Dr.Reddy’s €

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

CEPTH®HUKAT AHAJIH3A RS dEVE GO

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon™ Dxenpecc (ketoponak) TabneTky, aucne

prupyemble B mooctu pra, 10 Mr

Batch No / : V2201150 Batch Quantity / : 36,00,000 tab/
Cepus Ne O0beM cepuH 36.00,000 Tab
Analytical Report No / : 890001597728 Date of Analysis / : 24.06.2022
AHATUTHYECKHIH oTYeT Ne Jlara aHaJm3a

Date of Manufacture / : Jun.2022 Date of Expiry / : May.2024
JlaTa npou3BOACTBA TI'ogen go

Analysis performed according ND / Anaiu3 npoBeJieH 1o B
JIT1-004929-011119 (amend Nel from 27.12.2021 / uameHenue Nel o1 27.12.2021)

Page1of 7/Crp.1u37

No
Ne

Test / Iloka3aresnb

Results / Pe3yabTaThl

Specification / Hopma

1

Description / Onucanue

side. / Kpyraele, IOCKHe
TabaeTku ¢ packoH, CBETIO-
AKEJITOro LiBeTa C PaBUpOBKO#A
«» Ha OJTHOM CTOPOHE.

Light yellow round flat beveled
tablets with "|" debossed on one

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisie, miockye Tabnetku ¢ packoii,
CBETIIO-XKENTOr0 LBETA C TPABUPOBKOM
«l» Ha OHOM CTOPOHE.

Identification / ITloguaHOCTH

Ketorolac / Kemopoaak

a) Byuv/
Y ®-criektpodhoTOMETPHUSA

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-crneKTpbl
MOCMNOLIEHHs MCIBITYEMOro pacTBopa U
pacTBOpa  CTaH;apTHOro  0Opasia
KeTopojiaka TPOMETaMMHa  NOJDKHBI
WMeTh MAKCUMYMBI IPU OIHOM K TOM XKe
JUTHHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Mpumeuanne: [IpolyKT cOOTBETCTBYET TpeDOBAHUAM HJT

Conclusion : APPROVED /
Jaxkmouenne: OJJOGPEHO

Prepared by /
TToarotoBneHo: Ramakan{

o

Checked by /
[posepeHo: Santosh kumar

Maurya @(_(’H’ELIJ

Approved by: Manager/Executive /
Ono6peno: Menemwxkep / Pyxosoaurens

Manoj Kumar }IL%{LLL—L)

Reprint Date /
Hara: 24.06.2022

Reprint Date /
Jara: 24.06.2022

Reprint Date /
Jlara: 24.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 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

CEPTH®UKAT AHAJI3A s o

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Keropon™ Dkenpece (keToposiak) Tabierku, au

crieprupyeMsie B onocTu pra, 10 Mr

Batch No / : V2201150 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bemM cepHH 36.00,000 tab
Analytical Report No / : 890001597728 Date of Analysis / : 24.06.2022
AnajguTHuaeckuii oryer Ne Jara apanusa

Date of Manufacture / : Jun.2022 Date of Expiry / : May.2024
JiaTa mpou3BOACTBA T'open g0

Analysis performed according ND / Anau3 aposejeH mno HA:
JIN1-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Page2 of 7/ Crp. 2 u3 7

No
Ne

Test / YlokazaTenn Results / Pe3ynbTaThbl

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 ynepxuBaHHA
OCHOBHOTO IHKa Ha XpoMaTrorpamme
HCOBITYEMOTO ~ pacTBopa  JOJDKHO

COOTBETCTBOBATb BpEMEHH
yIEpKMBaHHA OCHOBHOrO MHKa Ha
XpOMaTOrpaMMe pacTBopa
cTaHgapTHOro obpaslia KeTopoJsaka
TpoMeTaMHHa (paznen

«KONYECTBEHHOE OMPENETCHUER).

