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Losartan / Hydrochlorothiazide Formulation

A BT H 1 SDS 4% 5 HIRIETT H #: 2023/09/26
5.2 2024/04/06 17059-00024 B 4gm ] H H: 2014/09/30
Fefu
GHS HEER
RILE :
@ o
{5 5 L fak
e 16 1 B : H303 FWHTAEA E .
H317 W] 638 Rl B ks s o
H318 i ple ™ H AR 15147

H360D A] BEXT AR J Lk il 3
1362 A] GEXT BF LM FE I ) L 38 s 56
H373 K HA Y S & B fh ] BE4 AR o

e | E
P201 {5 FHAETHUS & UL .
P202 7E[REEFFA T BT < it a1 27120 .
P260 AEI AL
P263 P&/ ity L3 [A) J8E G Bz ik
P264 VB M J5 1) R Ve B ik«
P270 {8 FHAS = S P AS BB L AROK B
P272 S g TAEIRANS 7t TAE S .
P280 #kIG 4T/ % Bt I/ 55 4 IR =8/ 5885 4 Thl L
A L
P302 + P352 Wi fpkitide: FH/KFE B,
P305 + P351 + P338 + P310 wnidt NHRHG: FHZK/ANCpike Lo
Bl IR ER B AT B, B BRI ER B . dkSinbit.
SERIIEIY SR /R A
P312 WU ANIE, PRI 2Rty /R A .
P333 + P313 Wik A Bl E 7 2 R/ 2.
P362 + P364 i fsiitiis (AR, 1EUEE 7T EEEH

fEf
P405 17 AL A0 »
RFMNE:

PBOL K A 2B /45 e s BIHEHE R PR A Ab B Ab B

wEMMLEER
RIEIA 5 B EFTHEAT 2K,

2/20



fep R AR T A

8 GB/T 16483 GB/T 17519 il

-5 ORGANON
Losartan / Hydrochlorothiazide Formulation
&N &1 H 8 SDS % 5 RIABIT H 1 2023/09/26
5.2 2024/04/06 17059-00024 g H A 2014/09/30

RREAE

FUHATREA . R EIRSG. TR R O U N . ATREXTAR ) LI A E . AT REXS R
FERD LS R E . K E T e E RS E .

HEfaE

WA 15 B L F AT 02,

GHS R BEFHEHHAhfEE

B2 k2 51 S A URR I I kT 08

T Kb El Rk A7 e P R AT e TR R TRy A 2 IR A

3. B/ HRMER

MR /IR D OREW
24y
R TE =& ReRline) WL EGRFETEHE (% w/w)
(CAS No.)
FH R 9004-34-6 >=30 < 50
Losartan 124750-99-8 >=20-< 30
JER) 9005-25-8 >=10 < 20
Hydrochlorothiazide 58-93-5 >=1-<10
4. SRFEH
— M D HEMEUEEANER, STEPEEE .
TEREAR PR R0, BEER .
UON DO N, BRI S AL
s,
J kAl Do ndEfh, 2B AR AT & K Bk
62 4575 G P A IR FH
EE
BT T VAR
BT RUAY R I e
AR i 2 i DGR, 37 RD R R E KRR IS &0 15 0B
RS IR 85, W fE, BURBEH
SERIERER .
aA DWW At
s,
FHKAT Rk 1
o E B PRPE DR O R 2 T L OEWETREA .
A BEE RCRE R U S
& ™ E IR IR

