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I. BZICETHIEH

1. MRORE
7 v ¥ R VUVRREBSEIIHUI MEFITH V| A TIT PR 1845 HIZ ElisiuTins,
7 m ¥ R7UVEE 25mg [DK] ROV v v R 27 LLsE 75mg (DK 13, KBS S A% 5
I E LTS 2l L, AR 0331015 5 Pk 1743 A 31 H) 12ES&, Bk LU
BRI IEERE, IERER, AW S EaBr 2 520 L, Tk 27 4F 2 A ICRRZHE T, Pk 27
6 HITH7E I N,
Rk 27 4 10 Al TREEAEBINREEM (PCD A% S 2 ik R R ) 1220V TORIEE - 40
REOHE - HEZ BT 2 AR AREZE T, Fk 29 4 1 A1 ERIFBIRERIZIS T 2 i -
FERRTERROPH] | IO TORRE « R LORIE - HEZBINT 5 AL ARES T, BECE
S TWAH,

2. HEDREFH - DFFHEHE

(1) 7 m¥E R7 VUL, Pu/MEETH D, REDTEERBW N T 7 =g 7 7 —8 &GN
b LTI/ IMINDO YA 7Y » 27 AMP 28l s 2 2 L2 X0 i/ igEE = s+ 5, 77 =1
e 7 7 —EBOEHE T, REORBWSMEIE G % 328 (G &35 ADP 5K %
BELCT T =AY 7 7 —RIcx T 28l & figrd 2 2 &k 5, Y

(2) ERZEIEME LT, il EEFEANHM, SHHnEotim) ., 5 - +ER5. FeRE,
BOE, MARYEf R PESE B (TTP) . MVEMEMS . AFBRERPERIZE, /MR | BB ERE |
AN RYEE 2 & L ek E, atER I E##E (Toxic Epidermal Necrolysis :
TEN) . FEREARIEMERE (Stevens-Johnson EERE) . B HMEALBE, SMEINRMERES R
SE, SEAIMERBURIEGERE, % RMEMATR ., BBBAE ME S Tnd BEARR) o (TVIL—
8. (2) EXGEMEAELMHEIR] DHESHR)



I. 2T SHIEHE

1. BR5E4
(1) #4
7 a e K7 LLEE 25mg DK
7 a bt K7 LJLEE 756mg DK
(2) *4
Clopidogrel Tablets 25mg DK
Clopidogrel Tablets 756mg DK
(3) BMDHER
BRI A) + THRIIED + TBU&) + TR Rodés L,

2. —k4
(1) #n4& (dadaik)
7 a v R7LVEiEEE (JAN)
(2) F4 (fadik)
Clopidogrel Sulfate (JAN)
Clopidogrel (INN)
3) AT L
i/ EREE PR ESE  —grel

3. BEXAFRER

4. HFARUDFE
4342 0 C16H16CINO2S « H2SO4
7 1 419.90

5. 1LZE& (f&i%)
Methyl(25)-2-(2-chlorophenyl)-2-[6,7-dihydrothieno[3,2-¢ lpyridin-5(4 A )-yl]
acetate monosulfate (IUPAC)

6. EAA. A4, BS.
AR L

LEES

7. CAS &43&5
120202-66-6 (7 1t K7 L /UHilet)
113665-84-2 (/7 m B K7 L)L)
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(4)
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(M

(2)

(3)

il
Bl DXA. SRR TR
XB: 74 ba—T 4 T EE

Wi s - I P TR
KA S (il
™ 25 -
Jav RI UL | B~ EBO T 4 LA @iﬂ ) —
256mg [DK] a—7 4 T —— e =
6.7mm 3.7mm 116mg
7a ¥ R7LUEE | HE~IEEREAaD 7 1 LA T .
75mg DK a—7 4 T i o= R
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BRI L
#BAlO—F
7 v K7 LVEE 26mg [DKJ : CLG25
7 a v K7 LLEE 75mg DK : CLG75
pH, RBEELL, #E. LE. BEROERURER pH 5%
%YL
HFK| DR
AR GEMERD) DEE
7 v K7 LVEE 25mg (DK
18Ed 7\ v R7LLEEE - 32.63mg
(7 RZ7 1L E LT 25mg)
7 a e K7 LVEE 75mg (DK
188 7 v K7 LVRRERYE - 97.88mg
(7 RZ71LE LT 75mg)
ALY
haZxza—L, AW, A Ao—Z bFurAo—2 ZAr afEEBT AT,

~ 7 13—/ 6000, FRILT ¥, A ooamy ZOM 1Sy
ZDith
BEA=RRANA

BAEE, B ONEIEIZNT BEE
R L




4. HHOBFEEHUTIZHEITEIREN

&AL EE L 2 DT RER (40°C, MXHEE 75%., 6 » H) OFER., 7 n v K7 LIVEE 25mg
DK] KO v v K7 LV 76mg (DK (X% O i FIZBW\W T 3 FMLZETHHZ &N

