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Ensifentrine Suspension Formulation

hR&E= HWETH: BHEES ATERETH: 2026/01/07
1.1 2026,/05/09 11619689-00002 #EERLB: 2026/01/07

1. eZRREUSHITER

LMD ER . Ensifentrine Suspension Formulation

HieEosH AT, EMAUVERES

HIEDRHEATR : MSD

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

BFA—ILT LR . EHSDATASTEWARD@msd. com

RREREEES . +1-908-423-6000

HERRRUERALOHR

AT D EEA

A EDOHIR S

2. BRAEHOEN

L&D GHS 7748

GHS M EEEEEICEZE LT,

GHS S RILER

ERAERERR. IERES. ARASHER. TEESETE

GHS 7 MEICERY L BE WM DEREFEFH

HELZL,
3. HRRUHSER
LEYE - EESYORR L EEY
5%
=22 CAS &= 2HE (b w/w LEE
(ENCS) / & ik
(ISHL) &S
Ensifentrine 1884461-72-6 >=0.1-<0.25 -
RUYTFLY JYa—)L VL |9005-64-5 <0.1 8-55, 7-110
E4Yy ®/739YUL—F
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Ensifentrine Suspension Formulation

= HWETA:

BERE:

BiIEIRETA: 2026/01/07

2026/05/09 11619689-00002 #EERLB: 2026/01/07
. BREE
WA LHE RWAATZISE . HIBEEIDER~BET 5.

REIZHELBE
RICA-=5H&

RAAATZIGE

AMERRCEREERDR

HEELGHIRER
BREEET H2EDRE

EEI Y D HAEREIE ¢

RV BN DS ICIXEREETERERIT 5,
FOHEEE LT, KEBBRTHES,

EERD BN DS ICIXEREETERERIT 5,
FOEEE LT, KTIRZ®RFET 5

RBHH Y G T 2EEICIERKETEREZT S,
RAAALIER, BIEBICHAERL,

RV BN DS ICIXEREETZREERIT 5,
KTOz&E<TT

HMELZL,

HERMRLICHT DA ERELDIREFLEHY FH A,
XEHEREB S URMEREZERITH &,

5 KKFDIEFE

)73 K

10 TIX7E 5 AR LVH KH
HEOBIRAEM
HERGEIED
BRDHENTE

HREITSBEDRE

KIEFE

it 7 )L 3 — )Ll h
ZEbRFE (C02)
3R H A F

HELZL,
RIBERY~DBREIRERICEERETEELNH D,
BERBRERDITE SN TR,
RGOKRR & BHIREICIE C CEVGENFRZALS,
RAHDBRERINT =OICKEEET 5.
RETHNIERBEI VT FERKBEN BT,
RN BRESED &,

HIEBRICIREICIE LT BRATFREEZEEY 5.
REEZERT .

6. WHFFDIEE

AMKIZHT HEEFE, RE

BERUVRAREE

REBEICHT HFTEEE

ZEGMYFZLDT 4R (HB T 258) . BAARE
BoHERRICEN B8 ZE3H) .

RE~OHREZEITHI L,

REFHEALTHDL, BNAOIENEFLDD,
LGEHEICIEEDIDZEHC FHLERAHEIEF AN TIHE
12&3),
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Ensifentrine Suspension Formulation

hR&E= HWETA: BEES BiIEIRETA: 2026/01/07
1.1 2026/05/09 11619689-00002 #EERH: 2026/01/07
BRINEEFKEREL. L9275,
RHEAZE L CERTEZWNERIE, A BRKICERT 5.
HLRAORVHEDFERY | FEEGRRMTRIISE S,
2] ZEICCENTIBE. MRIRZEZECEOHEYLH LADFE

EHELT. GABBVELSITT ST E, kRRICERLEE
MERDITRVEFEIENTEZEHHEEICIE, BURLEY
B EYGBRHRNRET 5.

REME T B ERINFITRET S5 &,

AEMZERE. BETDIRICE, SMABRBRESIUVEDOR
Bt~ TRET S &, TOMBICERSAEHMEICDON
THLRHETHD. EORUNERSINLENEHET DLEDN
H%

ASDSDIEB 13HELV152ENT, ABBRESLIUVED
EIRF DEEDY .

