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LEME - BEYMDORXI D IRAY

[0%)

t=4 CAS BS 28= (% w/w BRAREHE

B
RrkAZ4 L 8009-03-8 >=50-<60 -
Cyclosporine 59865-13-3 >=0.1-<0.3 -
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FHAZE L EIRTEHWNMESIE, thABBREICERT 5.

HLAHDERVHEDHERY @ FEELGRIM TRIRESE S,
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73) B | FBEE
Petrolatum 8009-03-8 OEL-M(= X |3 mg/m’ BAREXFHE
) ¥R (FRE
E)

HEESR: BAAYE, TF 18] FE MIHLTESAELD
LT EOMETHS. COHICHESNIMERT, EFH

EHEDTREINH S,
TWA (R AR 5 mg/m’ ACGIH
)
Cyclosporine 59865-13-3 TWA 10 pg/m3 (OEB 3) | NER
HEEYHIBE | 100 pg/100 cm? RER

Gl TS

fRER
MR RRER

T4NE—247F
FOKRER
e

e
RORER

RERUVREDRER

STEEZEETHICIIBEUNLGEIOC=_T7TIYIEBELY
HERMEFERALET . BEENELGWVY A v 0 RMER
i) -

i, REEBSUVREZRET LD, 210027
TEBIIREREHILYERES A, WP ESICHRVERES L
EHELHYET,
BETOINHS L VEETELVIY 7ADEEYORE*
<S5 AT, BAEVOBREICEYGINFRMALELLRYE
3 fl. A—TF T4 RHEITINA R)
F—Tonv k) T%5MELET,

B BAPFREENFATELG MG, FEIEX < HETE
THENA RS54 D OBEENDE L BATRSAIBEE, F
RRERBEZEZFERALEL LS,
WHFREAEREASHAOES 1T

i3 Mt F 2%

FRAEAZBETCERTAIEERFLELLS,

YA Fo—I)L T ERERFEL LLEFT—YILEFRT S,
FEREL LIFEEFRICROZIVRE, S X, T 70Y
W ERRET BI5EF., BRIV ILEFRT S,
MLA, SR, 3LLIEI7OVILICENEESLSND
AREENHBIEEIE. 7T —XV—IL L LLIEZFDIFELD
L7 z—REOTOTIavEFRALELLS,
A=-T74—LB LEEBREAI—+EFALEL LS,
MEENAZBELAEVLSIZ, BEIADIZIRVICEDIE, &
FEOA— A rZEMLTERALELLS (Bl. RY—T
Lyy, 70>, RFR, FOMETR—YRE) ,
FRINF-AREM D HIKIRZER CIEEILEY L AETIT-
TLEEEL,
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IRFEEE D OBREMEL
L4 OAREGITEBIEEYME L L TIEREINEL,
PLF4ETE
FFHAX D JEERY

10. REHRURIGHE

R D ORISR E LTESES AL,
LR E M DOBEORETERE,
fEbRA E RIS T REE DORUVEBLERIERIET A ENH D,
BT HNEEH MR,
EMERYE D OERIEH
ERAE R RERY D EREBGABERYIIH o TR,
1. HEHRER
ARMEDOHLREZBOFER © B’A
R & R
23304

RBIZA-E=BE

S
FIFATTREGERICEDCRY HEETEALY,
D%
RbrAZE L
SEst D) : LD50 (T k):> 5,000 mg/kg
7% OECD ERER A A K54 > 401
%5 BT 2MENMHTON-T—FIZE DL
AtEEN (BR) © LD50 (5w R):> 2,000 mg/ke

7% OECD EBRA A FZ 1 > 402

TERAAV M COYEFLRFEEYEIZMEORBEESEILE
LY,
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Cyclosporine:
2MENE @0 : LD50 (v k): 1,480 mg/kg

