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BB L O TAAE HIRB ALPEE L o
i BORE™
MEERB L ORHAE SRR RN s b AL
LA P i
—fk - R EB X o PET7 METIE . A IFEEET . e
OG- KT BEE, g FEEE)
Sy R E BREE (35, 29
—  |HE. 774 T —
V- E &)
ifh RAG A AST EH® | ALTE|EY LV E Y fED
S R AR B B A LDH R
gﬂ)‘ BUNJ:EI—“:)\ _7%!'_1'%)\ Jﬂl(;j 1%
— mEzLvyF=rvElA 50— )L
A A ) T S| FE L R
il BAS MU L A ALP
7?_"_3'#’) CKJ:%LM J:?E-’r'—ﬁ:)

) SV ORI EOEE R E A TREL.



12. BRRBRERRICRITFIRE
ES[oF YIS IR N 2SR Y SR I A F S
BMTHABEBNPO LANALNDEZ Ens, RAFKGHIC
BNP#I5E9 5 BUIMEOMBPRICIFEZT 5 2 &,

13. BERE

13.1 ER
AHOBEFHGICL D, HFLOMEETAA L, Eikl N
DT, BRENRICELBZNDLD S,

13.2 @
FHLWRIMEOBAIZ1E, BEZMEIIC L, M o431
FIR S OFIRIES 70 E WY 2 LEF 17 2 k.

72 B, sacubitrilat L U/ NV L & EIMEEEE & OS2
& MEENT I X > THFETE v, [16.3 BHE]

14, BRALOEE

14.1 EFZAEFOEE
PTPEZEDHAIPTPY — b » WY L TRMAT S X9
BET LI L, PTPY— PORRKIZL YD . BWEARI A
BERERATA L. B3 28Il % B3 2 L Ot 5 0 i %
HEPHER T A DD S,

16. EMENE

16.1 MFiEE

16.1.1 BAEKS
PO E YNNIV VY YR fEOHEG Lz & R I@EE L.
PRV (BATTAT T — I &0 INKG S s PR
YWsacubitrilatiZZ3E XN %) KONV IV P ZREET 5o fHE
WABFIZF 278 M) VNV LS v (200mg X 13400mg) 0 %
ZEREIR IR 4% S L7z & &, sacubitrilat & NV LS LD
Cmax % CAUCIEFG- RIS UTHINL . Tmax &k OT1/2133 5
wIRAE L o 727,

RERER AR I 7 E MY WSV VS v 2 ARG L2 &0
BN A — ¥

f*@i’m’\ 7 200mg 400mg
D%y sacubitrilat |/N)VH)VF  [sacubitrilat | /N)VAL S v
Cmax 8,480 = 3,980+ 16,200 = 7,400 =
(ng/mL) 1,540 1,390 3,160 1,490
] 2.0 1.5 3.0 2.0
p
Tmax® ()15 30) [(1.0~3.00 |(1.5~6.0) |(1.5~4.0)
AUCinf 71,800+ 22,200+ 138,000 = 42,900 =
(ng - h/mL) |13,100 6,670 26,800 11,200
T1/2 (h) 13.4+£0.975 |18.9+7.36 [12.1=0.608 |12.6+2.61
n=8, P £ ML, ¥ FPYLfl (FEPH)
20000
18000
~ 16000 1
£
& 14000 1.
£
% 12000
= 10000 {
£ 8000 1
3
26000 |
=
£ 4000 A
2000 4
0 . - g . . .
0 12 24 36 18 60 72 84 9%

Be 5t (h)

9000 4

8000 1

7000 A

6000 4

5000 1

4000 1

3000 A

MAEF VL & 2 % (ng/mL)

2000 1

1000 1

0 T 8 » . - . a

12 24 36 48 60 72 8 9%
Pe 5 05 (h)
O @ FH1200mgtz 5-Fg. W AH400mgtz 5
B AS T2 27 € ) VS )L # 2 200mg X 13400mg % H
[R5 L 72 & & Dsacubitrilat & 07V V & > O I4E g
R (ZBHEIE) CEIOME £ 8 R, n=8)
16.1.2 R1E®RE