1. BEVWRURELDOEE

&Ly

At Bx 3R
BFr#R, RS
ZEREIEFER

e ok ] S
BIAERER

rRE
RERRESH

EMELEYE

RENBHAEMH

L BHLERVRERBEDEDRFENRESE,

B EBRREBED T CTOAMERAT 5,
BISBRERAEOHRICE DS, EEHORBESLUREHD
EITHREICHVERYIES 2 &

RNCEEYEHLEL. REANOBREZR/NMRIZCT 5L 5F
295,

[ 3 &=
BEOERAPICIEEME~DIEL EORREELH D HE (L.
EEBROELICTA TSIV VI VRATLELUREY ¥
D—%FZEBELTLESLY,
FRATIEIRBERVBREEZILT D,
FERINFE-KRREBERT SENEET S &,

T7) T4 DMBHGEARL—3vIZlE, To2o=Fa
vho—)L, BULGEARESRE. BULKRLES K VE
EBREFIE. EXFLEER. EXERLEERATNOERDOL
Exa—%8TWEAHY FT,

BYESRILDDWVEBRRBIZANTE
ZEDREICK->TRET S,
ROBMEFEEE V- L LITEE LA
RER L F

BSEVWHE: MREL L,
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hR&E= HWETH: BHEES ATERETH: 2026/01/07
1.1 2026,/05/09 11619689-00002 #EERLB: 2026/01/07

8. (F<EMMIERUVREHE

ERREICHE T IR HNRBRE/FHFRRE

D% CAS &S B2 (REl | EEREE/BREX | Ha
HE) B HREE
Ensifentrine 1884461-72-6 | TWA OEB 4 (>=1< 10 | AR
pg/m3)
B PO DT/ Oy N/ EERETOEE - ERTOERT

T, MREE, BBER. FIERABIOBRIZIZONTIE, BHE%
HEDOYRYFEEERL CEYBEEENEZ ML T
KIS, ZOMEORYFEWIZEYELLAREEDH D
BEBHEED RV I(F. EHOER MEMNLGEECRIES=E
BE) AEELFEY., BEICHLT, JotwRTVH/O0—
Sy —OREREE W NfAE—TT1sFvERY
b, BBEXNSURITU/O—Cv—) BEQDITZWMEIHE
AOWTHEINIBERABEUTOERPEEEMHIBFLE
¥, BEERRENEOONATLLEWNMESIX., ZRPEES:
AEMNICERTTEELGRYIEHIZFTILENHYET,
HE. KXEBFFLIUVREZRETLH-H. 2T00=F UV
TEBIIREHRETICIVERESIN, WP ESICHULEESL
LSLELHYET,

REI., BABCRETIEIEY FEHAWNTLEZELY,

S 0—X7OtRA AT LM EERLET,
ERETRYRSBEIX. T7OVIILIETSAREEEDIL
TWaEH, BRIZIELNNMAE—T T 11X v ERY b,
BMEI7— FBEUFDEFEIDOIMEIT/NA REZBEYIFEALE
T CORBEMNLEMES., AR LAELLIERVF R
v T ETRYFRWNET .,

REA
PR R (R S L EE. PRARERELELL,
FORES
HE . BRSBTS
% . FRECECEMTSCEERHLEL LS.
RORES LA FU—)L P S REREL LRI LERAT B,

FEREL LIIEZERICROSVVMRE, S X+, T70Y
W ENRET BIHEIE, BULAI—JILEERT 5,
MLA. SR, HLLEFI7OVILIZCENERES LSS
AR HDIERIE. T —XP—ILKELLIEEFDELD
N7 z—REOTOTFHo avEBERALELLS,
EERUVEBADGRER D Az T7A—LB LK IEXEBREAI - FEBERALELL S,
MEBRENBELAEWVWESIC, EEINDZRVIZEDE, &K
EEOH—ArZEEMLTERALELLS (Bl. RUYU—T
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hR&E= HWETH: BHEES ATERETH: 2026/01/07
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Ly, 270y, RFR. FLMETR—YREE)
FEIN-AREEDH I IKRIRER CIBE(XEY L AETIT

