RET—2V—F

Grazoprevir Formulation

€3 MSD /) e

RES HETA: BERE: HIEIZRETH: 2025/04/14
15.1 2025/08/07 402637-00025 PE{ERA: 2016/01/07
1. 2R UEHIER

LMD ER Grazoprevir Formulation

HieEosHaH. EMAUVERES

HieEDSHEH
e

=5
==

EES

EFA—ILTFLR

RERERES

HRERARRUERAEOHR
{5 FA £ DIl RR

MSD

BER REAT™ FEE 810 MSD #MXett EEIS
048-588-8411

EHSDATASTEWARD@msd. com

+1-908-423-6000

EEM
JEER Y

2. BRABEHOEN

L&D GHS 7758

HEEZNESSE (REIEL
&) #0o

KERREEN 58 (B
%)

GHS 5~ ILEHR
BRIXIED VR

FEMREEE
ERAEELER

X4 2 (AFfig, 234)

X5 3

2

==}
=

3

H373 REAICH=5. XFREEF<E BO) 1L 5EHFDE
EOETN (R 24).
HA02 KEAEMIZHE,

REXEK:
P260 1 CAZRA LGN &,
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Re27—8o—t EIMSD /A

Grazoprevir Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/07 402637-00025 #EYERH: 2016/01/07

P2I3 IRIE~ADMH Z&ITHZ &,

HRIEBE:
P4 SR HhEBENE Z(X, EBRDESR /" FUTERITH L,
BRE:

P501 AEY)  BHRERDINNEBERICERT S5 &,

GHS IS L XL M DERFEFY

EEGHBEEVEESNDIE © BLADNRICAD L. BBHGRIBNEEZ D LAHD.

EEREOHE MI. NV FY YT LLBZDEADREDREIC, BERIED
BMLAZREMHBT HEENLHYET,

3. MR URSTER

LEME - BEEYMDRXA . BEY
%
=22 CAS &FB 5 SE= (% w/w BN TRER
&5
Grazoprevir 1350462-55-3 >=10-<20
FTILBREET b oL 151-21-3 1.7 2-1679
ARTTYVUBEITAID L 557-04-0 >=1-<10 2-611
4, [ERHEE
—fRE T KA R O BHOGEEN. ST RGN EEXELICEENDSR %
%lj’éo
ERMNREICHE. £EERMLAHDIIGEIE. EMDIETRE
%lj’éo
WA LSS D RUVAATEISE., BT EROSEFABE}T S,
IERDBENDBEICIIEREETERERIT5,
REIZfTELI-5E D EfL-BE. ELICEEEZENDKTEVERT,
BELEKRE & UV#H ZR <,
ERELEZZ(T5,
BEADRIZKIREXD .
#HEBFERAT HAHICERITES,
RICA-f=BE  BIZA2GEICIE. KTEKLTT L,
FIEAH Y BT IS ICIIEEREETRREZIT5,
RAAATEIEE D BRAHIAATIIEE. BEIZHMGL,
IERDBENDBEICIIEREETEREZIT5,
KTOxELLTT

AMERRVCERMEROR @ BEAE

2/22



Re27—8o—t EIMSD /A

Grazoprevir Formulation

&S WETB: BEES BIEIRETH: 2025/04/14
15.1 2025/08/07 402637-00025 #EYERH: 2016/01/07
LEELRHBIRER B 5 DR

BLANIRIZAD E. BBHLRIBNAEEDLZENH D,
RELTHAIVEFRAICOEYBMAALEE, BRICES

DHLIBEENAH S,
WREEEY S2EDRE D BaHAERERBLOREITERELL., HEIATLSLR

EREZFERATH L, BEORREMENHDISEEE. HESD
BYREANREREZSRBOCE (HE8Z23H) .
BRI HRFAGIEFE | XFRESIUMEREERTLSI L,

5 KKFrDHEE

S AT AP © KIEE
fit 7L a—ILiasE K
ZEbRE (C02)

R H NH
50 TIX7E B ALV KH DORMRE L,
HEORBIRAEN D BMLADERE#EITS, ZRAICTIEEDHMH CANS

BHLTHEYBNENEFET HERLABRRKDBIRAH S,
RREERD~NDBREIRRICEEZRIETEENHD.

