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Wxe"® R4 3.75 € % Efient® F.C. Tablets 3.75 mg
W xer"® B R 4T 5% % Efient” F.C. Tablets 5 mg

Prasugrel Hydrochloride
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1.1 %&mﬁﬂkéﬁ%/k(ﬁl&% ~ BRI s HALiE B s RE e v
S HIERE %) o [Efient” TAE G A B o b5 o |
12 é%zkEﬁem%ﬁﬁ& 57 B HR LR A o

2. RO FeR A
2.1 moy
R4 EER S AR 7
#4t44.12 |Lactose hydrate, microcrystalline cellulose,
%" | mgprasugrel |low substituted hydroxypropylcellulose,
JER S hydrochloride |hydroxypropylcellulose, magnesium stearate,

3.75% 5t | (487§ # prasugrel |hypromellose, titanium oxide, talc, and red

3.75 mg) ferric oxide
44t 4549 |Lactose hydrate, microcrystalline cellulose,
p%t%" | mgprasugrel |low substituted hydroxypropylcellulose,
JER b hydrochloride |hydroxypropylcellulose, magnesium stearate,
5% | (48 #prasugrel |hypromellose, titanium oxide, talc, yellow ferric
5 mg) oxide, and red ferric oxide
22HRMA
i
R4 ik A PNUN NS TE
(Z£K) (£4) (£%)
2 > ® (

WRED | wam | ae [—

BEE L mm) | ms T3
3T5E A g - 3 (o w4 # A

5.1 (42bh) #HH32 | #1075

wa” | WA |, E[s) ——

BRé | (WEFA M 87 (R )

5% ZI 9% P # 4 #

£33 17%) 47 (2 #HH29 | HH1075
3. il Je A

Efient™i#l A # % & & 3K B Bk /- Ak 74 B (PCI) 89 & M G Ak B Ak 0 4% B

(ACS ; RiE A K MA[UA] 3FST$Liﬁifum#ig[NSTEMI]éfaST&

LAz sz E[STEMI]) ©

4. 38 EJEAR B2 Z F IR

B R AR YR AR BRI/ 4 R > Pk ZARA AR 7 76 F (conservative therapy) 3,

ﬁzﬁszbﬂf&%@%mﬂawwcwé > &A% 4% A Efient”

5. ARiERE

Efient® #2447 & 4 ¥ R AL A20 mg 2 JRA & > %

B —%3.75 mg 7 IR fE & o

6. RixAEMMEEFE

6.1 Efient” & 4-faspirin# B (81 - 100 mg/ X > A LAE] & & % %4324 mg) °

62E£ﬁﬂlim’6@&x%mt3ﬁm%14%i%%k N
FA AR AT (P 6 B 5 — R A9 A2 H5E) 20 mg) © Efient™ BT 51 3 49 fo M R
BHEWHIEA %ﬁ#?zﬁﬁkﬂéﬂ%@kﬁé o

6.3 R A B L T 42 B Efient”™ > 12 A AL 46 F Z W RS o Bk AE 4R
BARRERESARSHR S FPREC,,) GEE L4218
15.1.1% &

6.4 3 ERALA A AL E< S0 kg) - th AR TAEE & © B AT STtk B
BRATFHARGEREZ - G2 R8.15%FH)

