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, INDIA
Tel : 491 98166 56001-02

CEPTHO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon" Dkenpece (ketoponak) TabneTku, AMCIEprupyemble B Non0CTH pTa, 10 Mr

Batch No / : V2300054 Batch Quantity / : 36,00,000 tab/
Cepus Ne Oo6Bem cepun 36,00,000 Tab
Analytical Report No / : 890001639150 Date of Analysis / 13.01.2023
Ananurnueckuii oryer Ne Jara anannza

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JaTta npon3BoacTBa TI'oaen oo

Analysis performed according ND / Ananuns nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page 1 of 7/Ctp. 1 n3 7

No

Test / [Toxa3areb
Ne

Results / PesyabTaThl

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrisle, miockue
TabseTKH ¢ Gackoi, CBETIIO-
XKENITOTO LIBETa C IPaBHPOBKON
«l» Ha oHO# cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrusie, nnockue tabnetku ¢ (ackoii,
CBETJIO-XKETOrO LBETA C rpaBUPOBKOI
«I» Ha OIHOI CTOpOHE.

2 Identification / IToanuHHOCTD

Ketorolac / Kemopoaax

a) Byuv/
V®-cnexkrpodorometpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-crnektphl
NOMJIOLIEHHS HUCIBITYEMOTO pacTBoOpa I
pacTBOpa  CTaHmapTHOro  odpasua
KeTopojiaka TpOMETaMHHa  JIOJIXKHbI
MMETb MaKCUMYMBbI NIPH OJTHOH U TOM ke
JUIMHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanue: TlpoaykT cooTBeTcTByeT TpeboBanusM HJJ

Conclusion: APPROVED /
3akmoyenne: OJOBPEHO

Prepared by /
IToaroTosneno: Pravesh Rana

4

Checked by /
ITpoBepeHo: Na@h Kumar

Approved by: Manager/Executive /
Opnobpeno: Meunemiep / PykoBoauressb

Amit Kumar /kg /\:—;_//

Reprint Date /
MHara: 13.01.2023

Reprint Date /
Hara: 13.01.2023

Reprint Date /
Jara: 13.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 200234, Telang 2na, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drredays.ccm

CIN: L85195AP1984PLLCO04507
www.drreddys.com
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‘.o Dr. Reddy's Laboratories Ltd.

’ °® Formulation Unit-6

Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOPUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Dkenpecc (keToposiak) TabMeTky, AUCHeprupyembie B nosiocty pra, 10 mr

Batch No / : V2300054 Batch Quantity / : 36,00,000 tab/
Cepust Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001639150 Date of Analysis / : 13.01.2023
AHAJuTHYECKH T 0TyeT No Jarta anaauza

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
JdaTa npou3BoJCTBA I'oaen no

Analysis performed according ND / Anaan3 nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel ot 27.12.2021)

Page2 of 7/Crp. 2 u3 7

Test / Ilokazaresb Results / Pe3ynsTaThl Specification / Hopma

No
Ne

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). / Bpema  ydepxuBaHls
OCHOBHOFO [HKa Ha Xpomarorpamme
HCIIBITYEMOTO  pacTBOpa  JOJIKHO
COOTBETCTBOBATH BPEMEHH
yIep/KHBaHUSA OCHOBHOTO MOHKA Ha
XpOMaTorpamMmme pacTBopa
CTaHJapTHOro o0pasla KeTopoJsaka _
TpOMETaMUHa (paznen i
[ «Konu4yecTBEHHOE ONpPEeAeEHHE). :

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanne: [Tponykr cooTseTcTBYET TpeboBanuam H/I Bakmwoyenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosieHo: Pravesh Rana [TpoeepeHo: Naresh Kumar Ono6peno: Menewxep / PykoBonntesns
K @ Amit Kumar Kv‘:\\’—/
“— < J

Reprint Date / Reprint Date / Reprint Date /
Jara: 13.01.2023 JHara: 13.01.2023 MMara: 13.01.2023

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@drredays.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
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon®™ Oxenpecce (keTopoaakx) TabieTkH, AWCIEPrupyembie B MOJOCTH PTa, 10 mr

Batch No / : V2300054 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O0Bem cepuu 36,00,000 Tab
Analytical Report No / : 890001639150 Date of Analysis / 13.01.2023
AHanuTHYecKHH oTdeT No HMara anajausa

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
JdarTa mpoH3BOACTBA I'ogen xo

Analysis performed according ND / Ananus nposenen mo HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page3of 7/Crp.3n3 7

ioo Test / Tloka3aTenb Results / Pe3yabTaThl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoannHHOCTH butylhydroxyanisole peaks on the
Gy THJTHAPOKCHAHHU301 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 yaepKuUBAHMS
NMHUKOB  2-OyTWATMApPOKCHaHH30Ma  H
3-0yTUNrHIpOKCHAHU30/1a Ha
XpoMaTorpamme HCIBITYEMOro
pacTBopa HOJDKHBI COOTBETCTBOBATH
BpEMEHaM yaep)KUBaHUsA MHKOB
2-0yTHITHAPOKCHAHHM30/1a H
3-0yTHATHAPOKCHaHU30J1a Ha
XpoMarorpamme pacTBopa
CTaHAAPTHOIO odpasua
OYTHArHAPOKCHAHH30J1a (paznen
«CognepxaHue

OYTWITHAPOKCHAHHU30JIa»).

