Dr.Reddy’s ":'.

'Product : Ketorol_Express (ketorolac) Orally Disintegrating Tablets 10 mg

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Ipoaykt: Ketopon™ Dkenpece (keTopoJak) TabneTkH, NUceprupyemsle B onocTy pra, 10 mr
Batch No / 1 V2201407 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001603563 Date of Analysis / 25.07.2022
AHAJIUTHYECKHUIT oTUeT Ne JlaTa anajanza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JaTta npoussoacraa I'open oo

Analysis performed according ND / Ananus nposegen no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Pagelof 7/Crp.1u3 7

No . :

No Test / [TokazaTenn Results / PesyabTaThl 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. / Kpyrable, nnockue Kpyrneie, nnockue TabneTku ¢ dackoi,
TabseTKH ¢ Gackoi, cBETNO- CBETJIO-XKEJITOrO LBETA C IPaBUPOBKOM
XKEJITOTO LBETa C IpaBUPOBKOH «» Ha OZiHOM CTOpPOHE.
«» Ha oHO! cTOpOHE.

2 Identification / [loanuHHOCTL

Ketorolac / Kemoponax

a) Byuv/
V®-cnektpodoromeTpus

UV spectra of the test solution and
ketorolac ~ tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
MOTJIOIIEHHS HCIIBITYEMOTO pacTBopa
pactBopa  cTaHmapTHoro  ofpasua
KETOpoJjiaka TpOMETaMUHA  HOJDKHBI
HUMETh MaKCHUMYMBI [IPH OHOM M TOM e
IUTMHE BOJIHB! (£ 2 HM).

Complies / CooTBETCTBYET

Conclusion : APPROVED /
3akawuenue: OJIOGPEHO

Remarks : The Product conforms to ND/
[Ipumeyanue: IIponykT cootBeTcTBYeT TpeboBanuaM HJJ

Prepared by / Checked by /
Hoaroroeneno: Pardeep Kumar | Ilpoeepeno: Himesh Kumar

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

Manoj Kumar , l i
(e

Reprint Date /
Mara: 25.07.2022

Reprint Date /
Hara: 25.07.2022

Reprint Date /
Mara: 25.07.2022

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: L85195AP19384PLC0O04507
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 : 491 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIU3A

6]

Ipoaykr: Keropon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpece (KeToponak) TabnaeTku, IUcneprupyemblie B NoJIocTy pra, 10 mr

Batch No / : V2201407 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001603563 Date of Analysis / 25.07.2022
Ananurndeckuii oruer Ne JlaTa anaamsa

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JlaTa npou3BoacTBA T'open po

Analysis performed according ND / Ananus npoeegen mo HI:
JIII-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel or 27.12.2021)

~ Page2of 7/Crp.2n37

No

Ne Test / ITokaszarennb

Results / PesynbTatsl

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). / Bpemsa yIaepXuBaHus
OCHOBHOTO MHKa Ha Xpomarorpamme
UCMILITYEMOTO ~ pacTBopa  JOJDKHO
COOTBETCTBOBATh BpeMeHU
yOep)KHBaHHA OCHOBHOTO [HKa Ha
XpomaTorpaMme pactBopa
CTaH#apTHoro obpasla KeTopoJiaka
TpoMeTaMHHa (pa3zmen

«KoJnuecTBeHHOE ONpeneNeHue).

Remarks : The Product conforms to ND/
ITpnmeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJ

Conclusion : APPROVED /
3axmouenre: OJOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

—f

Checked by /
IIporepeno: Himesh Kumar

Approved by: Manager/Executive /

Ono6peHo: Menemxkep / PykooaunTens

|

Manoj Kumar . LU--&

Reprint Date /
Hara: 25.07.2022

Reprint Date /
Hara: 25.07.2022

Reprint Date /
Hara: 25.07.2022

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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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

CEPTHOHUKAT AHAJIM3A

W

Hponayxt: Keropon

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcnpecc (keToponak) TadneTki, IMCneprupyemble B MOJOCTH pra, 10 mr

Batch No / : V2201407 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0nem cepuu 36,00,000 Tabd
Analytical Report No / : 890001603563 Date of Analysis / 25.07.2022
AHanuTHYecKHH oTyeT Ne JlaTa ananusa

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Jara npousBoacTea I'onen no

Analysis performed according ND / Auanus nposeaen mo HJI;
JIII-004929-011119 (amend Nel from 27.12.2021 / msmenenue Nel ot 27.12.2021)

Page3of 7/Crp.3u3 7

iﬂo Test / IlokazaTennb Results / PesyabTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
TMoanunHoCTH butylhydroxyanisole peaks on the
Oy THArMAPOKCHAHU30JI 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 ynepxuBaHus
NUKOB  2-OyTWIrMApOKCHAHH30NA U
3-OyTWIrHAPOKCHAHU30IA Ha
XpoMarorpamme UCMBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM yaepXUBaHHs NIUKOB
2-6yTUNTHAPOKCHAHH301a )7l
3-0yTUATHAPOKCHAHU30J1a Ha
XpoMaTorpaMmme pacTBopa
CTaHAAPTHOTO obpasua
OYTHUNTHIPOKCHAHH30J1a (pazmen
«Copepxanue
OYTHITMIPOKCHAHU30IIAY).
4 Average weight / Cpenuss 68.9 mg/ 68.9 mr 67.2 mgto 72.8 mg (70.0 mg + 4.0 %)./
macca Ot 67,2 Mr no 72,8 mr (70,0 Mr £ 4,0 %).

