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(D CHHRIIZ L A SHBE 525 T & 7 CARMIAHE 2 A S €2 2 LIk, BNCRE R KIE
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0. 2FNCRE9 HIEH

1. BR5E#
(1) #1 %

kN Z v 57— F®§E50mg

kF ¥ 75— 1 ®5E100mg
(2 # %

Trandate® Tablets 50mg

Trandate® Tablets 100mg

(3) BMDEXE
¥z L
—fig
(1) #1 & (&RE)
IR ¥ a— VHERE (JAN)
(2) * #&

Labetalol Hydrochloride (JAN, BANM, USAN, rINNM)

(8) X7 L
B-T L+ v kiiidk © —alol (- olol)

3. BEANIEITRHER

H CH3 H CH3 cl

RUHGEMEE RUBRGEMLE

4, P FRARUORPFE
42 L CioH2:N=03+ HCIL
41 364.87

2—Hydroxy—5— {(1RS)-1-hydroxy-2-[ (1RS)-1-methyl-3-phenylpropylaminolethyl} benzamide
monohydrochloride

2-Hydroxy-5- {(1RS)-1-hydroxy-2-[ (1SR)-1-methyl-3-phenylpropylaminolethyl} benzamide
monohydrochloride

w4 - TUPAC

6. EEA%&. Jl&. BE5. 5&S

Al DSN-202 (HA) (GEREZ). AH5158 (L) (G Z)

7. CAS ERR&ES
3270 - 64— 6., 36894— 69— 6 (free)
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1. YEEZHMEE

(1) 9487 - Ik
FE O MEDOR R T, 1ZBWIEZ% <, KRIZFHFw,
(2) BREM
Ay )= VIZEHETRT L K KEEER 3K 7 ) — L IZRREIFIC L, BRI FIVICIZE AL

7w,
TEEE ©24C
wo RinlgZEDTOIET LR (mL) | HASER S ORI
VAFIVERVLALF R 18 IRV
Ay ) =) 86 BTV
K 49 RRFEITITL W
IR HERR 68 RREITIT W
ek s ) —) 73 RRBEFITL v
A= AVES Y 970 HFITdw
TN 1300 WD THEITFIT W
KRR 2400 D THEITFIT W
kI 4900 kD THEIFIZ W
WEps . F v >1000 BEALHBETZV
ryauakivh >10000 BEALHBTZV
Ry¥ >10000 FEAEE TV
ANFH >10000 FEAEBT RV
(3) PRAETE
40T - 100%RHIZB VT, F1%DWIEATTRD STz,
(4) A= (DR . HBa. BES
e (O R #9181
Wb, BERE T M ERR L
(5) ERIBEFMRRETZ
pka % &) 1757
(6) DECIRER
BMERRL
(&%)

7RIV AKZTOHNEBREZWOLERICL VRO 2L A, BEROpHIAST L, FEMME KX U587
VAVETFTIRZ aa RV AEANOBITIED R, FEPS5E T VA VRIS TR L 72,

e R 1 227C

JKJE DpH yauakiviig Kig JKJEDpH yauakivig  Kig
1.0 0.00 70 115
22 0.02 86 2.10
36 0.02 10.0 1.04
54 0.02 120 0.04




I. A5 CEAY 51HE

(7) ZDMMOELREE
JEetE ([ald) - =0 (#2EF205g, A% /7 —)L20mL. 100mm)
W EE (Eid, 302nm) @ 84 ~ 88 (HzJ§1%0.05g. O.INE/#1000mL)
pH:4.0 ~50 (1%KER)

2. AR ADEBERGTICET2REN

A7 ek TRAEIR | AT OB
] SR - HPADE 42 5 A e EAbz L
A7 SRR
SMIRAFAS S - S 25 A whe | BthEL
30T - 58 245 H e ZEALR L
40T - L 124 H ke AL L
50°C - S 65 A e ZAbz L
40T -3l AV 7
60% RH 127 H BH 2L L
P
40C - Bk 67 1 M EfesL
Bifkirie | 70% RH
40T -k .
. 00% RII 65 A B AL L
i Eifid b § %
B KBt Laf | EE | BUZK SRR
W N 72
30T - . i .
S0 vTT A5 R W ALz L
2R - S THR | Ty oMk | EfaL
50T - 58 7HH Ty | B ek L
(ﬁgk%) pHI12.63 B ifi T O A,
- o ‘ . SR A TR & T
Se3E L 2Py it : 7
S - E AT THE | 72Tl 6%+ X 7
Motz

pHI26 D IKEWAI A 2 05W/ V%I BEIZIE D Ly 7 ¥ 7 VIZE A, BWNEGEDE T IZ7H BRAE L 72,
ROGFEHBB SNz Wy RO REIZZNZIR06%ICT X ed o7z,

