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Vericiguat Formulation

RES ;ETA: BEES: BiIEIZETA: 2023/04/04
4.0 2023/09/30 5602615-00009 #EYERLA: 2020/03/25
BEE:

PS01 AERY BHRERDIN-NERRICERZT S &,

mmﬁﬁk&%b&m@@fﬁﬁgﬁ

EEZLGHERVEBESINGFE © BLANRICADE. BBHLBRIBENEEZLZENH D,
BEEEOHE MLALDEMICEY ., REDYEMNGRIBETILFZENEE
BEREMENH D,
MI. N R THLLEZDEIADREDREIC, MLAE
DRENERERICADETALH D,

3. MRRURSEHR

LEYE - EESYDRF . EEY

5%:)

LZ% CAS &= EHE (b w/w) BEHRAREE
BS

)o—X 9004-34-6 >=30- <40

Vericiguat 1350653-20-1 >=1-<10

VAN &7 SAFN 557-04-0 >=1-<10 2-611

FTOIVEREEF YL 151-21-3 >=0.25-<1 2-1679

4. HRIEE

—H#T K/ R . BHOBAC. SANT ChENE ERELCEEOBRE
2115,
ERORS BB, FLERAAHLBAE. EFOETE
2115,

A LI5S D RVRAATESE, HIREEIDERABET 5.
ﬁﬁﬁﬁhé%A(@E%%@f%$€§H%o

REIZfFE LI=5EE D KEBITFATHRELTESL,
ERNBEN DS ICIIERBETEREERIT 5,

RICA-1=156& D BIZASEHRIZEK, KTERLT T
RHNHY MG T HBEICIERRETIERERT 5,

RAAATZIGE D BRARAALEGE. BEICHMEZN,
EERABENDISEEICEERMETEREZT 5,
KTAZELLCTI

AMHERRVERMEROE @ RELTHIVERBICOEYRARAALLESE., BRICESE

LEELGHIRENR DHEIEENLH D,
MLALDEMICEY ., REOHEBEMLGRIBEIIRZENE
EDAREEND D,
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Vericiguat Formulation

RS WETH:
4.0 2023/09/30

€ MSD [} e

BEES: AIEZRET B: 2023/04/04
5602615-00009 #EMERL A 2020/03/25

BREEZY 2EDRE

EERIC T 2 RAGEESE ¢

BLANIRIZAD &, BBHABRIBAEZ L ENH D,
HAMBERBFBELDREITEEZILL, HESNTLSEK
BREZFERATHE. BROTRMENHHBEE. HESD
BYGEAAREEZSREOCLE (BR8E5E) ,
XHBREBSURMEREZERZITAH &,

5. NKBrDFEE

B Y73 H K F

2> TIXR R LVH KA
HEDRIREEN

HERGERIEY

JKIE 5%

it 7 )L 3 — L3 sE &

ZBkixZx (C02)

2R H A E

MEGL,
MLCADERZEE TS, ZRPICTHALLEEDOHMMR CALS
BLTBYBNENFEETHEMLABROBRNH D,
RIRERM~NDBEZRIBEICEEZRIFTIEELH S,

RERERILY
ERERILY

BHEDHKAE RGORR & BHIREICIE C CEYVAENFRZANS,
RAHDBRERNENT H=DICKEEFZET 5.
RETHNEREBEI VT FEZRKBEEIO BT,

R o RBESEDZ &,

HRETSEDORE KEFFICIE, BIXTRSBZERT 5,

REEZERT 5.
6. IRHFDEE
AMRICHT HEEEHE. RE © REEZERT D,

BRURIFEE

REBICHT HFEER

HLAHDEVHEDHFERDY

2

ZEERYFZLNDOT FNA R (HB T 258) . BEARE
BD#REERICEN (RE 8 Z23H) .

