2023411 BXET (FE130R) BAREZEEHGNEES

876131

EERAVFIELA—Tx+—L

AAFREREISDIFSEEHEE2018 (2019FBHAR) (THEH L THER

BRER=) VEEH
| MEEEES |
AR I U Y ILERIE K FNYER

AF3/Y aEE10%

Unasyn® Fine Granules for Pediatric Use 10%

il W | Hihsl

oA oo HBHOom XK | AFEEERN (EE-EMEOLASFEICIVEATLIZL)

Moo - & & | lgt B AEITU v N IVEREKFI100mg (J1fi) &
g ANH I U v N IOVERE KA (JAN)

— i 2. o :

4 @ Sultamicillin Tosilate Hydrate (JAN)
w s Sk AR A R | ROERTUREAA H 1 20094 626 H (RFEAZTICLD)
SO L YE UYL W - | SEARMEWENCEGER B : 20004E 9H25H (W4T LKD)
foge B dn R OH | grsc R h4E A A 1 19904E TH1TH
B3 AR 2 (@ A) g 2 ST
B . w2 A4 EIRTE © 7 7 A St

77 AVt fiEERE L ¥ —
PHAFH A A YL 0120-664-467  FAX  03-3379-3053
[ 94 F S  1

https://www. pfizermedicalinformation. jp
ARIFIF20214-8 H GT DB F I OFRLHITFE S T UG LT,

BOTOTERIT, MATBUEN ERSERBESR A HAE O I RIR R — U TR L T &0y,




EERAVAECEL—T4+—LFBADOFS ZDOME —HAFHRRERATE—
(20204F-4 A 23 T)

1. BERA VA E1—T+—LIEROZE

FEE RS S O AR 72 B & LT IR EE LI SCE (BUT, IMESCE) 235 2,
PESEEHLY CEERD - JERIRISE O EHRAEFH D B EH 0B e RIS O EE R E®R A TE AT 5B
I, BSASCEICRRE SN A BT D FISEEHI R RN E R G A N H 0 | BEAEOE
SIFRMYE (LT, MR) E~OFHROBIGERSCERIC I VIFERZMEL TETND, ZOF
WCEREREEROCAFTTL2OOHBEY A NE LTERRA VXY Ea—T74—2 (LUIF,
IFE W9 D3FEA L7z,

19884 1T B AJRBe AT (LU, BIRIE) #E/ N EB RN IFONESHT, IFF#kk=, IF
R Z RE L, £ D% 1998 HIREEFINEE /N B 375, 20084, 20134F1Z H 3 & = 31 )
ZEASNIFEHBEEO KT 217> CTE 1,

TFRCEEAH2008 LARE, IFIIPDFEDE 17— % & LTIt 2 Z ENRAIE e o7, ZhC &
V. WSCEO FEARUWET NG > A I CUET ORIV — & 23800 L 72 IR e Rk &S %
Tl llpols, BOHROIFIL, EEMEREIFR OGN (LU, PMDA) DR 3K 5L Il i 27
D~_— (https://www. pmda. go. jp/PmdaSearch/iyakuSearch/) 12 CTAB I TW5, HIHIET
IE. 20094F L 0 BIEELOIFOERERFT MMk E LT Mo X a—T 1+ —2BatE &%
B L, lx OIFBNUSH SCEEZMET D EEAEHR E L ClEtNER - RETL V15,

20194E DIRFT SCEDHEMHO L F I Sbt, [IFEEEEME2018) NAE X, A [ERHEK
SO GEE IR LS ENCRE T2 4 R T A1 > ) ICBET B EHIEEMM O, ZTOFEFEZIRE L
776

2. [F&IE

IR N SCESEOEREMTE L, B - EAIRMEOEREFE I > THEERICLE
EH GO MEEFD - O DGR, WITHRFF D= DI H. A= O, 35 005 1E 4
D= D OIEH, FFEWRBE T T O D OERENEN SNTREM R O ERLfFRE S L
T, HFEEDN D EEA R E L, AL 0 72 12 2 34 1E 3,0 0 SUE B E TR [C b 5
WAER R ORI 2 (KHE L T D52 8 B ELERMT B b,

IFIZCFedd 2 B BN AR E L2 IR S REI L U, — BB O FiIst & [ & KGR O #H
NOERN L SN D, 72720, MEAEOHEEICED L O RUOFIHE B O 2T - Ik -
AT R EFEEIIFOREHFE L 1T bRV, S0V x5 L, RERAE) LIRS TFIT,
FIURE B H2SEHE - W7 - BRREA T2 & &b, RERMIZETLILD LW IHBEE > &
ZHifREE LTWD,

[FORPUTE 77 — & 2 HARL L, JEIESETCORKRITMAE TR,

3. IF OFAIZH=>T
B EAROIFIL, PMDADER I E IS G AR R DR — IIGilG T AR E STV D, AR
¥ TEEMA F a2 —T 43— MMERDOFG E | (1> TIFZAERL - 23 523, IFOREE
B E x| ERBIGICARE LT S IEHRSCIFMEAREC Gl U O E IR IC DWW OISR 2 OMRSE
~DA A E2— X VFIAEAOPNEFERESE, IFOFIAEEZ@mO L LENGH D, £z,
BERFGT SN A EH EOFEFICET 2 FHICE L Tk, IFRMET S5 £ TOMIE, B3R




BRI 2 AT YA & T I U T S . 2 R0 P B T LD — & A 1 1 38
FIRTSE B AT 5 & & I, IFOEAIT S 7o TIE, FeHTo URIT S0 % PUDACD B34k I Fe i
PEBRRBON— Y CHERT HLERD D,

¥, EEMFACZEMOMEOENLEHEINTWS V.5, BRG] < IXII. 25%
B, XTI B 2T AHEBSIIAREZ T TOWARWERNREENLZENHY . FOHDY
PNIF BT RETH D,

4. FAICELTOBES

IFZ HEEBIZBW TR T Z ENTER2VERMLERIE LTUHEH L TWeE &0, IR
AR D EFE A1 T, YEHE ML ORGSR T UIWRTE I D 2 RENER - 1B 5, EHKh
WIEM O 70 DOZEMTERCTH D & OALE-SIT 223, fodl - REUITERS, ERERSO MY,
AN R OV VORI B3 2 5 O IR E BRI IE T MR E T A R 7 A >, Ky =
— R A7 - T T T 4 AEOHNE —ERREZT D 2500, WEERRETE T A K71
VT, RARIECAGRS O FIESEICBE T 2 IR oW T SRR ENERIEFH 22D DK
DIELTITI) ZEIFELXZARNEINTEY , MREADA VX Ea—H L O MFAE R &
W&, FIHEB OBIFONFERESELRELDOTH D Z LML TR T b
V, BEERENOHR O E RO AR A MR L, TORBIMEAY AkE, ERIGICBITS
IR 2325 2 L IXIRARTOARB TH Y | IFZFIH L THREEZ TIMEH 2 oIz L
TWaE& =0,




