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
www.drreddys.com

CEPTUOPHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxcnpece (keToponak) TabaeTKH, AUCTieprupyeMble B MOJIOCTH pTa, 10 mr

Batch No / : V2300366 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O0bemM cepHH 36,00,000 Tab
Analytical Report No / : 890001652441 Date of Analysis / ¢ 27.03.2023
AnajguTHuecknii order Ne JlaTa anajiu3a

Date of Manufacture / < Feb.2023 - Date of Expiry / Jan:2025
Jara npou3BoacTBa T'onen go

Analysis performed according ND / Anaaun3 nposenen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel or 27.12.2021)

Pagelof7/Crp.1mu37

No

Test / IloxazaTenb
Ne

Results / PesynbTaThl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "[" debossed on one
side. / Kpyrisle, miockue
TabneTku ¢ packoi, cBeTI0-
KEJITOrO L(BeTa C TPaBUPOBKOMH
«l» Ha OHOI CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisle, miockue TabneTku ¢ hackoi,
CBETJIO-XKENTOTO L(BETa C IPAaBUPOBKOMH
«|» Ha OHOM CTOpOHE.

2 Identification / [NoganHHOCTL

Ketorolac / Kemoponax

a) ByUv/
V®-cniextpodoTomerpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexTpsl
TIOTTIOMIEHHS] HCIILITYEMOTO PacTBOpa 1
pactBopa  CTaHmapTHoro  obpasua
KETOpOJiaka TPOMETaMMHA  JOJDKHBI
HUMETh MAaKCUMYMBI NIPY OJHOH U TOM Xe
IUTMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Mpumeuanue: [MpoaykT cooTBeTcTBYET TpeboBanusm HJ{

Conclusion: APPROVED /
3akaouenne: OJJOBPEHO

Jara: 27.03.2023

Hara: 27.03.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Shivani Devi [Mpoeepeno: Ramakant OnobpeHo: Menemkep / Pykosoautesnb

/g : @W Manoj Kumar @L’
Reprint Date / Reprint Date / Reprint Date /

Jata: 27.03.2023

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.ccm
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpecc (keToposak) TabieTky, AHCHeprupyemble B MoJ0CTH pTa, 10 mr

Batch No / : V2300366 Batch Quantity / : 36,00,000 tab/
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No /- : 890001652441 Date of Analysis / 27.03.2023
AHaJUTHYECKHH oTUeT No Jara anaiusza

Date of Manufacture / : Feb.2023 Date of Expiry / - Jan.2025
HJaTa mpounssoacraa T'onen no

Analysis performed according ND / Anasins nposeaen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel or 27.12.2021)

Page20of 7/Crp. 2 u3 7

No

Test / IToka3zaTesb
No

Results / Pe3yabTaThbl

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 ynepxuBaHuA
OCHOBHOTO IHMKa Ha XpOMarorpamme
WCTILITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpPEMEHH
yAEp)KMBaHUS OCHOBHOTO IMKa Ha
XpOMaTorpamme pacTBoOpa
CTaHIapTHOTO KETOpOJIaKa
TpOMeTaMuHa (paznen
«KonnyecTBEHHOE OMPEETICHUEN).

obpasiia

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanue: TpoykT cooTBeTcTBYeT Tpebosanuam HJI 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: Shivani Devi ITpoBepeno: Ramakant Onobpeno: Menemxkep / Pykorogirens
" - Manoj Kumar re j
1 okt Ittt
$
Reprint Date / Reprint Date / Reprint Date /
Jlara: 27.03.2023 Jara: 27.03.2023 Hara: 27.03.2023

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.ccm
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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

Pro.duct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxt: Keropon® Dxenpece (keToponak) TabieTky, AucTieprupyemble B MOJIOCTH pra, 10 mMr

Batch No / : V2300366 Batch Quantity / : 36,00,000 tab/
Cephta Ne O0nem cepun 36.00,000 Tad
Analytical Report No / : 890001652441 - Date of Analysis / s 27.03.2023
Anajurnyecknii orger Ne JlaTa ananu3za

Dateof Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
JlaTa npon3BoACTBA I'onen oo

Analysis performed according ND / Ananus nposenen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page3 of 7/Crp. 3 m3 7

1}00 Test / IToxa3aTennb Results / PesyabTaTsl Specification / Hopma

3 Identification Complies / CooTBEeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
TIoaNMHHOCTH butylhydroxyanisole peaks on the
GYTUATHAPOKCHAHU301 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 yIepXHBaHHsA
OMKOB  2-OyTHNITHAPOKCHAHW30NMA H
3-0yTHITHAPOKCHAHU30JIa Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa [OJDKHBI COOTBETCTBOBATH

BpeMeHaM YIEepPKUBAHHUA ITUKOB
2-6yTHITHIPOKCHAHU30MIa u
3-0y TUNrUAPOKCHAHH301A Ha
XpOoMaTorpaMmme pacTBOpa
CTaHJapTHOTO obpasua
6yTUIrHAPOKCHAHU30]1a (paznen
«CopepxaHue

6YTHITHAPOKCUAHU3O0IAN).

