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2. —hE4
(1) #04 (dn &%)
v a7 a—/ ViR (JAN)
(2) F4 (dndik)
Tulobuterol Hydrochloride (JAN)
Tulobuterol (INN)
(3) AT L

—terol : bronchodilators, phenethylamine derivatives
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+HCI

B ORGSR

\
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(2) P FE :264.19

5. {tF& (i)
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Va7 a— LR EE lng (A4 —/~F ] : 0H-135
BEANCHIENF R KOV PTP ¥ — F OFHENIZFKR)
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PRATSAM: A PRIFTERE AER
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40°C (£1°C) . 6 5 B = | =
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RH (=R N | TRk L

2) a7 a— ViR DSO. 1% [4—/T |
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40°C (£1°C). 6 5 B =B
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YLk AT 5,

. SRR R
(Fe /M~ e KA
v 7T a— LR EE Img 98. 6%
= 30 4y
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v 7T o — LR DSO. 1% 97. 5%
— 15 4y
[F— T | (93.9~100. 8%)

¥3Lot I
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) a7 Ta— /VEREESE Ing [F—7 |
F WHEBENC BT 5 RSN

s TR HE®)
U LS I e | HE R o e
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pH1.2 | 15 101.5 101.8 A%
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(P H HhAR)
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100 | ® ] 100 | W ® ]
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£ o9 Bo20
0 - 30 60 90 120 0 30 60 90 120
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§ 1 —O0— Y7 T u— Vi@ lmg [ A — 7 § “1 o gy VR Ing A =T
- int iy 4 —o— LA (A
Eg; 0| —e— M ERA] (GEA]. 1mg) g 0| FEYERLA) (BEA, 1mg)
B 20 B 20
0 30 60 90 120 0 30 60 90 120
min min

FRBRIE : pH1.2= F AR 7 va Bk O 55 1R

pH6.8= H ASE ) 7 P R BRI D 57 29

pH4.0=7#¥7-Mcllvaine DFE K
k= H AFE R R ROK




2) Y r7Tu—/VEEE DS0. 1% T4 — 17
= SN IB T B R
o T HE®)
U S I R 5 R o ) B
) | (NF4vmy7°, 0.1%)
pH1.2 | 15 95.5 101.2 [ %
S0rom pH4.0 | 15 96.7 99.3 % | skBRmIAIZS 15 43R0 Tt 85%LL
pH6.8 | 15 95.9 99.7 % | LE
7K 15 96.7 99.3 A%
(n=6)
(P H HhAR)
pH1.2/50rpm ) pH4.0/50rpm
100 TQ*=@=@=0 S 9 100 To-‘ & —0 S ]
80 80
% 60 % 60
;}ﬁ —— VT AHFEEDS0. 1% (A — T | §§ —O0— Y7 T u—/UIRRIEDS0.1% (4 — 7 |
g 10 —.—1:;;@;@&1(]\\5}?/;;“7{ 0.1%) K 0T —— [RERA (FF (2 my 7 0.1%)
B 20 e
0 30 60 90 120 0 30 60 90 120
min min
) pH6.8/50rpm ) 7K /50rpm
100 To@=¢—o . » ° 100 To-a *—=o—o>. - o
80 80
§ 1 —O0— V7T u— VEEEEDS0.1% (4 —/ 7] § “1 o a7 m VRRIEDS0.1% [ A=)
E 0| _._ﬁzg@ﬁu(}:ﬁj?/ﬂ;nj\ 6'100/0) s w0 | —— [EUERIK| (KT Ay 0.1%)
B 20 Bo20
0 30 60 90 120 0 30 60 90 120
min min

FRBRIE . pH1.2= F AR 7 v BRI O 55 1%

10.

pH6.8= H ASE J7) J7 V& HH BRI D 55 211%

EFREERE
BARRNA

HENPOBEYDRS OHERHRE
(1) 266
(2) LB
(3) 4RI AT S BRI i 1%
(4) #EEra~ NTT 74—

WEAFDEIEADEES
WKk~ 777 4—

pH4.0=7¥7-Mcllvaine DFE K

K= H A SRR 7 RE oK
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SUE SR, BUERUVE SO BRSO Wi BESRUVE SOt IS EEMTE

