RET—HRI—F

€ MSD [} e

Pembrolizumab Solid Formulation

RS WETH:
8.0 2024/09/28

BBEERE:
525394-00020

AiIERET B: 2024/04/06
#MEMERCA: 2016/02/23

1. E2RRUSHER
L RD BT

Pembrolizumab Solid Formulation

HicE DA, EFE&U%.:EEF

HIE DB
X/
EEES

BFA—ILTKFLZR

MSD
BER REEA™ @ 810 MSD #Xst EEIH
048-588-8411

EHSDATASTEWARD@msd. com

RRERERERES +1-908-423-6000
HZ AR R UEA L OFIR
HER® ERMA
A L DOHIR JEEZ Y
2. ERAFEEOEN
L&D GHS 548
AhEEM X5 1B

BHEEFMESRSTE (RERXS
) ('&n)

GHS SRILEHR
BRRXIED VR

FEMERE
ERAEMLER

X531 (RER)

yeX 53

H360D f'R~DEEZEDE TN,

H372 RIEL THHWERAITHI-YBRFAA LSS,

BERECLOERz (RER) DES,

REXE:
P201 ERRTICEIREGGBAZEEZAF T H &,

P202 £ THOREFIRZHAERIT ST TMY KGN &

1/14



RET—HRI—F

€ MSD [} e

Pembrolizumab Solid Formulation

RS WETH: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 525394-00020 #MEMERCA: 2016/02/23
P260 #} CAZWMA LGN &,

P264 BUik LMEIIEEHE K <%ES T &,

P270 COEGEZFERT HEETIT, REXRITEEZ LGN
&O

P280 IREFR FHEK RERE FREERZBERIT S L,
BREE:

P308 + P13 XK BERFIZK BEDOBESHLAHDIE5E : EEIOZE
SFYUTERITBHE,

RrReE

P405 fisE L TIRET S 2 &,

BE3E:

P501 A, BRERIIN-NEHERICEEST L&,

GHS IR L WMDEREEE

EELGHERVEESNDE
EEEOME

MLANIRIZAD E. BEBHBRIBENEELZEA/H D,
BMLALDEMICEY., REOHEMLGRIBE-ILZENEE
BEREMEL H D,

MI. N R THLLEZDENDREDRIC, FHEED
MLARERHET HIEENLHY ET,

3. MRRUHSER

EEZME - BEEYMDOXF BEY

5

[d==E1 CAS &EFS =8 (% w/w BN TERE
&S

FERE 57-50-1 >=70-<80 -

RyJa)yxX<wJ 1374853-91-4 >=20-<30 -

4. HRIGE

—RREIT KNS R

WwALF-GE

REIZfFE L5EE

EMDHEE®. [SNT NGV EERELICEENDZEE
215,

ERNREICIHE. FREAREIHIERIE. EMDIERE
215,

RWAATZIGE ., HIBEEIDBER~ABET 5.
ERLEZERZTS,

EMLGE,. BELICKREZAITAEZEDKTREVNRY.
BERLERBREIUVHZER S,

ERLEZRITS,

2/14




RET—HRI—F

€ MSD [} e

Pembrolizumab Solid Formulation

RS WETH:
8.0 2024/09/28

BEES: AIEZRET B: 2024/04/06
525394-00020 #MEMERCA: 2016/02/23

IRICA-T=-H&

RARAATEGE

AMERRVEBREERDOK

LERGHIRER

BREEZY 2EDRE

EEICX Y SFATIREE ¢

BEFEADRIZKREZXS.

HEFFERT DFNELICTHES.

