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1. eZRREUSHITER

LMD ER . Suvorexant Formulation

HieEosHaH. EMAUVERES

HIEEDREATR : MSD

£FRr © BER REA™ faR 810 MSD #X&tt FEETS
BRES . 048-588-8411

BFA—ILT LR - EHSDATASTEWARD@msd. com
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FEAEDOHIR .
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%)
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Suvorexant Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
12.1 2025/04/14 21543-00027 #IEYERH: 2014/10/14

GHS T EICEY L MEDEREEFY
EEGHBEREVEESNDIE © BLADNRICAD L. BBHGRIBNEEZ D ENHD.
BEEEOHME *ﬁl;/utd)?ﬁﬁﬁl &Y. REOMEBENGRIBETIIEENEE
AIREMEA B B,
7JIIII N RYDTHLLIEZDEIADREDMEIC, BRFEMED
BMLAREMHBT HDEENNHY ET,

3. MERURSTER

tEYE - EEYDORXF . EEY
0%,
=2 CAS &= SEE (% w/w BERATERE
&5
ARLFHU b 1030377-33-3 >=2.5-<10
ATTYVUBIITRID LA 557-04-0 >=1-<10 2-611
4, nRfEE
o 3: O A 74 D EHOEEN. KON TCRENWESETELICEEDLERS
Z+5,
ERAESICIHE. FHEEENHIIHEEIL. EBMDIETE
2115,
A LT-15& D RUVNAATZISE. IEGESOBFANZEIT S,
ERNBEN DGR ICIIEREBEATEREZI(T5,
BREIZfE LSS D KERITATESRELTLIESL,
ERNBENSEEICIIEREBEATEREZI(T5,
RICA-I=15& o BIZASE=GAIZEK, KTELTT L,
FIEAH Y BT DIESICIIEEREE TRREZIT 5,
RAHIAATEIGE L BRAHAATZIGE. BEICHEMGL,
ERNEN D EEICIIERBEATEREZI(T5,
AKTO%xLLLCTT L,
SMHEREVEXRSERDOR © MLALOEMICEY. REOYMEBMGRIBEIXEZRENS
L EELGEIRER =50 EELH D,
MLADRICADE., BEHWERBNEZSZE0H 5,
ISRBEEZT 2EDKRE D MOGHAERIELDREITEEFI., HEIATLWSR

EREZERAITH L, BEORRUEAHDESE. HESD
BEUGEANRERZSROCE (HB8ZSR)
EEAICH T HHAGIREIR | XFRESIUMEREZERTSH &,

5. KKFDIHE

T4 E K H o KIESE
it 7 L3 —ILiasE

2/19



RET—2V—F
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Suvorexant Formulation

BiIEIZRETH: 2024/09/28
#IEYERH: 2014/10/14

&S WETB:
12.1 2025/04/14

BERE:
21543-00027

5> TIFR 5 A LVH KA
BEORKRASE

HERGEIED

“EMemE (C02)
BRI AH

AT L,

BMLADERERITSH, ZXRHITTIEEDHMH CANS
BLTRYBNENFET HEMLABRREDRIRAH S,
RRERD~DBREIRRICEEZRETEENHD.

N 4|y
Y

FHDHERGE WIGOIRIN & BHAREICIE C CEYIGHENFRZRA LS,
RAHDBRBREAAT H-OIZKEEET S,
TETHNIERBEI VT T EZRKBEN BT,
REMDRESED &,

HREITSEDRE KKBFICIE, BIXFRSBZERT 5,
REEZHEAT D,

6. IRHEFDIEE
AMRIZHT BEEEE. RE @ REEZERT D,

BERUVRIFREE

REICHY 2FEFHR

HLRAODRTHMEDAERD

2

ZEGWMYFZLDOT XA R TEB T Z25H) ., BAARE
Bn#RERICEN RE 828R .

RIEADBHERITH &,
REEHRELTHL, AP IEFERZLEDHD,
BRINEEFKEREL. 82T 5,

AHAE L CEIRTEZWMERIL, A BRKICERT 5.

