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Claims 

1. Use of a DPP-4 inhibitor, which is 1-[(4-methyI-quinazolin-2-yl)methyl]-3-methyl-7-(2-

butyn-1 -yl)-8-(3-(R)-amino-piperidin-1 -yl)-xanthine or a pharmaceutically acceptable salt 

thereof, for preparing a medicament for oral administration for treating and/or preventing of 

metabolic diseases in patients for whofr> metformin therapy is inappfoprtate due to 
sr-of'iArt trt Irr\r»o\ iryir%oir^"rifnr%f r\r rs.o I ^wi' l'trOTOt^TtTOilVi i CTvJCi!r lOi 1ri^t!Cn i t lis s rTVTO'"T'"~|-v3"l ^rc3'f'i"l"tit5'rrt"~vf—I-?!?!"!"Co 

dvsfemetkmwith moderate or severe renal impairment or end-stage renal disease, wherein 

said DPP-4 inhibitor in the medicament is administered in an oral dose of 5 mg per day to 

said patients. 

2. The use according to claim 1, wherein the patients are ineligible for metformin therapy due 

to contraindication against metformin. 

3. The use according to claim 1, wherein the patients are in need of reduced dose metformin 

15 therapy due to contraindication against metformin. 
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54. The use according to claim 43, wherein the medicament is for use in the treatment 

and/or prevention of type 2 diabetes mellitus in patients with moderate or severe renal 

impairment or end-stage renal diseasefeftal-cft 
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65. The use according to any one of claims 1 to §4, wherein the DPP-4 inhibitor is 1-

methyl-quinazolin-2-yl)methyl]-3-methyl-7-(2-butyn-1-yl)-8-(3-(R)-amino-piperidin-1-yl)-

xanthine. 
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I 76. The use according to any one of claims 1 -65, wherein the medicament is for use in the 

treatment and/or prevention of type 2 diabetes mellitus in patients with renal disease, renal 

impairment or renal dysfunction, wherein said DPP-4 inhibitor in the medicament is used for 

5 said patients in the same dose as for patients with normal renal function. 

§7. The use according to any one of claims 1-76, wherein said DPP-4 inhibitor and its 

major active metabolite(s) have a relatively wide therapeutic window and/or are primarily 

eliminated via hepatic metabolism or biliary excretion. 

10 
-98. The use according to any one of claims 1-87, wherein said DPP-4 inhibitor is excreted 

mainly via the liver. 

409. The use according to any one of claims 1 -98, wherein for said DPP-4 inhibitor excretion 

15 via the kidney represents a minor elimination pathway. 

44-10.The use according to any one of claims 1-4-09, wherein said DPP-4 inhibitor is excreted 

mainly unchanged. 

20 1211 .The use according to any one of claims 1-4410, wherein for said DPP-4 inhibitor 

elimination via metabolism represents a minor elimination pathway. 
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1312. The use according to any one of claims 1-4211, wherein said DPP-4 inhibitor has 

placebo-like safety / tolerability and/or is eliminated primarily as the parent drug via the liver. 

4413.The use according to any one of claims 1-4-312, wherein the main metabolite of said 

5 DPP-4 inhibitor is pharmacologically inactive or has a relatively wide therapeutic window. 

4614.The use according to any one of claims 1-4413, wherein the medicament is for use in 

patients with mM, r3t'©"~OI~"S6V6P6 renal impairment©f-e«et-&ta§e-F6RaJ-4lsease. 

10 4615.The use according to any one of claims 1 -1514, wherein the medicament is for use in 

combination with one or more further active substances selected from antidiabetics, active 

substances that lower the blood sugar level, active substances that lower the lipid level in the 

blood, active substances that raise the HDL level in the blood, active substances that lower 

the blood pressure, active substances that are indicated in the treatment of atherosclerosis, 

15 and active substances that are indicated in the treatment of obesity. 

4716.The use according to any one of claims 1-4S15, wherein the medicament is for use in 

combination with one or more further active substances selected from sulphonylureas, 

thiazolidinediones, glinides, alpha-glucosidase blockers, GLP-1 and GLP-1 analogues, and 

20 insulin and insulin analogues. 

25 

4817.The use according to any one of claims 1-4-716, wherein the medicament is for use in 

combination with one or more further active substances selected from repaglinide, 

pioglitazone, and insulin and insulin analogues. 