HER <7z,

hnEREKER ¥

BRS040 £1°C, 75E5%RH

SRERBIF] WA OT L8y 7 L~ PTP aldE (BMEIAD)
(1) 7 vt R LLEE 25mg DK

FBRIE H Ktk BR AR RE 1% H 3% H 6 % H
H A~ 3 o
LEN T AN T—T ¢ SReY SRy SRy Bk
VIEETHD
TE B kR (%)™ 95.0~105.0 98.9~99.9 — — 98.6~99.6

) 31y M 3 [EHIE D/ IME~ i KAE
ZOMOTERIAH  (FEdelER, MR, R —MalER (& B — MR8 | IHaiR) (2o

WTHHBANTH- T,
(2) Z7uv R7 L 75mg [DK)
FBRIE B Ktk BA A RE 1% H 3% H 6 % H
ERERT S SR
PR T4 T—T ¢ iy ke ke ke
VITEETHD
TE R (%)™ 95.0~105.0 99.5~100.0 — — 98.9~99.6

) 31y M 3 [EHIE O/ IME~ i KAE
ZOMOERIAE  (FERERlER, MR, BGY) —MaAER (& B — MR8 | IHalB) (2o

WTHBBNTH -T2,

5. ABZERUVEBEMBEOREM
A% L7

6. HhHEORALIL (WBILFHLEL)
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1. AU
(1) BHEBHICHITHELEY

[ F I O AW TR A R T A EO—HBIEIZ DWW T CEk 24 42 H 29 A
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1) Z7uav 7L LVEE 25mg DK

B AE  BARER  —alRiE wHEBRE SRk
R eSS
BRI & © 900mL
il £ 837.010.5C
A BR R - pH1.2, pH4.0. pH6.8, /K
o] i %% : 50rpm (pH1.2. pH4.0., pH6.8. /K). 100rpm (pH4.0)

AR - R TORFICBW CHESEIZES LTz,
<Y H R >

pH1.2, 50rpm pH4.0, 50rpm

2) 7t KZ LVEE 75mg DK

HETE - BARSER T s WHEBE N vk
R e S
BRI R 900mL
B & 37.020.5C
A B : pH1.2, pH4.0, pH6.8, /K
o] #5 %¢: 50rpm (pH1.2. pH4.0. pH6.8, /K). 100rpm (pH4.0)

AR IR - BRTORMFICBW CHESEEIZES LTz,

120 100
N ,;}/;/"*""’
I rd
& 60 -
#
i i
_ (o) 10 Vi .
—— HBH i/ —e— EABE
—o— {EERF| 20 é —o— HEERE
/
o d
5 0 15 30 45 50
B (min) 85 Cmin)
pH6.8, 50rpm 7K. 50rpm
100 100
g0
/..
20 20 /é”
o . —6—o0——0 o
# 60 g—Q—0——0—"" # 60
sgs i /i
) %0 g 10 /
—o— BEANIE —o— IER M
20 —o— RN 20 —o— A
0o 0
0 60 120 180 240 300 360 420 20 45 60
BEME (min) B (min)
pH4.0, 100rpm
100 "
_;;,$f)4
20 e
# 60
i
/
o) Y //
/ —o— EsIA|
20 / —o— iFEE
4
0 o
0 15 a0 45 50
A (i) (Mean=*=8D., n=12)




<V bR >

pH1.2, 50rpm pH4.0, 50rpm
120
100
80
i
& 60
= L
(%6) . .
40 R —e—tamE
20 —o— R 20 | —o i
[l L L L ! 0 6 L L L !
0 15 30 45 60 a 60 120 180 240
B (min) BERE (min)
pH6.8, 50rpm 7K. 50rpm
100 100
80 80
60 - —e— tERilE| B 60
g —o R g
o %0 T on O [ -
A
20 Ei;.o(><>—-<>=<>—o——<>—o——o 20 —O— 1RAERIE|
0o . . . . . . : 0 &
0 B0 120 180 240 300 360 420 a 15 30 45 60
BRI (min) BERE (min)
pH4.0, 100rpm
100
80 -
& g0 -
H
CORGT .
—o— HEREIZ|
20 —O— 1ZERS|
0 O
0 60 120 180 240
B (min) (Mean®=SD., n=12)

(2) ARBHBRE~OBEEHE Y
7 a e R7LEE 25mg [DK] KOV v & K7 LLEE Tomg (DK (%, BARRKEHFEHEMLASRIC
EH T v e N7 L ARBRESE OB IZHEES L TWD Z BRI LTV 5,

EYFRAERE
M L

HHF P DBERST DHEDHERE
ARG 17 vt R7 URRRESE) OfMRRBIEICED
SO AT RE I E

10. HEPOEMRATDEE
HARIF G [7ov N7 Vg oEEEICED
WKk a~ 777 40—

1. S
L



12. BAT BARMED & 5564
R L

13, EBADELES - SMROEHLERIET B R
R L

14. Z0fth
Y LA



3.