AREXS G )L 1 3 o
A REXS BEFLIRTR KL 3 A5 3
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Losartan / Hydrochlorothiazide Formulation
&N &1 H 8 SDS % 5 RIABIT H 1 2023/09/26
5.2 2024/04/06 17059-00024 g H A 2014/09/30
NS SRR LN R A=
50 A Bz 2 5] AU SR B8l o 4
SR it R 1 S D RSB TT ANERA NGRY, 7T REATE 2 R 1 LR RS
HEEE A NBi 4252 (S 056 8 ) «
it AR (R B3R D XPRERHEAYT .
5. JEBITEHE
KK T35 B K KF DKW
EIRES(OM]
“ARARRR (CO2)
T
SEIE R K CORMARIE.
o Sl fe B D Bib A E R E PR AR, AN ARIE R TR 1R
FE, BB IEAELE f KR, X VB (R R R L I fE R
BRI =T g SR
A E BT D BEY
CRiaeyy
AEY
iRy
A
RFIR K K 52 D R AR P A ) R R FH I B P K K
T KA EIARAT T2 85 .
ELANEIT, B HRIBIRI
HESI .
TP R RRIR IR 35 % N G W1 N Y A= e
A NP3 %
6. JWIRM B4
N Ry, Pirdegmp o RN ANPEE.
DA ERRT WIEZ BRIV (I 797 FAN A28 8 (S 0 8
) s
285 XV Ak =y D BRI

INRERA PR 224, AREURE IR 1k 3k — 20 e B
DR B O Ak B 5235 J R B K
USRIV B AR Y, RS AR S R .

MR AL S SO TERRTTIE ¢ BB R ) IR AE IS 2 A A P A AL B

L P A FH i 4k B AR B ik AR AE A R A (e RS 2 s R R AR R
[ITPI
B bk AR AE RO, R U IF ik B — e WL I 2
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Losartan / Hydrochlorothiazide Formulation
&N &1 H 8 SDS % 5 RIABIT H 1 2023/09/26
5.2 2024/04/06 17059-00024 g H A 2014/09/30

Ap % SURERA=EY/R

Uo7 SRR ZRIE AT RIS T X MO R ORI AL, DA i 2
HEBCOI S T BT R AN it o J 75 2 1547 40 52 & T VG
A% SDS [R5 13 &for N5 15 &7 2a 1 s 5 o Uy s X 2K

UEESERSE
7. BELBE S
BIELE
PR It D ARSI MR A AR AT AR A
et e TP Tt WSS H M BRIk, B PRI .
ey F8 e  hT 3E X DOWRBCE R IE R, VSRR R UE KR TR .
K78 Y DR REN S Y D PRZARTI 2P A IR R A
AN EEF A e JR AR R
AERAIT A
ANEEAFIH o
AN .
Rl JE W8 B Ak o
BT TAR TR BV AR, 1408 R ol AR A 2 4x i
AT AL
RIFARGE .
REA A K7 A AR R B B SR (R
AN P DR s 2
28 B YA K
RIS 45 i 7 L e BT
AT i A EERE R OK B A
ANOBT IR IR SRR R AR R A S
oifla 3Rk il
&7
T A DRI AR IR A
FETBAE BTN B o
TRFF 1A
1% [ 5 R BRI AT
ES ] DB S TR HIPE SRR R A
SR AL
(ERrEa DO RESRMEL RIIRIE .
8. EfFEmAAMET
S 4 R R RO FRAE
oy e EID | BUERIRA | RIS BEVRIR | K

5 (CAS No.) | (BfbiEX) 3
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Losartan / Hydrochlorothiazide Formulation
&N &7 H 4 SDS %5 HIRIETT H #: 2023/09/26
5.2 2024/04/06 17059-00024 ¥4 H H1: 2014/09/30
YR 9004-34-6 PC-TWA 10 mg/m’ CN OFL
TWA 10 mg/m’ ACGIH
Losartan 124750-99-8 | TWA 100 pg/m3 (OEB S 0:0
2)
VERY 9005-25-8 TWA 10 mg/m? ACGIH
Hydrochlorothiazide 58-93-5 TWA 100 pg/m3 (OEB A HB 1
2)
TEEH DO EHTATR LR, ROKBR > SA YR i

JITA T REAZ I H MA% B & I BT AT, IF #2285 B e B
MVE (GMP) BB IRAE,  DAORI = T AR,

AR

W 2R 455 5 4 DOWREA R R R, B B R VAN o B iR I
HEFEFR R R e (E, A F I AR 4

pUR/iE Pt D ok Y

AR THI 5 47 s REGT A ER  2  IR B B H R .
R TAEREEEOE S I 2. R %, E S A
PR
R A v e B B Ay . AR, T R SR 2
i H AR A R R

JZ RN B AR B 3 D LAEARBSEEG AN o

F-Hyir

o P B EFEE

AR Do BRAE LT A R A e R B Ak A S, TR AR P Mt iR
BRI RGN L EIBE .
ERN, 2 KRN
GG TAEARANS 7 B AR Hb
WA BRIE S 5 5 vl EEE A .
BRPIEIEE, M TREEGHY. SERN A H
M AEMHRAR R AL RAE . Tk AL i, ZEyT s s
iz AT B ) .

