2023 4F 2 AekET (5 14 fil) 1) A Y i 3 e

873327, 87449

EEOA A ELI—T 44— LA

H AR SEAIfT2s O TF S0 EEAE 2018 (2019 AEHHTIR) 1T YEML L CHERR

MTZR VA
BAERA +SIRFYLEE

FIY=05250mg
F37=25500mg
BARERA FSREFHLEBBHITEIL
FIY=n7en250mg
kS R FY LEEEK
FIoY=0850%
TRANSAMIN® TABLETS, CAPSULES, POWDER
FSRFU LB Oy S

FIY=E000v75%

TRANSAMIN® SYRUP

#E 250mg . RbE H 50% DOEA
i fiz | §i 500mg TANDKTA—TF 4 VTR S wTE% - Ly T
Vi 250mg & 7 ILH
2 OF 0o B OH R S| FEELN
#E 250mg 18RI N7 3V 28 (HR) 250mg &4
#& 500mg 18RI M T 2%V 48 (BR) 500mg 254
G-I 3 g 2 7a7t/1/250mg 1T 'AFIC N T XX L8 (HR) 250mg #&H
B 50% C B1lgHic Mo RV AR (H)E) 500mg A a A
vy 5% : ImL U R 7 RxF Y AR (BR) 50mg =& H
— % & | fng o I RFV AR (JAN) PE4 : Tranexamic Acid (JAN)
RS TEATBAEHA B 0 20024 3 A 4 B (5£250mg) (RFEAETIZL D)
1978412 H 20 B ($£500mg)
20084E 3 A 27H (W7 %/1250mg) (RFELEFICLD)
20024 3 A 4 B (#50%) (RFEAEHIZLD)
I s Bp 2= & =X ERIE- S Ean A :20024F 7 A 5 B (§£250mg THRFICLD
RERTKRFAH 19814 9 A 1 B (5£500mg) ’
= ol KX #E U #H 20084 6 H20H (W7 E/1250mg) (RFEAZEEICLD)
BR = B9 12 &£ B B 2002 7 A 5 B (#50%) (RFBAHEFIZL D)
# ot BoCe 20084 6 A20H (v v75%) (PB4 ETIZL D)
AR5 BAth 4 A H : 19764F 9 A ($£250mg)
19814 9 H (#2500mg)
1965410 A (51 7€ /1250mg)
19704 8 H (#50%)
19664 9 H (e v 75%)
I & By 25 & BERGETG « 5 — R SAE
% = 5 (j“"j ) [/m’b BUYEARFE T - f7m77~7$ﬂNﬁ;]
' I ] [ SR =t e Yin
EFEFHRELEFOERE
M e b ¥ & QO BN AE ®AERE L Z— TEL:0120-189-132 FAX : 03-6225-1922
H = e = BARE M R — Af\~“/“ https://www.medicalcommunity.jp

AKIF X b7 %I 8 250mg »

oo Iovay 7 5%DEFHRIL (BB 1M : 2023 F 1 A &)
BT OEHRIT, INIATEIE AN B3RS E R

$€ 500mg + & 7 /L 250mg *+ F 50% DEFIHRIC (B 1K : 2023 4 1 A &ET)

DFRLHNIZFES S WRET L7,

BB O EIRATFRRB =Y THR L T E &0,

HHA7 7Y RXT ] TGES1 A—=—F (EEREEH) 2505 2 LT, OB R EE2MRE T £,
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(2020 4 4 A &ET)

1. BEERAVIE2—T+—LIERORE

E%ﬁ@%%@%ﬁ%&%%%ﬁkbf ERAHEREMIRASCE (BUF, IRASCE) b5, ERBIS CERA -
FEANANE O ERAEFE D B F EB LB REIEL OB EMSAERETEN T2, RMECEICRE A ERE
%Hié%uﬁﬁﬁhﬁﬂzgﬁ%A@%b\%%m%@E%%ﬁﬁé%(uT\MR)#A®mﬁ®ﬁm ok
BEZLVIEREMTEL TE TS, ZORICKLERIEREMBIICATTLOOHEA Y A M & LTEEMA
FEa—T7x—2n (LUF, IF &$) REd L7z,

1988 4E\Z B AYGRRERAIAI S (LLF. BRI 2478 2 /INEESN IF OMER T, IF Ddki, IF DimEs
RIE L, €Ok 1998 FIZ HHEME 3 /NERE XA, 2008 4F, 2013 FFIC AR ERIGMERA R ﬁdFﬁﬁ%ﬁ@
BETEIT> T &,

IF Fe# 258 2008 LARE, ijDF%@@%%T 2L LT 2 E0FAIE o7z, ZRUTEY . A
EEOFEERUETN & - I A ICUET ORI T — & 2801 L7z IF Blonicigfians 2 & Lleo7e, RO IF
T, ERGLERBEBRASBEME (LT, PMDA) 0o E M AERHEFEHABR KO X —
(http://www.pmda.go.jp/PmdaSearch/iyakuSearch/) |2 TABEN T3, HIFEIETIL, 2009 4 L 0 HrERL O
IF OfF#RERFITH8FkE LT M2 Ba—T7 41— LREa) %@L, llx o IF 2N SCEZ 7T 28 1E
it G & L CEbInGEA - Bt L T D,

2019 OB CEFLHEHEOL LT H P, [1F s ZiE 2018) NAR I, Ak TERHEELOREER
TEMEENCET 204 RT A ) ICEET HIHFREM OO, TORPRE RE LI,

2. IF &lE

IF X NRASCEEOERE T L. ER - A E O ERIEER L > THEEFICLER, ERLONEE I
DI DOIER, WFEFT OO DGR, REIOT D ONEH, BRI O E 072D O, %%%ﬁ*%#?@
T2 D DIERENERN SR AR 7B OESR MR E L LT, HRENLEEHEZRE L, HAIRE D712
A% 3K i O B IR 58 S TIRGEIZHE D D R FEITHER R QMR HE A (KA L TV DA TR R S ArER T B b,

IF ICFE# 3 2 T B EH N AR RE L7 IF R fEHICHEIL L. — D BIsh % b & 7KGR O & FH N O 15 S 23 5ol
ENd, 7220, BEGEOKESEICEDL L O KOFIAE B bR - FIlr - 42 XX FHEE T IF Ot
HEIRBR, Bz 5 &, BRI ORILI N TF X, FIHFE B O35 - Ik - BRRKEH T & &b

. RERMHTEET D DLWV IRMEFFOZ L EHHEL LT D,
IF ORMIIE T — ¥ 2HEAL L, BEAETORAITNLE TRV,

3. IFOFAIZHI=>T

A EARO IF (X, PMDA O EEH EIEE IR RO — ICBiGE IR E ST b,

BURAST TR A X Ea—T 4 —LEROT5 & ) 120> TIF 2Bk - #2532 28, IF OJFUS 2B F %,
BB ICAE LT A EHRS IF fERRFRRICREH LR MERE IZ OV TSR D MR HE~DA VX B a—I2 X
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DRIRF B ODNEEZRIESE, IF OFANEZ SO L MERDH D, o, BERFSGET SN EoFEFICET
HIFCE L O, IF BET SN2 £ CoMIE, BERAEN R D2 UGETNR I LN LI SCES . 55 0 I3S
DOEFEGIFRBRMALY — B2 EIZ I EHEEE 5032 & &bz, IF OEHICH - > T, &AORMNGEL
PMDA O [E 3 5k EEFR ARG B R DO~ — U THRT D LENH 5.

