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Posaconazole Solid Formulation

RS WETH: BEES: AiIERET B: 2023/03/20
12.0 2023/09/26 23526-00023 MEMER B: 2014/10/21
EREEMLIFR © H320 BRI,

H361d fE RADEBEZEDEENDEEL,
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P202 £ TOHOREZIEEHAEMIHETMY FRDHLHENI &
P260 2 CAZRALLGZWLNC &,

P264 Bk LMEISREZ K <KD 2 &,

P270 COEL R ZFAT AL EIZ, SREXIFEYEEZ LA
to

P23 IREBE~ADMEZE(TH &,

P280 REFR . RERMFRERE FREmEFERTH L,

HREE:

P305 + P351 + P338ERICA o 7-15HHE : KTHOEIER %
3T &, RICAVEV FLUREFERALTLWTAESIINE H15
BEINT L, TRRILKFERITEI &,

P308 + P31 XK BRIFI L BOBENHSHHE : ERIDDE
SEHTERMTD L,

P337 + P13 IRORIFA < 5HE : EMDBEFUTERT
b &,

P391 RHMZERIIRT 5 &,

RrRE:

PA05 fEsE L TIRE T D &,

BE3E:

P501 N, B RKBSN-NBERICEET DL,

GHS $MEIC B4 L L M DR B
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EEEOHE BRI 5 5.
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BLABERRT 2BTNEHYET,

3. MRRURSER
LEYME - ESYORXR Dol

&m
op
N

2/19



RET—H—F EIMSD A

Posaconazole Solid Formulation

&S ;ETA: BEES: AIEIZRET A: 2023/03/20
12.0 2023/09/26 23526-00023 #EERLB: 2014/10/21
5%,
(==t CAS BS SE= (% w/w) BEIRAREE
EH5
Posaconazole 171228-49-2 >=10-<20
)0—X 9004-34-6 >=10-<20
4, [EREE
—fREIT KN4 R D BHOBEO., KON TCNEVWEEZEIELICEENDEE:
2It5,
ERNRSIKBE., THEIFHNHIBEIE. EEIDIETE
2115,
|ALT-5E D RULAATEES. FROZEROBRABE®T 5,
ERLEEZITS,
REIZ{tELI-5E D BERLIEE. BEBICKEEZRTALZEDKTHVLRT .

BELEKERE X UVH ZR <,
EBELEZEZ(T5D,
BEFEADORIZKEREZ%XS
HEBFERIT DHEICELITES.

RIZA-=-1H& D EMLEBE. EBICZEDKTALECEDL 16 SEIEZE®
LiRT,
EECTEREEIZE,. a3 FLUXERY MY,
EBELEZEZI(T5,

A AALTEBE D MARAALEEE. EEICHEAELRL,

EELEZEZ(T5,
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BRADEZEDEZTNDEEL,
RELTHIWEIRHICHI-YEBHFAALTFIEE., BBROMRE

BMLALDEMIZEY . REOYMEBEMLGRIBEIIEZENE

EHFEEMENDH D,

LEHEZY 2EDRE D MR EERERBELDREITERETIL., HERESA TSR
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Posaconazole Solid Formulation

&S METH: BEES: RIEIZRETA: 2023/03/20

12.0 2023/09,/26 23526-00023 HEVERE: 2014/10/21
) 75 E A KIEE

22 TIXR 5 ELVH KA

BHAEORKRASE

HERZERIEY

BEDHENAE

HRETSEDORE

i 7 )L 3 — L33

ek (C02)

SR A

HMRAEL,
BLADERER TS, ZRHICHHEEOMMS L AN
HLTHYBKENEET 5N CABEORIRNH 5.
PR~ ORBIRECEERETEANH S,

RERERILY
EREILY

WZORR & FDREICIE C TEYGHEAFRZANS,
RABHDBRERANT DEDIZKEEET S,
RETHNIEREBEI VT FEZANKBEEI BT,
RighoBESED &,

KEFFICIE, BIXTRSBZERT 5,
REEZERT .

