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FIBRONEER™-IPFODZAH|18mg#141/157# . AEI9mga¥98/ 1244, 7S REE59/65¢4
FIBRONEER™-ILDODZAEI18mga¥95/1 184, AF|9mgE¥86/1034. TS iNE60/75¢4-

TURE EEZHRAL TV BER HATE VT ZIXBEITIZRVDFEC L >THULEINF UL,

BE TRILADZ DDBEEER (FERDRE) ICKY . AFIDIRSHILICERIZEHHIET,

HURME LR (2T ZTREEIL T I ZRY) DREICKUTERICAE U VEREEDN SN TR T
EY—RHIEUTDOEBYTUR GREOEXIFER B HE/ TR L EDRE R0 ;
FIBRONEER™-IPFDZAH|18mga¥28/ 294 AKIOmga$19/221%, S mE¥9/104-
FIBRONEER™-ILDDZHI18mga¥18/2 1. A&IOmgs¥13/154F. S mMEE8/84-

FIBRONEER™\-IPF X U'FIBRONEER™-ILDDHEEETICH T DLAEM TIF . JEBREDRSHIEICESEE
EERDS5.PTUNIVTRIRZEN 1 BZBACBRE TRBLICIREBE (CNF TS ERE TRDIEE
HED21) THY., ZDDERDEEBRREDIZRSHILICE AEERDFEIRES(E IR TDBEEETI%
KUl

INS5DTENS. 18mg TH2EERSVIXAVICBEENBRVEE Bl BSEECIEEETTIRNNEL
BWEE) ISHULTAFI1E9mg 1B2ESADEE. 52V HA T TR EROBENMRETINE T,

6. HERUHE

BERACERSVRESRAMELTE18mgz 182E1ROKR 5T .

B BEOBBMITHUT. 1@9mg 1H2EICHE T 2TENTED,

7. BERUHEICEEY 3R

7.1 EL 7T ZRURIFEVE UL [EPIZEDCYPIAFEEICHAT 215G FHIDRSEZ109mg 1H2EICHELRNI &,
7.2 BVCYP3ASEIEHAT 215G AEIDRSEZ109mg 1H2EKRSICHET 5T,
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(1) BlgaeEsaE =

BHEEREOEERRDZEE
9.2 B HEEEES

9.2.1 KREFEFRL (eGFR 15mL/min/1.73m%kE) DEE FIBRONEER™-IPF/ILDD{HSHERMT
TNSDEEENRE U ENERUR SR ESEE U I RER O CE B BRI L T LV,

FIBRONEER™-IPF & U'FIBRONEER™-ILDDHE B ICH T3 BE MNP EE DB HEEREZET 2
BELBRENERRBEOZREMTOT7MILIFUTOESYTY,

%2:eGFR:30mL/min/1.73m?LLE60mL/min/1.73m?*&%
EX s LbRz = =) B E o = s~
SEERES 2R I 3 FEICHIT DA DEMENE BA—254 VEDeGFRAIDE =SSR DS
BREDBRBEEZ  FIBRONEER™-IPF R U'FIBRONEER™-|ILDICH LT, BHEREFE=ERI D AR DY) EhEE eGFR <60mL/min/1.73m? 60~<90mL/min/1.73m? =90mL/min/1.73m?
°= o =c - +E =R EETR = #5 oy es R Al B T e 5 N
/Y5 =S ERELE LI, TOBR.ERRIETONS T MEPRES. BHEEN TR SIPFEERUPPF sEsR T | o | TTERE | R | Toumm | (L e | T
BELRUTCEATEE TLUR.
esch 97 82 78 458 473 485 228 230 222
DEEDOBHEEEE . BE D BEEEE (BEITIEENR)  BikftEEZE T DM AEEREZ8HI N U S #EE = (100.0) (100.0) (100.0) (100.0) (100.0) (100.0) (100.0) (100.0) (100.0)
BRAFRE10617ZHRELIZ1305-00255BRICHVT . AFI1 8mgZz B EROR S UIc&EEDARFIDE WFNHOEEES 93 79 75 435 440 452 208 207 207
e - . e R A = (95.9) (96.3) (96.2) (95.0) (93.0) (93.2) (91.2) (90.0) (93.2)
MBEEIN S A — I ERRETLE U ABEAT —9) . TDFER ., BREEEN IERE TRFER B LU T, CraxDIE - - » e — = - - o
TRUAUCD EFEHERBHOSNFLEH . CNEFEERNICEZDHIECTRLBL . BE.DFEERUSE (& ERGHESR (33.0) (30.5) (43.6) (27.5) (28.8) (27.4) (30.3) (24.4) (26.6)
IESENE) DBHEEEEZE I EEICN T HHEFREFREELESISNET, SREREEE DR E S 44 31 28 232 202 165 100 91 73
. . e . NEZER (45.4) (37.8) (35.9) (50.7) 42.7) (34.0) (43.9) (39.6) (32.9)
FAHBARL BBAREBRN UEYENREAR(CH (T DIRSEERITH VT T . ULH U, XA [FBHEHEZFEY Tl e— - 5 > - - = - > s
N FN _ -~ /OBRZR 53 &
B KHEBAEEEBICBVWTHFDEBREEN AELZE T HAEEHRIFBEVNEEZISNFT, EoEESER (17.5) (11.0) (18.0) (13.3) (12.5) (10.3) (6.6) (4.8) (8.6)
% BHSEETEE: eGFR: =90mL/min/1.73m? 18 St c T 19 9 13 85 89 63 41 40 38
aEER (19.6) (11.0) (16.7) (18.6) (18.8) (13.0) (18.0) (17.4) (17.1)
TM_ TV
FIBROENEEB nIPF/FIBRONEER = EERETONS JMETEE. BHEAENTES (eGFR: >90mL/min/1.73m?) BEDEEER
BEDBKERS o e (CTCAE Grade 3 39 30 41 144 149 163 69 65 67
6GFR:60~<90mL/min/1.73m2 | FHERELFRETUIT, s (402) | (66) | (526) | (314 | (15 | (336) | (303 | (283 | (302
i =+8 —_ ) L Ame 2y 4 1 11 8 20 20 2 7 7
;3;;2)0;5&;?;2@/&7 =) BHBEN E BRI ERE S B U T Crax C3BDIE . AUCo- T37%D_EFEHER srEs 4.1 (1.2) (14.1) (1.8) (4.2) 4.1) (0.9) (3.0) (3.2)
eGFR:30~<60mL/min/1.73m? HENFLIZ, MedDRA/J version 27.1
: HRER: BEREESIERBRTSEENT (1305-001 45850 305-0023588) [FGRISHImE R
1305-002555 HEAT—2) B A5 VT 7 0 <900 =y = ER s L = e *3 T™, \ ™,
SEOBRLEE BREEN EB R HBRE LB U CCra C14%DE T AUCo- T29% D EF H BEDOBKEEEEZEEH I DEE " [FFIBRONEER™-|PF AU FIBRONEER™-ILD CIEERHA TN T LI feTzsH.
eGFR: 15~<30mL/min/1.73m? | ®22N&FLIE TNSDBESEREEN TERESLORLM TOT 74 ILOEBHRIFEBLTVEL A
REABRE NBOBREERRE U MR O TR IR Ul R B O 52H) I eGTR 0L/ 73 A
BN Z =R \ [ =ENI) F 1% CERPREL BRI Y38 . " . =
B O ICEY ERE BRI TV E B A

9.2 BikEEESE
9.2.1 KEAEAR = (eGFR 15mL/min/1.73mzk%) DEE
INODBEENREUVCEDNER RS EISIEE UTcBR R BRI O BB SR IF =RFEL T LR,

i okt
AT S AR
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(2) FrikeERE S BE (3) &ElEREZ2H 9 &, iTmK URZLIE

9.3 FigiEREEE 9.4 tBREEE T B
9.3.1 EEOFFEAERE (Child-Pugh C) D& 3B IR BT DB B RILITIE . ARRSPRURRSIOBCSV TRIET 2AER R OB BBELCONT
AR LB BBEHES NGB TNSDBEEHREUANIERURS M Z SR U IEFRERIL O R BIES BT BT BYHER (SN DRBRICEIE ARG REES (TR T TN 5. BB MO SYNBNT,
BIERHLTLEL,. EEOFSEEEDH BE THAROBREEN LR Y 3THEMNSS. BAGRBERONAEOBRECES T 3AE TREREOPBERAINTLBL.
9.5 iTiH
HENOHEIRL TV DT REMDH D LEICIFIRS UV T ENET UL BEHERDIBERD S AF S REZS TR T
TN BB SYNTBU T BAEFRBERONSSOBECAN T 3AE CHEIEBEN HSN e, TS BARRE
=R T 3REICH T B AR DY EHEE BEOW3ETRRAINTVE, ARIR SRR SERIEONZ B, ERCASE 2 &5105ETS

CEIHERUTEIRUCWSOIREED BB MEICIF SREDTREMN HD L ZHETIIE,

9.6 23w

BREOBARERUBIARBEOEREZZEEL. RIADMEXFPILEZRETT DI EMMCBIF DA ANDEIT.
HE P DRNDEERUBIINBINDHEICET DT —I [FBEVH BFER (S VM) LBV TR HEANDBITHERD

BREATHLREIEE P EEATHEERS 1 82 E (Child-Pugh A) XU E (Child-Pugh B) DRFHEEREZEZET 2
FEARERE 8HINE O [CATHEREIE B R AMERE 1 2012345 & LT 1305-00275HBRICH N T AEl18mgZz @
RORS UIe&EEDAREIDEYBFNE/NS A — I ZRFALE U HEAT—T) . T DIER. FFEEEIERHERE

’g % EHEU T, CraxDIE TR CAUCLD_EEHERHSNF U, SNTLS
2 BRE RIS (ER) BT 1) SODEE T NS REMEFMIEE (Bl THI. B, SHBORERD RV 0%18
=2 DEEFL) D55, KRS AFIDAUCOENIC > TENT BEFRSN=DIE, 10%BOREFL T
oY, CDENIEHESTENICERETTldbUEEATU, (4) ;J\IE
ZDrH. BA3T1BDAUCD FIFEFRNICEEDHIETEEL BERVDEE O HEEES 7L
BT PEETOHBRABEIRELEZISNET,
RERTEEE 9.7 INR
1ghild-§Z:hDA FH&BEIF BB S B U T Crax C1 7% DIE R, AUCo- C5% D _EFENERSHSNFE LT, /J Uﬁ_,%@i‘j%t bT’:EEEEEKEﬁl;%BEU'C L\Eb\o
hEERTHREES

; FAEEEREERESHBU T, Cra C3T1%DIE T AUCo-- T31%D EF D ERHSNE U,
Child-Pugh B

BEFRIRE | S7Ios o BRATERS o b 5D B SR LA R R S TR R R R

ChildPughC | EHELTLFE AL
INREZWNREUBRERIIEEL VRV EN S BFANDHENERZH I EREICETIERIC

EEOEEsE T 2RI HIE5 HESHCNET o

EEDHHEEREEZE I 3R EERNREVCBNMRUZ2 M ZEIRE U BR AR ERY U (CEY SN REER (&
KELTHS5T INSDERE(CHT DAFIDIRSERIEHIEE Ao A DIREENIEN I ZOTEEEIFEET
TRVeo EEDRFHEERE (Child-Pugh C) D&% 2FRE(SHU TIEAAICKDGEIFHRI NI B Ao

