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g A faTadar LD50 (IgT (X2)): > 5,000 mg/kg
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URI&0T ITTaRUT: Yel/HaIar
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Letermovir:
g A fawTadar LD50 (JgT (X2)): > 2,000 mg/kg
LD50 (& (H139)): > 2,000 mg/kg
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g A fawTadar . LD50 (JgT (XT)): > 5,000 mglkg
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AR Wae:
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Sfferar: uard ar fireor & HIg Mifde iy fasmadar et §
femult. ue Sft g & e wR semia
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JUAS TSR R i Ta|
3dyd:
Letermovir:
feuguft CTa RIS E I T
ffere sgeiiaTsS:
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Wi 31 frw: Sadifar geeft faudia ufvad= @ Sifg (AMES)
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T&h R & IR e
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37dRdl & UHTT

T R & F R uuE]

fafae sseifaurss:

iR RY & AF R uHE]
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THATHRA & I FRTe T
URumH: HUTdHS

e ot e Bt / JIRmy 1 uwsiial faswrg

TTIfer: @1 k<), Aral (fhie)
TEHHIA & I Hifdd

Ja¥dT: NOAEL: 240 farm/fem ssiRes R
URUMH: Yol & TR YHTd el

Tdternr ot e BiEfrdt / IRmy 1 wwsiial faserg

ERIE %T&?) TR (5

TRHIHTE & I HIkdD

JdRdT: LOAEL: 180%@11&11??%%

URUMH: TSl &1 TR YHTd Tal

fewh. s & fom 371 el &1 78@ & IR B $B Uad dR
T8 Hgl ol bl g

Tdterur ot b BiEfrdt / 3IRmy 1 wwshial faserg
Tl daR, R (Ae)

W%mﬁ:ﬁ@aﬁ

JdRdT: NOAEL: 240 farm/fesT smiRes 4R
URUMH: IS &Hdl IR UG -Tal

g 3t fpe: yYor-miwy R faem|
grSirfel: T (<)
fapraTE D faurdddn LOAEL: 250 fim/fe IRiRe YR
gfomd: yor-miey R fawreadn

fewoh: A1q fosTaddT &1 Sadie- foar T

Tigor 3t foem: yor-miwy R faem|

Tl WA

AT fauTeIan: LOAEL: 225 firT/fosem RIS UR
gfeomy: yor-mfey g fawredar, fawoarstt 3@t miht, Mo
fewoh: ATq fosTaddT &1 Siadie- foar T
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PO A ©
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wﬂ%&m%mﬁ IEURANE
iU HUTH®

12/20



& sel e
e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Letermovir Solid Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH TR SIRT #3A &I IRIE: 30.09.2023
5.1 14.04.2025 58423-00025 UBell IR SR} R &l dRIRG: 16.02.2015
Afdform e
SR & gUTE@ L TR Bl fbe: TquTeRIal Geadre1/ i Shi- URT&ur o 1y
SIERT ST aTelt DT JRIG &1 [ITadr &1 sreqg
goTfa: 8T (RC)
TEAIHYH & I AT AT
TBT: OECD Utequr femmAawr 422
URumH: FUmEG
fewgult: ue S a1 W suRd
iR R & e W uyE) uﬁmﬁ%_f Yor-miwy R fasw |
wﬂ%m%m% IGUNANE
R e
fewgult: ue S IEfE & ST W smuRd
STOT - Thd Sif@w
IS SHSHRT R FHiepd el
STOT - SIgIM™T Sf@H

fTa R W & FTeie a1 gRIG TRITOR (RPR, TwiiF, Yad) 3T &1 JoH Ugdl 9 g
3dYd:

Letermovir:

IO (TRTORR) & S COGANGI|

e 3agd D R, TE, 39 ,

fipa . 21ef o1 GRIG 3R&UT 81 IR Sa (SIRTARY) bt JH Ugen
Ihdi gl

U 19 fawraar

3AdUd:

Jaren:

[l . 98T (9)