89 4R RUARR

7. ¥%2EFE
7.1 %% #|Efient™ 49 § 52 AF A (A7 #) fo R ) > BB T AL -
® 3 HALILH F Auaspirinit FARF > T AE G 3G Ao e 69 SR o
o Jdu ALY B F 4G &5 T R M TR EBIRIR O 20T > 8 & B AEfient”
B 51 35 09 dn /s ARCBESR AP HIVE R 0 & BOR BB A& 0 de F R 34
ot % o f24FHNSTEMI A 49 B 98B IR KB (ACCOASTHER & »
882 AAPCIIE A 4 45 T B SMZ B A2 34 ) 260 mg > 3 5 AL %5 7] & 2 7
1 BARBIRHE L4/ AT 45 T A2 K8 530 mgid R AEPCIH 4 F % 41
RAEH FI0mg > R RMHE R E R AR S > meEFE&HE -
m 3 Efient” AR AL 46 420 mg > HHFH 4 H R3.75mg °
o Efient” 57 31 9 fo MR B I 6I4E A > TAER 3124 & FH0 697 A
WA M A A REE R BE AN AT E Y 14K 17 L% A Efient” & £ 5
BEEE g mA > HARETELRGRAS > BEXRENERE 1%

SF 4147 1% F H4 AEfient® 89 98 A > WAL L AT > 3 AR T
AL Tk o (FF 5 R15.1.1F )
ﬁu’é%ﬁl@l ~ aspirinfeEfient™f J I & 344 > B &4 T AE @38 o ik f
Rty JR A R AR B 0 B AT G TR ©
&U%Eﬁﬁﬁﬁkﬁﬁfim{d&:m J& 32 PP 3B AT 8 % 69 AR ) o dn SRR AE (B
»}»,%10.1 1% 8)
ke A AR AL AEfient” TAE R WL FH LA B A B o> B4t
ﬁé’t&:iﬁuﬁ”"&mﬂ%ﬁiﬁ%wﬂ’ié’v%ﬁfﬁ R A B A B TR P R
BHTESRE 0 S4B AR G OO /£ R A Efient” ©
7.2 Eﬁent VT AE 3% A AR P A ARAK TR BRI (thrombotlc thrombocytopemc
purpura » TTP)%U;B‘-HL%/?T‘\ﬁ%K R R & ° feEfient™:4 7 B 46 69 AT 218
P EEE NG RBRAT — KRR R (A R10.1.25 ) -
73 #ﬁ)\i 89 9m AL A Efient” Z AT > FHAFHM X ERNE LB A R
REH B
8. BAEHANEZFAR
8.1 A B JE B LA A
8.1.1 B th fu ff 4y SR ok S BY 6995 A(H BA N 3 fnJk 26995 A) > Efient” T
A% A e o
8.1.2 B AR 2K S 0 PR A SR e (TIA) % 89 9% A
B SMEE R A BR IR BT 0 AE AL 46 | F Efient” 60 mgfe 4 HH 2 A K
10 mgH# Aaspirinf > & d ARG 3G Ao o (GEER15.1.2% )
8.1.3 s JRH B 1R % 09 98 A
A JBR AR AR & 899 A JE G B A M F B AR 69 Bk A 4E ) e
J& o Efient" 3% Ao ik du 69 A% ©
8.1.4 iiﬁ/‘—?'-ﬂathlenopyridinei,ﬁ 3 4 (4w clopidogrel) A 8 4055 F 49 A A o
# % Efient™ 6% TAEH £ GI6 h F KB HR M > TLEBAL
& #7 H ththienopyridine 28 5 4 A i Sm F 8978 A ©
8.1.5 B2 F 1 1% 49 4 A(< 50 kg)
A EF< 50 kghgm A > it F AR R Fo 24l b B B (G S A B
T AE)IE Ao A EEAE o B ORT ¥k ik AR b A2 R S B R RUIR AR 3R v:ErJE o %ﬁ
FARAK A A K BUR T AEIE e o (B2 RL6.4E )
8.2 B R L6 5m A
82.1 TEB AR AL 65 A
Efient” 7T A& & 3 v th o B & o
83 IFAAER 20 m A
83.1 A AR 2 AA
Efient™ T AE & 3% Aotk o B > B A & B I 2 AE R & 69 9 A BT E 4 49
K ) R R B
8.4 509 % &