(M

(2)

(3)

(4)

aRICET5IEE

HEERITHR

ORZ MMM M A FEE (DR PEMIERRE 2 FR <) % O FEHH]

Ot SV EERZ AN (PCT) 238 M S5 T RL O RE M2k LR
MR (RZEPLE, FE ST LA-LHTEZE, ST LA LHEZE)
LEPE, BRIAPE O AT 58

ORMEARIE BT D ke « ZERRTERR D]

<#EE - HRICEHET HERLDEE>
O BEBRE R (PCI) 258 S 2 it DR B OB &
PCI 7258 H T E O M DR BEE~OREIITFRETH 5, WEIRERIC LY . RIENTEED
B UWIETEENR S A S 2R S, PCIL i@ L7 WAIciE, BBOREIIEZ D Z L,

RERVHAE
OME MMM EREE (DR IEMIERAE 2R <) %OBFRIME O%E

WE, AR, 7 E RZ L E LC7mga 1 H1ERE OG- 528, Fi, (KE, ERiCX
V7o K7L e LT50mga1H1EREO#&S34 5,
ORFHEBIAE A (PCD) 2% & 2 Bl R B o gA

W AR, WERBHICZ e R LL e LT300mg &2 1 H 1 EHEAEE L, D%,
MEFFE L LT1H1H 7omg #RRN# 535,
ORMENRE BT D itz - AT O MBI D55

WH. KA, 7 RZ Ll LTT7mg 41 H1 BRAOKST 5,

<Hi& - REICEET SEALDIFE>
ZERERF OB TR T 2 Z E N E LWy (ENE T AREERRBRIC B Tt 5 5-R S L ZE IR A3
HHNTND),
O MMM B REE (DR IEMIERAE 2R <) %O BRI O%A
i AT 5 EN0nH 5O T, FRCHlLER, EORROH HBEEHEIZONTIE, 50mg 1
H1EWSHETHZ L, (VI.—5. BERSANREFOER] OESMR)
ORRFEHEBIAREZ RN (PCD) 2% & 2 Bl R B OSEE
(1) 7AE U > (81~100mg, H) EPFHTHZ &,
(2) AT v MAEBESORAR GRS ERB SO CEE LT ERT 5 2 &,
(3) PCILHEATHIICZ v &2 RZ L)L Thmg 072 < &b 4 HIME G SN TWAEE,. v—T 17
R— 2P 5. (B HBLAHIC 300mg 2# 542 2 &) ITHETIERND,

B PR B AE
BERT— R /Ny —o
R LR

ERERZN R
FMEE L

B PR TS ER
MR L
FRIAER
FMEE L



(5) REERYEAER

1) \|EALMTHERGHER
MR L

2) LLERERER
MERR L

3) REMHER
MERR L

4) BE - RERIHER
MERR L

(6) AEMER

1) EAKERE - FEERABERE (HHRE) - 2ERTERERRER (TREZERKEAR)
MR L

2) RBEHLLELTEREFENODHREXITENRE L -RBROME
M LR
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VI. EMEECEIHEE

1. REZMCEHESHHIEEYMXITILEYEE
Fx ) DAY &

2. EIBEH

(1) YERERGL - /ER%E
Ja v N7 UVEREEEIL, P/ IMEETh 5, REDTEERFWND T 7 =Nl 7 7 —B 2 THMHEL
L CTH/IMENOY A 27 U » 7 AMP ZEENS®25 2 L2 X0 f/IMOEEEZ ST 5, 77 =gy
7 5 —¥DOEMAGIE, AEORBMMRIMEINE G #2328 (G) L4472 ADP Rk 4BHE L
CT T =NBEY 7 77— M2 /R 52 Lk b, Y

(2) EMEZE T HHEBRBAE
MU ER L

(3) YERIREFMA - FFiRhFR
MU ER e L

11



VIL EYENREICBII HIEE

1. MmMAEEOHT - BIEE
(1) BELAEMDLGOLPRE
MR L
(2) =&ML HiREDERRH
VIL—1. (3) ERRREERCHER SN -MPRE OHESM
(3) R THEIN-OTRE
EYFHE R
[ 98 [ 3 5L D AW L RV SRR T A R T A V5D —IEIC W T (CFRE 24 45 2 H 29 H
AR 0229 % 10 5) IS EE
1) Z7uav 7 LVEE 25mg [DK)
7 u e R7UVEE25mg (DK LEEVERK %2, 7 0 A4 — N—{EIC LD ZREN 38 (ZnE R
7 Lv & LT 7me) R A B IS R BER N G LTl 2 v v R L VR A JIE L
B oY ENEE T A —4& (AUC, Cmax) (22T 90%(EHE X MVEIC TREHENT 21T - 15
H. log (0.80) ~log (1.25) D#FHNTH V. WiAlDEYFIORSIEDS MR ST,
HEINTA—F BENRTA-F

AUCo2 Cmax |Tmax| t12
(pg*hr/mL)| (pg/mL) | (hr) | (hr)

PO FZ UV
25mgl DK J(38¢)
EAERA

(§E#), 25mg, 3§2)

4657 £3263 | 2748 £3295(09+ 047020

4485+3152| 2501 +2694|09+0.4/6.7 2.2

(Mean=SD., n=20)

(pg/mL)
6000 -

- 20V FZ L V#25mg DK J(38)
4000 HT —O— WA (§#4].25mg,38%)

n x

" Mean+SD, n=20

3

& 3000

¥

3

4

7 2000

W

$ 100

0 .

