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Posaconazole Suspension Formulation

&= WETA: BEES: AIEIRET B: 2023/04/04
8.0 2023/09/30 28767-00021 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&,
ICEREE:

P308 + P13 [EK BRIFIEK BN BEL HSHEHE : EEIDZE
SRYETERITDHIL,

P31 RHMZEREIRT 5 &,

RE:

P405 g L TRET S &,

BE:

P501 A, BRERBIN-UNEERICEET DL,

GHS IR L WMDEREEL

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

REIZfFE L5EE

EMDHEE®. [SNT BN EERELICEENDZEE
215,
ERAREICIBE. FRERMAHLERIL. EMMDIERE
215,

RWAATZIGE ., HIBEEIDBER~ABET 5.
ERLEZERZTS,

EMLGE,. BELICKREZAITAEZEDKTREVNRY.
BERLERBREIUVHZER S,
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RS WETA: BEES: AIEIRET B: 2023/04/04
8.0 2023/09/30 28767-00021 #EERCA: 2014/11/06

ERLEZRTS,.
BEROHIIZKRZERLS .
HEBERY HRICERICEK D

RICA- =156 D PHEEE LT, KTRERET 5.
RN DY MG T 2BEICIIERKETERERITS,
RAAATZIGE D BRBFRAALEGE, BEICHMAEGZL,
ERLEZEZTS,
KTeOzk<TT <
AMERRVERMEERDE © TH
LERLGHIRER 2
HEX
EEEES
& At

BRADEZEDOEThDRL,
RELTHHSVERBICOREYRAFAAEZEE, BHRICES

DHEIBEENLH S,
WRHEZY 2EDRE D BaREERRFBELDRRITEREILL, HEESATLSR

ERZERATH L. BROFRMENHDHEEE. HESD
BYGEANREEZSROCE (HE8ZE3H) .
EEICH T ARAGIEEE ¢ XEHREBIUMEREERITH &,

5. KKFFDIEE

W13 5H kA o JKIEFE
fit 7 JLa—)Liass Kl
ZEgbR3*E (C02)

BRI A H
5> TIXR B 7ELVHKH AR L,
FEDORIREEN D RBEERYM~NDOBREIRRICEERITEENH D,
HERGEEIEY D REBREY
BHEDHKAE D RGO EFDRERICE C TEYHEKFRZRA S,

RIAHDBRERNENT H=DICKEEET 5.
RETHNEREBEI VT FEZRKBEEIO ST,
R o RBESHEDZ &,

HRETSEDRE DOKRKERICIE. BIAXRSBEERYT 5,
REEZERT 5.

6. IRHFDEE

AMRICHT HEEEE. RE © REEZERT D,
BRURIFEE REGMYZLDT FAR( R (HBTZ22R) ©. BARE
BR#REERICEN (IRE 8 23H) .

REBRICHT HFEER D REANOBRHEZEEITS &
REZHERLTHDL, EAPIEFERZIED D,
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RS WETH:
8.0 2023/09/30

BEES: AIEZRET B: 2023/04/04
28767-00021 #EERCA: 2014/11/06

HLRADRTRHEDAERDY

22

GEHEICIEEAIDESC FHERADEREFANN)TRHRE
I2&3),

FRINF-REKEREL, Und 5,

TRHEMNE L CEUIRTELZWGE X, A BBREKISERT 5,

REMEGRINGS TRIREE S,

ZEICZENBE. WRREZELZEDOBEUGH CAOFE
ELT. BALHBWVEKSICTEHIE, BHRBEICERALRZE
MERCITTRVWEIFRIENTEEIESICIE, BURLT=
BEEULERBRANICRET S,

REYE EEYRRIEITRET S &,

ABSEHRE., BETDHEICIK. SHMAFEEAAREIUVEDR
B> THIETZ &, FOMBICERASIAEDEIZON
THLRBETHD, EORUNERAINEIINEHEET HIHLEN
Hbd,

ASDSNEEH 13EHEXIVI5ICHENT, HWABARKRESLIUVED
ERFIOEEHY .

