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WEESR 15 EL

Exelon® Capsules 1.5mg

i R E % 022861 8
EBREBRI LS

Exelon® Capsules 3mg

8 R F 2 022858 B
LA LS TEE 33

Exelon® Capsules 4.5mg

AWM A 022863 9
REEDESEL

Exelon® Capsules 6mg

Hi A 8 F 3K 022859 3t
R B TR FER

1

11 A4 E

* A Bl oA B o 18 & 4 Rivastigmine hydrogen tartrate 48 %+ Rivastigmine 1.5mg / 3.0mg

/4.5mg/ 6.0mg »

1.2 BN

B E (R R R

Gelatin; magnesium stearate; hypromellose; microcrystalline cellulose; silica, colloidal anhydrous;

titanium dioxide (E 171)

BEget

1.5mg B&

iron oxide, yellow (E 172)

3.0 mg, 45 mg & 60 mg Bk

iron oxide, red (E 172); iron oxide, yellow (E 172)

1.3 MM

3R -

1.4 Wb,

L5mg: ¥NeBRAWAFEBRB2BRE NGt ildenk BRERLIPALb
TEXELON 1.5 mg ), ¥4 -

30mg: HABEHABERAMIBR o kas TR KENEK BEMEGE
FEXELON 3 mg |, 4% °

3]

45mg kB LEBEHIBE  NAKRGEERNENK  BAMLTH A inr

| SiE

-3¢

gl

i

FEXELON4.5mg; F#k -

60mg wEBEREABELBERZBE N2 RasZRReHvRk BB LOGALS
FEXELON 6 mg | F4#% -

2 M

BEZ Y EMMBRRBZKREIE -

M ARERMOREEZ ¥ EAEE

IAEEAR

31 AR E

—BRAAR TEFRRGEEBE R —RRA -

EXELON o R4 3% 4. T 8 F) #| ¥ = EXELON B & # T4 MR -

kbR &

1.5mg — K&k -

MEWE

ek EL 1S5mg — KRGk RAELDRES - At THMWE Img —RKFHK -
BRAHE M 4.5mg —RABR » HHEHEEHoB] 6.0mg — R B R 42107 B F &34 o dfoL A
RERAMARLEHELZ YV CHBELARRFAHAMEHEALT -

WRAGERMMERAZNER (HivEs - Bek » MRKRBRIR) KRB ERR - RITHET R
G —MRESAHE - wRIAGARK RIBRGFBAFDLATHTMEE ReFattEay
#E -

wiENE

1.5mg 2] 6mg — R HBR > BHEBRALBA L » LARBARAT RS LMY EHRT -
S RHANNE

omg — KBk o

PuEik KRR A e

FRARGBLEBIRERANHABA GO - wRBATERBLEI R > F¥HE
MR R BALEAA 1.5mg T WS > B REEMH I P L RYATH RIFE S M &
¥

I3k ER &

N S AT R AR o % A

FRALAEHENE - R HFERFAFRRFABELITENMBAETAANBYETE
o MEEALAARTMEABREL TETELE S 508 MM (dose-dependent) #)
AREME » Bt RRBEARSHERFRESHEMNE - ATHERETFIERBETRASY
MARH (A “10 RSN 4akket” & "SEBREEFR" ).

4 BR
? B} rivastigmine  HAl carbamate STEMERE T HEEE(E “1.2RBEH" —



BYRBSIRSEZRA -

BEFFOREIRE BREFHVR ST MR » SR T ERAR RN —RE R A -

R W IR RERE A SRS  BEDARY rivastigmine EEZRER RIBS ML IR (R “5
WERPOEREH - W ) -

5 EHEROEREIR

5.1 WREEEWHE

Exelon HYEN—EEHEMEME 1. Sng — B RFERIXEAE © SRREZNNINZEEFNE -
MR L EARGE R 3 R BT RE - EERTICREM R - DURD W REEn R RR
s (R 3.1 AR )-

RIBEREIE TSGR / B I IS » TR &S (RE AR IE R - 30080 ~ VEE R AR - ILIERIME

A G R ST R - BT » B IEREF Exelon « F AR OO 5

R SRR K A AR B EEAR - SRRENE AW B GRTE » BT DAGE T A AR S0t B2 E T 0 =2

ITEHSHE - FRKSEBEFTEAM (R “SEHER/FREE" ) -

FEBRREC R AR Rivastignine SEHIRRERTHIMES - MEWAESRE - AL - #

Exelon JAMHARE - MEEHIRARVRRE -

MEER 50 AFHRATE & LIRS REME - e SRR 55T H 1L AR -

MEEALATEEEMIE M (cholinomimetics) —#E » FFMWARTAEEE B WIEKNE

{#2B% (sinus syndrome) ERB /RS MRRGE (conduction defects) [HIPEFHIMMIHTE
(sino-atrial block) * FBERVMMIERE (atrio-ventricular block)) MR/ (B “8

BHER/ REEE" )-

B AR e N B Y53 » e SRR LPRIBRHZE (urinary obstruction) SIS

1€ (seizures) » EREAENER ALE/ING -

A TSR T FE M —H - AR (asthma) - BilHEEM: (obstructive pulmonary)