Remarks : The Product conforms to ND/
IMpumeuanue: [poaykT cootrercrayeT Tpedosanuam HJL

Conclusion : APPROVED /
Zaxmwuenne: OJJOEPEHO

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

[Toarorosneno: Ramakant [Mpoeepeno: Santogh kumar Ono6peno: Menemxep / Pykosonurens
\p}( Maurya LAty s Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.06.2022 Jlata: 24.06.2022 Jara: 24.06.2022

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
CIN: L85195AP1984PLCO04507
www.drreddys.com

: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddv's Laboratories Lid.
Formuiation Unit-6

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

CEPTHO®HEKAT AHAJIMA3A

Tel : +91. 93166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Keropon™ Dkenpecce (ketoponak) TabneTkH, ANCIEPrupyeMbIe B TIOJIOCTH pra. 10 Mr

Batch No / : V2201150 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepun 36,00,000 Tab
Analytical Report No / : 890001597728 Date of Analysis / 24.06.2022
Anaantu4ecknii oryet Ne Jara anaausa

Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
JlaTa mpoM3BOACTBA Toaen xo

Analysis performed according ND / Ananus nposenen no H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel or 27.12.2021)

Page3 of 7/Cip.3u37

1;.? Test / IlokaszaTesnb Results / PesynbTaThl Specification / Hopma

3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaauHHOCTD butylhydroxyanisole peaks on the
Oy THITHAPOKCHAHU3OJT 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 yIepXHBaHHUSI
NMKOB  2-OyTWITMAPOKCHaHHu30NIa U
3-6yTHIrHIPOKCHAHU30JIA Ha
XpoMaTorpaMme HCIBITYEMOTO
pacTBOpa HOMKHBI COOTBETCTBOBATBH
BpeMeHaM yIep)KUBaHHS MTUKOB
2-6yTHITHIPOKCHAHU301a u
3-0yTHArHAPOKCUAHK30Ta Ha
XpoMmarorpaMmme pacTBopa
CTaHIAPTHOTO obpasna
OYTHIITHAPOKCUAHN301a (paznen
«Conepxanue

OyTHITHAPOKCHAHU301IA»).

4 Average weight / Cpennss
Macca

69.9 mg/ 69.9Mr

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

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykt cooTBeTCTBYeET Tpedosannam HJ

Conclusion : APPROVED /
Zakawuenue: OJOBPEHO

Jara: 24.06.2022

Hara: 24.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Ra kiu/ IIpoeepeno: Santosh kumar Onobpeno: Mernemxep / PykoBonuTesnb
N Maurya /YIS Manoj Kumar 7
@;&L : Ty @’l& ] [,
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.06.2022

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 : 491 98166 56001-02

CEPTHOHKAT AHAJTH3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon" Dkcmpece (keToposak) TabieTky, AUCIIEPrupyeMblie B MOJIOCTH pTa, 10 Mr
Batch No / ¢ V2201150 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0neM cepun 36,00,000 Tab
Analytical Report No / : 890001597728 Date of Analysis / 24.06.2022
Ananurnyecknii oTuyer Ne JlaTa aHAJIHM3A
Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
JlaTa npoM3BOACTBA T'onen no
Analysis performed according ND / Ananuns nposeaen mo H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)
Page4 of 7/ Crip. 4 u3 7
1;.? Test / Iloka3aTeib Results / Pe3yibTaThi Specification / Hopma
Uniformity of weight / Complies / CoOoTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOpPOIHOCTH MACCHI 2/20 tablets - not more than + 20 % /
18/20 Tabnetok — He Oonee + 10 %
2/20 tabnetok — He 6onee = 20 %
5 Disintegration time / 19 sec/ 19 cex Not more than 3 min / He 6onee 3 Mun
PacnagaemocTh
6 Dissolution / PacTBopenne Unit-1 / Tabn-1 98% Not less than 75% (Q) of
. C1sH3NO3+C4H 1 NO3 (ketorolac
Eai=a facT=2 98% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 102% 75% (Q)  CisHisNO3*C4H1NO;
i . (keToponiaka ~ TPOMETaMHH)  4epes
Unit-4 / Tabn-4 101% 15 MHH
Unit-5 / Tabx-5 99%
Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHOCTh 710 pm sieve is formed. / OGpasyercs
OJIHOPOJHAs CYCITEH3HUs, NPOXOAALas
CKBO3b CHTO C pa3MepoM OTBEpPCTHUil
710 MxM.

