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2.2 [ SUTIEIR L TW B ATREME D & B2t 9.5 B ERVBACRETS L,
2.3 [RHIEREYE, Bk [9.7 B (BRIEBRR)
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3. #ERk - MK (Z2—F 2 RF REGROFEEHH])
3.1 ME 5.3 —a—ELAFAMRDIIE) 2V & HT HEE LIz ilH)
ey N PEAR FEPTIre DB INTVDHE, GENHREDEE. —2—FEXF R
e e fii% DREEREA S 2 BES) 2HRETH L,
ARG | AT 7 A RFHT =) 400mg| AV T 7 A bFH—)b 400mg 6. Bix- AE
NIFSCDPA 80mg | R U A KTV L 80mg A
FVAT=ZA) YA ERERBFSTOEL L O— <fﬂ9@*ﬁ> . .
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[ N 5 NN 5 Bk () mRIcALS5E
) | mempoxETH 5, F1 8~ 18 {7 25 O - B4 WHE, RACIZ 1 HE I~12 82 (BRIOEEIT 9~122) % 3~4
HEIR - A DERFITH B, AL, RORET 5,
WE, NI RY AR FUAELT ] B 15~20ng/ke % 3~
- = 4ENZEIL, ROEET 5,
\780/ EREU. . RIS U Ol 5.
(2) RENMHICHNZHE
i - Q - WE, BRI L H LE 1~2 5 (EROBEIE 1~2) A
I3 3 RO ET B,
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8.3 HHHIRICHNL D, EREWERICDOWTEFICHHL., MmikkE
£ (A, HEmSE) . BEHEOKEDORENRBD S NEHE
I3, O NICEREICER T LLIERTS I &,

8. 4 AFIHEG L. FEMORMFEROLD, HEICEUHEERRE
(iR, TFHREMRE. BHAERE. MhEMES) 21752
&, [ 1. 1-11. 1. 14 18]

9. BEDNDEREZETHIEEICHTIEE

9.1 AHE - BEIFEEDHLEE

9.1.1 MABERISEDEEFEOH 5HEE
R EDPDEERVWEHINDGEEZ2RE, B LRV, MK
MEErELIEDIEMNH D, [11.1. 1 BHE]

9.1.2 FAXITHE. REHSTEXHE. BB, ERBEO7 LI
F-ERERILPTWVEEEE T IEENILMOERICH LA
WAEDBEREDH 5 EE
HBELEDLPDZEERWEHB SN GG Z2RE, BELRWN,

9.1.3 EBERZXIIRBMBREDHHEE EIEICEOHEMERZ(T
TWSEE. thOERABHRENRAEHREINATVIES. Sk
% ARXUEBABHERES)

ERRZEBEASIE, ERFREEMZEZ T LENDH S,
[11. 1.1 &®]

9.2 BHpEEESRE
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9.3 FFikeEREEEE
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9.5 4F4F
W OIIFEIR L TWAWEEEDO H B EICI3E G LisnwZ &, i
PR AR 2 B IR 5 SN EBFDIRIZBWT, KA
HEHNH SO EDOREND D, Tz, BB CTHITBIERMN
WEINTWD, (5w M2 1200mg/ke/ LA E&2EORE LR
THEKEY, NREY., WNBEEN. <X 3000mg/kg/H %
ROBRGLUEMTOZANREDLNTWS,) [2.2 &H]
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1. BIER
KROBHERNH 5OND I ENHDHDT, BRET+HITfTN, £
HERRD SN E IR G 2T 2R EMUBNEETTD Z
&,

1.1 EXAZEEA

1.1.1 BEARARMEN. ANEEN. EFRFEREEN. A SNE
OB miE. AmEED. BERBKE. /MREVE CLE
HEENEA)
[1.. 8.4, 9.1.1, 9.1.3, 10.2 &Hg]

1.1, 2 Mg/ EENMRE (TTP). BIERSELE R
(HUS) (DA LB BEAH)
TTP (FE# ¢ if/MRIEA . BERRIMER O I 2 588 2 Vi & i
FERRARRAEIR, FEEL, BFHERERETE). HUS (I /IR, fig
BRimER O HIH 2589 DMt M. AEERE) Ndsbhs
ZENHBDT, BENEDSNZHEEIEEEEZR L., MmiE
THE DY) B ZFTD T &, [8. 4 BIHE]