FRSEEY A Exelon @ME/NMG

AR ¢ ERITMNGE F (Fisn 24 EEHAM L)1 - REEZ RSB E A RRE MRS

TERR 0 EWER R AN SRR IR Z AR T RE B 68 FA AT e L » PR 0 ke s )

HERENRAZRE » RS EERR ERRR -

0[E A AT SRR M —# » Rivastigmine HRE @RS LEMIMEREE
(extrapyramidal symptoms ) - WIS RRECHEZ RBHER A LA Exe lon BB#CATNT » ¥ H3RAS

ARFZER(EIREEH BB (R "8 BWER/F REE" ) -

QT ERFE SRS 8E (torsade de pointes)

A E NSRS AN (24 rivastigmine) » OEMFTREHIR QT ER -

Rivastigmine FIEMEBLLMBE & EEME4E torsade de pointes BV—THEKET » £
RHENERBETHIRA « B torsade de pointes FRIGEBIRENR A - FRETEH - Flin
FEARMME LIRS - JTHI S 84 OlUES  GIROETE  BinsPs ek - 7 T ER

BARERFHERE - REHAEASS 1% o ERRE/R torsade de pointes HYBES » T
HE BB RRHI(ECS) (R "7 XEfEM L ) -

B e

ST IR REER AL ST > RIS Exelon FPEZRER BBSIEERE M E AR A - BIAER
rivastigmine JAHR - RAEBUS R REREGRILETEIRROERT » 4 I ams
RO rivastigmine » Fh &R RIEMMT rivastignine REH T rivastignine HHIREUEHE
B A BT SEAREA G FRATADEYAY rivastigmine -

ERAIR O S I ERER DUSNRIE ~ R RN R R (B ~ K - B2~ K
AERE)  BEBERREH % 48 /NRFPSIRR RS  RINER & NS BRI K
M3 o MBSO PN 4 BRB" —B) -

¥ AR AR B (MR ROAR (O - @B rivastignine + $HIRBHIEEINE (1K
Bl ) By B R - EERANTENAM(R 4 EE" —B) - S TRARRNEE
EHIER -

ROREREE

ERPR AR SR AR PR S » TR S TR SR BLS R - BRI A 52 0
B R (R 3 FAARAR" ) - BRNSE METTHEEEE R ARSERN -
5.3 IRfEHIRRE S

PRI R RIS E 2 LB » TR ERNESR AT SRR ) -
Rivastigmine RAEHEEMRERMI MMM HINS - T REIE0R A B2 I 5 HE - BRI » Exelon J&IR
SRR » SR BESOEIESUR R ENRERE - HAE A e I AR E P -

6 FARBEEEREIR
6.1 %=

R

Exelon FEMBMIE L2 S MM RERIL -

RRERER R TETHOREER - BRREESaE: o

FEMZEYS » rivastignine B/RERBMYEERKRE | MRIIMETEHENAR -

Bh A P ARAST R AL ST S PSR TR A SRRV SZ - RGP AR R A FE BRI AT SR
SN TR -

Bt iRiRe

WER6 - RSBt  MEABE A TR R EMRHOME 2.3 ng base/kg/day RYMIE -
53 Bl A A IR 12mg/ day B9 2 R 5 4 A5 (AR DRIRE) » £ rivastigmine
BERIERR - e RS T IR -

6.2 IHH,

Exelon @R @#ME AR » WAFER - PIKBOMET rivastignine 7 °
rivastigmine SRR FMBA Yt » IR rivastignine REBHYHTME

4



@R RRB M MRERY 6% - RILH AR Exelon R RET LA, -

6.3 HE RN RN

B AIAAREAN rivastigmine B WG LB BITR] -

Tz

ERINEHEEM rivast ignine HABEF DHEORE - ERERBMART  HRRETF
HRERIEED) rivastignine BPEFHRAERBIIERNA RRM(R “10.3 BKA1ZS
R ) -

6.4 /NERL

RERFIE8 BRET)

KRN REREVERANHAERSE » AHLTRBREREEER -

7 XEER

Rivastigmine EFHHEEHIRBRERCKER - BV ROAMERAEELER P-450
RER > Rt - REASAFEERR RN - AARYEL8 LT R -

[ EFERARI B 1 F oA e O Fl vy
Metoclopramide
BRI MR Z TTRElE » B¢ metoclopramide 8 rivastigmine BEAT

PeBE R B BRRRL » Rivastignine RN E SSRGS/ AMILESF - THEHRINRMR -
Rivastigmine thofRE & BLMRDTHRERTE FIMI (B4 oxybutynin ~ tolterodine)HYEE: -

Succinylcholine YR ZIEEIM

HF? Rivastigmine R ZERMEIMNENE FEDUN » FERMBERIAIAERII58 succinylcholine-type
muscle relaxants BN SRR -

(BRI AR
ERAEER QT RgEEERLG
Rivastigmine fFARMEANEER T MBORLE » MERER(EEATRR

quinidine ~amiodarone ~ pimozide -~ halofantrine ~cisapride ~citalopram *mizolastin »

1 rivastigmine 58558 8 -[HMTM (24 atenolol ) &HHER » BIEBIRMNREFHTMELCBE
HACTHETERER) 2HR - BOIEIBM 6 -FHERITEH e SRR R (B8R 4
B -RHETN > WA R S -

