Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoxyxTt: Keropon® Dkcnpecc (keToponak) TabieTkH, AUCTIEpriupyeMele B N0J10CTH pTa, 10 Mr

Batch No / : V2200745 Batch Quantity / : 36,00,000 tab/
Cepust Ne O6beM cepHH 36,00,000 Tab
Analytical Report No / : 890001586653 Date of Analysis / 23.04.2022
AnanuTHyeckmii oTyeT Ne Jata anpaiansa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa npou3BoAcTBa T'onen no

Analysis performed according ND / Anamms nposeaen mo HJI:
JIIT-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Page1of 7/Crp. 1 u3 7

Y®-cniextpodoToMeTpus

No . -
No Test / [TokasaTesnb Results / PesynabTaTtsl 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, mnockue Kpyrisle, miockie TabiaeTk ¢ Gackoi,
TabneTky ¢ (ackoii, cBeTIIO- CBETJIO-XKEITOTO L[BETa C IPAaBUPOBKOU
KENTOro 1IBeTa C IPaBUPOBKOH «l» Ha OJHOM CTOpOHE.
«l» Ha OHOM CTOpOHE.
2 Identification / [logauHHOCTB
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®-crnekTpsl
TMOIJIOLIEHMA UCTIBITYEMOTO PacTBOpa K
pacTBopa  cTaHAapTHOro  obpasua
KeTopoJiaka TpPOMETaMHHAa  AOJDKHEL
HMMETh MaKCHMYMBI [IPH OJHOM U TOM ke
JUIHHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Tpumeuanye: IIpogyKT COOTBETCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmiouenne: OJJOBPEHO

Prepared by /
[Moarotoeneno: Pravesh Rana

[

Checked by /
[Mpoeepeno: Naresh Kumar

LY

—

Approved by: Manager/Executive /
OnobpeHo: Menen

JKEp
(- Kusum Lata ) L

VKOBOAMTEND

Reprint Date /
Jara: 23.04.2022

Reprint Date /
Hara: 23.04.2022

Reprint Date /
Jlata: 23.04.2022

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: mait@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

CEPTHOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon" Dkenpece (keToponak) Tabnetku, Aucrneprupyembie B MOI0CTH pra, 10 Mr

Batch No / : V2200745 Batch Quantity / : 36,00,000 tab /
Cepung Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001586653 Date of Analysis / 23.04.2022
AnanuTHyeckuii oryer Ne Jara ananmnsa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JarTa npounsBoacTaa TI'ogen oo

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

No Test / ITokasatennb

Results / PesyabTaTsl

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). / Bpems ynmepxuBaHus
OCHOBHOTO MHKAa Ha XpOMaTOrpamme
HCIILITYEMOI'O  pacTBOpa  JOJDKHO
COOTBETCTBOBATH BpPEMeHH
YIEpX HBaHHA OCHOBHOIO IMKAa Ha

XpoMaTorpamme pacTBopa
CTaHOapTHOro ofpaslia KkeTopoJiaka
TPOMETAMUHA (paznen

«KonuiecTBeHHOE OMPEACTICHUC ») )

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoaykr coorBercTByeT Tpebosanuam HJT

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Harta: 23.04.2022

Jara: 23.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Prayesh Rana IIpoeepeno: Naresh Kumar OpnobpeHo: Menemkep / PykoBoaurenn

s {: __ @(/ Kusum Lata \ oL
Reprint Date / Reprint Date / Reprint Date /

Hara: 23.04.2022

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.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CEPTHOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon™ Dkenpece (keToposnak) Tabierku, AMCTIEPrupyeMeI€ B IOJIOCTH pra, 10 Mr

Batch No / ¢ V2200745 Batch Quantity / ¢ 36,00,000 tab /
Cepusi Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001586653 Date of Analysis / 23.04.2022
Ananarudeckuii oTaer No Jlara ananusa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jarta npon3BoacTBa T'ogen no

Analysis performed according ND / Ananus nposexen no HA:
JITI-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel ot 27.12.2021)
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1}00 Test / [loka3zatenn Results / PesynbTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HonnauuHoCTL butylhydroxyanisole peaks on the
OYTHIIrMAPOKCHAHM30.1 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). / Bpemena ynmepxuBaHuS
NUKOB  2-OyTWITHIPOKCHAaHU30jIa U
3-0yTHATHAPOKCHAHM30J1a Ha
XpoMarorpamme HCIIBITYEMOIO
pacTBopa J[AO/DKHBI COOTBETCTBOBATH
BpeMeHaM YIAEpXKUBAHHUS MHUKOB
2-0yTHIrHOpOKCHAHU30NA U
3-6yTHNrHIPOKCHAHU301a Ha
Xpomarorpamme pacTBopa
CTaHIAPTHOro obpasua
OyTUNTHAPOKCHAHH30J1a (paznen
«Coneprxkanue
OYTUITUAPOKCHAHH30J1a%).
4 Average weight / Cpegnss 69.6 mg/ 69.6 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca 01 67,2 Mr o 72,8 mr (70,0 Mr+ 4,0 %).

