k% 2025 % 5 AKET (58 3 k)

* 2024 % 5 ALET
% © EIRRTE

BRI : 125mg - 3 F

250mg

D25

WSFEERE  FE-EMEOMAFTLICLVERT L

BERZYVU RIE
BAERA 7EFVIYUVATEIL

PEFIIUH7EN125mel TCK]
PEFIIIH7EN250mel1CK]

AMOXICILLIN Capsules [TCK]

BAREERDEES
876131
5174 L 125mg 7174 L 250mg
ERES | 23000AMX00567000 23000AMX00568000
BR7cR6 2011 %6 A 1978 &£ 6 A

2. &Z=2
D= 7N

(RDEBEICIFZRS ULV E)

*| 2.1 FAIDRTICN UBBIECBRFEREDO S 2 8E [8.2 9.1.1,

11.1.1-11.1.3 ]
2.2 ERMEBEIEDRE [REORBHEEZSDLBTNY

B3]
3. #BRY - MK
3.1 $HL
RFE 4 ABHES (1 A7) Al
AR ZIL T,
RN ATTIV VB~ TR
e 2oy LA bl P NS

125mg [TCKJ

(BR)
125mg (F1ff)

YtoFr. Z 81t
B FY T
UILEREE S N7 L

TEFVIIH T
250mg [TCK]

TEF TV IR
(B/E)
250mg (1)

FUBEAKFAY . AT T
VEER T AT TILL T
TeVEEICETF
B(EFY
=\ RE35,. 7L

TR NN
3.2 HEDOMHIR
s 51 e FrTE—
TEFYIUY % ]
¢ LY N Yk
nrenizsmg| (e i;i/j ‘.":2 AMTU125
T4 — .
[TCK 3BEN TN
TEFYIUY — O
0SZ:\Y T R
717 250mg ﬂﬁj;n e Tu
RF4—:HE | AM - 250
[TCK 2 BHH T

4. WMEEX(FZHR
(EINERE)

ARCHREDT ROKER. LYUYKRER. MAIKE. BIRE
B. #&E. KBE. 079X -ZSEUR. A VIILIVTE.

AYUINTI—-EOU, ERURR—T

GEFVE)

R ERPE. REERERRE. UVNE - U V/VER,
IEBHIRRE. M5 - BIERUFMRIZFD RBR.
BOTRER, FLIRK. BEEX. [HE - 1REEX, Bk, 2
TEK, FiR. 1BHEIFIRSERE D RS B,

EXFEI N,

UBhk - &

BmBAN.

MEHR - FHBREICH T 2RERINEREBIICHITZINU I
NTI— - EOURRSE. NUINTI— - EOURRER

5. MEEXIFHRICEET 2/F=
(IAEE - WREER. Wik, 2UTEZRN. TER)

51 [MMEMEBEEFEROFFIE]Y 2SB L. IEERSON
B AW L7z BT AR OBESASET) SRS NS5
535z,

NUINTI— - EOURSEE. NUIANTI—- EOURRER)

5.2 EITHIE MALT Y Y SEEICHT BAY anNz vy — - Yo Uk
EIREOEE L L T,

5.3 BFEMEM/IMUBRDHEEIDRICT L TIE. A4 RS54 v E%25
L, NNy y— - o) REREDSEL & Al SN 258
BN D HBREREZITD C Lo

54 BHERIIHT 2AREMARERZELMCTIE, AN)any
& — - 0V REIHRICE S BBOREIHICN T 2 B/R1EE
FENL L T W7,

55 ANYanNsy— - o) BRERICHWSERIZIZ. AU IaN
7y — - uYUpnBETHS I ERTCAREREICZIDAY O
NTH— - ERERTHAHILEEERT AL,

6. BiENUAZ

(NUONT I — - OV % b < BRAVE)

RN T EFTV) UKAE LT, @E 1 [E 250mg (F71ifi)
Z1H3~4ERO859 %,

mB. . ERICKDEEERET 5.
TEFVVYVKHME LT, BHE 1 H20 ~ 40mg (51
i) /kg % 3 ~ 4 [EICHEROKRET 5,

7B, Eip ERICIVEEERT AP IHEE LT
B|A 90mg (i) /kg 2LV &,
NUINTI— - EOURRE. NUIANTI—- EOURRER)
CTEFTVVYLKIM. 75 AuvA Yy ROTa bRy
T4 ey —HADIGE

