% 2024 4 5 AT (8 2 1)
2024 £ 1 AET
B SRR
AR © 125mg ¢ 3 4F
250mg : 2 4E
A EER R R - BSOS K AT S

BERZYVU RE
BAERA 7EFVYUVATEIL

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

PEFIIUH7EN125mel TCK]
PEFIIUH7EN250mel1CK]

AMOXICILLIN Capsules [TCK]

2. BB (ROFBECRFRS LBV L)

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

2.2 ERMBEIEDRE [REORBHEZSOLBTNY

B3]
3. #BRY - MK
3.1 $HL
RFe % AHES (1 A7) Al
AR, ZIL T,
RN ATTIV VB~ T
e 2oy LA bl ) P NSNS

(BR)

125mg TTCKL 1) oo e ()

YtoFr. Z 281t
7 L2 |0 A AN AV
VIVERER S R L

FUEAKFY . AT 7
M S S AVINN ]
TEVEEIZETF
LBbFy o B
B RE3E. TV

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

TEFVIIH T
250mg [TCK]

T NN
3.2 HEDOMHIR
e e e FrTE—
TEFVIUY % ]
¢ LNV N LYk
nrenizsmg| (ohs WY i;i/j ‘.":2 AMTU125
T4 — .
[TCK 3BEN TN
TEFIIYY — O
0GZ:NY Y R
17 250mg ﬂﬁj;n e Tu
RTF4—:HE | AM - 250
[TCK 2BEH TN

4. WEEX(FZHR
(EINERE)
ARICHREDT ROKER. LYYRER. MRIRKE. BIRE
B. M8, XBE. FO79R-ZSEUR, A1V ITILIVYHE,
ANYINTI— - OV, ERURR—T
GEIFEVEEY
R ERPE. REERERRE. UVNE - U V/VER,
EBMIRRE. M5 - BIERUFMRIZDORBR. USk - B
BOTRER, FLIRK. BEEX. [HEE - BREEX, Bk, 2
TEK, fiR. BHEIFRSERED RER BhR. BEEX.
BITIERR (RUMEEE. 1BIMHIE) . BERLGR @EIERRX). MHER
ZYE. 185, TEARE. FEARESER. FTESHOEX. R
B|R, ZHME. PERX. EEEER. EERER. SER. B,
BEE - TTERES - B MALT U /B - RSt/ wRigis

MHEHR - FHBREICH T 2RERINEREBICHITHINU I
NTI— - EOURREE. NUINTI— - EOURBRRER

5. MEEXIFHRICEET F=
(IHGE - WREER. WMk, 2UTIEZXN. TER)

51 [HMEMEBEEFEROFF &I 2SR L. EERSON
B A YW L7z BT AR OBESASET) SRS NS5
535z,
NUINTI—-EOURSEE. NUIANTI—- EOURRER)

