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hR&E= HWETH: BHEES ATERETH: 2024/09/28
9.0 2025/04/14 5750759-00015 #EERLB: 2020/04/27
=%

P261 LA DRAZEITHZ &,
P2I3 IRIE~DRHE ZRITHZ &,
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

ERGHIRRUVEE SN DIE
EEREOHE

BMLANIRIZAD E. BBHLRIBNEELZEAH D,
BMLALDEMICEY., KEOHEBHGRIBEIXEENEE
BEREMEA H D,

MI. NV FYYTHLLBZDEADREDREIC, BERIED
BMLAZRERHBT HEENLHY ET,

3. HRRUESER

{tEYE - EEYDORXF BEEY

5%

=2k CAS &S S8= (% w/w BRATRER
E5

Amoxicillin Trihydrate 61336-70-7 >=80-<90

4. HRRE

— BRI 7 K/NA4 R

WA LGS

REBIZE LI5S

RIZA-=-1B&

ERDOHZEPL. [NV T CNGNEERFELICEEDSEE
25

FERAREICIGE. FREIRMAHLHRIT. EMDIERE
25

RWVAATZIGE ., HIBEEIDBERA~BET 5.

FEE L TOEMERIZIE. AIFREFRET,

RO RHETIGS CITBERAZITS.

ERLEZZITS,

KERBITATHERELTESL,
ERNBENDEEICITEREETEREZIT 5,
BICA2=8BEIZIE, KTKCT T,
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&S WETH
9.0 2025/04/14

BHEES ATERETH: 2024/09/28
5750759-00015 #EYERH: 2020/04/27

RAAATZIGE

RMERRVCEREERDOR

HEELGHIRER

BREEET H2EDRE

EEI Y D RAEREER ¢

RIFHH YRGS HHEICITERBETRERER1T5,
RAAALIHE, BBICHAERL,

ERDV BN DIEEICIXEREETERERT 5,
KTAZEXLCTT

BEDKREX. BFEORE EMOMTREE (FIXEKE. <
EX %, RISTEHETSERSE) RS EHMRIEND
YEI,
MLALDEMICEY ., REOHEMLGRIBEIIIZENE
EHMREMENH D
BLANIRICAD E. BBHLRIBNEEDLZEAH D,
BATHETLILF—, HA () BRIEIFREEEECS
BEN

HOMSEBFIELDREITEEZIL, HESIIATHER
RBREZFERATH L, BREOFREMNHDIEEE. HESD
B EANREREZSRBOCE (HE8Z23H) .
XEHEREB S URMEREZERITSH &,

5 KKFDIEE

)73 K

12 TIX7E 5 AR LVH KH

KIEFE

it 7 )L 3 — )Ll h
ZEbRFE (C02)
3R H A

HMEGZTL,

HEOBIRAEEM BMLADERER TS, ZEXHIC+HLTEDHMME CALS
BLTHBYBNENEFET HERLABRRKDBIRAH S,
RIRERY~DBREIREICEERETEENH D,

HERGEIED S 2ty

BHEDHENAE WIGOIKIR & BHAREICIE C CEYGHENFRZRAS,
RAHDBRERINT =OICKEEET 5.
RETHNIERBEI VT FERKBEN BT,
REgMrDBRESED &,

HREITSBEDRE KKFFIZIE, BIGXMTRHBEERT .

REEZERT .
6. WHFFDIEE

AMRISHT HEEEIA, RE @ REEZERT D,
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REICHT HFEFEER D READOBHEERTS L

TEEHRELTHS, dNOIEFENELDS,
BRINEEFKEREL. L9275,
RENELCERTELGWNERIE, A BEBKISERYT 5

HLCRADRVHEDTERY @ CEN=HOERIIFITEA, Fhi-mTE-LT. ERPIC
2] PMENE TV DER/NRICIAEY,
BAEZEZHITEML T, MHENBRICADELIICLELE
Do
TEMERRINM TRIRE & 5,
MLADERPADOREZEITS (THHE, BMLADETEL
EREOEEZERICK DFR)
BLANERFIT+ILGRETHRESIN D LBERIEDES
ERBTHANT, REICHLAZEBESE TR LA,
REME BT RIFITRET S5 &,
AEMZERE. BETDIRICE, A BEEBRESLIUVEDOR
B~ TRET H &, TORBICERSAEHMEICDON
THLRHETHD. EORUNERSINLENZHEET SLEDN
H5b
ASDSDIEB 13ELV152ENT, ABBRELUVED
ERFDEEDY .