=}

(1) BRI Z E MYV NIV v 400me % 1H 1185 H 865

RS Lz e &7 € MY idd5-%4~5H . sacubitrilat & O°
NV E 3G #3~5H TREEIRBIE L 720,

@) HEHERIZH 2 © R )V SLA L 5 > 200me % 1 H 2015 F
R G- L2 8 SRE RO G5HEOY 7 € 8 ) )V R UV
Wy OFEYFRENT X — FICRBEEERD SN o T, K5
5H H ®sacubitrilat® AUCIE#Z G- 1H HDL.6f5Tdh o 727 (FHEILA
DT %),

16.2 TRIR
A 7 ¥ b Y LNV L 8 2 400mg™ & IR £33
BEIG B O I B nFE #5572 & &, sacubitrilat?®Cmax i
ZENG IR G2 R E B N9% I UN28% A L 728, AUCIHE. &
FOMELOCEFORNIIEDL LT, BEBEROOLN LD -T2,
Tmax(3 ZEMERHE G- TIZ2HEM, AERKG TII4~6HHTH ) . &
FOREIZhDDOET VI NSERT ZEHADPALNT, 7 ¥
RISV F 2 400mg % ARNE I B O BIER I B AR OG- L
7l &, NV H LY L OCmax L PAUCHE., MRS Z
NZEN39% K V4B T L7ze 27 E Y NV Y »400mg
R EOBIRICHERBZEORG Lz & NV Ly v o
Cmax L NAUCIE. ZEERE G2 _RENZN40% K% 9% T L
720 Tmax® HJLfi (L 22 G R G- 0 1. 75 AT 5 TIld4mE
Th Y. EIEHESUIAR SR IS W T b RS A 6
RN HMEADT— %),

16.3 2
Sacubitrilat X U/N VAV & v o b AEER R SR IEF 2
97% K. O H94%TH V) . ELRHEAELITVINDLT VT I VT
o727 (n vitro) . [13.2 ZIE]

16.4 X35
TR NS T2 27 € M) VERLIZHCRERR L 7282 € M) boNp
Py 2 200meg % IR IR RS Lz &, 2 A7 7 —FI
LY ARG 2 IR T & S sacubitrilatATENZA R L7z,
B, BHEBAE TICHMCEE R L 72N VL & 2 80mg & 22 fiE g HL
EREOHRG L &, &G3MMEoMmEERIZIE, & LTRE
{LEDPHEL, ZOMIHME L T4 FaF o E&r2obh
720 In vitro®FRERIZ BV TEIZCYP2COD G- A7RIE ST
50 NEANDT—5),

16.5 #Eitt
EHRERABTIH 7 ¥ YN Ly~ 200mg X 13400me™ %
ZEPERE R I G- L & & LR TILHREEOH
55%73sacubitrilat & L Cy #911%259 NV v & & L CTHRAIZHE
sy,

16.6 HEDEREHI HBE

16.6.1 BikEeEEERE
BRI EEOFREREESE BE: 2L T7F=220T 7
¥ AH50mL/min Pk E80mL/minbA . & 2 LT F =0 o)
7 7 ¥ AH30mL/minkk E50mL/minAiiE) (2H 2 € b Lo
VF 2 400mg™t & AEREORG Lz &, EFREICBNT



sacubitrilat?®Cmax . CAUCIZEEE R A O Z 211 . 5~1. 67
FOR21~2.25TdH o720 NIV IS ¥ OCmax i EFERA &
IFIZFERE TH o 7225, AUCIHEEER A DOFL1.0~1. 45 Th > 72,
BEEOEREREESE (VLT F=0 2T T 2 AD30mL/min
Fii) 122 E R ULV & 2 400mg™ & AR S L7z
L&, EWIREEIZB W Tsacubitrilat®Cmax z NAUCIH i R A
DZENTIHIL 6K UHI2. TR TH o 720 /NI Y~ DCmax
T O AUCIZERE A O 221890 95 K U1 . 3f5Td - 727
MNEADT—%), [9.2.1-9.2.4 ]