BIZA2=B&IZX, KTELTT L,

FEASH Y BT 2IGEAICIIERIEETREE2ZT5,
RARAATZEE. BE(CIHEAEALY,

ERENEEZ(T 5,

AKTcOxEKLTT

BRADEBEZZEODE TN,
RELTHAIWNIRHICHI-YERAAATIZZE., BBROE

=
[=]N¢}

MLALDEMICEY ., REOYEBHLGRIBEIIRZENE
EHMREMEN D D
BLANIRIZAD &, BHBHABRIBAEZ L ENH D,
HAMBERBFBEODREITEIEZILL, HESNTLSEK
BREZFERATHE. BROTRMENHHBEE. HESD
BYGEAAREEZSREOCLE (BR8E5E) ,
XEREBSSIUMEREER TS &,

5. KEBDFEE

B Y73 H K F

o TIHAESLGH XA

HEDORIREEN

HERBRIEY)

JKIEFE

it 7 )L a—ILiasH K
ZBkixZ%x (C02)
AR H KA

R L,

BLADERZEEIT D, ZEXFITHBEDHMYN CANS
BLTHBYBKRENEFET H2EMLABRRDBIRAH S,
REERYI~DBRBIREICEERETEENH D,

mERERIEY
ERE/EY (NOX)

BEDHENAE WZORR & BIREICIE C TEYGERNFRZANS,
KAHOBRERAT H=DIZKEEET 5,
RETHNEREEI VT FEZRKBEEI BT,
R oRBESED &,

HRETSEDORE KKBFIZIE, BIRXMTRHBEERT 5.
REEZERT .

6. WHFFDIEE
AMRICHRT HEEFEHE. RE @ REEZERT D,
BRURIHEE REGMYFZNDOT FNARX TEB T 258R) . BEARE

3/14



RET—HRI—F

€ MSD [} e

Pembrolizumab Solid Formulation

RS WETH:
8.0 2024/09/28

BBEERE:
525394-00020

AiIERET B: 2024/04/06
#MEMERCA: 2016/02/23

RECHT HFEEE

HLRADRTRHEDAERDY

22

BR#fRERICEN (RE 8 Z23H) .

RE~DHBHZEREITS &,

REZHERLTHDL, EAPIERZILED D,
BRINEFRRFKEREL. BHT 5.

RENE L CEIRTELRWMERIE, A BEBEKICERT 5,

CENBDEF, FELDMERETROERY . BYLRSR
L. BEY S
BLADERHADREZEITS (TaHE, BLADETHEL
EREOEEZERICKSER .
BMLANZERHICHABRETHRESN D EBEREDEEY
ZRHT HDT, REAICHLAZEESE TR LA,
AEREHRE. BETHRICIE, EMABARREITVEDR
BIcft-TRETEH &, TORBICERASAEYEIZOW
THLRKETH D, EORAUABEREINLINEHRET DRLEDN
Hdo

AKSDSDIEB 13H LU 15 ITHT, HABEBKRE L UVED
ERHEOREDY

1. BEVWRURELDIE

1§ A
T E R

BFr#R, £HBS

RERFEREFEE

HESMNEEL. FHESARXMIBINLERESISEE-I L
"&Hb,

BRMGET, &, FREREESER G EDOEN LT
BEZHET S,

THRRBENTELRWNGEEIE. BAAIREEZFEAL T
LY,

RIEXVOKRIZA T,

MLAZRALEWLI &,

BRARAFELZLY,

AR&E DiEfLEEIT S,

BkWVRIEIREZ L CES 2 &,
BISBREREOHKRICE DS, EEHOBELLUREHD
ETREICHEVERYIES 2 &

BREZFHLTHEC L,
MLADEREEEZIBARITS,
FARALEWMVMGEICIIRFZZEZRANHTE L,
BOHEMNENDESTS,
BHESHEICH L TFHLEFEREED L,
CHOHERFEFERTHEEIC, REXITEEEZLGEWNI &,
FNOREMEZHLEL. REAOBEE&HNMRIZCTSIELI:F
295,

