20254 7 HORET (58 3[R, MRI10%DHIFR)
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3P 1000

Symmetrel® Tablets

F)ER—EMEOMSTEICLVEHATS &

$E50mg $£100mg
15400AMZ00298000 | 15400AMZ00299000
19754E12H

ERES
AR7CRaYE

1. &£
- =0
GReHE)

1.1 ThHAXEZFDEHEREDSH 2 BERVERERR DG 2 E
ETR. REEFRENGELSEZTENHIDT,. BES
FEEKEHRL. BEENROOSNIIBESICITRET 2%E0E
YIiEB=ERELD T &, [9.1.1, 11.1.7 B8]

1.2 AEICIE, EEEEDRONDEFRSEN B . Ffe. B
YMRBRICKDESHMORENHDDT. FRIIFITFIRLT
WBTEEEDH B LHEICFRS UV &, [9.5 8]

(ABYA VTV I YDA )L R RZE)

1.3 KAE. EEIHIFICHE EHIRTFUTE
&o [5.1 B8]

1.4 FEZBEICAVWSEEE. FFONBEEEE(ICHRETY
5Z&. [5.2 58]

1.5 AEIEFFEICAVWRIRGE. DIFVICKDFRHEHTT
2PDTHBEZEETDIE, [5.3 8]

1.6 AFNFABUHNDA Y TIVI VI A )L ZABRRREIC TR
izl [5.4 B8]

1.7 A VIV I VY DFHPAEICERRShOEE TERE
HDHENHDD T, BHEZSDSGSBENFPRERBRIC
EAT 2EF AR EPODEETIFEE LOERENBIRIESE
LEZEHBIENDIBEEDHRE5T DT E. [9.1.4, 10.2,
11.1.7 8]

FEICDHHEE5T BT

2. B2 (ROBEICFBSLEVTE)

2.1 B e BETLHEOREELRBREREOHHEE.2.1 =
i)

2.2 MR SUIIEIR L C W A RTREE O B 5 R O 3L [9. 5,
9.6 ZE]

2.3 RENOR I LiBBIEDOBEFERED H 5 B &

3. #AM - X
3.1 #8RE

HR7et

2~ A b LLEESOmg

S ¥ X LILEELO0mg

BRI

15EH
Hig 7~ > %Y ERE
50mg

LiE
HE 7~ r% Y EEE
100mg

TNINA]

tila—ZX, FE R,
BEZU VALY T L
YIVT ATTY VY
xR LA, 7O X
O—Z., Bltkrv . <
rsad—)

tira—2x, KR,
BZVCBANLI T L,
TN ATT) VES
A Sy BV <yl = I
-2, Blkry . <
r7ad—)

3.2 REIDOMEIR

fRFE % YU ANLILEESOmMg | A b LILEEIOOmg
R HEDT ¢ LA T— ME

51 @ = @ —
BAlo—R Sy 211 SJ 212
Jo& = () E’%Tlrg%o.lii&Bmm E'%S.lgéo.}l?é&Smm

4. FEENIFHR
ON—F Y ViElREE
OREEBEECH S B - BRME T OWE
OABA VT IVI VT DA U ARGE

5. REENIFRRICEHET DR

(ABYA VTV I YD A )L RAEZYAE)

5.1 KANZ. EMPSFFICRE LWL BHICOREET ST L,
BIZIE DTROBEIREEZEET LS ENEZLL, [1.3&
]

ABIAL VTN U A ) ABEEICRER L72BEIC. ERD
ELRTEERSFVEEZONSE (ERE. AERSREDR
BE)VRVZDO LD REEIET 2EBREHEES,

5.2 AR ZIBBICHVWSEEZ. AT VAEOBRENSLETHA
BlA VT NVI VT A ) AEREOIREICNETII RN &%
BEZ AROFERAOLEEZEEICHRTTAZ &, [1.4 5
HA]

5.3 KEIZFHICHWABEZ. T7F XA TFH2Mzd 5
LDOTHAHAZERER L., THROEEICOAHNWSZ &, [1.5
%]

c T IF U DOAFEPRE LGS
I IFUVEESRROSE
DU F UERERTUAEERT A2 oMM

5.4 KENIATBILAN DA > T IVI U HF AL ZABYEEIC IR R A

7. [1.6 2]