L 1 1 1 1 1 J
0 4 8 16 20 24

H#m}%m
MAEF PR AN ONZ AUC, Cmax ZED /3T A — 2%, #RE OFR, KO - K207
BREMEIZ L > TR DAL ® D,
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2) /7ot K7 L/LEE T5mg [DK)
7 ae K7 LAk Tomg [DK) & EEHEREI %, 7 o 2 4f—A—Ec k) ZRen 16 (7 e R
7 Lb & LT 75mg) EERRR A B IS R LR O 4 5 Ll 7 m v R 7 L OVIRE A IE L,
B o yEE ST A—% (AUC, Cmax) 22OV T 90%[E X IEC TREEHIRIT 21T - 7254
H. log (0.80) ~log (1.25) OHPFHANTH V. WiHlDAEM FHEEME D B S iz,

HEINT A—F BENGA—F
AUCo24 Cmax |Tmax| ty2
(pg+hr/mL)| (pg/mL) | (hr) | (hr)

ZO¥RZLIVEE
+ 616+ 2903]0.9+0.3(7.2+2.0
75mngK_] 4561 + 3439|2616+ 2 3{7.2+2
B i R
5288+ 4161 |2379+2264(1.3+09|6.7 2.2
(§2#], 75mg)
(Mean=S.D., n=40)
(pg/mL)
5000 1

—o— 7 0¥ F¥ L LE7mg DK
i —O— WA (84). 5mg)
Mean=£SD., n=40

%
5 3000
o
4
F 2000
¥
%
)
# 1000
3
0 o
l“ 1 1 1 ¥ 1 ]
0 4 8 12 16 20 24

i fif (hr)

MAE PR AN ONZ AUC, Cmax ZED /3T A —H 1%, #BRE O RIE OIS - REHZE 0K
BREIEIZ Lo TR D[RR & 5,
(4) P&
RMER R L
5) BE - ftAEDZE
VI.—7. fBE{EA) 0HEESHR
(6) BEH ((REaL—Y3ay) @BIICKVHBALE-EMEARBSELEHER
EERR L

2. EMEEHRNASA—F

(1) 8477734
B L

(2) BAREREEH
B L

@) NAFTARLFEYT 1
R L
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(4) HRRETEH
7 a e K7 LLEE 25mg DK
0.111026£0.047876 (hr') (Mean=*S.D., n=20)
7 vt K7 LLEE 75mg (DK
0.104037+0.031872 (hr') (Mean=*S.D., n=40)
B) VIVTFIUR
BRI L
(6) P MBE
AZMEE R L
(7) MEFFEAESE
BRI L

3. A
LR L

4. nM

(1) 1% —fBEPIE Bt
EE R L

(2) Mm%k —RaEERIFT @B
EEER L

(3) HA~DBITH
VI —10. $E4%. EMR. BRIBFAOEKRE OHSMH

(4) BER~DBITIE
A ERR L

(6) ZothoiBE~DBITE
ZEER R L

5.
(1) RBEELR VKB
fig C= 27 7 —RIZ X 0 IEEIEREH TH 5 SR26334 (E#HH) &, > 7 v A P450 12 &
DIGTERGHY) He VER SN D, MAEHFIZIBW TR, REMEORE D TR < . SR26334 73
TICfELT, Y
(2) RBI“EEE5I HEFK (CYPAS0 %) Dy Fig
Tz CYP3A4, CYP1A2, CYP2C19, CYP2B6Y
VI.—7. B4R OHESH
(3) YMEEESRODEERVZDEE
MUEER R L
4) REMOFHEDOEERUILLE
TVIL—5. (1) XHEALR VR BEHRER O
(5) EHERBHYMORER/AATA—4
HEER e L
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6. HEMt

(1) HEtERAL R U ER
R AIC 14C-4-7 o ¥ R 7 L UVRERE (7 e B K7 L)L & LT Tomg) % H[ARE 18 G L7z g,
$ 5 5 Atk E TORRRED RFEHRIRIIRE G ISREDOR 92%IZ#E L, JRFITITH 41%., FEHIC
13K 51% 03 Rk S N (kT — %), P

(2) Bz
[VIL—6. (1) #EttERA R VR OES R

(3) HEHRE
MR L

1. FSURR—E2—IZET 51EH
B R L

8. BHEFIZLDREE
AR L
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 REMHEALDOEEF)ICEHTHIER

ZERNB LT DER

R H
[ ]
BA=RSYA

ERRREEOER (RAEEZET)

(25 (ROBBIZFRELHEVI L))
(1) i LCwWa B (AR, SHZEENHIMm, H(RE i, R, Wi, A [H
mEETLBENLRH D, ]
(2) AFN DR 5t LBBUE DREEREO & % B
(38) Lo "raFbholE (W.—7. HEER] OHEBMR)

MEER IR RICEET SEALDIE L T DEMH
'VARICET HEB OHSM

AZERUVHEZICEET SFERLDITE L ZTDERH
[V AEICEAT 5IER | 0EEMR

BERERNE L TNDER

EERES CROBHIZITEEIZR/REST S L)

