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~ & @27 entacapone § E &V RGEKAT Y o

® 7 selegiline & @ 4r £ <« CADTH ~ 222" PBAC 325 A & & i ot i & 5
selegiline » 2 447 B v 3y T4 BT ARy 2 BT ARR - &
& National Collaborating Center for Chronic Conditions %< 2_4p 31+ #-4 =22
selegiline F 7] MAO-B #f & % -

® = pramipexole % ropinirole +t fi t A2 LV RET 0 FIPL R Ak 22 W R
L ER=E- R

® = entacapone 't ik ¢

B 3 - JELARGO# 7 - #rasagiline =i 5 #f 24 /5% 27 L-dopa & & i * »+i5
T EAHENE 0 S SR A% B 0 double-dummy study - #p B G
183 » £ e 687 =X 3 » X B F AP AR = o A5 " Rasagiline
1 mg/day + levodopa (n=222) , ~ " Entacapone 200 mg+ levodopa (n=218) |
2% AR 2 (n=218) -

B O & focdpik (primary outcome) m + p “off 7 time £ A A E B %
BE om0 Ap >t % BRI PR 42 o rasagiline e % entacapone o ¥ Bg E TR < “off
time —rasagiline %% > 1.18 hours ~ entacapone g -> 1.2 hours » -+ ﬁii:ﬁﬁ

KIBHEFLE -

B %% Mlevodopasnd| £ % 4 > % rasagiline % & entacapone fe. ¢ ¥ 2 kg F
U levodoparsi#| £ —rasagiline % 5 > £924 mg(per day) ~ entacapone % =
PR 919mg 0 @ % R E R 2T 328 4e5mg o

W 3 < rasagiline 2 entacapone & » tLCGI-score » UPDRS-motor score (“on”
state) » # UPDRS-ADL (“off ” state) ' 7 #f % 2 o

W 2R &z BiReTRAE%? (TEMPO>PRESTO: 2 LARGO study)
BX rasagllme e BT A4 PR 8% entacapone B 4p 02 o

FAREF L EAIZAAFELTTELY o

TR L) A RT EROVRSBER S 0 L ER SRR #Fﬂ# ihﬁ ' 5]
BAREER NS RBe R e BB IR o S

Pk % 5 | A G g BB R B R LSRN E R AR ‘}é R %_
B oo #rF B Se et Ry X T f’»w’f"’% Jag Br R A g R R Rt g g *‘Fﬁ/\&ﬁg
beiE RS o
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- AARFEFEEAPDEEF LA PE EE S BT [1-4]

AEYGERE | PR ST SE L P 5 5 2 P 5T 5 3
¥ 5 Dopamine
receptor agonists,
Azilect - COMT #r+]#] & 4= Pramipexole
£ GF& Lo
=)
A=/ Pramipexole
4 E
7R rasail Selegiline 80-2125”‘3’
asagiline 2 .25mg,0.75mg,
1mg/tab (1%”‘91/ 1 Entacapone 1.0mg,1.5mg,3.0
mg)/ta mg) /tab > £ 6 5
>
#7) ¢
IJ ‘;i Tablet Tablet Tablet Tablet
ATC 75 N04BDO02 N04BDO01 N04BX02 N04BCO05
fied F 3 [ i (PD) sk | ® & &2 | Entacapone: R A ERT &
i B HE - LR ’9“’?;?' ﬂlﬁuﬁ'j’ o R A o & on %—F SR S E &
(% & & Levodopa/benserazi | EA* ~ ie i R E
Ievodopa) B R de & 5 3N pd
» B SR B R Levodopa/Carbidop | (PRIMARY
2 levodopa F P& a % s ta | RESTLESS
A oo B HLEHE £ BNEgE A e LEGS
e f " K SYNDROME):#
iw Ko Tl AR Stalevo: Bk o
0.5mg it 5 ip . had
#E o BT Y EFR
o ke Ig o 1Y
=5/ 5 T mE
20 e A E
TRk 2
=4 —% 5‘ iy }'i}{% A o
R | Fav g e | 134044 134004 g | 134004 F 5
i 2 LRICRER | o ES il B &

! CatechoI—O—Methyltransferase Inhibitor
£ Entacapon z_ = & - @4 » 4r: Stalevo (& # levodopa+ carbidopa+ entacapone)
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R

R

%+t | 5mg:4.88-6.1
~ [tab;

10mg: 7.2 ~
/tab

18.8 ~-32.8 ~/tab

0.125mg: 8.1 ~
/tab;

0.25mg: 14.8 ~
/tab;

0.75mg: 39.6 ~
/tab;

1.0mg: 55 ~/tab;
1.5mg: 71 =~ /tab;
3.0mg: 142 ~
/tab

R P
B | 1mg

1 *x3
=

5mg 4 p 1600mg

& p A=, &= | 200 mg/day, & * #E:

immediate-release:
A Ep =
=, & =t 0.125mg;
aPFEHE: Fp=
=, &+ =t 0.5-1.5mg
extended-release:

A7 e 2
Epz&, A%
0.5-1.5mg, # * |
. % p 45mg

o LRFERESG LY

2 2 w"jﬁ:\zi‘q

% BoaTib ik

‘v £ 4 CADTH 2007 # 03 " 28 p 3= % 5 F E Rk
24 PBAC 2011 & 07 * 11 p =R %% 5 % &k
# & NICE 2100 % 8" 23 p 2 > AEAPMITRIRL

¥ MICROMEDEX 2.0

http://www.thomsonhc.com/micromedex2/librarian/ND_T/evidencexpert/ND_PR/evidencexpert/CS/B
C7B54/ND_AppProduct/evidencexpert/DUPLICATIONSHIELDSYNC/313AE7/ND_PG/evidencexpe
rt/ND_B/evidencexpert/ND_P/evidencexpert/PFActionld/evidencexpert.DolntegratedSearch?SearchTe

rm=Pramipexole
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CEEN-SEIN F&zsﬁfi;}iﬂ:, 47 2,

FLER A H@/zA?é‘*rrﬁ%“"v?é‘ﬁfiﬁ'L"i

LA pdH: AF 100 £ 8 * 31 p

I

ELR

FE kR E WSS RS FEPRERAIR 0 TLATEL A ik R
B U TR AR e R R i B AL
fo 7 38 G SR w AR AE R EE IR 3 HATH F E P 7 ok T

oo BECEP 2P EPFUDFEPLTG B B
B o (FEPPFRE) L FFRFLFL35 H0RF » 7 L2k %
RN ATEEP G R AR AR (F TR AP R T
SAERFRGEF L) PR EAEROLE S BARG Y BospriRd (07
AWML ) NEL AR FRET [ e FRESLAPBL ST - AL P 3
TR A ERh L e BERRF oEFL RGBT ARG PBERL
Mg 2 s

S E SN AT T Al MER LS 2 A R RN R
2FER R R HER A RF PR RS TRE - R
TR B2 HB S AR R RE T BT REART o ¥ AL P o
W2 2 GRsk frren AT R T EEHARY R mE W H A B FRGF
Rk W2 gy o RS G TRE FEEmE & B e ko

