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TEXTVI A TN 126meg THET ]
TEXT VU AT 250mg THIET
(2) *4
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(3) AMOHEE
—fRA LD

2. —f&A
(1) % (WMAE)
TEXTVU K (JAN)
(2) #4 (@aE)
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(8) RTL (stem)
6-7 /) R=V T UEBRIVEWE : -cillin

3. EEXANETRERX
e

e
N CH;s
NP w w -3H:0
N - CHs
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5. {E%¥4 (fifiE) XEXE
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7 U EREET Y UL

7

(2) EREFORE

DR L
(3) Wi
DR L

BRI AR

. BRABREOHREUVRE




4. Hif

EFNO L, 7TEF U (CieH1aN305S : 365.40) & LTOEAZERE (Jiffi) TR
AR O L, FEEREIC X 355 Bacillus subtilis ATCC 6633 # HWCHIET 5.

5. BAYT DHREMED % HKMY

DR L

6. HADKBEHTICETIRER"

(1) JmsEER
RERRE A : 2014/4/22

OTEXVVY AT 2L 126mgl HIET )

B 40°C - 75%RH [k alds

AIEE T I
<K > Fe B AR 1% H 3% H 6% H
T
EERD. KELE b A E o o o o
DS T AH . AL A IK25 A E A A
o~ P DR >
ﬁ%ﬁﬁ?ﬁﬁﬁ SEE A _ _ AN
@@ a~rr77 o) | B | EA ne
ﬂgﬁﬁgg%m K25 e e e e
AN 0
<;k5](7)%(ﬁ)7:> IK25 12.4 12.6 12.7 12.6
WA — —
<15.0%LLF > IK25 3.7 6.1
<6£§jll\%5(o//ol;i> IK25 95~100 93~97 93~97 94~97
Zht (%) =
< i : 92.0~105.0% > IK25 100.2 98.5 96.1 95.3

X1l x OHEBEWE 1.0%LLT X2 H#REICHT2E568F (%)

OT7EXFV VI A SR 250mgl HE T

B 40°C - 75%RH [k alds

JEhe (PTP &%) ]

HEEH [mEVAN PRAFEATH
< HHE > FHe B AR 1% A 3% A 6% H
PR
<FEESMNZE AT, SE
HEOREHORE D 7 2 LA AC18 ik ik WA WA
NEY L A B~ E A0
*>
(ﬁaéﬁ) AC1S o o o o
AN 0
<;J;]é0/(ﬁ)?> AC18 12.3 12.4 12.3 12.7
R 5 — A L _ PN
<15.0%LL F > AC18 A A
_ 6@?@75(0//‘& e AC18 97~100 94~99 90~96 89~93
G (%) ¥
< I+ 90.0~120.0% > AC18 101 98 97 94

M RRRICHT D AHE (%)




(2) EHIRG AR
AERRE A : 2014/6/3

OTrEXFT VI 72N 125mgl HIET] RERGFEHRR  25°C-60%RH [Hf& i (PTP w2) |
AIEE T TR
<K > Fe B AR 12 % A 24 % A 36 » A
T
EAED. (KERE b ERES R o R o
owin 7 A, | PN LE Ha Ha HA
(7t~ v 25 1 £ DRy >
Eﬁ%ﬁ%ﬁgﬁ S AL _ _ IpE A
@@ o~ rr77 ) | PNHT|HA He
ﬂgﬁﬁgg%m DN27 e o e e
K (%)
<15.0%L F > DN27 12.4 12.6 12.5 12.7
WA — —
<15.0%LLF > DN27 3.4 5.2
VEHE (%)
<6045, T5%LL > DN27 98~102 95~98 91~95 89~97
Zht (%)
< i - 92.0~105.0% > DN27 100.5 98.1 95.9 96.0

%1 fE 2 OEZEUE 1.0%LLT X2 FREBICHTH2EAFE (%)

OTEXVLY v h TN 250mel HIE T

EWIRAFRARR  25°C - 60%RH A& 2 E (PTP 14%) |

AR T TR
< HiKg > Fe BH AR 12 % A 24 » A 36 » A
PER
<TG RE . R
A RER OB S 7| Je e e e e
. A B~
O A >
TR R — N
@@ e~ r77 ) | T2 me me
VW%%igf”” J112 o o e e
<6£§Hllﬁ75("/(%)£lj:> JI12 91~98 92~96 93~95 93~96
Zh (%) 2
< i 92.0~105.0% > JI12 97.0 95.1 96.5 94.5

%1 fE 2 OEZEME 1.0%LLT X2 FREICHTHIEAE (%)



(3) #EOUILREOLENE

BRI : 2011/7/7~2011/10/25

OTEXFTVV A 7N 126mgl HIET] EA%E 40C L, [EBRR]
HIEE B =2y k PRI
< HIKE > &5 B 4G 2 i 1% A 2% A 35 A
P 110 HERER | AeRET | AARER | AAaREH | NEY O
. SR DN27 | Ol 7% | Offih 7 | Offih 7% | Ofh 7 | GHENC
N B
<HBREROEE A 7L > UL L L %! 4
HEE gzPiJC) n=3\pNer| e o o o o
wHME (%) n=6
<604y, TE%LLE > DNZ27 | 90.5~97.2 | 87.0~95.0 | 88.0~97.2 | 89.3~94.8 | 88.4~98.1
&8 (%) 3 n=3 100.8~
~ 99.0~105.0% > DN27 017 |99-2~100.6/99.6~100.1| 96.3~96.9 95.9

X1 AEMITAB~RERAOBRE X2 Hx OHEGWE 1.0%LL T X3 EREIIXHTIEAER (%)

OTEXRTVVY T 126mgl HIE T MEAL%E

25°C - T5%RH [, BRjk]

HIEE B =ESANN PRI
< HIKE > &5 B AL 2 3 ] 1% A 2% A 35 A
Sy Sy Sz
<ABARFZBHOE A 7 &L F > " " ” RNER | EBER
yi%ae yi%ae V%t
MIERER (HPLC) n=3 | j oo | e o o o o
<2>
wHM (%) n=6
<604y, TBULLE> DNZ27 | 90.5~97.2 | 84.6~97.6 | 88.7~94.6 | 85.8~93.0 | 87.2~93.8
&8 (%) 3 n=3 100.8~
99.0~105.0%> DN27 017 |98:3~100.0/98.0~100.7| 96.9~98.8 | 96.5~98.0

X1 AEMITAB~RERAOBRE X2 Hx OHEGWE 1.0%LL T X3 EREIIHTIEAER (%)

O7EF v YN T 125mgl AET) #@%E i, Wt (D65 IR (K 1600Lx) . KE% ]
& H 7k AN B
< Wik > Fa B 1A 40 J7 Lix-hr 80 77 Lx-hr 120 7 Lx-hr
Mk n=10 DN27 AEREHO | AEREHO | AEaFREHO | ARREHO
< HOREROWH 781> B 7 | @ T | B TR | T
St HPLC =3 . N . .
# %:ﬁ<;2<2> ) n DN27 e e o e
EHIME (%) n=6
<604y, T5%LL 1> DN27 90.5~97.2 87.5~93.0 88.4~101.2 91.1~97.8
P=N x —_
S (%) M8 n=3
<99.0~105.0% > DN27 | 100.8~101.7 98.7~99.0 98.0~100.7 96.9~98.8

X1 AEMITAB~RERAOBRE X2 Hx OHEGWE 1.0%LL T X3 EREIIHTIEAER (%)



SRERFE IR : 2010/3/19~2010/7/12

OT7EXFV VI A TN 250mgl HET) ok 40°C [, [EBERL]
W E I H =V PRAFHIH]
< HikE > H R AA I 2 A 1% A 3% H
PER n=10 SN REAR | SIS ERAR | EEHN K AR | AR AR
1%H S %A AN %A, EASH 35 S
TR R . | AC - 16 fz&ﬂ\% 7% 1|32z \fZE 7% A% ‘M: 7% [ \fZE INE]
(6 B DR S 72 L E] > 1 BARBAOM | AREHOM | AREH O | AAREH O
BT RAFNFE | BT RARF | BT RAAK | AT ILAPRA
WIERS JPLOY 228 ac-16 |t WO WO WO
M (%) n=6 )
<6043 T5WLL L > AC-16 | 88.8~94.0 86.4~93.4 86.2~93.2 84.7~90.6
8 (%) * n=3 .
99,0~ 105.0% > AC-16 | 97.3~97.9 94.7~96.1 95.4~96.5 94.7~94.9
X1 NEMITAA~KEAGEOHmAR X2 : Hx OFEZEWE 1.0%LL T X3 RRRIIHTLIEAEE (%)

4: NEMIAGBOHMAR X6 FRRRVRH -7z, WEMITAEBOHR

OT7EX VU A7 /N 250mgl HIE T HWEEE 25°C - 75%RH Y6, Bk
W E I B =k TRAF )
o i e B A ir 2 JAH 1% A 34 H
FEE me10 BRSO | BERARAR | RGN | BRI AR
IS - . FEW, A AEW, RS A EW., RS EER., RS E
ISR 9PN N3 H YR - = S, b -
RO T WP ACTI e rEnon | £ RENoB | G REROM | GRENOM
- BTN | T RAKES | T RIVEI | ) T LR
HERRHPLO) 028 Ac- 16 Ho WO o o
VEIHME (%) n=6 ]
260 4. 3L Lo AC-16 | 88.8~940 | 89.7~91.8 | 89.5~91.7 | 87.0~89.8
“h (%) 3 n=3 i
09,00 105,00~ AC-16 | 97.3~97.9 | 96.3~96.9 | 96.0~97.0 | 95.7~96.8

X1 NEWITA G~
4 NEMTIAEOBRR

REAEOBRAR X2 : 8% OWEHZNE

1.O%LL T %3 : BRBEICHTIEHEE (%)