CENELOE, FHELDMERETROERY ., BULRSR
L. BEI D,
BLADEIFADRBEEITSH (TabhE, BLADEEL
EREDERZERICLDER -
BLANERPITHAGRETHRESINS EBERIEDES
EHRRTHDT, RAICHCAZEESETEIGELIL,
AERZEHRE. BETHRICK, EMAERREIVEDR
Bzt > TURET S L, TORBIZERSh=HEIZDL
THLRETHD. EQRANERAEINSAIEHERET HRLEN
Hbo

ASDSDIER BHLV L ITENT, HABRBKRELVED
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Suvorexant Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
12.1 2025/04/14 21543-00027 #IEYERH: 2014/10/14

1. BHRVWEVRELOIE

ks

BRI %t R D BESHAEREL. BBARXMMIBINLERES ISR IT L
NHbd,
ERMLE, B, FRETEESESE EDOET LT
HBEZET S,

BRTHR, 2RSS D BEUGBMSEEDOT TOAERT %,

ZeTEEE D MLAZRALLEWNI &,
MARAFERZLY,
REDIEfLZEEIT S,
BE~NODRPOE-IIREEMERT S,
BISBEREOHRICE DS, EXEHORBELLUREHD
EITREICHVERYIES Z &
MLADERLERZEBARITS,
FRLEWMVMESIZIZBRRZHOTHEL,
BORMENSESITS,
HESHEICH L TCPFHLEFEREED &,
RNCEEMZEHLEL. RE~AOKMEZR/IMRIZT HL5F
E9 %,

Hfih [m] 55 D ERMEHE

BERE D BEOERAPICIEEMEADIEL EOAREENH S IHEE.
EEBROELICTA ISV VI VRATLELUREV ¥
J—%#BREBELTLEELY,
FRATIEIRBERVBREEZILT 5,
FERIN-KRRITIBEFERT DREIICHEKET ST L,
T77) T4 DMBUEARL— 3 0IZlE, T2o9=FO
vho—), BUGEASLERE. BULGKRLESLVE
EBREFIE. EXFLEER. EXERLEERATNOEROL
Exa—%8TWEAHY FT,

RE

RELGREEH OEYIESANILODONERRBIZANKTE <,
BZEOHREIZH->TRET %,

BRI E D OROBGFEEEE V- L LITRE LA
REREF

RERTHAEMH D ESRBRUVHME MREGL,

8. [I<EMMLERUVRERE

ERRBEICHE T IRIHNRBRF/FFRRE

5 CAS &= 1R (BN | EERE/ REE | H#
&) #E/HFERRE
ARLFH b 1030377-33-3 | TWA 14 pg/m3 (OEB 3) | &R
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€3 MSD /) e

Suvorexant Formulation

&S WETB: BBES:
12.1 2025/04/14 21543-00027

BiIEIZRETH: 2024/09/28
#IEYERH: 2014/10/14

HERYHIR | 140 pg/100 cm® RED
ATTIUEERT R L 557-04-0 TWA (R AR | 10 mg/m’ ACGIH
%)
WA (FFIRiR | 3 mg/m’ ACGIH
%)
B TPo DEA RRXEBIVRRERET SO, 2T OZTY Y
JEBRIRMHREICI YRS, P EZIHVERESH
DREABHYET,

BETOIHSLUVEETELVIY 7ADEAYDBE %
<S5 AT, BEAYOBEICEYGIIFHEMABRELLY F
T B, A—TF2 T x4 RHEH T /A X)),
F—Fono Yoo ERMELET,

REER
Ik FARER BU L BFRFEKREEAFRATELAWES., FHIXELETE
THENA LS4 oOHEEANDEL BN REINBEIX, T
MREREFFERALEL LS,
T4NWE—847F WHFR2A T
FORER
e MEAEFR
&% FREIZETERATHIEERFLEL LS,
IRDORER Y4 Fo—)IL P ERERKEL LTV ILEFRT S,
FEREL LIIEEFICEROZVMRE, S X+, T70Y
W ENKET BBEIE, BULAI—JILEERT 5,
LA, SR, ALLEFI7OYVILIZENEESLOEIND
AREMEAHDIEEIE. T —AV—IL KL LLIXZFDIEHLID
INT7z—RBEOTOTHo avEBERLELLS,
EERUVEBARDGRER A= T74—LELIEIEBRERI—FEFERALEL LS,

