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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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkcrnipecc (keToposiak) TaGneTky, AUCIEprupyeMble B IIOJIOCTH pTa, 10 Mr

Batch No / : V2200550 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06beM cepHu 36,00,000 Tab
Analytical Report No / : 890001580658 Date of Analysis / 24.03.2022
AHAJIUTHYeCKHIi oTyeT Ne JaTta anannza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
darta npou3soacrea T'omen no

Analysis performed according ND / Ananuns nposegen mo H/I:
JII-004929-011119 (amend Nel from 27.12.2021 / nsmenenune Nel ot 27.12.2021)

Pagelof 7/Crp.1m37

No . .
N Test / ITokazaTens Results / Pe3ysabTartsl Specification / Hopma
1 Description / Onucanmne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyriste, nnockue Kpyrasie, miockue TabneTky ¢ dackoit,
TabneTkH ¢ ¢ackoii, cBETIO- CBETJIO-XKENTOTO 1L[BETa C IPaBUPOBKOM
JKeJITOrO [BETa C I'PaBUPOBKOI «l» Ha OHOI CTOPOHE.
«l» Ha onHOI CTOpOHE.
2 Identification / IToaauHHOCTB

Ketorolac / Kemoponax

a) ByUV/

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard

Y®-cnextpodoromeTpus

solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnextpsl
HOIJIOUIEHYS MCIIBITYEMOTO PacTBOpa U
pacTBopa  CTaHZapTHoro  ofpasua
KETopoJiaka TpPOMeTaMHHAa  JOJDKHBI
HWMETb MAKCUMYMbI IPYU OJIHON U TOM Xe
IUTHHE BOJHEI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMoaroropactio: Rum(&lmnt

LEr

Checked by /
Iponoperio: Rojeev Gandhi

Approved by: Manager/Executive /
Ono6perio: Mernemiep / Pyrkopoairens

Amit Kumar r§ e
—

Reprint Date /
Jara: 24.03.2022

Reprint Date /
Hara: 24.03.2022

Reprint Date /
Jara: 24.03.2022

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 : 491 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Dkcenpece (keTopoinak) TabieTku, IUCIIEPrUpYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2200550 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001580658 Date of Analysis / 24.03.2022
AHanuTHYecKH# oTueT No Jata ananuza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTa npou3BoacTBa T'omen no

Analysis performed according ND / Ananuz nposegen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page2 of 7/Cxp. 2 m3 7

No

N Test / Iloka3aTesnb

Results / Pe3yabTaThl

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). / BpeMms ynepXuUBaHHS
OCHOBHOTO [HKa HAa XpOMAaTorpamme
UCMBITYEMOTO  pacTBOopa  JOJDKHO
COOTBETCTROBATh BpEMEHH
yNepXXUBaHHA OCHOBHOTO TNHKa Ha
XpoMaTorpamme pacTeopa
CTAHAAPTHOTO KETOponaka
TpOMeTaMHHa (pazmen
«KonuuecTBeHHOE ONpeeSICHHEY).

obpazma

Remarks : The Product conforms to ND/
IIpumeuanne: IlponykT coorBeTcTBYET Tpeboanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO

Jata: 24.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ilogrotoeneiio: Rmi:lakant ITpoecpcHo: Rajecy Gandhi Omnobpeno: McHemxep / Pykosoaurent
UL Amit Kumar .

q/ﬁﬂl(/ S
Reprint Date / Reprint Date / Reprint Date /

Jara: 24.03.2022

Hara: 24.03.2022

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
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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
CEPTHUPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Dkcnpece (keToposiak) TabJIETKH, MUCIEpripyeMble B MOJIOCTH pra, 10 Mr

Batch No / : V2200550 Batch Quantity / : 36,00,000 tab /
Cepns No O61bem cepun 36,00,000 tab
Analytical Report No / : 890001580658 Date of Analysis / 1 24.03.2022
AHaJIHTHYeCKHIi oTueT Ne Jara anannza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JdarTa npon3BoJcTBa I'ogen no

Analysis performed according ND / Anaaus nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / namenenune Nel ot 27.12.2021)

