% % 20244 5 AET (85 2 M) D11
2023410 HelaT (5 1)

Bp & EIROAT

FREAM - 332 H

JRBIA 5y« FOR20% 5 BIHEED, AUST R8RSR 7 H2)
$E50mg ; AL EERRAE i)

FY U FURIESIIRA]
THT 4 U RBIESRE]

F It =)be: 20

5'7"‘"|I®$E50mg

THEODUR' Granules, Tablets

1) 0.5g%5 el & i <
112) RO LT 5k

H A REHERS o0 JHAR 5
872251
TERI20 % $£50mg
JKae® T | 22000AMX02067 | 21400AMZ00132
MR 5E G IA 1987410 F 1987410 F

2. BR(ROBEHEICEHBELEWVWI &)

21 KFIIZfho F 4 v F v ZEFN ) UEE & RIE
HORETRED & 5 i

22 12BLINIZT 2 v (757 2% v V) i
ERAGEARRE ]

*

3. #mk - R

3.1 #Emk
IR, 74 F—LEik20% | 74 F—L§i50mg
- HE 74749

1gH 200mg 18 50mg

Z2FTV VALY Y| TFILELa— R, FLEE
L, buyEwaTFYT |\ KW, 27T VgD
V. beTuiru—2, T | A, KT A

Wh#E | Freru—2z, v7u
AT —ZATZNEL AT
. )X VENikT

A7), b

3.2 WEOMIK

R5e# F 4 P — LR 20 % F 4 F — L 8E50mg
werr e |16 - BEEL - LT e
FEIR - A0 || s niot o g | 16 - RIS
il @ O =
A W | | Wi
Lt (mm) | (mm) | (mg)
6.0 3.7 113
Gkl — F THEO-DUR50
4. FMEEXIZHE
ORBLHA
OB EM () REXX

5. MEERIIHRICEHET HEE

(mEM () [EXRX)

51 RS Zen% <, MOWBEIREIZ XL HHEOE
KaeBETDI L, 7T 4 ) Y EGHIZHBL %
BOWEIX, FIL AR L 0,

6. AERUHAE

(FF K —JVEERI20%)
WHE. TA T 4 ) v e LT, ALRI200mg (Al %, /)
I311H1100 ~ 200mg (A Al0.5~1g) Z. 1H2[Al, & & O
SRIERTICREORE 5T 5, 77, K& XMEIZOW T,
FTHA 749 vE L TRKALRL00mg (KAI2g) . 1H1M|
FEERTHCRIES 35 2L TE 5.
Ak, AEmE. SERIC K D EENIRT .

(F# K —JLEE50mg)

ME., FA 749U v E LT, KALRI200mg (A Al45E) % .

/NIR1IAI100 ~ 200mg (A A2 ~ 488) &, 1H2[0l, 5K O

SEERNCROR G5, F7-. [ XMEIZONTI,
FH 7 49 v & L TRALRBI400mg (AHI8EE) 2. 1H 1O
FRERNSROR G35 28 T& 5,
. i, SERIC K D EEEIRT 5.

7. BERUCHEICEET 2=

(GhEELLE)

71 ARFES I, BERERSFOBISRRMPRE DT =
B YR R EEEICES TSk,

(REXWR)

* %72 /PNRISHREGT 2560858, B5INEFIZONT,

FEOHAFITAVE BRHAOBHRESHIHRG TS
Z &, [9.7.1%0]

<HBE:HAPNRT VL E =222 NSRS S EA
BT RS54 00>

6 ~15m Ti28~ 10mg/kg/ H (11814 ~ 5mg/kg 1A 2[0]) &
DERG L. BRIREIR & M RIE % fERR L 285 5 3Rfid 5 .