OT7EXFT IV A7/ 250mgl HIE T Mo%E =R, Bt (D65 KR, JEAN4]
& H =N AN 7
< Bk > &R BH 4G IRE 40 77 Lx*hr | 80 /5 Lx-hr | 120 7 Lx-hr
Pl n=10 SEFAAR AR | ISR AR | SIS AR | SIS A AR
G | A 16 [T (RIS, (REA BN, A AR, 0
@; @%@ e EBRBEHAOW | EREHOM | EREAOM | GREY O
BT BNAFF | BT RARK | BT RARK | TR AA
I N YR T B0 WO WO WO
VI (%) n=6 ]
<604y, TSULLL > AC-16 | 88.8~94.0 | 86.9~90.7 | 87.9~90.9 | 82.6~91.6
S8 (%) %3 —
S 06) n=3 AC-16 | 97.3~97.9 | 95.8~96.9 | 959~97.2 | 96.1~97.1

<92.0~105.0% >

C NEMITAB~RHAGOHRAR X2 fEix OEGME

4 WAWITAEOBR

LO%LL T %3 REITHT 2G50 (%)




7. BARNERUVEBRRORELE
Y LR

8. fFlE NDEELEL (MEIEFNEIL)
LR

9. Bt
(1) WHHRE
TEXVVY TN 126mgl HETL I R OT XU A 7L 250mgl HET 1L, AR ITE
HABERIZEDONTZTEXR TV U 7R AOEHBRKICGES LTS Z ENHREIN TN D,
RBRIKIZ/K 900mL & vy, 7S R/WEICL Y, 100rpm THERZ1T )
VB

EAN HLE R VA%
125mg (J71ff)
250mg (J74fh)

60 7> 5% L

(2) ¥WHRER?
(FEXFOVYhFTEIL125mg THEI))
BIEIR LD EDFIRI SRR A T A O —HWIEIZ OV T CFK 18 45 11 A 24 B FAH
ARG 1124004 )

AR A
I8E - AARIR T WHEBRE S Mk
[FRER ONRER IR - 50rpm (pH1.2, pH5.0, pH6.8, /K). 100rpm (pH5.0)

CHIE]

- pH1.2 (50rpm) ~Ti, FEAERIAFI R OURSIEE HIZ 15 0 LANIZ Y 85%LL EiAH L=,

- pH5.0 (50rpm) Tidk, f2 BFOEIZ 42 ETH-7,

- pH6.8 (50rpm) T, FEHERIAID IR 40% K% Y 85% I D 2 B SIZH\ T, AR
VA SR AR BRI DS PR R £ 15% D HEPHIZ & > T2,

+ K (B0rpm) TiE, f2 BBOEIZ 42 ETHoT,

- pH5.0 (100rpm) TiX, f2 BEDOfEIX 42 LI ETH -T2,

PLb, REOWEHEEZEERF (U U o720 125) L LIEHER, 2 TORBRIKIZIBY
T MEREIEGOEWFHIRSEERRT A FT 4 ] OHERBEIES L,
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(¥ HH Al )

EHE (%) pH1.2 (50rpm) EHE (%) pH5.0 (50rpm)
100 | 100 |
80 80
60 60
40 | 40 |
20 | sl PEFUU Y LA T 125mg TBET) 20 —— TEFV VAT IL125mg THEL
7 = =DV ATEILRS - = =TIV UHTEIL25
O L! | 1 | O L' | | | |
0 10 15 0 45 90 135 180
BrfE (5) BrfEl (4)
BHE (%) pH6.8 (50rpm) EHE (%) 7 (50rpm)
100 } 100 }
80 | 80 |
60 60
40 | 40 |
0o | —— FEFVY VN TEIL125mg [BEL 20 —— FEFV YU TEIL125mg [BET
- = = SOV UNTEIL25 - =YY Y IEL125
0 L! 1 1 1 1 0 L' 1 1 1 1
0 45 90 135 180 0 60 120 180 240
BrfE () Bfal ()
BHE (%) pH5.0 (100rpm)
100 |
80
60 |
40
0 | /84 —e—TEFUY UV TEILI2M BEL
4 - = =YDV T8
0 L‘ 1 1 1
0 15 30 45
B () (n=12)

(PEXVVY N TEIL250mg THELD)

BIEIL L O LD FHIRIEMRBR T A R T A > CERL 9 12 A 22 B EIFIE 487 5)

AR
HE - AR WHABRE N BV

[El#s55 K ONRBRIE © 100rpm (pH1.2, pHA4.0,

[AIE ]

pH6.8. /K)

«pH1.2 (100rpm) TiL, HEHERAIL ORI E HIZ 15 53 LINI ) 85%LL BRI L7z,
- pH4.0 (100rpm) TiX, FEAERLIFOFLEVEHFED 60% & O 85% UL D 2 FfFAIZIB W\ T, AR DF
Poys SR AT VE R D SRS HH 2R £ 15% DI & - T,
- pH6.8 (100rpm) TiE, FEHERIK| O FHEIR D 60% K% O 85% I D 2 RESIZRB VT, ARfLDF
Poys SR AT R B D SRS AR £ 15% D FEFHIC & o T,
- K (100rpm) Tid. FEHERIFI DRI 60% M U8 85% UL D 2 B SIZIB T, A O LR
HH R A E LA O SPEEPR NS £ 15% OFPHIC & o 7o,

Pl b, RAOBEHEEZEEREN (U U 7R 250) & HELER. 2 TORRBRIKICEHE WD
T BRBEELOEYFREERBR T A RT74 ) OHEEEIES LT,
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(¥ Al )

BEHE (%) pH1.2 (100rpm) BEHE (%) pH4.0 (100rpm)
100 | 100 |
80 | 80 |
60 | 60 |
40 | 40 |
o0 | —— 7 EF VU ATEI250mg THETL ] o0 L —— 7 EF AT E)IN250mg THET]
- = =02 F)L250 - a =02 FL250
0 L‘ 1 1 1 0 L‘ 1 1 1
0 5 10 15 0 10 20 30
BEfE] (430 BEfE (430
BEHE (%) pH6.8 (100rpm) EHE (%) 2k (100rpm)
100 | 100 |
80 | 80 |
60 | 60 |
40 | 40 |
20 L —_—— FEF ) AT E)L.250mg THEL 20 | —_—— 7 EF ) A7 EIL250mg THEI)
- & =77 EL250 — &« =T FEIL250
0 L‘ 1 1 1 0 L‘ 1 1 1
0 10 20 30 0 10 20 30
BEfE] (430 BFfE (430
(n=6)
10. &% -ak
(1) FENRELESR - AF. NEVRKRLES - ABICHT51EH

(2

(3

LR
) A%

(FEXFLVYhFTEIL125mg THEI))

100 7 7=/ [10 7t/ X10 ; PTP]

(PEXFVVY N TEIL250mg THELD)

100 1 7= [10 # 7&/X10 ; PTP]

) PREE
LR

(4) BHROHE
PTP :#Efke=r7 4V, TIAI=LE

1.

12,

Fo— : RVZFLLUFLIHL—h e FTLI=TA - RVZF LT IFX—FNT 4/LA

iR h 3 EHE
LR L

Z D fth
R REHR L

12




V. ARICEYSEE

1. PEEXITRHR
GEIGEE)
FANEMEDO T FUKER., Lo EREE, MREKE., BERERE, Wi, KiE#E., 72702 - 3
SEURA AV INZrHFEH, ~Jaxyxz—.val) #HELFEr—
€17t
RAEVER G REAIE . TRIEVERGRRYE, U o3 « U U EiR, BMERBUE, SME - BVE R OVF i
Bl O ZEY, OB A - BIHBO ZRERY:, ARk, BBER. WHEE - MREEZR, Rk, SPERE X
R MR, BPERFREIRA O "G, DL, BB AR, BZERR (GEE, BME) . KR L
R (RISEALZR) . WRERYYE, MidE, PR, FEMBIERR. FEBEGMRE. RERX £
Wi, TPE e, RS, R, gEAk. PRALEN, BiEW - + fEIBEE - § MALT U~
PRI - SRR L ISR PSR BESR - RE R o 2 WHRERRITRIRZ B ISR 1T 2~ any Z— .

vr YREGE, N any Z— . v UJRGEE %

2. PREXEIDRICEHETIIE

5.RERIZRICEHET HEE

(MEEE - MREE Y. Rk, SUREXX. FHE)

54 HifAmIEEEFEHOTL X » 22 L, PIEER S OLEMNEZHE L BT, RAlO#E S
M) L S G EICEET A L,
(ANJaAnYa—-ERYRBERE. ANy F— - EQYRERR)

5.2 #E1THIH MALT U > SEICH T2~ a7 Z—« va U BRERROAETHE L TR0,
5.3 FRRMEM/ B/ EERBDRICH LTI, HA RIA VEESBL, ~) ans ¥ — .- v'a JRE
TR AN B & I S D IEFNZ DB BRETE R 21T 9 Z &,

5.4 FHIEFICKT 2 NREEMIRRZ E LSNTIE, ~U any Z— . vr U REERIC L 5 B3
FEPNHN 395 A BTN LT uy,

55 ~JansZ— .-V EEERICHNDERZIE, ~VanxsZ— - valnGtEchosr Lk
OWNBEEREICLI VA~ anny 2 — . o VREREATHDL L E2ERTH L,

(figsn)

5.1 FUM/AEM R OB IEFER OHEEZ BAY L LT, Rk 29 4 6 H 1 HICIEA T8 @R R is B2 UYE
LD THAEMEE EAEHOFI S H R NREH SN, Zhiasid, ERi 8043 H 27 H
F CIRATEE EIE - ATERHAERERZ SRR R (FUsEwED A EodE] OwET
IZDWTC) DI SN2, WHIE - MRS, RPkSe, SR SR, LR 2 S RI Bk
DOWTNDOEEXNIE A2 BT HPMAEDIEIC OV, HiMAEDEBEEFEHO TS X ([2H
SEWEFANREIND L ). eI RICEET 2FE] OHEAKFT L, EERET S 2
&L,

52 ~U a Ny x—. oV REBEOGER & 7258 MALT (Mucosa-Associated Lymphoid Tissue)
U oEE, BRBE (Lugano EFSEiESMEO stage I & L<IE11) DOIEFITH Y, HEFTHIFER]
BT~ any Z—. o) RERFEOAEITIHLS N TWRNI &b, TOEZH
LEFEEMEST L Z e L,