5.2 EITHIE MALT Y > SEEICHT 5AY anNz vy — - Yo Uk
EIRBEOEDE L L T,

5.3 BFEMEM/IMUBRDHEEIRICH L TIE, 74 RS54 v E%25
L, NNy y— - o) REREDSEL & Al SN 258
BN D HBRENBEZITS C Lo

54 BHERICHT 2ARGEMEERZELMCIE, AN)any
& — -0V REISRICE S BBOREINHICN T 2 B/R1EE
FENL L T W7,

55 ANYanNsy— - o) BRERICHWAERIZIZ. AU an
7y — - uYUnBETHSEIERVCAREREICZIOAY O
NTH— - ERERTHAHIEEERT AL,

6. BiENUAZ
(NUIONT I — - OV % b < BRAVE)
RN T EFTV) KME LT, @E 1 [E 250mg (F71ifi)
Z1H3~4ERO/59 %,
mB. . ERICKDEEEET .
INR T TEFTVY KIME LT, @% 1 H 20 ~ 40mg (£
i) /kg % 3 ~ 4 [EICHEROKRET 5,
7B, Eip ERICIVBEEERT AP IHEE LT
B|A90mg (i) /kg #HARNWT &,
NUINTI— - EOURRE. NUIANTI—- EOURRER)
CTEFTVVYLKIM. 75 RAuvA Yy ROTa bRy
T4 ey —HHAOEE
HE A7 EF ) K E LT L [ 750mg (1)
7ZY AR vA T >»ELT1E 200mg (Fiffi) RO Fabr Ry
T4 ey —n 3FZFREIC]H2E, 7 HEEO®RST 5,
"B, )AL T UE BB CCHEEET A2 L
BTED, 7272011 400mg (Fffi) 1 H2 Mm% ERET 5,
STEFTIVY KM, 75V RAuvA Yy ROTa Ry
T4 ey —HFHICEBZANY AN Y — - YO OBREIGE
DA D&
WE. AT EFS ) L ARMMELT 1 [E 750mg (F11f)
AP0 =YV —=)LELT 1 [EH 250mg R Fa by Ry 1 oer
Y—@ 3F=FERICIH2ME, 7 HERO®RS T 5,

7. FERURZICEET SER
(NUIONTI— - EOURREIE. NUIONTI— - EOURLEER)

_1_



A= B N (N < < el =S A VA R R VR e N
30mg. #AFFV—)L& LT 1E20mg, IXNFTV—)LF)k
Dy aE LT 1IEI0mg. TY ATV —)L& LT 1 [E 20mg
EAE ) ST & LT 1E 20mg OVF b 1 FlEERT 2.

8. EEREANER

8.1 KEIDERHICHz> Tl TMHEREORREZH /20, JRE
EUTRZMH2IER L. BROBE LNE 2 R/NEORAR 0%
Bizrlwnri e,

* 8.2 Yavy, 7HI745FY—. TULF—RIBIHES St ERER
B, EANCIVFR SN AEBREERORELBEICTHN TS
BHFEERVD, FANCHEHEROEEREZ I OWHoaf2
BITHTE. BB MEMEICEAT UL —FIINTIHERTS
Z&, (21,911 ,11.1.1-11.1.3 ]

8.3 WHEKEA. M/MEBL B obhBZENBHA DT, EH
ICHREZITO R EBEE2+91/TO 2 &, [11.1.5 BHE]

8.4 BYH. AST. ALT D LRENHobLNE ENHAHD T, E
IR EZTY R EBEZFHI(TO 2L, [11.1.6 2E]
85 AMBEREZODEELRBERENSHSDONIZIENHAHDT,
FHNICHREZTY 2 EBEZ 3T 5 2 &, [11.1.7 2]

9. REDERZFIDEEICHATZER
9.1 GHHIE - BIEEEDHDEE
*9.1.1 RIVUVRNFET = ARTEYEICH UBEBAEDEEE
BEDH3EE (22U, FEIITH UBSIEDETEDH D EE
[CIFES LIV &)
(2.1 ,82,11.1.1-11.1.3 H&]

9.1.2 AAXIEEH. RHICTEXME. EE. EMEEDT U
WF—EREREIULPIVEEZET 2EE

9.1.3 ROEWMOTRBEEN(FIHRORBDEE., 2HKRED
BO\EE
B|EETDITHITE, ¥ IVKRTERPHSDNEZ &
WH 5o

9.2 BEEEERE

9.2.1 BEDBREDNSDEE
BRECEEICL L CREEEHEL. BREOHRZ H 1 THE
e 52 &, MARENRKT 5. [16.6.1 ZH]

9.5 1@

TR SR L C W B ATREE O & 2 R IC I3, IRE OB RE
PEfEEE S A SN AESICORRET S &, 5B,
BYERE (Tv b)) IKBVWT, TEFTTY VK (500mg/
kg/ H). 75 2uavA > (160mg/kg/ H) BTV T
7YV —)u (50mg/kg/ H) =HAKET 2L, BEMTOENE
DR E LB ICREORBENFH ORI ED ENT VD, Fo,
Fv MITEF T VKA (400mg/kg/ HEL L), 75
20w+ (50mg/kg/ ALLE) ROSAFFY =L+ k1
v L (25mg/kg/ H) % 4BRFRAKE L-iEc, MoxsE
REOENIFEDOLN TV S,

