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1. E2RRUSHER

{EZERDETR : Letermovir Liquid Formulation

HieEOSH4T. ERRUBESES

BB DR AT . WD
FEfR . BER AT N 810 NSD HRaH EBTH
BHEES : 048-588-8411

BFA—LTFLR : EHSDATASTEWARD@msd. com

RREREHEES . +1-908-423-6000

HRFR R CHER OB

RS . EES

L DO HIR L S

2. ERAEEOEH

{250 GHS 7248

GHS S 3EEHE(TEZ L LA,

GHS SRIEHR

NY—RZERTEY M S L, FERBODEE, W\H—FRXT—rAV b+, FEEZEITE

GHS IR L WMDEREEY
R L,

3. MRRURSER

EEZWME - EEYMDOXA . REY
533
t=4 CAS BB S 8= (% w/w BiRAREE
H5
Letermovir 917389-32-3 >=1-<2.5
4, HEREE
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—fREIT KNS R D BHOBAE®. [SNT KBV EERELICEENDSEE
215,
ERAREICIBE. FLERMAHIERIL. EMDIERE
215
|RALT=5E DRVDRAAREGE. FICEIDERABET 5,
ERLEEZTS,
REIZfFE LI5S D EMLEES. BELICKBEERITALSEDKTHEVET .

BERLERBREIUVHZR <.
ERLEZRITS,
BEAOICKRZERE D
HEBERT HRICERISEKS.

RICA-T=156& D FPEBAEEEL LT, KTRZERERSET .
RBHH Y BT DIGEICIEIERMETEREZ(T5,
RARAATGE D BRBFRAATZGE . BEICHENMEGL,
ERLEZEZTS,
KcOz&E<TT
AMERRVERMEEROE @ HMELL,
LERLGHIRER
BREEZY 2EDRE D MAREERERFBELDREICEREZIL., HEESA TSR

ERZFERATH L. BROTFRENHSHBEE. HESD
BYGEAAREREZSHEOCE (BERA8ESR)
EEIC T ARAGIEEE ¢ XHREBSIUMEREERZITH &,

5. KKBDIEE

WY 7358 A H o JKMESE
it 7L a—ILiasE kel
ZEbz%x (C02)

BRI A H
10 TIX7E 578 LVE K H AR L,
HEDORIREEN D RBEERYMNOBREIRRICEERITEEAH D,
HERZERIEY D RERERIEY
BHRDHENAE D BEORR EFDREICE CTEYGHAFRER NS,

RABHDBRERANT DEDIZKEEET S,
RETHNIEREBEI VT T2 RNKBEI BT,
RigihoBESED &,

HRZETSBEDRE DORKICIE, BRRRATRSBZEERT S
REEZERT 5.

6. RHFFOEE

AMRICHT HEEEE. RE © REEZERT D,
BERUVREREE REGWMYKZLNDT FNA R BB T E3R) . BEARE
BnREFEICEY (HE8ESH) .
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REICHYT HFEER RE~OBHZEEITLH &

HLAHDERVHEDHFERD

2]

REFHEALTHDL, INPIEFENELDHS,
LEHICLEDIDEHC G LRADERIEIAAIINYTHE
I2&3),

FRIN-REKEREL, 09T 5,
FHMNELCEIRTELZWGAK, hABBKIERT S,

FEMSEGRIAM TRINS E 5,

ZBICCENIBE. BRIZEZECEOEYLH LADFE
ZELT, GADRBWVWESICTH &, MHRREICERLEE
MERVTTRVWEFSZENTERHEICIE, BURLY
HBZzEYGERANITRET 5.

mEYE T EYGTRINFITRET S &,

AEMZERE. BETDIRICIE, FMABRBRESIVEDOR
At TREBY S &, TDOHMBICERSAEYEIZON
THLRKTH D, EORUNBEREINLENZHET 2LEDN
Hdo

ASDS DIER 13 B LV 15 ITENT, MABRAKRELVED
ERHOREREDY .