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT coorBeTcTBYET Tpebobanusm HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarotorneno: Pardeep Kumar

N

Checked by /
Ipoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Meremxkep
Manoj Kumar

/ PykoBonurens

l?_n L

Reprint Date /
Hara: 25.07.2022

Reprint Date /
Hara: 25.07.2022

Reprint Date /
Hara: 25.07.2022

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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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +81 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykT: Keropon” Drenpecc (keToponak) TadaeTKH, AMCICPrUpyeMble B NONOCTH pra, 10 Mr

Batch No / 1 V2201407 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O0wBem cepuu 36,00,000 Tad
Analytical Report No / : 890001603563 Date of Analysis / 25.07.2022
AHaTuTHYEeCKHIT oTueTr Ne JlaTa aHaan3a

Date of Manufacture / 2 Jul.2022 Date of Expiry / Jun.2024
HJara npon3BsoacTea T'open no

Analysis performed according ND / Anasus nposened no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021 / uzmeneunne Nel or 27.12.2021)

Paged4of 7/Crp. 4u3 7

1;.? Test / [Toka3zaTenb Results / Pe3ynbTaThi Specification / Hopma
Uniformity of weight / Complies / CooTseTcTBYET | 18/20 tablets - not more than + 10 %
OaHOpPOAHOCTL MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Oonee + 10 %
2/20 tabnetok — He 6onee £ 20 %
5 Disintegration time / 22 sec/ 22 cek Not more than 3 min / He onee 3 muH
Pacnapaemoctnb
6 Dissolution / PacTBopeHue Unit-1/ Taba-1 101% Not less than 75% (Q) of
Unit-2 / TaGa-2 101% C15H13NO3.'C4H.1 INO;3 . (ketorolac
tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 103% 75%  (Q)  CisHizNO3;*C4Hi1NOs
. _ o (KeToponaka  TpPOMETaMMH)  4epes
Unit-4 / Tabn-4 102% 15 MUH
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 106%

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

JucnepcHocTh 710 pm sieve is formed. / Obpa3zyercs
ONHOpOIOHAA CYCHEH3Ws, NPOXOLALIas
CKBO3b CHTO C pPa3MepoOM OTBEPCTHMIl
710 MKM.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBercTByeT Tpeboranusam HJI

Conclusion : APPROVED /
3akmwuenne: OJIOBPEHO

Prepared by /
IToaroroeneno: Pardeep Kumar

Checked by /

ITporepeno: Himesh Kumar

— =

~

—

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens

Manoj Kumar i\_/};ié——
)

Reprint Date /
JHara: 25.07.2022

Reprint Date /
Hara: 25.07.2022

Reprint Date /
Hara: 25.07.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com
CIN: L85195AP1384PLCOC4507

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

CEPTHOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkenpece (keToponak) TabNeTkH, AUCNeprupyeMele B NONOCTH pTa, 10 Mr

Batch No / : V2201407 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6BeM cepun 36,00,000 Tad
Analytical Report No / : 890001603563 Date of Analysis / 25.07.2022
AHanuTHYECKHHA oTyeT Ne Jara ananuza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Jara nponsBoacTBa T'ogen go

Analysis performed according ND / Anaau3s nposeaex mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel or 27.12.2021)

PageSof 7/Crp. 5u3 7

8 Related impurities / PopcTBeHHble npuMecH

ketorolac 1-hydroxy analog /
1-rugpoxcuananor
KeTopoJlaka

ketorolac 1-keto analog/
1-keToaHanor KeToponaka

Any unidentified impurity /
eIUHHYHAas
HeuaeHTUGULIHPOBAHHAS
npUMech

BDL (Disregard Arca 931)

0.05 %

0.04%

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

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

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

Total impurities /
CymMMa npumeceit

0.1%

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boaa

2.2%

Not more than 7.0% w/w /
He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble opraHuyecKue pacTBOPUTEJIH

Isopropyl alcohol /
Hzonponanon

8 pg/tab / 8 mMkr B TabneTke

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

Remarks : The Product conforms to ND/

Ipumeuanue: Ilponykr coorBercTByeT TpeboBaHusaM HJJ

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
Iloarororneno: Pardeep Kumar

Checked by /
Ilposepeno: Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykopoaurens

Manoj Kumar 1 E l,L_d_-g_.