Remarks : The Product conforms to ND/
[Tpumeuanue: [poaykr cootBeTcTByeT TpeGoBanuam HJI

Conclusion : APPROVED /
3akmouenue: ONOBPEHO

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

[logroroeneno: Pravesh Rana I[Tposepeno: Naresh Kumar Onobpeno: Menemkep / PykoBoauTtesnb
_ Lﬁ (o Kusum Lata L

Reprint Date / Reprint Date / Reprint Date /

Hara: 23.04.2022 Hara: 23.04.2022 Hava: 23.04.2022

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: L85195AP1984PLC0O04507
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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dkcnpece (keToponak) TabieTku, AMCIeprupyeMble B TOJIOCTH pTa, 10 Mr

AHanuTHYECKHH oTueT Ne

Batch No / 1 V2200745 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0nem cepun 36,00,000 Tab
Analytical Report No / : 890001586653 Date of Analysis / : 23.04.2022

HJaTta aHau3a

Jara nponspoacTea

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024

T'omen no

Analysis performed according ND / Ananu3s nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel ot 27.12.2021)

Page4of 7/Crp.4u3 7
1;.00 Test / Tlokazarensn Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OnHOPOAHOCTEL Macchl 2/20 tablets - not more than + 20 % /
18/20 Tabnetok — He Gojee + 10 %
2/20 Tabnerox — He 6onee + 20 %
5 Disintegration time / 25 sec/ 25 cex Not more than 3 min / He 6ox1ee 3 mun
Pacnagaemoctn
6 Dissolution / PacTBopenne Unit-1/ Tabna-1 100 % Not less than 75% (Q) of
i Ci15sH13NO3C4H 1NO;3 (ketorolac
Unit-2 / Tabn-2 100% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 97% | 75% (Q  CisHisNO3+*C4H1NOs
. (xeTopomaka  TpOMETaMHUH)  4Yepes
Unit-4 / Tabn-4 100 % 15 MuH
Unit-5 / Ta6x-5 98 %
Unit-6 / Tabn-6 3R %
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / Obpa3zyercs
OJITHOPOJHAs CYCHEH3Ms, MNPOXOIsiuas
CKBO3b CHUTO € pasMepPOM OTBEPCTHIA
710 MKM.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeuanue: IIpoaykT cooTBercTBYeT TpeboBanuam HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarotosneno: Prayesh Rana IIpoBepeno: Naresh Kumar Onobpeno: Menemkep /,Pykosoaurens
' Gi Kusum Lata N P -
ol 2 —
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.04.2022 Hara: 23.04.2022 Hara: 23.04.2022

Registerad 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: L85195AP1984PLCO04507
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
poaykr: Keropon™ Drenpece (keroponak) TabneTku, AMCTIEprUpyeMble B OJIOCTH pTa, 10 Mr

Batch No / : V2200745 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001586653 Date of Analysis / 23.04.2022
AnagnTudyeckuii oryer Ne Jara anaausa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTa npon3soacTea T'onen mo

Analysis performed according ND / Ananus upoeeaen no HJI;
JITI-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel or 27.12.2021)

Page Sof 7/ Crp. 5u3 7

8 Related impurities / PoxcTBennbie npumecu
ketorolac 1-hydroxy analog / Below limit of Detection Not more than 0.5 % / He 6onee 0,5 %
1-rugpokcuananor (LOD:0.0010%)
KETOpoJIaka
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaJIOr KeTOpoiaka
0.05 %
Any unidentified impurity / Not more than 0.5 % / He 6oxee 0,5 %
eUHUY Has
HEUJECHTUPULIMPOBaHHAS 0.04%
NpUMEChH
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CyMmMa npumecei
9 Water / Bona 1.9 % Not more than 7.0% w/w /
He 6osee 7,0 %
10 | Residual solvents by GC/ OcTtarouHble OpraHH4YecKHe pacTBOPHTE/IH
Isopropyl alcohol / Less than LOQ (LOQ:1.4 pg/tab | Not more than 350 pg/tab /
HzonponaHon / He 6onee 350 mkr B TabneTke
Less than LOQ (LOQ:1.4 pg/tab
MKT B TabJIeTKe

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpogyKT cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOEPEHO

Prepared by /
Iloaroroeneno: Pravesh Rana

Checked by /
ITpoBepeHo: Naresh Kumar

b

-

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

Kusum Lata W

Reprint Date /
Jara: 23.04.2022

Reprint Date /
Hata: 23.04.2022

Reprint Date /
Jara: 23.04.2022

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.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS : +91 98166 56001-02
CEPTHOHUKAT AHAJIH3AVWW.drreddys.com

