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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDLA
Tel : +91 98166 56C01-02

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dkenpecc (ketoponak) TabieTku, AUCHEprupyembie B N010CTH pra, 10 mr

Batch No / : V2300070 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6Bnem cepuu 36,00,000 Tab
Analytical Report No / : 890001640289 Date of Analysis / 19.01.2023
AxajuTH4eckuii oryer Ne Jara ananansa

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
Jlara npoH3BoaCcTBa T'onen oo

Analysis performed according ND / Ananxus nposeaen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / uzmenenune Nel or 27.12.2021)

Page 1 of 7/ Crp. 1 m37

No

Test / [Toxa3aTeanb
Ne

Results / Pe3yabTaThl

Specification / Hopma

1 Description / Oniucanne

Light yellow round flat beveled
tablets with "|'" debossed on one
side. / Kpyrisie, Iiockue
TabneTky ¢ Gackoii, CBETIO-
JKEJTOro L[BETA C FPaBUPOBKOi1
«l» Ha OHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrible, miockue TadbneTku ¢ Gackoi,
CBETNIO-KENTOr0 LBETA ¢ FPAaBUPOBKOI
«l» Ha OIHOM CTOPOHE. 3

2 Identification / ITopJIMHHOCTb

Ketorolac / Kemoponax

a) ByUv/
V®-cnexkrpodoromerpus

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnexTpsl
MOIJIONIEH S HCNBITYEMOTO pacTBopa
pacTBopa  CTaHZapTHOro  ofpasua
KeTOpojlaka TpPOMETAMHMHA  JOJDKHbI
HMETb MaKCUMYMBbI TIPU OAHON U TOM xe
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
Ipumeuanue: [Iponykr coorBercTBYeT TpeboBanusm HJL

Conclusion: APPROVED /
3akmouenune: OJJOGPEHO

Jara: 19.01.2023

Jlarta: 19.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroBneno: Shivani Devi [TpoBepeHo: Rar z\kalf'L_t Ono6peno: Menemkep / Pykosonurens
97 W~ Manoj kumar “ﬁ
l &”}Iﬁt/ Yot
Reprint Date / Reprint Date / Reprint Date /

Hara: 19.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500037, Telangane, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2898, Email: mail@drireddys.com

CIN: L85195AP1284PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

Formulation Unit-6

Vill. Khotl, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56C01-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dxcnpecc (keToposak) TabaeTki, AMCHepripyeMbie B 1o1ocTH pra, 10 Mr

Batch No / : V2300070 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0BeM cepHH 36,00,000 Tab
Analytical Report No / : 890001640289 Date of Analysis / 19.01.2023

| AHATHTHYECKHH oTYeT No JaTa ananu3a

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jara npousBoacrea TI'open go

Knalysis performed according ND / Anaynn3 nposenen mo H/L:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021)

Page2of 7/Crp. 2 m3 7

No

Test / Iloka3aTrenb
No

Results / PesyabTaThl

Specification / Hopma

b) By HPLC / BOXX

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 yIepXHBaHUA
OCHOBHOrO IHKa Ha XpoMaTorpaMme
UCOBITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yIepXUBaHUA OCHOBHOrO IHMKa Ha
XpoMarorpaMmme pacTBOpa
CTaHIapTHOTO KETOpoJiaka
TpOMETaMHHa (paznen
«KOJIMYeCTBEHHOE OIpEEeNEHHEN).

obpazua

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: Ilpoaykt cooTBeTcTBYeT Tpebosanuam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Moaroroeneno: Shivani Devi [MposepeHo: Ramakant Onobpeno: Menemkep / Pykopoauress

/& T Hm‘%,;j‘ Manoj kumar -

\ > (PhpALetl -

Reprint Date / Reprint Date / Reprint Date /
Jara: 19.01.2023 Hara: 19.01.2023 Jara: 19.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2995, 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 56C01-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkcnpecc (keToponak) TabieTku, AMCIIepriupyembie B M0JI0CTH pTa, 10 mr

Batch No / : V2300070 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001640289 Date of Analysis / 19.01.2023
AHanuTHYeCKHH oTyeT Ne JlaTa anajn3za

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JaTra npoH3BoACTBA T'onen no

Analysis performed according ND / Ananns nposenen mo HJL:
JII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 3 0of 7/Cxp.3 mu37

l}oo Test / IlokasaTenn Results / PesynbTaThl Specification / Hopma
3 Identification Complies / CoOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
INopJIMHHOCTL butylhydroxyanisole peaks on the
GyTHITHAPOKCHAHM30 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). / BpeMmeHa ynepXHBaHHA
NHMKOB  2-OYTHJITHAPOKCHAHM30JIAa M
3-0yTHITHAPOKCHAHU30]1a Ha
XpoMaTorpaMmme HCIIBITYEMOTO
pacTBopa [OJDKHBI COOTBETCTBOBATb
BpeMeHaM yaepKUBaHHUA MTUKOB
2-6yTIIrHAPOKCHAHU301A "
3-6y THITHAPOKCHAHU30/a Ha
XpoMaTorpaMme pacTBopa
CTaHAAPTHOTO obpasua
OyTHATHIPOKCHAHU30T1a (pazzen
«CopnepxaHue
OyTHITHIPOKCHAHU30JIa»).
4 Average weight / Cpeansist 69.6 mg/ 69.6 Mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %)./
Macca Ot 67,2 Mr 10 72,8 Mr (70,0 Mmr+ 4,0 %).

