20242 GET (BE1MR)
B BIRRAF

FYUUF URAESHRA

w3 semes 74 4 U RS 0mgYILNS ]

Theophylline SR Tablets [TSURUHARA]

E) EER—EMEOMLEICLVERT LI L

| BAEEmmLyEES | 872251 |

ARES
A7 pRta

22500AMX01700000
2013%12H

222 (ROBEICFIBSLEVT &)

2.1 AR O F4 > F 0 REAN R LEE L EIERAOBFE
DHHBEE

22 12BLINICT T v (7T A%y y) 2EHTSE
# [10.1 48]

3. f8RE - MR
3.1 ¥2Rk
s 1$ERT4 74>
BRI 50mg
A MY, TFILELO—R, ATFT
" UVEESIN T L BEEK A B
3.2 "EIDOMHIR
Al WA REE
@i He
BEE #76.0mm
REE BEs 93.7mm
HE #9113mg
FHala— K CY 50

4. PRER ISR

o FEXHE

o WEME () TEZN

5. AL IFHRICBIHET 33T

S (%) TEZ)

5.1 BMERD C LS MOBBEC X 5 REOBEEEET
BT, FAT 4 VRERICRE L LARORE L, HHL
FASHRI 0.

6. RERURE
WHE. 7471002 E LT BA1E200mg (KA 458) %,
/NR1E100~200mg (KAI2 ~4%8) . 1H2ME., #RS
MERICREOKRST 5,

T, REXWEICOVWTIE, T4 74U ELTHALR
400mg (K#HI8%E) #. 1 H1EREMREORSTLHZED
TZ 5,

B, FE. ERICK D EEERET S,

7. BERUHBEEICEET 5FE
Ghgesh&@)

7.1 AFERES I, BRERSOBESMFBEDE=S) V7%
AR ECERRICEET S L.

(REXZHE)

72 /NRICERE T AIBEOBREE. BEHESIION T, 25D
HARITA V&, BHOBEHRESZIRETH L, [9.7.1 2
]
<BEHRNETLULF -
HARSA220170 >
6~15% Tl38~10mg/kg/H (1[E4~5mg/kg 1H2[E]) K VB
AL BERZIREIMPEEZHEZ LR SHET 5,

8. EEREARNER

8174714V ICEBENEHOHEBEIL, 7474V VIHFEED
FRIGERT AHEENZVW &N S, MFBEDE=YY VT
YNV, BEMEA ANE L2 BRESEEZRET LN
EFE LW,

8.2 /N, RICHN BRI E T 251213, FEESH I L. R
BICII—BEED 2 VIEFIET 220Xtz & 55 LHiE
BLTBLLZENPEZ LW, [9.7.1 BR]

NRKE S RiaiE - B

83 /NETII—RICERIERZFA SN ELZ DT FEIOHRS
ICBL T, REESIINL. BROREZ+DICEEL, B
WD 5 NIEEITIZER P ICEBREICHEK T 572 E 0w
RIGETAEIICEREES LA L, [9.7.1 BE]

OLBENDEHRZEIDIEBICHITIEE

9.1 G - IEESEDH DI EE

9.1.1 TAHLADEE
R ERIC K > THRIEZREIT I ENH 5,

9.1.2 BRIREEEETLERE D BE
BRI RE T IS RBTTHE. AT 32— L7 IV OEFA %
WY A END D,

9.1.3 5> MEDTFEDEE
MHAEEAEEDRERICIVEET AL, 74714V 7 Y
FTISYAPMBERU.TH 7 1 ) VIMHFEEDS R ENH 5,

9.2 BikrEEEEE

9.2.1 2HBRDEE
EICNT 2EE2ED. REAMSENT 2B8ZNrH 5.

