Dr.Reddy’s €3¢

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

CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Dxkcnpecc (ketoponak) TabieTku, AUCIeprupyeMble B MON0CTH pTa, 10 mr

Batch No / : V2200327 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001579652 Date of Analysis / 21.03.2022
AHanuTHYeCKHi oTueT Ne JlaTa anajn3a

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa mpoM3BoJCTBA Togen oo

Analysis performed according ND / Anann3 nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / uzmenenune Nel ot 27.12.2021)

Pagelof 7/Crp.1m37

No i .
N Test / [loka3aTesb Results / Pe3y1bTaThl Specification / Hopma
1 Description / Onucanme Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrnsle, ninockue Kpyrisie, miockne TablaeTkH ¢ Gackoi,
TabneTku ¢ packoi, CBETIIO- CBETIIO-)KENITOrO LBETA C IPaBUPOBKOH
)EJITOr0 LIBETa C IPaBUPOBKO «» Ha OHOI CTOPOHE.
«I» Ha OOHOM CTOPOHE.
2 Identification / IloaJIMHHOCTB
Ketorolac / Kemoponax
a) ByUv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

Yd-cniektpodoTomeTpus

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTps!
[IOIJIOLIEHHUS UCIBITYEMOTO pacTBopa U
pacTtBopa  CcTaHAapTHOro  obpasua
KeTopofiaka TpPOMETaMUHa  JOJIKHBI
UMETh MAKCUMYMBbI ITPU OIHOMN U TOM ke
IUTKHE BOJHBI (x 2 HM).

Conclusion : APPROVED /
Zakmodenne: ONOBPEHO

Remarks : The Product conforms to ND/
[Tpumeuanue: IIpogyKT COOTBETCTBYET TpeboBanuam HJJ

Prepared by / Checked by / Approved by: Manager/Execullve /
IToarorornexo: Ramakant IMpoepeno: Ashjsh Kumar Ono6peno: Menemxkep / PykoBonurens
' L 51 Manoj Kumar

UUQ/ ’(J o> / “A&lﬁ’/
\ ) (™ { Y

Reprint Date / Reprint Date / Reprint Date /

Jara: 21.03.2022 Jara: 21.03.2022 Jara: 21.03.2022

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: L85195AP1984PLCO04507
www.drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUO®HUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcnpecc (keroponak) TabneTky, AUCNEPrUpyeMbIe B TIOJIOCTH pra, 10 Mr

Batch No / : V2200327 Batch Quantity / + 36,00,000 tab /
Cepust Ne O06bem cepun 36,00,000 Tab
Analytical Report No / : 890001579652 Date of Analysis / 1 21.03.2022
AnaauTudeckuii oruer Ne JlaTa aHanu3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jara mpoH3BOACTBA T'oxen o

Analysis performed according ND / Anann3s nposenen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page2of 7/Crp. 2 u3 7

No

Test / IlokazaTennb
No

Results / Pe3yabTaThl Specification / Hopma

b) By HPLC/ BOXX

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 ynepxHBaHUA
OCHOBHOIO IMKa Ha XpOMAaTOTrpaMMe
UCTILITYEMOTO  pacTBopa  JAOJDKHO
COOTBETCTBOBATH BpEeMeHH
yIepXVBaHHA OCHOBHOTO THMKa Ha
XpoMaTorpaMme pacTBopa
cTaHgapTHOro ofpasLa KeToponaka
TpoMeTaMHHa (pasmen
«KonnyecTBEHHOE ONPENEeNCHUEY).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanrsam HJI Zakmouenne: OJJOBPEHO

Prepared by /
TloaroroBneHo: ,amakant‘

Checked by / Approved by: Manager/Executive /
Ilpoeepeno: As}ii-sh Kumar Ono6peHo: Menemkep / PykoBonurens

f Manoj Kumar
4 J el

Reprint Date /
Hara: 21.03.2022

Reprint Date / Reprint Date /
Hata: 21.03.2022 Hara: 21.03.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2299, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS  Www.drreddys.com
CEPTHDUKAT AHAJIA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkenpece (keToponak) TabneTk, AHCIEPrHpyeMbie B II0J0CTH pTa, 10 Mr

Batch No / : V2200327 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oobbem cepun 36,00,000 Tab
Analytical Report No / : 890001579652 Date of Analysis / : 21.03.2022
AHAJIHTHYECKHI oTueT No JlaTa anaan3za

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa npou3BOACTBA Tonen no

Analysis performed according ND / Ananns nposenen mo H/L:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel or 27.12.2021)

Page30of 7/ Crp.3 137

No
No
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoaIMHHOCTL butylhydroxyanisole peaks on the
Oy THJITMAPOKCHAHH30JI 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 yAepXKHBaHUA
NMKOB  2-OyTHATHIPOKCHAHU30JIa H
3-0y TUNTUAPOKCHUAHK301a Ha
XpOMaTOrpamme HCIBITYEMOT0
pacTBopa JOWKHBI COOTBETCTBOBATh
BpeMeHaM yIep>KUBAHAA [HKOB
2-6yTHATHPOKCHAHHU30J1a u
3-6yTHArHOpOKCHAHU30JIa Ha
XpoMaTorpaMmme pacTBOpa
CTaHOAPTHOTO obpasua
OYTHITUAPOKCHAHU301a (paznen
«Conepxanue
OYTHITHAPOKCHAHU30IAN).

