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# 50mg | 22100AMX02123000| 2009 £ 11 A
#t 100mg | 22100AMX02124000| 2009 #£ 11 A

5-HT:2'0vHh—
gazrs H)LiRD LS — MEESIGEE
YILARTLF5—HEEIRS 50mg UG,
YILRTLF7—HEIEIRSE 100mg UG,

Sarpogrelate Hydrochloride Tablets

2. B2 (ROBEICIFRS LBV E)

2.1 Bl LT wWaEE (AR, BMmMERGE. HEE
B REGHIM., MM, TR [HimzEICHERT %
ATREMED S 5.] [9.1.2, 11.1.1 BH]

2.2 MR USIR L C W A ARE D H 51 [9.5 2E]

3. #8AE - MR
3.1 #ARK
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2 (1 g6 VRAIA]

D—v>y=h—., [KEHE
Ry 7uiltino
—Z, KYEZL7)La—)
FLRTLS—MEIHE SLETLS—|(E2TALY) . 7T Bk
E4185E 50mg [JG] | MEESE 50mg . 2570 CBALYY
L, eFaxu—2, BtF
Yoo ZNVT VTN
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D—w>y=bt—, [EB#HE
Ry 7uiltino
—Z, KUEZL7)La—)L
FLRTLS— MEIHE SLETLS—|(E2TALY) . 7T Bk
EB1ESE 100mg [JGI| MEEEE 100mg . 2570 CBALTY
L, eFaxu—2, BLF
By INT AN F TN
a

3.2 SRFIDHEIR

HR7E4 & - Al WIE - k&S - ER ENES

KH i R

PRIV T HEOMED @ LRI L
Z— 1 50

— MERRHESE| 7 1 AT —

9. BEDEREHEIIEEICATIER

9.1 GIHIE - BIEEEDH D EE

9.1.1 BRRHEhDESE
Hiz#EERT 2B8FZN0DH 5,

9.1.2 HIME[AE P ICZDERDH B ES
HIMER 2RI 2 B8ZNAH 5, 2.1, 11.1.1 2E]

9.2 BiggEEEEE

9.2.1 ERREREEDH D EE
PEHICHET 2 BZ NI D 5.

9.5 1F®
IR AR L C WA RIREM O H 2 HEIC IS L &,
EIER (Tv ) THRIBEFRTREME O A REERET
PMESN TS, [2.2 BHE]

9.6 7R
BELOEREROBARBEOAEE 2ZE L. HALORMEY
I EMET S &, BER (T ) THITHRAOBIT
PESNTWVS,

9.7 VR
INBREEERE U BRRBRIEER LT Lz,

9.8 SipE
EAE (F1213150mg/H) K0HEEEZHBT H5E. BED
REZBRE LGP LEEICRET S L, —RICE. FE04E
HEEPETLTWAZENEL GLIMFRENFHET 55
FNDDH 5B

somg 1G] |71 > 7 1G
HiE
145mg
i
o0 = |ABEOERRA o n
FLEILS RN PLAETL
—bﬁ@ﬁﬁbffﬁ@7 = 32" 0
100mg 1G) | T2 0277 1G
4 VT

EE Es Eab

8.6mm 4.2mm  227mg

4. FREN ISR

IEHEIREAZRE (£ 585 . BRES LIRS ORMMEEAER
D=

6. FIENUHE
PRIV T — MERIEE LT, BHEAA 1 100mg % 1 H
3EIEREORET 5. 5. Flp, ERICE D EEERT 5.

8. EERBEARNIER
RAFRGFISERICMEREZITD CEPEE L,

10. #EE{EH
10.2 HEFE (HAICEEITSD L)
A% HEARAEIR - BT R P - fabERT

FLEEE A HIMAE R % #5389 2 B | HEICER 21887 5,

TNT ) & TNHH 5,
/MR g HI R % | H E R % #5389 2 8| HEICER 2 1EET 5,
B9 5EH| ENDH %,
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ST &,
11.1 EXGEHER
11.1.1 BEHm. SEEEHM (Wnd 0.1%KiE)
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(2.1, 9.1.2 &[]
11.1.2 MVIViRIREIAS (BHEEANER)
11.1.3 FFHgEERRE. BE (W I HEEARR)

AST. ALT. ALP. vy —GTP. LDH & _EF&E% > FFtaeE
ERPHENHOSDND I EN D5,
11.1.4 SEBRIRE (SHEARH)
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TF=VER
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14. ERALDFES