Remarks : The Product conforms to ND/

I[Tpumeyanue: [Ipoaykr coorBeTcTByeT Tpebosarusm HJ

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by / Checked by /
[Moarorosneno: Ramakant

Maurya

[Tpoeepeno: Santosh kumar
S s
. 7

Approved by: Manager/Executive /
OnobpeHo: MeHemkep / PykoBoaurenb
Manoj Kumar h

Reprint Date /
Jlara: 24.06.2022

Reprint Date /
Hara: 24.06.2022

Reprint Date /
Jlara: 24.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507

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

CEPTUOHKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon” Dkenpece (keToponak) tabaeTky, AMCHEPrupyeMbie B M0JI0CTH pTa, 10 mMr

Batch No / + V2201150 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepun 36,00,000 a6
Analytical Report No / : 890001597728 Date of Analysis / 24.06.2022
AHaJuTHYeCKHi oTuyeT No JlaTa anaanza

Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
|daTa npon3BoacTBa T'onen no

Analysis performed according ND / Ananns nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uzmeHenne Nel or 27.12.2021)

PageSof 7/Crp. Suz 7

8 Related impurities / PoacTBeHHbIe IpMMeCH

ketorolac 1-hydroxy analog /
l-runpoxcraHanor
KeTopoJIaKa

ketorolac 1-keto analog/
1-KeToaHaNor KeToposaka

Any unidentified impurity /
eIUHIYHAS
HeuleHTU(PULIUPOBaHHAS
npuMech

Not Detected

0.04 %

0.03%

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

Not more than 0.5 % / He 6osnee 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

2.4%

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

10 | Residual solvents by GC/ OcTtaTo4yHbIe OpraHH4ecKHe pacTBOPHTENH

Isopropyl alcohol /
H3zomnponanon

2pg/tab / 2pg/tab MKr B
TabaeTke

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

Remarks : The Product conforms to ND/

Tpumeuanue: TpoaykT coorBeTcTBYeT TpeGoBanuaM HJT

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TogroroeneHo: rRamalianl [Mposepeno: Santosh kumar Ono6peno: Menenxep / Pykosoaurenb
™ P " :
ik Maurya M Manoj Kumar
Al e G ! gl
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.06.2022 Hara: 24.06.2022 Hara: 24.06.2022

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




, ‘..o Dr. Reddy's Laboratories Ltd.
[ ] . .
I ' Formulation Unit-6
r. Reddy s ‘. Vill. Khol, Nalagarh Road, Baddi,

) } Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02

CEPTUGUKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoxyxT: Keropon® Dkcnpecc (KeTOposiaK) TabneTkH, AHCIEPrupyeMble B IIOJIOCTH PTa, 10 Mr

Batch No / : V2201150 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001597728 Date of Analysis / 1 24.06.2022
AxanuTHueckuii oruer Ne JaTa anpanansa

Date of Manufacture / : Jun.2022 Date of Expiry / : May.2024
JaTa npoussoiacTaa T'open no

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

Page 6 of 7/ Crp. 6 u3 7

11 | Microbial enumeration tests / MukpoGuonoruueckas 4ucrora®

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Ob1iee 4ucno Memnee 10 KOE/r He 6onee 1000 KOE/r
a’poOHBIX MUKPO-

OpraHU3MOB

b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / Ob1ee Menee 10 KOE/T He 6onee 100 KOE/r