-\

=

- B RSRRR

M= & & <z (Parkinson disease) % =t *v?ra WA gy - F LA g9 R
J [B] > wEt A LR bR o B ES 03% F it s Sliche
TR TR LT & e ?ﬂﬁéﬁéﬂﬂﬁﬁwﬁ[ﬂ°éww
# alpha-synuclein (PARK1) 4% % — B# R 5 & = ¥ & & < Jphfp M A F]2 {8

[7] > e~ § ATeniop A& FIpL 8 . [8-10]

Tl At 5 A 4R

o b AARGEE ARA D AN
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1. RO T &5 E

2. HHPT ARG

3. $ﬂ< e e E (3 ${§F~i)in§:%3:)

4. BT R

Ho ’}%r’flr+ﬁvr¢$a<%:}fmj%ii”‘]ﬁ?"£ NE o Vo Zp et £
FIEH R e TRk P L RTINS R R i q*ﬂdﬁvmﬂﬁ B e LAY H fplL
w4 ek L PFFE4L (resting tremor) o £ iR B 2 R B sp A (muscle
rigidity) » FEAE s AN BFEFATA L E BT ABE ) B2
g A BRER AN EZERH S (slowed movement) > & iF Sk g
(bradykinesia) - Az & # §* F158 > ¥ F A Poyrii® ¥ i (1] © & 4%
SO TR A B AL £ RS w%‘fﬂ“Hoehnerahﬁ“lgG?& gl A (g ok B
REA G -2 5T [12] rﬁﬁmv’%ﬂﬂ’##m)i %féﬁi?\ﬁbo
v £ & ’—iﬁfg.}%,}?—,ﬁiza ‘f;*:;? BUALBELS A0 ieV é‘bfrﬁﬁ’}‘r\gﬂ\lﬁi" >

MEEFRE R AV ELT I mEG MR [5] A TRkt ¥ & * HoehnYahr
AU R T & H AR AEAEE T & fopk g8 £ (Unified Parkinson’s Disease
Rating Scale, UPDRS) % 3= i 5 i chec & o

o R

% % = (levodopa (L-dopa))

. % = e eA (dopamine receptor agonists)

3. MAO-B#r | # (selective monoamine oxidase [MAO] type B [MAO-B]
inhibitors)
COMT#r#1 3] (catechol-O-methyltransferase [COMT] inhibitors)

5  #udl < g A 5 & (anticholinergic drugs)

6. 4 k]%=amantadine (PK-Merz)

NP

GERNICE 47319 [13] 237 - M@ * 25 Hhe & 55 gish Foe 3
5 v 5w weiiseH 2 MAO-BFr | # % » % h 4™ T £2[13]

-
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%2~% e~ &

e 2 &5 (Options for initial pharmacotherapy in early PD)

[13]
F- M JEAR B w7t L
K & & (SYMPTOM (POSSIBLE RISK OF SIDE EFFECTS)
CONTROL) Motor #i 72 ag i (other
complications adverse events)
Levodopa V +++ R B 4e*
Dopamine agonists \ ++ e H 4o
MAOB inhibitors v + e B e
Anticholinergics x 2L P wEPHE L
(Lack of
evidence)
Beta-blockers x 298 wEPHE *LFHE
Amantadine x IR HE wELFHE wELFHE

+++: Good degree of symptom control

++: Moderate degree of symptom control.

+: Limited degree of symptom control.

*: Evidence of increased motor complications/other adverse events

**: Evidence of reduced motor complications/other adverse events

Levodopa 7 % & "eehw dh P » ¥ i W P BIRE > IR BWE KR
(decarboxylation) % = % = i=zm & 4 {¥% ; Levodopail ¥ ¥t# (T8 i croc % &
4 H =% ;; fg@' s 4P PEE % R L o Levodopaid * - BPERF (S o Bl
PR e BN Bl 4w NIMES Fp2 gk (wearing-off
phenomenon) V- BPERN SR T A A RPN 0 IR R A E R B
(motor fluctuation) o @ & % 4= iy 3 syl o) BF Ll T 4 (on t|me) FEh %
v A2 onk (Bf Ri2FED) hpE AL S #T L 8 (off-time) = | % 5 g eh? 1
m’@Aﬁﬂ mm% VI R R Linﬂi,wW%*wmmﬁ%nﬂ

LR %#Lﬂkaﬁmmﬁ%qﬁ Rl & %
?ﬁ’ RS m‘%—?‘ o BinBFFE L_%r'r'/r"%‘
DS (continuous dopaminergic stimulation)
PR R WAL M P B KE o

4 i

5 5lAzicfdiE ﬁvlﬂ’"}}ﬁ—:’ T2 FEE

w»##&%ur@fmywunﬁ
£

Rasagiline mesylate % #7e:%E # 4 c9MAO-B inhibitor » 4 %[3+2005% % 2006
ENFHNEZFRPAL S [15] 2 ERFDAZ A B Tie kR E R T
& #& <z, (idiopathic Parkinson’s disease ) pfqﬁ H - AR ER (A EERY
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levodopa ) & & f & @ B4 05 f 2 2 levodopa e FF4L 4 | [16] ©

S AR REENARL KRR

1. Rasagiline mesylate 3 #7e:% # 4 7 MAO-B inhibitor (N04BD) » 2 ATC code
= N04BDO2 [3] » @ & & ¥ 3% & ATCcode # T #54pfe & ik B2 & &
= [selegiline 5mg > 10mg; (ATC code: NO4BDO1) » 37 i % i i 5 (4.88

3 6.1 ~)/5mg/ltab [1] -

2. Rasagiline >* B p 2 if Bop v H b * & £ & (&£ @ @ % levodopa) @ # %5
Fe S Ao 2T & &< pm L 0 & selegiline *EP L F RS T £ &R
T2 Wi R A, 2 R [1]

3. Rasagiline 22 I+ = MAO-B inhibitor - selegiline » ¢ H & ¥ # 3t 755 = & & < i
#Z = » 4 dopamine agonist (ropinirole ~ pramipexole ~ pergolide ~ lisuride %
rotigotine i & ¥ 4% '- o enfR A AT 7 0 @ % rasagiline B i 5 B IS K IRA o
£ entacapone 7 E 4&' gifRE Y [17] 0 o

4. Entacapone 2. ATC code = NO04BX02 (N04BX Other dopaminergic agents) [3] »
¥2a 2 if BE » | # % levodopa/benserazide & Jﬁ“ levodopa/carbidopa = #f % -
e tag S m A RFRELEHE S (188 2 26.9 ~) /200 mg/tab [1, 2] -
£ entacapone = & — % #| - 4r: Stalevo (levodopa+ carbidopa+ entacapone) - +%
B2 REIE R TARBELEPESH AR R > N T/ 5T wm L
P B EIRUFRFLT 5 ERL O RFREFRLIAHL (2871
328 ~) /tab[1, 2] -

5. MiFREAPMESSHR LR 8- (134 e EVpiohEs) [4]-

2R L (FRTERER)

