We Claim:

1. Use of dabigatran etexilate, optionally in the form of a pharmaceutically acceptable salt
thereof, for the manufacture of a medicament for the prevention of stroke in patients suffering

from atrial fibrillation wherein the patient has atJeast-ene-a risk factor for major bleeding events,

which is a creatinine clearance less than 50 mL/min, and wherein the use comprises the b.i.d.
administration of 110 mg dabigatran etexilate, optionally in the form of a pharmaceutically

acceptable salt thereof.

2. The use according to claim 1, wherein the patient has one additional at-least-two-risk factors

for major bleeding events.

3. The use according to claim 1 or 2. wherein the patient having one additional risk factor for

major bleeding events is selected from

- _being an age of 75 vears or greater:

- having a historv of earlier bleeding events:

- aleohol/drug abuse:

-__concomitant diseases like anemia, cancer, stroke, transient ischemic attacks, M1 hypertension,

heart failure/cardiomyopathy. ischemic heart disease, diabetes, hepatic failure, or peptic ulcer

disease; and

- concomitant risks for injury like risk for falls, cognitive impairment or sureery during index

hospitalization.
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4. The use according to claim 1 or 2. wherein the patient having two or more additional risk

factors for major bleeding events is selected from

- being an age of 75 vears or greater;

- having a history of earlier bleeding events:

- aleohol/drue sgbuse

- __concomitant diseases like anemia, cancer, stroke, transient ischemic attacks, M1 hvpertension,

heart failure/cardiomyopathy, ischemic heart disease, diabetes, hepatic failure, or peptic ulcer

disease; and

- concomitant risks for injury like risk for falls, cognitive impairment or surgeryv during index

hospitalization.




59

5. The use according to claim 1 or 2, wherein the patient being 75 vears or greater and having one

or more additional risk factors for major bleeding events is selected from

- __having a history of earlier bleeding events:

- alcohol/drug abuse,

- concomitant diseases like anemia, cancer, stroke, transient ischemic attacks, MI hypertension,

heart failure/cardiomyopathy, ischemic heart disease, diabetes, hepatic failure, or peptic ulcer

disease; and

-__concomitant risks for injury like risk for falls, cognitive impairment or surgery during index

hospitalization.

6. The use according to claim 1 or 2, wherein the patient having a history of earlier bleeding

events and having one or more additional risk factors for major bleeding events is selected from

- being an age of 75 vears or ereater:

- alcohol/drug abuse

-__concomitant diseases like anemia, cancer. stroke. transient ischemic attacks. M1, hypertension,

heart failure/cardiomyopathy, ischemic heart disease, diabetes, hepatic failure, or peptic ulcer

disease; and

- _concomitant risks for injury like risk for falls, cognitive impairment or surgery during index

hospitalization.

7. The use according to any one of claims 1 to 6, wherein the patient has a creatinine clearance of

more than 30 mL/min.

e LA S B A S bt o T i e amale Fondon o san o Tl o de oo oo an b sadeac
pe ;N 1% £y iy b RAT S A2 5 & 6 S a7 e % £ 9 PACE U ¥ 324 RS S # 6 4% LD § M) ¥ S TN 6 5
XL oo e T I %o Feaze
A OOt Y 5% = 13
4 Phe vse-sooordineto-ona-obolotme D 2 o B e awmed s $heoe el 1 Lo b e Lo o 03 s dal L v et
L 4 S v e L Egex oo ¥ TEXETNS ™y LV RO I 0 1 £ I W A T Y LN R N S TSP OT I OO CEEYY
melirdag Jnsotoenr ol ool 1 imo Pt Anl
FoOTOCriso o ) o) T TEE E3 gy
Y Mhe noe-nccordinge £ y £ aladma fen A rhere he male Footae foas paa hlecdin e
AP N ot & e L Vs 2 ER5 2 sy ns FTE 2% 3 6 3 Xt wa & 3 TR O YT 22 EEE AR ES FA T e
cnolndoc o wed 1 creatintneclearameda.] A on S0 4
BERAVERRAN ST s g wie e a el SS N3 S A VX L0 R AR A KV T B R YA LAV S I
‘ The i yredipa to.olal P 3 piade—fontor bleedino eventoinaludes
o pap s COTTaUTUT Gt FI°a 9% murv AT T (A CESES ¢ (e TRV TOCCHTE LS S AG R B A R A tvre
oy A erantinine olonrancs Toace tlh a0 I lemn
2 ROl oey T 3N vy v e