HEE A7 EFT ) K E LT L B 750mg (1)
7ZYARa A »ELT1E 200mg (Fiffi) RO Fabr Ry
T4 ey —n 3FEZFREIC]H2E, 7 HEEO®RST 5,
"B, )AL T UE BRBICSCCHEEET A L
BTED, 7272011 400mg (Fffi) 1 H2[E%EERET 5,
STEFTIVY KM, 75V RAuvA Yy ROTa Ry
T4 ey —HFHICEBANY AN Y — - YO OBREIGE
DA D&

WE. RANETEFS ) 2 ARMMELT 1 E 750mg (F11f)
ArO=FYV—)LE LT 1 [EH 250mg R Fa by Ry 1 oer

R

BITIERR (RUMEEE. 1BIMHIE) . BERLBR @EIZERRX). MHER
ZYE. 185, TEARE. FEARBESER. FESHOERX. R
TR, ZHE. PERX. EEEER. EERER. SER. B,
BEE - TTERES - B MALT U/ VEE - fFRM I/ iR

Z—0 3FIZFRRICLH2E, 7 HEEOHRS 9%,

7. RERUHAEICEET 23R

NUONTI— - EOURREE. NUINTI— - EOURRER)

_1_



TObrYRYTA ey —E5 VTS5V —LELTLHE
30mg. #AFFV—)L& LT 1E20mg, IXTFTV—)LF)k

Y A& LT1E1I0mg, TV XSS5V —)LELT1E20mg  10. HHEER

XIEAR ) 7Y LT 1 E20mg DWThh 1 AlZRIRT 5. %% 10.2 HAER HAICEIRIZIE)

- EY IVKRZIZEHHIMERAPH 50N DZ ENFH S,

. A2 % FEREEIR - BEHIE W - fEkERET
8. ERLEANER TLTFIYAYIL [TLT 7 U LD BRI LS 3
8.1 RAIDOHEHICH->Tlx. TMEBEOFHKIREZFF /-0, JFE] ERMWERENE BT | KOEAZNETHZE

ELTREMARE L, FROBE LVEL R/ NEOHIR D% SRR BH%e

Blrrrphao b, PInl i ] TR AE 30 21 1 i B & (LS
X82 Yavi TFIATRY— TULE—RISIHS BT R BIABINID. ROBHEE OB AN

B, BANCIDBHSNIBEBRIERERORELEEICTHTE BHEEZLNTWVA,
BT FEIIZVY, BRNCHFZEROBMFESZ I DOWTHo%REE TaRxY R AAE O MR E & | AR ORME S HE
EFHCE, uB. HAEMEICESTLLE—BIRNTHET S okl gggﬁﬁﬁﬁﬁféﬁ

Z&, [2.1 9.1.1 ,11.1.1-11.1.3 =]

: *% [ A M FLEFY— 1
8.3 FRIKEA. M/IMRBDPHS5bNBEZ ENHAHDT. EH

WICHEZITO 2 CBEZT2IXTS 2 & [11.1.5 ]

XML FY—bOEIE
RzilmseEsBEns
H%o

AL FY = ORM
EowEEEL. Kbk
MeETSEHEELS

8.4 ®H. AST. ALT D ELRENHODLNLIENFHHDT. E
HMICHEZTO 2 CBEZTOIXTS 2 &, [11.1.6 3]
85 SHEBEREZEDEELERENVHSDNLIENHLHDT,
EHICHREZTO R EBREEZT2ITH 2 &, [11.1.7 2]

9. REDERZFIDEEICHATZER

9.1 GHHIE - BIEEEDHDEE

*9.1.1 RIVUVRNFET = ARTEYEITH UBEBAEDEEE
BEDH3EE (22U, FEIITH UBSIEDETEDSH D EE
[CIFES LIV &)

(2.1 ,82,11.1.1-11.1.3 H&]