HERGEIED D RERIEY
EHREEY (NOX)
ERERIEY
BHRIEEY
REREY

BRDHENTE D RESOINR ERIRKRICHE CTEYGHEXFRZANS,
KAHDBERZAENT H-OICKZEET 5,
RETHNIETKRIEBE IV THEZ XKBEENSBET
RN BRESED &,

HREITSBEDRE DORKEFICIE, BRRIRSFZEERT 5.
REEZERT .

6. WHFFDEE

MRS HEEEIA,. RE @ REEZERT D,
BERUVRAREE REGWMYHZELDT N4 R (HBTE3HR) . EBARHE
BEn#REEICEN (HE8ZSH) .

REBEICHT HFTEEE D READBHERTS &,
REEHRELTHL, bNPIEFENZELEDSD,
BRINEZEFKEREL. L9275,
RHEAZE L CERTERZVZHIE, A BRKICEET 5.
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RET—2V—F

Grazoprevir Formulation

€3 MSD /) e

&S HWETA: BEES BIEIRETH: 2025/04/14
15.1 2025/08/07 402637-00025 #EERLB: 2016/01/07
HLAHRVRELDAZRD @ ZBENF-1OEF, BEELIMBERETRIOERY ., BULESH

2

CBL. BEI D,
MLADERPADRAZEITSD (THHE, BMLADETEL
EREDEEZERIZEDER)
BLANERFICHILGRETHREIND EBERIEDES
ERRTHDT, REICHLAZERSETIE LA,
AEMZERE. BETDIRICIE, SMFEBRESIUVEDOR
Bt~ TARET S &, TORBICERSAEYMEICON
THLRHETHD. EORUNERSINLENZEHZET DLEDN
H%

ASDSDIER BHLV L 2ENT, HABBKRELUVED
EIRFDEEDY .

1. BEVWRURELOZEE

&Ly
AT BI 3R

BFr#R, RS
ZERREIRFER

Ffim ] 8
BAEXE

HEINEEL., BEFRXMIGIMLIERZSIERIT L
nNHbd,

BERMGER, B, FLETEESESG EDOBEYL T
HEZHET 5,

B HBRREBDT CTOHMERT %,

REWOKRIRIZAT AL,

MLAZRALELN &,

BRAAFERLY,

REDiEfLZ TS,
BISBERAEOERICE DS, EEHORBESLUREHD
EITHREICHVERYIES 2 &
MLADERLERBZIEBAOEITS,
FRALEBEWMGEICIEESRZFRHAOTE L,
BORNENSESIT S,
HESHNEICH L TFHUEFEREEELS I L,
BNUOCEEYEHILEL. RE~NOBEZR/NMRICT S 5F
B9 5,

E&1E &

BEOERPIZIEEZMEADIEIL EDUREENHDHE L.
EEBFROBELICTA ISV VI VRTLELUREV ¥
D—%FZEBELTLESLY,
FRATIEIRBERVBREEZZILT B,
FERINF-KRRIEBERT SENEET S &

27U TADHERMEARL—avIClF, To2=7a
vho—)L, BULGEAERE. BULKRLES K VE
EBREFIE. EXFLEER. EXERLEERATNOFERADOL
Ea—%8T0ELNHYET,
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RET—2V—F

€3 MSD /) e

Grazoprevir Formulation

hR&E= HWETA: BEES BIEIRETH: 2025/04/14
15.1 2025/08/07 402637-00025 #EYERH: 2016/01/07
RE
REGRESH BENESRILDDONVEERRICANTEL,
FZEOHEIZH > TRET 5,
EMZEYE ROWYBEFEEVS>LLITRELGL
SRERE I
REGRBAEMH BSEOHE: FIRGL,

8. F<RMILERUVREIEE

ERREICE T IRIHRBRR/HFERRE

5 CAS &S 512 (BB | EERE/REE | HA
&) #E/HFERRE
Grazoprevir 1350462-55-3 | TWA 260 ug/m3 (OEB A ER
2)
ARTTVIUEBRTRIY L 557-04-0 WA (AR 10 mg/m* ACGGIH
&)
TWA (FF0R = 3 mg/m’ ACGGIH
&)
B i 1 SR . BAYANDEBELEER/MET BICIEETAREG RO O
_)l/ E{Eﬁ Li‘a_o