7 L

‘e £ < CADTH 2007 # 3% 28 p

2" PBAC 2011 # 7 % 11 p

# B NICE 3] 2011 # 8 » 23 p ik & & & 7 rasagiline #p
s AR 2

# B SMC 2006 £ 2 7 4riTie 2 110 R TR
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His Cochrane/PubMed/Embase/CEPS

(=) 4 £ <[18]

iz p #p:2007 & 03 * 28 p

Rasagiline ** 4 £ X 2 ¥ F Rr & i B AP H D" &£ < i

(idiopathic Parkinson’s disease ) 7 £, 74~ 4 8 — i/ # 4 (3 & &

levodopa ) » & # i 4 B4 5% 4 & levodopa r FELA | o

Rasagiline #]%]:0.5 2 1.0 mg/tab » =& & ¥ 2 * p 1.0mg -

AR A EGR »]’q‘

7@ 4 (Reasons for the Recommendation):

I.  Rasagiline £ = = MAO-B #r#|#&|crselegiline T & “g 3 & %2 &/
3% (randomized controlled trials) ##% > 12 - & /% /x %_rasagiline
B fRsk b it selegiline o

. ro— 45 * & E (usual doses) #p+t - rasagiline = p =% 5 7 % &
(# p 1.0mg) - # selegiline ¥ (selegiline 10mg/day - + p =% 2.78
32 %)-

-

#:2011 & 7 *
#1]: rasagiline, tablet, 1 mg (as mesylate), Azilect®
#F 2 qediix i (Listing requested by sponsor):

=3k ¢ 5@ * levodopa-decarboxylase inhibitors® & # =< ER %]
end-of-dose effect @ # # & # # i & & (fluctuations in motor
function) > rasagiline® i % ¥ & & < g2 # 24 ;5% (adjunctive therapy)-

4. PBAC#ik:

PBAC# % # Jcf' ~ 5 (The PBAC rejected the submission) - PBAC
RERP YRR E RGO TR RE Y G ¢ FERE
* #g iz (pharmacological analogue) sfselegilinge ¥ -~ i @ chfpsk 7ok
SR R A R AT LA R A M eh 2 H-(cost-minimisation) - F] gt
TR A Feh A%k (cost effectiveness) o
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(=) =R

1. % mrasagilinefp b B 2. 3L 3R 2 -
# WNICE £ £The National Collaborating Centre for Chronic Conditions
32006 # 3 & - it & F %A s e R 4p 31 (Parkinson’s disease,
national clinical guideline for diagnosis and management in primary and
secondary care, CG35) [13] » #%4p 3] @ #-4 ¥ 3% Serasagilines v fiu &
selegiline f= 71 **monoamine oxidase type B inhibitors#g & - (MAO-B) -
£ HMAO-B inhibitors#f % &7 i 5 &2 5L b & FeoB iR 00

FEIR 0 R A EERY IR A SR

SMC (Scottish Medicines Consortium) [20]

EFERSMC ~2 %[> 2006 # 27" 10p 2 11 " 10 p £ ==k B %5
# i3k " rasagiline (Azilect) ¥ fbi¢ * (monotherapy) = i® 5 #f 2% inf (&
levodopa & & & * ) >t gt = & &<z, (idiopathic Parkinson’s disease) °
N I A 4 i

¥ ek (No. 243/06) [20]

® =¥ p#:2006# 27 10 p
® =¥ gp#:2006# 11 10 p
® ik % »13:;“

# iE 3k e §¢ rasagiline (Azilect) ** NHS Scotland p > * >t H jhi¢ *
(monotherapy) *t k% " = & & <z | (idiopathic Parkinson’s disease) (without
levodopa) -

Rasagiline >+ % #j 2_ Parkinson’s 7 J; (early Parkinson’s disease) ¥  ji# &
A L& A Y F 9 monoamine-oxidase-B inhibitor £ & 5 4% £ 4p #t
2_ %z (no comparative data) e
B % (comparator medications) (4% 3) [20]

10/36



¢ 4% % MAO-B inhibitor2_selegiline ; # ¥ 3

35¥ H fbié¢ * ;5% Parkinson’s disease (PD)e° 2 s
dopa decarboxylase inhibitor (co-beneldopa and cocareldopa) % the dopamine

L
%o
-

%o

7
2
4

100CDROT012 Azilect

22 selegiline & B >
7 3% levodopa & #Ha

receptor agonists (bromocriptine - pergolide - pramipexolefcropinirole) -

# 3.

3 PEY SLTANINS 2E ]

2 T g [20]

A # 5 & p A &R (E8)
MAO-B inhibitor | Rasagiline 1mg daily 922
Selegiline 10mg daily 104
Levodopa plus | Co-beneldopa SR | 400-800mg daily | 233-466
dopa Co-careldopa 400-800mg daily | 163-232
decarboxylase Co-careldopa SR | 400-800mg daily | 147-294
inhibitor Co-beneldopa 400-800mg daily | 126-215
Dopamine agonist | Ropinirole 3-9mg daily 616-1848
Pergolide 2-2.5mg daily 575-806
Pramipexole 0.264-2.64mg 338-2825
daily
Bromocriptine 10-40mg daily 272-1088

1% o5t g & (Summary of evidence on comparative efficacy) [20]

BARHHR PO RARA 0 3R S

BRES AR R X RAHBLRAF T

(TEMPO study [21] # Extension of TEMPO study [22]) fr— B B2 6.5 £ 2 B ik
e ¥ BT 3 (open-label extension) » #-imdF 2 FEI2 3T {5 o

Summary of evidence on comparative safety [20]

nApMZ R o X ERERZ WA Y Y [21, 22] 0 & p &% 1mg rasagiline - ¥

EEL T AF .

Summary of clinical effectiveness issues [20]

BB AR SR A R 0 R T & BN p 2 o 0 T & rasagiline &2 S
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MAO-B inhibitor z_ selegiline ® &' .2 # 7 £ rasagiline ¥2 dopamine agonists
BRIV Y OFIE 0 Aok ox (efficacy) 2 % 43R4 o rasagiline ¥ iput 1
st gl A Fg 2 [20] o

Feh s (No. 255/06) [20]
® =¥ p#:2006# 27 10 p
® Y pi#:2006# 117 10 p
® ik A
# 223k f<{* rasagiline (Azilect) » * S inf RF AT T £ &N g BB K
B2 oa%k (&2 levodopa & & i@ * ) [20] -
® & (Comparator medications) (4% 4) [20]

¢ 34 = MAO-B inhibitor 2 selegiline ; # ¥ 3% =27 selegiline &3 & > 35
v H jpi * 3% Parkinson’s disease (PD) - H s % 5. & $%: dopamine receptor
agonists (bromocriptine, cabergoline pergolide, pramipexole 4= ropinirole) %
catechol-O-methyl transferase (COMT) inhibitors (entacapone and tolcapone) °
(CDE/MTA :x: p3ts et mE oD E T s THBR % F £ 8 —H 4
cabergoline 2 COMT inhibitors (entacapone % tolcapone)) °

o4, GRS ISR INA o VB 2 I [20]

