH, AMCHEPripyeMeIe B MOIOCTH pTa, 10 mMr

Batch No / : V2202658 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0beM cepnu 36,00,000 Tab
Analytical Report No / : 890001638203 Date of Analysis / 06.01.2023
AHaJMTHYeCKHH oT4yeT No JlaTa anaam3a

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JdaTa npousBoacTBa I'ogen g0

Analysis performed according ND / Ananu3s nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)
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No

o Test / Iloka3arennb

Results / Pe3yabTaThl

Specification / Hopma

b) By HPLC / BOXKX

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). / Bpemsa yZepXuBaHusi
OCHOBHOTO ITHKa Ha XpoMaTOrpamme
UCTILITYEMOTO ~ pacTsopa  HOJDKHO
COOTBETCTBOBATh BpEMeEHH
yAEpPXUBAHUS OCHOBHOTO THKa Ha
XpOMaTorpamMmme pacTBopa
CTaHAAPTHOTO KeTOpOaKa
TpOMeTaMHHa (pa3men
«KonuuecTBEHHOE OTPEIENIEHHEN).

obpasua

Remarks: The Product conforms to ND/
Tpumeuanue: IIpoaykT cootBeTcTBYeT Tpebosanusm HJI

Conclusion: APPROVED /
Zaknwuenne: OJJOBPEHO

Jara: 06.01.2023

Jata: 06.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoproTorneHo: Nf;esh Kumar | IlposepeHo: Pardeep Kumar Ono6peno: Menemkep / PykoBoaurens

-{{f C_“L" ) anoj Kumar ‘@&uj{;
Reprint Date / Reprint Date / Reprint Date /

Jlara: 06.01.2023

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




Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIN3A

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

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

Hpoxykr: Ketopon™ Dkenpece (ketoponax) TabneTKH, ANCTICPrHPYCMbIe B OJIOCTH pra, 10 mr
Batch No / : V2202658 Batch Quantity / . 36,00,000 tab /
Cepust Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001638203 Date of Analysis / : 06.01.2023
ﬁannanecxni& oruyer Ne JlaTa aHaaH32a

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jlata NpOM3BOACTBA T'onen no

Analysis performed accordi

ng ND / Ananu3 npoBeJieH 1o HA:

JII1-004929-011119 (amend

Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)
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1;.: Test / IlokaszaTesb Results / PesynbTaThl Specification / Hopma
3 Identification Complies / CoOTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoannHHOCTH butylhydroxyanisole ~peaks on the
6y THIIrHIPOKCHAHU30 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 yIepXUBAHUA
OMKOB  2-OyTHITMAPOKCHaHW30Na U
3-6yTUNrHAPOKCHAHU3011a Ha
XpomaTorpamme UCTILITYEMOrO
pacTBOpa JOJDKHBl COOTBETCTBOBATH
BpeMeHaM yIepXKUBAHMS IUKOB
2-6y THWITHAPOKCHAHN301a a
3-6y THITHAPOKCHAHU301a Ha
xXpomarorpamme pacTeopa
CTAaHAAPTHOTO obpazua
OyTHArHOpOKCHAHU30JIA (pasmen
«ConepxaHue
6y THITHAPOKCHAHH301aY).
4 Average weight / Cpexnsis 69.2 mg/ 69.2 Mmr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
macca OT167,2 mr 1o 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
TTpumeuanue: [TpoAyKT COOTBETCTBYCT tpeGosarnsim HJT

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
[Moxaroropneno: Naresh Kumar

(i
e

Checked by /
IIposepeno: Pardeep Kumar

L

P

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTens

Manoj Kumar @,_‘_//

Reprint Date /
Tlara: 06.01.2023

Reprint Date /
Jlara: 06.01.2023

Reprint Date /
Hara: 06.01.2023

Registered Office: &-

2-327, Road io. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND|A
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpecc (keToponak) TabaeTkH, AMCTIEPrupyeMbIe B TIOJIOCTH PTa, 10 Mr

Batch No / : V2202658 Batch Quantity / : 36,00,000 tab /
Cepna Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001638203 Date of Analysis / 06.01.2023
AHaguTHYECKHH oTUeT Ne Jara anaausa

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JlaTa npoH3BOACTBa T'ogen xo

Analysis performed according ND / Ananus nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)
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No

