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Effects of sex and current smoking on ankle-brachial Ankle-brachial index (ABI) in different age groups
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NS Nonsignificant
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Table 2. Mean (& S.0.) pharmacokinetic parameter of Sarpogrelate after oral administration at a

dose of tablet of test (UIO3SPG300CT) and reference (ANPLAG® TAB 100 ma)
formulation to male beagle dogs

parameters UI03SPG300CT ANPLAG ® TAB 100 mg P-value
AUC/dose (hr=ng/mL) + 22.07 6563 + 14.91 0.748
Crmad/dose {ng/mL) 4.13 51.26 + 1B6.78 0.002"
Trmax (hr) + 1.69 0.71 + 0.19 0.018"
Tage (hr) + 3.84 1.50 + 0.74 0.010"
AUC; (hrsng/mL) 188359 + £390.9 6629.6 + 1497.0

AUC; (hreng/mL) 172536 + 6621.0 6563.4 + 1490.9

AUC,/AUC; (%) 12 89.0 £ 0.7

"Significant differences (p < 0.05) from ANPLAG ® TAB 100 mg

Data represented Mean + S.D.
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Figure 1.

Concentration—time profile of Sarpogrelate after oral administration at a dose of tablet

of test (UID3SPG300CT) and reference (ANPLAG® TAB 100 mg) formulation to male

beagle dogs (Inset :
after dosing)
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| i g]a]-l‘;;%} (33 _ 1;1 2T71 %T7Fl i]iﬂ;ﬂ) - ﬂ
h84 =1 s pus) =] o
A, T, @3, B | TF | R | T |[&% __;1“1;;”
3¢, 37 29 C | T | TF | R ||254% a4y o Simm
2 gzl A D [TF [ T | R || ren
3 E | T | R |TF 90% CI
F IR IJIFLT 0.5671~0.73
I BN N 41
0.7687~0.95
61
it opdu
b gl
38 R Ao
0] 35591t
Efficacy & Safety
NIRRT £3224UT) e
sl 1957 A 8571(125) : ) .
UI03SPG300CT S} - il s g | - VAS WERKIZD) e
3 = o|Z=E71 BRI 4% Ao s |23} T
°  olZal Aol R AR, 45 AR 18.21
M e | B - VAS HEL8F) Eve
[¢] i oa = — .
W) g o) D0 Weer(aaad) - " 23.35
13 & _ - U
- o R, o] dT A 100mg 1% 33] 2% 3+ _ ié LQE_&LSIZ]T) -9.3187
Fe7k, 94, 3 Fol, Ager 19 13 4| 4 T
A} OIARA] &) _ -
& 3 T A7F GIF AE%|  HHESE-12)9)




ok WA BAE A N
- A ?J R E. ak =l Sl g
wA | (amem) | Y | am Fo18% % WY Wl 23
Wl A§Ae
1%Lz =
[HZ:Q_]': ‘3‘! 1 ‘CHO—}:) Z\j‘?__,d-lc7]—(12-,—)
- FAWRAF): 12F AR <A CHAA>
7] %5 F wi Zrag|ohuke, oy |t yekge fAke
= 24, I
N AT, AARAL A
Pk |

1. 2o Fo A B A5 HoERYH A4S k58 3ebv]E] 2 accumulation factor
Lf =2} (from average data)
[ a— - AUC AUGC, 11 Az accumulation factor
{mg/sL) {(h) {h-pasL) {h-pg/L) {h}
670.853 050 | 2173257 | 2209.231 0.8624 0.8037 1.0081
=5Y FY hEoks oA IHASE WHE B Al accumulation YoUA GEE o=
2. AH A Fol Al Hit AR gORFE AEd %5 debrH gl accumulation factor
Algek, AT (from average data)
Crnax L e AUC4 AUCs tis A accumulation factor
z
(ug/L) (h) (h-pg/L) (h-pg/L) (h)
672.843 0.50 | 2613412 | 2764.353 5.3572 0.1294 1.0469
TeY 87 ANPGRS AH 1A FASE WS £ Al accumulation YAUA LReE dF
3. AF AR Fo A Hit A-vk goE2RH A4Ed oFEdt sebr|E 9 accumulation factor
Algol, Mz (from average data)
Crnax tmax AUCq AUC¢ tin Az accumulation factor
(ng/L) (h) (h-ug/l) | (hpg/L) (h)
335.801 5.00 | 2478.809 | 2504.162 3.3902 0.2045 1.0074
=Y §FY AFYS A% UM AR WHE Fof Al accumulation YolUA s AF
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4. Compartment =&ol| o3 Ao} whE Fof Al AU SE
O =4 A= A4

