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Posaconazole Injection Formulation
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MDA Posaconazole Injection Formulation
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Posaconazole Injection Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
11.0 2024/09/28 22509-00025 #MEERCA: 2014/10/16

EoETN BT B BRE R S8R £ER.
HA12 REAGIISEIC K > TKEEMICHE,

REWEK:

P260 = X " BWRE|RALBEWNI &,

P272 B EINT-FEKRIIERENGH TGN &,
P2T3 IRIE~ADMHE F#ETDH Z &,

P280 IREFREZFERAT S &,

IERHBE:

P302 + P352 RIEIZHE LGS : ZEDKTHES Z &,

P4 SAHBNEZ(X, EMDOZR/FUTEZITSH L,
P333 + P13 RIEHRIEBRIIE LA (B) NELGE : EEID
PE/FUTCERITHIL,

P362 + P364 B IN-KELE[RE, BERATHIGEICITREE
45,

B
P501 MY, BEERBIN-NEHERICEET L&,

GHS MK L LMD ERE T

R L,

3. MRRUHSER

L2HE - BEYORXA BAY
|57%)
(==X CAS HBS ZE= (b w/w) BEIRAREE
&S

CB.-HaFER MY, R | 182410-00-0 >=40 - <50
TFILIT—TIL, + S LG
Posaconazole 171228-49-2 >=1-<2.5

"EDTA —F Y S LK 6381-92-6 <0.1 2-1265, 2-1265

4. HRBE

—fiREIT F/NA R

WwALF-GE

REIZfHE LEE

EMDHEE®. [SNT BN EERELICEENDZEE
215,

ERAREICIBE. FRERMAHLERIL. EMMDIERE
215,

RWAATZIGE ., HIBEEIDBERABET 5.
ERLEZEZITS,

EMLGEE,. BELICKREZAITAEZEDKTREVNRY.
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Posaconazole Injection Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
11.0 2024/09/28 22509-00025 #MEERCA: 2014/10/16

BERLERBREIUVHZR <.
ERLEZRTS,
BERAORIIZKBRERES .
HEBERY HRICERISEKS.

RICA- =156 D PHEEE LT, KTRERET 5,
RBHH Y BT DIGEICIEIERMETEREZT5,
RAAATZGE D BRFHFRAATZGE . BEICHENMEGL,
ERLEZRZTS,
KTcOz&E<TT
AMERRVERMEERDE © TH
LERLGHIRER it
EEEES
HEX
& At

FUILXr—MHEERIGEREITEETN,
RELTHAIWVIRBICHI-YBRAAATBE., BRICES

DHEEENLH D,
BREEZY 2EDRE D MG EERERFALDREICEREZIL., HEESA TSR

EREZFERATH L. BROTFRENHSHBEE. HESD
B EANREEZSROCE (HE8ZE3H) .
EEIC T ARAGIEEE ¢ XHREBSIUMEREZERZITH &,

5. KKBDEE

WY 73258 A H o JKIESE
it 7L a—JLiasE kel
ZEgkixz*R (C02)

IR H KA
5> TIXR B 7ELVH KA MR L,
FEDORIREEN D RBEERYMANDOBREIRRICEERITEESH D,
HERGEEIEY D REBREY
&Y
EREILY
BHEDHENAE D BEORR EFDREICE CTEYHAFRER NS,

KAHDBRERANT H=DIZKEEET S,
RETHNIEREEI VT FEANKBEEI BT,
REghoBESEDH &,

HRZETSBEDRE DORKICIE, BRRRATRSBZEERT S
REEZERT 5.

6. RHFFOIEE
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Posaconazole Injection Formulation

AiIERET B: 2024/04/06
#MEERCA: 2014/10/16

RS WETH:
11.0 2024/09/28

BBEERE:
22509-00025

AEIZHT 5 FEFEE, RiE

BRURIFEE

REICHY 2FEFEHR

HLRADRTHEDAERDY

2]

REEZFERT 5.
REGWYFZLDT FR( R (HBTZ22R) ©. BARHE
Bn#REERICEN (IRE 8 23] .

