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Amoxicillin Trihydrate (17.2%) Liquid

Formulation
RES %ETH: BEES: BIEIKETA: 2024/06/26
7.0 2024/07/06 10793452-00009 #EERK B: 2022/06/14

EERDEBR : Amoxicillin Trihydrate (17.2%) Liquid Formulation
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RET—H—F EIMSD A

Amoxicillin Trihydrate (17.2%) Liquid
Formulation

RES WETA: BEES: AIEIET B: 2024/06/26
1.0 2024/07/06 10793452-00009 #EERE: 2022/06/14

HA1T REAMRTROZLEIC K > TKREEMIZE .

sy :
/I:u.\E % . ié*‘j%
P261 SR b /"ZEHRDRAZEITH &,
P23 IREBADHREF#ITHZ &,
P284 S A AT+ EIGE. FRAREEEZERTH &,
EEE:
P304 + P340 IR A L1=15E : ZROFEELIHEATICHE L., FFRL
PFNRBTHRESIEDZ &,
P342 + P311 MRk (BRI BERM -GS : EEMICERT S
Eo
P391 R ZEEINT B 2 &,
BEEE:
P501 AW, BRERZDIN-NEHERICEEST L&,

EBMS AR
BEEYMHRORDEIEORDIE. KERKRIZE>TREEEENRANTHD : 2.2 %
GHS HEICEZY LMD EREEN

MELL,
3. HARURMER
EEZME - BEEYMDOXF . BAY
%)
(==X CAS S SE= (b w/w) BEIRAREE
E55
Amoxicillin Trihydrate 61336-70-7 >=10-<20
FIRTTYUUETILE =L 637-12-17 >=1-<10 2-625
RUDNF7ILaA—) 100-51-6 >=1-<10 3-1011
4, [HREE
— R T R/NA R . BROBEEN. SONT BV EEZETELICEEDEZES
Zt5,
FEIRMNREICIHEE, £EIEFHIHDIIEEIL. EEDIETE
25,
WwA LGS D RVDRAATZISEE. FEGEROGIABHT 5,

R L TWWEWMEEICE. ATHFRZRT

2/21



RET—HRI—F

Amoxicillin Trihydrate (17.2%) Liquid
Formulation

€ MSD [} e

&S

ETA:
2024/07/06

REES.
10793452-00009

AIEIET B: 2024/06/26
#EERE: 2022/06/14

REIZHELI-5E
RICA-T=-&H&

RARAATEGE

AMERRVEREERDOR

LERGHIRER

BREEEEY 2EHDRE

EEICX Y SFATIREE ¢

FRARSTISECTEERAZITS.

ERLEZZ(T5,

FHHEEE LT, KERBRTHES,
EERABENDISEICEERMETEREZIT 5,
FHEEE LT, KTRZ®REFT 5.

RN DY MG T 2BEICIIEREETEREZTS,
RARAATZGE . BEICHMEZL,
EERABENDISEEICEERMETERERT 5,
KTeOzk<TT
WATHETLILF— HA () BRIEFRE#EEECS
BEN,

BEDEREE. BEORI SMOFREE (FIZEKE. K
EXR, RICKEBHETSERS) BLSELTRELSH
YEI,
HARSERFBLORL2ITEEZIL., HESIh TSR
EREZFERATH L. BROTFRENHSHBEE. HESD
BYGEAAREREZSHEOCE (BR8E5RW) ,
XFEREBSSIUMEREER TS &,

5. KEBDFEE

B 73 H KA

FEoTIHAESLHXE
BEORKRAEEN

HERZERIEY

JKIE$E

it 7 JL 3 —)LiasE K Hl

ek (C02)

32K KA

HMREGL,
REERYI~NDRBIIBEICEEZRIZTIEENH D,

RFRERIEY)
EREILY

BEDEKS® BB & FADEEICRS U TEDEAFRERNS,
RRHOBBEANT BDHITKERET 5.
R THNIEREH T % AR, SBT,
Riih > EBEHSH &,

BRETS BORE ASEEIZIE, BRRTRBEERT 5.
REREERT 5.
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€ MSD [} e

Amoxicillin Trihydrate (17.2%) Liquid

Formulation

RES WETA:
1.0 2024/07/06

BEES: AIEIET B: 2024/06/26
10793452-00009 #EERE: 2022/06/14

HLRADERTHEDAERDY

2

REFZHERALTHDL, INPIEFINEILEDHS,
GEFHEICIEESAIDEESC EHLCRADFERIEAANN)TRHRE
I2&3),

FRINFREKEREL, 09T 5,
RHEMNELCEIRTEGZVGE (X, A BBREKICERT 5.

