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EAEH - HE

B AT T 7 AFE 250mg :
PTP 1145
PTP : RU ke =1, 7L I{E
AV N ) R =3 < PV
tr— Ry FLr, R reLr
2R - /&

RIBIRE S M D EME
AR L

FDith
BN

N7 500g

4 Ry F L

VAR ZE

EEE5

Tk

A
it

S

o BT T AR

VARG

s

Fyrv7  TUF

E2ERS -

s




V. JARICEAYI HIEEB

1. MEERITHE

(BAT7EYYRXK)

(FAT7EYY XiE 250mg)

BZAE. TANA MORTADAERTHRTTIGEHERISHM | MKECE T HFRET
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(7) Dt
1) BNFEIZ KT HERERZNRY
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B4 % A% L) Azh= (%)
BAMER N P 20 20 0 100.0
9 o MLk FE 6 4 2 66. 6
foe T Ak P B 4 2 2 50.0
4 IR 2 1 1 50. 0
btk P B 6 4 2 66. 7

at 38 31 7 81.6
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[ RS @ 99~ 90%J 890~ 50%] B 50~ 10%

A E
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HEAERE R 5]
FEAE AL 5
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0% 20% 40% 60% 80% 100%

AKFND T APDANCKTT D AR EIN T AEROHEL, BE., RACIE 7273 LT
1 H250~750mg %z 3 ElfE & 5. TH 5,

) MREEICHITZFRET > F—2 RITHT HEERHIRES
TBPEREE A4 B3 GO I H A T v 7 A15E (250mg) Z1H1EEAARZICREOKEE L, £
D9 HLOREIED BFE Q065 [2HB T, #5-3~4 H % DOPa02/%60. 3—72. 5mmHg & 12. 2mmHg |
5. PaC02(%48. 2—43. OmmHg & 5. 2mmHg TP L7z, HIEIZE > 72 BIWER134% (2/50%1) TH U |

B0 U 7 LME, BARAR, BRI EHIR, SR80 bhi,

4)iEEREICx T HERER R
ODAREHRE ) 2 BRICEA T E v 7 A250mg/ H 230 ~8 AR AL L1z, Z D%,

FRIEMER B2 2 A 7 F v 7 ZADOARRIT ORI 205 THIEA . 14 Tl
IR U, AR T, BIERIZZ DR T,

THK —pRD R At
2 1 0 3
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HIRETEIERE DB 30 )12 44 7E v 7 A 250mg/ H &2 FEA K 7 B b mgka#ks
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BURIE L O BEIRIC R T B 4A T v 7 ADRNRIT, DAEHIC 250mg B 5-BE T\ MBS
botz, BIERIX, 250mg Fe5-HET 42.9% (3/7 ) 2 LURUE, HIRS D WVIXZIRICTE D &
Gk, 125mg #5-HE T 17. 4% (4/23 ) IR ESE D 2 WVITZIRZFFR 2. 9 5 4. 3%(1/23 fi)
WP, 8. 7%(2/23 Bi]) A3ER I K OV T TR, 4. 3% (1/23 1)) 25MRA, 4. 3% (1/23 fil) 28 L

O 2 7.

T =7 5 ) aar
PR e e
I e e
i % S B S fggzz 2 2 : :
T e e e e
FIY s e ———
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250 2 0 2 4
< @ fi 1252? 2 5 3 10
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232, 3% (1/4441) & . LUV « BAEORIZ X 5 ik232. 3% (1/4460) 122 B 3viz,

D EVEE
(n=26)

B FEVVIRRE
(n=30)

9]
(n=26)

H
(n=36)

7N
0

(n=41)

f:f'f:f'f:f'?:f'f:f'T:f4512'31f'T:f'f:f'f:f'?:f'f:f'fjlz@”
:ﬁ:f:ﬁ:f:ﬁ:k:ﬁ:f:ﬁ:gé;?'ﬁ:f:ﬁ:ff:ﬁ:f:f:i:ﬁ:hlﬁﬂ
:t:ﬁﬁ:h:ﬁj@:?:kk:ﬁ:kk 5 ]
ey L 14
:::ﬁ::%::%::%::ﬁ::%::%:::ﬁ@iﬁ?::h::%::%::x::ﬁ::%::h::h:1l7ﬁﬂ
|
10 20 30 40 50

B+ UL EDEIE (%)
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7) AR B AR IR S AR B

PRI e 2 PPN AR 0D SR (67 f81)) & KPS A 77 v 77 ABE 250~500mg/ H % 2 H~3 7 H
P A Ly ESTIER, WEAR, SRR, G RIS B R A IE LA, AL b
DRI T0% T > 72,

RILVE PSSR 1 34. 3% (23/67 f) . BRARFRAEFELH 13 25. 6% (13/51 Bil) TH o7z, FRBEIE
. FRO LU 26.8%(18/67 ) . R 9. 0%(6/67 B) . HHEEAEL 3. 0%(2/67 f), &
72 B R RS H 13, i 7 v —b o 15 18. 20 (8/51 fil) . BUN 0 _L5- 8. 5% (4/51 i) Tdp >
7o

R AEL L LRAHZ) #7250 - b e
FA £ il 10 0 3 13
H X i 3 0 1 4
Pl ZE A 4+ o A A 5 1 2 8
A %ZE M + R & 1 1 0 2
PAZEA + A R + R & 26 9 4 39
N BH 1 0 0 1
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VI.