4/14



RET—HRI—F

€ MSD [} e

Pembrolizumab Solid Formulation

&= WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 525394-00020 #MEMERCA: 2016/02/23
A ] 8 BRAE I
BAEXE BEOERAFICILEVE~DIELL EOFREEAHHIHET.
ERBFDELIZTA ISV VI VRTLELUVRED Y
D—ZHEBELTSZE,
FERAPEIRERVEEEZEILS S,
BERINERREEERT SHICEKET S &,
123
RELGREERY BYHETRILODVEERICANTE S,
BELTRET S &,
BZLLAYED D,
EEDHREIZR>TRET 5.
EMZIEYME ROBBBFEEVS>LLITRELAGL
SREE I
RELGRBRAEMH BESEOME: FRGL,

8. I EMILRUVREIEE

ERREICE T IR FRERR/FFERE

D% CAS &= BE (RER | EERE/REE | H#
&) e/ HRRE
i 57-50-1 TWA 10 mg/m’ ACGIH
RyJpyxX<J 1374853-91-4 | TWA 450 pg/m3 (OEB =i
2)

Sl TS

RER
IR RS

TJA4NE—RA4T
FORER

ME

&5%&

ERBICETHBRREEZRERICHNZ S &,
MLABRECREZET b,
BLARYRWSRATLHEHSRTY b, BLABERRE. #§
CARH. BLUMLAREBREERE) TIE, BLAMNMER
BARNHE S BV (TEHLEEN LDRNAZLY) & 5705
FHEFERICITS.

TRGMENTELRWGEEE., BAFREEZHFALTE
LY,

BYRBAPFKEENFATELG MG, FEIEX < ETE
THEZEHA LS4 D OHEEND I BEBNTRESNHZEE, F
RREHFEEFEALEL LS,

WHFRE2A T

& Mt F 2%

EERMEDRECEIZLY., EXRBICE>EFWEETF
REESTE, CORBMNFREZRT ARME NN ST

5/14




RET—HRI—F

€ MSD [} e

Pembrolizumab Solid Formulation

RS WETH:
8.0 2024/09/28

BEES: AIEZRET B: 2024/04/06
525394-00020 #MEMERCA: 2016/02/23

RROREER

RERUVEADRER

WL, FREHERICMYEBZ S, BHREECFERATSE
EOFROMEEMEREZFROHEETICAVEDLESZ &
EHRTDH, KREFTORERICEFELRS.
ROBAREEZEFRT S :

ZEI—5IL

2T —42 B L URAICE 1T A IRE TR O &
DVWCTHEYIGRERERIRT S L,
FEREMHORER (FH. 6. Bt L) 2ERT S
L THRE~DEMZEEIT S,

9. PEHRTLEHEE
WEIKRE
&
R
RhoLE0EDiE
AR R E R
BRI ER RV HEER
AIRE (BER. =K)

ATEATE GRIK)

BR

RIOA RDDATHRTA b
T—37%L

T—a%4L

T—a%4L

T—a%4L

MI. N R UT3HLLEZDEAIADNREDREIC, BHEM
DY LAZEMRT 2EENLHYFT,

T

BRETRARVERLRRE AIARR

REEHED LR/ ATALR

B

BRREGEDO TR/ AIATR

B

BAXENRE

R
HHEE (RE1EER)

T—37%L

F—5%L




RET—HRI—F

Pembrolizumab Solid Formulation

&=

8.0

;ETA:
2024/09/28

BBEERE:
525394-00020

€ MSD [} e

AiIERET B: 2024/04/06
#MEMERCA: 2016/02/23

ENFE (BhRRTEER) T—R2%L
BERE
KB T—R%EL
n—-#4%4 %/ —JL/KHERIRE T—R%L
(log {E)
AERE T—R7%L
FERV/XIIHEAZE
tE T—2%L
BE T—27%L
B HRAFBE T—R2%L
IR BHEMELTL
RIS ABGIIERIEEYME L L TIEDFEINAL,
NFE T—R%EL
A4S
PFHA4 R FT—4271L
10. REMRURGHE
RISt RiGHRERE LTIEDESI AL,
LR EM BEDOKETIEIRE,
fEl&x A E RIG AT REMS MI. AN RYVTELLIEZFDEIDREDORIZ, BRI
DMLAEZEEBRTHETNANHY ET,
BUVBERIERIET B EDLH D,
BITHRNEEN B, %, NTE
MLADOREFEIITS,
RAREIRYE [
BIRAES LD REERY BREELEDBERDITHMON TV,
11. BEMHER