B, KXEBFIVRRZERET DO, £2T00=7 )Y
TERBLHRBHREICEIYRES A, GIPBZIZRVEESH

SLELHYET,
RiEgR
MRk FARER BULBFRHFKEBEAFRATELAWES., FHIXELETE
THENA RS54 oOHEEANDEL BNREINBEIX, T
MREREEFERALEL £,
T4NE—847T WHFR2A T
FORER
e MEREFR
= T2EMREFSE
BRDRER Y4 Fo—IL FHERERED LLEXT—T I EEFRT 5,
FEREL LCIIEZERICROSVVRE, S X+, T70Y
W ENRET ZIHEIE, BULAI—JILEERT 5,
BMLA. SR+ HLEFI7OVILIZCENRERESLEND
AREMENHDIERIE. T —XP—ILKELLIEFDELD
N7 z—REOTOTFHo avEBERALELLS,
EERUVEBADGRER A= T74—LH LLIEEBREAa—FEFALEL LS,

9. MEHRWLEMER
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RET—2V—F

Grazoprevir Formulation

€3 MSD /) e

hR&E= HWETA: BEES BIEIRETH: 2025/04/14
15.1 2025/08/07 402637-00025 #EERLB: 2016/01/07

YR IR R e

& —57%5L

CAR T—8%

RihoLs@EE T—5%L

AR BRE R T—313L

BRXIIE R RV HEEERE T—5%L

AIRE (BR. KUK

MI. N FY2T3HLLEZEDEFEIDLEDMIZ,

R

DR LAZEEHRRT 2EETNLHYFT,

aERE GRIR) T—RHL
BETEARWER LER . AIARR

IRREFEDOER/AIRERE @ T—42%4L

&

IBFEFDO TR/ AIATRE —R %L

&
5l K= el
NERE a1 L
pH a1 L
REEE el
BARAFENEE 2L
FhE

EFE (BhELTEER) Y
BRE

Kzt 2L
n-A49 4%/ —IL/ IKNERIZRH JEZY
(log &)
RRE JEZY
FBERV/XIIERNBRE

HE 2L
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Re27—8o—t EIMSD /A

Grazoprevir Formulation

&S &ETH: BIERE: HIEETH: 2025/04/14
15.1 2025/08/07 402637-00025 #EYERKHE: 2016/01/07
BE T—AHL
HxtHRZE o JEERY
1R R4 D OBREMAL
ER b4 D ARHRITRIEEMEE L TEPESALL,
LT
HFHAX . F—AHL

10. REHERVRGHE

RS D RIGHEEKRE LTIESES NG,
LR EM D OBEEORETERE,
el B ERIGATREH DMIL AU RY TR LLRIZEDEFEMOLEDMIC, B

DR LAZEEHRRT 2EETNLHYFET,
BUOBLEHIERIET S ENH D,

BT HNE&M DB KL KRTE
MLADRLEEEITS,
EMERYE D ERER
ERAEL S RRERY D RBRAEGABERBIEE SN TULVEL,
1. HEMHHER
AR D H S RERBOBHR © R’A
R g
£330

RICA-=5&

FoliE-1id

FIFARE R IERICE DK R Y NETELLY,

B

aMEE @&n) D RMEMHEME: > 2,000 mg/keg
FHik FHEICKDAE

D%

Grazoprevir:

aMEE @&n) : D50 (5 k):> 2,000 mg/kg

FTF VBB B Y™ L

7122



REF—5y— b

€3 MSD /) e

Grazoprevir Formulation

hR&E=
15.1

BERE:
402637-00025

BIEIRETH: 2025/04/14
#EYERH: 2016/01/07

;ETA:
2025/08/07

AanslE #&0O) LD50 (5 v k): 1,200 mg/kg

7% OECD EHE&E A4 K54 > 401
st @R LD50 (5 k): > 2,000 mg/ke
75i%: OECD SRERH A K51 > 402
E%: T 2MELIS/ONFT—FIZEDL

ATFTPYUBTIT RO A
2MsE @&o) LD50 (5 v k): > 2,000 mg/ke

7#i%: OECD RER A K54 > 423

FEAAU M COMEBFEHILESYEIEAMOBOSHTE
LYo

B& BT smarsBEont-T—42I12&2<

2MEt BR) LD50 ("4 ): > 2,000 mg/kg

B& BT smarsBEont-T—42I12&2<

REBREM.flEE

FIRATTRERIERRICE DR Y DETELHL,
D%

Grazoprevir:

HER REREAG L
FTFOIIREET FU D A:

i oYX

#HR D RIERBHE
ATFTYVUBIRITRIIL:

i YR =

R D EIERBLZL
e BT HAYEMBON-T—2IZEDIL

RIcxd 5 ERGRGEE R
FATRELAERICEDCRYDETELL,

D%

Grazoprevir:

i AR

R L[NV IE ¢
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RET—S>—F EIMSD /A

Grazoprevir Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/07 402637-00025 #EYERH: 2016/01/07

FTFIIEREET R U DA

E R
LTS D RICHT 2R HHEE
ks~ . OECD ERER A A K54 > 405

ATFTPYVUBTIT RO A

£ L ES

R . ERADRIEAZL

-5 D T oamELL"ELONI-T—2IZE DL
R 38 REVE 14 I3 B2 pE et

BERAE

FIRATRERIERRICEDCBR Y DETEAHL,

Mo OR 2 R 1

FIRATREIERRICE DR Y DETEAHL,

D%

Grazoprevir:

B ) © BT D/ NEEEER (LLNA)
REODIRE ORE

#HR D REREME TIEEEND

FTYIVERERT 1) L

HEgA AT D RFIUIAME— 3 VR

REDTHFR D RS

i DEILEYE

#HR CEM

= D BT AMEMIMELON-T—RIZE DL

ARTTIVUBRITRID L

HERA A T D RFIUIAME—T 3 VERER

RED TR D RIS

L] . EILEYER

ik : OECD :REEHA K54 > 406

R =]

5 D BT AMELISBLONT—2IZE DL
AEMRE R IR

FATREAERICEDCRYDFETELL,
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REF—5y— b

€3 MSD /) e

Grazoprevir Formulation

&S WETH: BERS: HIEETH: 2025/04/14
15.1 2025/08/07 402637-00025 PE{ERA: 2016/01/07
5% 0

Grazoprevir:
invitro TOEEEHE

in vivo TOEGEMN

ATEMREEERE - TR A

>k

FTFOIIVREET R DA
in vitro TOEEEN

in vivo TOEEEMN

ATFT7YUBITIT RO A:
in vitro TOEEEME

S Atk

HERA A T MEMER LS EIREARET EHER (AMES)
R 2t

HERS A 7 in vitro 2BEKEERAR
R 2t

SRERAR A 71 in vivo IMNEEER
5 0
R =t

RILAEC EIEMARRAERRE LTHEI S LIEITER
L\o

HEBRY A T MAEME RS EREBAZESER (AES)
7% OECD EAERA A K54 2 471
mER R

HERA A T in vitro HELBYHMREGFERHR
mER R

R4 7 T omBEEMEBStAER (FHa)
B v9R

BERE RARLATIGE

R et

(in vivo)

HERA A T in vitro HELBYHMREGFERHR
BR R
"% BUTIMEM ST ONI-T—HRIZEDL

REER A T in vitro 2EBHREEHER

7% OECD EERAA RS54 2 413

BR e

wE BUTIPEMI ST ON-T—HRIZEDL

HEBRY A T MAEME RS EREBAZEHER (AES)
BER R
wE BUTIPEM ST ON-T—HRIZEDL

FIRARREABRICE ISR Y NETEALL,

10/ 22



RET—2V—F

Grazoprevir Formulation

€3 MSD /) e

&S RETH: BEEE BIEIRETH: 2025/04/14
15.1 2025/08/07 402637-00025 PE{ERA: 2016/01/07
5% 0
FTFoILBBET YD A
& Sw bk
BEZH®K I AATIEE
A% 55 B ] 2 &
Hik OECD HE&RHA K54 > 453
R (=X
-5 BT AIMEILEONET—F2IZEDL
HHESH