Test / IlokazaTenb Results / PesyabTaThl Specification / Hopma

4 Average weight / Cpenusas 67.6 mg/ 67.6 MT 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Macca Ot 67,2 Mr go 72,8 mr (70,0 Mr + 4,0 %).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanne: [IpoaykT cooTBeTcTBYET Tpebosanuam HJL 3akmiouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hourommem@amakzm IIpoBepeHo: As_bfh Kumar Ono6peHo: Menemxkep / Pykosoaurens

MV ﬁ( Manoj Kumar .6 ! ﬂ

Reprint Date / Reprint Dat€ / Reprint Date /
Jara: 21.03.2022 JaTa: 21.03.2022 Jata: 21.03.2022
Registered Office: 8-2-337, Road Nc. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85155AP1984PLCO04507
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

CEPTHOHKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Ketopon® Dkcnpece (keToposnak) TabeTky, AUCTeprupyeMble B NIOJI0CTH pTa, 10 Mr

Batch No / : V2200327 Batch Quantity / : 36,00,000 tab /
Cepusi No O6beM cepuu 36,00,000 Tab
Analytical Report No / : 890001579652 Date of Analysis / 21.03.2022
AHAJIATHYECKHH oTUeT Ne JlaTa anajausa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Harta nponsBoacTsa Togen no

Analysis performed according ND / Ananns nposegen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel or 27.12.2021)

Paged of 7/ Crp. 4m3 7

No

No Test / IlokazaTens Results / Pe3ysabTaThl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than + 10 %
OOHOPOAHOCTH MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He 6onee = 10 %
2/20 tabneTok — He 6oxnee = 20 %

5 Disintegration time / 22 sec/ 22 cek Not more than 3 min / He 6onee 3 Mun
Pacnapaemocrhb

6 Dissolution / PacTBopenne Unit-1/ Ta6a-1 96 % Not less than 75% (Q) of

. Ci5H3NO3C4H 1NO;3 (ketorolac
Unit-2 / TaGn-2 8% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6a-3 98 % 75% (Q)  CisHisNO3;*C4HiiNO;

. . (keTtoponiaka  TPOMETAMMH)  4epe3
Unit-4 / Tabn-4 97 % 15 Mun
Unit-5 / Tabn-5 98 %

Unit-6 / Tabn-6 99 %

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

JAucrepcHOCTh 710 um sieve is formed. / O6pasyercs
OJHOPOHAA CYCIEH3MsA, NPOXOAAlIas
CKBO3b CHTO C pasMepoM OTBEpCTHH
710 MKM.

Conclusion : APPROVED /
Zakmwuenne: OJOBPEHO

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoxykt cooTBeTcTBYET TpeboBanusmM HJT

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Rglmakz:jj IIposepeHo: Ashf.h Kumar Ono6peno: Menemxkep / Pykosoaurenn
¥ L~ : Manoj Kumar @ ﬂ./
o -[A 5
Reprint Date / Reprint Date / Reprint Date /
Jara: 21.03.2022 Jara: 21.03.2022 Jara: 21.03.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2299, 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

CEPTHOUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HMpoaykT: Keropon” Bkenpecc (keToponak) TabneTk, MCIeprupyemMble B TIONIOCTH pTa, 10 mMr
Batch No / 1 V2200327 Batch Quantity / : 36,00,000 tab /
Cepua Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001579652 Date of Analysis / 21.03.2022
AHanuTHYeCKHH oTueT Ne JlaTa anan3a
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa npou3BOACTBA T'ogen oo
Analysis performed according ND / Auanus nposeaen mo H/L:
JITT-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page 5 of 7/ Crp. Su3 7

8 Related impurities / PoacTeenHble npuMecu

ketorolac 1-hydroxy analog /
1-rugpokcruananor

Below LOD (LOD = 0.0010 %) /
Husxe npenena obunapysxenns (I10 =

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

KeTopoJaka 0.0010 %)
ketorolac 1-keto analog/ 0.03 % Not more than 0.5 % / He 6o1ee 0,5 %
1-keTOaHaJIOT KETOpOJIaKa
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
eIUHMUYHas
HeHAeHTUUIUPOBaHHAs
TIpHUMeECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npuMmeceii

9 Water / Bopa 2.0 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4HbI€ OPraHuyuecKHe pacTBOPUTENHN

Isopropyl alcohol /
HzonponaHon

3 pg/tab /
3 MKT B TabJieTKe

Not more than 350 pg/tab /
He 60nee 350 Mkr B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr cooTsercTayer Tpedosanuam HJT