8. HEAEARNIE

81 7474V VICKBRIEHORBIIE, 74740V
MARE D EFICERRT AR LZ NI &5, ik
BEOE=4 ) V72U, BEMEA ANCE L
7 AE R EST B Z EAEE LU,

8.2 /NI FRZFYNIC G T A5 GA1CIF. IRFEHFIC
U, REWRZIE RS 50 Ehikd 54 &kt
BE. o LOIEL T ZENEE LY, [9.7.1
]

83 /NRTIEMIZHMIERZFRA NN E LD T,
AAOEGIZEEL Tid, REESIIS L. BIROIRRE
BICEER L, BESRD S NS A I IER IS
FIREISEK T 2 2 L0 AxEE2 95 &5 ICHER
5252k, [9.7.15H]

9. HENEEL-FITIREICHTIEE
9.1 ABHE - MEEZDH 3 EE
911 TAHLPADEE

A E RS & > TRIEA R Z$Z2 &2 D 5,
9.1.2 HRIRHEBEITDEEDERE

ORI RETOEE I PE S T, AT 2 — L7 I VD
TEHARRT 22 EndH 5,
9.1.3 3 -MHELFRLDEE

MRS E SRR I DRETEZ &, T4 7 4
VYo VT IVYAMMETL, 747 4 ) VIMLHIRE R
FHRI2ZERH B,
9.2 EBHEEEERA
921 AMEBROBRE

B ICR$ 2 AT A Em. IREASENT 2 5 Zhh
H5,
9.3 FFiscE=ERE

MrP g E S OBRIC I D ETSE 2 &, T4 7 ¢4
VY2V TV AMET L. 747 400 VIMHERERN
ERIBZZEDDH B,



9.5 TR
I SO R U T A EEED & 5 LotEicid, B L
DA G E Rl 5 &l X B BA 12D A
543z2L, ER(FY X, 5y b, THF)TH
W EH SO LM A HRE S hTnb, £/, B b
THeE 2@ U CTHRRIIC AT L, B R icEnt, mhig
WHEEEORERS S 5bNB T b5, [16.3.45H]
9.6 ®ILE
AL IEAL LA ERYEE L, b FREFT
ICRAT L, LIS ES AR Z 3 Z &8 H 5, [16.3.5
97 /I\RE
971 TH 74 ) VIIHPREDOE=2) V7 ETH R E,
HEDHAFIA4 VEORFTOGERS SHIC, HEIC
BH5$25Z L, FHZRO/NRICIZ LD EEICHRS T 5
ZE, MANITHNTEELZE LRI, £/, 74
T4V )TIVAREHLR TV, [7.2. 8.2, 83

- TADP AN OREEOITRED & 5 /N

TR FRTIIEND B

- FREL T BN

FH T 4 VI EREO FRREEEDIERSH S
DB ENDH B,

<6 » HARmOILN

6 » ARMOARTIETA T4 ) v 2 )75 v ZAHMK
. TH 74 ) VIhREN ERT 5208 H 5, F
BHNZETH 740 v 20753V ABR—EL TN,

9.7.2 KHAEKER, HiERENRE LKA IZTHE
Jii LT,

9.8 =ipE
BMEFORBICEZ L, HEICHESG T2 L, BnE
T, JEERE ISR EE O ER R UAUCD
W AR o/ OWENH 5. [16.6.15H]

10. HHE{EH
AANEF & U THAH B RCYPIA2 TR # & h 5,
[16.4%:H]

*10.1 HFAZSHALEWI L)

SRR

(3 )
(CA A RIS
G, 7L v 75ua
— VIR, v a7
Tu— UGBS, 7
T &) V.
TuahFu— LK

&V 4 LE .
O+ I AERE IR (B
k. MRS Eo
B T o A FIGE
RERRX BT L
Ndh b,

BIEF DI
L. &ErRDON

DHIIBER % & 812
HLTED., Bl
B OMEH % 8R4 5
HEELEND,
&7 ) AMGEDHE
BRIZDOWTOMTIL
RTH 3,

SRAKIYI) T B AT S
PeG by u Ll
WY E 21T Z
Lo
nuxy ABIREOREA | 747 1) v &

B4 23ZLhd
%, &7-. MikihiA
kb rsA740 v
i 2 574 %
BB,
RIEH O FEBIZ S
L. BEPROON
T BB IR S
PG ahib§y 5 a5l
WY& 21T Z
&

AU 1 S e )
I ORI S A 3
REEZ NS,

a3 VKRR

g b 5bhd T
BB,

RO FEBIC TR
L. BEPED SN
75 A I IR PO A
D7 E it il
EETS 2L,

FEAERE2ME T4 %
zHEFELLND,

(757 2Fx V)
[2.22H1]

2 & B g
DHEIN B OSed MM 41K
POWA #HHIL .
M2 ic s e K
F4Z2e2rdbs, 7
FIVU(TT ) AF
Y V) ERGT 58
A1 20 M 2L Lo
[k EHIT5Z L,

A4 % REDRIEIR - F5E | BP - fabalxl+
TFEIVY AENZXT7F 2y KENETTF v v

HRICHEIY 5 7
W, 77Ol
JHZ ST S 2 5.