6. AERUHE

(IN—F Y VEIREE)

WE, BAICR Ty D UEREE L THHELIR100mgZ 1
~2ENC T ERECOR S Uy LERZICHERRE S L T1H200mg %2
A EREOHRST 5,

2B ER FEICL U CGEEIERTE 545, 1H300mg 3[E45y
ZREOREETET %,
(RFEGEEICH S BN - BEMETONE)

WHE. RACER 7Yy Y VIERIEE LTIH100~150mg %2
~3ENC RO ST 5,

%B. R FRICSC CGEEERT 5.

(ABYA VTV VYA ) R BRZYEE)

BE. BACR 7YY UIEBIES LTIHI00mg% 1~ 2[H
D ERORET %,

B, ER. ERICSCTCHEEBT 5. 2720, BRERY
BEEDODHEHETIRGEO LRZ1IHI0MgET S &,

7. BENUHEZICEET R

(GpeETLE)

7.1 KRNI KRE D WAREEE L TRFBICHRES NS 720, B
REPETRLTWAEETIE, MEFRENE 2D, BHESE.
BRER, B, IF 70X 2AFORIERAPHRET S0 DH
20T, EREOEEISC TREMBZERT 24 L, HE
5452 &, [9.2.2, 16.4, 16.5.1 2]



(BEYILTFo 7)) T IV AERSHIBEBORE

JVTFZU )T TR 5 HE
(mL/min/1.73m?) (100mg/[8])
>75 12155
35~75 1H
25~35 2H
15~25 3H

) EEEAEAICB T 2HBICESSEHRTHD . AFIOEN
TERSNTVWHAERUCHERE IR E S,

(EERBEICH SEN - BRUETONE)

7.2 HE5HEIL. HROREOBERAOEEZEZE L 2P 5 EE
ICHRET B8, BREIZETHRIRED SN VIGEICIEHRES%
FRIET A2 &,

(ABLA U T)VIT VP A )L REERAE)

7.3 ERICAVRIBES
FHIERIIATRE LR D B 0 IC 52 BIA T 5 2 & (FIER QK
FIMEICHEIB L TO A BREPELINZVESINTNDS),
Fz, ETA NV AOFKREZ 720 BDER/NRO B (K&
ETHLER) 0BSICEED BT E, [15.1.2 2]

7.4 DIFVDAFHRHIRMSEN DI F VEBHERDIES
Mt IS HERR I1C B W CTHATOEUED B 5 b7z EHfF S -4,
WP EZHB L. TTORBRIGEL»PICREG 21T
5T &,

7.5 DI FUEBRERNAZES I 2F TCOHBICKRST 358
HAEEE COMBITERIOAM EE SN s P, HIEEERIE
eIk EEFIET AT &, [15.1.2 ]

8. EELGERNEE

(GheEHE)

8.1 RABEEIC X D FFICHREREROEIEA (BERESE . IES)
ORFBEIPEL ZAHEADPHHDOTEETH &, [11.1.7
%]

8.2 HFW, 5L6DF, B HAHh, BRENHSDNDHI LN
HBHOT. HBHEOEE, MIHORE. BF1EESREEES
(EEICREBESELVWEIEERT S &,

(ABYA VTV I VYDA )L REEAE)