14.1 ZEZHRZAEHEOER
PTP A DOFAL PTP ¥ — b 6WO M LTIRAYT 5 &K 545
HI LI & PTP — bOBRMICT KD BENHIAER A BB RE
ANFIAL. HICBELEB I L CHIRAREFEOEE L AfEZ
HHIT LI EDH B,

16. FEHENRE

16.1 MiRE

16.1.1 EYFHEF MR

(BRI LS — MEESESE 50mg [JG])
PRI LT — MEREIESE S0mg [JG] &7 > 75— 7§ 50mg 2. 7
UAF—N—FILLDZNZEN 1§ (FLRTLVT— MEREE LT
50mg) BEBABEICHEAEREREOHS U CMmEERRELFRE 2 #IE
L. Bon7-EY#HE/87 2 —% (AUC, Cmax) 122D\ THEHRITZ
FFo AR WAL FHNRSEI R S iz,

(ng/mL)

400

Z DAl

—o— YILRZLT— ME#EESESOng [JG)
Mean=*S.D., n=23

98]
(@]
o

TR
V)
o
S

1400
1200
VAR L5 — MESIESE
1000 | -o— HILRZLF— MEBEESE100ng [JGJ
iﬁ 800 Mean=®S.D., n=23
i
¥ 600
B 400
200
0 o
0 6
H 5% OrEH (hr)
HEBREIST A=
HENRT A =% BENRTA—H
AUCo-6 Cmax Tmax T
(ng - hr/mL) (ng/mL) (hr) (hr)
PRI T —
MBI 869.56+307.24|961.62+591.42 1.2+0.7 0.8+0.2
100mg [JG)

100
0 of 0
o] 1 2 3 4 6
HE5#% DR (hr)
EMHEIIT A -5
HERT A =5 BENT A=Y
AUCo-6 Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
PRIV T —
MERRIESE 247.58+115.53|269.96+£141.06 0.9£0.5 0.6%+0.2
50mg [JGl

(Mean+S.D., n=23)

MEEFEEN N AUC, Cmax 0785 A — ¥ 13, #HEREOBRIR, (kK
OREEE - BESEORBETICE > TEL ISP H 5.
(FILiIRD'L S — MEERIEEE 100mg [JG])

PRI VT — MERESE 100mg [JG] &7 > 75— 7% 100mg % .
TJUAF—=N—FICEDZENEN L8 (PRI LT— MERIEE LT
100mg) fREERA B ICHERBERRORS U CImEhRE(LIARE % Hl
EL. BoN-EYEE/SS X —% (AUC. Cmax) XD\ THaHEIT
EITo IR WAlOAMZORSEE SRS nZY,

(Mean+S.D., n=23)

MEEFEEY O AUC, Cmax ZE0/85 X — 413, 1hEE OBEIR. ik
DOREEE - BRESORBEHFICE > TEL RN H 5,

16.2 ORUR
TREERLAC 31T 2 R OMRICGRII IR RN ORE(E R ORE) O Fhit =R
L0 50%L EEEESNDY,

16.3 91

16.3.1 A~ OBITHE
S v MTHUC— LR T L 5 — MEBEIE % 20mg/kg EOHRE Li-&
. KRED OB ST RERE X 15~30 S CREMEICE L. . B
R ORI M8 & D & WHERED S Hi A FR0D & N7z 45, MDA -F I X
MEEFEEERA%P» L IMMEETH > 729,

16.3.2 EEEEER
b b IE : 95%LLEY (in vitro. RALAiEE) .

16.4 {38
PILRT L5 — MEBIEIIRT ZAF Wb Sh %, REIIEROF h o
T — . P450 4> F# (CYP1A2. CYP2B6. CYP2C9. CYP2C19.
CYP2D6. CYP3A4) THi#@tsn 29,

16.5 HEitt
TR 6 FlICH LR L T — MEBIES 100mg BERRO#ES L&
x| 1B51% 24 BRI F CICREBAIZR R O#ERICERD 5Nz h -5 725
KREAPIAERIREY & UCRFPICHE SN, £ RPROEFAD
BEHERIIZN 2N 44 5% 4.2% TH - 723,
E) AFOAEREE 1 H 3 REREORS TH 5,