102 HiREE (BHRICEETS L)

B EA

FRRIEIR - 8T U

e - fubRiR T

VAFVY

X F VLT VIR
a7 ) Vi
i)

7 A& u VR
B3 R
vruzaFHe v
JnzaFHy
FZ2T7aFH v b
VOV IR
INZTaFHT VR
LRSS

TLY) TaFHy v
Ty zZuavAq{ v
759 2u~v4 Ly
oxyzuv4 vV
Frua vy IR
R PARNIB =113
VLF T X LSRR
TLRFHIVIL
A Vg

T aF =)
DANT 4 T,
F7rzovar i
[13.1%:H]

T T4 Y OHEE
KEIRD & 5 b B T
ERb5,
RIEH DS BIZ TS
L. BEVEDLN
7o AT IR
e ahiby5a Ll
Y RNEZTTS Z
&

JF R 35 A3 B X
. FAT4 v
V75V AMETT
578, 774
VIR Y S
LEZEND,

flDFH v 7 R3EH]
(737740 VKR
W, vTa7 4,
T A V)

rpR e L g S
(=7 = NV Vil
S A )
[13.1%H]

M 0D AR
fEH 3 » 5bh s Z
LnB D,
HIfEFH DR BUCHRE
L. ZEFRD SN
7B A T X
5 ey a4l
W) 24T 5 Z
Lo

ORAC & O il ffke
HIFAE 28 5 & h
%

VA" A% TAT 4V vOhE|TA T 1) VIR

INT v a UG | ERS S 5 bbb Z | EDOLRICk %

15 ERH B, Abha,

A va—=7zuav | BIfEHOREIZERE

4TV TRy L EEPRD 57

vouazRY v WA IR S A%

FTas) - R Sl (R - g ]

[13.1%H4] YIE st 2 &,

VT y Yy TAT 40 Y OR | IFGHEER O

T2 /NN ER =)L | T EZEDND | KD TAT 1)V

SYVTFII—L |3, V75V AN ST

YV rFER TAT 4 ) VIR | 5720, TAT 4
EAMER§2Z L0 | VI s K T4
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S = N
HIINT XV

FAT 40V KROM
FERO RIS
BT END B,

FE T 40 VAR
EMETT5ZERn
HBHDT, )L
BEETHZ &

72, HFHEOHHE
JREE R ML R DK
FcEET5 2L,

FACGHTE R DFF I
KOFAT740) 2
V75 VAN ERT
5728, 774
VMRS MK T3
heELEND,

11.1.8 FMFR. SIMMPEE (O h & AN)
1.2 ZOMOEER

DY) XFE-

DY) XE—ILOfE
AW EE5Z &
Wb,

7T v v RHUWER
12& %,

Ardl A= VAWA

52 L as Yol
WRER LRI L
b b,

< buNv ol
VB LRI OWTO
BIPIEAHTH 5,

YLy =)L

VL — L DYER %
Hang (RITEFH B 3
BTN DDH 5,

in vitrord CY LY
— L ORGH & B
5T ENREENT
w5,

)N
[13.1&H]

SR (ZE A Bl A
b B =0 F v BFEIE
M A &) 12k D
THT7 4 YO
SR B 5 b s 2
LD B,

B O FEBUCER
L. R 5
By e 123 U3
G rhibd % 7 Ll
Pl uiEi e 475 2 &

B2 & 0 AP AR
RKOFES N, TF
TANVIVT IV
ANEHL, 77
40 VIR DMK
T¥sLEzr6h
b, 7o, FEICK
O LRSS
rHEIONSG,

tAITFEFY Y
%7 (St. John’s Wort.
AV R R
T — M) EAREM

AHN DR A LA &
AU ALK T §
I SRl (B N
T, KPR £
139+ ¥V
EAH WAL &
WEOITRTSZ L.