R%‘f&%ﬁﬁ.ﬂéﬁ &9 7K 3 % AT AR 89 B R ¥ > Efient™ 7 5T A AR Ao 5T

REMR B 499 & o

ﬁi}éim@#iéﬁ et > B e Efient" XMW & o0k £ KRR
8.5 & JLay4F &

v L3R, 78 IR A Efient I & 3 %.4% 5L -
E4mEfient" KM P& o ik E KR MLt P o

8.6 LE LA
ﬁﬁ%i&i%éﬁﬁ%%@% CHAESR S HILER  BARLENL
bk o
8.7 %#/\é’ﬂi}ﬁ
Efient” T A& 34 v th fo B[R > B 4 2% F9n NGB F AR Aed A TH
9. X ZAEA ,
9.1 #E M4t A 6972 % FR(Efient™ B A T 5 50 > JEERAER)
B B RJER A e | HdE
VLR R A T
FEE A ) Efient” #u 1% & % 4 |Efient" fo i3 2 3 4

Jewarfarin ~ heparinfredoxaban | A B > =T A8 8 3 | T A& & A0 52 4T fn A2
Pt MR EE o i e Ry o B4EA -
Jmaspirin
o AR T )
Jmurokinase#ralteplase
Ik 43 B 87 HUEE K EE HH(NSAIDS)

4w loxoprofenfrnaproxen

10. RERIE
TRBAUXNTARRE > AL EEME
A o Bl he T LA EE o
10.1 Ba R L& 269 K B R &
10.1.1 mm(%ff\ifrl 2%)
Efient® T 4t 1% &% B2 Y &ﬁl(?ﬁﬂﬁv‘{k@é\ SAJA ~ B/ Bek ~ FIERE

2R Bdo REREF > BRI

IR B R A R e e Aol A BRI S 0 T AR R 3 BRE i)« B 1 th o« G IR o g A e o R D
Lo L TT74I MEBE) HfEH MC 71 77 ST
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i;'l;%]/; ;Fi)(ﬂ REREMEF > BAF LG KR ERBGEGHEE - GFE
L /.1 Bp
10.1.2 s A2 4 e /) AR AK T 5 BEIE(TTP) (JA & A )
o B EFTHOTIPHRIRGE ) ~ RE > B[R BEIE] ~ AVEH
AP IE R [ B B AR] ~ A U D R~ BB AT e SR 4G 75 e B
deo~ BHC BAER A REAM) > F AR > BERAT R
iﬁll(%I%%k,?.l’.ﬁiz]‘i%ﬂ}il%i):;ﬁzﬁﬁ) F W > iR AT 4 F 47 (plasma
exchange) R HAbid & 536 o (FE2 RT2EH)
10.1.3 8 #(H8 & R )
AR A QIR E KRR E o REWER A A do R
FARTET » B 106 B4R IRGE % 3
10.1.4 FF 20 AE B Fo 3 5 (42 & K de)
10.1.5 FA KL & £ 3R $: Z JE (agranulocytosis) ~ & £ R RE R dofo o pb B X 49
% e B,V JE (pancytopenia) (F8 K %)
102 AR B RE
Efient” 7T AL i, T MR R R © o FBL R 5| —FE R E S 4910k >
JEIRIUE F 4908 T 465 ©

>1% >0.1%E<1%

iR A SRR RS >~ EEBEG
T FB B K AL B e

A

B Al KT 5(10.3%) ~ e v > AL R e~ AR KRR
g R~ e B F R R AL B~ | e > EFALE R s iR
R T~ Fh A h e > [~ FF A b~ K5
g~ FAT e FRAE BRI L BRETS
Ao~ o~ 4~ S e > T A AL R e > R e L
H o A B A 7 i e BAB M o T