4 Average weight / CpeaHsist
Macca

69.0 mg/ 69.0 Mmr

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

Remarks:; The Product conforms to ND/

Conclusion: APPROVED /

[Tpumeuanue: ITponykT cooTBeTcTBYeT Tpebosanuam HJ

3axumouenue: OJJOBPEHO

Hara: 27.03.2023

Hara: 27.03.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[NoarorosneHo: Shivani Devi ITposepeHo: Ramakant Onobpeno: Menemxep / PykoBoautenn
ol Manoj Kumar ‘[
] o
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 46 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 : 491 98166 56001-02

CEPTHDHKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon™ Dkenpece (keToposak) TabneTky, AHCIEPrupyemMbie B OI0CTH PTa, 10 mr

Batch No / : V2300366 Batch Quantity / : 36,00,000 tab /
Cepua No O0beM cepun 36,00,000 Tab
Analytical Report No / : 890001652441 Date of Analysis/ - : -27.03.2023
AHanuTHyecknii oTyer No Hara ananausa

Date of Manufacture / : Feb.2023 Date of Expiry / - -: Jan.2025
JlaTa npou3BoACTBA T'onen o

Analysis performed according ND / Ananns nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / mamenenne Nel ot 27.12.2021)

Page40of 7/Crp. 4 n37

1;.? Test / [TokasaTennb Results / PesynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than £ 10 %
OaHOPOIHOCTb MACCHI 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Gomee * 10 %
2/20 tabnetok — He Gonee + 20 %
5 Disintegration time / 18 sec /18 cex Not more than 3 min / He 6osee 3 MuH
Pacnagaemoctnb
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 102 % Not less than 75% (Q) of
. CisHi13NO3*C4H | NO; (ketorolac
Unit-2 / Ta6n-2 102% tromethamine) in 15 min / He meHnee
Unit-3 / Ta6n-3 98% 75% (Q)  CisHisNO3*CsHnNO;
. . (keToponaka  TPOMETaMMH)  4€pE3
Unit-4 / Tabn-4 98% 15 Mun
Unit-5 / Tabn-5 102%
Unit-6 / Tab1-6 101%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JncnepcHocTh 710 pm sieve is formed. / O6pasyercs
OJHOPOAHAs CYCNEH3Ms, MpPOXOJsAlas
CKBO3b CHTO C pa3MepoM OTBEPCTHit
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

IMpumeuanue: ITpoaykT cootBeTcTBYeT TpeboBanusM HJI

3akmouyenne: OJJOBPEHO

Prepared by / Checked by /

IMoarorosneno: Shivani Devi

J

[TpoeepeHo: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoguress
Manoj Kumar N

! (ndaee

Reprint Date / Reprint Date /

Jarta: 27.03.2023

Jata: 27.03.2023

Reprint Date /
Hara: 27.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLLCOVASLY
www.drreddys.ccm
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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 AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® 9Kcnpecc (xeTopouiak) TabJIeTKH, ANCIEPrUpYEMBIE B ITIOJIOCTH pTa 10 mr

Batch No / : V2300366 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O0beM cepuH 36,00,000 Tab
Analytical Report No /. : 890001652441 Date of Analysis / : -27.03.2023
AHaJIMTHYECKHH oTyeT No JlaTa aHaamM3a

Date of Manufacture/ - : Feb.2023 Date of Expiry/ -~ : -Jan.2025
Jdarta nponspoacTBa I'ogen no

Analysis performed according

ND / Anann3s npoeeaen nmo HJ/L:

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

PageSof 7/ Crp. Smu3 7

8 Related impurities / PoacTBennble mpumecu

ketorolac 1-hydroxy analog
1-ruapoxcHaHanor

/ Below LOD (LOD =0.0010 %) /
Huxe npenena o6uapyxenus (11O

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

KeTopoJaka =0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6oisee 0,5 %
1-KeToaHaJIOT KeTopoiaka 0.04%
Any unidentified impurity / Not more than 0.5 % / He 6osee 0,5 %
eAuHMYHasg 0.03%
HeueHTH()ULIUPOBAHHAS
pUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Boaa 2.4% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble OpraHUu4eCKHe pacTBOpUTENH

Isopropyl alcohol /
HzonpomnaHon

3 ng/tab / 3 Mxr B TabneTke

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

Rewatks: The Deawdust

comforms tn WD/
Hpumeuanue: [poaykT coorseTcTBYET TpeboBanuam H/L

Conclusioni APPROVED /
3akmouenne: OJJOGPEHO

JlaTa: 27.03.2023

MHara: 27.03.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Monrororneno: Shivani Devi [IporepeHo: Ramakant Onobpeno: Menemxep / Pykosoguresb
7/ W Manoj Kumar }&;‘ s
/ ==
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 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