7ok, W IEAEHSREMEOHRO SN DL SN TS VARG < XILZEER | IXIILES] 12
BT 2HESIIAREZT TOWRWERPEENDIZENHY . TORD FWIZIFHEEBETRETH D,

4. FRAICKELTOEBER

IF Z B EBICBO TN T ZENTERVERMMERIEE L TGEH L TWelZ&E 2w, IF X AREOEE
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IRFEAE AR T T A R T A o Tl RERIESOAGEI O FVESIC BT 2 1F BRI c oW T, SR RS
FEMHBORDIIEUTTI ZEIFELIZRNEENTEY, MR HE~DA U X E2—H LD e £ X
D, FIFHEBEOLN IF ONFERESHELIRE LD THDHZ LERMRL TEPRITNEZR L2, RERAEN B
LN DIEROBFHBILA G L. ZORBIMEL RIkE . ERBISICRIT 2B EM AL MRS 5 2 LI3FEFAT DA
BThHy, IFZFH L TRFEEBEZFTIMED D HDIZ L TWEEE 20,
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. #FEICBd 2TAH

| EICET 5IER

1. FAREDRE
1962 4E[f A 512 £ - T 4-aminomethylcyclohexane-1-carboxylic acid (AMCHA) X177 A I > (KRHEZR A7
W) ICXD 747V (BRHER) WMRELET S Z L0 ME VE, E5HI2 1964 F2 5D 4 O IR M
KD 9 5 trans-4-aminomethylcyclohexanecarboxylic acid (—#%4 : b 7 * % ¥ LB, tranexamic acid) (Z4F
WCHRWPLT T A RO H D 2 L3t 28 i,
F-RIEgSE (B - S RS TIE. Sh O OBFRICE R LR ZEED, 1965 FIC b7 R FH A
W1 7w EOERBES TIHRITBICE S To, FTBELURE, §8, ML, > 1 > 7RFIZBIN S UERFE STz,
Z D% 1977 4 10 AT HRHmHE T Lz,
B, EREKSIESRE LT, v IvgE) T3y Gl 6 [T o308 250mg) [ h
Z WX 0% ) IZIGEA AT A HEE L, 2002 4 3 AIKR SN, RERIC T oI 7] Th
FreIvvay T o TR0 78/ 250mg)] [ThToHIvvmyT 5% ICIRGEADER %
FEE L. F1E1 2008 4 3 H ., 2008 4F 2 H TR ST,

2. HROBEFHETE
(MBS
TIAIFMENTT 4 7V COSMIC L 0 Mk AR L, Mk CIIRIELZ ISR TEXME THLHF
=V EOEBE A RET S0 L MEZEEOTUE, 7 L AF —RRIERAFICEE L TWD,
AENE, ZOTTAI L OBE T 5 Z LI K0 ERICHUIL - $U7 LV ¥ — - PIRGES R A 7T,
( IVIL.ENZEEICET HER] 2R)

Q&xx%
HRBREIWER & LTRENH PN Z L3b D, ( VMILREHE (ERLOZEEF) ICEIIEE 2H)
(3):&

LI « L7 L — - FUOIEMEMIC LY . HlMERE, RIEMKBEICORZ R, ( [VIARIZETS
HEH &)

(4)FEEZE
PRAERIAREL G (BTG 1 3EEROEBR e b NTHRBRIEIZB W T, 74 7 U U &1L L, mE D
BEMTEFEICEG L, 77 AI VLo THRESN D AERRISEE D, e OHIMERST LV F—%0
FeAERSOTE & BIE L TV D,
FIZRXYLARIT, ZOTTAIOMES 2L L, il - HIT7 LR — - PIRIESIRZ R, ( [VLE
HEREBICETSER 2R

3. HADOHFFHEE
DTN FE B ey TRRSHS, ( [IVREIZET SEE )



[. BEEICB3 5HA

4. BEFRICEAL TRAMT N ST

BIEFRICEYT 2EH.

B3
BEEREES A KSA 2% 24 bL. BRESH

RMP

EAE-AE -

BMOY 27 Fe/MEE# & LT
TERR ST % BT

OB AEET A R A

=

PRI o> Y I S

b

5. RRFHERUVURE - ERALOHIREIE
(N)A&EREH
FERRANN
(i@ - FALOKIREIE
YL

6. RMP M=
AR ANA



1. 4FICBI3 AEE

Il. 2% (B9 S5IEA

1. BR5E4

N %
T o932 ® g 250mg
k592 2® g 500mg
R 30® H 740 250mg
kT2 o® B 50%
FSo#3o® vmy 7 5%

(2% 4%
TRANSAMIN® TABLETS 250mg
TRANSAMIN® TABLETS 500mg
TRANSAMIN® CAPSULES 250mg
TRANSAMIN® POWDER 50%
TRANSAMIN® SYRUP 5%

()& D HEE
W& b trans K& cis IKONAREMARN BV | trans KOBT T AI VIEMERTHT IV BEKEAT D
. FNEEHAADE [R5 243, TRANSAMIN| &4 L7,

2. — {4
(1d £ (@g&%)
k7 %% Y L8 (JAN)
(2)F & (@g%)
Tranexamic Acid (JAN)
tranexamic acid (INN)
(3)RF Ls
HA

3. MR XILRIR
H
_.COH

H);N
4. R FARULFE
433« CsH15NOg

SFE 0 157.21

5. k%8 (@fiE) XIFXE

trans -4-(Aminomethyl)cyclohexanecarboxylic acid



0. £AFRCBEd 25

6. BRA%A. A&, BS. 8585
trans -AMCHA, ¢-AMCHA. AMCHA, DV-79



II. ARk

B9 5HH

. BRI HIEE

1. MBS
(1581 - tIK
A ORE fi SUTHE R IEDO R TH 5,
(2)7afRM%E
KIZETRT <, =& 7 —/ (99.5) 1T A LT,
(3)kim
WM Z Ly,
@R (PERR) . BR. BER
Al : 386~390°C (4yfif)
(5)BAIE E AR REE B
pKai=4.33 ()@ : LR F S VHE HIETE © EE)
pKa2=10.65 (i) : 7 X /M, HIES  HEER)
(6) P ECfREK
MU ER L
(7)Z Dth D E AR A E
1 FRIMBIR AR L
W% 1535ecml, 1383cmt
2) KRR IS A7 kL 117.6¢cps
3) pH Afh 1.0g Z 7K 20mL (2 L7 D pH X 7.0~8.0 Th 5,

2. AT DEBERTICETSEREN
FEORAF, WL, 6. BUSH T 5T, AT R L EN AR LT,

KR4, WS | W | R i 7
E IR = R 4 5 KRR 2w B2l L
37°C B - 1D CURIBIEIC 2 U< L IR %]
. (Bl R EE) LT
)
L‘h i—'—»v\] N2
B mpgpe |k S T 7 AL 2 S -
; (100v., 20w) | 1 % f B ik \
B . W, BEIEIERL
= &
100°C 6h =i 27e L