(1) ROBETIIHMOBERENEL 2 BZNNH O THEHEICEGT 52 &, 7ok, Eiflt
MRS (RPN IERIE 2 FR <) B OB O%E1L, 50mgl H 1 B 5,k & 4%
ETaZ L,

1) HiffEm  NEDER O B 5 HE
2) HERMEZOH L EE
3) EELRBREDSH LHEH
4) FIMJERFHE L TV 5 B
5) il
6) IMAEOBHE
(2) thoF= ) v) DUREA (F7 0 vy RS 126 LIBEUE OBERERED & 5 B

BELGERNIE L ZTOEBARUVLERZE

BEELGERNEE

(1) itk MR PESEBER  (TTP) . MRERIERIE, EEZRIFEESEOBEKRZRIER NSRRI
L2 ENHLOT, BERIGE 2 » AR, 28BS 1 RIFRE O ik iR A5 O FEhiE % 22 7
HZ &, (IVIL—8. BIYER) ©HB)

(2) Bl RBZRIRE L TAAIZEHATAICHT--> L, u—F 4 7 F—2%5 (%55
HHIZ 300mg #5952 L) ROTAEY U EOHHICE > THIMLD U X7 23&E % 5 Af
BMERHDL L+ nBET L L,

(3) AANC L 5 i/ MEEEMH 23 HRE & 72 5 X 5 e FiTo%LA12IE, 14 ALLERCE G2 H ik
THIENREE LV, R, T2 REEWIR 25T 5 2 &R WIGAIFERZR KO Y
ATWEEDL ZEPHRESNTODOTHRICBILZT S &, £, 5P IEMRP O Mg
FELTEARIED U A 7 DEWER] T, MUZRBIEMHIRZHE L 52 &, FINRICAH O F#
BB AR, FINEALO IR 2 /R L COLEET5 2 &
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1.

(4)

(5)

(6)

(7)

(8)

fth o> H i D fE R 2 BN & 5 AN & OF EAERICER T2 & & bla, EIEN R
LREFA~OEGEIIHEEIAT, AFEGHIE o2tz hr—LrE2179 28, (VI
—5. BEKRS ELZTOEH|, VI-7. HEER OHESMW)

PR OfEEOm O RPN E EEREICBNT, TAEY LR, 7 R7 1L
AN LA R L OFEBIR O CHE SN T2 0T, IFRT 25813 HEE T
5Tk,

Hin O fE M NI FIRER OBZ NN H 5 Z L s, Mz 2 SERENE &
EZONDEAEIE, Pk - BEEEEET LI L, Fo, i ZREe T 5 EERIER A 5
b= HEIE, EHICmEKEEEOME2mEz £+ 22 L, (VI.—8. BIYEA 0%
&)

BRVEM AT GEMEALEY e v R 7T AT HEE (aPTT) OIER, S VA F-IE PR F4%)
DHOLOLNDLZENRDD, aPTT OILEEFENRED LNHLEICIE, HILOFEIZ)ND 5
T BRRMEMAROFREME A BB L, HME CEEET 5 e Pl @ 21T 2 &, (VL
—8. BlEA) omEES])

BEICITEAET L0 bHM LT 25 2 23 L. BE2RHNNARD b5 E
ACERE T D KO ERAMLT Z & Fo, e (FH 2%27 5BI2E. ARIZRAL
TWAEZEMIMNTEAD X9 BEFICHEREERT Z &,

HEEH
AFNE, FEIZ CYP2C19 12 X 0 &I S v, CYP1A2, CYP2B6, CYP3A4 % &%
R OAERIZFH G T 5, o, AFO T VT a i ERIE CYP2C8 #fHET 5,
(1) BtRZERLZNDER
HHRAZE BHALGWLI L)
S 4 % B DRAEIR - HEE IR BT - fERRIA T
N e A4 T LU R OEERE | CYP2CS 2FHETHZ LIk
U7 RTE DOIMHIREN LRI 58 | 0, &L F T OIEERH
e s, MORBBIE S ND LB %
bhd,

(2) FHAETEELTDER
HHREE (BFRISEET S L)

S 5 BRAIEAR - HY 8 515 BT - fERRIA T

FEAT v A FPETE IR SR AHIE OO L0 Wk | ARANT L MR EREEIHIEN %
PRV =T BEorLOHMBNEINZ | BT 5720, Ziun AL Of

LOHENRD D, M5 &iEE iz R
HEEBEZLNTND,

Pk HE i U72ig, 2z B3 | AFNEii Mg S %
N7y LBENDRH DL, AR | AT 5720, ZHH3EA L O
A~RY FHEOREMICEEST | T2 L HEZBERT 5862

M/ IMREESEIHIER 28T 257 | 22 &, nnds,

TAEY 5

IIRESA S
X —+
TNT T B

17




8.