NOAEL ;. >=9,000 mg/kg

TAIHTE & T ;

fpam Tg & ford duds : 90 Days

(TRITIR) G

Letermovir:

I © e (HI3Y)

NOAEL ;40 mg/kg

LOAEL © 100 mg/kg

TP & T

P gy & ford Iudh 13 Weeks

(TRITUIR) G
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TR TRMeE ot fafd: T30, FR; 3ifdH TR SIRT #3A &I IRIE: 30.09.2023
5.1 14.04.2025 58423-00025 UBell IR SR} R &l dRIRG: 16.02.2015

e 3agd : TR, =

BT L 9E1 (XQ)

NOAEL : 150 mg/kg

T & I . Al

fodm a7g & ford Tudh : 26 Weeks

(TRTUIGR) g

fewoit ;o Hecgul ufagd UHTa St YT et

I DdR

NOAEL © 100 mg/kg

LOAEL 200 - 250 mg/kg

TSR & T ;

foam g & ford dudh © 39 Weeks

(TRIUISR) g3l

A& 3(ad : Tl

orofTfer L 98I Re)

NOAEL © 60 mg/kg

LOAEL © 180 mglkg

fram g9g & ford dudhs 13 Weeks

(TRIUIGR) gl ,

&g 3dgd . b U, X, FOTR, Wi, uforelt dx

PG| AR

NOAEL . 30 mg/kg

LOAEL © 100 mglkg

T@IHE & IR ;

fra g9 & ford Iudh © 4 Weeks

(TRITIR) G

& 3ggd T

fHfere sEeifaass

[vII] . 98T (9)

NOAEL » 1.3 mg/m3

TWITHRM & IR LN T (Y Re )

forda g & ford Iush © 13 Weeks

(TEHUISR) g1

Aforma e

T D g8l Re)

NOAEL : > 100 mg/kg

TP & T :

fpam g & ol 9uds : 90 Days

(TERIUISR) g3l _

feuguft D U i g & SeT W Snuid
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

5.1 14.04.2025 58423-00025 UBell IR SR} R &l dRIRG: 16.02.2015

YT GeRT

IUAS TSR TR aNpd Ta|

UG S & 1Y 3gHd

AdYUd:

Letermovir:

[EUNESEI L MR g%, Ada, Ject, RRee, 9ady,, Ydrae, Uls g,
ST, T (), ArgURE § o

12. gIiRfRufa@Ta Ja=T

yiffRufae fauredarn

AdYUd:

@

B E KA RCLIESKI] : LC50 (Oryzias latipes (STAT HS®T)): > 100 mg/l
foram g & ford Tudh (TaRUioR) 3 48 h
femult: ue Sft gt & et wR snemia

Letermovir:

B E KA RCLIESKI] : LC50 (Menidia beryllina (RIeaRA1ES)): > 100 mg/l
fordm g & ford Tudh (TaUioR) 3 96 h
TRIBT: OECD TRI&UT fG=ma=r 203

ST Td 3 Je-fed : EC50 (Americamysis (1711 USTIfd)): 16 mgl/l

SR fauTaaar fordm g & ol Tudh (TaRTUioR) 3 96 h
EC50 (Daphnia magna (dIcX tFl'@ﬁ)): > 100 mg/l
fordm g & ol Tudh (TaRTUioR) g3 48 h

1 3.3 4 S e fAdw 202

arel/STeg Wl &l faweddar . EC50 ( Pseudokirchneriella subcapitata (Eﬂ I (Qc_\sﬂ)): >
8.8 mg/l
fordm g & ol Tudh (TaRTdioR) 3 72 h
R on.3. 4 2. 2w Fdw 201
fewt: facraar &t dw R 313 faureadar Ta!

NOEC ( Pseudokirchneriella subcapitata (Bﬂ qard (Qc_vﬁ)):
8.8 mg/l

foram g & ford Tudh (TaRTdioR) g3 72 h

R ol 3 I 2w Fdwr 201

fewft: facraar &t dw R 313 fawradar Ta!