3. ﬁ)‘j]ﬁk_ \o)ﬁEuuntgﬁlf E%;
MesRaBRyE - HR [T F 7 X9 L8] |
E & BRI IXRFT AR ITX



V. B®AICEI4 2 H

V. 2H|(ZBHd 51EH

1. &l
(1)FIHz DR A

k7 v X U BE 250mg - FEEE
NZ o3I UBEBO0mE : 7 AV A a—T 4 T EE
k7 %k T 250mg ¢ B VA

FZ P B 50% - B
cZoHIvemy 5% vay 7 A

()& HF| DS KR UK
< b5 UH I Ui 250mg. £ 500mg. kT UH I U h T4 250mg. kTS U 50%>

PiSIZ
W 764 FlT% =) Kx X JERS X
(mm) (mm) (mg)
O —
7 2 -
& 250mg R A& 10.0 ) )
(B 4%) #13.2 #7290
| =
[NV ANV PN y
e S HE~RE A
fi 500mg =T 4 TS 17.8 (E&) , ,
7.9 (%) #15.0 #1574
Fyo s
72N 2 W AR E A D605 D605 )
LY BT RF 4 —
7 7L 250mg (2 5) H - AR3% 17.8
NEY) : (@E) — % 348
ERERRYAFN
A AN B
5 50% i el SR
<kFSUHIUIAYTE%>
R5E44 PR b1
B N e " s
Sn w7 5% IR DRI FEHE (FLUUR)
QR)FEAMa—F
ko 3 UBE 250mg : D606
k> 2 U BE 500mg : D608

NZ o970 250mg - D605

HEF DML

<kZoHzonyF5%>

pH : 5.7~6.5
(5)Z Dt
BA=RSANA




V. H#ANCEI4 5TEA
2. WEIDOHRL
MERS GEHERS EERURMHA
R 754 BRIy TRINF
D N 15 FUERaYFUTY RY ESAT AT ST ALR) |
5 250me N R LB (AJR) EEHE L FaXsTrErtin—2, ZA77 Y U~ 7%
: g 250mg PN Y7
o HNAB—=ZTN L R = LT va—i (E50F Ak
A 1 5E ) W) . AFT VLB S RY A, bR An—R, wsad
o NS R ARE (HF) . R e oo
#E 500mg 500 —/L 6000, #/L7 BbTF XL, PAFIRY vaxPr T
me WA F. IAFsay
bty | LE7EM FUERSUFLT Y AT LR SRS A
o XX (AR o RTINS = et =]
71 7% 250mg 250mg TN BTTF TUUARRET N UL, W55
RN 1g
AR R 3% a8 (BR) Dov = b, Y BT Tl (5 A iE)
H# 50%
500mg
NN 1mL B, 7 T UBKR, 7 U b Y g AKFI, 8T %
Sn o 5 kT 3V LM (AJR) VEBERAT IV, NTAFRVREERT B E L VTR
700 50mg BT A, COERREES Y YA, a3 B B
REMREZEDEE
EA=RSANA
R)E =
<kSoHILIOvT5%>
ZHER e L

3. RITBAMRROEARY

AR ANA

4. h
AL

5. BAY HHREMED & 5 R

MM ER e L

6. WANDBEEHTICETIREN
< k7%= U8 250mg>

R B 4 o fF & B TRATHI " 17 % 1 O
Febalds
TR B 25°C/60%RH 3 (PTP- 7A3vm— %, 77 | ZfkrL
Rbrealry)
40°C/75%RH 3 A A mLE ke L
ENEOL 15 H —W ek L
[Ny 25°C/75%RH 3% A I o b7z L
40°C 3% H I @ %k el L
H T 1,0001x 50 H I o BWE&L
*IEE :SMEL R,




V. H5Al

RIS IHH

< k5 UH = U8 500mg>

R OB 4 " 7 & 1 TRAFH T’ 77 ¥ fE #hR
R RAr el 25°C/60%RH 3 4F (MP.jﬁfﬁi_.ﬁ) kL
40°C/75%RH 3 H e HaLE Eivie L
ENHOL: 35 A — Rk b L
W B AR 25°C/75%RH 3 H I /| Ak Eivie L
40°C 3n A I w Eieie L
H AT 1,0001x 50 A I w Ak BWE@L
R : AMEL, BEHIEAER,
<+bSUHYTUhTEIL250mg>
B4 T fF & TRAEHAH T F & HE R
RV 25°C/60%RH 345 prp. ol o | s
40°C/75%RH 4 % H B¢ Eieie L
ENHOE: 10 H — % iz L
A s R 25°C/75%RH 3n A I w Ak i L
40°C 3% H I oo Zk7e L
F AT 1,0001x 50 H I /| Ak BWE&L
R : AMEL, BEHIEER,
<bkSUHYEUE50%>
R B4 R 17 & 1 TRAFHIH R 17 & fE iR
R AR 25°C/60%RH 34 Bofemdt (R V4% - 15) iz L
*IEH SMEL, AR
<hkSoHzIrioyrS5%>
R B4 R 17 & 1 TRAFHIH R 17 & fE (S
R AR = R 34 s L b L
KIEA : RIR, B

7. ARERVBBREORENM

AR ANA

8. fhil& DES

rZoHIviuy 7 5%0RE

9. B

hZ %3 8E 250mg. $E500mg : HJR [ b T 2V LEREE) |
(FRERIRIZK 900mL % v, I HREBRIESE 21512 K V| 550 50 [l CRER 21T H & X, 45 %)

UEThHo, )

=it (MEEEZEL)
21

[XI.2. 2 DiDEEER ] =]

NI AT 250mg : AR TR T RFH LB TR KD

GGRBERZIZK 900mL % V>,

15 S OB HERIZ 80%LL ETh 5, )

PNEWE (2L, orh—%2Hn5) |

PN

Jg R T b T %9 LRREE) |

34y 50 MR CRERZ 1T & X,

IZ& s
T O HEIT 80%



V. RHIZBI4 HEHE

MBI U@ 50% : MR T I 2% A8 1I2XD
(BB K 900mL % v IEHERBRIES 2 V52 LY | 850 50 ME CaBR 21T 5 & &, 15 M DO H=RIL 85%
LETHD, )

10.84% - 2%
(EEPRELGERSE - K., NENERLEESE - AXICET H1ER
PABANA
a %
(+Z 2 = V8E 250mg)
(FTZAF > 7KKV :NT) 500 §E
(PTP) 100 #& (10 $£x10) 500 & (10 && X 50)
(b5 ¥ = 28 500mg)
(PTP) 100 && (10 $£x10) 500 & (10 &E X 50)
(kS oH 2 2Hh T 250mg)
(PTP) 100 # 7t/ (10 7 7k X10)
500 # 7L (10 # 7L X50)
Y3 HR 50%)
(TAI73Ix—1HE  100g
H3I0v0y 7 5%)
500mL 1k
QB)FREE
FZELn
4)BHEOME
< b3 Y= UEE 250mg>
TFIAFy R e (R =FLy) [ FrvZ RV 7FrE'Ly) [ valrr (RUHEbE=L)
PTP: PTP (RUZmt' L/ TN I=ULfH) ( N RT—7 (R)7FrE L)
< k3 2% = U8 500mg>
PTP: PTP (RN) Fob L/ TAI=ULE)  Tv7 (R 7FrELy)
<bSoHYz2hTHEIL250mg>
PTP: PTP (RU7mt' L/ TNAI=UL{H) ( N RT—7 (R 7FrE L)
< FSUY R 50%>
TAITFTIF— MY TAI = EAERY = F L
<k5oH¥zoinyr5%>
B (HZ72) | Fry 7 e (RY FrELy)

