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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Sotan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHO®HKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dkenpece (keroponak) TabiieTkH, AHCHEPrHPYEMbIC B IOTOCTH pra, 10 mr

Batch No / : V2200751 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6mem cepun 36,00,000 tab
Analytical Report No / : 890001587835 Date of Analysis / 30.04.2022
AHaauTHYeCcKHi oTyeT Ne Jara anaausa

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
Jara npousBoacTBa TI'onen o

Analysis performed according ND / Ananus nposenen o HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page1of 7/Crp.1m37

Ipumeuanue: Mpoxykr cooteTeTBYeT TpeboBarusm HJT

N . :
Noo Test / Iloxazarenn 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. / Kpyrieie, miockue Kpyrneie, miockue Tabnerku ¢ dhackoii,
TabNETKHU ¢ Packoii, ceeTno- CBETJIO-XKEINTOro LBETA C rPaBHUPOBKOI
HKEJITOTO LBETA C TPABUPOBKOI «I» Ha omHOI cTOpOHE.
«I» Ha oxHOM cTOpOHE.
2 Identification / lonauHHOCTL
Ketorolac / Kemoponaxk
a) Byuv/ Complies / CooTBeTcTBYET UV spectra of the test solution and
V®-cnextpodoTomMeTpHs ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / VO-cnexTpst
MOTJIOWIEHHS UCTIBITYEMOTO PacTBOpPA U
pacTtBopa  cTaHmapTHOro  ofpasna
KETOpOJlaKa TPOMETaMHHA  JOJIKHEI
HUMETh MAKCUMYMBI IIpH OJHOM U TOM ke
IUIMHE BOJIHEI (+ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3aknwgyenne: OJOBPEHO

Jlata: 30.04.2022

Hata: 30.04.2022

Prepared by / Checked by / Approved by: Manager/Executiye /
Iloarororneno: Ankit Iposepeno: Himesh Kumar Omnobpeno: Meﬁen}[\ep Py KOB@IHTENb
@ . ——_ | Abhishek Chauhan

Reprint Date / B Reprint Date / Reprint Date /

Hata: 30.04.2022

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, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +9198166 56001-02

CEPTU®UKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxkt: Kertopon® Dkenpece (keToposiak) TabeTku, JUCIEPrHpYEMble B IOJIOCTH pTa, 10 Mr
Batch No / : V2200751 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepun 36,00,000 Ttab
Analytical Report No / : 890001587835 Date of Analysis / 30.04.2022
AHaqHuTHYEeCKHI oTyeT Ne JaTta anannza
Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
Jara npoussoacTBa T'open no
Analysis performed according ND / Anann3 nposeaen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021 / nsmenenune Nel ot 27.12.2021)

Page2 of 7/ Crp.2m3 7

No

N Test / [Toka3aTeb

Results / PesyabnTaThl

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). / Bpemsa ynepxuBaHUs
OCHOBHOTO MHKa Ha XpoMaTorpamme
HCMBITYEMOTO  pacTBOpa  AOJDKHO
COOTBETCTBOBATH BpeMeHH
yIOEP)KUBaHHA OCHOBHOTO IMKa Ha
XpoMaTorpamme pactBopa
CTaHOapTHOro obpasla KeTopoJjaka
TpOMeTaMMHa (pazmen

«KonuuectBeHHOE onpez[eneﬂne»).

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpogykt cooTBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3aknawuenne: OJOBPEHO

Prepared by /
TMoaroroeneno: Ankit

(&

Checked by /
Ilporepeno: Himesh Kumar

(3;/;

Approved by: Manager/Executive, /

Opnobpeno: Menemxkep / PykosomtTent
Abhishek Chauhan

—

Reprint Date /
Hara: 30.04.2022

Reprint Date /
Hata: 30.04.2022

Reprint Date /
Jara: 30.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4800 2395, 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, Baddj,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpece (keroponak) TabneTku, JUCIeprupyeMble B IoJIOCTH pra, 10 Mr

Batch No / : V2200751 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0nem cepun 36,00,000 tab
Analytical Report No / : 890001587835 Date of Analysis / 30.04.2022
AnasntHdyeckuii oryer Ne JlaTa ananmnza

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
Jara npousBoacTBa T'onen go

Analysis performed according ND / Ananuz nposenen mo HJ:
JIII-004929-011119 (amend Nel from 27.12.2021 / nzamenenne Nel ot 27.12.2021)

Page3of 7/Crp.3m3 7

Specification / Hopma

i:) Test / IlokazaTenb Results / PesynbTaTsl
3 Identification Complies / CooTBeTCTBYET
Butylhydroxyanisole /
IoaJnHHOCTD
Oy THJITHAPOKCUAHHU30