M.1.32avd,. 7F745F— CLEEERH)
OIAEIR © APk, OWNEFEK. WS, K8, HE. 5. %
. RS (1., 8.4 &R

11.1.4 PEMRBIEFEFAEAE (Toxic Epidermal Necrolysis:
TEN). REfEXLRERRAE(EREE (Stevens—Johnson fEMEREE) (DL LA
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11.1.5 FEFIMEBEUEAREE © S AH)

FIER & U TR, BENH SN, FICHHEEEREE, V) >/ Hi
MM, EHfmEREIN, AFEEERIE L. WAL OONERHHBISE & 0 5 BT
HOEERBBIERDND S5ONDZENDH D, 2B, B AR
ATAINA 6 (HHV-6) FEDOTA ) ZOFIEHLZEMED 2 &%
<, #EPIEBBIE, FE R EFEOERNER D 5
BT A ENDDIOTHEETHZ &, (8.4 5]
1.1.6 2HERX (HEEAH)

(8.4 BMR]

1M.1.7 BEREEKBREOMEEES EELKBX GEEARH)
JEgE, HEO FHAD S bNEHATREB IR ZPIET DR
EHY)BIEETD T & (8.4 2]

11.1.8 EEDFEE (BEEARH)
(8.4, 9.3 Z:M]

11.1.9 2HBRE, BEEBRX
(8.4, 10.2 ]

1. 110 BEMREREA, REWER CLLEERH)

[8. 4 ZHH]

1111 IS M2, PIE SEERE (DL _LAEAE <)

FEEL, nguk, MRURIRIEE, MOEl X AREE. MFEBERIEZE (8.4
1]
11.1.12 {EMFERE GEEARH)

(8.4, 10.2 ]

11.1.13 AU D AME. €F MU D AMAE (CLESEEARH)
INSDOEMERENDSDONDZENDH D, RENEDH SN
LECEBGeR L, BREMEFOEYSAEBEZITD Z &,
BICAKZEHBTHRET 258 (Ca—EXAFAMEDHE
B 1. FOREETSIE. 8.4, 10,2 B

1.1, 14 HEEERRERAE (B AHH)

Wi, B, CK BER. mPRCRFPIATOEY ER%E%E
R &I 2 RBUTRMRIED D S OND Z ENDH D, THNITHENA
BOICEHRENEMNML, ANBRESOEEERICEDLZEND
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14.1 ERIRMFEOEE

(EERD)

14.1.1 FERMNJ AN LAOEKRERLS 720, BINTHEEEZ 5 X
BWHIPFTad—F ¢ > 7 2L THB0, Bhiz2DODRT I &L,
KNI 2 —2AHEHICRATHLOEET S 2 &,
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14.1.2 PTP A DFKANI PTP > — SO ML TIRMT 2 LD
fRETH T &, PTP > — M ORRAKICK D, WS AT AER
JEAHIA L, BIZIEZEl 2B 2 U THERRIR 26% 0 B 72 & BHIE
EHETDIEND D,

15. ZDfDEE

15. 2 FEEGRARABRICE D < 1BHR
Bt (Z v ~) T, HRIREN O HERIRBERE R E 2R 25
ZEND B,
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16. 1 MAEE

16. 1.1 @R AIC 2 fi 2 REZHEEROKRE L & E0MmiEhiRE %X
16-1 12, MBS A—F 2FE 16-1 1ITRT 7,

[16. 6. 1 ZHd]

SMX (RIV7 7 A R =)L) 85l TMP (R U A T U L)
(pg/mL) 70 - P e —2 (pg/nL)
60 -
50 J l 1.5
it l e ifn
#e 40| . l 4t
i d 1
i 30 SMX T b
Ly -t
20 Tl o5
10+
0 (a i 1 1 1 1 1 1 L 0
0 1 2 3 4 6 8 12 (hr)
iy
BI16-1 8 195% 50 O 4% v i
% 16-1 EYBHRE/NT A—%
BREE B Cmax Tmax AUCo-12 Tis2
(€73) (4eg/mL) (hr) (1tg - hr/mL) (hr)
5 g SMX | 46.8+£3.9 3.4+0.9 | 352.83£53.09 | 7.8£0.8
TMP | 1.46%0.31 | 3.3£0.7 11.10£2. 30 6.8+1.2
SMX : [IPLC
M™P: HRZOX NI 5T 4
R + BEHE R 75)