PSR

HRPRAEAR - FEIE 7Tk

&R - fabRIA 7

Y HEESE (CYP2C19) #fHE
ERAE S
FA ST — )

ARANOIER N BES T 5 6%
nNnds,

CYP2C19 Z#[HET 5 Z i
X0 AKFNOIEEREY O I
HIRENMETT 5,

BN 0 b= FERY ARLE
#l (SSRI)
TARIFHI o~ LA R
gt T 5

kIR R S AP SR g W/
60

SSRI D512 L 0 1/ Mk ke
ENRPLE S, KA E OO
Ik HmEZBRT S EEX
5N,

AR (CYP2CR) D AH &

LT ) = ROIMAYRED | AFI D 7 Vo v o i@BiaaiRic

75 % HH HmL., s TER A | X5 CYP2C8 FHEMEMIC X
LT Y =R T DBENND D, V. LT U = Rodfn ks
NEEINT 5 LEZBbID,
BIfER

(1) BMERADME

AT A P AR AR A O BRI JE BB S W & 702 % A 2 M L Ty,

(2) EXGEIER & BN

1)

2)

3)

4)

5)

EXGEMER GHREADD)

Wi GEENEmM. B mEDH m)

(B MEDESAHM, BETMESE] M MSEOFEEN M (IR 3 5m, i -
MEM:, ERRETE, AR, R TIMES S ObND I LB D, 20X ) REAICE
eIk L, WYRMEEITY 2 L,

(e, T, BiFtHm, REHD, BEEMESE] : i, N, BEHin, REHmD, B
(A, REHR AR, ARSI N S bbb Z ENnb D, DX ) A& E 2P L,
WY 7R ALE 21T D Z &,

B - +1EmES

Bl zfEH H -+ HRIBEEN S bbb Z ERNH 5D T, BEE DI TV, BENRD
SNTHAIITRGERIET 50 8, WURMEETTY 2 L,

FFHeERES . &

ALT (GPT) L5, y-GTP L5, AST (GOT) L5H-. #JE., AMEIFRE. TFREND S
bbb EMbHHDOT, BELTIIATV, BRERBD LNHEITIE, 52 FIEL, &
PR U 72L& 2175 2 &,

gt /MR EBER (TTP)

TTP R Hbild Z BB DD T, BlEE+73I1247, TTP OHMER Th 28K, &
AR, SRBESE O H MR, EARBEE S ORGM « APRER /D iR Bk o HH B
TR DM M, FEEN, B EENREL L ESAIE, EbIcEE 2RI L, iR
B (ME7RIMER, AR IRMERDRIE 2 & de) 25805 L, MBI UM A HE O ) 7o AL
ZI1HZ &,

FIE MR 26, SFERBRERT 2

W MERR 2%, AFERERIEMI 2 3 oD Z ENH D DT, BIE%E T43ITATV, Bk, FRL IR
HEOREN FliE ORI ENRD SN AITIE, eI EE X B, WE CT SokmE %
FEhiT 52 &, BENEOONHAICE, B eIk, BIRERERLVECRIOREED
YR AEZITH 2 &
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6) mM/MMRiED. |ERBKE. BETRMEAEMNE SO N MR E
iR | SRR ERSE , R4 R R M A2 & oL ERBUER S Db b Z L RH 5D T,
BlEE 04T, BESRD SN GAICE G E R L, WYRAEEZITY 2L,

7) hEMRKZIEFERAEE (ToxicEpidermal Necrolysis : TEN) . B E#5IEEREIREE (Stevens -
Johnson fEf&EE) . ZHMBHMEAN. SHARERDHREE
HagE 3R B SERARIE . R SEREIBERRIE R . 2B N ERLEE, SRR YERIB MENREIE DS &
LbNbZ ERHHOT, BIEEZHDIATV, BESREO ONHAII RS 2L,
BI7R B Z1TH Z &,

8) EEHIME 1B BUE fE %A
FIFER & U CTHIB, BENL O, BICITHEREREE . U o EillElR, A mEkgm, aFmeek
W%, WAL L ORERINBIEE 2 ) BRMEOEERBEUERR S bbb 2 ERH 50T, B
BETDIATV, 2O X I IERD S LN AT HR G2 IE L, YR 0E2{T5 2
Lo B, B R RAT AR 6 (HHV-6) S0 7 AV ADFEMELZED 2 L3 < |

BeE IR B RS, BEN, IFHERERE E S DIER DN RS D WVITEBIE (L5 Z ENHDH D THE
BT5HZ L,

9) BXMIMNKSE
BRIEMARDR D HPOND ZLRdD D DT, BEEL THIATV, BREDPRD bNIZSGEITE
Fhzpik L, WYRNELZTT 2L,
10) TRINARRAARIE
P, &, CK (CPK) b5 MR ORT I A7 1 v A 2 K5 & 9 2 U@t
FRIEDS & & DI, T - TRMEBREFORBERBREENHOONL ZLBHDHDT,
ZOEIBRGARICITELICKRGZPIE L, EWEURLEZITO &,

(3) ZDHDEI1EH

TROBWEMDRH bbb Z LRHHDT, REHEO DNTEEITITSLEITS UG 2 ik
T 57 WU R ALEEAT) L,

B OE T B

1% BRI, B, 5 OF) . s, IkimiER, AR, P, SRR,
M58, ZRRIERAL i, ALE R i, ~F 27 1 B R ~~ h o
Uy ME . AMERBAD ., A PERED, AREREE S, A%, DREN I,
e, 7 —7 VRESAMIE, P, R, JRE M, AFEREK
N R