=Ry SV
TIZKDFE I N
AR R A D
R #eEL, 2
TV A%k LR R
5-0HFELZENT
w5,

0.1~5 % A 0.1% Al HHRE AN
SO Z IR, R | HRE. [k
B, RN (2
BIPERLBESE)
FEAESR | R, ARHR, LU, APl | ehitaig (FE
HEW, IRK | EE), BRI | AEE Lo u
biig LK) . A%,
Hng
[i3E ByiE, AR | B, 2
(OIS | AL B A
i)
ek L, EE, B Leo<KD
AR, T,
[ER AT TN
W, HIEAR
(M=o 1 )
WAPR B EHAIR AR
RS | s R Bl b
H. CKLH
JHF I ALT. ALP. AST® L5 v -GTP® |5
LDH® k5.
1% 2L hFERERYE 2
Z Ofth B, < A B, DUk
ey . FE. K
U ANE, B
i, Loth
(. FHEPH)

1. BMEA

ROFMERAR B EbNDE T b D5DT, B%EE+5
G EhIbd 5 %
RIEFH DR BP0
i TAT 4

(ST N
CEY) e i %

FLH AR
o2&, b,
AH 2 W U3 G2 Tk L 72 50

SoWSE (s’ e N

VIMHPIRE 2R IE T 5 2 E R E L,

111 EXEEIEA
g, ZEEE (O 3Fh e HEAN)
B IF AR, BESDE

11.1.1

GkPEE A B 5 b b Tk

N BHDT, PFEERORGEHEY 2AE 2175 2 &,
11.1.2  S2MRRAE CBHIE ANHH)

i NIEE e
20T, ZOKI BIERSH 5 by

ﬂ%ﬁ%%ﬁ%ﬁt%él&ﬁ%
k5 &

kL. fF%ﬁ@ﬂQ%@@&%%%ﬁﬁ_ o
11.1.3  tERUERARAE (HUE W)

WEJIRE, AR,
NdHo6bh3

5&&%&@&%

Y5z,
11.1.4

ZEndhb,

CKtﬂ% IR

JHALE I (HUE AH)
IS K B UL il (rkaf, FISE) A e 5bh b

11.1.5  FRIFERE BHIE AHA)

HIA b &b =5a 1

g z1r> 2 &

L. ZO&5 &hER
S A IR L, WEY) A LE A AT
ﬁ%f & % BPERREE O FERE IS

GG EhIbd 5 & St s

1116 7F7145%>—2 3y GHEARH)

TFI 4 TR =Y 3y GEIRE, B RIT. T
DPULIREES) 2 5 b D Z L hib B,

{0

11.1.7 FFREEREE. JE (W 3T h e HEAH)
H%&M%MQ‘Mjmiﬂ%

ZLnbb,

A D 5N D

I

) FEBUIL . BGEIGERAMADOMIR - H .

13. BEHRE

13.1 fELR
TA T 40 VIMHERENEEIC L S & MiPRED k

PR, AL BRIEIR (B LS L0, W) 0k Ao e 3 E
R, AR, R, B, E, AR, Mk,
B IES) . oD - MU RE IR CBUIR. O S A0, 05 Al 3,
MUEAS FEE) . KA Y 2 AMUEZ O fth o VS B, I
WA, BT RRE S O R ERREIR A R L R4 < & B,
KIS, WMARER Y SIEXR BT S Z & n LICEER
FERD BT 22 L 0d 5, [10.22H]

13.2 AE
MRENIEMAB DT A 7 4 ) v EhENIZRETS &
DMEND B, KB, 7474 ) VIMHIEEME T L
T, MRS L =T 7 1) VIC KD I H
HE EHT3ZL05 5,

14, BREDEE

141 EFFAREEOZE

(FERI20%)

FEERE I 1T — R B A 3 iE T 5%, 5 ROH
BNV L BT ENHBDT, OFEH LS L &
WZ ERYEE LW,

14.2 FHHIZFEFOZE

(BUEI )

14.21 AANZHRBEEB LD T, »EFTICRETS LS
EIEE A R I

1422 KREEBJITHROKG T2 LHHEETEHZ &,

(FEHI20%)

14.23 fFlcA@Ri TRt 5 Z L0 d 508,
RIAO—EBTH 5,

(#E50mg)

1424 PTPHEMEOIHFNIPTPY — M2 5 HD L THR
HT2L5ETSHZ &, PTPY — FDORREIZ KD,
NGRS EREARIA L, FIZ3ZEflabs I L
THERRAR S DOEE LML R T 2 L2 D 5.