O b e - 1 = 1
1. F'#J%E@{Xﬁ ............................................................................ 1
2. "y awﬂﬁ%M%r .................................................................... 1
3.%@<@%ﬁa¢@% .................................................................... 1
A, B EE IR U B g S X R 2
5. AR ROV - H E OB 2
B, R DR 2

Il BERICBET BB . ... o 3
L BT o oo e 3
D A 3
3.%LﬁXiT@ﬁ ...................................................................... 3
4. ROV B o 3
5.%?%(%%&) = 7 = S P 4
6.%%%\%%\%ﬁ R = % = 4

L. BRI T BIEE . ... oo e 5
1-%?3%%@“ ........................................................................ 5
2. ARG DRFEAE FICHT DETEME . 6
3. AR DR R . Y © o 7

IV, BIFNCBET BB ... o 8
L BT o 8
2 B D« o ot 8
3. IR ORI R OIS B o oo e e 8
A T 9
5. BT A RRENED B DR 9
6. B D BTG I I T D o e e 9
7.H%&&Um%&@§ﬁﬁ‘ .............................................................. 9
8. AL DEEAZEAL B LI L) o 10
0. TRHIME 10
10, R AL 10
Ll BB R S U D M T e 11
1. D 11

V.%ﬁtﬁ?éﬁa .............................................................. 12
Lo BNHESIEZNIR 12
2. ZWRE SRR BII T D UER .. oo 12
B RO 13
4. EROHRICBEET DR oo 13
B R A e 13

W.%%%ﬂt%#éﬁﬁ ......................................................... 15
1. A B B A A U IR 15
2 B I e 15

VI, BRI BTEHE . ... oot 19
L L DM S 19
2. FRHEEFRII T R 20
3. FHER R o L a ) T e e e 20
A N 21
T 21
B, T 24
T B 24
8. R T v AR = B A T oo 24



0. BT T L D R AR 25
10. B DS R e T A R 25
L. D 25
VIII. 2 (FARLEOZEESE) ICBET BB ... e 26
L. B S e DI 26
2.%@%@&%@@& ................................................................... 26
3. ZNRESUIZNRICBE T ZEE L O 26
A4, R O BT T A & F O 26
5. BB AR & B 27
6. B DI R e T A BB I DI I o 27
T R 29
B, B 30
9. Euu *ﬁﬁ%%ﬂ: i‘a_ﬂ;&ﬂﬂ ............................................................. 33
10, TR G 33
1L, T DT 33
1. D DT o 33
IX. FERRERERER IR T B TEE ... ..ottt 34
L. BB R . 34
2 BRI B 34
X, BEMEIEICE T BIEB .. ... 38
R 51 507 38
2 I 38
3. A R D T oo 38
A B DT o 38
5. BEMITHR L. o 38
6. A =5y - I L 38
7.E%ﬂ$$ﬂa ....................................................................... 38
8. §Qﬁ§@ijhﬂ% BAEH B R OVKIRE S, SMEMENEFEH B, IEBRBEAR ... 39
9. Zhie ifj%LjJD FAER O B2 BN D4E A E&U\%O)Wﬁ .......................... 39
w.ﬁ%ﬁﬁ% A AR H T DTS . e e e 39
Ll BB AR . . 39
m.&i@ﬁ%@ B D B o 39
13. o R 39
M.% %HL@&E ..................................................................... 39
s~ 40
L B TR e 40
2 DD BEE TR o 40
X BB 41
1.{@%!( FETOIRIIL 41
2. M DR S B 41
XL (&&...... e e e e e e e e 42
L JAA - IRFESCRICER U CRRARHIB 21T 5 IS h e o TOBBERE®W. ... 42
2. M D B Bl 43



1.

2.

. BIZICEY 5HE

FRDRERE

aF RN O ER Sy A Z ) v N ovisiE kY (W5 SBTPC) 1E. 1979 4FE T 7 A Y —
LB SN BE AR D BT 7 Z APUEAIT, INWPLE AT MV EFRFOT B2 U v (ABPC) &
B-F 7 X LPUAERIT, IRWHIEARY MV EEFOT B U v (ABPC) & B-T 7 ¥ ~—BLESID
AN BN (SBT) Z = AT )IVHES S/ RAD “ 2 —F 27/ 7a F7 v 7 (mutual prodrug)”
Th b,

ANE I 2 NIOVEBEDOKFIIIAR DB 5% BB DR I RIS, IBRED = AT T —F(T
KOANNRTBZRNET ) ATNKRGIREND, ANNT X NINKFEMEOEETHB-T 7 4
~—VEARAWANIRIFES L0, B-T 74 ~—BEAT L ET Y VIMEREICH L TH T U E Y
U UAROHE N 25 L, 7 RUKER, Lo VEKERRED T 7 AGMHEN O RIGE, 17V
TUWERED T T AR E THROWHIE D AR T 2, v Uk NERIE T CIc R S Twn
Dt v g b A GRS BT 2 RAIC/NRICIR- LS WA & L TR Sz,

HmDaRFANEE

(1) AVHE IV 2 B ABBEATIIIEGFEO AR B ) RoF T Y R EDL I RT v
Y ORARNM AN E TSI L EZANE LEEALZ T R v 7 L3 Ry 7oy
Vo b B-F 0 8~—FHEHDOANNRY X N AT NUFESLIZHOT, ToEV Y &AL
XY B BEORORINEZ M AIZSET 5 L RS, AERNTIEZENEN O D50 L. 35
FWOERZRET 2L VI REEZ LTV S, ZOXIHICALE I > bV KFY
X120 FTOH T2 OOMSPHEILT B KT v 7 THDLHEVWIERT, Ja2a—FaT7 17
2RIy 7ENnS,

(IVI-2. (2) iz B T 2Bk OEER)

(2) AT Z LT, 7T DGR R OMEE N EAT D B-T 7 X ~—B 2 Ra[ Ik S8 5
DT, B-F7F~—BEAEAT U VIEEICRH L TH T B U UAROHLE ) D3RS
b,

(TVI-2. 3EFRVEH | OB

(3) /NED ERIE - TROBRYYE, FRISEYDEZ 1 U, H EER e, J7 RS R E I 00 R YLIE 56
L CHERDED SN D, NRBHEGYEIZ KT 5 A 23IE 94. 9% (3947415 f51)) . RIVER D%
Bl=138.7% (37,7425 ) Th o7z,

(IT'V-5. FEEERER ] DIESR)

(4) EBRZEWEHELT, vavy, TFH7 4 7% —, hatEREEERARIE (Toxic Epidermal
Necrolysis : TEN), F¢J@HEMRARIEMERE (Stevens—Johnson JEMERE) . RWMEILRE MR MENREIE,
HICHER G 98 . BPER RE, MR R, kRS, Bt RIBR . A2, IFRekEE
FIHN RS STV 5,