BaT

— IR O » 5/ rivastignine DB EMBASEE 12 ng 2R
SRABHEIRA(TS ALBREEE 549 frsRpFsss) - SRS TR0 2399 00) rivastigmine
TEERR -

[BLHAL R R 2 f IR BRI )

ERBENEREER® L » OfR Rivastignine B8 Digoxin, Warfarin, Diazepam %
Fluoxetine ¥i@A%YR) 1% -0 EEMA » B Rivastignine % » BMRA Warfarin
5 [RRRY BRI R RS A B - &6 Digoxin M Rivastigmine BhOBREMUEHE
w o

Rivastigmine ZEHH At —RTRE B JTRSEMIOHARN © GIRET » DUEH-T) » DUMEFRRSE - thiE(E
FEUR RSN - ST MR ETH T - (R OB - LR - FREE R - B
RO - 1L FETERATEY R GAREEE o B Rivastigmine 2 BE7Eh A R €k
B FIRFIS A MINEER LR ERtE -

8 BIMER /A REE

8.1 EEREERIERA/F B

BHEEA RRERERERET REEOIEEL(38%) » BH(23%) « RHESREEMER
B - PR PR ELLRA S B B IE R RS D R B K -

R AR B A AB eI (MedDRA) A4 B EE /398 (sys tem organ class) » FUHEERE
BEVRYR REE - SEARBELEOEY L RRE « RSEIERGET - RS0
EE—E - FSRRENY - BYR RREREEREREDT - IbHh  FEEYT LR
SRR E SR BRI T S (CIOMS I11) B R, (21/10): ¥ 5. (21/100 - <1/10)
AHE (21/1000 > <1/100) ; ZH, (21/10000 » <1/1000) ; HFER, (<1/10000) -

R PIEIRRRRIN < N AJ8#52 Exel on BEEEER Exe lon I IRZEBUAN % M HERmVEH T

moxifloxacin ~ erythromycin) - FREth BREEFRESAI(ECG) (R, TS BRI R ‘? B
afe N =

(B4 R B A T AR r 28 mgz;am —
B-TEu F im: “ . yaad

{7 LU

0 !Uﬁ. SNET) BRED - AL - B - R
zl | .fg,;-i“'r.: L TR 405, - JHRE
=i JTUS
\._,_.. ——




BER %
HELFRR
YR SEE
1 SE - VR - Wi
TR BH
Z=R (SR R
B
£, LGN ~ LR
| WER, VT (B LR - B ARIEE - LB R OBhR
B
mERER
BER =il
BB RRE
BER B~ B~ PR BRERIR
KR I EHAET B
=R B R — 15k
BER B AR ~ FEEAR3E - iR R
Frimssr
TEER FFohEER I RN
B R T (R
1) T
k4 5 ~ HRmE
— RN SR SN A IR
R PSS - DM
TER B
B
R M E
R RS ERERMAEER ATEEKSRE P 552 Exelon BECARET 24 VHARER B
WA B
TREME B 2315 588 B 2311 BRR
Exelon IB¥ Exelon FE%% LZRM
n (%) n (%) n (%)
R A G 294 (100) 362 (100) 179 (100)
R BWEE
R &/iE) 14 (4.8) 28 (7.7) 8 (4.5)

HR: gk 2 (0.7) 8 (2.2) 2 (1.1)
W LR
HR: 13 (4.4) 11 (3.0) 1 (0.6)
HR: g 7 (2.4) 10 (2.8) 4(2.2)
HR: AuwRe 1 (0.3) 10 (2.8) 3 (1.7)
TR R R
BHR: Wi 67 (22.8) 37 ( 10.2) 7 (3.9)
HR: ER 2 (8.2) 20 (5.5) 2 (1.1)
RRE: v 18 (6.1) 13 (3.6) 5 (2.8)
HR: mEN 12 (4.1) 15 (4.1) 5 (2.8)
HR: mesRE B * 12 (3.3) 2 (1.1)
1)
ER: ees 9 (3.1) 9 (2.5) 3 (1.7
BR: memg 10 (3.4) 5 (1.4) 1 (0.6)
BR: @R 9 (3.1) 1 (0.3) 0 (0.0)
HR: sfERD 7 (2.4) 1 (0.3) 0 (0.0)
FHR: MBHFE 0 (0.0) 3 (0.8) 1 (0.6)
LRRER
WA D 2 (0.7 5 (1.4) 1 (0.6)
FHR: LEES 1 (0.3) 2 (0.6) 0 (0.0)
AHR: BEMNED 1 (0.3) 0 (0.0) 1 (0.6)
HERR
BRER: i 113 (38.4) | 105 (29.0) | 20 (11.2)
BHR: Ert 38 (12.9) 60 (16.6) 3(1.7)
BR: R 24 (8.2) 26 (7.2) 8 ( 4.5)
HR: BB RR 12 (4.1) 15 (4.1) 1 (0.6)
HR: mswls 6 (2.0) 5 (1.4) 0 (0.0)
BB T RERRR
HR: %5 6 (2.0) 8 (2.2) 1 (0.6)
— R BRI PR AL L -
BRR: B 29 (9.9) 21 (5.8) 11 (6.1)




