202442 AHET (1K) HAEERG &S | 872251 |
gggﬁ@g FYUF URAETILRS
:;%@%ﬁm j:-7_|'7'f U 7@5&&%1 00mg r‘y}ll/\?J I
wruas T4 4 U SRBERI00MEIYIVNT] 500 AL TG
Theophylline SR Tablets [TSURUHARA] FE 7% B 46 | 19924678 | 20124 1A

E) EER—EAEOMFZBICLVERTLSIL

222 (ROBEICFHIBESLEWVWT &)

2.1 REII O F4 > F 0 REAN R LEE L EIfERAOBFE
DHHBEE

22 1I2BLINICT T v (7T AF v y) 2EHTSE
# [10.1 48]

3. #ARK - R
3.1 #m
B 4 T T 4 ) UIRAGE T T 4 ) VIREREE
. 100mg [V L\ F ] 200mg [V LT ]
s L$EhsA 70> LsEhTA 70>
AU 100mg 200mg
FUB AR, @l — [FUEKA. 25 27U IVER
A, L, BEEKT A | 3Ry ~v—LD. 77 YLk
B, TFLtlu—R, R |BF M) TLK)VILR—
PV IVY 4 SUATIN N80, 77U IILEELF L -
IHnA! XZTZYILVEBAFILIRY
v—, AUFFTIFL Y
J VT 2 VI —F )b,
KT A AT7) VB
e AN
3.2 "HEIDMEK
Wi T 7 1) REE T 7 1 U URRSE
v 100mg [V ILNF ] 200mg [V L F ]
Al FrEEHRA O e FTEEHRA O HRHEE
5 HEz (REPNEEOH
Bm RE2T5) Bé
= @00 SO
[EXES #98. #99.
Jox s [ERES #98.5mm #99.2mm
Es #94.2mm #93.9mm
HE #1240mg #9270mg
Bala— 1K TSU 383 CY 200

4. FHEEX (3 FHR
o EXIMR

OlmBME () TEZR
O BHRESR
O fisuiE

5. WMEER IR ICEHET BER

(HEE () [EZR)

5.1 EEEES 2 ENZ L MOBRKEIC L2 IRBOBEEERT
BTEo TAT 4V VEESHICHEE LIOEROME X BHL
T2 RIZZ

6. FiENRURE

(F7 74 UVRREE100mg [YILNS] )
WHEBEALET A7 41U > & LT200mg%. /NRIETF 47 4 )
> & LT100~200mg#% 1 H2MEl, 8RR UOBERNRORE T 5,
F KELIHMBICIOWTIE, 747 1) > & LTARALEI400mg
Z. |HIEMERNCREORE T 2286 TE 5,

mB. FEf. ERICS CEERERT 5.

(%7 1 UVEKEE200mg [YILNS] )

BE. 74710 ELT, BRALEI200mg (KAI1$E) %, 1
H2MmE, SR UBERNIGRORET 5. £/-. [EIZWMEICDW
T 74749 LUTHRALE400mg (KHI28E) %, 1H
1EERNICREOR ST 2L TE S,

mB. Elh, ERIOS CEEERT 5.

7. BENURAECHEET 2R
GHEEHE)

7.0 FEBEHIZ, BREREORECMHFBEDE=Y ) v T %
THREERICHRET 5T &,

(REXIHE)

7.2 /NRICEET 255058, #E5FESFIIOVWTE, 220
HARTA V5 BHMOBRESEIRET S L. 9715
iR
<BF HANETLVILF -2
HA RFA 220170 >
6~ 15/ Tl38~10mg/kg/H (1E4~5mg/kg 1H2[E) X D
L. BARRRE MABE 2 R L e SFHEd 2.

8. EELERNER

81 T4 7 4 ) NZEBEWEROFERIZ, T4 7«1V v IHEED
FRICGERTA2EBEPZVWERLS, MPEEOE=SYY) VT
EHEENITV, BEEA ANCHE LU RSEHEZ2RET S EN
YL,

8.2 /NE. BCHS BRI E T AIHEICIE. REESITRH L, FHE
BICIZ—REED 2 0WdhiET 22 E0xE%E,. H560 LHiE
BLTBLZENEZ LW, [9.7.1 2E]

8.3 /NETII—RICHEIERZF A DHENNEL DT KHOHKS
ICEELTIE, BESSIIHL, BROREZTDICBEL, &
HEHRD SNTEEITIEEPLPICEREIGER T 572 K0t
S ETAEIICEREE 252, [9.7.1 2]