1. BBEVWRURELDER

Rk

530 0bo S
BFTHER, £
ZEMPIEER

HEfih o] 8
A K

XL BHLERPREREDEDREIRESE,
BUEBRKREBED T CTOAMEAT 5,
SRMEBRERALLGLN &,

RAAFEIZLN,

AREDEfLERET S,
BEE~DRHDOFE-IIREEMEET S,
BISBRERAEOHKRICE DS, EEHOFESLUREHD
EITRTEICEVERYES 2 &

BNOEREYMEHILEL. RE~NOBREZR/NMRICTELS5F
B9 5,

E& 1L A

BEOHERAPIZEEMEADIEI EOTRENHZBEIE.
TEBOELICTA ISV VI VRATLELUREV Y
J—%#HRE LTI,
FRAPISRERUVEEFZZILT 5,
BEINF-KRITBFEAT HAEICEKETH L,

27NV TADMEMBEARL—2avIClE, ToP=Fa
vho—)L, BUGEAGESRE. BULGKRLESKVE
ZBREFIE. EXFLEER. EXERLEERANOEROL
Ea—%28ORENHY ET,
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RE
TELGRESEH BEYESRILODNEBRBIZANKTELS,
ZEOHREIZK-TRET 5,
EfEIEYE ROBMEEHE LS L LICTRELAEL
B ER LK
RERRBAEMH WSEVHE: MRGZL,

8. [F<EMILRURBIEE

ERRBICE T IR REBRR/FERE

CAS &=

1R (RER | EERE/RER | H#
f&) B/ HERE

Letermovir

917389-32-3 | TWA

0.4 mg/m3 (OEB RER
2)

Bl 3R

fRER
Mk FfREER

TJA4NE—"A4T
FORER
mE

RRORESR

RERUVEADRER

SHPREZEESHICHRENLGI VST VIERBLU
HERMEERALEY Bl BESHELGWI A v iRER
7)o

B, RXEBFVRREZRET SO, £T00=7 )Y
TEBIRBREICI YRS A, P BRICHEVERS L
DWENHYET,
RRETOAANL—2 a3 vTHNIERAGIFIF ZHEL L
FE A

BULBFAFKEENFATERMGS, FEE < BT
THENA RS54 DOBEENDE S BATRSAIBEE, F
RREHFEEZFEALEL LS,

WHFRAYAT

M mEFR

YA Ro—)L B ERERKEL LLET—YILEFRT 5,
FEREL LIEERITEDZMRE, S Xk, =70Y
W ERRET BHIGEF. BRIV ILEFRT 5,
MLA, SR+, L LLLIFI7OYVILICE EEELEND
AL HIBEAIE. TJ—XP—IL KL LLIFZZFDEFELD
L7 z—RBEOTOFU 3 vEFRALELES,

A= T74—LELKIEERERAI—FEERLEFLL S,

9. PEARTLENER

PIRIRRE
&

LN

gl
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2y mE
B LEWCEDE T—R%L
e ERES T—21EL
HBRXIEME R RV FHEERF T—R%L
AT (BMAR, SUK) JEEZ S
Al GRIK) T—R2%L
BETRARVERLER AIER
IRFEFEDO LR /AR ER @ T—4274L
E
BRAESTEDO TR/ AIBRTE : T—47%4L
E
5N = T—21EL
DEERE T—2EL
pH 7.5
HRERE F—aHL
BARAFEIEE T—271L
FhEE
EFE (BhFRTEER) T—R1EL
BEEE
kiat F—RL
n-#A49 4%/ —IL/ KNEZREH JEEZE
(log f&)
AT T—271L
FERUV/XITHEMNZE
LeE F—HHL
BE T—21EL
HxtHRAEE T—R%L

5/15



RET—HRI—F

Letermovir Liquid Formulation

€ MSD [} e

&= WETA: BEES: AIEIRET B: 2023/04/04
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BRERFE DR
FRAL it D AREBRERIEMEME L LTESESIAGL,
LTS
HFH A X D JEERE

10. REHRURIGHE

RIS D RIBHEERE LTIESEIALGL,
{EZEHREM D EEOIRETIERE,
fEl& B E RIG AT REME D BUOBRERIERSTHIENH S,
BITHEREEN COHMRAE L,
BERYE D ERIEH
BREE LD EERY D BREELSEERMITA SN TULEL,
11. BEMHEHR
AREED H LR BFEDOEFER © |A
RS A
EE
IRICA-=8B4
st
FIATTRERIERICE DR Y RETEHLY,
B
Letermovir:
2lENE o) : LD50 (T v k):> 2,000 mg/kg
LD50 (w2 R): > 2,000 mg/kg
RERRYE /R
FIFARTRE A IEMICE DR Y D ETEAL,
%
Letermovir:
|li&= L F—AahL

RBIZx9 5 ERGBRETEIRRIBE
FIATRELERICEDSCRY DETER,
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B
Letermovir:
"ﬁﬁ% D T—A%L