STraTupaft A fosTertd . EC50: > 972 mg/l
frd THg & ol Tudh (TaRTUIoR) 3 3 h
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TXHIT TNy &t fafd:
5.1 14.04.2025

3ifdH IR SIRT #34 & dRIG: 30.09.2023
Ugd! IR SIRT &34 & dRIG: 16.02.2015

TY.31.0Y. F:
58423-00025

Teall o fquradar (Rrerfas

ST Td 3 Je-Med
ENECLIESCINELEIINED

LY

fRiferea sTEeiiass:
ISl & fasTedar

SHidl Td 34 de-fed

SR fasTaddn

Qara/Sa gt BT fasmedarn

AR Tae:
A3l B fauTadar

ShE T o A

T80T Bt foh e YTH-IRa | T hlde
T 3.3 3 S 2 Adw 209

NOEC: 29.6 mgl!
foham g & ford Tudh (TaRUioR) §3M: 3 h
TRI&UT Bt fh: YI9-URaTg | F=hTac
T 3.3 3 S 2 Adw 209

NOEC: 1 mg/l

foram g & ford Tudh (TaRdioR) gam: 32 d
IS Pimephales promelas (ﬁv?%?s’ ﬁﬁﬁ)
I 3.3 8. ¥ Fax 210

feaoft: facrr @t o R B fuadar T8t

NOEC: 1.2 mg/l

: foram g & ford Tudh (TaRdioR) e 21 d

P ISIITS Daphnia magna (dlcX 1ZR'@ﬁ)
e ot 3. e FAdwr 211

: LC50 (Danio rerio (ﬁ.ﬂ@ﬂ ﬁb‘«‘ﬂ)): > 10,000 mg/l

fordm g & ford Tudh (TaUioR) 3 96 h
TP OECD TRtefur femnfder 203

EC50 (Daphnia magna (dIcX 13!('4’[)): > 1,000 mg/l

| fohdm g & ol Tudh (TaRTUioR) 3 24 h

1 3.3 4 S e Adw 202

EC50 ( Desmodesmus subspicatus (81 RaTd (Teath)): >
10,000 mg/l

fordm g & ol Judh (TaRdioR) 3 72 h

adieT: o $..21. 2 Fdw 201

fewft: e ot gttt & Ser W e

NOEC ( Desmodesmus subspicatus (Eﬁ I (Qc_\sﬁ)): 10,000
mg/l
fordm THg & ford Tudh (TaRdioR) 3 72 h

1 3N 3 € e Adw 201
feuof: T S It & ST W smutia

© LC50 (Leuciscus idus (TS 3H)): > 100 mg/l

fordm g & ford Tudh (TaRTdioR) g3 48 h
TP DIN 38412
feuoft: v S It & ST W smutia

EL50 (Daphnia magna (dIcX 1Wﬁ)): >1mg/l
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TXHIT TNy &t fafd:
5.1 14.04.2025

TY.31.09. FR; i IR SR FRA P dRRG: 30.09.2023
58423-00025 Ugall R SIRT 34 &I dRIG: 16.02.2015

SNELCLIESEI

RaTa/STelg arelf 1 fasTadn

STtaTupsfl B fosTera

TR 3R SrahHioRIdr
S CRCH

At

Sfa 3rashHUIAT B &

Letermovir:
Sfdd SIHHUIT B &HdT

AR Twe:
Sfa rahHUIdT B &

foham g & ford Tudh (TaRTUioR) g3 47 h
e fopar S a1er uerd: S gHTaSIT i

W1 Adw 67/548/5 3., T ot 4t 2.