1. ARt S S EME
L

12.Z Ot
%Y LR



V. I8EICEY 55H

V. AEICEY HIER

1. SEEXTHHR

O£5MRAENENEET S EEX onHHMIER

(BIMfm. BEFRMEEm. ERF. RUFid - fikOEEHM)
ORFRBNENESTHEFAoNHEFEHM

(fitim, S, tEEFHm, BHm, AfZRFHP - fiR0ERHM)
OTRERITH T HHH - FERR - T 5 HEFDEK
BERUVZDEE. ERE. P - h55
OTaHREITHITHNEESE - B - il - BRFOER

Rk, NRMREE K
OORKIZHEITHONBERVONMKET 75—

2. MEREHRICEET 2ER
BESH TR

3. AERUHAE
(MAZRUVHAZEDMREHR
< kS UH I8 250mg. bSUH S UEES500mg. RS UH I UATRIL250mg. BT Y S UEI50% >
M7 3xFHAfEE LT, @EKA1H 750~2,000mg % 3~4 [FIZERR OG5 5, 728, HFin, Rl X
Y EIET 5,

<kzv¥#zriayT5%>
P AFY AL LTEE T 1 HEZ 3~4 BICHOFRIR ARG T 5, ok, ERICE D BEEHET 5,

. AZERUREICEET 58
BIE STV

o 1 H&E (mg) 1 HE (mL)

~1 % 75~ 200 1.5~ 4

2~3 % 150~ 350 3~ 7

4~6 1% 250~ 650 5~13

T~14 7% 400~1,000 8~20

15 mk~ 750~2,000 15~40
QAZERUVHAEDRERRE - B




V. BRI 5 5H

5. ERFRAAR

MEERT—2 /1y r—2
Y L7
(2)ER PR ER
MR L
QR)AERGIFERAER
MR L
(4)RREERIE BR
1) BINERFEAER
ERN—EEHRLERR
@ REEEY
g R (2B Lk O OFE, 32 - 1E8) OBE 67T B2 x4, £ 28, IR, BIREDIERIC
R HNFEAEAK [1H3EI6ITENL (MTXFYLARELT1.5g) ] 3661&77EA 320610
THEHBEREERBRICEVIRF LR, AL EE T T 'R 31.3% (10/32 B) 1Zxt LAA] 62.9%
(22/35 ) T, AAINAE (p<0.05) ([ZTEIL TV,
@ ESHEMERER 9
HSEGRE S (BEGEEZE, SMERkKR, NNRSE) OBRE 168 flaxtgic, &I, MEIRK O
TRICKET 2 Ra2AA [1 0 3E 6 7EL (h7xFHAfRE LT 1.5g) 1846177174 84 4
& O T HEMREEGEBRIC L0 BRET LR, AL RIXT T AR 26.2% (22/84 i) (2%t LAH] 52.4%
(44/84 f5]) T, AFINAE (p<0.05) (TN TV,
2) REMHER
MMEE e L
(5)EBFE - FRAERIER
FMEE L
(6):a#AIE A
1) EAKERE (—RERARERE. SEEARERE. ERARBLERT) . RERTET—2A—XA
. HERTRERZRONS
Y L7
2) RREFH L LTERFEOARXIEERL-AE - ABROME
Y L7
(7)Z Dfh
E RN — AL ER R R
1) i miEA
PR TENRE S35 B2 65 AiE, FANRMEEI, SEBERE O H i m & O i, s
L, B, PR - RS o BRIk B ki RE 73.6% (2,063/2,802 ) IZFE® HivTz,
2) M7 LILX— - AREER
- RISHKE
FFGHE (195 R OV OFIE, FHFRS ., 395 - Tl%) OBHE 223 B4 xR L7z — i EE KRB T,
O, IR, ALBESE DRI 5 20R1E 60.6% (135/223 i) (230 BT,
- ERREEREE
FRPkZE, MAMEERZE . MNZR R OV IR % D BB 168 il 2 x5 L7 — B R BR TId, &9, EIRE O
FEARFNT T D RRIT 70.8% (119/168 i) (TR BTz,



VI BRI B9 H I H

VI. E3hEFEIE(IZEY 5I1E8H

1. EREZHICEEHHLEMXITLEYH
¢ -aminocaproic acid (e -7 X /471 L fg)
aprotinin (7 7 F =)
HE : BEDH DIEWDORREX I RFIL, BRFOETRLEZRT D L,

2. EIEER
(DWYEREML - ERKEF

B RVRIEBI S (GBIRHIE) XA RO AR 7 5 ONTBHREICB T, 747U U EIZ L., mED
FEPETTHES RS L, I A I Ik o THEEB SN ARG ZE D, e OGRS T LV ¥—5%0

AR L B LTV D,

FIRXYARIT, ZOTTAIOEEIEL, biHif - BiT7 LA X — - PIREZSI R E2RT,

1) TSRS A 10

RS RFHVLRBIL, TIARAILVRTFAI )AL DT ATV T T4 =T 4 —ENTH B Y DU FEEEMT
(LBS) ¢ FER L, FITARAIURTTIAI VI FUR T 4 T Y NGRS TAOEMIET A, ZDOF-5,
TITAI KD T 4T ) UafEIHI I NG, FIZ, arvrursur ) %

SUDEEF TR, P IR Y ABOFRIAERIT—BR L mbIn 5,
2) 1L ©

migh 7y o F75 2

HEICTUE L7277 A I %, /MR OEERR L, BEEE 7O REEZRZ T3, BEOTLETL, 74
T USENETERNIGEZ S, LN T—ROEMOBE., FITXXFV LT, 20747V 5

REMET 52 LIc k> TRl 5 & 52 b5,
3) 7 LILF— - HilsEER 1~

b TR AERIE, MAEFBEEOTTE, 7 LA F—RRIEMHREDOREIZ /2> T D F =0 R0Z OMOTE

Pk TFF REDT T A I N L DEAEZIHT S (ELTEY F, v B,
Q)EMEE T HHERAIE
1) TSR UER W
e T T BOIRT T AI VIR D N T R XY ABEORN T

HEE Ipalad
BB A AR WS 7 1%
T4 TV aE O RO 8 i
T4 7Y UoRE TR 26 i
a)h A > REE b)7 1« 7V Rk )71 TV piEE
(%)99 _ (BEE) 05,7::9) GRRRRERS)
90+
i 80 /
% 50
=
- 30 -
10+
sk
! 0.(I)5 0.I5 t'l) 5IO 0.2)5 015 é SIO O.0I005 04605 0.2)5 OI.5
EHEE  umolitube (log scale) o—o FIXXYLE