RIEANDOBEZE#ITEHZ L,

REFHRALTHL, INOIENZLED S,
GERICIEERIDEHC HLCRADELEAAIWNYTRHRE
12k %),

FRINERFKEREL. LHT 5,
RHEMNELCEIRTEGZVGE(E. A BBREKISERT 5.

FEEZRINM TRIREE S,

ZEIZCENT-IBE. WRREELEFOFULEEH CADHFE
ELT, GALHWVWESICT SR E, BHRRICERALEE
MERCTTRVWEFRZENTEEIFEEICIE, BUNLE=
BEEULERBNICRET S,
REYMEEZEYLRRINEITRET S5 &,

ARS AR, BETDHEICIK. SBAEEERELIUVEDR
B> THRIBTZ &, TORBICERSIAEDEIZON
THRBETHD, EORUNEAINEIINEHERET HILEN
Hbd,

ASDSDIEB 13H LV I5(12HENT, thFEAKRSLIUVED
ERFIOEEDHY .

1. BEEVWERUVRELDIERE

574

BTt 2R
BFTHER, £fBS
RERFEREFEE

FEfih [a] 5
BAEXE

FLEBLERUVREREDBEDRFENKRESHE,

WY LBMREBED T TOAMERT 5,

REOKRRIZAT T,

SRMBRERALGN &,

BRAAFERLY,

AR & DEfEET D,

BkWVRIEIREZ L CES 2 &,
BISBREREOHKRICE DS, EEHOBELLUREHD
ETREICHEVERYIES 2 &

CHEREFRATHIEEIC, MBRIIREE LRI &,
FNOREMZHLEL. BREAOBREE&HRNIRIZCTEEL5:F
295,

ER 1L A

BEOERAPIZEEMEADIEI EDOMHEENHZBEE.
EEGFDELIZTA ISV VI VRTLELIUREY ¥
J—%BRBLTLEELY,
FAPIIRBRUBREEZIET S,
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Posaconazole Injection Formulation

AiIERET B: 2024/04/06
#MEERCA: 2014/10/16

RS WETH: BEBES:
11.0 2024/09/28 22509-00025

BEREINFEERIEEEMOGHIGWNI &,
BREINF-KRITBERT HHEICHEKET S L,
27T 4 DHEBEMEARL—2aVICiEk, T2P9=Fa
vho—), BUGEAGERE. BULKRLESKUVF
FREFIE., EXHEER. EXEREEERFIOFEROL
Ea—%8ORENHY ET,

rRE

REGTRERY BYHETRILODVEERICANTE S,
EEDOHREIZR>TRET 5.

EMEZIEYME ROBEZFBEFEEVSLLITRELAGL
sRERALH

RERBFHRAEMH BSRVWHME MRGL,

8. [F<EMILRURBIHE

ERRBICE T IR RBRR/FERE

5% CAS = BE (RER | EHEE/RERE | HA
fE) HE | R EE
Posaconazole 171228-49-2 | TWA 300 pg/m3 (OEB RER
2)

BAESE SPEEZEETHICIIBEUNLEIOC_TIYIEBE LY
HEFMEFERLET . BENELGWLY A v U RER
fiir) o
e, REESSUVREZRET LD, 210027
JEBIIRMERETICKYERESN., WP EIITHRVERESL
LSWHENRHYET,
ERETOARL— 3 o THNIXEHANHIFFRZLEE L
FtH A,

HRER

IR FRRER WYL BFAFEKEENFIATEREMES. FRIEEFTE
THEHA FSA4 o DEEANDIXL BN REIN-GEX,
REREFZFEALELL S,

TANE—34T MR FRA2AT
FOREER
ME EmEFR
IRDFRER YA Ro—)L B ERERKEL LTV ILEFRT 5,

EEREL LIIEERIZEROZVKE, S XM, 70V
W ERRET BHIGEX. BRIV ILEFRT 5,
MLA, SR+, B LLKIZT7AYVILICE EEELENS
AL HBBEAIE. TJ—XP—IL KL LLIFZFDEFELD
L7 z—RBEOTIOFU a3 vEBFRALELES,
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Posaconazole Injection Formulation