fewgult: ue S IEfE & e W smuRd

facTar @t T R HIs fauedar T8t

EL50 ( Pseudokirchneriella subcapitata (8% Qa1 (Tesih): > 1
mg/l

foram g & ford Tudh (TaRdioR) M 72 h

oxe forar oI aTer gerd: Sie gHmaiford iRt

TRaT: 33 e Fdwr 201

femult: ue Sft amfat & et wR smemia

facaar & d R PIs fawmaddr T8t

NOELR ( Pseudokirchneriella subcapitata (ERBI ard (Qc_vﬁ)): >
1 mgl/l
foham g & ford Tudh (TaRUioR) M 72 h

% fpar oI a1er uerd: Sie gHTASIT i
T 33, St e Adwr 201
feuoh: T S it & Se1 W snutia

EC10 (Pseudomonas putida (JSHM Jf¢SD): > 100 mg/!

| fope Tra & ford Wudh (TadIoR;) oM 16 h

X a1 ST a1l ard: Sid SHmaifod 3R
feuoh: T S it & Se1 W snutia

© ORUTH: GHdT & 1Y Uihide diidh ¥ SfahHUbRI

CRISSEREECISI

D gROTH: ot TIf & &R g4 arelt

Wfde SaHHUET: 50 %
ford THg & ford Tudh (TaRTUioR) g3 6.7 d

. giume: SRSUSed T8t 8

feuof: v S it & ST W smutia
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

5.1 14.04.2025 58423-00025 UBell IR SR} R &l dRIRG: 16.02.2015
TuTfad Sfae Joa=
3{dad:
Letermovir:
ﬁlﬂ?ﬂ:{w; (™ : log Pow: 2.29
3faea/arn)
Afdform e
ﬁlﬂ?ﬂ:{w; (W : log Pow: > 4
3faeA/arn)
frdt & wrfafteran
3dad:
Letermovir:
TR0l Hea) T faarur . log Koc: 3.46
3= Ufdpd gHE
Il I gl
13. fAger ifgard
fAyeq & afie
/Y I 51 g (e . P P AR H AT B |
I fafFadt sy has |
ia o D aTel [Ses! Bl O B gIsd B ardl Bardrel J sl a1
T & ford & S|
3R gyt faffdy =18l foran wa: sivrged Sare & w0 #
e &)
14. UREE a1
JieRfga fafraw
UNRTDG
T Il & ¥U H fafafig 78t
38 U &1 -8t ot 3R
T Il & TU H fafafig T8t
3mg T St shl-@lis
T Il & TU H fafafig T8t
IMO JUHRUN & AR UTh | URag= &
3yl fopu Y s ae o forw amy Tt
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Letermovir Solid Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

5.1 14.04.2025 58423-00025 UBell IR SR} R &l dRIRG: 16.02.2015
IUTEdt & fore faviw graenf~ai
PRIREE]

15. fafrara® g

gerdf ot firgror & fore JRem, Wy, 3R wafavur & fafaw/fasm=
39 IATeH & 3rauq fFwffia sa=iiy § gia €

AICS : Fuffea =Y

DSL o fAeffa Tt

IECSC : Fyifa T8

16. 39 I

TumeE ot fafy © 14.04.2025

Sfafi¥ed JHeRT

3T Xiie & Ahad & forld . %= HId SDSs, OECD eChem ¥ 3{idlRe ddb-ie! Sel, Il

TINT fhd et gxamast TIcd TisT TR a1 R I T,
http://echa.europa.eu/

fai® ey o ey

3= AT & ot aTR

ACGIH . YUYl ACGIH HIHRET HF (TLV)

IN OEL L URT| B URaR B $3 IS Ugril St orgafd & TR

ACGIH / TWA © 8-Uc, guY- ao 3Nud

IN OEL / TWA ey did SNd

AIIC - SN Ol &1 Siefemms gl ANTT - S1oid &1 P YH uRag ToiEl; ASTM -

et TR Tteror TR bw - S &1 I9H; CMR - HIRAOH, TS A1 TS+ fadaT; DIN -
THA AF®IHRUl RH & o IFd; DSL - aiqqazfajﬁ(m ECx - x% Wldfhar ¥ JeT