MRELNBEHLBEVESIC, EEENDIZRVIEDE, &K
EBOA—AUbEEBMLTERALELELES Bl RY—T
Lyy, 2700, RFR, FIMETR—YLHE) .
BERINEAREDHLIKBER CHEBTEYLHETT-
TLESLY,

9. MEKHRMERMNEE

MBI A Bx

& F—ahkL
A F—aHkL
2oL EE F—gHL
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Suvorexant Formulation

&S WETB: BEES BiIEIZRETH: 2024/09/28
12.1 2025/04/14 21543-00027 #IEYERH: 2014/10/14
Ah R R E R L T—RIL

BRAXINEBRARVBEER © T—24L

AIRE (BR. UKD DMIL NV RYUTH L EDEFENDLNEDMEIC, BFEME
DR LAZEHRRT 2EETNLHYFT,

AT GRIK) L T—REL

BRETRARVERE LRR AIARR
BEGEDOLR /AR ER @ T—27%L

]

BREGEDOTR/AATR @ T—2%L

]
P DOJEERE
DRRE T—RL
pH T—RL
IR [
BRFENRE L T—8GL
HhEE

BHE (BRER) ©OJEERY
AR

KiAH LT AhL
A9 8/ —IL/KPERE ¢ FES
(log fE)
EKE S
BERVY/ XITHEREE

HE D FanL
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2|3k D ARBERIEMEME L LTERES LG,
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Suvorexant Formulation

€3 MSD /) e

wES  ®EITA: BEES: AIEETE: 2024/09/28
12.1 2025/04/14 21543-00027 #EERLE: 2014/10/14

578 F—8%L

ML

S F—8%L

10. REMRVRIGH

Rt RIGHARE LTEABEALL,

fLpm Rt EEORETIIRE.

BIRAERG AR MI. N FYLTE L FEOENDLEDMIS

BT HNE&EM

DR LAZEEHRRT 2EETNLHYFT,
BUOBLEHIERIET S ENH D,

B oK KIE

MLADFKEZRITD,
BffERYmE E& 1L
BRAEEL D BERY BRASLBERDIIHM SN TULEL,
11. EEHE®R
AREMD H I RERBOER © |BA
RIS
{EH
RICA-=5H&

sk

FARELERICEDCRYDETELL,

H5:

ARLFH Y
aust #@&o)

RTFTYIBIITRII L
2EE (8'o)

LD50 (5 k): > 1,200 mg/ke
LD50 (): > 1,125 mg/kg

LDLo (¥ X): 2,000 mg/kg

LD50 (T v k): > 2,000 mg/kg
7% OECD RERA A K54 > 423

TEAAD M COYMEFFEEDEAEOROSIESE

A
"% BUTIMEM ST LIN-T—RIZEDL
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RES ETH: BEES BTEETH: 2024/09/28
12.1 2025/04/14 21543-00027 PE{ERR: 2014/10/14
AaMET BR) : LD50 (o4): > 2,000 mg/kg
wE BT smEMIEONE-T—2IZEDL
REREM. flEE
FIATRE R ERICE DK RYDIETERLY,
B4
ARLFH U b
(£ LS
ER O REBRIBELL

ATFT7YVUBTITRIODA

£ LS
R D ORERIEGL
e D BT AMEISELONT—RITE DL

BRIZxd 5 ERGIREGE BRI
FATREGERICEDCRYDETELL,

D%

ARLFH U b

i VAR

#HR D BREORRE
ik : I ARE (BCOP)

AFTFYUIEBITRIY A

i LY A7 =3

R . IRADREA L

e D T AmELLELONET—2IZE DL
0N 38 REVE 1 I3 B2 FE R 1E 1

BB

FIATREAIERICEDCRYNETELLY,

0% 25 R 1

FIATREARIERICEDOCRYNETELLY,

D%

ARLFHY b

HEg2 A T o R v/ NEENERER (LLNA)
2 DR IR
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TEAATH D REEBBIEET e,
R DolEH