17. ERFRRE

17.1 BERURLMICRIT B

17.1.1 BN DAELEERER
12 HEEIRPAZEE £ M5RIC 100mg #E% 1[0 1§ 1 H 3 [0 6 BB ERIC
BO/E L “EEREERBICH VLT, BRAEIZ 64.3% (45/70 f)
(BRIEIE). 90.0% (63/70f1) (SPREMAMULE) TH-7z,
BIfEFISEIREEEL 2.6% (2/76 fl) TH -7z, BWEFIOMFILIER. 1B
S.EEERHIWT Y 1.3% (1/76 ) TH-727,

18. EMFIE

18.1 {ERtER
PILR T LT — MEBEEILI/MUE O INEFEHICB 5 5—HT2 (ta
=) LE Ty —Iont T A R RN ETER 2R Y. ZOME, fuih
AR R O WEITHI R 2 R 978)10,

18.2 IMV/IVREREINHIVER

18.2.1 BEMAR CBESRAEERE BV, tub=rvEas—7
> FIRFTRANC & 2 /MRS % 10519512019 (ex vivo #HER) o

18.2.2 In vitro ®ikEk (B by 7HF, Fv b)) KBV TIaT—F Uitk
2 IM/MREEE R O ADP U7 R LF Y 2 & A IM/MR O Z kg 240
#1928,
F/o. AT UICEBIMIMREEIZ O VIS K DERENE A, O
DR S N7 MV/IMFEEE % 01328,

18.3 #HMiR{ERA

18.3.1 KMEFIRFZEET TV (S ) VERIEAILKL 5T v FRIEBIIREZE)
IZB BIREDOEREZIHT 59,

18.3.2 FiRMEET )L (MENEIEEICE ST ABRLE, KU TFL
YFa—TBHET Y NEIRIE) (2B MEOTERZ IH T 51,

18.4 MEUNFINFIVER
F v s OMEFERZ W in vitro DRBRICBWT.ta b= ick 3
ME B H OIUHE % M3 28,
F7o. M/MOERICHEVIEFEHPIET 2725, COIEEME 32

9)

o

18.5 UIVEIREAEIER
BIEEBIRASEERE ORMNEERRASERCRERHAEE LR S
H© 210,



19. BRI ICET EELFNAR

—f%% . YR T LT — MERE (Sarpogrelate Hydrochloride)

k24 : (2RS)-1-Dimethylamino-3-{2-[2-(3-
methoxyphenyl)ethyl]phenoxy}propan-2-yl hydrogen
succinate monohydrochloride

373 1 C2aH31NOe + HCI

FF&E : 465.97

R BEOREREEOMRTH .
KT /=)L (99.5) ITIEFIZL L,
0.01mol/L {BREHRIIET 2.
KER (1—100) FIEHEERE LW,
HEREBEPRO 5N,

&

l (0]

S/ CO:z2H
H / le)
O HBC?NCH HCl
9 3
CHs RO EGEMEIR

22. I

(HIWRT' L5 — MEESESEE 50mg [JG)
100§ [10%E (PTP) x10]

(MIWRI'LS— MEEESE 100mg [JG)
100 %€ (108 (PTP) x10]
500 % [108E (PTP) x50]

23. EEVH

1) #HPNER : EYEFESEEHE (52 50mg)

2) HAEHR  EYFEAFESFERHE (58 100mg)

3) /IMAET o EEIRE 1991 ; 6 (3) @ 353-375

4) IMERET il EYIEIRE 1991 5 6 (3) 1 377-398

5) FEHEER fh: FEIEEIRE 1991 5 19 1 749-756

6) E+/\MUE BAERFREHE E/IIE/E 2021 ; C2091-C2098
7) HER— o ERREESE 1991 ;7 (8) @ 1747-1770

8) JFEA fth: Thromb. Haemost. 1991 ; 65 (4) : 415-420

9) FEEAN fth: FEHEEIAE 19915 19:611-618

10) &P fih : J. Pharmacobiodyn. 1991 ; 14 (8) : 461-466
11) ALLEF  fth : J. Pharmacobiodyn. 1991 ; 14 (4) : 177-181
12) WWO%E il : BREREESE 1991 ;7 (6) 1 1235-1241

13) BEITH h: EREZE 19917 (6) : 1227-1233

14) JFEN it @ Arzneimittelforschung. 1991 ; 41 (6) : 616-620
15) JFEEA fth : Thromb. Haemost. 1991 ; 66 (4) : 484-488
16) RREERFEA fth @ BRPREEZE 1991 5 7 (6) 1 1243-1251
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