TLEEL,
9. MEMHERTEZEHEE
YIER K RE C BAR
& L REB, TEH
AR D T—A%L
R LEVEDE L T—8EL
b e R A B L T—A%L

BRXINBRRVBEER @ T—24L
AIRE (BR. KUK .
AIAE GRAK) L T—8EL

BRETRARVERELRR AIHARR
BEHEDOLR /AR ER @ T—42%L

{[El

IBREGEOTR/AIATR @ T—2%4L

{[El
51K = L T—A%L
nERRE D TEEL
pH ©6.7
HFERE L T—A%L
BAFRENEE L T—A%L
HE

EMLE (BhAh1EER) L T—A%L
BRE

KisE D T—A%L
n~A4o 4%/ —IL/ KAERE - RS
(log {B)
ERE . T—A%L
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hR&E= HWETH: BHEES ATERETH: 2026/01/07
1.1 2026,/05/09 11619689-00002 #EERLB: 2026/01/07

BERV/RIFHENEE

tbE L T—A%L
EE . T—A%L
XA REE L T—AkL
RS DORRMLL
|3k D AEREBIEEME L LTERESIALZL,
DFE N a2
FLF
HFHA X L T—AanL

10. REHERFRGHE

Gt D RISHRERE LTIESESI ALY,
LR E S D BEORETERE.
BRAEE R ATHEE D BBUOEBERIERET HIELDH D,
BETBHREEN R L,
BffERmE o ERMEH
BIREEL D BERY D BRAEELGSBERDITA SN TULVRL,
11. FEHEH
AR H L RERBOER © B|A
RS &
)]

RICA-=5&

FoliE-1:d

IR BRICE DR Y NETELLY,

%

RYTFLY HFYya—)L YIEERY E/F9YL—k:
2MsE (RA) © LG50 (T k):> 5.1 mg/l

MREERREL 4 h

HEBRIRE LA/ X b

TFERAV M COMEFLILREEYMIZEDORASEILE
Ly,
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e &ETH: BIERE: BIERETH: 2026/01/07
1.1 2026/05/09 11619689-00002 #EMERR: 2026/01/07

REREH.fl#tE

FIATRERIERRICEDCR Y DETELL,

%

RYTFLY HFYya—)L YILEEY E/S59YL—b:

2 N

Hik OECD ERH A K54 > 404

R REREAL L

BRICH T S ERGREMEIRRIHE

FIRATRERIERRICEDCBR Y DETELHL,

B

Ensifentrine:

i D OVARRE

!f‘l:l . EE’\O)WI;%&@ L
Hik

RYTFLY FYya—i
2 L YR

OECD FHEXAA K51 > 437

YIVEAY E®/59YUL—k

<3 VB

R ERE~DRIH A L

EOR 38 REVE 1 I3 B2 FE et

B S B AEtE

FIRTTRERIERICE DR Y EETEALY,

RO 38 REVE 1

FIRTTRERIERICE DR Y EETEALY,

D%

RUIFLY HUya—)L YIEERY E/59YL—k:
HEg4 AT ITXITAE—
REOIRE D RIS

& DEILEY R

Hi& : OECD :RE&HA K> 4 > 406
R (=45

A TEHARRE BIR

FIRTTRERIFERICE DR Y EETEALY,

D%

Ensifentrine:

7116
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RES &ETH: BIERE: HIEIZRETH: 2026/01/07
1.1 2026,/05/09 11619689-00002 PE{ERA: 2026/01/07
invitro TOEEEME o BERA A T Ames EHER
R 2t
HE& A A 7 in vitro 2EBAEREER
R 2t
in vivo TOEEEHE © ERERA A T in vivo /MEERER
oy bk
R 2t

RYTFLY HFYya—)L YILEEY E/59YL—b:

in vitro TOE:EE%E D REBRAA T MAEMERVWSEREALT EHER (AMES)
R 2

ENAM

FIRATRERIERRICE DR Y DETELHL,

D%

Ensifentrine:

i DIy b

B 5 R CORA

A% 55 o R : 2 years

NOAEL . 1mg/kg bw/B

ERESM

FIFRARTRERERRICE DR Y DETEAHL,

B4

Ensifentrine:

HIRICX 9 HFE D RERA AT EEAD
B oy

BREZEK ]RA
S 5EF1: NOAEL: 6 mg/kg {RE
Hik: ZhEReSER

HER2 A4 T EREAD

B oy

BREZ® ]RA

H5EH: LOAEL: 16 mg/kg {AE
RS A REJESRE
ik ZhaeeitER

BROEBE~DEE D OHERAA T A/ EAEEERY ) —Z U THER
B Sy
BEREE: |RA
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hR&E= HWETH: BHEES ATERETH: 2026/01/07
1.1 2026,/05/09 11619689-00002 #EERLB: 2026/01/07

fE2F 1% NOAEL: 15 mg/kg AE

HERAR A T ANE/ RESHER Y )=V T HER
B oUx

BERE kA

fEZF 1% NOAEL: 12 mg/kg AE

RYTFLY HFYya—)L YILEEY E/S59YL—b:

REORE~OZE D HRAA T ZRNESUVBRRE
B ovhk
BERZW] RARAATZISE
R 2t

FERNEAREN (HEIET<E)
FAREGERICEDCRYDETELL,

FERNESREN (RETCE)
FATRELGERICEDCRYDETELL,

RERSEH

D%

Ensifentrine:

i NN

NOAEL © 2 mg/kg
LOAEL . 5.5 mg/kg
BEE®K CORA

A% 55 R D68
YA . BID

EZEr g2 bELER
2 NN

LOAEL © 6 mg/ke
BREZ® O RA

g 25 B 40 A

Er g zs DDEMER
RAAEEH

FATRELAERICEDCRYDFETELL,
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hR&E= HWETH: BHEES ATERETH: 2026/01/07
1.1 2026,/05/09 11619689-00002 #EERLB: 2026/01/07

12. BBZEFEH

Ensifentrine:

B KEEWICHT HEM 0 EC50 (Raphidocelis subcapitata CGR/KME#EE) ):> 0.65
mg/ |
BRI 72 h
7% OECD SRE&RA A K54 > 201

EC10 (Raphidocelis subcapitata (#/KiE#&E) ):> 0.65
mg/ |

MREREERT: 72 h

Fi%: OECD HERA A K54 > 201

-2 70 4— (KERERE 1

% B8 (B )

AEM (BESH) © RREFZERE (Pimephales promelas (7 7Y kAy I/
r2)): 0.39 mg/|
MRERRFR: 32 d
A% OECD HE&HA K54 > 210

= *‘//:%0)7}($ﬂ§$ﬁ§j¢% : EC10 (Daphnia magna (F#4=<>3)):0.6 mg/|
12Xt 5E M (IBHESM) MREERFRAL: 21 d
A%k OECD HERHA K54 > 211

WEMIZHT 25 : EC50:> 1000 mg/|
BRERF: 3 h
HERS A T IR
7% OECD BHERAA K54 > 209

RAERERE: 1000 mg/L
BREBRF: 3 h

HERA A T REIRHNH

7% OECD BHERAA K54 > 209

RYTFLY FJYa—L YIEEY EF/F59L—k:
y: k= : LL50 (Danio rerio (€757« v a)):> 100 mg/l

MEEERFME: 96 h
7% OECD HE&E A A K54 > 203

SOVOEQKEEBHEDY 0 RRXEZERE Daphnia magna (A I 20)): 10 mg/l
[Zxt9 5F % (BIEHEH) BREEAFA: 21 d
7% OECD FHER A A K31 > 211
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€3 MSD /) e

&S ;ETA: BEEE AiIEIZRETA: 2026/01/07
1.1 2026/05/09 11619689-00002 #E{ER B 2026/01/07
BREH - ofEl
oA
Ensifentrine:
o R 75i%: OECD HEXAHA K> 4 > 301B

RYUTFLY HYya—i
R

Ensifentrine:

n-#A%9 %/ —IL/KADERE

(log fE)
TR OB
B4

Ensifentrine:
RIEROS

T VB~ADEEH
JEEZY
toEERE

B4

Ensifentrine:

PBT & & U vPvB DFHEFER

R ash < BLFFE
H5:

Ensifentrine:

