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=%

P261 ZXDIRAZRITSHZ &,
P2I3 IRIE~DRHE ZERITHZ &,
P284 I AT+ XI5 E. HRARERZERI S &,

HREE:

P304 + P340 IRA L1155 : ZROEFEBLISFICHE L, kL
PINEBTRERSEDZ &,

P342 + P311 MFIRICEE Y HIERMHI-IHE  ERRIERT S C
to

P391 R ZEIRT 5 &,

BEE:
P501 N, BRERBINF-NEBRERICEET DI &,

GHS IS L XL M DEREEFN

HMEZTL,

3. MR URSTER

LEYE - EEYDORXF BEY

%

=22 CAS &S S8= (% w/w BRATRER
E5

Amoxicillin Trihydrate 61336-70-7 >=0.25-<1

4. HRHEE

—fBH 7 F/NA4 R

W®A LGS

REBIZE LI5S

RICA-E=5E

RAAATZIGE

AMERRVCERMTERORK !

ERDHZEPL, [NV T CNGNEERELICEEDSEE
25

FERAREICIGE. FEIRMAHLHHERIT. EMDIERE
25
RWVAATZIGE . FIBEEIDBER~BET 5.

R L TOWEWNESICE, ATFEREREY .

RO RETIGS CTBRERAZITI.
ERLEZZITS,

FHHEELE LT, KERABRTHES,

RV BN S ESICIXEREETEREZIT 5,
FHEESE LT, KTRZ®RSET 5,

RFAHY Bk 2EEICTEREETERERZT 5,
RARAATZGEE. BEICHAELZ,

RV BN DS S ICIXEREETEREZIT 5,
KTtOz&ELTT
BEDCREL. BFEOHRR EMMOFRES (6 2 [XKE.

iy
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H EEGHIRER EX %, RICREHEETRSERE) 2B 508MENH
UEY,
WMATHETLILEF—, FA () BEXRIFERRgEZRET
BEn,
ISEEEE T 2EDRE D MHMAZERIIALDREITEETILL., HEIK TSR

EREZFERATH L, BEORREMENHDISEEE. HESD
BYREANREREZSRBOCE (HE8Z23H) .
BRI HRFAGIEFE | XFRESIUMEREERTLSI L,

5 KKFrDHEE

S AT AP © KIEE
fit 7L a—ILiasE K
ZEbRE (C02)

BRI A H
50 TIX7E B ALV KH DORMRE L,
HEORBIRAEN D BRBRAERYMNOBRBIBRRICEERETEENH D,
HERGEIED D RERIEY
FHDHERGE D RESOINR ERIRKRICHE CTEYGHEXRFRZANS,

KAHDBERZAENT H-OICKZEET 5,
ZETHNIETKRIEBE IV THZ XKBEENSBET
RN oRESED &,

HRZTSEDRE DORKEFIZE, BRXTRFEZERT 5.
REEZERT .

6. WHFFDEE

MEICHT HEEHIA, RE @ REEZERT D,
BERUVEAREE ZEGRMYFZLDT (R (HB T 238) . BAARE
BEn#REHEICEN (HE8ZESH) .

REBICXT B EEEIE D BRE~NOHREEEITSHIE,
REFHALTHDL, BNOIENFILEDD,
LGEREICIEEDIDZEHSC HERAOFERIIA AN TIHE
I2&3),
FERINEEKEREL, DT 5,
REMNELCEIRTELGVGE(X. A BBREKISERT 5,

HLRAODRPHEDAERY @ FEMGRIMATRINEE 5,
2 ZEICCENTBE. MRIEZZECEOEYLH LADFE
EHBLT. BALGRBVESICTSHIE, RRRICERALIZE
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MERVITTRVWEFEIENTEEZHEEICIE, BURL Y
B EYGBRHRNIRET 5.
RENEZ B TRINFITRET S &,

AEMZERE. BETDIRICE. SMAFBRBRESIUVEDOR
ISt >THRET H &, EOHREIZERSAIHEIZON
THLRAKETHD. EORUNERSINLINZEHZET SREDN
H%

ASDSDIEB 13ELV152ENT, ABBREIUVED
ERFDEEDY .