RE~NOBHZEITLHZ &

REZHERLTHDL, EAPIERZILED D,
BERINERRBKEREL. BHT 5,

HAZE L CERTEZWMERIE, HABBKICERT 5

CENBDIE, FBELEINEBRETRVERY ., BEYLES
IZBL. BET D,
MLADESHADOREZEITD T bbb, MLADGERL
REODEEERIZLDER .
BMLANESPIZTHRTEETHHEIND LBREEDEESY
MR TADT, RAICH LAZERBIETIIESEL,
ABSEHRE., BEITDHEICE. SHMAFEEAASLIUVEDR
B> TRIBTZZ &, TORBICERIAEHEICON
THLRABETHD, FOBRUNBRAINEINEHEET HIHLEN
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Vericiguat Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
4.0 2023/09/30 5602615-00009 #MEER B: 2020/03/25
Hb

ASDS DIER 13 HBLV 1B IZENT, MABBRKESIVED
ERHEOREDY .

1. BEEVWERUVRELDIEE

;67 A

F etk D BESHBHEL. BEBEFRXMIBIMLIERESISRIT &
n"&H5,
B, EE, FREFEFESERKLE EOBEY LT
HEZHET D,

BRHER, 28K D BYILBKREEOT TOMERT S,

ZEIIFEEIE . MLCAZRALLGWLNI &,
BRAAFEILLN,
AR& DiEfLEET D,
BEE~DRHDOFE-IIREEMEET S,
BMkWRIIREZ LSS 2 &,
BISRERAEDHKRICEDIE, EXEHOFESLUREHD
ETHREICHENERYIES &
MLADEREEBZIBAEITS,
FARALEWVSAICIIRRZZEHAHTE L,
BOENEMNSESITS,
BESBEICHLTFHLEFEREZLE D &,
CHEREFRATHLEEIC, MBRITREF LW &,
RNOEREVMEHILEL. RE~NOBREZR/NMRICTEL5F
B9 5%,

i 2] ¢ D ERIERE

BEXTE D BEOERAPIZIEEMEADIEI EOURENHZBEIE.
FEEBROELIZTA ISV VI VATLAELUREY ¥
D—%#FJEBLTLIESLY,
FRAPIHRERUVEEZZILT 5,
BEREINF-KRITBFERAT HHICEKET LS L,
27T 4 DHEMEARL—avICEk, ToP9=Fa
vho—)L, BUGEANERE. BULGKRLESKVE
EBREFIE. EXFLEER. EXERLEERANOERDOL
Ea—%28ORENHY ET,

RE

RELBRESEH D EYRESRILODNERBIZANTE <,
BEDOHREICH->THRET S,

BRI ME D OROBEREBEEVNSL LITRELAEL
BB F

RERBFHRVEMH D ESHUVME MRGL,
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Vericiguat Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
4.0 2023/09/30 5602615-00009 #MEER B: 2020/03/25

8. F<EMLRUVRHEEE

ERREICE T IRABNRBERR/HFERE

D% CAS BB S B2 (RER |EEREE/EER | H#
£E) BB RE
Z)LO0—X 9004-34-6 TWA 10 mg/m* ACGIH
Vericiguat 1350653-20-1 | TWA 4 pg/m3 (OEB 4) RN
HEH Y HIBRE | 40 pg/100 cm® RE
ATFTY)VUBTIT R L 557-04-0 TWA (IR AR 10 mg/m’ ACGIH
)
TWA (FEOR: = 3 mg/m* ACGIH
)
BRI R D BETOMFIELUVEETELRVLT Y FTADEEYOBE %

<5 AT, BEYOBERISEYGIMFRMABEELE LY F
T B, y0—XLRTLNLDRKS|, BiEarTFH &Y
LEFTIENDTEDV—ADEE>zAY K, R TESH
Wi &),
e, REEPSVREZRET LD, 210027
JEBIIRMRETICKYERESN, WP EIICHRVERESL
BHENHYET,
[FEI. FABKETIEIRYFEHLENTLESL,
HO—X7AatA AT LMIEIEMEZERLET,
RER
IR FRRER WYL BFAFEKREENFIATERMES. FXIE L EFTE
THREHA LS4 VOHEANDIEL BN REINIHEE, IF
IZREREFFEALEL LS,