9. H{bAFM:

AN IR oK

B DA

Lk ORER

SRBRME O EET R

pH {H L LEET R
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LA (CAANERE SDS %5 AT H #1: 2023/09/26
5.2 2024/04/06 17059-00024 BRI H 8 2014/09/30

K5 s/ I TR B
W i AR AR T R
AP AEH
BRIER AEH
SRV (48, ) %I Ak P B AT L R IR T BT RO N R R A RIR G
Gk CRAARD LB SR
BRNE L IR S5 ERR ToH A R
BENE TR 1 SRR THAE TR
AU A
R R
L/ AR TEHHE
I TR R
R

K TR VR
IE e/ 7K 7y e R K AEH
(ki TR VR
SIS B VR
R

BEFE AEH
R TeREEE
At WA 5 SRS AN 7 FEN AT
RLF
Hif THHE R
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Losartan / Hydrochlorothiazide Formulation

A
5.2

BT H 1
2024/04/06

SDS 45
17059-00024

HIRIETT H #: 2023/09/26
A4 H H: 2014/09/30

10. FemE A P

JFAVAES R I> RN NS -

FasE IEH T RE .

y[en 53 aA I AR PR B AT H & 4R R AT e TR OB KE MR A IR
Y/
CIESTE €= 8 1ilY 269 S aVAS

L T6E B 1) 2% A o KIERIKAE .
TG R 2R AR

AR AL

SR 53 =4 WA SR 1 o il =4 .

11. BE2ZER

b2 L/ UN
B A
TA
LI

SIS

TR R H

F= e

St O SR THME: 2, 201 mg/kg
ik b EITE

Hoy

GHER:

2 WA LD50 (KER): > 5,000 mg/kg

SRR LC50 (KER): > 5.8 mg/l
FRERIFIE): 4 /NI
MREREE: A b/ %

S B Rt LD50 (% %): > 2,000 mg/kg

Losartan:

aMg s LD50 (/IER): 1,257 — 1,590 mg/kg

LDLo (KXB): 200 mg/kg

LDLo (ZMER): 400 mg/kg
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Losartan / Hydrochlorothiazide Formulation

A BT H 1 SDS 4% 5 HIRIETT H #: 2023/09/26
5.2 2024/04/06 17059-00024 B 4gm ] H H: 2014/09/30
M

Sk N EE

LD50 (K E): > 5,000 mg/kg

SR R B LD50 (% %): > 2,000 mg/kg
Hydrochlorothiazide:
SEZ OB LD50 (KER): > 2, 750 mg/kg

B FRFEG ot/ Tk

RIEIAT 5 BT HEAT 2K

4H4y

Losartan:

il

a5

Hydrochlorothiazide:
s

a5

o 2 HR A R 4/ HR R
i ™ E AR AR .
24y

Losartan:

i)