9.6 FIiw
WELEOERERUBAFRBEOEREZER L. BAOMFE
BHIEZBEET 5 &0 BARABITT A EPRES AT
%, [16.3.1 ZH&]

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

BHAEGKER, HIERZHNRE LEEIERUEEEZIEE S
U7 BEPRAREBR 1L SEHE L TV 72\,
9.8 SiE
MOBICFER L, ARMCICKRSHEBICERT 245 EBEOR
RBEBRELENFS, BEEIIRET S L,
CAEERESETL WA I ENEL, BWEAPEE LRSI L,

- EY IV KRZICEHHEMERAPH 50DND ENFH S,

10. #BE{EHA
10.2 AR (HAICERITD L)

HAIZE fRRAER - HEEHE W - falER T
TLTFIHIIL | TILT 7 I A) LD | BAMEICEZEY IV
ERPHEmaE N2 BZ | KOELEZIHTH &
NnN"»H 5, WH 5
e dmpiid o BOBEROZ RS E| BRMEE 2 LS,
BIAB8TNNH5. |ROBEEOBITFER
12K 5 FE R = f 9
HEEZOENTWVD,
VAT SN AHN O IR B A 30| AR ORE i & T
SR L. Rtz KRS
BHEEZEZLNTWA,
11. 8lER

WOBIERAMBH 6N B ENHHDT, BIRE+5ITITV,
BENDROONGEIC3HRE2HIET 7% E@EY) 2 LEZ1T
5T &,

11.1 EXBEIEA

111 Y3vd, PFI745FY— (% 0.1% Kii)

MPRREE, 25, IEFE SREE2REIIIENDHS
OT MR ONEER WE, KE. F8. B, BFE
BHobniBaIldRszHhib L, BUYLZLAEZITS 2 &
[2.1,8.2,9.1.1 &H]

11.1.2 PUIF—RBICHES MRS HEAREH)
[2.1,8.2 ,9.1.1 &Hg]

11.1.3 FRICKUBERSNZ BRNIEREE GHERH)

BED SHEEFLAN O REEER 2 FREKRE L. R EIR,
HEEH. RME. BR. FHXRENEZ4ES. BYESD
HKEFBRICEMULLZ T LLF—H0EE% (Drug-induced
enterocolitis syndrome) Ao 5bN 2 ENH D, FIT/NRE
THESN TS, [2.1,8.2,9.1.1 ]

11.1.4 DEMREIFFERFBHBE (Toxic Epidermal Necrolysis :

TEN) . BZEF5REARAEIREE (Stevens-Johnson JEREY) (% 0.1%
i), BALK. SHENEMRBEREE. IFRE RIS
BER) (Wih b SEERER)
FEEL, SHE. BAETE. RAESCMEOKIN - KE. IBE. EE0
IR - WAV - KBS ORENRD S NIBARICIEIREGE2H
IEU, BYLMEZITS &,

11.1.5 FERIREAS (0.1% Kif) . [/AVRREISS (SEEEAER)

(8.3 2]

11.1.6 FHEE (HHEARE)

BEE (0.1% K#). AST. ALT ® ER (% 0.1% RiE) E2H
5bNbZENH5H, [8.4 ZH]

11.1.7 BEZE (0.1% KiH)
ARERESFOEELBEREESHSDNLZENDH D, (85 5
]

11.1.8 KBk (0.1% ki)

IBIEME RG2S, HIMERBREDOMEZ £ BELZKBRYPH
S5bNBIENH B, IEE. HEIOTHNH S5 bNIFEIZIX
BbicErzHIEL, BULAEZITD &,

11.1.9 FEIEMARN., IFEEERMRRN (W3 h b SHERE)

WG, EIREEE, REENTD S5 NHEITIE HPL P ICHED
X# BECTEoMEBEZERT 52 &, MEMEMK, FEEk
HMRPEDN-HEIIIHREERIEL, BIBERERLE VA
DOREHEDOHEY L WEZITD T &

