2023 % 11 Ae&ET (38 1 i)
I - BIRRTE
BRI 3 &

5-HT JOwvAh—
BAxEFA HILRILS— NEEEISRE

HAREERDRES
873399
$% 50mg #& 100mg
ERES 22100AMX02176000 22100AMX02177000
BR7TRAIe 2009 11 A 2009 % 11 A

PIVIRDIOLS5—b ErER50mel TCK
BRI LS5—b E=@ER100mer TCK

SARPOGRELATE HYDROCHLORIDE Tablets [TCK]

2. BB (ROFBECRFRS LBV L)

2.1 HIL T2 EE (AR, EMIERSTE. HILEEE.
PREGHAIM, FEIM. BEFAHIMEE) [Hill % IR Y 5 T 6E
HAH5.] [9.1.2,11.1.1 ]

2.2 EIIHIR L W A RO H 5%t [9.5 2]

3. #EAL - MK
3.1 #8AE

fEs ARy (1 88 NINA

D-w>=h,—. &
LTV T—MERRIESE | LR L S—NMERE | T VT -2, J T VR

50mg [TCK] (HR@) 50mg Kilw. erRaFs 7

oL tla—2, &
BEKTAB ATT
. . N a7 ATV <
LRIV F—MERIESE | VLA L S—MERRIE | o xo—2., v 10, <
100mg [TCK] (HRE) 100mg 5 aT—16000. Bt
FH 2, HLFrNay

3.2 BE|IOMHR

9.2 BikEEEEEE

9.2.1 EELBEEDHDEE
PRCE BT 2 BZNDDH 5.

9.5 1¥iF
R ISEIRE L T W AR REE O H 2 LI iZBEE LT &,
BYER (T v ) THRIRERTREMEOHEREFERET
PHRESNTWVS, [2.2 3]

9.6 EIw
BELOERERUCBARBOEREZ2EZR L. BALOMEE L
EHRIE2EE T 52 & BMER (T v N TRITHRADOBLT
PHRESN TNV 5B,

9.7 INE
NREZIRE U BRRERBRIZER L Tz,
9.8 St

EHAE (Bl2E150mg/ H) K0H/EERKBT 240, BEOD
REZBER L2V SEEIIRET A& —RICE. FEOE
HBEPETLTRASZENBZL, BLMTRESRRT 58
ENDH 5B

10. HEE(EA
10.2 HAER (HAICERITD L)

B ' e af |
BEEmm) |[ES (mm) | & (mg) | AE a-—F
FLETLS Ee
—MERES ‘ — @ S 2N v
5(;mg%TCI§§ @ 3~;4‘/7° g 311
6.6 3.2 99

FLETLS Bt
—MEB S — @ T4h 3TlU2
100mg K|~ - i) S 2

4. FHREX(FZHR
IEMBIIREASRE (CH 5B, BRSO SURREOREMMEFEEIR
DiE

6. RENUAE
PURTLT— MEREE LT, @FMA LM 100mg = 1 H
JEEREORST 5. ab. £, ERICEDBEEERT 5,

8. BEEREANIR
FAFSHIIEMICMBEREZITD CEAEE L,

9. HEDER=ZEIDREICHTIER

9.1 GIHIE - BIEEZFDH2EE

9.1.1 RRRHETOERE
HMZERT 2B ENDTDH 5,

9.1.2 HIMERNETICZDRADS 2 ES
HIEmZERT 2 B8NP H 5. [2.1,11.1.1 ZH]

A7 E EEPRAER - BEGIE W - fabER 7

PrEEE Al HIM{E R % 8589 535 7 | FHAICERAHEERT 5.

TIVTrICE | NDDH B,
I /NHR A R | IR % 1R 5 8%
FxEY 2 3HA NrH 5.

TAE

Fruy  EmE

DA S AVESY V=

1. BWER
WOBMERBHobNAHZENHAHD T, BEE 512170,
BENPROONTIGEEICIIREE2HRILT 5740 @) 2 A& 21T
5z,

11.1 EXBEIER

11.1.1 B, SEEBEHm (Wb 0.1% i)
M, e TmEOHEILERIMAH S5 bNDHZENH 5,
[2.1,9.1.2 BHE]

11.1.2 VIR (BEEERHR)

11.1.3 FFEERES. &8 (WI N HHEEARH)
AST. ALT. ALP. y— GTP. LDH & F 5% % > fFréhers
EDEESHSDNDIENDH S,

11.1.4 SEFENIRE (BHEAREH)

11.2 ZOtOEIER

0.1~ 5% i 0.1% i SR
BB FRIZ FR RNl ALBE SRS




0.1~ 5% Fis 0.1% i SERE A (FILRT' LS — MEEESE 100mg [TCK])

g R AEREE (C)L | — = FILRZ LT — bR 100mg [TCK] &7 > 79— 78k
LY AST.ALT. 100mg %, ZHAF—N—EIC XD ZNEN]5E (FLKS
ﬁ%éﬁé;R Lo — MEREHE 100mg) BB AR T ICEEBEROKSE L