5.3 FpFEMEM/ IRIB SR BER 6 L Tk, SO ERREREZ 2T 2568 EA~) ans Z—.
e U BRERE LD bAHERIENBELESND EEBEZ LN TWDH I b, A R4 %525
L, ~Uanyz—. ol RERESED) & SN REFNZ O RBRETERZ1T O B2 its L
FEMEST L Z & & LT,
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5.4 HEOIHRPHEES N TV DO, BREHEISET 2 NRENIEREEOAZTHD 2 Linb,
ZTOFZi#H LIEBWE T2 & & L,

3. AERUVHE
(1) AERUVRAEDOHES
(ANJanva—-En) BEERCBREE)
RN TRV kT E LT, @E 118 250mg (Jifi) & 1 H 3~4 [mRO&K 515,
B, AR, ERIC K E IR S,
I TRV VKT E LT, @ 1 H 20~40mg (J1f) kg & 3~4 [ENZ 0 ERE O 53
Do 72k, . ERIC KV EEMET 223, 1 HEE L TRK 90mg (i) /kg 2% 7¢
WZ ok,

(ANJaAnYa—-ERYRBERE. AN F— - EQYRERR)
TFTEXODYDKIM. VFVRATA O VRUTA LR TLA VEES—BRADEE
BE., RAIXTEXFT V) vk E LT 1E 750mg (Jifl), 77V Aa~vAf &L T1
[ 200mg (M) ROTa bR 7 A e F—0 3K &ZFFHC 1 H 20, 7 HEKEO#ES
T %,
kB, 77V An~v AR, MBI THEEEET SN TE S, 2720, 1 [Fl 400mg

(Jiff) 1 H 2[\% ERET D,

FEXIVYUKY. VFVRATA L VRUETA R URY T VEESX—BAICKEAY D
Ny 58— - EnY OREARFTRIDEBS
BE, RAIZTEXF Y K E LT 1A 750mg (i), A hr=F>Y—L bt 1L T1lH
250mg K72 R ARy T A e X —0 3K EFRFHC T B 208, 7 HREROEST 5,

(2) RZERUVHAEORERE - B

U ERR L

4. AERUVAERICEET IR

7T.AERUVAEICEET 5FE
(ANJaAnYa—-ERYRBERE. ANy F2— - EQYRERR)

a bR TA e X —E T ST = LT 1 E 30mg. AAT T =1 ELT 1 H
20mg, 7 X7 TV — L hU U ALLT1EH 10mg, =Y A7 ZY—/LL LT 1A 20mg XA
J7FY & LT 1E 20mg DWW 1A 28R 5,

5. ERERALAE

(1) BERT—21Rv 75—
Pl v/

(2) ERERZEEFER
MR L

(3) HERIGEREER
MR L

(4) HREEROSER

1) EHNERITRR
MR L

2) R&EHUHEB
MR L

14



(5) BF - WA
AR L
(6) BARHIER
1) EARKRE (—REARBEHAE. FECRARKRE. EARKLRHAT). RER
—RARE. RERFTRERABRORE
ME R L
2) RRFHELTERFPENOHAEXERE L -HE - AROME
ML
(7) Z0ftk
LR

)

BT — 5~

<

15



VI. EMEBICEYSEE

1. EEFNICAESHSLEMXIILEYEH
B = ) B
HE  BEOD DIEAMOBEE « SRS, KFORMNIEELESRTL 2 L,
2. ¥BE#EHR

(1) fERERGL - e

77 MBEME R ICER L B A7 MV ERBENIIE DIET7T v BV Y U EIRIERSETH 503,
FlRERE T3 2 HUE 1320+ <Sivd, (BT ITMREED GRRETH V| % < OEIZEEIC
EHL, 7o v X0, MHEEOEET I X=v U F—BIC Lo TT BV v ERBRICAR
meshns?,
(2) EDZERMIT SRR

MM ERR L
(3) {ERZRINFA - FribE

MG R R L

16



VI. EMBEICET HRE

1. MpRECHTE
(1) ARLEMHEODRE
B R L

(2) BREABRTHERBSAOPRE

16.1.1 £MEHNFF1EHER

(PEXFVVY N TEIL125mg THEL])
B EROEY FRIEMERBR T A KT A4 VSO HKIEIC oW T (PR 18 4 11 A 24 B #EA

FAFEE 1124004 )

TEXVU AT/ 126mg THET] KO U o7 B2 125 2, 70 A4 —/3—E|IC
EvEnEn1 7L (TFEFTTV LK E LT 126mg (Jiffi)) RERERL AT FIZHE R R
EOG LR 7 e ) VIREAZIE L, 55N EYERE T A —% (AUC, Cmax)
WZDWT 0% EHE X A THEGHIEIT 21T - 7o/ 4. log (0.80) ~log (1.25) DHIPHNTH Y |
WA D A= ) O R S DS RR S 4Tz ),

W T A =4

HIENT A=H

BENRG A—H

AUCOﬂ6 Cmax Tmax tie
(u g+ hr/mL) (u g/mL) (hr) (hr)
TEXFVVI AT
7.03£1.50 2.98+0.94 1.53=*=0.62 1.01%x0.07
125 mg THEET )
VoY7L 125 6.58*t1.16 2.760.84 1.66=*=0.51 0.97+0.09

(xg/mL)
4
%
T oo
7
E
x
<
<
1)
>
=
=

(1 B 7 Er#h, Mean*=S.D., n=16)

- TEXFIUYLAHTEI25mg [HEL]
-t -H7 ) T EI125

1h 7S, MeantS.D., n=16

5

6
BEE (hr)

MAEPHR AN NS AUC, Cmax 50/37 A — &3, #ERE ORI OEREAH + IS5 O #ER
KL > TRRD AN D D,
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(PEXFOVY N TEIL250mg THEI]) ©

R AC T EF 22 ) vl 7L 250mg HET.) % 500mg (M) #&O#E5 Uiz b &, Fegiiih
TEFE T GAR0 1R O AR « 7.7 g/mL) T b, £/, H5% 6 Kl TR 64%2 K
Bk M s 5,

(3) B
BRI L
(4) BS - ftAEORE
(Tvii. 7. FRAEAEH] OHEZH)

2. EMEERBNTA—4
(1) fBAE
AR L
(2) WRAEETEH
MU ERR L
(3) HEEEEH
U ERR L
(4) UYFS32R
MR L
(5) 2HBE
U ERR L
(6) Tt
MU ERR L

3. B&H (REaL—>av) #&H
(1) fBHAE

B R L

(2) RS A= EBHER
LB E R L

4. R
B R R L

5. %%

(1) mi&-iEEIFIEEYE
MR L
(2) miE-RAEEEIFEBYE
(VL. 6. (5) fhs) DIESER)
(3) AA~DOBITHE
16.3.1 ELitoh#B4T
3 6 BliCT T U kR & LT 500mg (Fifi) ™1 HIERE A 54 O FI R RATI R
#% 2~6 F# T trace~0.6 u g/mL TH 727 %, [9.6 ZH]
HD T~V anyg—. e VERE, ~)anyyg—. e VERER] B0 TE, 7TEFY
U VKR E L COARARITEE 118 750mg (Jffi) TH D, £/, [~V anxs z—.
o UG A R BYE ] 1B W TR, TEFVVY oKk E L COEREARITEE 1A
250mg (1) TH %,
18



(4) BMAA~DBITH
DR L

(5) ZOMOBMADBTH
DR L

(6) MEBMEKAE
KR L

6. fti

(1) REBERAIR BER
RUERR L

(2) RMICEETSBFE (CYPH) O5FE, F5X
EEE R L

(3) VEEBHNROERRVZORE
RUERR L

(4) REVOFEOFERUESRL., FELR
RUERR L

7. Bt

AR L

b5 RH— 5 —I2BT BN
AR L

. BB L BBREE
LR L

10. BEDERZETHHE

1.

16.6.1 BEHEEESTHE
TEXRTUU LAY E LT 250mg (i) A ZEMEREHEIAH G L7z & & o i v i i | L B R RE IE.

w26 @ 3.5ugmL Ik L, BHEREE (54) T 7.70gmL 720 PEEMIEENE
A 0.97 B, 12.6 B TH 7=, [9.2.1 BHE]

Z it
AR L

19



VI. £t (EAELOZXESF) CEY HEE

1. EERREZTOERE
BE STV

2. ERHABLTDER

2EE (ROBHRIZEBELAEWNI L)

2.1 KA TR LmBUE OB RO H 5 B3 [8.2, 9.1.1, 11.1.1, 11.1.2 ]

2.2 [BYMERIIEDBE [BRBOFRBBEL D LIBENRH D, ]

(figsn)

2.1 B-77 X LRGUEWE - BOEBEFHETHY | AFORTIZE D> a v 7 OBERO & 5 B X,
AHNORGIZEY v a v 7 2 E0EBUER 2 3BT 5 TN IEFICE <. ETRETRU,

22 BYMEHRBELZ AT 2BEICT ) VKM ERET 5 L mBEETRELZ RIS 52 L0
WEESNTNE 0 F 7EX VY LK E ARG ERIED & 5 BH 25 L TRB
ERBLUGINHE P ST, AAOBRGICEVRERFRINDIBEINNS D=0, &
Ha_xThw,

3. MEXEIHRICEET 5FTELTOER
(ITV. 2. EEXIIRICBEET ZEE] 2RI 52L,)

4. BERUVAERICEET 3B L ZTDOER
(V. 4. AEXOHEIZBEET IEE] 228 T52L,)

5. BEELGERNIELTOER

BEELEAXNIE

8.1 AAIDMEINT DTz - T, MHEEOFIEZL T, FHIE U TRZMEZ MR L, RKIROIRFE
B R NROMBE O GIZE EHDH T L,

82 vav/ TFHFT4TXT— T ULAF—INNED BTG ORB ELEEICTMTE L H
FEX20D, FANCYZEROBEREICOW T YRR EITH 2 &, 2B, IAEWEIZL ST
LR —In TR T 5 2 L, [2.1, 9.1.1, 11.1.1, 11.1.2 &[]

