%k 2024 £ 9 AUET (88 3 i)
* 2024 % 5 HeLET
% ¢ BIRRE
BRI 2 &
WFBERER  FR-EMEOLAFLBICLVERT AL

SRRV U VRA

HFRERROFRES
876131
HEERES 23000AMX00568000
bt 1978 £ 6 A

BEaEFA PEFVIVUATEIL
PEFIIVUAFEIL250mg[TCK]

AMOXICILLIN Capsules [TCK]

2. BB (ROFBECRFRS LBV L)

*| 2.1 FAIDRTICN UBBIECRFERED S 2 8E [8.2 9.1.1,
11.1.1-11.1.3 ZH]

2.2 ERMBEIEDRE [REORBHEZSOLBTNY

H50]
3. fERE - B
3.1 $HRL
HRFE%4 BHES (1 h 7)) ININA|
AREKFNH . AT TV
s N S NG
7%#7>UyﬁfWLZ$;//U/*m%‘ftn¢ﬂ$wﬁi%
250mg [TCK] 25&% (i) VEBLFY Y B E]
& B KE3E.TIUL
Tl NI AT
3.2 EHEIDMIR
BR7e bASiA & Al — 1
FEFVIYY T e
H 7L 250mg f”j_/f H.%iﬁ@ v
AT —HE | AM - 250
[TCKJ 2E@EH S

4. FHRENIETHR

GEILEE)

AEICRED T ROKER. LY UKER. MRIRE. BIRE
B. #E. KBEE. 079X -ZSEUR AV ITILIVYE.
AJYINTI— OV, EBEMRR—T

GEIIEY

REMERERGE., FEMREERAEE. UVIVE - UY/NER.
IBMRZAE. YHE - BMERUFMRIFEDTRBR., USk - &
BOITRERS, ILIRKN. BN, KIE - REX. Bk, 2
[ER. BN, BHEIRSSRED RS, B, BRENR.
BUIZARK (M. 1BME) . BRLAER @EIZARN). HERE
LRE. B85, FERRE. FEMNBESERK. FTEEREEHERN. R
TR, ZNE. ER., EERBRN. EEEER. 8. B,
SaE - TTIERES - 8 MALT U V/\VEE - 4554/ WRisis
DR - FHIBREICH T 2RNRBENEEESICHITBAU D
NTI— - EOURE. NUINTI— - EOVURBRRER

5. MEEXIFHRICEET 2F=
(IRZE - BREER. mbkk. 2EREZR. FER)

51 MMEMEEEFERAOFF E]) 228 L. MEEKRSON
2 M U7 BT REIOBRE S EY) & HET S N A5E 10 8
5¥3nzk,

NYIONTI—-EOUREEE. ANUIONTI—-EOUREBR)

5.2 ETHIE MALT VU U SEICT AN anNsy— - ¥a ik
HIRBEOEHEIIFEL L T,

5.3 B3/ MU A SRR L TR, A RS54 v %25
L. ANYanNyy— - oY RERESET &R S NAE
BN D HBREIREEITO C Lo

54 BHERIIHT 2ARGEMEEZRELMCIE, A any
Z— - n Y REREICE S BBOFREINHICN T 2 /21T
FENL L T W7z,

55 ANJansy— - Ea Y ERERICHNWAEIZIE. ANYan
75— - ¥nUpPBETHE I ERVARBREICIOAY O
NTH— - BERERTHAHIEEZERT AL,

6. RIENRUHE
(NUONT I — - OV BR%ER < BRIYE)
R 7EFTV) KM E LT, @E 1 [E 250mg (F11ifi)
%1 H3~4E&O%57 %,
B, Fin ERICKDEEEET 5,
N TERTIY KM E LT, % 1 H 20 ~ 40mg (11
fifi) /kg % 3 ~ 4 ENCHEROKET 5,
5B, Fln, ERICEDBEEBBT 25, |HEELT
B|A 90mg (Fiffi) /kg ##2 RN &,
(NUIONTI— - EOURRREAE. AUINTI— EOURREER)
CTEFVVUKIY. 7Y RavA YU ROTO R Ry
T ey —HOEGE
BHE AT EF ) AKIELT 1| 750mg (1) «
7o) AuvA ¥ »ELT 1 E 200mg (Fffi) RO Tarr Ry
TAreey—o 3 FEFEBIC]TH2E, 7 HEREO®ST 5,
"B, ) AuvA I BEICSCTHEHEEET S L
MTEB, 7272L.1[E400mg (Hffi) 1 H2E%Z ERET 5,
CTEFTVY KM, 75 AuvA U ROTa YRy
T ey —HEICE AN ANy — - YO OBREIRE
DRI OB E
HE. BRI 7 EFT ) okFE LT 1 [l 750mg (F31ff)
APO=—=)LE LT 1 [E 250mg Kby Ry 71 e
Z—@ 3 FIZFERIC]H2E, 7 HERO®RST 5.