11.1.10 EEMEEER (BERH)

IHEREEE., FE. A, B - EBhd 2 WIERERESEZ D
BEERERSHODNEZIENDH S,
11.2 ZOtDEIERA



(NUINT I — - 0 UBRER < BRI

0.1 ~ 5% K 0.1% Kt SR

B EAE s FEE O

IR HBKEZ — —

Hba AL D, MR | — REE
BHANR. B

HERE | — OM%k Y V5| —

vy IURE|— vy IVKRZIE|—
fiE R EFa oy
YU ME. H s
M%) vy Iy
BEERZER (F
2% OW%. Bk
AR MR 25E)

Z DAth — — FEREIIBOLT,
Y—=Uvyra-~N)
T AINA T —RIE
(RE.25BR
B ERE ORI,
JRAEIRDIBE) H
HLCAHZED DD,

ROA X7 EFR U KM (500mg/kg/ H) . 7>V
ZV—)L (100mg/kg/ H). 7 5V 2u~<A > (25mg/kg/ H)
ZABBMFERORSG LR T. 7EF 220 VK E B
WH2VIIHARE LBWICERRPEBOSN TSP, &
BIETEF T KMIDHRBEICHH LSO TH D (£
WTHHLZBDOTIE AL EPERENT NS,

16. EYENE
16.1 MHURE
16.1.1 £YFHEIZFEHER

(FEFVYYUZVATEIL 125mg [TCKD

TEXFTIY AT 125mg [TCK] &8 b o T E
LV 125%, ZJaAFA—N—EicX0DENZEN ] AL (TE
F ) Lk 125mg (FIfifi)) RS 7 IS & B A4
A% 5 L CEEFRRE(LEBEZRE L, Fon-EMEE
S % —% (AUC. Cmax) 22\ T 90% S XM I THE
@A 217 - 72458 log (0.80) ~ log (1.25) O#HENTH .
A OEYANRSEES TR S N 2,

(NUONTI— - EOURSSRE, AUTINTI— - EOUBRRSN

5% Ll

1 ~ 5% A

1% i

SR

HbE:

I (15.5%)
ER(E(13.5%)
N

HE TR « B2 R R
BRI

0B ED.

BEE

TR BRE
LR/ IRl BN
R K.
W&t EZ &
AR

g

AST ER.
ALT E5&,
LDHES.
v-GTP_ L&

Al-PER. B |—
ey ER

liikiz3

T BRI
TFERERIEZ

A, JImER| —
B2

BEE

5

Zo5 —

TEfpER

EE. LU —
RO FE RN
N Nole)
tREE

Z D1t

REBBE.
FM) 7)Y R

ER GBIV,

Fa—)LoE
FAET

FRAEGE R | —
RER. MBS
BUEAR.QT
ER DY

E V2R I

LR BHR

12. ERFREERERICKRIF T HE

NUONTI— - EOURRE. NJINTI—- EOURRRER)
SUVTIIV=LVEOTa N VR T A e Y =T EF Y
U VIKHM. 75 20vA Y VEOREMERUOR fu=
= VOIRHAFREREK TEZ TR, BC- REMNKRBEOH
ERERDBIEMEIC 2 B ATEEED D 5 720, BC- RENKHEIC
X BBEHERITOIBAICIE. INEOEFOBERTHR 48
PIBEORSTERT S ENEE LU,

14. BRLOFE

14.1 REIRAHROER
PTP @ DEAII PTP > — b 5O L CRAT 5 & 518
WY 5T, PTP ¥ — bOBIICL D B HifaE D RERE
AFIAL, BICRELEB C L THBARASOER LA IHES
HHEITHEN DS,