T4NE—247F MEFRE2A T
FORER
ME ERMEFR
HE FREZETERTAIEERIFLELELS,
ERDRER YA Fo—I)L T ERERFEL LTV ILEFRT 5,
FEEREL LIEERICROZIMRE, S X+, T70Y
W ENRRET BHIHEF. BUILGEI—JILEFERT S,
MLA, SR, 3LLIEI7OVILICENEESLSND
AREMEMNH BIEEIF. 7 —RAP—IL KL LLIFFDIFELD
L7 z—REOTOTIavEFRALELLS,
RERVEADRER A=T4—LBHLLEERERAI—FEEFEALFEL LS,

MEENBELLZWVWELSIC, RESNDFZRVIZEDE, K
EBOSA—AVbEFEMLTERALELLES Bl RU—T
Lyy, 70>, RFR, FOMETR—YRE) ,

BEINAEEDOHIKRER CEEITEY L AETIT

5/21



RET-H¥—+ € MSD [} e

Vericiguat Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
4.0 2023/09/30 5602615-00009 #MEER B: 2020/03/25
TLEEELY,

9. MEMARTLEHER

MERIKRE D AJLy bk
& D T—47L0
R D T—4a7L0
RO LEVEDIE L T—A%L
il e R i T80

BRAXGMBRRVBEEE @ T—274L

AIATE (BlR. =UA) DMIL AU RY VT LR ZDEAOREDREIC, LA
EORENEEBRHICADIETNLH D,

AIATE GRIK) o JFERY

BRETRARVERLRRE AIARR
BRERGHEO LR /AR ER @ T—24L

&

IBRRGEEDO TR/ AIATE : 7—427%4L

[l
P = o JEERY
DERE T—R2%L
pH T—REL
RFEIRE Y
BARFEMEE D T—A%EL
FHE

EFE (BhRLMEER) o JEERRY
RERE

KBt D TF—AiL
n-A4948 /=)L KHERFZRH  FEZH

(log &)

ARE D JEEY
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Vericiguat Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
4.0 2023/09/30 5602615-00009 #MEER B: 2020/03/25

BERV/ X(THEMEBE

LLE L T—8AL
HE D T4aR"L
BT RABE D JEERE
BRRERFE DOEEREM
|4k D AEHMEEBIEEMEE LTEZESIALL,
NFE D F—Aa%L
FLF 4%
HFH A X D T—REL

10. REURVRGHE

R E D RIEHMERE LTEIESINAGL,
LR E M D BREORETERE
fElREE RIS REM DI AV RY VT LB EDEADREDREIZ, LA

EORENEREEHICADIETALH S,
BUOBERIERIET S5 ENH D,

BT BN EEH DB KL NTES
MLADHKEZEITS,
REREIRYE D ERERE
fERAEE LN HEERY D RBRAESLSBERMIEIEM SN TULVEL,
1. EFHEEH
AREMED H SR BRFEDFER © |A
RS &
EH

RBICA-E=HE&

At

FIAT R ERICESCRY HETEHL,

B4

)0—X:

"%-’ri%li (#&0o) © D50 (5w k):> 5,000 mg/kg
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Vericiguat Formulation

IRES ETH: BEEE ATEZET H: 2023/04/04
4.0 2023/09/30 5602615-00009 #EERLB: 2020/03/25
2EE (RA) : LC50 (5w k):> 5.8 mg/l

BREERME: 4 h
HERRE MLA/S X+

2HEY BR) D50 (*H): > 2,000 mg/kg
Vericiguat:
SMsEE @O : LD50 (v k):> 60 mg/kg

& CORETRETEBERINTIVEGL,

LD50 (X): > 30 mg/ke
H%E: CORETRERTCEHEESATULEL,

RTFTYIVBERT R L
aMEE ®&n) D50 (5w k):> 2,000 mg/ke
7% OECD RE&RH A K54 > 423
FEAAD N COYEF-IZEEYTAEOROSEILE
LYo
BE AT AEIBON-T—FIZE DL