(Tvi-8. (1) ERZRIEH & HIHER ) DOEZH)

3. BlAmHH|IFHEE

2 R NR T T TTICRIE SN TV D U B L BRI T A RAITH Y, ToE
VU VB OERERBINTRIZE D~ 27 Lz, HEROH 2 WTENWTEWEDOIKIAITH 5,
(TV-1. (2) WHIOIBLKOMER) DIESH)

I BB 5 HA



4. BIEFERICEL TRAMINEHE

18 1F z B,

RMP #
BINOY 27 E/MbigE e LT |
TERR STV DM

e fl HHEE T A KT A4 i
AR50 L oD B8 T R IE @ g i

5. ABFHRVRAE - EALOFIREE

(1) HAEBEH
A L7

(2) #@ - ERLOHIREE
Y LR

6. RMP it
EARSANA

I BB 5 HA




2 IZBE9 5IEHE

(1) %
v AR N 10%

(2) F*4

Unasyn Fine Granules for Pediatric Use 10%

(3) &FDHEXE
Bz L

2. — 4

(1) ¥4 (&%)
ZVE I v VR KT (JAN)

(2) % (®4E)
Sultamicillin Tosilate Hydrate (JAN)
Sultamicillin (INN, USAN)

(3) RTL (stem)
6-7 2 ) R=v T UEEFHEIR - —cillin

3. BEARTRMEX

HQN H CHa CHa /@SOSH
D CHs D CHs : « 2H:0
S~
/\‘/ﬁT H S0 HsC
0 0

/

4. HFRRUHTFE
s CosHsoN40gS, + C7Hg05S = 2H,0
sy f-H : 802. 89

II. AFNCBd 5HHA 3



5. L8 (fidiE) XIFARE
(28, 5/ (3, 3-Dimethyl—-4, 4, T-trioxo—4-thia—1-azabicyclo[3. 2. 0]Jhept—2-ylcarbonyloxy)methyl
(28, 5K, 6/ —6-[ (2F) —2—amino—2-phenylacetylamino]-3, 3-dimethyl-7-oxo—4-thia—1-azabicyclo
[3.2.0]heptane—2-carboxylate mono—4-toluenesulfonate dihydrate

6. 1BEA%. Bl&. KRS, LEES
HH4, B4 : Fric L
&5 : SBTPC (H A b7 LT HIE)
i (BARIRERE ) « CP-49952

II. AFNCBd 5HHA 4



11, BYESICET SHEEB

1. HEEZHMHE

(1) 5 - K
H A~ A EORE S IEO R K

(2) BfEM%
TER=FU, AX ) — )L XF=H 7 —/L (99.5) IZIETRT L, AKITHRD TEHEITIZ W,

(3) BB
25°C 7 HE O FHEREEIC L0 TR, 92%RH O @i ELGE T 7 HARFEL TH, Wik
HEET 2. 19%I23 &9, REOUWRMEITIK» - 72,

(4) Bhm (RS, A, BRES
FLA0°CHHEN IR X ITHE AR | 150~160°CIZHNT T, RIBEICEM, @R L CoOT 5, i
IR A ZEITT B 72 DR K AIIRIAECH 5,

(5) ERIGHEFEBETFEEN
pKa=7.3 (FFFEEEIZLD)

(6) HECIZRER
Zuank/vh,/K%E (pHT) :197.9
~FH L KFR (pHT) 0 <0.01

(7) Z0hoELREE
FEREYEHE (o) 2 +179~+184°  (Ji/kipHaiE)

I11. Ak B4 5HEE 5



2. BB DERFMTICEITIRE.

(1) =ERRPARFHER
RV = F L ARTE AL, BTV IEPEIR 39 1 HORFIZEB WML, Tz 13 U2 Do
REBH B ICBWTHHBRNTH o T,
FTo. BIEMIO D HIRaS= Y aREND TN LT, Toes ) AT Z A B IVER
DG EITRBRBARF T L, SN TH o7,

(2) =rhGEatER
QBT DR ENE
40C 12 # AKTN50C 4 5 H OERIFET, SERBAMIFIC ML, TEIRIT DT 0N H] AL O 2 &
0. JHliE 3~4% DIK F AR L, lEtELE TN T L,
OWREITKIT DL TEM -
25°C 65%RH (FHXHmEE) KN T5%RH T 6 » HIR(FT 5 & & fREFIOMEL L ORI kg m &
AU, BREITDTITHM L, FEXEITORME T, MR 5~6%K T L7z,
OHNTHRES D& EM:
B YT S HEMMEONENBOET 6 » ARF LIz L &, MSMEoRE L I/, Ik, Dz ix e
B, ZOMORBREB ICB W THENTH 72,
DR ZEAL BRI K 2 B OB
(FrsaBR Iz X 5 A pk)
TUE ) USRI T oY) s afig
VAVASIRINZAY L7 | | AN < BN AR /N
AN T B BSREY) ANV B A= T I R

1. BRI 55 E



() KEHE (BAER) HTOREM

e P
% H N
PRAFSAE PRAFHA PRAFIRA T el (%)
FHIR - RY=F LR
e =ik 39% A (70 < 1E) HEH 98.7
1 - 40°C 124 H A E HEAM 96. 8
| F | 50°C 4% H A I AR 97.6
| B | . o BRE1E (2 .
i | 2 25°C 65%RH 65 A e ey Y =Rl 95.5
BR | £ | 25°C 75%RH 6% H A - H A 94. 1
it ENHEOL 6% A PTP FRFE N 99.3
0. 05w/v 285 w7 A RN 83.5
o 6] ATV BRI 68, 1
s o) % 2HFFH] _ BN 87.5
0. 2n/v% P L ey 65,8
JE o 215 _ Bt 93.2
" 1. 0Ow/v% pYT A k- preyoa 8.0
. on?m 2R - FRFE N 79. 4
40°C AR5 FEA 62.7
R " 0. 05w/v% 2R W] T A Bk 88.3
[EESRED; 6HFH T FHESA 71.3
0. 05w/v% 1HE[H Bt 7 A B 93.1
ji= o Lol (Z21R) 3] NA T BN 83. 4
P 0. 05w/v% 1 4 AL HAE N 39. 9
pHO (52iR) 3 4 A B 6. 1
k IRTRIR