Remarks: The Product conforms to ND/

[Mpumeuanue: [Ipoaykr cooreTcTByeT Tpebosanusm HJL

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Shivani Devi

I

Checked by /
Iposepeno; Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemwxkep / PykoBoaurenb

Manoj kumar wuw“

Reprint Date /
Hara: 19.01.2023

Reprint Date /
Jara: 19.01.2023

Reprint Date /
JaTa: 19.01.2023

Registered Office: 8-2-337, Road Mo. 3, Banjara Hilic, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2358, Email: mail@drreddys.com

CiN: L85195AP1284P1LC0O04507
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.,, 173 235, INDIA

Tel : +91 98166 56C01-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykT: Keropon” Dkenpece (keToponak) TabaeTki, JAMCNEeprupyemMble B MOJIOCTH pTa, 10 mr

Batch No / : V2300070 Batch Quantity / : 36,00,000 tab /
Cepus No O0bem cepun 36,00.000 Tab
Analytical Report No / : 890001640289 Date of Analysis / 19.01.2023
AHaJIMTHYECKHH oTyeT Ne Jdarta anajn3a

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jara npon3BoacTBa T'ogen po

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

Page 4 of 7/Crp. 4 u3 7

ig Test / Iloka3arenb Results / Pe3yabTaThbi Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OAHOPOAHOCTH MaCChl 2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He 6Gosee = 10 %
2/20 tabnetox — He 6onee + 20 %
5 Disintegration time / 23 sec /23 cex Not more than 3 min / He 6onee 3 Mux
PacnagaemocThb
6 Dissolution / PacTBopenue Unit-1 / Tabn-1 101% | Not less than 75% (Q) of
. C1sH13NO3+C4H,1NO; (ketorolac
Unit-2 / Ta6n-2 100% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 99% 75% (Q)  CisHisNO3*C4H11NO;3
) . (keToposlaka  TPOMETaMHH)  4Yepe3
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 um sieve is formed. / O6pa3syeTca
OJHOPO/AHAs CYCHEH3Us, NPOXOAsIlas
CKBO3b CHTO C pa3MepoM OTBEPCTUH
710 MKM.

Remarks: The Product conforms to ND/

[pumeuanue: [IpoayKT cooTBETCTBYET TpedosaHusm HJY

Conclusion: APPROVED /
3axamogenune: OJJOGPEHO

Prepared by /
[ToarorosneHo: Shivani Devi

.8

Checked by /
IMTpoeepeno: Ramakant

)UL-

g@mﬁ

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

Manoj kumar § il
Iyl

Reprint Date /
Jlara: 19.01.2023

Reprint Date /
Jara: 19.01.2023

Reprint Date /
Jara: 19.01.2023

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 50003+, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2995, Email: mail@direddys.com

CIN: L§5195AP1284PLCOO4507
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 56£01-02

CEPTUOHKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Bxenpece (ketoponak) TabneTky, AMCNIEPrUpyeMbIE B I0JIOCTH pTa, 10 mr

Batch No / : V2300070 Batch Quantity / : 36,00,000 tab/
Cepust Ne O6bem cepun 36.00,000 a6
Analytical Report No / : 890001640289 Date of Analysis / 19.01.2023
AHaJIMTHYECKHIi oTHeT Ne Jata anaimsa

Date of Manufacture/ : DEC.2022 Date of Expiry / : -NOV.2024
Jara npoM3BoOACTBA T'ozen no

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

Page 50f 7/Crp.S5u37

8 Related impurities / PoncTBeHHbIe npumecu

ketorolac 1-hydroxy analog /
1-ruapokcuaHajor
KETOpoJiaka

Below limit of detection (LOD =
0.0010 %) / Hwxe npenena
o6napyxcnus (I10 = 0.0010%)

ketorolac 1-keto analog/

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

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

1-KeToaHAJIOT KeTOpoJIaKa 0.04%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHasA 0.04%
HeuaeHTHGUUUPOBaHHAS
npuMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Bona 2.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaro4yHble OpraHuYecKHe pacTBOPHTENH

Isopropyl alcohol /
H3zonponaHon

3 pg/tab /3 Mkr B TabneTke

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

Remarks: The Product conforms to ND/
Ipumedanue: IIpoayKT COOTBETCTBYET TPEOOBAHHAM HJ

