EEEREIEAKEE 50 £5%
Toramate Film Coated Tablets 50mg

BEERF 55 049840 5%
REHEEET EH
hRZ=HHA 2026-01-22

HEAR

TopiramateE{EE & %2,3:4,5-bis-O-(1-methylethylidene)-B-D-fructopyranose
sulfamate -« 2 FHBC1oH21NOgS » D FE7%5339.36 - BT :

\/

N “NNH,
0
CH,
H4C o o
H4C CH,

Topiramate R —TEREN B BLEEMA - TopiramatetR S A1 2 & & {E 3N 5 EL RO R 14 A
& - pH1E9 ~ 10 - A/ARRacetone ~ chloroform - dimethylsulfoxide Kethanol - ¥ 7K7A ##
E%9.8 mg/mL - E@%Dﬂ@%f&ﬁ’ﬂpH@?%S °

1.1 BUEDKRE

ZiEP 2 : Topiramate.............. 50mg
1.2 MAEE

Lactose ~ Microcrystalline Cellulose ~ Sodium Starch Glycolate -
Hydroxypropylcellulose ~ Pregelatinized Starch - Magnesium Stearate -~ Colloidal
Silicon Dioxide - Hydroxypropyl Methyl Cellulose - Polyethylene Glycol 6000 -
Titanium Dioxide ~ Iron Oxide Yellow (lll) -

aRgcst - (o) €5

PRI iR
14 ZEmINE

e EE
K thle
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R AR % ERE S EmBIHf ALennox-GastautiE1Z R VBB K REM S B R B[S
SHEmVERN AR - ARPartial Onset Seizurefm A 2 E— Y85 « FalHRIETR °

AR FRE
3.1 HZEHE

AERARZEREBARENZIFZES  ZRENETEFRBEE  BEHEEEAY
EIE - TopiramateB e R HIZLBEMEEIE - ZRAEZRELEHE - AEERE
HRBA  MREREFA - OIS EENBE - Topiramate P LB B O/ 2 E A
iz - Mol NOHFEBRMENBERASYRHNDE (R ) WRERY - 1
AFRILEY) / BYREMEREE  FERGIESVER - BRERED
Topiramatef EEN M & A TopiramateMITFEE - EBRERMARRA T - [RIERA
phenytoinfy%& A MAk Topiramate o] e FE#E phenytoinFl £ LUERI & ER AR -
£ FiTopiramate @ B)&8 % Z FE NN AR L 1F A phenytoin K carbamazepine Al BE R 2 %2
TopiramateRIE| £ - Topiramate AFBEREERA -

RN b=
A
ABRNEE - BEMAE25 ~ 50 mghits - BARAREBEIENHKS - BEEXREA

MW TLIMR - BEE - 838 (HEMA ) LI25~50 (52100 ) mg/dayrIEEIGMN
HIE B oMRIRA - E ARERKMRICAEBHUEIE -

BERA—RGLE —REBEY - MTopiramate R # B2 0BG ARZ S - 58378200
mgEBEEVNERRENGREE  ALtRERSR/NBUEE - ERSHEE5200
~400 mg - TMRARA - EEHEANTHBEEZ5E1600 mg/day -

E & TopiramateEALHMAEME MR - B#RMRENEXARABHEERSHE
E—¥MTopiramatef i REIE - HABIEET D - RMABTHBRERRIRE - 18
AHECREEREMESE ZHMMERE -

bR AEARMABNEEENAFERA - BFEFERA (R6.7. BIEAS
) -

_mUERE

P Topiramate BB ZY IS - BHEZABIZ4%5 ~9 mg/kg/day - MRARA -
F—EEMKARA25 mg ( HEE - U1 ~3 mg/kg/dayfEBRERE ) BEREHIZE - B
B—iEzmAE - D1 ~3 mg/kg/dayrREZNEE ( MR ) - DUERIRERK
YR - MEANBBARYRICREENEE -

L FEEHEEE E30 mg/kg/dayls - MABRBEHEREMIE -

BEE AR

SRR B ERmEEY) (AEDs) IR FTopiramate 2 —8%& R - AESHEEEE
FINFE - ZREUSMBZRHFERAN =72 —HErREREFERRFHENNERBEY
(AED) ( FRIFERZEEEFERAFRAMTANNEBEYAED ) (RB5.1.EE /I8
FBE) -

FRBERFEZEYE - Topiramate2EZ BN - ol BEA KR R TEETopiramateZ|
=,

B
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TRIE B mﬂ%iﬁﬁéi%—?_ - B4 %25 mgRte - BER - BIBsEmEL258150
mg/dayRREENHEBE P MRKA - MRFEABELIESRERNAZEE - O
ﬁﬁﬁﬁxﬁﬁ’]imﬂﬂ"*‘ﬂg_‘ZLF”‘Jgi@HDEﬁFEJBm AR RIORER E RAZERE -
X ATopiramate & —Z Y a B EHILR BEH=E5100 mg/day - SHEZZEBIER
EBRA500 mg - BB A BB R AFERNTopiramate E —ZY)/a &L &
S3E1000 mg/day - BLAZEERBRRFIENNERASEMEBINEEENESE
A o
“mMERE
"M ERERAERENE—B - BR4%0.5~1 mg/kg - BBE—BIRAE - 210.5
~1 mg/kg/dayREREIEMEIE - HMRARA - B ANERKRYRIOREBUEIE
MRRBEFEEIDZHESRTHNAETE - O FERABRIERIGINE ST RE S8/
Bl - BIERARYRICREL E RAZRE -
—m EREMTopiramateE —ZY e BN R Z IR BRI E753 ~ 6 mg/kg/day -
SHEZMEM LRA500 mg - BIZEEER BN EENREZFREEE500
mg/dayfIEl £
ZFERE
N
EFTopiramate &R fRIFEHEZSHEIE 5100 mg/day - ?MREERA - RE
AN SRMEE—B  BM4AZE25 mgRits - BEE - &BL25 mg/dayIEE g
HE - MREABEILRESRAERNAEE - JEREISHEZNER -
Bt AZHEAS50 mg/dayWEI S ol BERI BB -
Hm ANESHBEEE55E200 mg/day - BikERAURICRATEEIERARZERE (R
10.2. ZERQEEIRAS R )

