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Dr.Reddy’s Q;P

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

'Product : Ketorol Express (ketorolac) Orally Dis_integrating Tablets 10 mg
IMpoaykr: Ketopon" Dkenpece (keTopoaak) TableTKH, AHCNEPrupyeMblie B I1010CTH pTa, 10 mr

Batch No / : V2201945 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / 1 890001616625 Date of Analysis / 26.09.2022
AHanurHveckuii oryet Ne JlaTa ananu3za

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
JdaTa npousBoJcTBa I'omen no

Analysis performed according ND / Ananmu3s nposeaen no HJI[:
JI1-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Pagelof 7/Crp. 1 m37

No . 5
o Test / [NokasaTtenan Results / PesyabTaTsl 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. / Kpyrnsie, miockue Kpyrible, miockue TabneTky ¢ Gpackoi,
TabneTky ¢ packoi, cBETIO- CBETJIO-XKENTOrO LBETA C IPaBUPOBKOM
ENTOro UBETa ¢ rPaBHpPOBKOM «l» Ha OHOM CTOpOHE.
«l» Ha onHOM cTOpOHE.
2 Identification / IlonnnHHOCTH

Ketorolac / Kemopoaax

a) ByuUv/
Y®-cnekrpodoTomeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-cnexrtpsl
NOTJIOIEHHS UCTILITYEMOTO pacTBopa H
pactBopa  CTaHHapTHoro  obpas3ia
KeToponaka TpPOMETaMHHA  JOJIKHBI
HMETb MaKCUMYMB! [TPH OHOH U TOH xe
JNHHE BOJHBI (£ 2 HM).

Remarks : The Product conforms to ND/
IlpumMeuanue: Ilpoaykr cootseTcTBYET TpebGoBankam HJI

Conclusion : APPROVED /
3akarwuenne: QJJOBPEHO

Jlara: 26.09.2022

Jlara: 26.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Kushal Kumar | TlposepeHo: Ramakant Onobpeno: Menemxep / Pykosoaurens
) [M Amit Kumar \ S

Reprint Date / Reprint Date / Reprint Date /

Hata: 26.09.2022

Registered Office:
Tel: +91 4

8-2-337,

049002

CIN: L85195APL584PLC0O0A507
www.drreddys.com

Road No. 3, Banjarz Hills, Hycerabad - 500034, Telanzana, India
800, Fax: +91 40 1802 2699, Email: mail&@drreddys.com
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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

CERTIFICATE O ANALYSIS www.drreddys.com

CEPTUO®UKAT AHAJIM3A

|Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon"” Dkcnpecc (keToposiak) TaOneTKU, AUCMEPrHpYEMbIE B MONOCTH pTa, 10 Mr

Batch No / : V2201945 Batch Quantity / : 36,00,000 tab /
|Cepusi Ne o O0bem cepun 36,00,000 Tad
Analytical Report No / : 890001616625 Date of Analysis / 1 26.09.2022
AunanuTnueckuii oruer Ne Jlara ananuza

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2024
JaTta npousBoacTBa T'oaen po

Analysis performed according ND / Ananu3s nposenen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page2 of 7/ Ctp. 2 u3 7

No

Test / [Toka3aTenanb
Ne

Results / PesyabTatbl 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  ynepxuBanHus
OCHOBHOrO MHKa Ha Xpomarorpamme
HCOBITYEMOrQ  PacTBOpa  JIOJIXKHO

COOTBETCTBOBATH BPEMEHH
yIEp»KUBaHUS OCHOBHOIO [HKa Ha
XpomaTorpamme pacTBopa
CTaHAapTHOro ofpasua KeToposaka
TpoMeTaMUHa (paznen

«KonuuecTBeHHOE onpe)lenex-me»).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IlpoaykT coorseTcTBYET TpeboBanusm HJI 3akarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Nonroroeneno: Kushal Kumar | TIporepeng; Ramakant Ono6peno: Menemiep / Pykosoaurenn
) @\Qﬁ/ Amit Kumar \_ﬂ N -

s . 'y =
Reprint Date / Reprint Date / Reprint Date /
JHata: 26.09.2022 Hara: 26.09.2022 Hara: 26.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4500 2293 Email: mail@drraddyz ccm