83 WA VINIUFIANVARORADOEE I b

59, 4 V7T UFRERICIE. BETEERIEL-FDH
HEE3NTW5,
BETHICLZ2EEEORFF—DEHREZH LT 2720 DT
zxtine LT, OBRETHORROB AN HL L, QFE
ICBWTEBEZTOYHEA. P L oAy 520/, RiEE
HIIEEREOERIINT AHIENELZHFE LA L, ITOVWTE
H - TR LEBEEITS 2 &,
BB, BEEOBERICELBETNDODH HEEDOEHEITEICOWN
Tk EZELBEO/NE - RREZOBETHE N ZVW I L F
B S2HBLRNICHKIRT A ENZNWT &, PHIGNTWS,
[11.1.7 8]

IN—F VYV VERBEXIIHEEREEICHES RN - BREUET

D=

8.4 KEOHEFEZICHIELZEE. S—F Y VEROEL,
EMEREERE, Y b=— (BER). $8BEL. KRLHE. BiRE
DE(, SAESHSDONDZZENHBDT. KEIDKRES %t
IET 2. RACBET A2, [11.1.1 2E]

BEDHRZHYI BEBEICHTIER

1 GHE - BEEEDNH 2 EE

1.1 ThHAXIIZDEHEREDSH 2 BENEERFRDS 5EHE

BEZFERCBEL, BREVPROONTEEICITHET 2%

DHEYLHEEZHE LS & HIE2FHNIIB(ESEL &N

Ho. [1.1. 11.1.7 ZH]

9.1.2 DIMEHRE (5 > MELVRERS) XISKRIEMEFEDS 2 2E
THEFEPHEET A EHFHD ., DIERBPEEZE(LSE
BINNH %,

9.1.3 EMEZE9 5EE
HFEW LB 5BEFHLEDNPT L,

9.1.4 FFREBDHDEE
NE. =8, il BESORMERPEES 2BV H 5.
[1.7. 11.1.7 28]

9.1.5 FERARNEDERSE

REEAZEZ L. EERPE(LT2BENIH 5.

9.
9.
9.

9.2 BHEEREERE

9.2.1 BIZNELT DL OIBERELBEREDHDEE
BE LW Eo KANIKREDPARE(LMAE S UTRAICHRES
Na0T, ERICKD., BEHEE. BHER, %, 3470
XAEORWERPHRT 2 &N DB, o RANIIMBENT
& o ThBEBLPBRESNZ WV, [2.1, 11.1.6. 11.1.7, 16.4
16.5.1 ]

9.2.2 BREBREZRE B ZHBELIT DL SBREERERSD
&2 EBE=ERL)
HEOREICTDERT 52 &0 RANIKREDARENAEE L
THRPICHRE SN2 DT, FREICLD ., BREEE(BEZzST),

BaER (IR, =8, AR, S#EEl%E, B8, I470ux

BHobNPd 0, [7.10 11.1.61 11.1.7. 16.4. 16.5.1
iy

.3 FFtEaERERE
AR REMEMEICER T 52 & BEA L L UFRESHRES L
TWwb, [11.1.5 %]

.5 1w
R SUTER L T WA ATEERE O H 2 RHEICIERE Lz w2 &,
EHEEPEDNDEFRE) S H D EBMER(T Y b -
50mg/kg) IC K HEFEDOHEN H 2. [1.2, 2.2 BH]

9.6 HHIF
BATOLHEICRBEELZ W E, B NBATABITT 5,
HEAT—%)[2.2 5]

9.7 INR
BE5T LB IEMOHITICE W TEZORELZ +DICBEL
7z b, BERUHEBZRET S & NEEZ MR E L2
PREBRIIFERE L Tl nd 9,

9.8 SknE

9.8.1 EAE > SHIEL. ABRLCICHREHRBICERET L L
WCEEORBEZBR Lo EHEICKRET 2 & BIVEA (K
ICEE, RMEEE. OB, ZH. EHEOBHER) 5 H 5
bied v, [11.1.7 ]

