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Albendazole / Closantel Sodium Formulation

RS WETH: BEES: AiIERET B: 2024/07/06
9.1 2024/09/28 10843108-00017 MEER B: 2022/08/26

1. (2R 2 USSR
MDA . Albendazole / Closantel Sodium Formulation

fth D E F R . Closal (A005093)

HiaEOSt4T. ERRUBESES

BIaE ORI : MSD

£ D BER AT B 810 MSD #HXeit FFIS
BHEES : 048-588-8411

BFA—LTELR : EHSDATASTEWARD@msd. com

RRERERES : +1-908-423-6000

HEARR VA EOHIR

HEME D BEHS

&R L DHIR o JERRE

2. ERAEEEOEH

{2 D GHS 947

RS RRAETE D R
KERBEEEN 88 (2 D Ea
%)

KERBEEEME B (12 D R
%)

GHS SR ESHE
BREXIED VRIL

FEMERE

13

==}
=

fERASHIER D T 7LILFXF—MRERIGEZREITEEN,
HA10 REREGRAIBZE I & > TKEEMIZIER IR ES,
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Albendazole / Closantel Sodium Formulation

&= WETA: BEES: BIEIZET A: 2024/07/06
9.1 2024/09/28 10843108-00017 #EERL A 2022/08/26
=E

P261 S X b/ ARDRAZEITHZ &,

P272 BRSNI-EERIIEFEBMOHSLBTWNI &,
P2I3 IRIE~ADMHE Z#ETH &,

P280 REFRZEZBERT S &

BaEE:

P302 + P352 RIEICfIELI=1BE : ZEDKTHESI Z &,

P333 + P13 RIEFIBRIIE LA (B) NELBE : EEID
PR /FUTERITRHIE,

P362 + P364 B IN-KEERE, BERATIIGEICITEE
=4HE,

P391 R ZENT 5 &,

BEE:
P501 NEY. BERERBIN-NEBHERICEET LS &,

GHS BT LT LMt ERB EtE

HMEDZL,

3. MR URSER

EEZWME - EEYMDOXF BEY

45

t=4 CAS BE 8= (% w/w BN REHE
E=5

JoELygya—i 57-55-6 >=20-<30 2-234

o0y >TIL 57808-65-8 3.87 -

Albendazole Sulfoxide 54029-12-8 >=1-<2.5 -

RYAXFTFLUT7ILFEIL(C10- | 68585-34-2 >=0.025-<0.1 7-120 / 7-155

C16) T—TILEREE T F VD LA

FOAAFLL2OTRZAF [556-67-2 >=0.025-<0.1 7-475

H o

4. HRRE

—RREIT KNS R

WA L-BE

EMDHEE®. [SNT BN EERELICEENDZEE
2T,

ERMNREICIHE. FREAREIHIERIE. EMDIERE
215,

RLGAATZISE . I EIDISI~BET 5,
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Albendazole / Closantel Sodium Formulation

RS WETH: BEES: AiIERET B: 2024/07/06
9.1 2024/09/28 10843108-00017 MEER B: 2022/08/26

ERLEZRTS,.
REIZfFE LI=5E D BEMULEES, BELICKREERTALSEDKTHEVET.
BERLERBRESUV#HZR <.
ERLEZEZTS,
BEAORIZKRERES .
HEBERT HRICERISHKS.

BRICA-T=15& D FPEAEEEL LT, KTRER®RSET B,
RN H YRGS DEEICITEREETROREZ(T5,
RAAATZGE D BRBHFRAALZGE . BEICHENAEGL,
ERLEZEZTS,
KTcOz&EL<TT

BHEAGWNGS, OB EZAT N &,
AMERRUEBRMEERDRE @ TULF—UREREEECTEZN.

LERLHIRER

WREEZY 2EDRE D HaRMEERFIBELDREITEEEILL, HEESK TSR
BREZFERAITSH L, BEORREUAHHESIE. HESD
BYGEAAREEZSREOC L (BR8E5H) ,

EMCH T HRAGERFE | XFRESIUMERZERTH &,

5. KKBDIEE

L 73 5E A . JKIESE
it 7 )L 3 — L3 sE h
ZBtixZ%x (C02)
3R H A A

2> TIXR R LVE KA ARG,
HEDORIREEN D RBEERY~NOBRZBIRRICEEREISEENH D,

HERBRIEY) D RERBRIEY
EREEY (NOx)
ALY
BRIEEY
AVREED
EREILY

BHEDHENAE D BEORR EFDREICE CTEYHAFRER NS,
KAHDBRERANT H=DIZKEEET S,
RETHNIEREBEI D THERKEEN BT
REghoBESEDH &,

HRZETSBEDRE DORKICIE, BRRRATRSBZEERT S
REEZERT 5.