CIN; L85195AP1984°PLC004507
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

CEPTUOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykt: Keropon" Dkenpecc (KeToposak) TadNeTKH, AUCneprupyeMbic B NoaocTH pra, 10 mr

Batch No / 1 V2201945 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oob6bem cepun 36,00,000 Tad
Analytical Report No / : 890001616625 Date of Analysis / 26.09.2022
AnajiuTH4ecKHuii oTyer No Jara ananun3za

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
Hara npousBoacTBa T'onen o

Analysis performed according ND / Anann3s nposeagen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page3of 7/ Crp.3u3 7

Gy TMATHAPOKCUAHU30JI

1}00 Test / [lokazaTenb Results / PesynsTaTsl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaAuHHOCTL butylhydroxyanisole peaks on the

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 yaep)KUBAHHS

AMKOB  2-OyTUNTMApPOKCHMAHU30/A H
3-0yTUITUAPOKCHAHN301A Ha
XpoMaTorpamme HCTLITYEMOrO
pacTBOopa OOJDKHbl COOTBETCTBOBATh
BpeMeHaM YAEPAKHUBAHHS MUKOB
2-0yTUNTHApOKCHaHU30J1a H
3-0yTunruapokcuaHmzona Ha
XpoMaTorpaMmme pacTBopa
CTaHAAPTHOTO obpasua
OyTHNrUAPOKCHAHHU30N2 (pasmen
«CopaepxaHnue

OYTHATUAPOKCUAHU30N1a»).

4 Average weight / Cpennsia
Macca

68.2 mg/ 68.2mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot1 67,2 Mr a0 72,8 mr (70,0 Mr+ 4,0 %).

Remarks : The Product conforms to ND/

Ilpumeuanue: IIpoaykT cooTBercTBYeT TpeboBanusaM HJJ

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
IMoarorosneno: Kushal Kumar

A
W

Checked by /
IIpoBepeno: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosonurens
Amit Kumar h\“_ )_:f/ _

<

Reprint Date /
JHara: 26.09.2022

Reprint Date /
Hara: 26.09.2022

Reprint Date /
Jata: 26.09.2022

Registered Office: 8-2-337, Road No. 3, Eanjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 1900 2922, 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. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUPHUKAT AHAJIM3A

I

IIpoaykr: Keropon

Product : Ketorol Express (ketorolac) Orally ISis_intcgrating Tablets 10 mg
DKcrnpece (KeTOpoiaKk) TadNCTKU, JIMCHEPrUpyeMbIC B 110J10¢TH pra, 10 Mr

Batch No / 1 V2201945 Batch Quantity / 1 36,00,000 tab/
Cepus Ne Obbem cepun 36,00,000 Tabd
Analytical Report No / : 890001616625 Date of Analysis / 26.09.2022
AHanuTHYecKUii oTueT No Harta ananuza

Date of Manufacture / : SEP.2022 Date of Expiry/ AUG.2024
JlaTta npousBoacTea I'open no

Analysis performed according ND / Ananns nposenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page4of 7/Cip. 4u3 7

i.oo Test / INoxazaTennb Results / PesyabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than + 10 %
OaHOpOAHOCTE MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabnetoxk — He Oonee +10%
2/20 Tabnetok — He Gonee + 20 %

5 Disintegration time / 18 sec / 18 cek Not more than 3 min/ He 6onee 3 muu
PacnagaemocTb

6 Dissolution / PacTeopenue Unit-1/ Taba-1 99 % Not less than 75% (Q) of

. Ci15H13NO3C4H 1 NO3 (ketorolac
Diniti2,atinz LOHr%% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 100 % 75 % Q)  CisHisNO3*C4H | NOs

i . (xeTopojiaka  TpOMETaMMH)  Yepe3
Unit-4 / Tabn-4 101 % 15 MUH
Unit-5 / Tabn-5 99 %

Unit-6 / Tabn-6 100 %

7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a

JAucnepecHocTh 710 pm sieve is formed. / Obpazyercs
OHOPOJHAS CYCTEH3UsA, MPOXOAsLIas
CKBO3b CHTO C pa3MepOM OTBEPCTHIi
710 MKMm.