1. BEVWRUVRELDIE

v E A

T E R
BFrgR, £HBK
ZERFIEFER

e ok ] 3¢
A K

FLEBLERUVREREDBEDRFENKRESE,

WU LRBRKREBEDT CTOHMERT 5,

SR EZRERALLGLN &,

BRAAFERLY,

AR&E D EE TS,
BRE~DERPDF-IIREEMEETD,
BikWVRIIREZ L <KD 2 &,
BISBRERAEORKRICEDE, EXEHOFESLUREHD
EITRTEITVERYES 2 &

CHEREFERATHILEEIC, MBRITREFXLEWNI &,
BNOEREYMEHILEL. RE~NOBREZR/NMRICTEL5F
B9 5%,

E& 1L A

BEOFERAPIZEEMEADIEI EOTRENHZBEIE.
EEBOBELICTA ISV VI VRATLELUREV ¥
J—%#HRE LTI,
FRAPIHRERUVEEFZZILT 5,
BREINF-KRITBERT HAICEKET LS L,
27T ADMEMBEARL—2avIClE, ToP=Fa
vho—)L, BUGEAGERE. BULKRLESKVE
ZREFIE, EXHEER. EREREEERFIOFEROL
Ea—%28ORENHY ET,
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RS WETH: BEBES:
8.0 2023/09/30 28767-00021

€ MSD [} e

AIEIRET B: 2023/04/04
#EERCA: 2014/11/06

rRE

REGTRERY BUGESRNILDDVEBRRICANTEL,
BELTRET S &,
EEDHEIZR>TRET 5.

EMEZIEYME ROBEZFBEFELEVSLLITRELGL
sRER L

RERBTHRBEMH BSRVWHME MRGL,

8. [F<EMILRURBIHE

ERRBICETIRIHREBRR/FERE

D%

CAS &S 5% (R | EERE/EER | HHA
) E/HBRRE

Posaconazole

171228-49-2 | TWA 300 pg/m3 (OEB AR
2)

“BEFE Y

13463-67-7 OEL-M (s A 1.5 mg/m*

M E) (F22)

AAERME
22 (HER

E)

HMESR: BAAME, [F28Bl IZHBINIMEE, FERN
B+ TRVHIE, $0hs, RFEHREN S OIHLNRER
THY, BYERLLOIA T+ TEL. F(F, EFHEH
B DFHLF WA, BIYERERA L DA +ITHS.

OEL-M (% [ 2 mg/m’ BAEER4E
EE) (F2) ¥R (FBR
)

HEESR: RAAYE, [F28Bl IZHBSNLIMERE, FERN
B+ TRVHIE, 3405, EEHREN S OIHLLRER
THY, BYERN DN+ THEL. T, EFHAEL
B DEHLI A WA, BIYERERA L DFA+HTHS.

TWA (FEORR | 2.5 mg/m’ ACGIH
E) (CBiEFEY)

B POk

RiER
PR RRER

SHREZEETAHICEBENLGIOOZTY VIEEELV
WERMEEALET Bl BESHGWDT 1 v iRER
1)

B, KXBBFIUVRRERET SO, £2T00=7 )Y
TERBIRBREICEIYERES A, P BRICHVERS L
SPLENHYET,

RBRETOAANL—2 3 v THNIEERNGIFIFZLEE L
FE A

BYRBAPFIEENFATELG S, FEIEXEE
THENA PS4 D OHEENDE L BARSNIBEE, T
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RREHFEEZFEALEL LS,

TANE—54T D MHMFREAEREASAOERS 4T
FOREER
ME DO HEREFR
RRDOREER YA RO M EREREL LEXT T ILEERT S,
EERIRD LK RAEFEPICEKRDZVRE, S X+, T70Y

W ELRRET BHI5AEF. BRI —JILEEFRT 5,
MLA., SR, 3LKIEI7RYVILICENEESLEIND
ATREMEMNHBIEEIE. 7T —RV—IL KL LLIEZFDIFEFLD
IL7z—REOTOTF o avEBFRALELLES,
EERUVEBADGFRER D Az 74 —LPHLLLIEERERAO—FEBERALELL S,

9. MEHRMLEHEE

IR IK e D BER

& =]