8.3 MEKIERIR/D . M/ D B D ZERHHD T, EMICREZIT D 72 CBEE 01T
)k, [11.1.4 &HE]

8.4 iJi, AST, ALT ® LHERH BN 2 ERNH DD T, THMICHREEZIT S 72 EBIZRE +/0IC
11952 &, [11.1.5 ]

8.5 SMEBMESORELRBRENH LOND I ENHDHOT, EMMICHREZITH & CBIEE +50

-

(21795 2 &, [11.1.6 B

(fi#)

8.1 MHEAPERLYYIE & NRE - 2R & T D2 HIE MM E A R OIEEFH TH D, B PEEGYIE [ HUE A
AT 258100, BEREEARE L, ZORZMHEFEICLVPIEMZERL, BRIRIZED,
Behik, Fehfkie, MUEAIOEFEZRET D ENFAITH D, Lo Lans, EEORKD
BBV T, AMEEYME T, BREORE., BtEoMERRnciiERAo®R 5428 L2 dh
FERORNZ ERUIELIEH Y . RIS O SO 2 EYYEO R R L 8E L, 18R A%
(empiric therapy) L72IFAUER 7202 ENRZV, ZOEAITIX, BIR L -HUEAIZ 185K &k
et G350 T, 1) BEZHERBROFMRICESE, HUEAIOLELTZBET 50, 2) BRL
TOUEAI OG22 72 RFFRRE C, BB, AimEkE, CRP E0HRBIZI v HE L, O%EN S
LN TOIURIERE Z kG, QUENE LN TV RITIVZEREOHEE, &2 WIXREE &M,
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BEOJFRRE, FEAOHEHE - ERFEFICOTFERMNEITO., IO, EREZRET D05
N5, £, FBHOP YT LT RO%KEEZ L > TIRETDLZ LN RNTH 5.

8.2 B-T 7 X LRMAME MOREEFHETHY | FRMICL DT a v 7 e EOBUER S L HHRE
INTHEY, FANZEBNTHRBUEROBBUCEE T 20LERH 5, 2022 4 11 AYET T, i
W27 LV —RUSICfE O B EEERE B IN SN, 774 7% —2a vy 72T Lo eT5
WBIEIR 2 IR TR 2 FIEIFBIEDO & ZANL SN TE LT, RbEERZ LIFMZICLD
THTHD, 7ok, WBIERSHEHE LHAICE, 520U, BEICE UAHERIEEZITY
L

6. HEDEREATHIBEICETIIRE
(1) AHHE - BIEESOHLBE

9.1 SHHE - IEEEOHLHE
911 RV VRXEE T z LREYEICK LABEOKEREDOHLSBEF (F-f2L. FFIHL
BBIEDOBRERDHSHBEICEEZES LGNNI L)

(2.1, 8.2, 11.1.1, 11.1.2 &[]
9.1.2 AANITHEH. RBICTEIXRD. RP. ERPEOT7LUILX—EREZECLPTVVHREEZS
vTHBRE
9.1.3 BOEMOFRLGBENITFEOREDERE. £2HNBOEVES
BEETDITITHI)ZE, EXAI VK RZIERRL LD ZEND 5D,

(fi#i)

9.1.1 &I, HDIEFNDOMIYIC XV IBRUEE A U BEICR Y2 EF T HEANFHR G S
BE. T UVAXR—IERE BT HAREMNEL, v a v 7 EOEEREWEREZLE L 2BENND 5,
Fo, AFNIR=V V) CRRAEWE TH DL Z LD, 2D OFEAN K L CRBUEOBEERED &
LEFLRE LT,

9.1.1, 9.1.2 B-7 7 X LRHVEWE —MOEEFHTHY | £ 7 = LRGUEWE KT 2 IBHUE DR
BHENRR= ) U7 LA —OBEOH 5 BETERVWETL2HERH Y, FTZARAAXITZDOFE
RIZHEANT LLX—fE, T UAX—RERERDHHEBETIE, TNOOERNEFF-RVEFICL
R BT 7 H LDFNCKET HIMBUER OBBUBEE N @ NG, T LA, 7 LAX—FERKO
HDBEIIIEEICEGTRETH D,

9.1.3 FIAME HROEEFHETH Y, FUAEMEOHREICL VW BANMEENEZHLEZ I K DA
DEFEENAH72D  ROMRE S I v K OBRNARRBH CIIHiin /s & ~OEENLET
b5,

(2) BHERERSE

9.2 BiEETEE

9.21 BENBESTDOHLIBE

REEOREIS L CHRGEZEEL, R5EOMBEEZH T CTHEAT S 2 &, MPEENEHGT D,
[16.6.1 &H]

(i)

BREREMREE DA b D BE TR, FEEOREIS U Tl iR R 2 MER U, AR &)
FIFffEd 2 Z M OEEICREGTNETH D, UAEME ROEEFHETH Y, EMEOKREIZX
DIERME RS A L E X I K OGEPEES L0, AR EZ I K OFERAANRZRER
FHCIIHMER 2 E~DEEPLETH D,
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(3) HHEEESRE
BE STV
(4) £HERREHT 5E
BE STV

(5) Hhw

9.5 ITiE
PEAR SUTHEIR LTV D ATREME D & 2 ZeMEICIE, 18R LA EBMEZ BE 5 LRl S h 256
WCORFETH L, 72k, BB (T > b)) IZBWT, TEXF VU vk (500mg/kg/H) .
77 An<A vy (160mgkg/H) KONT V75— (50mglkg/H) #HrHES5T 5 L,
B CTOFEOHERE & HICRIEOFEEFMHOMEBARD LN TND, /2, Ty MITEF T
U LokFnd (400mg/kg/ HLL L), 77U 2n~A > (50mgkg/HLL L) RONT T T —)LF
NU T A (25mglkg/H) % 4 BMBOFHERS LB T, HCORBREOEABBEO LTS,

(6) 7w

9.6 ®ELIw

1B EOFREMER ORARBEOAEMELZZE L, RAOMEE UIP 2 HREd 5 2 &, AP~
T35 2 enHRESN TS, [16.3.1 ]

(fiFERL)

EF#ER 3 HIZTEX TV 2 500mg /0% 5 LiziE%, Fitd~ 0.6 1 g/mL 72\ UIEBREE O
BITHRRBO LN EORERH D,

(7) MNR%E

9.7 MNR%E

(AN)aAnya—-EOVRBRIE. ANy 44— - E0 Y REEERERSBRE)
RHAERER, FrAERESSRE LA R O Z M2 IR & U7 IT S L Tuhen,

(8) EinE

9.8 BiNE
WROBIZEE L, HEW R GHBICEET LR CBEORELABZELAND, HEICKET S
Nl

AEBERENME T LTS 2N BWERRRBL LT,
B I KRZICEDHIERN D oD ZEnd D,

7. tHE{ER

(1) $tRAESETDER
BEEN TR
(2) tREE L ZFDEA

10.2 GFRCERE (BHRICEE TS )
TR BRAEAR - H5 18 5 1E e - falRik 1
N7y INTZ 7 VBT AOE-NBAMEICL2ESY I K OEEZIHT 5 Z
VDRV HRINHBENEH D, EDBH D,
% BEAT 38 1% 11 EEAT3E 00 2 B AN 5S 3 2 5 MV B 35 A 281k SRR MOEEAESE O I FIE BR 12
FNRNH D, X BFWRIZEMHEIT 5 B2 6TV 5D,
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TaRxY R RFIOMPREZEINSE D, | ARAIORMAE A LE L R PR 2R S8
LEEZLNTVS,

8. El{EA

11.El4EH
WOEIWERPNH oD ENHDHDT, BEL+HDITITV, BEIRBO ONGAICEHR G2 F
T 57 Y Bl 24T Z L,

(1) EXGEHER & OHER

1.1 EXLEMEA
1M1.11 2avy., 7F7453F— (% 0.1%AK)

WEOR RIS, B AL, MRS, SRS ZRE T NHLOT, R, AR, T
Zm, (B, g, ISR 0b e Icid&b eIk L, @U@ s175 2 L, [2.1, 8.2,
9.1.1 ]
1.1.2 ZUAX—RIGICHES SEEERE (FEZA9)

[2.1, 8.2, 9.1.1 &#]
113 D ESHRRIEFEMARIE (Toxic Epidermal Necrolysis : TEN) . KB 4 E B & % #
(Stevens-Johnson fEMREE) (% 0.1%A0H) . SHAH. SENRERSHIRAEE. LEE (R
MEEHE) (Wb EERH)

FEEN, SRR, BASNRE. FEORIEOALEE « AN, MR, B O BRI - JHEVK - BRSO RE R
D OENTSEAIITE G 2RI L, WY ARLEEZITY Z L,
11.1.4 FREKFED (0.19%AK5) . /MR GEEAR)

(8.3 &IH]
11.1.5 FFEE (A R)

#IE (0.1%A0H) . AST, ALT @ EH (% 0.1%Ki) SEndbobhbZEnb b, [8.4 BH]
11.1.6 BEFE (0.1%AIi)

AMEEESOREERBEEND LN Z ERH 5, (8.5 ]
11.1.7 KBB# (0.1%A)

AIEYERIGSR, MM ERBRE D MAEZ ) 5> BHELR KRR bbb Z &b 5, . HEo
TR G b ONTEHEITELICREEZFIE L, EURAELZITS 2 &,
11.1.8 FIE MM, SFEABRIEM S (W7 4 & B ARB)

N, R PRI EE, R EVEANER S DIV AR, NI X AR, MO CT otk % FEhid 5
Z b, EVEPEMZ, WFBRERIERTR AR oG A I S 2k U, BB AT VH O P 5%
DL RIEZITH Z &
11.1.9 |EMRMESR (BUERE)

TEIREIEL, FEEN, DETR. LD - EMH D WVIXEMRE S 2L O MEMMER N bbb Z e H
%=y
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(2) Z0iDEI{ERA