Page30of7/Crp.3m37

1}00 Test / [IokazaTeanb Results / PesynabTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloanuHHOCTL butylhydroxyanisole peaks on the
OyTHATrHAPOKCHAHH3O0N 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 yaepXXuUBaHUA
NUKOB  2-OYTIWITMOPOKCHAHU30da U
3-OyTHWITHIPOKCHAHHU30IIA Ha
XpOMaTorpamme HCILITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM yIOepKUBAHHA ITHKOB
2-6y TUITHAPOKCHAHU30IA 7
3-6yTHITHAPOKCHAHM301a Ha
XpoMarorpamme pacTBopa
CTaHAaPTHOTO obpazua
OYTUITHPOKCHAHM30IIa (pazmen
«Copnepxanue
OYTHITUAPOKCHAHU3OMAY).
4 Average weight / Cpeansist 70.3 mg/ 70.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
mMacca Ot 67,2 Mr o 72,8 Mr (70,0 Mr + 4,0 %).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboraHusam HJL 3akiaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneHo: Ramakant

i

IIpoBepeno: Rajeev Gandhi Onobpeno: Menemxep / Pykosoauresns
Amit Kumar \ AN
‘ Y

Reprint Date /
Jara: 24.03.2022

Reprint Date / Reprint Date /
JlaTa: 24.03.2022 Jara: 24.03.2022

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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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
CEPTUOHUKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxT: Keropon® Dkcnpece (keToponak) TablieTky, AUcneprupyeMble B NOJIOCTH pTa, 10 mMr
Batch No / :. V2200550 Batch Quantity / : 36,00,000 tab /
Cepus Ne O61pem cepun 36,00,000 Tab
Analytical Report No / : 890001580658 Date of Analysis / 24.03.2022
AHanUTHIECKHH oTueT Ne Jara apaamsa
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JdaTa nponsBoacTBa T'onen go
Analysis performed according ND / Anann3 nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)
Page4 of 7/Ctp. 4 mu3 7
1;.00 Test / IloxasaTenn Results / PesyabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OaHopogHOCTL Macchl 2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He Oonee + 10 %
2/20 Tabnetok — He 6onee + 20 %
5 Disintegration time / 21 sec/ 21 cek Not more than 3 min / He 6onee 3 mun
Pacnagaemoctnb
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 100 % Not less than 75% (Q) of
g CisH13NO3°C4H 1 NO; (ketorolac
Unit-2 / Ta6n-2 103 % tromethamine) in 15 min / He menee
Unit-3 / Ta61-3 100% | 75% (Q  CisHi3NO3;*CsHuNOs
. (keTopoyaka  TpOMETaMHH)  4epe3
Unit-4 / Tabn-4 100 % b
Unit-5 / Ta6bn-5 103 %
Unit-6 / Tabn-6 102 %
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / O6pasyetca
OJHOPOJHAs CYCIIEH3Ms, MPOXOILIas
CKBO3b CHTO C pPa3MepoM OTBEpCTHi
710 MKM.

Remarks : The Product conforms to ND/
ITpumeuanwe: Ipoxykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axkmwouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoxrorosnexo: Ra?akant Ipoeepeno: Rajeev Gandhi Onobpeno: Menemxep / PykoBoauresns
L (ﬁ/ Amit Kumar |\~
.,
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.03.2022 Hara: 24.03.2022 Hara: 24.03.2022

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 : 491 98166 56001-02
www.drreddys.com

CEPTUOPHNKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropon® Dkcnpece (keToposak) TableTKH, AUCIIEPrUPYEMBbIE B TIOIOCTH pTa, 10 Mr

Batch No / : V2200550 Batch Quantity / : 36,00,000 tab /
Cepnsg Ne O06BeM cepun 36,00,000 Tab
Analytical Report No / : 890001580658 Date of Analysis / 24.03.2022
AnanuTHYecKHii oTueT No JlaTa anaan3a

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTa npoH3BOACTBA T'ogen 1o

Analysis performed according ND / Anannz nposenen no H/:
JIII-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page S of 7/Crp. 5m3 7

8 Related impurities / PogcTBeHHble npumecu

ketorolac 1-hydroxy analog /
1-ruppokcuananor

Below LOD (LOD = 0.0010 %) /
Hwxe npenena obHapyxenus (I10 =

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

KeTopoJiaka 0.0010 %)
ketorolac 1-keto analog/ 0.04 % Not more than 0.5 % / He 6oiee 0,5 %
1-KeToaHANOT KeTopoaka
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
e JUHUYHASA
HeufieHTHUIUPOBaHHAS
NpHMeCh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

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

He 6omnee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHu4eckKue pacTBOPUTEH

Isopropyl alcohol /
H3zonponanon

3 pg/tab /
3 MKT B TabneTke

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

Remarks : The Product conforms to ND/
ITpumeyanwe: IIpoaykr coorBercTBYET TpeOoBanuaM HJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
INoaroTtosneno: Ramakant