1. BEVWRURELDEE

ks

Bt et s D BBESNBHEL. BEFRMIBINLEREESIZRIT L
n"Hd,
BRMGE, EE. FLERFESERG EOEN LT
WBEXHET D,

BFFEER, £FBRK D EYGBRREBO T TOAMERT 5,

REMIEEEIE D BMLAZERALLZWNI &,
RARAFELELN,
ARE DEMEEIT S,

RE~NODRADE-IRERMZE TS,
BIEBRBERAEORRICEDE, EXMHOBESIURLMED
EITREICHVERYRS C &

BREERALTEC L,
FTIZRIGAHTVSA, BLUmWR. 7LILF—, 8H4F
= B RMMFRI[BREICHNY DOT VDA, FRFREDE
IEXBAEMEDFERICOVWTERMICEH EZ T ILENH Y
F9,

BMLADEREBEEBAEIT S,
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BOENENDEETS,
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&S WETB:
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BiIEIZRETH: 2024/09/28
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RNCEEYEHLL. BRE~NOBEZ&R/MRIZCT 5L 5F
B9 %,

[ g =]

BEOFERAPICIEEME~DIELL EDORREELHDHE (L.
TEBROBELIZTA ISV VI VATLAELURE Y Y
D—%HF/EBELTLESLY,
FERATIIRBERVEREEEILT 5,
BEINE-KRRITEFERT DREICEKET LS L,

27U TADHERMEARL—aVIClE, ToP=7O
vho—)L, BUGEASLERE. BULGKRLESKLVE
EBREFIE. EXFLEER. EXERLLEERATNOERDOL
Ex—%2&8TCRELNHY ET,

“ HEIREICH L TPFHLBEFEELEI L,

e ok ] 3¢
A

BYILESRNILODNFEBRICANTE <,
BEL-o-MNYEDHD,
ZEOREIZH>TRET %,
ROBBFEHEE > L LITEE LA
BEREH

EMZIEYE

RELGFHRDEMH BSRVWME: FMRGL,

8. [F< MR UREIEE

ERRRICETIRINRBRR/HRRE

5%) CAS &= R (RER | EERE/RERE | 1M

&) e/ FBRRE

Amoxicillin Trihydrate 61336-70-7 TWA 1 mg/m3 (OEB 1) R ER

15 ER: RSEN

B3 FSE BAEYADBEHEZRIMET BICITETRIAEELABKMMa> O
—LEFERALET,
R, REEBSLVRBEZRETLH-H. 2T 007>
SEBIIRBRTICEYERSNA, WEZITHRUVLERES L
BHENBHY FET,
RiEgH
I ARER B BRFAHESEENFETELE MBS, FHRELETE
THRAA FSA4 VDOEBRNDIELLENTEN-BEE, IF
REREREFXFALEL £S5,
JA4NB—BA4T WHRFRAEA T
FOREER
ME M3 T F 2
IRDORER YA Ro—IL FFERERFEL LTIV ILEEFERT S,
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EEBREL LFFEERICHROZVMRE, S X+, T70Y
W ELRRET HIGEIE. @EYGEI—TILEERT 5,
MLA. SR, L LLEI7OVICELAEESLEND
AREMEAHDEEIL. T —AP—IL KL LLIEZFDIEHLID
IN7z—RBEOTOTo avEERALELLS,
REERUEADRER D A7 —LB LCEIERERAI—FEFFEALEL £,
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RES HETA: BERE: HIEIZRETH: 2024/09/28
9.0 2025/04/14 5750759-00015 PE{ERR: 2020/04/27
KB 0.3125 g/| EHHIIZEE
n-A%4 %/ — )L/ IKHERRE JEEZY
(log f)
RRE JEzY
ZERV/XIIERNFE
HE T—R27IL
=E FT—REL
B HRAZE JEZY
IRFEE IBEETL
[ e ABRIFERIEEME L LTIEDEINEGL,
NFE F—R1L
PIFHE
PFHAX F—RHL

10. REHR VR
R TE

LR E N
R A ERIGATREH

BT HNE&MH

RIGHERE LTIEIEI AL,
BEDIRETIEIRE,

MI. N2 Y3 LLIEZEDEFADNEDRIC
DM LAZEERBT HETABNHYET,
BUOBRIERIERET DI ELH D,

B, oK. KTE

. BRE

BMLADEEZEITS,
BfERYmE E& L
BREELBRERY BRAEELIBERDIIHMON TULEL,
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&S METH: BERE: AIEIZRET A 2024/09/28
9.0 2025/04/14 5750759-00015 #EIERL R 2020/04/217
AHEH
FATRERIBRICEDCRYDFETERELY,
B4
Amoxicillin Trihydrate:
AMsEE @ &n) : LD50 (5 k):> 8,000 mg/kg