4

R
Filt

4

LD50 (/INEL): > 2, 830 mg/kg

LD50 (CKER): 990 mg/kg
PERIRR: KA

LD50 (/Ni): 590 mg/kg
PeBRIRAE: FRAK AN

EH
1 B R

EH
TE B PR P

e
JE B

e
e Mg
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Losartan / Hydrochlorothiazide Formulation
A &7 H 4 SDS %5 HIIEIT H #: 2023/09/26
5.2 2024/04/06 17059-00024 eI gm ] H #H: 2014/09/30
Hydrochlorothiazide:
= R
gER D BRI HR I R
W B 57 ik i i
)54/ SuRsly
A 638 B R U Y
I S UES
RIFIA F ELTIHATHIHK.
Ha
Losartan:
MY DR N AREE
Hefig 1z D R
g D OBE
PEA D ATREEE e SRR s
g5 D PBHME
R
7Y S ¥ NSANARE )
Pefuig 1% D R
s DR
gk DOBAME
A FH A B IR
WRIFIA F ELTIHITHIHK.
45y
HFER:
A A I DR B D AR AL g (el B R AR RIS (AMES)
GEHL B
WAL A AN LB ) 20 i 22 ] 9 A8 X 63
SEHL B
A Ay 25 DR B D DAY WAL AL AN B A RS (IR N 4 st AR 0D
g /N
PR BN
gE R M
Losartan:
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Losartan / Hydrochlorothiazide Formulation

&N &1T H 3#H: SDS 4% 5 HIRIETT H #: 2023/09/26
5.2 2024/04/06 17059-00024 B 4gm ] H H: 2014/09/30
AR AP FE [R5 1 15w S R O N
gE R M

TR ST : A& AR FL S 2 i 3 R 2R A 3R 56
TR R G5: H E A PS40
ok ol B

PRI Bl e v 0 4,
ok ol B

ARZEAL: Yt iR my Ay
g5 5

1A PN TR 3 1 D IR YL R AR
g5 5

e
AR Hh I R B DR gHE [l AR RS (AMES)
e v

Hydrochlorothiazide:

AR AL DR B D DAY g e B R AR IS (AMES)
a5 B

b RFve R AR N
TR R G5 H E G 5S40
a5 1 Y

DNRSERY: Pk e o0 B (A 4 1
UNE RS b SR e e R SR )
g5 Bt

DAY AR Ah SET6
WA R G5 /) Rtk R 4
251 Btk

A A TR 1 DDA et ik AL
il v B B
YR HEE

ah 5 B

TR AR Py 6
g /N
AMRZRTL: B 58
2R
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Losartan / Hydrochlorothiazide Formulation
&N &7 H 4 SDS %5 HIIEIT H #: 2023/09/26
5.2 2024/04/06 17059-00024 ¥4 H H1: 2014/09/30

A FAA I E S AR M - TEAG DRI E AR CUA S A S AN M B AR R

Bk

WRIEHA F B LT IAT 93,

25y

HFHER:

& N

REFIRRE BA

% FE I [A] D T2

s DB

Losartan:

b g VAN

PR IR 2y u

B3Nt © 92 [

& © 200 mg/kg fRE

iR D B

g N

PFiRE L %0

SN (A 105

Piilk=s . 270 mg/kg fRH

gk DOBAME

Hydrochlorothiazide:

) DN, MEME

PEIRR 2w

L TR [A] . 24

4 DBt

)& DN, e

PFFIRT A ZYn

ey ANl . 24

g D BT

& DOORER, M

REIRT D &0

TR [A) D 24

g D B
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Losartan / Hydrochlorothiazide Formulation
&N &1 H 8 SDS % 5 RIABIT H 1 2023/09/26
5.2 2024/04/06 17059-00024 g H A 2014/09/30

i
AREXS R L& A o
A REXS BEFLIRTR KL 3 R

Hay:

HER:

SoF A R COMR TR e R R I
g KR
PR AN
ok ol B

xR LA B IR DMK A H /R A E
T KR
Qepie: A

ok ol B

Losartan:
o EHE A AR DM AR H R
P R,
PeRFIRBR &1
A F RE /7: LOAEL: 200 mg/kg 1A EE
gh L M AR E R
T WS B BRI

XTRR LR B R DMK R E
g H
PeFIRE 41
o BRAR— % #51: NOAEL: 10 mg/kg A
9% &2 NOAEL F1: 20 mg/kg A
g AE T RHA E A B R B BR ER A R A B 5
M., JCEURE .

MARRAL: K H

Tl KA

DA T G 2

K E B LOAEL: 10 mg/kg 1A
SRR MR ILEE. , EBRER .