JFF B FFAREEF Yok B AR 9% A5 B8 (y-GTP) L 5t ~
R PR A BR BE(ALP) £~ B A
B #% 2 MALT b A o K L 02
B4 #% e #AST £ o+

BLRE BARER L

AL R YA i 4

AEAY @

B il ML~ AEAL ~ RSBk v B
BB E R BLEAR
B3 ARl A B K

# A B 4LBE

HAb JRBEYE i~ B % OKEE S B

PR~ B TR ER AL A
A P AT P AR AR I & RS

B

1. ¥4H8BF
11.1 53K
B )i % T RE i Ak e o
112 #4
BRI ER > B EFFEEAT R RMIE ©
12&mizﬁ%&@$%
FAE 48 5 R BRI > SRR AR R F I G P I SR AR ©
@%”%@?%a@@f B RATAESFEREMBELEERF L
BRI RE K A b B EHHEIE ©
13. Ziz &EFE
JE B R A B A 38
Aot Ao b b B 5 5] 2 RR 55> 300 mg/kg/day o> 100 mg/kg/day #9
Bl ERHGE2FZIHRT > GEBAWIEBOE LR Rm > EX
R A2 2 IR P > jﬁ%\%é%ﬁ%ié%%fa B &9 RE G ©

14. B8 h 2

14.1 o8 B

14.1.1 Prasugrel hydrochloride4z |
O fRprasugrel & o & PR AH > B P 3 ARG B R B &Y
Efient” » A7 U] 2 SR M YHR-138727 69 dn JE & o
%1 X 2 fprasugrel 20 mg > M &7 %2 27 XA B — k4% A prasugrel
3.75 mg a9 F R A 0 F B AR HR-138727 09 o FR A A B
B REEEI T o
O BR20 mg L iE PEAR B R-138727 fe 3 S B - BB © TR
300

250
200
150

100

o 38 (ng/mL)

50

0 e = Y ® ®

12 24
] (h)

f=)
&}
kS
(o321
e}

O HR3.75 mg & E A HR-138727 dn B R B -BF RIS AL © BT R

50 -
5 40F
£
g 30
!
£ =
o 20
S|
10 H
0 1 Y &
0 1 2 4 6 8
¥ f (h)
ERAR B IR-138727 09 B 4 Bh /) 8 58
ViR N Chax timax AUC, tin
(mg) (ng/mL) (h) (ng-h/mL) (h)
kgo 23 | 177.1+96.3 0.6+0.2 185.1 + 66.5 49+58
(%1X)
3.75
o 2 292 + 15, 6+04 263+9.2 9+04
(F7E) 3 9 5.5 0.6+0 63+9 0.9+0
FAMEZR G X AFHLSD -
14.2 ik