6. RHFFDOIEE

AMEIZHT HEEFER. RE @ REREZERT D,

BERUVRESREE

REBICHY 5EEEE

REGWMYKZLNDT FNA R (BB T E3R) . BEARE
BnREFEICEYN (HE8E3H) .

RE~OBHZERTLS &,

REEHERLTHL, ENPIEFLZLED D,
BRINEERRKEREL. LHT 5,

RHEAE L (ERTERVERIE, A BERKIZEET 5,

HLAORVRHEDAZRY @ JENEIOE, FELLINMERETROERY , BYLESE

2]

1L, BET D,
MLADESHADREEZETSD (THHE, MLADEREL
REDEEZERIZELDER -
MLANESRFICTHRTEETHREINS LEXKEDES
MR TAHDT, REICHLAFERBIETIEESLLY,
ABREHRE., BETDHEICE. FBABBKEIUVENOR
Bl > TUIET B L, TOMBICERSINHEIZDOL
THRBETHD., EQORUNERAINEINEZHERT IHEN
H5,

ASDSDIEBE 13XV 15IZHENT, ABAKRELUVE®D
ERFNOREHEDHY .

1. BEEVWERUVRELDIERE

i 67 {R
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Posaconazole Solid Formulation

&= WETA: BEES: AiIERET B: 2023/03/20
12.0 2023/09/26 23526-00023 #EERLA: 2014/10/21
Bt e x5 D BESHMNEBRL. BBRFRAMIBIKLERZSIESEIT L
nH5,
BERH G E, B, FEEFEEFERG EDBENETH
HEZHET .
BFTHER, S D BUGBRIIKEEDTTOAMERT 5,
ZERREEEER D BMLAZRALLGNI E,
RARAFGEL,
REDEMEET D,

RE~ODRBOE-IREEMER TS,
WMFWNEIEIREZEXCHES &,
BISRERAEDHKRICEDE, EXEHOFESLUREHED
EITHREICHEVVERYIES &
MLADEREEREBARITS,
FARALGEVWVEAICIIRRZZEANTE L,
BOEMNENSESITS,

BHESHEICH L TFHLEFEE LD L,
CHEREFRATHLEEIC, MBRITREEX LW &,
FNOREVEHLEL. REAOBEEZ&HNRIZCTSH LI

9%,
A ] 8 D ERER
BAEXER D BEOFERAFICEENE~DECEOFREMELHDHIHEF,

EEBROELIZTA ISV VI VATLELUREZV Y
D—%#FJEBLTLIEELY,
FERAFIEIRERUBREEZIET S,
BEREINE-KRISBFERT PRNCERET DL,

T27I) T4 DHBHEBARL—3VICF, ToP=7a
vho—)L, BUGEAGERE. BULKRLESKUVF
LREFIE. EXHLEER. EXERLEERHOEROL
Exa—%#&EOCRELAHYET,

®RE

TELGRESH D BYIRISRNILDODODVERBICAKTEL,
ML TRET D&,
ZEOREICH>TRET 5,

BRIt E D OROBFEEEVLSL LITREE LA
RER{L A

RENRBAEMH D O BIHUVHME: MRAL,

8. I EMHILRUREIEE

ERRBECETIRIFRBRR/HFERE

D%, CAS &= B (RER EERE/EER | HH
fE) B HERRE
Posaconazole 171228-49-2 | TWA 300 pg/m3 (OEB RER
2)

5/19



R&T-—%—t CIMSD /A
Posaconazole Solid Formulation

IRES ®ET A: BEBES: ATERETH: 2023/03/20
12.0 2023/09/26 23526-00023 MEVERR: 2014/10/21
Htro—x | 9004-34-6 | TWA | 10 mg/m’ | ACGIH
BT PO . REYADOEHER/MET DICIEETAEEGEMMNO S O
—ILEERALET,

B, RXEBFVRRZRET SO, €097V
JEBIRBREICI YRS A, P BRICHUVERS L

BHERHYET,
RER
I ARERE D EYULBFHSEENFEATELRWMES. FEXIE EFTM
THENA RS54 VOHEAND X ENTEIN-EEE, B
RREREXFEALEL £,
TJANE—"A4T D WRITFRASAT
FORER
ME D ELEFR
IRDREER D HA RO—IIL R EREREDL LLET—VILEEFERT 5.