7. BERUAZICEET R

NUIANTI— - EOVURGEE. NUINTI—-EOURERBER
TabrRYSA Y —E TV TSSTI—=LELT]E
30mg. #X7FV—)L&LT1E20mg. IRFFY—)LF b
Ve LT 1E10mg. TY ATV —)L& LT 1 [E 20mg
XRS5 ELTE20mg OV 1 FlZBRIRT 5,

8. EEREANER

8.1 KAIDMHAICH Iz » Tk, THEEDFREZ <720, JRAI
ELUTRZM 2R L. EROBE EBE L R/NEO AR D%
BicLtews e,

_1_



% 8.2 Yavy, TFI4IFT—, TULF—RIBIHES 2 EER
B BANCIOFBHR NGB REEHORELAEEICTHTE
BHEE RV, FANCHEEROREREZ I OWHSRM2
RTHTE, 5B HEMEICEAT LV —FIINTIHERTS
Z&, [2.1.,91.1,11.1.1-11.1.3 ]

8.3 FHEKEAD, M/IMEED DB SbNZZENHHDT. EH
MICHEZITY R EBEEZ+7ITH 2 & [11.1.5 ]

8.4 #HE. AST. ALT D LRENHELNBIENDHHDT. &
HICREZITO REBEZFITH 2L, [11.1.6 28]
85 AMBREZODEELRERENSHLDONLI ENHZHDT,
FHNICHREZTY R CBEZ 3T H 2 &, [11.1.7 B3]

9. HENHRZEIIEEICHTZIEE
9.1 GHE - BIFEEDH B EE
* 911 RZVUVRNEET T ARMEYEITH UiBSEDEE
BOH3EE (20, FFICH UBSIEDEERED G S EE
(CIFBE LBV E)
(2.1 ,82,11.1.1-11.1.3 &&]

9.1.2 AAXEFEH. ZHRICKEXZME. EE. EMBEDT LU
IWF—ERERCULPITVEAEEE T 2EE

9.1.3 BOENDARIBEENFIFROREDEE. 2HKED
BLEE
BRET7IUTHI L. E¥YIVKRZERPHODNE L
WH b

9.2 BipeREERE

9.2.1 BEDEEEDHDES
BEREOEBEICSUCCREEZEEL. BREOREL HF CH
Fdal &, MARBREIFRT 2. [16.6.1 ZH]

9.5 Him
IR AR L C W A TR D & 2 mHEIiE. BB LoF R E
ekttt e EES EH SN SEEICOAFEETH L, B,
FE (S M) IKBWT, TEFI Y VKA (500mg/
kg/ H). 75J2avA > (160mg/kg/ H) RS>V T
Z—) (50mg/kg/ H) %0tAKET 5 &, BEY OB
DR E LB IHREORBFMF OEERARO SN T VWD, £
Zv MITEFT Y VKA (400mg/kg/ HELE), 75
2u~vA4 ¥ (50mg/kg/ HELE) ROTRFFY—)F +Y
w4 (25mg/kg/ H) % 4EREMRAKES LA R T, MTXRE
REOBDPZBDOEN TN D,

9.6 3w
BWREOERERUBARBOEREZEE L. BAOMFTEX
BHIEEBET S &, BIAHFABITIS I EPHRES AT
%o [16.3.1 ZR]

9.7 INR
NUIONTI— - EOVURBEE. ANUINTI— - EOV RS
BR R < REYE)

BHEEGRER, FiERE2WNRE LA RUCLR2EE2IEIZ S
U7z BRPRARBR IZEM L T,

9.8 SkrE
MOFCFEE L. AR CICHREGHEBEICEET 22 EBEFOR
REHBELL2NFS, HEIRET A L,
CEEBESETL WA ENEL, BWEASEE LRI L,
Y IVKRZICKAHMERDIH S5DNEERDH B,

HAIHE BRER - BT % W - el T
bl FECR A O R E | BNHEEE Z S,
FI2BENN DD,  |[ROBEEDBGIFIER
IZ & B BRIz I 9
BEEZOLN TV D,
TaRXY R AAIOMAREZ IS | REIORME Dz HE
5, U R Rtz KR s
BEBEZLNTV S,
1. BIfER

