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Approved Combined Label for Aricept 5 mg, 10 mg, 23 mg tablets
EEEN7V)ETE5Mg. 10mg. 23mgDEEL—~RYLY

2.2. Moderate-to-Severe Alzheimer’s Disease

ARICEPT has been shown to be effective in controlled clinical trials at doses of
10 mg and 23 mg administered once daily. Results of a controlled clinical trial in
moderate to severe Alzheimer’s Disease that compared ARICEPT 23 mg once

daily to 10 mg once daily suggest that a 23 mg dose of ARICEPT provided

additional benefit.
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Approved Combined Label for Aricept 5 mg, 10 mg, 23 mg tablets
EEEN7V)ETE5Mg. 10mg. 23mgDEEL—~RYLY

@ RRAIN 23 mg/d

- Increasing the donepezil daily dose to 23 mg/day £ K2AZW 10me/d  P=0.0001

s 5
provided statistically significant cognitive benefit . ol P01 il

S 47 P<001 ;
(SIB) compared to continuing 10 mg/day in s, Pt
patients with moderate to severe AD § N }

4]
PEE-BEOADBEMRIS, 23malckrASNOIRER | ¢ |/ L] [ —_—
Eisbuj-é:t‘:;(')s 10m9?§5§¥‘:kb~s ﬁ%‘l‘ﬁﬂ'ﬂ: % . CIinicaI"decIine
BELRMEREICHITIEINRT1rYMSIB) 2R e

Week (LOCF)

- Donepezil 23 mg/day did not provide statistically significant incremental benefit
compared to 10 mg/day on global function (CIBIC+) in the overall ITT population

FAARZI23mgld 10mglcLEEL . R EEE(CIBIC plus Iic&LV TR, ITTZEELT
FETZHNICABELAMMNR T VRS L ok
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Approved Combined Label for Aricept 5 mg, 10 mg, 23 mg tablets
EEEN7V)ETE5Mg. 10mg. 23mgDEEL—~RYLY

14. Clinical Studies
14.2 Moderate-to-Severe Alzheimer’'s Disease

*The study showed that patients on 23 mg/day experienced important clinical
benefit on both measures compared to 10mg/day

23mgit 5 BEHRIS. 10mois SE/BRELBL . ZODRMERRICHIVT
ERLEEK EONR7 Vb eREIED . FRBRTRSNE

7T RAIE SRR
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xR/ @ RcEL REL 57414 AIAALL
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BEHmE 797 9.9 985 12.2 124
2 R fEFl % 403 5.0 650 8.0 161
EPS(H) 141.6 228.1
B IP P IA 1,264 1,200
SEEAGED) 150 150

2010 EFEL—bt KKIV:90M., 1—MA:125M. KF:145H
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IR 27 29 107 2x717.0% (RISERER+05HKLUR) X
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xRV VEEm 17 2.1 30 35 175
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Aloxi 97 96 99
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MGIEt 151 152 101
Fragmin 33 47 144
HiA B E AL 199 23.3 216 22.4 108
A ML 227 26.7 288 29.9 127
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E soLEt | b A4 AR EL

wLE 124 100.0 111 100.0 90[101]
77k 72 58.0 58 51.9 81[91]
AU R 7] o 21 16.9 18 16.3 88 [98]
VE 3/ 0% 10 8.0 11 9.7 108[120]
I AN 20 16.2 13 11.5 64
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£ 5oLtk £ etk AIFELL
wEE 75 100.0 88  100.0 117[119]
AFS—) 18 24.8 23 26.1 124[130]
U7k 16 20.9 17 19.1 108[106]
RUE2Y S 14 18.8 13 15.1 94 [94]
k235 5 6.2 8 9.6 183[181]
WHI/ 77— y—/S)FOy 7 8.9 8 9.5 126[133]
£ AR 21 28.0 21 239 100
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£ 15744 £ 157474 0] G174
wEE 239 100.0 315  100.0 132
AFS—) 108 45.0 149 472 138
WhHI/77—4ro—/o)FOy 45 19.0 61  19.3 134
UL SN 26 10.8 26 8.4 102
U7k 14 5.9 22 7.1 157
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