14.2.1 &4 20U
EWARAHHR-138T2THI By 7 5 > FE R F AR AN E R
prasugrel 20 mg > #AZ= AR EAB AR KE A E > LC B2
3345 > MAUCKREIIAHE 2 F o (AL R63AIS.1.1%6)
14.3 51k
(BEFH  BPWRER)
KA E K 7R C-prasugrel > £23F 5 ALK N 69 25 R BN A BE R 1D
BRI RS o ARWRAR ~ DB A B AR B R E S A E
B E o JAEET2NERR 0 FARIR A ZEDIR 09 AR MR R b R o
H A28 N 69 R Fe e P GG AR U RIAK o A MR ALER N 89 o
HHER > AT EGFE14AREINERE -
14.4 XA
v JRprasugrel hydrochloride & 42 v ARE /)N 5 69 74 B4 B B bR i A0 4
R-95913 » i & MR A HIR-138727 2 &2 i /) By e AT B, 69 48 B, & % P450
(CYP)iE —F KRB E T MR o BINEIREAT > £ &2 h ZHBCYP3A
F2CYP2B6 i prasugrel X # 4 R-138727 ©
14.5 B
B o JR“C-prasugrel 15 mg @94 F 5 HE R A > 240/ 69 505 1 R AR
Btk F> 95% o #68% 69 AT AL B RIRVEM > mA2T% AL H
FARBE o (B AAFH
14.6 ¥ 2Rk By A
14.6.1 BHERLRA
¥ % 7 fRprasugrel 60 mg™E 14 > P B E I e R A (ILBL BT AR o =
30 mL/min £50 mL/min) é‘.lv’?l/\ﬁ"'ﬁg}?)& A LERARHIR-138727
RN LLEBERARABRRE Y
FHXENEHRLIABMEARER 2O RA BEAERRA > LF
PR R-138727 49 1 42 F @ A (AUC) I #931% £47% > MR &
s PR (Cra) B D #920% £52% o (3 B AAF#)
14.6.2 AEIAE R &9A A
% 1 R ¥k 2 fprasugrel 60 mghl & > MEAFH2ECRDHER —% 2
fRprasugrel 10 mg#| & > *F B # 2 A£ R & (Child-Pugh %~ #B#) %) 74
AFREME R R > L E R A YR-138727 89 5 8 /1 % KA B
AR e (FB AAFEH)
14.6.3 £ F5m A
R TR ACF#E> 753) % 1 X 2 fRprasugrel 20 mg > mEAFH2ETR
% B — 4% A prasugrel 3.75 mg > F+& Ja A(F#> T5R) A8 B A JEF
RF 0 REERHMR-138727T09 R /) LR/ FF 2
i : Efient” 89 4 & A 45 %) & 420 mgé9prasugrel > 43 % & 4 4 X3.75 mg
prasugrel & prasugrel °
14.7 4 L 2AE R
14.7.1 Ketoconazole
Prasugrel hydrochloridefeketoconazole (CYP3A4 47 #| &) &9t A 74
# > A8 E #prasugrel hydrochloride #9 ¥ — ¥ 404 F > L &K H
R-138727#9C.,,, /2 AL 4 7] 3 (60 me)BF #9 T F46% > o fe 4+l (15
me)Ff 4 T 434% > 12 AUC,,0 3t R X B & o AW H] & R H
¥ T » RE 3G Aketoconazole & % % fo /s 44k £ (VA20 uM ADP 3
B89 4 ] A o
14.7.2 Rifampicin
& 9% A A% A rifampicin » CYP3A435 7
14.7.3 Lansoprazole A ranitidine
Prasugrel 60 mg™ Felansoprazole (& % i 39 4 7) 2 JS@ramtidine (HZ":%
A% 4 FA)) U A B > A8 4% 7 prasugrel hydrochloride 89 8 — 2 474 B >
RBWW%QWT%%M%;B%’EMEﬁ*iﬁ 25 *%ﬁ
AT AL BE 6 G A ) AR R SR 69 R A R (7 ) ) AR E AR ) R
W’o”%#H$A§H)
3% : Efient” 89 4 AL 45 %) & 420 mgé9prasugrel > 43 %| & 4 4 X3.75 mg
#prasugrel °
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15. B IR 5
15.1 7 20 R 2 2 b 2B AR X ER
<&M KB IRIE AR BE (R AR
ASTH £ I Z S UL K)>

15.1.1 CS0747S-B-J301
Bl BRI MR AE (R AR R AL S &R ~ JESTR LA 2 s L B L
ASTH L2 e k) "
CS0747S-B-J301 2 #4748 A ~ % %5 ~ YAclopidogrel % & #1178
48 (active-controlled) ~ FE#% ~ # & ~ # i #t(double dummy) ~ AT
8 F3MEE R o HER @SRRI E IR > REFF $24
FARB)REHMIAR o A 1385 2 RF EHAMA S B E R B S HEA
(prasugrel hydrochloride4i : 6974% ; clopidogrel4 : 688 fr) » 4 %
E b — B K& 3E b 04 B 4 A 136341 (prasugrel hydrochloride4 : 685
i ; clopidogrel4 : 6784i) o & 4 #7 ZF 82 (full analysis set > FAS) &
RLEERSBAERE Y —BRRE S HE - MAFAST R
F 0 B Z>24i8 65 F £74.6% (1017/1363, prasugrel hydrochloride
48 : 52241[76.2%] ; clopidogrel 4 : 49545[73.0%]) » # & >4818 4
# #23.0% (313/1363 > prasugrel hydrochloride4d : 1624%[23.6%] 5
clopidogrel#d : 1514%[22.3%)]) °
13854k 45 4 % PCI1#9 & M A& Ak B Ak 2 1% ZF(UA ~ NSTEMIA=STEMI)
T KRG R E %248 0 £ 20 hERRFH (MACEL > &1
'ts;)ﬁz.%’k‘ BT~ IR B S ILAR R IR B B o o B A9 B A e T
o