— o c-73I/ATOLEE



VI, Hoh PRI R4 DT H

2) HiAAEIER 19

Zy PTELEY b (ERZ I DH) OFEMENICER L2HULE, e X210 knb=r, 77
VR NI =S DRIEMAEIEICAT T D b T R ABROEN Z Punch IEIZ & o THIE L72#H 2R,
RN G- FANEG R OO 5 O WT IS & o THERRH EISEW R E LR & CH & 0 it RIE

YER 2R LTz,

, h 7 2%V A8 FIRNES) ©

0Ll -

ERUA 50% TFAEMHI B (mg/kg)
7> MLE 60

EAZ I 100~115

R = 60
TR = 110~120

b A= 85~120

7y bLE EX423> +tOor=> Joo%=>

G)EARIRE - Frfhsf

M ER e L

(%)

TRTE

£

70
60
50

(o)
o
Q

L 1 Il 1 1 1 1 1

1 1

1 Il 1 1
30 60 120 30 60 120 30 60 120 30 60 120

N2 XU LEREFIEDRSE  mg/ke (log scale)

1
30 60 120



VIL_ W Ehfe B4 % HH H

VIl. EYEREICET 5EHE

1. MPREDHR
(1ABELAEMNGILDRE
MR L
(QERREAEBR CHERE SN f=MpiRE O
TRFERR A BV 15 BIllC N 7 29 L8 (B8, 77 2)V) ZHEROELL LIGE, SRR EHERS &K O3y B)
RERTG A—ZIFKDEBY TH-T-,

(ug/mL)
s o---0 250mg (§E)
— 500mg($)
7k —— 500mg(h 7))
6 -
i1 N
% S )/'/' ./’T ~.
1L - oS
. 4+ - 'T"'. T‘ ~. -

i ¥ T T T~
BT / R 1
2+ ST T

/A R
1+/ s
/J‘P
05 1 2 3 4 5 6
I 4 (hr)

bR LBREREORSFHOMTEPREERS

HEREORSED S RF Y LBOEDHE/ANS A -4

b5 & 5%k Cmax (ug/mL) Tmax (hr) tye (hr)
£E 250mg 5 3.9 3.1
#E 500mg 5 6.0 2~3 3.3
# 7/ 500mg 5 5.5 3.3
(3)PE
MR L
GEBE-tREOZE
MUER R L

2. EMRERBTA—4
(WAL
MR L
(2) TR URIR E 7€ 31
MBI L
QRPHRRETEH
YR L



VI Ehie B3 5 IH

@HoIVTIUR
YRR L
<£E:IHFOT—2>
B R N B 5 Glc BT D IENEYEhE S 02— a0 S — R AL R A —TF BT AAANTE LT 17,
5 BN & 2 R ERR RN R (X% 514 48 BEE T 94.8% CThHh o7, ANREFERFEL 1.73m2 [IRE L 2 flOE
7 VT 7 A& 2185 KON 132mL/min/1.73m2 TH VD . ZiuE, b7 31FV ABRITRERE A X0 HEH
. RHE COPECIRIUTIR Z > TW RN E 2R LTS,
B)PHhEHE
MR L
<BE:ZHFHEOT—2>
42.4L (f#RNEe L) 10
(6)Z Dt
RMER R L

. BEE (REaL—a>) @i
(1) BR#7 Ak
BB L
(285 * — 4 EHER
BB L

L RR

BERERR A B b 7 1% A% 10~15mg/kg HERR NG L L 24, 58D 40~T70% 23R F Ikt <
. BHENE L e D EPEIERME T DB 84 Stz 10,

<HEAT—E>

OG- OFHIASA AT XA Z 8V T 413, #AIREET 33.4%., B% T 34.9% Th o7z 19,

.
(1)1 % — i B P s E 1
MR L
(2)Ii% — R A& AP & T
MR L
<BE:ZHFHEOT—2>
N T XY AR A ERT D, ERIC N TR AL 10mglkg SIRPIEE G- U 7-35-6 o0 45 i v o i
1% 30ug/mL T, ZAUIRHAOMHRE L [F L TH D 19,
QR)EiT~DFITH 20
FLIF R OREL, MiEFHOE— 7 REOEEDHK 100 53D 1 Th D,
G HER~DBITH
MMFEBER T O b7 3V ABRE T, METOK 105D 1 TH D,
(5)Z DDA~ DIEITHE
R T 2 ARRIE NS MR T & W SRR S, BT LR E TR ICRO b D, Wi
D b7 XX ABOEDTFHER (t2) 130 SHFHTH D 20, ZOMOFE 2« DT O b7 R X AERR
JE T R X 0 ARV,



VIL_ W Ehfe B4 % HH H

<#gT—42 (¥OR) >
YU R MUC— TR FY AR A 40mg/kg OG- ETHERR DKL Lz L 24 Ky Ol Ic s nT#EE 1
~2 MBI mIRE 2R L, Mo miE, I B i, BETE<, FE. B Dy SRS ZHIUSRE ., K
TIEN -T2 22,

(6)MMTFEAFEEE 20
kT R F Y LABRIT, IBFEE (5~10pug/mL) (2B W THD THT 2y (8 3%) Tikd o2, mitEA LA
T2, MRS D5 LEICHSICEEGTL5DIETIAI /S Th b,

6. £ i
(DAXBHEBAL R U R R

M ERR L
<BE . @8WT—432 (SVhH) >
7 v MZUC— b7 2% W Ak 40mg/kg Z FHIRNEE G- L7256, REMED 7 225 AR E LTK 92% 08
PREPCHEE S U7z, IRPRE ORI 3L, R A—~FHe ka7 L 7% (A) . FTUA—4—¢&
FaXo x2Frvrandt o mviymg (B) . N-TEF LRI xX2H A48 (C) Tholz,
ABIF PRI SV TR, R DOBA L RBRICIEE A EDBRREMETH Y . ZDIFERIZHN 84% ThHh 7=,
RO ER L DIIRT LFAKETH L0, R#WOED LZHEGTRT LV IEH RO G RE»oT, e, Z
NOOKBEMIIT T AI L bV Ty fibun BNl ol IRERM T,

HOOC - <:>— COOH trans-hexahydroterephthalic acid (A)
_______ . trans-4-hydroxymethylcyclohexane
HOOC <:> CHz0H carboxylic acid (B)

HOOC -~ <:>~ CHzNHCOCHS: N-acetyltranexamic acid (C)

QRBICEEST HER (CYPFH) DHnFiE. FE5EX

R L
QGWEEEBNRDNERRVEDEE

R L
HRBVOEEDERRVEMLL, FHELE

B OTEVEIX 220,

7.8
(1)t BB B LR R
T L THEETH S NS,
(2)#kitt ==
TR B 15 BIlC b 7 3 ¥ Lg% 250mg (§&) XX 500mg ($E, W7 /L) HERROES LSGE .
B 544 24 BRI LANIC 5B DK 40~T0% 0 R LK & L CIRAICHEIES Tz 16,