FIFARTEERBHRICE DR Y DETELLY,
B

Grazoprevir:

HIRICX 9 H5E
Boy bk
REZ 0

HER2 AT &5EN

S5 F1: NOAEL: 400 mg/kg AE

R 2

HEBRAE 1 T SHEAEER

B ovhb
5 #0

S5 A1: NOAEL: 400 mg/kg RE

R RERICEEEL, |

B oy
BE&E £0

RBEDEE~NDFZETEL,

HEBRY 4T ZBEME L VRERE

B - Re!R&E M., : NOAEL: 200 mg/kg AE
BR REORE~DFEEEFLL,

AR T ZBEMNE L VRERE

B oux
BEEK &0

% - BRRE 1, : NOAEL: 200 mg/kg AZE
BR RBEORE~DOFEEFLL,

HEBR2 AT BB LVRERE

FE: oY x
B 52 SIRA

BE - BRRE1E, : NOAEL: 100 mg/kg AZE
R BROEF~DZEELGZL,
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Re27—8o—t EIMSD /A

Grazoprevir Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/07 402637-00025 #EYERH: 2016/01/07

FToIILRET RS L
FIRICH T S5 E D REBA4q T ZHREBESHEHR
B oy b
BREREK: RPAATEIBE
7% OECD FREEAHA K54 > 416
R 2t
BE AT A2YELIE/ON=T—FICE DL

BROFEE~DEE D HEBAA T ZRINELUVBRERE
B oy b
BERE MAAATEEE
R e

EE: BT HPEI /LT —2I2E DL

ATFT7YVUBTITRIODA

BEIRIC T SR E D OBEBRAA T AR/ REEER ) —Zo ERERSENME
HEHERER
= A

RERZE: SRAAATEGE

7% OECD EHERA A K54 422

BR e

EE: BT HMEI/FONT—2IZE DL

BROFEE~DEE D B4 T ZRINBLUVBRERE
B oy b
BRI RAAATEIEE
R e

®E: BT IMEM ST ONI-T—HIZEDL

FERENEAREE (HEEIETCE)
FIARTRERERICE DK RY DETE AL,

FERENEREE (REETCE)
RHICh-5. XEREFCE BO) ITL2EEOEREOSTA B 24),

H5:

Grazoprevir:

Il 25 © g £

TERAD R D RElICh=%, XIIREIFKEBIZLIEBOBEDEFh,
REHREEH

D%

Grazoprevir:

12722



RET—H—F EIMSD /A

Grazoprevir Formulation

&S METH: BERE: AIEIZRET A 2025/04/14
15.1 2025/08/07 402637-00025 #E{ER R : 2016/01/07

i D2 vk

NOAEL : 400 mg/kg

B 5 ©#0O

BR FE R 30 Days

= D BELGEEFERIEIRESAGL T

i D Iv bk

NOAEL : 400 mg/kg

B 5 DO

BR FE BFRE 180 Days

- D BELGEEERIEIRESAGL T

1 PN

NOAEL . 15 mg/kg

LOAEL ;100 mg/kg

B E5ZER © 0o

BR FE A 270 Days

EriEa o FFEE ik, B8 BEE EE 24

i DR

NOAEL . 200 mg/kg

LOAEL ;500 mg/kg

B 5 R o0

BR FE A 90 Days

ERIfEER C g, B, miR

L] DN

NOAEL © 20 mg/kg

LOAEL : 600 mg/kg

BREERK C#n

A% 55 B : 30 Days

ErIEER MR, £h

L] |

NOAEL : 10 mg/kg

A% 55 e ] . 8 Days

= D BEELEEERIEIHRESIAGL T

FTFoIBREBT UL

2 A

NOAEL : 488 mg/kg

B 5 R D BRHFRAATEEE

iR B A 90 Days

5% D FERlT AMEL LB LN-T—FIZE DL

13/22



R&T-8—b EIMSD A

Grazoprevir Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/07 402637-00025 #EYERH: 2016/01/07