Ipoayxr: Ketopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
JKenpecc (keTopoinak) TabneTku, AMCIeprupyeMsie B oJ0cTH pra, 10 Mr

0o

Batch No / 1 V2200745 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001586653 Date of Analysis / : 23.04.2022

AHaluTHYEeCKH oTueT Ne

Jara aHam3a

Date of Manufacture /
Jara npousBoiacTea

: Mar.2022 Date of Expiry / : Feb.2024

Togen no

Analysis performed according ND / Auasnu3 npoeeaen no H/;
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Page 6 of 7/ C1p. 6 3 7

11 | Microbial enumeration tests / MukpoGHoIOrH4ecKas YuCTOTa*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee umcio Menee 10 KOE/r He 6omnee 1000 KOE/r
a3pOOHBIX MHKPO-
OpTaHH3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6mee Menee 10 KOE/r He 6onee 100 KOE/r
YHUCIIO JPOMOKEBLIX U
IJIECHEBBIX IpuboB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcytcTBYET OtcytctBue B I
12 Uniformity of desage units / 3.0 Acceptance value (AV) not more than
OaunopogHocTs 15.0 / IlpuemouHoe 3naueHue (AV) He
HO3MPOBaHMUA 6onee 15,0.
13 | Assay/KoauuecTBenHoe 10.1 mg/ 10.1 Mr From 90mg to 11.0mg  of
onpeaesieHue (100.6 %) CisHisNO3*C4H | INO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 1o
1 1,0 MTI C15H13NO3'C4H11NO3
(xeToponaka Tpomeramud) (ot 90,0 no
110,0 % oT 3asABJIEHHOTO KOJMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0940 mg/tab / Not less than 0.042 mg/tab /
content / Conepxanue 0.0940 mr B Tabnerke He menee 0,042 mr B Tabnetke
OYTHJIrHAPOKCHAHH30/12

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

[lpumeyanue: IMpoaykT cooTBeTCTBYET TpeboBanmsam HJT 3axmouenue: ONOGPEHO

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

Hoxroroeneno: Pravesh Rana Iposepeno: Naresh Kumar Onobpeno: Menemxkep / PykosoauTens
[/ /. Kusum Lata N2 —

Reprint Date / Reprint Date / Reprint Date /

Hara: 23.04.2022 Hara: 23.04.2022 Hara: 23.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 25900;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 ANALY S'IS‘fw.drreddys.com

CEPTHO®HUKAT AHAJIM3A

ﬂ’roduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa™ Dkenpece (keroponak) tabnetku, JIUCNEeprupyemMsle B oJIOCTH pra, 10 Mr

AHaJMHTHYECKHH oTueT Ne

Batch No / : V2200745 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O0Bem cepuu 36,00,000 Tab
Analytical Report No / : 890001586653 Date of Analysis / : 23.04.2022

JlaTa anaimsa

JlaTa nponsBoacTBa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024

Toxen 1o

Analysis performed according ND / Auanns nposenen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page 7 of 7/ Crp. Tus 7

15 Package / Ynakoeka

10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 Tabnetox B
information leaflet in a carton | 6auctepe u3 (ITA/AJI/TID c
pack. / Ilo 10 rabnerok B | Bmaromorsnorutenem/ITIBIT) doneru //
6nucrepe w3 (ITA/AJUIID ¢ | (TI3/AJT) donsrin. ITo 1 wnm 2 6aucTepa ¢
Baronornorurenem/I[19BIT) MHCTPYKIMEH 110 NPUMEHEHHIO B TIa4Ky
Gonsru // (II3/AJT) donbru. o | xaprommyro.

2 6amctepa ¢ HHCTPYKUMeH Mo
NpUMEHEHHIO B navyKy
KapTOHHYIO.

16 | Labeling / Mapxuposka

According to ND / B cootsetcteum ¢ HJJ

17 Storage conditions /
XpaneHnne

Below 25 °C. / Ilpu TeMnepaType He Boiie 25 °C.

18 | Shelf life / Cpok roanoctn

2 years / 2 roma

* 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 BbIYCKe JIEKAPCTBEHHOIO NPeNapaTa KOHTPOIb KA4eCTBA M0 MOKA3aTe10
«MuKpoOHOIOrHYecKast YHCTOTA» MPOBOJUTCS IS KAKA0H 20-0fi CepMM, HJIH /I OJHOI CepHH B rof,
B 3ABHCHMOCTH OT TOI'0, YTO HACTYIIHT PaHbIIE.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanwme: IponykT coorsetcTByeT TpeboBanmsam HJT 3akmovenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Pravesh Rana IIposepeno: Naresh Kumar Onobpeno: Menemxep / Pyxosonurens
/ f M Kusum Lata S _—
I2 il :
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.04.2022 Hara: 23.04.2022 Jara: 23.04.2022

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.com