BE fifi i

2. AERVHE

e YA TJTO—)LIEEIEEE Img T4 —/\F ]

WE LR LR E(Yue 7T a— Vg S LCimg) . 1 H 2 BIRROBET 5,
2L, AR, ERIC K 0 EEIET D,

e YO JTO—)LIEEEIE DSO. 1% A —/\S ]

e, PRICH L., FI9A4 ey 7 LT, 1 H 40mg/kg V7T a— /LG
HE L L TO0.04mg/kg) % 2 [BNZ3 1T, FFRRAME L CROK G55, 7272 L., i,
FEARIZ X0 EIER T S,

7ok, EEMER G ENX, BE. TRROMEE 1 H 2 BN, FAREMR L RO &

535,
E KoA4vmy 7L LTIHE
(Yuer7ru—iEREELE L C1 HE)
0.5~ 3 REATm 0.25~0.5g (0.25~0. 5mg)
3~ 9 AT 0.5 ~1 g (0.5 ~1 mg)
9~15 7% 1 ~2 g (1 ~2 mg

3. ERFREUE
(M ERRT—32/\wr—>
HEERR L
(2) BRI R
BRI L
(3) ERIREEHER
EEERR L
(4) EFEHIEHER
M ER R L
(5) HREEHIERER
MU ERR L
(6) AERIE A
ZHER R L
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ahru—)L, JLrr7ru—), Jx/)Ta—)L w7 T7rua—)L K)ILETO

—/L)

2. RBEER

(1) ¥ FIERAL -V FRAFE ©
YR TFa— U, BIRNT LT o B SRR Ch 5, B Al

2 £V B OFHGEMES S, B RABRBIC L 5 DRI,
BRPRAOIC T, SR ST TSR & FUH LR SRR & L BLs,
(2) EREE T HHBRAM
PR L
(3) {F FASEIRBS - oA
B L
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VI. EMEREICETHIEE

1. MPREDHR - BIEE

(M ABAERLAEMGCOLHRE
MU ERR L

(2) xS M FEERERR ©
Y a7 T a— )VIERBESE Ing TA— T ] 1.9 IFfH
Yu 7T a— VR DSO. 1% [4— ~F 1 ¢ 1.1 K

(3) FREREER CREER SN IR E ©
EYFeEF R
Y a7 T a— U SEIng [4— T LEEERFIE . XY e 7T e — Ui
FRIEDS0. 1% [A— T | LAEVERIKIZ . 7 o 24— N—EIC LV 28E X iF2g (W
nbyur7re—UEREE LT, 2mg) BEEER S ISR BRI O 5 L Tl
FER RN E ZHE L, FEWENRE X T A — & (AUC, Cuax) (2D THEGHIEMT 2
AT TGS, WAID LY PRI R S LT,
) vaJdTFo—/LIERIERE 1ng TH—/1\3]
EMENRE /NS A—H

AUCO~>24 Cmax Tmax 1;1/2
(ng*hr/mL) (ng/mL) (hr) (hr)

14 | 39.42+28.03 |4.34+=1.80|1.9%+1.4|5.6£3.4

a7 7 oa— VIR SE 1 mg
[F— T

FEAERLA (BEA], 1mg) 14 | 39.68+25.77 | 4.594+2.05|1.7%+1.4 | 5.3%+2.8

(Mean=*S.D.)

(ng/mL)

—O—>Y n 77 u— ViR Elng [4— T
. —— I VERLA] (FEAI. 1mg)
Mean®S.D.,n=14

—OdyOCESE

® 5% M
mighy 0 JFO—JLIREDHTR
IE T FE G UM AUC, Gy B2 /8T A — & |, HEERE ORI (L O ELEE]
B B ORERSIC L o TR DAREMEN S B,
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2) v JT7Ta—/LIERRIEDS0. 1% A —/\S ]
EMENRE/NTA—2

AUCOH24 Cmax Tmax t1/2
(ng*hr/mL) (ng/mL) (hr) (hr)