6. RHFFOEE
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€ MSD [} e

Albendazole / Closantel Sodium Formulation

AiIERET B: 2024/07/06
MEER B: 2022/08/26

RS WETH:
9.1 2024/09/28

BBEERE:
10843108-00017

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

874

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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RET—H—F EIMSD A

Albendazole / Closantel Sodium Formulation

RS WETH: BEES: AiIERET B: 2024/07/06
9.1 2024/09/28 10843108-00017 MEER B: 2022/08/26

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

rRE

REGTRERY BRI RILODONERFICANTEL,
EEDOHREIZR>TRET 5.

EMEZIEYME D ROBEBEEEVOL LITRE LG
sRERALH

RERBFHRAEMH DOESHUOVME MRGL,

8. [F<EMILRURBIEE

ERRBICET IR RBRR/HFERE

5 CAS &S BE (RER | EHEE/RERE | HA
fE) il | HFREE

o TIL 57808-65-8 TWA >=10 < 100 &R
ug/m3 (OEB 3)

Albendazole Sulfoxide 54029-12-8 TWA 45 pyg/m3  (OEB M-SR

3)
FEHEHR: DSEN
| X =E Y #IBE | 100 pg/100 cm2 | pFasp

BAESE D RHEEZEETAICEIEVLAIOCTIYUIEEELY
HEFMEFERLET . BENELBWY A v U RER
i) o
e, REESSLUVREZRET LD, 210027
JEBIIRMERETICKYERESN., WP EIITHRVERESL
EHELHYET,
RETOIHELUVEETELRLIY 7ADEEYDHBE %
<S5 AT,  BAYOBERICEYZIMNGRMALEELY E
I fl. A—TF T A4 RHEITINA R)
A—=TonNno ) T%mIMELET,

RiER
MR FRRER D EYGRREENFATERVMGS. TR < EFE
THZEHA RS VOHEEND I BNTRSNHEIE, F
RREFREEFEALEL LS,
TA4NE—B14T D WHTFREAT
FOREER
#E DO MEREFR
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RET—H—F EIMSD A

Albendazole / Closantel Sodium Formulation

RS WETA: BEES: AiIERET B: 2024/07/06
9.1 2024/09/28 10843108-00017 MEER B: 2022/08/26
&S D FREZETERIDCLEEREILEL LS,
RROKREER YA FU—IL P EREREL LLBFT—TILEFRT 5.

FEREL LIEEFRICROZIVMRE, S X, T70Y
W ENKRLET ZEEIK. BUGIT—JILEERT 5,
MLA. SR, HLKEI7Z7OVILICEN EESLSINS
AREMEN HDIEEIE. TJT—RAP—IL KL LLIEZFDIENID
L7 z—REOTATIavEFRALELLS,
RERVEADRER D AZ 74 —LELKIEEBRERO—FEFRALEL LS,
MEEAZBELAEVLSIC, BEEINADIZRVICEDIE, &
FBEOH— AU rZEEMLTEALELLES (Bl, RU—T
Ly, T7AY, RFR, FIMETR—YRE) ,
FBERINT-AREM D HIKIRZER CIEEILEY L AETIT-

TSy,
9. MEMNRTILFHES
MERIKRE C BAR KBK
& D Bf, £7KRTIA K
R : ER
2LoLENEDIE D T—A%L
Al R R D T—A2iL

BRARXFVNBRRVHEERE @ T—-%74L
ARtE (BEMR. =KD D OERRY
AIATE GRAK) LT3R L

BRETRARVEFELRFFAIRER
BEGEOLR /AR ER @ T—24L

1t

BREEOTR/AHTR : T—4%L

1
51K R L F—anL
SRR F—a%L
pH 8.5-10.5
RERE T—57%L
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Albendazole / Closantel Sodium Formulation

MBS HETH: BIBRE: BTEIZRETH: 2024/07/06
9.1 2024/09/28 10843108-00017 #IEYERL R 2022/08/26
BAFEANEE FT—21L
FHEE
EALEE (BhELTESR) 70 - 300 m*/s
BERRE
KBt T—a1IL
n-A49 %/ —)L/ KNEIZREK JEZY
(log 18)
ARE T—271L
BERUV/XIZHEXNZE
tE 1.035 - 1.051
BE T—8L
HXHRARE T—HL
IRFAEE IRFEMELL
ER b4 ABDFEIEEMEE LTIEIDEINEGL,
HTE F—a%L
BT
MFHARX <80 um
10. REHRUVREGHE
RIS RIGHBRE L TIEDEINLEL,
LR EM BEORETIEIRE,
fERAE RIGAIREME BOBRIERIERIGTHIEL DD,
BT BN EEH MREL,
BB E E&1E &
BIRAELDBRERY BRAZSL/BRERMITM SN TV,
1. HEHEH

AREMED H S REZBOFER

®A

R & A

£
RBICA-=5&H&

7125



R&T-—%—t CIMSD /A
Albendazole / Closantel Sodium Formulation

RES HETH: BEES: BiEIZRETA: 2024/07,/06
9.1 2024/09/28 10843108-00017 #IEYERL R 2022/08/26
auEt
FIRAREIBRICE DR Y DETEALLY,
o
2MEE ®&n) D AMEMHERE > 2,000 mg/ke