PO, 25 R 1 3T (3 B2 S TR 1

RERES

FIATTRERIERICE DR Y DETEHLY,

PRI 38 BLETE

FIRAREIBRICE DR Y DETEALLY,

%

Letermovir:

|li&= L F—AHL

SEMRERRYE

FIATTREIERICE DR Y DETEHLY,

B

Letermovir:

in vitro TOEEE% D R T MEMERAVWDEIREALTESER (AMES)
R =
SRERA A4 T in vitro ZBEEERER
R =

in vivo TOEEGEM D RERA 4 T HELEYARMmMER/ N ZLERER (in vivo MifRE R
E%)
B:.v9R
BB BRI
R =

HIEMRRERREE - TR A ¢ BAASAECABERRERAZTERE L THET S LIETER

vk LY,

EHRAM

FIATTRESIERICE DR Y RETERELY,

AnEEt

FIFARTRE A IEMICE DR Y D ETEAL,

%

Letermovir:
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MBS HETH: BIBRE: BIEIZRETH: 2023/04/04
4.0 2023/09/30 66863-00021 ¥IEYERLB: 2015/02/27
EIRICx S HR 8 C HERAa 4 T ZREEN / VHIERE

oy bk AR

B’EER &0
45 13: NOAEL: 240 mg/kg AE
R RRERICEERL,

HERA 4 T e / VHERE

oy b FR

BE#% &0

4E5E 1 LOAEL: 180 mg/kg {AE

R SREICEEEL,

HE: CNODHMRDE FIXTH2EERIEIENTHL,

HER4 1 T 2HEeh / VHBERE
&Y, AR

BE#K &0

S 5E 77: NOAEL: 240 mg/kg {AE

R IREICEEREL,

REDHKE~DFZE . HEBA4A4 T RIS LUVRRERE
oy bk
FeHEE M LOAEL: 250 mg/kg AE
R E - RIRSMH,
EE BEIn-BhEN

HER4A4 T ZRWELUBRRERE

& oyx

FEHEEM: LOAEL: 225 mg/kg AE

R L -RREM,  FTELBOLON-, , ALKRE
& BREIn-BAEH

AREEE-TEXADE D BMRRICLDERBICBEEZENHSZEN—BIAFAESAT
Wo,

FERMBSBSE (HEEITCE)
FIARTRELERICEDSCRY DETER,
FERPBBSTE (REFICHE)
FIATRGERICED(RYSETERL,

D%

Letermovir:

REODIRE D BRAIAATEGE

IZ R i 25 C FFEE BEiE Mm%

TERAAD R  REICh-3. XIREFCBIZK2BROEZEDS 1,
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RELEEMN

%

Letermovir:

T2 WY R

NOAEL . 40 mg/ke

LOAEL : 100 mg/kg

BRERR |

A% 55 o 13 @

1Z RO AR o FFEE, RERAE

L A

NOAEL : 150 mg/kg

BEZK » #0

YA © 26 5@

3 D BELDAEEEREBEINGI O

& |

NOAEL ;100 mg/kg

LOAEL : 200 - 250 mg/kg

BEZ2% |

A% 55 B ;39 A

T2 RIRE RS . ERfE

2 AV

NOAEL : 60 mg/kg

LOAEL ;180 mg/kg

YA 13 8

IZ R 25 C2H, ik, FRE BE RER

2 YL

NOAEL . 30 mg/kg

LOAEL ;100 mg/kg

BE5Z2% C#0

YA Y |

IZ Rz 17

BAAVESH

FIATRERIERICE DR Y RETEHLY,

AT 5 RBHER

D%

Letermovir:

| R OER TR, MER, BN, B OFL, BF, HPOR
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RES HETA: BEEE ATEIZRETH: 2023/04/04
4.0 2023/09/30 66863-00021 ¥IEYERLB: 2015/02/27
" &, 2HE, R, AR
12. RECERR
4eEEt
D%
Letermovir:
y:E-c LC50 (Menidia beryllina (< JLsS—HA F) ):> 100 mg/|

[x9 5E M

AEMN (BESMT

[Zxd HEMNE (BHESET)

MEMICHT 5=

SOVIFOKEEEHDY

A KEEYICHT HEN

TUOVIFOKEEEHDY

BREERFfE: 96 h
7% OECD EBRA A K51 > 203

EC50 (Americamysis (FA U HZITR)): 16 mg/|
RRERRER: 96 h

EC50 (Daphnia magna (F#4 =< >)):> 100 mg/|
BREERFR: 48 h
7% OECD ERER A A K54 > 202

