@o
Dr.Reddy’s ‘,‘.‘

[

HpoaykTr: Ketopon

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

CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ke_torolac) Orall}; Disintegrating Tablets 10 mg
Dkcnpecc (keToposiak) TabAeTKH, AUCTIEPrUpyeMbie B M0J0CTH pTa, 10 Mr

Batch No / : V2201656 Batch Quantity / : 36,00,000 tab /
Cepust No O0Bem cepuu 36,00,000 Tab
Analytical Report No / : 890001608411 Date of Analysis / 18.08.2022
Auaautnyeckuii oruer No ara aHajausza

Date of Mapufacture / : Aug.2022 Date of Expiry / Jul.2024
Harta npouspoacrsa Toaen mo

Analysis performed according ND / Anann3s nposenen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel ot 27.12.2021)

Pagelof 7/Crp.1m37

Y®-cnexrpodoromeTpus

No . ;
Ne Test / [loka3zaTenb Results / PesynabTathl 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. / Kpyrnble, nnockue Kpyrisie, miockue Tabnerku ¢ $hackoi,
TabneTKH ¢ Gackoi, CRETNO- CBETJIO-KENTOrO LBEeTa C FPaBUPOBKOM
JKEJITOTO LIBETA C IPABUPOBKOA «l» Ha OQHOM CTOPOHE.
«|» Ha OJIHOM CTOpPOHE.
2 Identification / TlognunHOCTH
Ketorolac / Kemoponak
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®-crexrpsl
TOMMIOLIEHUs HCTBITYEMOTO pacTBopa U
pactBopa  CTaHAapTHOro  obpasua
KETopojaka TPOMETaMHHA  JOJIXKHBI
UMETh MAKCUMYMbI [TPU OJIHOI M TOH e
JUTMHE BOJIHEIL (£ 2 HM).

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykr coorBercTBYeT Tpebopanusm HJI

Conclusion : APPROVED /
Zakawuyenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ankit (

Checked by /
[Mpoeepeno: Pardeep Kumar

~f

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

Amit Kumar ﬁ e
H /

Reprint Date /
Hara: 18.08.2022

Reprint Date /
JlaTa: 18.08.2022

Reprint Date /
Jata: 18.08.2022

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

CEPTUPHUKAT AHAJIU3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon®™ Dkcnpece (keToponak) TabaeTky, AMCIeprupyemble B M0J10CTH pTa, 10 Mr

Batch No / : V2201656 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6beMm cepun 36,00,000 Tabd
Analytical Report No / : 890001608411 Date of Analysis / 18.08.2022
AHANATHYECCKHH 0T4eT Ne Jara ananu3za

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JaTa npounsBoacTBa T'ogen no

Analysis performed according ND / Ananu3 nposeaen o HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel ot 27.12.2021)
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No

N Test / [lokazaTens

Results / PesynbTathl

Specification / Hopma

b) By HPLC/BD3XX

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  yaepKuBaHHA
OCHOBHOTO MHKa Ha XpoMmarorpamme
UCOBLITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATD BpEMeHH
yOepXHBaHUS OCHOBHOTO IHKa Ha
XpOMaTorpaMmme pacTBopa
CTaHAAPTHOTO KeTOpOJIaKa
TpoMeTaMHHa (paznmen
«KOnnuecTBEHHOE ONPEAENICHUEN).

obpasua

Remarks : The Product conforms to ND/
[Tpumeuanue: [TponykT cooTBercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
Zaxmwuenne: OJOBPEHO

Prepared by /
[loarorosneno: Ankit _

/

Checked by /
[posepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoaurens

Amit Kumar h N

Reprint Date /
Jara: 18.08.2022

Reprint Date /
Jara: 18.08.2022

Reprint Date / -
Hara: 18.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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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
www.drreddys.com

CEPTUO®PUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IponykT: Ketopon™ Dkcnpecc (keToponak) TableTky, AUCEPripyemple B Noa0CTh pra, 10 mr

Batch No / : V2201656 Batch Quantity / : 36,00,000 tab /
Cepns Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001608411 Date of Analysis / 18.08.2022
AHaluTHYECKUH oTueT No JlaTa aHajan3a

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npou3BOACTBA TI'onen o

Analysis performed according

ND / Anann3z nposenen no HJL:

JIT1-004929-011119 (amend Nel from 27.12.2021 / nsmenenue Nel or 27.12.2021)
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1;,00 Test / ITokazaTeJb Results / Pe3yabTaTthbl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaNMHHOCTD butylhydroxyanisole peaks on the
Oy THJITMAPOKCHAHHU30 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 ynepxuBaHus
NUKOB  2-OyTHNrMAPOKCHAHH30AA M
3-0y THIIrMAPOKCHAHHU30M1a Ha
XpoMaTorpamme HCTILITYEMOTO
pacTeopa AOJDKHBl COOTBETCTBOBATD
BpeMeHaM yAepKUBAHUA MHKOB
2-6yTWITHAPOKCHAHU30M1a U
3-6yTUATHIPOKCHAHH30Ma Ha
XpoMarorpaMme pacTBopa
CTaHAapPTHOTO obpasua
6YTUIrMAPOKCHAHU30T1a (paznen
«ConepxaHue
OYTHITMAPOKCUAHU30IIaY).
4 Average weight / Cpennsis 68.9 mg/ 68.9 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca O167,2Mr 5o 72,8 Mr (70,0 Mmr +4,0 %).