4 Average weight / Cpeansis
macca

6Y.4mg/ 69.4 Mr

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

Remarks: The Product conforms to ND/
[pumeuanue: [TpoaykT cooTseTcTBYeT Tpebosannam HJT

Conclusion: APPROVED /
Zakmouenue: OJJOBPEHO

Jara: 13.01.2023

Jara: 13.01.2023

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

[MoprorosneHo: Pravesh Rana [TpoBepeHo: Naze,sh Kumar Onobpeno: Mewenkep / Pykooaurenb
|/ f Amit Kumar -

Reprint Date / Reprint Date / Reprint Date / '

Hara: 13.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘..o

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

CEPTUDOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dkcnpecc (keTtoponak) TabieTky, AHCNEprupyemMble B MOJIOCTH pTa, 10 mr

Batch No / : V2300054 Batch Quantity / : 36,00,000 tab /
Cepns Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001639150 Date of Analysis / 13.01.2023
AnannTudeckuii oryer Ne Hara asanusa

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jdara npou3BoACTBA I'ogen no

Analysis performed according ND / Ananns nposenen no H/L:
JII-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel or 27.12.2021)

Page40of 7/ Crp. 4m37

No

No Test / Iloka3zaTenb

Results / Pe3ynbTaThl

Specification / Hopma

Uniformity of weight /
OJaHOPOIHOCTb MACChl

Complies / CooTBETCTBYET

18/20 tablets - not more than = 10 %
2/20 tablets - not more than + 20 % /
18/20 Ttabnetok — He Oosee £ 10 9%
2/20 tabnerox — He dojee = 20 %

5 Disintegration time /
Pacnagaemoctnb

18 sec /18 cex

Not more than 3 min / He donee 3 mux

6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
. Ci1sH13NO3*CsH 1 NO3 (ketorolac
Unit-2 / Ta6n-2 99% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 97% 75% (Q)  CisHisNO3*CsHyINOs
. . (keToponaka ~ TPOMETaMMH)  uepe3
Unit-4 / Tabn-4 97% 15 mMun
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 98%

7 Fineness of Dispersion/
JucnepcHocTb

Complies / CooTBETCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / Obpasyercs
OIHOpOJHAsi CYCNEH3Ms, NpPOXOIsLLas
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/
T[Tpumeuanue: [Ipogykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
IToaroToBJieHoO: Pravegh Rana

!

Checked by /
ITposepeno: Naresh Kumar

(s

Approved by: Manager/Executive /

Onobpeno: Menemiep / PykosoauTesnb

Amit Kumar R
{/\_M/

Reprint Date /
Jara: 13.01.2023

Reprint Date /
Hara: 13.01.2023

Reprint Date /
Jara: 13.01.2023

Registered Office: 8-2-337, Road No. 2, Ranjar: Hills, Hyderabad - 560024, Telanoann, India
Tel: +91 40 4900 2500, Fax: 491 40 4900 2929, Email: mail&dircddys com

CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Ketopon® Dkcnpecc (KeToposiak) TabaeTkH, AUCIIeprupyeMble B noaocTH pra, 10 mr

Batch No / : V2300054 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001639150 Date of Analysis / 13.01.2023
AnanuTHyecKni oryer Ne JlaTa ananun3a

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jdara npou3BoACTBA T'ogen no

Analysis performed according ND / Ananu3 nposeaen no HJI:

JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel or 27.12.2021)

Page Sof 7/ Crp. Su3 7

8 Related impurities / PoacTBeHHble npumecH

ketorolac 1-hydroxy analog /
1-ruapokcuasanor
KeTopoJiaka

Below limit of detection (LOD =
0.0010 %) / Huxe npenena
obnapyxenus (10 = 0.0010%)

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

ketorolac 1-keto analog/
1-xeToaHnasor ketopoaaka

0.03%

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

Any unidentified impurity /
eHUYHAs
HeuAEeHTH)ULIMPOBaHHAs
TIPUMECD

0.05%

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

Total impurities /
CymMma nipumecei

0.1%

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boaa

2.2%

Not more than 7.0% w/w /
He 6onee 7,0 %

10

Residual solvents by GC/ OcraTouHble OpraHniecKkne pacTBOpPHTEH

Isopropyl alcohol /
Uzonponaxon

5 pg/tab / 5 MxT B TabaeTke

Not more than 350 pg/tab /
He 6omnee 350 MKkr B TabneTke

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

INpumeuanue: [Ipoaykt coorBeTcTBYeET TpeboaHusam HJI 3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroroenero: Pravesh Rana IporepeHo: N:Zish Kumar Opnobpeno: Menemkep / PykoBoauTens