O. BEDEHRZEITHEEICHT I ER

9.1 BIHIE - BEEEDH D EE

9.1.1 TAHhADEE
R ERIC K > THRIEZRIT I ENH 5,

9.1.2 BRBRFEBETUERE D B E
FURBRHERE T ICRES REBITTHE. HT -7 IV O/EF %18
I B END B,

9.1.3 3> MEDFEDES
MAEERHESEOERICKVBEET S 2L, 7474V 7Y
FTIVAMER U T 74V VIITBENS FRTZZENDH 5,

9.2 BirEEESERE

9.2.1 RHBERDEE
ERIcNT 28HzmD. REAPEINT 282N H 5.

9.3 RS EE
MAEEAEEDRERICIVEET AL, 747140V 7 Y
TIVAPBRU.TA 74 ) VFEENS ERTEIEHD 5,

9.5 1147
TR AZER L C WA REE D & B ikIcid, BB 0BT
AfEfEE % EE 5 &M SN ABHICOAREET AL, B
EE (YU A, Ty b UHF) CHEHSBERSOEHESED
ESINTWVD, Foo B b THELZERBLTBRBICETL.
HFAERICIER, EBBEOERSHEDNEIENH 5,
[16.3.1 Z#]

9.6 IZFIE
AEFEEFRIIFA L WS ENEE L, b MELFIZEITL,
FURICHZEBE 2RI TN DD, [16.3.2 B8]

9.7 INR

97N TF 74 VINFFEEDE=Y ) V7 2ITHIRE. ¥EDH
A RIA VEORFOBHRLSEIC, HEILKRETHI L. ¥
ICIRO/PNRICIE XV ERICHES T2 Lo BRAICHNTERZ 2
BRELPLTL, Eloy ATV TUT T ANEEH LT
W [7.2. 8.2, 8.3 ]
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AANIEE U THARHBERCYPIA2TREE NS, [16.4 ]
101 HARR HALBWLIL)

A7 E

HEARER - BT E

WF - fElEET

TFE) Y
(7F ) AF v )
(2.2 8]

FENCKOTT Vv
12 K BRI e B D1
B OFE M IO W
DERMEI L. Bk

ICEEERITT &N
HBH TT )T
(7T AFxr) %
59 2513 1 21/
P EofEEH 52
Eo

KENZT T ¥ o2 hs
KIS 5720, 7
7 v DR %R
€5,

102 HAER (HAICEREISI L)

A2 E HEARRER - BT E BT - fEbRET
D47 >R | BEO AR ER A | G IS & D FikiE
FEA] HoONBIENDD, |[FRIEANERS N

(7740
KW, Y77 ¢
Vo, h7zA4>
%)

PR fe AR B
(=7 xRy i
RiE, <+ &)
[13.1 /]

BIWEHORBRIERL., 2
WD 5 NIHE I
BXaHGehidenE
BYRAEZITS T &,

;Q)O

AR

(B HIAL)
(AVFLFy >
W\gE, 7L 75
o — USRS, Vo
75 u— )i
W, FLTvY Uk
B, Fuhru—
U 15 R 15 K W
%)

B&AY 7 LME, D - IE
R (SR, REEARSE) &
O B HEAIORIERER %
HMXE2 0D 5,

BEWEHORRICEREL, &
FEARO 5 NIGEITILR
BXIKESE2RIET A%
YR MEZITH Z E.

DHEIERZ & B I
BHLTBY. BRI
O/ % #5855
7eHEEZOSND,
{770 7 L MNE D1
IOV T O IZ
NETH 5,

VAN A2

TNENRE O RIER 71850 S
IENDB. Tz Eiit
HRICED T 7 1) il
HREPERTLIEND
%o
RBIfEAOFHFIERE L, B
ERD SN HE IR
BXaHEGehidenE
BYGAEZITO T L,

THT4)ENT
AN AN S
EF ORI XX HESE
MREEZSNS,

Ty 3 UIERRE

EREPHOEONDE EDD
%)o
BROFBICEEL. EF
MERD 5N HEEICIETUE
BHE| DR ES CEY) LB
BIFOT &,

REREPET TS
O EEZOND,

A2 % FEPREEIR - 1B W - fEbRRF
VAFIY TAT7 14 OFREERY | FREERITHE S
AFVLFUERE | HO5bNAHEND B, N sAxz7497
FunN7 ) VIE|EWEROKKRICEEL, BV TS VAPETRT
i3 RO SNTAGEIIIE| 2720, TFHT 1)
TIAAUVERE | B IERES 2RI A0 Y| ViIFHEES ERT
YR REKAY) | B2 LB ZTS 2 &, HEEZOBND,
yazaFyy
JzaFy sy
NZAE S RVAN
¥ OVEERE KA
ISATaFH TR
VIVERIE
VA ATES