2

REMEE(IZEHI HIEE

. EEZHICEEH HELEMNITILEYEE
PRERIKEERIAESR (R X FigRiE, 7)Y 73 1)
EE  BEHEO D DM ORESUTIRFIT., BFOBEFRLEZRT L L,

B

. IR

(1) EREML - {ERKF
IR KSR ILE B, ARIER, MM, AR ERZRICAFAE L. RN TRIE AT A & KD B BRI
Z AT 2 ARG (COtH00HC0) 12 T DBEFE ThH D, 78XV T I NI Z OREE A FF R
A3 2,

(2) EshEZEM T HHAEBRAKE

1)EREET"
TEEY T I RIEERE ERPICHET D IRBIROKEREOER 2062 2 &tk > TR
KOFEAZBL, IREZIKTEES bl T,

2) TADAREDINS
TEH VT I RIS RRRR P AT D IR K B 3R A i L I oD CO2 i & Ry T AL
WREEDLZLITRY ., WMORF 22 BEE 2 8H L, KRR OIER Z BT 5 LB 2
HILTW5D,

3)ERMET S K— R - ERBHEIRIR DR E®
TS YT I RIXIRERDOKEERIHERIC X0 | BilaF OHCos™ O JR Rt A s w5 &
EhiT, FREIMET v K=y 2 &2 L, HM 2insgE s,
N L 72HIC L0 PR AR 2SR S AL, R E SR L, OfF g TIRER SR - IR T AMKUSRE
NEBEEND, ZOWKEOHKIC I Y L0380 L, Couxid L, ’FERMET > F—3 A -
R K 2 BEIR TP O IREE R MIEDNSET D, £7o, MRUSEOBEIT L 0 HEAR H o FER K
SMEDHERF S AL, R OB AT S
RIEEHR R JE I (2 DN TR BE A D AT S D37 D H LT D,

4) MR
T2V T I NEE LRIV TIRERI KBS O & 240 L, Na™ 4 ONZHCOs ~ D JRABAE 7>
S ORI ZEIET 5 2 L2 Lo THIRIEE H BT, £ DORNFITHE 546~ 12 R

ERAR

5) A EATRIRIE DEHEY
TR H YT I NIZKDRNETRIK ST O PR, ARER T 9 2 IR 2SAYE DEIR 2 $E i3
LENWbhTns,

6) A~ TILEEEOHEY
A =T )VIEERRICXT T A 78 % V7 X FOZMRITINE O /T Y & b s ER ., FIRIZ
KX AWNEKIEDORRE, AR T 2MEWEHZEIC LS L bt s,

(3) fERSIREST - F5E5RT
AR L
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VI. EYEREICBE 9 5IER

1. MAREDHERE
() aRLAMGOFRE
VL H—E D RMRITE DIV TORWA FENRECIX 10~15 1 ¢/mL GMEA) 1P | /NETANA
TIX 8~14ug/ml’® LHiEEN TN D,

(Z)EE nit%ﬁ—tﬁg; é*LT_E[lEF/)Er_ 19)
@%&Aﬁﬁﬂww T H YT Romg/kgZ HiAIRR O G Lz & &, M iEEIT2~4F#%
W EIZE L, FOMEIZ20~30u g¢/mL T o 7=, £7-. Z ORI 10~120 ] TH - 7=,

(3)haEt 1
—EIZ 20 u g/mL LA ECHIEER (EIR, O F Vv, 8K, TABRRE, LWL, FHERERZ &) RN
HoHbhoT <, 0ug/ml UL ERTERE SND,

(4)BE - EEOEE
VI 7. 8 EAEH ) OHESM

2. EWEEHIINSA—S
(1) R 3k
LB L

(2) AR
LB L

(3) HRERE S
LR L

(YD IVTF7Z3 VR
BAY-v 29

(5) B
MY ER e L

(6) Z0ft
BB L

3. B&EH (REaL—Lav) f#m

(1) A%
AR L
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(2)/5 A — 2 EHER
AR L

4. RN
BA)- L A

5. 9
(1) M i%&—RxBEPS & B 14
MR L
<% @7 -5, 7y F>19
Z v MZTEH Y7 I K 20mg/kg ZEIENEG%, IE, INOT 22V T I RRE DR

P ARE LTz E A, Fh% 3 MBI AREIL 10. 422 4 pg/mL, HIRET 13.8%
2.8ug/g(nER) LigmREICEL, KE5Z6RMICIZ7.1+51.8pg/ml, 7.1%2.6ug/g(T
HE) FCRD L, Zo/E, iR—MEMITER T EEx oD, £, TEX Y T3
RO MR B IMNIRE L PlofEz R L, ZORFEEES K< —H LT\,

(2) E—HAERBEPTE B
LB L

(3)Eir~DFATH
<B#H HEANT—F >P
BARG LTRSS I FAE MELRA~BIT LRSS H 5,

(4) BER~DBITIE

<BE HEANT—H, hR>
/N OKBUERE 2 5T) @BNIZT v YT I N Tomg/kg A HEIRAKG Lics & . 7Y

Z 3 PRI E A ST B4 VT 2 RIEBEOK 10%, £7-. PR 7 %I IR
EEORK 1WEITTHZ ENEHLNTWS CKE) .