1.2 ZDHOEIER
(ANYaANYE— - ER)BRERBRE)

0.1~5%A i 0.1% A A
M EUE 3% JEEL L O¥
L5 AFERERME 2
HIb# L L, WEr, AR BEE
R, R
b A AUE AWK, I P HE

v I URZIE

v v K RZIER (K
o ko B ME,
M%), ©¥ I BEXRZ
FER (FR, DK, Bk
AR, PRRERSE)

Z DA,

M RE 2B VT, Y—
YU e NV ANA T —
B GEEL, REEEIE,
SR O FEL, R O
) NEZLHZENDD,

(NJanya— -ERUBREE, AJ)any4a—--EQREETHR)

VeV FLEH =
L 25me—Lo |k
KT

S R, B,
B, B QT 4T
F. WU HE, T
fE, ifn)E E5 TR

5%LL 1~5% A 1% AT SHE A
THIL2R N (15.5%)  R0E|\RER . IR, (Y. O, R |BEE
(13.5%) . BRFEEF Ok, E, fRE|E REYR, ke
% [N it =12/ N
M, P, BARRIR
JHF ik AST L5H. ALT E|AIFP E&H., v VUL
5. LDH k&, y|vv EH
-GTP L5
17 G ERIBUD | AFERER | M, I EREY 2
i E2
W EUE W5 9 ¥
R R JEg . L OV, o
Fu, RE, RIR,
5 OfRAE
Z Dt REABME, b U ZURERG M, JREE
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9. MKRERBRICRITTRE

12.BRARERRICRIFITEE

(NN a—-ERNRERE,. ANy 8— - ERYREEESR)
FGUITITIT=NEOTa N R T A e B —RT XY K, 7T Au<w ATy
LEOPEWE KR PR b =&Y — )LOARA TG TES T, 18C-JRFEFEREER O E R R
AREPEIZ 2 D ATEEMEN B D 72D BC-JRFMEXGRRIC X A BREFHIEZT 9 HAITIL, 24D D3EA
DFEEHETH A BELBFEOR R THEMT 5 Z ENLEE LU,

10. BEES
FEEIN TR

1. HALOZE

14 BALDEE

141 FEFRMHFHOZEE

PTP @l D#HAFNT PTP > — F bWV L CIRAT 2 L o8+ 5 2 &, PTP v — hOEMKIC L

D BEOELA A RE R AR L, IR 2 L THRBIAR SO HERGIHEZ T 2
ZENHD,

12. TOHDEE
(1) BREEAICEICIER
BEIN TN
(2) JFERERARICE I I1FHR
15.2 JEEREREARRICE D fB# R
Ty MITEXF VU KW (2,000mglkg/H), 7Y 7T —v (16mglkg/ HEL |) % 4 R
BFRREOES LR, RO T XU ki (500mgkg/H), 7> Y7 F ) — )
(100mg/kg/H), 77V An~A > (25mgkg/H) % 4 HEHAKROKE L-RABRT, 7EF
U KR B B S DT OFH B LB SR SR LT WA M, RERIE T 'R v
U KRB HERZIZHH L2 THD . ANTHH LB O TIERNWZ LRI TV 5D,
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X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEEFER
(TVL. 3EZhIEPCRET HHE ) OHSR)
(2) ReHFREHER
MEE L
(3) Z0thDEERE
FMEE e L

2. BMHER

(1) BEEEE5SEEHAR
FMEE e L

(2) REEBE5SHHR
AR L

(3) BizEBHEHR
AR L

(4) BARMERER
MR L

(5) &REFRESHERR
AR L

(6) BFRIHERER
AR L

(7) ZothoEHESH
MR L
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X, BEMERICEYTSRE

1. REX5
LUWSE AC8 ST
TEXVVI AT BN 126mgl HIET) |
1 | e “:Eli-i A2 ) kL %:
B A TEXTVY h TR 250mel HET) &)g»kgﬁﬁ WIS £ ORI
Hihsy | TRV U KR L
. B
3 4F
. BERETORE
SEIRRAT
. RO LEDEER
BE LTV
. BERITEH

BEMERSL T AR
<FvoLsy - F
Z OO EE T ER B

. A—H% - AHE
5y U U h T 125, BT BT 250mg

. ERSE4ZAR
R

. HERFTARFABRUVREES. EEELNWMEAD. REMEEAB
(FEXFLVYhFTEIL125mg THEI))

s RUE AR 7E AR o A FE B IR 5B 4k
HFHH FHH FHH
TEXFVVI ATV 2011 4F 2011 4E 2011 &
22300AMX00875000
125mg H [E T ] 7H15H 11 A 28 H 11 A 28 H
(PEXOVY N TEIL250mg THELD)
L5 IR 5 AR . A FE B AR 7eBR A
Jig IR IR FE4 HGRE S
' " FEAH ” FEAH AR
R | TER AT 1977 4 L5900EMZ00628000 1981 4F 1981 4F
BA 1A (250mg (Jyfffi)) 9H5H 8H31H 8H31H
=) 1999 4
N 21100AMY00004000 I I
B 1H12H
Roes | 7EFIII BT 2007 4£ 2008 4F 2008 4E
21900AMX01436000
ZEW | & 250mgl HET) 9H10H 124 19H 12H 191
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9. MERIHREM, RERVAREEENFOFEABRVEDOAR

<ZhRE TN BB >
TER AL SR (250mg ()
ZHEE U ZhERBIMMAEH H : 2004 4 12 A 6 H
[Z
el A
<H#EEEE> <BELHEE>

AENCBIED T RO EKER, VooV ERER., MRERE.,
JHERE R, WE. K@, Y7 oXx - I8 X, A
VINZUVE, N anssFd—.-Evnrl, fER LR
=

< S REE >

FAEVE R B, TREMER ERE, Vo - ) v

S| RHIRR, BPERRBIE, SME - BV R VAR O IR

AHNEMEDT R OERER, L ERE R, IiZERE .
IGERF R, W, KW, 727 oA - I 780 A, A
VINTEUYHE, N ansZ— - val | fiFg b LR
==

<SERHE >

RACME R G IEGE . R BIRRE, U oY - U v
REISE, BMEMREIE, AME - BME K VRIS O R

Y S . »%\ D3 FDZWL\ a 7j/<\ ,E'n'ﬂ»‘ﬁj)<\ HE\. B . e ey - j e _

" %ﬁz?%%§%%@§%§%%§§\@E@w%é%‘%LU%“'@%@ff@%‘ﬂ?&‘f%&y?ﬁ'

o g, MMk, BaEA. MR ok, | I RHI BRSSPI AR
PERE) . REHL LiRZe (RISRZ) . MEEE, . 7 | O UK. BtS, WERER, ANIRE CRITE, 18
R, TEABRS. TEEEOMS. RREL. £ MEIE) . K53 BAZE (RIBALR) ., INERYYE, HiE.,
WNE, TEZ, HRALEZE. WEREDEZ. Wik, s, | EONEL, TEMESRR, TEEEAME. RER X
EVE - HEEIEIC BT A oy 2 — . o ) RIE PER, R, SEEEPRR. AR, JRALEL
JEYE
[~y 42— POy RELEER RREAE]
TEFVVY L LT, @HEMA LR 250mg (i) % | 7EFT U L LT, @EEALRZ250mg (i) %1
1 H3~4ERAFET 5, /ML 1 H 20~40mg (JIM) | A 3~4Efn#% 595, /NEIX1H20~40mg ()
kg % 3~4 [ 3ER OS5, kg% 3~4llZpERR D535,
¥, . JERIC X 0 EEHEET S, de. Al SERIC K O EEHERT A,

i | [ERS -+ SBRSIs S BAYDSH 58— EOY

e | BRaE]

% OZEXFIUYL, HSYRARAVBRUS VY TS

0| J-netmoBs

/| EBE RAMCET 'R ) v & LT [E] 750mg (J4i) |

8|27V 2An~Aq o2 LT 118 200mg (Jiff) B OXT v~

YV 7FZY =)t LT1H30mg ® 3AI&FEFIC1 H 28],
7 AR OGS %,

BB, 77V RAuvA T o0d, LEIOND CEEET
HILWTEDH, L, 1[0 400mg (Jifli) 1 H 2 [H]
% EREF 5,
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< HER O HEEM >
TER AL SR (250mg ()

LR OHEBINEH B 2 2007 42 3 A 23 H

o

N A

B

[H

MEQ%%E

[A)any2—- B0 EEER RBREAE]
TEFTLY LT, BERA LM 250mg (M) %
1 H 3~4 A% 59 5, /NEIX 1 B 20~40mg (F74ff)
kg % 3~4 ENZERO#R G5,

7d. AEES. SEWRIC X 0 EETEET S,

(BEE -+ -WEEBICBT5~Yans2—-ERY
e ]

O7EXLLYY, 45V AATALVRUVSI VY TS
VARSIV J:: [0k i)

W RAZIETEF LU & LT 1R 750me (1) .