Conclusion: APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Shivani Devi

)in

Checked by /
IMposepeno: Ramakant

Bl

Approved by: Manager/Executive /
Ono6peno: Menemiep / Pykosoanrers

Manoj kumar N
! Ymgueed

Reprint Date /
JHara: 19.01.2023

Reprint Date /
Jara: 19.01.2023

Reprint Date /
Jara: 19.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50035+, Telangann, India
Tel: +91 40 4900 2909, Fax: +91 40 4200 2599, Email: mait@drieddys com

CIN: L85195AP1284PLCO04507

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

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

CERTIFICATE OF ANALYSIS  Tel: +91 981665 56001-02

CEPTHOUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykTt: Keropon® Dkenpece (ketoponak) TabieTky, Ancneprupyemble B MosiocTy pra, 10 mr

Batch No / : V2300070 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06bem cepun 36,00,000 Tab
Analytical Report No / : 890001640289 Date of Analysis / : 19.01.2023
AHaJMTHYECKHH oT4yeT No Jlara ananu3za

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
JaTa npou3BOICTBA I'open no

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 m37

11 | Microbial enumeration tests / MukpoGuonornyeckas YucToTa*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1iee 4ucio He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1ee He 6osee 100 KOE/r
YKCJIO IPOAOKEBBIX U
NJieCHEBBIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBHE B 1 T
12 | Uniformity of dosage units / 3.9 Acceptance value (AV) not more than
OaHopoaHOCTD 15.0 / Ilpuemounoe 3xHaueHue (AV) He
JN03MPOBAHNUS 6onee 15,0.
13 | Assay/KonndyecTBeHHOE 9.9 mg/99 mMr From 90mg to 11.0mg  of
onpeaeaeHue (98.7%) C15sH13NO3+C4H11NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 10
11,0 Mr C15sH13NO3*CsH [ 1NOs
(keroponaka tpomeramuH) (oT 90,0 mo
110,0 % OT 3asiBICHHOTO KOJMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0942 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanune 0.0942 mr B TabneTke He menee 0,042 mr B Tabnetke
OYyTHJIrMAPOKCHAHH30/1a

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

IMpumeyanue: [Ipoaykr cooTseTcTBYeT TpeboBanuam HJT 3akmwouenne: OJOBPEHO

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

[Moarorosneno: Shivani Devi ITposepeno: Ramakant Ono6peno: Menemxkep / PykoBoaurens
»r,’ %@"W Manoj kumar M

Reprint Date / Reprint Date / Reprint Date /

Jara: 19.01.2023 Jara: 19.01.2023 Jlata: 19.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hlycerahad - 500034, Telangana, India

Tel: +91 40 4500 2900, Fax: +91 40 4900 2395, Emaik:
CIN: L85195AP1284PLC0O04507

www.drreddys.com

mail@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 : +91 98166 56C01-02
CEPTHO®UKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykt: Keropon® Dkcnpecc (keToponak) TabneTky, AMCHeprupyeMple B 10J10CTH pra, 10 Mr

Batch No / : V2300070 Batch Quantity / : 36,00,000 tab/
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001640289 Date of Analysis / : 19.01.2023
AHATHTHYECKHI oTueT Ne Jara ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
JlaTa npoM3BOACTBA I'onen no

Analysis performed according ND / Ananu3s nposeaen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3smeHenne Nel ot 27.12.2021)

Page 7of 7/Crp. Tn3 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 Tabnetok B
onucrepe u3 (ITA/AJI/IID ¢
piaronornoturesem/[12BII)
donpru // (II3/AJI) donsru. Io
2 Omucrepa ¢ MHCTPYKLHMEH IO
NPUMEHEHHIO B MavyKy
KapTOHHYIO.

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
onucrepe u3 (ITA/AJI/TID c
sraronornotutenem/II1OBIT) donbru //
(I13/AN) dponsru. ITo 1 unu 2 6auctepa ¢
UHCTPYKLIHCH MO MPMMEHEHHUIO B IauKy
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBerctBuu ¢ H]|

17 | Storage conditions/
XpaHenne

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

18 | Shelf life / Cpok rognocTn

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.

* [Ipu BBINMYCKeE JIEKAPCTBEHHOr0 NIPeNnaparTa KOHTPOJIb Ka4eCTBA [0 N0KA3ATeJII0
«MHuKPOOHOJOTHYIECKAS YHCTOTA) IPOBOXHTCH It KaxKxok 20-0if cepHH, HIH /ISt OAHOl CEPHH B rof,
B 32aBHCHMOCTH OT TOI0, YTO HACTYNMT paHblIe.

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoxykT cooTBeTCTBYET TpebGoBanuam HJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorornexo: Shivani Devi

A

Checked by /
[Iporepeno: Ramakant

k-

_Reprint Date /
JHara: 19.01.2023

Reprint Date /

Jara: 19.01.2023

Approved by: Manager/Executive /
OnobpeHo: MeHe):pKep’(_ PyKDB)O,H,I-ITeHB-
Manoj kumar (.

Reprint Date /
Jara: 19.01.2023

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4800 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com



