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k5 & fil%k Cmax (pg/mL) Tmax (hr) tiz (hr)
BE 250mg 5 3.9 3.1
¥E 500mg 5 6.0 2~3 3.3
71 7+ L 500mg 5 5.5 3.3

16.1.2 EMFHESHESER

M ARV ALY 7 5% INIG] & F TP 0vmy T %%, 70 AL — "—ERIZLDZEh
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k5844 TRANEXAMIC ACID tablet

HIFE « ik | Tablets : 650 mg EAA|IOAN & 1T HEL D
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.
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Table 1. Recommended Dosage of

Tranexamic Acid USP Tablets in

Patients with Renal
Impairment
Recommended Dosage
(maximum of 5 days Total Daily
Serum Creatinine (mg/dL) during menstruation) Dose
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
2. BB T HEREXIEHER
BEmIcEIT SBIAMER (F—RX S UTLE)
KRBT DM EOEBEOHDOFHE A—A NF U TS ITRR D,
(V. 6. FrEDOEREAT LEEICHTLEE] OHESR)
Drug Name Category
A=A NZ7 VT DHFE tranexamic acid B1
(2021 4F 4 A #5R)
2% SO

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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