RS WETH: BEES: AiIERET B: 2024/04/06
11.0 2024/09/28 22509-00025 MEERB: 2014/10/16
RERUVEHRDORER D AZIA—LBLKERREAI—FEEALEL LS,

9. PEMARTLEHER

YIERIK AR o KiB®

& D EBENLCEERS
AR D OER

KOO L= (E)E LT—AahL
Al R E R L T—AIGL

BRAXGMBRRVHEEE @ T—274L
AIATE (BlR. =UA) o JFERE
AIATE GRIK) L T—REL

BRETRARTEFELRFAIRER
BRERGHEO LR /TR ER @ T—24L

[l

BREGEHEDOTR /AIRTRE : T—47%4L

&
5l K= D T—A%L
DERE T—RL
pH 2.6
REEE T—21L
BHARFEIMEE D T—AKL
FHE

EFE (BhRLMEER) D T—=A%L
RERE

KA S s 2
n~#A4o 4%/ —IIL/KSEFZRE - JEEZH
(log &)
AERE D T—A7%L
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Posaconazole Injection Formulation

&= WETA:

11.0

2024/09/28

BBEERE:
22509-00025

€ MSD [} e

AiIERET B: 2024/04/06
#MEERCA: 2014/10/16

BERV/RIFHERMEE

HE F—a#L
BE 1.15 g/cm®
M RBE T—R%EL
IRFETE EEMELL
bt ABDFEREEMEE LTIEIDESINEGL,
NFE T—a1IL
BT
RFHA4RX JEEZ L
10. REHRUVRGHE
RIS RIGHBRE LTI EINLEL,
LR EM BEOKRETIIRE,
fERAE RIGAIREME BOVBIERIERIGTHIEL DD,
BTHRNEEN MREL,
RMERYE 2|1
BIRAELDBRERY BRAEELOBERDTHON TV,
11. FFHER

AREMED H S REZBOFER

RSN

®A

RS A

2 HY
RIZCA-T=-5H&

FIARTRELERICEDCRY DTSR,

B%:

BV AFXRRARMY)Y, RWKRTFIILI—TFIL, F FUHLIE:

"%1-&%11 (#&0)

Posaconazole:

".%TE%'I‘E #&0)

LD50 (5« k): > 8,800 mg/ke

LD50 (5« k): > 5,000 mg/ke

7120
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Posaconazole Injection Formulation

RES WETH:
11.0 2024/09/28

BEES: AiIERET B: 2024/04/06
22509-00025 #MEERCA: 2014/10/16

AMEE BR)

EDTA =5 + U 9 L=7KF0%:
2nEME (#O)

2HET (RA)

RERRE/RHE

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

LD50 (5« k): > 2,000 mg/ke

LD50 (5 = k): 2, 800 mg/kg

LC50 (T v b, A X): > 1 mg/l
RN 6 h

HERIRE MLA/S X b

7% OECD HER A A K54 > 412

FIRATREGERICEDRYDETERL,

H5:

Posaconazole:

"E
#ER

e
RERIHZL

RIZxY 5 ERGIREGEIRRIFE
FIRATRELRERICESCRY DETER,

%

Posaconazole:
"E

fER

EDTA =5 kU LZ=KF09:

"E
e

PR 35 B4R I3 B2 R IR AR 1
B AR

o
B DIRAIH

o
IR~ DRI L

TULXF—MEERICERCT E TN,

PROR AR RAFIE

FIARTRELERICEOCRY DTSR,

B%:

BV AFXRRARMY)Y, RWKRTFIILI—TFIL, F FUILIE:

l72x 4>k

E b~DREBREEDIEE = (FEHLAH Y .
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Posaconazole Injection Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
11.0 2024/09/28 22509-00025 #MEERCA: 2014/10/16

Posaconazole:

HEE R A T . Magnusson—K| igman-Test
SREDIRK . RIS

i . EILEY

HER D e

EDTA =5 + U 9 L=7KF0%:

RERA A T D RExUAME—T a3 VEER
RO IFH D RIS
T2 . EILEY R
Ak : OECD HERHA K54 > 406
fER D EH
IEES D AT AMEINSB LT —RIZE DL
4ATEMRRERRMY
FIFARTREAIEMICE DR Y DETEAL,
By
Posaconazole:
in vitro TOEEE% D HREBAA T MEMER VWS EREALTESER (AMES)
R 2
RERA A T REBFERE
R 2
in vivo TOEGEMN D HERA A T IMREER
E:.T9RX
HRaR: 588
BRERZK: F#IRA
R 2
EDTA =5 kU LZ=KF09:
in vitro TOEEE% D HREBAA T MEMER VWS EREALTESER (AMES)
R 2

wE: BT HPEIR/ONT—FIZE DL

HERZ A T in vitro MELBYHIEGFERHR
R

SRERA A4 7 in vitro ZBEEERER
R rE
HZE: EUT2PELILBLONET—RIZEDL
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Posaconazole Injection Formulation

&S ETA: BEES: HTEET H: 2024/04/06
11.0 2024/09/28 22509-00025 #IEYERLB: 2014/10/16
in vivo TOEEEM D RERA A T LB ARMIR/MLERER (in vivo MIFAEMR
ER)
FB:.vYR

BRERER: SR DATZEE
#5%: OECD RERHA K54 > 474

R e
EHEAM
FIRAREIBRICE DR Y DETEALLY,
5%
Posaconazole:
i Iy b
BEZK © 0 (g§)
YA 28
HER - 1k
e D EPREECE— FIX AR & EBER,
L WA
BE5Z2% 0
YA D 2%
fER o B
3 D ER#EOE— FIX AN & EBZ,
EDTA =7 ko LZKkF0¥:
L D Zvhk
BRERR D BMRARAATEGE
IR EEEERE © 1038
HER D Bt
e D T AMmEIMNSB LT —RIZE DL
EhESENY
FIATTRETIERICE DR Y RFETERELY,
%
va7n7$th/sx»tj%»I T, T RUDLIE:
HIRICX 3 B2 D HERA T EEA
Sy bk
R BB FRAREST
R =
fBRORBE~DHE D BB T ZRMBLUVBERE
B oy bk
BRERE: BT
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Posaconazole Injection Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
11.0 2024/09/28 22509-00025 #MEERCA: 2014/10/16
R

Posaconazole:

EIRICK 9 B E . HERA4a T 28R / VERERLE
oy hF+R
—igE1  #: NOAEL: 180 mg/kg AE
JEK: HEITEI~NDEEIL L
MR 2

HERA 4 T 2HEEeH / MHIRERE
By bk AR

—AgEM £ NOAEL: 45 mg/kg AE
fEIR: TR~ DEE(L AL

ER: 2t
BROEBE~DEE D BB T ZRMNELUVBRERE
B.Syhk AR

BEER &0
FHEFEM: LOAEL: 29 mg/kg A=
ﬁ‘lﬂﬂ:% Hﬁb%%ll‘io , %ﬁ??ﬁ‘\gﬁ&) B*‘IT:O

HERA A T ZRMNB L UVBERE
oYX A X
FAESM: LOAEL: 40 mg/kg {AE

R MRS,

EESME-TEXAVE D BMRRICEDERBICEEENHSEN—MIAFAESNT
AF

EDTA =+ + U o L =K¥01¥:
WFIRICH T BB D REA 4 T Ot AEESERER
oy bk
BERE RAFRAATEIEE
R [
& BT smEIEONT—FIZE DL

REDHKE~DFEZE D HEBRAA T ZRWE L UVHRERE
oy bk
BERE SRARAATEISE
R e

FERMESRSE (BEEIECR)
FIATRGERICED(RYSETERL,
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Posaconazole Injection Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
11.0 2024/09/28 22509-00025 #MEERCA: 2014/10/16

FERMBHSTE (REFICR)
RHIch=5. RFREFCE BO) LLoBHROEEOESTIL EIT, B TR AFE
mRER, EIESR) .