33 RREHREIRAE

(MBINBEAZBA

EEDPF‘*[IEFE‘ MEAZZWABERBIREARE - BRRE—FRUERRE SN
REE - (R11. ZMEBNBEHY - BIVEEAEZH )
EEIEAToplramateEé*ﬁLﬁEP%‘% RPEBR  FItEEEENTHBHEAAN—F
NWEHHE - HETHERZ D RIRERFRMNTRNETEE - EMTHE0EE
KR ARBWENERMBAAR - (R11. ZYENBEEY - BINEAZE )

QM IEEAZEA

Topiramatef&:z/NOVERRINEEAZBAKE - ( B11. EYE DB )

3

28

(ke )
HABGE— R BEE -

EERERFEAR
(R X Bk T k)
5.1 %3/ x&¥R

b #rTopiramatesa &
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RWABALT A B RMMA L > Ui M B4 (AEDs) » &+zTopiramate » & & ¥

15 B AR RBFERBERRHE MmO TN - EBEREBRT » BHRAZERR

50-100 mgAM1&5 B B & ; BB € %H#E100 ng/day R FAF5 1% SRR &9 R AR

HEBEA25-50 mg B E - AL EBERRBRT 0 U=—ZA\BAHHEHER

Topiramate - £ B &% + T &y %2 A Topiramate®FENT > 2B EFFEWE

% o

7K A e B

BTRVERLTEY SR SR ATopiranatef B - FARI BB BHF SR
FAEBHNEBALARBEZBRERFHFBBES L (A8l BREZEH®
A/ RARRER)

fR A TopiramateRf IR AB UK A ERY > BBRANETHRBELTE DN

Akt (R5. 1. 8/ 1ZFR-FLEM) - £7% > ploBEHRg RN
BREREE  XIAMBRAHMBEHRRALTAGBESE MR RRESEE 2 it
(R8.1. BEAREZEMER /" FARREM) °

HERE/ 08

Topiramate’s B Y ME D HEEERIWE B 4 BRI fo -

B &G

Hua i #4 (AEDs) &4 Topiramate » &+ &4k A b B i RAFM B BE Z B A
BRABREERERITANRR - —RSHEBR A TRAHRBREIREREY
(AEDS) R i BATHEA W BT HAAKRZLSHARNEARAA GRS
(Fumem &4 (AEDs) 76 # 40 0. 43% > R B2 80.24%) - B AT E R A& 40 L B
BB M -

AEEETERRARY > A Topiranate’d BRI R AFTHAERBHFSF (AREL
BROBARAM) BAFAH0.5% (8,602 MBEZEHEAHBAT RIS ) » £
AEZREEEGRATRA0.2% (f£4, 0452 8RR AT RSB ) - £—1F

BiEME EEER%R T 0 A — 184 A Topiramateid & Z % AR Th B 369 5% )3k
A,

=]

Bt REARARTHAARESRERATAGOHA  LRE RERB LS

o BBRAA (wRBENHE > CERBRRANREY) " o REAERES

RABATAHNGBEK > BIRHBESHE -

BREERRKRE

¥ AL A m ARATopiramatets £ £ R & & B RE (%358 % AE1%

#£Stevens Johnson Syndrome (SJS) AR &%k g M Toxic Epidermal

Necrolysis (TEN)) (RS8.1. BBEAREZ R/ ARREM) - KEHWEH

BAEARARGHRA L O 0 ®mSISUURTENAB Y B4 - FH B EFBALALERA
SRRk - -RBABLEORBAFTNBRELRRBAME - oA EREASIS

ATEN » 784% k4 A Topiramate °

Faxn

HUbBA BHHIRIFBEFELHRA THREENFLEEHREBHESEEE

RO AR wFRERE - FRIUBRERR - TRLAR O ARG ABBELLR
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e FEEHARE FLELNABEL  AIRAFZENRFTFEERE  UREH
B AE (R5. 1. B/ EFHE-—R#LELEM) ° 124£Topiranatesy &
By THRRABRETFERETENRRNELCHBR - b RARALCATE
ZEROBRpE et AR m (BT, XREER— S5 I1RFRmEN” W) -
SHARARRBFERARAEFT LR

AR A Topiramatety i A6 % 4 L RFMASMF HRA MY SHERBE - ER
RN ERIE RS/ RRKAER - RARESERLR BRATEEE - REKL
o (Fér) RRPBEfu o THE RN G HRBILEK - bERTHEEERM L
o B BT R Z K R B B AT 3R R A BE A REMRSEF ARA M - ER
BYEFAENHTopiranate’dRE —BAN - RFAFENTTFRATHRER
BAF AR LERRFHAY A fTopiranatess i 69 R H AR F AR
FBIRE -

R F % 63545 ATopiramate ~ £ 6 B 66 6948 B2 35 M7 RIREGE E #4604 FE KR P
R FHEEERTETERARTRE - RREMBEAIIRHBNREA > TR
BEEKE THEEERBRENEBE AT AKRIAELHA -

REF IR

YA #REds A ks AR A Topiramatets & £ R EF 4R34 > 2R — EHH IR P9 R ¥
sm o EREERRER T © KIRey18 £ 4£ES ATopiramateff £ T RAR » o RAF
R4 AR ATopiranatet) 6 HBBR Y » BE R YIS ERLE -