FEERRINHM TRIREE S,

ZEICZENIEE. WREZELFOEVLGHCADFE
EL T, LGALHWVNESICT SR E, BHRRICERALEE
MERDTTRWEFBZENTEEHIFEEICIE, BULL=
BEEULRBNIZRET S,
REMEZEYLRINEITRET S &,

AESZME., BETIEICE. SMAFEEAASLIUVEDOR
BlIciE>THIET Z &, FORBICERASIAEDEIZON
THLRBETHD, EORUNERAINEIINEHERET HILEN
Hbd,

ASDSDIERB 13HELVLI5ZHENT, ABEABAAERSLIUVED
ERFIOEEDHY .

1. BEEVWERUVRELDIERE

1§74

Rttt ZR
BFTHER, £HfBS
ZERREIEER

Ffim ] 8
BAEXE

FBHLERVCREREDHEDR B KESR,

B GHM[EED T TOAMERT %,
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RARAFGEL,
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BRE~NDRBAOF-IREEMZET S,
BISBEAEORRICEDE, EXHOBESIUREMD
RITHREICHEVRYKES Z &
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EEBEFROBELIZTA ISV VT VRTLELIUREYV v
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RET—HRI—F

Amoxicillin Trihydrate (17.2%) Liquid

Formulation

RES WETA:
1.0 2024/07/06

REES.
10793452-00009

€ MSD [} e

AIEIET B: 2024/06/26
#EERE: 2022/06/14

EAEIEYE

RENBRAEHY

BRINERKRITBERTHENEET S &,
27NV TADMBEMBEARL—avIClE, ToP=Fa
vha—)L, BUGEANESRE. BULGKRLESKLVE
EBREFIE. EXFLEER. EXERLEERANOEROL

Ex—2¢8CRENHYFY,

BWHLESRILODNEBEBIZANTEL,
BEL-NYEADHS,

FEOREICH->TRET .

ROBDIEFLE N> L LITEBE LA

sRERALH

BESREOME: FMRGL,

8. E<EMLRUVREEE

ERBREIZE T IRAMNRBERR/HFERE

5% CAS &5 B (RER | EHEE/RERE | HA
FE) BEHFREREE
Amoxicillin Trihydrate 61336-70-7 TWA 1 mg/m3 (OEB 1) RER
FEH1EHR: RSEN
FJRTTYUUEBBTILEZD 637-12-17 TWA (IR AR 10 mg/m’ ACGIH
Ls )
TWA (PR 2 3 mg/m’ ACGIH
)
TWA (0% R 1 mg/m’ ACGIH
&) (FILE =)L)
Benzyl alcohol 100-51-6 0EL-C 25 mg/m* AAREXRE

22 (HER

E)

HMESR: KERETEYME, F28 ABICHLTEE - CRMEN
AHHEZEZLNDIYE.

R 15
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TEBIRBREICI YRS A, P BRICHVERS L
PWENHYET,
RBRETOAANL— 3 vTHNIEEFRGHFFZLEE L

FEA,
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€ MSD [} e

Amoxicillin Trihydrate (17.2%) Liquid

Formulation
B HETH: BEBEE BTEIZKRETH: 2024/06/26
7.0 2024/07/06 10793452-00009 #EVERLH: 2022/06/14
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RREREFFERALELL S,
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Amoxicillin Trihydrate (17.2%) Liquid