ATFTPYUBTIT RO A

HEga 1T D REFIUTAE— 3 VEER

REOERE D RS

& D EILEYER

ik : OECD RE&RHA K54 > 406

R Dol

e D T eamELILELONIET—2IZE DL

SiEMREREAY

FATRELRBERICEDCKRYDETERELY,

%

ARLFHU B

in vitro TOEEENE D REBRAA T MAEMERWSEREALT EHER (AMES)
R fEH

HEBRA T 7ILAYBET vEA
TAMRT LTy MFHER
BR e

RERA A T RBRER
TRAMRTL: FrA4 Z—ANLRS—INEMK
R =

in vivo TOEEEM C REBRA AT IERER
FB.vHX
R AN

SRER A A - INGERER
BSy bk
BR R

S I EL/E SAFFN

in vitro TOEEHEN © RERAA T in vitro HEBYMRE G T ERAR
R e
wE BUTIPEM ST ON-T—HRIZEDL

HEXA A T in vitro ZBAEERER

7% OECD HE&E A A K54 > 473

R 2

& BT smarsFonf-7—42I12&ED<
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Suvorexant Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
12.1 2025/04/14 21543-00027 #IEYERH: 2014/10/14

HERAZ A T MEMER LS EIREARET EHER (AMES)
R 2t
wE: EUTA3mEIEONE-T—2IZE DL

EHRAE

FIRAATRELIERICE DR Y DFETEALY,

B4

ARLFH U b

i DXIR

B 5 R C#0

i 25 R R 6 A

R DR

i DI vk

BEZ®K C#n0

PR R B D2 F

R DR

EhEEH

FIFATTEELIERICE DR Y DEETEALY,

B4

ARLFH U

FIRICR T HFE C HERA A T 2HERES / MEIRERAE
oy kM ARBEUAR
BREZK 0
—fsEM ] NOAEL: >= 325 mg/kg 1AE
R E

BIROFEE~DEE D HERAA T ZENSLURRERERE
oy x AR

BEZK 0
Fx 414 NOAEL: 150 mg/kg 1AE
R e

HER24A T RS L UBRERE
B oy

BE5RK #0

FAFE M NOAEL: 80 mg/kg AE
R e

ARTTVUBRITRID L
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Suvorexant Formulation

RES HETH: BEES: BIEZETH: 2024/09/28
12.1 2025/04/14 21543-00027 #EERA: 2014/10/14
IEIRIC RS HHE D HBRYA T A/ REEER I ) —ZUT ERERSEMER
HEDEHR
B ovhk

BERK RARAALEEE

7% OECD FREEAHA K54 > 422

R 2

BE AT A2YEI/ON=-T—FICE DL

BRREDORE~DOEE D HRAA T ZRNESUVBRRE
B ovhk
BERW RARAATEISE
R 2t

EE: BT HMEI /LT —2ITE DL

BERNEREN (HEIECE)
FIFATTEERBRICE DR Y DETELLY,
D%

ARLFH U+
B . EFTORRBRIZEOSL

FERNESREE (RETCER)
FARELERICEDCRY DETELL,

B4

ARLFH U

BREDIRE L BFRAATEEE
EZEr g2 D iR EERER
FTEAA K D RElIchi=54. XIIREIFCBICLIEROEEZEDESZEN,
RERSEMN

B4

ARLFH Y

i Iy bk

NOAEL : 325 mg/kg
LOAEL : 1,200 mg/ke

B 5 R C#n0

g 25 B 0 30d

Er gz C IR, FUME
L] DR

NOAEL ;50 mg/kg
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Suvorexant Formulation