Remarks : The Product conforms to ND/
ITpumeuanue: [poaykT coorBeTcTBYeT Tpebopannsam HJL

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
[Moarorosneno: Ankit

Checked by /
[Ipoeepeno: Pardeep Kumar

N —

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurenn
Amit Kumar

\\\_,
A"/

Reprint Date /
Jara: 18.08.2022

Reprint Date /
Jara: 18.08.2022

Reprint Date /
Jlara: 18.08.2022

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®HUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoayxt: Ketopon™ Okenpecc (KeToponak) TabneTky, AMcneprupyemble B noaocty pra, 10 mr

Batch No / : V2201656 Batch Quantity / : 36,00,000 tab /
Cepust Ne Obbem cepun 36,00,000 Tab
Analytical Report No / : 890001608411 Date of Analysis / : 18.08.2022
AHanuTnyecKun oTyeT No JlaTa ananu3a

Date of Manufacture / : Aug 2022 Date of Expiry / : Jul.2024
JlaTa npousBoicTBa Togen no

Analysis performed according ND / Ananaus nposeaen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page4 of 7/ Crp. 4u37

1;_00 Test / IToka3aTeb Results / PesyabTaTth! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than £ 10 %
OOHOPOAHOCTE MACCHI 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Oonee = 10 %
2/20 tabnetok — He 6onee £ 20 %
5 Disintegration time / 23 sec/ 23 cex Not more than 3 min / He 6onee 3 MuH
PacnagaemocThb
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 99% Not less than 75% (Q) of
. Ci15H13NO3+CsH 1NOs (ketorolac
- - V)
Unitzef] laow2 Ll tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 98% 75%  (Q)  CisHisNO3*C4H | 1NO;
. . (keToponiaka  TPOMETaMHH)  4€pe3
Unit-4 / Ta6bn-4 99% 15 Muu
Unit-5 / Tabx-5 96%
Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
HducnepcHocTb 710 pm sieve is formed. / Obpasyercsa
ONHOpOJAHAs CYCHEH3Hs, IpoXoisllas
CKBO3b CHTO C pPa3MEpOM OTBEPCTHI
710 MKM.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

ITpumeuanue: [IpoayKT COOTBETCTBYET Tpebosanuam HJJ 3axawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Ankit IIpoeepeno: Pardeep Kumar Onobpeno: Menemxep / Pyxosoaurens

B

LN

Amit Kumar :\«- N
—

CN— —
= [
Reprint Date / Reprint Date / Reprint Date /
Jara: 18.08.2022 Jara: 18.08.2022 Nata: 18.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

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

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

Hpoaykr: Ketopon” Dkenpece (keroponak) TabneTky, AMCOEPrUpyeMbIe B 110J0cTH pra, 10 mr

Batch No / : V2201656 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6bveM cepuu 36,00,000 Tab
Analytical Report No / : 890001608411 Date of Analysis / : 18.08.2022
AHaguTHyecknii oTyet Ne Jara ananuza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jata npoussoacraa Tomen no

Analysis performed according ND / Auanu3s nposeaesn no HJ:

JIII1-004929-011119 (amend Nel from 27.12.2021 / nzamenenne Nel ot 27.12.2021)

Page Sof 7/ Crp. 5u3 7

8 Related impurities / PoacTBeHHbIe NpHUMeECH

ketorolac 1-hydroxy analog
1-rugpoxcuananor
KeTopoJiaka

/ Not Detected

ketorolac 1-keto analog/
1-keToaHanor KeTopoaka

0.04 %

Any unidentified impurity /
eIMHUY Has
HeuaeHTH(HHLIMPOBaHHAs
IpUMECh

0.04%

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

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

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

Total impurities /
CymMa npumMeceit

0.1%

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boaa

2.9%

Not more than 7.0% w/w /
He 6ouee 7,0 %

10

Residual solvents by GC/ OcraTouHble OpraHnyeckue pacTBOPUTENH

Isopropyl alcohol /
Wzonponanon

3 pg/tab / 3 Mkr B Tabierke

Not more than 350 pg/tab /
He 6onee 350 MkT B Tabnetke

Remarks : The Product conforms to ND/
ITpumeuanme: [Ipoaykr cootsercTByeT TpeboBaHusM HJI

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Prepared by /
Hoarorosnexo: Ankit -

