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1. eZRREUSHITER

LMD ER . Sotatercept Solid Formulation

HieEosHaH. EMAUVERES

HEAEDRTATT : MSD

£FRr © BER REA™ faR 810 MSD #X&tt FEETS
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P202 £ TOHREFEFHAHEMIT HIFETHYFEHLEGN &,
P260 3 CAZRALLGZWN &,

P264 EXiR LMRITEEZ L CEZS 2 &,

P270 CHORREFERTHEEIZ, IBEXITEEZ LGNS
Eo
P280 IFEF R FHEK REREE FEEZERIT DL,

BaBE:

P308 + P13 [ BRIFIEK BDBELHHIGE | EEIDZE
SFETERTSHI L,

RE:

P405 WEfE L TRE T H Z &

BEE:

P501 N, B EZARBIN-NIBHERICEEST H &,

GHS ZHAICE S L E W hDERRE FE

ERGHIRRUVEE SN DIE

EEREOHE

BMLANIRIZAD E. BBHLRIBNEELZEAH D,
BMLALDEMICEY., REOHEBHGRIBEIIEENEE
BEREMEA H D,

MI. N FY YT LLBZDEADREDREIC, BRIED
BMLAZRERHBT HEENNHYET,

3. HRRUESER

LEYE - EEYDORXF BEY

5%

=22 CAS &5 S8= (% w/w BRARER
&5

FENE 57-50-1 >=60-<70

Sotatercept 1001080-50-7 >=30-<40

4. HRRE

—fBH 7 K/NA R

WA LGS

KREIZfE L=5E

EHDHZEPL. [NV T CNBVWEERELICEEDSEE

2F5,

FERAREICIGE. FREIRMAHLHRIT. EMDIERE

2F5,

RWVAATZIGE ., FIBEEIDBR~BET 5.

ERLEZZITS,

EMLEES. BELICKEBZATALSEDKTENRT,
HELERRE & THER <,
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RICA-=5H&

RAAATZGE

AMERRCEREERDOR

HEELGHIRER

BREEET SEDRE

EERI Y D HAEREE ¢

ERLEZZITS,

BERADHIIZKRZERES .

HE=BERY HEIICERITHES.
BICA2=BEIZIE, KTELCT I,

RFHHY G T 2EEICTERKETEREZT S,
RAAALIHER, BIEBICHAERL,
ERLEZZITS,

KTAZEXLCTT

MLALDEMICEIY ., REOHEMLGRIBEIIIZENE
EHMREMENH D

BLANIRIZAD E. BBHLRIBNEEDLZEAH D,
EERANDEZEDE TN, BE~DEZEOEZN.

R#ICH=5. REREFCBIZLHBROES,
HOMSEBFIBELDRLITEEZIL, HESIATLER
BREZFERATH L, BRORREMNHDIEEE. HESD
B EANREREZSRBOCE (HE8Z23H) .
XEHERES I URMEREZEZTH &,

5 KKFDIEFE

) 73 H K

10 TIX7E 5 AR LVH KH

HEOBIRAEM

HERGEIED

KIEFE

it 7 )L 3 — )Ll h
ZEbRFE (C02)
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RIRERYN~DBREIREICEERETEENH D,

N &Y
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BHEDHENAE WIGOIKIR & BHAREICIE C CEYGHENFRZRANS,
RAHDBRERINT 5=OICKEEET 5.
RETHNIETKRIBE IV THEZ XKBEENSRET,

RN BRESED &,
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REEZERT .
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REBICHT HIEFE

HLRAORUVHMEDFERD

2

BoHERFEICEN BB 8E3H) .

RIEADHBHERITSH &,

TEEHRELTHE, dNPIEFENELDS,
BRINEERFKEREL. 82T 5,
RENELCERTELGWNERIE, A EBKISERYT 5.

CIENL O, BEEDMERETRUVOERY , BYLER
ICBL. BEI 5.

MLADERHADOREZEITS (TahL, BMLADEEL
f.ﬁﬁ@&*’ﬁ:?\,( cté/ﬁ*'r'ﬁ')
BMLANZERHFICTHALRETHREEIND EEREDRS
MRS AHDT. RAICHLAZEBERSE TGS,
AEGZERE. BETIRICIK. BABERARSLIUVEOR
BlIcfE->TUNET H L, TORBICERASNE-MEICDOL
THEKRTH D, EQRAUNBERASNEIMNZHERT DLEN
Hbd.

ASDSHDIEB 13HLUIBITHENT, HABRRELUVED
ERFIOEEDHY .