16.6.2 ATikREREERE
W SR SE I O IR RERE S5 B (Child-Pugh/ A SLIEB) (12
7 M)AV VY r200mgx RS Lz &,
sacubitrilat® Cmax|ZfERE KA L ZIZFEFEETH - 7225, AUCIEK
BB A DKL .5~1.9fTH > 720 NIV T » DOCmax|LEHE
BN LR TH - 7205, AUCIHEERER A O/ . 2~2. 115 T
Ho72" HEADOT—%), [9.3.2. 9.3.3 Z#]

16.6.3 &
65 L E D E I 7 ¥ R Y LNV L E 2 400mg™ % Hialg
[#%5- L 72 & &, sacubitrilatdCmax 3 IEEieE L (ZIZFREE T
Holen. AUCIERL 4R TH o720 NV VS D Cmax K Y
AUCIRWFN L IFEMEDOZ NN 2B L O 3fETHh -
720 HEADT—%), [9.8.1. 9.8.2 K]

16.7 EMHE(EA

16.7.1 Z MILINZXZF >
fERERRCON (28(1) 12, H 2 E MY LN LIV S 2 200mg# 1 H 2[H
. &) ROT FWNALF »80mgx LH1E (1) T5H H O
FCOREHREIERG- Lz &, 7 PV F 2 ROZDOE
R OCmax & NAUCtauld Z 211 . 7~2 IE R U1 .2~
1.3f%127% o 720 Sacubitrilat 2 7NV LV & ¥ O W BHEE 2K &
BEALE AN o 72 GHEAD T — %), [10.2 ]

16.7.2 In vitros85&
SacubitrilatiZOAT3DHEETH ) . NIV VY Y IZOATIR
MRP2DIEE TH 5 2 LR SNz,

16.8 ZMDfth
TR S ARFI AL VAV & o BFIT 2 BRI S- L7 & &
INVAPIV G DIEYFIREIN TG A —F I ETFTERD EBY) THo 72000,

INWVARIV Y L DR T X — 5

NV OV B8 |Cmax AUCinf

v e (ng/mL) (ng - h/mL)
AF)200mg 103mg 8 3,980+1,390 22,200£6,670
NV E v 80mg 30 2,780+1,070 19,800+ 8,240
#H80mg
VAVIZ |5 N4 160mg 40 5,770+1,730 38,900=11,100
##1160mg

D B OAEICB I A ARORB SN HERCHEIZY 2
E MY NV s v & L CLARAK200mgx LH2[TH % .

1H2) EIN TR NNV Ly R o H R O IZ1H]
[A140~80mg. 1A K160mgTdH 5,

17. ERPRRLIE

171 FIHRCREMICEAT 55

(IBHEOFL)

17.1.1 #5155 M5 (PARADIGM-HF:RER)
TYIAT Y VERBRIRERE LT v VAT vy Ik
R 2 St B O AR 2B T 2 BEAEEE T oL SR
(LVEF) & T L7224 EAESE.LAEL (HFrEF) BHT
[NYHAUHERE ST ~IVEE . LVEF35%LL T GABRBRIGTE. 40%
DR X 0 ZH)] 84426 %5t 12, 7 v I 7 v o v MEEH
ERNET VT v v M EEEREI SARF LT 7
DVICEI D B2 TG L, A P RUGERR 2 GET 5 SRkt
[{. T ¥ ¥ s AL BT HOGATHE M e atbe 2 0 L 720 FEIEIS-
BlgClE, =59 7Y V10mg (BEMEICERED D 5 ¥4 135mg
A5) TH2[™ . A#100mg 1H2[A, 200mg 1H 210 % 12 &
10 EMFES- L. 7 v 7 o b, “EHERGEN X EENE Ok
#1200mg 1H2[iE =55 7 1) )V10mg 1H2A) #+%5- L7 H
BRI L CEAE TRV AITHERE (RF1X5013100mg

