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CERTIFICATE OF ANALYSIS

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

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

CEPTUDHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Ketopon" Dkenpece (keToponak) TabneTkH, AMCNeprupyeMbic B nosiocti pra, 10 mr

Batch No / ¢ V2201507 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6BeM cepun 36,00,000 Tab
Analytical Report No / : 890001604950 Date of Analysis / : 30.07.2022
AHaanTH4ecKuil oTyer Ne JlaTa anaim3sa

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024
Jara npousBoacTea T'onen oo

Analysis performed according ND / Anann3 nposenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / m3amenenne Nel ot 27.12.2021)

Page1of 7/ Crp. 1 u3 7

No . 5
N Test / [NokazaTeb Results / Pe3yabTaThbl Specification / Hopma
1 Description / Onucauue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrasle, niockue Kpyrible, rnockue TabneTky ¢ Gpackoi,
TabneTky ¢ thackol, CBETIO- CBETJIO-KEJITOTO 1BeTa ¢ IpaBUpPOBKOMH
JENTOro LUBETA C MPaBUPOBKOM «l» Ha ofiHO# CTOPOHE.
«l» Ha onHOH cTopoHE.
2 Identification / [TognHHOCTB

Ketorolac / Kemoponax

a) Byuv/
Y®-cnekrpodoTomeTpus

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexkTpbl
NOT/IOIIEHHA HCNBITYEMOrO pacTBopa H
pacTBopa  craHmapTHOro  obpasua
KeTOopoNaka TpOMEeTaMHHa  JOJDKHbI
HMMETH MAKCUMYMBI TIPH OHOHN U TOH e
JUTHHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoaykT cooTBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
IMonaroroeneno: Pardeep Kumar

t—

Checked by /
ITposepero: Himesh Kumar

—

Approved by: Manager/Executive /
Ono6peHo: Meneﬂmep / RyxoBoautenb
Kusum Lata N oere

Reprint Date /
Jara: 30.07.2022

Rueprint Date /
Jata: 30.07.2022

Reprint Date /
Jara: 30.07.2022

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laberatories Ltd.

Formuiation Unit-6

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

CEPTHUOPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Ketopon" Dkenpece (keToposiak) TabIeTKH, AMCNeprupyeMble B NoNocTu pra, 10 mr

Batch No / 1 V2201507 Batch Quantity / : 36,00,000 tab /
Cepust Ne Oo6nem cepuu 36,00,000 Tab
Analytical Report No / : 890001604950 Date of Analysis / 30.07.2022
AHAJIUTHYECKHIT oTueT No JlaTa ananu3za

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JaTa npou3BoacTBa TI'ogen xo

Analysis performed according ND / Ananus nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)

Page2of 7/Crp. 2 u3 7

No

Test / [TokazaTean
No

Results / Pe3yabTaThl

Specification / Hopma

b) By HPLC / BDKX

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
OCHOBHOTO MHKa Ha Xpomarorpamme

HCIIBITYEMOTO  pacTBOpa  JOJIKHO
COOTBETCTBOBaTh BpEMEHH
yIEpKUBaHMA OCHOBHOrO MHKa Ha
Xpomarorpamme pacTBopa
CTaHIapTHOro ofpasla KeTopoJaka
TpOMETaMHHa (paznen

«KonuuectBeHHOE onpeneneﬂue»).

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr cootsercTByet TpeboBanusm HJI

Conclusion : APPROVED /
3akmouyenue: OJJOBPEHO

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

[oaroroeneno: Pardeep Kumar | IIposepeno: Himesh Kumar OnobpeHno: Menemxep / PykopoanTesb
4/7 ~—. | Kusum Lata *‘5?%9 _—

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.07.2022 Jara: 30.07.2022 Jara: 30.07.2022

Registered Office: £-2-337, Road Mo. 3, Eanjara Hills, Hyderabad - 500034, Telangena, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLCO04507
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

CERTIFICATE OF ANALYSIS  Tel: +9198166 56001-02

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

(3]

IIpoaykT: Ketopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcnpece (keToponak) TabJIeTKH, AUCIeprupyeMble B MoaocTy pra, 10 Mr

Batch No / : V2201507 Batch Quantity / : 36,00,000 tab /
|Cepust Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001604950 Date of Analysis / : 30.07.2022
AHaJTUTHYECKUH oTueT Ne Jara anaiu3za

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024
JaTa nponsBoacTea Tomen po

Analysis performed according ND / Ananu3 nposenen no H/I:

JIII1-004929-011119 (amend Nel from 27.12.2021 / uamenenune Nel ot 27.12.2021)

Page3of 7/ Cip.3m37

NN:) Test / IokazaTenb Results / Pe3yabraTn! Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMonanHHOCTH butylhydroxyanisole peaks on the
OYTHATrHAPOKCHAHU30 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 yxepXKHBaHUS
NHKOB  2-0yTWITMAPOKCHAaHM30N1a U
3-6yTUnruapoKcuaHu3ona Ha
XpoMarorpamme HCTBITYEMOTO
pacTBopa MOJKHEI COOTBETCTBOBATb
BpeMeHaM yAepKUBAHUS MHKOB
2-6yTUNITHAPOKCHAHU30IA 2
3-0yTUArHIPOKCHAHH301a Ha
XpoMaTtorpaMmme pacTBopa
CTaHAApTHOTO obpasiia
OYTUITMIPOKCHAHU30I1a (paznen
«Copnepxanue
OYTUNTHAPOKCHAHU30JIa).
4 Average weight / Cpeansis 69.5mg/ 69.5mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 wMr g0 72,8 mr (70,0 Mr £ 4,0 %).