LD50 (% 9 R): 2, 329 mg/ke

2EE (&RA) D ®E T—24AL
2ET BR) D ®E T—24AL
AMEE (ZOthORERE) : LD50 (%o R): 107 mg/ke

REZR: 5k

LD50 (T k): 25. 8 mg/kg
B 52K 53RN

BREREEYE./FHE

FIATTRERIERICE DR Y DETEAHLL,

D%l

RhOS43 L

2 D oYX

Hik : OECD :RE&H A K54 > 404

R D RIBRIEAL

w& D BT AamEMS B LONT—2IZE DL

Cyclosporine:
wE . T—A%L
REZRBTHELH D,

RIzxd 5 ERGREGEERRIBE
FIARTRELERICEDSCRY DETER,

B

RrkO54 4

2 L =

R D BRAOREL L

ik : OECD :E&H A K54 > 405

-3 D BT amEMrSBTLONT—2IZE DL

Cyclosporine:
BE . T—AR%EL
BERBTH_ELADHB.
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FEOR 28 BAETE I R 18 e

RERES

M ATRELIERICEDOCRYSETERLY,

PR 25 R E 1%

FIATRERIERICE DR Y DETERLL,

%

RrOS3 L

HEgH2 4 T . BEa—5—&%

REDOIRE D RIEiEA

& D OEJLEY R

R D et

£ D FLlTAamEMSBLoNT—2IZE DL

Cyclosporine:

HE D BB ATEBEENRZRILZEND D,
AhEHRERRYE
FIFATRE A IERICE DR Y D ETEAL,
B4
RrAOF45 L
invitro TOEESMHE . HRERA A T in vitro 2EBAEEESE
R fEt
BE: EUT3PELILBONET—R2IZEDL
in vivo TOEEEM D HERA 4 T EELSWARMmMBR/LERER (in vivo MlaEER
ER)
B v9R

1’5 BRERIEST

7% OECD HERAA K54 > 474

BER e

BE: BT SMEI /LT —FITE DL

Cyclosporine:
invitro TOEEEMSE D HEBRAA T MEYMERAVSEREREERER (AVES)
R =

HEEAZ A T in vitro HEEYMHREGCTFERESR
FAMRTL: FrA4 Z—ANLRE—Hika
R fatt
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in vivo TOEEEM

RNAM
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%
N
72

BEZ2%

RgR 25 e ]
R

Cyclosporine:

2
52K
iR 5 B
LOAEL
R
ERIE AR

i

B 5 RERg
iR & B
LOAEL
ER
ERIE AR

1
R
RS

HERS A T kR B SRS ER
R B

HERA A T B
B vHR

BERK &0

R fE

HEg4 4 T 2BAEE

B FryA ——ANLRE—
AR Ba

R e

HEa4 4 T 2EmAEE
B v9X
R 2

Zv bk
MAHIAATEEHE
2 F

(=45

TR

#0o

78 B

dmg/kg AE
(=13

Y AR AT

Jv bk

#0O

2 &

0.5mg/kg AE
(kS

ERAY

Ek

ENADE TN,
RER, KE

10/19



RET—H—F EIMSD A

Cyclosporine Formulation

&S HETA: BEES BIEIRETH: 2024/07/06
71 2024/09/28 608884-00024 #E4ERLA: 2016/04/08
-3 D BRIEISEEHBS LU ESELT,
ENAE-TERAAD K L EBNADEEN,
HEhEENY
FIATTREIERICE DR Y RETEHLY,
D%
RrkAS54 L4A:
RIS B2 D R T AEBE/REEBER )V JRER
B Sy bk
BERE: SRAPAATEBE
R 2
BE AT A2YEIBON-T—FIZE DL
BROKE~DEE D HEBAYA T ZENELURRERREE
E: Sy bk
BE 2 RS ER
R e

BE: BUT IMEI /LT —FITE DL

Cyclosporine:
FIRICK T 528 D HEBA 4 T —HREEEERER
oy bk
BE5ER: &0
—ieE  F—14: LOAEL: 15 mg/kg AE
R ZREICEEEL, , £HEEANDEE,

HERR A T ETES
Bovyhk AR

BERK KT

S 5B LOAEL: 10 mg/kg AE
ER SRERR

RROEE~DEE D BB T ZRNELUVBERE
B oy b
BE&K 0
F4EME: LOAEL: 30 mg/keg AE
R EEHEFRADEETLGEEZIBARSHEENTMESIC
DHHBELTz, , BLLI-BRORKE, , BERT, , &
o, EFIUR.