HiE HREICKDSHE

%

JoELv>Sya—i:

A2EEE @&0) : LD50 (v F): 22,000 mg/kg

2EE (RA) : LC50 (5w k):> 44.9 mg/|
RRERRER 4 h
HERIRE: MLA/S X+

SEsEt 8BR) : LD50 (H): > 2,000 mg/kg
TERAAV M COYMEBEFLITEEYIEIEAMDOEESHILE
Ly,

a9 oF)L:

2EEE &0O) © LD50 (v b, A R): 262 mg/kg

Albendazole Sulfoxide:

2EEE E0O) D50 (w2 R): 1,500 mg/kg

LD50 (T v k): 2,400 mg/kg

AMEEE (ZOMmOER) : LD50 (T v b): 265 mg/ke
B 52 FRARM

R)AFSITFLUTILFIL(CI0-C16) T—TI)LEEEF F V) D L:
2MEE ®&n) © LD50 (5 k):> 2,000 - 5,000 mg/kg
7% OECD ERER A K54 > 401
HE BT 2MEMBONET—RIZETL

AMEN (BR) : LD50 (5w k):> 2,000 mg/kg
#5i%: OECD SRERHA A K54 > 402
e BT EME,ISBOINETF—2I® L

FORAFLVIOTRSVOXFH .
SMEE B0 D50 (Z v k): > 4,800 meg/ke
TERAV M COMEFLITEEYEI2EOROSEILE
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RET—H—+h EIMSD A

Albendazole / Closantel Sodium Formulation

IRES ETH: BEEE ATEZRET A 2024/07/06
9.1 2024/09/28 10843108-00017 #EERLB: 2022/08/26
Ly,

2EE (RA) : LG50 (T k): 36 mg/l

RREERME: 4 h
HERIRE MLA/S X+
Hi%: OECD HEEH A K54 > 403

2MEE 8BR) : D50 (S5 k):> 2,375 mg/ke
TFTERAD M COMEFIEEEYIEHDOEESHEITE
LY,

REEEY. /I

FIATTREIERICE DR Y DETEHLY,

D%

JaoEvySya—i:

& R

Hi& : OECD HERAHA Ko 4 > 404

WwR D RIERIEA L

Albendazole Sulfoxide:

i D oYX
R D EERIEAG L

RUAFSIFLUTILFEIL(CI10-C16) T—TILEEEF R M L:

2 D oYX

Ak : OECD HE&HA K54 > 404

R D RIERIEME

s D BT AMEMNMBLONET—FIZE DL

TosAFIO/ATFFSOAXY Y
& R
R D RERIEAL

RBIZx9 5 ERGBRETEIRRIBE
FIARTRELERICEDCRY DTSR,

B

Ja~rvuvySdy)a—i:

2 s

R ;. IB~NOFEAZL

& . OECD :&HE&HA K> 1 > 405
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RET—H—F EIMSD A

Albendazole / Closantel Sodium Formulation

RS WETH: BEES: AiIERET B: 2024/07/06
9.1 2024/09/28 10843108-00017 MEER B: 2022/08/26

Albendazole Sulfoxide:

2 R =
R . BRAOREA L

RUFFSIFLUTILFIL(CI0-C16) T—FTILBEEEF MY 9 L:

2 DY X
R D BRISHT A AT E
-3 D T AMmENINSB LT —RIZE DL

FOAAFILOZATFFSOOXFH Y

2 DY X

R . IRAOREA L
PR 38 REVE 1 XIS R IS e 1S

REREY
FULX—MRERGEREZTEEN,
FEOR 25 B ETE
FIATTRERIERICE DR Y DETERLL,
D%l

JaoELvyyya—i:

HEg4 4 T D REXIUTAE— a3 ViR
KREDIRK D RIStEM

g . EILEY R
R e

Albendazole Sulfoxide:

HEaq 7 x4 E—Ya VR

EEOERERK D BR

TEARAD R D ABOEEBICEENS PEEQABENKIET SaEEE

(XEEHLAEH B o

tER - 1k

B D REFIUTAE—Y a3 VR

REOIEK L BR

R D BMEME

RUFFSIFLUTILFEIL(CI0-C16) T—FILEEEEF MY 9 L

HEgS2 4 T D REX A E—T a3 VR
REODIRE D RIS
& . EILEY R
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Albendazole / Closantel Sodium Formulation

RS WETA: BEES: AiIERET B: 2024/07/06
9.1 2024/09/28 10843108-00017 MEER B: 2022/08/26
A& : OECD FRERA A K>+ > 406
LEES DopEt
et L BT IMELLFONT—RIZE DL