9.3 FFEEREERE

9.3.1 EEDFFH#EERE (Child-Pugh C) D&% 2 EE

BT R BBRISHESI NN NS DBEENREVCEDMROR M ZIEIRE U BRI O (CEYENEFRIFHEL T LR EE DAFHEE
BEDHDEE CERFDBREEN LRI BTN BB,
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10. HHE{EMA

AHIFCYPIAK UP-#EEH (P-gp) DEETH S (in vitroT—%) .
10.2 HAEER (HAISERTEIE)
HEIEE BRERIEIR - BB E - BRRET
FEIDIERDEE T 2B Z NN HD. IV T | REIDE R BBR THHCYPIANTEEIN. AF|
RYZEHET 2156 (F. AFIDERSEZ1E9mg | DEREENME NI 208N B Din vitroT—9) .
TH2@ICHELEVT L. EILTTZRYEDHBICEY KB DERERETDN
STMEETRENHIS0%IE Tz,

TRy

FEDEBNEHERTHBCYPIANFEIN AFDREENME NI BRI HUE I EILTTZ
RYEDHAICKIUERIDNS TMEBEFRENHFIS0BETU. XBIDIERNREEET 2B ZNHNGH DIz,
EILTIZRVZHAT 55 AFDRSE%Z1018mg 1H2EEL. 1E9mg 182EICHELENT

ERARZEIE (EIL 7 IZ RVIRSPDBEICH T FF D MBHIRE)
FIBRONEER™-IPF

AFIDNS T MR R—2 54 VEHCHRSIEE (2 Y79 =7, LI RY) EERALTLEDS
TAREBRE B LT N— 254 VEICEIL T T TRV EFERL TV RRE TlE . AFIOmga T55%. 47
18mMgBECA8%IE TR LE LT,

MR EEERCR B O FF O MR PRE

AK18mgEt AHFI9mgEs
(nmol/L) (nmol/L)
400 - == ZUFYZIER(n=117) 400 - —o— ZVFIZIER(N=116)
* EILTTZRUER (h=91) 2 EIL Tz ZRUER (n=93)
Z —o— HiRHELEERIRL (n=66) Z —o— HiiRHELE[ERRL (n=65)
%3004 T ﬁ 300
A 200 - A 200 -
m m
] % T _
& 100 & 100 -
152
1 i Tt 1 ]
0 T T T 0 T T T T
0 2 6 12 26 (B) 0 2 6 12 26 (B)
RS HAR RSHAM
HRER: BREESEIERER (1305-0014588) DAGRIFFHME
6. BiERURE

BERACERSYRISAMELTTIE8MgZ 1820 %59 D,

BE.EBEEOREMITGUT. 189mg 1H2EICHE T 2T ENTED,

7. BERUHECREY %35 (ki)

7.1 BT ZRYNEBVE UL FPREDCYPIAFEA L HAT 25 AFIDKRSE%Z109mg 1H2EISHELENT &,

(2) BULWRIZPIEZEEDCYPIAFEEHINU
VT RFUYOESHERE

10. #2E{EA

FEIECYPIARUPHEEL (P-gp) DEE TS 3 (in vitroF—5).

10.2 HEAER (HAICERTSHIL)

BRI EE BRERER - BBAE HE - BERRT
BN IFPIEEDCYPIAGEEH AEIDIERN T I DB ZNN DD TN | AEIDEFRBHER THDCYPIANFEIN.
UIroEeyy SOFEFEHAT BEF ABIDRSE | AFDEBEBEENK NI 2TREEN DD,
s sl O Y/ Z109mg 1H2EITHELIRWV T &, HILNEBE VY RURtEY I EDHABITEK,
HILNTEEY AEIDAUCHZFNZFNS1%KV41%. Craxh'
neyvo v 31%ROT5%IE T U,
TAIAVFRFUYD (St John’s wort.,
Tk V3R - DO—-NEBEBR

AENIDERREERCTHBHICYPIANFEEIN. FEIDREENE T I BOUEEMN HUE T . AFIDIERH
HIEITDEZNH G D6, BV IFPIEEDCYPIAZER (U T7 /Y . TN V. AILNI EE
V. RtEVIVE) ROEA DA RFUY D (St John's wort, EVh - Va—UX - DO—N SEBREHA
I35 A DRSEZ1018mg 1H2EEL. 1E9mg 1B2EISHELBEVTLEE L,

f
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5 RiEk=Ryd::

AN ELE GEBWOCYP3ATEER) DRERS I AEIDPKICKIF T REBZRFTUI1305-01195ERICHE L
T REHRASBME156IICHILNTEE>200mgZ 181 @48/, 400mgZ 181078/, 600mgZ 1813
12HEB#KREROES L. 600mgit 58HEICAH]18mgz R EOR IR S Ulc & AFIBIHE S5 &

(3)5@WL\CYP3ABHZEH

10. #2E{EA

HART AFIDAUC151%. Craxh' 31 %X FULE LTz,

BERBACEFR18MgZHEORSRUNIVNTVEE Y ZRERS UL EE DR BB OC

AN EEVHBRSEHROFROEMANA TP XA SEVUT « (HEAT—9)

AH118mg FEI18mg+AILNTEEY/
oS, #H118mgse
LN BEY & AE18mgs (%) e
| mmma | mmE» | mavay N
LETIE LATIE (SE)
Crmax(nmol/L) 15 292.47 15 425.39 68.75(1.08) 59.64, 79.26 22.4
AUCo. (nmol-h/L) 15 1213.11 15 2487.12 48.78(1.05) 4490, 52.99 12.9
AUCo+z(nmol-h/L) 15 1206.00 15 2473.17 48.76(1.05) 44.87,52.99 13.0

B BN EIAEEER (1305-01195088) DRERESSTHMmE AN

W9V (PEEDCYPIAFEER]) DRERSHAFDPKICKIFTHE

ZIRETLI21305-01135BRICHEW
T EEASBM36IICREY9>125mgZz 18201 7HERERORSL. %5 15BBICHE]18mgZz2ZE

RSB OR OIS Ul & E  AFIBERIR S LT AREIDAUCH'41%. Crad ¥ 159E T UE UTco

BERBAICEFR18MgZHORSRUNIVNTEE Y ZRERS U &EE DR BB O(C

AN EEVHARSEHROFROEMANA TP XA SEVUT ¢ (HEAT—9)

AH118mg AH18mg+iRtEY I/
A7 ome AH118mgish
+hter9y AEI 8mg$3$ (%) BEAPLs(a
| mmEs | | mmEy | sATHH ooncy | TR0
LA AYE LA ALE (4T SE) ?
Cmax(nmol/L) 13 323.49 13 381.50 84.79(1.06) 76.42,94.09 15.0
AUCo..(nmol-h/L) 13 1415.35 13 2413.03 58.65(1.06) 53.15,64.73 14.2
AUCo.-(nmol-h/L) 13 1405.38 13 2397.87 58.61(1.06) 53.11, 64.67 14.2

BFANICBVCIF UIT7VEY Y TIZMM I AIWNIEEY RV I VED BV FHIEED
CYP3ASEERI| EUTEHINTUVET,

BV IFIEEDCYPIAFEER]. MU'/ IAUF MUY (St. John’s wort. Bk /'3—2X - D—hK)
SERBEHATIHEE. . AFOMPEEMETIT2TEENHDTENS. KFDIRSE%1E9mg

1B820ISHEULRVTLIEE L,

FAER AN SRR (1305-01135088) DRGRITHlHE A

6. iERURE

7. HERUHEICEETY %R (k%)

BERACERSYRISAMELTTIE8MgZ 1820 %59 D,
BE.EBEEOREMITGUT. 189mg 1H2EICHE T 2T ENTED,

7.1 BT ZRYNEBVE UL FPREDCYPIAFEA L HAT 25 AFIDKRSE%Z109mg 1H2EISHELENT &,

AEIECYPIARUP-#EZER (P-gp) DEETH 2 (in vitroT—9) .
10.2 HAEER (HAICERTIIL)

% ERPRAER - BB i - BRET
BOCYP3ABREA REDBEEN LR IDBZTNIHD. | AERIDEGRAHEER CHBHCYPIANFEE TN,
3020V BOCYP3ASEIEHATHGE A | AFDERESEN LR T 2T HD.
ARS3FV—I Ao/ S58%Z109mg 1828 S(THE | bS53 FYV—ILEDHBICKUEFRDAUCH
UhFEILE B9l 2.215, Crax 1. 3fBIC LR UTES

AENDERRHERTHDCYPIANBEESN. ABIDIREEN LRI 28N GBI T A5
V—=ILEDHABICKIAEIDAUCH 2.2E, CraxD 1.3BIC LR L. AFIDIRBEH LRI 2B ZNHHD
128 58WCYP3ARRERI (ISURORA VY A NSOFV—IL URFEILE) EHAT BIBEIF. AFID
X587 109mg 1B2EESICHELTLEE L,

AR53F V=)L (CYP3ARUP-gpDEWVBEER) DRERSH AR DPKICKIFTHEZIREIT B 2B
FIE U2 1305-001 5EHBRICH WV T RERASB M 16HlIC1 M5 377Y —)L200mg7Z 18101 28R ERO
B5LR548B(ICHRlIeMgZ ZIERBEOROIR S Ulc £E AEIBERIES LT A DAUCo10h
2218, CraD' 0 1.3MBITIBILE LT,

ANSIFV—IVICKBDAEIDRTEEDIENF. CraxE LU T AUCICH T B ENBEZ(CERO S5SNI &
RUFFIRORSEDERIPINA F T RASEUT A D 73%EHBENEN e TENS. CYP3ADEEICELD
BHDTHY. P-gpDRREIC KB FSERELBNEEZISNF LI,

HEREACEROMgZEOESRUA NS IF V- ILERERS LI EEDOERREMAUT (T
18337V -IVHAESEOFHOEMANA TP XA SEVUT« HEAT—9)

#Hl6mg FEI6mg+A hS5aFV—IL/

oo AHI6mg s 9
e =E D) & ARI6mgaE (%) (BT
o mmE» || ERA» | SEEOS e
HATIE HATIIE (H4fAISE) 0
Crax(nmol/L) 16 162.39 16 126.91 127.96(1.05) | 117.65,139.17 13.6

AUCo-19(nmolh/l) | 16 2073.40 16 933.44 222.13(1.05) |203.47,242.49 14.2

AUCo(nmol-h/L) 16 2183.22 16 952.27 229.26(1.06) | 207.82,252.93 15.9

HER B EEIEEER (1305-001558%) RERISEHmEEH

f
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5 RiEk=Ryd::

BFANICBVTIE.I5URORA YV A STV =)L UM FEILEDBUNCYPIABRERI] LT
EHINTLEY,
sBUVCYP3ARERISHAT 215EF. ARIOMPTREN LRI 2TREMNHEIIENS . FEIDRSEZ
1E9mg 1H2EHESITHEL T EELY,