9.3 FTHEEEEEE
MABEERHESOERICIVBETSZE, 7474V 7
FTIVAPBERU. T 7 4 VITEEDS ERT S5 DB 5,

9.5 1¥iF
R IERE LT W AR O H 5 i i2id, 8B L0 AR
DfafEtt % EE 2 EHE SN A BEICOARET B &, B
EB (VA Ty b UHF) CHIFEERZSEOEFESEN
WEEINTWVDE, Foo L N THEBZEBL THRIBICHETL,
FAERICIERY, $REBEDERSDSDNDIENDH 5,
[16.3.1 ZA]

9.6 FHLIR
AEFEESFNIFA LGV EAEE LW, b ML FRICEITL.
FIRICHBEBBAERI T EPDH B, [16.3.2 2]

9.7 INR

971 FF 74U VIMFEEDE=Y ) V7 2[THIRE. 2E2DH
A RIA VEORFOBHROLSEIC, ERIIREGTLHI L. ¥
WICRO/NRIIF XV EREICEET A2 & AICEKRNTER -
BRELPLTL, Ty ATV TUT T UVANEH LT
Ve [7.2, 8.2, 8.3 BHR]

C TADARURREOBRFRED D 5/NE
EREEFERTHIENDH D,

CFEELTWANE

THAT 4 VMFRED LRSCEBEZEDERSH DN
EWH B,

- 67 ARIGOFLL

67 ARBOARTIZITA T4V 7T IV ADPEL, T4
T4 ) VPEEN ERTHZENH B, AREIIETA 7 ¢
YUY T T YAB—EL TN,

9.7.2 BHIAEMFER, HiEREZNRE UBRRABRIIERL THx
(Y

9.8 BimE
BIEFORFICOEE L, BEICREST2L, SRETIE. 3
ERE ICHARRENFEED LR R CAUCOEIN R 5k
EDOHMENDH B,

10. HHE{ER

AANIEE UTHABBERCYPIA2TRHE S NS, [16.4 ]
101 HARR HALBWLIL)

HH| L% BERAEIR - B SR B - R T
TFE) Y KENC KO T7F ) o kARG AFNET T/
(75 A% v V)| BEOHEIK EIMEER OB % | & v 2 BRI
(2.2 BH&] ME L. B EZRIFT |HER T % 72

EBDD TTI) VY (FTTFIAF O, TF ) ¥
YY) 2BRETZESIZI2BRE| > OER Z R
tofEEH TS &, BHEE5,




102 HAEE (HAICERTZIL)

HAlnE BRRER - BT W - falRRET
D 4> F R WO ER A | HER 1T & D kg

A
(73749
KW, ¥ 7a 7T 4
Vo, hoxzA
%)
PR e B
(7 xRy iE
RiE, v+ )

HobNDIENDH D,
BfEROFREFIERL. &
FIRD S NI HE IR
BX3RGezHRIET 2 E
HY L MEZITH &,

FBIER PR s
%o

[13.1 ]

RRAFERREA [ Y Y AME, O - ME | DRBUER 2 £ 81
(B HAD ER GEIR. AEIRE) F\FLTBD. BRIE
(AT v 0BRMAIOBIERERZ | Al OMEH = HiEd 2
R, 7V 7T (RS E22EPH 5, |[1deEZI6N5,

O — UIERRIE, Vo
75 u— )i g
B, FLTHY U

EERORHFICERL, &
BARRD 5 NI HEITIT
BEX3HEGeHIET 5L

{7 U ™7 L MRE O 1
RICO VT OMFFE I
RETH %,

i, Yuhro— | #EYLLBEITS 2 &,

L 15 Bk 1 K f W

%)

AN=E % AEREORIERPE®RT |74 714V > &na

HTENDHBH Tl Hi
HRICEDT AT 0 1l
TREFLEATLIEND
%o
EERORFICERL, &2
WD 5 NI HEITIT
BXi3gEehiEdysn s
B LMEZITH &,

5 > DI %
YER DA X FH
REEZOND,

Ty 3 RS

BEDPHOSDONDEND
%o
REOHRICER L. £F
DR 5 NIIHEITIITRE
BAHI D575 EEY) 75 AE
275 &,

EREHEPET 2
TeHEEZIO6NS,

TRAFTY

RAF T LF GRS
a7z ) Ui
[ide)

7 3Gy u L ERRE
Y3 RERZKFI
DAVA" A E RN
JzaFg s
N ATE SR
¥ IVEREEIKFIH)
ISR TaFH T R
¥ IVEEIE
VAT ES B
Ty RuvA v
7)) 2aveA TV
[SES Qu e G
Fruvy U IERE
RF)83)VIERRE
INTF 7Y LIERIE
TIVARFHIVTL
A VIR
TNary—)
JANT 4T L
FT7xIvav A
[13.1 8]

