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Fatent Claims:

A SGLT2 inhibitor 1-chioro-4-(B-D-glucopyranos-1-v)-2-[4-((S)-tetrahvdrofuran-3-

vioxy)-benzyll-benzene for use in a method for improving glvcemic control in a patient

in need thereof wherein a pharmaceutical composition comprising an amount of 5 mg

{0 25 mg of the SGLT2 inhibitor is orally administered once daily to the patlent,

A SGLT2 inhibitor 1-chloro-4-(B-D-glucopyranos-1-vi)-2-14-((S)-tetrahvdrofuran-3-

O

vioxy-benzvil-benzene for use in a method for preventing, slowing the progression of,

delaving or treating of complications of diabetes mellitus selecied from the group

consisting nephropathy, retinopathv, neuropathy, tissue ischaemia, diabetic foot,

arteriosclerosis, myocardial infarction, accute coronary syndrome, unstable angina

pecioris, siable angina pectoris, stroke, peripheral arterial occlusive disease,

cardiomvopathy, heart failure, heart rhythm disorders and vascular restenosis

in a patient in need thereof wherein a pharmaceutical composition comprising an

amount of 5 mag to 25 mg of the SGLT2 inhibitor is orally administered once daily to the
patient.

A SGLTZ inhibitor 1-chloro-4-(B-D-glucopyranas-1-v-2-14-({S)-tetrahydrofuran-3-

vioxvi-benzvil-benzene for use in a method for reducing the cardiovascular riskin a

patient in need thereof wherein a pharmaceutical composition comuprising an amount of

5 mg to 25 ma of the SGLTZ inhibitor is orally administered once dailv to the patient.

The SGLT2Z inhibitor according to any one of the previous claims wherein the amount of

the SGLTZ inhibitor is 10 mg.

The SGLTZ inhibitor according 1o anv one of the previcus claims wherein the amount of

the SGLT 2 inhibitor is 25 ma.

The SGLTZ inhibitor according anv one of the previous claims wherein the patient is

diagnosed having one or more of the following conditions

insulin resistance,

- hyperinsulinemia,

- pre-diabetes,

- type 2 diabetes mellitus,

- type 1 diabetes mellitus.
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The SGLT2 inhibitor acoording fo claim 8§ wherein the patient is a patient with type 2

diabetes mellitus.

The SGLT2 inhibitor according to claim 8 wherein the patient is a patient with type 1

diabetes mellitus.

The SGLTZ inhibitor according to any one of the previous claims wherein the patient is

10.

a patient with insulin dependency.

The SGLT2Z inhibitor according to any one of the pravious claims wherein the patientis

11

a patient who is treated or otherwise would be {reated or needs freatment with an

insulin or a derivative of insulin or a substifute of insulin ar a formulation comprising an

insulin or a derivative or substifute thereof.

The SGLTZ inhibitor according to any one of the previous claims wherein the patient

12.

shows one, two or more of the following conditions:

(a) insufficient alvcemic control with diet and exercise alone;

(b} _insufficient glycemic control despite oral monotherapy with metformin, in particular

desapite oral monotherapy at a maximal toleraied dose of metformin;

{c) insufficient glycemic control despite oral monotherapy with another antidiabetic

agent, in particular despite oral monotherapy at a maximal tolerated dose of the other

antidiabetic agent.

The SGLT2 inhibitor according 1o anv one of the praevious claims wherein the patient

13.

shaws or has an increased risk for one or mors of the following disorders: renal

insufficiency or diseases, cardiac diseasss, cardiac failure, hepatic diseases, pulmonal

diseases, catabolviic states and/or danger of lactate acidosis, or female patients being

preanant or during lactation.

The SGLTZ inhibitor according to any one of the previous claims wherein the patient is

14.

an individual diagnosed of one or more of the condilions selected from the group

consisting of overweight, obesity, visceral obesity and abdominal obesity.

The SGLTZ inhibitor according fo any one of the previous claims wherein the patient is

an individual who shows one, two or more of the following conditions:

(a} a fasting blood glucose or serum glucose conceniration greater than 100 mg/dL, in

particular greater than 125 mg/dL;

{b} a postprandial plasma glucose egual to or greater than 140 ma/dL;
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{c) an HbA1c value egual to or greater than 6.5 %, in particular squal to or greater

15,

than 8.0 %.

The SGLT2 inhibitor according to any one of the previous claims wherein the patient is

an individual wherein one, two, three or more of the following conditions are present

{a) obesity, visceral obesity and/or abdominal obesity,

{b) _triglyceride blood level 2 150 ma/dL,

{c) HDL-cholesterol blood level < 40 ma/dL in female patients and < 50 mg/dL in male

patients,
{d) a systolic blood pressure 2 130 mm Hg and a diastolic blood pressure = 85 mm

Hg.
() afasting blood glucose level 2 100 ma/dL.

18.