9.8.2 HRIHEEAHE Z D * 3 < HULIMHFIBE N R T 2 B
HB. RANZEE LTE P SHRES N2 A, Sl TIXEHKRE
PERLTWAZ ENZ N, [16.5.1 ZE]

9.8.3 EKMAEOERE TILBRICAZDRT V. AFIDEKEHZY
BE5BPZL R AHEADH 5.

10. #8E(EA
10.2 HAEE WHAICEETRIL)

2
%

A2 BRRER - BB BF - ERETF
Fos—F >V UH . HEREES VTN FRERE
LR RIS OEERA PR S | RREMERE*ET
Havy Al NBZEDHZHD| 5720,
MIAFY T2V THEBICEET S
v &,
Ry Fy &
T5IRFY—)L
Y RFY— )b
FaF kY
R L
AT H IV
7ILa—)L
h7zA> %
[1.7 28]
BRI HIA
~YUF-
Fos—F >V U VAFATY =, LPRICEKONE H
T IRFY—)L HBEOBERAPE 20TV T LD
BB END B EAOBRME >
WHAEALS L. B
U7 Ty ABET
THIENDH 5,
F7 Y RRFRA AHN D {5 A5 58 | AR H] O B ki A
tRorzooF7Y N sh, #El. DR FLOIHEBED L
M) ZOLAFTIRIEHTHA. I A 70X AELIT2D,
AVHISIR AEDEIER D &
HU T LAERERRA | sbhiz L oW
F)TLAFLY BhH5HOTHEI
2vna /)57 by EEITHI &,
By A VAV
NMDAZZAERA [ EIC/EH % 15| MEEAl & & NMDA
AT T SELBENYH | ZEEERER%
FEAPTRANLT 7|5, BT 570,
>
ryIy &




1. BER
WROBERANHSbNBEENHZDT, BEELTFITITL,
REPRDOSNIBEIIZHEEE2HIET 570 CHEU L LEEZIT
ST &,

1.1 EXBEHER

11.1.1 BHEREE (Syndrome malin) (0. 19%3)
ARLREEBXEHRECED, B BHREE, BEOMEE,
AHEEES ., 3 v VEREPHLDNLEIENHEHDT, Z
D& HEICIERSE. R L. R, KOHGREOE
PR MEZITS I & AEFRERICIE, HMIRO M MIF
CKOERDPHOENDZENZL, £l IX TV REED
BREDE TP ALNDZENDH D,
nB, BEREFICORKOERS LN ENH 5,
(8.4 2]

11.1.2 hEMRIEFERIERAE (Toxic Epidermal Necrolysis :
TEN) GEERH) .. KEHIRIRIERSE (Stevens-JohnsonfElk
B¥) (SHFERER)

11.1.3 \BHETZHES FFAMRTEERER FHEARH), AR
TERERRAEIR (BHEEANER)

11.1.4 1DARE (BEERH)

11.1.5 FHHEREREEE (SEEERHA)
AST. ALT. v-GTPEREFOMEHEEENHSDONLH I LN
H5. [9.3 2]

11.1.6 BEE (SEEARR)
[9.2.1. 9.2.2 =[]

1.1.7 SHEES (BEZZ0) GEEAH) . HBEER (R (5%FK
). BR(OGW%AM) . BAR(B%AR) . $EEL (0. 1%FRE) F) .
EEB(0.19%K) . A TOXRGEERKE), BREITESEERH)
HEEBRIEIAATHZHDOD, 1 V7V U HFRERICIE, &
ERIIELBTNOHHRETH (RICEVHT. HHET 2%)
Whobnbsdl EMdsb, [1.1. 1.7, 8.1. 8.3, 9.1.1.
9.1.4. 9.2.1. 9.2.2, 9.8.1 ]

11.1.8 HEERRUARAE (S REH)

MRATRESH 5 bN B ENHHDT. BEEFDITTL.
PR, BB, CKLEH. MARORFEIA oy LR
BHobNZHBEICIE, BEEHIEL, BUBLEZTS 2 &,
F7o. BEUHRIREIC L3R EEREOREICERT 2T &,