179}?»v7u7F7vu$#/

e A T D RFIUTAME—T 3 VR

REOTRE D RIS

& . EILEY R

WaP: : OECD :HERHA K> 4 > 406

R DB

4EMRERRYE

FIRAAREIBRICE DR Y DETELLLY,

%

JaoEuvy4gy)a—i:

in vitro TOEEE%E D HEBAA T MEMERVWDEREALTESER (AMES)
R 2

HERZ A T in vitro 2 BEAREEHER
7% OECD HEBRA A K51 > 473

R =

in vivo TOEEEM D BB 4 T EEL B RMmMBR/MZERER (in vivo MifaEER
E%)
FE:.T9RX
BRI BEEREST
EER: 2

ooy 7L

in vitro TOEEE%E D HEBAA T MEMER VWD EREALTESER (AMES)
EER: 2

in vivo TOEGEMN D BB T T omEEEESERER (EMAE)  (in vivo)
B Tv9R
BRER: SRAHAATIEE
R 2

Albendazole Sulfoxide:

in vitro TOEEEME D BB T MEMERA NS EIRERE EHER (AMES)
R 2

R4 T REBREE
TAMARTL: Fry4 =Z—ANLRZ—IIEHK
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Albendazole / Closantel Sodium Formulation

&S RETA: BRIERE: HTEKETH: 2024/07/06
9.1 2024/09/28 10843108-00017 #IEYERL R 2022/08/26
R e
in vivo TOEEEM D RERA A T IMRRER
FB:.v9R
fHRa R 534
R e

RUAFSITFLIUTILEIL(CI10-C16) T—TILEEEEF R Y L

in vitro TOEEE C BERAA T in vitro BELBMMENEET ZRHER
#73%: OECD HERH A KS A > 476
SR et

BE: HUT HSMEI /LT —FIZE DL

FOAAFILOZATFFSOAOXFH Y

in vitro TOEEEHE D RERA A T MEMERAWDEIREALTEAER (AMES)
Fi%: OECD SRERH A K51 > 471
R 2
HERAR A T in vitro BEBYWMRECFEESER
R 2
SRE&R A A T in vitro ZBAEERER
R 2
in vivo TOEEEMN D HERA 4 T ZEEREM(in vivo IBELEEHMAME RN
Ex. ZBMELHT)
E: Sy bk
BREZE A
R 2
HENAKE
FIATTRERIERICE DR Y RETEHLY,
B
JoeEvySuya—i:
i RV S
BE5Z% D BRAIAATEEE
A 28
#HR D et
0927
g AV
BE52% D BRAHIAATEEE
YA 2 &F
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RET—H—F EIMSD A

Albendazole / Closantel Sodium Formulation

RS WETH: BEES: AiIERET B: 2024/07/06
9.1 2024/09/28 10843108-00017 MEER B: 2022/08/26
HR LopE

Albendazole Sulfoxide:

& WA
BE5#2% © 0
IRERFRE 28
NOAEL . 400 mg/kg AE
#HR D e
2 AV
BRERR ©o#0
A 2 &
NOAEL : 20mg/kg AE
#HR D e
BB -TERAAD L D EYIREICEWTEA VORI EN,
HhEENY
FIATTRERIERICE DR Y DETEAELL,
B4
JoeEvySuya—i:
ERIC N9 S L D RERA 4 T R AEEEHER
= Ayl d
BRERE: SRAAATEIEE
R 2
BROKE~DEE D HEBAA T ZBENELUBREREE
E: 79X
REER SRAHAATEIGE
R =
a9y 7IL:
BREROEBE~DEE D REBRA 4 T R AEEEEHER
B Sy bk
BRERR: SRAHDATEEE
R 2

Albendazole Sulfoxide:
EIRICHK T 58 D RERA A T EREN
B oy bk
BREZEK &0
45 NOAEL: 30 mg/kg AE
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R&T-—%—t CIMSD /A
Albendazole / Closantel Sodium Formulation

RS WETH: BEES: AiIERET B: 2024/07/06
9.1 2024/09/28 10843108-00017 MEER B: 2022/08/26

R RERICHEEL,

RROEE~DEZE D HERAA T RE
oy bk
BE&K &0
FHEEM: LOAEL: 10 mg/kg AE
HwR EsH0EE, , BRI,

e A T HE

& oYX

BE#K &0

FE =M LOAEL: 30 mg/kg {AE

HR ESHOEE, , BRIW. . BRIh-BASH

REB4aq 7 &F

oy bk

BE£ZK 0

FAE M NOAEL: 5. 8 mg/kg AZ
R AZROBRE~ADEE,

HERa 4 T RE

oy bk

‘52K 0

FAESM: LOAEL: Tmg/kg AE

BR ESHEFRANDEETLGEENH D EMNHIBAL

EESME-TERAA VU D BREADEBEZEOEENDE,

FoAAFILOOTF RSO OXFY .