(5) Z DD B~ DBITIE
1) 7842V T I FIZREEBUKEER ISR G L, ZOBRPmREICAES D28k GRIER,

BRE) ITHEE D,

2) FRILER N 1
RN BYE@ FDIZT &4 Y T X K bng/kg ZZ AR OG- Uiz & & RILERPIH E O HER

WEM PR EORRE L VIR TH 0 L 12 FFEZIC b e iE (25~52 1 g/mL) VTV K UE 2 HEFF L |
ZFOEIX 14~4T7 ug/mL TH o 7=,

(6) MIREAIFEEER

<BE HEANT—H >P
#) 95%
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10.

1

6.

7

8.

1.

e
(1) FRBHERL R UM B2 R
<BH HEANT—H >
b MIEEINZT X Y T2 Rk, RELOF ., 1ZIF 24 FEEILINIZZDIE E A EDJRH
ZHEEE N7 CRE)

(2)R#EAET 5BR CYP %) OHFE, FEXR
MM ERe L

(3) NEBBHNROERRUZOHE
AR L

(4) RBMOEEOERRGEILL, FELE
U L

- BEM

<BE HEANT—H, pR>
/NR OKBUERE 2 5Te) QNI ®Z Y T I N Tomg/kg A HEIRAFKE L& &, 80%LL LA
PRADE 3 A K0 | RV ITCRERIE A K 0 | IR~ S e CRED

b3 RKR—42—IZET H1ER
ZEER R L

. BRFICKDBRER

TEH VT REROES U Mg BT ] (4REH) © oo AR K 2130, 32%,  MigET 5
(4RE[E]) T MR F3RITH20% T o 72220

<BE HNEANT—H >

BEHTBHEG3053 RIS 7 & % ' T X R500mg % §f 1%  4IF[H] O LI HT C 151mg (RI30%) BR 2 S 7=,
CAPD HE 2RI HIEt T 250mg AR IE £ S 24 B O JEREEHT (2. 5L X5 [A/H) TOMRERIT
17. Img (6. 8%) & DWENH B

BEOEREET HEE
MR L

Z Ot
MR L
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VI &t (FALOIES) 1Y 4EE

ERNBEFNDEH
E I TN

L

2. ERABLZDER

222 (ROBEFITIFBE LAV L)

2.1 RFNORS AT ANR T I RRIEAN6F LEBOE OB ERE D & 5 B3

2.2 BIROBFE [AKIOPMIEEIC L BEWERZ R HbbivsBENRH 5, ]

2.3 AMBAL0HBE [9.2.1 ]

2.4 PR % OMELT LI R SUT S E O EEERE O H 5 54 [9.3.1 ]

2.5 BZua— )VIIEMNT ¥ R—Y A ARKIEHFOF N U UL« U 7 AR LMD LT DR
FH. BIEEENE - 7YY UROBE [ERERTPHEIN BTN H D] [11.1.1 &
ey

2.6 [BPEPHZEMARRNEOBFIITEM LG L2 & RO B(LNREME LSBT
nWd b, ]

3. MEENEFHRICEET HIELEZDER
B RSN

4. RERUVRAZICEET I8 L TDER
A RSN

5. BEELGERMIELENEH

8. EELEKXMIE

8.1 HHT A5G, BMERENLOLDLND Z NGO TEMMICHREEZITY> 2L, [IL1L15
]

8.2 HAEANEMAIMN, AImMEE M, MEREREO BE Mgk E, £7o, BHEEK T, AmEkE
DR MR D TESEBER SR B oD T E R B L O T, EMIICHREEZITS 2
& (11 1.4 B8]

8. 3BEIEAMERICH S O E N, SBOEXRNHLLNLZENHHOT, EIEE. AEH OEIRSE
fERRZ P D Bt A B ET 2 BRICITEE S L 2 &,

8. 4 W DIRE N T2 BEITIL, KEOPERZEET D720, FRIFICHEG T ENEE LU,

6. HENERZAT LEEICHT IR
(1) AHHE - BEEFOHLBE

9.1 GHHE - BERZEDHLHESE

9.1.1 EELEBIRELAE X ILHEIRELIEDEE
BWARRIRN B b TG, 2T ERD . MR A L, AR JERIE 2 3538
THBENRH D,

9.1.2 BRAXIIMEEREDHLEE
M O S A RS ST\ b,
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9.1.3 LREL— 2% 2 EBELTHERELRRBARMEDES
TV R—=VABETIEDL 08B D, [11.1.1 ]
9.1.4 BIEFEBFDOESE
K MY v AMELZ R TBENRH D, [11.1. 1 ]