—6-

1H2[, =55 7)) Vid2.51&5mg 1H2ME) id—EErp i % w]
&L AN B i K & & ki 5 L 7-. ZEERIGH
2B BSOS HIM (hdufl) R4 40 B, =5
T NVIE23.50 AT o7z,

TEFHMIEE & LA Y FRA 2 b CLIAEFE T A4
L 2FEARE) (X, TEOEBY TH-7,

MV SE AZOAN G K 2 A1A]A B ) s
AF L) T 7)) IVHE

(41871) (421261) AN I
n GEBLEI5%) (95% A5 IX 1)
f S 117 00
A AR (21.83) (26.52) (0.73, 0.87)

TN = NI O OS% S ML, 5 s E MEDRE T4
Cox BN — FEFLTHEE L 720

" p<0.0001o 7B, 58 L Hitd % B ERH & 5 Cox il N — I
ETVCHEE L2 WIpfETad 0 H3MEP T ICH ) HTH N
FiEkiE (Kl a=0.001) 1232 <,

CEEMHEH ORIER BB X ARFIEET21.65% (91074203

Bl). T 7)) VEET23.08% (976/4229(1) TdH o720 F 72l

PERNZICIE  (R#FIEL0.23%. 55 7)) VEE6.93%. LT [H

JE) . B Ay AE (4.59%. 5.60%) . BAEREREE (2.78%.

4.23%) TH-72%, [5.1. 5.2, 7.1 ]

17.1.2 EINE M HEEER (PARALLEL-HF&ER)

TrIk Ty VEMBHRAER T vV T vy TR

FEPUEE 2 S ORI ORI 2 BEFAIR#R FOLVEFAME L

7HARNEMOA S (HFEF) BE™ (NYHA RS T ~TV

JE. LVEF35%LLT) 22501 % M2, 7 v I 7 v v REESR

ESHE T > V7 v ¥ v TSR O RHI s = F 5

TVNWIEI ) B2 TS L. BT RUEMR BT 2 Stk

. T2 7 AL EERIATE M LR i L Ao, TSR

S I3 AHS0meg 1H2E % 285 L. 5> % 2Lk, =

EHEBGHRY CIEAF100mg 1H2[E T+ 5 71) )V5mg 1H2

0] % 48 3% 5% DA RITF 254 CHEHE (RAI1200mg 1

H2\ X x5 5 7 V10mg 1 H2M™) (2He L7z, HEEREIC

L CHE TR W AR (A5#12503013100mg 1H 2[A],

IF 5732 5 1E5mg 1H2[) Xiz—flirzme L, 2

B B e i K= & ke 5- L7z, —HERGBEMICBT 2

HERIROTG WM (FhIuiE) I EARFES2.00 . =5 7 VEE

31.2n HCTH -7z,

FEFMEL & LAY FRAL Vb (OIS LRSS

X AWEARE) & AFITE 11160) 03061 (27.03%). =77

VOVEE (11261) @281 (25.00%) IZFBH BNz, HAETL Y B

4 MNEHOTF T T IVEICKT 2 RFFEO N — i (95%

fEHEXE) *131.0881 (0.6501, 1.8212) THh o710 &b, Ktk

N — I THEE AR & 7% 5 2 & OMR% £725 HIN

L, AEENEZELD2HMNEITL TR,

PN = PR ZE OB%EFEX L, F5HK OREHIRTFCTh 5
A7) == 7RO MEtkT b)Y AFRARTF R HEMAN
757 X+ (NT-proBNP) (<1600pg/mL. >1600pg/mL) %
EERNF & 95 CoxbFINY — FET IV THEE L 720

CHEEMIEFRM ORIVEHSBUHEE X, AFIEET51.35% (57/111

Bl). T 7 ) VEET31.25% (35/11261) Td o7z, LA

FRRIME (AHEEL7.12%., =F 5 7 V4. 46%. DT RE) .