P fik Al-‘P B5-. LDH E&-, eV ve s b5 JHSER, IHAYE, H#E
Hibss MBS, BBk, DR, IR, R, TR BACRIR, (05, ‘s,

e, REEREZNG. IR, DY, HTRYE. A (D R, HPAMEIR, WEE
Sy, RS, BFEREM., KGR GEBVMERIGR. U o SERIERIZ) |
WS

KBHEE SRS 5. CK (CPK) E5-. alLxFo—L F5H REAKT., K E5-.
TNT I ART, bR K TR, R EA. 77— L. Cl TR,
Na k&, Na T

BEE HIB, O, B, FRE, RLEE, JCREBIERER . IRTEE, 7T
47X —, BRIREBYERE, MAE I, S8 S

KIE e, RJgacie, AIEYERE, REE it
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(4)

()

(6)

10.

11.

12

13

B OE F 9

REH IR7e, ORI, AREEIEST. HMKF, S, BT, R, RIS
LREES

G

BAEER | R, &ILE. HFEV, L., frEsE OFZ 0. FHRME), EilkEE,
ARHRAE, Bk, BFHAH, T, TAdi, IR, SFRTEEE, TR,

K AEE)
1BIR=s VRN, SRR, NEENR, BhPRE. DA, M. IREIRE AR, AR
B BUN L&, M7 v7rF=r B5 JREAHMN, MR, JRICERE . REEEE,
EARRERE T . SWEB RS, R, SR, JRESEGE, SRERIRE
e %, VBSOS, MK, K
Z Dt ETY ., Bk, FE R (REEE. JONRR) . SREMEMR, HIROR,

FEALER. It K, BOR. MR, 2RIk, R, B
FeOC, VESHEACERR, CRP LA, Wi, PA&M. tbilE

HEMEEFRARRBAERUVERREERE -5

AR L
RS, AfHE. BEEERVFHOARESRIOMERRIEE
LB L

EYT LILF—IHT DTERVHARE

VI.—2. ERRAELZOEE (RAER) 280 0HSHR
VI.—5. BEERERNRETDER] ODHSM

MVI.—8. (2) EXLEIMER & WEER OHSM

VI.—8. (3) ZDHDEIER DESE

= EANDRS

FilnE TG MEE, BEE. ITHRE S O EBRRE MR T LT D 2 N < EEER DR
WEAZ D Y | HIEORIE-NH 5O T VWO T, BEREEZZBEL, BEOREBLBIZEL
NG, HEICERGTDH L,

bEMR. ERR. BRILBF~AOERE

(1) IR ST L TV B ATREMED & B0 AL, 1RIR LA RSIEN a2 EE % &S h
LA OREEET D &, UERT OGRS 2 2T L T, ]

(2) IO NIIABI G PIIRAL RTS8, [BER (T v ) TLHFICB
1TT5Z ENRWMESNLTND, ]

INEEADIRE

MRS B R R PEERET LTV 7L, (BR300, ]

BRRERECRETE
PR L

BERS

AFNOWE =R 517 L0 BEERFEOIEE EOHMAAE L2803 H 5, IR bL=54.
WERAVEZID Z L, B, BRI REANIM LN TWRWD T, BEAHENVLEZREAIT
M/ 2 BB 5 2 &,
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14 BREDIE

RHI TR

PTP clEEDHANL PTP > — h2r bWV B L TR 2 Lo EF5 2L, (PTP > — FDORREK
2R BENELAERIEREARIA U, BT L2 3 2 U CHERRIA &5 0 B 22 A OHE 2 Of
T LI LEBHRESNTND)

15. ZDfDEE

(1) ENTHENE S LR 2 x5 & LR AR ERARIZ VW T, 7 rE K7 L/L 300mg %
#alHe 5-1% 24 K O R/ MEEERE ( 5 « M ADP A2 maximum platelet aggregation
intensity (MAI) : %) 1%, CYP2C19 OfRHHEIZ)L U T, Extensive metabolizer (EM)
7. Intermediate metabolizer (IM) #f. Poor metabolizer (PM) #£DJAEIZ, 43.67+6.82,
47.17+5.71, 54.11+4.34 THY ., D% 6 HMIHO-> T/ u K7 L)L 75mg /H%
e L72% O MATL (%) X, £ 24 32.87£5.10, 39.41+6.34, 47.48+3.60 &, PM
BEICBWT Y B VR Lo MUOEEERHIE R AME T L7-,

(2) AN I 1T B IR TR BIARIZ BN FETT 2 T 18 L 72 BB 2 x4 & U 7 BRI S OME B D 8142
FFEIzRB VT, CYP2C19 ® PM & L< X IM Ti, CYP2C19 ® EM &ML T, /7 n v

