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1. B5EA
(1) M4
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(2) ¥4
Tranexamic Acid Tablets
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—RA LY

2. —i4
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R
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(1) TR

RERFEHEHIR : 2017/7/20~2018/2/19

O b7 F Y LAEEEE 250mg [HET

IR ER  40°C - T5%RH [ ikmdt
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AERTEH =BV LRI
<JHHE> &H5 BH AR 1R 1% A 35 A 65 A
< Ao TRA250T1-2 i T A T £
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R n= . .
%(”;z%; rf_’) ? TRA250T1-2 A — — vy
- w TRA250T1-3
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<15.0%LLF > TRA250T1-3 | 0.67~0.74 0.54~0.87
e B TRA250T1-1 | 100.3~102.5 | 100.8~103.1 99.5~102.6 100.3~102.5
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<4545, 80%LL L > TRA250T1-2 | 93.6~104.2 101.0~102.9 | 100.1~102.0 99.9~102.3
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i (%) ¥ n=3 DV0500 [99.90~100.65| 95.21~99.94 |97.46~100.36|97.57~100.28 |100.02~100.39
<95.0~105.0% > : : : : : : : : : :
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A (%) ¥ n=3 DV0500 |[99.90~100.65| 99.53~99.94 |95.34~100.46|99.756~101.54 | 99.84~100.38
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72/% i
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]

- pH1.2 (50rpm) TiE. HEHERIFI O FEEIA RN 60% M O 85% T D 2 BEIZIBW T, AfhD

¥ HH R AR YRR O S R £ 15% D FEPHIC & - T,
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P H = AR HE R DS R £ 15% D HPHIC & - 72,
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T H SR I TR E R D VR R = 15% DFiH I & - 7,

- K (50rpm) T, FEAERIFIOSEHFRHRD 40% M N 85%(TUT D 2 B IZIBWN T, AL O

HH S ARV D P EJR 3 £ 15% DFEPHIC B o T,

- pH6.8 (100rpm) TiE, HEHERAFIO FEIFEHZD 60% MK Y 85% T D 2 KERIZIRB T, KD

PR = AR E RG] O P TR R = 15% D #IPAIZ & > 72,

Vb KO 28 22 ER]A (FF % X 8E 260mg) &l L72R5ER, &To

%3 = S G DA AR IR T A R A > ) OHEEEITES LT,

(s H il )
BEHE (%) pH1.2 (50rpm) EHE (%) pH4.0 (50rpm)
100 100
80 80
80 60
40 40 F
20 —e— S F LEEF250mg THET) 20 L 7 —e— S RFHLESE250mg [HETY
— % = b5 UHE UEE250mg — & = 5t I §250mg
0 L! L 1 1 0 L! L 1 1
0 10 20 30 0 15 30 45
B (430 g5 (4
BHE (%) pH6.8 (50rpm) EHE (%) 7. (50rpm)
100 r 100 r
80 80
60 60
40 | 40 |
20 7 —e— | T A LEESE250mg TBET 20 | 7 —e— T HFHLEEE250mg THETL]
— 2 = k3 Y3 E250mg — & = k5 Ut S E250mg
0 L‘ 1 1 1 D L‘ I 1 1
0 15 30 45 0 15 30 45
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BrfEl (530
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(3) PHEBE
PR
(4) BHROME
PTP

(1) FENDELGER - 2K, MK LCERSR - EKICEYT H1FR
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1. PEXEHE
OBFMEAETCHEN B 595 & B 2 5125 Hin)
(AMmE, BFAERNRMEEN, EHRE, 5 XOFRT - IR o R i)
OJRPTRETLED B 57 5 &5 2 G5 B4 i
(W, S, Megs i, B, ATSZAR T - Atk oo BH H i)
O FReR RIS HHEE - JEIE - % 9 FEZ DR
2k L O OBE, FHKZ, 32 - TEs
O FREBE BT IS T 2 MHER - FIR - Feif - JEIRSE eIk
Pk, MAMEEE 2%
OPRWNRIZHIT D2 IWNRB LOAWNHMET 7 2 —

2. EXEHRICEET HIE
RE STV

3. HERUHAE

(1) RZERUVHAEOHEH
732V AEE LT, W@HEHRA 1 H 750~2,000mg % 3~4 [0 ERROKET 5, B, Filp,
FERIC &0 EERT 5,

(2) HZRUHAERORTERE - B
MR L

4. AERUVAERICEET IR
BRE STV

5. ERERRLIE
(1) BET—E3NR\wo5r—o
MMERR L
(2) EREREEHER
MG R R L
(3) AERGERFEAR
MR L
(4) BEEMEER
1) ENEREERR
(BBRUZTOEE. ERT. X2 - hEDICHIT 55 - IR - €5 EFEF0ER)
1711 BER-_EEREERER
RIEHER (BB R OZFOEE, 395 - TH8) OBE 67 il xtRic, I8, Bk, RS DE
WICHT 22058 % b T 2028 (35 ) &7 7&AR (32 ) & “EHERLERRICL Y HF
L7, AR L7 7 '8 81.3% (10/32 f5) 12xf L kT x ¥ Ak 62.9% (22/35 #il) T,
RT3V ABAEE (p<0.05) ITER TV,
(Rbk#. MEMREE #1451+ 5 IHEEHE - 55 - 3£l - BARFOER. ORRICHITHO0RNERUORR
E724—)
17.1.2 ERN-_EEREEHER
H S AvGERR R (AMEIEGETES . ARk, NNEZ) OmBHE 168 il % k5L . TEIE &K 0%
TRICKT DR % b T 2%V L8 (84 ) L7 TR (84 ) & " EHERILERBRIC XL B
L7, ARILLEIT 7T AR 26.2% (22/84 i) 12k L ~ 7 ¥ ¥ AWk 52.4% (44/84 f5]) T,