1. BEVWRURELOZEE

&L
AT B 3R

ZEREIEFER

Ffim ] 8
B R

BFrER, RS

L BHLERVREREDEDLFENRESE,
THREBEMNTELWNGEEIE. BAEEKREEEZFERALTCE
= AW

RIEWMALEIN &,

BRAAFERLLY,

REDiEfLZEEIT 5,
BE~NODRPOE-IIREEMERT S,
BISBRERAEOERICE DT, EXEHORERLIUREHD
EITHREICVERYKRS 2 &

BREFHLTHELCZE,
FTTITRIEAHTWDA, BLUmRE., 7LILX— EBHEFE
IXEREFRIJEREBCHNY DT ULAIL, FIRSIFEYE
IXREYEDOFERICOVWTEMICEZHZZITA2LELH Y
*9,

RNUCEEYEHLEL. RENOBREZR/NMRICT 5L 5F
B9 %,

[ &1l

BEOERAPICEEZME~ADIEIL EDUREENHDHE L.
TEBROELIZTA ISV VI VATLAELUREY ¥
D—%FZEBELTLESLY,
FRATIEIRBERUVBREEZILT D,
FERINF-KRRIEBERT SENEET S &
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EBREFIE. EXFLEER. EXERLEERATNOERDOL
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hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28
9.0 2025/04/14 2373171-00022 #EERLB: 2018/01/16
BRIt E D ROBBFBEEOOLLITRELGL
SRERE
REGRHBAEMH DOBESTUOME FMRGL,

8. F<RMILERUVREIEE

ERRBICHE T IRAHNRBRE/FHFRRE

5%) CAS &S 1R (BB | EERE/RER | H#
&) B/ FRRE
Amoxicillin Trihydrate 61336-70-7 TWA 1 mg/m3 (OEB 1) | AEB
&R RSEN

b D RHREZEEYAHICEEULIODZT ) VIEEEBLU
SERMEERALET (Bl BEAEGWD 1 v 7 iRER
1)
B, KXEBFIVRRZERET DO, 21007V
TEBLRBHREICEIYRES A, GIPBZIZRHVEESH

PWENHYET,
ERETOARL—2 a3 v THNIEHRGMFEFIZLEE L
FEA
fREER
MEIR FRREER D BYGRFHKEENFATERWMES, FXE < EF
TR R4 D OHEENDE BN RENHEE, F
RRERBEZEZFEALEL &S,
T4NE—84T D BHTFREARESADESS AT
FORER
#E D OTHRAMEFR
RRORESR YA RO R EREREL LKEIT-ILEBRT S,

FEREL LIIEZERICROSVMRE, S X+, T70Y
W ENKRET ZHEIE, BULAI—JILEERT 5,
MLA. SR, LLLEFI7OVILIZCENEESLEND
AREMENHDIERIE. T —RXV—ILRKELLIZZFDEFLD
INT7z—RBEOTOTHo avEBERALELLS,
EERUVEBADGRER D AZ7A—LEHLCIEEBRERO—FEBFRALEL LS,

9. MEMRMERMEE

PR G D R=X k
& : E®|, T BB
R DORER
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RihoLsl@EE L T—RIL
Ah R R E R L T—RIL

BRXINBRRVBEER © T—24L
AIRE (BR. UK) © BIROERMEE L THES TV
AT GRIK) L T—REL

BRETRARVERELRFR AIARR
BEGEDOLR /AR ER @ T—27%L

&

IREGHEDOTR/AIRTRE : T—427%4L

&
PSS : —R27%L
NERE T—A1
pH FT—AHL
BRRERE : —57%
BAFENEE ; —R%L
FhE

EFE (BhELMEER) D T—=AR%L
AR

KB D EMTETS
n-A49 48—/ KHERFEH  EZRY
(log &)
RRE D T—AR%L
FERUV/ XITHENZHE

tbE T—R1L

RE D T—A%L
BT REBE D T—AR%L
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mES  HETAE: LEES: #UEIZET H: 2024/09/28
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BLH L ARBEBCMEMEE LTEASEIALL,
NTE L FanmL
TR
HFYA X L

10. REHERFRGHE

RIS D RIGERRE LTIEDEINGLL,
LR E M D BEORETERE,
fEl&E E &It AT EE T D BUORIERIERIET A ENH D,
WITEREEH COHRAG L,
R fEIRYE D ERIEH
EREEL S RERY D RBREELSBERYIIE SN TULVEL,
1. EEMHER
AREM D H L RERROFER © WA
R IS
EEY
RIZA-EBE
Sfst
FIFRARTRERIERRICEDCR Y DETELHL,
B4
Amoxicillin Trihydrate:
aMEE @&n) : LD50 (T k): > 8,000 mg/kg
LD50 (2 R): > 10,000 mg/kg
LD50 (X): > 3,000 mg/kg
BB/ gt