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykt cooTBercTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmiouyenne: OIOBPEHO

Prepared by /
IMToarororneno: Kushal Kumar

y

Checked by /
[Mposepeno;, Ranﬁakant
I( /

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurens
Amit Kumar -

A

1\ =il

Reprint Date /
Jata: 26.09.2022

Reprint Date /
Jara: 26.09.2022

Reprint Date /
Hara: 26.09.2022

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@drraddys.com

CIN: L85195AP1984PLCO0A507
www.drreddys.com




Dr.Reddy’s Q':

CERTIFICATE OIF ANALYSIS

Dr. Reddy's Laboratories {td
Formulation Unit-6

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

CEPTUOHUKAT AHAJIII3A

Product : Két&‘(ﬁxpress (ketorolac) Orally Disintegrating Tablets 10 mg_
IIpoaykr: Ketopon" Drenpecc (ketoponak) TabneTku, AMCNEPrupyemMbie B 0J0CTH pTa, 10 Mr

Batch No / : V2201945 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bem cepun 36,00,000 Tad
Analytical Report No / : 890001616625 Date of Analysis / 26.09.2022
AHanuTuueckuii oTyer Ne JarTa ananusa

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
JarTa npou3Boacrpa T'open xo

Analysis performed according

ND / Ananns nposenen no HJI:

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

Page Sof 7/Crp. Su3 7

8 Related impurities / PogcTBeHHble npuMecH
ketorolac 1-hydroxy analog / Below Limit of Detection Not more than 0.5 % / He 6onee 0,5 %
1-rupokcuananor (LOD:0.0010%)
KeToponaka
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KkeToaHaNOr KETOpoJaka 0.09 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€MHAYHas 0.04%
HeUaeHTHOHIIWPOBaHHAs
npUMech
Total impurities / 0.2% Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit

9 Water / Boaa 3.6% Not more than 7.0% w/w /

He G6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHH4ecKue pacTBOPUTEH
Isopropyl alcohol / 04 pg/tab / 04 Mkr B Tabnetke Not more than 350 pg/tab /
Hzonponanon He 6onee 350 Mkr B TabneTtke

Remarks : The Product conforms to ND/
Ilpumeuanue: [poaykr cooTsercTBYeT TpeGoBanusam HJJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Hara: 26.09.2022

Hara: 26.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Kushal Kumar | IlposepeHo: Ramakant OnobpeHo: Menemkep / Pykosoaurens
= Amit Kumar ji_\_..‘.g/\rj.- -
| >
Reprint Date / Reprint Date / Reprint Date /

Hara: 26.09.2022

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

CIN: L85195AP1984FLCO04507

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, IND1A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUPHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon™ Dkenpece (keToponak) TabNeTRH, AUCneprupyemsie B nonoctu pra, 10 mr

Batch No / : V2201945 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O6bem cepuu 36,00,000 Tad
Analytical Report No / : 890001616625 Date of Analysis/ : 26.09.2022
AnanutTuyeckuii oT4yer Ne Jdarta ananunza