B )Y AMAE (7.21%. 7.14%) . EHEREREE (6.31%. 7.14%)

THh-72%, [5.1. 5.2, 7.1, 7.2 BR]

WD) T VAT BB RIAER T VAT v o

ZERFEPUHE A 4R DL RS S T B BE DA RE
L Eniz,

#2) OREBEMERIE 2 A9 5. XX LT 25100mmHg i
DEF. @eGFRA™B0mL/min/1. 73m?*#Kiii 0 £, I 7
) 7 AfEASS . 2mmol/L (mEq/L) %z % EEIIBFEN SN2,
ENTER SNz T T 7 ) VORERL O H&EIE5~10mgx
1H1ETH %,

#3)



(&M EE)
*17.1.3 EIRE MHEEER
BAE S TP EEAE O H A AR BEVE 35 I iE R 116181 (G722 i
JEAE & Bl S 7 BE3B. mIEREOBEEE A T 2 HE 1158
BIE) A RSIZ, ARFI200mg. 400mg. AV A4V F »20mg
G L. BRI BET 5 S sk ik, 7 v ¥ AL EE K
WATEEM L EGEBR Z E L 72 T > & 2Lk, —EERERTT
1EAR#I200mg 1H 1A, A#400mg 1H 1A (AK#]1200mg 1H 1A %1
WP G %12400mgl i) Xid A v A ¥ »20mg 1H1E %8
WRRE- L 720
FEFHHTEE & L 723 58K (LOCF) @Tﬁ&éﬁﬂ%%ﬁ@%[ﬂlf
DR=AF A 2 bOBAbE (R/hTRFIgHE (ki)
AHI200mghtT-18.21 (0.702) mmHg, F )V AHF L% /20mgﬁ$
T-13.20 (0.700) mmHgTH - 7z. AHl ZOOmgﬂi &V AL
& v 20mghE DM 2 (/DR PIgiE (B#EREA2)) 13-5.01
(0.991) mmHgTd b . &KH200mght TD AL A 4%)1/57 > 20mglZ
xF 3 % BRI S HEE S 7z
*LOCF : Last observation carried forward
P G- QIR O TIALIME DN — 2 T 1 ¥ h 6 D% b

G SEAATIME  (mmHg)
(n=F1%1) U PR
FV X IV X v
I | 7 220mgll |y e | ¥ 7 20mgls
: Z54L . 75
P GmifH| 2 b W 2 B PGl | 2 b T+ 2 B
N -5.01 ~
ot | g7y 82| +0.991 | o3 || L8
<n<%§) +6.89 | +0.702| (-6.949, -3.061) | +9.38 £0.404) Ly o760 730
p<0.001* 0
A 158 4 | 2018 6.97 94.8 | -8.79 2.8
400mg | 47 00 | <o oa| 0993 | Jo e | as|  £0-572
(n=385) : (48,922, -5.025) : P (-4.008, -1.762)
IV A
V% | 157.6 | -13.20 B 93.8 | -5.91 B
20mg | =6.77 | £0.700 £9.65 | +0.404
(n=389)
P GanfE I £ kS

At AV ATV 2 20mgllnt§ AR - R— AT 4 V%A
e L7ZZANCOVAE T VIS L ) B L 7o/ 54 ME (LSMean) =
e

% () PUETHI95%1E 15X 4

#A EAKHED. 0512 35D ARFURTE DFE S,

ARHI200mglE T O 58I (LOCF) @245 B H4TE) FilllsE 12
X B PIGEHEDINE (maSBP) OR—2 5 A ¥ 5 0ZibE (CF
W) 1 E. A4BEHIC D7 AT RTOE LT, VAV % »20mg

