Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd.
Formuiation 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

CEPTUOHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoayst: Keropon” Dxenpece (keToponak) Ta0IeTk, ANCHEPTHPYEMBIC B NIONOCTH PTa, 10 Mr

Batch No / : V2202603 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O0beM cepHH 36,00,000 Tab
Analytical Report No / : 890001635745 Date of Analysis / : 28.12.2022
AHannTHYecKHii oTyeT Ne JlaTa anaausa

Date of Manufacture / : DEC.2022 Date of Expiry / : Nov.2024
Jlara mpou3BOJCTBA I'open no

Analysis performed according ND / Auayin3 npoBeieH 1o HA:
JI-004929-011119 (amend Nel from 27.12.2021 / mamenenne Nel ot 27.12.2021)

Pagel of 7/Crp. 1 m37

No . .

Ne Test / ITokaszaTenb Results / PesyabTaTbl 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. / Kpyrasle, IIOCK1e Kpyrible, niockue TabneTku ¢ hackoli,
TabyeTKu ¢ Qackoi, CBETIO- CBETIO-KENTOro 118€Ta C IPaBUPOBKOM
AKENITOTO LIBETa C TPaBUPOBKOM «l» Ha OHOM CTOPOHE.
«|» Ha ONHOM CTOPOHE.

2 Identification / IToanuBHOCTH

Ketorolac / Kemoponax

a) ByUv/
Y@-cnexkTpodoTomMeTpus

Complies / CoOTBETCTBYET

UV spectra of the test solution and |
ketorolac ~ tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-crexTpsl
TIOTNIOIIEHHs HCMBITYEMOTO pacTBOpa U
pacTBopa  CTaHZapTHoro  obpasla
KeToponaka TpoMeTaMuHa  JOJIKHBI
WUMeTh MaKCHMYMbI TIPH OJHOM 1 TOM ke
JUTMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanue: ITpoaykT cootsercTByer Tpedopanusm H/I

Conclusion: APPROVED /
Zakmwuenne: OJOBPEHO

Prepared by /
IToarotosneHo: Pravesh Rana

Checked by /
ITpoeepeno: Ramakant

L

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

Amit Kumar SR
- //"

Reprint Date /
Hara: 28.12.2022

Reprint Date /
Jarta: 28.12.2022

Reprint Date /
Hara: 28.12.2022

Registered Office: S$-2-327, 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.
Formuiation Unit-6

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

CEPTHOHUKAT AHAJIN3A

Hpoayxr: Ketopon™ Dkenpece (

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
KeToposiak) TabIeTKH, ANCHEPripyeMble B MONOCTA pra, 10 Mr

Batch No / 1 V2202603 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6BLeM cepun 36,00,000 Tab
Analytical Report No / : 890001635745 Date of Analysis / 28.12.2022
AHANNTHYECKHH 0TYeT Ne Hara ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JlaTa npoH3BOACTBA T'omen go

Analysis performed according ND / Ananns nposezen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page2of 7/ Crp. 2 m3 7

No

Test / [Toka3zareib
Ne

Results / PesyabraThl

Specification / Hopma

b) By HPLC/B2XX

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  ynepxMBaHUA
OCHOBHOTO IMKa Ha XpomaTorpamme
HCTILITYEMOTO ~ pacTBopa  JOJIXKHO
COOTBETCTBOBATH BpeMeHH
yIepKHUBaHUsA OCHOBHOMO IMHKa Ha
XpomaTorpaMmme pacTBopa
CTaHIapTHOro obpaslla KeToposaka
TpOMETaMHHa (pazmen

«KOJIMIECTBEHHOE ONPEACTEHHER).

Remarks: The Product conforms

[Mpumeyanite: [IpoxykT cooTBeTCTBYET TPEOOBAHUAM HI

to ND/

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
Ioarorosneno: Pravesh Rana

/]

Checked by /
IMposepeno: Ramakant

Wk

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykooauresb
Amit Kumar P NS

»-/

Reprint Date /
Jara: 28.12.2022

Reprint Date / )
Hara: 28.12.2022

Reprint Date /
Jara: 28.12.2022

Ragistered Office: 8-2-327, Road Ne. 3, Banjara Hills, Hyderabad - 500037, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 55001-02
www.drreddys.com

CEPTHO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Dkenpece (keroponak) TabIeTKH, ANCMIEPrUPYEMBIC B MOJIOCTH PTd, 10 mr

Batch No / : V2202603 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001635745 Date of Analysis / 28.12.2022
AHanaTHdeckuii oTyeT Ne Jata apanusa

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JaTta npoH3BOACTBA T'onen no

Analysis performed according ND / Ananus nposeaen no HJL:
JIII-004929-011119 (amend Nel from 27.12.2021 / msmenenne Nel or 27.12.2021)

Page3 of 7/ Crp. 3 37

ﬁyTHﬂFHHPOKCHa HHU301

1;.(: Test / Iloka3aTenb Results / Pe3yabTaThl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoaanHHOCTh butylhydroxyanisole peaks on the

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 yIepKUBaHHA
NMKOB  2-OyTHITHAPOKCHAHM3ONA |
3-6yTHATHAPOKCHAHN30JIA Ha
XpoMaTtorpamMmMe ACTILITYEMOTO
pacTBopa AOJDKHBI  COOTBETCTBOBATh
BpeMeHaM yepKUBaHHs [UKOB
2-0yTHITHAPOKCHAHK30]1a u
3-6yTHATHAPOKCHAHU30J1a Ha
XpoMmatorpamme pacTBopa
CTaHJAPTHOTO obpasua
OyTUITHAPOKCHAHU30J1a (pasmen
«ConepxaHue

OyTHITHAPOKCHAHU30JIA»).