FIRICH T & D HERA 4 T CHRAEEEMRER
B oy hk
B 52 RA
Ji%: OPPTS 870. 3800

R B
BEROXKE~DEE D BREBA4A T 2RSS L UVRBRREXRE
& oYX
BERE: A
R e
EEEE - TFERAAV K D BMRRICKDEMMBERS X UEREA~NDEEZENH S

EMN—EILFTESN TS,

WERMBEREE (EEER)
FIATRELERICEDCRY DFETELL,
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€ MSD [} e

Albendazole / Closantel Sodium Formulation

RS WETH: BEBES:
9.1 2024/09/28 10843108-00017

AiIERET B: 2024/07/06
MEER B: 2022/08/26

B

Albendazole Sulfoxide:

REOEREK 0O

Er 2 DOGHIEE, PRAER
TFERAAD R BRDOEEDEZN.

FERMESRSE (REXCR)
FIATRERERICEDRYDETERL,

By

Albendazole Sulfoxide:

EEOEIRK C 0

Er g D GHIEE, hiRHER, RER, FE
TEAAU R D REICH-5. XIREFCBIZEIBHRDOEEDS F1,
RERSSM

B

FoELrySya—i:

i vk, AR

NOAEL >= 1,700 mg/kg

BE5Z% RAIAATZIHE

A% 55 B 2 F

Albendazole Sulfoxide:

1
LOAEL

R E R
PR 25 s ]
RIS
EnON

1
LOAEL

R 5
PR 55 e ]
YRR AR
EnON

1
LOAEL
bR i
iR 55 BF

vk

168 mg/kg
#0

4 8

HIEE, 24
T, MErt

X

48 mg/kg
#0o

4 58
HIEE
T#, MErt

<TOR
40 mg/kg
#0

3 4 H
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Albendazole / Closantel Sodium Formulation

€ MSD [} e

&S ETA: BBEERE: miESkET A 2024/07/06
9.1 2024/09/28 10843108-00017 #EERLB: 2022/08/26

EHIE AR . Mk, K &

JiE K D MRFHHE, FE~ADEE

i D vk

LOAEL : >= 30 mg/kg

BE5ZK DO

iR 2E Bs il . 6 4R

ErfiEaR 1117

JiE K D MERFMHR

i DN

LOAEL . 40 mg/kg

BE5ZK DO

iR & B 6~ 8

ErfEaR . Mk, FEEE

JiE K D MRFHHE, FE~ADEE

i D vk

NOAEL .1 mg/kg

52K DO

IR EEEERE : 60 d

ErfEzR . B, 2R

JiE K . FFE~DFEE, BUHOEEEN~ADEE

FoAAFILOATF SO AOXFH Y

2 AV

NOAEL :1.82 mg/|
BE5Z2% D RAGER)
YA 2 F

2 D oYX

NOAEL : >= 960 mg/kg
BE5Z% D RIEYEA
A N I |
RAABEM

FIFAARE A IERICE DK R Y D ETEAL,
AT 2 RBHER

B

Albendazole Sulfoxide:

— AR IEER OER T UILX—MERE, RTE, BBEAE, BEE HEL
RS A D EMERS BB
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R&T-—%—t CIMSD /A
Albendazole / Closantel Sodium Formulation

RS WETH: BEES: AiIERET B: 2024/07/06
9.1 2024/09/28 10843108-00017 MEER B: 2022/08/26

FER: 7 LILF—ERIE
75 KBNS EBEERETCENH D,

RAAATZGE D ERlERR HIEE
fER: BIERE, TH, ERE

RS PIRMER
fEIR: BEfE, HFL

BriEas: T
fEIR: FFRED £ 1L

Bl &R
R RERNOEE

SREst

B4

JoeELrodya—i

asEn : LG50 (Oncorhynchus mykiss (=< X)): 40,613 mg/|

BREERFR: 96 h

SOUOHEOKEESHEY  EC50 (Ceriodaphnia dubia (<> 3)): 18,340 mg/|
[Zxt9 &M BREERFR: 48 h

B KEEWICHT HEM 0 ErC50 (Skeletonema costatum (fi¥IEEE) ): 19,300 mg/|
BREERR: 72 h
7% OECD ERE&RH A K54 > 201

DUdFEOKEBEEHEY - RKEFZERE (Ceriodaphnia dubia (222 3)):13,020
X9 HEME (IBHESM) mg/|
BREEREE: T d

-

=

~
-~

[

MEMIxT 5F M . RAREFZERE (Pseudomonas putida (¥a—KEFX - TF
A)): > 20,000 mg/|
RREERFR: 18 h

8927
AEl : LG50 (Oncorhynchus mykiss (=< X)):> 0.01 - 0.1 mg/|

BREERFRE: 96 h
7% OECD EXB&A A K51 > 203
#E: BT HIMEI/ONT—FIZE DL

17 /25



RET—HRI—F

€ MSD [} e

Albendazole / Closantel Sodium Formulation

RS WETH:
9.1 2024/09/28

BBEERE:
10843108-00017

AiIERET B: 2024/07/06
MEER B: 2022/08/26

M-279 58— (KERRESE
% EH (R )
N-T70%— (KERERE
tt RE (1815 )