121 32.57£26.13 | 4.061.82 | 1.1£0.3 | 4.7+2.8

a7 u— LR DS0.1%

[F—/~T ]
FE UL n n " 4+
(KA 297 0.1%) 12132.32+23.9714.01£1.83|1.2*x0.5[4.9%£2.8
(Mean=£S.D.)
(ng/mL)
6 F o ~
il | T O~y un 75 u— LHREHEDS0. 1% T4 — T |
35 - § _ X
w5 FIT —— [FHERK] (K7 A m v 0.1%)
Y [ Mean=®S.D.,n=12
0
5 4
7__
o 3
I
L
e
E
1
. 1
0 3 6 9 24 (hr)
%5 &R

mighynoJFo—LEEDH#E
MMAEFEE I ONT AUC, Cox HD/XT A — K13 #FERE OFEIN . iR OELEUA]
i - BRI ORBRAIEIC & > TR D RN D B,

(4) s
MUERR L
B)BE-HAXDEE
o - 7. #HEER 0ESH
(6) BER (REL—ay) @Ik YHIBAL - EYANE LT B ER
EUERR L

2. RUEERA/ T A —4

(1) BB H53%
AR L

(2) RAREFE T
LR L
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@) NAATRASE) T4

U ERR L
(4) K RETEH®
TR RN B 1 Al 5
BER | ong (5%) (n=14) 2mg (DS) (n=12)
Kel (/hr) 0. 1670. 083 0. 183=£0. 068
(Mean=S.D.)
(B)DVT7SUR
MUEER L
(6) nhBtE
U ERR L
(7) MBEAFESER®
28%
3. Ik Un
MU ERR L
4. 5
(1) M -Hx B P9 @ @ 14
MU ERR L
(2) Mi%-RRBEREM @B
MU ER e L
(3) At ~DFATHE
MU ERR L
(4) BEmRA~DIBITHE
MU ER e L
(5) ZDMD BB~ DFBITHE®
BB
Z v MM A2 O&REG LERBRICB WL MRk, B, B, BCE
BETH-ST-,
5. £ &

(1) B ML R U BHR R ©
Img $E4 , fEFERANICR ARG L2k, R S0 2RISR RIK,
3-hydroxy {&, 4-hydroxy &, 5-hydroxy (KX O N6 DIWAEKRTH T Z L b,
t F COFEERBIBROKBILTHD EBZOND,

(2) RBIZBE 59 5B (CYP450 %) D7 F18
MBI L
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Fo. ZOEFNOMEHENEIMLTZY | EP+5 TR R0 TEGEITIL,
EEOEBEN TRV ENBZOND DT, FLIEHC)IC =R 5
L UIRIREZ T D L) HBE., (EE I IRb ViS5l E I cEEE2 5
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RIS S TS AENERE - Bl A2 LBk (1996 47)
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Lok B AR g E (B)IFEE) 0 C-3417(2016)
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AREOFHRIZET 2R  AHITITARZZ T TORWREIZET D H®RA T EN D,
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1 [EEE G- RICHY 3 5) 123t L, SHELA KO @ /NN 1 BG4 A L,
REEH
A) BEIDIFZE : =ik, HOLTF
B) EREIDIFZE : IR 20°C, W 75%
B =
BIERE R UTIR G ER, 3 B, THRAD 14 BHHEOD 4 silgl L LT,
H=IFH
A) BEIDIGE : SMREAL (., TREARR - 1B#E) . 1BV, pH R OV H ik
B) ERFNDIGE : 26, Wdntt e, Bk, @iff) . EEZ(&KOTENE
FIEHAE

HERQ7 | A -2V -Z6 - RIZH - REH | BLrEE| E=ZX1
— £</7Wto> LD BN D +

++ EZLWELRZHDH LD 30[ELLE | = 50 mg
HERIER
ARENE HHEHA & ORBRAERELEL 1, 2 KOE 3 ITRLT,

RNJFE A TR NG
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TARL PO RO
el — | --1- - — zazlzilzaslzaa + |+ | = | = |FEEE
sy 7Y " %, 3A A
4
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N SEA Y - | --1- - —  |2.98[2.98]|2.99]2.90] — | = | = | -
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