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, IND{A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTH®HKAT AHAJTM3A

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

MpoaykTt: Keropon® 3Kcnpecc (keToponak) TabAETKH, AUCIIEPrHpYyeMble B MOJOCTH pm 10 mr
Batch No / : V2201663 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepuu 36,00.000 Tab
Analytical Report No / : 890001610776 Date of Analysis / 28.08.2022
AHanuTH4decKuii oTuer Ne JlaTa anaauza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JaTta opomn3BoJCTBA Tonen oo

Analysis performed according ND / Ananns nposeaen no HJL:

JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)
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Manoj Kumar

1;.? Test / [lokazaTennb Results / PesyabraTsbl 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. / Kpyrnble, nnockue Kpyrnble, niockye TabaeTku ¢ hacko,
TabneTkH ¢ (ackoii, ceeTIO- CBETNO-XENTOrO LBETa C MPaBUPOBKOM
JKEJITOro LiBeTa C [PaBUPOBKOM «» Ha OHO¥ CTOPOHE.
«l» Ha OlHOH CTOpPOHE.
2 Identification / IToguHHOCTD
Ketorolac / Kemoponax
a) Byuv/ Complies / CoOTBETCTBYET UV spectra of the test solution and
V®-cnextpodoToMeTpus ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexrpsl
HOTIJOMIEHYS UCTIBITYEMOTO pacTBOpa U
pacTBopa  cTaHjapTHoro  ofpasua
KETOpOJidka TPOMETAMMHA  [HOJDKHbI
¥MeTh MAKCUMYMBI [IPH OJHOM U TOM ke
JUTHHE BOJIHBI (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanne: [Ipoaykt cooTsercreyer Tpeboanusam HJI Zakmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilcmr(rrozneuo Manish Sharma | INposepeno: Himesh Kumar Onobpeno: Menemxep / PyK(}BOAI ITeb

Reprint Date /
Jara: 28.08.2022

Reprint Date /
Jara: 28.08.2022

Reprint Date /
Jara: 28.08.2022

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: 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

CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayKr: Ketopon" Dkcnpecc (keToponak) TabneTku, JUCreprupyemble B MonocTy pra, 10 mMr

Batch No / : V2201663 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oobem cepun 36,00,000 Tab
Analytical Report No / : 890001610776 Date of Analysis / 28.08.2022
Agajantadecknii oryet Ne JlaTa aHau3a

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npoHn3BoACTBA Tonen g0

Analysis performed according ND / Ananns nposeaen no H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenune Nel or 27.12.2021)

Page2of 7/Crp. 2 u3 7

No

Test / [Toka3zaTennb
Ne

Results / PesynbTaThl

Specification / Hopma

b) By HPLC/BDXX

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). / Bpema  ynepxuBaHus

OCHOBHOTO INKMKa Ha XpoMaTorpamme

UCIBITYEMOrO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHU
yIEPXKMBaHUS OCHOBHOTO TMHKa Ha
XpomarorpaMme pacTBOpa
CTaHOapTHOro ofpasua keToposaka
TpOMeTaMHHa (pazaen

«KonuyecTBeHHOE OTIPEENICHUE).

Remarks : The Product conforms to ND/
[Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

Jara: 28.08.2022

Jlara: 28.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Manish Sharma | Ilpoeepeno: Himesh Kumar OnobpeHo: Menemxep / Pykopoaurens

=== — Manoj Kumar .'\?;1 il
Reprint Date / Reprint Date / Reprint Date /

Hara: 28.08.2022
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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

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon" Dkcnpecc (keToponak) TabneTky, Ancneprupyemsle B 0onoctu pra, 10 mr

Batch No / : V2201663 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nbem cepun 36,00,000 Tab
Analytical Report No / : 890001610776 Date of Analysis / 28.08.2022
AnanuTHdecknii oruer Ne JlaTa ananm3a

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npou3BoacTBa T'onen go

‘Analysis performed according

ND / Anann3 nposenen mo HJI:

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

Page3of 7/Crp.3u3 7

NN:) Test / [loka3zaTennb Results / Pe3ynbTaTh! Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MoaauHHOCTL butylhydroxyanisole peaks on the
Oy TUJIrHAPOKCHAHU30JT 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 yIepXMBaHHs
NUKOB  2-OYTUNTMAPOKCHAHM3ONA U
3-6yTUNTHAPOKCHAHHU301A Ha
Xpomarorpamme UCTIBITYEMOTO
pacTBopa JMOMKHBI COOTBETCTBOBATDH
BpEMEHaM yIEPXKUBAHUS THKOB
2-0yTUITHAPOKCHAHN301a u
3-OyTWIrnApOKCHAHN30J1a Ha
XpoMaTorpaMmme pacTBOpa
CTaHIaPTHOTO obpasua
Oy THITMIPOKCHAHK30]Ia (paszmen
«ConepxaHue
OYTUITHAPOKCUAHU30JIaN).
4 Average weight / Cpennsis 69.9 mg/ 69.9 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca OT167,2 mr no 72,8 mr (70,0 mr £4,0 %).