9.1.2 AAXIEEH. RHICTEXME. EE. EMEEDT
WF—EREREIULPIWFEZET 2EE

9.1.3 ROEWMOTRBEENFIHRORBDEE., 2HKRED
BO\EE
B|EETDITHIE, Y IVKRTERPHSDNE &
WH 5o

9.2 BiREEEERE

9.2.1 BEDBREDNSDEE
BRECEEIL L CREEEZHEL, BREOHRZH 1 THE
e 52 &, MARENRRT 5. [16.6.1 ZH]

9.5 i@

TR IR L C W B ATREE O & 2 i IC I3, IRBE OB RE
DEEE O EHBSNAHGEICOREETH L, 28,
YR (Tv b)) IKBVWT, TEFTTY VKY (500mg/
kg/ H). 75 2uavA > (160mg/kg/ H) BTV T
7YV —)u (50mg/kg/ H) =HAKET 2L, BEMTOENE
DR E LB IREORBENFH ORI EDEN TN D, Fo,
T MITEF T VKA (400mg/kg/ HEL L), 75
20w+ (50mg/kg/ ALLE) ROSNFFY—LF k1
v L (25mg/kg/ H) % 4BREFRAKRE LB c, MoxsE
REOENIFEDOLN TV S,

9.6 EIiw
WELEOERERUBAFRBEOEREZ2ER L. BAOMFE
BHIEZBEET 5 &0 BARABITT A2 EPRES AT
%, [16.3.1 ZH&]

9.7 INRE
NUONTI— - EOVURGEE. NUINTI— - EOURER
BR =R < BUERAE)

EHAEGKER, HIERZHNRE LEEIERULZEEZIEE S
U7 BEPRAREBR 1L SEHE L T WL 72 W,
9.8 SiE
MOBICFER L, ABMCICKRSHEBICERT 245 EBEOR
BEBELENFS, BEEIIRET S L,
CAERESETL WA I ENEL, BUEASEE LRSI L,

NTWn3,

1. BlfERA
WROBWERBH 65ONBEZ ENBHAHDT, BRE+ 7TV,
BEEVPROONIGEEICIEIBREGEZHIET 574 S@EU 2 0LE 21T
AT &,

11.1 EXREIER

1M1 Y3vd, PFIT45FY— (% 0.1% Kii)

MRS, 258, MERE, ERZE2REIIIENDHD
DT, ARE, ONEER WHE K& #2. BB BTE
BhHobN-GEICIEREEZFIEL, BYZABEEZITS 2 &,
[2.1,8.2,9.1.1 &H]

11.1.2 ZUIF—RMICHES2EEEREE (BEERH)

(2.1 ,8.2 ,9.1.1 Z#]

11.1.3 ZRICKVFBERESNDBBNEREE BEEAA)

BE» o RN O KEEER %2 FEKRE Uy FFRL. B,
HEEH. RIME. BR. FHXRENEZzHES. BVERH
HUEBBRICEM LT LV Mo BB (Drug-induced
enterocolitis syndrome) Ao 5bN 2 ENH D, FIT/NR
THRESNTWS, [2.1,8.2,9.1.1 &E]

11.1.4 hEMREIBFEFAFAE (Toxic Epidermal Necrolysis :

TEN) . BZEFEIRARAEIREE (Stevens-Johnson fE(REE) (% 0.1%
Kif) . BHAIH. SUEARMREHIREE. IRE RIBRMHRE
BR) (Wb EEAREH)
FEEL, SR, BAETE. RAFCREOKNE - KE. IBE. EEo
BRI - EVE - BREORENRD o NIEHICIIREE S
L. R NEETS &,

11.1.5 FERIERRIA (0.1% Ki). MM/IMREAS (BEEAREA)

(8.3 ZH]

11.1.6 HEE (BEEARHR)

#H (0.1% Kif). AST. ALT ® EF (% 0.1% HKii) E7dH
EbNBTENDH D, [8.4 ]

11.1.7 BEZE (0.1% ki)
AHBRESEOEELERESHOLDLNLZIENDH S, [85 5
He]

11.1.8 K&K (0.1% Kiii)

B REGR, HMERBREOIELES>EELZRERPH
bbNdT ENHD. BFE. HEIO TR D 5 bNIHEITIE
EbicEkEGehik L, @aLEZITS L,

11.1.9 RAEMMRN. FEIREMRA (LI NS EEEREH)

W, LR, RAESRO SNTHEICIE. BLAICHED
X# MECTEoMEBELERT 52 &, MEMEMK. IFEE%
HRAPREDN I BE IR G LRI L, BIERERILE A
OEREGFEOWEY L WBEEITO T Lo