1-Comp. 1-Comp. lag-time 2-Comp. 2-Comp. lag-time
AIC 166.2572 167.8673 1702613 172.2834
SBC 168.3814 170.6995 173.8015 176.5317
@ 1-Compartment, no lag-time 29 9| fitting 123
400
5 @ Obsened G
o P Pradicted f \ "
i o i 20\ \I‘ \nl ||I |r.| n‘ |‘| |"' fl ‘I\
) i Il . |'| Il |‘| (l
3 g={ LA
N R
% ;Eme\l‘l.ll l\“fh‘l \I‘I‘l
10| | |
5 8 \ | I\ | 'I Ul ‘, ‘ | 'I I
s} . 3 oo | II || |‘ ‘I i |I l‘ | II
4 | | | |
3 e VUV VNN YN
| - — o
i}e . T S — o E 100 150 200 250 300
0 5 10 5 0 Time {hr)
Time (hr)
=l APE

% A3}, 1-Compartment, no lag-time E@o] 7} 2§

AL TR o, fittinge] & DA @

&

o, ARAGAAJA #AZE no lag-time =23

51} S
ol o BYE Ao AR)

A

rlo

ot

s

I

] R+ Nonparametric superposition
=1-Compartment, no lag-time 2ol &3] 300mg= 2%

=2
< A% 4N A0 E 103 Fo A AW FHE d5%
A3}, accumulation €AYA FS5E 9=

64. Y& E

o HTAY fl=
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6.5.2. A YA H(Pivotal studies)
o [KUP-SPG3-301] TH4 Fo# A% $kxjbol| A 1257+ UI03SPG300CTSt HEet1g o] FaAs bdA S wlws)
71 918 71 #, TS, olFete, B, 34 dEAE
- 1253 14 13] UI03SPG300CT(300mg) E=& 1% 33] &2t 14(100mg)E 41 F F4g A} (overall),
~12F B 125 A wlo] 22kl tiv] VAS Wit thete] PPIollA Al@ ek 1821, tlxoFE 1827,
FAT- oA 17.07, 180302 ©Z 975% Al F3+9 atgko] Z+2b -9.3187, -94221% -108t =LA vEhd H
d5eo] AN oH,
CEWNAR AYHS NG HAEF, A/ ADL, do] F, AgA Avd Frte] g 23 a4 B
AE 5 22 BAARL pol7h YepYA] kot
(PP, ¥ & n=35 F n=63)°] @2 9T BAE AAHeH, A= 13 2 23 FEA
Bk A A& o Zhell o7k 2ol E HolA| skt

¢ FEFHY AARA G dHglel T 1208 T AFTS 14%(23.33%)A 161, RS 189
(30.00%) A 2772 9] o] Fuk-go] RuEglom, okEae] #HHFo] YE o] FuhES APTollA 87 (13.33%)°

oA 39(5.00%)00 A 3710] B O, o) T HE

colENNS S AdEREE AFTAAE AFBANM 28(B.33%) A 27, HETANE A NA 41
6.67%)A 5102 7pg ol WA oM, PTAlM e AFTollA A%l 2%(3.33%)oAM 24, txzo
M+ Pruritus(F-7§x)7F 29(3.33%) oA 37102 7} o] AT
& BusA gyt SUF o] dnkgol AT thETolA 2 18(1.67%)0A 134 T4
DA D EdEFR AARATE vt BEHUT AFTAA Lt Dorsalis pedis artery
N 2HE), 274 Myocardial infarction(d 27440l 7+ 144 #HAEA L, 270 EF F
A T UY7Ite %ol BAste] T o] dtEo® EFHJUT 24 BT A D& A4F
Fog TR FHEglen, o) dwsol i A JEH FHxAE GRHJAT I F & dFE

4
# AABAE AR, P54 A8OE Aido] BT QIS ANER AT ek waAY

Fol Aolz ﬁmm Agglol ek 23 waol A FAAA 3% F WBC, @ Mgﬁma ane
=9

= % Albumin°] SAHCE {7 Ao]E HAoH FA & YFAHOR ou] Ak,

- 238 AR ARelloy 127 A HAY AR5 B didAE AN A e F ERTY A
gotedo] QAT TET FA7F HAGINY A BRE Aion, AdotEd FX7F RAR
R03-13 A= 5 oSO 2 7 HIY. 29AF q5 F Aol SAFoE FaA F7hske A
< BT
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65.7. 84 A g 8F ¢ A&
o WAYAA Q] KUP-SPG3-301A ol A 1257+ VAS H3l#S 23 G884 H7F A gz $44d vs)
of HEFFol AU BTy A FFo B2 FAEANAE 12 FEA Hr7iHGT = disiAMe
e = T ] Eﬂlﬂoi o Abols YERA ok