AIREE D H D RERIEDOER

%A
B2 IS HEfi
E235)

7/14



RET—H—F CIMSD A e

Pembrolizumab Solid Formulation

RES WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 525394-00020 #MEMERCA: 2016/02/23

RBICA-E=5H&

Sk
FIARTRELERICEOCRY DETER,

B

FERE:
"%’ri%'l'i #&0) © D50 (5w k): 29, 700 mg/kg

REBEE/®EE
FIRATREGERICEDRYPETERL,
RICxY 5 ERGIREGE/IRRBE
FIATRELERICEOCRY DETER,

FEOR 28 BAE1E IR B B 1E

R E e

FIFARTRE A IEMICE DR Y DETEAL,

FEOR 25 B E T

FIATTRERIERICE DR Y DETERELL,

AhEHRERRY

FIATTRERIERICE DR Y DETEAELL,

%

-3

in vitro TOEEEHE © HRERA A T in vitro WELE MM E G FEESE
R 2

BHEAM

FIFARTRE A IEMICE DR Y DETEAL,

LhEEt

BRADEZEDE TN,

B

RoJayxX<w7T:

“Eﬁlﬁ%’l‘i-?txi‘/ N . BRADEZEDLEFN, , BT IYEISBOLNET—
AZEDL

FERMRSBSTE (BEEIICE)
FIATRGERICED(RYSETERL,

8/14



R&T—%—t CIMSD /A
Pembrolizumab Solid Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 525394-00020 #MEMERCA: 2016/02/23

HEENEREE (REFCE)
RELTHIWERHICHZYBAHFAALGE. RIIRERZBICLDESR (RER) DEE,
5%

RyJayxX<7:

"&mmﬁ . BER

TEAA D RECh-5. XIIREFCBIZKDEBHRDOESE,
RERSEM

D%

RyJayxX<7:

L B

NOAEL . 200 mg/kg

BE5#2% o B4ARA

A 180 d

w& D BELEEEREIBREIALGL T
T2 N

NOAEL . 200 mg/kg

B 5B D BRA

IR EEEERE : 180 d

e D BELEEEREIBREIAGHL T
RAABEN

FIATTEESIERICE DR Y RFETERELY,

AEIZH T B REBHER

By

RyIJnyxX<w7:

mA D EHERS RER

R %, g, HES, RE %D, EW BEE T
iz, BHRFIKR HH Bl FPEEDE HERE &
M, EEL EEE. B9h, BRKIREEEET, HREFELZESIE
BCTCENHD, SISRITARMELDH D, RENEENM
®, Kk, Hx BX

B%: RAEEZEHY 55

9/14



R&T—%—t CIMSD /A
Pembrolizumab Solid Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
8.0 2024/09/28 525394-00020 #MEMERCA: 2016/02/23

12. RERERR

EaE 1
F—aiL
BN - SR
F—aiL
R
BE

R
||n—7r’7 B —ILKAERFRE - Pow: < 1

(log &)

TiEDOBENE

F_aiL

T URBADEEM

JEZY

thoEEEE

FomHL

13. BELOEE

BRRSE
ERREEY D WA BBRAEDORFEICHVNLST D,
BEEMZE TKRABEL L TIEE LA,
BRBEHRVAE L EDOBRBE. VA VLFEEEFREDOLOIZ, BEAZERIT-

BREMNEREICRTT D,
FIHEEANERNVES, RERAGRELTRET S,

14, BELDEE

E R

R L #hixs (UNRTDG)