1. BEVWRURELDOEE

g7 { A
BT e *t %

BFrER, RS

ZEREIEFER

HEINEBEL, BHEFRXMISIKLERESIEEII L
BHd.

BREGHEN, B, FLEFEEFERG EDBYGTH
HEZHET .

THRGBINTELGWMGERE, BFFSEEZFERALTCE
AR

RIEOKRRIZAFH T,

BMLAZRALGWNC &,

-/ o PU A AN

REDEMEET S,

WKWNREIEREERLCHKS S &,
BIEBRBERAEORRICEDE, EXMHOBESIURLMED
EITREICHVERYRS C &

BREERALTEC L,
BLADEREBEEBAEIT S,
FERLABWMERICEIRBFEADTE S,
BORNENDESITS,

HEIMEICH L TPHLEFRZLED &,
CORGBEFEATHEEIC, RBRIFEEZ LGN L,
RNPOREVEHLEL, BRE~OBREZH/NRICTSL5FE
B9 %
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1.0 2025/04/14 10608762-00011 #EERLE: 2022/02/14
e ok (=] 8¢ D ERER
BEXEK D BEOHEARIIEEMEADESEOTREELHIEET,

EEBROBELIZTA ISV VI VATLAELURE Y Y
D—%F/EBELTLESLY,
FERAPIIRBERVEREEEILT 5,
BEINE-KRRITEFERT DRICEKET LS L,

27U TADHERMEARL—aVIClE, ToP=7O
vha—)L, BUGEALERE. BULGKRLESKLVE
EBREFIE. EXFLEER. EXERLEERHNOFERAD L
Exa—%2&8TWENHY ET,

RE

REGREEN D BUBESRILODWERBICANTE L,
L TRET S &,
BELLoMNYED S,
ZEDOBREICH>TRET 5,

R E D O ROBEEEBHEENSL LITREE LA
SR ER LA

RELBRB[BOEMH D BISHEWWHME MR L,

8. [F< MR UREIEE

ERREICE TSR NRERR/HFRRE

5 CAS = BiE (REl | EHEE/RERE | HA
&) HE | HFREE
FEHE 57-50-1 TWA 10 mg/m* ACGIH
Sotatercept 1001080-50-7 | TWA 20 pg/m3 (OEB R ER
3)
HEEY IR | 200 pg/100 cm2 RER

B P D BR REEBLUVEREZRET HH. 2T 00T
GEBIIRBRETICIYERESN, WP ESICHUVLERESL
LLELHYET,
WETOIHISLUVEEBTELRVNIY 7TADEEYDOBE %
<S5 AT, BEAYMOERICEYIIHBTNABELLY E
T Wl, A—T T 4 RMEIT A R),
F—=—TFono R o5 ERIMELET,

RER
IR FARER D BEYLRFHSEEAFIETELMES., FHRELETEME
THEHA FS54 D OHEENDIES BN REINE-BEE,
WMREREFZFERALEL LS,
T4NE—847T D MEIFRE2A T
FORER
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#E DO THEAEFR
e D FREZETERIACEERELFELE S,
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EEREL LIIEERICEROZLMRE, S X+, T70Y
W ENRET BB, EULI—JILEERT 5,
MLA. SR, £ LLEI7OVIICENEESSEIND
AREMENH BIERIE. T —XP—IL KL LLIFZZFDEFELD
N7 z—RBEOTOTo avEBERALELLS,
RERUBADRER D A7 —LBLCEIERERAI—FEFEALEL £,
EREABRBELEWVWKSIC, BEESNABZFIRVICEDIE, (K
EBEOH— A rZEEMLTERALELLS (Bl, R1U—T
Lyy, T70Y, RFR, BLMETR—YRE) ,
BRINAEEOHDIKRER CIHEIEEUHAHETIT-

TLEEELY,
9. MEMHRMEFEIEER
IR RE S /IS
& DRI A S FTRTA b
R L T—REL
R LENEDE L T—A%L
bR R E R L T—A%L
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Rt (BA. /4K DoMI. ARG ELLLIEFEDIEFIDLEDRIZ, 1B
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&S HETA: BEES BIEIRETH: 2024/09/28
1.0 2025/04/14 10608762-00011 #IE{ER B 2022/02/14
ARRERE JEZE
BAFRENEE T—AR%L
FhE
EFhE (BhAhiEER) L
BRE
KBH T—AR2%L
n-A49 4%/ — )L/ KHERIRK el
(log fE)
ARRE el
BERV/ XITHEANEH
tbE T—2%L
#E T—2%L
AR REE JELH
IRFENFH BHEETL
[ A Ekd ABGIIEREEMEL L TEDEINEL,
nF=E 160 kg/mol
AL
PFHA4X T—R7%L
10. REHRUVRIGHE
R RIGHERER E LTIEAEINEL,
LR E BEOIRETIIRE,
fEREE R ATREMH MI. N RYUTH LLIEZFDIEIDNIEBEDOMIZ, BRME