=

658. AX Ao TP 8 R A&
o AN 1FNFNAE 2389 AAE B8t F 48 B FFAE0] 2 BALA T 8 B T2 wjAFLY
. FA=AT C M= 3 W od FEEHHA wet 2 Ho| FIhE wjAS o F 50 o] YA F Fo
daom o T 9 Wol FEYHA 41 Ho| AT S dRUT B IAANPAA G LA FES 1

rl

26 %
JAHGI BAE oSS 12 AolQUTh FUT o 4L WA Won, o opEuk
%/\-] s

ATt o] gRkE Yool eFEnkg o B Mk glo] FoT 1t Aoje FA

6.6. 7I2A S

6.7. 943l g AR A
o AAT YA 14 IANFANA 5 A NPT dE2T S84 vl Al Cmaxs 08-1.25 73 3L
U AUCte CRAAIZE 128} B 2 232 U on, AdTe Aoldd HrtA A5 FolA e F
b aadel Qo Hojgdde] e FHOE FAHNUSE. ol st MEAAAE AR Aol
S84 dxoke) L] 45 FAYE 1HT W F ARA Wi AFFo = HEsina dddn. 3
& WENDAAE A T2 A3,
o WA THAMZT A 1253 UI3SPG300CTS kEet14 o] FaAdyd S vt 9 o4,
FAR A, olFwrte, WH, 34 DM dEL(SEt2 1< 38, S4A) vl A-L (19 138, A
TA)e] GdH Ndede dFsden, g #ste] F 2 KA Aol= fiTh

N

rﬂ

[ il T BA
o AT g2z P FARTA AT ATHH Hosk QAon, drzd FAAI Atk 2% FEA
W% F ABL BHE R d2T #9149 dgol FANYT, ol U LANFOE =BG AET
A

o

- F w9 ABL M3 Aol VAR FAA vl FoR Aol VIR ALlw nAsglon, AEFd ==
A= PAD Al ol 7o 9FE A + lom Aoy yolEn Fdo] ABl Ao #of3 9
< A gleol RuFHn

*Z7 =1 Effects of age, sex and smoking on ankle-branchial index in a Finnish population at risk for

cardiovascular disease, Int ] Angiol. 2007

2389 ATES, B e FuASA A9, A8 HAdT AH

o



Effects of sex and current smoking on ankle-brachial

Ankle-brachial index (ABI) in different age groups

index (ABI) Age group, years Mean ABI P
n Mean ABI P 45-40 111

Sex 50-54 110

Male 481 1.10 0.185 (NS) 55-59 1.1 0.248 (NS)
Female 546 1.11 60-64 1.10

Current smoker 65-70 1.09

Yes 17 1.06 <0.001 NS Nonsignificant

No 830 1.1

NS Nonsignificant

7. 2| =2| AtZE Eol 2T X=E

e ANPLAG® (Mitsubishi Tanabe Pharma Corporation, ¥+)
- 3% Tablets 50mg, 100mg, Fine granules 10%
- AFad g RS T AY T 2 W T 84 ASE AA

i & 48 7 =5 8%

HAAEZ LY ERA RE 49l 13 100mge 1% 33 A% AT

B9, Ad, 24

8. mUl FAH Z el HWAHE A ol ofEFSe| Sdof s A=
A& FUIEA LA 300mg AHZT ¥ SRA 300mg ¢Ee1% 50mg, 100mg
3] A ol B &A oK (F) &R A g ol(F) EEEES )
371U} 2018.2.23. 2015.01.23 1999.02.09
R Ar2EX T g o] EGAY AE2Ex Aol EEAd AE2EXIF ol EELS
A% A53Y MY AR BEIRA AEAEAA
W SHHAASEHANY, AN | Y FYANFHANE, A | B AT ARNE, HA
8% | Aed4sts, daBARxdEd | AeUAsS, TRBARRER  AsWdss, d¥dTadR
% W3 ) 92 A% 5% 2| ¥F DA J A% 52 1 9% 59 9% A%, 53 ¥
W 5o ¥4 4 A W 5o §¥Y 34 A 3 5o 584 34 A
AL AETFH | EGAE A | ]l AT ol EGAE A | 4 - AXI-ECEGAEL
49 | 4 300mge 1¢ 138 A% AT | A 300mge 1¢ 13 4F AF | 24 13 100 mge 1Y 33 4
& | FARTE o o2 AAY HeA] | B o] ofE HAY BeA | F TR T
23 agE Besfeiol dk | wa IgE Bgseior gnt | F4b mel AW 2090
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