TYyzRuavA v
g9y z2a<vA TV
[mES Qu b G
Fruvy IEREE
RT3 )VIEFEE
DNF T LIERE
TIVRFHIVTL
1 VIR
TJNaFV =)
JVANVT 4T L
FTT7IIUATR
[13.1 8]

Trury
NS r7uv)iE
73

f ¥ —=TJxzar
ATV T IR
IUARY v
Fa7sy ) —)
[13.1 28]

TET 4V Y OHRBIERDY
HobNBIENDH 5B,
EERORFICERL, B
HIRD SN HE IR
BXaHSezhEdonE
B L MEZITH &,

TAT 4V vIFE
Eo LRIk EE
AbN5,

V77T
Tz J)N)LEY—)L
SUITITI—=)
U rFEL

T T 4 ) ¥ ORI
THIENH D,

TAT 4 ) v M ERE A
NT2HIENHEHOT,
PERERITS I L

Tz hA YV
HNNTEE

TAT 4 Y RCHFED
MERPEFT A END
%o

TF 7 4 ) VIMHFBEAK
TI2ZENFHBHDT,
Pl MEZITS T &
F7z, HFEORREF
MAREOETICERET S
iy

T BE R O I
LKOTFT2VT
VT I ABLERT
212D TAHT 4V
VM EREE AR S
HEBZDLNB,

VY FE-)

T ST E-IOIERER
FHIEBHIENDH B,

7T v U ERUER
2L %,

I hanNv

S huN v OMFEED
EFRTHZENDH B,

S hunNrolfih
HWEEFRICOVWTO
WFIERHETH S,

U=

VLY — )L DR % 1858
(RMERHH) 582N
BdH 5,

in vitroEETVU L
V=L OREEEE
TBHZENRBEN
TWb,

AN
[13.1 =]

S (EHPEITH B =
aF BFIFERREET)
CEOFFT7 12U rohE
FERDH S5 bNB I ENH
%,
BIEFHORFICEEL, B
HEHERD 5N BEITIER
BXEEESEHIET 5L
W R MEZITH &

BUE L & 0 BT R
EFEsNh, TF
TN ITIT
AMNERL. T 71
U MHBEASMER
ITHEEZXOLNS,
T BEICKDMm
hEENS ERT S E
EZb6NS,

tAIATF rFYY
~ (St. John’s
Wort., £ b -
Ja—rvX - TJ—

N EREAER

AAN DA DR S LI
BEPERTS2BZNDH
DT, FARSHRIIEA
IVF LKV IERER
EEIRLZVWESEETS
s

A IATF TV
TICKDFHEEN
FFR#BEER HBARAF D
R#zEEL, 7V
7o AR ERSYE
BleHEZEZOLNT
W5,




11. 8IfER
WROBHWERBH 5bNBEZENHHDT, BEETDITTWV,
EENVROONIGEICIEERE 2 FIET 574 S#Y) 2 0E 21T
&, B BIEAORBI VWA = BE T E %Ik
LB EICIE T4 7 0 ) VINBEZRIEST 5 2 EEE LU,

1.1 EXBEIER

11.1.1 =&, BHEE (WINLHEARR)

BRVIITARE., SRSEORBRENSHOLDLNEIIENDHHD
T, FUREAORESSEY 2 LB 21T 2 &

11.1.2 S2ERRE (SHEEREA)

R, EHEESIC EREAEMECESZENHHDT,
COEIBIERD D 5bN G ICIIRE 2 HIE L, FUEEH
OEEHEFEY R WEZITH &,

11.1.3 1EARRIARAE (SHEREA)

BifIR. AR, CKERZIIEEL. COLHRERPH 5D
NIZGHIIBREZ R L, B2 0B Z1TS & &b 1T
BURAEIC X 2 BB REOREICERT S L.

11.1.4 B(EEHIm (SAEEARH)
BESICLHHLER (M. T #"H56bnbs I ENDH
%

11.1.5 FRZFEREB (SHERHH)

BIAH 5 bNIGEICIEERE £ RIET 2 7% @) 2 0E %17
HT ko,

M6 FPFIT45FY—yavd (BEERH)
TrFI749F%Fv—vavy (BRE. BEEH. BT, MEET,
IEIRREES) BHS5DNE T ENDH S,

11.1.7 FH&EERES. BB (LIRS HEERE)

FraERE (AST. ALTO LRE) | &ESH5bNE I ENH
%,

11.1.8 SAIFIR. SIIFERE (VL3 1 SEEREH)

11.2 ZDtDEIER

0.1 ~ 5% 0.1%K i SR
TRBAE ZORRL 2 (KR (BRBHE
FLPESE)
R (HE, R

ot |BER. AR, O F| LU, AHEEE

R VY, IRER B, f5ERETIE W, wWH Wn5

) . AR BB

BiE, RER (D [SEAR. BEEEAL.