Tdhe; ELx - x% Wfdfohar & JI ST &; EmS - errrcrmm?ﬂqﬁ:ﬂa ENCS - lﬂq\aaﬁwm
JNAFA® Terd (JUF); ErCx - x% Jfa &X Ufdfhar § JeT e, ERG - MUrasla Ufdfshar
MES; GHS - dfi® TR TR I77d ReH; GLP - 3=t TANTRITET UT; IARC - iR TR SFHYH & fag
SHRIPIT TOl, 1ATA - IR ag gRaeT THRTRM; 1BC - YRt ABET & kAT W ard

SerS & fHfur 3R Iuesrur & fou TR 1C50 - 3nem 3ifesdH ARIUTdS g, ICAO -

RIS AR {9 "a; IECSC - ﬁﬁqmwﬁa?uaﬁﬁsﬁeﬁlmoe SR

TS GARAD HIS; IMO - RIS Tl W16, ISHL - STeife JR&T IR WA S (STH);

ISO - FFGIEHRY 3 I SfaRTT TIa; KEC! - PIRaT Hiviel TR $9es; LC50 - TRISMT Srardt

P 50% DT °UIdd Ybod; LD50 - WRIEUN TETGl BT 50% I Uldd QRIS (I °1dd GRIP);

MARPOL - STgTSi! & TguUT 351 QeI 3 F31T SfeRiga e, n.o.s. - 31T RS Fa Neh - et
708, NO(A)EC - s@didd A foar Tar (wfded) UHE ddhad; NOA)EL - 3@did- = fdar
UfdHe) THTG WR; NOELR - TR-3[GAGH-01g THId A aX; NOM - s Afdue- faw;
NTP - J¥T0 fau-fas SrishH; NZIoC - 8T B =gelt o $de); OECD - i wedi 3R
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TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR SIRT #34 & dRIG: 30.09.2023

5.1

14.04.2025 58423-00025 Ul 9R SR} &34 P aRIG: 16.02.2015

9T W&, OPPTS - IS IREM 3R UGHUT AHUH HTATAT; PBT - RITH, Sg-THAIH0T 3R
faured uerf; PICCS - T 3R I yerdf &t ety gded); (Q)SAR - (HHTHD) TREAT
TfAfafy Fee; REACH - TRIUN TG 3R IATI Uolihrvl, Hedid, TBR 3R Ufdsy uikee &1
fafaH= (EC) . 1907/2006; SADT - W&-digdr 3{qge dradM; SDS - YR&T aal 2ie; TCSI - digaH
IrafE uerd gdest; TDG - WRATH HId &1 URAeEH; TECI - UTSdS I gdedl; TSCA -
fauTert garef iz siifas (Fged sy MR, UN - §ga X1F; UNRTDG - BIH®RS JHH &
URagT W UgH Y S BN, vPvB - Tgd VIR 3R Jgd Sa-THAIPRU A7G; WHMIS - HI-
Rfe WARATD AUt AT JoTTet

T R 327 e & 3P YHRA &I IRRG B! <} Tt STHHRY AR I, THGRT IR Ay &
TR el § | TSR & JRI& & I WU, T H3A, Uieha 3, T v, URagd HeA,
fAuer &1 qUT Bis F U FHad AnfeRH & =0 § feomae fovar mar g qur il UeR &t arel a1
OIS T fAfGRT 18! AT SITE | Juas Hri T STHeR! 59 SDS & MY R Ugar! Tt had
fafRry wmreht ¥ TEfid € aur sps Il &1 fsht o el & Taiem o a1 fsht o ufsha &, 5|
T UI3T | 7 T 71 8, TANT R TR a4 7181 81 Thehl ¢ | TR vaarsit & ar] 81 W, yaied
¥ 3ifor IaTe H SDS-AMEH & IUYFAdT HT Ther HR Tled 88d B, TN I, UfehdT
TUT TG FHRA &b 30 3fiy &1 & Ay Tl #f SRRt ok Ry &t aefter wwar arfe |

IN/HI
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