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Posaconazole Suspension Formulation
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KERBEEEN B8 (2 X5 2
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%)
GHS SARIIESHE
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Posaconazole Suspension Formulation

&= WETA: BEES: AiIERET B: 2024/07/06
11.1 2024/09/28 28767-00025 MEERB: 2014/11/06
EoETN BT B BRE R S8R £ER.
HA1T REAMMGRIEZSEIC K > TKREEMIZE .
FEREE

RENE:

P201 EFARETICEIRERBAZEZAFTH &,

P202 £ THREFEFHRHERTIETMYHEHENI &,
P260 = R b ZERZEZWALLGINT &,

P23 IREBE~ADBREZE(TH &,

P280 REF R REK RERE REmMEFHAT L&,
ICERBE:

P308 + P13 IEK BRIFIEK BN BFEEL HSHEHE : EEIDZE
SRYETERITDHIL,

P31 RHMZEREIRT 5 &,

RE:

P405 g L TRET S &,

BRE:

P501 A, BRERBIN-UNEERICEET DL,

GHS IR L WMDEREEE

HMEGZL,

3. MRRURSER

LEME - BEYMDORXI BEY
0% )
t=4 CAS B = S8= (b w/w) BERAREHE
B
Posaconazole 171228-49-2 >=3-<10
ZBiEFa Y 13463-67-7 >=0.1-<1 1-558, 5-5225
4, ERBE

—fiREIT KN R

WA LGS

REIZfHE LEE

EMDHEE®. [SNT BN EERELICEENDZEE
215,

ERAREICIBE. FRERMAHLERIL. EMMDIERE
215,

RWAATZIGE ., HIBEEIDBER~ABET 5.
ERLEZEZITS,

EMLEGE,. BELICKREZRAITAEZEDKTREVNRY.
BERLERBREIUVHZER S,

ERLEZZTS,
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RS WETH:
11.1 2024/09/28

BBEERE:
28767-00025

AiIERET B: 2024/07/06
#MEERLA: 2014/11/06

IRICA-T=-H&

RARAATEGE

AMERRVEBREERDOK

LERGHIRER

LEHEZY 2EDRE

EEICx T AR EE ¢

BERADAIIZKBRERES .

HEBFERT HRICERISHKD.
FHEEE LT, KTRZ®REFT 5.

RN DY MG T 2BEICITEREETEIRERTS,
RARAATZGE . BEICHMEZL,

ERLEZZ(T5,

KTeOzk<TT

TH

gt

HEX

GEEES

Mgt At

BRADEBEZEOEZTNLDEEL,
RELTHSVERBICHOEYRAFAALEEE, BHRICES
DHLEIEENLH S,
HaMBERFBLDREITEEZLL, HEESA TSR
EREZERATSHE. BREOFRENHDHESE. HESD
BYGEAAREEZSREOC L (ERA825H) ,
XEREBSURMEREERITAH &,

5. KKFDIEE

W75 H KA

2> TIXR B ELVH KA
BHREORKRASE
HERBRIEY)

KIEEE

fit 7 JLa—)LiasH Kl

ZEgbR3*E (C02)

3 2K H A E

MRLTL,
REERY~DBREBIIBEICEEZRIITHELH D,

mERERIEY

BEDHENAE WZORR & BFIREICIE C TEYGERNFRZANS,
KAHDOBRERANT H=DIZKEEET S,
ZETHNERBIEI T HERKEEA BT .
R o RBSEDZ &,

HRZETSBDRE KKBFIZIE, BIXMTRHBEERT 5.
REEZERT .