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

ITpumeuanue: IIponykT coorBeTcTBYeT TpeboBanuam HJJ 3akiaouenne: OJJOBPEHO

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

IToarorosneno: Pardeep Kumar | ITpoeepeno: Himesh Kumar OnobpeHo: Menemxkep / PykoBogureb
Qf——’—,/ C';L/-\: Kusum Lata - PLES

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.07.2022 Hara: 30.07.2022 Hata: 30.07.2022

Registered Office: 8-2-337, Road Mo, 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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CERTIFICATE OIF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-32

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Ketopon" Dkenpece (keToponak) TabneTky, AMcneprupyemblie B nonoctv pra, 10 mr

Batch No / : V2201507 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bem cepnu 36,00,000 tad
Analytical Report No / : 890001604950 Date of Analysis / 30.07.2022
AHajauTHYecKHH oTyeT Ne Jara anaauza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JaTta npou3BoacTBa I'ogen no

Analysis performed according ND / Anasn3 nposexen mo HJI:
JIII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Pagedof 7/ Crp. 4mu37

i.:) Test / INokazaTesnb Results / PesyabTaTht Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OaHopoaHOCTHL Macebl 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — He Gonee * 10 %
2/20 Tabnetok — He 6onee = 20 %
5 Disintegration time / 19 sec/ 19 cex Not more than 3 min / He 6onee 3 mun
PacnagaemocTth
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 96% Not less than 75% (Q) of
i Ci5H13NOz+C4H,; 1 NO; (ketorolac
- - V)
Unit-2 / Ta611-2 2l tromethamine) in 15 min / He mence
Unit-3 / Ta6n-3 96% 75%  (Q)  CisHisNO3*C4Hi1NOs
) . (keroponaka  TpoMeTaMHH)  uepes
Unit-4 / Tabn-4 96% 15 MHH
Unit-5 / Tabn-5 95%
Unit-6 / Tabn-6 95%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JAucnepcHocTb 710 pm sieve is formed. / Obpazyercs
OJTHOpOZAHAs CYCHEH3Us, MPOXOsiuas
CKBO3b CHTO C DPa3MepoM OTBEPCTU
710 MKM.

Remarks : The Product conforms to ND/

[Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBauusm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[Noarorornexo: Pardeep Kumar

Checked by /
IlpoBepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Meneiep / Pyxosoaurens

f o 5 _~—. | Kusum Lata S Ny
Repriut Date / Reprint Ddle / Reprint Date /
Hara: 30.07.2022 Hara: 30.07.2022 Hara: 30.07.2022

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500033, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTHUPHKAT AHAJIHM3A

m‘oduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon" Dxenpece (ketoponak) TadaeTku, AMCNEPrupyemsie B NonocTu pra, 10 mr

JaTa npon3Boacrea

Batch No / : V2201507 Batch Quantity / : 36,00,000 tab /
Cepust Ne Oo6Bem cepun 36,00,000 Tad
Analytical Report No / : 890001604950 Date of Analysis / 30.07.2022
AxanuTuyeckuii oryer No JlaTa ananuza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024

T'open go

Analysis performed according ND / Ananns nposeaen no HJIL:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

PageSof 7/ Crp. Sn3 7

8 Related impurities / PoacTBeHHbIe npuMecH
ketorolac 1-hydroxy analog / Less than LOQ (LOQ: 0.0032%) Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcHaHanor
KeTopofaKa
ketorolac 1-keto analog/ 0.06 % Not more than 0.5 % / He 6oitee 0,5 %
1-keToaHanor keToposaka
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6oxee 0,5 %
eNUHHYHAS
HEHACHTHHLHPOBAHHAS
NpuMech
Total impurities / 0.2% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Bona 2.2% Not more than 7.0% w/w /
He Gonee 7,0 %

10

Residual solvents by GC/ OcTaTo4Hble OpraHu4ecKue pacTRBOPHTETH

Isopropyl alcohol /
H3zonponanon

3 ng/tab / 3 mMxr B TabneTke

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

Remarks : The Product conforms to ND/
Ilpumeyanue: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
Ilonroroeneno: Pardeep Kumar

Checked by /
[TpoBepeno: Himesh Kumar

—
.
\

Approved by: Manager/Executive /
OnobpeHo: MeHemxep / PykospauTenh
Kusum Lata 53"-' P

Roprint Datc /

Hara: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Repiiut Date /
Jara: 30.07.2022