(2) BHaeEEEE
9.2 BREIEERSE
9.2 1 3BT 2DESE
B LN & AAOPRIRIEIC LY BER AR Hobh s BThhnd s, [2.3 &
]
9.2 2EELEBREOHHESE
AANDOYEMGEIEIC LV BIEM R HEDNLEBTNRD 5,

(3) FFHaElEEEE
9.3 FrHtaEEERE
9.3. 1 HFEEZDETLU-HEREXIBEOHHEESOHIESE
BhHLpnZ e, M7 E=TREZ EA IS, WERELZFR T OIB8E10H 5,
(2.4 /]
9.3. 2 B -FEEREEDHLEE
M7 o E=TREZ EA S, TMEEELZFHETLIBENNH 5,

(4)&ETEEEEFHT 5F
BRE I N TV

(5) 4xi&
9.5 1t&
PESRATII SO TR L WD ATREME D & % ZPEICIE, B E LW ENEE LU,
IR~ 7 A DG E TN B TG L7228 T, SECIR IR OB L OVE TR 225 358
L TWVWD,

(6) #=3L4%
9.6 &=FLim
R EOAEMER ORARBOARMEZ BE L, RILOMGSUI T IEZRETT 52 &,
b RSP ASOBITRHRE STV D,

(7)/NR
9.7 INR
9. 1.1 /NREZXSR L U BRRERITER L TWh72Ruy,
9.7.2 B L7856, REBIENSHE STV D, BIERRREINET > R—v 22k b 5
2 HILTWVD,
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(8) =tndE

9.8 E#E
ROFIZEREL, BAENGEGEZRETLEE LI, BEOREZBE LN LEEIC
KEFTLZ L, [11.1. 1 2]
c BURRIRD S bbb h, SR ERD . MiRREEZ K L, ARZERE L FH%
ToHBENRD S,
- BREREDIK T L@ ok v, Rt 7 v F—y ik, K7 b U 7 AME, K
VT AMIEND LI DZ Enbd D,

7. HME%ER
() HREREZTOHER
BRE ST
(2)BFREE L TDER
10.2 FREE (BERITER TS &)
BRI 40 ERAIER - HE T B - falRA -7
e 791 BEIEAIOIER A BT 58 | BFIEARATH D,
TNDBH D,
T IS XX Y ZADODLIES~OER | AFNC LD MED Y U LD
Ak EWMTOIBTNNHL0 [KTFICk, VX% U 2DfE

G DEIN e =
—L. By AR EEET
5k,

MRS L B2 BN D,

0 Sl V4

TR O FRIER
DRBESTLZENHHDT,
TR O FRIER
OFBUZER L, oM+
BEZHEL T, ZOREE
BRI LHZ L,

BFIE R TH DA, PEAIC
X R~=Br oMl
FIREN A5 & o®RE
VARY SR

BEE BT B AR VE A

R DAY T L AR

GRS Rl ) BV | 3

ACTH TIN5, (5 DT, B Y v Lk
PHKRT 5L B2 LR,
HfLT v E=0 4 AROPRBIESND, | WIFIRNTH S,

B X 3L CORERES

B IREEHE AN 2D T
Uy,

KEOE X IV CRA%KIEL,
TR TH LHERDIR
FHEIEREI L, v T A
Witz Bk L8 - R4
WHRAELRLT D LEEX
b5,
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A%

EEAEAR - FRE Tk

B&FE - faRRIN

7 ) /N)LEX—)L
T = U5

7 VR, BEABED H &b
L ORENRHD, ZDXD
IERD S Db AIC
TR EH DV T 5 & H ik
THZ L,

AFN XD AEET &~ F—
CADTD, AN T AR
VRS OPREMEE S, BT
TADPAFNC L5 E R
ENEETLEZEZOND,

TAEY DORERE

ARAIDOEIER B SN D
EDOWENRD D, BHIFED
LT HEITITEESD 5\

MAEE QBT 5SS
B HE OB AT LV . KA
DOHEMBIEN R = 5 2 &N

BEARHDOT, PAIER
W bONTSEIIE, EY)
IRALE AT S T L,

R R Ezoh 5.
E 7T A KR BT A FREFNC LS | KR HD LB AR B
ARAA RS | RBT Y F— Y X ERIT | REBTANS D,

SGLT2BH = Al

FIURERBRHERI N D BZ
nodd 20, fE, kA,
PRE, Mg R Y T AR
ZRERR L. /KAER DIE BT
HETLZ L, REISUAR
HOMEZRHES L7080
BTbHZ L,

MIRIER BRSNS BT
NRH 2,

. EIfER

11. 34 H

ROBWERDR S 6o D Z LR % DT, BEZT5IATV, BEDRD SN HEI i3 kE
IS 57 CEORLEETT O Z &,

(1) EXGEIER & HEER

N1 EXGEIER

.11 KEET7 Y F—L R BREEE (Wb HEEARD)
REET > F—=2 2 80 U U AfE, KT H U U AMEFEOBMERE R H DD
ZERHDH, [2.5, 8.1, 9.1.3, 9.1.4, 9.8 B]

