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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, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dxcnpecc (ketoponak) TabaeTky, AMCNeprupyemMble B OA0CTH pTa, 10 Mr

Batch No / : V2201226 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepuu 36,00,000 a6
Analytical Report No / : 890001598904 Date of Analysis / 30.06.2022
AHalHTHYEeCKHI oTueT Ne Hata ananusa

Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
JlaTta mpou3BoacTBA TI'ogen no

Analysis performed according ND / Ananu3 npoeegen mo HJ:
JIII-004929-011119 (amend Nel from 27.12.2021 / u3ameHenne Nel or 27.12.2021)

Pagelof 7/Crp. 1 m37

Y®-cnekTpooToMeTpus

N . .
.N‘:) Test / Iloka3zaTesb Results / PesyabTaThl 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, rockue Kpyrisie, mnockue tTabneTku ¢ $packoii,
TabneTk ¢ GacKoii, CBETIO- CBET/O-XKENTOr0 1{BeTa C IPaBUPOBKOM
JKEJITOrO LBETA C IPaBUPOBKOM «I» Ha OJHOH CTOpOHE.
«I» Ha OZIHOI CTOpOHE.
2 Identification / [TlogaunHOCTL
Ketorolac / Kemoponak
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnextpsl
MOTTIOLEHU HCTIBITYEMOTO PacTBOpa U
pacTsopa  CTaHZapTHOro  obpasnd
KeTopoNaka TpPOMETaMHHA  JOJDKHBI
MMETh MaKCUMYMBI [TPH OJHOM U TOM Xe
JUTMHE BOJIHHI (+ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akawyenune: OJOBPEHO

Prepared by /
Ioaroroeneno:; Pardeep Kumar

N

Checked by /
[Tporepeno: Himesh Kumar

Approved by: Manager/Executive /

OnobpeHo: Menemxep / PykoBoautenb
Manoj Kumar gw_,ﬁu
.-'-'-.-.-.‘-

Reprint Date /
Jara: 30.06.2022

Reprint Date /
Jara: 30.06.2022

Reprint Date /
Hara: 30.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: 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

CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keTopoak) TabieTku, JUCepripyeMble B M0J10CTH pTa, 10 Mr

Batch No / : V2201226 Batch Quantity / : 36,00,000 tab /
Cepust Ne O06bem cepun 36,00,000 Tab
Analytical Report No / : 890001598504 Date of Analysis / 30.06.2022
AnanutH4yeckuii oryer Ne JlaTa aHanu3a

Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
JaTa npon3BoacTBa T'ogen go

Analysis performed according ND / Ananu3 nposeaen nmo HJE:
L.JIH—()04929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page2 of 7/ Crp.2u3 7

No

Test / [Toka3zaTennb
Ne

Results / Pe3yabTaThl

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). / BpeMsa yHepXrBaHHA
OCHOBHOTO IHKa Ha XpoMaTorpamme
UCMBITYEMOTO  PacTBopa  JOJIXKHO
COOTBETCTBOBATH BpEMeHH
yOepKMBaHUS OCHOBHOTO [MHKAa Ha
XpoMmarorpamme pacTBopa
CTaHIAPTHOTO KeTOpOJakKa
TpOMeTaMMHa (paznmen
«KonmyecTBeHHOE OTIPeNIENICHUE) ).

obpazna

Remarks : The Product conforms to ND/
ITpumeuanue: IlponykT coorBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Jara: 30.06.2022

Mara: 30.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Pardeep Kumar | Tlposepeno: Himesh Kumar Onobpeno: Menemxep / PykoBoaurenn

ﬁ — Manoj Kumar 1 ' } uﬁ’
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.06.2022

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




Dr.Reddy’s Q%..

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
CEPTUOHUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkenpece (ketoponak) TabIeTKH, AUCIeprUpyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2201226 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0neM cepuu 36,00,000 Tab
Analytical Report No / : 890001598904 Date of Analysis / 30.06.2022
AnannTHYeCKUI oTdeT Ne JaTa anaansa

Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
HJaTa npouseoacTBa Togen no

Analysis performed according ND / Anann3 nposenen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel ot 27.12.2021)

Page 3 of 7/ Cip. 3 u3 7

1;.? Test / [TokasaTenb Results / PesyabTaTsl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoannHHOCTD butylhydroxyanisole peaks on the
Oy THIATHAPOKCHAHHU301 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 ynepX HUBaHHA
NUKOB  2-OyTUITMAPOKCHAaHHU30da U
3-6yTHATHAPOKCHAHA30TIa Ha
XpoMaTorpaMme HCITBITYEMOTO
pacTtBopa JOKHBI COOTBETCTBOBATh
BpeMeHaM yIAEpXKHUBaHHUA TIUKOB
2-6yTUArHAPOKCHAHU30J1a u
3-6yTUIrUAPOKCHAHU301a Ha
XpOMarorpaMme pacTBOpa
CTaHIAPTHOTO obpasna
Oy THIITHAPOKCHAHU30JIA (pazpen
«CoaepxaHue

OYTHITMAPOKCUaHU3011a»).