D%

Posaconazole:

EAOES 230 D BRAHRAATEGE

HZ R i 25 D BB, B B R £mE3R AR
TEAA R D REIIH=5. RIIREFLCEBIZKIEFZDES,
EDTA —F ko LZK¥0%:

LA OES 230 D RAELCA/S R MIE

HZ R i 25 D RE

TERAAD R . REICh-3. XIREFCEBIZL2BROEEZEDS 1,
RERSEMN

By

Posaconazole:

2 DIy, AR

LOAEL 5 mg/ke

BEZ2% 0

YA 6 4 A

IZ R i 25 C BT, b, O BREES, RREE, BHE DRE

2 N

LOAEL : 3 mg/kg

BE5Z2% C#0

i 55 B 392 Days

IZ R 25 . b, BREE, BN, DBm BIE, BEE U o/ \HEEE
L YL

LOAEL ;15 mg/kg

BE5Z% o #0

A 1 #A8

IZ R g2 B BT, ULl M%

L PN

LOAEL 3 mg/kg

BRERR o8B0

IREREERE ;56 A

IZRORE AR L BT, B B R, IR MR £Hh, ) /M8
iz L YL
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Posaconazole Injection Formulation

€ MSD [} e

&S METH: BBEERE: AIEIZRETH: 2024/04/06
11.0 2024/09/28 22509-00025 #EER R 2014/10/16

LOAEL 180 mg/kg

B 5 #E #0o

YA 12 # R

IE RO AR mi%, EILE, B

i HIL

LOAEL 8 mg/kg

B 5 #Eg BARA

IRERFRE 1 78

gl e DFMER, i BT &

EDTA =5 + U 9 L=7KF0%:
I

NOAEL

BER®

MR EERF

2

LOAEL

R E R
PR 25 s ]
Ak

RAAVFREN

vk

500 mg/kg
RARAATEHE
13 &

vk

0.03 mg/|

A # LA/ R M/IE)

4 8

OECD :RE& A A K54 > 412

FIATREGERICEDRYPETERL,

AEIZx Y HRBIKER
0%

Posaconazole:
A IAATEIGE

fEIR: 1%, BEfE, MER, B, 2R FE~OFE, %P5
B’E, TR, SNE, FREREDE ERETHE

12.

B aTFXRABMYY ANWKRTFILI—TFIL, F MY LiE:

aEL

SUVIAFOKERESTHDY

LC50 (Oncorhynchus mykiss (=< X)):> 220 mg/|

REEERSME: 96 h

EC50 (Daphnia magna (A X< >1)):> 96 mg/l
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Posaconazole Injection Formulation

RS WETH: BEES: AiIERET B: 2024/04/06
11.0 2024/09/28 22509-00025 #MEERCA: 2014/10/16
[TX9 55MH BRERREFR: 48 h

Posaconazole:
ask

IZxt9 5&E %

M-270458— (KERREEE
tE B8 (R )
AEN (BEST

X9 HF M (BHESHE)

M-279 45— (KEREEE
tt RE (181%) )
WMEMIZHT HEMH

EDTA =7 kY o LK%

R KEEWIIHT BENE

SUOVIAFOKEESTHDY ¢

I KEEYICHT HEN

TUOVIFOKEEEHDY

EC50 (Selenastrum capricornutum (#%:%)): > 100 mg/|
RRERRER: 72 h

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

7% OECD HE&R A A K54 > 203

% BRERREICSIT5HMHEL

EC50 (Daphnia magna (F#4 =< > 1)):0.276 mg/|
BREERFMAE: 48 h
7% OECD ERER A A K54 > 202

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

BREERE: 72 h

7% OECD ERER A A K54 > 201

RAESERE (Pseudokirchneriella subcapitata (#%)):
0.041 mg/|

REFEERE: T2 h

7% OECD iRE&H 4 K54 > 201

1

RAESEEE (Pimephales promelas (77w kAY KZ/
2)): 0.206 mg/|

RREERFR: 33 d

A% OECD BRE&R A A K54 > 210

RANEZEEE (Daphnia magna (74 =<2 >0)):0.244 mg/|
RREERFRA: 21 d

7% OECD HERH A K54 > 211

% BARERFREICSITHEMHEL

1

EC50 (RAMEM): > 1,000 mg/|
BREERR: 3 h

HER S 4 T IR

ik OECD RER A A K54 > 209
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Posaconazole Injection Formulation