13.2 &

MEEFZMFOTF 7 1) ¥ ZNWRNICRET 5 EDRED
HBo BB, TAT ) VOFRESETLTH, HICoMm
LT 74 ) VICKDMPRENBEE LRSI ENH 5,

14 BHEDER

14.1 ZAIRMFOER

(BFIFE)

1410 AARNIHRBERA 20T, PETICRAT S L SEET 2
P

1412 KEEBITROKEG T 2L HEHET B &,

14.1.3 PTPREDOEANIPTPY — b H5EOH L TRAT 2 &5
1HEIH &, PTPY — hORRAUC K O\ B HAE A BIERS
JEARIA L. BEIZIZEFLZ2 B 2 U THERIR A E O ERE & & 0HE
EHHETHILEFDH D,

(fRMEE200mg)
14.1.4 HE%E
BEMIS, FNICKBHROBENENAONSZ END 5.

16. SR

16.1 MhiRE

16.1.1 EMFHIRIS HEER
(T4 T« UVEREEE 100mg [YILNS] )
T4 T 1) VEREGE 100mg [YIUNT ] &5 4 F—LgE100mgk. &
OAF—N—HEILEDZNEN2E (ThZPNTA T4 ELT
200mg) =@M ASFICEEREEREORS U CMEEFRRE(LREE
ZHEL. BoN-EYEHRE/ST A —% (AUC, Cmax) 1221 TI0%
[ERECREREIC TREHIRIT 21T - 724858, log (0.8) ~log (1.25) O#ifH
WNTH Y. MEIOENZRSEESERSNZ2 .

45 r

—— T A ARRET 00 g L AT )
—o—F A M —JLEF100me

a6

27

RSP T= 7 R E g/ mL)

0 5 12 18 24 30 36

BFEIChr)
HFEINT A =% BE)INT A =4
AUCO-36 Cmax Tmax t1/2
(pg-hr/mL) (pg/mL) (hour) | (hour)
FF7 4 SRHE
100mg [V LS | 64.8 = 2.5 40+ 0.2 7.0+ 02| #10.5
7% F—)L4E100mg 632+ 29 3.8 £0.2 7.1+02 | #5109

BRE | mpmengs) | EHES
B 60, RACK
N N
Wiks . T Lood b
WIERE (%
=)
WRE |EAR B
i | LR [E 5
B |
ALT. ALP. LDH
FF i ] ASToO EH v-GTPO LF
e |&fm FRIES
\ PO, PR, %
ot BEE. B a |F. EH ) YA

Jiop= SiE. B, LU
(A, EHEH)

H) KIEE L, MERTEEREOEREED,
13. BEKRS
13.1 fEIR
TH T4V VIFBRESEMEICE S &, MAPBED BRI,
HEEEER (FICED, BH) SRBHEER GBI, R,
A, BE, B2 vAR. BERE. SES) . D - mEE
KOGER. DESER. DEME. MEETE)  EHY 7L
FEFOMOBEMERT . WFIREE. MFHRMABES O PHEER
PEBELLTL D5, 2B, BMERY» SIBRERT S L
T UICEERERPERT 220D 5. [10.2 28]

(n=12. mean+£S.E.)

(T4 7T 14U VERKEE200mg [YILINS] )

FH 7 4 U VHAGE 200mg [YANT ] EFF F—L§E200mg %, ~
OAF—=N—FICLDZTNETN2E (TNFTNTAH 710U 2ELT
200mg) % @BREEAAEFICHEREEREORS U R LIRBE
ZHIEL. Bon/-FEYEHE /S5 X —% (AUC. Cmax) 122\ T90%
BHEXENEIC CHREHRIT 21T > 7265 R, log (0.8) ~log (1.25) O#iHE
NTHY. TEHIOEMZHRSE S HEREN-D

—— A A AR 00me L VT
4 —O—?Z"F“JbﬁQUUmg

IEEPT 7 REE (reg/ml )

0 8 12 12 24 30 38 4 43
BFfE] (1)




HETA—% BEITA—4
AUCO—48 Cmax Tmax tl/Z
(g hr/mL) (pg/mL) (hour) | (hour)

T T 1) URRE
200mg [V 7] 79.8+3.9 40+0.4 7.3%x0.1|17.5+x4.9

7% F—)L$£200mg 76.4+3.8 3.8+0.4 74+0.1 |11.7£1.6

(n=12. mean=£S.E.)