11.1.10 HEEMERRN (BEEAHA)



sk

HERREE., FE. BHE. ED -

EEEEBEAPHOSDNLIENDH S,
% 11.2 ZOMOEIER

MGt H 25 W ITEHRIEBEZ S

15. ZOMDER

15.2 FEERAREBRICE D < 1E%R
T MITEFT Y VKNP (2,000mg/kg/ H) . T2V T
V=) (15mg/kg/ HE L) % 4 BERMAZEORS L7255,
KA X7 EF TV kY (500mg/kg/ H) 9>
ZY =)L (100mg/kg/ H). 7 ZVJ Au~A > (25mg/kg/ H)
= ABRBHARREORS LHBT, 72X VK =B
W 2 WIEPAERES L-BERIRPED 5N TW A, &
BIETEF U VKPR ZICTH L0 TH D, &
WTHHLZbDOTIEZWL I EPERINT NS,

16. FYEhHE

16.1 MoRE

16.1.1 PEFY VU VKIIYPEMIZSDIBS
TEFTVY VKM E LT 250mg (Fifffi) % ERERRANZERE
REHOREOHREGT 5 &, 1-2 BT 3.03 1 g/mL O &R
Erisoniz?,

16.1.2 PEFY VU VKNY. 75URORAI VYIRS VYT
SYV—-ILHADEE
fREERA 6 BlIC 7 EF > VKR E LT 1 | 1,000mg ()
i) #ED, 75y 20<A & LT 1 E400mg (Fffi) KOS
Y77 =)L & LT 1[E 30mg @ 3 Fl % FEEICROKS Lz
EETEFT VY VK OENFHREFHNT A =5 (HEET)
BTEOEBYTH A,
BAEIGTARED T X 22U VKM DENERELHINT A =5

(NUONTI— - OV Rk < BERAE)
0.1 ~ 5% i 0.1% Kim SEFEANER
EHE i FE ZHFE
M I ERERIE 2 — —
NEM T ED, B, | — 2EE
BRAR. R
3] — — FRIR TgA ZKERE
BERAE — AWK, Iy IV —
vy IvRE|— Yy I VKR ZEE|—
fE R ESarar
YU IMAE. I AE
M%) . Ey3Iv
BEER ZER (F
2% AR %, BAR
IR, %)
Z DAl — — MHEBREIIBOT.
Y—Uvaz-~N)
T AINAY =&
(B .258B3
& RS OFBL,
TR DIEE) »
BB N D%,
(NUINTI— - EOURRRAE. NUINTI—-EOUREER
5% LIE |1~ 5%KiE| 1% K SHEEANH
HLER T™HI(15.5%). I8 BEEE OB . E L. | BEE
BR(E (13.5%) . | B R | H R B RIE
RREEE FR AE R | HERRT
+ BB .
Mg E &
AR
JFF ik — AST kR, |A-PER.EY|—
ALT E&. ey R
LDHE&.
v-GTP LR
i — I EREAD | | E L, [ Ik | —
IFERIRIEZ (%
B HRE — e ZHEE —
R | — — EE.LOMh| —
B OFN R
SRR DD
Z DAt — REEARGE. [REBE.R|—
MNIZULYR|EEER . BE
LR BIVA B BV B
Tu—)LO kB HH QT
HAET HE HVY
FE VIR, ME
s )

Tmax (hr) |Cmax (4 g/mL) tiz (hr) AUC (u g+ hr/mL)
1.67 £0.52 | 10.05 £ 1.62 1.0 £ 0.2 29.04 £ 7.15
Mean £ S.D.

2B, 3HIGEARO 3 FHI 4 o I | B S o I

& EIFIZRBOHER 2R T .