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2024
Jarta npousBoacrsa

T'onen ao

Analysis performed according ND / Anasus nposegen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / nsamenenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 | Microbial enumeration tests / Mukpo0uoJioruyeckas 4ncrora*
a) Total Acrobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Oduiee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61uee Meuee 10 KOE/r He 6osee 100 KOE/r
YHCJI0 APOAOKEBBIX U
MUIECHEBBIX IPUOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OtcyrctBHe B 1 T
12 Uniformity of dosage units / 2.1 Acceptance value (AV) not more than
OaHopoaHOCTH 15.0 / IIpuemouHoe 3Hauenue (AV) ne
JO3HPOBAHUS 6onee 15,0.
13 Assay / KonnuecTBeHHOE 10.0 mg/ 10.0 Mr From 9.0mg to 11.0 mg of
omnpeaecHHe (99.7%) CisH13sNO3+C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr g0
1 1,0 mr C15H13NO3'C4H1 1NO3
(ketoponaka TpomeramuHu) (ot 90,0 no
110,0 % oT 3a4BACHHOTO KONMHYECTBA) B
TabneTtke
14 Butylhydroxyanisole 0.0935 mg/tab / Not less than 0.042 mg/tab /
content / CopaepxaHue 0.0935 mr B TabneTke He meuee 0,042 Mr B TabneTke
Oy THITHAPOKCHAHH30J1a

Remarks : The Product conforms to ND/
Tlpumenanue: Ilponyxr coorBeTcTBYET TpeboBaHmsam HJJ

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

Prepared by / Checked by /
INoarorosneno: Kushal Kumar | IlpoBepeno: Ramakant

@/

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosonurenn
Amit Kumar _\4_\,_1—: i

o
{ -

Reprint Date / Reprint Dal; /
Hara: 26.09.2022 Jara: 26.09.2022

Reprint Dale /
Jara: 26.09.2022

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: L85195AP198:1PLCOQ4507
www.drreddys.com




q.. Dr. Reddy's Laboratories Ltd.
/ 9 Formulation Unit-6
Dr‘ Reddy s .. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxr: Ketopoa" Dkenpece (KeTOPosiak) TabaeTKH, AMCTIEPrHpyeMble B NONOCTH pra, 10 mr

Batch No / : V2201945 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oonem cepun 36,00,000 Tad
Analytical Report No / : 890001616625 Date of Analysis / 1 26.09.2022
AHanuTruyecknii oryer Ne Jara ananuza

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2024
Jara npounsBoacrea T'onen no

Analysis performed according ND / Anasius nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page7of 7/ Crp. 7uz 7

15 | Package/ Ynakoska 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. / [To 10 Ta6neTok B
information leaflet in a carton | Gmucrepe u3 (TMA/AIVITD c
pack. / To 10 Tabnerok B | enaronorsnoturenem/IIBBIT) donbru //
6aucrepe uz  (MA/AJ/ITD ¢ | (T13/AJ]) onbru. [To 1 wau 2 6nucrepa ¢
Bnaronornorutenem/I13BIT) MHCTPYKLMEH MO NPMMEHEHUI0 B Mayky
donsru // (TIS/AJT) donsru. Mo | kaprounyto.

2 baMcTepa ¢ MHCTPYKLUMEH MO

NPUMEHEHHUIO B nauky
KapTOHHYIO.

16 | Labeling / Mapkupogka According to ND / B cootercTaum ¢ HJJ

17 | Storage conditions / Below 25 °C. / Ilpu Temniepatype He Bbilie 25 °C.

XpaHeHue

18 | Shelf life / Cpok roanocTu 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.

* Ilpu BINycKe JEKAPCTBEHHOrO NPENapaTa KOHTPOJIb KA9ecTBA M0 MOKA3ATETI0
«MHKpPOGHOIOrHYeCKAS YHCTOTA» NPOBOANTCH JJISA KAXA0i 20-0ii CEPHH, HJIM JJISl OTHOM CepHH B roj,
B 3AaBHCHMOCTH OT TOI0, YTO HACTYIIUT pPaHbIIe.

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

[Ipumeuanue: Ipoaykr cootseTcTBYET TpeGoBanusam HJI 3akauenne: OJOEPEHO

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

Honroroeneno: Kushal Kumar | IMposepeno; am?kant OnobpeHo: Menemxkep / Pykosoauresn

- Amit Kumar o

W g L ‘/ [, TV ‘_\_.'__.--""—

Reprint Date / Reprint Date / Reprint Date /

Hara: 26.09.2022 Hara: 26.09.2022 Hara: 26.09.2022

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: LOD195AM1904MLCO04 507
www.drreddys.com