HE: e 16 (5.4) 14 (3.9) 5 (2.8)
¥R mn 11 (3.7) 6 (1.7 2 (1.1)
MR SasE 0 (0.0) 6 (1.7) 0 (0.0)

*5088 2315 PFIFTIRAREERT R WA~ WA - SR - B BRI R IR
K > BT REZATIH B RERTE -

8.2 ERPREARRATER
FE—IR 76 H ~ FUE: - BABAEEED - YIRS TS AR AR EIE R A 52 Exelon B
Wamk  HEMTERIIM REE @ B - EnB(ER) -

PRI RREC REREN SR B A —TRESERBUB8 " 852 Exelon ASF AR » 8BS DA T4H/1 561
TRIEME : S - BB(HER) -

SRR AE 2 KB A Z R
SHEHRRITTE 24 H Exclon MRBEBIBESHREAWNARERA - R=FIBT HRBLE
SRIER (THERBHHBS R IEZ B FRAABBEE AL -

R= BRERBIER CITHERBRUESFEENHTRBER ZBA SR RER LR
¥) (588 B2311)

Exelon &H LROMIH
n(%) n(%)

SR AN 362(100) 179¢100)
25k EHBTHVRITER R A G 99(27.3) 28(15.6)
Wt 37¢10.2) 7(3.9)
235 21(5.8) 11(6.1)
TaERKE (Bh) 12(3.3) 2(1.1)
AOKES 5(1.4) 0
ERhEE R 5(1.4) 1(0.6)
LiElE T o = 8(2.2) 1(0.6)
i (== 1(0.3) 0
frEhksd 1(0.3) 0
Mg 9(2.5) 3(1.7)
IETRA 2 3(0.8) 1(0.6)
HHBAERY 5(1.4) 0
WL 1(0.3) 0 Egﬁ‘?*ﬂ
S 3(0.8) 2(1.1)

44

f—
_

11

AR 3(0.8) 0 ﬁ-’dﬁﬂr
9 = ﬁﬁ

=
| Ead

£ ] 1(0.3) 0
PO 1(0.3) 0
8.3 LHiBER

LR A SRR T R GREREH)

THNZ BT B8 & Bxelon BEPEER Exelon RN L iifk B S BERFE Y R BN -
EPE T RS S MRS - SRR » FTIF SRR TR A B A 9
PR K T~ UL REE - PGSR 2 S BRE R A SO ME R FE (ext rapyramidal
symptoms ) * SEFREEAEMREE (Sick sinus syndrome) ~ FF38 - MR () -

{5 FH Exelon R F tHIRAVEALR R 8

HRR&E

AR R ERS G R) Bl - wriaE B4 8 SRR (psychomotor hyperactivity)
ERBE LI - ERS - KO- - BN ()

9 E

fEAR

— R MR F R R E BN R S AR R BB EEER - RS AHIR A 2 IR A
Exelon - @rEEREAR EIEE.L - 1EH: ~ BOR - 9% - TR - MY - O - UIEE - LBk -
HBENIRRG - 77 - B - ORESHZ T - RBERIHNAR S SRR ES  E
AREFERETRL - VB - ERSNES 5T OBRE ~ (EimER ~ RO Bk - LR
FAETRES 4 » PR SR BRI TTAEMEIET o RNERESENGINA 2 S R
A (vagotonic effect) EEERLBE  HILOBMAE R/ NRBHA TREEH4L -
Rivastigmine HBE/EHB SR - ERHFEFE rivastignine ZMHRI-FIHRE - HE
ZIREGERAERALEMAER - MESEA B EEE AT R B B : -
BRETAR

Rivastigmine ZEMAFPHIETEHAAL 1 /MR » ZERASERBBHTGIMIEFREAREIR 0 /N - 3
B ARG » 4E 24 NEARE BT Exclon © IRATAERR & & & R BT () -
MO » AR R P L - SRR - MRA BRI SRR DA AP -
TEBARHEREE - TTLARER Atropine SR SIS RARARE5 0.03mg/kg Atropine
Sulphate » BEEREESRK ML T-ERMR - RERMEER Scopolamine fEREMN -

10 R4
10.1 & 7 M
ATC-code: NO6DAO3.
Rivasligmine #1585 15 F iy R A » R L6 SR BB R A D SE M & A2 Bfk b Tad i
b tep o] B B B Y K AR AR T 2 A L BB A R ) R o 5 SRSk e R R B 2K &) BY rivastigmine
91 B AE B s A2 AR R @ B S SERE AT SR L D IR T 0 R K o o BIRIREE T

!J ine LB HAGREERE -

el
[l 10
AL

!