The  retention times of  2-
butylhydroxyanisole and 3-
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 ynepxuBaHHA
NHKOB  2-OyTWITHAPOKCHAaHH301a U
3-0yTIIrHApOKCHAHH30JIa Ha
XpoMaTorpaMmme HCIBITYEMOTO
pacTBOpa MJOJDKHBI COOTBETCTBOBATH
BpeMEHaM yIepXKHBaHHA NIKOB
2-0yTWITHAPOKCUAaHN3011a u
3-6y THATMAPOKCHAHU30J1a Ha
XpoMarorpamMme pacTBopa
CTaHJAPTHOTO obpasna
OYTHATHAPOKCHAHU30JIA (paznen
«Conepxanue

OYTHITHAPOKCUAHU30Ia»).

macca

4 Average weight / Cpeansis

69.9 mg/ 69.9 mr

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

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoxykt coorBercTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

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

[Tonrororneno: Ankit ITpoeepeno: Himesh Kumar Opnobpeno: Menemxep /|Pykosogurens
% == Abhishek Chauhan z B
= - - e

Reprint Date/ Reprint Date / Reprint Date /

Hara: 30.04.2022 JHara: 30.04.2022 Hara: 30.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: LE5195AP1284PLLC0O04507

www.drreddys.com




[ 1)
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

CEPTUDPHUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dxcnpece (keToposiak) TabNeTKH, AUCOEPrUpyeMble B OJOCTH pTa 10 mMr

Batch No / : V2200751 Batch Quantity / : 36,00,000 tab/
Cepua Ne Oo0nem cepuu 36,00,000 Tab
Analytical Report No / : 890001587835 Date of Analysis / 30.04.2022
AxanuTHyeckHii oTuer Ne Jlara ananusza

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
Jata npousBoacTea T'omen xo

Analysis performed according ND / Anaymz nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel or 27.12.2021)

Page4 of 7/ Crp. 4u3 7

Ilpumeuanwue: Ilpoaykr cooTsercTByeT TpeboBanusm HJI

1;.00 Test / [TokazaTesb Results / PesyabraThi Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than £ 10 %
OnHOpOAHOCTH MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He 6omee * 10 %
2/20 tabnerok — He 6onee £ 20 %
5 Disintegration time / 21 sec/ 21 cex Not more than 3 min / He 6onee 3 muH
Pacnagaemoctn
6 Dissolution / PacTeopenue Unit-1/ Tab6n-1 101% Not less than 75% (Q) of
. Ci5H13NO1+C4H |1 NO; (ketorolac
Unit-2 / Tabn-2 5% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 96 % 75% (Q  CisHisNO3*CeHiNO;
. . (xeToponaka  TPOMETaMMH)  4epe3
Unit-4 / Tabn-4 99% 1S
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 100 %
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / Obpasyercs
OMHOPOJIHAA CYCNIEH3HsA, TPOXOIsILas
CKBO3b CHUTO C pa3MepoOM OTBEPCTHI
710 MxM.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akaovenune: OJOBPEHO

Prepared by /
[Moarorosneno: Ankit

=

Checked by /
IIposepeno: Himesh Kumar

Omnobpeno: MeHe}J)xe PykoBofinrens

Approved by: Manager/Executiv
Abhishek Chauhan g

Reprint Date /
Hara: 30.04.2022

Reprint Date /
Jara: 30.04.2022

Reprint Date /
Hara: 30.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderai: ad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 23S5, tmail: mail@drreddys.com

CIN: L85195AP1284PLCO04507

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToposiak) TabneTku, Aucneprupyemble B MosocTd pra, 10 mMr

Batch No / 1 V2200751 Batch Quantity / : 36,00,000 tab /
Cepns Ne Oo6nem cepun 36,00,000 Tab
Analytical Report No / : 890001587835 Date of Analysis / 30.04.2022
AnaauTHYecKHuil oryer No JaTa ananu3a

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
JaTta npoH3BoJAcTBa T'ogen no

Analysis performed according ND / Ananu3 nposeaen mo HJI:

JII1-004929-011119 (amend Nel from 27.12.2021 / nzamenenne Nel ot 27.12.2021)

PageSof 7/ Crp. Su3 7

8 Related impurities / PoacTBenHble npumMecn
ketorolac 1-hydroxy analog / Below Limit of Detection(LOD Not more than 0.5 % / He 6onee 0,5 %
1-ruapoKcHaHanor :0.0010%)
KeTopoJiaka
ketorolac 1-keto analog/ Not more than 0.5 % / He 6o1aee 0,5 %
1-KeToaHANOr KeTOpOIaKa
0.05 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eNMHUYHAS
HEeHIEeHTU(ULIIPOBaHHAS 0.04%
NpHMeECch
Total impurities / 0.1 % Not more than 1.0 % / He 605ee 1,0 %
CyMmMa npumeceit
9 Water / Bona 1.8% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTtaTouHble oprainiecke pacTBOPUTEIIH
Isopropyl alcohol / 2ug/tab/ 2 pg/tab mxr B Not more than 350 pg/tab /
H3onponanon TabieTke He 6onee 350 mMxkr B TabneTke

Remarks : The Product conforms to ND/
ITpumeyanue: IIponykT cooTBercTBYET TpebOBaHUAM HJI

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
IToarorosneno: Ankit

&

Checked by /
ITpoeepeno: Himesh Kumar

S

LN

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosomagrens
. Abhishek Chauhan ?