3. BB OHERRRE EEE
Bl A& 320 My VR KR 12X 5,
el ek is
(1) SRAN TR FE I v
(2) FRAMBUL A~ N RIE

L
Wik n~ 7o 74—

1. BRI 55 E



IV. &%K|ICB89 5I8H

1. #ift

(1) FRZDRA
HIPRLA

(2) HEIDNEKR IR

| PRI

WNTE NN D HIAL

(3) #Ala—k
A% LR

(4) RE WM
BLEES3AT < 500 umbh 1
500~180 um
180 umPA T

(5) 0t
A% LR

2. BH DK

() A GEERS) O

0.5%
94. 0%
5.5%

BERUVRMHF

HR5E4 AR N 10%
N5y lg

AR AAZIT U MIVEREKFY  100mg (JI4)
whn# B, 7o xn—R T UNABTTFIL - AXT VILEEA

FraR)v—, RILAFzFL o/ =7 z=)lo—TF
N, RV E=AT Y=V ZFNT I ) THT— N, AT
TV~ TR T B AZTAET VI VB~ TR T A
Py BV N K, FEL KAS 5

(2) BREFORE
KR L

3) B2
LR L

3. RIBEMBEOHERRUEE
A LR

Iv. ®AFNZBE5IHE




4. Him?v
ANH I RIOVEREE KT O I AL Z 22 ) V0 (CosHagN,00S,) & L COEZE=E (JIfl)
TmR7,
ANE I b U VERIEREREL (CostyoN,00S, + CrHy05S « 2H,0) 1. 350mg 2% 1mg (FUfil) (ZFEYS T2,

5. BAT DAIEEMED H 5 HY
T v
AN B
N=apg

6. HFEDEEFHTICETIRENL

e P
PRAT S PRAFHARH PRG-I RE BArz (%)
A )

(JJ4ih)
o i H A5

EHRGERER =ik 274 A FY T L HIkEHN 98.6

" 40°C 12# A I RN 98.9

Gl ™ 50°C 6% H Z RN 96. 2
3 I 25°C Ty —L

" T B 75%R 3» A (B HIFEN 95.5
B " e s L AR

ot SENEOL 61 A EY T L JRFEN 98.5

Il - WK 7~ N7 T T 4 —

1. REERVEREOREN
FE L

Iv. fFNZBId 5 HA 9



8. fhFlEDEEEI (WMELFEMEIL)
GEAEBIE RN X 0 gt
Bl A—1
Bl A el 7 vk

(1) ERHElEDEES
I MR NR I 10% 3g (300mg Fiff) LECEEMAZREML, 77 v MR THE LT
ZOME IR L, BAAER, 1 H. 3 A, 7 H, 14 BERICHMEL KRR, JflfiakBR 417

ST,

(2) ®BEEDERE
o RN 10% 3g (300mg i) & BLAWRAIZIRFI L, ke T T AR ANTZZ
OREHE BRI L, BLAER. 2 H, 5 HRRICHMEL, W, DR E1T - 72,
Bl A —2
RS R
BAI 79 fh B (BEKL 10, MBRZ 28, MyK 22, RI4 v my 7 19MHE) & ORETIE. RIFHIR
BUZEIIA Doz, BRIZOWCERBR B ICE A AN R T 2 A2 o b O b o 7o
2, BRI L VRN E( GEWROHE KON LizbDixinotz, £i2, BENMNEL LT
L7Z2b DT e oTz,
TR L OBLE T, Byuy 72/, v ry 7H 2 FEO 5 BRFEZEOREHI BV THBRITZE
T BEFEOMICE LWME FIXR O hodz, —Jixti e L7 AR T RF% 2 B CHMIK T 2 &
T L. WAL BN,
T UHR N 10%0%, BER U7 ST A S bR R 32 L R M A R LR
ETH-oT,

9. A
LR

10. && - A%

() EBNLBLES - 0. NENHBRERE - QRICET SR
BB L

(2) a4
100g [Jff. RZIEAIAD ]

Q) PHEE
KR L

4) RBEOHME
HEREHRY =F L

Iv. ®AFNZBE5IHE 10



1. BIRIRE S0 B EHE
LR L

12. Z0ih
BricZa L

Iv. ®AFNZBE5IHE

11



V. JAEICEE9 5IER

1. MEEXIIHE

4. WEEXRITZHER

GESETE)
ARG BAL/TUED) VICRHEDT FORER. LUoYKER. MAKE. BERER. K&
B, 7OT79R - 3ISEYR, A1 VITILIUHE

(3B R E )
RUEMREELME., FEMEBREE. /B - ) U/ ER, BUERERE. HE - REEX. B
Bk, BREX %, Mk, MBS, EHTRFHFEEO RRE. Ehtk. BEBTR. FEK.

Bl &SRR

2. MREXIFBRICEET HFE

5 MREXIIRICEET HFE

(WREE - MREAZE. WMk, AUREX X, HEX. BIRERX)
M AEEEEE N OFS | &) P 2B L, PUHERG OLEIEZHET Lz BT, AR o# S
W) s ARG T 2 L,

< i >

FEIBRA B B & 7 2 EYSEXTR OB LIC B~ 2 ARG HE (CFRk 28 422 H 9 B, [EFEMICEE L 725
JERYIE R BRI 58) (2 &0 SRE ST AImE (AR) %5&7 7 v a 77 2 (2016-2020) (1
Box, PUMAEMEOBEEMHoHEZ B E Lz THMEDEEEMEROFS X6y 2 BNEA
TG R AR R YIERR L VB 29 4E 6 A 1 HICAE SN, £72. SFIcE 12 A 5 B [k
AW ERH O TS &8 T BAE I NEOHERIBEICET 2NENBINES N2 LD,
A EORESGETICE T R4 A EIK - AIGHA RERZ SRR E@mAR T S i, Zhz
ZAF, MR EICESE PUMAEYEOBE EF AN SN D X5 EEMET 5720, [EEX TR
B AR L LTRELL,

V. RRICET 5 HE 12



3. HERUVAE
(1) RERUVAE DR

6. RiERUVHAE

wE/NBICRH L AL Z I ) L LT, 1 HE 156~30mg (JIffi) /kg & L. Z+z 3ENZHEIL
TRAKET 5,

7pE. AR, JERIC X0 EEEERT S,

(2) FRERUAROHERE - BRI
AR L

4, AERUVAEICEET DEE
HEESH TV

5. ERERAAE

AT 7™ R 3 AGRIF O SE « WS ETEICPE T2 & O TH D | SRR 165K O Hi A F e s
REBEZTZLOTEDHY THA,

(1) BBRT—2/1\v5r—2
BN AR

(2) ERFREERER
AR L

(3) MERICERHR
LR L

(4) BEERIHBR
1) AR
LR L

2) REMHR
AR

(5) B#E - RAERIHER
A% L

V. RRICET 5 HE 13



(6) AEENER
1) FABERE (—REAKERE. SEERARERE. FABBLERD). HERFTRT -2~
—RRE. HERFTRERABROANE
M LR

2) RRBEHELTEBPENHBER TR L 1-RE - HBROME
A LR

(1) Z ot
INRZRG L UTe —BRIERAER T, ZIREEO T 415 GIHAZILLE 394 Bl A2h5 94. 9% &
BRI RASR S, AFIORGRIT 1 A 26~30mg/ke 2 H %< BTEHKIT 1A 3 [EE
EMEEAETHoTY,
BGHIRIT A~T BRI R B2 <, DV T8~14 HRThH -7z,
ERRBICHT 2 AR OBEDRIIRD LBV Th 2,