F 7o EEERA 7 Bl 3FIERIEOFECHEENC 1 H 2 E 7 HE

REZRORES L& &, BYFRICELIIRO 5N THaWn ),
16.1.3 ZEFI YU VK. 75 UAORA Y IYRUOAATS

V—ILHBDEBE

R AICTEFT U VKM E LT 1[E750mg (F11ffi)

75 2034 > & LT 1 [E400mg(Fl) e OF X 75—

L& LT 1[E20mg @ 3= FERC 1 H2ME 7 HEKERD

BELZHEE BERESEBEOT7EF T V) VKM O I EE

ISTRA=FIEFRROEBVTHS Y,

SHEIPARKO T EF > ) VKNP OENFEZLNT X —%

12. EBRERERBRICRIETRE

(NYONTI— - EOUREE. ANUIONTI— - EOURRRER)
SUIVTIIT-LVEOTa VR T A Y =R T EF Y
YU VKIML, 759 20T, Y UEOREMBERTA fo=
= VORAFRHESKTERZR TIE, BC- REMNFZHER D ¥
ERERDSBEMEIC R A TEEN D 2720, BC- REMSHREIC
S ABEHERITOBEEICE. o OEAOBREKRTHE 458
DI ETERET A2 ENEE L,

14. BRALOER

14.1 FHIZAFOER
PTP A DFEAFIPTP ¥ — + 2BV H L TIRAT 2 L D18
BB &, PTP ¥ — FORBRAKICK D BLH AR EERE
ANFIAL, BIZREAZB I L CHERAREOEE L& IHEE
MRETHEDDH S,

Tmax (hr) |[Cmax (g g/mL)| tiz (hr)  |AUCo~» (ug-hr/mL)
42 1.1 569 +1.76 |1.15+0.14* 27.1 £10.0%*
n=11 (% :n=3) Mean =+ S.D.

16.1.4 PEFIYIVUVKIY. 75UROXA VY IYRUOSRTS
V—=ILF NUD LHEDES
BEBRAICTEF V) VKM E LT 1 E 750mg (F11ff) .
759 2av4 & LT 1 [E400mg (Hil) RS RXF 5 —
LF hUDZLELT]E20mg®? o 3FZRBICIH2ME7
HERERO®RE Lz5E, BKEE55%07EF T ) VKA
MOMAEEIRFT A —F I TEDEBD TH 5,
2L, BE5FE 1 HEXOE 7HEIZ L BH 1 BEREO®RS (i
&F) &L (FH12E)Y,
3EIPTARED T X2 2 VKM OENERELHINT A =%

Tmax (hr) |Cmax (u g/mL) tiz (hr) AUCo~12 (y g+hr/mL)

1.0-2.0 9.86 1.09* 25.82%

n=19 (% :n=16) Tmax ($F/IME— & AfE. ZhLIHE Mean



16.1.5 &4FHEEEER

(PEFVIYUVATFEIL 125mg [TCKD)

TEFTIYY YA TR 125mg [TCK] &8t by h 7t
V125 %, Z7OAF—N—FILLOVZNZN]1 HTEL (7E
F ) KR 125mg (F1fi) ] FRFERAA B F I B A%
O#5 L cmEhRB{bEBEZEE L. 55h-8ygee
S5 A —4% (AUC., Cmax) 12\ T 90%EHEXMIEIC THE
AT %2 1T - 72558 log (0.80) ~ log (1.25) O#HEANTH D,
WAL EEEPTEE SN 9,

HFETA—S BENTGA—Y
AUCo-snr Cmax Tmax Tz
(ng-hr/mL) | (ng/mL) (hr) (hr)
TERAANTEN | 3774.2 & 1614.3 +
125mg TTCK] 63111 4447 | 14%02 | 11+0.2
IR ATV 3909.9 £ 1651.7 £
125 6177 395.8 1.3£0.4 1.2+0.3
(Mean = S.D., n=14)
(ng/mL)
2000
- 7EXTTULHTEL125mg [TCK]
I ; o- RERYUHTELILS
5 15001 | Mean+S.D.,n=14
o A
T ! I
£ i [N
Joooq | L
D] i i _
M K !
i v :
x|
5004
0 T T T T T T T T
05 1 15 2 3 4 6 8

iR (hr)