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

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

[MoaroroeaeHo~Ramakant Ipoeepeno: Ashijsh,Kumar Onobpeno: Menemkep / PykoBoauTests
w ! &2___ Manoj Kumar S; ; ﬁ/

Reprint Date / Reprint Date / ~ Reprint Date /

Jara: 21.03.2022 Hara: 21.03.2022 Jara: 21.03.2022

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

CEPTHOHKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpece (keToposiak) TabNeTkH, AUCNEPrupyeMbI€ B MOJIOCTH PTa, 10 mr
Batch No / : V2200327 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O6bem cepHH 36.00,000 Tab
Analytical Report No / : 890001579652 Date of Analysis / 21.03.2022
AHaJINTHYECKHH oTIeT Ne Jara ananusa
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTa npoM3BoACTBA T'onen no
Analysis performed according ND / Ananus nposenen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uzmenenune Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 | Microbial enumeration tests / Mukpo6nosoraueckas 4ucrora*

a) Total Aerobic Microbial
Count / Obiee yucno
a3pOOHBIX MHKPO-
OpraHU3MOB

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

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

b) Total Combined Yeast
and moulds count / Obuiee
YHUCIIO IPONOKEBBIX U
IUIECHEBBIX I'PHOOB

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

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

¢) Escherichia Coli

Absent in 1 gram /
OTtcytcTBYeTB 1 T

Shell be absent in 1 gram /
OtcyrctBHE B 1 T

12 | Uniformity of dosage units / 2.4 Acceptance value (AV) not more than
OaHopoaHOCTD 15.0 / IlpuemouHoe 3HaueHue (AV) He
J03UPOBAHUSA 6onee 15,0.

13 Assay / KonnuecTBeHHOE 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpenesieHHe (97.8 %) C1sH13NO;3°CsH11NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 mr
pi(e} 1 1,0 Mr C15H13NO3'C4H1 1NO3
(keToponaka TpometamuH) (ot 90,0 no
110,0 % OT 3asBIEHHOTO KOJIUYECTBA) B
Tabnerke

14 | Butylhydroxyanisole
content / Coaepxanue
Oy TUTHAPOKCHAHU30JIA

0.0933 mg/tab /
0.0933 mr B TabieTke

Not less than 0.042 mg/tab /
He menee 0,042 Mr B TabJieTKe

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJ

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Jara: 21.03.2022

Hara: 21.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorneng Ramakant IMpoeepeHo: Ashish Kumar OnobpeHo: Menemicep / PykosoauTeb
(.l Manoj Kumar
/ '.'_
Reprint Date / Reprint Date / Reprint Date /

Hara: 21.03.2022

Registered Office: 4-2-337, 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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpecc (keToposnak) TabaeTkH, AMCNEPrUpyemMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2200327 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepHu 36,00,000 Tab
Analytical Report No / : 890001579652 Date of Analysis / ¢ 21.03.2022
AHanuTHYECKHH oTUeT Ne JlaTa anajin3za

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JdaTa npon3eoacTea T'onen no

Analysis performed according ND / Ananu3s nposenen no HJL:

JI1-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel ot 27.12.2021)

Page7of 7/ Crp. Tu3z 7

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 Tabnetox B
onucrepe w3 (IMA/AJVIID c
pnaronornorureaeM/I12BIT)
donsru // (IT3/AJT) onsru. ITo
2 6iuctepa ¢ MHCTPYKLMEH IO
TIPUMEHEHHIO B nayKy
KapTOHHYIO.

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. / Ilo 10
tabnetok B 6auctepe w3z (ITA/AJI/TIS ¢
pnaronornoturenaem/I13BIT) donbru //
(I12/AJT) donsru. o 1 unu 2 Gnuctepa
¢ HHCTPYKUMEH MO NPHMEHEHHIO B
MayKy KapTOHHYIO.

16

Labeling / MapkupoBka

According to ND / B cootBercTeun ¢ HJL

17

Storage conditions /
XpaHeHnue

Below 25 °C. / Tlpn Temnepatype He Bbiwe 25 °C.

18

Shelf life / Cpox roanoctu

2 years /2 roga

* At product release the quality control as per the parameter « Microbial enumeration testsy is
performed for each 20th batch, or for one batch in a year whichever is earlier.

* TIpu BhIDyCKeE JIEKAPCTBEHHOTr0 Npenapara KOHTPOJIL KaYecTBAa M0 MOKa3aTeI0
«MHKPOGHOIOTHYECKAS YHCTOTA» NPOBOTHTCS ISt KaxKa0i 20-0ii cepHH, HIIM ISl OAHOMH CepHH B rof,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYNUT paHbIIIe.

Remarks : The Product conforms to ND/
IMpumeuanue: [TpoaykT coorBeTcTByeT TpeboBanuaM HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

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

[TogrorosnenonRamakant [Mporepeno: Ashish Kumar OnobpeHo: Menemxkep / Pykoponurens
ﬂ;” Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 21.03.2022 Hara: 21.03.2022 Jata: 21.03.2022

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