ATFTPYVUBTTRID A

i D2 vk

NOAEL ;> 100 mg/kg
BEZH®K L BBHRAATEEE

A% 55 B ] : 90 Days

-5 LT AmEMASEONET—HIZE DL
RAAEEH

FIRAATRELIERICE DR Y DFETEALY,

AEIZHT D REBEER

B

Grazoprevir:

RAHAATEIGE © e BB, BELE

SEEt

B4

Grazoprevir:

y: k=3 . LC50 (Cyprinodon variegatus (>—7FRAAwY K2/ —)):> 10

mg/ |
MEERRER: 96 h
"E: ARERAREICSIT52EHEEL

SOVIAKEOKEESHEY © EC50 (Daphnia magna (A4 32 >3)): > 10 mg/l
IZxtd 5&FMH RREERFR: 48 h

A% OECD REEHA K54 > 202

% BARERFEICKITIEHEL

LG50 (Americamysis (F AU HI X)) 8.9 mg/l
MEEERFME: 96 h

B KEEMIZHT HEM © ECS0 (Pseudokirchneriel la subcapitata (#%%)): > 10 mg/|
RREERERE: 72 hrs
75i%: OECD FERAHA K54 > 201
% BARERFEICKITI2EHEL

RAEZEEE (Pseudokirchneriella subcapitata (#%%)):
10 mg/|

BREERFR: 72 hrs

ik OECD RERA A K54 > 201

14/ 22



REF—5y— b

€3 MSD /) e

Grazoprevir Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/07 402637-00025 #EYERH: 2016/01/07

BEM (BiEEN)

SOVIFOKEESHDY

39 HE M (BHEEH)

WMEMIHT HEM

FTFOIIRET RS A:
aEn

TOVAFOKEEEHDY

(X9 HF M

B KEEYICHT HEMN

REM (BHESN)

TOVIFOKEBEEHDY

[Zx9 HEM (BHEEMN)
WEMIZHT HEM

r% BRERFEICHSTLEMHEL

RKREZERE (Pimephales promelas (7 7y bAy I/
2)):0.98 mg/|

MREREERT: 32 d

7% OECD FHEEAHA K54 > 210

&% AEERFEICST52EMHEL

BRAXEFEEE (Daphnia magna (A4 32 >3)):5 mg/l
MREREERT: 21 d
7% OECD REEAHA FS 4 > 211

EC50: > 1,000 mg/|

BRERFM: 3 h

SRER A A T REIRINE]

7#i%: OECD FHERH A K541 > 209

RREZEERE 1.3 mg/l
BRERFME: 3 h

HERS A T RN

7#i%: OECD FHERH A K54 > 209

LC50 (Pimephales promelas (77w kAw KI/9)): 29
mg/ |
REERRER: 96 h

EC50 (Ceriodaphnia dubia (=< >1)):5.55 mg/|
MEERRER: 48 h

ErC50 (Desmodesmus subspicatus (#%)): > 120 mg/|
IERERFME: 72 h

RAREEZEERE (Desmodesmus subspicatus (#&E)): 30 mg/|

IERERFME: 72 h

RAESERE (Pimephales promelas (7 7y kAY KZ/
2)): >=1.357 mg/|
MRS 42 d

RAEFERE (Ceriodaphnia dubia (2>20)):0.88 mg/l
BREEREAE: 7 d

EC50: 135 mg/|
MREERREL 3 h

15/22



RET—2V—F

€3 MSD /) e

Grazoprevir Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/07 402637-00025 #EYERH: 2016/01/07

ATFTPYVUBTTRID A
BEMN

SOVIFOKEESHDY

X9 HF T

EHE KkEEYIIRT EEM

WMAEMIHT HEM

REE - Sk
5%

Grazoprevir:
HEofEE

FTFoIBRET UL
E DR

LC50 (Leuciscus idus (a4 MO—7F&)): > 100 mg/|
BREERFME: 48 h

A& DIN (FA VIR 38412

&% BT MEMHFON-T—2IZE DL

EL50 (Daphnia magna (A=< >2)):> 1 mg/l
MREREERT: 47 h

WERE: KMEES

Hi%: 354 67/548/EEC, Annex V, C.2.