FEREL LIEERITEDZIMRE, S Xk, =70Y
W ERRET BHI5EF. BRIV ILEFRT 5,
LA, SR, HLLIFI7OVILICENEESLSND
AREMEA HBIBERIE. TJT—AL—IL KL LLIEEFDIENID
L7 z—RBEOTIOTFU a3 vEBFRALELES,
EERUVEBARDRER D AZ74—LELCIEERERI—FEEFEALEL LS,

9. MEHRMLEHNEER

WK RE R I E

& L T—A%L
R D T—ARIL
RIOLEVEDIE L T—REL
Bhm B E R L T—REL

BRAXINBRRVHEEE @ T—274L

AIAE (BlR. %) CMIL AV RY YT LR ZDEAIADREDREIC, BHEY
DM LAZEEMRT 2EENLAHYFT.

AIATE GRAK) L T—REL
BRETRARVEFELRF AIRRR

BEGEOLR /AR ER @ T—24L
B
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&S HETA: BEES BIEIZRETH: 2023/03/20
12.0 2023/09/26 23526-00023 YIE{ERLA: 2014/10/21
IBRGEEDOTR/aIATE : 7—427%4L
[l
P JEZY
NRRE T—21L
pH T—21L
RFEIRE JEEZY
BARFEIEE T—R27%L
FhHE
EFE (BhRRTEER) JEZH
BRE
KB M T—R%EL
n-A49 %/ — )L/ KHERIZRK JEZY
(log &)
ERE FT—4271L
FERV/XITHEAZE
tE F—21L
BE T—R2%EL
HRHRFE JEZH
IR JEIBR M
[P Ek ABGIIERIEEYME L L TIERFEINAL,
NF=E T—R%EL
A4S
FFHA4 R JEEZY
10. REMRURGHE
R RGHERE LTIEDESI NG,

EFMREN
fEREERICATREME

BEORETIRE,

MI. NRYUTHLLEZEDENIDREDRIZ, @K
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Posaconazole Solid Formulation

RS WETA: BEES: AiIERET B: 2023/03/20
12.0 2023/09/26 23526-00023 #EERLA: 2014/10/21

DM LAZERRT 2EENLHYFT,
BUOBLEHIERIET S ENH D,

BTHREEN - & (8
BLADREZTRITS,
BAEEYE D ERIEH
BRAT LD REERY D BRASESBERMIIM SN T,
11. BEHEHR
AEEEOHIREBRROER © BRA
R RE ¥
EE
IRICA-=8B&
A=t
FIATTRERIERICE DR Y RETEHLY,
B4
Posaconazole:
2lENE o) : LD50 (T k):> 5,000 mg/kg
LD50 (v R): > 3,000 mg/kg
2MEE BR) © LD50 (v k):> 2,000 mg/kg
)0—X:
2lENE o) : LD50 (S k):> 5,000 mg/kg
2EEE (RA) : LG50 (T k):> 5.8 mg/l
RRERFE: 4 h
HEBRRE MLA/S X+
SHsEt 8BR) D50 (H):> 2,000 mg/kg
REBERME. /B
FIFAETRE A IERICE DK R Y B ETEAL,
D%
Posaconazole:
| 2 YR =
fER D EEBRIEAZL
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Posaconazole Solid Formulation
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RS WETA: BEES: AiIERET B: 2023/03/20
12.0 2023/09/26 23526-00023 #EERLA: 2014/10/21

BRICxd % EEGIEEGE/IRFIHME
AR 38K
%

Posaconazole:

"%E L
“EE L BREDRR

FEOR AR A N (S B R R AF 1T
R R
FIATRELERICEDSCRY DETERL,

PEOR AR RAFIE
FATREGERICEDCRYDETELL,

%

Posaconazole:

HERA A T . Magnusson-K| igman-Test
REDTRER D RIEiEA

/i . EILEVE

HER D e

4ATEMRRERRMY

FIRTEE R IEMICEH DR Y HETELLY,
By

Posaconazole:

invitro TOEEEM D HREBAA T MEMER WS EREALTESER (AMES)
R e
HEgs 4 7 2BAKER
R E
in vivo CTOEIGEMS D HERA A T IR ER
E:. 79X
MR B8
BEZR: F5IRMA
R e
£)O0—X:
invitro TOEEEME D HREBAA T MEMER VWS EIREALTESER (AMES)
R fE
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Posaconazole Solid Formulation

RS WETA: BEES: AiIERET B: 2023/03/20
12.0 2023/09/26 23526-00023 #EERLA: 2014/10/21

HEEAZ A T in vitro HEEBYMHREGTFERESR
R 2

in vivo TOEEEEMN D RERA 4 T WELEYARMmMEK/ N LERER (in vivo HifaE R
E%)
B voX
RER tRAHAATEE
R e

EHEAM

FIRAREIBRICE DR Y DETEALLY,

%

Posaconazole:

T2 A

BRERR © 0 (g§)

R 25 B P L 2%

HER - 1k

e D EPREENE— FIX AR EERR,

T2 WA

BE52% 0O

YA 28

fER o B

k3 D ER#EOE— FIX AN & EBZ,

)0—X:

L D Zvhk

BE5Z% D BRAHIAATEEE

IR EEEERE ;1258

R D Bt

4hEst

BEANDEZEDETNDEEL,

B

Posaconazole:

HIRICX 3 B2 C HER2 4 T ZREEN / VHIERE
.Sy bk AR

—feE  #: NOAEL: 180 mg/kg AE
JEIK: TR~ DZEIT L
R e

B4 T 2R / DHKERE
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Posaconazole Solid Formulation

€ MSD [} e

MBS ETH: BEEE BTEIZRETH: 2023/03/20
12.0 2023/09/26 23526-00023 YIE{ERLA: 2014/10/21
oy bk AR

AEEE-TEX AV

) O0—X:
EIRIC X3 B8

FERMBSBSTE (BEEIXCE)

—heEME  #: NOAEL: 45 mg/kg A E
FEIR: AT~ DELE(F AL
R fatt

HEA 4 T ZRBNB L UBRREE
By bk AR

BE£K #0

FAFE M LOAEL: 29 mg/kg AE

wR BREEMN, | FELARHLNT,

HERA A T ZRMNE L UVBRERE
B oYX AX
FA =M LOAEL: 40 mg/kg AE

HR: RS,

BYRRICLDERBICBEZENHSEN—BIAFESIT

WD,

HE4 1 7 —HREESEHR

B oy hk

BRI RAAALTEEE

R fEt

HER4 4 T 2HEeh / VHERE
B Sy bk

BERE: RAAALTEEE

R pEtE

FIRATRE L RERICESCRY DETER,

FERMBSRSTE (REICR)

RELTHIVERHBIHO-YRARAALEE. RIIRERFICLIESE BT B8 BE

FHiE, iR, LEHR) DEE.

D%

Posaconazole:
REODIRE
IZ R i 25
TERAAD B

RAAATEIHE

BT B8 BE R LESR SRR
R#IZH=5. RIFREFBIZK SBBORESE,

11/19



R&T-—%—t CIMSD /A
Posaconazole Solid Formulation

&S ;ETA: BEES: AIEIZRET A: 2023/03/20
12.0 2023/09/26 23526-00023 #EERLB: 2014/10/21

RELEEMN

5%

Posaconazole:

2 DTy, AR

LOAEL . b mg/kg

BEZK ©#0

IREEEERE 6 7 H

HZ R i 25 D BB, Bh, O DRE FFEE BEEE, B DNE

L N

LOAEL : 3 mg/kg

BE5ZK% |

i 55 B ] : 392 Days

IZ R g 25 o Bh, BREE, BN, DNBE BT, BEE O /i

2 . J1%

LOAEL ;15 mg/kg

BE5Z2% |

i 22 B R -1 #A8

IZ Rz B BT, UL/l M%

2 PN

LOAEL . 3 mg/kg

BE5Z% 0O

A . 56 A

IZ RO AR L BT, BRE B R, IR MR ZHh, ) /M8

2 D HIL

LOAEL : 180 mg/kg

BRERR © #0

IR EEEERE 12 5 A

IZ R i 25 o ik, HIEE, BiE

T2 YL

LOAEL : 8 mg/kg

BEZ2% o EERA

i 55 B . 1 #H

IZ R i 25 D DEmMER, M, BT, Mm%

)I0—X:

L D Iy bk

NOAEL : >=9,000 mg/kg

BE52% D BRHAHIAATEEES

IREREERE : 90 Days
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Posaconazole Solid Formulation

RES HETH: BEES: BiEIZETA: 2023/03/20
12.0 2023/09/26 23526-00023 YIE{ERLA: 2014/10/21
BAABEEN
FIRAREIBRICE DR Y DETEALLY,
ANEIZHT 2 REBHER
By

Posaconazole:

“ﬁﬂﬁhﬁ%é

fEIR: 1%, BRJE, MEX, B, 2R FE~OFE, %P5,
®E, TH SNE FPERRSE BRESHE

12.

REFERR

4 REEM
5

Posaconazole:
AEH

X9 &M%

MN-279 42— (k&ERE
T EE (B )
BEM (BESM)

AT

TOVOEOKEESHEY

EEEKAEEWIIHT BEME -

SOVAFOKEBEEHEDY ¢

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

A% OECD RE&H A K54 > 203

% ARERFEICEITIEMHEL

EC50 (Daphnia magna (74 =< >2)):0.276 mg/|
RREERSME: 48 h
Hi%: OECD HEEH A 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/|

RREERFME: 72 h

7% OECD :RE&RH A K54 > 201

1

BREZEERE Pimephales promelas (77w bAy K3/
2)): 0. 206 mg/|

RREERERA: 33 d

A% OECD :RE&RH A K54 > 210

RAJFEERE (Daphnia magna (A7 3223)):0.244 mg/|

13/19



RET-H¥—+ € MSD [} e

Posaconazole Solid Formulation

RS WETH: BEES: AiIERET B: 2023/03/20
12.0 2023/09/26 23526-00023 MEMER B: 2014/10/21
[ZX 9 55 (BHES) BRERRER: 21 d

7% OECD HE&A A K31 > 211
5 FRERFEICS THIEMEL

MN-2704—(OKkEREEE : 1

4 RE (1EH%) )

MEMIN T HEHE : EC50 (R&AMAEM): > 1,000 mg/|
REERFE: 3 h
HER S 1 T FEOR D&
75i%: OECD BRE&H A K54 > 209

£)0—X:
y: k- : LC50 (Oryzias latipes (F1A % #)):> 100 mg/|
RRERFME: 48 h
BE BT APEIBEON-T—FICE DL
%BH - SR
B4
Posaconazole:
EofEH D ER SoMmETIEGL,
52 50 %
RREERER: 28 h
7#i%: OECD RE&RH A K54 > 314
KB THOLREHE D ofEFEE (DT50): > 30 d
A% OECD :RERH A K54 > 111
£)O0—X:
ENREMN D KR SN,
EEREREN
%

Posaconazole:

EREEN : F&: Lepomis macrochirus (FJ)L—F)L)
£ YiEfERF (BCF) : 20
Hi%: OECD HEEH A K54 > 305

n-#%49%/—IJ)L/KnE%RE : log Pow: 4.15
(log &)
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Posaconazole Solid Formulation