LD50 (= ™ R): > 10,000 mg/kg

LD50 (X): > 3,000 mg/ke

REBEN Rt
FAREGERICEDCRYDETELL,
RIZx 9 5 ERTIRGHE RRIBE
FARELGERICEDCRYDETELL,
TR 25 R AR X3 B2l AR 1

BB

FIFRATTRERIERRICEDCBR Y DETELL,

IR 2 AR 1

WMATHETLILE—, FA () BEXIEFREREEZLETEEN,

B4

Amoxicillin Trihydrate:

HER D ORBEM

& DORAIT K BRAEFRAEDRREM,
Z<HE FDIHLIZE DTS

SEMRERRY

FIFARE R IERICE DK R Y NETELLY,

B4

Amoxicillin Trihydrate:

in vitro TOEEENE D HERAA T MEYERWSEIREALT EHER (AMES)
R 2

in vivo TOEGENE D RERA A TR ER
B TR
R 2
HEEA A T (T omiEE MR (M)  (in vivo)
B YvOR
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" R 2t
NN
FIFATRE R BRICE DR Y DETELLY,
SEEN

FI TR BRICE DR Y DETELELY,
7% 0

Amoxicillin Trihydrate:

HIRICX 9 H5E D HRERA AT EREAD
B ovhk
5 #0

R ZERER

HERS A T AED
B ovb
BERR #0

R ZERER

BEROEKE~DEE . REBAAT RE
B oy
BE&E £0

HErA A4 T HE
B TR
BEREK #0

nTtd,

B2 A T &RE
B oy
BREZK &0

4 5B 3: NOAEL: 200 mg/kg AE

4 HEA: LOAEL: 500 mg/kg {AE

F 4 1% NOAEL: >= 1,000 mg/kg {KE
BRE - BRRBEEEL,

FA S M LOAEL: 200 mg/kg AE
R HYPEERICL D EHREFIC

FA S M LOAEL: 200 mg/kg A=
R SRINAEERER, BT LEFOKEEMR,
& T—ADBTHEETHY. PEINTLEL,

®BE: T—ANTHEETHY . FEIATLEL,

®BE: T—EANTHEETHY . DEIhTLEL,

NH5H EN—RBIULFES

5 T—ANTHEETHY . STV,
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RERMESFEE (HEER)
FIRARRERBERICE DR Y NETELL,
FERNESRENE (REFICR)
FIRARRERBRICE DR YNETELL,

B4

Amoxicillin Trihydrate:

||i&= L T—ALRTHEETHY . HEIATULAEL,

RERSEMH

B4

Amoxicillin Trihydrate:

i DI vk

BEZ®K © 0O

i 25 R R 6 58

e D BELGEEERIEIRESIAGL T

i N

BEZ®K © 0O

i 25 R R 6 58

& D BELGEEERIEIHRESINGL T

RAAEEH

FIFRARTRERERRICE DR Y DETELHL,

AEICHT D RBHER

B4

Amoxicillin Trihydrate:

A RAATEIGE COEK mES, EM, BRE TR, B RERPD, HREH#
BE 7UILX—RIEERBITENH D,

3=
4
Amoxicillin Trihydrate:
"ﬁﬁli : LG50 (Carassius auratus (&£)):0.035 mg/|
BREERFRE: 96 h
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BiIEIZRETH: 2024/09/28
#EERLB: 2020/04/27

BERE:
5750759-00015

&S WETB:
9.0 2025/04/14

77i%: OECD FHE& A K51 > 203
BEKEEYICHT EHHME 1 RREZEEE (%) 530 mg/l
BN 72 h

EC50 (Synechococcus leopoliensis (#aavhRX - LAR
JT2IR) ) 0.0022 mg/|

BREEEFE: 96 h

RAESEEE (57%): 0.0057 mg/|
MREREERT: 72 h
W-275 42— (K&ERBEEE 100
H EE (B )
W-2794%— (KEREEE : 1
" RE (1) )
B - sEN
D%
Amoxicillin Trihydrate:
R ﬁ"*% SR,
S ofE: 88 %
MEEER: 28 d
7i%: OECD REXAHA K> 4 > 301B
EHEREN
B4
Amoxicillin Trihydrate:
HAREEN "E: EYEBOREEITIEL,
n~-A%4o%/—IJL/ KnE%RE : log Pow: -0.124
(log &) #i%: OECD HEEAHA K54 > 107
TEP OB
T—AREL
FIVB~OEFH
%Y
hoEECE
D%