A3 gl & pHE FETF(ES)

MAO-B inhibitor | Rasagiline 1mg daily 919
Selegiline 10mg daily 92

Dopamine agonist | Cabergoline 2-6mg daily 1511-3235
Ropinirole 9-16mg daily 1843-2327
Pergolide 3.0 mg daily 750
Pramipexole 1.5-4.5 mg daily | 1348-3215
Bromocriptine 10-40mg daily 280-1122

COMT inhibitor Entacapone 600-800mg daily | 655-874
Tolcapone 300mg daily 1039

A ER o A& (Summary of evidence on comparative efficacy) [20]

BARHFR SO RIRA 5 1B G Z BYERSA R BT~ TRk A § (LARGO study [17]
2 PRESTO study [23]) » #-im4 2 38 3 15 o
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Summary of evidence on comparative safety [20]

1L asgisin 5 - X EHHERZBHFFAY » HX 5 p rasagiline Img ‘e
Jah o X EFIRZG AT B A o B $T R § 2 rasagiline Img #) £ m}}%
2 & &g * levodopa o 0 F LA 2 F £ 5 dopaminergic adverse effects o
@ 33X rasagiline £ & levodopa e A AT % FA & 3 levodopa o
¥ 4 F L & (postural hypotension) (4.7% vs 1.3%) e

2. LAEW AR R E BB ESER2Z - BT (LARGO study) [17] > # %
rasagiline £ entacapone ‘<5 4 - % 4 dopaminergic adverse effects THE 5 4p

o

Summary of clinical effectiveness issues [20]

¥+ rasagiline MRS ISR chE 8 Ievodopa Y SR B X
(late PD) - rasagiline £2 H s g2k b (> 4p 0 % 5.3 & é:tw TR T 0 T

™

o s (efficacy) % % > 384 srasagiline &7 iz dt 2 2ot i 7 7 Fx 2 [20]e

() #Hu©

fZ 2 ("double-blind method"[MeSH Terms] OR (“double-blind"[All Fields]
AND "method"[All Fields]) OR ™"double-blind method"[All Fields] OR
("double"[All Fields] AND "blind"[All Fields]) OR "double blind"[All Fields])
AND ("rasagiline”[Supplementary Concept] OR "rasagiline"[All Fields]) AND
("parkinson disease"[MeSH Terms] OR (“parkinson"[All Fields] AND
"disease"[All  Fields]) OR  "parkinson disease"[All ~ Fields] OR
("parkinson's"[All Fields] AND "disease"[All Fields]) OR "parkinson's
disease"[All Fields]) = # & # & » »> 2011 # 8 *» 22 p i+ ¥ x
Cochrane/PubMed/Embase/CEPS % F 4L & > 4-4F rasagiline 7 f == 5 [i¢
BT & HS R E - ;;:@%% (7 & & * levodopa) > # ks #8470
2427 levodopa e PEIL S | ’

1. 52k i&afphsy (¢4 TEMPO study [21] ~ Extension of TEMPO
study [22] ~ LARGO study [17] # PRESTO study [23]) © TEMPO study
[21] 2 TEMPO was initial half of this study [22] = 4*-%F rasagiline ¥ j i
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NSk T £ R X e 7, LARGO study [17] %
PRESTO study [23] % 4% rasagiline ¥7 L-dopa & # i * »%/5% © & &
L E 2P ERK Ty R & 51 4&52 461462

2. % & rasagiline &2 4pF ATC code #+ 7 #% 2. MAO-B inhibitor (N04BD)
selegiline 2_ & 4% A= 7 o

3. % & rasagiline ¥ dopamine agonist (N0O4BCO05) (ropinirole ~ pramipexole ~
pergolide ~ lisuride ¢ rotigotine) 2. & 4&* #&= 7 o

(=) B2 32 5k3 I~ & 45 g (Rasagiline as monotherapy in early PD)
(4r4 5.1, % 6.1)

1. % &3#% (pivotal TEMPO trial) [21]

L1 pemg argtprin B SRAERZHR Bl s ABRIESOHLED
" & &g ¢ (treatment-naive patients) (# & < >+ 35 &, at least 2 cardinal
signs of PD and disease severity of Hoehn and Yahr score of 111 or less.)

12 g 4 ok i i

Subjects were excluded if they had atypical or secondary parkinsonism, a
Mini-Mental Status Exam score of 23 or less, clinically significant depression or
unstable medical problems.

1.3 3 & Ji »cdp % (primary outcome)
Change in the total United Parkinson’s Disease Rating Scale (UPDRS) score.
1.4 =t & J »4p t&(secondary outcome)

Change in the UPDRS motor subscore, activities of daily living (ADL) subscore,
and the Beck Depression Inventory score.

15 4%

151 A nip263ik s » # < rasagiline 1 mgx 2 mgsaps 4 wde i¥ (motor) z 2
UPDRS scoreszzc & #8 4 '# & ¥ >t % 4] = (P <0.00001).
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2. Extension of TEMPO study [22]

w FTEMPO study=#= 3 > o5 4 &% 263k 9 § 15+ § 3801 4 35 4 4
FEREA A 2% 15 F & 3 ¢ chdopaminergic therapy > gt > At iE ~
active-controlled phase » #4t % = [F BT T B R > R A& % % JFH s A A
& fie 3 ¢ ¥ rasagiline 2 mg/day (n=130) > @ J& # i¢ * rasagiline e chup 4 R s i
* Roken® g F]M s 0 L = s 4w 4rasagiline Img QD (n=122) - rasagiline
2mg QD (n=119) 2 j & i¢ * & & e crps L o fe 1 # * rasagiline 2 mg/day
(n=130) (% 3.1) -

2.1 3 & »edp ik (primary outcome)
AT 1T 552 (8 0 5 A total UPDRS 2 JL e d vt ferne R £ o
22 B%:(Hr&4.1)

= w2 UPDRSA # > 2 s ig fp e § £ » 4 %] 4 3.01 (rasagiline 1
mg/day) ~ 1.97 (rasagiline 2 mg/day) ~ % 4.17 (delayed rasagiline 2 mg/day) - ]+ >
Bt WIS IR 0 R © R rasagiline 2.0 mg i 4 0 A UPDRSA iz ik
s £ v delayed rasagiline ‘e s & > ©

(= )Rasagiline &fei = =5 T84 5% | * *Tadvanced PD patients with motor
fluctuations, 5 = @+ 3 » ¥ FHEFRA L » 4 % 5 LARGO and PRESTO
study [23] (% 5.2% %£6.2) °

1. PRESTO study [23]

s - MR BB X A RE® > %@ 5 advanced PD with motor
fluctuations » % e 47207 & &S s 4 o
11 o enF e
I. Hoehn and Yahr score of less than 5 in the “off” state,
ii. experience at least 2.5 hours in the “off” state daily,
iii. R T Wm0 4RR T 0 2% 2 2 TR £ 2 levodopai s .
1.2 g A AR A %D
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I.  Rasagiline 0.5 mg/day (n=142);
ii.  Rasagiline 1.0 mg/day (n=132) &t
. % F& R e (n=140)

1.3 3 & J§ »cdp#% (primary outcome)

i. Total daily “off” time
ii. CGIC (clinical global impression) scores

iili. UPDRS subscale scores (ADL “off” time, motor performance “ on” time)
iv. PDQUALIF scores

14 = & F ?;::ig 1% (Secondary outcome)

Total daily “on” time without dyskinesias, total daily “ on” time with dyskinesias.