FIBRONEER™-IPF R UFFIBRONEER™-ILDICS W T (HAHIBREE U TRE SN TV [387RCYP3A4REE
Bl RO TCYP3AAREERIDHAEEI FUTDESITT,

@H1IECYP3A4RHES CYP3A4FHER DAL
- boceprevir* -danoprevir* /URFEIL
-BUFZT -TILEFISEIIL/URFEI
-JS5UZ0OXAYY AVIFELT SURFEI
- JEYVRY vk -OEFEIL/UNFEI
- conivaptan® NUIFLEWT SJURFEILT /F LEIZEILT
- IIWFFEL /dasbuvir*
-idelalisib* -HFFEILT UNFEIL
A VIFEI! -tipranavir* /U FEIL

ANSaFYV—IL
RIFV—-ILORORS”
-LCL161"

ST SURNS

- mibefradil*

- nefazodone™
cRILT4FEIT
REaFY—Ib

- ribociclib*
URFEIL
-HFFEILT
-FSFLEILT
-FUZORA Y]
-troleandomycin®
- VIEKIRA PAK2*

° " * : EPIRAERE
hUdFV—=Ib

T ERERFEHLE

(4) PDEPEHEEE

fttDPDEREEEAZFR DERN RS UICBEIC DV TOEMIIEELTHIFE Ao
AH|(FPDE4BICX I 2 E R DSV AEZERETH Y, PDE4BICI LT, PDE4AA. CRUDEEARTHMEL E
DEEEHZH T ZEHITT (in vitro) . REBKRICH TR SICRALTIBEBFAN LORERRTTVE
B AN FIBRONEER™-IPF K U'FIBRONEER™-ILDICH W TlE AZU— VT RiI30EAICI TDPDE
PEE=%E(PDE1.PDE3. PDE4. PDE1 O EAIR UIEERIPDERREA!) DIRS5 2RI T REFFRAZEEIC
ZELTHY T FEBRBEP S HARSERLETIN TV L,

S FREER CHIBR S N /- PDEFI S

=521k BIE

FEEIREY
T# 74U (Theolair. ZO—EwR, Theo 24) IHRENORE S UNHE
7=/ 74U (Phyllocontin) RSN OB INE
Oxtriphylline (Choledyl) IREN R E S UNHE
E)yphylllne (PDE3.4.7. 75 /2% 4HEE) (Dilor. e

ufyllin)

o~ N 1~ TP )N ) ) SRR =
RUNFYT4UV (PDE4. 5. 77/ V28 SHEE) (Trental. RS AR

Pentoxil)

ATISZN(PDET0A 4,11, 3ICH T BHAENTRDEL) (7

e R OB (A PUILE— IR
92 _Pinatos. Eyevinal HE. RUMEECEHET 0%,/ P LILF—IHEES

74V VL (PDE4.10.3. 2T 2 HAMUENRDFHL)

(Emandaxin. 759 +3) =2
IJUSE—JU(PDE8 1.3 2. 7T /I VT TP —CERD | .., ;
ENTTISH T BEAIE A REEL) (LT F) RIS
PDE4

O7J)L=Z2Z K~ (Daliresp. Daxas) 1M PR IR R
PIUESANAFATRAS) N O RS

Crisaborole (Eucrisa) PEED7 NE— MR ER 2RBDES)

Drotaverine (LBVEBAIKFHHIL Y D AF v RILEFEZE) (No-

ACIMERSpEER TIEE R - - Z
Sha. Doverin RaEERRR. R EEIC LSRR

<ERFAREEZST>

6. FiERURE

BERACERSYRISZASELTTIE8MgZ 1820 0KR59 3.
BEESOBBECIHU T 1E9IMg 1H20ICHET 2ZENTED,

7. BERUHAEICEET 3R (ki)

7.2 BV CYP3ASEIEHAT 215G AEIDRSEZ109mg 1H2EKRSICHET 5.

f
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5 RiEk=Ryd::

(5) REHHIA

FIBRONEER™-ILDC . REZEDFEELEELCHVLOSNS—EOREIHF (T I7z/—IVEEET T
FILE) DHABRFBRENTVERUC. —A ANSUVF T —MTPEF AU 970U LRBREDFERF
FB (R—=ZS5A VBFC24%DHA) SNTHY. INSZHRAUHBOEBICESVWTHREINETZE M
([CE8T BIEE LU CEHILIZ[EE . EE N U HI RRPLE (R ERPEZ S 0) | DENNIFRESNEF A
[ 97/=1

FIBRONEER™-ILD

WS EHHF DS
FRERICHT ZRELRELTRVS NS —BOREMNFE (V70K T7IR MU T UYFIT
7 2371/ —VBRETIFI) DHAFHRINTOE LA, ZDMOFRZEIMHEE B Xt UF o —b,
PYFFTUY ITO0ULR) BRERETOHANFEINTLELI

N—2S5A VTREMHRZERLTVCEBEDEISE24.1% (2836 TUT. e, SV MEBIWRFF#E
67 BRI REBIBEZEIE T 2 HICRBIHBFIOZEENFEINTHSY.DBL1FTICHTZIC1 DR E
DEENFIFIDERERIB U EE(E8.2% (976) TUIE (SO T/ —IVEE I FIV1.6%. 7 HFF U
J1.1%. 920ULR1.0%FH)

BEEITRETZLUICEHTZ2EEDEE. EENUHIRRALE (BRERPEZSD) | ORIRIS (BEER
BESRNUBREDRSDILICESAEERZZV) 3. 2FEHICHSVW TR SHEB CTREETH Y.
N=R 54 VERICREINHFIZER LTV E D EH CHIR S8R CTOEIFRHOS NI B ATLUI,
-2 EH

A 18mMgB¥: 14.6%. AFI9MgEE: 15.5%, PS5 e 16.8%
FR—2 S5 VB R BRI DERRRL

AEI18mMgB¥: 15.23%, AKIOMgBE: 15.88%, FSME: 16.61%
-R—=RSA Vs ICRBEINEF OER DY

AEI18MgBE: 12.36%. AKIOMgRE: 14.43%, FSMEE: 17.53%
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BESRORRIAH LRI BT EF L BESHBTRRETUR (5VS LMEBIUR IFH6 BRI,
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K1 8mgB¥: 45.0%, AFIIMgEE: 42.7%, TS EEE: 46.7%
- RER (5 LMEEI T %60 BLE)

A1 8mgBE: 18.9%, AHIOMgEE: 18.1%. FStEE: 20.4%
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Wi RAFEDHIFR
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- FlHRAEAE S B D FF R B R DB R

- PDE4A K U'3EEIREIPDERREH|

‘EILTIZRY

-Prednisone 15mg/HBX 3REE
cIORATFER NV T UYF I T 2071/ —)VEE

W& NHIF D EERIAR

N—254A VEICER BEHARCh (DBL1ET) ICEN

R—254VED A *Al sammcennr: N A7
T o |omeE omg# CTHIRTE 18mgg# omgt
; (n=391) (n=393) - (n=391) (n=393)
FHFATUY 19(4.9) 35(8.9) 32(8.2) =07x/—)VEs 3(0.8) 8(2.0) 8(2.0)
EIJFIL

PINNPES SN 25(6.4) 14(3.6) 14(3.6)

EROEYI00%FY FPHFATUY 3(0.8) 3(0.8) 7(1.8)
s 10(26) 133.3) 2061 SOOULZ 2(05) 5(1.3) 5(1.3)
ERO+yo00+y 11(2.8) 14(3.6) 8(2.0) PNNPES SN 2(0.5) 3(0.8) 4(1.0)
S70ULR 8(2.0) 10(2.5) 10(2.6) JIORRUY 2(0.5) 4(1.0) 2(0.5)
2JORRUY 4(1.0) 10(2.5) 7(1.8) %I%TE$DQDD$‘J 2(0.5) 4(1.0) 2(0.5)
LZIL/=R 8(2.0) 6(1.5) 7(1.8)

N JbeF 3(0.8) 2(0.5) 1(0.3)
FNIETR 7(1.8) 4(1.0) 1(0.3)
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LT NEREHICRT2IRED[EE . EERUBI R RRPE (BRERRAEZSO) | ORIRE G (EER
BEERNUEREORSDIEICEBEERZZV) BUTDESYTU,

BRENHFOFERICRNDEEELICHS FFEE. EENU B RBRRE (BRERREESD)
DHIRZE (Treated set) [DBL1]

AF118mgBt AHIOMgEt FS e
(n=391) (n=393) (n=392)
NG 1?(%&%; NO%) 1?5\%;5 NG 1?5\%;

24EH
EE. SERUBNRBRE 57(14.6) 13.1 61(15.5) 137 66(16.8) 15.0
SRR L
S5E, SEENUBRERGYE 46(15.2) 13.8 47(15.9) 14.4 49(16.6) 14.9
REIHEIERSY
S5E. EENUBHNRRZE 11(12.4) 10.8 14(14.4) 11.8 17(17.5) 15.4
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BICEEGRECTT REARIN TV 2EMEECREDIREIED I EAN KRETZESESN
BTEREEIESNTVE T ZDeh FFIDZSICHENT. BEUDREN H DG FIIEREZITL.
HAZRZSOIORE. IFSHEDO RN ZRRUCSZA T RN R I NIEEEZ/# L. LIEERNIC
MRHEZTV.BL. HBVEEHERANEREE RS RIFNILEE#MGZERE LT EE L,

(BEEM
HIPFEEDRAEBICE D IRKRERE

B8

SEEOBRIEE REETOE=IUT
EYIROE ME(THUTA~68HT &I
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I BEBREOIC B L PRHED
MR (ERRIEDES) URTHEDNDIEE.
FIRUNEYF—23Y BEHRCTZ1%519 D FhigHED
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11.1 EXBEHER
11.1.1 EEDTHI(1.3%)
11.2 Z0fthDEI{EA
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BN—2 51 VRO EEERINER OFBERHICSH I 3 TRDHERES

10%L0E 1%L E10%F55 1%55% (Treated set) [DBL2]
BRUREES ARAE
gﬂgé;ﬁ@ Lt = - R—Z 51 VB0 ##118mgat ARIOmg PER
= = AR LSRR =392 =392 =393
=EEe TA(30.8%) =5 i L ERIRR (n ) (n ) (n )
HEERAM GO HERES HERE 34.2% 22.2% 9.9%
BERRE wEED = (134/39241) (87/3924) (39/3934)
. . 24.1% 10.2% 3.5%
URIHEREREL (21/878)) (9/888) (3/8751)
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EEDOTH D e
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BER—-ASA VRO =VFT9 ZJERIRRNDEBEEFICHS TS TROREIRIS
(Treated set) [DBL1]

- R=ZSAVBD 811 8mg# AHIOmgat IS ume
=TI =T ERRR (n=391) (n=393) (n=392)
SIKE (106/3915) (83750350 (5173920

