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

CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoapyxkr: Keropon' Dxcrnpecc (ketoposiak) TabJIeTKH, AMCIIEPrUpyeMble B NMOJI0CTH pTa, 10 Mr

Batch No / : V2201020 Batch Quantity / : 36,00,000 tab/
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001598607 Date of Analysis / 29.06.2022
AHaJTUTHYeCKHH oTyeT No JlaTa anaJyusa

Date of Manufacture / : Jan.2022 Date of Expiry / Dec.2023
Jlata npon3BoacTBa T'ogen go

Analysis performed according ND / Ananus nposenes mo HJI:

JIII-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel ot 27.12.2021)

Pagelof 7/Crp.1u37

No . g

No Test / IToxasaTtennb Results / PesynbTaThl Specification / Hopma

1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "' debossed on one side. /
side. / Kpyrisie, mnockue Kpyrabie, mrockue Tabnetku ¢ packoi,
TabneTku ¢ packoif, creTIO- CBETJIO-XKEATOro LBETa C IPaBUPOBKOM
XKEJITOTO LIBETa C MPaBUPOBKO «|» Ha OQHOI cTOpOHE.
«l» na omHOM CTOpOHE.

2 Identification / ITopiunHOCTD

Ketorolac / Kemoponak

a) ByuUuv/
Y®-cnexrpodoromMeTpus

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexrpsl
TIOTJIOILEHUA UCTIBITYEMOTO PAacTBOpa U
pacTBopa  cTaHjapTHoro  obpasna
KETOpoNiaka TpPOMETAMUHA  JOJDKHBI
HMETh MaKCUMYMBI! [IPH OQHOM U TOMH xe

JUTHHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr coorseTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ankit

(A

Checked by /
Ilposepeno: Himesh Kumar

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

Amit Kumar X“\ (W
j—

Reprint Date /
Jara: 29.06.2022

Reprint Date /
Jata: 29.06.2022

Reprint Date /
Jara: 29.06.2022

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

CEPTUOPHUKAT AHAJIM3A

Product : Ketorol Exi)_ress (ketorolac) Orally Disintegrating Tablets 10 mg
Skcrpecc (keTopoJiak) TabJeTKH, AWCIeprypyemMbie B 0J0CTH pTa, 10 Mr

aw

IIpoaykT: Keropon

Batch No / 1 V2201020 Batch Quantity / : 36,00,000 tab/
Cepusn Ne O6bem cepnu 36,00,000 Tabd
Analytical Report No / : 890001598607 Date of Analysis / 29.06.2022
ApanuTHYecKkuii oTuer Ne JlaTa anaauza

Date of Manufacture / : Jan.2022 Date of Expiry / Dec.2023
Jara npouseoacTea T'onen no

Analysis performed according ND / Ananu3 nposenen mo HJI:

JII1-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel or 27.12.2021)

Page2of 7/Crp.2 w37

No

Test / [Toka3aTe/n
Ne

Results / Pe3yabTaThl

Specification / Hopma

b) By HPLC / BDXKX

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 ymepxuBaHus
OCHOBHOIO MHKA Ha XpoMaTorpaMme
UCIIBLITYEMOTO  pacTBOpa  AOJDKHO
COOTBETCTBOBATh BpEMEHH
YAEpXKUBAHUSA OCHOBHOIO MHKA Ha
XpoMaTorpaMmme pacTBopa
CTaHAapTHOro KeTOpoJiaka
TpOMeTaMHHA (paznen
«KoJnuecTBEHHOE ONpeieieHUEY).

obpasua

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
ITonrorosneno: Ankit

St

Checked by /
IIposepeno: Himesh Kumar
=)

Approved by: Manager/Executive /
OpnobpeHo: Menemxkep / Pykoroauress

Amit Kumar N

Reprint Date /
Hara: 29.06.2022

Reprint Date /
Jara: 29.06.2022

Reprint Date /
Jara: 29.06.2022

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, Naiagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dxcnpecc (keTopoiak) TabIeTKH, AMceprupyeMble B HONOCTH pTa, 10 mr