Bl HNERM

DM LAZREMRT DEETNLHYET,
BUOBLERIERIST S5 EDRH S,

B, oK. KTE

MLADKEZEITS,
EERYE E& 1L
BREELNHBERY BRAESLIBERDIIHMON TULEL,
11. HEHESR
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AEEMD H L RERBOER © |BA
RS
EEY

RICA-=5H&

FoRiE i
FI TR BRICE DR Y DETELLY,
7% 0

-3
2MEME (#&0)

Sotatercept:

=2MEE (8Eo) ®E: T—52%GL

AEEE (RA) ®E: T—82%GL

AEEE BR) ®E: T—82%GL

AMENE (ZOthoEE)

®E: T—82%GL

EEEE /R
FIFRARTRERERRICE DR Y DETELHL,
JE%

Sotatercept:

||i&= F—AaHL

RIZx I 2 EELBEN . BHRIEE
FIFRARTRERIERRICE DR Y DETELL,
D%

Sotatercept:

|l&= F—AaHL

FEOR AR AR S B B RSt

BB R
FATREAERICEDCRYDFETELL,
R 25 A 1

FIRARREAERICE ISR Y D TEALL,

LD50 (S5« k): 29, 700 mg/kg
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oA
Sotatercept:

|lE= L F—aiL
HTEHIRRE RIR
FIRAATRELIERICE DR Y DFETEALY,
B4
3-8
invitro TOEESEHE D OHERA A T in vitro B EMMIS S F T ESE

R 2

Sotatercept:
invitro TOEESEHE D wmE I T—4hL
in vivo TOEEEMN D wmE I T—4hL
SIEMRAEZEERERE - 7R A T—4%L
vk
FEh A
FIFRARTRERERRICE DR Y DETELHL,
B4
Sotatercept:

|lE= . F—AaKL

"%ﬁw'I‘E-Ttxi‘zh L F—AaKL
e
HEREANDEZEDE TN, BRANDEZEDE TN,
B4
Sotatercept:
HIRICK S H5E D R A T AERLEEMRER

BSYMARELUAR
BERK BT

4 5EA: LOAEL: 0. 3mg/kg {AE
Hik: 2RREeER

~DFE, , BREMBRE BFOMEELEZXD

HERY A T AR/ REBERY )= THER

R ZRERER FRIUEN RHERIROEX,

=

2

9/16



Re27—8o—t EIMSD /A

Sotatercept Solid Formulation

&S WETH: BERS: HIEZETH: 2024/09/28
7.0 2025/04/14 10608762-00011 PIE{ERR: 2022/02/14
Bogx AR
BEREK BT

— %= #: NOAEL: b mg/kg AE
#HAE S 4 NOAEL: 0. 5 mg/kg 1AE
Ak ZharesER

HER2 A T ZHEEESN / NHERAE
B oy bk AR
BERK BT

—iEE=E  #: NOAEL: 5 mg/kg AE
Hik: ZBABERER

BREDRE~OEE D HRA AT ZENE S UVRRERE
B ovhk
RE5Z® KT

FHAD — %1% NOAEL: 50 mg/kg A=
Z=1%: NOAEL: 5 mg/kg 1AE

HERA 4 T ZHEe S / HRERLE

B ooyx

BRERBK ET

BAD—fE 51 NOAEL: 5 mg/kg AE
43 NOAEL: 0. 5 mg/kg {AE

AEEM-TERAAVE D BMERICEIDERENDEZENAECH D, . BYER
Sk 5 EMMHEES JFUEENBZENREIZH D,

FERENEAENE (HEITCE)
F AR ERICE DK RY DETEAL,

B5:

Sotatercept:
|lE= L F—aHL

FERMESRSHE (REECER)
R#Ih=5. RERERTICLDESE (MK RER TR OEE.