7 Amit Kumar A\ \—
{ ‘,i‘" {\‘ /

Reprint Date / Reprint Date /
Jara: 13.01.2023 Jara: 13.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Ernail: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com

Reprint Date /
JaTa: 13.01.2023




Dr.Reddy’s “:’

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02

CEPTHOUKAT AHAJIU3A ~ “Www.drreddys.com

IIponyxT: Keropon

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
* Dkenpece (KeToponak) TabaeTKH, AUCIEPrMpyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2300054 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepun 36,00,000 Tab
Analytical Report No / : 890001639150 Date of Analysis / : 13.01.2023
AHaIMTHYECKHI oTueT No Jlara anasu3a

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
Jdata npousBoacTaa I'ogen go

Analysis performed according ND / Ananus nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / nzmenenne Nel or 27.12.2021)

Page 6 of 7/ C1p. 6 uz 7

11 | Microbial enumeration tests / Mukpo6ynonoruyeckasi yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee yucno He Gomnee 1000 KOE/T
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6uiee He Gonee 100 KOE/r
YHCJIO JPOXIKEBBIX H
NJIECHEBBIX TPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OTtcyrcTBHE B 1 T
12 | Uniformity of dosage units / 2.0 Acceptance value (AV) not more than
OanopoanocTh 15.0 / TIpuemouHoe 3HaueHie (AV) ne
A03UPOBAHUSA oonee 15,0.
13 | Assay/ KonuvecTBeHHOe 10.2 mg/ 10.2 mr From 90mg to 11.0mg  of
onpeaesieHue (101.7%) CisH13NO3+C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr 10
11,0 MmMr C15H13N03‘C4H1|N03
(keToponaka TpomeTamifH) (ot 90.0 no
110,0 % OT 3asBJIEHHOTO KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0975 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxxanue 0.0975 mr B Tabnetke He menee 0,042 Mr B TadseTke
Oy TH/ITMAPOKCHAHHU30/1a

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanusam HJI 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: Pravesh Rana ITposepeno: Naresh Kumar Onobpeno: Menemxep / Pykosoantens
) L Amit Kumar - N -\

v | = el
Reprint Date / Reprint Date / Reprint Date /
Hata: 13.01.2023 Hata: 13.01.2023 Jlata: 13.01.2023

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email:

CIN: L85195AP1984PLC0O04507
www.drreddys.com

mailiétdrradays.com




Dr.Reddy’s Q':‘

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

CEPTH®HUKAT AHAJIM3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Ketopon®™ Dkcnpece (keTopoak) TabaeTKy, JUCIeprupyemble B MoJocTH pTa, 10 mr

Batch No / : V2300054 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001639150 Date of Analysis / 13.01.2023
AHaJIMTHYECKHH oTUeT Ne JaTa anasu3a

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jara npou3BoacTBa T'onen no

Analysis performed according ND / Ananu3s nposenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page 70f 7/Crp. Tu3 7

15 | Package/ YnakoBka

10 tablets in a Dblister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
onucrepe w3z (IIA/AJIIID ¢
BnaronornoturteneM/I19BIT)
¢oneru // (ITS/AJT) donsru. Ilo
2 GuucTepa ¢ UHCTPYKLMEH IO
DPUMEHEHHMIO 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 TadneTok B
6nucrepe u3 (TTA/AJITID c
snaronornorutenem/[19BIT) donsru //
(T13/AJ1) donbru. ITo 1 unu 2 GnucTepa ¢
HHCTPYKLMEN [0 NMPUMEHEHHIO B MauKky
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B coorBetctBru ¢ HJ|

17 | Storage conditions /
XpaHenue

Below 25 °C. / Ilpu Temmneparype He Bbilie 25 °C.

18 | Shelf life / Cpok rognocTu

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.
* IIpu BhIDYCKE JIEKAPCTBEHHOr0 MpenapaTa KOHTPOJIb KayecTBa M0 0Ka3aTe 10

«MHKPOGHOJIOrHYeCKas YHCTOTA» MPOBOXHTCS AJIs Kaxaoii 20-0i cepuH, HJIH A5 OAHOM CEPHH B roj,

B 3ABHCHMOCTH OT TOI'0, YTO HACTYNNHUT paHbIIE.

Remarks: The Product conforms to ND/
[Tpumeuanwue: [IpogykT coorBeTcTBYeT Tpebobanusm HJI

Conclusion: APPROVED /
3axmaouenne: OJIOBPEHO

Prepared by /

p
L

IToarorosneno: Pravesh Rana
f

Checked by /
[TpoBepeHo: Nar@1 Kumar

/

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

Amit Kumar AM;’

A

Reprint Date /
Hara: 13.01.2023

Reprint Date /
Jlata: 13.01.2023

Reprint Date /
Jara: 13.01.2023

Registered Office: 8-2-337, Road No. 2, 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