:;!J

—
—
=



AR B SRR R - AN B $4E A - rivastigmine $ ABH X ER A K EA R ANHLME
Wi e 85 8B4 4R o

10.2 MR 4sid

Rivastigmine 7 2A 52 4% &9 82 7 3 5 LRGBS KRS NMERFERAD
AR 3mg 1 > RAvey 15 A B H R (CSF) 5T BURIE 4 40% &) T 86 M B85 88 75 M 45
AP RAAMPBREY I N T AR A EHGRAEARA - MARRERA > TEE
BXE588JE CSF T Y75 MARGE G4 H » @ 3.6 Pz R AR o 4017303 Kom Ak
A—RARERH & Z 6mg &) rivastigmine (AR KSR & ) £ %1% CSF + b 7 sE MM B
g MAo B A M (dose-dependent ) « 72 133 M 3K K % AE Fl — A H kB R 6mg &)
rivastigmine 7% » 2 CSF ¥ T SER% ik &5 S A0 ) 69 I 7 SR B AR RR 55 M40 0 » AR b St 4
F AL 60% 8y & M Ak #p ) o Rivastigmine 4} CSF ¥ 2, &M 6 8585 51 T A& AR R AE SE A0 B B R
R 2BARNER (BT R EAER) - £0THENK K AL RS C0EE -
CSF & 2, 85 Mt 55 55 9 T SR i 85 &4 o 5 MM ) B9 LR REE AR Ao R Ik S H st B 44,
eha Mt > ARM R A CSF b TEMBMETEHER SR ETUREE - 2EH - R
WhAMERBEBGRRER LA -

103 AR R 2 T

10.3.0 Bk - SLERMR AT SRS

BAR

L3NS TORRAIER MY R AL T O RER &S 5%# €2 Rivastigmine #9388
Yoo 3 kSR BRAMR R o A Rivastigmine R EERBMBOEE T RABEARS
#| ¥ &) Rivastigmine BEAF LA M LR B EHE -

EE 13

Rivastigmine 754 B R A XA X & DNA BE NIk MMM A ¥ 39 R A RB I - M 3R
ERFBESIET AEFERETORLLCAR VB ERFEMMN - K7 &
R N RAT R R AR B TR T AN KRBT e ta MR BLMM R T
SERGHMERE -

BRSR R A A Sh R P 0 £ F XM NAP226-90 3 S MM R ERAY  BTEILAY
PREREMZTH -

LS wE T

4i 8 rivastigmine 1.1 mg/kg/day g9 %] & 0 ARL T A K 6938 ¥ 0 I &5 rivastigmine H 4 F
NEREAEARERBE -

10.3.2 $y9 AR/ &R

E3: X 1.3

B O AR LDso {453t 2 5.6 £ 5, baserkg (A R) 3 13.8 £ % base/kg (B R ) KA MR
LDso faf&#t & 8.1 % %, base/kg () & 13.8 & % baserkg (# ) -

TARNE#H

ERE DR S BREPBRT (RARENS A 3.8,63,2.5,6.0 f0 6.3 mg base/kg/day )

49 #F K, P BAT Exclon 4 ¥ 16 9L AP 48 4 REMR M 2 4B A o &-44& M) ¥t rivastigmine #9 & ¢
LRBEBAR ATHBEHR -BAMTAERAY M T RAB  CEABRAYEMELS
FTAESMRBERIEHYI -

=211 33

ARFHET » 38 rivastigmine 7T 68 i A S AR 0 /46 BE A 3%

11 Rty /1 S48

T

Rivastigmine 3§ @ B X &%l » e RERE ALY | B/ 54 2]3E - b Exelon &

REARARFALTAMA  MEXHE > AARTRAECHRERAME A H 1545 -

ARA 3mg 4% » B4 MT R & & 36% - Rivastigmine Bt St fdh — AR A 3 o R YL 6y w51 -

Tmax & & #) 90 44§ » F1 8§ A #4865 Cmax » AUC 3% 4o 30% -

o

Rivastigmine &8 35 36,50t % & & 4 4-(%) 40%)< £ 7+ 1 £ 400 ng/mL &) 3R & ¥ Rivastigmine
B R A HERUE 0.9 e P A R & o $E F o Rivastigmine T iLig i i® o B

BT RV E 4R T B SRR 0 S B A R 60 e B IRUE R 2 th T B Ak

(AUC) R 4. f0 ¥t + & 40% » #$AKIE 4 Rivastigmine % » £ - MMALM L 1.82.7 L/kg -

R

Rivastigmine ik B R iL3e AW (AR P ERMY o) EERBLBRRITEEL S
M 7K A% 5%, decarbamylated &) 4R 84y » f 34 21 B A6 R BIR 59 ) L SR 85 A5 I 1k A
(<10%) o RUK A My oM kB4 R+ AR & B T ) ea iy &% F 27 88 CYP1A2 ~ CYP2D6 »

CYP3A4/5 ~ CYP2E1 ~ CYP2C9  CYP2C8 ~ CYP2C19 #% CYP2B6 it A7st 2 sip i & 4 W

BER TR - AN G IRR A EE | Rivastigmine K # R £ o) fh &%k p-450 Rtk w48
MR - MR & R BT rivastigmine 722 P9 38 7R & 3B 4 il &, % p-450 A8 T oY B 4n A 48 EAE

AR “TEHEA" )

e

B4y Rivastigmine £ 4 F RAEH R » FHANXBH E EHRBE - RFLF

"C-Rivastigmine » % 24 /85N BB ARR AR FEL (P90%) RA IR 1% B TLb
FARBER o EFTH AR KB H ARA & & Rivastigmine & £ decarbamylated X 40 2 B