11.2 ZOftDEIER

-

0.1~5%H 0. 1% SEEAHE
MEARfEE. R, NAEiE. SERK
L, foEE. B E SITREOR
K. HE, vF 0. b 15D, KRY
FEMEER | TER - THE. WA . ke, B
B, EHRNBE. N
FERGES) (JRE. 2 A
Y —%)
] HARERE (BHE)
EAL. ™R BRI
HIEE e Twmn - gt
vt v o | 11BN 315 < 5 A (S | BREREE
fEBReE  |MEET iz
e Rz 2B
IR VAT
] FEARBBOE
. ﬁiE\ALT‘ALPw
F+
.- BUN. 7L 7F=
= vOER
2ot B - R, | TROTIE. M. B \(E4 R .
T SRR BE MmERED> FRAEE

) HBURE S EAREREZ & 5.

13. BEKRS

13.1 fER
MREAES (RATTE, EBARE, B, D2 %% &
LR E O HERILREIR, BEFLECR, BENRE, I A7 00X R
%) CRMERE RS (BEEL. RUEEE. O, TAE, e
L BRLVANLVOET, BES) PEETEOBEELRBTH
%o ZOIEPMEE. FFIREE, FEHER. AR, SMmE.
B, B, REASEPAONZ DD DB, o MELERY
IDERTEDPERE SN T DY,

13.2 W&
FANFMEBEITIC L > TORUPBRESLE L,

14. BALOZER

14.1 ERZMROER
PTPEEDOEANIPTPY — b2 5M D H L TIRAT 5 £ H18E
T2 &, PTPY— MORBEAIC LD BOSAIS BEREA
FAL. BIZR3ZEfLz B L THERIAREDOEE & & HHEZ
HKIHTENDH B,

15. ZDMDEE

15.1 ERERERICE D B

IN—F Y VIEIRES)

15.1.1 {15 DERZREDZEEPH D . BREROEBHEHISFES
TOEBETAHIE, £ BERENTOBRERAZH 2D,
HRERMORD 5N HBHEICATT HEEICE. [ESOLT
HEER/NEICEED B ENEE L1,

(ABYA VTV YT A )L AREGAE)

15.1.2 HEHH TRANIN T 2 HEBWE T AL ZABH SRS
CENREDDVENTWAROT, REHABII AR 2R D 5EHIM
E9HTE, [7.3. 7.5 %]

16. ZRYEHRE
16.1 [MGRE
16.1.1 BOigs5

TR A B F5HIC S > 4 b LILEELSE (50mg) & 248 (100mg)
ZEZEERICE NP NIEROERS L0 METEED
RO EBY TH 72,

Tmax Cmax AUCo-o T

(h) (ng/mL) | (ng-h/mL) (h)

50mg 3.3 124.8 2,601 12.3

100mg 3.0 256.0 4,520 10.3
ng/mL

B—a 100mg#% 5 (n=5)

0—0O 50mg#%5- (n=5)

FREE VUGN A NBEE

ASI
B R

¥ A b UIVEELSE (50mg) X128 (100mg) % 1|5 544 o I 4%
FRIBE DR (n=5)

16.3
Ty T rOin vitrolEFEEAFEAERIINT%TH > 72,

16.4 {5t
bk TORBREWIIN-T £ F RS~ 15%IT5880 5 N7z A8,
K80%ITRENMETH > 72 (HEADT—4), (7.1, 9.2.1,
9.2.2 2]

16.5 HEitt

16.5.1 FRepHEtt
BERAICT v ¥ Y VIEBES Mg & 0'100mg % 1 B % 5
L7256, BE5ERN24RM TR EEDN60%7, 48K % TIC
K70%BSREATRBICHIS N 59, [7.1, 9.2.1, 9.2.2,
9.8.2 ]

