I EEEkE 1025

EVY F.C. TABLETS 10mg
FrEEH 7 %051729% (GMP G-10794)

S

w7 4% Bvy F.C. Tablets 10mg

BoLWK T GE S WEEW 0 AP R RR B RS
—mApEEY ~ HRA 10 mR > B—@AEEE -
3. R RAE L B4E4 ¢ Memantine HCLewveeveeee 10mg

[ 37 % ] Croscarmellose Sodium ~ Hydroxypropyl Methylcellulose
606 ~ Lactose Hydrate ~ Magnesium Stearate » Microcrystalline
CelluloselO1 ~ Microcrystalline Cellulosel02 ~ Polyethylene
Glycol 6000 ~ Silicon Dioxide ~ Sodium Lauryl Sulfate ~ Talc

4 BRRE M T (ARSUBRZZHR)
4 TRE R YEREERZFTHBRE ©
Zdii

L.
2.2

—‘m

&8 ﬁi}‘\ﬁ“lz%% ZTH BT HBEREIER e RR 0 AT =18
EHMEAREEFIE LA L mAELERE T F
—BEMBERIER (FLFH) S EIHPFERI0Z
B (—RMR > BR¥P) FZMEIHPEHRERILER
(FE—%> TH¥8) > FwEBiik EFHIEHR
BERN0EH (—RMR > —Rk—#) -

BEA:

ARIBEE R R » 6O EEAZERBELER2
% (—RMKR > —k—F) » o Lpri o
ZERFDFCIMI8R) -

Memantine 7 S & fv & 0 F 2 22 oM R A 2t Rk E
jL o

BIigE=iasE -

B o fE B RIS E A AE AR %%‘(ﬁm Whﬁxﬁiﬁﬁé
130,umol/1) RABBRREE - PEFHESHBEFOL
% & 75 % % 40-60 ml/min/1. 73 mz)—i”;f']giﬁl‘%ﬁ%ﬂa
0% - EEREFHREBABEZZEN - (2F4 48

s

BD.28)
FFINRESIES -
Smemantine AN EFh A % B B2 FH (£#5.28)
Fﬂb’i‘*
}Zi}f’EéaE_ 5B R G B T 3 IR K R 48 B 2 BR BB ARAT

&E*E" ERBRETHGE TR ARELTL éii/é)%"
HEARFATERIZET © Kb TR AR R EIERA -

HERD AL CRVE @ EL DR BHURESE °

4. 445 %) BB FFE (RUBRR)
EREFHETEBAERTH (NBEEFRFE <9
ml/min/1. 73 m?) lﬁt*%uﬁﬁfﬁ (%#4.28) -
WBEHBEELETRE—EHIRE > BRELENSHER -
J& # % FvN-methyl-D-aspartate(NMDA)-antagonistsw
amantadine, ketamine # dextromethorphanfif A » iz ¥ttt
At finemantine F AR AR % B 4 4% 0 BLalEA R
JE (EZAuFleif @) THEZABEEREI (24
4.58 ) -

FObF AT R B L (25,28 —HkR) -
FRNCSERARBA  BEREFLLRRGEMELE &
NEZEAFRERASHRAREE & - bt TPk
“P% (RTA) éfgdaProteus bacteria%lﬁ&z)}!ﬁ;éﬁcézéi%’%
75")‘\“13 o HYER R IRER «]‘#F/\Hik LA S LR f}Hﬂa
P4 o 338 (NYHA T - IV ) o & 0 JB R EH] 2 B

B i RAT R 0 B IR B F e R AR B /F'J

4.5 B R (RXBKIEH)

dtmemantine #2385 Ao /E A 8 > TR A T 7R

AR

« f# A NMDA-antagonist4vmemantine ° 3% svL-dopa ~
dopaminergic agonists ~ #wanticholinergics#j 4k
A » fbarbituratesfvneuroleptics®g 4k A B 4% FFAK -
memantine#vantispasmodic agents ~ dantrolene 2,
baclofenfif A > @& % HAFR - BbFEZREER &

© BN EF MR AR 89 R memantine J& @ % Fu
amantadinefit B » i # 091b-b- M fe it % & 4% 1 Fo NMDA-
antagonist#d Bf] > ketamine#fvdextromethorphan 7 4o
s (%#4.4% ) - &4 — ki menantinefvphenytoin
R TR A & B e EHIRE -

« Hit#Ydocinetidine ~ ranitidine ~ procainamide~
quinidine ~ quininefvnicotinef A fvamantadine#8
[F] &4 B B 8k T 1€ ¥ 4 % (renal cationic transport
system) > 57T fEfvmemantine & &£ X ZAF A M % 2
TR B e A R o