€ MSD [} e

Formulation
RES %ETH: BEES: BIEIKETA: 2024/06/26
7.0 2024/07/06 10793452-00009 #EERK B: 2022/06/14
RREEE F—RIL
BARNERE F—21L
FhHE
TS (THtE) F—anL
AR
kst F—RiL
n-#4%4 %/ —JL./ K5SBR%E %Y
(log {i#)
BT F—AHL
ZERV/ RITHEANZE
LE F—a1L

RE 0.900 - 1.100 g/cm®
Aant 5 R F—a1L
IR B SRS
BR LA REEEBRIEEME & LTIRAES AL,
NTE F—AaHL
HF
HFHA X T
10. RERRURGHE
RIS RREHARE LTIESESNEL,
el EEORETERRE,
EIEEE RIS ATREME BUOBILE & RIST 52 EhH 5,
BB E R MR L.
AL IR E BALH
BIREELSRERY BIRAELARERYIEE >N TOEL,
1. AEHEHEE

AREMED H D REBFZBOFER

A
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R&T-—%—t CIMSD /A
Amoxicillin Trihydrate (17.2%) Liquid

Formulation
&S ETH: BEES BiIESRETH: 2024/06/26
7.0 2024/07/06 10793452-00009 YIEYERL A 2022/06/14
RS A
£
IRICA-=8B&
SNEH
FIATTRERIERICE DR Y DETEHLY,
8
AnsEE @&o) D AMEMHEME::> 2,000 mg/ke
Hik: HEIZELBAE
2nsEE RA) D RMEMHEE > 5 mg/l
PR 4 h
HERE MLAU/ZR b+
Bk HEIZEDAE
By
Amoxicillin Trihydrate:
SEst #En) : LD50 (Z v k):> 8,000 mg/kg

LD50 (=™ R): > 10,000 meg/kg

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

FIRTFT7I VBTV =D L
=HEE B0 © D50 (T v k, A R):> 2,000 mg/ke
w5 BT MEMS/ONLT—RIZE DL

2EsE (RA) : LG50 (T v k):> 5.15 mg/l
R 4 h
HEBRRE MLA/SRX b
Fi%: OECD BRI 1 K54 > 403
5 BT MEMHFON-T—FITE DL

RUTDITFILA—):
anENE #&no) : D50 (5w k): 1,620 mg/kg
2HEE (]RA) : LC50 (T k):> 4.178 mg/|

RREEEER 4 h
HEBRRE MLA/SX b
Hi%: OECD HERAH A K51 > 403
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Amoxicillin Trihydrate (17.2%) Liquid

€ MSD [} e

Formulation
RES %ETH: BEES: BIEIKETA: 2024/06/26
7.0 2024/07/06 10793452-00009 #EERK B: 2022/06/14
REREY./FHHE
FIFARTRE A IEMICE DR Y DETEAL,
B4
FYURFFZYUVBTILI=Y L
] . H4%E FERE (RhE)
Hik OECD SERHA K54 > 439
HE BT spmEsroEont=-T—2I12&ED<
R RIERIH A L
RYUSLTILa—):
5 4
Hik OECD HERH A K54 > 404
HER RIERIELZ L

RIZxT 2 ERTREGEIRREE
FIATREGERICEDRYDPETERL,

D%l

FJRFTZIYIUBTILI =D LA

i# YR

HR AR~ DR A L

Bk OECD HE&RH A K54 > 405

w& BT A3MEMSBON-T—F2IZE DL

RUSLTIa—):

1

HR

Ak

PR 35 B4R I3 B2 R A 1%
RERESE

Y
BR~DFIE. 21 AURIZEE
OECD EAERH A K354 > 405

FIATRELERICESCRY DETER,

FROR AR RAFIE

BATHETLILF—, FA () BXIFFEE#EZECTEETN,
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R&T-—%—t CIMSD /A
Amoxicillin Trihydrate (17.2%) Liquid

Formulation
&S }ETA: BEEE: BIEIZRET A: 2024/06/26
7.0 2024/07/06 10793452-00009 #¥EERLE: 2022/06/14
5%
Amoxicillin Trihydrate:
#HR D RBEM
-3 D RAICK BREREDEHEM .