FATRELAERICEDCRYDFETELL,
BRI=xd 5 ERGREEREIRKE
FATRELAERICEDCRYDFETELL,
FEOR AR AR S B B RSt

R E R
FIRARREABRICE ISR Y NETEALL,
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&S ;ETA: BEEE AiIEIERETA: 2024/09/28
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IEOR 35 BAE 1
WATBETLUILFE—, FA () BRIIERREEFR T HEN,
B4
Amoxicillin Trihydrate:
R DORMEM
= ORAIZK BDRAERAEDRREM,
ZNE FOFHRIZED LTINS
4TEHARE RIAE
FIFAREIERICE D KRB YSDETELLY,
B4
Amoxicillin Trihydrate:
in vitro TOEEE%E D HERAA T MEYERWSEIREAET EHER (AMES)
R 2%
in vivo TOEGHEMNE D RERA A TR
BwoX
R 2%
HEEA A T 1T omEEMEIEHAEE (M)  (in vivo)
B v9R
R 2
A
FIFARE R IERICE DK R YDETELLY,
ERESM
FIFARE R IERICE DK R Y DETELLY,
B4
Amoxicillin Trihydrate:
HIRICX 9 HFE D R4 T KERED
B oy bk

REER &0

A 5E 71 NOAEL: 200 mg/kg AZE

R ZEEER

5 T—ANTHEETHY. DI TULEL,

HEEA A T &NED

B oy

BEZE: &0

4 5EA: LOAEL: 500 mg/kg {AE

8/15



R&T-8—b EIMSD A

Amoxicillin Trihydrate Paste Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
9.0 2025/04/14 2373171-00022 #EYERCH: 2018/01/16

TR ERER
®BE: T—EANTHEETHY . EShTULREL,

BRREDRE~OEE D HRAA T EE
B ovhk
5 &0
F A FH 1% NOAEL: >= 1,000 mg/kg AE
BRI - RESEEGL,

HERR A T KB

B voR

BE£K #0

FAEFE M LOAEL: 200 mg/kg AE

R BMERICKDERBICEZENH D Z EN—EPILF S
nThd,

& T—38THEETHY . DFEINATLVEL,

HERA A T HE

B oy

BE&K #0

A= LOAEL: 200 mg/kg AE

IR ZRENAFEERER, BT LE-FOKEREMRN,
BZ: T—3ATHEETHY . REINTLVEL,

FERENEAENE (HEIETCE)
FAMRELERICEDCRYDETELL,
FEENESREE (RETCE)
FARELERICEDCRYDETELL,

B4

Amoxicillin Trihydrate:

|lE= L T—ANTHEETHY . MEIATULAEL,
REHEESH

B4

Amoxicillin Trihydrate:

2 Iy b

B 5 R C#n0

g 25 B : 6 4R

5% D BEELEEEREIHRESIAGL T
L] DN

BE5ZK 0

9/15



Re27—8o—t EIMSD /A

Amoxicillin Trihydrate Paste Formulation

REE ;ETA: BEEE AiIEIERETA: 2024/09/28
9.0 2025/04/14 2373171-00022 #E{ER R 2018/01/16
|E§ﬁﬁ . 6 4~ A

e D BELGEAEEFEREBRESINGH, I

RAAEEH

FIRAATRELIERICE DR Y DFETEALY,

AEIZHT 5 RBEHER

7% 0

Amoxicillin Trihydrate:

RAHIAATEIGE DERK M ER, BN, R TR, 35 RERD, WREH

HE: TUILX—RISEFRBITENDH D,

12. RBECERH

SREEH

B4

Amoxicillin Trihydrate:

vk : LC50 (Carassius auratus (££)):0.035 mg/|

MRERRFR: 96 h
7Ai%: OECD REEAHA K54 > 203

BEKEEMICHT HEN 0 XREZEREE (%) 530 mg/l
IRERFME: 72 h

EC50 (Synechococcus leopoliensis (a3 avhR+ LAR
JT > R) ) 0.0022 mg/|
IEEERFME: 96 h

RAESERE (B5%): 0.0057 mg/|
MREERFR 72 h

M-275%— (OKERREEE 100
t EH (B )

M-27048— (KEREEE 1
tt RH (181D )

HE - HfEtt

B5:

Amoxicillin Trihydrate:

HEofEE D FER SR,
HfiE: 88 %
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MREERFME: 28 d
7% OECD HERAH A K> 4 > 301B
HHERN
7% 0

Amoxicillin Trihydrate:
EREREM

n-#4%9 %/ —IL/KHDERE

(log f)

TR OB
T—AHL

* YV UR~OREN
Y

thoFEEE

D%

Amoxicillin Trihydrate:

PBT & & U vPvB DEFHEHER

55 £EYMEBE DRI,

log Pow: -0.124
A% OECD FHERH A K54 > 107

MEIL. HofRE. £HEENE. Fit PBD) TRAL, =
mlE. BHTHIEE, SEKBHENE (WPB) HEZ 0. 1%
EEATLELY,

13. BELDOIE
B’EHE
EREEY) 75 BB AEDREHE WL T B,
REMETKABH L TIEE S,
BRBRRRUVAE EOBEHRIE. UHAINLFEEEZEDEHIZ, BRIt
BEEMUEREICRTT S,
FIHEEANEMES, RERGRELTREYT 5.
14, WX LDOFEE
ERRIR
B L #6155 (UNRTDG)

E:EZE S (UN number)
E:&E#ii%X 4 (Proper shipping
name)

UN 3082
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.

(Amoxicillin Trihydrate)
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&S WETB:
9.0 2025/04/14

BERE:
2373171-00022

BiIEIZRETH: 2024/09/28
#EYERCH: 2018/01/16

EE 5 %8 (Class)

B 2%, (Packing group)
AL (Labels)

RIEAEMH

i 22%i:% (IATA-DGR)

UN/ID #& (UN/ID number)
[E:&E#i%X 4 (Proper shipping
name)

EE 5 %8 (Class)

B E#R (Packing group)

Z AL (Labels)

HWatEr (E%H) (Pack-
ing instruction (cargo air-
craft))

HWEtER (REH) (Pack-
ing instruction (passenger
aircraft))

RIEAEM®

i3 £ &% (INDG-Code)
E:&E&S (UN number)
E:&E#i%X 4% (Proper shipping
name)

E&E 4548 (Class)

BEREM (Packing group)

Z X)L (Labels)

EmS a2— F (EmS Code)
BETEME GEY - EFD)
(Marine pollutant)

UN 3082
Environmental |y hazardous substance, liquid, n.o.s.

(Amoxicillin Trihydrate)
9

I11

Miscellaneous

964

964

B

UN 3082

ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
(Amoxicillin Trihydrate)

9

I11

9

F-A, S-F

B

MARPOL 73/78 KifR%&E [I R IBC A— FIC & 3 [Xo5BAMESh L EEME (B - F&Y)
e SN REBOERICIFIEZS,

E R

EnREDERG L. HE 15 2587 5,

DR ERE

CCICRHENTLDIBESEIL. BHROBMETDEHT, ARET -2V — MO THRHE S
NBESICFEBENTMBDOFEDHIZEINTNET, BENFEE. REFHR., N\vir—o4
A XEMBAOMBORADEREICLY, EEINDAREELAHY FET,

REARGCRREHENES

1
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15, BAZES

B kR

HBEE

B, IBERRMICEZS LAL,

LE&

HELEME. BRILEYE. BARFEEEMECKL LA,
HERLR/EE

BESKZBUEZIhIEED

EHE

BEDHAEZHIREHEY

EHE

REEER LR ARME

EHE

ZERMORO Shi-tEME (BFLEmhHE)
EHE

EZRREOBOShI-EEME (FHREHIEEHE)
EHE

AMELENMITREBRMRVEEY

EHE

BMEERTIREERVRUVEEY

EHE

BEREEELFYE GGEBRSMERDIE 59450 2)
JEEZ Y

NARMEME (BEBRLSHERAELTT£D2)
JEEZ Y

HEILFMEREEFHRA

JEELY

P HZ TR

JEELY

M7 ILE)LendhE TR A

JEELY

FRBHPEFRRA

JEEZ L
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&S WETB: BBES: BiIEIZRETH: 2024/09/28
9.0 2025/04/14 2373171-00022 #EYERCH: 2018/01/16

FBMREMEZXETE - ARE— BIRY)
e

B R URIYERSEE

JEER

LB HEE TR REE

e

EBEHARRE

JEER Y

R RIFEHE

JEERY

iR eiE

ERAE 2, 3 KERMERAIRE 1: FEMEYE
mziE

FBITRAIE 194 KERDETHIRE 1 TOHOEEY
BESEERVBLLEONLICEY 5&F

(£ 5 FE AL : ERAEMBI(ZIEZE LG

ERRLITpeS D EEEEYE

R B UMl f S ER ik

FMRERFFHERH (E@dE - @A)