)

Hpoaykr: Ketopon

Batch No / : V2201020 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06beM cepuu 36,00,000 Ttab
Analytical Report No / : 890001598607 Date of Analysis / 29.06.2022
AHajauTHYeCKHil oTyeT Ne Jara ananu3za

Date of Manufacture / : Jan.2022 Date of Expiry / Dec.2023
JlaTa mpounssoacTsa T'ogen no

Analysis performed according ND / Ananau3 nposexen mo HJI:

JITI-004929-011119 (amend Nel from 27.12.2021 / nusmenenne Nel ot 27.12.2021)

Page3of 7/Crp.3mu3 7

i.oo Test / Iloka3aTesb Results / Pe3ysnbTaTsl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloanNHHOCTD butylhydroxyanisole peaks on the
Oy TUITHAPOKCHAHU3O0J 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 ynepXHBaHHA
NUKOB  2-OyTUNTUAPOKCHUAHHU3ONA U
3-6yTWIrHAPOKCHAHHU301a Ha
XpOMaTorpaMMme HCTILITYEMOTO
pacTBopa JAOJDKHBI COOTBETCTBOBATH
BpeMeHaM yAepKHBaHUs TTHKOB
2-6yTHArMAPOKCHAHU30JIa U
3-6yTUNrHAPOKCHAaHN30M1a Ha
XpoMmarorpaMmme pacTBopa
CTaHIApPTHOIO obpasua
OyTUATHAPOKCHAHU30J1a (paznen
«CopnepxaHue

OYTUIITHAPOKCUAHU30IAR).

4 Average weight / Cpeanss
Macca

69.4 mg/ 69.4mr

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/
ITpumeyanue: Ilpoxykt cooTBeTcTRYET TpeboBaHusM HJI

Conclusion : APPROVED /
Bakarouenne: OJOBPEHO

Prepared by /
IMoaroTosneHo: Ankit

(B

Checked by /
[Tposepeno; Himesh Kumar

——

¥ -

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

Amit Kumar ﬁ A
./

Reprint Date /
Jara: 29.06.2022

Reprint Date /
Hara: 29.06.2022

Reprint Date /
Jlata: 29.06.2022

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.
Formuiation Unit-6

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

www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ketorol Exprcss- (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Ketopon" Drenpece (KeTOponaK) TadeTKH, AUCIEPIrHPYEMbIe B TOJOCTH PTA, 10 mr

Batch No / : V2201020 Batch Quantity / : 36,00,000 tab /
Cepus Ne Ob6bem cepun 36,00,000 Tad
Analytical Report No / : 890001598607 Date of Analysis / 29.06.2022
AHaanTHYecKHii oTueT No JlaTa ananusza

Date of Manufacture / : Jan.2022 Date of Expiry / Dec.2023
JlaTra npoM3BoacTBA I'onen no

Analysis performed according ND / Anann3s nposeaen no HJI:

JI11-004929-011119 (amend Nel from 27.12.2021 / nzamenenne Nel or 27.12.2021)

Page4 of 7/ Crp. 4 u3 7

NN:) Test / [Toka3aTesnb Results / Pe3ysibTaThi Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than £ 10 %
OXHOPOAHOCTH MACChl 2/20 tablets - not more than £ 20 % /

18/20 Ttabnerox — He 6Gonee + 10 %
2/20 Tabnerox — He Gonee + 20 %
5 Disintegration time / 19 sec/ 19 cek Not more than 3 min / He 6oxee 3 MuH
PacnanaeMoctnb
6 Dissolution / PacTsopenue Unit-1/ Tabxn-1 101% Not less than 75% (Q) of
i Ci1sH13NO3+C4H  (NO; (ketorolac
_ o
=0 ATiAGm;2 101 tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 97% 75%  (Q)  CisHiaNO3*CaH1iNOs
] _ . (KeToponaka  TPOMETAMMH)  4epe3
Unit-4 / Tadn-4 97% 1054
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 102%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHOCTb 710 pm sieve is formed. / Obpasyercs
OIHOPOAHAs CYCTEH3UsA, MPOXOAALIas
CKBO3b CHTO C pPa3MepoM OTBEPCTHH
710 MKM.