VI Ehie B3 5 IH

<#MmT—4% (v k) >

1) BERES
Z v b (Wistar &) (2 4C— b T R ¥4 A 40mg/kg 2R NG L2854, RAOPERII 8 51% 4 B
THEREEOK 11%, 24 R TH 26% CTh -7z, F7-, FEMEPPEIRITHEG% 8 Kl TR 21%., 24 B
THI61% TH Y, 48 BEfi] E TIZAFHI 90% M3 PR X 7=,

(%)
100

felo

 OdITisE

-

X 5

RESE Ol

BEHORR (hr)
UC— S AREY ABEEROREEORE UHEEDHHE

2) RETrhEH
Z v b (Wistar &) 12 UC— b 7 3 %4 Ak 40mglkg & O#% 5 L2854, IRkt R385 5% 24
M E IS RO 0.41% 03 it SNz, Lz > T, b7 353 AR 2R BT 28T < b
MTHDHZ ENRBDOLNT,

3) EfkE
7 v b (Wistar &) (2 MC— N T %9 Ak 40mg/kg %2 1 H 18] 7 AMEERE OS5 L2HE, 25
il L TR G% 24 R TIRPIUTHKI 80%., FEE K 40% DHEMEA RO BT,
BRI O R & FAOYEEROFNIX 70~80% Th - 72,

%)
100
#® 0\./.\'/4\‘—/. ®w B
2
©
x50 X
}: ‘\X,-—"’x““*——x —————— e X-mmm - X & f&
B
it O/O/O\O\Q\@‘O R
=
1 | 1 1 1 | 1
0 1 2 3 4 5 6 7
B5 B (day)

UC— PSR XY LBERBEORSHORRUVEE PR

8. 5L RK—5—IET B1EH
AR L

0. BHEFI & BREE
AR L



VIL_ W Ehfe B4 % HH H

WREOEREET HEE
AR L

1. Z Dt
AR L



VI et (BEH EovEES) (S 5IHA

VIIl. £ (ERLOZIESE) T3 HER

ERNBEFNHER
SN TV

Rl

ﬂ

BB EZTDER

22 (ROBEICIFESE LGN &)

Frre 2S5 moRE [10.1 B3]

fiRER -

e B BEICIIERIER A TSR] L LTWEl enb, AFITH herbvrd THHEZ] & L7,

n

MRERIIZRICEET HFB L ZTDER
RIESNTHRWN

FRZERUAZEICEET 5FE L ZNDEH
BE STV

 BEERERMEE L TDERH
REI LTV

 BENERZEITHEEICEHTHER

MEBHE - BERZEOHLEE

9.1 GHHE - BIEBREDODHLEE

911 mMEDOHIHEE (M2, DHEE, ORMEHIRAE) RUVLBRENHODONIEZTIhDOHIEE
A% ZET DBThRH D,

9.1.2 HEMREREDHLEE
AR LGRS 2 b, MREEERT ABENRD D,

9.1.3 fiIEDEAKKEIZHIBERVEBLEMDONEEZZ(TTLLESE
kA 2 22 CoTVIRRECTH U | AAIGIZ XV it 2 ZElbT BN d 5, BER, HEfERIC
PEVITZERRIE 2 F80E L 723 S ST b

914$m®m\lﬁLLﬁrwﬁEﬁ®&é%%

fRER -

9.1.1 AETIE b7 3 ¥V AITiMie & E MO PHEDBE Z R IEL EOMENRH LN, WTILLIRO
TFHOBKRRETHY, £, MREZERLZNEOHRELH Y | BEFTHEMITTTH Ry, Ll
N7 3 FH ABROBHYIERIZIB T, AR LIz EZE ST D 2 EARENT DM EoERICH
s,




VIL.

ettt (BN EovEES) (S 5IHA

9.1.2 WHE ML I 5 o0 BT B L X RE R M8 N MR BEEE ERE (DIC) Th D Z L%\, EErAYZ: DIC %
R L. ~SD v R I RXFH ABROEEBRE LR, ~ ) UIEETIIRWA b7 35 A0S %
fEHC DIC PR 280 a7, Lo L, MRF i il 2 i@ 2 ariert b & 2 i
feledd, ~RY e N TR Y AEBROMIC L0 BEE R, BUER L BICHHI LT U RE L DNERD D,
DIC Tli&. BEERNTLE L TWD O TANY Tl L, SETTEME MR LT b 7 1 %5 AEAMEH
EnTn5,

9.1.3 i DENRIRIEIZ & 2 B K OVEA L L DWLE 2 52 1 TV D BE L, flkie 2 £ T WIREETH Y |
KA G- ST B CRER. B MRS AEO I ZEARIE 2 8 E L 72 B 23 ST 29,

9.1.4 HHEUEDRIWEN D& 2 HANI@OER & L TRid L7z,

Q) EBHEEEEERE

9.2 BHRelEERSE

921 BEX2DHHEE
MARRER EFT 22 L0R3dH D,

922 NIEHESH
[11.1.1 Z#]

fRER
921 M7 XXV LARITIEIMLOERTH VY . BAEEE TG U CEYEMNEE U, @EEERA X v i i
NERTAHZENHREINTND 29,
922 ANILBEBEEICBOTERRNHODONDZ LE0NH D,
()T HREIEE R E
FEEN TR
METEREE BT 5F
REIN TV
(5)4F 17
9.5 1FiF
B EOGWRMERGIRRIEZ BB D R SN D ERICORBEETHZ &,

(6)i=FL4R
9.6 REIF
B L ORI R ORFLRBOARMEZ B L, RILOMBIUTT L2 /RET 25 Z &,

(7T/NRE
BRE I TN

(8)=EnE

9.8 E#E
WETLREFEETDHI L, BICABERENMET LTS Z ERZN,




VI et (BEH EovEES) (S 5IHA
7. HEEHA
(WHRER L ZDER
101 #HRAES HALGWI L)
A4 5 FRPRIEAR - FEIE 71k &R - fabRIN+

[N= = MR 23 5 bbb B L | AR A IEET LB H Y . JFHIIC X

[2.2]] W%, Y AR TE AR SRS D
QBtRIE L TNDER

10.2 HAZEE (BRISEET S L)

A4

PRAEAR « FIE T 15

HFe - fERIA T

NEaT ST —F

REPFHIZ X0 AR A 7] 23
HOLPONLIBTNUNRD D,

NEaT S T—RiIckoTHEKENTEY
4 70 IR ARIORT T A I AERIC
& o THIE R < 517 L ZEREZ Fie
SELBENNRDHDLEEZLNTND

TR AT TIVT 7

FEEER A LD TET S8
N5,

NheXxyEys mie - BRIEZEZTRBENLSD | A haF VIl -oTERRT 2 desA 7
%, 4 TV R —Dh0ERET 5,
T[] [K] - S ) MRS BRI RIEPEDS WAL C | S E K AT EE R 2 EE bS5 2

SRV IEmER 2B 5, —J7. AH
FRMEREAET L2 ik kmfEA
BT D,

8. ElfFM

Bl{EA

WORWERNH 5oNDZ LR HDH DT, BlEE 45T
I WO AEEITO L,

70,

R ST S NI AR 4 R 2

(MEXGEIER & FHEEIK

1.1 EXZEIER
11.1.1 =& (BFEARY)

[9.2.2 1]