35 %%

e

Fe < rasagiline io e dhm 4 Boff  time Sz 30 B E BT AR R

Rasagiline 1 mg/day ‘. 0.94 hour less “off ” time than placebo and

ii.  Rasagiline 0.5 mg/day .: 0.49 hour less “off ” time.

2. LARGO study [17]

P iEER L ES A B3 > double-dummy study > BP R % 183 5 ¥ fc 687 i &
HoORBEAMR S R 2 e MG

I. Rasagiline 1 mg/day + levodopa (n=222)
ii. Entacapone 200 mg+ levodopa (n=218)
iii. 2 AR 2 (n=218)

2.1 1 & Fredp ik (primary outcome)

& p “off 7 time ¥ A # @ #& (change in daily “off 7 time from
baseline).

2.2 %

e

5
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2.2.1 ApfRAt & R PR 2 o rasagiline 2 entacapone e > ¥ Bg F "% i1 “off 7 time.
i. rasagiline . (-1.18 hours); P = 0.0001;
Ii. entacapone e (-1.2 hours); P< 0.0001.
2.2.2 ¥ ¢t > A% iKlevodopasd £ % 4 > $i: % rasagiline % ¢ entacapone fe ¢ ¥ 12
Bg % % > levodopas#| £
I. rasagiline (~24 mg/day)
ii. entacapone (~19 mg/day),
iii. A 3t & AR e 5 3 4e levodopas] £ 5 mg/day
(P =0.0003. and P = 0.0024 vs placebo, respectively).
2.2.3 = & J% »x4p t(secondary outcomes)

#& % rasagiline 2 entacapone . > #CGl-score - UPDRS-motor score (“on”
state) > 2 UPDRS-ADL (“off ” state) % 7 % ¥ :x i o
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Tofpop A A mink g A dk

iT¥ LRk Ly o
i Er e ¥ L ARy
E PR A ' Outcome Parameters
& SR
Rasagiline ¥ fh i * *t /5% = & &< 1
1 —
. Rasa” 1 mg QD (n=15) ®  Total UPDRS scores
5P s Rasa 2 mg QD (n=14) ®  CGIC scores
Stern et al [24 Bk, %Al 56 ®  H-Y stages
24 o /p; 10 i Rasa 4 mg QD (n=14) ° S+EADgL scale scores
% A (n=13) ®  BDI scores
®  Change in total UPDRS scores (i & 5
Rasa 1 mg QD (n=111) sty 18)
® UPDRS subscale scores
K‘?fl*%& S e, & [ J H-Y Stages
. ] . ®  S+EADL scale scores
Parkinson Study Group R ¥R, 26
404 Rasa 2 mg QD (n=105) ®  BDI scores
TEMPO study) [21 3 -
( y) [21] \t%d(G month ®  Time motor tests
study) ®  Responses rates*
®  Percentages requiring initiation of
% @A (n=112) L-dopa therapy
® PDQUALIF scale scores
= N\ o [ ] i B 3
Parkinson Study Group d‘&gltﬁ‘—#/; ’;'t Rasa 1 mg QD *1 year (n=122) Sh;nfs In total UPDRS scores (3. &
(Extension of TEMPO study) | delaved start | ag5 i)
[22] clinical trial ®  UPDRS subscale scores
(12-month Rasa 2 mg QD*1 year (n=119) ®  Responses rates*

! Rasa: Rasagiline
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study) % [#* 6 month and changed to Rasa 2 |®  H-Y stages
mg QD* 6 months  (n=130) ® S+EADL scale scores

# 5.2 Rasagiline 2_ ffk i85 2 3K 3~ 215 4 T3l i

S IR R S .
21 JTp
A X2 2 P SRk 5
E X AR A R I Outcome Parameters
bR HR 2o

Rasagiline iT 5 #8458y L-dopa 6 i * 25k ” &5V
Rasa 0.5 mg QD (n=21)

500 BRI, ®  Total UPDRS scores
% FAHE, 18 i Rasal mg QD (n=18) ®  H-Y stages °

Rabey et al. [25] (12 wk double-blind | 70 ®  CGIC scores
study and 6 wk Rasa 2 mg QD (n=18) ®  S+E ADL scale scores
follow up) ®  Change in L-dopa dose

% @4 QD (n=13)

®  Change in total daily “off” time (&4 & %
»edp 1K)

® CGIC (“on” time)

Rascol et al [17] 5O BRSO IR, 687 Entacapone 200 mg with each L-dopa dose |®@  UPDRS subscores (ADL “off” time,

(LARGO) 18 i (n=218) motor performance “on” time)

®  Exploratory: responder rates, change in
“on” time, UPDRS subscores

®  Total UPDRS score

Rasal mg QD (n=222)

% | QD (n=218)

Parkinson study Group 50 REH A R, 472 Rasa 0.5 mg QD (n=142) ®  Change in total daily “off” time (& &

2 Hy stages: Hoehn and Yabhr stage
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(PRESTO) [23]

X AR, 18 iF

Rasal mg QD (n=132)

% @4l QD (n=140)

rdp )

CGIC scores

UPDRS subscale scores

PDQUALIF scores

Secondary: total daily “on” time without
daily dyskinesias, total daily “on” time
with dyskinesias

S+E ADL scale scores

UPDRS subscale scores
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# 6.1 Rasagiline £ 7 /& % J »x 2 v* | F
Toipop A A ok & A d
o g 4 R AR Tk & % Az
BN ﬁ-“j’%‘f—/r%
H i * Rasagiline »v /o8 = & & < g

Rasa 1 mg QD (n=15) ®  Mean changes from baseline in mean total UPDRS scores:

—

¥
B
E: e

B Rasalmg: -1.8 units (9.9% improvement)
Rasa 2 mg QD (n=14) B Rasa2 mg: -3.6 units (17.1% improvement) 7 AT E G B b EAp
Stern et al [24] 56 Rasa 4 mg QD (n=14) B Rasa4 mg: —3.6.units (17._8% improvement) iz (P=NS for all
u % A& -0.5 units (2.8% improvement) comparisons.)
B Only the difference between Rasa 2 mg and placebo

was significant (p<0.05)

Rasa 1 mg QD (n=111) . .
®  Compared with baseline: Rasa 1 mg produced a mean 4.20

unit smaller increase in UPDRS total score than did placebo

(p<0.001). Percentage with premature
Parkinson Study Group _ ®  Rasa 2 mg produced a mean 3.56 unit smaller increase in  [study withdrawal due to
(TEMPO study) [21] 404 Rasa 2 mg QD (n=105) UPDRS score than did placebo (P<001). AEs were NS between

®  Response rates were 67%, 66%, and 49% with Rasa 2 mg, |groups.
Rasa 1myg, and placebo. Respectively (Rasa 2mg vs placebo,
p=0.001; Rasa 1 mg vs placebo, p=0.004).