4 Average weight / Cpegusis
mMacca

69.8 mg/ 69.8mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr g0 72,8 mr (70,0 Mr+ 4,0 %).

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cooTBeTcTBYET Tpebopanusm HJ|

Conclusion : APPROVED /
Zakmwouenue: OJJOBPEHO

Prepared by / Checked by /
IToaroroeneno: Pardeep Kumar

= -

[Tposepeno: Himesh Kumar

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

- Manoj Kumar M

Reprint Date /
Jara: 30.06.2022

Reprint Date /
Hara: 30.06.2022

Reprint Date /
Jara: 30.06.2022

Registarsd Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tai: 491 40 4900 2900, Fax: +91 40 4300 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

CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® kenpecce (keToposnak) TabIeTKH, JAHCneprupyemMble B M0JI0CTH pTa, 10 Mr

Batch No / : V2201226 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0BeM cepun 36,00,000 Tab
Analytical Report No / : 890001598904 Date of Analysis / 30.06.2022
AHanuTHYECKHH oTyeT Ne JlaTa ananun3a

Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
JaTa npou3BoACTBA T'ogen no

Analysis performed according ND / Ananus nposeaen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Page4of 7/Crp. 4u3 7

1}? Test / IlokasaTen Results / PesyabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOpOAHOCTHL Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — ne Gomee + 10 %
2/20 Tabnerox — He 6oxee + 20 %
5 Disintegration time / 15 sec/ 15 cek Not more than 3 min / He 6onee 3 mun
Pacnagaemocts
6 Dissolution / PacTBopenne Unit-1/ Ta6x-1 98% Not less than 75% (Q) of
. Ci5sH;3NO3+C4H [ 1 NO;3 (ketorolac
Unit-2 / Ta6n-2 98% tromethamine) in 15 min / He menee
Unit-3 / Ta6bn-3 98% 75% (Q)  CisHisNO3*C4H11NO3
. . (keTopojlaka  TPOMETaMHH)  Hepes
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Tabn-5 98%
Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JAucnepcHocTh 710 pum sieve is formed. / Obpa3yercs
OHOPOAHaA CYCIEH3Hs, NPOXOAAILas
CKBO3b CHTO C pa3MepOM OTBEPCTHH
710 mMxm.

Remarks : The Product conforms to ND/
ITpumeuanue: TlpogykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

Prepared by /
[oarororneHo: Pardeep Kumar

Checked by /
IMpoeepeno: Himesh Kumar

=}

Approved by: Manager/Executive /

Ono6peno: Menemxkep / PykosoauTe/ib
Manoj Kumar @ﬂ:@i}

Reprint Date /

Jara: 30.06.2022

Reprint Date /
Jara: 30.06.2022

Reprint Date /
Hata: 30.06.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon" Drenpece (keToponak) TabieTku, AHCHIEPrupyembie B TIONOCTH pTa, 10 Mr

Batch No / : V2201226 Batch Quantity / :+ 36,00,000 tab /
Cepus Ne O0nem cepuH 36,00,000 Tab
Analytical Report No / : 890001598904 Date of Analysis / 30.06.2022
AnaauTndecKui oruer Ne Jara aHanu3a

Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
JlaTta npouM3BOACTBA T'open mo

Analysis performed according ND / Ananus nposeaen no HJI:

JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

PageSof 7/Cip. S5m3 7

8 Related impurities / Poacreennbie npumecu
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruppokcuaHanor
KeTopoJaka
ketorolac 1-keto analog/ 0.05 % Not more than 0.5 % / He 6onee 0,5 %
1-keToaHANOT KeTopoJaKa
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
eMMHUYHAA
HeuneHTUhUIPOBaHHAS
NpUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMMa npuMece

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

He 6onee 7,0 %

10 Residual solvents by GC/ OcTaTo4yHble OpraHM4ecKue pacTBOpUTEIH
Isopropyl alcohol / 2pg/tab / 2ug/tab MKr B Not more than 350 pg/tab /
H3zonponaHon TabneTke He 6onee 350 Mkr B TabneTke

Remarks : The Product conforms to ND/
IMpumeuanue: [poaykt cooTBercTByeT Tpeboanuam HJ{

Conclusion : APPROVED /
Zakmwuenne: OJJOBPEHO

Hara: 30.06.2022

JHara: 30.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosnedo: Pardeep Kumar | Iposepeno: Himesh Kumar OnoGpeno: Menemxep / PykooanTteis
= Manoj Kumar @/112*
(it
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.06.2022