16. 1.2 fEEERRAIC 2g 22 IERHERR D% 5 Uiz & Z O M RE 2 X
16-2 12, HEYFHHE/N S A —F 2K 16-21TRT Y,

SMX T™P
(rg/ml) 80 ~ 2.5 (pg/mL)
70 | 1041
o l l SEE £ R 42
i T i
g \J 0
40 By
- i
pe 30 B
2 0.5
10
0 0
0 2 4 6 8 12 24 (hr)
IRf f
BI16-2 #% F145% 5-KF 0D of B P g
% 16-2 FEMFEE/NT A —F
HE58 % Cmax Tmax AUCo-24 Ti2
(g) (12g/mL) (hr) (seg + hr/mL) (hr)
) 10 SMX | 58.0£6.5 1.7+0.7 |675.49£100.73]9.4+1.6
TMP | 2.06%£0.34 | 2.0£1.2 21.74%4. 06 8.2+3.7
SMX : HPLC
™P: AR O NT57 4
CE¥ 1l + BT )
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16.3 9%
16.3.1 BHBEAE

ZOVT 7 A RFH =LK 50~60% (b SinsE, R AEE) O, b
JANTY AR 42% B, o7y B P Tho k.
16. 4 55

ZOVT 7 A NFH =) g ZERERA | BT OEG L, R RHE7
EWMRLIZEZA—EN-T 2 FIV-SMX. Z L7 0= )L-SMX IR &
nrY,
FJARTULIK Tv FTiE, —#3-FAFI-TNP, 4-F AF )L~
™P D 27)L 7 O AR N TP N-FF 3 REiTR# s e,
16. 5 et

@ EERR A 6 #5112 SMX400mg R TX TMPSOmg %24 5 5 5/l & /R E 65kg LT
13288 INEVENEBREICI S ERHEERO#KG L& 0RTHE
ML, 5% 24 BERHIDINICIZ AL 7 7 A RFHY =)L, RUA RS
Y LAITHREROR 60%FTHR TH V. 48 BRILINICIE 10~85%TH >
7= 10)0

16.6 HEDEREZHITHEE

16.6.1 BIEEEE

M ZVLT7F=>r U752 AN 4nl/nin LLF QRBIEEF 4 612 2 )L
Ty ARFH =)L« NUXNTUAEREGHE28E (AT 7 A FH
J—)L 800mg., bU A KT L 160mg) EROFESELAZEENIARNS
ULEZIVT 7 A RFHY =)L OFE MG R IEB R E h
22 S WL 28. AKFEITH V. BFHCIZIZFNEN 9. 4 BEREL 111
BRTHho72 10 GHEAT—%). [9.2 B8]

(2) MWENTEREZ 16 HUZZIN T 7 A RFH—)L - NURXANTY ARE
SR (R 77 A RFHY—)L 800mg, ~U A 7Y 4 160mg) % 45
SEMNT THEBEELZE A, WTNO/MS B MEENTIC & 0 FEifit
RNz CEREIH - 2077 A RFHY =)L 3 TR, U ARTY
L6 0 WF[ED) . Fz, MIEEHTHIZ, 2T 7 XA MFH =)k E5E
D57% FYURARTYLIHRGRED M5 E N1 FHEANT—
). [9.2 5]

3) BEREBHTEH 10 FIZAIN T 7 A RFHY =)« RUA KT ARE
EHE (27 7 A RFH—)L 1600mg. ~ U A KT VUL 320mg) %
30 PRI THEMEHELEZEZ A, FU AN TY A DOFEFM O IERA
RBoohiz CEE : 2V T 7 A RFHY =)L 130K, RURXA KT
UL 286 M) . F7z. RSN, 2T 7 A RFH =) S
BO %KM, MU ANTY ARG ED RPN I NI E
Moz BEATF—%). [9.2. 13.2 28]

16. 7 EWMBEER
ZI)T 7 A RFEH =) CYP2YD Z[HET D (in vitro).