11.1.2

2 avy,. FFI72453F— (IR L HEERER)

AP ANERERR, W, e, R B T MR, PERIREE, S0
DEFEDPFRO NG R G2 TIE L, WORAEETT S Z L,
11.1.3 24EMFIRESBEIREE. MKE (W3 bEERR)

RORITHELT S 2 PP IR B ARIRSR IILAE . WA OV A PEIHIREEE 55 D [ X S

RO ONTGEIITHREGEEZ I L, EWORLEZTTH 2 L,
11.1.4 BERRMEM, FmttEm. RENKE. SHEMERET. SmBkED. m/hRisd.
/MR EEBR (O30 b SR

Yiran
5%

5
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FAERRMER D, wiltEEm, HERERE (REYER & LR, WHEE, (> 7T
YYRIEIRER S LN DG E R D D) OEERMIREEE, o, BRI T, Amn
BRI MR MR PESEBER E S e S oD Z E N B D, [8.2 B ]
11.1.5 hEMERKIRFEMAIE (Toxic Epidermal Necrolysis : TEN) . FZE#aIRARSE 1% 5
(Stevens—Johnson JEf&E) (9" LAELAH)
FEN ALBE, £ D FERE, IR, DNRER S LoN5a1E, &EE2f1k L, @Y
IRAMEZAT O Z L,
11.1.6 AHEEE. B - REBHEA (WITHbHEEAR)
MR, MR, ZRENS SbNHEAIIE, #5 %2R kL, MYRLEEZITY Z &,
11,17 ¥E8EEL. B8 (W I bHEEART)
FERREEEL, R E D PRMRIER N S B oD Z &b D,
11.1.8 FFEEEE. &E (WL HHEARH)
AST, ALT, AL-P 550> 15 %0k 5 IFHSAEREE R EIE A3 b oD = L 23d B,

(2) ZDfLDEIER

1.2 ZDHoEER
(EAR Fy JEIT IR JE 12T )

5%LA E 0. 1~5%ATi BEFE A

R e PRI LA, (OBEE b -
MBE AR T

B R BEUE

WU Sz FEEN

e T RACRR, MR, |

BRTEFE B - MEi

Kt R EE (LUNSE) GHFE. O FEWV B WHWBE, 9 odk
HE. fEEFR. MERRETE . R
L, B

AR —IEMET R, BERREE

B RER | ZIR PR ¥

Z Dt P WAL

) BRI, AR OR R 25T,

(BEAR By AT IRJE 1R A LA DN RE X (TR )

MOE T~ W
TRER RBRIAE,  HREE -5 B E(R T

] SR BUE

I EUE RN T

SRl BACRIR, EO, WE R, M. (R, R

FEppppieR  |ARERE (LU . BB, D EWV, BE. BE, WHWSHE, 5 OREE

LN e N

R AR PR, R R
B RESGR | 2R REE
Z O B, WAL
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-23.

T H BIEIE S BB K ORI AR A S 5 — B
1) EERR IRy E G S (e A (BE)
(3] il F SR OFR A
raszops | o0 B0 ;

Sk KA A28 H)
A A E 1 E (n) 67 153 220
BILE 28 BLE 61148 (B) 23 56 79
R 3 B 31 72 103
EEBV/EAf if o%% i @] )}: 34.33 36. 60 35.91

BIlVEF oo fke RIMERZEBUAE (%)
B oK R EF — 1(0. 65) 1(0. 45)
R D Z1F v — 1(0. 65) 1(0. 45)
BTE AR el MR 1(1. 49) — 1(0. 45)
¥ B 1(1.49) — 1(0. 45)
R R A AR R B 18(26. 87) 42(27. 45) 60 (27. 27)
VU 20 o S 18(26. 87) 39(25. 49) 57(25.91)
SFYF - BHEE — 3(1.96) 3(1.36)
FE L U — 1 (0. 65) 1(0. 45)
Sbox () — 2(1.31) 2(0.91)
I O LU — 1(0. 65) 1(0. 45)
SN — 2(1.31) 2(0.91)
"B B K B F 4(5.97) 6(3.92) 10 (4. 55)
A BB PRI (1ER) 2(2.99) — 2(0.91)
T 1(1. 49) 2(1.31) 3(1.36)
B R 1(1. 49) 1(0. 65) 2(0.91)
&5, - M- 1(1. 49) — 1(0. 45)
| 8 — 2(1.31) 2(0.91)
EIENOL P — 1(0. 65) 1(0. 45)
I g AE & R B OE — 1(0. 65) 1(0. 45)
JIT it e s 55 — 1(0. 65) 1(0. 45)
OB R £ FE F — 3(1. 96) 3(1. 36)
e oK — 1(0. 65) 1(0. 45)
iy c1 o E5 — 2(1.31) 2(0.91)
WO R R O E 7(10. 45) 11(7.19) 18(8.18)
HER - 2R 7(10. 45) 10 (6. 54) 17(7.73)
PEIR R AN PLRR — 1(0. 65) 1(0. 45)
— A2 g R E — 2(1.31) 2(0.91)
BT AN — 2(1.31) 2(0.91)
(PR AL TIE)




10.