Z<HAE FOFEHIZEDINTIVS

FIRTTZYUERTILES =L

AT © BT UNEEEE R (LLNA)
REOTRE D RIS

i DOYYR

Hik : OECD HERHA K54 > 429

R DR

BE . T amEMBLONT—2IZE DL

RUDLTFIIIA—):

HERs AT D RFITAE— 3 VUiER

EE0EIRE D RIS

i . EILEYE

Ak : OECD HERHA K> 4 > 406

R D e

AEHRERRYE

FIATTRERIERICE DR Y DETEAELL,

D%l

Amoxicillin Trihydrate:

in vitro TOEEEME D BB T MEYMERA NS EIRERE EHER (AVES)
R =

in vivo TOEEGEMN D RERA 4 T IMREER
FE.T9RX
R 2
HERS A T (T mEEMEERR (FEME) (in vivo)
E: 79X
R =

FRIRTFTZIUIUBTILI =L

in vitro TOEEEM © OHERA A T in vitro BIABYMIEECFEESAER
7i%: OECD RE&EH A K54 > 476
R =
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R&T-—%—t CIMSD /A
Amoxicillin Trihydrate (17.2%) Liquid

Formulation

RES %ETH: BEES: BIEIKETA: 2024/06/26

7.0 2024/07/06 10793452-00009 EVER B 2022/06/14
BZ EUTI3MEIBoN-T—RIZE DL
HERA A T MAEYMER WD EIRERET R ER (AMES)
#5i%: OECD ERA A K54 > 4T1
R EH
BT EMEISLBLAE-T—HIZESL

in vivo TOEEEM L REBRE 4 T WILBRMBR/MEEER (in vivo MEMR

E&)
E: Sy bk

REZR RAHAATESE

7% OECD EBRA A K51 > 474

BER e

wE: BT HYEI /LT —FITE DL

RUULTILa—I:

in vitro TOEEEM D HEAA T MAEYERAVSEREARETESER (AVES)
R e

in vivo COEEEHE D BB 4 T EEL B SRMmMBR/NLERER (in vivo MifaEER
ER)
B vwoR
B 5 RR: BERERNEST
R pEt

A

FATBELIBRICEDCKRYSETERLY,

B4

ARUD)LTILa—I:

L] D XHRA

B 5 ERg D BRARAATEEE

A% 55 o : 10358

A& : OECD iRXE&H A K54 > 451

S D B

st

FATBELIERICEDCKRYDETERELY,

5%,

Amoxicillin Trihydrate:
FIRICxT S & C RERAY AT ERED
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RET—H—F EIMSD A

Amoxicillin Trihydrate (17.2%) Liquid
Formulation

RES WETA: REES. AIEIET B: 2024/06/26
1.0 2024/07/06 10793452-00009 #EERE: 2022/06/14

i AN

BE2K: &0

4 5E 3: NOAEL: 200 mg/kg {AE

R ZRERR

BE T—ADTHEETHY . RFEINTLVEL,

HERR A T ETES

oy bk

BE2K: &0

S 5B : LOAEL: 500 mg/kg AE

R ZRERR

BE T—ADTHEETHY . RFEINTLVEL,

REDHKE~DFZE D HERAaa T RE
B Sy bk
‘5K #0
FAZE M NOAEL: >= 1,000 mg/kg AE
R E - RREMEELL,

HEBYa T HE

B YOR

B8 #0

F4E M LOAEL: 200 mg/kg A=

BR IMERICLDEEBICEZENH D EN—EBILES
hTus,

BE T—ADTHEETHY . RFEINTLVEL,

HEga 4 T RE

B oy hk

BERK 0

Fe4E M LOAEL: 200 mg/kg A=

R ZRINEGFERER, ETLE-FORKREREM,
BE T—ADPTHEETHY . RFEINTLVEL,

FIRTFTZUIUBTILE =L
RIS & D HEBRA4 T CHREBEEMRER
B Sy bk
BRI RAAANTEEE
Hi%: OECD HEEH A K54 > 416
R fE
BE BT smEIEONE-T—2IZEDL

BROEBE~DEE . BREA 4T 2R h / VHRRLE
B oy bk
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R&T-—%—t CIMSD /A
Amoxicillin Trihydrate (17.2%) Liquid