(2)F DD EIER

1.2 ZDHhoE|1EMA

0.1~ 1% A5 0.1% A
I ULE Z IR, HIBE
Mg BACRR, Bl M, TR R0
Z D, e

0. RARERBRICREFTZE

BIE STV




VI ettt (B EovEES) (S HIEA

10.BERS

BE S TUVR

<B% . BNARIXEDOBERGICET HEH >

F 7 XXV ABEAER L GRER G LIESITM OGN TE 5T, £70, BARRBRERE CTIX 24 FEFLINIC 7
FXY ABBEEOWTT 8D 2 {55 Z T (>7800mg/day) R L7=fliX7zvy, LoxL, b7 3FH AREORE
Ho#RETH D, ZNHWMEICESLS L WBEEGOERIT, HESRRER (R, W, TRD ., ARimE ()
ZAXESEMARME) | dAeZE R A (BIRN. SR, ZEfeh) . RRREE. KRB0 Z M, I47n—xX X,
B THDH, 873X ABREEOR &R G OIERIZ OV T EERN R ERIT /20, 85 OB IT B ORK
HI72 AN RBIZHE VB E OXPERE (Bl TRIKRE=2 VY 7, ZFREE) 2HnsZ &,

KE O SCE TRANEXAMIC ACID- tranexamic acid tablet, Amring Pharmaceuticals (2020 4F 12 H)

IR L OERIZIE, B, MEM, ENZMEORER L OV UK ME, O F VW, 3R, KEXHD 9 5, FTIEH-I
B WICH S K ONEMERBEEZIT 5, REOKSEBREITWEIREA RS2 &, FROH D N TIIERIED Y
27D D, PkRERIEEZZET D2 L,

#[E D SPC Cyklokapron 500 mg Film-coated Tablets, Mylan Products Ltd (2020 4+ 12 H)

MBERALEDEE
< bS5 YUY I U8 250mg. b5 UH S U 500mg. kS UHE U H T )L 250mg>
14. BRLEDEE
141 EFIRAEFOEE
PTP @ D3ANT PTP v — bl H U CIRAT 2 L 94825 2 L, PTP v — FOFEKIZ LY
TS BRI A~HIA L, FICIX R 2R 2 L THERIRR SO EE R A HELZ HFRT 5 2 &8
H5,

fRER

[PTP OREFRRIZOWT)  CFpk 8 45 3 A 27 HAF HIREFRE 240 5) KO DHmEEIc LS < ERERAE
A SCEEDOIERIZH T > TO QA IZHOWT) CEAL 314 1 H 17 BT B 3REFEEE 54 75) ITIEVERE L
7=,

12.Z0MDEFE
(MEGEREAIZE D < 1EHR
BRE I LTV
(2)FEERERSRBRICE D < 1Bk
15.2 JEERIRAERICE D < 1E#R
WCREM - REREG LI ZAMBEEERH b L ORENRH D,




IX. FEEE

ABRICPEd DA

IX. JEERPREERICRI I S 1HA

1. FEHER

BN e

(NFEXNZEEAER
VIL.EDZEEICEHY HIER ] &R
Q)ZEMEEAER
FFEEER (T v b, VX, ra, AT, H<) IZBWT, M - R R, ODILE
FETREBIZOWTHRI LR, InoIcxT 288X, 1ZEA LSRN LRI,
M - RERE LEX A ifn. & il & i [an = i B #
HYy b= A H~ A Z v b g3 =)L
o 0.14~ 0.1~ 0.01~
Eraon Y 1, bmg/kg | 5. 10mg/kg 1mg 1mg/mL omg/ml, I mg/mL
5 in vivo in vivo in situ Vit it ' vit
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ACID- tranexamic acid
tablet, Amring
Pharmaceuticals, Inc.,
2020 412 1)

HH RN A
KE DT SCE 1 INDICATIONS AND USAGE
(TRANEXAMIC Tranexamic acid USP tablets are indicated for the treatment of cyclic heavy

menstrual bleeding in females of reproductive potential [see Clinical Studies

(14)].
2 DOSAGE AND ADMINISTRATION

2.1 Recommended Testing Prior to Tranexamic Acid USP Tablets Administration
Prior to prescribing tranexamic acid USP tablets, exclude endometrial

pathology that can be associated with heavy menstrual bleeding.

2.2 Recommended Dosage

The recommended dosage of tranexamic acid USP tablets for patients with
normal renal function is 1300 mg orally three times daily (3900 mg/day) for a
maximum of 5 days during monthly menstruation. Tranexamic acid USP
tablets may be administered with or without food. Swallow tablets whole; do
not chew or break apart.

2.3 Dosage Recommendations in Patients with Renal Impairment

The recommended dosage (for a maximum of 5 days during monthly
menstruation) in patients with renal impairment with serum creatinine
concentration higher than 1.4 mg/dL is described in Table 1.

Table 1. Recommended Dosage of Tranexamic Acid USP Tablets in Patients

with Renal Impairment

Serum Creatinine Recommended Dosage Total Daily Dose
(mg/dL) (maximum of 5 days

during menstruation)

Above 1.4 and < 2.8 1300 mg two times a day 2600 mg
Above 2.8 and < 5.7 1300 mg once a day 1300 mg
Above 5.7 650 mg once a day 650 mg




JE[E D SPC 4. Clinical particulars
(Cyklokapron 500 mg
Film-coated Tablets, 4.1 Therapeutic indications
Mylan Products Ltd., Short-term use for haemorrhage or risk of haemorrhage in increased
2020 4+ 12 H) fibrinolysis or fibrinogenolysis. Local fibrinolysis as occurs in the following
conditions:

Prostatectomy and bladder surgery

Menorrhagia

Epistaxis

Conisation of the cervix

Traumatic hyphaema

Hereditary angioneurotic oedema

Management of dental extraction in haemophiliacs

4.2 Posology and method of administration
Posology

1. Local fibrinolysis: The recommended standard dosage is 15-25 mg/kg
bodyweight (i.e. 2-3 tablets) two to three times daily. For the indications
listed below the following doses may be used:

1a. Prostatectomy: Prophylaxis and treatment of haemorrhage in high risk
patients should commence pre- or post-operatively with Cyklokapron
Injection; thereafter 2 tablets three to four times daily until macroscopic
haematuria is no longer present.

1b. Menorrhagia: Recommended dosage is 2 tablets 3 times daily as long as
needed for up to 4 days. If very heavy menstrual bleeding, dosage may be
increased. A total dose of 4g daily (8 tablets) should not be exceeded.
Treatment with Cyklokapron should not be initiated until menstrual
bleeding has started.

1c. Epistaxis: Where recurrent bleeding is anticipated oral therapy (2 tablets
three times daily) should be administered for 7 days.

1d. Conisation of the cervix: 3 tablets three times daily.

1e. Traumatic hyphaema: 2-3 tablets three times daily. The dose is based on
25 mg/kg three times a day.

