14 3%

e o |

hoE ﬂbﬁ'ﬁ}b LS 223 % 13 J}ﬁ

B A RER

B 44Tk 0 02-8772-2250 ext. 317

& T E#4F ¢ janice.chen.gy@daiichisankyo.com.tw
1% A :02-2518-3938

XXH PERBERAFEEBS G

AHFEALBEERELE S
MR B2 Y

BXBAM: FERR 1124074 14 8
WXF®R D E—Z£FFE 11207129 38
M 1. B AP E A - 2. BFREERTA 3. 5 BB REIT LA -

I CAMEEE—Z £ A RN ER " i d XCB % Transamin
Capsules | (Pq FE W 2 015392358 MR OB RFEESRTLE » Fio
WA » WFHER o

gj{)ﬁﬁ] .

— ERAERANINCERNEMIPELE FEBOGER QK EEEN

SRR o BEMATARFER 112 4 06 A 05 BAALE  BBEAX
(M4 1) BEFHFEFER A (HF2)-

=~ BRI E St BAR RS ST MG IARS 0 AR A 3

 HERX RHRFITETIRFAY R > ERARE  HFAR S i
HUBR LT AN KRB X

m o~ AedEE E iR T &

e

ARtk ARG BB RAL | Adb G B LR
7 b % B TRANSAMIN 6-1000
Ehnin NC15392100 . BCG391

B JAHEm FEEMeR -

%ﬁA:%E&%;_f

R1R




iigeal

I:E $ ¥ M' g
{AF 10
BrAEEFAE R

Mk 115204 £ R E B A T R4
Bl A RS

#i45E 3% 1 (02)2787-8234

14 # 1 (02)2653-2071

104 g 9
& LWL 2035 134 TFIA - mywu@fda gov.tw
SXHE I EHE—Z & ﬁﬁﬂ%@

B A PERBRIZE6ASH
BRI AT 11208024263%
A FaEp
FERME SN RTFRMR

HtfE SRR

EE AR T H MR K F R O0153925% r@ﬂfmxﬂ%‘? i
BEAGESE K ETHE > HER
REA

N EENE2E4A248 F o

SNWEGSEIEE B 88 4 ¢ 610003k IR - HDPE
BB -
B AR R R E S0t R AR R
Biﬂ@ﬂ P PE R 4k 0 WAEIR R

ER G GHBE—Z AL H R E

RS

FIH #1H



B2

4 > 1
g M 2 B &
TRANSAMIN CAPSULES
M EERF 55 015392 8]
REREER BN EZ 77 2
FRA< 2 #8 2023-06-01

T MR
1.1 BERAIREE
HEART  Transamin capsules
Transamic acid& & : 1 capP= 250mg
[BURSRIEEREE]

—ME . Tranexamic acid
{E8855 : trans-4-(Aminomethyl)cyclohexanecarboxylic acid

wE

S
.

COH

AFI . CgHisNO2
o+=: 157.21
R BEASREASRERNE - BERK  LFLAHEB99.5%)
1.2 Btz
812 : Corn Starch ~ Magnesium Stearate ~ B8 (Cap: Gelatin; Titanium Dioxide; Sunset

Yeliow FCF; Sodium Lauryl Sulfate; New Coccin; Purified Water. Body: Gelatin; Titanium
Dioxide; Sodium Lauryl Sulfate; Tartrazine; Purified Water) -