MEEFEEN I AUC, Cmax ED/8T X —¥ 1k, #HEED
IR, R ORMEL - BESOREBEEFICE > TRZ 2T EE
HEAH 5,
16.3 £
16.3.1 Fitop#eT
BB OFNCT EF ) AKHP & LT 500mg (F1fifi) *V
BERRORGHOATHFBITIERE% 2 ~ 6 BfE#% T trace ~
0.6 u g/mLTH-7279, [9.6 ]
16.4 X
b oM R OCRPICIEHEIEEREIE 2R L5729,
16.5 HEtt
TEFT Y VKM E LT 250mg (F31fi).500mg (Fiffi) #V
BROFSEORFPIHERIZZNZN 52.7%. 46.2% TH -7z,
Fio. —ERIZETRICHR s, MIEFEE & ETREE % E
REICHIAE U7z 3 01 CIEABIT HIR B O peak I3 IMIEHFIREICHA
THLRPILEN 72210,
16.6 HEDERZEI HEE
16.6.1 BiEEEEES
TEFTVY VKM E LT 250mg (7)) % ZSRER B AR S
Lz 2OREMHPREIIERAEERS (26 @ 3.5 1 g/mL
xfl. BEBAR26 GHl) TIE7.7 1 g/mL &2 0, ¥
Hixzznzn 0.97 B, 12.6 BifITHh -7z 1V, [9.2.1 2]
EL) [(NYVanNyy— - EaYBRE. A IaINsy—- oy
WEEE K] BV TR, TEFY VY VKA E LTOER
FARI3ER 1 [ 750mg (i) TH2. £/, [ANYan
75— -0 BRERBIVE] IKBVW TR TEF Y
Y VKA E LT o &ARREIGER 18 250mg (F7{f) T
H%o
E2) [NYIANTy—-EuYBEEE] BV TiE, IRTTV—
LU LE L TOERZHARIGER 1 H 10mg Th b,

17. BREREUE

17.1 BMERVRLMEICET 2R
NUONTI— - OV BE)

17.1.1 BRERKRRER (FTEFI YUK, 7250203910
VRUS VYISV — VAR

ANYIaANTE— - CunYBHEOEEE I+ ZEREEOERE
ERNRE LIZBREOBKRRE (722 KM, 75
2874 YV ROYT VI T T )LD 3HEEE) ITBITABRET
RIFEDOEBVTH S,

SEEEVE N O MR DB RS VT L &M

BBEEICBT2RER (7 HEZEO®S)

EHH O 1 B 5E B 5O PREE R
TEF YRR 750mg (F11f) 87.5%
z59)2av4> 200mg (1) 2M[@/H (84/;96 i)
75 —)L 30mg
TEF UK 750mg (F11) 80.9%
7Z9)2Auav4 > 400mg (F11ff) 2M[@/H (83/‘.93 i)
2975 —)L 30mg

PRERISEABITRNREL ZNRE L7z
TIEBEBICB U ABRER (7 HERO®RS)

BEH O 1 BRE5E 5 Mm% PREGR
TEFT UK 750mg (F11i) 91.1%
s394 200mg (F) 26/ H @y%km
F>975 =) 30mg
TEFT UK 750mg (F11i) 83.7%

- N A
o) Aav4 > 400mg (F1f) 2[E /B (82/98 )

75— 30mg

RERGEREITNREHZ MR E L7z

R EEOREZE % & CRITER I 430 194 217 #1(50.5%)
RO 5Nz EBEWERIE. #BIF S F1 (13.7%). T 38
Bl (8.8%) TH-7zo
B, KERVEERTTbOALZAN) AN Y — - Yo Bt
+HEBEES IO T AREOBKREEY IBWLWT . FAEE
DOBRERPEDENT N5,
RSEEOREEE % & CRIMER L. 548 9 179 #1(32.7%)
IZERHENTINS 1213,
T 1) FEHORSE., BEHMEITHROEB0THD. EROK
RHE - HREER S,
KE : 7EFTIYKIIMELT 1 E 1,000mg (F1f). 7
ZFyAavA & UT 1[E 500mg (Hfi) XOZ>v
75— LELT1E30mg D 3FE1IH2ME, 10 H
YT 14 HERRO S
HE: 7EFVIYIKIMELT 1 E 1,000mg (7). 7
FVAuvA LT 1E 250mg (Sffi) RF>Y
75V —LELT 1 E30mg D3 FI% 1 H2ME, 7HE
BROHS
17.1.2 BREEFRSER (PEFIYU VKDY, 75UROXAY
URUHA XTS5V =)L)
ANYIANTY— - BRI BHEOBEE S+ EBEE O BE LN
RELLENOBEERBRICBI2RERIITEDEBYTH 5,
BiEE - +HEBBEICB I 2RER (7 HEROKRS)

stz R PREEER

Ao 1 EE5E | HEEH TEE T —EEEE m
TEF I IKFY
750mg (771if) . . .
ponzaetsy | amsg | [59% | 818% | 78.8%
400mg (F71ff) (44/58) | (45/55) | (89/113)
FATFJ =)L 20mg