Ry L T—4%L
KOO L= (E)E D T=aL
B EE R D T=ahL

BRXFVEBRRVHEER @ T—274L

AE (B, =KD o JFE&E

=110}

ATEATE CRIR) D T—871L

BRETRARVERELRRE AIARR
BREREEOLR /AR ER @ T—24L
B

BREEBEOTR/AIATR @ T—474L

®
P T—A%L
HRRE T—37IL
pH 4.2 -4.8
AR T—27IL
BAENRE LT8R L
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RES HETH: BEES: RIEIZRET A: 2023/04/04
8.0 2023/09/30 28767-00021 MEERK H: 2014/11/06
$hE
BIREE (EhRLIER) F—4a%L
BERE
Kzt GRS
n-#449 3%/ —IL/KSEIFRE JEEZY
(log {i#)
AERE T—R2%L
BERV/ XITHENZE
HE F—87%L
BE 1 g/om’
HxtHREE F—R1iL
1R FEIEHM
EEAb i AL IBEMEYE L LTEPEIALL,
DFE T—EGL
FF
FFH A4 X Y
10. REMRURGHE
RIS RIGHEKR E L TIIREINALY,
LR E BEORETIILE,
ERAEERGATHEMS BOBIERIERGRTE2ENH D,
TR EEE MRELTL,
BRI E i3 %:1]
BRAEL D HRERY RRAELSMBERYIIMONATLEL,
1. FEMEHR
AREMED HHREBZREOEHR @ |RA
BRI HE A
£
IRICA-1=-%B&
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&S ;ETA: BEES: RIEIZRET B: 2023/04/04
8.0 2023/09/30 28767-00021 #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
ZBieFA2

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+
TFEAAD N COYEF-ITEESYITAEDORASEILE

Ly,
REREMERBHE
FIATTRESIERICE DR Y RFETERELY,
%
Posaconazole:
"%i L =S
fER D EEBRIEAZL
“BEFa
"%i S
fER D RIBRIEAL

RIzxY 5 ERGREGEERRIBE
FIARTRELERICEOCRY DEETER,

B

Posaconazole:

"E LoYE
fER . BEORRIHK
—BEFE

|l RS
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RES ;ETA: BEES: RIEIZRET B: 2023/04/04
8.0 2023/09/30 28767-00021 #EERLB: 2014/11/06
|l L BRAOREE L
FEOR 28 BAETE I R 8 e
RERES
M ATRELIERICEDOCRYSETERLY,
PR 25 R 1%
FATRELIERICEDOCRYSETERLY,
By
Posaconazole:
SRERA A T :  Magnusson-K| igman-Test
EEOIREK D RIEiEA
2 . EILEY R
fER D e
“EBieFE
RERA A T D BETY) /NEEREERER (LLNA)
REODIRE D RIS
L D WXIR
fER DB
AR ERRY
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: AIEIRET B: 2023/04/04
8.0 2023/09/30 28767-00021 #EERCA: 2014/11/06

in vivo TOEEEM

M A

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

FIRATREGERICEDRYPETERL,

H5:

Posaconazole:

12

R 5 AR
gk 25 BF
R
ke

2

B 5 ER%
iR 5 B
HER
&=

—BEFE
12

RERZR

i B5 B

Bk

HEER

-E3

BNAE-TERAD

AR
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: AIEIRET B: 2023/04/04
8.0 2023/09/30 28767-00021 #EERCA: 2014/11/06

—fiksEM  #: NOAEL: 45 mg/kg AE
FER: TR~ DREEILE LY

ER 2
REROEBE~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 EYIERICKDERBICEZEN DS EN—EIAEINT
W3,

FERMBSBSTE (BEEIXCE)
FIATRGERICEDRYSETERL,
FERMBSRSTE (REICR)

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

%

Posaconazole:

REODIRE D BRAHIRAATESE

IZ R i 25 C BT, BEE B R AiER #RR
TEAAD R D REIZHh=5. RIIREFCEBICKIEFDES,
RERS5 %Y

D%l

Posaconazole:

iE DSy bk AR

LOAEL . 5 mg/ke

BE52% C#0

YA =

IZ R i 25 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

&S ;ETA: BEES: RIEIZRET B: 2023/04/04
8.0 2023/09/30 28767-00021 #IEYERLB: 2014/11/06

) DR ORFEE BN, N BIE, BEE U LoNER

2 D HIL

LOAEL : 15 mg/kg

BEZK L #B0O

iR E=BERE 1 #7H

1RO ES D B BT, Ui\, Mm%

L N

LOAEL . 3 mg/kg

BE5ZK% |

YA . 56 &

HZ R i 25 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

IZ R 25 C Mm%, HIEE, IR

L YL

LOAEL ;8 mg/kg

BE5Z% D ERERIA

A 1 #A8

IZ R 2 DEBOLER, fh AT mE

—BEFE

T2 A

NOAEL . 24,000 mg/kg

BE52% D BRAHIAATESE

YA . 28 Days

L D Zvhk

NOAEL ;10 mg/m®

BE5Z% D RAMLCA/S R FIE

A 2 F

RAABEN

FIFAETRE A IERICE DK R Y B ETEAL,

AT 2 RBHER

B

Posaconazole:

llgraa 284 DO B, EER MER, BN, %3 FEAORE %5,
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RS WETA: BEES: AIEIRET B: 2023/04/04
8.0 2023/09/30 28767-00021 #EERCA: 2014/11/06