R HBHE L E

BfhE ~ JFRBETFHEHR RS AE (b RERSFRRMETFE > 20F
ERBBERKEBANEESEERM) TreRTopiranate’a R4 M - b F E5 8
8 54 (518 % B M Topiramate ¥ B Bicarbonic anhydrase#y¥p#|4ER - — & @m % °
ERBBHERBFANECRGTH > R ECTHFANEHRYM M GETHR - B
BRBEABEETE (RAREA100 ng/day > & &€ 4 546 mg/kg/day

B P E1E4 mmol/LRE S ) - ARV BZHRAT > TRERE] 710
mol/L - H & A B bEHFERRER (oFRER REFRET - BRAFHK
B ~HBUR - T AR RBERY) The & mikTopiramate & £ 5% 5 5 04
R -

B~ REEBRARBUBRAE TG NFELRXFHSIARESLRRE (A
5.1. ¥/ AEFRA—F&amW) -
BRERHNESERLEETERLERANERRE - RY LT R ABTopiranate
HEARRFTHAAMBEAEZARANEAR - RERAZERKA > &3
Topiramate’6 B B #ATHERE > OO FEHRBKBREE - BB LA RHNLEL
B HEKRFSE > AX K KTopiranateB| B REH (Z#RVBE) -

2 . U BB %

Topiramatei4 R CBMA Hh REHERFFHEMEE (8. 1. BREZKE
A/ RRRIEMR) - & &k e A ETopiranatet) B & 25480 - &
Topiramatefivalproic acidff AR ARG R e REERE (AT XZHFA
W) e
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B AR BRHERERET AR ERA RN R RB Lo B R GaE
ESHHAHES T HhAMKERBELBELLREER -

HPNF AR R GeEE % A > RTopiranateE — ¥ 4776 5 .98 BY 56 5 48 B 6945 4k
R BHREREREL S RS S B ARR A B -

¥ T B

Bim ALRBHERERE > TERRRFBARENRDH/RE -

% F %R ATopiramate H M L RAF - KIBRMOBER T £ATERNR
FTopiramateZ FHIR LA H B Hfv /XA R (BRE) AR - £ 548
IR P Sk EE RAa B B &y Topiramatedy » A FRBRLEEMEHL - A58
IR B ERD ©

B A FReAF e ATopiranatery 4 8 L2 &5 #A K » 45 %] & % Topiramate
ARNBERRABRETAARA S ERATIEART - REHMEALBLAF LB
BLARKRGE AT A e ATopiramate - ZABARRIMEREHEY > 2L
BALEERAARR  HFRLE LR ALBRRBATABLANAE -

5.3 HBEMMAEN
Yo B A A 69 5LRE M %4 > Topiramate €A E PR R A% > TR EERE
B ZRAECHAMERK BEEXABERTENRRRBELER AKE RIEHFHR
METHEEBELARE  HHREBRATARSER R LI -

5.4 FTHRE®RA
BE AR 3Bk Ba s~ Topiramatefidn 75 a2 B B R B 2 4 mmol /Ly F34 A M (R
b.1. BE /2 EFHM) - AR TERERTY > BRasfRR TR AFHFREER
& Z3.5 mmol/L3ATF » 33 £ 70, 4%4% A Topiramatesy A # 4 & 0. 1% R & 4
PREZ -

BRRBEEFR

(RXBREERK)

6.1 &%
BBE&KD

SR FeBTALAASFE (R10.3. BERARZEMEH —ALAREFTH
HAR) - Topiramate@ FBA BB EAHE - £AMPN > Topiramate g & A4s
B BAAHRLEEY  RABTPARRRPAERGRERRAEE °

1R F 47 4% A Topiramatek & &8 BIEH RITFOAR

HE2F#& FTopiramate TR G R AEE - RHFREK T CHERBET  £BN
Bri g i@ Topiramate sy B LB A A R MW (RSN (B BHE) ~ ki
TR -URBEANEHRAFSBALHENRR) YAREAR - £EBKEA
Topiramates&# B4 A Topiramatefk & %2 E B Wia Rt —FH R Y F RGN
& o

it REMRHERBET  mE—RiALE > SHERBEIURMBH LR
B BARBERGRRAABOREK
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6.2

6.3

6.6

6.7

ERABETHYRRINIERA R BAREEL  CEYEAABEKRANR -
fetg ATopiramate’s M L ¥ F F LB A LR BABHFL T > BREEERN
Topiramate#y A FIR P8 > BA BB RRLF€H & - £ AAEDs (&4
Topiramate) & ¥R FHHRFBAFEHRRAS -
ZiF sk v oeyTopiramate & — R M BB RERILBRBHO SR
WEBAELLE  RHARE (250025) WEARARZOREL - A —2FEH
b @R 0 £ R @ Topiramate £ — 5 ik 04 86 ST 8 & Bb S PN IR SR
(SGA; R AHARE INAERERBHNBRAGELI0T S0 > AEF5R)
BREEHR AAHBETHYREZSAH RS > BAREEA B EXRR
Mo AERMESERSH T2 Topiranateis Ry HL ¥ > SCAHBITRARF
BIRE - uoh o RIRBPA I @ SR4E A Topiranatedy b » SCAWIBITREZ
WEF=ZZIMZATSERTL - BEAETFALASAHERMER - BKREAHER
SGAY Bl R B 4% B AT ok kmk 3L o
K BEPEMREARRANBRBEU LN TREGER L HEER
Topiramate - $ B4 F AN FLRITLREZHT Ry BGBHEASBRYXK
LHAR EERKABRNERESE wREAEZHNERARRE > IRKAL
FERAARMMIRE » BEiom AR TRGESGRR

R

Topiramate @ H RARAKR A AT A - HRRE K Y 3145 @Topiramate t A
AR R - Hm AR RBEBR~Topiranate g A E» L EHLT - £BF
FIEFRELABE S Topiranate’b BB LY » YA HEBE - Euk - FRAM
EHMARAHREL - Bt FARBEFAHLAOKBRZBEH TR EN
REFRRATEFLZARBFLAE -