T =YTI=TRABL (45 /02'2?1;”) (241/02'3?%) (1 5%3;/%15|J)
—VF =T i) (56117580 57 /17080

@ EEE (CTCAE Grade) RU'EE 4

FIBRONEER™-|IPFRUFIBRONEER™-ILDICBWVWTC. BEEEREUVLCHIRUVLETROEEE
F.BE (CTCAE Grade 1:R—=ZASAVEERTAERGE/HOBHEOEIEN) 'S L ZHH
(FIBRONEER™-IPFDZAHI18mge$:51.8%. A&I9mgs$:52.4%. FIBRONEER™-ILD DA Hl
18mMgRE52.4%, AHIOMEEEA7.9%) ZEH TV T ENBESNTNET
SELBEESERELTTRN RO SNEE(E. FIBRONEER™-IPFC26I (A% 18mgB MR U SR
BZ16l. LWIFNHCTCAE Grade 3).FIBRONEER™-ILD 16l (TSR, CTCAE Grade 3)
[ 97/=1

FEIRBIE/ SHI I (RIREIE %)
ANR—=RSA VBEICEILTTZRVZAFERLTVEHBREN2EZFENT VD,

ROKIKHENTIRSPIEICESLBHERE TR THY . ZDFEIREIS (. KR THAI18MgEF2.6%
(10/3914l) . KEIOMgB¥1.3% (5/3936l) . S EM8£0.5%(2/3926l) . —> 79 ZTERIRXLDE
HEMTAHH18mgR#1.4% (3/22041) . AFI9mMgE£0% (0/22061) . FSRE¥0% (0/22261) . =~
TYZTEAGYDEREEFTAH18mga 4.1%(7/17161) . AFIOMgs2.9% (5/1734) . SR
81.2%(2/17061) TLIz,

MedDRA/J version 27.1

HAER: BEEEZEIEER (1305-002358) AR EHEE R
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BERACERSVRESZAbELTO18mgZ 1H20R0R 59 %,

BEEBEORBMECHUT 1EIME 1H2EICHET HTENTED,

7. HERUHEICEETY %R (k%)

7.1 BT ZRYNEBVE UL FPREDCYPIAFER LHAT 2B AFIDRSE%109mg 18H20ICHELENI &,

FIBRONEER™-IPF
B THRIDESEE (Treated set) [DBL2]
AH18mgEE AEI9mgEE IS EREE
Grade 3 Grade 3 Grade 3 ]
6.0% 4.0% a1 2.8%
(1041) (561) (261)

Grade 2 \| Grade 1

Grade 2 \| Grade 1

Grade 1
58.3%

(70f) | (866l) (4241)

(55f1) | (666)

n=166 n=126 n=72
MedDRA/J version 27.1
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(526)

n=143 n=121 n=98
MedDRA/J version 27.1
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G BEER

FIBRONEER™-IPF X U'FIBRONEER™-ILDICHE VT, BEEREUVTHIRUC FRIC DOV T, D
TR CEERBUDOBEEENEEIN T R/ ERASY OBEEFEERULT. Z V79 ZJEH
SHIDOBEEHICBSVWTCTHEENVUEEDI G BN IENBRESNTVET . K. BEERE
UCTERLBTRNERHSNIZEE (FIBRONEER™-IPF 26, FIBRONEER™-ILD 16l) (FLWvdnbv=>
T ZIERSUDEETUI,

FIBRONEER™-IPF

BEBREUVCEERTRNROSN 261 (KB 8mgBE R U TS EREZ 16 F.LWINnb=ZrFy
—JERB) DIFERET UL,

BIEAHEULTOTRIDHEIREIS (. X—R 51 VEROT#RE EEFERXLDREBER TEAHA]1 8mgas
24.1%(21/876l) . AHIOMgEE10.2% (9/88%l) . TS5 REE3.5% (3/87H) . —VF I =T fER&HY
DEEERTIFAH]18mgeE52.3%(93/17861) . AFIOMgE37.0% (68/184%l) . FS5tEE17.3%
(3071738 . EIWT T ZRU/ER S DEEERTEAHFN18mgs16.5%(21/1276l) . FS5 e
5.3%(7/1336l) TUTz,

TRIOBEBRICKVBREDRSPILICESIKERE (33/1,1776)) D35, ZDKAH(23/3341)
(& ZVT I =T EAS) DEREEFDARE8mgEFDEERETLI.

FIBRONEER™-ILD

BEEREUVTEE (CTCAE Grade 4XIF5DHFIRIFIZKCTCAE Grade 3DH) DTFHIE. Z2TS
ZOEARABUDEBEERT26 (FFIOMgE) . — VT =T ERASHYDEEERT8HI (AEFI18mgst
ROKEIOMgEEE 361, S mEE26) (CFBHHSNFE LI,
BESEREUVTCEERTRNROSNE TS EREIHIE =TI Z I ERGYD DHERETUTR,
EHEAELTOTRIORIRESICIFE . R—RASA VRO ZVTI ZTDERADEE CIRKRNICERD
HIEFHFONFEATLUS,

EMERELTOTRIORRESIF R—RASA VRO ZYFI ZJERBULDEEEHATE. AF|
18mg#$¥20.0% (44/22061) . A&I9MgE$10.9% (24/22061) . > ME$6.8%(15/22281) . —>F
&= D ERAGY DEBEMTIE. AF18mgaE36.3%(62/1716l) . AZIOMgaE34.1% (59/17361).
TSEMEE21.8%(37/17061) TLT=,

TRIOBEZEERICKVBBREDRSDILICESIEHREF. ZF 9 ZJHERBRLOBEBER T34 (L)
INOEREN18mgf) . —V 7S T ERHY DEELERT 156 (AFI18mgat 76, &FI9mgaiefsl. o
g2l Tl .

N—=R 541 VFOTRE EEERKRROBZERBICS T2 TROBE

FIBRONEER™-IPF

BN—2 51 VO HRE EZEERIRRI O THRIOEIE (Treated set) [DBL2]

BEER

N=2 541 VEICHREZEERZL

AHI18mgs#

N (%)

AAI9mgB#

N (%)

TSEmE
N (%)

T

FEH 87 88 87
THRIDFIZH 24(27.6) 15(17.0) 7(8.0)
CTCAE Grade
Grade 1 19(21.8) 11(12.5) 4(4.6)
Grade 2 5(5.7) 4(4.5) 3(3.4)
Grade 3 0(0) 0(0) 0(0)
Grade 4X[3Grade 5 0(0) 0(0) 0(0)
TR (BIER) 21(24.1) 9(10.2) 3(3.4)
SBEREDIRSIE(CE TR 1(1.1) 0(0) 0(0)
EEITH 0(0) 0(0) 0(0)
N—2RSAVBIC=YFI ZJERSBY
BEH 178 184 173
TRIDFIRE 111(62.4) 93(50.5) 54(31.2)
CTCAE Grade
Grade 1 48(27.0) 41(22.3) 29(16.8)
Grade 2 53(29.8) 49(26.6) 23(13.3)
Grade 3 10(5.6) 3(1.6) 2(1.2)
Grade 4X[3Grade 5 0(0) 0(0) 0(0)
T (BIFER) 93(52.2) 68(37.0) 30(17.3)
BREDRSHIECESETH 23(12.9) 4(2.2) 2(1.2)
=2) 92N S 1(0.6) 0(0) 1(0.6)

B (Grade 1: X=X 54V EHUNTALOE R/ BOHHEDEIEN)
PEE (Grade 2: X=X 54 U EHERT4~6[0/HDOHHELHIEN)
EE (Grade 3: X=X 54 EEANT7EL E/BOHHEEEIEN)
4anzBhd (Grade 4)

ey (Grade 5)
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Oldham JM. et al.. Am J Respir Crit Care Med 2026; 212(5): 972-980. AFERIFN—U>H—A 257 )UN\A L DZIEICKIITTHONF U,
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BEESOBBECIHU T 1E9IMg 1H20ICHET 2ZENTED,
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FLEHER - AEBRICHAT I FEEFIR

T

FIBRONEER™-ILD

BER—-ASA VD=V 79 = ERIKRRID THRDEIE (Treated set) [DBL1]

BEER

N=2ASAVBICZYF9ZI)ERRKL

AH|18mgaf

N (%)

AEI9mga¥
N (%)

BEH 220 220 222
TRIDFIRE 59(26.8) 35(15.9) 35(15.8)
CTCAE Grade
Grade 1 37(16.8) 24(10.9) 21(9.5)
Grade 2 22(10.0) 9(4.1) 14(6.3)
Grade 3 0(0) 2(0.9) 0(0)
Grade 4X(3Grade 5 0(0) 0(0) 0(0)
T (BIFER) 44(20.0) 24(10.9) 15(6.8)
TBREDIRSPIEICE S TH 3(1.4) 0(0) 0(0)
EEIRTH 0(0) 0(0) 0(0)
RN—=2SAVBIC=VFI =T ERSY
BEH 171 173 170
TRIDFIREL 84(49.1) 86(49.7) 63(37.1)
CTCAE Grade
Grade 1 38(22.2) 34(19.7) 31(18.2)
Grade 2 43(25.1) 49(28.3) 30(17.6)
Grade 3 3(1.8) 3(1.7) 2(1.2)
Grade 4X[3Grade 5 0(0) 0(0) 0(0)
T (BIER) 62(36.3) 59(34.1) 37(21.8)
JBEREDZSHIEICE ST TR 7(4.1) 6(3.5) 2(1.2)
SERTH 0(0) 0(0) 1(0.6)

BE (Grade 1: X=X 54 Y EHANTALDIRKE/ BOBHEDEIEN)
PR (Grade 2:N—R 51 VEHNTA~60/HOFHETHIEN)
EE (Grade 3:N—=X5A VEEART7O L/ BOFHEDEIEN)

BN I (Grade 4)
HBE (Grade 5)

HNER: EREESEIEHEER (1305-002358) [ARISEHHE ]

MedDRA/J version 27.1

6. BiERUHE
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@ FEIRBFHA
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FIBRONEER™-IPF

BFEITEFERI O TRIDFEIREIS (Treated set) [DBL2]
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31.9
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[@l) . FIBRONEER™-ILD Cl&. &&I9mg8%60.6%(103/1700) [CHEVWTHRHEMBE T UL B KL

FRINZIEEREEZORSIRTUR.

MREIEERDBE X—XASAUNSERALTLERREIERDBEN TTOhNIEISE.
FIBRONEER™-IPF Cl&. A&I9mg8$14.1%(22/156M[@) . FIBRONEER™-ILD Tl A% 18mgs*

17.8%(21/118[@) TRHEETULI,

FIBRONEER™-IPF FIBRONEER™-ILD

BFIBRONEER™-IPF/ILDIC$ 35 TRIDEEH 19>V R

EROEEEICHU T UTOEREIENHRIND,
BEOEEDIRMZSO.EEDADYEUYT
EZIVUV T EFRIFKDTEIGDHESS
ORSIRXIEZ DD IERREICKDIEE
MR ERDIRSZR T TV BDBE T FEFRXICEE SN TV SEIREES (Bl RERU/
N [F—B5hl) [CHES T

BEREEIZ S D—MNB R 7ZRETT T DTENTES,

BRI S EENOFHIEICE DEBEN TE LR T OEBREIRSZBRLCHRL,

T

® XA
THICXS T B XHLEDH
BFAEFZSDIESDRERUAEDHFRE

AHIRE:10118mg 1H2[EH

FERD;ERERE
¥
THROFER
oI AP | BOKOEERE-SUVS | IEEE
i (REBOXEDTUREMZSD) @ THORKIHIBOMTE | (OXRSIRRE)
[
L g ] ) |
EEXIF TEXIE EED
2R B TR
( * )] ( * )] r * )]
e — EE*21E9mg 1820
11@E1|§gg ‘ ATENIFE(E EEY (FERkE
e e aF
il ERS9IC
CIEX (FER S =
Esﬂ_jﬂ,g[_ EEE  R5EH B5mEmE
BB 1E18mgX(&9mg 1828 1E9mgXi18mg 1528

¥ OHEX ISR GRS &Y EEXIERREHIHE . EEOHIENIC K BEERIREBRZERE L TILZL,
BHEEXIRSBROBAIIEEICRS L. RERIEBEDREEZTFICER LTI LI,
2 ENT T Z RYRIBRVEL IFHPRREDCYPIAFEH EHAT 2551, AHIDKRSEZ1EOMg 1BH2EICSHE L BWTIZE,

8 (Grade 1: X=X T4 EEANTALOF T/ BOHHEDEIEN)
$EE (Grade 2:RN—2 54 VEENTA~6E/HDOHHERHIE)
&EE (Grade 3:N—R 54 VEHART7EL E/BOHHBELEEN)

6. FiERURE

BERACERSYRISZASELTTIE8MgZ 1820 0KR59 3.