Bk

A Bk R

2EA

A —RFE R E Img & 2.5mg 0 R Rivastigmine 458y /) @ ¢y 5t REAT 0 £RA ling &

Rivastigmine %% » 2% A(0=24 » 61-71 &) &) w488 E tb 53855 A(n=24 » 19-40 RYRHEHF -

BMEAS » L A FAAM O MR 2.5mg #h Rivastigmine % R £ F AL S SR E LA R



FRERA G B T 30% - £d#r¥t decarbamylated B B W M é0 o R ERIHER K - i o
%A 50 2 92 HITHAKEAK AGH A + 3 A&BAT Rivastigmine 54 BT H R M &
Xorg

W F R A

LT 0 T Jmg TR R — &) 4 Rivastigmine 7 B & FHER LA A(=10 B #3kis
# & £[GFR] < 10 mL/minute)$2 ¥ i f1 % .4 (n=10 » GFR > 60 mL/min)Z . % ik & it & AR %
# £ - Rivastigmine ££5% AR B LREUHRE S A 4 48 L/min & 6.9 L/min- K > ¥
JE B 5 #59R F 4% A(n=8>GFR=10-50 mL/min)#}y Rivastigminc 5 ¢ do 5 iR & 9% he T 3834 2.5 48>
B decarbamylated &% %, 8t 4h 69 2 M fo JUR B (AUC)H ho T X # 50% - Rivastigmine & it %
B L7 Lmin AR ERYEFNEREAAMBBER BRI RBANSRAE (B I A
EARAE R SEEBRELREE EH) -

R ERA

Ok MEE T RN HEIRE B A Rivastigmine 4% o 480 (Cmax) b8 B 23R E
#th# 60% EHE AUC b S RA BB RS S AER 3mg B—BEH— K HR it 6mg
# % A &% » BE(0=7 > Child-Pugh 5 % 5-6 H)f P & (n=3 » Child-Pugh %% 7-9 5)AF =04k
HREHAMD=10 £47 K #X)x Rivastigmine ¥4 0 BFR R > thiE R FRHF0=10)K T A&
60-65% - B RhH H L2 WL R HERWARRBHFELLRZRENR (R “3 AERA
B &2 "SSBAEEFR EH) -

12 B R SR M

T 3% TR 1 S A S BB AR T
W B HFTHRERRMBA R T BT B A Exelon HRER AR XBRER
A% 8 5 <45k (Mini-Mental State Examination ; MMSE) 2-3¢ 10-24 % - & ¥ % H 18
ARRARE26M » S Y0 AT 1~dmg/ R~ 8 E 6~12my/ R SUR R H B
H e X4 ES oA Phasell 9T Rk e 547 o RS RET Eoxlon T ABABK & Wioth
e - ¥Mehte AR ARBES  REARAMERABAER - HME RSB TSR TH
#8040 - SMOANERABAREL S 0 FREIL AN A KO LFRTES (Activity
of Daily Living ; ADL) ## &

AT R T AR A AR T A

ADAS-Cog FT3 AR KR R4 & HRAFED RBGITY » RIRMFTESIERAZ
Whad) ot XA B F - 2 RET -

CIBIC-Plus 67 it Rt HBHIHABARMAS Y A FARBDHRPRITE
JEHR L AL -

MR T = HAL 6~12mg SERTRBE R4 ~ LIERARERG L HERAREA @
L#ishhE A B4t » Exclon #) 8342 @ Kb (4o ADAS-Cog 4% 26 HB5AE~ R T HALA
WA S BER) BATRELBEALBLED 6BA -

%9 A ADAS-Cog A CIBIC-Plus R4k — b 4t 6 R B Fo B SR AE K &9 547 + JRA Exclon
6~12mg» 26 B A7 ADAS-Cog ¢h— bR tbrm A etk (oA E/M ~ A AT/ 4o
e - PRI BT AR - FAHEM)  RFH CIBIC-Plus ¢ RI%F B (PR EK
BASN) A BB E R BM B EHE D ISUBENAENRE ST ReREN -
PATH ~ By~ - R - SRR R BERARREREY RNFR/ KA HAKE
g o

—HHRAREY BAE T EFTHBRES KEE Y ERAN—RBHRERA 6 mg Exelon i
o ERREDMUNLER -

e AR 8 R BN

E—R24EE PO ME  FHAHREBGT OB CRE AL 24 el haRe +
K rivastigmine ¥ A K KE Z R AR MBI - MARR AWM Huis A% 8 A 10~24
S0 AR 6 WA AR - SR W AT B 8 G AR AR R R R R4S 0 ARSI rivastigmine g5
¥ ¢ ADAS-cog 1240837 54 ADCS-CGIC 2B P16 (173 /8B AE 44 B 35k - B 67 4o AR
Ep Qe )e

Ao MEAREXATE

ADAS-cog ADCS-CGIC
Exelon 4 LA M 4m Exclon % R A4
mecan SD meantSD meantSD meantSD
ITT + RDO % # (n=329) (n=161) {n=329) (n=165)
R 23.8 £ 10.2 243 £ 10.5 n/a nfa
%2418 2.1 ¢ 82 0.7 £ 7.5 3814 43 1 1.5
pfi <0.001! 0.0072
ITT + LOCF %% (0n=287) (n=154) (n=289) (n=158)
E X 24.0 + 103 24.5 + 106 n/a n/a
F 240 25 t+ 84 08 £ 75 37114 43t 15
p i <0.001" <0.001?