&S METH: BERE: AIEIZRET A 2024/09/28
12.1 2025/04/14 21543-00027 #EERL R 2014/10/14

LOAEL ;125 mg/kg

B E5RER 0O

A% 55 B ] . 30d

EriEg CmiE, AR, ERmER

i D Iv bk

NOAEL . 75 mg/kg

LOAEL ;300 mg/kg

B 5 0O

BR FE BFRE : 180 d

EriEas DL, min, B

1 PN

NOAEL . 50 mg/kg

LOAEL : 125 mg/kg

B 5 R C#0

BR FE A :210d

EriEa 1

i A

NOAEL : 40 mg/kg

LOAEL : 80 mg/kg

BEZ®K C#n0

BR FE A : 18 # A

ERIfEER B, BREER

AFTFYUIEBITRIY A

i A

NOAEL : > 100 mg/kg

bt g D BRAAATEBE

A% 55 B 90 Days

= D Rl AMEL LB LN-T—FIZE DL

BRAAEFH

FIATREARIERICEDCRYNETELLY,

AEIZHT 5 REHER

B5:

ARLFH U b

RAAATIEE D EK RS, EER, EEAE, KEFH, HFL, OF HEXR,
FrigaenZEit, EREREME, RERE % TH, #F
$EAR
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hR&E= HWETH: BHEES ATERETH: 2024/09/28
12.1 2025/04/14 21543-00027 #IEYERH: 2014/10/14

12. BBZEFEH

ARLFY Y
SOUIENOKEESHEY © ECS0 (Mysidopsis bahia (2L KT R - /3E7)):0.56 mg/l
[Zxtg 5FEM BREERSRI: 96 h

Fik 7 IHEAMEMHAR

B KEEWICKI BEM ¢ EC50 (Pseudokirchneriella subcapitata (#%%)):> 5 mg/|
MREREERT: 72 h
7% OECD FREEAHA K54 > 201

RRESEER (Pseudokirchneriel la subcapitata (#&E)):
2.5 mg/|
MREREER: 72 h
75i%: OECD REEAHA FS 4 > 201

W-2704%2—(KREREEE @ 1

% EE (B )
BEHE (BEEMN) D RKEFERE (Pimephales promelas (7 7y kAw FZ/

7)):0.14 mg/|
MREERFRA]: 32 d
A% OECD SHRER A A K54 > 210

E’//:%O)ﬂ(iﬂé*&@]% D RKESERE (Daphnia magna (A4 =22>3)):0.5 mg/l
[Zx9 HEMH (IBMHESEH) BREERFRE: 21 d
ik OECD HEEH A K54 > 211

WEMIIKT 55N © EC50:> 1,000 mg/|
BREBRF: 3 h
HERS A T IR
7% OECD BHERAA K54 > 209

BRARESZEEE: 1,000 mg/l
MREERFREL 3 h

HER S A T IR

7% OECD HEE A A K54 > 209

ARTFTVIUBIIRID L

AasH : LG50 (Leuciscus idus (T4 ®—7&)): > 100 mg/|
BEEERFME: 48 h
A& DIN (R4 VIEMRHE) 38412
wE: BT MEMSBOAT—RITEDL
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Suvorexant Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
12.1 2025/04/14 21543-00027 #IEYERH: 2014/10/14

SOVIEOKEESHSY : ELS0 (Daphnia magna (A I 2a)):> 1 mg/l
IZxtd &M BREERERT: 47 h
WERYE: /KBS
Hi%: $64 67/548/EEC, Annex V, C.2.
&% BT 2pEIB/ONT—2IZE DL
ABERREIZBSTA2EMHEL

B KEEWIZRT BEM ¢ ELS0 (Pseudokirchneriel la subcapitata (#55)): > 1 mg/|
MREREERT: 72 h
WERME: KEE D
Fi%: OECD HERA A K54 > 201
HE BT smEIEON-T—2IZHE DL
RERERABIZB T 5HEL

NOELR (Pseudokirchneriella subcapitata (%%%)):> 1 mg/|
RREERFR: 72 h

WERYE: KIEE S

7% OECD FHERH A K54 > 201

HE BT smEIEZEoNnz-T—2I2E DL

MEWICHT BEMN : EC10 (Pseudomonas putida (a—KEF X - FF4)): > 100
mg/ |
BREERFRE: 16 h
BERE: KIEE S
% BT MEI /O T—2ITEDL