77 ) An<A e LT 1E 200mg (Off) KOYT v

V5= LTC1E30mg D 3#FIAFEICT B 210E,

7 HRER OGS 5,

B, 77V AawA 0T, BHEIDS U CEEHEET

LT ENTED, 72720, 1[H 400mg (ffi) 1 H 2 [H]

* LRET 5,

OF7EXFLVYY,. H5)RAARA D VBUSI VY TS

VISR EE
BE RANIET TR Y 8 LT[R 750mg (Gffh) |

JZJAn~wA e LT 1 200meg (Fiff) KZNT v~

V77—l LT 1 30mg D 3 KA [FRFZ 1 H 2],

7 HEROEET D,

BB, 77 )AL AT, BEIDE L GEEEET

HILWTEDH, L, 1[0 400mg (Jifli) 1 H 2 [H]

ZhRETSH,

[Nyanysa— B0 B %k < RBREE]
TEXVVY L LT, @EERA LR 250mg (1) %
1 H3~4ERAKET 5, /NNEIT 1 H 20~40mg (F11ih)
kg & 3~4 ENZHFREAOEET 5,

2B, i, ERIC X EERET S,

[(B&E%E-+—_1EkRE
RREAE]
O7EXFLIUL, ¥ZVRAIAPVRUT
V—ILERADES
WH RACIET TR ) & LC1E 750mg (1) |
77 An<A e LT 1E 200mg (Jf) KT v
V7T =& LT 1E 30mg ® 3AEZFKRHIZ 1 H 2@,
7 AR OS54 5,
B, 77V A~ vk, LEICG D CEE RS
HZEMTED, 7272, 1[81400mg (Juff) 1 H 2 [A]
 LERET D,

FEBICBIFAAY)aNy4—-EFOY

7S
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X | MEERAR

<ZhRE TN BB >

TEXTVY TRV 250mgl HIE L)

IRE TS RIBMAH B - 2010 45 12 A 22 H

N &

el A

<BEHEE> <BHEE>
BATERY S
< SHEHE> <BEREE>

RAEVERFREGSE, RIEVERRRGYE, V) o - U >
ISR, BVEIREE, SME - BVE R OV FIRAISE O "k
g, Ob A - GO “RIES:, LR, BBk, WA -
Ftkge, BVERE R, Mgk, ABPERFIR G

RAEMEREREYE . TRIEVEROEREGE, V) oY - ) >
ISR ABTERREE, AME - BVE K VTR O —
e, Oba - IHBO " RIES:, FLIRAR. BBiZ, WA -
WREAZE . RPkA, BVERE SR, Mgk, ARPERFIR G

| O TRIEGE, BEEE, BERBR, BINRE (BPEE, 18| 0 TRIEgE. BBk, BRBR. RiIRE (AEE, 18
Zh | MEAE) . FEE B (RISBALAK) . WMEIRYYE, HEm. + |PMHE) . B Bk (RIBAR), MREEYE, HE,
BIBENEY, FEMBRISE, TEEEORE, RER, £ BNEE. FEMfBRSRE,. TEBMARK, Rk, £
WifE, tPEZE, MRS, A, BASt. IRALEL, | RIfE, TPEZ. tEEMARSR. s E s, BAL. PRALEA,
HIEES - - RS - B MALT U > 8iE - 8RR/ | B35 - + 2 BBERcki a2~ anns 22— al
B PESE B - R B IS 33 2 NIRSERIRIE L B 1T | ERYYIE
BIFH~Y ay 22— o)) EYE
(AYanys—- B0l BREERk < BEE] [ANyanya—- 0l BEhk< B
BATERDY TEXVY L E LT, @EEA 1B 250mg (JIfl) %
1 H3~4EREOEET 5, /MNRIE 1 B 20~40mg (J11if)
kg & 3~4 [FNZHFEOBET 5, i, Fip, RIS
XV EEEET 5,
(ANYany 22— EQYREEE] [BEE - T-EBBABICE A~ aNy 42— ERY
O7EFLVYVKMM. /SVARAATALVRUS Y| BEdE]
YISV —ILGRDEE O7EXLLYY,. H35YRATA I VRUVSI VY TS
BITERY J—IADEE
WHE L RAIET XY 8 LTI 750mg (F4ih) .
77 An<A e LT 1E 200mg (Jf) KT v
V75— LT 1 30mg ® 3#| &R 1 H 2 [H,
7 HE®RO®ET 5,
H BB, 77V RAa~A 20, HEIDS U CEEHEES
o HZEMTESD, 72770, 1[E 400mg (Jifl) 1 H 2 H
%  FRET D,
o O7EXLVY VKM, /5YRARAVURUA A | OF7EXIVYY, 9SYRARAMVVRUFATSY
e TS5SY—IILADEE —ILGtRDEE
%i@%ﬁkﬁﬁ7%%vvukafl@7%myﬁﬁ%i@%%AKuT%%VVUkafl@7%mﬂﬁﬁﬁ

77y Ar~vA e LT1IE200mg (Fff) KO A
7Z =L LT 1A 20mg @ 3 F &[RRI 1 B 2 [E],
7 BRI AL 5,
BB, 77V Au~A 0L, LIS U CEEEEYT
HZENTED, 72720, 11H 400mg (Fiffh) 1 A 2=
% ERET 5,
OF7EXLIVVKEM. Y5 URRIALLVRUTFTE
FoROFALA o EEL—BRAICKEZAYIND 4
— - E0YoOREAESTHEUIDBE
HWE RAZETERT VY VKR E LT [H 750mg
Jif), A ho=F>Y— L 1L T1[E250mg Hx 7
MR TFA e EX—0 3K ZFFFIC1IH 2\, 7H
MRk 0535,

77V Ar~A L LT 10E 200mg (i) O A
77—t LT 1[E 20mg @ 3FZRRHZ 1 A 2 [\,
7 HREREORET5,

B, 77V An~YA U, BEIDSU CEERET
HZENTED, 72720, 18 400mg (Fifl) 1 A 2@
ERET D,
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<HIEROHEL T >
TEXTVY AL 250mgl HIE T

AEEOCHEBEETEHEAH 201147 A4 27 H

B E G R

N A
B IH
[NJany 22— E0YREER EEE] [~Janya—-EnY)BEER < BEE]
BTERY TEXTVY L LT, @A 1A 250mg (1)

(A)anys2—- QY RBEdE]

OF7EXLVYVKIM., ¥5UROTALORUTO
FoRVYTAEES—StRADIBA

WE. RAIETEXT YU kL LT 1 A
750mg (/1) .7 7V Av~A & LC1 [F 200mg
i) ROFa bR FA e B2 —0 3 FHlx[FE
o1 B2 A, 7 HRRAORSET S,

BB, 77V 20vA 0%, HEICS U CETHEE
FTHZENTED, 72720, 1 B 400mg (M) 1 H
2 F% LERET D,

OFEXFLVIVKFM. VY5V ARARALORUTA
FoRUVTAVEEA—BAICEEAY RV S
— - E0 ORBRERRVBTEIOEGES
BATERY

1H3~4mENEL5T 5, /IEIE 1 H 20~40mg

(Uifil) /kg % 3~4 [ENZHEREOET 5, k. F
i, RIS X0 B E T D,
[~yanya—- ERYEREE]
O7EXFIVIVVKIM. V5 URBIRAIVRUTY
VIS BHADESE

WEL. RACETER VYU vAKkfmE LT 1 H
750mg (i) . 7 5V 2u~A & LT 1 7 200mg

Ui RG>/ 75— L L C1 [[30mg @ 3
MAEFRERIZ1L B2 [\, 7 HEKRAEEGT 2,

B, 77V AL Y0k, HEICG U CEERE
FTHZENTED, 72720, 1 [E400mg (Jiffi) 1 H
2 [\l% ERET D,
O7EXFIVIVVKIM. V5 URBIRA LV RUA A
e kel |53 [0 1=

WEL. RACIETEXF VYU vAKkfmE LT 1 |
750mg (i) . 7 5V 2Au~A & LT 1 7] 200mg

(UHMI) R OFAFZ =L LT1 [F20mg » 3 #l
ZEMHC 1T B2 B, 7 BEROES5T 5,

B, 77V AL Y0k, HEIDS U CEERE
THZENTED, 72720, 1 [8400mg (Joffi) 1 H
2 [\l% ERET D,
O7EXIVI VKM, V3V RATRA S ORUTO
FPoROTA Vv EESA—HRIZCEEAY a1V 4
— - E0Y) ORERRISTHIIDIGEE

WEL. RACIETEXF VYU KM E LT 1 |
750mg (i), A b=V —/L &t LT 1 [A] 250mg
KO 7a hoRo e & —0 3K % RERIZ 1 H
20, 7T HERNELET 5,
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<HHEK O 2B >

TEXVVY AT EN126mgl HIET), TEXF VU B 7L 250mgl HIE T
MEKROHEBINEFEA A - 2012428 H 1 A

P

N A

i

[H

B H G R

(ANJanya—- ERYRBEEZERBERE]

RN TEF VY KR E LT, #E 1 [F] 250mg
(Sl %1 H 3~4 REOHELGT5,

B, AEH, JERIC X Y EEEET S,

MR TERFVY K E LT, EE 1 H 20~
40mg (M) /kg % 3~4 [ENZAYEIRE 0545,
2B, i, ERICEZVETHEET S, 1 AEE L
Thk 90mg (i) /kg ZBR IV &,

[Nyany 22— E0YREREE]

OFEXFLVIVKFM. V5V AARALORUTA
FoRTA B2 —BRDIEE

BATEERD

O7EXFIVV VKM, ¥5URARSL I VRUTO
RO TLA o EESL—BRAICKEAY RS 4
— - E0YOREABRSTRIOES
BATEBY

[~Janya—- R BEEiR < BEE]
TEXTY L LT, @A 1A 250mg (1)
1 H 3~4 ERRO#E5T35, /MEIX1 B 20~40mg
() kg & 3~4 FNZHFRE LT 5,

k. EEE, ERIC K D EEERT S,

[~yanya—- ERYEREE]
O7EX>VY2KHM. V353U RBAIAL0RUTO
foRYTA o EES—BtRDES

WE. RACIETEFCVY Kk E LT 1 E
750mg (i) . 7 5V 2Au~A & LT 1 7] 200mg

(i) RO a bR 7 A e B2 —0 3 FHl %[
BElZ21 H2 |, 7 HE&OKRET S,

B, 77V An<A o0k, HEIG D CHEERE
FTHZENTEBD, 72720, 1 [8400mg (Jffi) 1 H
2 Bl ERET S,
O7EXIVYKMM. V35U RBIAL0RUTO
FPoROTA Vv EESA—HRIZCEEAY a1V 4
— - B0 OREREBSTFTHRIIOEGS

WE. RACETEFCVY Kk E LT 1 E
750mg (i), A hm=4>Y—,L Lt LT 1 [A] 250mg
KO 7a hoRo e & —0 3K % RERIZ 1 H
2\, 7T HEROEE5T 5,
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<HhREX I AE. HEEOHEBIN >