I S - BRI R A (%)
PR S RYE (ks Mige7e &) 261,271 96.3
PREGIEGUE (B R R, BtRR L) 38,42 90. 5
RAEMEALIR R R ((BYEZ 72 &) 70,76 92. 1
HEREYYE (hHRERLY) 12,12 100.0

E  Fh A%

HEFHER
INRE G L U T — R R EER S FHIRET D T o7z 274 BMROETHRFRIL 82.8% (227,274
) Thote, B-T 7 F~—BREEAKIIHT HHEIHIEIL 88.4% (61,769 ) | (K - FEFEE
BRI 2 BRI 80. 9% (76,794 kK) ThH-7= Y,
F7o. BHOEANRZIEEZRE LTz 64 Kk, B-T 7 X ~—VBREEEKT, 72T UMPEERY
EEERE I B 10°CFU/mL K& O 10°CFU/mL TENZEH 19 BTN 49 BR T, 2D 9 LAANC L D EHAR
1289.5% (17,719 k) KON 85.7% (42,749 Kk) ThH-o7-,
W MHEEIZ 7 e U v MICZ25 pg/nl (T T 0 A7 @& —, +12FY) & Lz,

2L, A 7N PEICOWTIEIMIC23. 13 g/mL & LT,

Z Dth DER R FEEHER

NRFIE T oo 2 DN DRRGUIE 2 % 5 & U7z —RBRIRERER & 5l S 7z,
F s A« 8 Mk

HEGIEK - 66 KEG] (BIVEFRREHEGEK 67 #1)

RBHERERRI R
/- S £ BRE*EE | AEE (%)
RAEMEAL IR BB 3/4 —
I S G LIE 17,721 81.0
PR B IR YL 23,731 74.2
IR YL 7,10 70.0
=) G 50,66 75.8

* FN+ A8

e AP E-A5] 67 JEFNC 31T D BIVERNIZ 3 Bl 7 1 4. 5% DIRERR T - 7=, BIVERIER L T 3 4.
AMEREE D v, /RS L O 5 Th - 7=,

V. RRICET 5 HE 14



VI. EHZFEEICEII SRR

N=U U CRGUEME
B-7 7 7 ~—BHEA

7 ru AR CRPUEWE
HE  BEOH A DRNEE

2. EBEER

(1) YERBRML - ERRR
ﬁﬁfﬂﬂ 1) . 4. 5)

1) AVEZI Y AET RUKER., VooV EKER. BERE., MREKE e &S0 7T AR & KIG
B, 707 UA T VA ATV VERED T T AEEEE TROWHIEAXY MLk

. REPHICEESH S ILEMRTILEYE

(TR,

AL, BENHEHT S (in vitrodlBR) .

BHOBETIRLESRT 5L

O/ NEALILEE MIC) &R/ MR (MBC) & o>Rfi v

WET RUERE, KIBE, MREH, 727 72X IJ VR 707X TLVHY A A7
NT W, N7 TaAT A7 7Y ZOEER K OBRRSBERE W TALZ I o MIC
& MBC % 10°cells/mL OFEFEE & CIRIRETHIABIEIC XV JE LIZ/ER, A2 I U o MBC
IZMIC &R H D WT 2 ERETHY . 7o B U SRR R O PEE RO T ISR LT

HEEITHER L7z,

MIC & MBC oD B

e 5 SBTPC ABPC

f MIC MBC MIC MBC
S. aureus 209-P 0.10 0. 20 0. 05 0. 20
S. aureus 314 0.39 0.39 0. 20 0.39
S. aureus 312 12.5 25 >200 >200
E. coli NIHJ JC-2 1.56 1. 56 0.78 0.78
E coli 273 6. 25 12.5 >200 >200
K. pneumoniae 11D 979 25 25 50 50
P mirabilis 1287 1.56 1. 56 0.78 0.78
P.vulgaris TAM 1203 1. 56 3.13 50 >200
H influenzae 191 0.78 0.78 0. 39 0. 39
H influenzae 210 6. 25 6. 25 >200 >200
B. fragilis 84 6. 25 6. 25 >200 >200
R = : 10°cells/mL (ug/mL)

SBTPC : A/ Z I Y ABPC: T EIY &

VI, HENHERCRY - S HE
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QO E MR L D RE o
TV Vi Povulgaris 109 \RTH AL I v TE VY v AT B AOREH
VEF 2 AR AR TR A2 JIE L TRt L7,
B EIICT e ) & 200w g/mL IRINL TH, BT —BIICHED L7z T, SKYEsn 2 B
R LI EEGE L7=28, AAZ 22U U RIONA AN 2 AT, FHEID MIC 25 1 g/mL, 100
wg/mL CREEMICIER LT,

P.vulgaris 109 (2535 A2 I 2 U URREEH

SBTPC' 212 . 2 ) 2) ABPC 7t Jn SBT' 722 92y
108 2%
9
#
g
7 .:\‘ ‘/‘-
\\ - L.
6 N - 200
" |
5
MIC : > 800
4
3:
i
i (ug/nl)
ZI
] 1 2 4 0 1 2 4 0 1 2 4

MR MR (B

FIAE D FE RN S aureus S-18. S aureus 31, FE coli 33.FE coli 2.K pneumoniae 129 .
K. pneumoniae 200, P. vulgaris GNT6. B fragilis GAT-5000 2B W T hElLIn- D 9070,

VI. FEZhIEHICBH T 5 HA 16



2) 7oL VEMEREITD & X VTHHEEICLROEIE A RE L, R I A REAET A RBES
TOT IR TN ADANVE I VY AN K DA b EBIET L, TUoET Y o MIC B
ETIEAONRNRAT 20 7T X MERIREN AL Z 22U O MICIEETHEEICALND Y (in
vitro RER) .

FRYERRIC R~ D HLE )

- MIC (ug/mL)

f SBTPC ABPC SBT
Staphylococcus aureus  ATCC25923 0.10 =0.05 50
Smith 0. 39 0. 20 200
Newmann 0.20 0.20 100
Va 209-P =0.05 =0.05 100
7 | Staphylococcus epidermidis ATCC12228 1. 56 1. 56 100
g.? Streptococcus pyogenes  Cook =0.05 =0.05 50
4 S8 =0.05 =0.05 50
T3 <0.05 <0. 05 25
Streptococcus pneumoniae  typell =0.05 =0.05 25
typelll 0.10 =0.05 50
typelV 0.10 =0.05 50