+ gmemantine 5 £ 4 % #fvhydrochlorothiazide

(HCT) 4 A 8F > T AE & FRARHCT s BErR -
Memantine 7z 3% 91 35 P #85 R &40 #ICYP 1A2, 2A6,
2C9, 2D6, 2El, 3A - A-monooxygenase X ¥i& % ~
epoxide hydrolasefvsiEgibegtE R -

4. 642 BRI (AR STBRZZ )

RZE—

fmemantine A R AF 2 Ba AR B - BydhkEnis 0 R E
#\*UA’E& ék‘kﬁ l"Jé’J/}EF‘:T ,ﬁk%\%g mi%(};“%
5. 3% ) ° 1'93Fﬁﬁ’:‘k%ii*a’“ﬁ'fi&”ﬁ*%ﬂ s RIJERHEEE &
% Blmemantine 7 J& B 7 F 4 o

e
it k4omemantine & F € HE M E I 0 EE R R AL H
BEtE o AR LT AEES A o B SRR A memantine 2 w4 R JE
#%30-

4. TEBA MBI RN ZHE (RXBRTER)

b EEEE N ORRE T R B R AE ) Fe R AR R AR
%38 5 b o memantine T AE G RIE S 0 JEIREEH R
ANE B RBAERREFE #—*rEJ'JV\-» o

4.821ER (RXBkTHR)

LEVPEEREEBREMNGERRAR Y > BIERLEAE RN
MR EE R 4?%&?&@’%‘%?“4”@‘!4’& o
TR &M ALRBRPERZS®AYE (>4% for
memantine ) Z & FRAME (RERERMA)

== Memantine Placebo
(WHO ART) n=299 n=288
b )] 27(9.0%) 50(17.4%)
N 1B 20(6.7%) 20 6.9%)
RREE 17(5.7%) 210 7.3%)
™ & 16 (5.4%) 14 4.9%)
% K& 16 (5.4%) 14 4.9%)
e & 15(5.0%) 8(2.8%
B & 15(5.0%) 9(3.1%)
B 8 15(5.0%) 6(2.1%)
7 14(4.7%) 14 4.9%)
B W 12 (4.0%) 13(4.5%)
% 12 (4.0%) 17(5.8%)




AR FA memantinefo 22 & B 2 m A ¥ REIER (1-10%H &
RREBE) wFEEH 0% (2.0 v.s. 0.7%) -~ BHA
(1.3 v.s. 0.3%) ~=8x (1.7 v.s. 1.0%) ~ 387
(L.7Tv.s. 1.4%) ~#%#% (1.0 v.s. 0.3%) -
RaltEm (0. 1-1%Bmeian®) AEE ~ ILRKRA
2 (WLAI3REIEhn ) ~ Bak ~ BEBE X RIMELLIE o o

4.9 7 (RXFRIEHR)
B AREES T BARAZELA0Z L2
memantme s HERAN PR G A4 (oD RE S B R
F o RE B e sgE ~ AT # proconvulsiveness ~ "EBE -
$ﬁ~& W) EAEZERCHKER  BRAAMSLE
E o IRABEZEHRMBUGRERSEE -

4. 102 B#H > & (ki) » BRMER BRI
(BARR) > e Bormik (8% MgE) »
BEE

5. IR (MRXBKILH)

D 1% h Sy (RXBKHK)

B4R «}mk*" #| > ATC-code : NO6DX01 -

%iy WA B e E (glutamatergic

neurotransmission) & & sEfEst » AL HE A NMDA % % 4218

FERIBRT o G A B IR R f%f%%%&&ﬁﬁ

R o

Memantine & — EAFAIEAR ~ FEMM A ~ FEirFHZ

NMDA % B 455l > =T ralr B & k8% (glutamate ) 58 & F+

=1ER kﬁkzﬁ”‘“ Bt o

B AR A 5

—BAVYEREETRMKAETKERA (MSE, f§ 5 % sE8l
By 53-14%) 2B ARRMREBET | AR NE A 06K

ﬁﬂ fdl > memantine &4 & 247 22 BB o

AE—% P #EF K REAaRR T £AF202MEH

Fem A (33%8 B > 6ThALt  FHEHTOR) R

% & Zmemantine 10&£ % —R=_—Kk - T BL R4 45

KB (f£ A Clinicians Interview-Based Impression

of Change, CIBIC-Plus) & et B3k (& A Activities

of Daily Living Inventory, ADCS-ADLsev)Z 3ff% @ 3%

o8] &Rk E454225 (secondary endpoint) - {# A Severe

Impairment Battery(SIB):pf& - i34k @ ey 4 £ 8T

memantine % &z g 72 &L & (CIBIC-Plus : p=0.025;
ADCS-ADLsev : p=0.003; SIB : p=0.002) M@ A% - 1@