2) & D OZhHE
<BE>

F OO ZhHE

TR OR - §2)

HEGI/BE- R, ) 277,

(ZBNRAZ DU TUME I B i A 55 DO BINE I FE SR SR & 72 D A &
Fhti L TRV T, 5 L L TESRG GG R b E RO SRS 05 (989

SEAR {aEq R SR Bl I

(%) (%)

moR R OW 6 0.6 EF—»o &332 1 0.1

O o & | 58 5.9 MRS - (AR T8 11 1.1

M ) 3 0.3 R i 2 0.2

» ES W 11 1.1

" b R F 6 0.6 GIE| T 7 0.7
g &k K~ | 35 3.5

I & 3 0.3 |3 iz 2 0.2
D e | 10 1.0

(SR I NV 6 0.6 b H itk 2 0.2

G -] 1 0.1 BoOF oM 3 0.3
T w11 1.1

f& A 3 0.3 % R B R 38 3.8

/¢ f& 1 0.1 PR OB - IR 2 0.2

goA B 9 0.9 5 = 1 0.1

i) 71 A 2 0.2 =1 1. 1 0.1

§§ ;g ﬁ; ZE %T 11 L1 | [ . 0.2

< -
g%$; <5 1 0.1
oL Z SR 2 0.2
AR VAR NI = 1 0.1
(1985 H-4E71)

. BRRERRICRETZE
£

TV

Eun
AxX

BERE

13. 1 54K
BARE B (BRI SLSE) . 73R —3 2 K DR iR R F i A = - T RE AN D,
13. 2 L&
AHN DR AR IRII R T D, AFNTE P THOD D MIEKENTIC LR ESNDZELD,
R EE IR WG &R G REN B LG A T BT OwEILbZE T 2528,
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11. ERLEDZEFE

4. BRLDOFE

14.1 ERIRAFEFDEE
(R)
SR L 2028,

14. 2 ERIRABFDEE
(&)
PTP @ 2EDIEANL PTP > — BBV L TR T 204887528, PTP 3 —hORRERIZEY | i
WA EE BRI A~RI AL, FIIZ L2 B L CHERR AR S0 \EERAIHEL IR T2
WD,

12. ZOHDOFE

15. ZDHDEE

15.1 BREREAICE D B3R
WA CERMES NI OITCANAIKITIITDH, TAD R ELZ G LT 199 7T
AR KRR IR B OREHE RN T, BREE L O E B ORBDOVAZ D HTTAMAIED
RABECTT 7B R BEL LI L TR 2 15 < (BT CADA IR IR : 0.43%, 77 &AREE:0.24%), HiTA
DAIEORABETIL, 77 BARBEEHA 1000 AbT2D 1.9 AZWEFHRIIZ(95%F X M :
0.6-3.9), £/, TAMABEDOY T 7V —7Tld, 7T RREEEL R 1000 Adb7-h 2.4 ALV EEF
BEhTnd,
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X. JFEREREAERICREY HIHE

1. ZEIBKER
(1) FExhEBHER
[VI. NP BI 2 THE | OHSMR

(2) ReMEEHER
REERRL

(3) Z D OFIEHR
AR L

2. EHMHHER
(1) BRI 5 HEHEHER
e

LDso (g/kg)

i
~ 1A 7wk FLE Y B A X

o — 1.0BLE _ —
BT — 3.0 .50 F —
AR 3.0 L E6.0LLF — — 2.0 2Lk

(2) RIEZEEHEHHER
[N
T 'SV T I N 100mg/kg/ A (RUHFRIRNES-) % 14 A3 KO 500mg/kg/12 IRefH]  (F¢
feErRANE ) 2 3 HE& G35 & 100mg &5 TIERF IO 67T, 500mg FETIT—PEIZ
B DR & IEERP B bNT-DAHATH T,

& Tk 20

TE&VT I RET v M2 100,300,900mg/kg/ H, 6 » HRERRO#S (REEE) L7235 T,
900mg/kg FEIZFEH PNl & & if, 300mg/kg BEIZERFE DFEF M2 O v Mizid, Rt & fr
FLIEA BTV,

(3)EinEEHER
REERRL

(4) DA RIS
BB L

-26.



(5) EEHRESMHRER Y
TYH VT I ReE~ T ADIEAMIZ 300,500mg/kg/ H . 1H2EEZ F#5- L7=FEBRTliL,
300mg/ ket T A B O EEI A A4 OB00mg/ kel T D RE N LTS, £7-,
BERECITFECIRIR OB STV 5,

(6) BFFRIBMEER
MU ERe L

(7) Z O OBHBE
AR L
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X. EEHMEIEICET HIER