1.3 HA
BE&E (2% ) -
1.4 ZHmshEg



B KNmm) | BEE (mg) | #AIERS

= Bie
179+ 0.6 | 350 +£10

fe K&

2 EIETE

E5 K FEDL ML M4 2R -
3 RARRE

3.1 RiZRE

Tranexamic acidi@ & i A1H750~2000mg 7 3~4RAZ 17 E4 -
RERFHS - MR RERBZIERAE -

4 BR
(FAZIHUTRBRE)
IEE= M (Thrombin)4 %/ EE (F2R "REEM. B ) -

5 ERAIRER
LR/ ERFIE
REFAREE (YW TNIBERERGE)
NAMRRESE (BEME ~ OIAEE - MARMAIKKS ) ROBEHEMRENEE (ANIRLE
ZE)
2VHFEME R EIIEHA EBE (BB HeparinE A ) (AMRLEZE )
3)FMTEEAPRARAE T B E S = BB IE ISR EE ( ARERESSEEFIKMZAIRRE - )
TAERAMBRLZEZER - REMRRGHIRE TR - BEOHEE - MBS EEZENRBA - )
HHAXE B RBHNEE
6 FIRGREEIREE
6.5 BEA
—MiRiMSARBSREEENERE - BISNVORESSA -
6.7 BN~ E
BRIBEE (TgERMPRELR ) -

S
-_—

7 ZHEH
7.1 RS (AEFHA)
Zm A MARREAR-FENETS |88 - BIREF

7S




aREEEAME - | BAREMREZANAE - HRER oS EINMmER R

("fj,}ilf_ﬁtﬁgi‘h S

S (ISR RIER )

P R RS ot . BIRET

VR 1171152 3 75 AEHH TS AN PR IR AE R PR TE SR E R (Fibrin)iR - OIBES
12 . A B AV U AR 5 ER MEAB (Plasmin) R RI T 77 X
RRMEFRE - WRHERRERE -

(Hemocoagul
ase)

Batroxobin olgEE 5|34 Mg - 12EAE & ihRiBatroxobin At AYdesA
BHERBEEY o8 -

REETHE | EORSHARGEEES | T e RRER T MR RE 2 AE L - T
(Eptacog Alfa | ML - STRERSBURE RS | MILMAER) - S5 - TAEEEAE YW
BT - i1 P IR LE dE R -

%)

8 RMFR/FTRE

8.1 BREERIER/FEGE

RIEFR S RN

WS E1892,97280 - IR & ATRMER A BIBEO041% (124) - [BIE0.20% (64F) - BEAAIR
0.61%(18 #F) * H3RB0.17%(54) - IRAERL0.07% (2H) ~ 3550.07% (1)

(1) EARIVER ( S3:ESEZRAREN )

& (Convulsion) BB MR EN BE B ERAAZF -

FE(FAMEIEE R E - SR RS SRS 02 L AR SR 0 SRRV I B 55 -

(2) EftEI{EH

HRETAEE HIR TARIMER - R RSB REEE RS HARS . IUEE G -

RIfER SRR
EEd

01~1%LLF 0.1%LLF
BEIE RER - B E

HEER B0 80~ RERAR IR - I

Hfth e
) RN ERRENRER - W EERTH -
9 BE
EATH

10 B




1OI

(_r.:q
=
¥ mi’éﬁﬂ.? (B B Al 4 55 A BRI P S | 38 A0 B B8 I PR UN S 1& W A AR BB BT 5 S8 3R

ﬁ’iﬂ%# J&
‘i‘%?ﬁ%mﬁﬂﬁ%(%aﬁ%)&% SHAEIRANRE MR - B A &R 3 70 AR A I

=3

i
YRS

5 B A P B B -

‘ETwmmmm%@T%Mi A4 SR A MRERAIER - SIEHM -~ B - KERR -

10.2

10.3

g o Y R

1.t ERAREEER

Tranexamic acidf B4 4 & 578 R ie K Al 4 55 B BB IR (Plasminogen) B9 4 4 & B AR A ER A 2 B

EHE (Lysine) A S EBNI(LBS) 5@ Zl4EE - DIMHIE i S A RS EQBIRRBHERLS
- AL - BERKHDHI M R FA RSN MM R R O BEER - B& - fEa2-macroglobuline& M