U ARTY LZFACHEEE CYP2SID EEHWITF A F T > AR—
& —2 (0CT2) WZEHET S (n vitro), [10.. 10.2 B

18, I

18.1 fERHF
AT 7 A RFH —INIMAEMKRN TOERAGREZHREL, FU X
k7 A EERE OEMAL 2 E L THBEEM 2R, W3OOIk
B OBER A O Uz 2 1 i 2 FRFICIHET 5 72 O EN 2 PIEE
HOBANRD N5,

18.2 ZFEIE{EMH
bl
HBENTIZ. PUARNTUL, ZNT 7 AT =)V EZTNTHHE
MTER S Bz & ST, WEEOPHARITIE. MR PTEER 08
RKOBDHN. BREWITERT 2. BERERE. KBE. RE. 77X
W, NSFIAW, PhanNyy—gE L ITIIIE/ T>FOnNy
Y—lg JuruRE ENHFT - EBNHZ— JOEF>TT -
Ly NFUL A 27V HEHICH U THEER 2R,

19. S ICET SE{EEMMA
19.1 RILT 7 A MFYY =)L
—MEAFR © 2V T 7 A RFT =)
(Sulfamethoxazole) (JAN) [HJ&]
b4 4-Amino-N- (5-methylisoxazol-3-y1) benzenesul fonamide
772 ¢ CroliiNs0sS
TR 253,28
R ABOREE IR REEORET, ITBnidin<, KRiTbThHicHE
W,
N N-PAFIVHRIVLT 2 RIZWD TREITRT L, ¥ /—)L
(95) IZRRBETIZK L, PIFIIT—F)INZiEiFic< <. Kiz
FD TR T IZ< W,
KL B U AFIRITIET 2.
Ko THRAICERT %,

BKT 46

e s CHs

o O -
¥ bo
S ~ 7/
L s
H
H,N

Rl 0 169~172°C
SERE .76 [1-F 2% 7 —)V//K]
19.2 FUARTUA
FEEAFR D RUART L
(Trimethoprim) (JAN) [R4FhR]

(k2244 © 2, 4-Diamino-5-(3, 4, 5-trimethoxybenzyl)-pyrimidine

72 CrallisNgO3

TR 290,32

PR - BEOKEXIIEREOM KT, ITB0nidR<, HREHE N,
Fefe (100) 19 <. A/ —)b, FEEE I 0oRIL
LTRRETIZKLK, T/ =)V (95) XiF 7t b iaEigic
<L KD THEITICS K, PIFINIT—FIIIFEALERIT

W,
R NH, OCH;
N
HN—( :\>—CHZ OCH;4
=
OCH,§

Al 1 199~203°C
SYECEREC 437 [DHT. 4, 1-F 2 % ) —)b/#E K]

20. BIRWLLFDEE
XL THRET D E, BHITIDERT S,

22. @
(N s EEER
200 g DR, /NF]
100 2 [10 & (PTP) X 10]
(INO RGN
100g D, #248FIAD F v v 7]
100 @ [1gXx4 4l (SP) X25]

23. EE K
CTHERE R =)
1) JEA 55 84 TR R ) i A SR e SRR < P i B O T &
2) Rieder, J.et al. :Antibiot. Chemother. 1974;18:148-198 (200101129)
3) T.T.Yoshikawa:J. Am. Geriatr. Soc. 1990;38:1353-1372 (200101123)
1) EAEREHE EEEWERREEBEININ Y Z 2 7)) S 08 O E 5 R
(http://www. info. pmda. go. jp/juutoku/juutoku_index. html)
5) PHAHAME : +EN B BRI 55 0 i S R (190000631)
6) WEHTEIRIT N RHTESE 1959;14:3139-3146 (195900028)
) A —KIZH:Chemotherapy. 1973;21:273-282 (197300218)
8) PA =R : FeTE . 1960;15:1882-1890 (196000118)
9) fiRREZIE A :Chemotherapy. 1973;21:229-231 (197300201)
10) KRALR—1&1F A :Chemotherapy. 1973;21:241-245 (197300213)
11) Craig, W.A. et al. :Ann. Intern. Med. 1973;78:491-497 (200101122)
12) Nissenson, A.R. et al. :Am. J. Nephrol. 1987;7:270-274 (202000236)
13) Walker, S.E.et al. :Perit.Dial. Int. 1989;9:51-55 (198902300)
14) Wen.X. et al. :Drug Metab. Dispos. 2002;30:631-635 (201700297)
15) Jung.N. et al. :Drug Metab. Dispos. 2008;36:1616-1623 (201700298)

24, XEERERUVBEWEDESE
MR ARt EEERE S —
T541-0045 KBPxrTH R XEEAT 3 TH 1 % 8 &5
EiG 0120-956-734
FAX 06-6202-1541
http://www. shionogi. co. jp/med/

26. BULEHARFEEES

26.1 BEARSETT
A FT 7 -kt
KEFBET =52 THI &1 R

26.2 BR5EIT
PP ARk Atk
KRBT RKGEEIT S TH 1% 8 &

® : BEEE