1. REIX5H
W K HATEY T AR
FEERS EE—EMSEONFE IV ERTSZE)
AT v 7 AfE 250mg
FEERS EE—EMSONFECIVERTSZE)
GRSy TREZYTIER BEE LA

2. BREAM
HZhHIM : 54F

3. BERETOITE
K BiRRF

B ¢ =IRRAF

4. RV EDEE

20. kL EDEE
(FK)
BHEIL X, W TIRIET S Z &

5. BEMITEM
¥FYoLEY : Y

6. R—mM5 - ExhE
B RSN

7. EFRESFEAB
RH

8. BERTARFEABRVEARES, EMBELNKFAB, REMAKFEAR

BRERCUKREH|  RRES | SSEIREA B | RIEDsAEA B
) 1985 410 H24 H
574)7732”57;< (1956 4 11 A 4 H | 16000AMZ04337000 | 1965 4E12 A1 A 1958 48 A1 H

#F )
y/{;iQEj’ﬁ”x 2006 £E7 21 B | 21800AMX10521000 | 2006 £E12 H8 H 2006 4F12 A 8 H
§E 250mg

) 1960 4210 A8 H 1955 429 A9 H
§i4;;;;;;iégja (1955 4 3 H 29 A | 13513KUZ09040001 | &S FEE MIMIK 70 | 1955 43 A 12 A
(7 It 7Rl 2007 4= 8 J1 31 H
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. 3hH
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EXIFZEREM, RZERVAELEEEMNFOFABRVZOAR
< BE 198242 8 B (1982 4F 1 H 8 HFRHEAE RICIES AR X, 13, FFARTIR, Bl

FRAFKFEH A KR OZDONE] DHESMR)

: 1988 4E 3 H 29 [ (ReeRi 4 R0 e B )

RAFFEH AR OZEDONE ] DHEBR)

RAFFEH AR OZEDONE] DHEBR)

219944 10 H 21 H (1994 4F 6 H 2 HFRMlfERICE S AT TX. 13, 3R 5, Falmss

21994 4F 11 H 15 H (1994 4F 6 H 2 H FRMlfE RIC S AT TX. 13, F5RARE 5, Falmss

BEERE BMMEHERLAREABRUVZORRE

@ RTAMAL S - oK - B 198241 A8 H

Hr

IH

FENBE, CTAD A (OFLITADAEKE TRHRA+
IREAITATIN) . MRBEIC ST DT v R
— I AOUE, ORI, R EE
IEURVERE, ARRATERIRIE, A =T LR K UIA ==
JVIEfGRE

FRNFEDRERE, T Ad A, FiEIEIZIS T D R
TV R—=VADWE, D o MDA RO A,
MEAK, SRR EAE (VIR SRR . FRIRIER
SiE) . H RIS IRIAE, MEHERRFR R BT R, A =
T VIE

ol 38 A T

FNBEIZIZ, 7EXY T RELT, WEEARANL
H 250~1000mg % 7> ElRt 0595,
TAMDAIZIE, TEFY 7 RELT, BERA
1 B 250~750mg % 73 &R 0595,

fiSUEIZ IS 1T DT & R—3 A DS EITIE,
TEHVTIRELT, @BEMALH LR 250~
500mg % O$EH-3 5,

OMEFIEIZIE, BERAN 1 H 1 [ 250~500mg %
A5 25,
PRI L 1
A5+ 5,
TR T BIE SRRV I LI B RN 1 H 1 [E] 250
~500mg A& 57 5,
ARRITEEREICIL, 7TR®ZY I RE LT, @H
A1 H 1A 125~375mg % H #%A81 5~10 H X
IERNEH LB bR N#% 535,

A =T )UWRE R ONA =T )UEEREIC IR, TR X VT
S RELT, @A L B 1[E 250~750mg % %
NG54 5,

B, WTHOLGAE S, Fin - BRI X0 EE
A5,

WERA 1 B 1A 250~500mg %

TROERBIZHT HMANDOEGEITRDOERD &
BOThHD, 7ol HEE - Flp - SERICE Y EE
5, (1 HoME - &)

RN FE DFEMR : 500~1500mg (2~6 &) 43 E#% 5-
TADA : 3156~1000mg (1. 5~4 §&) 7y El# 5
GBI BT DI IET v R— A Dk @ 250
~500mg (1~2 §E) 1~2 [a]#& 5-

9 o MR R 4 O FEE : 250~500mg (1~1. 5 £E)
fe 1 [E %5

87K : 250~500mg (1~2 §E) 1~2 [A]# 5-
IR (REMRTENE, AEARTE . FRRTERE)
250~375mg (1~1. 5 &) f5 1 [F]# 5

H AT RAE 1 125~250mg (0. 5~1 $E) /5 H 1 [A1#%
5 (A#RET5~10 AT %)

FELHE R 1% X R R - 250~500mg (1~2 $E) 1~2
[l 5-

A = JVIEMERE ¢« 250~750mg (1~3 §&) 1 [A]#% 5-

1

1.