¥4k 2 PCIAY & M & 4K BN AR JE1Z BE(UA > NSTEMIA=STEMI) % A2438 % £
F00 e E R R E AR A &Y (CS0747S-B-J3013K5r)

RS IR > JESTR L FH 2 S LA A

Prasugrel ” Clopidogrel © JA %t
(95%43 #A & )
BAR 9.3% 11.8% 0.773
(H#) (64/685) (80/678) (0.557, 1.074)

D A e T~ JEEA S LR R IR B A Bt b BB A5 AR
" Prasugrel & %4 | #-20 mg > 435 &4 X3.75 mg > 4 X4 A 81 - 100 mg aspirin
¢ Clopidogrel#2 45 | % - 300 mg > #4457 % £ X 75 mg > 4 R4 A81 - 100 mg aspirin

Prasugrel48 /9 R R R &3 £ 5 5477 (6854 % XA F #32714L) >
clopidogrel4l %39.5 (6784 % A T H2681L) o £ & H R R R
J& @46 BT e > prasugrel 4849 5 A F 49,1 (6854 & XA F 62
fir) > clopidogrel 4 69 4 & 5 %7.7 (6784 % 3K P A 524i) ©
R R PR LEE FH(CABG)MM MW EEREE R o fb A 5 A
prasugrel 48 %5.7% (6851 % X4 + £ 3942) > fclopidogrel4l %4.3%
(6784 % XA F A291) o HIBPCIHH 54 > fEprasugrel4d %2.8%
(6851 % XA ¥ A 1942) > fclopidogrel4l %1.8% (6781 % &4 + A
124i) o
JECABGH M #9 T ~ KB AR T 2 o34+ % > fAprasugrel4d
%9.6% (6851 % A F H664iL) > fclopidogrel4d %9.6% (6784 %
A P HOSL) o AFELIAR N LCABGHI A A > AT E ~ 8
B R ERR T 2 69 A3 > fEprasugrel 48 69104 % 3K & P A 9L >
clopidogrel#8 #9942 % 3 P AT o FF 4 RT.1E &)
RAIL > B TALHE ¥ > Efient” ¥ 2 EBGEM - GFE 63K
14.2.13% )

15.1.2 HIT-MC-TAAL
H7T-MC-TAAL % #4774 B A VAS B R 69 F3 B R X5 > A
136194 #t 4% % PC149 % bk T Ak B Ak 72 4% B (UA ~ NSTEMIA=STEMI)
AN © TR OB R R FHMACE > 8450 hE kT
B A SR ERIF B A TR A F A TR 0

Bk 2 PCIAY &M TR BIIRIEAE BE (UA > NSTEMIASTEMI) % A Z £ 203
AR RF A9 H £ £Y (HTT-MC-TAALZ5R)

(H#) &t PiE®
Prasugrel” (95%1% #8 & f)
Clopidogrel”
. 9.44% (643/6813) 0.812
ey 55 A .
EBMACSH 11.49% (781/6795) | (0.732,0.902) p=0.001
UA NSTEMI| 9.30% (469/5044) 0.820 P=0002
KA 11.23% (565/5030) |  (0.726, 0.927) )
. 9.84% (174/1769) 0.793
TEMI=% H P=0.01
S KB 12.24% (216/1765) |  (0.649, 0.968) 0.019