The SGLT2 inhibitor according o anv one of the previous claims wherein the

17.

pharmaceutical composition additionally comprises one or more pharmaceutically

accepiable carriers.

Use of g SGLT2 inhibitor 1-chlore-4-(B-D-glucopyranocs-1-vD)-2-[4-((S)-tetrahydrofuran-

18.

3-vioxyi-benzyil-benzene in the manufaciure of a medicament for improving glvcemic

conirol in a patient, wherein the medicament comprises an amount of 5 mg to 25 mg of

the SGLT2 inhibitor to be orally administered once daily to the patient.

Use of a SGLT2 inhibitor 1-chloro-4-(3-D-glucopyrangs-1-y-2-[4-{{S)-tetrahvdrofuran-

18.

3-vioxyi-benzvil-benzense in the manufacture of a medicament for preventing, slowing

the progression of, delaving or freating of comptications of diabetes mellitus selected

from the group consisting nephropathy, retinopathy, neuropathy, tissue ischaemia,

diabetic foot, arteriosclerosis, mvocardial infarction, accute coronary syndrome

unstable angina pectoris, stable angina pectoris, siroke, peripheral arterial occlusive

disease, cardiomvopathy, heart failure, heart rthythm disorders and vascular restenosis

in a patient, wherein the medicament comprises an amount of 5 mg to 25 mg of the

SGLTZ inhibitor to be orally administered once daily to the patient.

Use of a SGLT2 inhibitor 1-chloro-4-(B-D-glucopyrancs-1-vi}-2-[4-({S)-tetrahvdrofuran-

3-vioxy)-benzvil-benzene in the manufacture of a medicament for reducing the

cardiovascular risk in a patient, wherein the medicaement comprises an amount of 5

ma to 25 mg of the SGLT2 inhibitor to be is orally administered once daily o the
patient.
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20.

The use according to any one of claims 17 to 18 wherein the amount of the SGLT2

21.

inhibitor is 10 ma.

The use according to any one of claims 17 to 20 wherein the amount of the SGLT2

22.

inhibitor is 25 mg.

The use according any one of claims 17 to 21 wherein the patient is diagnosed having

ong or more of the following conditions

insulin resistance,

- hyperinsulinemia,

- pre-diabeles,

- tvpe 2 diabetes mellitus,

- type 1 diabetes mellitus.

23.

The use according to claim 22 wherein the patient is a patient with type 2 diabetes

24,

mellitus.

The use according to claim 22 wherein the patient is a patient with type 1 diabetes

25,

mellitus.

The use according to any ong of claims 17 to 24 wherein the patient is a patient with

26.

insulin dependency.

The use according to any one of claims 17 to 25 wherein the patient is a patient who is

27.

treated or otherwise would be reated or needs treatment with an insulin or a derivative

of insulin or a substitute of insulin or a formulation comprising an insulin or a derivalive

or substitute thereof.

The use according to anv one of claims 17 to 26 wherein the patient shows onsg, two or

more of the following conditions:

(a) Insufficient glycemic control with diet and exercise alone;

{b) insufficient glycemic control despite oral monotherapy with metformin, in particular

despite oral monotherapy at a maximal tolerated dose of metformin;

(¢} insufficient glycemic control despite oral monotherapy with another antidiabetic

agent, in particular despite oral monotherapy at a maximal tolerated dose of the other
antidiabetic agent.
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28.

The use according fo any one of claims 17 to 27 wherein the patient shows or has an

29.

increased risk for one or more of the following disorders: renal insufficiency or

diseases, cardiac diseases, cardiac failure, hepalic diseases, pulmonal diseases,

catabolviic states and/or danger of lactate acidosis, or female patients being pregnant

or during lactation.

The use according to any one of claims 17 to 28 wherein the patient is an individual

30,

diagnosed of one or more of the conditions selected from the group consisting of

overweight, obesity, visceral obesity and abdominal obesity.

The use according to anv one of claims 17 to 29 wherein the patient is an individual

who shows one, two or more of the following conditions:

(a) a fasting blood glucose or serum glucose concentration greater than 100 mg/dL, in

p_&_\rticqlar greater than 125 ma/dL;

(b) a postprandial plasma glucose equal to or greater than 140 mg/dL;

{c) an HbA1c value equal to or greater than 6.5 %, in particular equal {o or greater

31.

than 8.0 %.

The use according to any one of claims 17 to 30 wherein the patient is an individual

wherein one, two, three or more of the following conditions are present:

{a) obesity, visceral obesity and/or abdominal obesity,

(b) triglvceride blood level = 150 maldL,

{c) HDL-cholesiernl blood level < 40 mo/dL in female patients and < 50 mg/dL in male

paiients,
(d} a systolic blood pressure = 130 mm Ha and s diasiolic blood pressure = 85 mm

Hg,
(e} afasting blood glucose level 2 100 mg/dL.

32,

The use according to any one of claims 17 to 31 wherein the medicament additionally

comprises one or more pharmaceutically accepiable carriers,