MBS ETA: BEEE AIEIRETH: 2024/04/06
11.0 2024/09/28 22509-00025 #EERLB: 2014/10/16
y: k- LC50 (Lepomis macrochirus (FJ)L—)L) ):> 100 mg/|
RRERFME: 96 h
BE BT IMEIEON-T—FIZEDL
SOVAEOKEEESHEY © EC50 (Daphnia magna (A 3> 1)): 140 mg/|
233 %&EH MREERERE: 48 h

S KEEWICHT BENE

TOVIFOKEEEHDY

X9 2F M (BHESH)
MEMICHT 5=

BB - SR
HS:

Posaconazole:
R

Kb THOREM

EDTA =5 kY o LAZKFn%:
£ RN

A& DIN (FA Y IERK) 38412

ErC50 (Pseudokirchneriella subcapitata (#:%)):> 100
mg/ |

BREERFR: 72 h

77i%: OECD ERERA A K54 > 201

&% BT smEI/Fonf-T—FIZEDL

EC10 (Pseudokirchneriella subcapitata (£k%)):> 1 mg/|
BRERFRE: 72 h

7% OECD ERE&RH A K54 > 201

&% BT 2MmEIBON-T—FITEDL

BRANEZEEE (Daphnia magna (A4 =2 >0)): 25 mg/l
RREERFMA: 21 d

EC10 CE1%:BiE): > 500 mg/|
RREERFR: 30 min
7% OECD RE&RH A K54 > 209

R HAMETIEEL,

HfE: 50 %

REEERFME: 28 h

75i%: OECD RE&AH A FS4 > 314

S EEEIRE (DT50): > 30 d
7% OECD HERA A F5 4> 111

BR: ZoMETIEAL,

0 2%

REEERFME: 28 d

7% OECD :RE&RH A K54 > 301D
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Posaconazole Injection Formulation

€ MSD [} e

MBS HETH: BIBRE: ATEZET B: 2024/04/06
11.0 2024/09/28 22509-00025 #IEYERLB: 2014/10/16
EHEEY
%
Posaconazole:
EHRERN f&: Lepomis macrochirus (7 JL—F)L)

(log &)

EDTA =3 b ) o LK
ERETENE

(log fE)
TEPDOBEIHE

%

Posaconazole:
"ﬁﬁmmﬁﬁ

*V U RADEEE
Ry
mOEELS
F—ahL

n-#4%4 %/ —IL/KSERIRE

n-A49% /) —)L/ KHERIFZREE

AW iRfEREF (BCF) : 20
7% OECD HEBRA A K54 > 305

log Pow: 4.15

F&: Lepomis macrochirus (FJ)L—F)L)
£ ¥iefEEF (BCF) : < 500
& AT A2YMEI/ON-T—F2ICE DL

log Pow: -4.3

log Koc: 5.52

13. BEELOIEE

BEHE
ERREEY

FRARBRUDE

A BARAROREIIZEVNLRT 5,

BEME T KAHEE L TIEGE 54,

EDORBE, VHAUILFEIIREDEHIZ, Ba 2T
BREMUEEEICRTET S,

BFICHEENEWNEES., REARELTEET S,

14 BMELDOEE

3]s
R L #az (UNRTDG)

16 /20
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Posaconazole Injection Formulation

€ MSD [} e

WES WA BEES ATE T B: 2024/04/06
11.0 2024/09/28 22509-00025 #E4ERKR: 2014/10/16
EEES |
EE#% 4 (Proper shipping ey
name)
&5 %8 (Class) |4
B fE& T (Subsidiary risk) |4
AEFEMR (Packing group) EZY
S AR )L (Labels) EZY
RIEAEH I
fin 2k (IATA-DGR)
UN/ID #%& (UN/ID number) ElE
E&E#1% 4 (Proper shipping %S
name)
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