Neisseria gonorrhoeae 11D839 0.10 =0.05 0. 39
Escherichia coli ATCC25922 6. 25 6. 25 25
NIHJ JC-2 1. 56 1. 56 25
Klebsiella pneumoniae 11D979 12.5 25 25
Citrobacter freundii NIH17 3.13 3.13 25
Enterobacter aerogenes ATCC13048 25 100 50
Enterobacter cloacae ATCC13047 200 800 100
Serratia marcescens No. 10 12.5 800 100
s | Proteus mirabilis 1287 0.10 0. 20 100
7 | Proteus vulgaris 1AM1203 6. 25 25 50
'12\ Morganella morganii Kono 12.5 50 200
'@ Salmonella typhi 0901 =0.05 =0.05 25
Tanaka 0. 20 0.20 50
Shigella flexneri 2a 0. 39 0. 39 25

2b 0. 20 0. 20 12.5

Shigella sonnei EW33 1. 56 0.78 25
Hafnia alvei NIH64 6. 25 6. 25 50
Haemophilus influenzae ATCC9327 0. 20 0. 20 200
ATCC9334 0.39 0.39 100
Pseudomonas aeruginosa ATCC27853 400 >800 >800

Acinetobacter calcoaceticus No. 1 0.39 3.13 0. 20
ﬁ%/ﬁ Bacteroides fragilis No. 4 1. 56 100 50

ML

PR E : 10%ells/mL
SBTPC : A/NZ I Y ABPC: 7o B U, SBT : AT H A

VI. FEhIEHICBHT 5 HA 17



3) BT/ A~—YEARHEZEDEEEICLDIREARGIIKH LT, AVNRNTEZ LD B-F 7 X<—F
BLEEHIZZDV T B COAKNTORZENEEZESD TARDOHE N EREIEHDT, AL
B I AZET VY HE G X0 SR VRGBS R SERD SN TN S (w7 &) DY

EFRKRF

RN THEBEL 7= AN Z N B-F 7 Z~<w—FDTc, M, MERVREZIRLS . TafLOVAIZR
PSRRI AEFLT D, Wn T, ANF IV U TIEB-TF 7 4~—BIZLDET U EL Y ol
KFRENAEFESN, T e U VARKDIELS, BMOFIEARREIND Y,

(2) EMEZENTHHEBRBIE
Tk -0 4w —FBHERNANNRY X LT AT NVERE SR TALEW TH DTV B
X, EENTIET VBV A ERAMNRT BN -F 7 Z~—BEAZKF & L THOMMEREIC
KL THEARRT B COROHE NAREL, 7 FUKER., Vo VEKBEBRED 7 T LGMHE
MOME., KIE#E, 70772« IR, A IATUPFERED T T LEVEE £ TIRWHIE A
R MNVEET D,

(3) {EMREBM - HERHR
B L

VI. FEhIEHICBHT 5 HA 18



VII. EVREICET SRE

1. M REDOHTRS

(1) BRLAEMGMApPRE
JERYLEROL, RO LY 5 5,

(2) EBERBHEBRTHREIN-ODRE
ZE I K OV 14 o0 If R FEHERS & (RPN EhE
R 11 BNZ, AR 10mg (i) /kg 2 ZE2HERE I BBZRICT g A4 — =R X ROEE Lz
EEXOMBEFREDOE— 71TV ToOREGICBNTHLT U E S U > (ABPC) KON A LT H 4 (SBT)
LG 1 RERICA LN,
v — 7 BRI IE R 1T ZEAE R 5-C ABPC 4.75+1.97 p g/mL, SBT 3.95+1.49 4 g/mL T > 7273,
A% PG TIZ ABPC2.95+0.79 1 g/mL, SBT2.55+0.74 u g/mL T ¥ . ZEIEHE G- DOEA DI RN &%
52 BT ABPC, SBTRE L b EN -T2,
375 TR FE AR (Ty) 122 iE 4% 5 ABPC 0.81+0.18 Iffi], SBT 0.83+0.25 FFfl], A% &5 TIX
ABPC 1.35+0.43 f[i], SBT 1.43+0.35 Bl CH-72 9
ek, R RSV 82 375mg (Jiff) & 1 H 2 18] 15 HREERL O &5 L7- & & ABPC & SBT
O M EHERIE 15 BRSO 0 IRIERETH Y . EREIZERD bRz 10

(3) i
AR L

4) BE - HRAEOZE
VI-1. (2) BRARRAER THERR S 7o PR OEEM

VII. ppEhrElcBid 2T H 19



2. RYMEERI/NT A—4

(1) A%
LR L

(2) RULEEFESH
Z L7 & I (SBT) Ka:2.9 (hrY)
7T U (ABPC) Ka:3.2 (hr™)

(3) HEXRETEH
Z L7 & I (SBT) Ke : 0.47 (hr™Y)
7 ¥ U (ABPC) Ke : 0.46 (hr 1)

@ 5TV
R L

(5) ST
AR L

(6) Z it
R L

3. B&H (REaL—>av) @

(1) 84535
LR L

2) 185 A— S EHER
R L

VII. Ep#hfelcBd+ 5HA
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4 u&”l 11)
MERR L
<BE>T v NMIBTFLHT—X
T v MZBIT D ERTIEH 5651500 6 OWIN A BAF T, 2285, B CTOWIN S DT MITFRD LA hs,
HCIEa< BRI ES ot
¥, MHPTIET e AT ZEARRHII, AVEZ IV EEO NPT,

SAFT AL TEY T 4

R AT 5-IE AUC
ANNY B I (SBT) 7.32%+0.89 1 g+h/mL
7Y (ABPC) 8.61+1.05u g+h/mL
NI 10mg/kg #8111 % 5-IKF)

Bt 5-HE AUC
AR KB I (SBT) 7.90%+0.59 1 g+h/mL
7 ¥ (ABPC) 9.05+0.37 u g+h/mL

R B 10mg/kg #% O e 5-0)
(VI-1. (2) BGPRAER CHER S /- PiReEs | IC SV TEH

5.

(1) hi%—RiEPeE:B
AR L

(2) Ik —RAREREFTAETE

BME R L

<HBE>

< PUWRETOEEM 3 B BE 1 88 (375mg) &5 L7-BROF AR O M AR EIL 1 FillC 3 K%
ARG Z 0,06 g/mL DR SN, o 2 BHLERALUL T ThH o7z, 78U i 3
Bl HBPERALLTF CTh o712,

B FEROBMAZT. T =AY B L E P S IEESTR DL o 65 (O E
N) kU, BHE, BRI OMIE, K OMBMHERICBIT 27 B U VR RANNY X LOPRE %5
ik a~ N7 77 4 —EEAWTHIE LT, 7o U U ROANAARY X A, RHEOImE &
WA ML ClRISEDWEEZ R Lz, Ty B U U ROANANARY B AZNEFNORMAOME (M), i
(©). RUMGEMM (P) BEZRIE LERIT, REOEY TH-o72Y,

M (ug/mL) C (ug/mL) P (ug/mL) C/M Lt P/M kb
VAV A VS 6. 20 6. 02 2. 40 1.0 0.4
ARG BN 7.25 9. 68 3.75 1.3 0.5