EC50 (Pseudokirchneriella subcapitata (%k%)):> 8.8 mg/|
RN 72 h

7% OECD ERERA A K54 > 201

&% AMERREICETLIEHEL

RARESEEE (Pseudokirchneriella subcapitata (#%)):
8.8 mg/|

REFEEM: T2 h

7% OECD ERE&H 4 K54 > 201

HE AEERABEICETLIE5MEL

RAEZERE (Pimephales promelas (77w kAY KX/
7)):1 mg/l

RREERFME: 32 d

#i%: OECD REEH A K54 > 210

EE: AMERREICETI2E5MEL

RAREZERE (Daphnia magna (A4 32>3)):1.2 mg/l
BREERFR: 21 d
7% OECD ERERA A FS 4 > 211

EC50: > 972 mg/|

RREERFRI: 3 h

HE& S A T FEIRNH

7% OECD :RE&RH A K54 > 209
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RES ;ETA: BEES: RIEIZRET B: 2023/04/04
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RAREZEEE:29.6 mg/|
RREERER: 3 h
ERER A A 7 MEIRNE
Hi%: OECD HEEH A K54 > 209
%R - SEE
B4
Letermovir:
EofEH R 2 ENETEE
E5fE: 50 %
BEERE:6.7 d
EHEEY
%
Letermovir:
"n—?]’ﬁ 2/ =LK BERE - log Pow: 2.29
(log fE)
TSP OBENE
B
Letermovir:
"Eﬁmwﬁﬁ log Koc: 3. 46
I UB~ADEEH
JEEZH
thoEERE
T—RHEL
13. BELDIE
BREHiE
BRREEY A BAREORFIZENRLT S,
BEMETRKABEHE L TIE G S,
EEBRBRUEE ZOER[BIE. VA IOINLFERITREDLHIZ, BajxZI(T1=

REMWEREICETT S,

FICHEEANEIMES., RERAGRELTRET D,
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Letermovir Liquid Formulation

&= WETA:

4.0

2023/09/30

BBEERE:
66863-00021

€ MSD [} e

AIEIRET B: 2023/04/04
#MEERH: 2015/02/27

14, WX LDEE

s b

R _E %% (UNRTDG)

EEES

E&#i% 4 (Proper shipping
name)

E& 4548 (Class)

BlR B (Subsidiary risk)
B2 (Packing group)

Z AL (Labels)

finZeiix (IATA-DGR)

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

E&E 448 (Class)
BIRfEE M (Subsidiary risk)
REEF R (Packing group)
Z X)L (Labels)

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

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

7@ L#i% (IMDG-Code)
EEES

EE#E 4

EEN$E

Bk fErE

BEER

X)L

EmS o—F
BETLEME RS - EEZRDH)

JEEZ Y
JEEXY

JEEXY
JERZH
JEER S
JEER S

JFER Y
JFER Y

JEER Y
JEER Y
JEER Y
JEE&H
JEE&H

JEE&H

JEE&H
JEEZH
JEER Y
JEER Y
JEERY
JEE&H
JEE&H
JEEZH

MARPOL 73/78 MiE®E I1 RV IBC A— FICK B X oBWAMBE S LS BAME (B - EZY)
s nREBORMICIFTIEZS,

E R R

EnREDERG L, I]HE 15 238 T 5,

DR EXE
JEEZY
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15, BRAZS

BEE &R

HRhE

fElEY. IBEARMICEZL LI,

L&EE

HELEME. BRILEVE. BAFELEMEICTKL LA,
FERL/EE

MEENBIE S EED

S

HWEDHAEZITEIREEED

EE

BEEENHLLEHARNE

IR

ZERMEOBH O hI-LEYE (BRELCEDE)
EHE

EZRREOBHOI-LEME FHRBEHEEYME)
EHE
EMELENIREERVRVEED
JEELY
BNEERTTIREBRVRVEEY
El

HELFEMERSFIHHA

EE

sachHEF AR

IR

{7 IILEILShhETRERAI

IR

BEWBERPES PR

IR

HERLEWMEEETS - HNRE— (EEY)
JEELL

B E URIMEFE

EZE
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€ MSD [} e

RS WETA: BEES: AIEIRET B: 2023/04/04
2023/09/30 66863-00021 #MEERH: 2015/02/27

4.0

LM EFHITEETERREER

|EEE

BEARGRRE
JEERY
KR E
JEEX Y
MR EiE
M E L TRHESh TGN
2E ik
fERMmE L TRHESh TGN
BEFRERUVBLEBEOLICEY 5i&E

£ 5EHEE : ERAMEIZIEZY LA
ERREABES DOEBEEEMEICEFEZY LN
FRE R VS SEmEEE
FREERFEMERE (@@L - @A)
JEEZY
HEMERBMHERE EE - @A)
JEEZY
BEEZEVONEBE VERICET ik
EEREY
COHBOFEAICDODVWTEEAS AV M) —~ADRBEIRR :
AICS CFRE
DSL N
IECSC N
16. ZDthDiEHR
5| A cHk C BHEMT—4. EME DS I2HDILF—%4 . O0ECD eChem