JEZY

BEMERBHERE @ - @A)

JEZY

BEVOLEBRVERICEAT 5%E

EXREEY

CHEBORSIZDOVWTEEA RV M) —~DEREIFR :

AICS CORE

DSL CORE

IECSC CORE

16. ZDthDiER

5| B >Rk D BHEHT—4. EAME SIS IZE DI T—% . 0ECD eChem
R—R2ILE X UERMIEEMER http://echa. europa. eu/ DR
RiER
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hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28

9.0

2025/04/14 2373171-00022 #EYERCH: 2018/01/16

LEIN—=U 3 U ERSNHERRIAXETH 2 KR TRART SN TLET,

Bit7+r—<v k . #/HB/H
ZDDIEEEDE X

AlIC - =R FSUTDIEFERSA AU RY; NTIT - TS DILEREHEME, ASTM - K
E#HERFS bw - KE OR - A, ZEFRHE. £EEELIHLESNHYWE: DIN -
FAYRKRHEELE, DSL - ERYME YR+ (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDORGZERIFTEEZONDIEFESE, InS - REKOR TP
—JL; ENCS - (LT EDEEFLEME )R b ErCx - FED XWDOREERIFTEEZEZ ONDHK
RE; ERG - BRMICOF5|E; GHS - HAFM AT L GLP - HERERRE: [ARC - ER
NATREME, IATA - EEMEEERS, IBC - BRIEFERKDESHEEEXD-HOMMDIEE
EUREICEY 5 ERRHRAI 1050 - 50%fEEFRE: [CA0 - EFRREMMZERE: 1ECSC - hEIHR
BleEYELE: INDG - EfELAERYRE IN - EBRESHE: ISHL - FsBRE2/EE
(BX); 1S0 - ERR#E{LH#E:. KECI - BERFLFEMESRE, LC0 - 50%EHILRE: LDS0 -
50%EStE (FHESLE)  MARPOL - MM & BB DMILD=HDEFRERI: n.o.s. - I
MBNATSIN TSI DZEFRC: Neh - FUREI NOAEC - |EEZMHZEIRE, NOWEL -
BESMRZELAL, NOER - BEEEUHZEAF/EIS NN - A X2 a2XRA NTP - RKEER
REMTOTFL; NZIoC - Za—D—F > FMEEWERR: O0ECD - #EFiHHFFKEE, OPPTS
- LEHMEREN - AFEWHLLE; PBT - #ORMEN - £HEREN - HEE WE) ; PICCS - 7
1 VEVEEYMEA AV )= (OSARR - (EEH) HBEFEMEE, REACH - LEMEDEF
#%. &Tfi. B WH KL UEEHE (REACH) (ZBE¥ H#RAI (EC) No 1907/2006: SADT - B ChnE5#Z
mE; DS - R&T—42— b, TECl - 2 A ICEEREDOIEEMED A RN K1) TCSI - BE{E
FMEA R M) —; TDG - EIEYE@E, TSCA - HEMERAHE CKE); UN - E&; UNRTDG
- BRESEIRYEEES. WPB - EEICHSBRVIIERICESERNE. WIS - EXSEKRE
EUEMERR AT L

CORET—HI— FQUT TSDS) &LVD) TR HEHR AT TRIEHR] £V 5) (. KEE
BERIZEVT, BEOREDHH. FH. RMESDLETEETHLLHHLIEZLDTT,
AEHRIT. HROZEGHREV. FA, LE, KE. #@X. BEERVRRICETSIAIFURE
LTOAEHENTEY . WHELRAREHEREELTLOTEHY FEA, RIERIL.
SDS DEEFZICTR SN TV ARHESNEHAICETILOTHY . AZARMN/MORGZ LBAE
HET, XETOERPTHEASADIEE, AXRITERNGVRY .. BRICEIES A VATRESE
AHYET. AEGOFEABESFMICEVTIE, AERRVHEFHEZERT 551, FRES
HMOFBRHEMIIE T L5XURBOBEINLEMEEH T, FRAERMUOERY 5HETORENIKR
[CHEFEARBRDEK, FH, WE, RCREICOVT, BREVET,

JP / JA
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