H5:

Sotatercept:

ErliEER C Mk, REXR BFE

TEAAD K D REICH-D. RIIREIFCEICKIEIRDOES,
5% . E FTORERIZEDL

10/ 16



Re27—8o—t EIMSD /A

Sotatercept Solid Formulation

&S HETA: BERE: BIEIZRETH: 2024/09/28
1.0 2025/04/14 10608762-00011 #IE{ER B 2022/02/14
REEEEH
B4
Sotatercept:
& DY M ARBEUAR
NOAEL : 3 mg/ke
B 5 D BRRMA
BR FE BFRE - 3 #7HA
BREE R : Once weekly
EriEas D MR, A REBERE
|E LY, ARBEUAR
NOAEL . 30 mg/kg
B 5 R D ERRMA
A% 55 ] 3 58
BREE [ : Once weekly
EriEas DIk, B
|E D YL, ARBEUAR
NOAEL o1 mg/ke
B 5 R o BRI
A% 55 B R =
BREE B4 : Once every 4 weeks
ErfEas C Ik, Bl fRER
RAAEEH
FIRTTRERIERICE DR Y HEETEALY,
AEITHT 5 REBEEHER
D%
Sotatercept:
—fRIE IR D BEKRERICENIHERELDHD
A D B T4 L
R & i D EE I T—44L
RIZA-=-1B& D ogE T—AHL
MARAATEEE D ogE T—AHL
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B4
Sotatercept:
"ﬁ% D BRERERICENIHFRENHD

12. BBZEER

A
F—a%L
BEY - SR
F—aHL
C% 1
2

-3

"mwaa/—»/mﬁm%ﬁ: Pow: < 1
(log 1)

TiEh OBEHE

F—a%L

TIVB~ADEENY

e Y

thoEEHE

F—a1L

13. BELDOIE

BEHE

BREEY D ERROREICHEVNLDT D,
REMETKABH L TIEE S,

BRBRRRUVAE D EORBE, VYA VIVFELFEEDLEDIC, BRIZZIT1=

BEEDVEREICRTT 5.
FIHEEANEWMES, RERAGRELTHEET 5.

14, WX LDOFEE

ERRIR

B2 L #5% (UNRTDG)
EEES P
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hR&E= HWETA:

1.0

2025/04/14

BERE:
10608762-00011

€3 MSD /) e

BiIEIZRETH: 2024/09/28
#EERLE: 2022/02/14

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

EE 548 (Class)

B RERE M (Subsidiary risk)
B E#R (Packing group)

S Rl (Labels)

REREEE

JL22815% (IATA-DGR)

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

EE 548 (Class)

Bl fER& M (Subsidiary risk)
B E#R (Packing group)
S AL (Labels)

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

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

i L i (IMDG-Code)
EEES

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

EE 5 %8 (Class)
BlRfERR

BRER

SN

EmS a—F

BELSEME &S - FFHB)

JEZH
JEER
ElE
El
JEER

I
JEER

JEER
JEER
JEER
JEER
JEER

JEER Y

JEER Y
FFExH

FFExH
FFExH
FFExH
FFExH
FFExH
FFExH

MARPOL 73/78 Kt/R%&E [1 R U IBC A— FICX A X BAME SIS BEME (BN - EFZY)
e SN REBORERICIXIEXS,

E R

EnREDERG L. HE 15 2587 5,

DR EER
[

15.

HRETR

BEiER
HRAE

fERY. EERBRMICERE LB,
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&S METH: BERE: miERET B 2024/09/28
7.0 2025/04/14 10608762-00011 WEMER R 2022/02/14
(&5 S

HELFEME. BRICEYE. BARF@mEFWECKL LA,
HERE/EE

HESENZILEShIEEY

EHE

BEDHTEZITEREREY

EHE

RS LIRSt ARME

EHE

ZERMORO ohi-tEME (BEFLERHE)
EHE

EZRREOBOHN-LEME (FHHREHILENE)
EHE

EAMFLENTRECRMRVEEY

EHE

EAMFERTIRECRMRUVEED

EHE

BEEEELFYE CrEBRSMERRIE 59450 2)
EHE

BAURMEME (FEBRLWERAELTT£D2)
EHE

HELFMEREE T HRA

EHE

saehEPRFRAI

JEEZ S

@7 ILFILEnshE T HRA

JEEZ Y

HFHRBER S FRRA

JEELY

FERLWEERETS - IRE— (BERWY
JEELY

SR URIMERGE

JEELY
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&S WETB: BBES: BiIEIZRETH: 2024/09/28
1.0 2025/04/14 10608762-00011 #EERLE: 2022/02/14