®RE, TH SNE FHERBDE BERETHE

12. BRERERR

4 REEM
B4

Posaconazole:
AEH

[Tx9 HFM%

M-270458— (KERREEE
tt EH (R )
aslt (BHESET)

X9 HF M (BHESM)

M-2795— (KEREEE
tt REI (181%) )
MEMICHT H5EMH

SOVIFOKEEEHDY

A KEEYICHT HEN

SOVAFOKEBEEHEDY ¢

LC50 (Oncorhynchus mykiss (=< X)):> 0.95 mg/|
BREERFMAE: 96 h

7i%: OECD BRI K54 > 203

&% AMERREICETLIEHEL

EC50 (Daphnia magna (74 =< >2)):0.276 mg/|
RREEESRE: 48 h
7% OECD RE&RHA K54 > 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

1

RAEZERE (Pimephales promelas (77w kAY KX/
r7)): 0. 206 mg/|

RREERSME: 33 d

7#i%: OECD REEH A K54 > 210

AESEREE (Daphnia magna (A4 32 23)):0.244 mg/|
BREEREAE: 21 d

% OECD ERB&RA A K54 > 211

&% AMERMEICETLIEHEL

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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IRES WETA: BRES AIEIZRET A: 2023/04/04
8.0 2023/09/30 28767-00021 #EERKB: 2014/11/06
|
“BibF4a
y: 2 LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|

SOVAFOKEBREHRBY ¢

[x9 H= M

R KEEYICHT HEN

MEMICHT =M

RE - SR
%2

Posaconazole:
R

Kb THOREM

Posaconazole:
HERERMN

n-4%4 %/ —IL/ KDERFH

(log 1)
TEDOBEE
B5:

Posaconazole:
"IL%L‘%‘EF' DH

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

EC50 (Daphnia magna (74 =< >2)):> 100 mg/|
RRERFME: 48 h

EC50 (Skeletonema costatum CEi¥EEEE) ): > 10,000 mg/|
BRERFR: 72 h

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

R Zo@EETIEEEL,

HfE: 50 %

REEERFME: 28 h

A% OECD HERH A K541 > 314

SERAFER (DT50): > 30 d
5% OECD ERAA KS A > 111

#&: Lepomis macrochirus (FJL—F/L)
£ YiEfERF (BCF) : 20
Hi%: OECD HE&EH A K54 > 305

log Pow: 4.15

log Koc: 5. 52
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Posaconazole Suspension Formulation

RES  HITE: BEES. SIE T B 2023/04,/04
8.0 2023/09/30 28767-00021 #EERLB: 2014/11/06

1l

+UBADOHER

Y

toEERE

F—RHL

13. BELOZE

[ P

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= ik (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@ L@z (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: ATEZRET H: 2023/04/04
8.0 2023/09/30 28767-00021 #EERKB: 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 RV IBC O — FIC & A IXSBAME I HBEME (BY - EZY)
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.

BRER

BEEER

HRE

ek, EERBRMICSZE LGN,

L&EX

HELCEHE. ERICEYE. BAFMEEMEICKE LG,
HEBRE/EE

BEENBELESIIEEY

JEERY

BEDHFAIZRITEIREREY

JEER Y

BEEEN EHARME

JEER Y

ERRMEDEH oM -EEYR BRIFLFENR)
JEE%H

ZEFAEORBH N -LFME FBELHIEFEDE)
JEERY
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Posaconazole Suspension Formulation

RES WETA: BEES: AIEIRET B: 2023/04/04
8.0 2023/09/30 28767-00021 #EERCA: 2014/11/06

BAMETENI RELRVRVEEY
EESTED 2 FEITRAIRE 9

[ e4 EHE (%) BE
I®ieFrss (1v) >=0. 1 -

EMEERTIREERVRVEED
JEELL

RELCFMEREFRHRA

JEEEL

s FRIRRA

JEELL

m7 ILE ISP EFRHRA

JEELH

AHBRPEFHRA

JEELY

FERE/MEEIETS - NRE— (EKRY)
JEELY

SR VBRI EHEE

El]

LM EHINEER{REE

EEE

BEHRARRE

JEE& S

DE 108 e A

JEERY

R E%

BRI 2, 3 XERMETIRSE 1© AEUYE
ik

ETRAE 194 JERVETAIRE 11 TOMOFEED
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Posaconazole Suspension Formulation
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