RAAREAGTHRTH

#2454 FTopiramate T st &3 s s A5 £ - £ AAEDs (&3t Topiramate) & %
RIFHSBRFEGRRIS °
REABENSBBBATRBDEZRBRGOERLT » FTHRELMER
Topiramate ( R.6.1. HZ#) -

R gh e R &

A hse R 29 AébTopiramateRF A2 1R » B Topiramatedy 7F M & T st € 1K o
(R3.3. BHREHAZAE AT RARLL. BhdHHLHHE—Fhk

M)

FHER2D

B A Topiramate R AR #H Y X BZHMRBRBLACHER - FIRAFTHEAM
BEREBH FPERXREEFTHERSHATHREI-ISR S 2R EL TR
B> HBBRZIT > FHEEFTRAZELER -

FAGRAETERAERZR (FFRMEZES - ARRBHEB L) » ER0AF
HERAEHRATEZRERNFHAREZBAB EORTKERALEE - (A
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3.3. HALBMAEIAE—FAERTERARILL BHHHEHFE-FHER
27 M)
XEER

(R kR &)
ABMERE > RAVENBERRAT BHHBILFALEBIS % -
Topiramate¥t £ EHfaM B B E

#Topiramatese A\ B & Hika i % 4 (phenytoin ~ carbamazepine ~ valproic acid ~
phenobarbital ~ primidone) * R EHEZTLBYWRETEL T RE - B TXEEEKR
Topiramatese Aphenytoinz j&# & i siphenytoind iR E a9 ho » FTEER — B T
B R 7 B 5 (CYP2C19) 4 ¥p 4l AT Ak &y o Bk » 3 Zphenytoinié®m A% 1 R#E
MR K REAK 0 F B RlphenytoiniR B o HREMB AN — BRI H SR EH
AR BT » #5100~400 mg/day&yTopiramatese AR %4 A 2 lanotrigine °
lamotriginety X o PR ERBERBE -

EEeHmm Ry HTopiranatesy &
Phenytoin& carbamazepine € & Topiramated s & JE & - 4& A Topiramate s & b2 fu
A 2% A phenytoinskcarbamazepine * % ¥ Topiramatety B & - FAKEE KRB B AR
Topiramate#y & #| & - Valproic acidéymAHiEHA KR €88 &k ¥ Topiramatedy o i R
E > AR EHETopiranate®| & -

S LEARZ O EFRVAESR B R K -

RV EEEYIAED | MFEHESEY)AEDIREE | TopiramateRE
Phenytoin . ! (48%)
Carbamazepine (CBZ) T ! (40%)
Valproic acid > PIES
Lamotrigine < >
Phenobarbital > NS
Primidone > NS

- =¥MITREIBFE (<15%VE L)
* = {@ERE AN RER I

+ = MEERERFE

NS =kBiAE

AED = EEEY)

AeBmx AR

Digoxin

AE—RIEAR T » 4t ATopiranate &4 & Fdigoxingy IR & i 4% T &k (AUC) ik 20 12%
RAERREHERER - #FH2digoxingy B Ade A 245 A Topiramatedy » #4760 5
digoxingy )47 B R B4 5] s o

P 4@ A 48 Hp ] B

B ARA ok % 46 @Topiramate B & 40 F 18 @35 Ry bt A - 3K
Topiramate R & 2 B4 R 46 1oty @3 5l R HFA

o AR 5 3

P.8



AE—RBmEHEXTHAE T > U481 ng norethindrene (NET) %35 mcg ethinyl
estradiol (EE)wpRiZ #eyid /R B B4 > AR Topiramate sk s ey 84 > &
Topiramate®| & /#50~200 mg/day R > k% RTopiramatesLZ 0 R@H BIE— B A2
FHAUCE A ST E LRBRZRICAMN - £ —BAAE ¥ > EA£RAvalproic acidéym A
1 A Topiramate & #8h 4 % %4 » AR A Topiramate#®| & %200 -~ 4004800 mg/daysEE#sy
AUCIE A %32 L& HRBRE K 95 B18% ~ 21%&30% - £ 35 RHE#MA % ¥ » Topiramate
50 mg/day~800 mg/dayF & 882 % ENETHAUC/A > % K Topiramate# & %200~800
mg/day 5 S EE &y AUC/E F5-1& B %] & 48 B 1% > Topiramate®| & £50~200 mg/dayrs & sEE&
AUCE R EA BRE B EAMME - AT EREINWBRLIBRERAHMT -

4t A o i@ S 8 R Topiramatedym A > FE R BR BURERA D RBF B
Z RAgb 3 Ao ol ST REME - BB KARA Srestrogeni@ L B ok A » ZFAEAT H f ik
NARBREFLBET - PR B LRE  BRBUBRLEHERK -

Lithium

ARG BRLRAELE T > glithiunfTopiramate 200 mg/day R &56F A & > $E 2|
lithium#y 2> 5 £ EE&K P (18% for AUC) - £# ¥ % AL » lithium#Topiramate
200 mg/day ) e5HF A BF > lithiumey B4/ RHE L REVE - K™ > ETopiramatesy
#2600 mg/dayr > APBRE & 5 HEEFH A (26% for AUC) - & #Topiramate
EleE Ao > BEERlithiumty o FIRE -

Risperidone

ERBEEBBRLIREARBEERALETERRS REBOBYURXAMERARARY » AR
EA BAMGER - & Bri§Topiranate B B 45 F 3 3% 4738 o B F 4100 ~ 2502]400
mg/day®¥ - # ZH Brisperidone (4 FH E#12/6 ng/day) 92 FHEE KD
(steady-state AUC# #|&250 mg/day %400 mg/dayr4 %1%V T16%F233%) » * 483
A ¥ (risperidone & 9-hydroxyrisperidone) &y &4 8y /1 45 A s ey B8 » mA9-
hydroxyrisperidone ER] % & # & 2| 2 % - Risperidones & Topiramate&y &I ZEMNE MY
ABREEZABREOUAY  AMALBYRIHATREAAERA LN ERES -
Hydrochlorothiazide (HCTZ)