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

BERE:
5750759-00015

BiIEIZRETH: 2024/09/28
#EERLB: 2020/04/27

PBT & U vPvB DEFHEHER

MEIX, HoRE. EREREME. % PBD) TEGL., #
mlE. O THIMEME. SEKRBEE (WPvB) MEZ0. 1%KL
EEATLEL,

13. EELDOEE
BEEAE
ERBEZEY 75 BREDORHEIZHENLDT B,
BEEYMETKABH L TREESEL,
BERBRRRUVAE ZOBEHIE. VHAVLFELIEEZEDHIC, Bzt
BEEYIEREICRTET S,
FICHREAEMES., RERGRELTRET S,
14, WELDOIERE
[ e 35
B _E & (UNRTDG)

E:&E&S (UN number)
EE#i%4% (Proper shipping
name)

UN 3077
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

(Amoxicillin Trihydrate)

EE 5 %8 (Class) 9
A28 (Packing group) 111

Z ~N)L (Labels) 9
REEEH B
finZ2 i (IATA-DGR)

UN/ID &= (UN/ID number) UN 3077

EE#i%4% (Proper shipping
name)

[EE 545 (Class)

A2 F 4k (Packing group)
Z X)L (Labels)

WatEr~ (EYH) (Pack-
ing instruction (cargo air-
craft))

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

RIEAEH

78 L #i5% (IMDG—-Code)
E&EZ&ES (UN number)
E:&E#i%X 4% (Proper shipping
name)

Environmental |y hazardous substance, solid, n.o.s.

(Amoxicillin Trihydrate)
9

11

Miscellaneous

956

956

UN 3077
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.
(Amoxicillin Trihydrate)
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9.0 2025/04/14 5750759-00015 MEVERLE: 2020/04/27
E:E 5 %8 (Class) ')
B (Packing group) o111
S AL (Labels) ©9
EmS 31— K (EmS Code) . F-A SF

BESEWE GRA - Y ¢ BH

(Marine pollutant)

MARPOL 73/78 it E I B U IBC a— FIZ &k B IFoB/AME SN D EAME (B - &)
s S KBORMIZITIEZKS,

E R
EnHEDEEF L. HE 15 238 T 5,
B DRERE

CCICREEIN TV IMES L. FBROBMETDREHT, KRET -2 — FORTRHE S
NBEESICRHBENI-MBEOREDHCEDINTVET, EEFEE. ZEFE. N\vsr—oY%
A4 X EHEAOMBDORAUDEEICLY, EEENDAREELAHYFET,

RERGIEERHES SRVl

15.

W RER

BEEAR

HRBAE

fEfRY. EERBRYICEZS LB,

35

BELCFME. BERCEVE. BAFMEEMECKE LG,
HEREWEE

BEENRILShIFED

[

BEDHAIZRITHIREREY

[

RFEEEN L fast ARME

[

ERRHEOBO o=t FYE (BIFLEHE)
JEER Y

ZRRMEOBO oW -EFME (FREHILENE)
JEER Y

ARFLENTRERRVEVEEY

JEERY
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&S METH: BERE: miERET B 2024/09/28
9.0 2025/04/14 575075900015 WEER B 2020/04/27

BARFERTIRE/RYEUVEEY

e

REEEELCEYE (FEBRES/ERAE 594 £ 2)
JEER

RAREME (FBRE/ERRE ST ED2)
e

RELCEMEES TR

JEEL

SR B FRIRRAI

JEELY

7 L)L EF R A

JEELY

ARBEHIPEFRRA

JEELY

FEBMRLWMEEZETS - ARE— (B
JEELY

=Y E URIMEREEE

JEELY

LY EHHBRERREE

JEELY

BEHRARRE

JEELY

VE L0

JEELY

i = 2%

ERAE 2, I EXBERYMERIKRE 1 AEEYE
fizeik

FEATHRAIEE 194 KERMERINKRE 11 TOMDOEEY
BEERERVELHKEOHLICEYT 5%

(& HEHEE D BAEREMEICEEZLE LGN
(EETEpeS D OBEFERYME

E AL LELE 38073

MRERBHERM (@ - AR

JEERY

HERCERESERE (i - BAR)