Zhud



16. FEMEHEE
16.1 IMAEE
16.1.1 HERS
fEFER AT F F— L $50mgX68E(F A 74U v &L
T300mg) % HEHE RS- L 23058 O ERE/ S 5 1 —
ARCMBERTA 7 4 ) VIREHEBIZROLEBD TH
32,

fFER A (n=18)
Cmax (p2g/mL) 4.1+0.6
tmax (h) 5.740.9
AUCo0-34 (pg * h/mL) 74.7+185
6 (CF¥fE+S.D.)
(h=18)

VM +S.D.

0153456 8 1012 14 24 34
P50 (h)

E~NF)IEEEEC S AN
[\]

16.2 RN
WL 2 5I1ZIE100% I X 59,

16.3 9%

16.3.1 4HEHE
—MRIZH0.45L/ kg TN TV 5B,

16.3.2 EAKAEE
$960%?

16.3.3 #HME~AOBITH
F w M IZUC-theophyllineZ RIS L 7= %H. 747
4 ) Y ROE ORGP RRRIIC oA, EMT 5 s
ER SNk 729,

16.3.4 READOBITH
120 D Wi B % 47§ 5 BER O AT AR O E g 7 4+ 7
4 ) VIREI39.69ug/mLTH 0. [HIEIZHS Y
LT A 7 4 ) ViRIEIX10.21pug/mLTH D, HEE
ERD o729, [9.58H]

16.3.5 FithADFEITH
SO A= RLIZTF A 7 4 ) v OIEIRE & 3L
YRS A MRET L7z & 2 A FLrt/ s iR sk T
0.7CTH - 729, [9.6&H]

16.4 {5
R AT A F — L $E100mgX28E (T4 71V v &L
T200mg) #REK 5 Lza, 74740 vidFEL L
TPl TR & . IR, 3-dimethyluric acid.
1-methyluric acid &% UF3-methylxanthine 23 [Al® & #1172,
FH 749 vy ORBIZIIPL50D 5y FFED 5 HCYPLA2
NEEBNFHEE LT, 3AAREIN YA F — 0 F1d
ELTHEGT2Z LRI 3, [10.50]

16.5 HEitt
T4 F = L EE100mgX28E (T4 7 14 U v & L T200mg)
% P 5148 N HERE A D IR W IC P X e B K28 L
DFF 7 4) VI35 EDOH8%. RHEMIZHE0%TH
5727,

166 HENERZFEIT28E

16.6.1 =&
{dt R = i e X UM R JE S #5127 A4 F — L $£100mgX¥ 2
$E(FA 7 4 ) v & LT200mg) % 128 [ = & 12 9n) 3 ¢
BIOPEE L2238 0YEE S5 X -2 3 TFTEDEB
DTHBY, [9.88H]

HHEEE R (0=16) | {HEE S E (h=16)
Crmax (pg/mL) 8.7+2.2 10.3+2.3
tmax (h) 3.9+1.4 4.8+1.7
AUC9%6-108 (pzg  h/mL) 93.1425.5 111.6+£24.7

(CFafE+S.D.)

16.8 ZOfth
THA T 4 ) VORI LA MRS 135~20ug/mL
THD., 20ug/mLEHEA S ERBIEHABRKET S L
Nd B0,

17. ERERRRIE

171 BHHRCRLMEICETT 35

1711 —AREREREAER (1 H 2[00#% 5
SUE S BRI A2 S B T2 e X M2 BRIRGRERIZ 5 C
277HIF . BEVE. BRIME & B 722500100 5 B, e E
b & FHill X 7= D13 1881 (75.2%) Td - 7210~ 13),