WG EARBEENRR T - SEE—S@{ETranexamic acidiAGA1ER -

2.1EMm{EF

FRETUEMNBEE AR - 1§51 I/ WRERERER - UREE YRS BIFEESBEMNIT

i SIS REMNBEER S - B - —REBMEF - Tranexamic acid o] Y55 il 4

EQHHE - PUERIEMBM -

BRI ZE2UE
TR RIIAZERA  ARSHELESELRAENE(L -

N E) NBRM

1. M$iRE
REMABRORARY 222 g HBRIBNT ¢
BROMRTranexamic acid (n=5)

AfRE 500mgl2 i 500mgHef
tmax (hr) 2-3

Cmax (Hg/ ml) 8:5 6.0
t1/2 (hr) 3.3 3.3

Tranexamic acid B R &L 1RSI MIF B E L1 .




12

13

15

C(peg/nl)
e—e Ht500mg

#2250 mg

@9 HE300mg

O N N - U | P~ S,
Y 44 ]

2. 3

2% (Hak)

A BB RO RIRE4C Tranexamic acid - RAESMB BN FEENPRERENEIRS
BN - IFRELEMRES R - EfaiE Rt PIREE R -

3. 1G5 - BBl

fi2 FERE A B8 2 O AR Tranexamic acid 250mgal500mgi&RimIEuy - A4/ 1\ 49 [ AR 88 R940-
70% Z2/RERPHM -

e PR A B
1. i {ER
$EAEB S SR TEBBNANR - BEFRMEEM « RIRNHNER - BUROTREREEE
ATEARMAMH - BHM - HREdl - BHl - ASRFMHP - HROEB LML 1EMmRR
HE - M28028BE M — R R RMR - 73.6% (2063 #) BRBEM -
BIEE R ATF
131 B
6-1000% IEFH L 2¢ « HDPEZERBHRER -
13.2

A RN ETRN -
133 fFEE
RTFHR25°CRLT -
Hith
2023 F3RHIRT (57 hk)



®‘r§;’=“—:§li«§,.\; IR M ER

'!@ﬁi%ﬁHEMEm\jﬁﬁm TR A 1 T 30 T 22— 5 1 3%

i
BEE-——HRNARAS aibhd BT ER2235%1318
B (02)8772-2250



b £

£3

20243 4 43 AR (67 M) | O X . — )

b J WA
(Antiplasmin)

w ® {Transamin Capsules) MATRYNFE 15392 8
B do. X “H8 B

{Tranexamic acid Cap.)

ARG G TR

R
LT

I

Ll EaRaatE
4 & £ 4% | Transamin capsules

CaAR ARG SRR R B B R M (99:5%)

R
12 Al

@4 ¢ Corn Starch ~ Magnesium Stearate ~ B4 (Cap: Gelatin; Titanitin

Dioxide; Sunset Yellow FCF; Sodium Lauryl Sulfate; New Cocein; Purified
Water. Body: Gelatin; Titanium Dioxide; Sodium Lauryl Sulfate; Tartrazine;
Purified Water) -

13 g | R
B Q)

o

L4 | | B s R R E

& Jobum) | €% (ng) | AR Pl

AR 4 C 1D -

RS 30 179406 | 35010 SRR e
EETTSN T R T

2 W e En E3C/6]P9 <t




20243 4 43 A4 (B 67 IR) | B X )