6. IRHFFDEE
AMEIZHT HEEFE. RE @ REREZERT .
BRURIHEE REGWMYFZLNDOT FNARX BB T 258R) . BEARE

BnREEICEN (FE8E23H) .
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RS WETH: BEES: AiIERET B: 2024/07/06
11.1 2024/09/28 28767-00025 MEERB: 2014/11/06
REICHYT HFEER RE~OBHZEEITLH &

HLAHOERVHEDFERD

22

REFHEALTHL, INPIEFENELEDHS,
LEHICLEDIDEHC G LRADERIEIAAIINYTHE
I2&3),

FRIN-REKEREL, 09T 5,
FHMNELCEIRTELZWGAK, hABBKIERT S,

FEMEGRIA TRINS E 5,

SEBICZENTIGE. BREEESFOHEYLH LAHFE
ZELT, GADRBWVWESITTH &, MHRREICHERLEE
MERVTTRVWEFSZENTERHEICIE, BURLY
B EULGERRNRET 5.

mEYE T EYGRRINFITRET S &,

AEMZERE. BETDIRICE, FMABRABRESIVEDOR
At TEBEY S &, TDOHRBICERSAEYEIZON
THLRKTHS. EORUNABEREINLINZHEET 2LEDN
Hdo

AKSDSDIEB 13H LU 15 ITHWT, HABBKRE L UVED
ERHEORZEDY .

1. BBEVWRURELDER

Rk

530 0bo S
BFTHER, £
ZERFIEFER

Ffim ] 8
BAEXE

XL BHLERVREREDEDREIRESE,
BULTBMRKREEDTTOMERT %,

SR ERERALLGLN &,

RARAELELN,

AR&E DEfALERET S,
BRE~AODRPDE-IIREEMEETS,

kW RIIEREZ L CES 2 &,
BISRERAEORKRICE DS, EXEHORAESLUREHD
EITHREICEVVRYIES Z &

CHOHEREFERTHEEIZ, RBEXITEEEZLGEWNI &,
RNOEREVZHLEL. RE~ANOBREZR/MRICTSL5F
B9 5%,

3| &1

BEOFERFICIEEMEADIX EOREELHLHEIL.
EEBOELIZTA ISV VI VATLAELUREZV Y
D—%ZH/EBE LTS,
FERAPEIHRERVEEEZZILT S,
BREINF-KRITBERT HAICEKET LS L,
27T 4 DHEMEARL—aVICEk, TP =Fa
vho—)L, EUGEAGERE. BULKRLESKUVF
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RS WETA: BEES: AiIERET B: 2024/07/06
11.1 2024/09/28 28767-00025 #MEERLA: 2014/11/06

2BREFIE. EXGEER,. EFERSEERFNOEROL
Ex—228CRENHYETS,

®RE

RETRESEH D BEYIRSRILODNERBICANTE S,
L TRET S &,
ZEDHREICH->TRET S,

BfEIEYE O ROBEFEHE VSO L LITEELAL
SEER LA

RETBHRAEME D OEIBUOHE MRAL,

8. F<EMLRUVRHEEE

ERREICE T IRAMNRBERR/HFERE

5% CAS &= BE (REF | EEREE/RER | HH
fE) B | EREE
Posaconazole 171228-49-2 | TWA 300 pg/m3 (OEB RIER
2)
Titanium dioxide 13463-67-7 OEL-M (| A | 1.5 mg/m* AARERFLE
T EE) (F2) 22 B8R
)

HEESR: RAAYE, [F 2Bl ITHBSNLIMERE, FERN
B+ TRVHIE, 3405, REHREN S OIHLLRER
THY, BYERN DN+ THEL. T, EFHAEL
B DEHLI A WA, BIYERERA L DFA+HTHS.

OEL-M (4% [ 2 mg/m’ AAELE4E
EE) (FE2) ¥ (AR
)

HEEwR AAYE, TF 2Bl ITHBINLIMER, ERN
HBEH+STRVHIE, Th0bhs, EEHREN SO RER
THY, BYEERL DA+ THEL. F(F, EFHEL
B DEHLFZE WA, BIYEERA L DA+ ITHS.