BEESOBBECIHU T 1E9IMg 1H20ICHET 2ZENTED,

7. BERUHAEICEETY 53R (ki)

7.1 LTI ZRYNEBVE UL IFPRREDCYPIAFERIEHAT 2B EE AFDRS58%7109mg 1H20CHEBLENT &,

S B N ol
rIS Ot - FRE G HY
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PR (Grade 2:N—R 51 Y EHNTA~6E/HOBHETHIEN)
EBE (Grade 3:N—=2 54 VEHAT7OLE/BOBHEDEIEN)
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"
FREIER - BEFERICEHT S FREIA TH
B=V579 =" 2 HBEIRS LSS DARFORENR U BEDRE TR T B ABENRIERE(ORSZRBREDIEEEDIRS) Z1T>TLIEE W\ BY) R HEREICD
AR EZ VT Z TR HAIRS T 25EDIRSHBDIEFRPIZSHE . SEJDEF AN =S HHH5 T TRIN R I DIHEICE AFIDRE - X (FiRS5HIEEZERBUTLLIES 0,
DS EEIDHIBFIC K TSI EE VW Fle . ARIEZ VT I ZTDEB S ELITHEN (TR S0l BEEEICDOVTIE. FZ2sE(lToTLIREEL,
I 2NE IR SHBDIERREZNBRLU TEERFIBTL T LS, I
T < THRICETZ2EZEEOKA VI
A#HIEE5:1E18mg 1H2[H ABI DR SHIC, BEICTHERE FTAOBERERZERIPT TUXYNRE HAEE CEREE0,
R EE IR ARIDESICKII TRHNRIELUCIEEN F MR T 2I58(F. EEEEZES2TDRIICEBELTLIEEL),
i TEEDELIBEEFEZETDLIIC.BEDIBEETHO>TLIEE L,
THROFER BRAAEIR RS Ted, T BKDZED BRICRLTH <K WERT,
cEVBRYIPEIFYREDIE > VB’ D,
‘BB . BFEROBEVBR. B A D714 V220, 7L 1— ). iREEERE F2. LR E
s NOVEUYS | BKOREBE=SUVT | EBR ZET Do
(BEDEEDIREMZZD) | TRRKDTEIGDHERS (ORS=RRE) — BT EABRIEY BB ERT D AEICH T SEOICERD,
f ! ) ) Nutritionist Resource, Diarrhea
mEXIF AEXIF BED http://www.nutritionist-resource.org.uk/articles
BRI =it TR
4 ‘ , 4 ‘ 4
FEEZVFIZTDEEEHE
FITHEN TR 5HRIT
¥ 1@18mg 1820
18118mg $ FEREEL
182@
— FHE*21E9mg 18268
FEREEE EHER (SE R
EEX 8RR !
v 5P ———
BRPRETIC BRIES
. BURIEE
3 BiEE B5EN 1B 5ER
g ;'FJ 1E18mgXI¥9mg 182E 1E9mgXIZ18mg 1828
=1
%é 1 ZYF A TOREICDNTIE. 2V 7 4= T OBF LS NRITEICER L = s E BEOLET.
= %2 BRI EHIC & V) EER SE R E 5. EFOYUIRIC &) BREX R EEERN LTS,
g BREBRREBEHOEAIIEEICHRSE L. A5REEZEOREE+HICREL TS,
I B (Grade 1:R\—2 54 VEHANTABFES/BOEHBEEIEN)

S B N ol
rIS Ot - FRE G HY
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EGEHER - AESBRICEAT 5 FE5IA T
-~ E H‘ ’
(2) | @ IR %Eﬂ\ - )
PTOIEL] CHRESNIEEESRICOVT. RIRFHRNORIRISIILUTFOES Y TUI,
@ FEHRIRT ZELOOPIERERE. WTFNORSEHICBVLTHEITAREDRSEIBENS90BUAICERSSN
FIBRONEER™:-IPF & U'FIBRONEER™-ILDICBF 2 EEBRNFEIEAELTOELDRIFZE FUI.
FLTDEBYTUS,
FIBRONEER™-|PF
FIBRONEER™-IPF
o BERFHRI OB ODFEIREIS (Treated set) [DBL2]
BEDDHFHIRES (Treated set) [DBL2] (4/0>
B AF18mgg#(n=392) M AFI9mgi#(n=392) M FStRE(n=393)
AH18mge¥ AHFI9mgaE
(n=392) (n=392) 30 1
o SRR/ . FIRE/ |
NGO qoon- N qoon.z 2
E\(HEER) 34(8.7) 7.4 36(9.2) 7.9 28(7.1) 6.1 104
59 59
B0 (BUfEF) 20(5.1) 43 21(5.4) 45 18(4.6) 38 = 0s 22 13 . 0s 12 o RS
MedDRA/J version 27.1 0~ =90H >90~=180H >180~=27082 >270~=360H >360H
R EIE RSN (1305-001 4558) [RERESSFMEH] I ——

Oldham JM. et al.: Am J Respir Crit Care Med 2026; 212(5): 972-980. ARHERIEN—U Y H—41 V5 ILINA LI DZIBICLVIThNE LI,
MedDRA/J version 27.1
FIBRON EERTM_I LD HAER: ERHEESIEEER (1305-0014588) DRERIFHHERN
Oldham JM. et al.. Am J Respir Crit Care Med 2026; 212(5): 972-980. AFERIFN—U>H—A V57 )U\A LHEDZIEICKITTHNF U,

BEDDOHEIFE|S (Treated set) [DBL1] FIBRONEER™-ILD
AHI18mgs# AEI9mgEt FStEE THE: Iy e
(=391} e o WMERFHAR DR ODFHBREIS (Treated set) [DBL1]
(%)
o FIRE/ . FIFR/ . FIER/ 40 -
NES) 100A - £ NS 100A - £ NES 100A - £ MW AH18mga¥ (n=391) M AFI9mga#(n=393) MW FStREt(h=392)

ED(EEER) 43(11.0) 10.0 35(8.9) 7.8 28(7.1) 6.2 30
=0 (BER) 25(6.4) 5.6 18(4.6) 3.9 12(3.1) 2.6 20

MedDRA/J version 27.1
HNEF: EREHEESEIARER (1305-0023558) EERIFETIEFH

10 4 8.2
4.6 3.1
=90H >90~=180H >180~=270H >270~=360H >360H
RERIIEHS DORM

MedDRA/J version 27.1
HRER: BRSNS (1305-0023558) DRERREHlE R

S B N ol
TS OHDt - FHREYSHY
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FLEER - BESBRICHT B EEEIR

G BEER

FIBRONEER™-IPF/ILDOHSERICEVT. AEBREVTRIBEUZEDICOWVTIE. FEE&BBIDIED
EAZEFRLSIRTOBRERT, TS MBI LB U TAFIB TRIRIIGHEN Il ENHRESINT
WET . ERBIDIWRELD. 65U LDEMTIE. S EREBEEBEUTERETEN T EN
WEINTVFET,

FIBRONEER™-IPF/ILDOHEHERICEVT. AEBREVTRIBULEDIC OV TIE. il LEE
ARBRUDEEEFEHBEUTZ VT ZINGEIL T ZRVERG) DEEEF TRIREIGHEH D
e ENRESINTVET,

@ EfEE (CTCAE Grade) RUEE 4

SEGEESERELVTCEONRHSNZEE(E, FIBRONEER™-IPF T 161 (451 18mg2¥3926i4h 1
f5l) ©&5+). FIBRONEER™-ILD TIFERHSNF B A TUI ERE DR SHIECEBEEBRELT
BIDH'ERHSNIEE(E, FIBRONEER™-IPF T 7 (AE118mg8¥3926th 44 A& 9mg$ 3926
th16l. 7S EmEE3936Ich241) . FIBRONEER™-ILD T 36l (A% 18mg&$391#lch 241, AFI9mgs#
3936t 6l) TUTz.

BEEREUTEE (CTCAE Grade 3LLE) DEDE. FIBRONEER™-IPF/ILDDHEBEHICH VT,
AHI18mgat ©783fIth 1 BlICERHSNE LT,

#Z (Grade 1 ERBIBCEEZDRBVLRMIK MEHOED)

$EE (Grade 2:BEERARERD HAKFCEIREBRABZHDBRVROENEDFHDZHEIRBL)
FE (Grade 3:HOU—PKDOROEBRN A THBEL FERE/IRORE/ NREEITDED)
anm BN T (Grade 4)

H3EH9 (Grade 5)

® WE
B\ T BIEEN T EEEE T o> LTV BB EEECDHN D DOS T ER D MET D
FaCF KB DRE - PEZZERBL T,
BEBEICOVTIF,. FEEZSEITIT>TLIEE L),

N BDICRT3BRBREEDONRA VK

FEIDERSICLVBONRREUIHBEX SR T 21551 EEMKEZRZ2 T 2L ICHEELTEE L,
TEDKIBRZEEIET LI BEPEEDEEZTOTLIEE L,

c —EICTKSABNTEBRZEI T 5. AEICH 1T SEOICBND,

» BOTNEULERTEW (VY TT 1—R18E) ZBRE.