16.5.2 EohgEt
Ty D UEBEI0mg & RS LIRS R E To#
FEIRE D8 (ImgbL ) Tdo - 7296

16.5.3 FitohHEt
WMEBOT >y Y BRI OMHEN, CRIEEIALLL
FAERIC, B, IREA. HBEZFISEITIENH B0,

17. ERIRRNHE

17.1 BERUR2MICRET S8R

(BEBIBREICHF DR - BRME TONE)

17.1.1 ENERREHER (CEERLEEEER)
BHEE CHEOA O N Z WEENINEREICIL2EMET - 8
FUETEEMI[2NRICT v D EREE (DR, Sym.
B OBEMERUOZ2MEE T TR (LUR, Pla. B) 25 iR &~
L —EERRB ThHERZT-oER, RRaRkWEBEX[F
SRR ] Do Sym. BE1 73655151 (29.5%) . Pla. BE170f5
3301(19.4%) . [HERERE | LI _ECSym. BE17361-R12361 (71.1%) .
Pla. BE 17061891 (52.4%) TH D\ Sym. BEAEEICEN T L
72(p<0.001).



BIMERFEIRIE, Sym. BECL7361H23(4 (13.3%) 491, Pla. B
T17061+12961 (17.1%) 70 Ta > 7z 7 BEIWERIX. Sym.B¥
THEEMN(4.6%) AR - BIRTIE(4.0%) . AHEALF(2.3%)
FEJE - BHEAMF(2.3%) . QB4 (2.3%)EF TH o710,
17.1.2 ER—ARERAREHER

BEMNMEREE. MBIRE(CES L CHIBIMEIC & 2B rikeE
REERBEAF 2 WHRICT v v 5 Y VIERBEO BN ER RS
MEMET 2720, —RERARZT - 2fR, Bt eikoE
13474051+, e g DL E16061(33.8%) . BEECUE DL 1347
Bi1(73.2%) T > 7=

BIMEFZEBERIL, 499619961 (19.8%) T - 7zo E/LEIERIL.

A& - BE3IF(6.2%) . e - HER28M(5.6%) . ANER26M
(5.2%) ZIE181(3.6%) . =11 (2.2%)FTH 57z

(N—F2 Y VIEIREE

17.1.3 ENERREER (CESRILEEER)
IN=F 2V VEBEHOBEIOMZHRICT v 8 UV IERIED
Bt R 0% e % trihexyphenidyl 2 483 & L/ —EE#H
B THEZTo R, 7 vy D VIEBIED100~300mg/
H% 5 crtiEZtrihexyphenidyld®3~9mg/H I IE# 9 5 0%
PELSNT, o, 2RWEETR2FNEREBICB VT
trihexyphenidyl## 5B IC5FI O BALBI S & 5Nz DIC AR, 7
72y Y VEBIERERICIIBIL Aok o T,
BIfERRIRIZ, 7~y Y HERRERT0FF60%5] (66.7%)
Tholzo EaEIEAE. DE25H(28.4%) . HER224]
(25.0%) EHCRIR16M(18.4%) EFL15HI(17.0%) . FEHE12
B(13.6%) 5 TdH > 720

17.1.4 BR—AREERIER
IS—=F 2 VIEREBOBESAG RN RICT v vy D VIERRE
DEMEROREWEEEET S0, —RERRABREZIT - 724

R REHTEDITHNI503BIH37451 (74.4%) 1B P F 5N,

BIfEFFEHEI. S51361H17761(34.5%) TH > /-0 ELEIEMA

&, ZIFA5H1(8.8%)  BERRFEE 341 (6.6%) . [1R82861(5.5%)