FAT 4V Y OREBERD
HobNBZZEND 5,
BIfEHOFEFICERL, B
EERD 5 NG AT
B3RSz HhIETsnE
T B 21T 2 &

FFREERPEE S
N 747407
V77 APETRT
Bl TAHT 4
CIMFRES ERT
H2EEZOGND,

F¥ruvlL
NT v ruv)vig
g

A =7z
A NA 2
YIUARY v
Ta7ryJ)—L
[13.1 =]

THT 1) Y ORBERY
HoHLNBIENDH B,
BMERORBICERL, B
HEARRD 6 NIBEITIER
B35z HIET 5% E
Y REZITD T o

FE T 4 it
EoERICKkBEE
ZA6N5,

A2 E

HRRAEIR - IRETTIR

W - a7

V77T
T )NN)LEY—)L
SUVTITI—
U B

FET 4 v ORESET
GTEZENDH S,

FAT 1) v IMFREEAE
Teas2EMH50DT,
TaMBEZITH> 2 &,

7 S N
HILNTEE

FIT 40 Y RUHFEED
HEPEE TSN D
%)o

FAT 4V v IMREEAE
TIBZERHHDOT, B
TaMEZTH> 2 &,
7o, HEEOEET P
MAEEOETICERT S
Z&s

FFREBEROFEIC
KOFHTY T
V7T VAN LERT
Bl THT 1Y
CVIMHRESETR T
HEEZHNS,

JEUFE—L

V) ¥ E—ILDOIER %
FIHBHEND B,

7T Y HEETUER
&%

I huanNy

F7 MunNyOIFEED
ERITZZEND B,

I hanN>oMmHf
BEERICOVWTD
WFIEAHTH 5,

YLy — )L

YLy — LD % 5
(BMERHEH) 5B Nn
WH %

in vitrodE TV L
V=)L OREEHE
THIENRBESN
TWa,

)N
[13.1 28]

B (BERDFITH L=
a5 RAIERR E &)
EDTHT7 1) rOdE
FERDH 5 bN B ENH
%o
EERORFICERL., &
HEARD 5 NIHE I
B35 edibdons
B RAEZITO &

BAEIC & O AR
ENFESN, TF
PR/
APERULTA T4
U mARESET
THEEIOND,
/o, BEICKOM
HREP RIS E
EZOND,

A3t rFIY
*7 (St. John’s Wo
it L b Pa—
VX -TJ—WN) BB
J=

AN D R D EE S LI
REPETT2BENDH
DT, KAIRGRIIEA
IVF MRV IEREMR
EEMLZVWESTEET S
Z&,

LIV FIFYY
TICKDEEE SN
FHARE B R A O
R#zfeEL. 7Y
7o AR LERSYE
Bl EEZLNT
Vo,

11. BlIfEA

ROBUWERDPHobNBZENHHDT, BEZT7ITITV,
REPVPROONHEI3REG2hIbT 24 SHY 2 LB Z1(T
D&, B, BEWERHORBRICHVAA ZEE 35 2 F 1k
LGB T4 7 4 ) VIFREZEET 5 Z ENEL L,

11.1 EXBEIER

111 =8, BHEEE (WINHEEERE)
BREVIITAR. BESOREBEENHODONIZIEPHHD
T, IUEEROREEE 2 NELZITO &,

11.1.2 SMEE (BEEREH)
B, BEES ISR IAEMEICELZEVHHDT,
ZDEDBIERD D 5 b NI HBEIETREEFIE L. FLEEHR
DOFEEM B EITH 2 &,

11.1.3 EIARREARAE (BEEANHR)

WAL

iR, CKERZFICERL. CO&DBERDPH 5D

NHEICIEE 2RI L, BYZAEBE LTS & &b I
BEREIC KA BHEREOREICERT A2 &,

11.1.4 B{tEHMm (SEEARH)
BESICXAEEERM (i1, T #Hobnsl &N

%)o

11.1.5 FRERE GHEEAH)
B2 H5bNIGEIC3RE2MIET 5 7% CEY) 2 LE % 1T

O: o

M6 FPFT4S5FV—yavT (BHERE)