KD EEDEERF . BEORIEAMRLED1EHIT S,

* WKW ERBULGHIELP T VKT, KKED,

- BLPIIRFELTHBDESHICEVHTITIRSIRL,

- IKIREZIZDH D

- BEFETFRECENIFTREICT B (RE2ERBIFEICTIISTEN)

- BIFYIBREDEE>TWL FIHDBNENY R EEDBERBNICH VD SH 54 (BFFRL LT,

BKIRE) Z’E T Do

* LODIFDDEWVFRZEE D

- HREEUCEEFRTFRT B,

s BRD'RO1E5. ISy A—Ph—ANREDBENBENSEH T,

* BiKIEIRZRA L Te T8 K D72 ED,

- BERRD - BFEHOBVRG. BWBD FE. AT A V. ZILD—IL 7z TS,

(3) (FE RS

@ FRIKR
FIBRONEER™-IPFRU'FIBRONEER™-ILDIC &3 ZBIEAEL TOREHAD DRIREI S ELUTD
EBUTUL,

FIBRONEER™-IPF

BR—R 54 VIFOHGH EEFERICR DO BEEBICH T IHERSD DORIRES
(Treated set) [DBL2]

B N—RSA VD A518mggE AEI9mgEt
= PR LB RRSR (n=392) (n=392)
6.4% 3.8% 3.6%
2A5RE (25/39241) (15/3924) (14/3934)
e 5.8% 0.0% 4.6%
R LRIERTL (5/874) (0/88451) (4/8751)
{RERS
e 10.1% 6.0% 4.6%
=Y7I =T (18/178f1) (11/184%) (8/17361)
e 1.6% . 1.5%

FIRGE/ SHIm A (RIREE %) MedDRA/J version 27.1
A TIZRVZEHAL TV 2EEORENUEEF. 18mg 1820#%5CéhY).9mg 1TH2BITHELEN &,

AR EREEZMAEER (1305-001 453 5) DRGRESSHME R

Oldham JM. et al.: Am J Respir Crit Care Med 2026; 212(5): 972-980. ASHER[EN—UVH—A 25 )V\A Lt DZIBICEIITONE LIS,

FIBRONEER™-ILD

BERX—-ASA VD=V 79 = ERIKRIDOEBEERICHIFIHFERD DOREIRES
(Treated set) [DBL1]

Bl z_\—z(s»_f y‘ﬂ§o) . AF18mgeE FAI9MgEE TS
—UFYZIJERRKR (n=391) (n=393) (n=392)

ENe i (1775005 (10/393) 713580

(KT —UFIZIERRL (7/32%?@ ) (4 /1 i%gm (3/1 23?1’5”)

=5 9= I ER? g 05'1970/? 1) (6/31' %{;u) (4/21'471?%)

FEIRME SHM G2 (FEIRENE %) MedDRA/J version 27.1
AR—=2ASA VBICEIL TRV ZERLTVERBREN 2HIZFEN TS,

HAER: ERHEEZEMAEEER (1305-002355R) EERISEHRE R

6. FiERURE

BERACERSYRISASELTTIE8MgZ 1820 0K%59 5.

BEESOBBECIHU T 1E9IMg 1H20ICHET 2ZENTED,

7. BERUHAEICEET 53R (ki)

7.1 LTI ZRYNEBVE UL IFPRREDCYPIAFEAIEHAT B EE AF DR S58%2109mg 1H20CHELENT &,
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rIS Ot - FRE G HY
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)

FLEHEA - AEBRICHAT I FEEFIR

=R

@ EEENUEEY
FIBRONEER™-IPF

FIBRONEER™-IPFICHE W T BEEBRBESEIREUVTORERIMNE. A1 8mgaF39261h 141, A&FI9mg
853920 161 EEBERERDRSRILICESEBEERELTORFRERD S FE118mgE39261ch 341,
AAN9MgBF39261ch26BICERHSNE LT,

BAFEEDR—RAS5 14 S DmAEMNZE(EEE (Treated set) [DBL2]

%) RAHEME(EER RAHEME(ERFIDOES
s z

TStEE

(n=393) 158

0% 50% 100%

0
W AA18mgB W AE9mgE W FSmE B >10%0REA W >5~=10%0DkE >0~=5%DiFE4 W 1B
(n=392) (n=392) (n=393)

BAFEDR—-RAS51VhS DERNZE(L

R—=2SA VHSDEEDMERELEDTIHEIFUTDESVHBL . AREIRS TORKIEIS . AF|
18mgg$—3.2kg. &&I9mgEE—2.9kg. S tzEE—2.3kgTLT=,

(kg)
3 —e— 7°%18mg8# (n=392)
2 —o— AEI9mga# (n=392)
i —o— 7S ME# (h=393)
N1
22 i
>
55 2 o
ZfE 7
=H v =14
$ﬁ h
IE§ 5 —2* b & _2 3k
$ % b4 .SKg
= -3 —-2.9k
I % 3 ke
%2 —3.2kg
£ 41
_5,
T5ELSE
_67 T T T T T T T T T T T
R—X2 6 12 18 26 36 44 52 64 76 (&)
20
Number of patients
AHF|18mgsf 392 383 375 366 355 344 330 317 312 302 217
AFI9Omgs 392 380 376 367 362 353 340 329 317 297 213
JStRE 393 385 383 372 363 350 332 326 315 300 207

HRNER ERHEEIFIERER (1305-001455) [EEREEHHE R
Oldham JM. et al.: Am J Respir Crit Care Med 2026; 212(5): 972-980. AHERIN—U Y H— V5 )L/N\A LIt DZIRICKVITHNFE LI,
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FIBRONEER™-ILD

EERAEERELVCOKRERDE. WVITNORESFHTHROSNT BREDRSPIEICELEE
ERELVTOFREFNG AH18mgsE3916Ich 26, 7S EREE3926Ich 1S5RS NE LTz, Grade 3
UEDBEEEREVCOUERMEZ VT Y ZTREASH) DEBEEEFA TDHBHSNEREDRSDIE
[CESBEEREVCOBERME. Z VT ZTHERBRLDIBIZRVNTINTZ YT I ZTERGY
DEEEBTRDSNE LI,

BEFEDN—RAS51 MSDRAEMNZE(LE (Treated set) [DBL1]

o  EKENEE BAEHELERIOBIS
511 8mgBt
(n=391) 120
ARIOmgE:
(n=393) (ea
FS e
(n=392) 16
_8 -
0% 50% 100%
_’I 0 _
M £E18mgsf I AFI9mgEE W S REE W >10%0iEA W >5~=10%DRE2 >0~=5%DiES W &l

(n=391) (n=393) (n=392)

BAFEDR—-R54Vh5DRERINZE(LE

R—=2AS5AVHSDFREDBRE(LEDFIBIF AT D ESUHB L. BERRIRS FTORKIEE. 5]
18mggf—3.1kg. &EI9MgEE—2.2kg. S thEE—2.0kgTU,

(kg)
3 —e— A718mg8¥ (n=391)
24 —o— KH&I9mgE¥ (n=393)
—o— FStRE(n=392)
o 14 B8
0+ ]
2 e
4 1 LR
% -2+ 3 —II —2.0kg Iﬁg
5 —-2.2k =
D -3 8 %
2 . ~3.1kg &
E
it -5
_6,
_, | TS
N—22 6 12 18 2 36 44 52 64 76 GE)
SqY
Number of patients
A#18mga% 391 380 379 364 351 337 322 311 308 208 9%
AFIOmgE 393 386 379 362 354 343 333 325 315 222 100
FStitet 392 384 377 369 363 352 336 325 316 213 93
HRER BERHESEIERER (1305-002358) [FERIFHmE R
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FREIEA - BEFRICHAT I EEFIR =R

HAREICH T BFERDDOHEIRINR
FIBRONEER™-IPF

® ZEEHR
FIBRONEER™-IPFICHN T . AEERELTORERDDFIREG 1 N—2 5 1 VEFTHHRIEE
ZEABLOBEEEANEEIL IRV ERASYDOEEEACHRLT. Z VTS ZTERSUD
BEEF TR RIENMRESNTVET,

HER D EICH T BHERS DFEIRIKR (Treated set) [DBL2]

AEI18mgs AEI9mgEF FStiEE

P n00 e N noa GRSl N e oot
eEmE 392 [49(125)| 11.0 | 392 |44(11.2)| 95 | 393 | 38097 | 83
PRI

st 323 [43(133)| 117 | 317 [390123)] 105 | 337 | 3309.8) | 85

i 69 | 687 | 79 | 75 | 567 | 56 | 56 | 589 | 7.0
iR

65HER 83 | 5(60) | 49 | 78 | 6(77) | 60 | 86 | 6(7.0) | 57

658U E 309 |44(142)| 129 | 314 [38012.1)| 105 | 307 |320104)] 9.1
AiE

EIA 258 28(109)| 97 | 266 [32012.0)| 103 | 273 | 2500.2) | 7.8

PPN 132 |210159) | 137 | 123 | 1189 | 7.4 | 118 12(10.2)| 89

BA/FIURRTAUAN 1 0(0) 0 3 [1333) ] 208 | 2 | 1600 | 632
K%

;E'éég ;f?i " 349 |46(13.2) | 11.8 | 369 |43(117)| 9.8 | 365 | 35(9.6) | 83

;é{;;fjfé 43 | 3200 | 57 | 23 | 1(44) | 41 | 28 |3(0107) | 88
A—254 YBO%FVC

70%MF 131 [18(13.7) | 133 | 124 [16(129)| 116 | 133 |19(14.3)| 137

70%38 261 [31(11.9)| 101 | 268 |28(105) | 87 | 260 | 19(7.3) | 6.0
N—2R 541 VEOFiRiH LZEER

PR LR 87 | 802 | 74 | 88 | 203 | 19 | 87 | 7681 | 69

—v5s=7 178 |31017.40| 17.8 | 184 |26(14.0) | 125 | 173 |23(133)| 117

ELIT=Rr 127 | 1009 | 62 | 120 [16(133)] 109 | 133 | 8(6.0 | 50
R—=2S5A VIFDHFE

65kgKE 83 |13(157)| 142 | 100 |140140)| 125 | 72 | 707 | 89

65kgl E 309 |36(11.7)] 102 | 292 |30(103)| 86 | 321 | 31097 | 82

6. FIERUAE

BERACERSYRISANELTTIE8MgZ 1820 %59 D,

BE.BEEORFMITGUT. 189mg 1H2EICHE T 2T ENTED,

7. BERUHECREY %35 (ki)

7.1 BT ZRYNEBVE UL FPREDCYPIAFER LHAT 2B AFIDRSE%109mg 1H20ICHELENI &,

AEIWTTZRYZEHAL TV 2REDORAENUAER. 18mg 1H2E#85 T4, 9mg 182EICHELEVNT &, MedDRA/J version 27.1
FuEE ERRHREISIARRER (1305-001 4558) DRGREFFHEER]
Oldham JM. et al.: Am J Respir Crit Care Med 2026; 212(5): 972-980. AHERFN—U Y H—A 25 )UN\A LEDIBIC LI ThNEU,

6. FiERURE

BERACERSYRISZASELTTIE8MgZ 1820 0K%5 9 3.

BEEESOBBECTIHU T 1E9IMg 1H20ICHET 2ZEN TED,

7. BERUHECREY %35 (k%)

7.1 EILTIZRYNERVE UL BHREDCYPIAFERILHAT 2B AFIDERSE%109mg 1820ICHELENI &,
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7 E2

BI{EA - BEFRICHT HEEFIR

=D

FIBRONEER™-ILD

BEARE IS BFERD OFEIIRN (Treated set) [DBL1]

BMIAFJU—RIDFEDE(L

BMIA T IU—RIDER D ERICH T DHEZELIFUATDESUTUL.