FICHRTRE Do 720 RHM4OOmghEn 2 bEid, 1TE A LD
FLCAAI200maBE A TH S 2o 72,

o 0

jas)

é -5 ;

- SRR A4
£ FEEL Syt *\;\H% e
SR LR Rl

Col % Piagy ghlgl %ﬁ%% AT
Sri % @ ¥

S

[aW

8 5

E 1 2 3 45 6 7 8 9 1011121314 1516 17 18 19 20 21 22 23 24

PG 1eREm R (KRR

sk RAI200mghE oo AH400mgh:  +a-a FIUAFILY L 20mght
P58 OmaSBPOZA b (CFI91H) O 24F5 IR
CPIgfE = ke
G O RIE R S L. RHFI200meET4.7% (18/387#1) .
7!—‘%']400mgﬁ¥’(4,4% (17/38561) . K OSF )V AH )V & > 20mght T
4.4% (17/38981) Td o720 EREMERIL, MRk Fvv (KA
200mgHf0.5%. AF400mght0%. F+ Vv A5 »20mghf0%. DL
TREIE) . k7 L7 F R RAFFF =L (0.3%. 0.3%.
0.5%). IME EH (0%. 0%. 0.5%). &) 7 A0M0E (0.5%.
0.3%. 0%). AED F v (0%, 0.3%. 0.5%). FEED F»
(0.5%. 0%. 0%). &9 (0%. 0.5%. 0%) Tdh -7z,
[7.3 ZH]

W4) F @MU E & I S - B BB AR IR ) ORI
1 B 465 1 o S35 A A7 DGR A I A5 374 © 150mmHgPL
180mmHg A D B
EIEEOMEEZ T 2EE A7) —=v 7ol
SLEBHID SISO G- %221 TB b3 Bk
T O U6 9 03 Bl s g 0 S 35 A2 A7 AR 07 I A% v 37 41 b
150mmHglh F180mmHg KD EE, £/23 A7) —= >
JRIAEB DI EESEZ R L CB Y . G5 FA R
O e Bt 85 O S35 AL AL A I 25 140mmHg 2L 1 180mmHg
Hlii s A O G B AG R O 3 AL A7 G I 1L+ A5 150mmHg

LI 180mmHg i D &
18. EERhEIE
18.1 1EAKF

FZE RNV E, 7 E R VRNV IVS VI
REEL T, TN T4 (NEP) RT3V 4Ty
YU 5471 (AT SHEEEHET S, F27E MY Vik, ZAT
F — P2 X Y NEPIHEDEHAL T D 5 sacubitrilat|Z #5072 [ 25t
SN b, NEPHEE, MEWRIER, FIRIMEH, L=-T 22
TT vy =TRATE YR (RAAS) FIHITER. AR
TEAL DIEREIGEIER ., PURAELIER,. ROT7 WV FA 70 2550w
WHIER 2 A2 F U7 AFRRTF FOERTEICE 5T 5,
SNV Y QAT RFRIEFUER L, mAEDGE, B )Y
L - AR . DEIER. ROVGIE ) £ ) v S RE TS
WHER % b 7259,

18.2 F MU LFIRENRTF KRR URAASICX T 21EH

18.2.1 \LEMHF M) 7 AFRRTF K (ANP) % Frfiiis L 72
Sy MIHFZE RNV LS v ERHREO%RS Lz &,
BRTEM I ZIMSE T ANPIEEAS F 5 L 72,

18.2.2 &F MU W A EFEA XHF 2 ¥ MY WSV S 2 FEE
OGS Lok & BT oxt BB L Il L CfF 3 2 s
cCGMPIEEED FA K ONMEER 7V R AT O VREOT ALY,

