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
www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxt: Ketopon® Dkcnpecc (KeToposiak) TableTKy, JUCeprupyeMble B MoaocTu pra, 10 mr

Batch No/ : V2200551 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06bem cepun 36,00,000 Tab
Analytical Report No / : 890001580774 Date of Analysis / 25.03.2022
AHAJTUTHYECKHIi oTyeT No JlaTa ananu3za

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTa npon3BoaCTBa Tonen no

Analysis performed according ND / Ananu3 nposeaend no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / m3amenenue Nel ot 27.12.2021)

Pagelof 7/Crp. 1 m37

V®-cnektpodoToMeTpus

No . .
No Test / IloxazaTeanb 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. / Kpyrnsle, miockue Kpyrisie, niockue TabaeTky ¢ hackok,
TabneTky ¢ $packoi, cBeTIOo- CBETJIO-)KENTOrO LBeTa C TPaBUPOBKOM
JKEJITOTO L[BeTa C IPaBUPOBKOI «l» Ha onHOIt CTOpOHE.
«l» Ha OZHOW CTOPOHE.
2 Identification / IToauHHOCTD
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpbl
IIOIIOLIEHHS] HCTIBITYEMOTO pacTBopa H
pacTBopa  CTaHIapTHoro  obpasna
KeTOpoJaka TpPOMETaMHHa  JOJDKHBI
HUMETh MAaKCHMYMSI IPH OJHOM M TOI ke
JUTHHE BOJHEI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT cootBeTcTBYET TpeboBarusam HJ

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Ramakant I[Tposepeno: Pardeep Kumar | Opobpeno: Menemiep / PykoBoautens
1 Amit Kumar ]&i"’" Y g
Q\W\W = [T ™
Reprint Date / Reprint Date / Reprint Date /
Hara: 25.03.2022 Hara: 25.03.2022 Hara: 25.03.2022
Reglstered Office: 8-2-3237, Road No. 3, Bzanjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drraddys.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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDOHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITponykr: Ketopon® Okcnpecc (keToposiak) TabNeTKH, JUCIeprupyeMble B OJ0CTH pTa, 10 Mr

Batch No / : V2200551 Batch Quantity / : 36,00,000 tab /
Cepnsa Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001580774 Date of Analysis / : 25.03.2022
AHaJHTHYECKHI 0TYeT Ne Jara apanunza

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

Analysis performed according ND / Ananu3 nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page2 of 7/Ctp. 2 u3 7
1;.:) Test / [TokasaTens 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). / Bpemsa yIepKHBaHHA
OCHOBHOTO THKa Ha XpoMmaTorpamme
UCTILITYEMOTO ~ PacTBOpa  JOJDKHO

COOTBETCTBOBATh BPEMEHH
YIOEP)KUBaHHS OCHOBHOrO IHMKa Ha
XpoMaTorpamme pacTBopa
cTaHmapTHoro ofpasla KeTopoliaka
TpOMeTaMUHa (pa3men

«KonnuecTBeHHOE ONpeNeNieHue).

Remarks : The Product conforms to ND/

ITpumeuanue: IIponykT coorBeTcTBYeET Tpeboanusm HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by /
[Moarorosneno: Ramakant Iposepeno: Pardeep Kumar | Omo6peHo: Menemxkep / Pyxosoaurens

o™

A

Approved by: Manager/Executive /

Amit Kumar {&.w\\"#- =
/"/

Reprint Date / Reprint Date /

Jara: 25.03.2022 Jara: 25.03.2022

Reprint Date /
Harta: 25.03.2022

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
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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 556001-02
www.drreddys.com

CEPTH®UKAT AHAJIW3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon™ Dkenpece (keroponak) TabieTku, AMCTICPripyeMBI¢ B IOJIOCTH pTa, 10 Mr

Batch No / + V2200551 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6neM cepuu 36.00,000 Tab
Analytical Report No / : 890001580774 Date of Analysis / 25.03.2022
ApajauTuyecKuii oTaer No Jlara anaansza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTa NpoH3BOACTBA T'oxen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page3 of 7/Crp.3m3 7

1;.00 Test / [TokasaTesb Results / Pe3ynbTaThl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoasMHHOCTB butylhydroxyanisole peaks on the
Oy THJITUAPOKCHAHHU30T 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 yIepKUBaHUA
OMKOB  2-OyTHUITUAPOKCHAHM30IA H
3-6yTWIrHAPOKCUaHU30/1a Ha
XpoMaTorpamme UCIIBITYEMOTO
pacTBopa JOJKHBL COOTBETCTBOBAaThb
BpeMEHaM yIaep)KUBaHUA IIHKOB
2-0y TUITUAPOKCUAHU30MIa U
3-6yTHArMAPOKCHaHU3011a Ha
XpoMaTorpaMme pacTBOpa
CTaHJAPTHOIO obpazua
OYTHIrHIPOKCHAHU30Ma (pazmen
«CopnepxaHue

OyTHATHAPOKCHAHU30MIAY).