HE BT smEIEON-T—2IZHE DL
RERERREICHSITIEMHEL

EL50 (Pseudokirchneriella subcapitata (%%%)):> 1 mg/|
RREERFR: 72 h

WERYIE: KIEE S

7Ai%: OECD FHERH A K54 > 201

HE BT smEaIrBZEonfzT—2I2&E DL
BERERREIZCHITI2EHEEL

NOELR (Pseudokirchneriella subcapitata (#%)):> 1 mg/|
IREERFE: 72 h

WERE: KIEE S

A% OECD HERH A K54 > 201

BE BT smEIEON-T—2IZE DL

EC10 (Pseudomonas putida (Y a— FEF R - TF4)):> 100
mg/ |

BREERFRET: 16 h

BERE: KHEE S

% BT MEI /O T—2ITEDL

HR: ZOMETIEEL,
HfE: 66 %
PR EERFfE: 28 d

BER: Bk,

R 95 %

BREERFE: 28 d

75i%: OECD BRI A K54 > 301B

16/ 22



Re27—8o—t EIMSD /A

Grazoprevir Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/07 402637-00025 #EYERH: 2016/01/07

ATFTPYVUBTTRID A
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HEREREN : F&: Lepomis macrochirus (JJL—FJL)
S ¥iE#EERF (BCF) :7.62

-4 4%/ —JL/ KHERZRE :© log Pow: 3.72
(log &)
FFILBREET R DL

-4 4%/ —JL/ KHERZRE :©  log Pow: 0.83
(log f)

AFTIVIBIITRIIL
-4 4%/ —IL/ KHEZRE :© log Pow:> 4
(log 1)

TEPOBHE
2% 8

Grazoprevir:
BREGROL : log Koc: 4.01

TV VEADREL
[
thDFELE
T—%7%L

13. BELDOIE

B’EHE
EREEY D A EBRORE NS T D,
REMETKABH L TGS,
BRBRRRUVAE D EORKE, VYA VIIVFELFEEDLEDHIC, BRIZZIT1=

BEEDUEREICRTT 5.
FIHEEANERMES, RERAGRELTHEET 5.
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14, X LEOIEE
EIRRER T
f&_E #m5% (UNRTDG)
EEES LS
EE#%4 (Proper shipping JEsH L
name)
[E #4548 (Class) el
BIRfER&M (Subsidiary risk) el
A EE R (Packing group) LS
S5 AR)L (Labels) LS
REAEH JEEH
finZ2 % (IATA-DGR)
UN/ID &S (UN/ID number) LS
EE#%4 (Proper shipping LS
name)
#5458 (Class) %
B X B (Subsidiary risk) %
BEEM (Packing group) JEEL S
S X)L (Labels) LS
WaEr (EYH) (Pack- JEEH
ing instruction (cargo air-
craft))
WaiEr (REH) (Pack- JERH
ing instruction (passenger
aircraft))
L #iz% (IMDG-Code)
EEES JERH
EE#i%E4% (Proper shipping JEER L
name)
EE 548 (Class) JEZH
BIRfERR M JEFZ Y
BERER JEH
X 91% JEEZ S
EmS a—F o JEERY
BEEEME XS - KD - KB

MARPOL 73/78 Kt/R&E [1 R U IBC A — FICX A X oBAME S HBAME (BN - k)
s nr-IREBORMICFTIEKS,

E R

EnHEDERF L. BHE 15 22HT 5,
FHDREER

JEERY

18/22



Re27—8o—t EIMSD /A

Grazoprevir Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/07 402637-00025 #EYERH: 2016/01/07

15, BAZES

AR
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BEmEFNE
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FRUHL=F7ILF)L (C=8~18) =X )LT7—F 214

HEREH/EE

BEENEILShIEEY

JEERY

BEDHTERITHIREFTEY

JEER Y

fRREfEER L iest ARME

JEER Y

ERRUEOBOHSh-LFEYE (BIFLEHER)
e

ZRRMEORBO oh-tFWE (FREBELHILEME)
e

AMETENTREERVRVEEY
FEES57FMD2 (A3MED?2 Hlk2)