WROBWERBH 6bN B ENHHDT, BEETTITTV,
REPRDSNIBEHICZBREEHIET 5% EHEY LB 2T
ST &,

1.1 EXEIER

11110 Yavd, PFT745FI— (& 0.1% Kii)

WRIR R, 25, MEFRE. SREEEECTIENHD
DT, ARE OWEER WG, K8, 5 5BE, #F%
BhobnlHaicid3gkszhib L, BYZLEBEZTS &,
(2.1 ,8.2 9.1.1 &H]

11.1.2 PUIF—RIDICH S 2METIEREE (HEAREA)
[2.1.,8.2,9.1.1 ZHg]

11.1.3 ZFRICK VBRSNS BENEREE BHEAHA)

P55 6 B DN O AR %2 FRER & L. NFL. B,
HEEH. JRIME. BE. FhRENE2z4ES. BMESH
RUEBHBRICHEB LT VLF MO BB (Drug-induced
enterocolitis syndrome) & 5bN 5 ENH B, EIT/NE
THRESN TV S, [2.1,82,9.1.1 ]

11.1.4 PEMRFIBIEFMEAE (Toxic Epidermal Necrolysis :

TEN) . EZFEHEREARAEIREE (Stevens-Johnson fEIREE) (% 0.1%
K. BAIHR. SMENEERPUEREE. IRE QIR
FER) (Wb BEEREA)
FeEA BEE. BAETR. BECRROAIIE - AOE. IBE. REO
R - WA - RESEORENVRD SN I35z H
L. BULRAEZITD &

11.1.5 FERIERREIA (0.1% Ri) . M/IMRIEIA (BEEEAER)

[8.3 2]

11.1.6 FF&EE (BHEAHA)

#HE (0.1% FK¥i). AST. ALT @ EF (% 0.1% £iif) E5dH
bbb ENHB. [8.4 5]

11.1.7 BEE (0.1% ki)
AHEREFOEELBEREENHSDNLIIENH S, (85 S
fE]

11.1.8 KBk (0.1% i)

ARG HMERBREFEOMEL > BEE L KBRS H
S5ONBIENH B BRE. HEOTRAPHSbLNIHEICE
E5ICHEEEzHIEL, BYLLEZITS 2 &

11.1.9 EEMAMR, FEEIKMERMRA (WINLHEERR)

WG, MEIREEE, HARENRD 5 NHEITIE HPD»ICHE
X% Wi CT EoMECET 5 2 & MEEME, FRIK
MR PFED N FEICIEIRE2PIEL, BIBRERLE VA
DHREGEDOBEY B ZITD Z &,

11.1.10 EEEBEERERN (BEAH)

THERREE., FE. A, BO - EHd 2 VIIEREBES 2D
BMEEBEXPHODNDZENDH S,
11.2 ZOtDEIHER

10. #HEEH (NUONT I — - O Bk < BRARE)
10.2 HEEER HAISEFRTD L) 0l ~ 5% Em 1% F Py
AL E EERREER - BEGIE W - fabER T BECRE 5 FE 755
TLVT 7Y HITL | TILT 7)Y A TLD | BHAEICLEZEY I ik IFEEERIE 2 — —
{ERER SN ABZEN | K OEL2IFIT5Z & e TR ED B, |— BEE
nH%: nH%: EHRR. B
ERAE — ON%. hy I5E|—




0.1 ~ 5% K 0.1% K SR

EyIVRE|— vy IVKRZIE|—
JiE R (ESaboy
Yo IMmAE. H M
M) vy Iy
BEE R ZER (F
2% AN%. Bk
IR AR 2 E)

Z DAt — — EEEIIBVT,
Y—Uv¥a-~J
T ANA T — K&
(B .258B2
RN =R IO 5N
RE O EE) »
HIAHED D50

(NUONTI— - POURSERE. AUINTI— - EOURRER)
5% Bl |1~ 5%k 1% ki il N

e MRI(15.5%) | BEJE IR ERRE L8 B D | REE
BR(E(13.5%) | MR IS, | H R VH BB
N e R RIER | WO,
+ iR K
W& RE % B
AR

Al-PLER. ) |—
Ly ER

JiH — AST E&.
ALT E&.
LDH EF.