& @A (n=112)

Rasa1lmg QD *1 year |®  Rasa2mg QD for 1 year produced a mean 2.29 unit smaller

(n=122) increase in UPDRS total score (ie, less deterioration) vs FAF A B AR el
Parkinsgn Study Group Rasa 2 mg QD*1 year placebo — R_asg 2 mg (p=0.01). Rasa 1mg QD for 1 year i
(Extension of TEMPO 404 (n=119) produced a similar effect.
study) [22] % E#)* 6 month and ®  Response rates were 63.8% (Rasa 2mg), 52.5% (Rasa 1

mg), and 52.3% (placebo—Rasa 2mg).
h d to Rasa 2
Q%frégﬁ]on(ihsasin:rfgo) ®  Rasa 2 mg vs placebo—Rasa 2mg; p=0.04
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# 6.2 Rasagiline £ 7 /& % J 2 v @ F
JTihom A A IR e A K
T s 4 Pk R Tk % %
A B s
Rasagiline &2 L-dopa & & # * 3t ip% ™ & %\

it

_/& S

-~
ik
™

sk

Rasa 0.5 mg QD (n=21)

Change from baseline to end of therapy (wk12): NS for total
Rasal mg QD (n=18)  |UPDRS scores, H-Y stages, CGIC scores, S+E ADL scale AEs were similar across
Rabey et al. [25] 70 scores, and change in L-dopa dose. the groups in frequency
Rasa 2 mg QD (n=18) |Similar results were found for “all patients” and “patients with |and severity.

motor fluctuations”.

% A QD (n=13)

Rasal mg QD (n=222) |13% of patients did not complete the study (35, 23, and 30 for
placebo, Rasa, and Enta, respectively), mainly because of

Rascol et al [17] 687 Entacapone 200 mg withdrawal of consent (n=24) and AEs (n=34). )
(LARGO) with each L-dopa dose  |Compared with baseline: Rasa and Enta significantly decreased
(n=218) mean “off” time (Rasa -1.18 h, Enta -1.2 h vs placebo -0.4 h;
% |4 QD (n=218) Rasa p<001; Enta P < 0.001)
Rasa 0.5 mg QD Percentages with early
(n=142) withdrawal because of

AEs were NS between
Rasal mg QD (n=132) |Compared with baseline: “off” time decreased by means of 1.85|groups.
(29%), 1.41 (235), and 0.91 h (15%) with Rasa 1 mg and 0.5|Frequencies of serious

Parkinson study Group

(PRESTO) [23] 472 mg and placebo, respectively (Rasa 1 mg vs placebo, p<0.001;|/AEs and  orthostatic
Rasa 0.5 mg vs placebo, p=0.02). hypotension were NS
< & QD (n=140) between groups, as were
systolic and diastolic BP
readings.
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3. % »MZ a4 (Safety and tolerability)

A R@z BRRefeheg ¢ (TEMPO[21, 22] » PRESTO[23] & 2
LARGO[17]) » B ** % 5% > M2 mf 2 384 > 3% rasagiline 2.2 % {#4 B =
g entacapone’e p i (dr#£6.1% £6.2% £7) -

#7 ~ Rasagiline® jpig * S e4 5k ¥ & A op2 7 2% i @ [17, 21, 23]

Rasagiline Rasagiline
=5y £ A e
0.5mg/day 1.0mg/day
Rasagiline® fhi# * »>M /0% ¥ & &< g
TEMPO study [21] - n=134 n=138
B # - 14.9% 15.9%
BpR - 14.2% 10.1%
L7153 . 7.5% 10.1%

(accidental injury)
Rasagiline i 2 #f 45 R &2 L-dopa s & i * 3050k ® & &R

LARGO study [17] n=231 n=229
R - 3% 4%
PR, 13 5 - 3% 2%
Dizziness 3% 2%

PRESTO [23] n=164 n=149 n=159
giﬁ. Pﬁ% 18%* 18%* 10%

(dyskinesia)

W 2.4% 9.4% 2.5%

* & ®rasagiline 0.5mg% 1 mgle

2. ®RESMCx w|>+2006%27 10p 2117 10p £ =% » HEG B 5% 5 7 &34
< §* rasagiline (Azilect) ¥ j @ * (monotherapy) s % & #f 24 in f (&
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levodopas # i %) »> g T = & &<z, (idiopathic Parkinson’s) °

# WNICE % £The National Collaborating Centre for Chronic Conditions **
2006# #73F 4 it & A N B Jaief4p 51 (Parkinson’s disease, national clinical
guideline for diagnosis and management in primary and secondary care,
CG35) » #F £ ¥ #-4 ¥ 3% Rrasagiline v+ i %-selegiling > 71 > monoamine
oxidase type B inhibitorszg # 5-(MAO-B) » £ i MAO-B inhibitorszg % 57
PR R R RE R R Y e b A

Rasagiline£2 = % MAO-B inhibitorz_selegiline> &« 2 s ¥ # 355 = & &< g
25 e dopamlne agonist (ropinirole ~ pramlpexole ~ pergolide -~ lisuride %
rotigotine ) I & ® &'\ fReDfRAE AT 7 o @ % rasagiline® w i & B4 5 R 30

A bE’entacapone ARV RDIRRFT Y o

Rasagilines = #& i & chfefk :#% > ¢ 45 : TEMPO study ~ Extension of TEMPO
study ~ LARGO study* PRESTO study » # ¢ “ﬁz i LARGO study ¢t » # # =
BT R EZ AR -

& LARGO study - rasagiline <_i=  #f 245 F &2 L-dopaé & i¢ * *2 ok ¥ &
SUE MY AL A % R 0 double-dummy study - #F B S 18:F 0 &
36871 pé'ﬂz v % pé"ﬂz%‘»“ﬁiﬁﬁk\ PRIz A H G

\st»\.

i Kd

® Rasagiline 1 mg/day + levodopa (n=222)
® Entacapone 200 mg+ levodopa (n=218)
® X FR[YRE (n=218)

6.1 3 & »xdp ik (primary outcome)

& p “off 7 time ¥ A # i & (change in daily “off " time
from baseline).