B2 ESk D RPEEZEETAICREYNAEIVOCZTYVIEERLY
AERMEFERALET W, EENBLEWNY A VY BHER
1) o
e, REESSIUVRBEZRET LD, 2027
STEBIRBHRIFICEIYVERSN, (WPESICHVERSL

SPLENHYET,
RBRETOAANL— 3 vTHNIEEFRGHFFZLEE L
FE A

iR

MR FRRER D BYERAPREENFATELMES, FEIEX < EEE
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MBS ETA: BEEE AIEIZRETH: 2024/07/06
1.1 2024,/09/28 28767-00025 #EVERLE: 2014/11/06
THEHA FS5A4 Vo OERANDIEL BATRSIN-BAF,
RREREFFERALELL S,
T4NWE—84F MAFREEHRSADESEZI1 T
FOHRER
ME it R F R
IRORER Y4 Fo—IL R EREREL L XTI I EFRT S,
FEREEL LIEERICTEDELMREE, S X+, T70Y
W ELRRLET BHIGAF. BRIV ILEFRT 5,
MLA. SR, HLKEI7RYVILICENEESLSSINS
ATREMEMNHBIEEIE. 7T —RXV—IL KL LLIEFDIEFLD
L7 z—REOTIOTFU L3 VvEFRALELES,
RERVEADRER A=74—LH LLIEEBREAI—FEBERALELL S,

9. PEMRTLENER

MK RE BaR
& HE
R T2
RO LEVEDE T—REL
il e R e T—2%L
BRI E R R W& T—ARIGL
ATeAtE (BlfR. iK) el
ATAE G&RIK) T—AR1IGL
BETRARVERLRR ATARA
BREGFHEDOLR/AMRER @ 742740
E
BREFDOTR/AIATR © 7—4274L
B
51K = T—5%L
nERE T—RIL
pH 4.2 - 4.8
AREE T—57%L
BRARENEE T—2IL
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RES HETH: BEES: RIEIZRETA: 2024/07/06
111 2024/09/28 28767-00025 #IEYERLR: 2014/11/06
$EE
BIREE (EhRLIER) F—Aa%L
RRE
Kzt GRS
n-A%9 %7 —I)L/ KSERE %Y
(log {i#)
ERT F—421L
BERV/ XITHENZE
HE F—21L
BE 1 g/om’
HxtH REE F—4a%L
BRI BRMEGZL
L4 AEGTEEEEME L LTEOEINLGL,
DFE T—EL
FF
MFHARX Y
10. REMRURGHE
RIGTH RIGCHEKR E L TIIREINALY,
LR EN BEORETIIRE,
ERAEERGATEEMS BOBIERIERBTE2ENRH D,
HTHREEY MELTL,
BfREIRYE [ 2[4
BRAEL D HRERY RRAELSMBERYIIHMONA TG,
11. FEMIEHR
RN H L RERBOFER © B|A
RIS
£
IRICA-=8BE
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RES ;ETA: BEES: RIEIZRET A: 2024/07/06
1.1 2024/09/28 28767-00025 #EERLB: 2014/11/06
SMsEt
FIRAREIBRICE DR Y DETELLLY,
%
Posaconazole:
A2EEE @&0) : LD50 (v k):> 5,000 mg/kg

LD50 (%9 R): > 3,000 mg/kg

alEYE BE) : LD50 (v k):> 2,000 mg/kg
ZBeFA2

A2EEE #@&0) : LD50 (v k):> 5,000 mg/kg
2EE (RA) : LC50 (5w k):> 6.82 mg/l

RRERMER: 4 h
HERIRE MLA/S X+
FTEAAD N COYEF-ITEESYITAEDORASEILE

Ly,
REREMERBHE
FIATTRESIERICE DR Y RFETERELY,
%
Posaconazole:
(] R
R D EEBRIEAZL
“BEFa
& L oYX
HR D RIBRIEAL

RIZxd 5 ERTREGEERRIBE
FIARTRELERICEOCRY DEETER,

B

Posaconazole:

2 D oYX

R . BEORRIHK
—BiEFE

2 D oYX
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RES ;ETA: BEES: RIEIZRET A: 2024/07/06
1.1 2024/09/28 28767-00025 #EERLB: 2014/11/06
#HR . BRBAORIEAL
PEOR 35 REE 1 XIS R S e
R e
FATRELIERICEDOCRYSETERLY,
PR 25 R E 1%
FATRELIERICEDOCRYSETERLY,
By
Posaconazole:
HExa 4 T :  Magnusson-K| igman-Test
REOIRK D RIEiEA
i . EILEY R
R D e
“EBieFa
e A T D BETY) /NEEREERER (LLNA)
REOIRE D RIS
i D WXIR
WwR DB
AEHRERRMY
FIFARTRE A IEMICE DR Y DETEAL,
By
Posaconazole:
in vitro TOEEE% D HREBAA T MEMER WS EREALTESER (AMES)
R =
RERA A T REBHERE
R 2
in vivo TOEGEMN D HERA A T IMREER
E:T9R
MR B8
BREZK: F2IRA
R 2
—BEFE
in vitro TOEEEMH D BB T MEMERA NS EIRERE EHER (AMES)
R 2
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RS WETA: BEES: AiIERET B: 2024/07/06
11.1 2024/09/28 28767-00025 #MEERLA: 2014/11/06

in vivo TOEEEM

M A

SRER A A 7 in vivo IMNEERER
B.v9R
R e

FIRATREGERICEDRYDETERL,

H5:

Posaconazole:

1

R 5 AR
gk 25 BF
HR
]

2

B 5 ER%
iR 5 B
R
&=

—BEFE
i

RERZR

i B5 B

Bk

R

£

BOAME-TERAAVH

AEEN
BREADEBEZEDETNDEL,

HS:

Posaconazole:
EIRICx 3 B2

AN

#0 (g5)

2 &

&1

YEFAEOT— FIZAME & &R,

TR

#0O

2 &

[E 1k

EFAHEOCTE— FIXAM & EREE,

Zvk

A # LA/ R M/IE)

2 F

OECD RE& A A K54 > 453

514

ERMFIEE FTIEEENGNEEZ BN D,

BYERRICEVTRAIZE DESAEDRERGEIAH S

HERA 4 T e / DHERE
oy k4R

— s 8 NOAEL: 180 mg/kg {AE
fEIR: TN DEEIL AL

R e

HER4 4 T 2HEeD / VHERE
oy bk AR
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RS WETA: BEES: AiIERET B: 2024/07/06
11.1 2024/09/28 28767-00025 #MEERLA: 2014/11/06

—fiks&EM  #: NOAEL: 45 mg/kg AE
FER: TR~ DREEILE LY

ER 2
BROEBE~DEE D BB T ZRMNELUVBERE
.Sy bk AR

BREZK &0
FAE=M: LOAEL: 29 mg/kg AE
R BREREM, . FELIBDHLNT,

HERA A T ZREMNB L UVBRERE
.U X, AR
FA =M LOAEL: 40 mg/kg AE

R MRS,

HEEE-TEAAD R D EYERICKDERBICEZENHSEN—EIAEINT
W3,

FERMBSBSTE (BEEIXCE)
FIATRGERICEDRYSETERL,
FERMBSRSTE (REICR)

R#IzH=5. RIFREEFCE EQ) ITLBEOEEDS TN RIT, B BRE AE
mRER, HEIER) .

%

Posaconazole:

REOIRE D BRAIAATEGE

EZErfE 2 C BT, BEE B R AiER #RR
TEAAD R D REIZHh=5. RIIREFCEBICKIEFDES,
RER5 %Y

%

Posaconazole:

L] DI w bk, AR

LOAEL . 5 mg/ke

BE52% C#0

YA =

Er s BB, Bh, ODRE BFEE BEEE, B DR
2 PN

LOAEL : 3 mg/kg

BE5Z% C 0

AR & B 392 Days
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Posaconazole Suspension Formulation