T

BE: £ BHERRBRICINEAREKIEZICTERRNTS
RSN,

ESR: > 60 %
PRFERFME: 28 d

log Pow: 3.19

YILVESRY E/5921)L—F:
BR: Bk,

log Koc:4.1 - 5.2
#i%: OECD HERHA K54 > 106

EE: TN FRLTLADTHEINTLVELY,
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Ensifentrine Suspension Formulation

hR&E= HWETH: BHEES BiIEIRETA: 2026/01/07
1.1 2026/05/09 11619689-00002 #EERH: 2026/01/07
13. BELOEE
BEAE
ERBEZEY 75 BREDORHIZHENLDT B,
BEEMETKABH L TREGESEL,
BREBRRVOAE ZORFEI. VA OILNELEEZED-HIZ, BRIZZIT1=
REEWMILEREICRTET S,
FICHEENEWNMES. RERAMELTEEYT S,
14, X LDOERE
[ i 35
R &% (UNRTDG)

fERmE LTRSS T l,\t,ul,\
EEES

EE#i% 4 (Proper shipping
name)

E&E 4548 (Class)

B R (Subsidiary risk)
B2 F 4k (Packing group)

Z N JL (Labels)

REAEMH

fi 22 #65% (IATA-DGR)
fERME L TREISh TR
UN/ID #% (UN/ID number)
E:E#§i%X 4 (Proper shipping
name)

E&E 4548 (Class)

B R (Subsidiary risk)
A2 F 4k (Packing group)

Z X)L (Labels)

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

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

#_E#@i% (IMDG—Code)
fEEME L TRAElENT L\t;l,\
EEES
E&E#iiX 4 (Proper shipping
name)
E&E 5348 (Class)
B RERRE
BHRFR

JEEXH
JEEXH

JEEXH
JEEX S
JEEX S
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wES WA BEES: #IEIEKET A 2026/01/07
1.1 2026/05/09 11619689-00002 #EERA: 2026/01/07
SR s
EmS o—F |

BEGEME &S - FEY) ¢ FFEE

MARPOL 73/78 iff{f@ & [1 BT IBC A — FIC X A [EoWMAME S LS EAEME (Y - EZY)
s S REBORMIZITIEZS,

P35 il

E0HEDEEF L. HE 15 238 T 5,

B DRERE

JEER Y

15. ERZES

B ER

HRBAE

fEfRY. EERBRYMICEZE LB,
L&E&

BETmEFNE

L#4 =

(7reFrFO (RECTF7rERQ) L b—=ILERTHAUBOE/ 222
IXTI) La—EbEFRO—w—ERAXIRY (FFXFPITFLY) O
E/ (RIFAKRY) =T—FIL

HEREWEE

BESHEILShIEHEY

e

BEDHAIZRITHREREY

e

RREEE L fast ARME

e

ZRFEORBO S h-LFYE (BIFLEEMH)
e

ZRRMHEOBO oh-EFME (FREHIEEME)
JEER Y

ARFLENTRERRVEVEEY

[

ARFERTIRERRVRVEEY

JEERY
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&S METH: BERE: miEkETA: 2026/01,/07
1.1 2026/05/09 11619689-00002 WEER B  2026/01/07

REEEELEYVE (FERESMERRE 9450 2)
e

BAREME (FBRE/ERRE 571D 2)
e

RELCEMEES TR
JEEL

S B FRIERAI

JEELL

m7 L)L EF R A
JEELY

ARBEHIPEFRRA

JEELY

FEBMRLMEEZETS - ARE— (EERW
El4]

=Y E URIMEREEE

JEELY

e E BB B B %
El4]

BEHRARRE

JEELL

VE L0

JEELY

iR 2%

fEEmE LTREIShTLAED
fizeik

fEEmE L TREIShTLAEL
BEERERVELXKEOHLICEYT 5%

(E 5 FEAEIE D AERIEMEICEEZE LGN
(EETEpeS DOBEBERYEICEIERLE LA

FREE R U ph 2R B i
RRERFHERM (L - AR
JEEZHY
RERERBHERN @ - @A)
JEEZHY
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Ensifentrine Suspension Formulation

hR 2
1.1

= HWETA: BEES BiIEIRETA: 2026/01/07

2026,/05/09 11619689-00002 #EERH: 2026/01/07

BEERVONER VERICET HikE

EEXREY

COBEBOEAIZDOVWTEEAS IRV M) —~DEEEIFHR :