R 27U VBRI 5% OO IUE R A N RIIEROEIINHE ST 5,

16. ZDih
BARSAA
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X. JEERREAERICBII HIHE

1. EIEHER
(1) EHZEEHER (TVI. EHREICEHYTSER R

(2) BIRBIZEEHER
BEERRL
(3) REMEEHER
AR L
(4) DD ZEEHER
BEERR L

2. HMHHER

(1) BEExkE5HM4RAR
BRI L

(2) RIEHESHEMEHAR
M EE e L

(3) HEEHEFMEAR
BRI L

4) ZDoEkREHE
BRI L
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X. EENEHEICEYSHIER

1. RERS
B A FEEES EE-EMFEOLTEICLIVENTLZ L)
ARG - B

2. AR ERLAR
MR « 34 (EMRABRAERIZHES )

3. BrE - RESH
R A BIRRAE

4. EFRFEVNLEDEESR

(1) ERETORYHFWEDBEEAIZDONT
BRI L

(2) EFIZAFORFWNICONT (BEFZFICBEE I RENASIES)
VI.—14. BRALEDFE] OHEBMH
BEMERLTA K HY

(3) FAFIBFDBERIZTDONT
BRI L

5. RIBPEHZE
PARPAYA

6. G
7 a e K7 LLEE 25mg DK
100 & (PTP10 #£X10)
7 ¥ K7 LEE T5mg (DK
100 §£ (PTP10 %X 10)

1. BHEROME
PTP: RUEE=/L, TILI=L
HLRRAl . U B
re—:RU=FLr, TIAI=UA
flEAER - ME

8. R—H% - RzhE
[fl—p5y © 77 By 7 A6 25mg/75mg
M 2h 3£ . Frave o BB, 77 AT VAVERE, TAERY Y, vaAZ Y —) LRI
7 — MR %
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10.

11.

12.

ERRFEEFAE
M L7gW

HMERFGEARDEABRUVRZRES
R GEARRAEA H - 2015 4E 2 1 16 H
TR

7 vt K7L VEE 25mg [DK] @ 22700AMX00604000
7 vt K7L VEE 7T5mg [DK] : 22700AMX00605000

EMEALERSEEAR
201546 A 19 H

MEEX IR EM, AERVAELERENENDERHREUVZDAR
e « WL OVHE - AEBIN (AR AGRHEH B - 2015 4- 10 H 28 H)

ETNA [ARED - 1BNERT]

O RENRIZ AU (PCD 2SA S5 FaloREi
PRI R
SMRIERE (RZEPOE, JE ST b F L isgE,
ST L F- L 15 2E)

LERRE . R IH VO i 15 5

W 1% 2 B
(%h8E - 2R (3heE - R]
ORE MM A FE  COJEYERMIERRE 2 FR <) %O | B rERmEEE (ORMEMEREZR ) RO
S il

(A% - AE]
O MR M EREE (LIRMEMIERIE A R HOH
M O S
W RAZIZ. 7 e R LA LT 7hmgx 1 H
1 EfR AT 503, 4, KE, JERICED 7=
ERZ7LAt L Th0mg%a 1 A1 EREOKST D,
OBz EBNARIZ AT (PCD) 233 FH S 2 M i 05
BOGE
WH L, BRACE, EHBRGAICZ B R L e L
T300mg# 1 A1 MEREAKEG L, 20k, HfrE
L T1 H1 [\ 756mg #RO&% 545,

(A% - A=)
WHEL. RACIE, 7 E R L LT mg 2 1 A 1
E#R G322, Fl, KE, ERICZY7rE R
1Lt L TCh0mg & 1H 1EKRO&EETS,
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13.

14.

e « WL OHE - AEBIN (AR AGRHEH H : 201741 H 18 H)

SETNA [TARED - 1BNERT]

S
OREHREBENRIZ AU (PCD 238 415 Nl
PO

AMRIERRE (RZEPE, FE ST L LABREZE,
ST LF-LhfszE)

LEPRE ., R IH ML 15 5
OFRMEIRAERIC 1T D ke - &R AR D]

2 W 1% ZE I
(zheE - 2R (e - 2R]
O MMM ERREE (LEEMEREZRS) 2ofR | OFMEMDERE (LREMERELRS) RO

FEA
O HEENRIZ RN (PCD 2@ 415 Falo i
PO

SVERRERRE (RLEPOE, I ST LR LAHIEZE,
ST L5 L 2E)

LEPRIE, BRIB ML A

(A% - AE]

O M tER A BE S (DIRPENIERIE 2 BR<) RO
FEH OS5 E
WEUEAICIZ. 7o R L L LT 7mga 1 H
1 F#R &G 508, Fln, KE, ERICED 782
R LT50mg %1 A1 BREO&KLET5,

ORI EBNRIZ AT (PCT) 238 M & % fE it Oy
BOLE
WE. AR, BERBRAICZrE R L e L
T300mg# 1 H 1 EfEAE L, ok, HFra
ELT1 H1 [ 75mg #R&O#%5T5,

OFRMBARERIZ 1T D ke - FERRTE RO I D55
WE RACIFE 7R L L LC7hmg a1 A
1 ERROEET D,

(A% - AE]
O MMM M EFBEE (LRMERMZERIE A R<) B/
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