TIE2200 (4.3%) « {FR1461(2.7%) DFEWV - 72BL 5H - 5
5OF14H1(2.7%)ETH o 7o
(ABYA VD I)VI YDA )V AREE)
17.1.5 ;B ERAREBR
—EERHEHER (BENICInfluenza A/Bethesda/1/85% #
) 1B WV TR RHE DT N 7= 8 U P ERAE 0 SR I 78MF T AT
VINIUHIAINADBGEFIEICHT BTy Y VIER
BOFHIRIEITEDOEBD THB,
(50mg/H Tl3#h R 455 < 100mg/H &£ 200mg/H & Tz RIE
EZ%x L ODERHAEDO SN ELENF N EPRESN,)
REAYLEOR AN SR AR vIE-S

HRER REFIEL BIERD | FEER?
A 19 18 11
50mg/HEf 20 16 4
100mg/H## 20 12 3

200mg/ HEE*Y 19 13 2

HEADT—%)
1) AV TIVI T A RBEGE T A )L A5 BE X ASHUE RIS
KVHEL,
MDA VT NVIYHF A NVATORIEIZFEE(37.8CHL L) RUZF
DfD2 DI EDFERIC K D HIE L7,
M3 AR SN BHEORARRIZI00mg/HTdH 5.
BIFROFEARIE, 77 REET50%. 100mg/HEETIZ80% T
. BWERHOKEBHIIEE—BEOL DT, BRIERE L7,
FEobHOIIFREERENELBRICET AEKRTH -7z, &
7o BEEZEER &S LTIE. 50mg/HEOLIHICERE - O
1§ - JEE - MARE D 5 < AR, 100mg/ HEE D2 CHEfE. 2
BEETH-T,

18. ZEXpEE

18.1 {EFAER

IN—F Y VREIREE)

18.1.1 RS2 UMEBIEMRBKRTO RIS 3 ¥ OB EEE > FHEL
ABOIETHY . Tk RIS U EBEHREZEEL S
5,

(ABYA VD)V T YDA )V ARREE)

18.1.2 BERANHAIC Y A L ADRFREBEEAHET S22 T 71
LADYRRXZ LFTaFA > OMBEHAANDE X ZEET %,

18.2 1EHEEINEER
BRI AR RIS 9 2 Y O SEERD R & RS FRAYICFE
Md 262 FEFREOE AL FHKEEINTEST, 7V
UH Y UERRIBICE L TH ZOEABF I aICEIEE T WL
WA, BRI OB REEREICB VLT TOERNE
5NTW5,

44—

18.2.1 BiiREY D ADBEFEECKRIFTRE (in vivo)

FEIEERICYI TR E R 252 /-7 2B VT, SHERERER
OHEFEHEZRE LR T, 12.5mg/kg (BEEN) THF
EEOERRENSASNT WS,

18.2.2 FEELE I (CXE 9 B35 ER (in vivo)

Sy BB ZulLFawyry, NaRY R=LKROIT ~T
NF DN K BRSO IHEIERISR L. 105 020mg/
kg (BERER) THEHL L. T~V ¥ D UEBIEE R8I VRO L
7 RUF Y EEEERER E OBEE SRR SN T WS,

18.2.3 THCIC &L DHI L TV =K U'muricide DINFI{ER (in
Vivo)

THC(F bk FuhrrE ) —=Wic&sS5y bohyL 7
¥ =R U'muricidetzxt L. O.Smg/kg(}ﬁﬂ’fl’\?)Tﬁ%’fﬁi‘fﬂﬁﬁ‘ﬁ
%R, ZOMSIIZENETNA 2T T30 D40EK%US. 81;.\
LR RRD400f5 % U225.53C. 7~ ¥ Y VIERIEN V&
o b= UEEHE R ROEE TIEARL T C &@T%éﬂf
Wb,