() PRI



BRREE REEH 2 & CEERIZ. 113§ 67 f (59.3%)
ICERD 6Nz, ERBIERIZ. NF 24 6] (21.2%). #{F 21
Bl (18.6%) TH =7
B, BBV, FEHXIIRERO+ZERBEEEE.
ESHHOBBEEE 2 WMRE LRET? 2BWTH, FAERED
BREXRSBLNTWVS 9,
*2) FEFoREE, BREHBIITREOEB0THD ., BHNDXK
R ABERZ .
FEFT U VKR E LT 1 E 1,000mg (Ffi). 25
YRO2A Y E LT 1 E 500mg () BT XTS5 —
LELT1E20mg » 37 % 1 H2E. 7 HREEO%RS
17.1.3 ERERRR (FPEFYYU VKM, I5UR0TAY
URUOSRTSYV—=ILF MU D LFHAR)

AN IanNyy— - o BtoBEEX I+ EBEEDEE
EWNRELZEANOEKRABICBUU2BRERIITROEBD T
ﬁ)éo
BE -+ TEREBEEICB I ARER (7 BHREREO®RS)
e | IREER

EEA O 1 EEE5E | H5EE e Wi g =
TEFTIIKFIY)

750mg (71fifi)

ZS)AATA Y omsg | ST 83.3% | 85.7%
200mg (77 (57/65) | (45/54) |(102/119)
SRSV — L F Ry

£ 10mg

FEEL LK

750mg (77

25 ATTA Y 89.7% 87.8% 89.0%
400mg (/1) 26/ E (61/68) | (36/41) | (97/109)
SRSV — L F Ry

4 10mg

() PIEBIEL

RS EEOREZE % S TaIER L. 252 fil+ 95 4l (37.7%)
RO 5Nz EREMWERIE. FH 42 61 (16.7%). #K1F 26
Bl (10.3%) TH -7z,
7B, B TIThbR AN aONT F — -
EBEES I 2 REOEERERTY
ERPBOEN TS 1919,
F3) BEFORSE, BEHMITHROEBLTHD. EHOK
R - HBEEL S,
TEFY KM E LT 1E1,000mg (Sfl). 75
Y AUTA & LT 1 E500mg (i) HFTRT 5 —
LF U LELTIE20mg D 3#Z 126, 7 R
BO#S

Yo UBEosE - +=
IZBWTY, FRREDR

18. ERPEFIP
18.1 {EFREER
HEOMARE DGR HET 5 17,
18.2 EIER
18.2.1 7 RUIKERE. L UHER. MAKE. BHXEBRED S

SLBHEE., ROKBE. 70572 - 35U 2AEZDT S5 A

et Ic LIEEA 2R d . ERAERIIRENTHD . KHE

fERIZT >0 KDL 1® =2V (in vitro) .

18.2.2 NUIONTI— - EOVICHT B1ER

(1) BENHEIERZRT (in vitro) .

(2) TEF VI VKHMEZ S 20T A Y EDHAICE
JAIMEICIE ERESEIERPRD SN, wWIho
BRICBWTHEBIERIIEED SN TWiz W 2 (in vitro) .

18.3 NUIONTI— - EOUREEE. ANUINTI— - EOUR
ABERICWITBD7ZEFIYVUVKIIY. J5UROXAI N
OO bVRY A eEET—D 3 BlEE

1831 7EF VY KRG ) 2avA &bl
VTV EOHRAICED., BOBSZOBHEBTEED L

BEWEOENDE P (Fv ),

18.3.2 Fu by RV A ey —DikS 7% BEESWANHIERIC
FVBAPH Zz EASEAZLICKD, TEF T VKT
RO7 IV 20w,y OREGEEP S 2EEZO6NS 2,

19. BUMHSICRAT 2IBLFMNAR

—fRE9ETR 1 7 EF T K (Amoxicillin Hydrate)

& % & : (25 ,5R ,6R)-6-[(2R)-2-Amino-2-(4-hydroxyphenyl)
acetylamino]-3,3-dimethyl-7-ox0-4-thia-1-
azabicyclo[3.2.0]heptane-2-carboxylic acid
trihydrate

C : C16H19N30sS - 3H20

1 419.45

DD
e H
B B

0 Hx CO:H
CHs

HNH g N/$<:
H H
O

HO

- 3H20

CHE~REABEOHENIIEEEOKMRTH S,
IKIAERAE ) —VIZEETFIZ< L, T4 ) =)L (95) I
O TIHETITL W,

20. BURLEDEE

(PEFYYUVATEIL 125mg)

7L IO —HEHBEESROEL R TREL, &H~H
PRIERT B L.