TFE74T5Fv—vavy (ERE. BEE. BT, IEET,
LR PhobnbZ ENH 5,

11.1.7 FF&aEREE,

BE (WML EEAH)

fFtaEREE (AST. ALTO LERE) | HESHSDNHIENDH

%o

11.1.8 SAIFOR. SMABE (V9N HHEARH)




11.2 Z0fthDEI{ER

01~5%kE | 010k A
H, EEE.
g TOEE, 5 | (SRR
56%)
R |, RE, ¥ | Lon, A E0s (R
8% |0, B, WEEE |
e | BB, AR (D |Bk, SEWAL,
R | smsnes) | EEen
B, WL, RAT
s | TR, B
BB . o, tore | VT2 <0
(Mg 3 %)
WRE |BOR BR
g |17 R 5
ez | TS
ALT. ALP. LDH
JiF e ] ASTD L& v-GTPD L&
o |&im L
N
o R, < H, |, B 0 LN
sk . R, LU
(0. =@

F) HBHEIL, MERERREOKREZET,

13. BE155

13.1 FEIK
THT 4 VMFREFEEICES & MFRED ERITHEN,
HEEER (RICED. EH) RBHmHEER (R, R,
A, HE, B8 AR, BEEE. 5ES) | O - MERE
KOEIR. DESER. AL\J%'fFHi?ﬂ MEETE) « EHY LM
FEZDMOEMRERTE. WRMEE. M RAEESOHHEER
PHERFELP T LD, &b, BHOERPSIERHER TSI &
T UICEEERPREAT LA EPH S, [10.2 ]

13.2 W&

MPEFENTEMAEDOT T 1) VEYRBICKRET 5 EDO|ED
HBo BB, TAT ) VIHFREPETLTH, HBICOMm
L7eTF 74 ) VK VIMFRENEEERT A2 ENFH S,

14. BALEDER

14.1 ZFIZDFOER

14110 RENIHRBERA 20T PETICRATALHEET S
&,

1412 KEEBIRORET HLOEHETH L.

1413 PTPEEDOEANIPTPY — b2 OO H L TIRAT 2L 5
HEIT LI L, PTPY— hORREKICE D BEWEIAE D RIERS
JEARIA L, BICIEZA 2B L THIRBRAREOEE 2 & 0HE
EHFETHIEND S,

16. EENE

16.1 MEE

16.1.1 EMFHIEZF R
FAT 4 ) UEREESOmE [V LT ] & FF R—LEE50mg %, 71 A
F—N—IRICEKDZNZNA$E (T4 T4V ELT200mg) %R
ABFICZEER R OABICHERRORS L CIEFR T+ 7 1V ViBE
HE L, FoNn YR/ ST X —% (AUC, Cmax) 122\ T0%f5
XIS CREHEIT 24T - 724528, log (0.8) ~log (1.25) OHFEN
ThHO. WHOEMFNREE RSN

ZofEeE
6 -
5 ——T AR
50mel 2 L1151
44 —o—T A — 50

M3FPF A7) B (pgiml )
w

o
[=Re

42

24 30 36

B 1 { hour )

18

HIFEINT XA —% SEINTA—4
AUCg.48 Cmax Tmax ti
(g hr/mL) (pg/mL) (‘hour) (‘hour)
747 1) VRGE
50mg [V ] 85.41 £21.05 3.83+0.78 6.3+£0.9 | 11.3+2.0
74 F—)L#E50mg | 78.86+19.18 3.50£0.58 6.2%+1.2 11.8+3.2
(n=19. mean=*S.D.)
Bt
6 -
5 —— T AT ARKEE
50mel 2 L1151

—o=F A — )50

35 thF A7) RE (pg/ml )
o]

30 26 42 a8

24

18

0 6
E5 Fal ( hour )

HIEIST A —H BEING R —4

AUCq.4 Cmax Tmax ti
(g hr/mL) (pg/mL) (‘hour) (hour)

747 4 VRGE

50mg [V ] 89.42+23.02 4.73£0.84 6.4t1.3 | 10.0+2.2
74 F—)L#E50mg | 85.26£19.95 4.21£0.70 6.7x0.7 | 104+2.1

(n=20. mean=*S.D.)