BRI W bR

S E i
3 AERE
31 |k E - | BRI EISE (A 1) ]
Tranexamic acidi@ % & Al B 750~2000mg -3~ =R #& 0 3§ 5L -
REBES ERzBElENARE -
4 RE | e U S (48] ]
(HAHRTEELR)
B3R N e B(Thrombin)és #i ey &% (54m "2 a/EM |, EB)
e ¥oRY-
5 BEAEEER
5.1 [fiE/eE ¥R ‘/{z BB UC/o): IS (A BT 1. ikt it ]
WA (HTHEFBEWLL)
DA mAedy B (Bfds N QAR E - AR EE) BT H R AE
e BE (A rz i)
) i AR B Mgk ah B (ESHeparin¥ 44 A ) (H iR w2 X )
N FHERRETHRERAL B 6 B (BAHARNELHELE
kA by kR T AE R A SRR EZE c REBTFEHRE THR
TR 38 AR 0 T UM AR R AR e A ] o )
R T i | CEERE (C/10): B T4 | B3 AT IOS M &£ (The
6 #ﬁﬁf%ifl-ii*’i &4 s b AN
6.5 :’g-ﬁf-/\l ..... - LRy & an g
— s B A A A A MR B R R - 2?"“1”'%% SRR e
67 BoheR2] =
BRBMEE (THEER e PEELR) EkfE Jo/12): NEISE (M ¥FR] | Wik
7 REHR [
71 HRBE CREHM) T BRI U0 BT (R R 25
B 4 4% BEACE IR e Ak | M - ARET

#% 8§ (Thrombin) T HE & R g o B AR HE o A2 S AR, 69
o R BT GE 38
Ao i 3290 A, 6 4 B o

72 HEREEFE (HFRFESNEE)

B4 BEHCE MRSk | ME - AR T
e AR R B REA AT e | B R R e F] AT A,
(Hemocoagulase) | mdnde ° ) 4 4 & & (Fibrin)

W THEHAESD
aY AR T B S AR




20243 43 AT (%67 1,

8

10

{(Plasmin}{§ B W JE o,
PR BAFEH $
R AR -

Batroxobin STRE @ 31 4F dfy ~ 45 | 5 s Batroxobin £ & @)
B desAii b R @ 42
Az

B E B 8w AuBEHEASE | TRERBRERFHAHE
{Eptacog Alfa®¥ ) | M43dfd » THE AR A NS
SHBEAL4EMA | DHBLAER

i . e B—Aim THEEA
A usiih

SHAEE MR eIER -

SRR BEN

81 BBARAERBHGR/FRAM

SF R RIS

BRI E2.97206F - WRBRSHEER S A ERC041% (124F) ~ Eak
0.20% (64 ) ~ A RIROOI%(IS 4) ~ BRm017% (SHF) ~ 4578 K0.07%
Q) -~ BHE0.07% (24) %

(1) EXEER (FEmfrg”)

& B (Convulsion) : ¥ #H kB B H A EaEs -

AT B 0 IR E T AN LR L 6 B B BUAE Bk

(2) HbBIER

wRATRETERTHER  FREFTHEREAFLEEF  RREE
ot o

B AR A AR
e 0.1~126 LLF 0.1 F
W AR BB Y
HAL B B s vEok ~ RS
FIR O BE - B
b o B
VRBR B EREGER - KRARERY -
i )
BATHEEM -
R4t
10.1 e A 34|

WAk mE g (BERER) EAM A RERERIE Y  BeE

| Rl

~{Eamics e e




20243 4 43 AHIT (67 IR)

| Bl X

B o e dn BB AR T 0 P O S MR G TR AR ER AT 5] AR 00 5 8 R
o B A6 b R BORAE F R A 1R BB A I o

Tranexamic acid = ¥ ot b ik 4r & G5 ALEROY4E R » 2FAEH M e ~ JLIBEL
PR E S -

10.2 s RE A5
LIua #e R & 5 A aR4E A

Tranexamic acidfh # 45 4 B & 35 AL85 A 4 4 T & B R (Plasminogen) 8% 4% 45
& M o SR 2 e £ 5% (Lysine) #4802 (LBS) s&7l& 4 » ST LE®E S
MR R A R AT A A - Rt T RIS ek 4T G st