HREROBRIBRERT BRI IR AEER/ AR AFZHACTZ (25 ngH
24/8%) BATopiramate (96 mg& 12/ \6%) tYREE R YEH /B - A RERBETFUCTZ
sm ETopiramate®¥ > Topiramate&)Cpyy, & 3% Au2T% B AUCIE € 3% /u29% - k4v it BIL e EE R
& & A4 o HCTZAwATopiramatei& B T 4 & A ¥ Topiramate®| & - HCTZH R E R M)
hER e ptRzTopiranateB E X ¥ - BAK R EL R B ~HK A Topiranate RHCTZ

#% o TR E &K B NHCTZA Topiramatedf A & -

Metformin

A—EREREEBBREAXREHBRY X ZEARARTEERAnetforninXnetfornin &
Topiramate#f A & & 3 Wmetformin$Topiramatef& T E B pdy H & - A RE R BT
netformingtTopiramateff A 8§ > metformingy F34Cp & F39AUC)- 1 on 2 5] 3 Am18% A
25% » F35CL/FR] #1620% - Topiramate R € % Fmetforminéyty,, - Topiramatef£ B /R £

HnetforminBEmé) H L9 L E R FH# - netformingt A 5% > Topiramatedy o AR fo 5%
FREEREIK REFRRHUERLE BT - Metformin¥ ETopiramate £ €y /1 £ 04 E&
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REZMHMARFEE - IRAnetformingy sk AL ik %45 A Topiramate » B/ o & 6147
BRI AT EIER AR RN °

Pioglitazone

YR B RRA AT — BB X A AR AR RS R B R B B A BFz Topiramate &
pioglitazone#y 48 & & ¥y /) % - K 2|pioglitazoneAUC ; & MAK15% * Cpax ss

AR - SEERAREBEERTER - b BRERhydroxy-R#WHCpay oo
AUC, o8 #3130 13%R16% » 7% tketo KM 8 Cony oo RAUC, ik D 60% - Kdo

BEHRNERER BT - ETopiramatesm Apioglitazoneis & &pioglitazones A
Topiramates& B 6% » 2B/ iE B R BIATE R A 7 L 5% A G4 5% 7% T ©

Glyburide

% B AR R AL BB X B AR KR4S BB 4 Aglyburide (5 mg/day)#e
4t A Topiramate (150 mg/day)z #& % f& #4%) /1 % - Topiramates % #3 Riglyburidedy
AUCo4 & ME1825% - 7+ 4% 3t H4-trans-hydroxy-glyburide (M1)#=3-cis-

hydroxyglyburide (M2)#&)2 % 1345 2 & % %] % 1&13%F215% - Topiramatez #& % & %4
8 h 2K & B RS TFglyburidemig % F - € Topiramatedk fw A #|glyburide # =
glyburide# su A #|Topiramates # » B/ N SEE R AABIITERIA TG LR AGBEE
R I

EEeHANREIER

HilRFREY

Topiramate£ A€ 5 51 TR RM bt A TR &H B R ey LR - 4 A Topiranate
REEEHRALERY RACEBYABARANEERR TR NFLEEHRGLR
M o

Valproic Acid

#t A Topiramatefuvalproic acid¥t B34 A4e— %4 Bad LMoy % AB EHA A B
FHRARZ B ERM AFGHESSRET—EEHERBEREEE (RD.1. ¥
B/EEFEAM) - BRRARREBARERNBYHGH AL EHAA -

HERSK AERAZCHBEREBTREICRT » ¥4 H a4 ATopiranatefs
valproic acid (VPA A M E SR ETHERAREL - LARRETRECHE L EHA
Topiramatefivalproic acid#ysm AR B4 A Topiramatess & % 3% fu4g B Topiramate#%
mEEZI -

Vitamin K-#4Bliist o i

¥ # 418wt ATopiramatefovitamin K- B 0 B o RO REGH/BEAR
#Z & fttb{d (Prothrombin Time/International Normalized Ratio, PT/INR)#& #& 2 #91%
# o £49f MTopiramatefovitamin K-#Hudldus o B4es 0 LARE EHEH A6 BRAR
E A (INR) -