9
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(5) #BFE - WBHFAR
MU ERR L
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VI. EMEBICEYTSEE

1. FEEMNICEEHSLEMNIILEYH
ST A I UH
HE : BHEOH DILEMDORIHE - IRF X, BFORMLELSRT L L,
2. ¥BE#EHR

(1) fERERGL - ERFF
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16.1.1 BEEE

fRERER N B 15 Bl N T 3V Aea HEROEL Lzt &, EYBE T A —XTKRDOERY

Thot=t?),

HRIRE O 5RO h 7 2% AROEYERE T A —X
Be G5 Bl Cmax (pg/mL) Tmax (hr) tyz (hr)

$E 250mg 5 3.9 3.1
& 500mg 5 6.0 2~3 3.3
J 7V 500mg 5 5.5 3.3

16.1.2 £YFHNFEEF1EHER

BREE G OEY FRIEMERBR T A BT A U FEO—HBIEICS>WNT CEi24 42 4 29 B &R

FAFE 0229 4 10 =)

T Y AfgEE 260mg THIET. ) KON T 29 I U8 260mg &, 7 o AA— "—JKIZL D ZEh
ZH18E (M7 xF VAL LT 250mg) A BHEICHEERERE A& L CliiEh b7 x4
AREPRPE A WIE L, SO EhE (T 2 —% (AUC, Cmax) (22T 90%{5HH X fEIC TH
FHEHT 24T o T2 RE R, log (0.80) ~log (1.25) DHIPHN ToH U | [l 0D A1) 1Y [R) S M D3 el

nr-re),

YRR T A =X

HIE/NT A —H BEIINTG A —H
AUCo-24 Cmax Tmax tie
(p g« hr/mL) (u g/mL) (hr) (hr)
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25.16£6.78 4.23+1.09 2.54+0.41 4.08*t1.84
THEI)
~Z % 3 U 8E 250mg 27.07+E17.74 4.60+1.31 2.651+0.58 3.93+1.55
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k QA !
7
Z
£ 3
.'j.
A
BE
=
B
0 4 8 12 16 20 24
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. RERFTRBFEABRVRRBES. EMELRBFAD. REMEBFAB

Wk 7E4

BLE IR AREAEA B

KB

Tt EL DGR H B
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XI. &84

1. ELESHETORFTRE
AINCEB T 2EEUIRR, HEAOCHBIZUTO LY THY | HETORBIRDL L 138D,

R ESIES MERE &
O&FMMETTENE ST 5 & &2 b2 HiffEm N AN RN PRGN

(1, FAR AL, SEHERSE, 35 KOFHF - it Rigim) | #HALRT50~2,000mg
ORFHRH LRI 5T % &4 2 615 B i A
(Wi, GhifiiL, PRI, B ADTRTA - fioRiEHI) | e
OF AT H1F HALHE - WEAE - Z 5 FEFORER
BB L U2 ORE, HRE, K5 - s
O FARARBNT 51 5 WS - S - Foi » MEARS Osiefk
B de, WA
ORANRICEKT 2 ANIRE L O 7 4 —

<DailyMed (USA), 2023 4F 10 H K >

4 KIE

4 Amring Pharmaceuticals, Inc.
et TRANEXAMIC ACID tablet
FIE - Bt | 650mg

INDICATIONS AND USAGE

Tranexamic acid USP tablets are indicated for the treatment of cyclic heavy menstrual bleeding in
females of reproductive potential

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
(mg/dL) (maximum of 5 days during menstruation) Dose
Above 1.4 and < 2.8 1300 mg two times a day 2600mg
Above 2.8 and < 5.7 1300 mg once a day 1300mg
Above 5.7 650 mg once a day 650mg
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2. BB SBKRZIRESR
ERICET 5BMER GF—X S UTHE)
AFNCHB T HEH EOFEOHOFLHEH E A —A T Y 7 L3RR 5,
(IVIl. 6. FsEOEFAEBTHEEICEHTHEE] OHEEHR)

Drug Name Category
A=A KT VT OHIE tranexamic acid B1
(2021 4F 4 AER)

BE O
F—A NZ U7 D545 (An Australian categorization of risk of drug use in pregnancy)
Category B1 :
Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct or
indirect harmful effects on the human fetus having been observed.

Studies in animals have not shown evidence of an increased occurrence of fetal damage.
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(1) ¥8
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NTH-o7,

FRIRIERITIE -
AR S S 1]

@ ity 25°C - T5%RH [EE - BEAY]

BRI 2 FLEA T LT
2019/1/9~2019/4/17

(B /Mt~ F5e KA
HRERIRH [=EYN PRAFHAR
<HitE> & B ksl 2 1% H 24 A 3% A
PR n=10 DV0500| HEDKE HO R H O R HO R SRENDYHF S
i (%) * n=3
<95.0~105.0% > DV0500(99.53~100.65|99.86~101.04| 97.94~99.41 |97.77~100.53[98.34~100.38
(25 1i) o
TR (%) DVO0500 +0.9 +0.9 +0.8 +0.9

M RRRICKHT D AHE (%)
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(2) HR - BAMRURERE T 21— JEBHEHR

bS5 REXY LESE 250mg TEET ]
1) ABRAE

[ A7 B A v ek B ]
?42&V%~®EXFV%%&%WU\@Wlﬁ%?4x&yﬁ~w’ARTEXBV%EL\%
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2) HEBRER
R AR BB
SR AmE | B LR E R L L = B
950mg THIET) | 545LhAIC s - B8 L 7= 8Fr.F 2 —7 il LT,
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