Albendazole Sulfoxide:
y: k=

SUVIAFOKEESTHDY

IZxt9 5&E %

B KkEEWICHT BEN -

N-279%4%— (KERERE
% EH &%)
N-2794%— (KERERE
%t RE (8% )

10

10

EC50 (Brachydanio rerio (£75 74 w3 2)):0.042 mg/|
RREERERS: 144 hrs

EC50 (Daphnia magna (F# =< > 1)):0.068 mg/|
BREERFMAE: 48 h
7% OECD ERER A A K54 > 202

EC50 (Raphidocel is subcapitata
mg/ |

RRERRER: 72 h

7#i%: OECD HE&EH A K54 > 201

(oK ME#E) ): 0.024

10

10

$Ut$y1?u/7»$»wwm&:—rwm&TFUbA

sl

SUOVIAFOKEESTHDY ¢

[Tx9 HFM%

B KEEYICHT HEN

REME (BES)

LC50 (Danio rerio (€757 wva)):>1 - 10 mg/l
BREERFMAE: 96 h

7% OECD ERERA A K54 > 203

&% BT MEMHFON-T—FITE DL

EC50 (Daphnia magna (A=< >3)):> 1 - 10 mg/|
BREERFMAE: 48 h

7i%: OECD FRERAA K54 > 202

w5 BT MEMS/ONT—RIZE DL

ErC50 (Desmodesmus subspicatus (#:%)):> 10 - 100 mg/|
RBEERFE: 72 h

ik OECD HERH A K54 > 201

& AT 2MEI/ON-T—FICE DL

BARESEERE (Desmodesmus subspicatus (#E)): > 0.10 -
1 mg/|
RREERFME: 72 h
7% OECD EE&AH A K54 > 201
&% BT smELIrBOonfzT—2IZE DL

RAEEZERE (Oncorhynchus mykiss (Z2<X)):> 0.1 -
1 mg/l
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Albendazole / Closantel Sodium Formulation

RS WETH: BEES: AiIERET B: 2024/07/06
9.1 2024/09/28 10843108-00017 MEER B: 2022/08/26

BRERRFA: 28 d
wE: BT HMEI /LT —FIZE DL

MEMIT HEME . EC10 (Pseudomonas putida (¥ a— KEF X - TF4)):>
10,000 mg/|
RREERFR: 16 h
77:%: DIN 38 412 Part 8
& BT 2MEIEONT—2IZE DL

FURAFLOVBTFESVAXFHY,
y: 2 : LG50 (Oncorhynchus mykiss (=< X)):> 0.022 mg/|
BRFERFR: 96 h
&% BMERFBICETLIHFHEL

SOUOHEOKEESHEY  EC50 (Daphnia magna (A7 3> 3)):> 0.015 mg/|
IZxtd 5EMH RREERERE: 48 h
% BARERFEICEITIEMHEL

BEKEEWICHT HEMS ¢ ErCh0 (Pseudokirchneriella subcapitata (#5)): > 0.022
mg/ |
BREERFMAE: 96 h
& ARERREICHSITA2EMHEL

EC10 (Pseudokirchneriella subcapitata (#%:%)): >= 0.022
mg/ |

BREEREME: 96 h

7% BRERFEICETLIEHEL

BEMN (BEEN) D RAEFERE (Oncorhynchus mykiss (=< X)):0.0044
mg/ |

RRERRFR: 14 d

SOVIAFEOKEREHRBY © RKXEZERE Daphnia magna (A4 32 23)):0.0079
[Ix9 B EM (BHESME) mg/ |
BREEREAE: 21 d

M-D7942— (OKEREEE : 10
% RE (1BH) )

BREY - Y

%

JaoEurygdy)a—i:

o R D R SofRHE,
5 98.3 %
RRERRER: 28 d
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€ MSD [} e

Albendazole / Closantel Sodium Formulation

RS WETH:
9.1 2024/09/28

BBEERE:
10843108-00017

AiIERET B: 2024/07/06
MEER B: 2022/08/26

7% OECD EXBRA 4 K51 > 301F

RUFFSIFLUTILFIL(CI0-C16) T—FTILBEEEF MY 9 L:

ER R

HR: ZOMEE,

BE: EUT HMEI /LT —RIZE DL

FOAAFILOZATFFSOOXFH Y

E RS HR: ZoEETIEEL,

E0fE: 3.7 %

RRERRER: 29 d

#i%: OECD :RERAH A K51 > 310
EHEEYE
D%

JaoEvySya—i:

n-449 %/ —IL/KIERFH

(log &)

8927

n-4%4 %/ —IL/ KDERFH

(log &)

Albendazole Sulfoxide:

n-44 %/ —IL/ KDERFH

(log &)

log Pow: -1.07
A% HELIRA (EC) No. 440/2008, 1=, A. 8

log Pow: > 4
B85 EMROHE

log Pow: 1.27
pH: 7

RUFFSIFLUTILEIL(CI0-C16) T—TIILEEEEF FY DL

-4 4%/ —JL/ KHEZRE © log Pow:< 3
(log 1)
FOAAFLIIOTRSOOXFH L.

