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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

CEPTUPUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keToposak) TabIeTKy, JMcreprupyeMsle B MoocT pra, 10 mr

Batch No / : V2300030 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0bem cepuu 36,00,000 Tab
Analytical Report No / : 890001638852 Date of Analysis / : 12.01.2023
AHaJauTHYECKHI oTyeT No JlaTa aHaJmM3a

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
Jara npoM3BOACTBA T'onen no

Analysis performed according ND / Ananus nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)
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No

No Test / IToxa3aTesn

Results / Pe3yabTaThl

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnble, nJ0CKHeE
Tabnetku ¢ ¢ackoi, ceeTyo-
XKENTOro [BeTa C PaBUPOBKOH
«l» Ha OHOM CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnbie, niockue TabaeTku ¢ packoi,
CBETJIO-KENTOro LBETa C IPaBUPOBKOI
«|» Ha OHOM CTOpOHE.

2 Identification / IToainHHOCTH

Ketorolac / Kemoponaxk

a) Byuv/
Y-cngrTpodoToMeTpa

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketornlae  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-crnekrpsl
TIOTJIOLIEHHS] UCTILITYEMOTO pacTBOpa M
pactBopa  CTaHjapTHoro  ofpa3sua
KETOpOJaka TPOMETaMMHA  JOJDKHbI
UMETh MAaKCUMYMBI TP OJHOW U TOH Xe
JUTMHE BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: [TponykT coorsercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmiouenune: OJJOBPEHO

Prepared by /
IToaroroBieHo: Nara@ Kumar

-

Checked by /
[Tposepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykosoauTtens
Amit Kumar {\.~- N —

-

Reprint Date /
Jlara: 12.01.2023

Reprint Date /
Jarta: 12.01.2023

Reprint Date /
Jara: 12.01.2023

Rogistered 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




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

CEPTUDPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Skcnpece (keToponak) TabneTku, Aucreprupyemblie B MIOJIOCTH pTa, 10 mr

Batch No / : V2300030 Batch Quantity / : 36,00,000 tab/
Cepus Ne O6bem cepun 36,000,000 Tad
Analytical Report No / : 890001638852 Date of Analysis / 12.01.2023
AHadTHYecKHi oTuer Ne Jarta asanusa

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jara npou3BOACTBA Toaen oo

Analysis performed according ND / Ananns nposeaen no HJL:
JIN1-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel or 27.12.2021)
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No

Test / Iloxa3aTenab
No

Results / Pe3yibTaThl

Specification / Hopma

b) By HPLC/B32XX

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  y#epXuBaHus
OCHOBHOIO IMKKa Ha XpoMaTorpamme

UCMLITYEMOrO  pactBopa  [OJDKHO
COOTBETCTBOBAThH BpEMEHU
yAEp)KMBaHUS OCHOBHOTO TMHKAa Ha
XpoMarorpaMme pacTBopa
CTAQHAAPTHOrO obpasla KeTopoJiaka
TpoMeTaMUHa (pazmen

«KoJIMueCTBEHHOE ONPEETIEHHE).

Remarks: The Product conforms to ND/
[Tpumeuanue: IIpoaykT cooTBeTcTBYeT TpedoBannsm HJ

Conclusion: APPROVED /
3axmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Naresh Kumar | TTposepeno: Himesh Kumar Ono6peno: Menemxep / Pykosoautens
N L —— | Amit Kumar s
= ~J - :/’,,f
— :
Reprint Date / Reprint Date / Reprint Date /
Jara: 12.01.2023 Jara: 12.01.2023 Jara: 12.01.2023

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

Ipoaykt: Ketopon" Bxenpece (KeTopo

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
aK) TaBAETKH, AMCTIeprupyeMbie B N0J0CTH pTa, 10 mr

Batch No / : V2300030 Batch Quantity / : 36,00,000 tab /
Cepnst Ne O6bem cepnu 36,00,000 Tabd
Analytical Report No / : 890001638852 Date of Analysis / 12.01.2023
AnajuTHyeckuii oTueT Ne JlaTa aHaau3a

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
JaTa npoM3BOACTBA T'ogen no

Analysis performed according ND / Anayin3 mpoBe/ieH 1o H:
JITI-004929-011119 (amend Nel from 27.12.2021 / nzamenenne Nel ot 27.12.2021)
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1}? Test / [lokazaTennb Results / Pe3yabTaThbl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaJIMHHOCTD butylhydroxyanisole peaks on the
Gy THIITHIPOKCHAHN30J1 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 yAepKUBaHUA
MHKOB  2-OYTUIrHPNKCUAHNINTA - W
3-6yTHATHAPOKCHAR30J1a Ha
XpoMaTorpamme HCTILITYEMOTrO
pacTBopa MNOMKHbl COOTBETCTBOBATH
BpeMeHaM yIEpXKUBAHUSA MUKOB
2-6yTUIITUIPOKCHAHU30T1a u
3-0yTUNTHAPOKCHAHK30N1A Ha
XpoMaTorpamMmme pacTBopa
CTaHAAPTHOTO ofpasua |
Oy THITHAPOKCHAHN30J1a (paznen
«Conepxanue
6yTHITHAPOKCHAHH30TIa»).