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

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToponak) TabneTkH, AUCIeprupyeMble B OJIOCTH pTa, 10 mr

Batch No / : V2201226 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepuu 36,00,000 Tab
Analytical Report No / : 890001598904 Date of Analysis / 30.06.2022
AnanuTHyecKuil order Ne JlaTa ananuza

Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
JdaTa npou3BoAcTBa Togen no

Analysis performed according ND / Ananu3s nposenen mo HJI:
JIIT-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 uz 7

11 | Microbial enumeration tests / MukpoGuosornyeckas yncrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee yucno 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 / Ob61iee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIO POHOKEBBIX U
TUTECHEBbIX TPHUOORB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OrtcyTcTBYyeT OtcytctBHE B 1 T
12 Uniformity of dosage units / 2.4 Acceptance value (AV) not more than
OaHOpPOAHOCTH 15.0 / IpuemouHoe 3HaueHue (AV) He
J03UpOBaHUA 6onee 15,0.
13 | Assay/ KoauuecTBeHHOe 10.1mg/ 10.1 Mr From 90mg to 11.0mg  of
onpejeJsieHHe (100.6 %) Ci5sH13NO3+C4H | 1NO; (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'C4H11NO3
(xetoponaka TpomeramuH) (ot 90,0 mo
110,0 % ot 3asBIEHHOTO KOJIMYECTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0960mg/tab / Not less than 0.042 mg/tab /
content / Coaep:xaHue 0.0960 mr B TabneTKe He menee 0,042 Mr B TabieTke
Oy TUNITHAPOKCHAHU3012

Remarks : The Product conforms to ND/
IIpumeuanue: Ipoaykr cooTreTcTBYET Tpebopanusm HJL

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /

[Moarorosneno: Pardeep Kumar

Checked by /
ITpoeepeno: Himesh Kumar

) ——

-

Approved by: Manager/Executive /
Opno6peHo: Menemkep / PykosoauTens
Manoj Kumar :

Reprint Date /

Jata: 30.06.2022

Reprint Date /
Jara: 30.06.2022

Reprint Date /
Hara: 30.06.2022

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

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

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dkenpecc (keToposiak) TabneTk, HCNeprupyemsie B MoIoCcTH pra, 10 mr

Batch No/ : V2201226 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepan 36,00,000 Tab
Analytical Report No / : 890001598904 Date of Analysis / 30.06.2022
AnanurayecKnii orTuer Ne JlaTa ananmuza

Date of Manufacture / : Jun.2022 Date of Expiry / May.2024
JaTa npon3BoJCTBA T'open no

Analysis performed according

ND / Anaju3 npopeaed no HJI:

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

Page 7of 7/ Ctp. 7u3 7

15 | Package/ YmakoBka 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 TabneTox B
information leaflet in a carton | 6mucTepe u3 (MA/ATVITD c
pack. / Tlo 10 Tabnerox B | BrnaromornoTurenem/TIOBII) doneru //
6nucrepe w3 (IIA/AJI/IID ¢ | (IID/AJT) doneru. Ilo 1 wnm 2 6amcrepa ¢
Bnaronornorurenem/II3BIT) WHCTPYKLMEH IO NPHMEHEHWIO B MayKy
donsru // (I13/AJ1) donsru. Ilo | xapToHHYIO.

2 GnucTepa ¢ WHCTPYKIMEH IO
TPHAMEHEHUIO B navyKy
KapTOHHYIO.
16 Labeling / MapkHpoBKa According to ND / B cootBercTBun ¢ H/J
17 | Storage conditions/ Below 25 °C. / Ipu Temnepatype He Bbite 25 °C.
XpaHeHue
18 | Shelf life / Cpok roanoctn 2 years /2 rozna

* 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 BHIMYCKE JIEKAPCTBEHHOT0 NPeNapaTa KOHTPOJb KaYyeCcTBa N0 MOKA3ATENI0
«MHKpPOGHOJIOrHYIECKAs YHCTOTA» NPOBOXHTCS A1 Kaxkaoii 20-0¥ cepuu, WJIH /ISl O[IHOH CepHH B ron,
B 3aBHCHMOCTH 0T TOT0, 4YTO HACTYIHT PaHbIUE,

Remarks : The Product conforms to ND/
[Mpumeuanue: [Iponykr cooTseTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Jaxawuenne: OJOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

Checked by /
IMposepeno: Himesh Kumar

\ —

~

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
Manoj Kumar

s

Reprint Date /

Jlara: 30.06.2022

Reprint Date /
Hara: 30.06.2022

Reprint Date /
Jlata: 30.06.2022

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: mai!@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