HBRYA T 2RSS UBRERE
FE: oYX
FAEEM: LOAEL: 100 mg/kg {(AE
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HR: SR EFRAODFAELGCREIBHESEENTVEAIC

FERMBHRSE (EEEE)

DHHAL=, , BOLEBROGKE,  BRERET., , B

o . HEFTPR

HEA A T RE

& oyx

BEEZK KT

S FEME: LOAEL: 10 mg/kg AE
ZERNE RS B

R NIESFR.

HExA A T RE

oy bk

RS2 BEARA

FHEFEME: LOAEL: 12 mg/kg (AE
ZRfES O

R NESFR.

FIARTRELERICEDSCRY DETER,

FERMBSBESTE (REFXCHE)

FIARTRELERICEDSCRY DETER,

B4

Cyclosporine:

EZErfE 2 BhE, BriEg RER
TEAAU R RHiIch-54. XIIREIELB|ICKLBEFOESE,
RERESMN

D%l

RrkO54 4

2 Jv bk

NOAEL 5,000 mg/kg
BE52% RAIAATEIGE
YA 2 F
Cyclosporine:

i Sk

NOAEL 14 mg/kg

LOAEL 45 mg/kg

BRERR #0

A% 55 o 90 Days
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Er g . B R fER

JiE K R E

i 1%

NOAEL : 20 mg/kg

LOAEL ;60 mg/kg

BE5#2% 0O

A% 55 B 90 Days

Er gz D RER

fiEAK . BT e FERER BEESR

i PN

LOAEL ;15 mg/kg

BRERR |

A - 12 »R

Er g D REXR

E K . mBREEE, BigESR, KREEER, RkTE

BAAESH

FIATRERIERICE DR Y RETEHLY,

AMEITHT 5 REEAHER

%

Cyclosporine:

A #5: FRKBICRIBERT CENH D,
R g BE REZRHTEEAH D,

RICA-+-B&

RAAATZGE

fER: IR~DRIZ, BRE

fER: Bk R, R, smE mE~0xE 8

2R

12.

LL50 (Pimephales promelas (77w kAw K2/ 7)) > 100

mg/ |

RREEEERE: 96 h

WERYIE: KEE S

A% OECD RE&H A K54 > 203
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SOVAFOKEBREHRBY ¢

X9 &M

BEIKEEDICHT DEME

SUOVIAFOKEESHDY ¢

®E: BT SPEMTONT—RITESL

EC50 (Daphnia magna (474 X< >3)):> 10,000 mg/|
RREERFMAE: 48 h

BERME: KHEE S

FE: BT 2MEIL/ONFT—FIZEDL

NOEL #EEZZEE (2) (Pseudokirchneriella subcapitata
(#%%)): >= 100 mg/|

BRERFR: 72 h

BWERYE: KiEE S

7% OECD ERB&RA A K54 > 201

%5 BT sMEMHTON-T—FITE DL

IKRESZEREE (Daphnia magna (74 32> 3)):10 mg/l

139 H&E M (BHESH) RREEEER: 21 d
HERME: KMEE S
BE AT A2YEIBON-T—FIZE DL
R - HEYE
%
RbAS3 L
EofEM R Zo@ETIEEEL,
£ 31 Y%
RREEEERE: 28 d
7% OECD RE&AHA FS5 4 > 301F
BZE: EUTA3PELILBONET—RIZE DL
SHhEEY
F—24L
TEDRDOBEIHE
F—H274L
AV URB~ADEEN
Y
thoEEEE
F—274L
13. BELDEE
BREHE
BRREEY A BAREORFIZENMRYT S,
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BREYMETKABH L TIEGE S0,

BRBEHRVAE D EOBRBE. YA VLFEEEFREDCOHIZ, BAEERITT-
REMLEREICRTT S
BICHEENENMES., REAGRELTERET S,

14, BXLDIEE

E3]552t )

fes_E #43% (UNRTDG)

