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TNEF T 4 UEE 125mg [ X T

(2) *4 -
TERBINAFINE Tablets 125mg

(3) BFRDHE :
—fA R+ E R+ T2 TR

2. — &4

(1) #%& (aik)
TNET T 4 IR (JAN)

(2) F4& (k) :
Terbinafine Hydrochloride (JAN)

(3) RTL:
NHA

3. BERXXIFRMER
HsC CHs

(‘IHs
H£)<x§\¢%\/N 'ED HCI

4. RFRARUNFE
45+ C,,H,,N « HCI
sy 327.89

5 1tF%& (f&ik)
(2F) - N ,6,6 - Trimethyl - N- (naphthalen - 1 - ylmethyhept -2 -en —4 - yn - 1 — amine
monohydrochloride

6. BR4, 34, BS, ESES
MR L
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7. CAS &8 &S

78628-80-5 (Terbinafine Hydrochloride)
91161-71-6 (Terbinafine)
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MG R L
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Bl 9 205°C (40 fiR)

(5) B B AR B E L -
pKa : 7.13+0.06 (=73 /K, #MEk)

(6) NECIHREN
MMERR L

(7) Z DD E R RIEE :
1.0g Z /K 1000mL (Z#A> L 72 @ pH 12 3.56~4.56 ThH %,
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PA- L 2
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(1) SRA% AT S BE I V45
(2) FRAMRIX AT SOVRETE (BT U 7 LEEAE)
(3) ¥t o EMEEOER (2)

4. BT DEES
RfE 7 veF 7 ¢ UHERRIE) OFERIEICL D,
TN EE (0. 1mol/L il 52 k)
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M FIRDOXA, NERUHEIK -
Mk - FE Hfa~RE A0 - FeE EIRRA)
VAT
V45 ————
NE
B (mm) FEE (mm) i (mg)
JEAG
9.1 3.7 210
(2) HE| DY -
MU ER R L
Q) F\AIO—F -
TG133

(4)pH, RBEEL, #E HE BREOERUREL pHEF
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BARRNA
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(1) RS RER D, IR 2
A EEERLE 2 W - RIIRFRER (25°C, FEXHRE 60%, 344) DGR, MK OE &
I OFBENTH Y, TAET 7 4 U8 126mg X ) @ E OGS Fiok
WTC SHERMLZETHD Z EDNHERS N,
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BlbalT e b EF
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Bk Az LT b, &t
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. MuF & DES
L
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BE [T vEeF7 ¢ iR
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53 50 AR CTRBRZ1T 5 & &, 307
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Vs 8 O FAELE ©
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D BRI AS, REEE
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T72bb,

INRIVEIZ KD 5
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FRAA FIETF T ¢ 8 125mg [# 5] (Lot.RFDD)
YRR (5241, 125mg)
BRIk N RV

B B E) s

OpH1.2 (900mL) 50rpm
©@pH4.0 (900mL) 50rpm
@®pH6.8 (900mL) 50rpm
@7k (900mL) 50rpm

I E HHE

@ : ABREIFNE 15 Sy LI T 85% L BiAHT 5,

@ : 10 53 KT 30 3T BT, BRERELK 0D A3 H =R Tk U
BUFN DR+ 15% DHEIPAIZH 5,

® : 360 Sy LIS DA S K TN 360 43123 T,  akBRELFH o
VIUR RIS E LA O SR HH R £ 9% O#PHIZ B 5,

@ : 54K 360 432 WNT, FRBRBUA 0D PR H SR LA v
BUFN DR H R+ 12% OHFPAIZH 5,
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120
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E 80—
S
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20—
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10. HEIPDBEMRATDERS
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V. BRICEI SHEE

1. SHEER IR
FREARRE (R =7 0 bUE,

HL, SMHPEREAITITIBRNEREE RS,

1 VRAENE R B EE

FREERZEE, AR N a—y R, ZJaEIa— A

2. RAEME PG ERE

A VA, F - R PR, BRSO, SR AR, VA A T0E, AEEE, A

PEDRAEVE FURE, B E0 SMEDRAEME B R
& F - R AR A BT O B K ORERPR T AL - RIROBVEE, B ERHT

JRGL DFERAL N OVFEPH & 0 A FLE A 238 T & 20 BEIZIR D,

BV ENE N VB E

< - HRCBET HEALOTE>
AR OBAFIT, FRBEL, TR R ORI & 0 AR ONIRASEY) & HII S h 5 BT
| DREL, SR EA TR TR LA D L
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W, RAIZT AT 0 LT 12omg 2 1 H 1 RIBHICRO&K 5T 5,
72k, A, JERIC LV EEHEET 5,
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M EBRRT—2 /R \vr—o
RN

(2) BRER R
LR L

(3) BEREIE R -
AR L

(4) BRIOHE -
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1) BAEAILEITRAERIGHE

R L

I/ ARV LR, TETAET 4 FVR), WY VSR,
2HFu R Y s ARG, REHTT RICE D FREYE
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% 2. Prescribing medicines in pregnancy database(Australian Government)<https://www.tga.
gov.au/hp/medicines—pregnancy.htm> (201747 F 19 A7 7 & &) XV

2% PO

FDA : Pregnancy Category B
NO EVIDENCE OF RISK IN HUMANS. Adequate, well-controlled studies in pregnant
women have not shown increased risk of fetal abnormalities despite adverse findings in
animals, or, in the absence of adequate human studies, animal studies show no fetal risk.
The chance of fetal harm is remote, but remains a possibility.

F—A N7 VT D5 Bl
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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