Formulation
RES %ETH: BEES: BIEIKETA: 2024/06/26
7.0 2024/07/06 10793452-00009 #EERK B: 2022/06/14

BEREK RARAAEBE
R e
HE: LT 2PEhoBohf-T—2IZE DL

RUSJTFILA—):
ERIC X3 B8 C HERA 4 T ZREEN / VEHIERLE

Sy bk

BERE: SRARAATESE

R 2

B BT APEIEON-T—FICE DL
BROERBE~DEE D BB T ZRMNELUVRERE

TR

REZR RAHAATESE
R e

FERMBSBSTE (BEEIXCE)
FIARTRELERICEDSCRY DETER,
FERMBSBESTE (REFXCHE)
FIATRELRERICESCRY DETER,

5

Amoxicillin Trihydrate:

&= D TADRTHEETHY . HEINTULEL,
REHRESMN

5

Amoxicillin Trihydrate:

i D vk

52K N0

A% 55 o 6 »¥H

BE D BEELGAEEERESBESNGL, T
1 DN

B 5 #Eg 0

A% = B 6 4 A

&% . BELGEEERERESI G,

FIRTTYIUEBTILI =L
12 ;
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RET—AL—F
Amoxicillin Trihydrate (17.2%) Liquid

€ MSD [} e

Formulation
RES %ETH: BEES: BIEIKETA: 2024/06/26
7.0 2024/07/06 10793452-00009 #EERK B: 2022/06/14
NOAEL >= 5,000 mg/kg
BRERR A IAATEEE
B 25 o 90 Days
k= BT AMEILBLNET—2IZHIL<

RUTNFIA—):
&

NOAEL

5

B FR B ]

A&

RAAFEH

vk

1.072 mg/|

WA FEHLCA/S R L/IE)

28 Days

OECD RE&H A K54 > 412

FIARTRELERICEDCRY DTSR,

AKIZx Y HRBIKER
H5:

Amoxicillin Trihydrate:
RAAATEEE

ER: MER, BH, R TH 5B REXRDS TREH
EE: 7UILXF—REERECTENDH S,

Amoxicillin Trihydrate:
ask

BEKEEYIIHT HFME

LC50 (Carassius auratus (s&£)):0.035 mg/|

BREERFfE: 96 h

7% OECD HERA A F5 4 > 203

RAEZERE (%) 530 mg/|

BERERFME: 72 h

EC50 (Synechococcus leopoliensis (raavAhR - LAR

JT2R) ):0.0022 mg/l
BREERFR: 96 h

RAEZERE (B5%): 0.0057 mg/l

EREEEE: 72 h
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R&T-—%—t CIMSD /A
Amoxicillin Trihydrate (17.2%) Liquid

Formulation
RES %ETH: BEES: BIEIKETA: 2024/06/26
7.0 2024/07/06 10793452-00009 #EERK B: 2022/06/14

M-T7%5%— (KEBEEE : 100
% EH () )
279 4%— (OKEREEE © 1
% RE (IBH) )
FIRTFTZUUEBTILEI=DL:

RESH7ERAVF

KEREHEEM B4 2 L BUFEEHRTELRL

%)

KERERESE R (18 . BUFEEHRTELL

%)

RYUDILTILa—):

Ast : LG50 (Pimephales promelas (77w bAw K3/ 9)): 460
mg/ |

REEERFME: 96 h

SOVAKEOKEELSHEY © ECS0 (Daphnia magna (4 3 <> 3)): 230 mg/|
129 5&F M RREERER: 48 h
7% OECD RE&RH A K54 > 202

B KEEWICHT HEM © EC50 (Pseudokirchneriella subcapitata (#%)): 770 mg/|
BEERFME: 72 h
A% OECD :RERH A K54 > 201

RRESLEERE (Pseudokirchneriel la subcapitata (#&%)):
310 mg/|

BREEEER 72 h

A% OECD E&R A A K54 > 201

SUOVIOEQKEEEHSY © RAXEEZERE (Daphnia magna (A4 32> 30)):51 mg/l
[Ixt9 5F M (BHESM) BREERFAE: 21 d
% OECD &E&AH A K54 > 211