VII. ppEhrElcBid 2T H 21



(3) ZiF~DIBITHE
MR L
<7;§%>12)
Pl b 2\ 3 L BE 37mg A% O BES LT-REOREFLHPRATIZ, 3~4 BRI T B2 U > 0. 04 1 g/mlL
~0.08ug/mL, AT Z N0, 1ug/mL ThHoT,

- s flk # % K M (hr)
1 2 3 4 5 6
ABPC ND ND 0.08 0.08 0.08 0.04
! SBT ND ND 0.10 0.10 0.10 0.10
ABPC ND ND 0.08 0.08 0.08 0.04
2 SBT ND ND 0.10 0.10 0.10 0.10
ABPC ND ND ND 0.08 0.08 ND
3 SBT ND ND ND 0.10 0.10 ND
ABPC ND ND ND 0.04 0. 04 ND
4 SBT ND ND ND 0.10 0.10 ND
ABPC ND ND 0.04 0.08 0. 04 0. 04
> SBT ND ND ND 0.10 0.10 0.10
T ABPC ND ND 0.04 0.072 0. 064 0.024
SBT ND ND 0.04 0.10 0.10 0. 06
ND : not detectable (FHIFERALLT) (ug/mL)

(4) BE~OBL
LR L

VII. ppEhrElcBid 2T H 22



(5) ZDhDMBRADBITHE

MR L
<HBE>
AF I URBSBOSBAKR. MlidEEY -
IH H SEFIER | #hE v - 7
(ZefE W% -2~ SIEE[E]1%)
W o i 1) 2 750mg ABPC 0.13~0.52 11 g/mL
SBT 0.2~1.3u g/mL
(B 5105 RE14%)
JEY o o) 3 750mg ABPC 6.6~7.9 1 g/mL
SBT 1.2~2.8u g/mL
(3£ 5-1499~235%7)
AROD 5 BEPN o 4 1125mg ABPC 0.01~0.59 11 g/g
SBT 0.3~0.4ug/g
(# 5-#60~100%7)
1 2 R ARk P 7 750mg ABPC 0.24~0.60 1 g/g
SBT 0.40~0.96 u g/g
Al R 4 750mg | ABPC, SBT & 6] E TIlZ2~5pu g/mLOREIZHIEE,
(B 5-1475~20047)
7K i 2 1125mg ABPC 1.92~4. 45 u g/nL
SBT  1.04~2.7u g/mL
(& 5-1%75~200%7)
R TR N R Y 3 1125mg ABPC 0.05~1.32ug/g
SBT 0.4~4.3ug/g
(B 5% 1RfE] 105 ~5IRF[#]2047)
T VEVE SRR PR e 1) 10 750mg ABPC : feFil. 20 ug/g
SBT  :igiil.3ug/g

(6) MEEAKEAE (/n vitrop

E MIJEIZALZ L) CERIL CROZMERE ARG ASRIZANANT X LN 29.2%, TorEvl v

25.6% THY, TNENHME OIET TOMBEEAMBARLIZEAENDL RN T,

T E)

(G LR

VII. Ep#hfelcBd+ 5HA

23



6. K

(1) REEME RO B
KR L

(2) RBIEA5I 5EHR CPF) OHFE, FHFE5X
YRR L

() NEBBHROERRVZOHE
AR L

4) REMOFEEDOEERVFEMSL., FELE
EHEREME L CEALE I V) Y OARNTFERCTH DL AN ZLROT LV EV Y U THY, 2
NED B-T 7 & AEROBRZURIIPIETEE 2 R S 720,
(fENEEL

1. Hei

(1) HEMERAL
<7;J/SA:% >20)
) B T50mg &5 OWEF R ORFIEHIL, T BT U U RORANNRT X BPNEEALET,
ENCT ) VEEOT ) R a @ R ONT B R TR, AL NI 2 A

D AN ZAR=y T I ARRRD R, Wb -7 7 ¥ LAEROBZUATHEEMEZ R
72\, 2B b UNAEBIIREMIRD F EF D5 E N 24 BEE LA R P S v, #h~0PEiix
LETHo T,

(HENEED

(2) it
<7/}-43% >9) . 10)
R 10 £z 2 U BE 375mg (i) % 1 H 2181 15 BRERHR ARG Lim L X7 v Ev Y v
& ARy B AORFYEIRIT L Bl 50854 L RO Z R Lz,
ANYE s TVI-7. (3) HEGHE ) DIEZ

(3) HEitEE
/NS 6 Bl =T BRI 10%  10mg (JUfili) /kg Z HARIRR O G L 72 REO JRHPIREE X A L
NI B L, Toes )l b &5% 0~2 KD m T, £ £4 8391638 1 g/mL, 1,239%1, 020 1
g/mL R L, 5% 6 B E TORNANRT 20, T2 ) voRPERERIZ, #nFN., 51.8%.
50. 4% ToH -7z,

8. FSIUARR—EF—IZEAT B1EHR
MERe L

VII. ppEhrElcBid 2T H 24



9. BZICkBBESE
MU ER L

10. HEDEREHTHESE
R E R Y
BHSREREEBRE () ([C=2F > 8 750mg (FIff) Z HE[EHE G L7ZHEo SBT & ABPC O T, 138
REAR T ORI L CRICR LTe K O ICEBIEN A BTz, BHEREAR T 23 RIE 3 52280% SBT, ABPC &
HIZFEEETH - 7=,

. , PRAEIER (%)
Cer (mL/min) Ty (hr) @ o4 ISR G e
80— 144 1.3,70.9 66,755
25—69 2.6,2.3 40,30
6—12 8.5,/8.1 25,719
<5 3.3,/2.4° NS
a : ABPC,/SBT

b o LT
B, MEHENT T O BREICBWTIL, ABPC, SBT d:iCEMrEEME2 A4 % DT, KN TOERKIZD
72, FRCHERGEODEFILELRWEEZXLND (B5),
) 2 UBEDOAGE SV AE R O EITEF R 1 [B] 375mg (M) % 1 H 2~3 Eif& A 5-Th 2,

1. Z0fth
AR L

VII. ppEhrElcBid 2T H 25



VIII. 2t (FRLOIEF) B9 SHIEE

1. EHERNAE L ZTOER
HREESH TV

3%

2. EFEARLZTDER

..|

2. ER (ROBFICEHEELAEWNWI L)
2.1 BRI ORSIIR LIBBEUE O REAEE O & 2 &

2.2 BYMEREEORE [T VORI OVBRENGHEICRILEZEORERH
%, ]

3. MREXRIIBRICEET HFE L ZNER
V-2, ZhEESUINRICHIEST DER ) 22T 52 L,

4 RERVHEICEHEY 2IBLTOER

BREINTWHARN

VITL. 4t (M EoEES) I+ 5HA




5. EEREAXRMIE L ZDER

8. EELEARNIEE

8.1 AANDFEMIZSH T > TE, THHEEORBELTed, B-T 7 Z~—BEARE, 1hOT
v UMTERE A R L. R OIRIR L E R R/ NEOWIR ORI E ED D T &,

8.2 VavIiNbobhbdBENRHLOT, toeifi2aiTH> 2 L, [11.1.1 5]

8.3 1 H 30mg/kg WA HHEIZLY ., TH - KEXNEINT L5 ENRHLOTHEET DI L,
[11.1.5 ]