2. Hereditary angioneurotic oedema: Some patients are aware of the onset of
the illness; suitable treatment for these patients is intermittently 2-3 tablets
two to three times daily for some days. Other patients are treated
continuously at this dosage.

3. Haemophilia: In the management of dental extractions 2-3 tablets every
eight hours. The dose is based on 25 mg/kg.

Renal insufficiency: By extrapolation from clearance data relating to the
intravenous dosage form, the following reduction in the oral dosage is
recommended for patients with mild to moderate renal insufficiency.
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Serum Creatinine (umol/l) Dose tranexamic acid
120-249 15 mg/kg body weight twice daily
250-500 15 mg/kg body weight/day

Children’s dosage: This should be calculated according to body weight at 25
mg/kg per dose. However, data on efficacy, posology and safety for these
indications are limited.

Elderly patients: No reduction in dosage is necessary unless there is evidence of
renal failure (see guidelines below).

Method of administration

Route of administration: Oral

AINZ BT AR OZREUTZR, MIEROHBIZLTO LB TH D, ENOATBANE O TAH 2 -4
5L,

4. hEEXRITHHE
O£ 5MRBTENEET S E&EZ o b HMIER
(AmE. BEARMEN, LBHEE. RUFMe - fiikOREHMm)
ORFRBTENEETHEEFEZONHEFEHM
(FhEM, SHf, H3FEm, B, sciRFAS - HEoEREHM)
OTFTRERICHITHHH - [ER - £ >EZFDEK
EERUZEOEE. ERE. £ - +55
OTREKERBICH T HHEESE - 7 - Tl - BERFDERK
Rk, TEMEREE %
OORKRICHITAONBERUARNMET 72—
6. iERUHAE
< bS5 UH I8 250mg. bS5 UH S UEE500mg. RS UH S A TRIL250mg. kS Y S UEL 50% >
F T 32V AEEE LT, @ERA 1 H 750~2,000mg % 3~4 B2y EREOBET 5, 2B, Fin, JER
WL EEREET 5,
<kSoHILIOyvT5%>
7 AFXVAREE L TET L 1 HEZ 3~4 BB D& 5325, ok, JERICE Y EEHEET 5,

o 1 HE (mg) 1 HE (mL)
~1 % 75~ 200 1.5~ 4
2~3 % 150~ 350 3~ 17
4~6 % 250~ 650 5~13
T~14 7% 400~1,000 8~20
15 3~ 750~2,000 15~40




2. BB T HEERIRIFHR
WERICEES DBIMER (A —X S U T D)

47 M 2 RO
F—A N7 VT A% | Bl Drugs which have been taken by only a limited
(CYKLOKAPRON number of pregnant women and women of
Tranexamic acid, Pfizer | childbearing age, without an increase in the
Australia Pty Ltd, frequency of malformation or other direct or
2022 /-8 H) indirect harmful effects on the human fetus
having been observed.

Studies in animals have not shown evidence of an

increased occurrence of fetal damage.

bEIE. RELIGFICEE Y HACH

S A
KE DU CE 8 USE IN SPECIFIC POPULATIONS
(TRANEXAMIC
ACID- tranexamic acid | 8.1 Pregnancy
tablet, Amring Risk Summary
Pharmaceuticals, Inc.,
2020 412 A) Tranexamic acid USP tablets are not indicated for use in pregnant women.

There is no available data on tranexamic acid USP tablets use in pregnant
women to evaluate for a drug-associated risk of major birth defects,
miscarriage or adverse maternal or fetal outcomes. Tranexamic acid crosses
the placenta. Animal reproduction studies have not identified adverse
developmental outcomes with oral administration of tranexamic acid to
pregnant rats at doses up to 4 times the recommended human dose (see Data).
In the US general population, the estimated background risk of major birth
defects and miscarriage in clinically recognized pregnancies is 2% to 4% and
15% to 20%, respectively.

Data

Animal Data

In a rat embryo-fetal developmental toxicity study, tranexamic acid had no
adverse effects on embryo-fetal development when administered during the
period of organogenesis (from gestation days 6 through 17) at twice daily doses
of 0, 150, 375, and 750 mg/kg (1, 2 and 4 times the recommended human oral
dosage of 3900 mg/day based on body surface area (mg/m?2)).

In a perinatal-postnatal developmental toxicity study in rats administered
tranexamic acid from gestation day 6 through postnatal day 20 at twice daily
doses of 0, 150, 375, and 750 mg/kg, no significant adverse effects on maternal
behavior or body weight were observed, and no significant effects on pup
viability, body weight, developmental milestones or adult fertility were
observed. It was concluded that the no-observed-effect-level (NOEL) for this
study was 1500 mg/kg/day in both Fo and F1 generations, which is equivalent to
4 times the recommended human oral dose of 3900 mg/day based on body
surface area (mg/m?2).

8.2 Lactation
Risk Summary
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Tranexamic acid is present in the mother's milk at a concentration of about one
hundredth of the corresponding serum concentration (see Data). The amount
of tranexamic acid a nursing infant would absorb is unknown. There are no
adequate data on the effects of tranexamic acid on the breastfed infant or the
effects of tranexamic acid on milk production. The developmental and health
benefits of breastfeeding should be considered along with the mother’s clinical
need for tranexamic acid USP tablets and any potential adverse effects on the
breast-fed child from tranexamic acid USP tablets or from the underlying
maternal condition.

Data
Human Data
One hour after the last dose following a 2-day treatment course in lactating

women, the milk concentration of the tranexamic acid was 1% of the peak
serum concentration.

Je[E D SPC

(Cyklokapron 500 mg
Film-coated Tablets,
Mylan Products Ltd.,
2020 412 1)

4. Clinical particulars

4.6 Fertility, pregnancy and lactation
Pregnancy

Although there is no evidence from animal studies of a teratogenic effect, the
usual caution with use of drugs in pregnancy should be observed.
Tranexamic acid crosses the placenta.

Breast-feeding

Tranexamic acid passes into breast milk to a concentration of approximately
one hundredth of the concentration in the maternal blood. An antifibrinolytic
effect in the infant is unlikely.

AN BT ARO[ LR 19.5 1% KO [9.6 REUG) OHOLHIIUTOLEY TH D,
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9.6 REIE
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ACID- tranexamic
acid tablet, Amring

o FLIPA
KE DA SH 8 USE IN SPECIFIC POPULATIONS
(TRANEXAMIC

8.4 Pediatric Use
The safety and effectiveness of tranexamic acid USP tablets have been

(Cyklokapron 500
mg Film-coated
Tablets, Mylan
Products Ltd.,
2020 412 1)

Pharmaceuticals, established in females of reproductive potential. Efficacy is expected to be the
Inc., same for post-menarchal females under the age of 17 as for those 17 years and
2020 =12 A) older. Tranexamic acid USP tablets are not indicated before menarche.

Z[E o SPC 4 Clinical particulars

4.2 Posology and method of administration
Posology

Children’s dosage: This should be calculated according to body weight at 25
mg/kg per dose. However, data on efficacy, posology and safety for these
indications are limited.

4.4 Special warnings and precautions for use
Clinical experience with Cyklokapron in menorrhagic children under 15 years
of age 1s not available.
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