Macca

4 Average weight / Cpegnsis

68.7 mg/ 68.7 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 to ND/
[Ipumeuanue: Ipoaykt cooTBeTCTBYET Tpebosanusam HJ

Conclusion : APPROVED /
Saxnwouenne: OJOBPEHO

Prepared by /
[Moarorosneno: Ramakant

Checked by /
[Tposepeno: Pardeep Kumar

f—

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

Amit Kumar -k_:;,/ =

i

Reprint Date /
Hara: 25.03.2022

Reprint Date /
Hara: 25.03.2022

Reprint Date /
Jata: 25.03.2022

Registered Office: 4-2-337, 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

CEPTUOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkcnpecc (keToponak) TableTky, IUCneprupyemsle B oJIocTu pra, 10 Mr

Batch No / : V2200551 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06bem cepuu 36,00,000 Tab
Analytical Report No / : 890001580774 Date of Analysis / 25.03.2022
AHaJuTHYecKHii oTYeT No JlaTa ananusa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa npon3BoACTBa Togen 1o

Analysis performed according ND / Ananu3 nposenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / nsmenenune Nel ot 27.12.2021)

Page4 of 7/ Crp. 4n3 7

1;.00 Test / IToka3zaTenb Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOpPOAHOCTHL MACCHI 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — ne Gonee + 10 %
2/20 Tabnetok — He Gonee + 20 %

5 Disintegration time / 20 sec/ 20 cek Not more than 3 min / He 6oxnee 3 mMun
PacnagaemocTnb

6 Dissolution / PacTBopenue Unit-1 / Ta6ma-1 102 % Not less than 75% (Q) of

. CisH13NO1+C4H;| 1 NO3 (ketorolac
Lo laca= 100 % tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 100% | 75% (Q)  CisHisNO3*CsHnNOs

. (keToponaka  TPOMETaMHUH)  4epe3
Unit-4 / Tabn-4 99 % 15 MuH
Unit-5 / Tabn-5 102 %

Unit-6 / Tabi-6 100 %

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

JAucnepcHocTb 710 pm sieve is formed. / Obpasyercs
OJHOPOMHAs CYCIEH3Us, INPOXOAALIAg
CKBO3b CHTO C pa3MepoM OTBEpCTUI
710 MKM.

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoayKT cOOTBETCTBYET Tpebopanmam HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IMoarorosneso: Ramakant

Checked by /
[MpoeepeHo: Pardeep Kumar

= —

Approved by: Manager/Executive /
Omo6peno: Menemxep / Pykosoaurens
Amit Kumar

Ko

Reprint Date /
Jara; 25.03.2022

Reprint Date /
Jara: 25.03.2022

Reprint Date /
Hara: 25.03.2022

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: L85155AP1984PLC0O04507
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
CEPTHO®UKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxr: Keropon® Dxcnpece (ketoponak) TabieTku, JUCOEPrUpyeMble B ONOCTH pTa, 10 Mr
Batch No / : V2200551 Batch Quantity / : 36,00,000 tab /
Cepua Ne O6nem cepui 36,00,000 Tab
Analytical Report No / : 890001580774 Date of Analysis / 25.03.2022
AnajuTH4YecKHii oTueT Ne Jara apannsa
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jata npon3BoAcTBA T'ogen no
Analysis performed according ND / Ananus nposeaen o H/I:
JIM1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)
Page5 of 7/Crp. Sm3 7

8 Related impurities / PoacTBeHHble NpuMecH

ketorolac 1-hydroxy analog /
1-ruppoxcuananor

Below LOD (LOD = 0.0010 %) /
Huxe npeaena obuapyxenus (10 =

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

KeToponaka 0.0010 %)
ketorolac 1-keto analog/ 0.04 % Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaANOr KeTOpoJIaKa
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
eAMHUYHASL
HeuaeHTHOMLIIMPOBaHHAasA
MpHMeCch
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumecei

9 Water / Bona 1.9 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHu4ecKHe pacTBOPUTEIH

Isopropyl alcohol /
H3zompomnanon

3 pg/tab/
3 MKT B TabJIeTKE

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

Remarks : The Product conforms to ND/
[Mpumeyanue: [poaykr coorBercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Hara: 25.03.2022

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

[MoarorosneHo; Ramakant IIposepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosoautesnb
U Amit Kumar N