6.2 &%

6.2.1 Apf >t % A ¥R % 0 rasagiline & % entacapone . s ¥ &g E 'F X
“off ” time.
® rasagiline %= (-1.18 hours); P = 0.0001;
@ entacapone % (-1.2 hours); P< 0.0001.
6.2.2 ¥ ¢k > f "% i<levodopas@ & ¥R 4~ > & < rasagiline & entacapone
B w B F R C levodopas# £
® rasagiline (~24 mg/day) =
entacapone (~19 mg/day),
® X R e 5 3 4clevodopasd £ 5 mg/day
(P =0.0003 and P = 0.0024 vs placebo, respectively).
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6.2.3 = & J »x4p & (secondary outcome)
$& % rasagiline 2 entacapone % > {# CGl-score - UPDRS-motor
score (“on” state)» 2 UPDRS-ADL (“off ” state) % 7 % ¥ sz & o

% > M2 @ e (safety and tolerability) » #2 & eh= B % Tk 2% ¢

(TEMPO » PRESTO - % LARGO study) » 4 rasagiline ‘e 7 % & #| ¥ pe i st
entacapone t.4p i o
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I ~EREREE (2R ERFE)

X ik 3R p

‘e £ + CADTH 2007 # 3 7 28 p kA i

2+ PBAC 2011 # 7 * 11 p 23R 3 Je

# R NICE 2006 % Parkinson’s disease: national clinical

guideline for diagnosis and management in primary and
secondary care. (2011 & 8 * { ATF #L)

#® SMC 2006 & 11 " L =¥ 3T Bk A

(= )4 £ < [18]

e £ = CEDAC (Canadian Expert Drug Advisory Committee) 2007 # 3 * ¢ 3%
EFA P A F o B A SE RS 5 oselegiline (2 F S A IR TR S
F]p F i A 5 R 0L selegiline { W hTRA a0tk o A& RinKF P
FHEAEART A (5P Img) > % selegiline & p 4 £ £ %278 ~ (& p

10mg) -

(= )i [19]

&7+ PBAC (Pharmaceutical Benefits Advisory Committee) 2011 & 7 * ¢ ;%
FRAATP A K o PBAC 3G P Y TRV RET R 0 Fla v REg TR
Foe pEFRIEr fpiahselegilinge ¥ 32 29 iRk Tl 2 KA L FATE

FEA S AL h2 H-(cost-minimisation) » F gt E FEETRR F A ELiha ATk o

(2)# &
NICE % 3= The National Collaborating Centre for Chronic Conditions ** 2006
£ AT deehta & Je 5 Ao ie B dp 31 (Parkinson’s disease, national clinical guideline

for diagnosis and management in primary and secondary care, CG35)[13] » #3r £ %
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et NICE chft i 4R 4 - 4R 4 ¢ & 5200t 5 % selegiline = 7% monoamine
oxidase type B inhibitors #f % 5-(MAO-B) » 2k A& 57 s S & ging
BB A SR PE T > R AR T LA R o 2 TR A 5 AR TR
ek e ko £ AR 7RG oNICE #2011 & 8 7 A7 2 & 91 ¥ L A7
F PR RIS ATONRSE R LESy > T ¢ 71 - 3B MAO-B #i5 P plies
B 57 150 &_Alan Haycox ¥ & % 2009 # % 4 »* Drug Aging =% 7 4 ¢ (CDE
EOHAEEARLSPFRE S AATRF Y FRE S EASTRDLEFA Y FTH) -
AT A R PR ch R A 58 pramipexole o is R & B ta £ o
WO EHF RS AETE cRF BT AR AR ERIBEL NSO
g A T3V R0 18%ng * o Fat i 10%q5 ¢ 18 # Fap(dyskinesia) ik
4 122 25%F 4 i¢ * levodopa ipfr cPPE R 0 BEREUR 3 4e 5%+ QALY - NICE
R AL N LRE BB AT sk A TS BB RB R SR
TR AL A R @AY R RS S TR R T R B RS
Fprahk 2 Bengd B oy WR* S Bihz iRk Esk X S R rEE o &
TEAOER I PR FAERBLI AP EY DRSS RES FTRAE
Lg% bldoil 3 g I 2RE # 2 5 g% (non-motor symptoms) o 4 & 8 g
iR E R o d NG BT RF TR FP NICE LS kRSB A
117 RS Tk L FEER RS Dk BB AT A SIe R b Aok

PR B - T RTRAE TR R o

BERTE W 0 B T 2006 £ » SMC & 1A =¥ g (e AgRIL G AE R X
[20] - % 2006 # 11 * chi = =0 ¥ 3¢ > R T ch g @NTo M3 i & B X
selegiline i B e A # 5 L R isH G > A BERNASZEDISF S A RH
levodopa & & & * ¢ o wH b e ;j.%v’  BANT G A RV RS
ropinirole - £2 levodopa & & ch¥ 3@ o AT ahd & VLR G entacapone o

SMC i AEinfend Aotk har LA R I > Fpt 2 23R 0 » &1 o

21/36



100CDROT012 Azilect

GERIELN - BT Sl 2
CILIESE T ER-E P

3% FF 5 MAO-B =riselegiline (ATC 75 N04BDO1 - % & ©& levodopa # *) ;
é‘ﬁiér}%iﬁ@:}f;ﬁﬁw (v H jbs ¥ & & levodopa i * ) v dopamine agonists » &
4 pramipexole (ATC # NO04BCO05) - ropinirole (ATC 75 NO04BCO04) ; & & 7 ¥ 4%
B TR 2R Sk e entacapone (ATC 7 N04BX02 » % & & levodopa i * ) - B o |

PR N R & 5 TR B R T 4

A ATC 75 & T8 i DDD % DDD % #
selegiline N04BDO1 12 5mg 3.6~6.1 ~
pramipexole N04BCO05 6 2.5mg 118~162 ~
ropinirole N04BC04 7 6mg 71~180 ~
entacapone N04BX02 2 1000mg 94~135 ~

(=) foRit g 4 HEL P A S A

"‘;’ﬁ LI EATRIR R ’1:_731&'“[}%4&1?&?’*&1%\7]\ A

()5 b #

1562 F AR 98 & Fop iyt E4F 0 2 A GEIF 08 & ta & Jp Parkinson's
disease (ICD9 » #p#8 332) F* 5 il A #cx 88,778 & (¥ 44,632~ % 44,146) F*
25 84,238 4 (9 42,116 ~ ~ 42,122) ~ fifx 16,557 (9 9,113 & 7,444) [26] - 1 4=
96 # " (AL F A Hc 82068 4 (T 41,485 - 4 40583) 0 5 KK+ 1 82%
[27]

BN AR A R R S E R R L S B RALT I T
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4[28] SRET Ekw LA cthkApsg kL E L A 3579 4 o
H AT 287 4 o BT E S E R R 2 F i 40% 0
Ak B bF 2 341 o 4 B FH 1992 £ 4 4 215 R A L eia & B 4
B[20] 0 T 40t G5 2400 1o T o5 E 84 56.8 K 0 B 8.6 K

FRp Ol 2.8% 0 B R G T0% 0 § WA R b T6% 0 Tior < Ea

1995 6 %k 513 o pramipexole & 4~ 5. > 98 £ ¢ dp £3p 5 L4~ o v
97 & X3 4c 26% o popinirole = » # 5. > 98 #¢ F A5 8F g o 1t 9T &
FH A 5% o R Y oA o7 selegiline < 2 2508 #4 8 £ NP H ~

e — & D 6 3590 o

RMPrE AR EH B3 8- E0F 420 2357 &9 700 & & i@

Pk RTHIARE S FisRp A B R $ - £ 5 1700 K 4P T &

HT400 5~ o HAA935 032 A & T a4 R A * pramipexole sh#E §
Fla EE S ERL D 35§ AT 155 § A -