-

Checked by /
ITposepeno: Rajeev Gandhi

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

Amit Kumar .
P

Reprint Date /
JHara: 24.03.2022

Reprint Date / =

Jlata: 24.03.2022

Reprint Date /
Hara: 24.03.2022

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

CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dxcnpecc (keToponak) TaGieTky, AUCIIEprupyeMble B MONOCTH pra, 10 Mr

Batch No / : V2200550 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O0Bbem cepun 36,00,000 Tab
Analytical Report No / : 890001580658 Date of Analysis / 24.03.2022
AnanaTHYecKHH oTyeT Ne Jlara ananuza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jlata npou3zBoacTBa T'ogen xo

Analysis performed according ND / Ananu3 nposegen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 6 of 7/ C1p. 6 13 7

11 | Microbial enumeration tests / Mukpo6uonornieckas uucrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obiee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61ee Memnee 10 KOE/r He 6onee 100 KOE/r
YUCIO IPOMIKEBBIX U
NJIECHEBBIX IPHOOB
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrctByeTB 1 T OrcytctBue B 1
12 Uniformity of dosage units / 4.8 Acceptance value (AV) not more than
OaHopoAHOCTH 15.0 / IlpuemouHoe 3Ha4enune (AV) He
A03UPOBAHUS 6onee 15,0.
13 | Assay/KonuuecTBeHHOE 9.8 mg /9.8 Mr From 90mg to 11.0mg of
omnpeaeieHHe (98.1 %) Ci15sH13NO3°C4H1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 1 1,0 MI C15H13NO3'C4H11N03
(xetoponaka tpomeramun) (o1 90,0 1o
110,0 % oT 3asBJIEHHOTO KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0920 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0920 mr B TabneTke He menee 0,042 mr B TabneTke
AyTUATUADNKCHAHUROTA

Remarks : The Product conforms to ND/
[Ipumeuanue: [IponykT cooTBeTcTBYeT Tpeboranusm HJ|

Conclusion : APPROVED /
Zakmwuenne: OJOBPEHO

Prepared by /
oarororneno: Ramakant

Checked by /
ITposepeno: Rajeev Gandhi

Approved by: Manager/Executive /
Onobpeno: Menenxep / Pykosoaurens
Amit Kumar

A

Reprint Date /
Jata: 24.03.2022

Reprint Date /
JHata: 24.03.2022

Reprint Date /
Jlata: 24.03.2022

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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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

CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToponak) TableTky, HcnieprupyeMble B onocTv pra, 10 mr

Batch No / : V2200550 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001580658 Date of Analysis / : 24.03.2022
AHajTHTHYECKHH oTyeT No JlaTa ananuza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JaTta npon3BoacTBa T'onen oo

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

Page 7 of 7/ Crp. Tu3 7

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsina blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / ITo 10
information leaflet in a carton | Tabmerok B 6auctepe w3 (ITA/AJI/TID ¢
pack. / Ilo 10 Tabnerox B | Biaromornoturenem/I1OBII) ¢donbru //
6nucrgpe u3  (ITA/AJUTID ¢ | (I13/AJ) dponsry. Ilo 1 win 2 6nuctepa
BiaronorioTutenem/I13BII) ¢ MHCTPYKLHEH MO0 NPUMEHEHHIO B
doneru // (I13/AJT) donbru. Ilo | mayky KapTOHHYIO.

2 6nuctepa ¢ UHCTPYKLHEH Mo
NP UMEHEHHUIO B navyKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootetcTBru ¢ HJ
17 | Storage conditions / Below 25 °C. / [1pu TemnepaType He Bbile 25 °C.
XpaHeHue
18 Shelf life / Cpox 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.

* IIpu BBINMyCKe JIEKAPCTBEHHOI'0 NpenapaTa KOHTPOJIb Ka4eCTBa M0 MI0KA3aTeNI0
«MHKpPOOHOJOrHYeCKas YHCTOTA» MPOBOIUTCS s KaKI0H 20-0i cepuH, HJIH ISt OJHOH CCPHH B roj,
B 32aBHCHMOCTH OT TOI'0, YTO HACTYIIHT paHbIe.

Remarks : The Product conforms to ND/
[pumeuanue: [poaykr coorBercTByeT Tpebopanmsam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Jarta: 24.03.2022

Hara: 24.03.2022

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

[MoaroroengHo: Ra¥xakam IIposepeno: Rajegv Gandhi Onobpeno: Menemxep / Pykopoaurens
Amit Kumar h S\

Reprint Date / Reprint Date / Reprint Date /

Jata: 24.03.2022

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