4 Average weight / Cpenusisi
macca

69.9 mg/ 69.9 mr

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

Remarks: The Product conforms to ND/

[Mpumeyanue: ITpoayKT COOTBETCTBYET tpedoaHusaM HJI

Conclusion; APPROVED /
Baxmouenne: OJJOBPEHO

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

Tloarorosneno: Naresh Kumar | [Ipoepeno: Himesh Kumar Ono6peno: Menemxep / Pykooautens
= Y g S

Reprint Date / Reprint Date / Reprint Date /

Jata: 12.01.2023 Jlara: 12.01.2023 Jara: 12.01.2023

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

Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxcnpece (keToponak) TabneTku, AMCIeprupyeMble B MoN0CTH pTa, 10 mr

Batch No / : V2300030 Batch Quantity / : 36,00,000 tab /
Cepus Ne O61em cepun 36,00,000 Tab
Analytical Report No / : 890001638852 Date of Analysis / 12.01.2023
AHAJIHTHYECKHI oTueT No JlaTa anaausza

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jdara npoussoacTea I'onen xo

Analysis performed according ND / Anann3s nposenen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / nzamenenne Nel or 27.12.2021)

Page4of 7/Crp. 4u3 7
|

No

No Test / IloxkazaTenn

Results / Pe3yabTaThl

Specification / Hopma

Uniformity of weight /
OaHOpOAHOCTH Macehl

Complies / CoOTBETCTBYET

18/20 tablets - not more than £ 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He Oonee + 10 %
2/20 Tabnerok — He 6omnee + 20 %

5 Disintegration time /
PacnagaeMocTn

15 sec /15 cex

Not more than 3 min / He 6osiee 3 MuH

6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 98 % Not less than 75% (Q) of
. C1sH3NO;+C4H | NO; (ketorolac
Unit-2 / Ta6x:2 97% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 98% 75%  (Q)  CisHisNO3*CsHiiNOs
. . (keToponaka  TPOMETaMHMH)  YEpE3
Unit-4 / Tabn-4 97% 15 MuH
Unit-5 / Tabn-5 97%
Unit-6 / Tabn-6 101%

7 Fineness of Dispersion/
JucnepcHOCTh

Complies / CooTBeTCTBYET

A uniform suspension passing through a
710 um sieve is formed. / O6pasyercs
OIHODPOAHAs CYCMEH3Hs, MpOXOosllas
CKBO3b CHTO C pa3MepoM OTBEPCTHI
710 MxM.

Remarks: The Product conforms to ND/
[Tpumeuanue: [Ipogykr coorBeTcTByeT Tpedopanusm HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Hata: 12.01.2023

Jara: 12.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Naresh Kumar | IIposepeHo: Himesh Kumar Ono6peno: Menemxep / PykoBoauresns
—> | Amit Kumar “ANe——
‘A ) e u (§ e
Reprint Date / Reprint Date / Reprint Date /

Jara: 12.01.2023

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

Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoxyxT: Keropon® Dkenpece (keToposak) TaGNETKH, JAHCTEprupyemble B NOJI0CTH pra, 10 mr

Batch No / : V2300030 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001638852 Date of Analysis / 12.01.2023
AnanuTuyeckuii oTuer Ne Jara anaausza

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jara npousBoacTea I'onen o

Analysis performed according ND / Anaans nposenen no HJL:

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

PageSof 7/Cip. S5u3z 7

8 Related impurities / PoacTBeHnHbie npumecH

ketorolac 1-hydroxy analog /
1-THOpOKCHAHAIIOT
KEeTOpoJaKa

Below limit of detection (LOD =
0.0010 %) / Huxe npeaena
obuapysxenns (ITO = 0.0010%)

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

[

ketorolac 1-keto analog/

Not more than 0.5 % / He 6o1ee 0,5 %

1-KeToaHanor KeTopoJIaKa 0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHAYHad 0.05%
HeuJeHTUGULUPOBaHHAS
pUMEChH
Lotal itpurities / 0.1 % Wot e i 1.0 %6 / Tle Guace 1,0 %
Cymma npuMeceii
9 Water / Boaa 2.0% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble OpraHi4ecKHe pacTBOPHUTEIH

Isopropyl alcohol /
H3zonponanon

3 ug/tab / 3 MKr B TabseTke

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

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

[Tpumeyanue: [IpoaykT cooTBeTcTBYeT TpeboBanusam HJI

Zakawuenne: OXOBPEHO

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

IMoaroroeneHo: Naresh Kumar | Ilpoeepeno: Himesh Kumar Opno6peno: Menekep / Pykosoaurens
’*/) =S E — Amit Kumar &*;\;/