Remarks : The Product conforms to ND/
INpumeuanue: ITpoaykt coorBeTcTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
Zakawuyenne: OJJOBPEHO

Prepared by /
[MoarotosneHo; Ankit

e

Checked by /
Iposepeno: Himesh Kumar

N

Approved by: Manager/Executive /
Onob6peno: Menemxep / PykosoaMrelib

Amit Kumar

Reprint Date /
Hata: 29.06.2022

Reprint Date /
Hara: 29.06.2022

Reprint Date /
Jara: 29.06.2022

Registered Office: 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

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

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

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

Ipoaykt: Keropon" Dkenpece (keToposiak) TabNeTKH, AUCNICPrHPYEMble B NOJOCTH pTa, 10 M

Batch No / 1 V2201020 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001598607 Date of Analysis / 29.06.2022
AnanuTHdecknii oryer Ne Jarta ananmsa

Date of Manufacture / : Jan.2022 Date of Expiry / Dec.2023
JlaTa npou3BoacTBa Togen no

Analysis performed according ND / Anayin3 nposenen no H/I:

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

PageS5of 7/Crp.5m3 7

8 Related impurities / PoacTseHHble npuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
l-rugpoxcuananor
KeTopoaKa
ketorolac 1-keto analog/ 0.05 % Not more than 0.5 % / He donee 0,5 %
1-KeTOaHaJIOr KETOpOJIaKa
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
eNMHUYHAasI
HeuaeHTUuGHIUpOBaHHAS
NpUMEChH
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMma npumeceit

9 Water / Boaa 2.3% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble oOpraHu4ecKHe pacTBOPUTEH
Isopropyl alcohol / 2ug/tab / 2ug/tab MKr B Not more than 350 pg/tab /
H3zormporaHon TabyeTke He 6osee 350 Mkr B TabneTke

Remarks : The Product conforms to ND/
IMpumeuanue: ITpoaykT cooTBeTcTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenue: QJJOGPEHO

Prepared by /
IMoarotosneno: Ankit

Checked by /
ITposepeno: Himesh Kumar

R

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBonurens

Amit Kumar A
f& N

Reprint Date /
Hara: 29.06.2022

Reprint Date / '
Hata; 29.06.2022

Reprint Date /
Jara: 29.06.2022

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 Q,‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tel:

CEPTHO®UKAT AHAJIM3A

+91 98166 56001-02

www.drreddys.com

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

Hponykr: Keropon” Dkenpece (keToponak) TabieTku, AHCNEPrupyemble B IIOJIOCTH PTd, 10 mr

Batch No / : V2201020 |Batch Quantity / : 36,00,000 tab/
Cepus Ne O0bem cepuit 36,00,000 Tab
Analytical Report No / : 890001598607 Date of Analysis / 29.06.2022
AHaIuTHYeCKHi oTueT Ne Jara ananuza

Date of Manufacture / : Jan.2022 Date of Expiry / Dec.2023
JlaTa npousBoacTsa Togen xo

Analysis performed according ND / Apanns nposenen no HJI:

JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 w3 7

11 | Microbial enumeration tests / MukpoGuosioruieckas YucTora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee uncno Meunee 10 KOE/r He 6onee 1000 KOE/r
a’poOHBIX MUKPO-
OpraHn3MoB
b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / Obuee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIO APOXIKEBBIX H
nyeCHEBBIX TPUOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OtcytctBUE B 1 T
12 | Uniformity of dosage units / 2.1 Acceptance value (AV) not more than
OaHopoaHoCTh 15.0 / IlpuemouHoe 3HaueHHE (AV) He
N03UPOBAHUA Gonee 15.0.
13 Assay / KonuiecTBenHoe 9.9 mg/9.9 mr From 9.0mg to 11.0 mg of
onpeje/ieHHe (99.0 %) C15sH13NO3+C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr no
1 1,0 Mr C15H]3NO3'C4H11NO3
(xeToponaka TpoMeramuH) (ot 90,0 no
110,0 % OT 3aABNEHHOrO KOJIMYECTBA) B
TabeTKe
14 | Butylhydroxyanisole 0.0960mg/tab / Not less than 0.042 mg/tab /
content / Coaep:xanue 0.0960 Mr B TabneTke He menee 0,042 Mr B TabneTke

OyTHJITHAPOKCHAHM30J1a

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykr cootBeTcTByeT Tpedosanuam HJJ

Conclusion : APPROVED /
3axauenne: OJJOBPEHO

Prepared by /
[Moarortopneno: Ankit

C | A

— _IJ/-

Checked by /
ITposepeno: Himesh Kumar

| .

«

—_——
—

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoaurens
Amit Kumar J\ Nv—

T

Reprint Date /
Hara: 29.06.2022

Reprint Date /
Jata: 29.06.2022

Reprint Date /
Hara: 29.06.2022

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, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcrpece (keToponak) TabJIeTKH, AUcneprupyemble B nojioctu pra, 10 mr

Qu

IMponykT: Ketoposn

Batch No / : V2201020 Batch Quantity / + 36,00,000 tab /
Cepusa No O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001598607 Date of Analysis / : 29.06.2022
AHAIUTHYECKHH oTUeT Ne JlaTa aHaan3za

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
Jlara npou3BoACTBA Tomen no

Analysis performed according ND / Ananu3 nposenes mo H/L:

JII1-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel or 27.12.2021)

Page 7of 7/ Crp. Tz 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. / Ilo 10 Tabnerok B
6aucrepe u3z (IIA/AJITID ¢
BharonorsiotuteneM/TI9BIT)
tonsru // (II3/AJ1) donbru. Ilo
2 6nucrepa ¢ MHCTpYKUHMEH mo
MOPHMEHEHHIO B nayxy
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. / ITo 10 tabneTtok B
6nuctepe u3 (TTA/ATI/TID c
snaromnornotutenem/I13BIT)  doneru //
(IT3/AJT) donbru. Mo 1 nau 2 6anctepa c
UHCTPYKLHER MO MPUMEHEHUIO B MavKy
KapTOHHYIO.

16 Labeling / Mapkupogka

According to ND / B cootsetcTBiM ¢ H/I

17 Storage conditions /

Xpanenne

Below 25 °C. / Ilpu Temneparype He Boiure 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.

* Hpn BBIIYyCKe NEKAPCTBEHHOI'0 MpenapaTa KOHTPOJIb KA4ecTBa M0 NOKA3aTEJI0
«MHuKpoOHOJIOTHYECKAA YHCTOTA» NPOBOAHTCA A8 Kaxkaoii 20-0ii cepun, HIH AJs OAHOI cepuu B roj,
B 3aBHCHMOCTH OT TOI0, 4YTO HACTYIIMT paHbIIe.

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr cootBeTrcTBYeT TpeGoBaHusam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToaroromneno: Ankit

i /ﬂ
(~

Checked by /
[1pose ])fT{OI Himesh Kumar

——
—

<

< St

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

Amit K
t Kumar \X\w

, ”\,\v..\

—\

2

Reprint Date /
Jara: 29.06.2022

Reprint Date /
Jlara: 29.06.2022

Reprint Date /
Jara: 29.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telarizana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L35195AP1984PLC0O04507
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