No Test / Iloxkazarensb

Results / Pe3ynbTaThl

Specification / Hopma

Uniformity of weight /
OaHOPOXHOCTHL MACCHI

Complies / CooTBeTCTBYET

18/20 tablets - not more than = 10 %
2/20 tablets - not more than = 20 % /
18/20 Tabnetox — He Oonee £ 10 %
2/20 Tabnetok — He 6osee £ 20 %

5 Disintegration time /
Pacnagaemoctnb

21 sec /21 cex

Not more than 3 min / He 6onee 3 Mun

6 Dissolution / PacTBopenue

Unit-1/ Ta6n-1 101 %
Unit-2 / Tabn-2 100%
Unit-3 / Tabn-3 104%
Unit-4 / Tabn-4 100%
Unit-5 / Tabn-5 104%
Unit-6 / Tabn-6 105%

Not less than 75% (Q) of
Ci5sH13NO3*CsH 1 NO; (ketorolac
tromethamine) in 15 min / He menee

75 % (Q) Ci5sH13NO3+CsHi1NO3
(keToponaka  TPOMETaMHH)  dYepe3
15 mun

7 Fineness of Dispersion/
JucnepcHocTh

Complies / CoOTBETCTBYET

A uniform suspension passing through a
710 um sieve is formed. / O6pasyercs
OIHOpPO/HAs CYCNEH3Hs, MpPOXOAAIlas
CKBO3b CHTO C DPa3MepoOM OTBEPCTHI
710 MKM.

Remarks; The Product conforms to ND/

IMpumeuanue: IIponykT cootBeTcTBYET TpeboBaHusm HJI

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
[Toarorosneno: Naresh Kumar

&/

Checked by /
[TpoeepeHo: Pardeep Kumar

A

—

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurenb

Manoj Kumar ¥ QJ‘ _;&:(——’

Reprint Date /
JHara: 06.01.2023

Reprint Date /
Jara: 06.01.2023

Reprint Date /
Jara: 06.01.2023

Registerad Oifice: 3-2-337, Road No. 3, 8anjzara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q':.

CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Okcrpecc (keTopornak) TabneTku, Aucniepriupyembie B mojiocTH pra, 10 mr

Batch No / : V2202658 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepun 36,00,000 Tab
Analytical Report No / : 890001638203 Date of Analysis / 06.01.2023
Ananuruyeckmii oTger Ne JlaTa anajansa

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JlaTa Npou3BOJCTBA Togen 10

Analysis performed according ND / Anaau3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / uzamenenne Nel or 27.12.2021)

PageS5of 7/Crp. 5u3 7

8 | Related impurities / PoncTeennble npumecn

ketorolac 1-hydroxy analog /
1-runpokcuaHaior
KeTOpOJIaKa

Below limit of detection (LOD =
0.0010 %) / Huxe npenena
obuapyxenus (ITO = 0.0010%)

ketorolac 1-keto analog/

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

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

1-KeToaHasIor KeToponaka 0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
e MHUYHasA 0.03%
HeUIeHTHOULIMPOBaHHAS
npUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymmMa npumecet
9 Water / Boaa 2.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcraTo4Hbie OpraHuyecKkue pacTBOPUTEHM

Isopropyl alcohol /
HzomnponaHon

6 pg/tab /6 Mxr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
ITpumeyanue: [Ipoaykt cootBeTcTBYeT TpeboBanuam H/I

Conclusion: APPROVED /
3akaiouenne: OJOBPEHO

Jara: 06.01.2023

Jara: 06.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[TonrorosieHo: Na?h Kumar | I[Ipoepeno: Pardeep Kumar Onobpeno: Menemxep / P}'KOBOI[I-r?ﬂb

,g:’ ? 3{___#_ Manoj Kumar ‘}‘;"2‘/‘!"—‘;
Reprint Date / Reprint Date / Reprint Date /

Jara: 06.01.2023

Registered Office: 8-2-337, Road iio. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiN: L85195AP1984PLC0O04507

www drreddys.com




Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDJA

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

CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Okcnpecc (keroposiak) TabeTkH, AHCEpPrupyeMbie B MOJI0CTH pra, 10 mr