SHEE 8BR) ;D50 (o4HF): > 2,000 mg/kg
HE: BT sMEIL/oNT—FIZEDL

RTFIIVEEEF )DL
SMsEE @0O) : LD50 (5w k): 1,200 mg/kg
A% OECD :RERH A K54 > 401

st BR) D50 (Z v k):> 2,000 mg/ke
7% OECD FRERAA K54 > 402
w5 BT MEMTONT—RIZE DL

BREREY./FIHHE
FIFARTRE A IEMICE DR Y DETEAL,
%
ATTFYIUBRITRIYL:
b Ry =
FER D EERIEAL
w=E YT AMmEINSB LT —RIZEDL
RFFOIVHEET UL
| i L =
FER D REEREE
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Vericiguat Formulation
&S METH: BBEERE: mIESRET B: 2023/04/04
4.0 2023/09/30 5602615-00009 #EVERL B : 2020/03/25

RBIZx9 5 ERGIREGEIRRIBE
FATREGERICEDCRYDETELL,

5

ARTFTYIBRITRII L

(E e

fER D IRAORIEE L

iE5 D BT AMELNSEON-T—2IZE DL

FTFoLBERF FY DL

(E S

R D RIS A AR HFE
WaP: . OECD :HERHA K> 4 > 405
PRI 38 REE 1 IS R FE 1%

RERES

FIATTRERIERICE DR Y RETEHLY,

PRI 35 BLETE

FIATTRERIERICE DR Y DETEHLY,

D%

RATFFTYVEERT RO A:

HERS A T D REXIUTAE—a ViR
RED IR D RIS

2 . EILEY R

Hik : OECD :E&H A K54 > 406
HER DR

w& D BT AamEMS B LONT—2IZE DL

FToIVERBERT kYo L

HER R A T D RFIUTAE—T 3 ViER

RED IR . RIS

L . EILEY R

fER D Bt

5 . T amEMBLONT—2IZE DL
AEMRERRY

FIARTRELERICEOCRY DTSR,
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Vericiguat Formulation

RES ;ETA: BEES: RIEIZRET B: 2023/04/04
4.0 2023/09/30 5602615-00009 #EERLB: 2020/03/25

B

)0—X:

in vitro TOEEEMH D HREBRAY A T MEMERAVWDEIREALTESER (AMES)
R 2k
HERSZ A T in vitro HELEMHIREGFEEHR
R fE

in vivo TOEEEM D RERA 4 T HELEYHRMmMEBR/ N LERER (in vivo MIfRS R
E%)
B.v9R
BRERE SRARAATEBE
R 2k

Vericiguat:

in vitro TOEEE%E D REBRAYA T MEMERAVWDEREALTESER (AMES)
EER: 2
HRERA A TR VNE
R =

in vivo TOEEGEMN D HRERA 4 T IMREER
= Ayl d
BRERE BER
EER: 2

ATFFTYUEBRIT RO A

in vitro TOEEE%E o RERA A T in vitro HE BB EEFLTESER
R 2
BE: EUTa3YEISBONE-T—2IZE DL
SRERA A T in vitro ZBAE R
Hi%: OECD HEEH A K514 > 473
R =
B EUTA3PELILBONET—RIZEDL
HERY A T MEYMERANDEIRERETERER AMES)
R =2
BE: EUTa3YELIBONET—RIZEDL

a2l AP N

in vitro TOEEEM L REBRYA T MEMERV B EIRRAZRRER (AVES)
7% OECD HERA A K54 > 411
BRI
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Vericiguat Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
4.0 2023/09/30 5602615-00009 #MEER B: 2020/03/25

HRERA A T in vitro HELEMWMREEGTFERESER
R 2

in vivo TOEEEM BB T o mEEEBSEHE (EMAE)  (in vivo)
B:vHR
RER SRAHAATEIGE
EER: 2

BHRAME

M ATRELIERICEDOCRYSETERLY,

B4

£)O0—X:

L . Zv b

BE52% D BRAHIAATESE

A% 55 B 1248

fER D e

(Nea P V71l VAN

T2 D vk

BRERR D BMRAHRAATESGE

IR EEEERE 2%

Hik : OECD :RE&HA K34 > 453

R DR

w& D BT AamEMSBLoNT—2IZE DL

EhESENY

FIATTRERIERICE DR Y RETEHLY,

B4

£)O0—X:

RICx 9 S E D REBA 4 T —tHRAEEEERER
B oy hk
BRERR: SR DATEEE
R 2

fBRORBE~DZE c HERAa 4T ZHREEN / VHERE
B oy hk
BRERE SRAAATEBE
ER: 2

Vericiguat:
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Vericiguat Formulation

&S HETH: BREES: BTEZETA: 2023/04/04
4.0 2023/09/30 5602615-00009 #FEERLA: 2020/03/25
BEIRIC XY SR8 D MRS AT EREN
& v hb

B’EER &0
45 3: NOAEL: 50 mg/kg AE
R RRERICEERL,

BRDEBE~DZE D BT RE
oy bk
BE#% &0
FAE =M LOAEL: 50 mg/kg {AE
R OYERICKDERBICEZENH D N —EPILFIS
nhtTtuwa,
BE R In-BHEN

& oY x

BE£K 0

FAEM: LOAEL: 2.5 mg/kg AE
ER BRRIEELRE

FE BEIN-BASHE

RTTVUBRTRII L

FIRICH S & D OHERAA T AR/ REEUR ) —Z oS e RIEBSE M
HEhEHER
B Sy bk

REZR: SRAHAATEEE

7% OECD EBRA A K51 > 422

R e

HE: BT SMEMTONT—RIZEDL

REDHKE~DFEZE . HEBA4A4 T ZRINBLUVRRERE
oy bk
BERE RADAATEISE
R e

#E: BT HMEIR/ONLT—FIZE DL

RTFoImEsF )L
RIS & D HEBRA4 T HREBEESMRER
B Sy bk
BRI RAAAVTEEE
Hi%: OECD HEEH A K54 > 416
R E
BE BT ImEIEONE-T—2IZEDL

BERDOEBE~DEE D BREBAA T ZRINBLUVRBRREERE
B oy bk
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Vericiguat Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
4.0 2023/09/30 5602615-00009 #MEER B: 2020/03/25

BREZR SRAAATEIEE
R e
#E: BT HMEISR/ONFT—FITE DL

HEENBRSYE (ERIEECE)

FATRELIBRICE DK R Y NETELLY,

HEENBRSTE (REEICE)

EH#lchi-d. XIIREIFKE 8BO) ITLIEBOREOSEN (DELER),
%

Vericiguat:

IZ R g 25 D DEmMER
TFERAA D REIIHh=5. RIIREFCEBICKIEFZDES,
RERSEMN

B4

) O0—X:

2 AV

NOAEL : >=9,000 mg/kg
BE5Z2% D BRAHIAATESE

i 55 B R 90 Days
Vericiguat:

2 IHR

NOAEL 50 mg/kg

BRERR #0

A% 55 B 13 &

3 BELAEEERIIHEINEM o=
2 Zv bk

LOAEL 15 mg/kg

BEZ2% #O

A% = B 4 &

IZ R i 25 Frig, RIIER, B
2 AN

NOAEL 3 mg/kg

BE52% #0o

AR & B 13 &

IZ R g2 NG

i v bk
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RET—H—F EIMSD A

Vericiguat Formulation

RES METH: BBEERE: AIEIZRET B: 2023/04/04
4.0 2023/09/30 5602615-00009 #EER R 2020/03/25

NOAEL . 30 mg/kg

B 5 #E 0O

A% 55 B ;26 @

Sl . B

i N

NOAEL : 2.5 mg/kg

LOAEL : 7.5 mg/kg

B 5 #E 0O

A% 55 e 4

gl e . B, HIEE

JiE K . IEnt

i N

NOAEL : 2.5 mg/kg

LOAEL . 5 mg/ke

B E5Eg 0O

A% 55 B 134

JiE K . BEEEIEGL,

i DN

NOAEL . 5 mg/kg

B 5 #E . #0

i 55 B : 39 @&

9iE K D BEREIEEL,

RATTFTIVUBRITRIY L

2 D 2wk

NOAEL : > 100 mg/kg

BER2E® L BRFAATEBE

iR 5 B 90 Days

3 D T amEMMBLONI-T—2IZE DL

RFToIVBEEF YD L

2 D Zvhk

NOAEL : 488 mg/kg

B 5 #Eg D BRAHIRAATEEE

AR & B . 90 Days

&% D AT AMELNSELONT—2IZE DL
BAEEYE

FIARTRELERICEDOCRY DEETERL,
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Vericiguat Formulation