@ F ARG - B2
[%hiE
@ T AmAL SR - oK - 52

Eli=

199446 A 2 H

BEEEHME
HATE 7 ABE 250mg

1993 429 H 8 H  (IEAR MR IE BERE)
WIS KON THEROHE] & bICEFER L,

BRI KV TEIRTEE « IR 2SEIBR ST,

WEERR RF RO FE SR 4 4 @ 1988 42 3 H 29 H~1992 43 H 28 H
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3H 19 BfF) o THSEHARIC ERARIT O TWAEIKML | IZIEZi%Y L,

13. &E3—F
- JEAE A SR L | ER R o — R - L7 NERALH
A 7 =1
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4) B3 1 FrER LR, 1955 4(3) : 145-151
5) fOH S5 - BHAREIK. 1961 ; 19(4) : 826-832
6) KAZFES « B ANMEEER. 1979 ; 38(6) : 486-492
7) R fh o BOREEIR. 1957 5 15(9) @ 1720-1727
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1 0) MEIRFFEEFEEGREFIC S (ERRKRE ) - MRk ersEsE. 1987 ; 9(7) : 493-513
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2 4) /NEEM M TDMAFZE. 1997 ; 14(4) : 325-329
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1. ELNETORTRER

(1) AH & [ —BGENISE THE S THRYY,

(2) 7273 FRFILE LTI, FROBFETHRIESN TN D, AFRIZBT D 20REXITZ0HR. H
EROMET TV IRRICET2HE ] C#llo LB THY , SHETORRRNE 1TERD,

FE7eANENC I T B3 TEIRIL (2021 4F 11 H BiAE)
SE L LT % FitllitHl.

&4 TAY
Egaw DURAMED PHARMACEUTICALS, INC
HR7E44 DIAMOX®SEQUELS®
I - Hikg 7 7R VA R . 500mg
BHRE TN, | FkPFE B 500mg & 1 B 2 [FIE] & #& 5,
MHEROHE | 2Pk WdE | 1 HIZ 500~1000mg %5,
E4 AFXY R
=4 ADVANZ Pharma
WRoE4 DIAMOX 250mg Tablets
I - Hikg FEH - 250mg
BHRE TR, | FkN PR BN 24 FEREIC 250~1000mg (1~4 §E) A4 EIEH.,
FEKR O & WE, 1 HIC 250mg LA L5,
RIRIT A B (9 o | BN @ FlRZ HIJIZ 250~375mg (1~1.58E) % 1 H 1[A]
PR, FERIMETEIE) | G- LV iaD 5,
Tk AR 1 1 HIZ 250~1000mg % 43 &4 5,
/N1 BT 8~30mg/kg B & Ay HIFE -, 750mg/day & X
AAN

2. BIYCEH T HERRIRIER B

IEFIC B D HEsMESR (FDA, A — A b T U 7455)

AADEFIRILD 19.5 it 19.6 B3 m% ] OWEOFLHITIUTO LI THY | FDA, A —

A NZUTHEE TR D,

AINZF T DM EoER

9.5 147
TR SUTIEIR LTV D ATREE D & D eI, &G LW Z EEE LV,
IR~ U ADIRBE RN TG L2 FEBR T R E RO L VBT A 2ENED D
ncTunsd,

9.6 =7Lim
R EOARIER ORISR BOARIEL B E L. RALOMKGSUIPIEZ R 5 2 &,
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FDA : Pregnancy category C (2008 )

A=A 7 VT 58

An Australian categorisation of risk of drug use in pregnancy

B3 (2023 4 12 H)

2% O E
<FDA Pregnancy category>
C: Either studies in animals have revealed adverse effects on the fetus (teratogenic or
embryocidal or other) and there are no controlled studies in women, or studies in women
and animals are not available. Drugs should be given only if the potential benefit
justifies the potential risk to the fetus.
(B % AT RZE Tl IR EME, 7213k IE GF) BOEERGER &S TEBY ., B
WEdm T ORI IEE R S L TW RN E D, HDHWITE M, Bl bICHERATF
TERVHOD, ]
<A—ANZ U T5¥A (An Australian categorisation of risk of drug use in pregnancy) >
B3 : Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other director
indirect harmful effects on the human fetus having been observed
Studies in animals have shown evidence of an increased occurrence of fetal damage, the
significance of which is considered uncertain in humans
Ut d6 L OMEAR rTRE AR O L ME~ O HRBRIZ L ZROEN TV H Y, ZOHRKIZ I 57
MR A~DEHE - MEEAA FEH OFAERERFINIBLE STV,
i a HDTZFE Tl BIR~DOREFEOFRAENEZ D LWV I FHILUIHA LN TWD, LL,
ZOZENE MCHLTHLOERITIT-E D LTV, ]

BeALid (RLUD) (BA DR ORIEV MBS (AAP) O 53 JRIEYE . WHODELAL L RHIA D3RR ik
(BT BN Y
AHNC 31T B EOTER ThEAR, PR, RIS ~OBL) OBOTRITAEO L350 TH Y |
KIE/ YRR (AAP) O 53 EIEHE, WHO OFEF, & RHRD SEMIIRIEIC BT B & 135872 5.

< KE/NRE%2 (AAP:American Academy of Pediatrics) O4yFEE:ME (20019 H) >
Maternal Medication Usually Compatible with Breastfeeding
[(REBL~ DI BN — IR ILE WS L 9 5]

<WHODFZHL & R D IRY LI B9 58 (20024F) >

Compatible with breastfeeding.
[FEFLLRE LWL TE D, ]
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