AEFHAEE - VPG DORAESIYRE, AR R R I KR B H AR R
Tt 72 W AE IR L9 22 ) LA e

Hydrochlorothiazide:
PO YR A DMK R FHRES
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Losartan / Hydrochlorothiazide Formulation
&N &1 H 8 SDS % 5 RIABIT H 1 2023/09/26
5.2 2024/04/06 17059-00024 g H A 2014/09/30

Tl KRR, A
PFFIRA: DR (ELED

A H He /7 NOAEL: 4 mg/kg fAH
SER XA R

MK EH e

Fh e /N ER, A R
YeigiRie: DR (ML)

A H B /7 NOAEL: 100 mg/kg A
g5 XA F

XTHG LR B R DMK R E
g /N
REFIEG 21
9% E #EPE: NOAEL: 3, 000 mg/kg A
R CEURER .

MARRAL: K H

Tl KR

PRIRBR &1

9% & B NOAEL: 1, 000 mg/kg A
gER TEEUREA

RIS E RASE- — k&M
RIEHUA 5 BT T 03K,
FRGESE RASNE- REZM
K s E AT REIE 4

H5

Losartan:

gz CBA

A E Co, OIERS, B, §
PEA s KRR SR T RE P T AR .
Hydrochlorothiazide:

HEARE CE, RURER

PEA s KB B ke X4 B s A T
HEYRRN

45

gdHER:
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Losartan / Hydrochlorothiazide Formulation
&N &1 H 8 SDS % 5 RIABIT H 1 2023/09/26
5.2 2024/04/06 17059-00024 g H A 2014/09/30

FhE N

NOAEL >= 9,000 mg/kg
PR aA

i e I (1) 90 K

Losartan:

s N

LOAEL © 15 mg/kg

A3 2y u

EyeAingl| D309 K

B I daily

A IR, E, OIMERS, B
s R

NOAEL © 5 mg/kg

A 2y u

% i I ] 1A

SR DOUMMERE, Xt
s R

LOAEL © 25 mg/kg

VAT S 2y u]

% i I ] © 53

eI : daily

SR DOUMEERE, Xt
ER:

s N

NOAEL T >= 2,000 mg/kg
PR D R

T b 1N ] D28 K.

i © OECD W50 410
Hydrochlorothiazide:

s DOORER, M AEE
LOAEL © 10 mg/keg
PeRRIBR 2w

i I 1] D24

SLAS T S, RURSEIR
s D /INER, TR
NOAEL © 300 - 550 mg/kg
PREIBR 2y
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Losartan / Hydrochlorothiazide Formulation
&N &7 H 4 SDS %5 HIIEIT H #: 2023/09/26
5.2 2024/04/06 17059-00024 ¥4 H H1: 2014/09/30
e Al D2 4F
HiE D M EEIERRE
s N
© 50 — 200 mg/kg
PEIRG s
L3Nk 9 H
= D HRSEAR
M fEE
WRIEHA 5 B LT HAT 93,
25y
Losartan:
TN EEE 52
Hydrochlorothiazide:
TN EEE 52
NERBAR
25y
Losartan:
AR 5 2 ik DOREIR: MRS
TN COERRIE, OBk
Hydrochlorothiazide:
AR 22k DORER BRI
IEON DR Sk, S, DY, B, M, IRIME, O, AR
Zal, IRYE
12. &ES%ER
HEAFMH
Hoy:
HFHR:
xof S R : LC50 (Oryzias latipes (HZAFE#E)): > 100 mg/1
TR IA]: 48 /N
AR TR B s
Losartan:
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Losartan / Hydrochlorothiazide Formulation

&N &1 H 8 SDS % 5 RIVRAEAT H #: 2023/09/26
5.2 2024/04/06 17059-00024 W gmH) HH#A: 2014/09/30
Xof £ I B LC50 (Oncorhynchus mykiss (HLf#)): > 929 mg/1

AR ALK A TR MY

SRR 96 /N
J515: FDA 4. 11

EC50 (Daphnia magna (/K#%)): 331 mg/1

HaEEE FFENTIA]: 48 /NE
7792 OECD 3t 1) 202
Xt/ K A YR = NOEC (Microcystis aeruginosa (AHZEGHEEE:)): 949 mg/1