Remarks : The Product conforms to ND/
IMpumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
Ioaroroenexo: Manish Sharma

':.:-"""_'FE'E:—" = o ":.l_‘.

Checked by /
[Tposepeno: Himesh Kumar

i

—

Approved by: Manager/Executive /

Omo6peHo: Menempkep / PykosopHTeb
Manoj Kumar }l‘t;w&

Reprint Date /
Jara: 28.08.2022

Reprint Date /
Jara: 28.08.2022

Reprint Date /
Jara: 28.08.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

a
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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

CEPTUDOUKAT AHAJIU3A

Product : Ketorol Express (kgtorolac) Orally Disintegrating Tablets 10 mg
Dkcrnpece (keToponak) TabIeTKH, JMCNeprupyemble B J10J10CTH pTa, 10 Mr

Batch No / : V2201663 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo0bem cepun 36,00,000 Tab
Analytical Report No / : 890001610776 Date of Analysis / 28.08.2022
AHaTuTHYeCKHH oTueT Ne JlaTa ananu3a

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npou3BoACTBA Tonen a0

Analysis performed according ND / Ananns nposeaen no H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel o1 27.12.2021)

Paged4 of 7/ Crp. 4 u3 7

1}? Test / IlokasaTens Results / PesyabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOpPOAHOCTH MaCChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Gonee + 10 %
2/20 tabnetok — He Honee = 20 %
5 Disintegration time / 18 sec / 18 cek Not more than 3 min / He 6onee 3 mun
Pacnagaemoctsn
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 99% Not less than 75% (Q) of
. CisH13NO3+CH; 1 NO3 (ketorolac
Ot T2 Qv tromethamine) in 15 min / He menee
Unit-3 / Ta6a-3 99 % 75%  (Q)  CisHisNOs*C4HinNO;
. > (keToponaka  TPOMETaMUH)  Yepe3
Unit-4 / Tabn-4 103 % 15 Muu
Unit-5 / Tabn-5 103 %
Unit-6 / Tabn-6 99 %
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
HducnepcHoCcThb 710 pm sieve is formed. / ObpazyeTcs
OIHOpONHAA CYCIIEH3HUs, MPOXOAAllas
CKBO3b CHMTO C pa3MepoM OTBEpCTHii
710 MKM.

Remarks : The Product conforms to ND/
TTpumeuanue: [Ipoaykt coorsercTByeT TpeboBannsm HJL

Conclusion : APPROVED /
3axmouyenune: OJJOBPEHO

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

Moarorosneno: Manish Sharma | Nposepeno: Himesh Kumar Onobpeno: Menemxep / Pykosoaurens
< —::f‘-:—{}’f (:j_”’_z Manoj Kumar o

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.08.2022 Iara: 28.08.2022 Jara: 28.08.2022

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

CEPTH®HKAT AHAJITIZA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IlpoaykTt: Ketopon" Dkcenpecc (keToponak) TabAeTKH, AHCACPIHPYEMDbIC B MOJIOCTH PT4. 10 mr

Batch No / : V2201663 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O06nem cepiu 36,00,000 Tab
Analytical Report No / + 890001610776 Date of Analysis / 28.08.2022
AHanuTHYecKHi oTyeT No JlaTa ananusa

Date of Manufacture / 1 Aug.2022 Date of Expiry / Jul.2024
JaTa npou3BoACTBA Topen ao

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

Page 5of 7/Crp. Suz 7

8 Related impurities / PoacTBenHble NpuMecH
ketorolac 1-hydroxy analog / 0.01% Not more than 0.5 % / He 6onee 0,5 %
1-ruipokcHaHanor
KeTopoJiaka
ketorolac 1-keto analog/ 0.05 % Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaIOT KETOPOJIaKa
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
enMHUY Hast
HeuJeHTuUIpoBaHHas
PUMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa npumecei

9 Water / Bopa 2.6 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4HbIE€ OPraHUYECKHE PACTBOPUTENH
Isopropyl alcohol / 4 pg/tab / 4 MKr B TabseTke Not more than 350 pg/tab /
H3ompomnaso He 6onee 350 Mkr B TabneTKe

Remarks : The Product conforms to ND/
IMpumeuanue: [poaykT cooTBeTcTByeT Tpebosanuam H/I

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by /
[oarorosneno: Manish Sharma

=
__a__;=___~_.—-—”"

Checked by /
[Mposepeno: Himesh Kumar

—

=

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykosoantens

Manoj Kumar L} G
(Y ‘E‘L_E":,J

Reprint Date /
JHara: 28.08.2022

Reprint Date /
Jlara: 28.08.2022

Reprint Date /
Jlata: 28.08.2022

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 : 491 98166 56001-02
www.drreddys.com

CEPTUDPHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okenpecc (KeToponak) TabaeTKu, AHCTIEPripyenMbie B nonocTy pra, 10 mr

(3}

IponykT: KeTtopon

Batch No / 1 V2201663 Batch Quantity / : 36,00,000 tab/
Cepus Ne Oo6bem cepnn 36,00,000 Tad
Analytical Report No / : 890001610776 Date of Analysis / 28.08.2022
AHanuTHYeCKHI oT4eT Ne HMara anaanza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jara npousBoacrea T'omen po

Analysis performed according ND / Ananu3s nposenen no H/L:

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

Page 6 of 7/ Cip. 6 u3 7
.