B a9k 4ER G 5 1E A - A% fLa2-macroglobuline ¥ & M ¥ fiik 4k G5

FRBEAE AL B L TF 0 4% B il — ¥ b Tranexamic acid ) Hu ka2 4E M -
2.k £ E

B o o B MR BB ARG > N 5] S MRS AE TSR ~ RSB B F o AR
¥ PR AR U o DA A B SR A AL - Bk —
i f 8 > Tranexamic acid =T et b S4B & 5% LAiES| b B &Y -

10.3(88 SR AT 42 2 b FOH] | ERER /) BT 6. A
®T 5 PSS 3 R T E B ) L - =",
FHRMAATREA » AiEdE d @& £ EpL a4 g
- 88 _ o
; — % & ¢ Tranexamic acid
SO VR B E X _ e : ‘
: s — \ b4 % ¢ trans-4-(Aminomethyl)cyclohexanecarboxylic
L. o P SR \ i
. i Y acid
R AAER D RAR 2 BB H LT \ _
, . | <N

¥ 2k v jk Tranexamic acid (n=5) \ ‘

oS S00mgif [ s00mesel = S e
= E £ V| oare 157

s (1) 24 Lo o aesanmRtng - Bk B3R

Comax (l.lg/ ml) 5.5 6.0 \| R HH(99.5%)

ti2 {hr) 3.3 3.3 5\

Tranexamic acid B =k 48 v % 5184 o 38 52 JF 42 1L \Y
| EEERR U017 AR (Rt 5]
(,t;%/ml) o fE2OME
o—e L S500mg
. 7 @ pitfi S00my
i ® z
5 J PR
| A
| 7 T :
1} /4
(o an | . . )
0.5 1 2 3 4 5 6 (hr)

4% g v )




2. ot
4 (Hihika)
e B R o R 3% $C Tranexamic acid » 7 K AR S4B B2/ 0§ b iR
AR %D B B a b RES % R BTk a R

B A% -
3. R ke
& B A A 0 0 B Tranexamic acid 250mg 2, 500mg4 il ik Bl » o BR24:) 85
™M & g 40-7096 B R AV Aob B o

~fei AR it

12 SRR T H
1. Hilifedk A
HT RS, SHSERET N AOE BEALMESR  SnEalid
M MATHEEHSE CEF NN Le  Rllb - BETEHLF
B~ AR FHF ARG BE Tl e bR E 0 R2B02) AR &
th— AL ES AR SRER A R BT ¢ 73.6% (2063 7)) HMA K -

feil-

13 BRIAME

13.1 @ﬁ

PP B A T e et A R R s
CPTR, tAEA HASIA 5 ) NE
13,2 #% ¥

R AR -

133 #H4RHE

EEERISCTF

5 8 T S, RO B
13 R4l /1(R05%ﬁ§31§ ;f i }
202353 THR ‘“”“1%ﬁ&ﬂ%¥# 075 7%, BURIAHTHBLAN )

F sl s . S nan

R s .
¥ Iwamc)t(a—Thmmbm—Dmthes. Ha(.mmﬂhﬂ ST3-(19F5
(3) Marleus-d-Biol-SChenr 2309
¢-abiko-etal-Brochim--BiophysAeta88424-(065-
S3-Abiko-etal-Bioshim-Biophys-Acta-2d-d-H- L0703

O b etk Rt K S AR 64 (1G0T 4~
Chsmetals P betbedrm 5L 93 P58 L 1O 66T -

(&){é‘_%ﬂ,_ E = Mo ALY 132 o »:;r %‘@‘H%-Mzi-{‘li}%-}--—
{tradet-al-Foba-Phavmaeologiea-Japenien-63-(6)-560-(- 19653




20243 4 43 AT (B 67 M) | EeRmex

N GBS —=HIRhARAT]

ﬂﬁm 5 A M BB A TR ) B AT B
R U SRR e i A i S A
Bt L SN E - AR R E)

Moo bk G 3L AT 2234 134

| EEEWR UC/22): TR B b

E % (02)8772-2250
®F — = bk X, G AR P AE A8 A SRR A