XA AR A TR MY

FEFENE: 10 R
J795: FDA 4. 01

NOEC (Selenastrum capricornutum (%%#2)): 143 mg/1
FREEI ] 10 R
J5i%: FDA 4. 01

NOEC (Pimephales promelas (PE3k#5f)): 10 mg/1
TN 32 K
751 OECD Ml 5 210

NOEC (Daphnia magna (/Ki#%)): 100 mg/1

mEEPE (12 EE ) FEFRI A 21 K
J5%: OECD Mt 50 211
Hydrochlorothiazide:
Xt 2P B LC50 (Pimephales promelas (JEkfi%fa)): > 500 mg/1

XA AR AT MY

1

FEA A R
A5

HYER:
Gety|io e

Losartan:

KR AR E

Hydrochlorothiazide:
KRR E P

BEWE: 96 /N

EC50 (Daphnia magna (/K#%)): > 500 mg/1
FEFEIFIA): 48 /N

SRR P AW B

KA < 10 %(5 K)

KA 46.2 %(96 /INET)
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Losartan / Hydrochlorothiazide Formulation
&N &7 H 4 SDS %5 HIRIETT H #: 2023/09/26
5.2 2024/04/06 17059-00024 eI gm ] H #H: 2014/09/30

EMERE S

Hoy:

Losartan:

1EFEE/ K43 Bt 2250 : log Pow: 1.2

TP RERHE

TCEHRE T k)

HAFFERFEEH

TCEHE T k)
13. BHLE

B

JR I DB R K HEN R KIE

¥ MR AL EE
15 Gt W) D DB AR AR IR V] IR S AL I BTG AR Bl AL E .
WITE FANESR s AR FH 72 T AL B

14. BHER

H bRt

Ff3Z (UNRTDG)

A B 5 © O ANEH

H A [ 32 44 A D OAEH

e D AEH

RESE R DORIE

2555531 DOANEH

PR D ANEH

XTI R

233% (IATA-DGR)

UN/ID %% 5 OREH

164 [ i i 44 D ANEH

Z5 Y N

RESE R D ORIE

255531 D ANEH

PR D ANEH

ALAE UL (Triz kL) D ANEH

AL (12 kL) © ANEH

¥31Z (IMDG—Code)

A [E g 5 © ANEH
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Losartan / Hydrochlorothiazide Formulation

&N &7 H 8 SDS %5 HIIEIT H #: 2023/09/26
5.2 2024/04/06 17059-00024 eI gm ] H #H: 2014/09/30

Tk ) 3 B 44 C ANEH

) D ORIE

R fE © ANEH

A5 . AEH

% D ANEH

EmS %5 D AEH

WS G2//) B

% (MARPOL73/78 A#1) BN 1T F1 IBC Fi N
AT LR AT

B i
GB 6944/12268
B E g5 ANigE
i SN ER P TR DOREH
K5 L NEH
TREL S G 1 CORNE
255597 DRI
P2 DOANEH
WVES Y G2/4) DB
FRERBHYE e it
ANidE
15. ¥HfER
BEREAR
BRI B ¥R
5t AL S A&
5 AR 2 S 2 2R R E % N
KITRP -
LEP2 BT o AN B T 2218 fE Ak 2
FEREAETHZZFRFIZER:
AICS DORME
DSL DORME
IECSC AN E
16. HfbfER
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Losartan / Hydrochlorothiazide Formulation
&N BT H 1 SDS %5 HIRIETT H #: 2023/09/26
5.2 2024/04/06 17059-00024 ¥4 H H1: 2014/09/30

&7 H 3 ©2024/04/06

HibEE

e RPN D OAEBEORSE, BERUE TR R SDS. OECD eChem [/ W3k 4

REER, DLRRONL2E M E R, http://echa. europa. eu/

H A% 2K . %£/A/H

BB FRAES

ACGIH D REBUF T DA ZEFR 2 (ACGTH) Z BIFR{E  (TLV)
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