< =
Reprint Date / Reprint Date / Reprint Date /
Hara: 25.07.2022 Jlata: 25.07.2022 Jara: 25.07.2022

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: L85195AP1984PLCOC4A507
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

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon" Dkcnpece (keToposiak) TabneTKH, AUCIEPTHPYEMbIE B N0J0CTH pTa, 10 Mr

Batch No / 1 V2201407 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O0bem cepun 36,00,000 Tad
Analytical Report No / : 890001603563 Date of Analysis / 25.07.2022
AHaauTH4ecknii orTuet No Jara ananusza

Date of Manufacture / 1 Jul.2022 Date of Expiry / Jun.2024
JaTa npousBoacTaa TI'onen mo

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

Page 6 of 7/ Crp. 6 53 7

11 Microbial enumeration tests / Mukpo6nonornyeckasi YucTora*

a) Total Aerobic Microbial
Count / Obuiee umcno
a3poOHbIX MUKPO-
OpraH13MoB

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

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast
and moulds count / Obwee
YKCIO KPOXKIKEBBIX U
TUIECHEBBIX TPHOOB

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OrcyTcTBYET OrcytcTBUE B 1 T
12 Uniformity of dosage units / 3.7 Acceptance value (AV) not more than
OnHopoaHocTh 15.0 / Hpuemounoe 3HaueHne (AV) He
JO3UpPOBAHHUA 6onee 15,0.
13 Assay / KoanyecTBeHHOe 9.9mg/9.9 mr From 9.0mg to 11.0 mg of
™ onpeaeneHue (98.7 %) CsH;3NO;*C4H,; 1NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr o
1 1,0 Mr C15H13NO3’C4H11NO3
(xeToponaka TpomeramuH) (oT 90,0 no
110,0 % OT 3asBJIEHHOTO KOJIMYECTBA) B
TabneTke

14 Butylhydroxyanisole
content / Coaepxanne
OYyTUATHAPOKCHAHU30/1a

0.0954 mg/tab /
0.0954 Mr B Tabnetke

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

Remarks : The Product conforms to ND/
ITpumeuanue: Ilponykr coorBercTByeT TpeGoBanHuam HJT

Conclusion : APPROVED /
3axmouyenne: OJOBPEHO

Prepared by /
ITonroroeneno: Pardeep Kumar

i

Checked by /
INpoeepeno: Himesh Kumar

(_\J__,("‘"‘

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pvkosoaurens

Manoj Kumar h &
f T ;E_l;';___../

Reprint Date /
Hara: 25.07.2022

Reprint Date /
Hara: 25.07.2022

Reprint Date /
Hata: 25.07.2022

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

wwvrdrreddys.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
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Ketopon" Dkcnpece (keToponak) TabJeTKH, AHCIEPrupyemble B NoJocTH pra, 10 mr

AnanuTH4yecKkuii oTuet Ne

Batch No / 2 V2201407 Batch Quantity / : 36,00,000 tab /
Cepust Ne O61beM cepuu 36,00,000 Tab
Analytical Report No / : 890001603563 Date of Analysis / : 25.07.2022

JlaTa aHanu3a

JlaTa npon3BoacTBa

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

Toaen xo

Analysis performed according ND / Ananus nposenen mo H/L:

JIT1-004929-011119 (amend Nel from 27.12.2021 / usmeHeHHe Nel or 27.12.2021)

Page 7of 7/ Ctp. 7u3 7

15 Package / YnakoBka

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. / ITo 10 TabneTox B
information leaflet in a carton | 6nucrtepe u3 (ITA/AJITID c
pack. / Ilo 10 Tabnerox B | Bnaromornorurenem/II3BIT) donsru //
onuctepe w3 ([TA/AJI/TID ¢ | (ITD/AJT) donbru. o 1 unu 2 6ucTepa ¢
Brnaronornotutenem/I123BIT) WUHCTPYKLMEH [0 TPUMEHEHUIO B IaykKy
donsru // (IT3/AJT) donbru. Ilo | KapTOHHYIO.

2 6nucrtepa ¢ HHCTPYKLMEH 10O
NPUMEHEHHUIO B HaykKy
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBeTcTBUH ¢ H/]

17 | Storage conditions /
XpaHeHue

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

18 | Shelflife / Cpok rognocTu

2 years / 2 rona

* 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.

* TIpu BhIMycKe JIeKAPCTBEHHOT0 MpeNapaTa KOHTPOJIb KA4eCTBA 0 MOKA3ATEJI0
«MuKPOOHONOIrHYECKAS YHCTOTA» NPOBOAUTCH A5 Kaxnoi 20-0if cepus, HJIH I8 OQAHOH Cepun B roj,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYNHUT paHbIlle.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [poaykT coorBercTBYeT TpebosanusaM HJI Zakmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Monrororneno: Pardeep Kumar | Ilpoeepeno: Himesh Kumar OnobpeHo: Menemxep / Pykosoaurenb

Qf/ e ~- | Manoj Kumar 4 e

= . Ih LU

Reprint Date / Reprint Date / Reprint Date /
Hara: 25.07.2022 Hara: 25.07.2022 Jara: 25.07.2022

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