ERETEN

n-#4%9%8 /7 —IL/KNSERFRE

(log &)

HRAOBEM
F—a1L

7&: Pimephales promelas (7 7Y bAYKZ /D)
£YiEfERF (BCF) : 12,400
75:%: OPPTS 850. 1730

log Pow: 6. 488
7% OECD HEEHA K512 123
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€ MSD [} e

Albendazole / Closantel Sodium Formulation

RES  &ITA: BEES: #EIRKET A : 2024/07/06
9.1 2024/09/28 10843108-00017 #E{ERL B 2022/08/26

TV BADEEY

e

BoRERE

F—aiL

13. BEEOTE

BEF%

BREEEY 75 B AR ORI HENS T B,
BEMETANEH LTS B,

FREBR VA% BOBEIL. VYA I LELEEROEOIC, BAEZ -
BEMMELEICERT 5,
BISEENBONES, KEARE LTHEET 5.

14, WEEDTE

B

R _E ¥fii% (UNRTDG)

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

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

(Closantel, Albendazole Sulfoxide)

#4548 (Class) 9

B2 ZE#K (Packing group) 11
AL (Labels) 9
REAEH B
finZeEi= (IATA-DGR)

UN/ID ZS (UN/ID number) UN 3082

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

E&E 548 (Class)

B2 (Packing group)
Z XL (Labels)

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

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

RIEAEH®

& _E#i3% (IMDG-Code)
EEZES (UN number)
E:&E#i% 4 (Proper shipping

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

(Closantel, Albendazole Sulfoxide)
9

11

Miscellaneous

964

964

ZY

UN 3082
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
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Albendazole / Closantel Sodium Formulation

€ MSD [} e

&= ETA: BHEES: ATEIZRETA: 2024/07/06
9.1 2024/09/28 10843108-00017 #EERK R 2022/08/26
name) (Closantel, Albendazole Sulfoxide)

EE5 45 (Class) ©9

A 285k (Packing group) o111

Z ~NJL (Labels) 9

EmS 32— K (EmS Code) . F-A S-F

BESEME &S - EZD) 0BG
(Marine pollutant)

MARPOL 73/78 MiRE I1 RUFIBC A— FICK A X oWMAMEShHBARME (Z - EZY)

s IREBORMICFTIEZS,

Il PR il
ERHEDERF L. EHE 15 2SR 5,
A DREXE

CCICRHEN TV SEEN L. FROBMETDRHT, ARET—42 L — O THRS
NEES ICHBSNMBOREDHICEDNTVET, EEIEE. ZEFE. N\vsr—oH%
A XEWBOMBDRAUDOEREICEY, ZEENLAREELAHY FT,

REABLAKERHES LT

15.

BRAER

BEER

HREE

fElRY. EERBMICERS LG,
L&&

B {EFME

LFA

=

=

Jansr—1, 2—FH—)L

106

a— (ZILFIIL (C=10~16) ) —w— (RIKRAFY) KUY [ (&
FUOIFLY) (REAFVIFLU/ XY (AFILIFL

V) ) 1 OAZDLERIEF R OLE BYRLBEGZOBEYIRLE
DEHYNR1~4DEDIZRS, )

223

ERIEFME

L4

=

=

2, 2,4, 4,6, 6, 8, 8—AY8AFIL—1, 8, 5, 7,
2, 4, 6, 8—TrIAXHYTESOHY

40

FEREEEE
BEENEULEShIEEY
JEERY
HREDHTERITEINEZHED
JEZY
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RET—H—F CIMSD A e

Albendazole / Closantel Sodium Formulation

mES KT BEES: #IEKET B: 2024/07/06
9.1 2024/09/28 10843108-00017 #EER B 2022/08/26

R LR AR NS

I

ERFEHOEDO Shit2nR (BELLNE)

I

ERFEEOBO SN LENE (GRBLILENE)

e

BAREZBHNTREBRVRVEEY
EEOTED 2 BITRAKRE 9

LZE4 SHE (%) i

JaegLryyya—i >=20 - <30 2025 4 A1 BLRR

BAHNEERTIRELRVERVEEY
EE ST & (BITRE 185%)

%24 5%

JaeELrySYa—i 2025 4 A1 BLRR

BEEEEELEVE FEFHOREASOEAREYE (FBRLMERRE M4 &0 2)
%Y

NARMEDE (FEBREEERBESTTED2)
e Y

HECEMERS FHHHRA

%Y

SRR EFRFHRA

%Y

M7 IILE LT RIARA

Y

BERBRPEFHRA

JEZY

FEREFEEZETS - NRE— EEWD
JEZY

BV R VB ERx

Bl

%24 BaES

BT UIEEYMRUVCNEEEFT HHA 32

LM EHFHITETERRER
JEEZY

BEHARRE

JEERY
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Albendazole / Closantel Sodium Formulation