TANCOVA » L4 % R B 165 B H + ADAS-cog R 15 H42 -
PAFEN BT EE 0 1 van Elteren s3I A7 -
ITT & £  RDO * B4 38 - LOCF | iXif 30802 B il Kbt 18 4 2

PDS #f Bl & ¢ b RNE S A B % ) 4 S48 7 M —EREAE + flde ERIAT Ak E%m*’?

o BRI R RS

MRt 45 RIE - Exclon B MG REAR AL 128 HARKTIREIEE 6 8 A 054 ﬁnﬁnf

13

]

i
o

13 GRAMAEF
130 &%
4- 194




13.2 2

AR QKRR EBIARB A THRA -

13.3 #h2-4k 44
0CHFHE
134 MAEEFR

R ARKENBTRERTALZE -

15 %16
iAo

BB 1S XL
Exelon® Capsules 1.5mg

b7 2 88 i < 4 022861 %

REEBRI LS
Exelon® Capsules 3.0mg
H7 A B0 7 H 022858 3t

HEeEEE 45 ER
Exelon® Capsules 4.5mg
HiE BT 5§ 022863 4%

Exelon® Capsules 6.0mg

HERBR6EL
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B RE O IRE R
Exelon Oral Solution
Hi 2R F R 024430

A BEFR F A

R

Ll FHATRLTE

X %47 ¢ %9 Exelon U RS % ¥ 4% 47 Rivastigmine hydrogen tartrate 48 % # Rivastigmine
base 2mg (2mg/mL) -

1.2 B R

Sodium citrate> citric acid» sodium benzoate ' quinoline yellow WS dye E104 and purified water »
13 AR

o0 RER A -

1.4 RB5M

EER RRETDHMEZ X ERABIR 32 H 5 ¥ (dip tube) -

BRI B AR

2 BN

BEZVTRMEBEERYRYE -

RS EARERWOBEEPRAYE -

I AkRRE

31 REAE

—HBRARR TEFRARREX—2RA - BRASTEAMELKNZOREIZEAMRT
BHAAENR S T O BRE R -EXELON iR ERTHZ A TR A TEHEM(R"14 BAER
Ase-R A 57" )« EXELON O HUE R 4T B #| & 2= EXELON B R H L HMA -
et

1.5mg —XHR °

A

KM EL ISmg —RHIOMAES HEE Bt bt THwD Img —Rd@R -
BRiBEH i 45mg —RAR BRHEEE AP 6.0mg — RFHR o 44T R) Fah ¥ podf L /R
ALEBARARLAMEEPCRBALRAAFAOGTHEAT -

do RAERI N B RAER (BB~ Buk ~ MR R ABRIR)RMERE > DI THETRE
- ER SR E - w REEAHG - REX R TR LA A TMAA R AF AL M #)
i a

E X35k o
1.5mg 2] 6 mg —AH\KR BB RAGHRANL  LRAFRBERAF RTEECHORE A
EoRuME

L
| SE ﬁi"j

6mg —RHRK -

Pk MR R &

BERREBEFEERIRTRAELEZHMEF - RBATLMEPERIBI KK XU EMRE
B o AR 1.5mg EH WA > BHHBRBE D] P L RBATE RAFA LB E -
3R ERE

Bk AT R E SR A

BRALAFERERMF -Rf FEAPERRETRBEZTENBRAEAANRNEEE
T MEEKEFHBBTREITRRT L TESHL T S FB MM (dose-dependent )
AR RRME o B ARBEAG SHEERRSHERE T HEREFARBETRA
AR ER (A 10 RESHE—R%E R SEBRAETEFR )

1R

FAREXAH rivastigmine - At carbamate $TEMEECTT PRIBEM A BEIRL WA

(R “L2RpE" ) -

BT ThEE BB YRR MR R - A TR A R — REF 2R A -

WE Y HIRFEREER A AR - eI rivastignine S RZHE R ELREIMSRA BT #38 (R,
“S WHRBCEREE - MWEE" ) -

5 EeERIEEEH

5.1 EEE R EEIE

Ezelon HUAN—E R REHR 1. 5Sng — HRFATIXERE SR EZ WM IR SRR -
AR R AR 3 RIGE T IREER » SRR AN - LI NBEET 2 RRR
M (R "3.1 F%AIR") -

RIBAMaETT AR R /SN DI S - WAE @S S B ETE » R0 - R AR - R

& FA T AE S P ETT D - EARERT » RINERILEER Exelon - MABRNE

SRR T LU IRB K AR ERARIR » ERAMBENERF YT B et » B DAGA T B st e s

BRI - BUKEBERIEAM (R "8 BWER/FREE" ) -

PSR ECA ATERR A Rivastignine SMREERTNRIRIES - METTHEAREE - Bt - &

Exelon JERGHH & BENARME -

MR 50 AT HR AT SE & HZREE S R B B el e AR R R R R P A AR 5 -

WRIHEA IR IE ™ (cholinomimetics ) —# » IEERIRARTEHEE BREER

fEMREE (sinus syndrome) SR BRMMEERE (conduction defects) [P FFHIMMIHGE
(sino-atrial block) ' FFEXEMMIHEE (atrio-ventricular block)}: SLEFME/ING (R "8