EEES D JEERE
EE#%4 (Proper shipping : JEE%Y
name)

[E#E 548 (Class) . JESZY
BIXRfERRM (Subsidiary risk)  :  JEEZHY
A%k (Packing group) . JEER Y
5 AL (Labels) R
REAEH L OERE

10/14



RET—HRI—F

Pembrolizumab Solid Formulation

&= WETA:

8.0

2024/09/28

BBEERE:
525394-00020

€ MSD [} e

AiIERET B: 2024/04/06
#MEMERCA: 2016/02/23

fin 2k (IATA-DGR)

UN/ID Z& (UN/ID number)
E&E#i£ 4 (Proper shipping
name)

EE 5 %5 (Class)
BIRfEME M (Subsidiary risk)
BEER (Packing group)
5 ~JL (Labels)

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

HWetER (RkREH) (Pack-
ing instruction (passenger
aircraft))

& L #g:% (IMDG—-Code)
EEES

E&E#i1x4 (Proper shipping
name)

[E#E 548 (Class)

BlRfER S

BERER

NI

EmS a—F
BESEYME &Y - E&D)

JEE&H
JEE&H

JEERH
JEERH
[
JEERY
JEER Y

JEEZH
JEE&H

JEE&H
JEEZH
JEEZH
JEER Y
JEERY
JEERY

MARPOL 73/78 MiRE I1 RUFIBC A— FICK A X oWMAMEShHBHEME (B - EZY)
s S REBOHMIZITIEZS,

& P

EOREDERG L. HE 15258 T 5,

A DR ERE
JFEZ Y

15.

BRER

BEEN
HME

fElRY. EERBMICERS LG,

L&&

BELCEYME. BEREFHE. BRFMIEEMEICKILEL,

11/14



RET—HRI—F

Pembrolizumab Solid Formulation

&= WETA: BEES:

8.0

2024/09/28 525394-00020

€ MSD [} e

AiIERET B: 2024/04/06
#MEMERCA: 2016/02/23

HERER/EE
WUEENZEULESIIFEY
JEZY
WEDHFAIZZITEIREREY
JERZY

REEEN LEHARME
JERZY

ZRREDOBH o =L FYE (BFLFHE)

JEEZH

ZREREOBH oh =L EYE FHREHEFHE)

JEEX Y

AREZBENTREBRVEVEEY

JEERY

BREERTIRERRVRVEEY

JFEZ Y

REFEELEVE TEEHORBEEOERARBEYVE GBHREMERAE 594 £02)

JEE& S

NARMEME (FEBREFHERAE STT D 2)

el
BELEMEREEFRHHRA
LY

shhE T RHRA

[

{7 IILE IV ETRHRAI
[

FRBERPS PR
[

F@REMEZBTS - WRE— (BERW)

JEERY

B USRI AR

JEERY
tEhEFHITEETRREER
JEER Y

12/14



RET—HRI—F

Pembrolizumab Solid Formulation

€ MSD [} e

RS WETA: BEES: AiIERET B: 2024/04/06
2024/09/28 525394-00020 #MEMERCA: 2016/02/23

8.0

BEARGRRE
JEEX Y
K AT
JEERY
Mz EiE
fElRMmE L TRHESh TGN
2k
el e LTREISh TGN
BELSEERVBLKEDORLICEY 5k

(£ 5 FE A ; EHAMBEICIEEZY LA
18 S Eak DOEEEEMEIZEEZY LN
FR3E R Ul 5 AR SR I
FREERFEMERE @@L - @A)
e Y
HEMERBMHERE EE - @A)
JEEZY
BEEZEVONEBE VERICET ik
EXREDY
COHEBOFESICODVWTEEAS AV M) —~ADRBEIRR :
AICS N
DSL N
IECSC N
16. ZDHD1EHR
5| FscHk D B#E#IT—4. EMESDS [CETILF—4. O0ECD eChem