y-GTP L8

Ik — g ERED | B 3R —

ez E e B

BEAE — P O —

TR | — — HE.LON|—
BOFVER
KRR DD

Z DAl

RERBE.
NPARDI
Hato N RS
TH—LO L

FRAE B 1 R
BEREBR
BUHAR.QT

FET JIRSN
E VR I0E

LR BHR

12. BEARBRERRICREFTHE

NUIONTI—-EOUREEE. ANUINTI—-EOUREBR)
SUITIIV—VEDTO B TSA Y =R T EF Y
U VKIML. 75U AUTA Y VEOREMBERTA bu=
Z T — VORREAFRRHEKTERZ TIE. PC- RAMFZHEDOH
TERERSAEMEIC R AR H B 720, BC- REMPTREIC
L BREHEZTOIHEICIE. ThsDEROHRSHKTH 458
DD R TEMT A ENEE L,

14. BRLOER

14.1 EF|ZAFOER
PTP W DEANIPTP ¥ — + 2BV H L TIRAT 2 L D4
B9 252 E, PTP ¥ — FORBRKICE D BOWHAED RERE
ANFIAL, BICRZELZ B L THIRIARFEOEE 2 & HER
HETHIEDPD S,

15. ZOHDER

15.2 FEERPREERICE D 1B
Zv MITEFT Y KM (2,000mg/kg H) T2V
7V =) (15mg/kg/ HEL k) % 4 BEMARORS U7 B,
KOAXICTEF T2 KA (500mg/kg/ H) TV 7
5 —) (100mg/kg/ H). 75U 2u<A > (25mg/kg/ H)
ZABRBHERORSG LR T. 7EF 22D VK =B
WH2VIIHARE LBYICHERRPBOSNTWVRED, &
BIETEF T IKMIPHRBEICHTE LD TH Y. £
WTHHELZHDOTIEZ W EPERENT NS,

16. EYEDEE

16.3 9

16.3.1 AT
BB OFICTEF TV KM E LT 500mg (F11ff) #V
BEREOHR G52 OATHBITIEHREG% 2 ~ 6 BE% T trace ~
0.6 ug/mLTH-7z23, [9.6 BHR]

16.6 HEDEREHET HEE

16.6.1 BikpefEEERE
TEFTT) VKN E LT 250mg (Ffill) % Z2REREE [ER S
Lz 20REMABEIIEREERF (24]) o 3.5u0g/mL
it Ly BEEREH GF) Tk 7.7ug/mL &0, FiEH
EZN2h 0.97 B, 12.6 BElTH -7z %, [9.2.1 2IE]
FE) [NYanNsy— - EaUBYE. NYIaNsy— - Yo
YEBRER] ICBVLTIE, 7TEF V) VKA E LTORER
F&IZ@% 1 8 750mg (Ffi) TH 5. /(A INTF—-
oY) BERAE R BE] ICBWTIE. TEF T LKA
ELTORZRAEILER 1 | 250mg (H1fi) TH 5.

18. ZEHFEIE
18.1 {FRtF
MEOMAEDGKZHET S %,

19. B I(CRAT IBLZHAR

—RBBTE - 7EF ) VK (Amoxicillin Hydrate)

{ft % % : (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

L © Ci16H19N30sS + 3H20

1419.45

#HD D
i N N
oo B

0 Hx CO:H

HNH g4 N/SKiCH3
e .

- 3H:0
CHs
H H
O

HO

CHE~REAEORBEIIREEEOMKRTH B,
IKNIEZAY ) —ICEFIC L, =% —) (95) I
D THEF I W,

20. BURL EDEFE
AFERIE R IZIES RO Z BT TRIE L, 4R EP P ITHE
FAd5Z&,

22. Gz
100 #7 7k (10 #7E)L (PTP) X 10)

23. FEXW

1) E457 @8 R B BYE R . I E A
DOF5| &

2) o i BARLEEESESMEE 1973; 21 (8) -
1752-1758

3) HIMER fih: HARLEEEZSMEE 1973; 21 (8) -
1780-1786

4) B3 fih: HAR(LEEEEAMEE 1978; 26 (3) -
311-316

5) (AR (732U A7)0 2000 49 H 22 H&R.
HEE R E R . 1.4)



24. XHEERFERTELELESE
RE[LFEHAREHE FE - 2R
T 921-8164 &IRMAZL 3 T H 406 #Fith
TEL 076-247-2132
FAX 076-247-5740

26. BERTEES

26.1 BHERTST

@@ RE4ZF
AR 3

%#
& R 6 # ih

T a
%% 26.2 BRSEIT

@ BAYIRUvOKRASH

RRPEXZATBEIISE11S

& 2407 Q@
560709000—006