LM E B R T A
e

EBEHARRE

JEER

DE S 21

e

iR ik

fEEmE LTREIShTOAEN
mziE

fEEmE LTREIShTLAEN
BESRERVBLUEONLICEY 5&R

(X 5 FEAHEE : EHIAMBE(ZIEEZS LA
ERRLITpeS DOBEFEMEICIEZY LG

R B UMl A S ER ik

FREEMIAEMH R (B - BAGEA)

JES% Y

HEMEMBHAERY @E - @A)

JES% Y

BEVOLEBRVERICEAT 5%

EXREY
COHGOBEAZDVWTEEAS IR M) —~ADERHIFHR :
AICS CORE

DSL > N

IECSC LR

16. EDfthtEHR

5| Rk D B#BE#HT—4. EME DS IZE DI F—4 . O0ECD eChem
R—2ILE X UEINIEEYER http://echa. europa. eu/ D&

RIER

LEIN—D 3 UM EBSN-HRRAXE T 2 KR TRIARTSINTVET,

Bff7+—<v b . #/R/8
ZDOtDHEEDEX
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&S WETB: BBES: BiIEIZRETH: 2024/09/28
1.0 2025/04/14 10608762-00011 #IEERH: 2022/02/14
ACGIH © KE., ACGIHRFREE (TLV)
ACGIH / TWA o 8 ERME. EEREIINEF

AlIC - A—R FSUTDIELFERASA AU RY; NIT - TS D ILEREHEME, ASTM - K
E#HERFS bw - KE OR - A, ZEFRHE. £EEELIHLESNHYWE: DIN -
FAURKRHEELE, DSL - BRYME YR+ (T4 Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDRGZERIFTEEZONDIEFES, InS - REKORT T2
—JU; ENCS - LT EDBFLLEME )X b ErCx - FED XWDORIEERIZFTEEZEZONDK
RE, ERG - BRXCOF5E; GHS - HRFM AT L GLP - HERERMRE: [ARC - EFF
NATREME, [ATA - EEMEEERS, IBC - BRIEFERKDESHEEEZD-HOMMDIEE
EUREICEY 5 ERRHRAI 1050 - 50%fEEFRE: [CA0 - EFRREMMZERE: 1ECSC - hER
BleEYELE: INDG - EfELAERYRE IN - EBRESHE: ISHL - FsBRE2/EE
(BA); IS0 - EFR#E{LEE: KECI - BERFLFEMESRE, LC0 - 50%EHItiRE LD50 -
50%EStE (FHESLE) . MARPOL - i & BB DMLED=HDERRESI: n.o.s. - I
MBNATSINA TSI DZERS: Neh - FURE| NOAEC - |EEZMHZEIRE, NOAEL -
BESMZELAL, NOER - BEEEUHZEAR/EIS NN - A5 a2XRA NTP - RKEER
REMTOT S L NZIoC - Za—D—F > FMEEWERMR: O0ECD - #EFiHHFFKEE, OPPTS
- LEHMEREN - AFEWHILE; PBT - #ORMEN - £HEREN - HEE WE) ; PICCS - 7
1 VEVEEYMEA AV )= (OSARR - (EEH) #BEFEMEE, REACH - LEMEDE
. sTMfi. R WE KL UEHE (REACH) (CBE¥ H#RAI (EC) No 1907/2006: SADT - B CinE5#Z
BE; SDS - RET—4L— b TECl - 24 ICEAFEDIEERED A RV 1 TCSI - A&
EMEA R M) —; TDG - EIEYEE, TSCA - HEMERAHE CKE); UN - E&; UNRTDG
- BFESEIRYEEEIS. WPB - FEEICHISRRVIIERICESERNE, WIS - EXSEKRE
EUEMERR AT L

CORET—HI— FQUT TSDS) &LVD) TR HEHR AT TRIEHR] £V 5) (. KEE
BERIZEVT, BHOREDHH. FH. RMESDLETEETHLLHHLIEZLDTT,
AERIT, HEOZTLAEED., FA, LE, RE. @X. EERVRRICETSIHAIF VR E
LTOHERENTEY ., WHVELRIERIRERBZLTLOTESHY FEA, KF®IL.
SDS DEREICTRENTVAIRESNHGICETSLDOTHY ., LA/ MORL EBAE
HET, XETOERPTHEASADEE, AXRITERNGVRY .. BRICEI LS A VARESE
AHYET. AEGOFEABESFMICENTIE, AERERVHESHREZERT 5512, FRES
MOFBRHEMIIE T L5XHRBOBEILAMEEH T, FRAERMUOERT 5HETORENIKR
[CHEFTEARERDEK, FH, WE, ROREICOVT, BREVET,

JP /7 JA
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