R—R2ILEIUVEMIEEYER http://echa. europa. eu/ D&

URIN—=C a3 U ERSNEBRBEANETIE 2 KR THRARTINATLES,

B Z7+—<wv b . #/A/H
FDDREEENDE X

ACGIH © E, ACGIHPRHBAME (TLV)
ACGIH / THA © 8. BRIMETY

13/14



RET—H—F EIMSD A

Pembrolizumab Solid Formulation

&= WETA: BEES: AiIERET B: 2024/04/06

8.0

2024/09/28 525394-00020 #MEMERCA: 2016/02/23

ALIC - A—X FSUTDIEILFERASA ANV RY; NTT - TS5 D)ILEREHEMES, ASTM - K
E# RGBS bw - KE; OR - A, ZERE. EEEUENHDIE SN EME; DIN -
P URBHaEE DSL - BERYMEVR L (BF %) E0x - FED XhDORIEZERIFT EEX
bNBHRE, Elx - FED XWOREERIFT EEZONLHEFEEG, nS - BREHOR T Vo
—JL; ENCS - {LBEDBEFLFEME IR b, ErCx - FED XWORIEEZRIFTEEZONDR
R&; RG - REWLOFEIE; CHS - HRRM X T L GLP - HEREMERE. 1ARC - EFR
DATRERHE, [ATA - BEEMEEEHS IBC - BRIEEKOESEEZD-HOMMOEE
RURBICET 2ERMRA; 1650 - 50%EEFIRE; 1CA0 - EFRERREMEMKRES . [ECSC - HER
HieEYELE: INDG - ERELEKRMRIE. IN0 - ERESHE. ISHL - FBRefEE
(BF): IS0 - EFZZECHME. KECI - REBRFILFEMERE: LC50 - 50%HIRE, LDSO -
50%HEE (FHEHEE) | MARPOL - MAAICK DFRDMHILD-HDERER: nos. -
MBAMNARSINTNEEDZERC: Neh - FURAL NOAEC - BEEMFZERE, NOAEL -
BASMHFZEL AL, NOELR - EFEMLERKFES NOM - A28 NTP - XEE
REMTOIT S L NZIoC - Za—2—F v MEEMEARIR: O0ECD - EFHNEAFMEME, OPPTS
- LEYMER LM - AEBILER: PBT - #OMRMN - ARBHEN - HHME WE) © PICCS - 7
1 VELEMEA R P = (SRR - (EEH) #EEMHEE, REACH - {LEHMEDE
. FHE. B WHEKUEHE REACH) IZBI¥ 5#RAI (EC) No 1907/2006; SADT - B INES#E
BE: SIS - RET—82T— I TECI - 2 A IZRRFDILEMED A R R TCSI - &1L
EMEA R M) —; TDG - fEfRYEE; TSCA - BEWMERSE CKE) UN - E&E: UNRTDG
- BRESERYEEES. vPB - FREICHIBRUFEICSEEME WIS - ERSRIRE
EUMERR AT L

CORET—EI—FUUT TSDS) &0VD) TRIMT HFEM(LUT TRBEHR £V D)X, KxEHE
BRERICENT, BHOKEDHH. FHR. KMMETDLETERTHLLEMLEZLDTT,
AERT. HEOXREGHREV., FA. LE, RE, #E. BERVRRICETISIHAI TR E
LTOAMERESNTEY. WHELIRIERERERBELTLOTESHY FEA, KFE®IL.
SDS DEREIZRENTVARESNHAICEHTIELOTHY .. ABRAHULA/MORA EBAT
HET, XETOERAPTHEASNDIBE. AXHITERMNGZVRY .. BRICEE S GO ETREMS
AHYFET. FARBOFEABFEMICENTIE, AERRVHREEEZERT 58I, FRES
MOEKRERKICE THAHKOBY LM EEO T, FRESMUOERT 52HETORENDKR
[ZHITHARHRBOEEL., A, LE, RUOREIZOWT, EEEWVEY,

JP/JA

14714