4918.The use according to any one of claims 1-4§17. wherein the medicament is for use in 

combination with pioglitazone. 
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2119.The use of a DPP-4 inhibitor, which is 1-[(4-methyl-quinazolin-2-yI)methyl]-3-methyl-7-

(2-butyn-1 -yl)-8-(3-(R)-amino-piperidin-1 -yl)-xanthine, for preparing a pharmaceutical 

composition for oral administration for treating and/or preventing of metabolic diseases in 
QK n Q f ionic rri^fl-.r\rry,Mr,s fhfimnu to SnonnrAnrrQfQ Hi i£S •fw r*r\ t ret I rt ,rl t r* rs t i r-\ m Qnaingf \J\J ^JGIUOHIO Y<£7'f IT tTtxytrit^TTiTiTl £.! l-ZsT Ct jf Id IT TCT|p:pl i''OT 

and/or with r^nsl cilss3oo roP«3i or ctysfLiH^tionv^/ifh mod@r3t0 or 

severe renal impairment or end-staae renal disease, said composition being for use in 

combination with one or more further active substances selected from sulphonylureas, 

thiazolidinediones, glinides, alpha-glucosidase blockers, GLP-
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1 and GLP-1 analogues, and insulin and insulin analogues, wherein said DPP-4 inhibitor in 

the composition is administered in an oral dose of 5 mg per day to said patients. 

2-220.The use of a DPP-4 inhibitor, which is 1-[(4-methyl-quinazolin-2-yl)methyl]-3-methyl-7-

5 (2-butyn-1-yl)-8-(3-(R)-amino-piperidin-1-yl)-xanthine, for preparing a pharmaceutical 

composition for oral administration for use in the treatment and/or prevention of type 2 

diabetes mellitus in patients with moderate or severe renal impairment or end-stage renal 

disease-r«TOi4m^ifnwrt--©-H:0Ra-Wy-slfci-Reli©B, said composition being for use in 

combination with one or more further active substances selected from repaglinide, 

10 pioglitazone, and insulin and insulin analogues, wherein said DPP-4 inhibitor in the composition 

is administered in an oral dose of 5 mg per day to said patients. 
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2721. Use of a DPP-4 inhibitor, which is 1-[(4-methyl-quinazolin-2-yl)methyl]-3-methyl-7-(2-

butyn-l-yQ-S^S^^-amino-piperidin-l-yO-xanthine, for preparing a medicament for oral 

administration for use in the treatment aftd/c^pfe-vefi-tten-of type 2 diabetes mellitus in 

patients with moderate or severe renal impairment or end-stage renal disease, renal 

impatTOert^^RaWysfuBetieft, wherein said DPP-4 inhibitor in the medicament is 

administered in an oral dose of 5 mg per day to said patients. 

2822. Use of a DPP-4 inhibitor, which is 1-[(4-methyl-quinazolin-2-yl)methyl]-3-methyl-7-(2-

butyn-1 -yl)-8-(3-(R)-amino-piperidin-1 -yl)-xanthine, for preparing a medicament for oral 

administration for use in the treatment of type 2 diabetes mellitus in patients with moderate or 

severe renal impairment or end-stage renal disease, fenaf 4fT>paifmeRt or rerval dysfunction, 

30 wherein said DPP-4 inhibitor is used for said patients in the same dose as for patients with 

normal renal function, wherein said DPP-4 inhibitor in the medicament is administered in an 

oral dose of 5 mg per day to said patients. 

The use according to claim 27 21 or 2822. wherein the patient has moderate-or 

35 severe renal impairment or end-stage renal disease. 

The use according to claim -27-21 or 2822, wherein the patient has severe renal 

impairment. 
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3425, Use of a DPP-4 inhibitor, which is 1-[(4-methyl-quinazolin-2-yl)methyl]-3-methyl-7-(2-

butyn-1 -yl)-8-(3-(R)-amino-piperidin-1 -yl)-xanthine, for preparing a medicament for oral 

administration for use in the treatment and/or prevention of metabolic diseases, particularly 

diabetes (especially type 2 diabetes mellitus), in patients having chronic renal insufficiency or 

5 impairment of moderate, severe or terminal stage, wherein said DPP-4 inhibitor in the 

medicament is administered in an oral dose of 5 mg per day to said patients. 

10 

•3^26 . Use according to any of the preceding claims, wherein 1-[(4-methyl-quinazolin-2-

yl)methyl]-3-methyl-7-(2-butyn-1-yl)-8-(3-(R)-amino-piperidin-1-yl)-xanthine is used in a 

dosage of 5 mg for oral once daily administration. 