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon™ Dkenpece (ketoponak) TabneTky, ANCNEprupyemsbie B MOJOCTH pTa, 10 mr

Batch No / : V2300366 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepuu 36,00,000 Tab
Analytical Report No /. : 890001652441 Date of Analysis / -+ 27.03:2023
AnanuTHyecKuii oTyer Ne JlaTa anaausa

Date of Manufacture / -+ Feb.2023 Date of Expiry / < Jan.2025
JlaTa npou3BoacTBA T'open no

Analysis performed according ND / Apanns nposeaen mo H/I:
JI-004929-011119 (amend Nel from 27.12.2021 / n3smenenue Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 Microbial enumeration tests / Mukpo6nosiornueckasi 4ucTora™

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee yucno He 6osee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Of1wee He 6onee 100 KOE/r
YHUCJIO JPONOKEBBIX U
IUICCHEBBIX Ip1OOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBUe B 1 T
12 Uniformity of dosage units / 3.8 Acceptance value (AV) not more than
OaHOpOAHOCTD 15.0 / [TpuemouHoe 3HaueHHe (AV) He
AO3HPOBAHHSA 6onee 15,0.
13 Assay / KosinuecTBeHHOE 9.8 mg/9.8 Mr From 9.0mg to 11.0 mg of
onpejesieHHE (98.3 %) C1sH13NO3°C4sH 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr oo
11,0 Mr C15H13NO3'C4H11NO3
(xetoponaka TpoMeramMuH) (oT 90,0 no
110,0 % OT 3asABIEHHOr0 KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0937 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0937 mr B TabneTke He menee 0,042 mr B TabneTke
6yTHArUAPOKCHAHHN30J1a

Fomw e, Tlhe Divduct vonfois to WMDY

Conelusian® APPROVED /

Ipumeyanue: IIpoaykT cooTBeTcTBYeET TpeboBanusm H/I

Baxmouenne: OJJOBPEHO

Prepared by /
TToaroroeneno: Shivani Devi

AT

Checked by /
Iposepeno: Ramakant

e

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

Manoj Kumar @;@f)

Reprint Date /
Jlata: 27.03.2023

Reprint Date /
Harta: 27.03.2023

Reprint Date /
Jara: 27.03.2023

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: L85155AP1984PLC004507

www.drreddys.com
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Formulation Unit-6
Dr. Reddy s °. Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Dkenpecc (keToponak) TabneTkH, AUCTEPrUpyeMble B N0JI0CTH pTa, 10 Mr

Batch No / : V2300366 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepuu 36,00,000 Tab
Analytical Report No / : 890001652441 Date of Analysis / : 27.03.2023
AnanuTuyeckuii oryer Ne Jara anaimsza

Date of Manufacture / : Feb.2023 Date of Expiry / +~Jan.2025
Jara mpou3sBoacTBa I'open 1o

Analysis performed according ND / Ananu3s nposegen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page 7of 7/Crp. 7us 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. / ITo 10 TabneTok B
information leaflet in a carton | Gnucrepe u3 (TIA/AJI/TID c
pack. / IMo 10 Tabnerox B | Baromorxoturenem/IIOBIT) donbru //
6nucrepe us  (MA/AJ/IID ¢ | (IID/AJI) doneru. ITo 1 unu 2 6nucTepa ¢
sraronornorurenem/I19BIT) MHCTPYKLMEH 1O NMPUMEHEHHUIO B IAYKy
donwru // (IT3/AJT) poneru. Ilo | kapTOHHYIO.

2 6nucrepa ¢ UHCTDYKUMER TIO

NPUMEHEHUIO B nayky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B coorercTBuu ¢ HJJ
17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Boiuie 25 °C.
XpaueHnue
18 Shelf life / Cpox roaHocTs 2 years / 2 roga

* 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.

* IIpH BbINYCKe JIEKAPCTBEHHOI0 NpenapaTa KOHTPOJIb Ka4eCTBA M0 MOKA3ATEI0
«MuaKpoOHOIOTHYECKA YHCTOTAY» NPOBOIUTCS IS K10 20-0 cepHH, HJIH JIsi OAHOH CepUH B roj,
B 3aBHCHMOCTH OT TOr0, YTO HACTYNHT PaHbIIe,

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

IMpumeyanue: IIpoaykT cooTBeTcTByeT TpeboBanuam HJL 3axmovenne: OJJOBPEHO

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

[ToarorosneHo: Shivani Devi [Mpoeepeno: Ramakant Onob6peno: Menemxep / PykoBoauresnnb
T Manoj Kumar ok

Reprint Date / Reprint Date / Reprint Date /

Hara: 27.03.2023 Jara: 27.03.2023 Jara: 27.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CI: LB5195AP 1584PLCO04507
www.drreddys.com