BREH (AMRBEZERAERNENEERFIZERLR
&) ytb & Amemantine : placebo =29% : 10%
(p=0.0004) : = 2% (REXZ&ZAHEMA AR
B WA AERRPEASERLARLEL) LX)
ZAmemantine : placebo = 11% : 6% (p=0.17)

5. 284 1 2t (RUBKE )
R
Memantine &9 & #8T A F 31 F100% > thax &3 E 8/ EF - &
WA &% Enemantine 49 B -

AR
# Téfix‘:ih%"é’ﬁﬁn‘? TEAMN0-40E 5Ly B 5

Enigig

AARE P > 80%zmemantinetd B4 AR A &4 > X B4R
Htip BN-3, H-dimethyl-gludantan » % 4—%e6-hydroxy-
memantine Z & #8444 A 1-nitroso-3, 5-dimethyl-
adamantane ° 3Esb X34 & HUNMDA 2 7 1k > % 43 ER IR
f& 1478 %) cytochrome P450 41t sbsX %t R JE ©

—mRiEd > o pRIZ# M C-nemantine » 20 X 2 P 7T BL
84% ey 2 & > 99% L4 L By BRRHER, -

BEBR

Memantine tA 845 7 X HFFR - H & 4 F % #8 (terminal
half-life) %60~100/8F « BohpEH 2 ZRE > 25 F
M & (Cl tot) £170 ml/min/1. 73m?2 » Ry LA BB FH S
RARENFNESLER - FHETLIFEFT NE BRI
R THREH R HETENRE GMEE - MRt RRKE
T > memantineZ FHRF ¢ BpHEFA S (7-9) MK
(2F4.48) © RiBBIAETRGERREERMERE  wr
BREUBFRY > AARETHRAKRMEE RATER -

YRR TREE

B IR IEF REIRZEFLRE (WUBREF F R E A 50-
100 ml/min/1.73m?) - ¥ 2| WLEL BF 75 PR T
memantine Z B F B AR FEHFBEMBE (254 26)

R B % % Memantine 2 % 4y 8 /1 S 64 % 8 b KA R
B 7tmemantine € 2 & AR > B E R &40
NMDAZ /& » H k¥ dspi 2 P EAFM2BHE > L& TAH
B EREERBEE Y -

ZEY BN N ERFNZER B BRI (AR Bk #k)

{45 B R Anenantine 20 £ H T » NISA IR
(CSF) = i %% tmemantine 2 kifa (ki & 3p4] % #0) »
KifEA AREATHS 2 & 0.5 1 mol °

5. 3EERATZ AT (RBKE )

#ﬁﬁﬁ}‘\mi&%&q’ memantlneﬁuﬂﬁ%é’lNMDA##m”"""I ' fE
BPERSEBNEBE RS RN P IEEZ R E %R
At bzt (Olney lesions) ° @_ﬁ?ﬁ%%ﬁ%ﬂ,ﬂ&ﬂz
ERRATRZ AA € TN E0fR - N ER REE
HEHMRIEEE B HMX RHURBRBE L > BILEERA
Mita i BHHERBEFRRR T RENESB
BRI IR FEER K 2R TFRI & -

#memantine 2 Ba A XER © DA FRER K 454 B 3 @ BE T
AR5 E ey e % o bt memantine ¥ AN 0 Bk
EEEBOMBRI L E R RS E o A
cationic amphiphilic properties&y 4y » 784 sb&

R oo sbE MR TREAIF I E KRR A B4 > {2 stk A
BESEEHNE S BHMRER > ERRMAEMER Ko -
1R Ao “Pi:‘kéﬁﬁé'lmemantme%%lﬁ M o 20 B Au
ﬁmz%iﬁﬁ¢ SARATER MR - BB A A

EMHGEET mmmm%kmﬁﬁ%ﬁﬁﬁ%Wi’

HamRefo L T MMM EMER - {28 A%E4E N5
HEERET MARABNBEIIWBAAREEHR L

BERRTESE
ng Cine 205 £t s W] | AEEBR)SHBFARE » UBEE - SHEE -
emantine = = ik As 7 xﬁfi’, g A 5 rﬁ/-r—g
70~150 ng/ml (0.5-1 & mol) » fAA% % & A - §$i§ég;£?;g%é£%@%ﬁgﬁ2%& &
% 25-30 % % 85 » F34CSF/serum =0. 52 » ﬁM\%% o I ISR 7T
FHH10 1/kg > #45%eymemantine fo o 48 & & &4 - (B2) 4 — 100058 BRBMERIBER
Code No. : L-46

K BABRIMHARA A g
PRBUR BlbhrsE AR BIRIZEZS B

4 3% Bk © PIC/S GMP 3% 4 At 22 8 2 i 1% 4y 7 TR/ 3]
B MAETZEE = A&7~ 1958