YHCJIO PONOKEBBIX U
IUTECHEBLIX rpUbOB

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OtcytcTBUE B 1 T
12 Uniformity of dosage units / 34 Acceptance value (AV) not more than
OaHopoaHoCTh 15.0 / Ilpuemounoe 3HadeHue (AV) He
J03UPOBAHMSA 6onee 15,0.
13 | Assay/ KonuuecTBeHHOE 99 mg/9.9 mr From 9.0mg to 11.0mg  of
onpejejieHue (99.2 %) Ci1sH1sNO3C4H1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr 10
11,0 MT C5sH13NO3*C4H; 1 NO;
(xeToponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asBIIEHHOTO KOJIUYECTBA) B

Tabnerke
14 | Butylhydroxyanisole 0.0960mg/tab / Not less than 0.042 mg/tab /
content / CogepxaHue 0.0960 mr B TabneTke He menee 0,042 Mr B TabneTke
6yTHJ’lFH[lpOKCH3HH3OJ'l3
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ipoaykt coorsercTBYeT Tpedorannam HJI 3akmoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotorneHo: Ramaka{n [Mpoeepeno: Santosh kumar Opnobpeno: Menemxep / Pykosoaurens
M Maurya [ 2lutYy ¥ Manoj Kumar 1 ' z{
Reprint Date / ' Reprint Date / Reprint Date /
Hara: 24.06.2022 Hara: 24.06.2022 Hara: 24.06.2022

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
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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon™ Dkenpece (KeToponak) TabneTku, JUCIEPrHpYEMBbIE B MOJIOCTH PTa, 10 Mr

Batch No / : V2201150 Batch Quantity / : 36,00,000 tab /
Cepna Ne O0bem cepul 36,00,000 Tab
Analytical Report No / : 890001597728 Date of Analysis / 24.06.2022
AHanHTHYECKHH oT4eT N2 Jlara anaausza

Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
JlaTa npoH3BOACTBA T'onen no

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

Page 7of 7/ Ctp. Tn3 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. / Ilo 10 TabmeToxk B
information leaflet in a carton | Gmucrepe u3 (TTA/AJUIID c
pack. / Mo 10 Tabnerox B | Bnaromornoturenem/IIOBII) ¢doneru //
omuctepe w3 (MMAJAJV/IID ¢ | (TII3/AJT) dponsru. Ilo 1 win 2 6nucrepa ¢
Bnaronornorurenem/IIOBIT) WHCTPYKLMEH 10 NPUMEHEHHUIO B Ma4dKy
donwru // (115/AJT) goneru. [To | KapTOHHYIO.

2 GnucTepa ¢ MHCTPYKLMEH IO
MPUMEHEHHIO B nayKy
KapTOHHY1O.
16 | Labeling / MapkupoBka According to ND / B cootsetcTBHU ¢ H]T
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbime 25 °C.
XpaHeHHne
18 Shelf life / Cpox ropnocTu 2 years / 2 ropa

* 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 BbINMYCKE JEKAPCTBEHHOrO NMpenapara KOHTPOJIb Ka4ecTBa N0 NOKa3aTeo
«MHKpOGHOIOrHYECKAs YHCTOTA» NPOBOJUTCH AJst KXo 20-0i cepuH, MM 1St 0XHOIi cepuH B roj,
B 3ABHCHMOCTH OT TOI'0, YTO HACTYNHT PAHBIIIE.

Remarks : The Product conforms to ND/
ITpumeyanue: [poaykt cootserctByeT Tpeboranusm HJI

Conclusion : APPROVED /
3axaouenune: OJOBPEHO

Prepared by /
TMoarorosaeno: Ramakant

Checked by /
[Tpoeepeno: Santosh kumar

Maurya @L‘L §

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoauresib
Manoj Kumar )

Reprint Date /
Jlarta: 24.06.2022

Reprint Date /
Jara: 24.06.2022

Reprint Date /
Jara: 24.06.2022

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