HTER (B B T | — — TIMFEFRENABEZBE L. BONTEYHE/ST X —¥

) FHiME) (AUC. Cmax) I22W\T 0% EHX I CRaHEIT 217 >
oy B 9% 1T | B (R | £ | MG, A% 7-#E5. log (0.8) ~ log (1.25) OEWEMNTH V. WHIOLEY
6 (FHD ORI , B B0 ORSEHSTER SN 2,

B T
EEmE | DETE BEIN. . T|— Hetg x5 BENRIA—Y

D AUCo—4nr Cmax Tmax T2
T R REEE. | — (pgehr/mL) | (pug/mL) (hr) (hr)

Fin YKL T Mo

- . . B\ 0maTice, | 0-53£0.16 | 0.62+0.18 | 053£0.15 | 0952025
3UN£§\7b7 ﬁ%gg‘7ﬁ 0.54+0.17 | 0.64+0.20 | 0.51+0.13 | 0.97+0.28
=

K Al MRS MR (Mean+5.D., n=18)

Zoft 10 3% R ¥ AR B O | (KBRS0 IR |L O U L 36 B (gfmL)

5 METV AT | 8B I 7 L | TR SR IR B A T
O—LO LR M| SYAOEDS | TS e B
BTILT IO |
DR RV o

) RIS, WEBEREEORRE ST, r

moos{ @ % |

14. BRALOEER " iy , .

14.1 FRIRMAHBOER vl T I o TR

PTP @ DAL PTP ¥ — b2 IO H L TRAT % & S5 AN T Mean£$.D., n=18

BT 5T e, PTP ¥ — hOBKIC KD, BV LRk ¥ B

ARIA L, BICRZILEB I LCRBAASOEE LA HES e L

MHTEHED D5, i !

0.2

16. FAPENRE

16.1 MAvEE 0.1 ‘

16.1.1 £YREHRZELER i —

(FILRT LS — MERSESE 50mg [TCK]) Ry S

GLKES LT — RS 50mg [TCK] &7 > 75— 78t R
50mg &, YHAA—N—FEICLDFRZR1EE (FLES

0.5 1 4
kg (hr)

L — MERE 50mg) BEMASFICEEREERO®RS LT

MEERREMFREZREL, SoNTEPHE NI X —F
(AUC. Cmax) 1220\ T 90%EHXEIEIC THRETHRIT 21T -

MEFHREL I AUC.Cmax ED/NT A —F 13 W R D=EIR,
RTEDOBRENEEL - BefEE DR IC L > TR R AT RENEN H 5,

452, log (0.8) ~log (1.25) OEENTH Y. FAIOE

WERREISEE PR SN Vo

HEIST A —H BENRT A=
AUCo - 3hr Cmax Tmax T2
(pug-hr/mL) | (ug/mL) (hr) (hr)
PR VT —MaR
4 50mg [TCK) 0.24%+0.07 | 0.39£0.17 | 0.43£0.10 | 0.76%=0.33
727 T8 02440.09 | 0.40£0.16 | 0.412£0.11 | 0.65+0.18
50mg
(Mean+S.D., n=20)
(pg/mL)
0.59
o FLARTLT—MEEEHS50mg [ TCK
T -0- 7r7I—r%E50mg
Ell 0.47 ! Mean+S.D., n=20
ih |
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JE i \ !
014 1+
0 T T T T 7\»;» “““ — i
0.5 1 1.5 2

18. FRpEEIE

18.1 {EFAtER
M/ R OE 8 #5 ICAER LT E R L MR » & Rt L 7:
5-HT I K2 M/MREES & IMEIHEZ 92 9,

19. BT ICE T 2 EZHAR

—fREIEH : IR L T — MERE (Sarpogrelate Hydrochloride)

{t % 4 : (2RS)-1-Dimethylamino-3-{2- [2-(3-methoxyphenyl)
ethyllphenoxy}propan-2-yl hydrogen succinate
monohydrochloride

5 F 30 CaaHa1NOs - HCI

75 F ®:1465.97

o =

(L,
D

CO2H

H / O
O H3C_N\ - HC1
o CHs
CH RO BG R A (K



P R BBEOHEEOWMEKRTH S,
IKXIE L) =)L (99.5) 2B IV,
0.0lmol/L {EEFRICIE T 5.

JKYER (1 — 100) IZFERMEERE LV,

22. a%
(BRI LS — NMEEIESE S50mg [TCK])
100 $ (10 %% (PTP) x 10, #EHAD)
(BRI LS — MMEEEIESE 100mg [TCK])
100 88 (10 %% (PTP) x 10, EZ/EAIAD)

23. FENH
1) HERNEFR  EERREERE (8 50mg)
2) HNER  EYENEFEHE (58 100mg)
3) HBHAMIE BAER SRS . E)IEE . 2021 1 C2091-
C2095.

24, THFERERVBELEDLEE
RE[LZEHRASH EE - 20
T 921-8164 iRMA%K 3T H 406 #Hith
TEL 076-247-2132
FAX 076-247-5740

26. BHERRTRES
26.1 BHEARFETT

10 REAZFHRRNaH

ERFTARITHAI06F #h

® 2311 D