&= WETA: BEES: AiIERET B: 2024/07/06

9.1 2024/09/28 10843108-00017 #EERL A 2022/08/26

KR E

JEEX Y

2k

BRI 2, 3 XERMETIRSE - AEUEVE
=ik

FEITRRAISE 194 FRIRMETIRE 11 TOMDAEY
BEFRERUBLEKEOMILICET &R

(£ 5 FEHEE ; EHRAMEIZILZY LA

& S daiE D BEEEYE

FRER U RFEMHIERGEE

FRERFEMERE (L - @A)

JEEZY

WHEMERBHEERE EE - @A)

JEZY

BEEVMONEBER VERICET &

EEREY

COHEBDOHEDIZCODNWTEEAS IRV M) —~DEEIFR :

AICS P N

DSL N

IECSC N

16. ZDth1EEHR

ASDS ICENTHBREHELZDBENARMEDEENERTDBAX. BEEMETHIIEEE

EHRET

5| A >k D BHE#MT—42. EHE SIS [CEH I F—4 . O0ECD eChem
R—FILE X UEIMNIEEYER http://echa. europa. eu/ D&
RiER

Bff2+—<v bk . #/B/H

ZTDHDIEEENDEX

ALIC - A—RX FSUTDIEILFERASA ANV RY; ANTT - TS5 D)LEREHEMES, ASTM - K
E#HERERBS bw - KE; OR - A, ZERE. EEEUENHDESnEME DIN -
FaAURRKRIGBEELE, DSL - BRYME YR L (AF4): Ex - FED XhORGERIFT EEZ

24| 25
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RET—H—F EIMSD A

Albendazole / Closantel Sodium Formulation

&= WETA: BEES: AiIERET B: 2024/07/06

9.1

2024/09/28 10843108-00017 #EERL A 2022/08/26

BNBHRE: Elx - FED XWORGERIFTEEZONDEAFTES, InS - REHORT V2
—JU; ENCS - {LBEDBFLEME )R b ErCx - FED XWOREZERIFTEEZONDRL
R&R ERG - REMISDFEIE; GHS - #RFMI X T L GLP - HAEREE RS, IARC - EFR
DATREHE, [ATA - BEMZEEEHR: IBC - BRIEZESZOESEEZD-HOMMOEE
RURGKICET 2ERRHHRAI; 1650 - S0%fEEFIRE: ICA0 - EFREMMZEMES: IECSC - hEIR
HiLEYMELE: INDG - BB LEKRYMRIE. IN0 - BREEHE: ISHL - FBRe/E&E
(BA); 1S0 - EFR#EEHME. KECI - BEBRFCLFEMESRE: LC0 - 50%B3LRE, LDS0 -
50%EStE (FHEIEE)  MARPOL - MfIC & 5 DMIED-HDERRER, no.s. - I
BMBNATRSIN TS L DZERRC: Neh - FURR NOWEC - BEZMHFZERE: NOWEL -
BEZMFZE LA, NOELR - EASMHLZEARTEIS, NOM - A F2a2HHA NTP - XEE
REM IO L NZIoC - Za—2—F v MMEEME AR, OECD - #ZF i NBAFMEE, OPPTS
- LEYMER SN - AFWHILER PBT - HOMMEN - ARERNE - HEMEWE) © PICCS - 7
1 VELEMEA oAV Y —; (QSAR - (EEM) HBEFMHEE; REACH - LEMEDH
$. sTffi. B WHIUEE (REACH) [ZBI¥ H#RAI (EC) No 1907/2006; SADT - B hnEEs#Z
BE; SDS - RET—4L— b TECl - 2 A ICBRFOLEMEDA RV b TSI - BiEfE
EMEA R MY —; TDG - fEiEEE. TSCA - BEMEMRGE CKE) ; UN - E3E; UNRTDG
- EFESERYEZES. VPB - FREICHIMRUFEICESERME. WIS - EXRGRIRA
EUEMERR AT L

CDRET—HI— MU TSDS) £V D) TRET HEHMUT TREHR) &0 3) . KxEH®
BERICENT., BHOKREOME. FHh. RPEIDLETERTHLEHHLEZEDTY,
AERT. REOXREGHREL., FA. LE, RE, #@X. RERVRRICEIIAN TR E
LTOAMERESNTEY. WHVELRIERERERBEZLTLOTESHY FEA. AFERIL.
SDS DEEFICTRENTVIRHESN-HAICETIHLOTHY . ARAULNMMORRZLEHE
HET, XETOERPTHERASNDEGEE. AXPITERNGVRY . ARICIETLH oG VAETEES
AHYFT . ARGOERAESMICEVTIE, FERERVHREEZERT 5812, FRES
MDRBREBICETEARHAOBYLGFMEEH T, FRAESLOERT 5HETOREDNIRR
CHEITHERHRBDEK, FHA, VB, ROREICDOWVT, HERBLET,

JP/ JA
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