15. ZOMDER

15.2 FEEERERICE D < 1EHR
Fv MITEFT Y KA (2,000mg/kg/ H). T2V T
ZY =) (15mg/kg/ HE L) % 4 ERMAZEORS U755,

HTEI ST A=Y SEINTRA—Y
AUCo-snr Cmax Tmax Tz
(ng-hr/mL) | (ng/mL) (hr) (hr)
TEEVATEN| 37742 + 1614.3 +
125mg TTCK] 63111 4447 | 14%02 1 11+0.2
ISR A7V 3909.9 + 1651.7 £
125 617.7 305.8 1.3+0.4 1.2+0.3
(Mean = S.D., n=14)
(ng/mL)
2000-
- PEXTIUUHFLN125mg [TCK]
I | o RERYUATELILSE
4 1500 i Mean+S$.D.,n=14
h o/
7 ! i
E | [N
¥ o
< 10001 dL
Y - L -
v 1 !
i ‘
~ 5001 p
0 T T T T T T T -
05 1 15 2 3 4 6

8
W (hr)

MmEEEEN N2 AUC, CmaxE0/85 X —# 1%, #EBEED
B, (R ORIEE - RS ORHBEMFICE > TREL S0 H
WD 5,

16.3 9

16.3.1 FLiohissT
BAFOBICTEFT Y KM E LT 500mg (FI1ff) =D
HEREO®RSZOA T FHBITIEIRE% 2 ~ 6 BfE& T trace ~
0.6ug/mLTH-7z3%, [9.6 BHA]

16.6 HENDERZHT 5EFE

16.6.1 BikHelEERE
TEFTVY VKM E LT 250mg (FM) % Z2AER A% S
Lz Z20REIMABEIIBEREEREF 24]) o 3.5ug/mL
it Ly BEEREH G561 TlE7.7pug/mL &0, FiEH
EZN2h 097 B, 12.6 B TH -7 9, [9.2.1 28]
1) [(ANYVanNygy— - oV BEE, N)IaINTy— - o
VERER] ICBWTIE, TEFT VY VKM E LTORER
& IZ#E% 1 8 750mg (i) TH 5. /A INTF—-
POy ERAE R EARE] KBV TR, TEF T KA
L LTOARARIGEE 1 @ 250mg (Jiffi) TH 5,

18. ZERFEE



18.1 {EFKRE
HEOMIED Rz HET 5 .

19. BIHSI(CRT 2 IBLFHNAR

—fREGETR 1 7 EF T T KA (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

L C16H19N30sS - 3H20

1 419.45

P
[
B B

o) H., ,CO:H

N—_cH
HN H Hm< S o

HH
O
HO

e KB~ REAEOREE TEREOWM KR TH S,
KNI A Y ) —VIZHEIFIC< L, =% ) —) (95) I
O TIHETFIT W,

20. BURVL EDEFE

(FEFVIUZVATEIL 125mg)
T —FHBITERSEUOAEZET TREL, B2 NH
RPIMERAT 2 &,

(FEFVIUVATEIL 250mg)
SAERREZITBER RN Z BT THREL. RAIRNEPLPICE
HdsZ &,

22. G
(FEFYYYVATEIL 125mg [TCK])
100 #7& L (10 #7+EL (PTP) X 10)
(FPEFYYYVATEIL 250mg [TCK])
100 77+ (10 #7+€)L (PTP) x 10)

23. FEXW

1) ELHHEEREDEMEYERR . MEyEEE#ER
DFF|E

2) HHNER  AMEARESERE (172 125mg)

3) HH i BALEEEEAMEE 1973; 21 (8)
1752-1758

4) HER fih : HA(LZEEEAMEE 1973; 21 (8)
1780-1786

5) 1 EFE fit: HALZEEESMEE 1978; 26 (3)
311-316

6) {EFKERF (Y729 > H 7 H)L 2000 49 B 22 HA&ER.
FHEERHIE R .1.4)

24, XHFERERVBLEDLER
RELEMASHE FEE - 2R
T 921-8164 iRMA%K 3T H 406 #Hith
TEL 076-247-2132
FAX 076-247-5740

26. ROEMRTTRES
26.1 BHEARFETT

RE4AZHRKXEH

ERFTARITHAI406F #h

& 2404