MEFRBEIEOIC, AUC, Cmax F0/85 X — 4 1%, HEEORR, M
TROBRENEEL - REEOHBRIEMIC KV R LATREMEN H 5o

16.3 91

16.3.1 BBIE~NDEITHE
120k E2F Y 2BROBIRTOFHMER T4 7+ Vi
9.69 ug/mLTd 0. FEEE ”1—5}6ﬂf:¥iﬁﬂﬁmﬁﬂ7‘7¥7 R -
1021 pg/mLTh ., BEEZZROEP->72Y o [9.5 2]

16.3.2 A~ DREITIE
SEIORAIRE I RICT A 7 4 ) VO MIEFIEE & AT RE 2 et Lz
LTA, Ht/MEFRERIEFET0.7TH 725 o [9.6 BE]

16.4 X3
R AICT 4 F— LARMEELI00mgX28E (FA 74U E LT
200mg) #EO/E LIZHE, T4 74U VIidFEE LTHETRES
. REREY L 1,3-dimethyluric acid. 1-methyluric acid % 0'3-
methylxanthineAFEE S 17z,
TAT 40 Y ORFITIEPAS00 53 THOD 5 5CYPIA2HE- 50 THliL
LT\ 3A4R2EL YA F—unFREELTHEET S ENRBISNT
W50 -7 . [10. 2]

18. EaNFIE

18.1 fEA#RF
7474 OER#F L. phosphodiesterase DEMH % FHE L ¢ fifa
Meyclic 3\5-AMPRE2EH S LICkbLSnT 158 -13)
ZORPICS, 7T Y yRBMEITET SESUER. MR ALY A
A OFRENER . NERESD 7 I — L7 I > OBEREFR RO
TUR5 75T AT BEFERAEPHRESNTHE D, WELEEAK
FIZ DL TIERBAZ SN Z 0

19. BB S ICET 2 IB{ERHNAR

—RRIZFR: 54 7 « U > (Theophylline)

{E%43 : 1,3-Dimethyl-1H-purine-2,6(3H,7 H)-dione

SFH: C7HgN,O,

SFE:180.16

M R ARIABOEEIEREOHNERTH S,
KEBINN- D AFILRLLT I RIZRRBE TR T, KU
I =) (99.5) IZIEFIZ W,
0.1mol/LIEMERICIE T .

B
B

{EEE :
0
H
H,C— N
L )
0 w N
CH,

Bl M= 271~275TC

20. B L EDFR
(FRI%EE100mg)

SERIERME OB SIE. 2REZFFRT 270 OR/FHEFIHEMRIC LSO T,
BEIZEALDTIEE LV,

22 G
(AT« U VEREEE100mg [YILNS] )
PTP : 100 (108£x10) . 1,0008F (10%EX 100, EZIREHIAD)
NZ &) 11,0008
(774U VRmEE200mg [VILNS] )
PTP : 1008 (10%&x 10)

23. BNk
1) ?ZJH‘I% , RALIfE—, WEEITTR, BRERREE HANET VL —
B2 /J\ RREXMERE - EEAA R4 22017, tHHEE2017
2) #EPER - RS ERE (58100mg)
3) HNER L RIS (ﬁEZOOmg)
4) Labovitz E, et al.: JAMA 1982; 247 (6) : 786-788
5) Yurchak AM, et al.: Pediatrics 1976; 57 (4) :518-520
6) HHEILIE, th: Efﬁt HiE. 1981; 9 (1) 17-25
7) ;%Eﬂﬁ?u, fi: W B RE. 1995; 10 (3) :413—419
8) Rall, T. W.: Goodman and Gllman's The Pharmacological Basis
of Therapeutics (eds by Gilman A. G. et al.) , 11th ed, The
McGraw-Hill Companies Inc., New York 2006: 727-736
9) BIRTTHE, f: EZDH O A, 1985 134 (13) :1121-1124
10) Sullivan P, et al.: Lancet. 1994; 343 (8904) : 1006-1008
1) Barnes PJ, et al.: Eur. Respir. J. 1994; 7 (3) : 579-591
12) Ohta K, et al.: Clin. Exp. Allergy. 1996; 26 (Suppl. 2) : 10-15
13) Sagara H, et al.: Clin. Exp. Allergy. 1996; 26 (Suppl. 2) : 16-21
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BRMUEERASE EEERE
T563-0036 AMfftHTEEILI THIOHLS
TEL : 072-761-1456 (%) FAX :072-760-5252

26. RERFTEES
26.1 BHEMRSETT

BEREHRITT
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