RE - ofE
B4
ARLFH Y
EofEN D KR BOoBETIEGEL,
R 81 %
MEERREM: 28 d
A% OECD REEHA K54 > 314
Kb THOREM D KSR < 10 %G5 d)

7% OECD EHERAA R34 2 111

ARTFTIVEBRITRII L
£ DR afEETL
"% BUTIPEM ST ON-T—HRIZEDL
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Suvorexant Formulation

€3 MSD /) e

RES WETH: BERS: BTEETH: 2024/09/28
12.1 2025/04/14 21543-00027 #E{ERB: 2014/10/14
EHEEN
B4
ARLFH U b
HREREN F&: Lepomis macrochirus (FJL—=)L)

AMiRWEEF (BCF) : 358

7% OECD EAERA A K54 > 305

n-A%9 %/ —IL/KIEEE ©  log Pow: 4.04
(log fE)
RTTVIUBIITAII LA
n~A49 %/ —IL/KIEEE © log Pow: > 4
(log fE)
TED OB
T—AR1L
FIVB~OEEH
LY
thoEELE
T—A21L
13. BELDIE
BEAE
TRRBEEY A BB ORFHIZHENLDT S,
BREME T KAEEE L TIEES AL,
FEARBRRUVAE ZOREBE. VHAIIILFELRIREOROIC. BRI %211
REVULEEEICRITT S,
BICIEENEIMGES. REARKRELTRET S,
14, X EDIE
EFRRH
fE L #i25 (UNRTDG)
EEES JEEZH
E&E#i1£4% (Proper shipping JEEZH
name)
EE 5 %8 (Class) JEEZH
BIRERE M (Subsidiary risk) El 7
BERE R (Packing group) JELSE
S ~)L (Labels) El 7
REEEH R
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RET—2V—F

Suvorexant Formulation

hR&E= HWETA:

12.1

2025/04/14

BERE:

21543-00027

€3 MSD /) e

BiIEIZRETH: 2024/09/28
#IEYERH: 2014/10/14

fin 22 #a5% (IATA-DGR)

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

EE5 48 (Class)

B REREM (Subsidiary risk)
A EE#, (Packing group)
S AL (Labels)

HWeatEr (E%H) (Pack-
ing instruction (cargo air-
craft))

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

i _E#iX (IMDG-Code)
EEES

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

E&E 4548 (Class)

Bl R fE kR

BHRER

SN

EmS o—F

BEBEME Y - EFZY)

JEZH
El

I
I
el
I
I

JEER

JEER
JEER

JEER Y
JEER
JEER Y
JEER
JEER Y
FFExH

MARPOL 73/78 Ktf@%&E [1 R U IBC A — FICX A X oWMAME S HBAEME (Y - EFZY)
s SN REBORAICIXIEXS,

E AR

EofREDERGIF, BB 15 23R I 5,

DR ERE
[

15.

HRER

BEE
HB&

e, BERRMICZE LGN,

L&&

FELFEME. BEREFHE. BRFMIEEMEICZILEL,
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RET—2V—F

Suvorexant Formulation

€3 MSD /) e

hR&E= HWETH: BHEES ATERETH: 2024/09/28
12.1 2025/04/14 21543-00027 #IEYERH: 2014/10/14

FER /LXK

REENZILEZhIEEYD

FEZY

HREOHTERITIREEEY

FEZY

BERERHIL I ARME

FEZY

ERAHEOBOHON-LEYE BFLEEMH)
FEZY

ERAORBH oM -ILEYE FHREHIEEDE)
FEZY

EMELTENITREZBRYIRUVEEY
FEEST7E&M2 (AIMED2 fFk2)

L#4 2RE (%) ikl
ATTIVUEBERITRIIL >=1-<10 -
BMFEERTIRELRVRVEEY

EES5 75 (B30 Alk2)

L#4

ATTYVUBITRID L

il

BEEESLEYE (HEREMERBIE S ED2)
JEZY

NARMEME (HBREMERRESTT&D2)
JEZY

e EMEREE T RHRAI

JEZY

shhEFRHRAI

JEZY

m7IL¥E)LehhETFRREAl

JESZ Y

FHRBEFFETHEREA
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