Batch No / : V2202658 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001638203 Date of Analysis / 06.01.2023
AHanuTHyecKuii oTuer Ne JlaTa ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JdaTa npoH3BOACTBA T'onen o

Analysis performed according ND / Ananu3 nposenen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 m3 7

11 | Microbial enumeration tests / MukpoGuooru4yeckast 4ucTora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1iee yncno He 6onee 1000 KOE/r
a3pOOHBIX MUKpPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1wee He 6onee 100 KOE/r
YHCJIO APOMOKEBBIX U
IIECHEBBIX MPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBUE B 1 T
12 | Uniformity of dosage units / 43 Acceptance value (AV) not more than
OaHopoaHoCTb 15.0 / IlpuemouHoe 3HayeHue (AV) He
A03MPOBAHHUS 6onee 15,0.
13 | Assay/KonuuyecTBeHHoe 9.9 mg/99 Mr From 9.0mg to 11.0mg  of
onpeaelieHne (99.1%) C15H13NO3CsH 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr 1o
11,0 Mr CisH13NO3*CsH11NO;3
(keToposniaka TpomeraMuH) (oT 90,0 mo
110,0 % OT 3a4BJEHHOTO KOJIMYECTBA) B
TabyeTke
14 | Butylhydroxyanisole 0.0901 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0901 mr B TabneTke He menee 0,042 Mr B TabneTke
Gy TUNrHAPOKCHAHHN30J1a

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBercTByeT Tpedosannsm HJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToaroTopneHo: Nagcgh Kumar

pe

Checked by /
IMpoeepeHo: Pardeep Kumar

d—

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoautelis
Manoj Kumar '

P //
R

Reprint Date /
Jlara: 06.01.2023

Reprint Date /
Jlata: 06.01.2023

Reprint Date /
Jara: 06.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CEPTUPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponaykr: Keropon® Dkenpecc (keToponak) TableTku, AMcneprupyeMbie B n0J10cTH pra, 10 mr

Batch No / : V2202658 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepuu 36,00,000 Tab
Analytical Report No / : 890001638203 Date of Analysis / 06.01.2023
AHaJHTHYECKHH 0TyeT No JlaTa aHanu3a

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jara npousBoacTBa I'ogen oo

Analysis performed according ND / Auann3 nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel or 27.12.2021)

Page 70of 7/ Crp. Tuz 7

15 Package / YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6auctepe u3z (ITA/AJVIID ¢
BnaromnornorureaeM/II2BII)

donsru // (II9/AJ]) donvru. Io
2 6nucTepa ¢ MHCTPYKUMeH no

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. / Ilo 10 Tabnetok B
Gnucrepe u3 (TTA/AJINID c
pnaronornotutenem/I13BIT) donbru //
(IT3/AJI) ¢ponbru. ITo 1 unu 2 6auctepa ¢
WHCTPYKLMEH O MPUMEHEHHIO B MavKy
KapTOHHYIO.

MPUMEHEHHUIO B
KapTOHHYO.

fauKy

16 | Labeling / MapkupoBka

According to ND / B cootBeTcTBHH ¢ H]I

17 _Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temnepatype he Boiiue 25 °C.

18 | Shelf life / Cpox roanocTn 2 years /2 rozma

* 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.

* IIpu BhIMyCKe JIEKADCTBEHHOr0 NMpenapara KOHTPOJIb Ka4eCTBa N0 MOKA3ATe/ 0
«MuxpobuonornuecKkas YHCTOTA» NPOBOTUTCSH s Kaxkxoit 20-0ii cepuu, HAH Q)15 OXHON CEPHH B roj,

B 3ABHCHMOCTH OT TOI'0, YTO HACTYIIHT PaHbIUE.

Remarks: The Product conforms to ND/
ITpumeuanue: Ipoaykrt cooTBeTcTBYET TpeGoBaHusM HJI

Conclusion: APPROVED /
3aknawyenue: OJJOBPEHO

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

IMoaroroeneno: Naresh Kumar | ITporepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoanreiis
(W O{;; Manoj Kumar W

Reprint Date / Reprint Date / Reprint Date /

Hara: 06.01.2023 Jara: 06.01.2023 JHata: 06.01.2023

Registered Office: 8-2-327, Road No. 3, Banjara

Hills, Hyderabad - 500034, Telangana, india

Tei: +91 40 4500 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