FIBRONEER™-IPF

N—R 54 VEOBMIAT TU—RIDT R TDEHERH T RN—R 54 VHSDBL2E TICAEDRA H

NAR=R54 U HSDERRIENELRDFIEIF—2.62%~—7.05% TUI,
EBMIAFIU—FIDEFEDN—

AS54 VHhSDRABEMZE(LE (Treated set) [DBL2]

A518mggs AHEI9mgEE TStiREE
N (%) N (%) N (%)
2(FEE
>10%DiE 68(17.4) 48(12.5) 46(11.8)
>5~=10%MDF4 135(34.6) 131(34.2) 101(26.0)
>0~=5%DiF4 167(42.8) 178(46.5) 189(48.6)
=m0 20(5.1) 26(6.8) 53(13.6)
BMI<18.5
>10%DimA 0 1(16.7) 0
>5~=10% DA 4(80.0) 1(16.7) 1(33.3)
>0~=5%D;F* 1(20.0) 3(50.0) 1(33.3)
0 0 1(16.7) 1(33.3)
BMI 18.5~<25
>10% D 18(13.4) 19(13.4) 10(7.0)
>5~=10%DiE4 52(38.8) 47(33.1) 36(25.2)
>0~=5%DiFA 56(41.8) 64(45.1) 69(48.3)
0 8(6.0) 12(8.5) 28(19.6)
BMI 25~<30
>10% DA 32(17.6) 15(8.6) 25(13.8)
>5~=10%DiEA 59(32.4) 62(35.6) 55(30.4)
>0~=5%DiF4 82(45.1) 86(49.4) 85(47.0)
0 9(4.9) 11(6.3) 16(8.8)
BMIZ30
>10% DA 18(26.1) 13(21.3) 1(17.7)
>5~=10%DF4 20(29.0) 21(34.4) 9(14.5)
>0~=5%DiF4 28(40.6) 25(41.0) 34(54.8)
10 3(4.3) 2(3.3) 8(12.9)

AH18mge¥ AEIOmgEF

i
2EE 391 (49(12.5)| 11.5 | 393 | 36(9.2) | 80 | 392 | 26(6.6) | 5.7
TR

= 220 [32(146)| 141 | 203 | 1469 | 59 | 231 | 16 6.1

it 171 | 1709 | 85 | 190 |22(116)| 102 | 161 | 10 5.2
Fin

65HERTS 152 | 1172 | 61 | 142 [ 1000 | 60 | 149 | 1067) | 55

658LLE 239 |38(15.9)| 153 | 251 |26(104)| 9.1 | 243 | 16(6.6) | 59
AiE

BA 235 [240102)] 95 | 224 [12(5.4) | 48 | 226 | 1044 | 39

FITA 145 |25(17.2) | 154 | 161 |24(149)| 125 | 154 | 15(97) | 82

SN/ T IURFTXUAN 6 | 000) | 00 | 3 | 000 | 00 | 7 |10043 | 123
K%

FEANZWIR 334 |48(14.4)| 134 | 333 |34(102)| 89 | 339 | 25(7.4) | 63

FleldST RS

;i{;;;@f‘é 57 | 108 | 15 | 60 | 233 | 28 | 53 | 1019 | 17
N—251 VBD%FVC

70%TF 194 | 26(1 123 | 202 [23011.4)] 103 | 214 [220103)] 923

70%3#8 197 230117 ] 107 | 191 | 1368 | 57 | 178 | 423) | 18
N=2S5A VDRt EZEER

PR LRERRL 220 [280127)] 113 | 220 [ 1882 | 69 | 222 | 11650 [ 43

=5 =7? 171 (123)| 117 | 173 |18(104)| 94 | 170 | 15(88) | 7.6
R—=2S54 VEDIFE

65kgFTE 127 |18(1 132 | 150 [22(147)] 130 | 131 8.4) | 7.2

65kglLE 264 |31(117)| 106 | 243 | 14(58) | 50 | 261 (5.8) | 5.0
R—254 VEOHRCT/{T—>

UIP/UIPHE AL/ $5 — 275 [38(13.8) | 127 | 290 [29(100)] 86 | 275 | 1969 | 60

Z DI ST —> 116 | 11(95) | 86 | 103 | 768 | 61 | 117 | 7(60) | 50
ILDDEEFREZH D 5348

BRSPS ROMERS | 82 | 449 | 44 | 73 | 341 | 36 | 73 | 341 | 33

SERAAMSRERENT | 73 | 100137)| 130 | 76 |10(132)| 120 | 82 |10012.2)| 11.2

BB 73 | 682 | 77 | 83 | 672 | 67 | 77 | 339 | 34

EERREHILD 113 [16(142) | 126 | 112 | 11(98) | 80 | 100 | 4(40) | 3.4

ZDHEOILD 50 |13(260)| 242 | 49 |6(122) | 106 | 60 | 6(10.0) | 9.1

AN—ZTA VEHIEIL I TRV ZEFERAUCOCEREN 26ISFN TN D,
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HNER EREEEIEER (1305-002358%) ARG HmE R

1 ZAH118mga% 39061 AFIOMg#¥ 3834, TS MEEI8IRID T —I NS HEDN—R S VD SDRABTHIEDAT TU—FIDFEESGZRH U,
HAER: ERHEEZFEMAEEER (1305-001 45 5R) DEERISEHEE R
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FLEER - BESBRICHT B EEEIR

=D

FIBRONEER™-ILD

R—254 VEDOBMIATIU—RIDTRTDHBHERT. RBRLAEBLTHREDRAD HFSN. AR—2
SA VDS DRI EDTIGEG—3.4%~—7.4% T LT,
EBMIAFIU—RIDEFEDR—ZS 1 UHSDERAIEFZE(LE™ (Treated set) [DBL1]

A%18mgs AHEI9mMgEE PSEREE
N (%) N (%) N (%)
2F%H
>10%DiF 70(18.0) 58(14.9) 59(15.1)
>5~=10%D;RE4 126(32.4) 115(29.5) 92(23.6)
>0~=5%D;FE 142(36.5) 170(43.6) 175(44.9)
B0 51(13.1) 47(12.1) 64(16.4)
BMI<18.5
>10% D 1(6.3) 1(10.0) 0
>5~=10%D;F4 7(43.8) 4(40.0) 6(46.2)
>0~=5%DF 5(31.3) 4(40.0) 4(30.8)
0 3(18.8) 1(10.0) 3(23.1)
BMI 18.5~<25
>10%DiREA 21(14.8) 27(17.9) 18(12.1)
>5~=10%D;F 51(35.9) 43(28.5) 29(19.5)
>0~=5%D;F* 46(32.4) 69(45.7) 75(50.3)
B0 24(16.9) 12(7.9) 27(18.1)
BMI 25~<30
>10%D=A 23(16.3) 17(11.6) 27(21.4)
>5~=10%D;FE4 41(29.1) 42(28.8) 24(19.0)
>0~=5%DiF" 61(43.3) 62(42.5) 57(45.2)
B0 16(11.3) 25(17.1) 18(14.3)
BMI=30
>10% DA 25(27.8) 13(15.7) 14(13.7)
>5~=10%DiE4 27(30.0) 26(31.3) 33(32.4)
>0~=5%MD;FH4 30(33.3) 35(42.2) 39(38.2)
B0 8(8.9) 9(10.8) 16(15.7)

1 AEI18mga¥38941 AFIOMgE¥ 3904 S EMEFI0BIDT —I NS FEDRN—IX S VN SDRAPTHAED AT TU—RIDEEEIGZREH LI
HNER: EREESEIEHER (1305-002358) [ASRISEHEE ]

@ FEIRBFHA
PTOMAERA | CHRESNICBAEERICOVT HIRRHR OFEIREISFLLTDEB U TLUI,

FIBRONEER™-IPF

EHIRFEARI DFER D DFHIRES (Treated set) [DBL2]

(%)
40
W A#18mgBi(n=392) M AHOMgE (n=392) M FStRE(n=393)

30 4

20 +

10 A

=90H >90~=180H

>180~=270H
RERIEN S DHAE

>270~=360H >360H

MedDRA/J version 27.1
HWER: BREAEEMERER (1305-0014558) (AR EHEHE R
Oldham JM. et al.. Am J Respir Crit Care Med 2026; 212(5): 972-980. AFERIFN—U>H—A 257 )UN\A LI DZIEICKITTHNF U,

FIBRONEER™-ILD

EHIRFEARIDAFERD DFIRES (Treated set) [DBL1]

(%)

40
B A#I18mgg# (n=391) AHI9mgE# (n=393) M FSthE(h=392)
30 +
20 +
10
4.1 4.2 3.5
0 S0 -2'5 22 08 -2'6 oo I 12 21 3 -2'8 0.9
=90H >90~=180H >180~=270H >270~=360H >3608H
R5RED'S DRI

MedDRA/J version 27.1
HAER ERHESE ISR (1305-002358%) [EGRIFEHmE

® SHIMBEHER T DXL

BREGS TOREDRBICOVT . R—ASA VNS DFEIGEDFMNFT N TDIZSE TERHS
N ZOELER. TSERBEEERTEHRBETREN I ENRESINTVET  AFAEORAAEX
HADERN0%RBTHOIHEREDEISF. T EREBENUOAEIOMgB L LR TEHE|18mMgEE THRIBET
LTco

AFERDDEEBRICKVBREDRSHIEICESIctERE & FIBRONEER™-IPF Tl A&%I18mg
B£3924Ich 36l AFI9OmMgEE3924Ich 265 FIBRONEER™-ILD Tl . A& 18mg&$391 #2641,
TSREE3926h 18I TUL .
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FLEHER - AEBRICHAT I FEEFIR

(SER
BKHE

© XULE
REFDPERIHRICK T 5 A EEN G EREZ{T > TSV BY B EREEACEN DS T,
FERD T I DIESICIE ABIDRE - PRIZZEELTLIZE L,
BEEBICOVTIE. FEEZSE T TLIEE L,

B FAEFDPCRBWHRICEET SEEHIEEDRNT VN
BRIRZHDRBVWFERSDHRESINTLET,
AEIDESICLVFERSPRHBRNRIELUCEEX IR T 25513 EEEEZS2 T HKIIC
BBULTL S,

TERDLIBREIRT DK BEPETDIEERTH>T TV,
EIOREEZFESL. BEOMZENT,
- BERITRIEBL. BFRBEDHRBZE . BRONZEIREEZICBND,
cBRIEVNEEBOTEEEICTICBROND KIS EENSIFERBHDREZEERLTH <,
- DEDODBEBZIINSIBRRBERICED,
- BEZREUDZTFTERTZED.
- REZTEHNITAEL AERMTEFET S,
c BERIITRLLIKDBHFI ENGLEOIIEE(CIE. EEMICHERK T D,
 RETICKDREBEZSZEICT D,
NHABESADIEDDREREH A RSA V2025F R : BARE SEZ R R

(4) BERRHE

@ FEIRTR
FIBRONEER™-IPFRUFFIBRONEER™-ILDICB(F 2 HEERNIFEMEAE LT DBRERDFR
BGIEUTDESYTUL,

FIBRONEER™-IPF

BRHREDFEIFES (Treated set) [DBL2]

A8118mgat ARIOMgE Pt
(n=392) (=392) (n=393)
. SRR/ . SR/ . SRR/
NOO  qoon-& | N Tqoone N goon-
BHHE (FEES) 40(10.2) 89 38(9.7) 82 27(6.9) 58
BHORE EIfEF) 19(4.9) 41 22(5.6) 47 10(2.5) 2.1

