2023%F12AET (BB1R)

B & SEREF
BN : 34

LTI AI VA
HAZERT ~I3F9 LERE

FSAFY LER:z250men,
FS2RFEY LERs500me,

HAEE R HE =

873327, 87449

TRANEXAMIC ACID TABLETS

$£250mg | $E500mg

%3 RES | 21900AMX00890 | 21900AMX00177

fRFERia| 1994489H |19874E10H

2. B2 (ROFBEICIFZFS LBV L)
tareregshoEE [10.12H]

3. #ERE - K
3.1 #8rk
Wimg | 7Y ABEE250mg kT F T ABEESO0mE
- [YDJ [YDJ
18, PIXFHVLBEILER. PTXFHLE
AP 250mg 500mg
. tiu—2, B, e FaFrSoiio—=2,
WAL 2 57 > Mg
3.2 REIDOMR
i b T2 F Y LBEE250mg| M T A F Y LBEES00mg
- [YDJ [YD]
AR - Al HeaDFsE HEan#EE
i O OO =
B #10mm (Ff%) $918.5mm
Ex #5.1mm #94.6mm
HE 315mg 600mg
#Ala—r YDO51 YD022

4. HEEXIFFNR

OS5 MHFBTUENBS I3 £EA SN HMER (B
7. BETRMEHEN. &R ERUFilDP - fiig0R
HHm)

ORF#BTIEN RS I EEZSNZEEHM (Bt
M. SHm. 435Hm,. EHm. FZRFilP - o
EEHm)

OTEEREICHS I HHIHE - IR - Z SFEREDIER
MEB LU ZDEIE. BES. T2 - 158

OTEREICH S BIHERRE - Ik - Fo - FEiRSG EDEER
kN, [HHREER

OOARICHIF B OARES S UOMFSIRT 79—

6. RENUAE
I AFTLBE LT, EHEBALH750~2000mg% 3~
A EROKZET 5. 5. Fv, ERICK D EEH
B %o

9. HENERZHRIIFEICHT IR

9.1 BHHE - IEEEDH S EE

9.1.1 MigNHZEE (Wil DHEE. MRMEFIRK
%) RUMSENHSHNZIBZNDHZEE
g% ZET BBENHDH 5.

9.1.2 HENREREDH5BE
AR VEERRT A L. MRERELT 2BEN
BB 5.

9.1.3 iR DEARIREICSH 2 BERUEBEILMONEZF (S
TV3EE
BRI ZE 2T WIRETH D . FAKRESIZ KD I
BERERT2BENNFDH 5. BER. EEBERICHN

FHZEARIE 2 FAE L 72l E S hTWw 5,
9.1.4 FEIDREST ICxt UiBBIEDEIFERED G 5 EHE
9.2 BikEEEEEE
9.2.1 BA2DHZEE
MHPREPERATZENDH 5.
9.2.2 ATEhESE
[11.1.1%0]
9.5 1HiE
BB EoBRESERE S EE S MBS HEEICD
HEETBHZ &,
9.6 1%ELIE
WELOERERUVBARBEOEREEZEZR L. BHAO
A Gl | i i RS R i
9.8 SiEE
WEITHHEFRTHI &,
W3 I ENZN,

10. f8E{ER
10.1 HARR BHRALBLTL)

—MRICAEEMRESET LT

EH A% HRPRIEIR - $EE YT W - falRE T

rarer MRERIER D S 5 | MRz RET 2 EMAD
[2.2M] DNBEBEND DS, | HV . BAICE D MARTEK
E»HERT %,

10.2 HAESR (HRAICSEETZI L)

EHIRE HPREIR - BT W - fERRE T

ANEITTT— | KEBHFAICEK VMR | ANEITTT—EIZ&L-T
a4 ERMEmA»H 5 bh | JEREShT « 7V V3,
2BENNDH . RROF T T A I VeI
& o THEHE RELH
EREERsEsrBTh
BHBEEZLNT VD,

NhuFvey | Mg - EBREZEZ | NbOFVEVICK>TE
ITBENDDH 5, B9 BHdesA7 1 7 ARY
~—OfR%EHET S,

BERTHEA | OMEE, REREN | BERTEAIEEREE
Iy a77 | BEROEATIRERE | Hbs¥s&ickvikm

V77 | RBEOFET 2B | FRERRT 5. —H. &
ENHB %o Al ISR A BT 5 2 &
I & D IEMAER & BT 5.

11. BIfEA

WORHERN S 5bN 2 ENBHOT, BEETIIC
T, BESRDONBEICREE2HIET 5% &
PRMBERTS L&,
11.1 EARBEHER
11.1.1 =8 GREARH)
ANLEFBECBOTERNFHEDNEZ EN DB

[9.2.2%0]
11.2 ZOtDEIER
0.1~ 1%kt 0.1%
MBBORE FORERR. RE%
& BHAR. BO, EH,
T B
Z DAt R

[lo1ajoos




14. BRA_LDER

14.1 FRIZMFHOER
PTPREOEAIZPTPY — 2 5B H L TRAT %
EOEYT LI L, PTPY — bOBMKICLD . BELH
A REREARIA L, EICIZZILE B L CHERTE
REDEBELAMEZHREITLIEND S,

15. ZDMDFE

15.2 FEERAREHERICE D < {58
A RCER - KBHRE L= & ZAHBEERS S S5 bhi:
LOHREND D,

16. EMENRE

16.1 MoRE

16.1.1 BEHRS
RRABIELIOMIC b T F 5 LB 2 BERECRS L
Tl &, HMBEST A —FRROEBY TH- 720,

BEREOHRESRD b T2 F Y ABOENFEIST X —5

B58 | #% | Cmax (ug/mL) | Tmax (hr) |tz (hr)
$£250mg | 5 3.9 93 3.1
$500mg | 5 6.0 3.3