18. EhEIE
18.1 1ER#~F

KHN D AE B 1L, phosphodiesterase® ¢ % FHE L
THINENCcyclic 3,5-AMPIRE # & b5 Z itk b & &
hfb\514)~19>0
ZDIEMZE, TTF /¥ VYRERICHT B HEPUEM.
MREN AL S o A4 X v OS5 mdEAEER. WEEH 7
T-L7 XV OEMEEERI R T e 242755 00y
XS AHEPIERSE N RE SN THE D, WEZERR
JBIZDOWTIEAHEEN LN,
18.2 REZIRIEAE

S SRR, WIS fnaf. RSO B S8 O R R
FREH LR O UL ME, R BRI 0O WA T B ad, I AT e
5 DALHREYIE (RS SR 1) o 0 i 0 1 55 o
FIZ & D, <A S B ORI 2 8654 51919,
18.3 MRIEER

i BB H O KA AR B O I L I R ER B R hT
FREREL DI FE D HIRAEAEH 2R 3719,
18.4 ZDDOZFEE(EM (in vitro)

b b RIEMIEA S OFEWBRER Y A F A4 v OREE
IR AHERT. IL-50 & b IFRER G i it & 1
T APHER®, b bAFERER OB R R ELOMHIE R
HWHRHE I T\ 5,

19. ERERHICEET 2 EBEZHEER
—f%% : 74 7 4V ¥ (Theophylline)
{2244 : 1,3-Dimethyl-1H-purine-2,6 (3H,7H) -dione
713 - CHsNLO,
7y ¥-& 1 180.16
R BEORE SISO AR TH B, NN-V
AFILFILLT I FIZRREITRT L. kX
T & 7 =)L (99.5) 1212 < v, 0.1mol/LIg
FEiRI VAT B,

(0]
HsC \N)ig
|
O)\N N/>

CHs
A rS o 271~275C

22. A%
(F# K —JVEBKI20%)
50g[0.5gX100]. 100g[£¥, /¥ 7]
(F# K —JLEE50mg)
1008z [1082 (PTP) X10]



23. EEXik
DI E, FEM—, RREADIZ, HFEEXEEE
— At A HANR 7 VoL — 22200 NS 2
Wi VAR - BEELH A F 54 22023, WAIREI2023
2) Y =28 858 (BR) © 74 F — L $850mg M U°$E100mg
DIYENREIZBY b 5 R (kEPTRORH
3) JEAE A SO T e B FE IR MER B « 2B+ “SUEH A
I RS E S (JPDI). 1996; 955-958
AR BT, i : JEREE & FEPR. 1980; 14 (12) :3767-3770
Labovitz E, et al.: JAMA. 1982; 247 (6) : 786-788
Yurchak AM, et al.: Pediatrics. 1976; 57 (4) :518-520
FRIEYERE, fih @ SREE LA 1981; 9(1) :17-25
LA, fth - SEYE)RE. 1995; 10(3) :413-419
FO =88R (BR) - 74 F = LEED S EIZR T 5
SRYTIREIZ B b 5 BRF (REPRORE
10) WHFFEIfC TS, f © Pharma Medica. 1988; 6 (10) :55-61
11) VeFE =2, fth : /NRFHESIR. 1987; 40 (3) :685-697
12) PaRE =B, fih : /NSERHERIR. 1985; 38(11) :2653-2663
13) ¥ 9%, b /NTERHERIR. 1986; 39 (8) :2051-2059
14) Rall, T. W.: Goodman and Gilman’s The Pharmaco-
logical Basis of Therapeutics (eds by Gilman A. G. et
al.), 11th ed, The McGraw-Hill Companies Inc., New
York 2006:727-736
15) BYOClH, fth : RED H WA, 1985; 134 (13) :1121-1124
16) Sullivan P, et al.: Lancet. 1994; 343 (8904) :1006-1008
17) Barnes PJ, et al.: Eur Respir J. 1994; 7(3) :579-591
18) Ohta K, et al.: Clin Exp Allergy. 1996; 26 (Suppl. 2) :
10-15
19) Sagara H, et al.: Clin Exp Allergy. 1996; 26 (Suppl. 2)
:16-21
24, MEEKRERVEWVEDEL
HO =8k A att < $0MHekt v 24—
T541-8505 KPR i+ S X EE ] 3-2-10
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26.1 SEARSTIT

\Z mo=sumnza

KR REKEEE3-2-10
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