B BHBHERMXEFRARR -

¥ #ATEARM R L& Topiranate R A C R Y2 MW B LB YGH N LEHRZ/HER - &
X EERERGCRAUCE LR ELT - F—M (HFABRHRE) Bl
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8
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BmYLREE SR HithUERBZEm - ATC Code : NO3AX11
Toplramatet'jzsulfamateHWtﬁEl’J%PﬂE*E %%DTopiramate}EfEE&ﬁBﬁﬁEﬁﬁ?f’ﬁ
BT Z %SR- ReSTIEsENE4E BB R EEBME - SRIB=ERH 4T
fRETopiramatel BB - Topiramate BFREISE A BB TTEBF LWENF
B - ILEEETBSEAERY - BARSAERMR N EERETER - Topiramate & 1g
Hly-aminobutyrate (GABA)E{EGABApERBEHIFER - T EIRRCGABAF R REE F1E
ALK ITTARBES - B RTopiramate & 18 N5 14 & BB EHEK -
EEEAAE #Hflumazenil ( —f&benzodiazepinei& il ) fEET - HETopiramate7i A
BIERBENFMER - IEIRRBTopiramateEbarbiturates ( EFEEIGABApESR
52 ) HER -
H & TopiramatefI BB E AN E R benzodiazepines - Topiramate Tl S5 & F &%
benzodiazepine AR EE BIGABA B2 A2 - TopiramateE 5 #ikainatel&E(E
kainate/AMAP (a-amino-3-hydroxy-5-methylisoxazole-4-propionic acid)fI8E
71 - kainate/AMAPR 5 FLE {F R R E B (glutamate) 1o B 252 - {EEIN-
methyl-D-asparate (NMDA)E i ZINMDAZEZ BSHE M IS B BBE S E - Topiramate
M EZENERE AR  EHEREEEERT uM-200 pM - KHYTERER1 uM-
10 pMESE D] REEM -
59N - TopiramateE#IHI F L carbonic anhydrase@ELhEs - 1BILEIREARFZR—TE
EN#carbonic anhydraseilHIE : acetazolamide - B R 413 & Topiramatef 1
BEMERZ— -
BT - Topiramate#i KB R/NENSRAEEEH(MES) BB TVEREEM - 70
EXEEEESHYNER BB R MEE/ NESER)NMEE R MKMEE - KRIBE
Al e B R [ 1 % 238/ ER AR E VTR B K P B2 85 1F - Topiramate¥iGABAp R RS
i pentylenetetrazolePfr% s8I PE S 5 (R IE AW APHER R -
W92/ B8 ff Fi Topiramate K carbamazepinesi phenobarbital #7~ 5 15 B 1 B &
- ffHTopiramate & phenytoinBIE NI ERE S - RTopiramate B E AN A ZE
MRERE D - KkEERTopiramate W REMN F R EHEEBIRUREERE M - REA
IR = el -

BRI Z M E R

N~ KB~ WREFETopiramate = RENRIAKE - EEREFMSZMY - &0
FRARIEEERRIBELS - E/J\eafi%?ﬂ?nﬂﬁlﬁézﬁiﬁ%E/%S'E
MEMRBEEN

Bt REEENARNERERR/NBE (EE21ER DR ESE300 mg/kg )
BERRZmE - EARARENAREHRES 2RI A AEEKAEREM - /NE
MBUEM AR AREIRICBIRS (EE24EH OREIES5E120 mg/kg/day ) - EEL
MR PrE R 2R E i Topiramate 538 RRIEF A O SEEA HL B Y B B R S5 F E
{EF K ¥tcarbonic anhydrasefI S50 HI1EAEREE -
E—ESRMABEBREMER KR D - KR TopiramateBEESH % -
FEABBESMY
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MEEENVEREEEY) - Topiramate¥l/NE - KEREFAERERY - /NBEENKRR
IRERBEBCIEFATERERAS00 mg/kg/dayHEREREBHERRESY - #X
TopiramateZ£#) ( 20 ~ 100500 mg/kg/day ) JaERIFAA/\BE, - iSRS EHE
ZIEN - BAREBZENAR - EMERIFEEAZEBELMNS - TAZIBREHE-RE
% BRHERRNSRSUSOENARE -

HEMAMERSY AR / bed (RERZEREN/ NERSCER ) EHEERE
20 mg/kg/dayfF & Ri/NE - BERE#838400 mg/kg/dayRBEBEE1ER (BB
REEREY ) - HEHEEMEESEHERSEET10 mg/kg/dayRERRRT - BIEE
Z35 mg/kg/daysBHE / lasEtE (1BINET X ) BEHEIE%120 mg/kg/day A
WHR1ER (B REHEERE ) -

Topiramate¥} X B & %+ Firis A RV BB G 1F F3 B2 carbonic anhydrasefI&IZI4H[E - 18
BN e AREY - TR RZ2HKEFLER4 8220 mg/kg/daysk100
mg/kg/dayRiTopiramate - T #iZ2ZETopiramate i+ RN E R MNEE L ER K EEL
B F IFAS E B EES - TopiramateB B RERBEREE -
EFEMARBHURRZEBBEES (HRAIANEER - 5 50FEH) A7
Topiramate 300 mg/kg/dayfs - EXERESYBELUNSEY ( ER/DEBMESMEE
WES - FFARRRTNEROMER - EREMOBR ERLEHIBE ) - RES (K5 ) &R
NBERE (KB )  BNAIREERRE  @K%E (o BEREB L) - Ric
R2%  JRRFE@BFE L RRAAFTE -

58S
HEBIER R 2B HEES mg/kg/day - MY/ BB EE100 mg/kg/daykl
BB RBIEEYEEES -

B E) D eI

(RXEHEEH )

Topiramate 2B B4 B EL B 25 EAREIA0 B AR S 1 -

Topiramate I ZE4)8h 1 £ 14 & S E T MM A (AEDs) b B E S E - SlmEme heE .« =

BB - BERBENESABERARRRBEEEAS 0SS -
Topiramate A 2ENN B BERNBNFEE - AFLEBYFHREBFETopiramate MR EE
TEBIFTEDR - BRARTIR P - MWRERHEYSARRERE — B % -

IR U

TopiramatefE R H AW Z SHWIKUL - EREZZA100 mg TopiramateE 2 ~ 37\ A
(Tra) EEI BB M P E (Chay) 1.5 Mg/mL - FRRAIMESE M 28R 1005255 14C
TopiramatefFHREE D R81% - BY ¥ Topiramate i 0] AXEMNEELBBER AR

=

% .
paN(il

HEE13-17%MTopiramateBHEMBEREL S - BEE2 T Topiramatel R E 88

4 ug/mLhs - Topiramate R ALIMIKA / R4S OlEERA] - DhisEEEIE N &REE - ERES
100 ~ 1200 mg#%&i1& - FrAIZIA 72 3815 40.55-0.8 L/kg - DR fESEMRIME - LM/
Topiramate 2 R ERIEXN BB MAIS0% - RN L UMW SEEREAtEREMRS - FEEK
BE K-