4 Average weight / Cpeanss
Macca

70.0 mg/ 70.0 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 mr 10 72,8 mr (70,0 Mr£4,0 %).

Remarks: The Product conforms

[pumeuanue: [TponykT coorsercryer Tpebopanusam HJI

to ND/

Conclusion: APPROVED /
Zakmwuenne: OJOBPEHO

Prepared by /
[TogrorosneHo: Pravesh Rana

4

Checked by /
ITpoeepeHo: Ramakant

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

Amit Kumar AN
P /

Reprint Date /
Jara: 28.12.2022

Reprint Date /
Hara: 28.12.2022

Reprint Date /
Jara: 28.12.2022

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

CEPTH®HUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykT: Ketopon™ Dkenpece (ketoponak) TabieTki, ANCIEPrUPYEMBIE B IIOJIOCTH PTa, 10 mr
Batch No / : V2202603 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001635745 Date of Analysis / 28.12.2022
AHAJMTHYECKHI oTYeT N2 Jlata ananusa
Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JlaTa npoH3BOACTBA T'onen no
Analysis performed according ND / Ananu3 nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)
Paged4 of 7/ Crp. 4u3 7
1;.2 Test / [Tokaszaresb Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / CoOoTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOPOAHOCTE MACChI 2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He Gomee =10 %
2/20 Tabnerok — He 6onee = 20 %
5 Disintegration time / 19 sec /19 cex Not more than 3 min / He 6onee 3 Mus
Pacnapaemocthb
6 | Dissolution / PacTBopeHue Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
. ~ C15sH13NOsCsH, INO; (ketorolac
GG o JaOug 100% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% | 75% (Q)  CisHisNO3*C:H1iNOs
. . (keToponaka  TpOMETamMH)  d4epes
Unit-4 / Tabn-4 100% 15 Myl
Unit-5 / Tabx-5 101%
Unit-6 / Taba-6 101%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JMucnepcHOCTh 710 pym sieve is formed. / Obpazyercs
OJIHOpOJHAs CYCIICH3UA, HPOXOAsias
CKBO3b CHMTO C pa3MepoM OTBEpCTHH
710 MKM.

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTeTcTBYeT TpeboBanusim HIL

Conclusion: APPROVED /
3axmouenue: OJJOEPEHO

Prepared by /
[Toaroroeneno: Pravesh Rana

Checked by /
ITporepeno: Ramakant

ﬂw@ﬁ

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoautenb
Amit Kumar {L@Z N

—

Reprint Date /
Jata: 28.12.2022

Reprint Date /
Hara: 28.12.2022

Reprint Date /
Jara: 28.12.2022

Rogistered 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: L85195AP1984PLLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HKAT AHAJTI3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon" Drenpece (keToponak) TabneTkH, AHCIEPrupyeMple B MOIOCTH PTa, 10 mr

Batch No / : V2202603 Batch Quantity / : 36,00,000 tab /
Cepusn Ne Oo6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001635745 Date of Analysis / 28.12.2022
AHATHTHYECKH I oTueT No JlaTa ananuza

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JaTta npou3BojJCTBA Tonen no

Analysis performed according ND / Ananus nposesen no HJI:
JI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page Sof 7/ Crp. Sm3 7

8 Related impurities / PoaeTBeHHbIe TpHMecH

ketorolac 1-hydroxy analog /
1-THApOKCHanaior

Below LOD (LOD = 0.0010 %)/
Husxe npenena oGHapyxkeHus (110 =

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

KeTopoJaKa 0.0010 %)
ketorolac 1-keto analog/ 0.04 % Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaior KeToposaka
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
eIVHUYHAA
HeuaeHTUGUUUpOBaHHAA
NpUMech
Total impurities / 0.1 % Not more than 1.0 % / He Gonee 1,0 %
CymMa npumecei

9 Water / Boaa 2.0% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpPrannyecKue pacTBOPUTENIN

Isopropyl alcohol /
H3zonponaHon

10 pg/tab /10 Mxr B TabneTke

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

Remarks: The Product conforms to ND/
ITpumeuanue: [Tpoxykt coorsetcTyet Tpedosanusam HJL

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
[Toaroroeneno: Pravesh Rana

!