00

8. Dabigatran etexilate, optionally in the form of a pharmaceutically acceptable salt thereof

for use in preventing stroke in a patient suffering from atrial fibrillation. wherein 110 meo of

dabigatran etexilate, optionally in the form of a pharmaceutically acceptable salt thereof are

administered b.i.d. to a patient who has a risk factor for major bleeding events, which is a

creatinine clearance less than 50 mlL/min.

9. Dabigatran etexilate, optionally in the form of a pharmaceutically acceptable salt thereof

for use in preventing stroke in a patient suffering from atrial fibrillation, according to claim 8

wherein the patient having one additional risk factor for major bleeding events,

10, Dabigatran etexilate, optionally in the form of a pharmaceutically accentable salt thereof

for use in preventing stroke in a patient suffering from atrial fibrillation according to one of the

claims § or 9. wherein the patient having one additional risk factor for major bleeding events is

selected from

- being an age of 75 vears or greater:

- having a history of earlier bleeding events:

- aleohol/drug abuse:

- concomitant diseases like anemia, cancer, stroke, transient ischemic attacks, ML hypertension

heart failure/cardiomvopathy, ischemic heart disease, diabetes, hepatic failure, or peptic ulcer

disease; and

- concomitant risks for injury like risk for falls, cognitive impairment or surgery during index

hospitalization.

11. Dabigatran etexilate, optionally in the form of a pharmaceutically acceptable salt thereof

for use in preventing stroke in a patient suffering from atrial fibrillation according to one of the

claims 8 or 9, wherein the patient having two or more additional risk factors for major bleeding

events is selected from

- being an age of 75 vears or ereater:

- having a historv of earlier bleeding events:

- alechol/drug abuse

-__concomitant diseases like anemia, cancer, stroke, transient ischemic attacks, MI, hypertension

heart failure/cardiomyopathy, ischemic heart disease, diabetes, hepatic failure, or peptic ulcer

disease; and
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- __concomitant risks for injury like risk for falls, coenitive impairment or surgery during index

hospitalization.

12. Dabigatran etexilate, optionally in the form of a pharmaceutically acceptable salt thereof

for use in preventing stroke in a patient suffering from atrial fibrillation according to one of the

claims 8 or 9, wherein the patient being the age of 75 vears or greater and having one or more

additional risk factor for major bleedine events is selected from

- ___having a history of earlier bleeding events:

- alcochol/drug abuse,

- concomitant diseases like anemia, cancer, stroke, transient ischemic attacks, ML hypertension.

heart failure/cardiomyopathy, ischemic heart disease, diabetes, hepatic fallure, or peptic ulcer

disease; and

- __concomitant risks for injury like risk for falls, cognitive impairment or sureery during index

hospitalization.

13.  Dabigatran etexilate, optionally in the form of a pharmaceutically accentable salt thereof .

for use in preventing stroke in a patient suffering from atrial fibrillation according to one of the

claims 8 or 9, wherein the patient having history of earlier bleeding events and having one or

more additional risk factor for maijor bleedine events is selected from

- being an age of 75 vears or sreater:

- alcohol/drug abuse,

- concomitant diseases like anemia, cancer, stroke, transient ischemic attacks, M1 bypertension

heart failure/cardiomvopathy, ischemic heart disease. diabetes, hepatic failure. or peptic ulcer

disease: and

-___concomitant risks for injury like risk for falls, cognitive impairment or sureery during index

hospitalization,

14, Dabigatran etexilate. optionally in the form of a pharmaceutically acceptable salt thereof

for use in preventing stroke in a patient suffering from atrial fibrillation according to one of the

claims 8 to 13. wherein the patient has a creatinine clearance of more than 30 mL/min.