Reprint Date / Reprint Date / Reprint Date/

JlaTa: 25.03.2022

Jlara: 25.03.2022

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 : +91 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropon® Dxkcnpecc (keToposnak) TabIeTku, JUCTIeprupyeMbie B N010CTH pTa, 10 Mr

Batch No/ : V2200551 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001580774 Date of Analysis / 25.03.2022
AnanuTuyeckuii oTyet Ne JlaTa aHann3a

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa npou3BoAcTBA T'onen o

Analysis performed according ND / Anamm3 nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 m3 7

11 | Microbial enumeration tests / Muxkpo6uonoruyeckas yucrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obmee yuciIo Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6uiee Menee 10 KOE/r He 6onee 100 KOE/r
YHCJIO OPONIKEBBIX H
IUTECHEBBIX TPHOOB
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcytcTByeTB 1T OtcyrctBHE B 1 T
12 Uniformity of dosage units / 3.7 Acceptance value (AV) not more than
OaHopoaHoCcTb 15.0 / TIpremouHoe 3HadeHue (AV) He
NO3UPOBAHUSA 6oinee 15,0.
13 | Assay/KoanuecTBeHHOe 9.7mg/9.7 mMr From 90mg to 11.0mg of
onpeaeleHne (96.9 %) Ci5H13NO3C4H;1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pi(e] 11,0 Mr C15H13NO3'C4H11N03
(ketoponaka tpomeramuH) (ot 90,0 mo
110,0 % oT 3asBICHHOTO KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0898 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0898 mr B TabneTke He menee 0,042 mr B TabiieTke
OyTWITHAPOKCHAHU30/12

Remarks : The Product conforms to ND/
[pumeuanye: [IpomykT cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Hara: 25.03.2022

Jata: 25.03.2022

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

l'[o:nromsncuw IMposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoantens
' Amit Kumar | o=

Reprint Date / Reprint Date / Reprint Date /

Hota: 25.03.2022

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
CEPTUO®HKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToposnak) TablieTKH, IMCIeprupyemble B MONOCTH pTa, 10 mMr
Batch No / : V2200551 Batch Quantity / : 36,00,000 tab /
Cepns Ne Oo0bem cepun 36,00,000 Tab
Analytical Report No / : 890001580774 Date of Analysis / 25.03.2022
AHanuTHYecKHii oTueT No JaTa ananuza
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa npou3BoaCTBA Toxen no
Analysis performed according ND / Ananus nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / namenenue Nel ot 27.12.2021)
Page7of 7/ Crp. Tu3z 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. / Tlo 10 Tabnerox B
onucrepe w3 (I[TA/AJVIID ¢
BnaromnornoTuresieM/I[12BII)
tdomnsru // (I15/AJ]) donsru. Ilo
2 6nuctepa ¢ HMHCTpyKLUeH no
MPUMEHEHHIO 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 6auctepe w3 (ITA/AJI/IID ¢
piaronornotarenem/II2BIT) doneru //
(T13/AJ) dponbru. ITo 1 unu 2 Gnucrepa
C WHCTPYKLMEHl MO MNPHUMEHEHUIO B
Na4yKy KapTOHHYIO.

.16 | Labeling / MapknpoBka

According to ND / B cootsercTBuu ¢ HJT

17 Storage conditions /
Xpaneuue

Below 25 °C. / Ilpu Temnepartype He Bbiue 25 °C,

18 Shelf life / Cpok roanoctu

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 BhIMycKe JIeKAPCTBEHHOTO NIpenapaTa KOHTPOJb Ka4eCTBa Mo MoKAa3aTeio
«MHKpOOHOJIOrHYeCKAS YHCTOTAY NPOBOAUTCS AJi Kaxaoi 20-0i cepun, HJIH JJisl OHOA CEPHH B IO,
B 3aBHCHMOCTH OT TOT'0, UTO HACTYNHT paHbIle.

Remarks : The Product conforms to ND/
ITpumeyanue: I[Ipoaykt coorBeTcTBYET TpebobaHuaM HJI

Conclusion : APPROVED /
3akauenue: OJJOBPEHO

Prepared by / Checked by /
[Moaroroeneno: Ramakant [poeepeno: Pardeep Kumar

Kokt —

Approved by: Manager/Executive /
OnobpeHo: MeHemkep / PykoBoauTeNb
Amit Kumar ,f‘ :

—

Reprint Date /
Jara: 25.03.2022

Reprint Date /
Hara: 25.03.2022

Reprint Date /
Jara: 25.03.2022

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: L85155AP1984PLC0O04507

www.drreddys.com