Checked by /
[TpoBepeno: Ramakant

A

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurensb

Amit Kumar N
P

Reprint Date /
Jata: 28.12.2022

Reprint Date /
Jara: 28.12.2022

Reprint Date / '
Tara: 28.12.2022

Registered Office: §-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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Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpecc (ketoposiak) TabJIeTKH, AMCTIEPrUpyeMbI€ B MOJIOCTH PTa, 10 mMr

Batch No / : V2202603 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepuu 36,00,000 Tabd
Analytical Report No / : 890001635745 Date of Analysis / 28.12.2022
AHAIMTHYECKHI oTueT Ne JarTa ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
Jara npoM3BOACTBA T'onen no

Analysis performed according ND / Ananu3 nposenen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 uz 7

11 | Microbial enumeration tests / MukpoGuonorudeckas 4yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee yucno He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHW3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g/
and moulds count / O6uee He 6onee 100 KOE/r
YHCNO APONIKEBBIX
MJIECHEBBIX TPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHE B 1 T
12 Uniformity of dosage units / 6.0 Acceptance value (AV) not more than

OaHOPOAHOCTD 15.0 / [lpuemounoe 3HadeHue (AV) He
J03UpPOBAHHUSA 6omee 15,0.

13 Assay / KonudecTBeHHOE 10.0 mg / 10.0 Mr From 90mg to 11.0 mg of
onpeaeseHne (99.7%) Ci1sH13NO3+CsH11NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr no
11,0 Mmr CisH13NO3+C4H 1 1NO;3
(xetoponaka Tpomeramun) (ot 90,0 mo
110,0 % oOT 3asBJIEHHOrO KOJNMYECTBa) B
TabyneTke

14 Butylhydroxyanisole
content / Coaepxanuve
GyTUATHAPOKCHAHU30/12

0.1010 mg/tab /
0.1010 mr B TabneTke

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

Remarks: The Product conforms to ND/

ITpumeuanue: [IponykT coorBeTcTBYeT TpebOoBaHMsam HJL

Conclusion: APPROVED /
Zakarouenue: OJJOBPEHO

Prepared by /
[MoarorosnieHo: Pravesh Rana

f

/b
R

Checked by /
[poeepeno: Ramakant

Approved by: Manager/Executive /
Opnobpeno: Menemkep / Pykosoaurens

Amit Kumar !&M? D

Reprint Date /
Hara: 28.12.2022

Reprint Date /
Hara: 28.12.2022

Reprint Date /
Jara: 28.12.2022

Registered Office: €-2-327, Rcad Me. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.ccm




Dr.Reddy’s Qg.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 55001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJTM3A

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

Mpoayxt: Ketopon™ Sxenpecc (keToposiak) TabneTki, AUCNEpripyeMeIC B MIOOCTH pTa, 10 Mr

Batch No / : V2202603 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06beM cepHH 36,00,000 Tab
Analytical Report No / : 890001635745 Date of Analysis / : 28.12.2022
AHa/IMTHY€ECKHMIi oTueT Ne Jlara apajnza

Date of Manufacture / : DEC.2022 Date of Expiry / : Nov.2024
JlaTa MIpou3BOACTBA T'onen no

Analysis performed according ND / Ananns nposexen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel ot 27.12.2021)

Page7 of 7/Ctp. 7u3 7

15 | Package/ YnaxkoBka

10 tablets in a Dblister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
omucrepe w3 (IIA/AJVIID ¢
prnaronornoturenem/I19BIT)
donsru // (IIS/AJ1) donern. Ilo
2 6nucTepa ¢ MHCTPYKLMEH IO
NpHMEHEHHIO B nayKy
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 Tabnerok B
6nucTepe w3 (TTA/ATITID c
praronornoTutenem/I1DBIT)  doneru //
(T13/AJ) gonsru. IMo 1 unm 2 6aucTepa ¢
VHCTPYKIIMEH [0 NPUMEHEHMIO B MAuKy
KapTOHHYHO.

16 | Labeling / MapkupoBska

According to ND / B coorsercTsuu ¢ HJI

17 Storage conditions /
XpaHenue

Below 25 °C. / ITpu Temniepatype He Bbiile 25 °C.

18 | Shelf life / Cpok roaHocTH

2 years / 2 roja

* 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.

* [Ipn BBILYCKE JIEKAPCTBEHHOT0 NPENapara KOHTPO/Ib KA4eCTBA M0 NOKA3aTEe 0
«MHKPOGHOIOrHYeCcKast IUCTOTA» MPOBOTUTCS ISl K0l 20-0ii cepuu, MM AJIs 0JHO#l cepHH B Iof,
B 3aBHCHMOCTH OT TOr'0, YTO HACTYIHT paHbIUe.

Remarks: The Product conforms to ND/
IMpumeuanue: IIpoayKT COOTBETCTBYET TPeOOBAHUSM HIT

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Hara: 28.12.2022

Hara: 28.12.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosieno: Pravesh Rana IMposepeno: Ramakant Opnobpeno: Menemxkep / PykoBoauntesb
u@dr Amit Kumar Mg
N
Reprint Date / Reprint Date / Reprint Date / )

Jara: 28.12.2022

Registered Office: -2-337, Road Mo. 2, 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