BWER/F BB ) -

R IERIS e M hn B ERAY 23 > L TTRE @R LARERE®E (urinary obstruction) ZRHEM

e (seizures) + EEBNEERH ALE/IMG

SRR —HR > PV R (asthma) - MREZEE (obstructive pulmonary)



WA AGER Exelon /M ©

HEIEAL TSR FS—8 - Rivastigmine TEERIBBRTLEMIMEREE
(extrapyramidal symptoms) - WISFRECE Z S 4RERT AL Exelon IIIRSRMECEMES » W H

REE&H N A Z SRR B EEM (R S BIfER/FREM" ) -

AR ¢ GRS N{E A (B0 24 (EERIN b )6 » REEZ IR E TR DASRES » Mk

HER  H LR R E SRR TR FTREE R RA L » B0 i 7 Wk £ e 51

ERKEAHAZERR » KM EEARZEARR -

O ERFEZRELE IR (torsade de pointes)

RABESZ R EIMREEETRIMMNS (B rivastignine) « LREITAEHIR QT EH& -
Rivastigmine WAEMBLOMRE - BMEMEZBE torsade de pointes W—HERET - £
EHENERBRR TR A o B torsade de pointes FIREBEEIRA » IGEIEER » 5
MIEARMNE CREIR - T E DR - @R CETE - Bi#FREME - F T R
HYE AN ERR RS » REHFACA®5I8 T ERK/R torsade de pointes AYMEG: -
T AEth R R PRES I (BOGY (R T T REAERT ) ) »

=4 153

ST HBREREER AL KM 502 Exelon TERZRES BB MIE T SRR A. » B {57E
32 rivastigmine J&fN » RAERSRIEBSREERETERRNERET - 79TKd
MELROMR rivastigmine » FE R RFMWE] rivastignine i T rivastigmine HH
BN A TGS GE FA (E(TBIAYAY rivastigmine

ERREEA R G RE R DU MIREE - HUREBEN AR (BImETSE - K - B
KEEME) - EEBIRALR % 48 /NFPUER KRR - RIRENSEE T IR Mt
B3 o MERGIENGARR ‘4 KR —B) -

AR AERBBMERIGRE (O - B rivastignine » HHTH RS RMNE (i
B LSRR - MEESIEREDAR(R 4 BB —B) - BETHRAARNY
W -

RO

EXELON O3 — BRI 2 RS o TR s - IR B R -

RIS

HEPR AR WS R AR E « TG HEE ST R - R EARIRE AR 21
BEN RSN (R 3 FAARAR" ) - BRNSE REFThAERER ARASTRE o
5.3 JRIEMIREE S

SRR SR R SRR IR 2 S B » IRE S R IR IR R AT R BN RIRE 2 B -
Rivastigmine F¥EMGREN BN » TTHEMER A KBS EHE - AM; » Exelon &
AREHER AR » 52 R R TSR E M MR - KA E EHIEh QR i IERRAS o
6 WEREENE BEIE

6.1 %

R

Exelon EMEMIE L2 2N - MRBARBEATETHOREEE - BN
TSR -

MBI » rivastigmine Fo/REAMWEEBIN ; MRIIRBETERENAK -
BT B R RE S & ISR TR AT - B I MG AR BRI A B
SREISEE IR T A -

BT RORH

BERE - e M PR R A TFREERHORE 2.3 0g base/kg/day HYME:
SRR A MR 12mg/day #Y 2 f5 5 4 15 LUMBEINAN) R rivastigmine
BRI -Re RS -

6.2 T,

Exelon @R G BEABMIRLT S » WAFR - FFABRDOMREET rivastigmine 18
rivastigmine SEEABMIRMNZ R » AR rivastignine BEAHMATMRE
QREMMYTAMERN 1% - HIHARA Exelon RREDIEH -

6.3 HEEEIIRENE

ERUAEMEAEDN rivastignine BRSBTS -

Kz

BRESEAIN rivastignine B AL I BHVRE o RIS RR S » BHERE
FREFKBED rivastigmine BREFHREMBRRERNA REM(R “10.3 BRAIZE
2R ) -

6.4 /NG

SEREVES BUT)

LA RERE/ERANTRHE - BB RERE/VEFEH -

7 XEfERA

Rivastigmine EEAVRCEARIIARRRETKAR > B2V RIVUHR FEEMER P-450
REER - Bt REGEARERAEMORY) A RYR % TR -

EBHIRA T AR R T Rk Ot FH ey

Metoclopramide

E BB NSR 2 T fEE » FERMIE netoclopramide B rivastigmine §FF o
(EEIN | L L)

PRy WEERE > Rivastigmine A EBERAT SRR E FAMISLEEF » TTAELIRNIRER -
Rivastigmine thETAER R RURRNAYE FIMI (#1140 oxybutynin ~ tolterodine )HVEM -