TEXTVY AT EN126mgl HIET), TEXF VU B 7L 250mgl HE 1|

FHEE SRR, HIEA O HEEBMEARH : 20134E 7 A 4 H
N %
H IH
<BEEE> <BEETE>
HITERY &
<EE > < EIEE >

RACVER G REYME . TRIEVER W RRGIE, V) v - U >
NS, BVEIREE, SME - BVE R OVFIRAISE O "k

RAEVER W REYMIE . RAEVER R RRGIE, V) v - U
ISR ABPERRBOE, M5 - BVE K VTR O — Rk

i P, OB A - BIBO WYL, ARk, BBk, WHIE - |G DA - IO ZREYe, FLIRE. BhEK. HIHE -
§ MEEAZE . PRI, AMERE K. Mk, 1BHEERARA | R, Rk, AR IR MK, 1BIEMFRARH A
. D TWREYe, BEREA. BEBR, BIZARE (BMUE, 18| o Tk, BEbk. BEER, BISIRE (AMEE, 12
%'ME\%%LW&(@%ﬂﬁxﬁﬁ@%ﬁ\@%\%¢®®\%$L%%(@%ﬂ%\ﬁﬁﬁkﬁ\ﬁ%\%
" ENERGE, TEMARSR. TEHBEAMEA, RER, 2| ENRE. TEMBISRE, TESMAME. FER, £
B, PEZE, MRS, sERbEBE S, SRS, IRALEL, | WIE, PEK. RS, A sE. BROE. PRALEA,
B - + RS - § MALT U > 8B - RN | B - + a5 - H MALT Y > 3B - fE38 0k
MO MESEBER - P E R R D N EERTATER A B | OB PEERBER - B E R IC kD NARBERTREZ B IS
Bias~Yaxyz—-vra VEREE N a Xy Hd— I BIFE~) any ¥—. ol EYE
== B
[NJany 22— E0YREER EEE] [~Janya—-EnY)BEEiR < BEE]
BATERDY A TEXTUU KRR E LT EE 18] 250mg (7
fli) #1H 3~4EROFETS,
B, EE, ERIC X Y EEREET S,
INETEFVVY VKR E LT 1 H 20~40mg
(Uiflh) kg % 3~4 BUZHEIREAHE G575,
728, AR, ERIC K VEEERT A, 1 BEELT
K 90mg (Jif) kg xRN &,
(ANJanya—-EQVREREE. AJanyz—-Ea|~Ayansa—- E0) BREeE]
B )RR B %] O7EXIVI VA, V3V RARASORUTO
o OFEXFLVIVKFM. V5V AARALORUTA FoRy T4 B4 —BREDES
% FoRTA B2 —BRDIEE WL RANIETEF LU K E LT 1R 750mg
o BIrEBy (S, 75V 2a<A 3L LT 11A200mg (J1fH)
H EO7a hvRyFAL e Z—0 3K EFRIZ 1T H 2
B [\, 7 HEROBEET 5,

O7EXFIVV VKM, ¥5URARSA I VRUTO
FvROTA U EESL—BRAICKEAY RS 4
— - E0YOREABRSTRIOES

HITERY

B, 77V AL V0%, LB U CHEER &
HZENTED, 72720, 18] 400mg (Fiff) 1 A 2]
LRET D,
O7EXIVY2KHM. V35U RBIAL0RUTO
FPoROTA Vv EESA—HRIZCEEAY a1V 4
— - B0V OREARBLSTFHRIIOEGS
WE L RANIETEX VY Lk & LT 1A 750mg
(Siff), A b=V —L Lt LT 1E250mg K7 1
hRoy7AL e —0 3K &FEKRFIC1T A 2R, 7TH
Mk #5345,
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10.
TWEHAMMAEE - 200342 4 21 H

WR5E4 « TRV TR (250mg (M)

HETRR. BEKRAREABRVEZORE

RER « HEERIREE 14 556 2 HA S CERRERFH) onFhiz by Law

N AZER H - 2004 429 A 30 H

W5E4 « 7B/ 7RV (250mg (F14iff))
FER AR FEO T2 EEITIUL, EFEE 14 £ 2 HE

L7
N -

GERFIELEH) OWTFRICH %Y

HKEBAE

PR

TEXVVY VBEOKRGE, BRE R eT DA -
ITEYR), AT FE. W, AR .
BHEREE. AHRERE . 7 R UEKE RS L O b LA R —~
12 & B TR YE

B fiE, MEMEONIEE, B ) %K, BRE, S,
o, Lo, JE. BE. SRRk, BYYE. 0x 9
JH., #E. AlER K OVPR% o k&g, HEER, Rk
%K, Heo, &to, RBigk, EOH L, LhilE, LR
K. U UoNEIR, BB, BIEE, KEXK, Mgk, B
B, o5k, Atk BERBR, Bk, RiEZ%,
BINEERSE . BIZERK, TEMNBERE, TENELE T8
SBREORe ., RRIEIAS . WREE. MR, JERACEA. R E .
HEERIRE. SETEZE, R AL, BHEEEKL, wHlE

%

< i P A >

AENEED T K ERE B, Vo ERE R, MR,
IGEREF R, W, KW, Y27 oA - 2780 A, A
VIV UYE, ~NYansZ— . val fig b LR
F—=

< JIEAE >

FACME R GG . R BRI E, U oY - U v
REISE, BMEMREIE. AME - BME K VRIS O k&
o DA - BIEO ZRE, FLRE. Bk, HIE-
MEBRZS . RPkIE, RERE AR, MK, BIEMERERR A
DOTWREGe, BBk, BERER, AiRE (BHE, &
PEAE) . RS BIRS (RISERAR) . WRERME, Mim, 1
NG, CEMBSRR, TEEESRK, RER, £
Wil FPER. AR, REEER, TR EALE

TEXRTVY L LT, @BEHEA 1E250mg (i) &1
H3~4lrlfE N 595, /N Jdix1 H20~40mg (Jiffi) /kg
Z3~4ARNIERR ORI 5,

¥, i, ERIC X Y EEERT S,

il ISR

TEFY L LT, BEMEALRZ250mg (Jili) %1
H3~4RIR D8G5, /NEIX1H20~40mg (Jiffi)
kg% 3~4ENZHEIR AT 2,

¥, AR, EIRIC L D BEEHEET 5,

. BEENH
LR

12. HFEHRFIRICET SR

AANL, BRI BI T 2 HIFRIZE O BV TNZRW,

13. &£fEa—F

JF AR 5l S AT KL TE

Wk U S = — R

ERIEE S = —
(YJ 22— k)

L7 AR

HOT (9#71) &5 SN

TEXVY BT

6131001M1010
1 125mgl H KT

6131001M1118

121278501 622127801

TEXVY BT

6131001M2017
L 250mg ! A& T

6131001M2327

110737109 620008584

14. REHRTLOIE
ARENTZ RN D% FEEIRMITEEY Lgw,
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10)
11)
12)
13)

51 K

FENE R - 2 E MR

FENEERL - vA R

JEAE G B R R RS A SRR A E iR« U B O F5 | &

i \MOE A AR i fgai # E)11EIE 2021 ; C321-C325

FENEE - AR ESEERER (7 7 1L 125mg)

FEPERE - I (P IREE) R OWEZ BT 2 &k (0 7 &/ 250mg)
WA Ml B ETRIE MRS, 1973 5 21 (8) @ 1752-1758
FER o AR LFRIETSHES. 1973 5 21 (8) : 1780-1786
ES ML AL PRE RS, 1978 5 26 (3) : 311-316

Patel, B. M. : Pediatrics 1967 ; 40 (5) : 910-911 (PMID : 6075667)
Pullen, H. et al. : Lancet 1967 ; 2 (7527) : 1176-1178 (PMID : 4168380)
Nazareth, I. J. : Br. Med. J. 1971 ; 3 (5765) : 48 (PMID : 4253722)
(A B fth: B 19815 23 (1) @ 121-127

. DD S EHE

DR L

35



XI. &84

1. ELESETORFTRE
AIICB T 2SR, HELVCHEBIFUTOLEY TH Y, HAETOHKGBIRGL L TR D,
R ESIES MER &
CGEISEE) (NJanRYE— - E0YRBREERS BRE)

AFNENEO T N EREJE, LY ERE

B WiRERE ., BERBE . W, KA.

TaTFIRISEYR LTI
P, ~VaxyyZ—.ual b
LiRp—~

CE G fE )

FATENE R JEIRYE . RTEME R 8 IR E |
VUi U U NEigR, 1B EREE, S
& « BME R OVFITAIE O &G, '

Ao BB O ZRERGe. FUIRZE ., EREZR.
WHEH - MEEHAE, RS, SMEAUE %K.

Jifige, ABVERFIRERFZ O YRR Gy, BERE
%, BRER, AZRE (BIHE, 181

iE) | KSR EfRSE (RISERLAR) | R
Ui, MEme, FEPUES, FEMRGRR.
FEBR AR, REER, ZRIE, TH
%K. AR, LD, Bk, 12
KLEL, BIES -+ HEES - EMALT
U 2B - RS L OB PSR B -
BB 3 2 WRLBRITE R B 12k
T~V any z2—. vu JRYGE, ~

Vo p— . vn Y BERE

RN TEXF VU KRR E LT, @ 1E1250mg  (JI1h)
ZLH3~AEE N L35, 72d, Fln, BRI X0 @R
T 5,

INE TRV VKR E LC, @ 1 H20~40mg (Ji1fh)
IkgZ 3~AFNZEREOTGT 5, 7ok, Fhn, GERICE Y E
T 525, 1H®E L THRARIOmg ()ff) /kgZz iz 720>
Z &,

(AN)anN a—-ERUREE, AJanss4—-ERYRR
8%

CTFEXODUKIM. VSUARRATAOURUYTA UK
v74 v EES—StRDGE

WE AT TRV U K E L CLEIT50mg (Ffh) |
75 2n~<A 3l LT1RI200mg (Jiffi) R OF e bR
VA4 B X —O3RK) & RIFFC1IB2E, THRERO®EST 5,
B, 7oA o0, REIOLNCCGHEEBERETS I L
NTE 5D, 72720, 1[E400mg (Hffi) 1H2EZ LR &5,
CTFTEXODUKIM. VSUARRATA L URUYTA VR
vIA4 v EEA—BRIZEBAY RS E— - EQY ORER
BOAREIIDEES

WE LA TRV U KR E L CLEIT50mg (Fh) |
Abhp=FY— Lt LT1E250mghk N7 m bRy 7 Ak
v X —D3F| & FERIC1IH 20, THRERO#EET 5,

<DailyMed (USA), 2024 4 3 H 5 >

EH 4 KIE]

24 Micro Labs Limited

et AMOXICILLIN- amoxicillin capsule
HIE - Bk | 250mg, 500mg

INDICATIONS AND USAGE
+ Infections of the Ear, Nose, and Throat
Amoxicillin capsules are indicated

in the treatment of infections
B -lactamase-negative) isolates of Strept

due to susceptible (ONLY
ococcus species. (- and S -hemolytic isolates only), Streptococcus

pneumoniae, Staphylococcus spp., or Haemophilus influenzae.