8.4 2MEEEE, MEMBREOEELRBEENSODLDNLZENH LD T, EHMICHREZ
TR EBRE 52T H Z L, WENESITOEZ25B8100%. EHICHREZITH Z LY
F LUy, [11.1.3 1]

8.5 MEFERIERIE, WEIMMER I, /MR EOEERMERENRS LD ENHHDT, &
HIFNCREZT O R EBEZ AT 2 &, EDBRIICOIE 25810, EHICHES
1THZENEFE LV, [11.1.4 BR]

8.6 JTREREMEE. BIENDHODONDLZ ENH DD T, EMAINCTHREEIT O 7o EBIE A 51T
Db, BEVEIMCOELEEICIE, EFMICHREZITO ZENEE LV, [11. 1.6 ]

6. HEDERZEZHILBHICHT IR

(1) &HHE - BIEEZFOHLESE

9.1 BHHE - BEEEOHIESE
9.1.1 R=VYURMEYEICH LIBBUEDBEREDHSEE (f=1ZL. KFIZx LABIED
BEROHHIBEICITERELELNI L)

B LS 2GRSl S 582 RE, &5 LR,
9.1.2 7z LRIMAYEICH LABEDBRTREDOH L EE
9.1.3 KAXITHEEH. RBICREXME. #F. ERPEFEOT LILXF—RIEZEI LVOTMEE
EHETHEE
9.1.4 BOEROABRLEEXIFEROXBNEE. 2HREVEVEE
BEE+ITHIZ L, EX I VK RZIEICEDAHME RS Hbnd Z ERH 5,

(2) BHREREEESE

9.2 BEHRElEEESE
9.2 1 SENEBEHEEREEDNOHDEE
M S ER T DT, K5 & - BERRBICERET 52 L, [16.6.1 2]

< i >
VI-10. fFEOB &2 HTHEE | ODIESBR

(3) FFeEfEE RS
BIE STV

VITL. %4t (R EomEs) CBysmEa .



(4) £ERREHY 5F
RIE STV

(5) bEi&

9.5 1T4F
B0 XOATAENR L CW S ATREMED & 2 & iE Iz ix, 1R LB SEN G A LR 5 &l S
HPBICOBRFZEETHZ L, TUoEY Y oOKE (3,000mg/keg/ B) H&E5TT v MIEEEME
NHEEINTND, T T U EOZAAY Z NIBREZHRET D2 ERREEIN TN D,

<>
(VI-5. (2) Ik —aMgBarymiEit) KOt TIX-2. (5) Al /AzNE] DESMR

(6) =FLim

9.6 fRELI
TR L ORI R OREILA DA AEME 2 B L | SILORERE T L 2 AT 5 = . L
BT D S LRSS AT S P,

(N MR

9.7 /hNR

AT R O AE R 255 & U7 BRI S L Tu7eny,

(8) &tnE

9.8 EnE
ROFERE L, HELT WK GHRICEET 270 EREOREBLBE L RN LEEICK S
THZ L,

9.8. 1 —MANCAEBEENMET LTS Z ENLENERNREEL LT,
9.8.2 EX I VKRZICEDHMMBM NS HbOIND I ENDH D,

VITL. 4t (M EoEES) I+ 5HA



1. fE¥%ERA

(1) HREEEEDER

REINTWVARN

(2) HRFE L ZDER

10.2 BREFE (BRISEET S L)

A %

BRAEAR - HRE T iR

B - RN T

Tazl) )—)

TV EOFHICEY
B OFBNEEINT 5 & OREND
5w,

FEF AR DA ORIB N T a7 Y
ST o) rEH AL TV
67 BIDANBERE D 95 22. A% H H
T e CBRARAIBIO 1, 257 i
T T7.5%ICBO LN, Fl2T BV
VoA LZ2WT a7l ) — ViR
B 283 Bl DB 2. 1%NEAINERZ
ZREBRLIZE WV MEND D,

ARk

A=Y UMMM OEEE - BEE
WA G 2 I fE R A BEER
HEFNNH D,

PUEEIMAER & _R= Y o/ MRERE
HNHIVE IS X0 FENA LS HE G [ 28 4
MENDAREMEN D D,

R BT K

VAVASAINEN0L 3 IR 3
THEPI LI OHENH S,

AENIRG M B 5 2 2540 S/ 5 ATREE
NHY | FIUZ X0 R ORI D IGHT
TEERIZ K DB RINAIET 5 EE2 6
T3,

A b b LF— b

NR=v )Rz EY, A+
M FY— DT UT T AN
LT BEBENRH D,

AN L FY— b ORME W LE
SHL AP D DI RBEIEL, A b b
L&Y — ~ OEPED TR D ATREMEN
b5,

A =R SV

PFRIZ X O AF O MR E EA-
I A B MR D SRR . AFI DR
SEMEY R 7D FROBEFENRD
z)o

T u AR RO PRANE Sy S
KV ARFN DY BIES D BTN H
2o

VITL. %4t (R EomEs) CBysmEa




8. Bl{EA

11. BlEH
WOBIER 25 b bID = L 138 5 OC, BEE /AT, BESRD SRS E
AT A CEERE AT H L 0

(1) EXLZEIER & DHER

1.1 EXLEER
11.1.1 >3vy 0.01%Y), 7+ 743 F— (BEELRH)

[8.2 & ]
M.1.2% F M R K 1 5% 5 8 &£ (Toxic Epidermal Necrolysis : TEN). B[S #5A=ARSE &
£ (Stevens-Johnson fE{EE) . M AFKMRTERAE. HEMERE X (W HEEARH)
11.1.3 2QUERES. MEEERX (TN LEERH)

SRR EE, BEEBREFEOEERBEENHLDLONDZ ENH D,

(8.4 /]
11.1.4 MEEE GEEARH)

ORI ERE , IR L, /MRS FEOEE R MEEENH oD Z b5, 8.5 &
]
11.1.5 HmtERE% (0.04%™), ABEEXKEBX GEERH)

HPERAGSR . BIEERBREOMEEZ ) BERELR2RKBERS LLONLZENHHDT, I
M. FTHRS D ONTHAIITELICEEZ IR L, @YARLELSITH 2 L, [8.3 5]
11.1.6 FFHEEERES. &EE (W I AL AR

(8.6 ]
TR BEA &R A A R 7 JE BB

VITL. %4t (R EomEs) CBysmEa



(2) ZDthoEI1EH

11.2 ZDHDEIER

& ER

1%L 0. 1~1% A ¥ 0. 1% A HE A
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