%]
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66%H914C-Topiramate & S EE M XA M RE H REHEE - EBSXRAM K Topiramate -
BR50 mgHM100 mg - FHMEBHREDRIZRT18 mL/mink17 mL/min - REFZEFER
TopiramateBE/N\EBRWIER - /& ffATopiramatefprobenicidZBTopiramate & 5%
REZIENMNIFRINO 25 38R - BBIRmS - AZHOMRTopiramateV MEFEFRE4520-30
mL/min -
TopiramateWMEIFREEREEZZ MR - HILEZEYE NHESRIEN - MBEREDEEE -
MEFRE AR T ERRVIGIINAR 2 2NN AEEHI - EROMREE100-400 mg - Topiramate
MENE) NEZ 2R MR G  BNEEERATL-SRAGEIBERMPRE - BEERE
BERORAZEMR - BR100 Mg - F1IC,,4x6.76 mg/mL - FRELI 21/ -
EAELth 171 B ZE 4 (AEDs) B
BH_X - X100 ~ 400 mgiTopiramatei&#& 45 % H ff FphenytoinZicarbamazepine -
Topiramate 23R MR EAIIGNNEAAEE 7 1 = pEE A -
ORI RE
Rwmt+_mRE
MEE = TopiramatemBRNMAZEIW R EA - RENTopiramateZE e NEZR MU - B
PREAmEREEEERMBRENIEMEREKICA - 28M - REARSHBRE KB
HERRFE=E - I - #EMmg/kgBEIE T - REMTopiramateMTFEEEER K AE - EEA—
% HHHEZFEMEBE RN EBZEY(AEDs)ZEETopiramate Z T2 E A MIFRE -
ZEANEA

REBBRBOEZEERA - ETopiramate[IFEHREAZNE -
BINEEAE

BEINEEARERA(Clcrs70 mL/min)#Topiramate M5 E & B BREERE - HLL - o8
B INEEAEmASLEB I EBEREEER SN TopiramatelRE AR M RE - 19 - BINAE
AE2mAERERRNEB A FEIIB T (steady-state) - AILEFEMEEZBENEADRE
A - BERBA—FNRRNEREE - (R33. BRGEAZEZHER) -

TEBENTBIEF - TopiramateT] B MR P HAZER - BTIEEE R OIBEZ AL Topiramatei=
ETFEZ2EREFNBERNUR - B 7 BREETBED - TopiramatelFRERE ME -
bR ETopiramate 2 EW - BERAREISEZ R () ENREQR)EMERIVBRE(3)E
rim A Topiramate B SR =X -

FFIhEEAZ

TP EEEEMEAZR AN Topiramate M S FREF 1R 126% « AL - Topiramatel&
NI ERR BT INBEA 2 9m A TR AT

B Rl B E R
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R b PR AL B

¥R ER R B8 2 45 SR8 B Topiramatefe B M Topiramate BT 2 B - ATRARMATIRE ( 65%
B L) ZEBEmE—zYaE  ARRAKR2-16R7E 2 EEEmsl/REM T MR E e g5
BB EE - MM &L EFALennox-GastautiE(EE ZE A -

E—EY AR

MEREH DB - €5 - FIT4AR R B3R Topiramate 8 — 224788 FA SR # 32 B g 2 78
BEBE AN NEU ERENERY - FIFEREPMN-106E487 R 2 EEE B R ( B3
BESNEEMY ) SRR EREEY)(AEDs) MK ZET R BEHEEZENEA (62835 ) ° &
A BEW 2 P = Topiramate 50 mg/daysk Topiramate 400 mg/day - fE A EEFHIAR
HREIMMECEERNEHREFNEEMREFEEER  HAFE —EXXHETHEE I EE
NERZEEREHA SN ERRGEESHARZIEAMREZAE - TE2HNEMGTEHERE
Topiramate)a BRAT L EHMEREEXREEVERHE B4R E &R 7 ISR ELE - LhER
Kaplan-Meierfz & 48 7 R B 2 W) R EAE - Topiramate 400 mg/day & Topiramate 50
mg/day ( p=0.0002 - log rankitfs ) - BEARHERSHEZERZENREERTHBENWR
B BERFEMRBHIEE _BEARTEZE(p=0.046) - I  #BHESESEZHSIEMNET

2 BREBEEANZHE2ES—ExATopiramateE £7%100 mg/day - HR#EKaplan-Meier
MIEET  REHE VaRATASERMFNZAE AT ENERREEEZ6EE &V
AENEH82.9% vs. 71.4% ; p=0.005) - M&/DmaE—F(75.5% vs. 58.8% ; p=0.001) -
BEERBIEZHEMNERELLGI50.516 (95%EBEM™ - 0.364%0.733) - AFH: - 4

Al - HIREE - JBERIEEE - JAERIRIFEL - B2 ERGBNSENAE R TUEBEZEY)(AEDs)
NERRES  SEZDEREREARBEERBFNEE ZAEYRE—BW -

YIS (—EE—POHR ) P - FERB15-63ENETEFEEIERA(Nn=48) IR
Topiramate & —;5%100 mg/day=k1000 mg/day - &HEARBENERT LEREREA -
THEZANERERREZNERLT - S4%NSEEARANEIE—FZE - HRNEHEH
MRIR17% - SESABRANTFHERBEZERA(p=0.002) - AEFHFANZHEHRARE
WE R EERESEE4(<0.002)