REE - SR
5%

Amoxicillin Trihydrate:
EofRE L RBR SofEnE,
HEofE: 88 %
AR EERERE: 28 d
7% OECD #E& A K> 4 > 301B
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RET—AL—F
Amoxicillin Trihydrate (17.2%) Liquid

Formulation
RES %ETH:
7.0 2024/07/06

REES.
10793452-00009

€ MSD [} e

AIEIET B: 2024/06/26
#EERE: 2022/06/14

RYUZITFILA—I:
E o

Amoxicillin Trihydrate:
HRERMN

n-#A9 %/ —IL/KSEFRE

(log 1)

RUDLTFIIIA—):

n-A49% /) —)L/ KHEFZREE

(log 1)
TEDOBEE
T—RHEL
FIVVE~DEEY
Y
thnEELE
By
Amoxicillin Trihydrate:

PBT && U vPVvB DFHMEHER

HR: Zo MR,
A 92 - 96 %
BREERFAE: 14 d

7% £EYMEFEOREEIXEL,

log Pow: -0.124
7% OECD RERAHA K54 > 107

log Pow: 1.05

MEIL. #OBME. £ARERE. St PB) TRERHYFE
Ao BT, BOHTHSARME. SEARSELE (WPB) HEZ
0. 1WA EZBATLEREA,

13.

EELOIE
BRRSE
BRRREED
BREHRVAE

A BARAOREIZEVNLST S,
BEYME T KABEE L TIEE LA,
EOBERE. VHAIILFERIIREDREOIC,
BREYNIBEEIZRTET 5,
HICHEENEWNMES., REARELTEET S,

RE %R
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R&T-—%—t CIMSD /A
Amoxicillin Trihydrate (17.2%) Liquid

Formulation
RES %ETH: BEES: BIEIKETA: 2024/06/26
7.0 2024/07/06 10793452-00009 #EERK B: 2022/06/14

14, BXLDIEE

B3] 5k
R _E ¥z (UNRTDG)
EEZES (UN number) : UN 3082
E&E#E 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(Amoxicillin Trihydrate)
EE5$8 (Class) 9
B2 (Packing group) o111
Z ~JL (Labels) 9
REAEH .

fin 22k (IATA-DGR)
UN/ID #% (UN/ID number) : UN 3082

[E&E#1% 4 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)
(Amoxicillin Trihydrate)
E&E 4548 (Class) : 9
A2 ZE#K (Packing group) o111
Z ~JL (Labels) :  Miscellaneous
WEaIE = (EYH) (Pack- : 964
ing instruction (cargo air-
craft))
WaiEr (REH) (Pack- @ 964
ing instruction (passenger
aircraft))
REAEMH COBEE
& _E &% (IMDG-Code)
EEZES (UN number) : UN 3082
E&E#i1%X 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANGE, LIQUID, N.O.S.
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fEFRAIE 2, 3 XERYMERIKRSE 1© AEEYE
122 %
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5| A >k L BHE#MT—42. EME SIS ICEH DI F—4 . O0ECD eChem
R—FILE K UBIMNIEEWER http://echa. europa. eu/ D&

UEIN—C 3 U ERSNEHRBREANETE 2 KR THRARTINATLEYS,

Bfito+—<wv k . #/B/H

ZTDHDOBEED X

ACGIH : ¥E, ACGIHFESREME (TLV)

BAEEFEYS GrRE | HBAEZGERS HRREZOHE -1 tEWEOHBRE
)

ACGIH / TWA ;8 M. BERMNEFE

BAEEGEYS GFRE - BKHBEE

&) /O0EL-C
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RURBICET 2ERMRA; 1650 - 50%EEFIRE. 1CA0 - EFRERMEMEMES. [ECSC - HER
FleEHERE: INDG - EffELERYATRE, IN0 - ERESHE. ISHL - s@REELEE
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EMEA R M) —; TDG - fEEYE@E; TSCA - BEMERSE CKE); UN - E&E; UNRTDG
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