16.3 210
77 AC- M T R F Y LB E40mEg/ kgD 5B TH
EREOHREGLEZS, RBDOERICBVWTRE]~
2RI ICREBREZRL. HBRNSAIE. F. B,
fiiv BETEL. TE. B D BRASZIUCRE. KT
& 5 722,

16.5 HEit
REERA B LSHIC N T 5 %4 A% 250mg it
500mgHERFOHRE Lz & &, H5% 240 DI #%
58040 ~70% W RELEE UTRPICHE S 1
720,

17. BRIRRLEE

17.1 BERURSMEICET 5558

(REERUZDIEIE. EME. BE - PSEICHITHHH -

[ER - Z SEEDIER

17.1.1 BN_ESEHESEAER
KEZEER (BZRCZOEE. B2 - hE2) ORE
6761 NRIZ. F 58, FHk. BRESOERICNT S
WEE NS X FT LB (356 &EF5EAR (3261)
EOZEEREEBERIC X ORE LR, BRblE
X 75 tR31.3% (10/326]) 1L b I3 FH L8
62.9% (22/3561) T FIAFHLBHAER (p
<0.05) 12BN TV,

(k. IRIREER(CB(F B HEER - Fik - 7Tl - BIRED

K. ORRICHIFZ0O0RBEROCORFEERET 79 —)

17.1.2 BN_E SR HESEAER
BERMGRER (BEEEER. SRk R. ORX
%) OEF1636 % NRICER. BEROERICHT
DHHMBE N TAFTLE (84%]) LT 5 AR (84
) EDOZEERHEEGREBRIC K VBT LER. A%
P EZTS5ER26.2% (22/84%]) 1i2xfL b5 F4
LEES2.4% (44/84%1) T, b I FVLEIER
(p<0.05) Ic@EhTWVY,

18. ENEIE

18.1 {EFR
MMERBRAESR (RBHRR) SEEROEENL 5 IR
BPREEICBWT, 74 7Y U DRZIZLD, MEDBEE
HITHEEICEHS L, TI9RAIVICE > TERSN ALK
Ritz&D. B2 OHBIERP 7 LV F—S0FRE#E
PIHBEEEL TV,
FSIAFHLBIE. COTFSAIVOEEEZHELEL. T
HIM - 17 LLF— - ARIEDRZRT

18.2 TS A= VEA
FSAFHLEBIE, TIAIVRTIAIIF DT 4
TV TTA=T 4 —8HUTHSY DU EEEAL
(LBS) &AL, TIAIVRTIAIIF VY
T4 T)VIHEATHOZMEILET S, 20D, TR
VKB T4 T BB IMElsn s, B,
ax-vrzurzu7y YEMFERT > F IRV OFE
TTiE. b IAFVLBOFRBERI—BREmban
%5~9),

18.3 LEMM{EFA
BEICTUEL- TS A I VId. MV/MROBEME. BE
HFORRELETH, BEOETH, 747UV
DEPETRENICEZ 5, LA > T—ROHMOE
By FIXRFVLEBIZ, COT 4 T UNEEHET S
ZEICE-oTIEMT B EEZ 5N 5510,

18.4 7 LILF¥— - INAEIER
b AFTLABIE. MEEBEOTIE. 7LILF—2R
EMREDORERICE > TWEFZ VR FDMOIEERT
FRECLAREZEZINHTS (ELEY . T
I\) 11)~l4)°

19. BRI CRAT HIB(LZENHR

—fREEFE : NS F Y L8 (Tranexamic Acid)

b % 4 trans-4-(Aminomethyl)
cyclohexanecarboxylic acid

7 F X CsHisNO2

7 T B:157.21

i R BEOERIHEREOMRTH S,
KICEFRT L, T —)b (99.5) 1Kix
EAEBT 50,

{brEE=

H
.CO,H

H)N
H
22, 9k
(bSxFY LEEE250mg [YD])
1008 [108E (PTP) x10]
1000%E [10%% (PTP) x100]
10008 (7L 34%)
(b3 2FY LEEES00mg [YD])
1008 [10%E (PTP) x10]
1000%¢ [108E (PTP) x100]

23. FEHR
1) 1EEE] fh @ EERSEE. 1976 7(4) : 375-382
2) BEW fth: BEEELERR. 19715 5(4) : 740-748
3) FEEE  FHHARMEREL 1969 ; 31(2) : 141-146
4) EHCE Ath : BIR &R, 1969 ; 46(1) © 243-245
5) REHTZES - Med Pharm. 1976 ; 10(1) : 7-11
6) Iwamoto, M. : Thrombos Diathes Haemorrh.
1975 5 33(3) : 573-585
7) Markus, G. et al. :J Biol Chem. 1979 ; 254(4) :
1211-1216
8) Abiko, Y. et al. : Biochim Biophys Acta. 1969 ;
185(2) : 424-431
9) Abiko, Y. et al. : Biochim Biophys Acta. 1970 ;
214(3) : 411-418
10) ZEHE © HAMA L REE. 2019 5 30(1) @ 237-
240
11) WWHEsE
364-366
12) RFBER fth: 7 LILF—. 1966 ; 15(9) : 755-763
13) EREITIA ¢ 79 A I VIHRSHESE. 1966 ; 6 : 36-37
14) |IKEE fth : HAEEPHEE. 1967 ; 63(6) 1 560-571
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24, XEREERERUHEVGHEE
HRAHEEE BEREKRE
BEIREILHRETRIRE3697HF ST

BI8. 0120-647-734

26. BHERSTEES
26.1 SH&EERSETT
‘// et b EE

EREILMERIINSE3697EM8S

1914005