RES ;ETA: BEES: RIEIZRET A: 2024/07/06
11.1 2024/09/28 28767-00025 #EERLB: 2014/11/06

Er g c Bh, BREE. BN, /DN BT, BEE U /i

i D HIL

LOAEL : 15 mg/kg

BEZK L #B0O

iR E=BERE 1 #7H

ERiE RS D B BT, Ui\, Mm%

& N

LOAEL . 3 mg/kg

BE5ZK% |

YA . 56 &

Er 2 D BIE, B BRE #ER BE BRI =4, Ui/ s

2 YL

LOAEL ;180 mg/kg

BE5#2% 0O

i 22 B R 12 # A

EZErfE 2 C Mm%, HIEE, IR

i YL

LOAEL ;8 mg/kg

BE5Z% D ERERIA

A 1 #A8

Er gz DEBOLER, fh AT mE

—B{EF4E

& A

NOAEL . 24,000 mg/kg

BE52% D BRAIAATEGE

YA . 28 Days

i D Zvhk

NOAEL ;10 mg/m®

BE5Z% D RAMLCA/S R FIE

A 2 F

RAABEN

FIFAETRE A IERICE DK R Y B ETEAL,

AEIZH T 2 REBRER

B

Posaconazole:

RAAATEIGE COfEIR: B, BB, MER, EM, HEH OFEAOEE, D,
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RES ETH: BEEE AIEIZRETH: 2024/07/06
1.1 2024/09/28 28767-00025 #EERLB: 2014/11/06
BE, TH, ShE FhEkEDiE SHRERSE
12. REXERR
4 REEM
B4
Posaconazole:
y: &2 LC50 (Oncorhynchus mykiss (=< X)):> 0.95 mg/|
RRERFME: 96 h
7% OECD :RERH A K54 > 203
BE AREERREICHITS2E5HEL
SOVAEOKEEERHEY © EC50 (Daphnia magna (4 3 >3)):0.276 mg/|
129 5&F M RREERR: 48 h

B KEEYICHT HEN

7% OECD HERA A F5 4 > 202

EC50 (Pseudokirchneriella subcapitata (#k)):> 0.509
mg/|

RN 72 h

7% OECD ERERA A K54 > 201

RKRESLEERE (Pseudokirchneriel la subcapitata (#&%)):
0. 041 mg/|

R 72 h

7% OECD :REEH A K54 > 201

-7 48— (KERBEE 1
% 2H (2% )
AEM (BEEN) EAEZERE Pimephales promelas (77w bAy K3/
r7)): 0. 206 mg/|
RREERFR: 33 d
7% OECD ERER A4 K54 > 210
SOVAFOKEEEHRBY  RKXKEFZERE Daphnia magna (4 322 23)):0.244 mg/|
[Zxi9 &M (BHESH) BRERE: 21 d

M-279048— (KERKEEE
tt RE (1811 )
MEMIHT HEM

7% OECD HERA A K54 > 211
5 FRERFEICS THEEMEL

1

EC50 (R&AMAEY): > 1,000 mg/|
BREERR: 3 h

HER S A T IR

7#i%: OECD HE&RH A K54 > 209
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Posaconazole Suspension Formulation

IRES WETA: BRES AIEIZRET A: 2024/07/06

1.1 2024/09/28 28767-00025 #EERB: 2014/11/06
“BieFa
y: 2 : LG50 (Oncorhynchus mykiss (=< X)):> 100 mg/|

BREERFME: 96 h
7% OECD EXBRH A K51 > 203

SOUOHEOKEESHEY © EC50 (Daphnia magna (A4 3 <> 3)):> 100 mg/|
IZx9 5& M RREERSRT: 48 h

B KEEWIZT BEM © EC50 (Skeletonema costatum (GE¥IEEE) ):> 10,000 mg/|
RREERFMA 72 h

MEMIIxtT HEMH : EC50:> 1,000 mg/|
BREEREMAE: 3 h
7#i%: OECD RE&EH A K54 > 209

BB - SEYE
By
Posaconazole:
R D KR So@EE TGN,
H£0fR: 50 %
RRERRER: 28 h
Hi%: OECD HEEH A K51 > 314
KBPTHOREN D HfERFEER (DT50): > 30 d
#i%: OECD SRERH A K54 > 111
EHREEN
By
Posaconazole:
HERERMN : F&: Lepomis macrochirus (FJ)L—=)L)

AW iRfEREF (BCF) : 20
7% OECD EB&A A K51 > 305

-4 4%/ —JL/KHEZRE : log Pow: 4.15
(log &)