H2NOC CH3s
|
HO @ CHO @ CH: — CH: — CHNH:
5-formylsalicylamide 1-methyl-3-phenylpropylamine

3. F D OERRARE
HIRI Xy o— ) VIiEmE 2k %
4. BMRADEE:
HIRI 9~ % o — VRIS & %
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B R OMEIR - AHNIABD TA VAT =T 4 Y T TH S

W 5 £ Wla—F | RER) 3 (g s) | Ea
b7 v 7= b GLAXO T50 Q 78mg
50mg
6.6mm 2.6mm
F7 27— G AXO T100 Q = 155mg
100mg
8.1mm 3.4mm

(2) HFIDME

M EF R L
(3) @AIa—FK
k7 ¥ 7 — M E50mg : GLAXO T50

kS ¥ — F$£100mg : GLAXO T100
(BER F RN . OPTP Y — M IZFEIR)

(4) pH. ZBEEL. HE. LtE. BEEOERULES pHEF

FMLen
2. WHENOHERL
(1) BMES (EEkD) OE=

T ¥ — FE50mg : 15EHIC H R T X & 1 — VIR ERIE % 50mg & A
kJ 7 — FEEI00mg : 18I H G I X% 0 — VIR # 100mg & A

(2) Fin#

MR, AtV a—2, AFT7Y) VEER AT T A, T Aua—R, BLFy v

(3) ZDfth

BN

3. BiGHEl. IADHEHIEICHT HEE

Fi<3 )
EMLan
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(2) Rw 2

RS R ONREE ISR B2tk
40C - 80% RH - &St - 6 » ARG ONRNE SR TIZB W T, IR0 bk d 72,

[}F ¥ 7 — $E50mg]

R~ 2
% 5 \ %R
7 WA wmEE | o6 | mEe | mIm 3
. ELpn 367 H 2L
PP e - 365 H | Zlk%L
. i 2Lz
EMRAE R — —
P Ee b 367 H | Zfkml
WS 3671 27 L
. 0C | sk | | 2440 | EfeaL
40T i) n 1271 27 L
. 30T Sl 24 # 1 2L
LRI T AT 2 -
o TATIIEE T e 120 | 2kl
. . w | 80%
28T g (B 40C S RH 61 AL L
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w T & M
X . - R
7 B wme | ok | omE | wm
- e i 36xH | Bl
2 {m -
WS 36 %A AL L
RT3 ER
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T 364 H | ZfnL
TP 30C G B 247 H | EiL L
40T G 124H | 2t L
I 30T St 249 H | Eie L
iy s EA TS AT AL -
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(1)

(2)

V. ;AEICEIT DIEH
eI RIR
HEEX (KR
AR LA, 1 EAIIE X 2 # LA
SHEESLISHRICREE Y 2 A LDER
B4 L

2. RERUVAE

(1)

(2)

HBERUCHE

WH, BANZIEIRX o — VEHEREREE L T1HI50mgk W %5 2B L. BRATS %5612 1H
450mg  THiE L. 1H3ENI5E, #R%5-3 %,

B AER - ERIC X D EERRT 5,

BAERUVUAEICEAET 2FHLEDEE

FHL v

3. EEERRLIE

(1)

(2)
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HY., HHEENOAFFIITEROMY) Th -7z,

S . SURIES BRI
SRR O e | T [ T A% | o LR | BRI
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~450mg 0 0 0 0 0 0 16 (33%)
~600mg 16 3 6 4 3 0 25 (51%)
~900mg 1 0 0 1 0 0 25 (51%)
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700 (n=2) 158 68 46

800 (n=1) 174 70 43

1200 (n=1) 321 260 600
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BEELII N OBATHRD SN TV 5,
VI = 4= [ (2) tin i — B )l 2

(4) BERNDBITHE

ML L

(5) % DDA DT
HMLR L

5. X =

(1) BRI R OB
(ME A DT — % )20
AR © I
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FDA : Pregnancy Category C (20104E11H)
F—=ANF YT

(An Australian categorization of risk of drug use in pregnancy)

C (20014:3H)

2% OB

M

FDA : Pregnancy Category

C : Animal reproduction studies have shown an adverse effect on the fetus and there are no
adequate and well-controlled studies in humans, but potential benefits may warrant use of the
drug in pregnant women despite potential risks.

F—AFF Y T7D5% . An Australian categorization of risk of drug use in pregnancy
C : Drugs which, owing to their pharmacological effects, have caused or may be suspected of
causing, harmful effects on the human fetus or neonate without causing malformations. These
effects may be reversible. Accompanying texts should be consulted for further details.
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