14/ 16



Re27—8o—t EIMSD /A

Amoxicillin Trihydrate Formulation

&S HETH: BIBEE: HIEZETH: 2024/09/28
9.0 2025/04/14 5750759-00015 PE{ERR: 2020/04/27
JEE% Y
BEEYVONEBRVERICEAT 5%1E
EXREY
COHBOEAIZODVWTEEA IRY M) —~DEREIFR -
AICS N
DSL CAE
IECSC N
16. ZOHo1EHR
5| B 3Rk . BHEMIT—42. BEME DS IZH I F—4 . O0ECD eChem
R—2ILE L UVERMEEMER http://echa. europa. eu/D1&
RIER

LEIN—D 3 UM ERSNEHBRAXETH 2 KR TRART SN TVET,

Bito+r—<wv k . #/B/H
ZFDHDOBEEEDE X

AlIC - A—R b+ U TDIELFERASA AU R, NIT - TS D ILEREEME, ASTM - K
E#MHEERBS bw - KE OR - A, ZEFRE. LESEELHDHESNDHYE DIN -
FAYRRHARELE, DSL - ERYMEYR b (AF4%): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWORGERIFTEEZAONDIERES, InS - REKORT P2
—JL; ENCS - LT EDBFLEEME )R b ErCx - FED XWDOREERIZFTEEZEZ ONDHK
RHE; ERG - B2XMIEOF5|E; GHS - HREFM AT L GLP - HERERMRE: [ARC - ER
NAMZEEE. [ATA - EEMZEERS, IBC - BRIEFROESBEEZXZD-HOMRMOIEE
RURHICEAT 2 ERRHRAI: 1050 - S0%FEERE; 1CA0 - EFRRMREIMZEMEY; [ECSC - HER
BleEMELE: INDG - EfELAEKRYMBAR. IN0 - ERESHE. ISHL - sBRe/EE
(BF): IS0 - EFRZR#EEHE. KECI - REBIFLFEMERE: LC0 - 50%BILRE: LDS0 -
50%EtE (FHEILE)  MARPOL - MfIC & B FERDMILEDI=HDERRERI: n.o.s. - I
MBNATSIN TS LD ZERS: Neh - FUREI NOAEC - |EZMZEIRE, NOWEL -
BASMHZELAL, NOER - #EEMHEZERMES, NN - A2 a0xXHA NTP - KEE
REMETOT S L NZloC - Za—D—F > FEEWERMR, O0ECD - #EFiHHFFKEE, OPPTS
- LEHMEREN - AFEMHLLE; PBT - #ofMEN - £HEEN - HEEE WE) ; PICCS - 7
1 VEEEMEA A )= (SRR - (EEH) BEEMAEE, REACH - LEYEDE
B, Ffi. 2B WHEKIUEHE REACH) IZBHY %RAI (EC) No 1907/2006: SADT - HEINESfE
BE, DS - RE&T—42P— b, TECl - 2 A ICEEREDOIEEMED A o2 K1) TCSI - BE{E
EMEA R MY —; TDG - fEiEEE; TSCA - BEMERGE CKE) ; UN - E&E; UNRTDG
- ERESRIRYEEEE. WPB - FERICHABRUFEICSEEML: WIS - EXSEKRE
ENHERRRAT LA
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&S WETB: BEES BiIEIZRETH: 2024/09/28
9.0 2025/04/14 5750759-00015 #EERLB: 2020/04/27

CDRET—HI—FQEUT TSDS) &UVD) TRIT HFEHR (LUT TXREHRI &LV I)I1F. FEHE
BERIZEVT, BUHOKREDHH. FH. RMETDLETEETHLLHHLEZIDTT,
AERIT. HEOTLGHEEL., FH, LB, KRE. @X. EERVRRICETSIHIF VR E
LTOAMERESNTEY . WHELRERIRERBEZLT LOTESHY FEA, KF®IL.
SDS DEEFICTR SN TVAIRESNLHGICETSLDOTHY ., HEAEL/MORR EEAE
HET, RFTOCLRAHTHEASNSEE, AXHITERLSGEVRY . BHICITAE S GRS
AHYFET ., AHRGOERBSFMICEVTIE, AERRVHREEEEZERT 5812, FRES
MOEBREGICE T L2AEBOEYLAMESHT. ERAESMOERY 52HETORENIKR
[CETHARHADEFEL. FA, BB, RUREICDONT, #EREVET,

JP /7 JA
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