+ Infections of the Genitourinary Tract

Amoxicillin capsules are indicated in the treatment of infections due to susceptible (ONLY
B -lactamase-negative) isolates of Escherichia coli, Proteus mirabilis, or Enterococcus faecalis.

+ Infections of the Skin and Skin Structure
Amoxicillin capsules are indicated

in the treatment of infections

due to susceptible (ONLY

B -lactamase-negative) isolates of Streptococcus spp. (@ - and B -hemolytic isolates only), Staphylococcus

spp., or E. coli.
+ Infections of the Lower Respiratory Tract

Amoxicillin capsules are indicated in the treatment of infections due to susceptible (ONLY

B -lactamase-negative) isolates of Strept

Staphylococcus spp., or H. influenzae.
+ Helicobacter pylori Infection

ococcus spp. (a- and f-hemolytic isolates only), S. pneumoniae,

Triple therapy for Helicobacter pylori with clarithromycin and lansoprazole:

Amoxicillin capsules, in combination with clarithromycin plus lansoprazole as triple therapy, is indicated for
the treatment of patients with H. pylori infection and duodenal ulcer disease (active or 1-year history of a
duodenal ulcer) to eradicate H. pylori. Eradication of H. pylori has been shown to reduce the risk of duodenal
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ulcer recurrence.

Dual therapy for H. pylori with lansoprazole : Amoxicillin capsules, in combination with lansoprazole
delayed-release capsules as dual therapy, is indicated for the treatment of patients with H. pylori infection
and duodenal ulcer disease (active or 1-year history of a duodenal ulcer) who are either allergic or intolerant
to clarithromycin or in whom resistance to clarithromycin is known or suspected. (See the clarithromycin
package insert, MICROBIOLOGY.) Eradication of H. pylori has been shown to reduce the risk of duodenal
ulcer recurrence.

DOSAGE AND ADMINISTRATION
+ Dosing for Adult and Pediatric Patients > 3 Months of Age

Treatment should be continued for a minimum of 48 to 72 hours beyond the time that the patient becomes
asymptomatic or evidence of bacterial eradication has been obtained. It is recommended that there be at
least 10 days’ treatment for any infection caused by Streptococcus pyogenes to prevent the occurrence of
acute rheumatic fever. In some infections, therapy may be required for several weeks. It may be necessary to

continue clinical and/or bacteriological follow-up for several months after cessation of therapy.
+ Dosing in Neonates and Infants Aged < 12 Weeks (< 3 Months)

Treatment should be continued for a minimum of 48 to 72 hours beyond the time that the patient becomes
asymptomatic or evidence of bacterial eradication has been obtained. It is recommended that there be at
least 10 days’ treatment for any infection caused by Streptococcus pyogenes to prevent the occurrence of
acute rheumatic fever. Due to incompletely developed renal function affecting elimination of amoxicillin in
this age group, recommended upper dose of amoxicillin is 30 mg/kg/day divided every 12 hours. There are

currently no dosing recommendations for pediatric patients with impaired renal function.
+ Dosing for H. pylori Infection

Triple therapy: The recommended adult oral dose is 1 gram amoxicillin, 500 mg clarithromycin, and 30 mg
lansoprazole, all given twice daily (every 12 hours) for 14 days.

Dual therapy: The recommended adult oral dose is 1 gram amoxicillin and 30 mg lansoprazole, each given
three times daily (every 8 hours) for 14 days.

Please refer to clarithromycin and lansoprazole full prescribing information.
+ Dosing in Renal Impairment

Patients with impaired renal function do not generally require a reduction in dose unless the impairment is
severe.

Severely impaired patients with a glomerular filtration rate of < 30 mL/min. should not receive a 875 mg
dose.

Patients with a glomerular filtration rate of 10 to 30 mL/min should receive 500 mg or 250 mg every 12
hours, depending on the severity of the infection.

Patients with a glomerular filtration rate less than 10 mI/min should receive 500 mg or 250 mg every 24
hours, depending on severity of the infection.

Hemodialysis patients should receive 500 mg or 250 mg every 24 hours, depending on severity of the

infection. They should receive an additional dose both during and at the end of dialysis.
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2. BCBITLBEKRZERR
RSB T HBIMER (A—X S UTHE)
AR T M EOTEBOHDLERE A=A M T VT LIRS,

(V. 6. HEDOHEREZATHEEICEHTIHIEE] OIESRK)

Drug Name Category
A=A NT7 VT DIA amoxicillin A
(2021 4 4 H )
2% . OB

F—A NZ U7 D545 (An Australian categorization of risk of drug use in pregnancy)
Category A :

Drugs which have been taken by a large number of pregnant women and women of

childbearing age without any proven increase in the frequency of malformations or other
direct or indirect harmful effects on the fetus having been observed.
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XI. {F&E

1. BA - REIEICERL TREHEZT5 I1SH- > TOSEER
AEOERICEAT 2R

ARG 22 T TORWIEICET 5 H#RAE £ 5,

R TEENHELL TV RVHAEDETENTEY, HLETHRMIN TV LRBITIETHE LN RER
EHEFELLTHRRLTND,

EREFE D RREN 2 RET 2 L TOZEERTH Y MLHFEOHEZRTH DO TIER,

(1) B8
Bih T OREHSER

(FEXFOVYhFTEIL125mg THEI))

i 72 N Dz e % 26°C - T5%RH O LRAFSAT TR L7 R ERIZAE~HEABOHRTH Y |
M R VG RmITBEN TH -7,

W& VERE « BBREFI O h 7L 2 BE L. AEMATRY H LT,
SER T NE IR - 2011/7/7~2011/10/25

@ i 7t 25C - 75%RH Y. BH]

(e M~ i)
RBEH SISEN R
< ik > Ha BHARHF 2 3 1% A 2% A 3% H
ook o0 gy | BRI FE~ [FE~ kI B E~AT | o
GoBE | BEOBE | BobmEk | BEOBE | BEOBE
PUZRER (HPLC) n=3 | 1\ on i e e e e
<X1>
A% i, %) % n=3
<99.0~105.0% > DN27 100.8~101.7| 98.9~99.6 | 98.4~99.0 | 97.7~98.7 | 95.2~96.0

(&) BEEZL (%) DN27

+0.2 +0.2 +0.2 +0.2

X1 Hx OEBEE - 1.0%LL T X2 ForE (M) T EEAER (%)
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(2) HifR - BEMRUBREREF 1 —TEB1HHER
(FEXVVY2HhTEIL125mg THEI))
1) BBAE
[ B e v 5k
TAANP—DER NERERY , BIE1EET 4 AN —HAICANRTER M 2R L, K
55°COIRYES 20mL W\ Eio7-, T 4 AP —C#EE LT 5 E%, 74 AXVY—%2FT
15 THEARHE L, IBRm ORI A2 BIE2 LT, RO RIENRD LR WAL, FIZ 5 /o kE k.
[FERDEAE ATV, FAEIRE ORI A BIEE LT,
FREOBETHR S R RAERENGTRD LN WAL, eV ERE L, NEYZ AW CRROEE
ATV, AREERRE ORI A BIE LT,
[ 3t 1 7
RBIRDO NS T2T 4 AR —2RETF 2 — 718kt L, K9 2~3mL/BOEE CHEALL, Fa—7
VERPNIR AN B 8 43D 2 /KT L, HEAME Z DK 30ecm EO @ SICHEE Lz, BEKEZEA
BICHEBEOHEKEFEALTF 2a—TNEIES L &, Fa— T NIZEGFWHRRD b2 rudmiEteic
B L & LT,

2) HERER

AR R T P RER

TEXVVI TS
125mg [HET |
ARBRIL, THIRE REZRG AN FT7 7 ((BR) ClEH) ) ICHELTEMBLE L,

5 5 LINIZHREE - TRl L 7=, 8Fr.F = — 7 Z i L 7=,

(FEXFLVYhFEIL250mg THETI])

1) RBRA&E

[ AR AR

TAARY—DER P A EZRERY  RIE1EET 4 AR —RICARLTEA R 2R L, K
55'COIEY 20mL ZW\ o7z, T 4 AN —12EE LT 5 pfkEk. 74 A —%FT
15 THAE RIS L, ABURE ORI A 8IS LT, RO RAENRD G2 WIEEIL. T 5 /o E %,
[FERDEAEZATV ., HABIRB ORI 2 BLEE LTz,

FREOEE T 7R REEIRE AR SR WA, IRV ERE L, NEWE AWV CREEOEME
ATV, HREERRE ORI 2 B LTz,

3 3t 1 e

B DO NS T2T 4 AN — 2 RETF 2 — 718k L, 9 2~3mI/BOEE CHEALL, Fa—7
IR ARG BRI 8 0D 2 KA L, FEAMEZ E O 30em L@ SIZEE Lz, Bk %2 EA
BICHBEDFEKEEAL TCT a— T NEIES L& F 2 —TNIEFYBERES bz it ic
R L & LT,

BRI H : 2005/11/10
v &S GR2201

2) HERER

A BN AR MR

TEXVY AT
250mg [HEET |
ARBIL, THIRE BREEG N RF7 7 (K CIE9)) ICHECTHEmBLE L,

5ATLINICAAEE - B L7z, | 8Fr. T = —7 Z i L7z,
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