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Lahoratories Lid.
Formuiation Unit-6

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Kctorol Expre_sg (ketorolac) Orally Disintegrating Tablets 10 mg
I poaykr: Keropon” Dkcnpecc (keToponak) TabneTky, AMCNEPrupyemble B N0N0CTH pra, 10 mr

Batch No / 1 V2201507 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001604950 Date of Analysis / 30.07.2022
AHAIUTHYECKHH oTueT Ne JlaTa ananusa

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Jara npounzBoacrea Fonen no

Analysis performed according ND / Ananu3s nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

[ 11

Microbial enumeration tests / MukpoGuosioruyeckas uucrora*

a) Total Aerobic Microbial
Count / Obuiee yncno
a3po0HBIX MIKPO-
OpraHi3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He donee 1000 KOE/r

b) Total Combined Yeast
and moulds count / O6ee
YHCTIO APOAIKEBBIX U
TJIECHEBBIX MPHOOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He Gonee 100 KOE/r

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTrcyTCTRYET OtcyTtcTBHE B 1 T
12 Uniformity of dosage units / 3.0 Acceptance value (AV) not more than
OaHopoaHocTh 15.0 / IlpueMoyHoe 3HaueHue (AV) He
AO3HPOBAHUSA Gosee 15,0.
13 Assay / KoiimyecTBeHHoOe 9.8 mg/9.8 Mr From 9.0 mg to 11.0 mg of
onpeaejieHHe (98.1 %) Ci5sH13NO;+CsH |1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr g0
11,0 Mr C15H13NO3'C4H1 [NO3
(xetoponaka Tpomeramut) (ot 90,0 mo
110,0 % oT 3asABNEHHOr0 KOJNHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0940 mg/tab / Not less than 0.042 mg/tab /

content / Coaepxanmne
OyTHArHAPOKCHAHI30/1

0.0940 Mr B Tabnetke

He menee 0,042 mr B TabneTke

Remarks : The Product conforms to ND/

ITpumeuanue: [Tpoaykt coorBercTyer TpeGoBanusm HJJ

Conclusion : APPROVED /
Saknouenne: OJJOGPEHO

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

IToarorosneno: Pardeep Kumar | Ipoeepero: Himesh Kumar Onobpeno: Menemkep / RykoBoanTens
<>.£// - ; ~——, | Kusum Lata &f}& Pt oa

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.07.2022 Jara: 30.07.2022 Hara: 30.07.2022

Registered Office: 8-2-337, Road Mo. 3, Baniara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2500, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIf: L85195AP1934PLCO04507

www.drreddys.com
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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

CEPTU®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon Dkenpecce (Keroponak) TabjieTKy, JUCTeprupyembie B NoJiocTy pra, 10 mr

Batch No / : V2201507 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo0bem cepun 36,00,000 Tad
Analytical Report No / : 890001604950 Date of Analysis / 30.07.2022
AdannTudecknii order Ne JlaTa anainmsa

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Jata npousBoAcTBa T'oxen no

Analysis performed according ND / Ananu3s nposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 7 of 7/ Crp. 7 uz 7

15 | Package/ Ynakoska 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / Tlo 10 Tabnetox B
information leaflet in a carton | Gnucrepe u3 (ITA/AJI/TID (v
pack. / Tlo 10 tabnerox B | Brmaromornorurenem/[I2BII) donbru //
Omuctepe n3  (IMA/AJI/IID ¢ | (II3/AJT) donbra. Io 1 unu 2 Giuctepa ¢
Bnaromnornorurenem/I19BIT) HHCTPYKLHEN [0 NPUMEHEHHIO B Nauky
tbonsru // (IT3/AJ1) donbru. o | kapToHHYIO.

2 OnucTepa ¢ MHCTpYKUMEN MO
IPUMEHEHUIO B nauKy
KapTOHHYIO.
16 Labeling / Mapkupogeka According to ND / B cootBerctBuu ¢ HJJ
17 | Storage conditions / Below 25 °C. / [1pu Temnepatype He Bbiie 25 °C,
Xpanenue
18 Shelf life / Cpok roagnoctu 2 years / 2 roaa

* 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.

* Ilpn BbIMyCKe JIEKAPCTBEHHOI0 Npenapara KOHTPOJIb KA4eCcTBa 10 NoKA3aTesI0
«MHKpoOHOIOrHYecKasi YHCTOTA» NPOBOXUTCH MU Kaxaoki 20-0ii CEepHH, HJIH JJIs1 OIHOI cepHH B ron,
B 32aBHCHMOCTH OT TOI'0, YTO HACTYIIHT paHbllie.

Remarks : The Product conforms to ND/
Ilpumeuanne: [Tpoaykrt cooTBeTcTBYET Tpeborarusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

IToarorosneno: Pardeep Kumar

—

Checked by /
ITposepeno: Himesh Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBonurens

Kusum Lata B{/\%’? s

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Jara: 30.07.2022

Registered Office: 8-2-337, Road MNo. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