=

f =
| S

Reprint Date /
Jara: 30.04.2022

Reprint Date /

Reprint Date /

Jara: 30.04.2022

Hata: 30.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telzangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com
CIN: L85195AP12984PLC0O04507

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

CERTIFICATE OF ANALYSIS  Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Ketopon® Dkcnpecc (ketoposiak) TabiieTkH, AUCTIEprupyemble B OJIOCTH pTa, 10 Mr

Batch No / : V2200751 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001587835 Date of Analysis / : 30.04.2022
AHauTHYeCKUH oTyeT N Jlara ananuza

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JlaTa npoH3BoacTBa TI'onen mo

Analysis performed according ND / Anamus nposenen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021 / uzamenenue Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 m3 7

11 | Microbial enumeration tests / Mukpo6uoJsiornyeckast UucToTa*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obmee yucno Menee 10 KOE/r He 60nee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHH3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Obmee Menee 10 KOE/r He 6onee 100 KOE/r
YHUCIO APONCOKEBBIX U
IUIECHEBBIX TPUOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyTcTBYET OrcytctBHE B 1 T
12 Uniformity of dosage units / 4.6 Acceptance value (AV) not more than
OaHOpOAHOCTH 15.0 / [TpuemouHoe 3HaYeHue (AV) He
[03UPOBaAHUA 6onee 15,0.
13 | Assay/Konu4yecTBeHHOE 10.3 mg/ 10.3 mMr From 9.0mg to 11.0mg  of
onpenesieHHe (103.0 %) Ci5H13NO3*CsH | 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr oo
1 1,0 MI C15H13NO3'C4H11NO3
(xetoponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asBJIeHHOTO KOJIMYECTBA) B
TabnaeTke
14 | Butylhydroxyanisole 0.0959mg/tab / Not less than 0.042 mg/tab /
content / Conepxanne 0.0959 mr B TabneTke He menee 0,042 mr B TabGreTke
OYTHITHAPOKCHAHM30/12

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT cootBeTcTBYET TpeboBanuam HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Ankit Ipoeepeno: Himesh Kumar OnobpeHo: Menemxkep / [PykoBoayiTens

@,/ i —-Abhishek Chauhan f,_#__ z

: . —

Reprint Date / Reprint Date / Reprint Date /
Jara: 30.04.2022 Jara: 30.04.2022 Hara: 30.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, 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

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Dkenpecc (ketoponak) TableTKH, IMCTIeprupyeMble B IOJOCTH pTa, 10 Mr

Batch No / : V2200751 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6bem cepnu 36,00,000 Tab
Analytical Report No / : 890001587835 Date of Analysis / : 30.04.2022
AHanuTHYEeCKHI oTyeT Ne Jlara ananu3za

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
Jarta npon3ssoacTBa I'ogen mo

Analysis performed according ND / Auanns nposeaen mo HJ:
JHI-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Page 70f 7/ Crp. Tn3 7

15

Package / Ynaxoeka

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 Tabnerox B
6nuctepe w3z (ITA/AJVIID ¢
Bnaronornorurenem/[13BII)
¢donsru // (I13/AJ1) doneru. Ilo
2 Onucrepa ¢ UHCTPYKUHMEH NO
TNPUMEHEHUIO B navyKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiceant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / ITo 10 Tabnetok B
6nucTepe 3 (IMA/AJIVTID c
paaronoriotutreneM/II2BIT) ¢oneru //
(IT3/AJ]) ¢oneru. [To 1 unm 2 6amcTepa c
HHCTPYKLMEe# MO NPUMEHEHHUIO B TAuKy
KapTOHHYIO.

16

Labeling / Mapkupogeka

According to ND / B cootseTcTBuu ¢ HJI

17

Storage conditions /
Xpanenue

Below 25 °C. / Ilpu Temneparype He Bbine 25 °C.

18

Shelf life / Cpok roaHocTn

2 years / 2 roza

* 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.

* Ilpu BbIycKe JIeKAPCTBEHHOIO MPeNapara KOHTPOJIb KA4eCcTBAa N0 MOKA3aTe/II0
«Mukpodnoorayeckas YHCTOTA» NPOBOAUTCS A1s Kaxaoi 20-0ii cepuu, HIM ISl OJHOH CEPHH B rof,
B 3ABHCHMOCTH OT TOI'0, YTO HACTYNHT paHbIIle.

Remarks : The Product conforms to ND/
[pumeuanne: [poaykT coorBeTcTBYET TpeboBauusM HJJ

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by /
IMonrorosneno: Ankit

A

Checked by /
IMposepeno: Himesh Kumar

e ——

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / Pykorojurens
Abhishek Chauhan

—

Reprint Date /
Jara: 30.04.2022

Reprint Date /
Hata: 30.04.2022

Reprint Date /
JHara: 30.04.2022

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.comn