$12 1 5 CDE 3R 4c™ R o B i it Lo g b e ek ie il b
JE AP 2 502 & pramipexole gt fiz o I 12 pramipexole j5 % & p T 35E £ 4.1mg
F3E o Bl AR FER 2 E LR F Kt pramipexole 2 &F p s R O*

o F MBI BT 2 EH B Rk 2 H O R AR L RS EHER
F AP & W xS

st
AL
By
«}?0
G
D
/\‘.
A=
3
il
=%

TR ERY FA S - L& o R FkpES DDD i
A& parg e kot A5 DDD % 1mg > pramipexole DDD % 2.5mg > B] 4
s it & p & § Kt pramipexole 3 ¥ 40% o ¥ ¢t > F 5 MAO-B ©

o2 B & (selegiling) gk o PIAEE P s R R KB IR SR P EE

o

%% (X p4F 10mg-5p 114=) 0% 5 5 kp@DDD#Ec LHES
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‘+‘ﬁ

PEF(UPHEHSIFHEE S DDD H b g F i)  Apfot i oot iy
4 selegiline (5mg » =+ p 6.1 =) ~ ropinirole (6mg - =+ p 180 =) - £ entacapone
(1000mg > & p 135 %) A F& p F * #t2 b L FE R R 36 3 (3 40 3600%)
Hi b 26% ~ B H e 68% o Flpt F BN A e BB Bl A SR
SR E R AR o d A BB A ERILTIRR kRS £
o WG EE R Y R ANRRT 0 AR LB AT G IR R o i i iR

PAFRATE R D ARG X T A SR B A B RGEU LR ER R AR

e

Eend A d LB o TT MR SRS £ B P  R B s A B R Ak

EYESS RS S Ry T - p

S EAER R

1. 4t £ < (CEDAC) - /2 (PBAC) ~ ™ 2 # R pcte i (SMC) e ™ i3 5 % 397 2
g‘i»]i;“ Ao 12011 & 8% 23 p > iRixF A3 EF NICE cft B3 3%
# » @ % 3] The National Collaborating Centre for Chronic Conditions &/ 4p 3
(Parkinson’s disease, national clinical guideline for diagnosis and management in
primary and secondary care, CG35) » &3k & &7 s to & F L op 4 5 et
AR o fr E T o

2. d 3R EF &g%mk“ﬁan—vfﬁ%ﬁﬁiﬁ ’ é%%/é%%dim%%} 28 F& » Flt A

RN Mot e B HF RO ETIRE o £ 4% DDD % B
PESEY  RRBREY FHEAER S RESED PR

P A R R | PR e e B R A f R AR R X D A SR i

P BN BT A o STH SRR S Tl P R B
ﬁ’ilz; ;\j\d—.né} ﬂ%&ﬁiiﬂ%t!ﬁgm%@o
P = nl
/|
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1.3. # 2&% Neurologic drugs [4]

134, ta g F < p sk &5 (91/11/1~93/2/1~95/9/1 ~ 96/9/1 ~ 97/7/1 ~ 100/6/1)
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2. Yo A B VIR G HeR 0 i@ * levodopa 2w R R F R E - fF

dopamine agonist ( ropinirole ~ pramipexole ~ pergolide ~ lisuride %

rotigotine ) - # amantadine - # &_ levodopa # * COMT #r | |
(entacapone : 4- Comtan film-coated tab. )
3. Levodopa+ carbidopa+entacapone = & — ##| (4- Stalevo Film-Coated
Tablets 150/37.5/200mg % 3 578 ) :
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5. Pramipexole % ropinirole * 5 g AL RER S pF R LR E T E
LI T R S e Fp% > 2 7 %2 dopamine agonist %
levodopa & * - (96/9/1 ~ 97/7/1)
(L)pramipexole # p & + &€ % 0.75mg - (96/9/1)
(2)ropinirole & p &~ & & 5 4mg - (97/7/1)

6. Rotigotine 5 4 (4~ Neupro Patch) s *2% >t g 4 ta d A g » &

prar - &, v 28 2w dopamine agonist 2. v PR # 5.(100/6/1)
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e 4 2. Dopamine receptor agonists [2-4]
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0.25mg)/tab
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mg)/tab
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PARKINSON'S
DISEASE)i s % J % 14
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Pramipexole
(0.125mg, 0.25mg,
0.75mg, 1.0mg,
1.5mg, 3.0 mg)
/tab
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Apomorphine

10mg/mL, 3mL/pen
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Rotigotine

(2 mg/patch -

4 mg/patch, 6

mg/patch, 8 mg/patch)

N04BC09

B Mg E g o


http://www.whocc.no/atc_ddd_index/?code=N04BC07&showdescription=yes
http://www.whocc.no/atc_ddd_index/?code=N04BC09&showdescription=yes
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® 0.05mg:
12.1 ~
/tab;

® 0.25mg:
20.1-21.4
-~ [tab

A e d B &P

° 0.25mg/tab:
7.5 = [tab;

® 1mg/tab:20.4
~ [tab;

(] 2mg/tab:
27.8-29 = /tab;

®  4mg/tab: 50 ~
/tab;

[ ) 8mg/tab: 94 ~
/tab

b AR Fop =
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® (0.125mg/tab:
8.1 ~ /tab;

° 0.25mg/tab:
14.8 = /tab;

® (0.75mg/tab:
39.6 = /tab;

[ ) 1.0mg/tab:
55 = /tab;

[ ) 1.5mg/tab:
71 =~ /tab;

[ ) 3.0 mg/tab:
142 = /tab

immediate-release:

Ep

1120 =~ /pen

AT S

100CDRO7012 Azilect

2 mg/patch: 72~
/patch;

4 mg/patch: 100 ~,
6 mg/patch: 129 =,
8 mg/patch: 144 ~
/patch

- HHE 21T 6mg; &=



p A, &=
1.25mg, & #
HAHE, &
FHE Z:25
3 40mg/day,
T 4 3

100mg/day

! MICROMEDEX 2.0
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- =X, * =X

0.05mg, ¥ ¥
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2 & .

2.0-3.5mg/day,
B AR
5.0mg/day

=%, # =% 0.25mg, i%
W B AW, B A

£: % p 24mg

A4 E: £ p = | 0.2-0.6 mg (2-6 mg).
=, # = 0.125mg;

aEFEHE:. Fp=

%, % % 0.5-1.5

mg

extended-release:

A7 4 £

100CDRO7012 Azilect

HE 8mge

http://www.thomsonhc.com/micromedex2/librarian/ND_T/evidencexpert/ND_PR/evidencexpert/CS/D2AE63/ND_AppProduct/evidencexpert/DUPLICATIONSHIELDSYN
C/D65A28/ND_PG/evidencexpert/ND_B/evidencexpert/ND_P/evidencexpert/PFActionld/evidencexpert.DisplayDrugpointDocument?docld=037180&contentSetld=100&titl
e=Apomorphine+Hydrochloride&servicesTitle=Apomorphine+Hydrochloride&topicld=dosingAndIndicationsSection&subtopicld=adultDosingSection
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