LA BRE (%) ikl
FTYIVEREETF R DL >=1-<10 2025 F 4 A1 BLAR&
ATTIVUBERITRIIL >=1-<10 -

AMFERTIRERRVEVEEY

EES 7% (B30 AIF2)

LZE4 ikl

ATTYVUBIITRID L

BRESFEELCLFVE GGEBRE/ERAIE 594 50 2)
LZE4
FToIVEBET Y DL

RAREME (FBREHERRE ST ED2)
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JEELY

EWE URIMEREEE

JEELY

e E BB B B %

F—EHEELFYE

LE4A EHES 2EE (W)

FTovBBET R DL 275 1.7

BEHRRRE

I

% b

I

AVEE S

BRI E LTIREENTLOEL

#izzn

BRI E LTRA SR TLEL

B ARG R UL EORILISET 556

1 AL . AERAMECERELEL
GEREES L OEEERMEICERE LG
RRIE R P MR A
RREEFIAEAEERS (B - BAK)

I

BEFEABBERS L - BAFHT)

Fean

BRUOLERUHM-ET 5k

ERERED
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AICS N

DSL N

IECSC N
16. ZOo1EHR

ASDS [LENWTHBREFEZDBIHAZRNEDRENMERTDISEEE., EXWETHIERE
BHET

HmER

5| B 3Rk . BHEMIT—42. BEME DS IZH I F—4 . O0ECD eChem
R—2IILE L UVERMEEMER http://echa. europa. eu/D1&
RIEE

Bt Z74+—<v bk . #/B/H

ZFDHDOBEEEDE X

ACGIH © KE., ACGIHPEFEAE (TLV)

ACGIH / TWA . 8 HEM. EFRIMNETY

AlIC - A—R FSVTDIEILFERASA AU R NIT - TSP ILEREEME, ASTM - K
E#MHEERBS bw - KE OR - AU, ZERE. LESEELHDHESNEYE DIN -
FAYRRHBARELE, DSL - ERYMEYR b (AF4): Ex - FED XORGERIFT EER
LNBHRE: Elx - FED XWDORGERIFTEEZONDIERES, InS - REKOR T2
—JL; ENCS - LB EDEAFLEME )R b ErCx - FED XWDOREERIFTEEZEZ ONDHK
RE, ERG - BRXMIEOF5|E; GHS - HRAFM AT L GLP - HERERMRE: [ARC - ER
NATZEE. [ATA - EEMZEERS, IBC - BRIEFROESBEEEXZD-HOMRMOIEE
RURHICEAT 2 ERRHRAI: 1050 - S0%FEERE; 1CA0 - EFRRMREIMZEME; [ECSC - HER
BleEMELE: INDG - BB LAEKRYMBRAR. IN0 - ERESHE. ISHL - sBRe/EE
(BF): IS0 - EFRZR#EEHE. KECI - REBIFLFEYMERE: LC0 - 50%BILRE LDS0 -
50%EtE (FHEILE)  MARPOL - MfIC & B FERDMILEDI=HDERRERI: n.o.s. - I
MBNATSIN TS LD ZERS: Neh - FUREI NOAEC - |EZMZEIRE, NOWEL -
BEEMFZELAL, NOER - BEEEUHFZEAFTES NOM - A5 a2XKA NTP - KEER
REMETOT S L, NZloC - Za—D—F > FEEWERMR, O0ECD - #EFHHFHFKEE, OPPTS
- LEMEREN - AFEHLLE; PBT - #ofMEN - £HEEN - HEEE WE) ; PICCS - 7
1 VEVEEMEA A )= (SRR - (EEH) BEEMAEE, REACH - LEYEDE
B, fi. 2B WHEKIUEHE REACH) IZBHY %RAI (EC) No 1907/2006; SADT - HZINESfE
mE;, DS - RE&ET—42P— b, TECl - 2 A ICBEEDOIEEMED A o2 K1), TCSI - BE(E
EWMEA R MY —; TDG - fEiEEE; TSCA - BEMEMRFE CKE) ; UN - E&E; UNRTDG
- BRESEIRYEEES. WPB - EEICHSBRUVIERICESERN. WS - EXBEKRE
ENHERRRAT LA
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