(FEFYYUYATEIL 250mg)
SAERERITBR RO E B TR L. BN ERNICHE
R 5cE.

22. A%
(FEFYYYYATEIL 125mg [TCK])
100 A7)V (10 7+ (PTP) x 10)
(FEFYYYVATEIL 250mg [TCK])
100 77+ (10 77+ )L (PTP) X 10)

23. EEXM
1) EAHEHEREREEIERR | FIMEMHEBEIEERO
Fi5l&

2) MAAXR 21 M AR(LEEREES
Amoxycillin. 1973

3) TEFVVIKIME, FT)AATA I ROYT VT
TV —LHAICB T 2EMEE (TU > AT
il 1 2000 ££ 9 A 22 HA&FR. HEERMIEA 3. (1))

4) TEFVII)KNM., IV AL T RUEFRATS
VI UHtRICB T 2R (TU ) U h SR
2002 % 4 H 11 HA&RR. HFERMEEA 3.2))

5 FEFTVIKNY., TV RTTA VI RPTRT
S —=)LF b U LGB BT 2 EYERE (YT
YHh T 2007 FE 1 A 26 HERR. HEERTE

BETYUVRIT L

2.7.6.1)

6) HNEHR  EMERSENERE (7712 125mg)

7) EHE OE i BAREEERYEAME . 1973521 (8):
1752-1758

8) FHER i - HA(LHEIEE M. 1973: 21 (8):
1780-1786

9) AR f 0 HA(LAERIEE M. 1973521 (8):
1399-1408

10) dREZ fl 0 HA(LAERIEESHEE . 1973521 (8)
1624-1628
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11)

12)

13)

14)

15)

16)

17)

18)

19)

20)

21)

22)

23)

24)

W OEB fh: BAR(LZEEZESMEE. 1978526 (3)
311-316
EANEIHRE (Y730 >Hh 7R #2000 49 H
22 HAGR. HFERIE - .1.4)

HENICBTBEE (372 > H7E)L fih 2000 4 9
A 22 BA&GE. HFERMEE S 5.1, (3). +.5.2. (3))
EANEIHERE (Y7 >h 7t il 20024 4 H
11 &R, HEEREE 1.2) . (2)
EANEIHEZRRE (7> »h 7w flt: 2007 F 1 H
26 HAGR. HEERMEE 2.7.6.3)

RO S MRS (b7 H 7R #2007 4 1 H
26 HARR. HEEREE 2.7.6.5)

VERRERE (BT o) A7l fth: 200049 A 22 HA&
2. HREERHIEK .1.4)

=i O fth BR(EEEEZASMEE . 1973521 (8)
1355-1358

NBEFHE i BAR(LZEES ML, 1973521 (8) @
1359-1368

FRIREE= fth © HAR(LZEEEZEAMEE . 197321 (8) !
1375-1382

IWAE= fih @ BALEEEAMERE . 1989 ; 37 (S-2)
97-99
ANYaAnNyy—--Ea)icxdd AR (YU T
U fth: 2000 ££9 B 22 HAR. HEEMIES 1.2,
*.1.3)
EREHMNAOBITE (Fv ) (372 AT fir:
2000 9 A 22 HA&AGE HFFEEHIEA .2.(5) . .2.(6))
HIPERH GAIBHABREEE) (P72 Yh 7L fit:
2002 4 A 11 HAR. HEFERHEER .3)

24, THFERERUBVLEDEE
RE[LEHRASH EE - 2R
T 921-8164 iRMA%K 3T H 406 FHith
TEL 076-247-2132
FAX 076-247-5740

26. BHERTRES
26.1 BGHEARFETT

Y

RE4AZHRKNaH

E£RFTARITHA406F Hh

& 2504 Q)