18.2.4 & MREICRIFTRE
ZHFEERAERLIC100mg/H. 2EMREORS% OMEE
L% HIZHBICB W T a O HEBOEIM,. O FERV SHEDOH
HEORDPHAENT NS,

18.3 IN—F VYV {ER
Ty I UEBIEDIS—F 2 UREREREIC NS B R X
FRFHICEHSATOWAVEDLH S, BWRE(Z Y M)
BVT RN VORHEEER - BED AAIHEIER - &RE
EERPRDOLNT VS, TNODEMRIZED KIS UEH
Za—uroOFEEPED N, BENICTEF L) U EER
WHTI—=NT I MEERICH L CGERE IREICH 5/ —F >
VUREBBEICR LT, EE LT RS MEEHRROIEE 2 T
ETHZEICKVMRERTODEEZLN TV,

18.4 ABYA VDI YA JLAICK T BER (in vitro)

TR I EBREOARA V7V WY AL AERI
FE& LU TR AL ADBAROEREZHEL, 71 ILA
DVRRXZ LA TaTA > OMaEANNOEXZHIET 52 &
CHBHEZEZBNS,

Fhbb, AV TNVI VYT AEHET A 7 ILOBIETT A
U 2R FAMAERRICBE LTI R A b=V ATBEOT
VRY—LAIKEVIAEND & MoA F > F v RIUDERIEES N
B, TV UEREIIMF ¥ 2V ETRET S (77U N
Y A H TOVERRERAEIN vitro).

RENZATIA VT VT UL N RICIIZENTH D, BEIA
VINI U TI AN AIIZESHE SN TN S,

19. B CRY EEZHNAR
— RGBT Ty VUSRS
(Amantadine Hydrochloride)
{bZ4 : Tricyclo[3.3.1.137]dec-1-ylamine
monohydrochloride
73 0 CioHiN - HCI
SFE 187.71
R BEOBEEOHRT. ICBWVIEZa<, FRIEE,
FERICWO THEIFR T, K Ay =L RiFL¥
J = (OSBRI YIFLI—TIICIEEA
EWET im0,
{bmEt
NH:

*HCl

um\?K{q:
@4/7w1/ﬁv4wx@%ﬁwﬁﬁ BHBRIZOVWT,
i LORERICEHS N ARICE D EARFIPBEEICHERS
55, FONEZEEBRFEE IS LEMEST 22 &,

22. B

(¥ X NUILEESOME)
1008 [108E (PTP) X 10]
500%& [108E (PTP) X 50]
5008E DfE. /YT ]

(VA BUILEEI00MEY
1008 [108E (PTP) x 10]

23. FEXH

1) Golbe, L. 1. : Neurology. 1987 ; 37(7) : 1245-1249
2) dbA&R RIE,  HARESEH. 1968 ; No. 2329 : 9-16
3) bR JRIEL  BARESHH. 1970 5 No. 239 : 15-20



4) Physicians’ Desk Reference. 1998 ; 52 : 918-920

5) BHERFNHTA F -t - BEBRTRE : BRF AT A
FoEEMmEEFERAROEREME. 1987 1 21-25

6) BERER | HAREHEHM. 1999 ; No.3900 : 37-43

7) Hayden F.G. et al. : Curr.Topics Microbiol.
Immunol.1992 ; 176 : 119-130

8) /IMRIEREIE A ¢ FEHEEIRE. 1984 5 12(1) © 195-203

9) Wu M. J. et al. : Clin. Nephrol. 1982 ; 17(1) : 19-23

10) O’Brien T. E. : Amer. J. Hosp. Pharm. 1974 ; 31 : 844~
854

11) #1 Wz /Eh © BEREHE. 1984 5 12(2) © 321-367

12) Reuman P. D. et al. : Antiviral Res. 1989 ; 11(1) : 27-40

*24. NEEEREROCBVEHEE
YU vt <TOHEEEY Y —
T 105-0011 SREFEEBXZAEL-7-6
ZATRER © OE~ 171
(. H. #iH. ZOthHHOKER Z2FRL)
TEL : 0120-22-6880
R—L~R— https://jp.sunpharma.com/

26. BERTEES
26.1 SBHEERTTT

9 ¥ r—vtiat

PHaRVA R R EREX Z AE1-7-6