(&

Checked by /
IIpoeepeno: Pardeep Kumar

. -

Approved by: Manager/Executive /
OpobpeHo: MeHnemxkep / PykoBoguTenb
Amit Kumar A\

Reprint Date /
Jlarta: 18.08.2022

Reprint Date /
Hara: 18.08.2022

Reprint Date /
Jara: 18.08.2022

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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Jkenpece (KeToponak) TabyeTKH, AUCNeprupyemble B MonocTy pra, 10 Mr

IIpoaykr: Ketopon’

Ity

Batch No / 1 V2201656 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6nem cepun 36,00,000 Tad
Analytical Report No / : 890001608411 Date of Analysis / : 18.08.2022
AHanurndeckuit oryer Ne JlaTa anaau3a

Date of Manufacture / : Aug.2022 Date of Expiry / ¢ Jul.2024
JdaTta npoussoacrea Topen go

Analysis performed according ND / Anann3 nposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 27.12.2021)

Page 6 of 7/ Ctp. 6 3 7

11 | Microbial enumeration tests / Mukpo6uosoruieckasi YucTora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1uiee yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraH1u3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Obiuee Meunee 10 KOE/r He 6osee 100 KOE/r
YHCIIO JPONOKEBBIX U
TUIECHEBbIX IpHOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTtcyTcTBYET OtcytcTBUE B 1 T
12 Uniformity of dosage units / 5.2 Acceptance value (AV) not more than
OgHOpOAHOCTD 15.0 / TlpuemoyHoe 3HaueHue (AV) He
AO3HPOBAHMSA 6onee 15,0.
13 Assay / KosinuecTBeHHOE 9.6 mg/9.6 Mmr From 9.0mg to 11.0 mg of
onpeaeaeHue (95.8 %) CisHi3NO3*CsH1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet/ Ot 9,0 mMr g0
1 1,0 MU C15H13NO3'C4H1 [NO3
(ketoponaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3asBNEHHOr0 KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0928 mg/tab / Not less than 0.042 mg/tab /
content / Conepxanne 0.0928 mr B TabneTke He Menee 0,042 mr B TabneTke
OyTHIArHAPOKCHAHU30/12

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTCcTBYET TpeboraHusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosneno: Ankit IIposepeno: Pardeep Kumar Opobpeno: Menemxep / Pykopoaurens
/2{ OJ: Amit Kumar A,.‘i\’” i
(A — e
Reprint Date / Reprint Date / Reprint Date /
Hara: 18.08.2022 Jlata: 18.08.2022 Jara: 18.08.2022

Registered Ofttice: 8-2-33/, Koad No. 3, Banjara Hills, Hyderabad - SU0U34, 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

CEPTUOUKAT AHAJIM3A

(3]

IIpoaykrt: Ketopon

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcrpece (keToponak) TabaeTKH, AUCTIEPrUPYEMbIE B MONOCTH pTa, 10 mr

Batch No / 1 V2201656 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001608411 Date of Analysis / 18.08.2022
AHaIuTHYeCKHH oTueT Ne JlaTa ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jara npou3zBoAcTBa TI'open no

Analysis performed according ND / Ananns nposeaen mo H:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenune Nel ot 27.12.2021)

Page 7of 7/ Crp. 7n3 7

15 | Package/ YnakoBka 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. / Ilo 10 Tabnerok B
information leaflet in a carton | 6aucrepe 13 (TTA/AJVTID c
pack. / Tlo 10 Tabrerox 8 | enaronornoturenem/IIDBIT) donsru //
onuctepe us (IIA/AJVIID ¢ | (II9/AJ]) donbru. Io 1 unu 2 6nucTepa ¢
snaronoraotutenaeM/I12BIT) UHCTPYKLHMEN TO NMpUMEHEHHIO B TAYKy
doneru // (IID/AJ1) doneru. ITo | KapTOHHYIO.

2 6nuctepa ¢ WHCTPYKLUMeH Mo
NPUMEHEHH!O B nayuky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootercTBum ¢ HJI
17 | Storage conditions / Below 25 °C. / Tlpu Temneparype He Bbiwie 25 °C.
XpaHeHue
18 Shelf life / Cpok roanocTn 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.

* JIpu BbINycKe JIEeKAPCTBEHHOT0 MpenapaTa KOHTPOJb Ka4ecTBAa M0 NOKA3aTeJII0
«Mukpo6uosoruyeckasi YHCTOTA» NPOBOAUTCH s Kaxnoii 20-oii cepun, Hiau A OAHOI cepuu B rof,
B 3aBHCHMOCTH OT TOI0, YTO HACTYNHT PaHbIUe.

Remarks : The Product conforms to ND/
ITpumeuanue: [IponykT cooTBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO

Prepared by /
Ionrotoeneno: Ankit

Checked by /
[Npoeepeno: Pardeep Kumar

=t

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Amit Kumar e

—

Reprint Date /
JHara: 18.08.2022

Reprint Date /
Hara: 18.08.2022

Reprint Date /
Hara: 18.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
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