TEDDOBEIE

B

Posaconazole:
REFOH T . log Koc: 5. 52
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Posaconazole Suspension Formulation

RES  HITE: BEES. SIE T A 2024/07/06
1.1 2024/09/28 28767-00025 #EERLB: 2014/11/06
+UBADHER

Y

toEERE

F—RHL

13. BELOZE

RS

BRBEEY 75 AR DIRH ISR AT B,
BREME TN LT3 550,

ERRBERUELE BOREE. YA I LELEEEOHI=, BAESMH-
REMINELECERT 5,
BICEEAENES . REARE LTERT 5,

14. BELOIE

ERE R

& _E &% (UNRTDG)

EEZES (UN number)
EE#£ 4% (Proper shipping
name)

E&E 448 (Class)
B2 (Packing group)
Z XL (Labels)
RIEAEMH

finZ=#fizx (IATA-DGR)

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

E&E 448 (Class)

REE R (Packing group)
Z X)L (Labels)

WwakEr (EYH) (Pack-
ing instruction (cargo air-
craft))

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

RIEAEMH

7@ _E#@zx (IMDG-Code)

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

(Posaconazole)
9

I11

9

EE]

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

(Posaconazole)
9

11
Miscellaneous
964
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Posaconazole Suspension Formulation

&S HETH: BEES: AIERET H: 2024/07/06
1.1 2024/09/28 28767-00025 #EERB: 2014/11/06
EEZES (UN number) : UN 3082
E&E#i£ 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (Posaconazole)
EE 5 %8 (Class) 9
B2 (Packing group) o111
Z ~JL (Labels) 9
EmS 23— F (EmS Code) : F-A SF

EEEEYME %4 - EZY) 0 BE

(Marine pollutant)

MARPOL 73/78 M{/BE 11 RU IBC O — FIC K A IXSBAHE I HBEME (BY - EZKY)
Hissn-RKEDR RIZIXIEZY,

AR
E0REDERF T, HE 15 23HT 5,
A DRERE

CCICR#EESA TV SEESEE, BFHROBNETOROT, XRET—2— FOHRTHHRS
NEESICHRBESNEMHOBEDAITEDVTUVEY, BELEE, XEFHR., v yr—o4%
A X EMFOMBORAUDEREICLY . EESILAHEELAHY T,

RERLREERHES LT

15.

#RER

BEEER

HRE

ek, EERBRMICSZE LGN,

L&EX

HELCEHE. ERICEYE. BAFMEEMEICKE LG,
HEBRE/EE

BEENBELESIIEEY

JEERY

WEDHFRAIZRITEIREREY

JEER Y

BEEEN EHARYME

JEER Y

ERRMEDEHoN-EEYR BRIFLFEHR)
JEE%H

ZEFAEORBH oI -LFME FEHIEFEMEHE)
JEERY
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Posaconazole Suspension Formulation

AiIERET B: 2024/07/06
#MEERLA: 2014/11/06

€ MSD [} e

&= WETA: BEES:
1.1 2024/09/28 28767-00025
ARFERAMIREERVRTEED

EE ST D2 (FRITHRIRE9)

L4

EEF 42 > (IV)

5%

BREFERTIREB/RVRVAEY

JEER S

RREEFEELFVE TREEHORBRFOERARENE GFHREMERRE M FD2)

JEEZH

NARMYNE (HERE/ERAE ST ED2)

JEEL Y
BELEMEREFHRA
[

S FRIRRA

[

M7 XL EFRERA
[

FRBERIPE TR
el

HBLEWHEERBITE - NRE— (RIERY)

JEZY

YR USRI AR

JEZY
EEYREHEETRREE
JERZY

BEHARRE

JEEZH

KRS

JEEZH

ek eik

BRI 2, I XERMETIRSE 1© AEUVE

ik

FEATRRENE 194 £EKRYETRIRE 11 TOMDEED

BEFRERUVBLIEEOHILICEY 5i&E
ERIEME H)

(&5 A HhE
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Posaconazole Suspension Formulation

TS HETH: BIBRE: BTEIZRETH: 2024/07/06
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