EEES L JEERE
EE#% 4 (Proper shipping : JEE%Y
name)

[E#E 548 (Class) o JERY
BIRfEMRH (Subsidiary risk)  :  JEEZY
AEE MR (Packing group) . JEEY
Z A~ )L (Labels) o JEERY
REREH . JESKY

finZe#ix (1ATA-DGR)
UN/ID &S (UN/ID number) : 3EE%HY
EE#% 4% (Proper shipping : JE3%Y

name)

EE 54 (Class) D FERRE
BB (Subsidiary risk)  :  3EEZH
B 255 M, (Packing group) DR
Z ~JL (Labels) |
WMatER (BYH) (Pack- @ 3FEkH
ing instruction (cargo air-

craft))

MatER (REH) (Pack- : LN
ing instruction (passenger

aircraft))

& E#g11% (IMDG—Code)

EEES D 3EERH
EE#%4 (Proper shipping : 3E3%HY
name)

EE 5 %8 (Class) © O JEBY
Bl RERE D 3EEZH
BHRER D OEERH
292 D OJEERZH
EmS a—F o JEERY

BEEREME RS - FEH) 0 FEH
MARPOL 73/78 MiRE I] XU IBC a— FICk A X oBWAMEShHBAME (B - E&Y)
G S IRBORRICIFTIEZH,
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1.1

AR

EOREDERG L. HE 15 E25RT 5,
R DR EXE

JEERY

15.

BRER

BEER

HREE

fElRY. EERBYICERS LG,
L&E

BELCEYME. BEREFHE. BRFMIEEMEICKILEL,

FEREEEE

REENRLESIDIEED

JEE& S

BEDHFAIZZITHEREREY

JEEZH

REEEN LEHARME

JEEZH

ZRREDOBH oh -t FYE (BIFLFHE)
JEERY

ZRFREORBH oh -t FYE (FHREBEHEFHE)
JEERH

BREZBENTREBRVREVEEY

EE ST &N 2 FEITHARE 9

[#==E1 SEE (%)

&%

RFO545 L »=50 - <60

2026 £ 4 A 1 BLARR

BMFERTIRERRVRVEEY

EE ST & FBITRE 185%)

%%

5%

NTAZ5 L

2026 £ 4 A 1 BLARR

REFRELEVE FTEEHOREBEEFOERARBEVE GBHRESFERRE 594 £02)

JEE%H

NARMEME (FEBREEHERAE ST D 2)
JEER Y
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RELCFVEREFRHRA
JEERH

sehEFRRA

A

7 ILFIILahEFRRA
JEELY

ARBFIPEFHRA

JEELL
FERLWBEEEITS - WRE— (EEY)
JEELL

SR VRIS E

JEELL

LM EEHIDEERREER
I

BEEHRARRE

I

VE 108 35S

JEELY

iR %
fEEmE L THRElShTULVRD
122 %
fEEmE L THRElShTULVRD
BEERERVELKEOHILICET 5k

(X5 EAHEE : FEREME(Y )

ERREE RS D OBEREMEICIEZY LA
FR3E R Ul ¥ PR SR I

FREMBAERA (G - 8AZA)

Y

BEMERBHERE Gl - @A)

JEZY

BEEVMONEBR VERICET 5

EXREY
COHBOFESIZODVWTEEAS ARV M) —~DEREHIHER :
AICS . AE
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DSL R N
IECSC DAE
16. TN 1EH

ASS [CEVNWTHBRERLEZDBHNMRYEDRENMERTDERIL. EXHETHIEEE
BHET

5| sk . BHE#MT—42. EME DS ITH I F—4 . O0ECD eChem
R—FILE X UMW ER http://echa. europa. eu/ D&

B Z7+—<wv b . #/B/H

ZFDHDIREEND £

ACGIH . KE, ACGIHRFAREEME (TLV)

BAEE(FERS (FEFE | BDAEEFAEYS HEREEZ0HE -1 tEVEOHBTEE

)

ACGIH / TWA o 8 EFM]. EFRIMNET

BAEEXFGERS (FFE | HBREE

E) /OEL-M
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