R—2ILE X VERIMNEEYER http://echa. europa. eu/ D&

FIER

URIN—=C a3 U ERSNEBRBEANETIE 2 KR THRARTINATLES,
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MBS HETA: BEES BIEIZRETH: 2023/04/04
4.0 2023/09/30 66863-00021 #EERAB: 2015/02/27
BI7+—<wv bk . #/B/H
T DDREEEND £

ALIC - A—R FSUTDIHEILFERASA ANV RY; ANTT - TS5 D)ILEREHEMES, ASTM - K
E#HERBE: bw - KE; OR - AU, ZERE. EESEUENHLIESnEME: DIN -
FaAURRBEELE, DSL - ERYMEY R+ (AF4): Ex - FED XhORGERIFT EER
BNBHRE: Elx - FED XWORGZERIFTEEZONDAFTEES, InS - REHORT V2
—JU; ENCS - (L BEDBFLEME )R b ErCx - FED XWORIEZERIZFTEEZONDRL
K&, RG - REXMLOFEIE; CHS - HRF[IM X T L GLP - HERERMERE. [ARC - EFR
DNATREHE, [ATA - BEMZEEXHS IBC - BRIEZSZOESHEEZD-HOMMOEE
RUHRBICET 2ERMRA; 1650 - 50%EAEFRE: 1CA0 - EFRERREMZEMES:. [ECSC - hER
FleEHMEREE: ING - EffELERYAE, IN0 - ERESEHE, ISHL - s@RE/EEE
(BX); 1S0 - ERR#E{EHME. KECI - BEBRFLFEMESRE: LC0 - 50%B3LRE, LDS0 -
50%HEE (FHEHEE) | MARPOL - MAAICK DFRDMBHILD-HDEREER: nos. -
MmAMBARSNTWVEEHDZERRC: Noh - FUREA NOAEC - BEEMZERE, NOAEL -
BMASMHEZEL AL, NOELR - EBEMLEKFES NOM - A £ 2KE0 NTP - XEE
REMTOYU S L NZIoC - Za—D—F v MEEMEARIR: O0ECD - EF R NEFEME. OPPTS
- LEYMER LM - AEWILER: PBT - #HOMRMEN - ARBHEN - HHME WE) © PICCS - 7
1 VEMEEREAS oAV ) — (SRR - (EEH)) #EFEHEE, REACH - LEHMEDE
$x. EFffi. B WH I UEEK (REACH) (ZB¥ H#RAI (EC) No 1907/2006; SADT - B hnEs 7
BE, SIS - RET—2Y— I TECI - 2 A IZREFDIELERMED A VR R TCSI - Bi&1E
EMEA R M) — TDG - fEfRYEE, TSCA - BEWERSE CKE); UN - E&E: UNRTDG
- BREAERYEEES. VPB - FREICHIMRUFEICSEREME. WIS - EXRSRIRE
EUMERRI AT L

CORET—RI—FUUT TSDS) &0V5) TRIMT HFEM (LT TRFEHR) £V I) X, KEHR
BERICENT, BEOKREOMH. FHR. RPEIDLETEETHL EHHLEZEDTY,
AIERET. REOXREGHREKL., FA, LE, RE, #@X. BERVRRICEHTIIAI TR E
LTOHAMERSNTEY . WG RARIIHERKRZELTLDOTEDHY TEA. RIFHIL.
SDS DEREFICRESNTLARESNHAICEHT I LOTHY . LBRAELGA/MORR EBAT
HET, XETOERPTERASNLSEGEE. AXPITERNGVRY . ARICIETE G VAETEES
AHYFET. ARGOFEAESMICENTIE, AERRVHREEZERT 5812, FRES
MOEKRERKICE TH52AHMOBYLGIAMEEO T, FRESMUOERT A ETORENDRKLR
[HITHAHMOEEL, A, LB, ROREIZOWT, #EBEWLES,

JP/JA
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