11 Microbial enumeration tests / MukpoGuoaorndeckas uncrora*

a) Total Aerobic Microbial
Count / Obuiee uucno
a’pOOHBIX MHKPO-
OpraHH3MOB

Less than 10 CFU/g/
Memnee 10 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

b) Total Combined Yeast
and moulds count / O6uiee
YHCIIO APOMOIKEBBIX H
NJeCHEBbIX IPUOOB

Less than 10 CFU/g /
Memnee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTcyTCTBYET OrcyrctBue B 1 1
12 Uniformity of dosage units / 5.5 Acceptance value (AV) not more than
OaHOpPOAHOCTD 15.0 / TlpuemouHoe 3HaueHHe (AV) He
Z03UpOBAHUA 6onee 15,0.
13 Assay / KonnuecTBeHHOE 9.8 mg/9.8 mr From 9.0mg to 11.0 mg of
onpeeaeHue (97.6%) C15H13NO3+C4H| INOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 1O
11,0 MrIr C15H13NO3°C4H11NO3
(keToponaka TpoMetamuH) (ot 90,0 mo
110,0 % oT 3asgBNeHHOrO KOJHYECTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab /

content /
Oy TUWITHAPOKCHAHHU30/12

Copep:xkaHue

0.0934 mr B TabneTke

He Mmenee 0,042 mr B Tabnetke

Remarks : The Product conforms to ND/
Tlpumeuanue: [Tpoaykt cootsercTByeT TpeGosanusam HJL

Conclusion : APPROVED /
Zaxawuenne: OMOBPEHO

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

l’lo;lromsn_e_l-l%_lglanish_ Sharma | INposepero: Himesh Kumar Onobpeno: Menekep / Pykopoautess
<= _—__{"__;il‘__ ('_‘—x& p— Manoj Kumar .

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.08.2022 Jara: 28.08.2022 JlaTa: 28.08.2022

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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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg_
INpoaykr: Ketopon" Dkcnpecc (keToposak) TabaeTkH, AUcnepriupyemble B nosioctu pra, 10 mr

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
CEPTUDOUKAT AHAJIU3A

Cepus Ne

Batch No / : V2201663 Batch Quantity / : 36,00,000 tab /

O6bem cepuu 36,00,000 Tab

Analytical Report No /
Ananurudecknii oruer Ne

: 890001610776 Date of Analysis / : 28.08.2022

JlaTa anann3a

Jata npou3BoacTBa

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024

TI'ogen go

Analysis performed accordin

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

g ND / Ananns nposeges mo H:

Page 70f 7/ Crp. Tuz 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 Tabnetok B
information leaflet in a carton | Gnucrepe u3 (TTA/AJVIID c
pack. / Tlo 10 Tabnerok B | Bnaromoraorurenem/II13BIT) donbru //
6aucrepe uz (MA/AJI/ITD ¢ | (II3/AJD) donbru. ITo 1 unu 2 6aucTtepa ¢
Braronornorureaem/[13BIT) HHCTPYKLHEH 110 NPUMEHEHHUIO B MAayKy
donsru // (I13/AJT) ¢onsru. [To | KapTOHHYFO.

2 OnucTtepa ¢ MHCTPYKLMEH 1O
NPUMEHEHHUIO B nayky
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootserctBuu ¢ HJT

17 | Storage conditions/
XpaHenune

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

18 Shelf life / Cpok roanoctn 2 years / 2 roja

* 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.

* ]Ipu BBIIYCKE JICKAPCTBEH

HOI'0 mpenaparta KOHTPOJIb KavdeCTBa N0 NOKa3aTeIo

«Mukpobuosaoruyeckasi Y4HCTOTA» NPOBOAUTCH A Kaxaoi 20-oif cepuH, HIH A1 OAHOH CepUHM B T0f,

B 3ABUCHMOCTH OT TOI'O, UTO

HACTYIHT paHbLIE.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

ITpumeuanue: IlponykT cooTBercTByeT Tpebosanuam HJT Saxmouenne: OJOBPEHO

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

I’loﬂrmog@_g@a&sh Sharma | Ilposepeno: Himesh Kumar Ono6peno: Menemxep / PykoBonurens
== ’:;___f/ . S = Manoj Kumar 26 /M

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.08.2022 JlaTta: 28.08.2022 Jlata: 28.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +9 1 4U 4900 290U, Fax: 491 40 490U 299Y, Emall: malliwarredqdys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