18.3 FIR1EA

18.3.1 A AR ZFEGEHE L2 v MY 2 € M) Vi + IR
WG L7z & &, ANPHSGAZ & B IRM T M) o 2 BRI i 5
DOFFHERE L IR L TH RIS S 7z,

18.3.2 IEH 1 X |Zsacubitrilat & ##RNIZ5- L7 & &, ANPF 512
EDFPRBE RS B U o AL 5 0% e & i L <
HREIIHm I Y,

18.4 {OERREKIEI1EA
TyIA Ty v N EMNLTHERESND T v MOHMOREA L.
sacubitrilat L OV LV & 2 BTS2 & 0 #) S 7z,

18.5 HifRHEALIER
TV F Y L ENLTH
5= VAR
P S 729,

18.6 REE1EA

18.6.1 L LoV RO b T Y VAT VY ) —F VBT REAL
P2 TNENT VAT 2=y 7Ty MICHZE RN VANV LY~
T HARER G- L7 & & SRR 2 BRI ATRD 5722,

18.6.2 BIMEHRISET v M7 E M) WoNVv s v & 14H
ARG L2 e &, NV Ly o & B | 720 IR & A
R DORETEMEATED & iz,

18.6.3 Dahl &K ZMET v M2 U MY UL Ly » % 14H
RIRAEAREIIH% G- Lz & &L NV LY o % Bk 5. L 7=k BR i &
D SHEEREEER RO 5722,

19. B#IERSICEAT 2E{EZAR

— I R
F7E )NV VS )y AR (Sacubitril
Valsartan Sodium Hydrate)

b4
Monosodium 4-{[(2S,4/)-1-(biphenyl-4-yl)-5-ethoxy-4-methyl-
5-oxopentan-2-ylJaminol-4-oxobutanoate—disodium(2.5)-3-
methyl-2-(V-{[2-(1 Z-tetrazol-1-id-5-yl)biphenyl-4-ylJmethyl}
pentanamido)butanoate(l1/1)hemipentahydrate

FEEND Ty MOHHEEMR O o
. sacubitrilat X 0NV V& OPERFEGIZ LY



S
CuHxNNaOs +
i
957.99
LE2N
HEBEOHRTH S,
bt

CosHN5NazOs +

2'/:H.0

EE s
A 2 EHETE 2 g0 b BYICE-T ST L&,
22. @&
(T2 L X ME50mg)
1008 [10% (PTP) x10]
(> L X MEE100mg)
100¢¢ [108¢ (PTP) x10]
5008 [, /7]
(T2 L X FEE200mg)
100%¢ [108¢ (PTP) x10]
5008 [10% (PTP) x50]
23. EZEXW
*k 1) FIEREALIZA © FIEEMIES:. 2017 5 47 ¢ 1353*1355 (202300271
d2) FERERME A © B B EERM i AR AR . 2021 ¢ 29 ¢ 49-54
[20230028]
%%3) Sheps, S.G. et al. : Arch. Intern. Med. 1997 : 157 (21) :
2413-2446 [20003680]
%k%4) Briggs, G.G. et al. : Ann. Pharmacother. 2001 ; 35 (7-8) :
859-861 (20022566
5) Akahori M, et al. : Eur J Drug Metab Pharmacokinet.
2017 ; 42 (3) : 407-416 [20200233]

*6) FEPEHRL 0 X PRV I v OB MAECER (202046 H29H

A, CTD2.7.2.2.2.2) (20210076
7) Ayalasomayajula S, et al. : Clin Pharmacokinet. 2017 ; 56
(12) : 1461-1478 [20200234]

8) AP R  EHE A DR PR (20204E6 )7 29 H K FE .

CTD2.7.2.3.1.4) (202002351
9) Ayalasomayajula S, et al. : Eur J] Drug Metab
Pharmacokinet. 2017 : 42 (2) : 309-318 (20200236

10) HENERE N4 A TXA F Y T 4 R B (VAL489A1102: %)

[20130476]

11) PR N F T NA 58 7 1 3Bk (VNP48IA210654ER)
[20200252]

12) #E g - S AR ER (202046 529 H K2,
CTD2.7.6.4.1.2) [20200237]

13) AN ER  BANFE TR (2020486 29 H KGR .
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