MAEFEETOIZAUC, CmaxZn /85 A —4 1%, WEE OBIR, (Fil
DOFEEL - FREAEORBEMFICL > TR DN H 5,

16.3 931

16.3.1 BBEADRATHE
12BlOEE %2 BT 2BHEOEIRFOFHMEFR T4 7« ) VIBEIX
9.69ug/mMLTHD ., FEICHESNLFHERHLT 7« VBER
1021 pg/mLTH O, BEEZROEN-723 o [9.5 2]

16.3.2 FLA A DBITIE
SWU@&?M’%%?}‘%’% TET7 1) /@Iﬁlmﬂfﬂ(»%ﬁ*t#mqﬂo%f“%ﬁ FL 7z

ZA, I/ mERBERIEFET0.7THh 7Y o [9.6 BHE]

164 ﬁﬁi
BEBEAICT AN —M%ﬁ&zﬁlOOmgmﬁ (F4+749V>&LT
200mg) =FALELHE. 747 1) Y idFEE L THBTCRH#S
. )?iﬂfﬂﬁ # W 1%1,3-dimethyluric acid. 1-methyluric acid &% 0F3-
methylxanthine?ﬁ‘ﬁﬁé Nice
TAT7 4 ) OREITIZPAS0D 3 FHED 5 BCYPIA2HE /- 270 FlE L
LT, 3A4R2EINYAFT—HRTFEELTHEET 22 EARKBRINT

V350 [10. B
18. EMEIE
18.1 fEA#F

T* 74V OIEFRAMKF I, phosphodiesterase D1E % FHE L CHlifa
Hceyclic 3'5-AMPBEAED A LICE b EENTND,
ZOEPITH, 7T Y URRRIHT BETER. MR ALY T L
A F > ODTHREEER. NREHTFI—L7 IV OEBEEER KOS
OURY 750 IV BEBETMERASIBESNTE.. LWELERK
FIZOWTII AR EAZ WD -12)

19. BB ICRT 2 EEZNAR
—M&#92FR: 74 7 + Y > (Theophylline)
{E%¥42 : 1,3-Dimethyl-1H-purine-2,6(3H,7 H)-dione
AF: CrHgN4O,
SFE:180.16
M R BEOKENIIHEEOHRTH S,
NN - I AFNVANLLT I FICPREITFPTL,
J =)l (99.5) IZIBIFIC< W
O Imol/LIERERICIET 5o

KT ¥

{EEEER :
0
H
H,C—n N
@
0 N N
CH,
B 271~275C
22. @&
PTP : 100 $& (10 $£x 10)
23. B

)IILJ”(D JENLIfE—, B, BEEREE  HANET LIV —
S /J\E%"é.‘iﬂﬁﬁg G - BN NT4 22017, HHEE2017
HAER - AR

Labovitz E, et al.: JAMA 1982; 247 (6)
Yurchak AM, et al.: Pediatrics 1976; 57 (4)
FR ST, fth: I &IARE. 1981; 9 (1) @ 17-25
SR, fth: ZYEhRe. 1995; 10 (3) : 413-419

: 786-788

2)
3)
4) : 518-520
S)
6)




7) Rall, T. W.: Goodman and Gilman'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

8) BIRTLHE, f: EEDH O A. 1985; 134 (13) : 1121-1124

9) Sullivan P, et al.: Lancet. 1994; 343 (8904) : 1006-1008

0) Barnes PJ, et al.: Eur. Respir. J. 1994; 7 (3) : 579-591

11) Ohta K, et al.: Clin. Exp. Allergy 1996; 26 (Suppl. 2) :10-15

12) Sagara H, et al.: Clin. Exp. Allergy. 1996; 26 (Suppl. 2) : 16-21

24. XHERERUEVEDEE

BRAEERASE EEERE
T563-0036 KIitHTESILI THIOHLS
TEL : 072-761-1456 (%) FAX :072-760-5252

26. HIERFTRES
26.1 SUSERFETT

BREREHFITT

KEFtHTEEIEI TEHIOELS

C59-5-2402