DS E T~ JE B S ILAE BRIk BUh R AL A AR

" Prasugrel A %5 ) %- 60 mg > %R A THR10mg (LA6EISEA) > HRHATS -
325 mg aspirin °

© Clopidogrel#2 % | #-300 mg > #HA|FHR75 mg (L A6EISEA) » HRHEATS -
325 mg aspirin

9 Gehan-Wilcoxon#® & © % 5 #rUA/NSTEMIK #£48 > 4o F5E SWprasugrel 49 A& 1%
F 4R ACS TR A(E STEMIsA A)EAT 54 ©

Prasugrel 4849 R R F 45 4 £ 5 3 £80.3 (67414%L % K H + H5416
{i) > clopidogrel 48 %80.0 (67164 % & F A 53744L) o £Z 45 fn
R B F 4 @45 345 > prasugrel 48 49 35 & £ 469 (674141 £ KE T A
4681i) > clopidogrel 48 89 8 £ & %3.9 (67164 % X & F H2621tL) °
JECABGAE B 49 & & K3 b 35 & & > fEprasugrel48 %4.5% (6741
i % A&+ A3034%) > fclopidogrel 48 43.4% (671642 2 XA ¥ A
2314i) o # 2 CABGH AR T A g £ 5 > fprasugrel4d %11.3%
QI34L % X H F A 244) > feclopidogrel 4l %3.6% (2244 % K& + &
81i) o (A4 R.8.1.2% #f)
3t Efient" g 694246 F) & 420 mg » BH5F A F K3.75 mg prasugrel °

®

16. 22

16.1 45 A # 4]
Prasugrel hydrochloride & —#& AT 58 3 4 (prodrug) > 723k % & P 3
Mtk o> B EIFN AR T E L S E e MRAIP2Y , ADPZ AL > A7) e
INREEFAER o 1Y

16.2 Hdn /R &
XA~ BBRIET M TR P > 2 Rprasugrel § 47 4] ADP B 35 # 69
de /R EAER o
23 4% B 69 R AR o — R4 % A2 46 ) Zprasugrel 20 mg > FEE % 4
HH ZHR3.75 mg > AHOR o /R EE 6 IR AE R AR E
TSI 45 ik 36 A o p ol e )N AR R SR A9 VR R R AR R AR S ) 2 AR L B
#34% o £ BE AN ES2% (R KAL) o AL R YR 0906 B A
R o /) AR R 69 R4 AR R MR AR L g pL e 0 DD

16.3 st BiFH
A2 B FF MR 5| I A AR TS AR 8 KR T BB K BB A A H B R A
G R BE A R P 0 2 R T prasugrel 2 BL75 48 B 69 A2 AR 49
FIAER o EBFFIKS] A AT AR 49 K R BB X P o prasugrel 49 4 f
AT AR A Feaspirinft A B G35 Ao o 11

16.4 HA G R 493 %
SRR R 6 K R E B AP > 2 Rprasugrel hydrochloride € & 2 &
WUAR FE 69 Kl o fe oA b Fode SR IE AR K 69 K LB P - v R
prasugrel 8 ¥ B A2 4G Ko > f fL A 3% Sh Ik B AR o 69 KR B
Kb o Binps RARR A R B AL o 1910

17. %L Z WY

Ik &A% % : Prasugrel hydrochloride

1% a4

5-[(1RS)-2-Cyclopropyl-1-(2-fluorophenyl)-2-oxoethyl]-4,5,6,7-
tetrahydrothieno[3,2-c]pyridin-2-yl acetate monohydrochloride

5F X 1 CyyHyFNO,SHCI

5T F 1 409.90

I BEEEG LS REHH R -

AR
Y,
0 H
\
HyC
’ 40@% HCI
S

0 A BiA FHE A
152 178°C£179°C (4 )
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