AICS N

CA. DSL N

CN IECSC ORE

16. ZFDHhDtEH

5| B Sk D B#EMIT—42. BEME DS IZH I F—4 . O0ECD eChem
R—2ILE L UVERMEEYMER http://echa. europa. eu/D1&
RIER

Bt Z74+—<v bk . #/B/H

ZFDHDOBEEEDE X

AlIC - A—R FSUTDIEILFERSA AU RY; NIT - TS D ILEREEME, ASTM - K
E#MHEBRIFS bw - KE OR - A, ZERE. £EEELHDHESNHYE DIN -
FAYRRHBRELE, DSL - ERYMEYR b (T4 Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDORGERIFTEEZAONDIERES, InS - REKOR T2
—JL; ENCS - LT EDEEFLEEME )R b ErCx - FED XWDOREERIZFTEEZEZ ONDK
R&E; ERG - BRXMISOF5|E; GHS - HRAFM AT L GLP - HERERMRE: [ARC - ER
NAMZE. [ATA - EEMZEEERS, IBC - BRIEFROESBELXZD-HDOMMDIEE
RURRICEAY 2 ERRHREI: 1050 - S0%FEERE; 1CA0 - EFRRMREIMZEMES; [ECSC - PER
BleEYELE: INDG - EfELAERYMBRR. IN0 - ERESHE. ISHL - sBRe/4EE
(BF): IS0 - EFfZR#EEHE. KECI - REBIFLEMERE: LC0 - 50%HILRE LDSO0 -
50%EtE (FHEILE)  MARPOL - MfIC &k 5L DBHILED - DERESHK: MERCOSIR - f&
BRMEEMBIEHE: nos - MICRKRBEPARSNATLEIDZERRC: Neh - F U REAL
NO(AEC - EEZMHZERE, NOWEL - EESMHZEL AL NOERR - BEHFEUHZELRTE
B NOM - ALK RAI NTP - XEERFERETAT 5L Nl - Za—D—F 2 FEF
ME BN, OECD - AR HFARKE, OPPTS - LEZMELRLEM - AFRLLF, PBT - #HEME
- ERERENE - HFEEWE) ; PICCS - J1VEEEHEA AV E)—; QSRR - (F
M) #HEEMAERS; REACH - LB D&, Ffi. 22 TTH X UEE REACH) I2BIY 5RAI
(EC) No 1907/2006; SADT - EHEMESEEE, DS - T&€T—42 ¥ — ~; TECl - 24 ICBF
DILEMEDA oA 1) TCSI - BECEMEA R b —: TD6 - fEfEhEE; TSCA -
FEMERFECKE) . UN - E&E: UNRTDG - EffEAERYEEES, WPB - EEICHS
RUEEICHERME: WMIS - ERSRIREEUMERR AT LA

CORET—HI— QT TSDS) &LVD) TR T HFEHR(UT TRIEHR] &0V 5)(F, REE
BERIZEVWT, BHOREDOHH. BFH. RMESDLETEETHSLHHLIEZIDOTT,
AEHRIT. HEOTELGHREV., FA, LE, KRE. @X. BEERVRRICETSIHAI TR E
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Ensifentrine Suspension Formulation

hR&E= HWETH: BHEES ATERETH: 2026/01/07
1.1 2026,/05/09 11619689-00002 #EERLB: 2026/01/07

LTOHMERSNTEY . WHELRERERERBELT LOTESHY FEA, KF®IL.
SDS DEEFICTR SN TVAIHESNEHGICETSLDOTHY ., HEAEL/MORREEAE
HET, RFTOCRHTHERASNSEE, AXRITERLSGEVRY . BHICIIAE S GRS
BAHYFET, ARGOERBSMICEVTIE, XERRVHREEEZERT 5812, FRES
OEBREGICE T L2AEBOEYLAMEESHT. FRAESMOERY 52HETORENIKR
[CETHARHADEFEL. FA, BE, RUREICDONT, #EREVET,

JP/JA
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