€ MSD [} e

RES ;ETA: BEES: AIEIZRET A: 2023/03/20
12.0 2023/09/26 23526-00023 #EERLB: 2014/10/21
TEDOBEN
5%
Posaconazole:
"ﬁﬁmwﬁﬁ log Koc: 5. 52
FIVVB~DEEH
e
thoEELE
F—H274L
13. RELDZEE
BEEESE
BRREEY A BERERORHICRH VLD T S,
BEMETKAEEH L TIE G54,
FERBRUOEE TOREFF. UTAIIILFEEFBREDEOIC, BAIEZIT]=
BEEMULIBEEICEFTT 5,
BFICIEENEWES., RERAMRELTEET S,
14 BELDIE
= PR 4l
[ _E#iX (UNRTDG)

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

#4548 (Class)
BEE M (Packing group)
Z X)L (Labels)
REAEH

fin22ifizx (IATA-DGR)

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

#4548 (Class)

BEEM (Packing group)
Z X)L (Labels)

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

UN 3077
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

(Posaconazole)
9

I11

9

B

UN 3077
Environmental |y hazardous substance, solid, n.o.s.

(Posaconazole)
9

I11
Miscellaneous
956
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Posaconazole Solid Formulation

WES WA BEES ATE%ET A 2023/03/20
12.0 2023/09/26 23526-00023 #EERKRR: 2014/10/21

WEETR (REH) (Pack- : 956

ing instruction (passenger

aircraft))

REEEN DY

3 L#%X (IMDG-Code)

EEZES (UN number) : UN 3077

E&E#E A (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, SOLID, N.O.S.

name) (Posaconazole)

EE 5 $8 (Class) 9

A% (Packing group) 111

S N/l (Labels) ©9

EmS 32— K (EmS Code) : FASF

BESEYE XS - kB 0 &ZH

(Marine pollutant)

MARPOL 73/78 Mi/E&E 11 RU IBC I— FIC& B FoHEABMESNIBAME (B - )
s S REBORRKITIEIEZ S,

B P
E0REDERHE, HE 15 23HT 5,
A DREHE

CCICR#EEShTLSEMES T, BHROBMETOREHT, ARET -2 — FOHRTHRE S
NEELS ICRABSNMBOREDHCEDINTVET, EEDEE. ZEFEKR., N\vr—oY%
A4 XEHEAOMBORUDEREICLY, EEINDAREELAHY FET.

RERLREERHES LT

15.

BRER

BEEER

HREE

ek, EERBRMICSZE LGN,
L&EX

BELCEYME. EREFHE. BRFMIEEMEICKILEL,
FBREEEE
BEENRELESIIEEY
JEERY
REDHERITEINZHED
JEERY
EREER LR ARYE
JEER Y
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Posaconazole Solid Formulation
RES METH: BEES: RIEIZRETA: 2023/03/20
12.0 2023/09,/26 23526-00023 HEVERE: 2014/10/21

ZERHEDOEO ohi-t¥EWE (BFLEDE)
EZY

ZERMEOBHON-ILEME (FHREHEEHE)
EZY
BNELTEMTREBRVRVEEY
ElE
BHEERTTIREBRVRVEEY
IR

BHELEMEREFIHRA

EH

saehEFREHRA

IR

M7 L )LshehETRHR A

JEELY

ARBEFIPEFHRA

JEELY

FERLSFEEETS - NRE— (EERY)
El

B E UBIMEKEE

IR

eEhEHHINEETRREE

EEE

BEHRRRE

JEE& S

DE 108 5

JEERY

ek eiE

BRI 2, 3 XERMETIRSE 1 AEUYE
zik

ETRAE 194 KERVESRAIRE 11 TOMOEED
BEFRERVBLIEEOMHILICEAY 5i&E

(35 FEAHHE D BEREMEICEERELEN
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Posaconazole Solid Formulation

RES RETA: BRIERE: HTEZKETH: 2023/03/20
12.0 2023/09/26 23526-00023 YIE{ERLA: 2014/10/21
18 S Eak D BEELYME
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