EEPMN-10417%EF - B2 En R EEB(n=252) I A R R EREA ( FH#6-855% ) iRIBMIFIA
A B FER D BCEEEIS 4 (2588 50 mg/day)st S EI£4H(2008,500 mg/day) - EiEM=E -
54%H ST E2HEBAMINET EHER AR B SELEHEAZHRF(p=0.022) - SHIEA
EEIEEER D T HE(p=0.008)f =B M Topiramate B EB 2 BB EHREFNIHER
(p=0.015)tEREEIEA -

fEEPMN-1058%Eh - R # 2 kR & B8 (n=613)896-84 5% 7w A # BEt 5 BL 3% = Topiramate 100
5,200 mg/daysi & #E47 BE & % (carbamazepineskvalproate) - Topiramate¥IP&1EELER A
HEEZE /D EE8icarbamazepinesivalproate— 15 BE3 ; EMEIAEHE 2B ERE Z95%E5E
BEERENHERESE  RNaBEEAZBAREBERAERZEE - EMEISEATERAHERAN
REBEIIER S EEULRY - SFEBANEE - AR HEB AN EREIFEVRE -
SERARZEYIFIEPMN-104 € S HEIAEA (n=207 ; 32 ANF#R<165% ) SMARBIERM
K - KEMIBm A EE X TopiramateiE2 £55F - HELEMRSD - REAZE T TopiramateE—ia
BEAREMUR  aERIBHERAEEE(L  BREBEREEFHTopiramateE [Z 1K
TopiramateE —/8EHMUR -

EHEN A

ISR PN B

BEEREIERAEA

P.24



NEZ PN -~ O - €5 - DIZEBEISHRANRKRRSEE Topiramate R B A3 1F
REAEHIEENANYE - EPmEZCREIET 28 Topiramate ML EE - 5IMURERIZLE
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LB LTI E A O Topiramate # I 50 2 R DI Z M AE U BB 2247) (AEDs) - TE & 1E
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PEEXHAMR (JRERIT12BA12REF - JAERISEASREIFIAENAABIREIE) - BRIt

MEENEREEY(AEDS) - BWREH DI 2 HEIAN EEE S Topiramatefie &l -

EREH IR mARRESENESREE - EANERENESARE  mAEIZEYREXI100

mgfata ; BB EREEIEEIRET100 mgsk200 mg/dayigl - BRIERIEEEE - BR3E

2 M FE IEEAIE AN - FEE/NEfFZEE(119) - Topiramate 258t50 mg/dayEtcHIE 2 B E N
AIEEIENN255,50 mg/day - BR:EZIBEREIE200 mg/day - TEARAERBEEIEE - WAEA
—{E438 ~ 8B 12IBRIRER - BB RIS ETE0m AR - MIRE AR P
HSWFRI10FIR -
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2B B R0 E A 2 1E FTopiramatefe B 2 2 R A DS Z i iE 7 BB 22 ) (AEDs) - TS (B
fah - I AEEZEEANS BB S EBE AN EBEY(AEDS) Y RIEL SR ER
- WMABBEZRIZVEAAREEEF  HAISAHEREMETEUREF - EAENMRERD
Bk 7 M E BRI BB ZEY)(AEDs) - SR BEW 7 o2l 22 R A 425k TopiramatefE Al -
EBEHIECE  WARBAENEEMRE - mABRIEYNER25550 mghiths ;| SLHEMHE
#LIBRE25 mgZE150 mg/dayigil - HRIZEFREBEREARBERLNIBER6 mg/kghy125 -

175 ~ 22550400 mg/dayis EEIE - BRIFEMZUE FEIEN - HRERBEHEE - WAEA
— B8BTS -

JREEM T 51408 B P B A R E BB AR

—EZh0 - BEH DB - 5 - DI RIS R AMN R AR O E Topiramate AR 25 &L
FREM U R EREEERRAENEENERY - (b8 E—EISTopiramate 2 & -
2B B E A E1E FTopiramatefe B st 2 R A DS S i iE 7 B 22 ) (AEDs) - 7 ATE 3%
ZAEAINS BB E B E M T BB ZEY)(AEDs) v RIBEIERIEERIE - MAGEZA]
2VEA=-RREM B U REEEER - R M EERNEREZEY(AEDS) - SWHERK D
2z R AH3 Topiramate -

EBEEIECE - mARBAENEEMRE - mABEIZEYNE RS0 mgFnkENE ;| B2k
#LIFRE50 mgZE150 mg/dayigil - HRIZEZFRBERABERLNSER6 mg/kgry175 ~ 225
5400 mg/dayte EEIE - FRIFMEM SR IEERIEN - TR ERBHER - WAEA—E1218
RiBEH -
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—EZ 0 - BEEOR - €5 - DILEESHRANERKRGE RS EETopiramate AR 25 & UL
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2B ERAm A 2 &R TopiramateZst L BEI DI Z W tE 1 B 224 (AEDs) - 2B e S
BERZVELEEOOREZEFNREA - EEZEEANABHESEREFANTVEREEEY(AEDS)
ZERETSRIBERE - BB - AR TR ERIEREEEY(AEDs) LIS - SHREH D ECR
Z FEI#H5, Topiramate -

WAERZEYEERT mg/kgRtaE—E ; ZEERRIENEIEAR3 mg/dayE—H - BBRES
BX6mg/kg - HRERBHEE  WAEA—ESBHNZELR - BN FTZEZREEE
FRBEDLERER RS R ZFREEEN T BT -

EFrB M Topiramatem B ANMAZY RS - EE 5B EASUREZ AFEENERIFR
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Tt Topiramate AR TR N R 88 2 BV B PRI ST 5t 2B MEE L EMAITHZ P - BEt
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|3¢1EE1JHE'HEEFEET*/FE7K - ZiEBAIE 3 ETopiramate)a EAR AREEAI LT8R B EINE
MiRIRREEREE - DNERBUAERA S PR L BB A m AMEECE -
S EmERARN RIS RTGTopiramateEHE =50 mg (N=233) ~ 100 mg (N=244)7
200 mg (N=228) - #IRF 98 RRIERMELE RN PN B D EERED BIR35% ~ 51% K
49% - ZHBEIAAH21% (N=229) - 10051200 mg/dayfITopiramateE#tzt 2 L ER L H
El - BEEENE27%ARATopiramate 100 mg/dayfyim AZ 2 2 /D0 75% ) R i858 2= R -
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