€ MSD [} e

&S ;ETA: BEES: RIEIZRET B: 2023/04/04
4.0 2023/09/30 5602615-00009 #EERLB: 2020/03/25
AT 5 REAHER
5%
Vericiguat:

RAAATZGE

EREgR DEmE R

fEIR: EMIE, B8E HFL, HER, TH, B, Bm, &

HEDFER, B

RATFVVEERT R L
sk

s
=<
\

5
IZxtd 5&EMH

VAFEQKEEBEKSY

A KEEYICHT HEN

LC50 (Oryzias latipes (F1A % #)):> 100 mg/|

REEERFME: 48 h
EE: T 2MEILH

it TF—2ITET<

LC50 (Leuciscus idus (a4 M—3&)): > 100 mg/|

RREERER: 48 h
A% DIN (KA IEHBHK)

38412

BE: BUT HIMEI /LT —FIZE DL

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

R 47 h
WERME: KMEE S

Hik: $§4 67/548/EEC, Annex V, C.2.

#E: BT SMEILR/ONT—FIZE DL
BRERFEICETHEEEL

EL50 (Pseudokirchneriella subcapitata (k)):> 1 mg/|

BRERE: 72 h
WERME: KMEE S

7% OECD HERA A K54 > 201
#E: BT SMEILR/ONT—RITE DL
BRREERREICSITI2BHEL

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

EREEEE: 72 h
WERME: KIEE 5

7% OECD HERA A K54 > 201
#E: BT SMEILR/ONT—RITE DL
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€ MSD [} e

Vericiguat Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
4.0 2023/09/30 5602615-00009 #MEER B: 2020/03/25

MEMIHT HEMHE

RFToIBEEF )DL
sl

SOVAFOKEBESHEDY ¢

IZxt9 5&E %

I KEEYICHT HEN

BEME (BEST)

SOVAFOKEBREHRDY ¢

=% B (BIEHH)
BEMIZHT BB

%B - R
B4
+0—X:
EofRE

RATFPVVEERRT R L
oA

FFoIVREET B L
oA

EC10 (Pseudomonas putida (2a—FEF R - TF4)):> 100
mg/ |

RREERFMAE 16 h

BERME: KiEE S

#E: BT SMEILR/ONT—FITE DL

LC50 (Pimephales promelas (77w kAY KX/ ™)) 29
mg/ |
REEERSME: 96 h

EC50 (Cer iodaphnia dubia (X< >3)):5.55 mg/l
BREERFME: 48 h

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

RARESEERE (Desmodesmus subspicatus (#&3E)): 30 mg/|

RBEERFE: 72 h

RAEZERE (Pimephales promelas (77w kAy KZ/
2)): >= 1.357 mg/|
RREERERE: 42 d

RAEEZERE (Ceriodaphnia dubia (2>3)):0.88 mg/l
RN 7 d

EC50: 135 mg/|
BREERFM: 3 h

HR: ZOMEE,

LEE S i AN

#E: BT sMEMTONT—RITEDL

R Zo Rt
AR 95 %
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R&T-—%—t CIMSD /A
Vericiguat Formulation

RES ETA: BBEERE: BiIERETA: 2023/04/04
4.0 2023/09/30 5602615-00009 #EYERLA: 2020/03/25
RRERRER: 28 d
7% OECD :RE&RH A K54 > 301B
EHEEYE
D%
Vericiguat:
n~-#A42 3%/ —IL/KHEFZRE : log Pow: 2.99
(log {E)

RATFFTYVEBERIT RO A:

n-#%49%/—IL/KHE%RE © log Pow:> 4
(log {E)

(Ne a1l AP NN
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