Reprint Date / Reprint Date / Reprint Date /

Jara: 12.01.2023

Jara: 12.01.2023

Jlata: 12.01.2023

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, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dkenpece (keToponak) TabJIeTKH, JMCIeprupyeMble B nojiocty pra, 10 mr

Batch No / : V2300030 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001638852 Date of Analysis / : 12.01.2023
AHaNUTHYECKHI oTueT No JlaTa aHaJin3a

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
Jara npousBsoacTBa T'ogen no

Analysis performed according ND / Anann3s mposegen nmo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page 6 of 7/ C1p. 6 u3 7

11 | Microbial enumeration tests / Mukpo6nonoruyeckast yncrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g/
Count / O61i1ee 4ucio He 6oaee 1000 KOE/r
a3pOoOHBIX MUKpPO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61uee He 6onee 100 KOE/r
YHCJIO APONOKEBBIX U
IUIECHEBBIX IPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytctBUe B 1 T
12 | Uniformity of dosage units / 3.6 Acceptance value (A V) not more than
OaHOpPOgHOCTD 15.0 / lpuemouHoe 3HaueHue (AV) He
JA03MPOBaHUS Gonee 15,0.
13 | Assay/KonnvecrBenHoe 10.1 mg/ 10.1 mr From 90mg to 11.0mg  of
onpeneleHue (100.5%) CisHi3NO3*C4H11NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr 10
1 1,0 Mmr CisH3sNO3*CsH; (NO3
(keroponaka TpomeramuH) (ot 90,0 no
110,0 % ot 3asBAEHHOT0 KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0963 mg/tab / Not less than 0.042 mg/tab /
content / CoagepxaHne 0.0963 mr B TabneTke He menee 0,042 Mr B TabneTke
Oy 1 It MAPOKCHAHMIONA

Remarks: The Product conforms to ND/
ITpumeuanue: [MponykT coorBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
[Moarorosineno: Naresh Kumar | [IposepeHo: Himesh Kumar

¢ Q_}”’,ﬁ;
-
= .

Approved by: Manager/Executive /

Opnobpeno: Menemkep / PykoBoaurens

Amit Kumar P N\—
=

Reprint Date / Reprint Date /
Jata: 12.01.2023 Jata: 12.01.2023

Reprint Date /
Jara: 12.01.2023

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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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

CEPTADUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Dkenpecc (ketoponak) TaGNeTKy, AUCIEPTHPYEMBIe B MIOJIOCTH pTa, 10 Mr

Batch No / : V2300030 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001638852 Date of Analysis / 12.01.2023
AdajuTHYeCKHi oTyeT No JlaTta ananau3a

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jara npou3BoACTBa T'opeH xo

Analysis performed according ND / Ananu3 nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel ot 27.12.2021)
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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
6mucrepe w3 (IMMA/AJVIID ¢
Biaronorjotutenem/[19BII)

¢onwru // (II3/AJT) donsru. Ilo
2 6nuctepa ¢ HHCTPYKLMEH IO

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 Tabnerok B
6nucrepe u3 (TTA/AJVITD c
srnaronornorutenem/[13BI1)  donbru //
(TI3/AJT) dbomeru. o 1 wmm 2 6aucTepa ¢
MHCTpYKLMEH MO MPUMEHEHUIO B MayKy
KapTOHHYIO.

NPYMEHEHHUIO B
KapTOHHYIO.

ayky

16 | Laheling { Mapruporwq

Accarding tn N / R ronTreteTRIM ¢ H]TT

17 Storage conditions /
XpaHeHue

Below 25 °C. / [lpu Temneparype He Bbiiie 25 °C.

18 | Shelf life / Cpox 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.

* TIpu BbINyCKe JIEKAPCTBEHHOTO MpenapaTa KOHTPOJIb KA4ecTBA M0 MOKA3aTeJII0
«MHUKpPOOHOJIOrHYeCKAs YHCTOTA» MPOBOIHTCH AJs KaX10i 20-0ii cepHH, HJIH /15l OAHOH CEPHA B roj,
B 3aBHCHMOCTH OT TOI'0, 4TO HACTYNHT PaHbIUE.

Remarks: The Product conforms to ND/
[Tpumeuanne: IIponykT cooTBercTByeT TpeboBanusam HJI

Conclusion: APPROVED /
Zakaouenue: OJJOBPEHO

Prepared by /

Iloarorosneno: Naresh Kumar
7

/

Checked by /

[Tposepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoauTenb

~—~, | Amit Kumar < N\
_ {f,&w N

Reprint Date /
JlaTa: 12.01.2023

Reprint Date /
JaTa: 12.01.2023

Reprint Date /
Jara: 12.01.2023

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