MedDRA/J version 27.1
HAER: ERHESEIAREER (1305-001 45888 DRERISHMmER!
Oldham JM. et al.: Am J Respir Crit Care Med 2026; 212(5): 972-980. AstER[EN—U > H—A 25 )U\A L DZIBICKIITONE LI,

FIBRONEER™-ILD

BRHRRHERDHEIFES (Treated set) [DBL1]

A8118mgat ABIOMgE: TSt
(n=391) (n=393) (n=392)
. SRR/ . SRR/ . SRR/
NOO  qoon-& | N Fagon.e N qoon-
BHHE (FEES) 34(8.7) 77 26(6.6) 57 30(7.7) 67
BHOHE @I 16(4.1) 35 15(3.8) 32 15(3.8) 33

MedDRA/J version 27.1
HRER B ESEIEEER (1305-002358) [FERIFHmE R
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BIE
HakE

@ FIRBFHA
PTOIBEBIR] THRESNIBEERICOV T RRFHRORIRESIIUTDESUTUL,

FIBRONEER™-IPF

BRIRISEARI D BAGRHEDHIREIS (Treated set) [DBL2]

(%)

40
W AF|18mgg (n=392) M AF|9mgE(n=392) M FSthE (h=393)
30
20 +
10 ~
6.1 54
0l 28 1616 1.1 14 06 03 03 09 06 13 19 28
=90H >90~=180H >180~=270H >270~=360H >360H
B5SHEmEh S D™

MedDRA/J version 27.1
HNER: EREHLEEIERSER (1305-00145588) [RERI &
Oldham JM. et al.. Am J Respir Crit Care Med 2026; 212(5): 972-980. AFERIIN—U>VH—A 257 )U\A LI DZIEICKITTHhNE U,

FIBRONEER™-ILD

BEIRIFER D RAEHHEDFHIREIS (Treated set) [DBL1]

(%)

40
W AF18mgg¥ (n=391) ZAEI9mgE# (n=393) W FStRE(n=392)
30 A
20
B8 |
2 41 38 4.1
T 28 22 ¢
=4
% é =90H >90~=180H >180~=270H >270~=360H >360H
. RS BIANS DRERT
% MedDRA/J version 27.1

HNER: ERAESEIEHEER (1305-002358) [ARISEHEHE ]

@ XE
BB DI LEF ABF O (2) FERDOMUE] DIEZ CTSRLIEE W, [=P.51]

52

(5) &&bim

@ FRIKR
FIBRONEER™.-IPF, FIBRONEER™-ILDR U'HEREICHIF 2 EEBRELTOEEBBORIRIS
FIUTFDEBUTUL.

FIBRONEER™-IPF FIBRONEER™-ILD
FIBRONEER™-IPF/ILDD{H S &

B5SHREORIRES
Trial / Safety topic AHI18mgEt AFI9mgE# TS tREE
FIBRONEER™-IPF
BEH 392 392 393
FIRES. (%) 28(7.1) 24(6.1) 16(4.1)
U T (95%Cl) 1.75(0.96, 3.19) 1.50(0.81, 2.79) -
FIBRONEER™-ILD
BEH 391 393 392
FIRENG . n (%) 25(6.4) 15(3.8) 11(2.8)
UL (95%CI) 2.28(1.14, 4.57) 1.36(0.63, 2.92) -
HEME
BEH 783 785 785
FIRENE. N (%) 53(6.8) 39(5.0) 27(3.4)
UL (95%CI) 1.97(1.25, 3.09) 1.45(0.89, 2.34) -

AR ERAESIHERER (1305-001 458) RIS
$HEE: ER AR (1305-002355) RERISTHHER]
HELR: DS ASEIER R SEAT (1305-001 4R 01 305-0023558) (AR HEE A
BIfEFELTOEERREIE. FIBRONEER™-IPF Gl AHI9mgEE 15l FIBRONEER™-ILD CIFAEIOmgE$ 14
[CERHhBENFE U,
HEPR(S. IPFEENUPPFEEICAEIZR S UIc&EDAdverse Drug Reaction(ADR) ELTHES NI
PTD1DTY,

IPFERERUPPFEEICHIFBAFDBENRIADRZRE T BHIC. B Y FIL T A XAHROAELIRE
HEIRHRVERS JUsEERE U TFIBRONEER™-IPF A U'FIBRONEER™-ILDICERZ ST, mHBRORE
M7 —IZRVWTHRIBEE IS ERBEOEC DOV TRENICHETUE U, BPTICH U CTHIEREZ R T
UfcROU—ZV 07 )L TUXLZAVTEHEUER. TR AERL . BRR. BORUEEREIEE
INFLI,

@ ¥E
HRETHICTV. EEPROONEBSICEFRZREN FIRSZPIETIREBIRUEE
ToTLIEE LY,

S B N ol
rIS Ot - FRE G HY
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FLEER - BESBRICHT B EEEIR

] zofthoz2EICRET 3158

(6) v GEHHEN

@ FBRR
FIBRONEER™-IPF. FIBRONEER™-ILDR UHERTICH 1T 2BEEEREL T DL EMEI DO RIRIS
FIUTDESUTUI,

FIBRONEER™-IPF FIBRONEER™-ILD
FIBRONEER™-IPF/ILD D{H S &R

(N 4$FEITNEZZHEICE T S1EHR

FIBRONEER™-IPF R U'FFIBRONEER™-ILD . FFERRFHER CHONTH TR, i DPDEABEEREDE
FERVURIIFESNIEURD AR DIEAERICRDBENVRIICEDE FRIDFELRINERE M
([CEITBIREELT. MER. SORMRUBREESR. HKERL HILSEER. BILEE. EERRE.

IDMEBERER, DILIFICDOWT, SRR, i@ (C&RETLE U,
AEDIZEICHIEHTIF. CNSOBEHY AT ICTEELEE L

FIBRONEER™-IPF/ILDOHGHEEITICH TS LI NELXEMICRITIIREDHEEERIEFUTOLESY

TY,

FIBRONEER™-IPF/ILDDI# Sf&ERT

WIS T RER2MICE T SIEE (Treated set)

MO EHEIDFRIRES
AH18mgEf AHI9mgE# TSR
Trial / Safety topic RIE%E/ I8/ FRIRFR/
IES) 100A -2 b 100A -2 N (%) 100A -2
FIBRONEER™-IPF
BEH 392(100) 392(100)
PT.OEHRE 10(2.6) 2.1 7(1.8) 1.4
FIBRONEER™-ILD
BEH 391(100) 393(100) 392(100)
PT.OEHHE 10(2.6) 2.2 7(1.8) 1.5 1(0.3) 0.2
HEm@T
BEH 783(100) 785(100) 785(100)
PT.OEHSE 20(2.6) 2.1 14(1.8) 1.5 6(0.8) 0.6

HNER: EREEZEIEHRER (1305-0014508) [AGRISEHEHE ]
HNER: ERAEESEIEHER (1305-002358) ASRISEHEE ]
HAER: BRSBTS (1305-00 14588 01305-0023588) [AGRIFHEE R

BIfEAELTOILEHE L. FIBRONEER™-IPF CIFAAIOMgEE15IICE38 5N FIBRONEER™-ILD T (&
HwSFHIFEATUR,

AR DFEERRIER (S =T'9. YIL) TRODEBRZRE CEHAILICDMER/NS X —S [CAFIRSICRAEL
BEFHOBSEFHVFEFEATU Flo ENERREEDH7~10fS(ICHE I 2BREET . FFIRSICELD
TEIRFRDIBSIEHIEEBATUI,

@ XE
AHF DR SHIIC DEREIDEERHDOUXIAF (SMEM KSR, BEIIREER. DAERUFHRES
DIVERR) ¥ DEHRBNCEHEY U AT R F (S M. BFAE 4 R R IERSE. Eﬁﬂﬁﬂﬁﬁﬁﬁg
TUESE. B BER . ABRAEN X I NIy IV Y RO—LF) [CDVT, BHFICTHRELL LS
BARZTDICTVWER 73‘W&bbﬂfg%AlL(JKﬁUEJﬁERIMR%%EPJJ:?’%)B&:JE*SJJBL%%
ToTLIEE W,

EEN 783(100.0) 785(100.0) 785(100.0)
MEER (SMQFEE) 6(0.8) (0.9) 4(0.5)
AESI MER SMQLE) 6(0.8) (0.9) 6(0.8)
BERDEER HIEZESHIE) 5(0.6) 3(0.4) 2(0.3)
E*"‘A}’EEBJ:O‘E RITEN (SMQIER) 6(0.8) (0.6) 4(0.5)
55 (sub-SMQ¥e) 98(12.5) 92(11.7) 94(12.0)
AES| FRRRENBEDS > 9( 2) 13(1.7) 11(1.4)
BESRRD LOTRE (HLGT) 81(10.3) 76(9.7) 78(9.9)
AES| FRRENBEDRE 6(0.8) 8(1.0) 9(1.2)
RERSE (HLT) 23(2.9) 31(4.0) 28(3 6)
AEF BICMQIER) 98(12.5) 80(10.2) 64(8.2)
(LR (MedDRA query) 361(46.1) 308(39.2) 233(29.7)
A (PT) 309(39 5) 247(31 5) 0(21 7)
=0 (PT) 77(9.8) 71(9.0) 56(7.1)
B0 (PT) 48(6.1) 39(5.0) 43(5.5)
A7 (HLT) 49(6.3) 48(6.1) 42(5.4)
ELIES (sub-SMQ¥E) 27(35) 31(4.0) 33(4.2)
o o ERZAY
%@;iﬁigiﬁ?éﬁcsmmﬁﬁ) 101(12.9) 102(13.0) 113(14.4)
;Ei:;éi’;f&mﬂ%@*ﬁ‘ 96(12.3) 91(11.6) 98(12.5)
MACE (BIcMQI%3) 15(1.9) 2002.6) 15(1.9)
45
’zgﬁéggggﬁﬂ%w N 14(1.8) 18(2.3) 14(1.8)
SRR A EERR (SMQIkE) 34(4.3) 26(3.3) 20(2.6)
QTIEE (SMQ¥EZ) 2(0.3) 3(0.4) 2(0.3)
SEERDILI (sub-SMQUEE) 38(4.9) 42(5.4) 51(6.5)
AESI| BEMEEDILI 6(0.8) 2(0.3) 6(0.8)

AESIIFISEE INETHEEBR. BICMQ:N—UVH—A V5)VN\A LRI T A XUTcMedDRARRER.
DILI: ZERFREE  HLGT &7 ILb— 58 HLT : & fI55. MACE : EZ2DMEA N/,
SMQ:MedDRAREERRSRTL. SOC: S ERIADRR
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TR =S AN

55



)

TR E]
TIFEHPWIO=EO AN

56

B zottozLCET 31EH

Q) BFALHSFZELBEEER

£AHEBDS5 . FIBRONEER™-IPFTIE11.5%(135/1,17761) . FIBRONEER™-ILD I 12.4%
(146/1,1766) WEAATUT,

BAAKHICSIT2EEEROME
FIBRONEER™-IPF & U'FIBRONEER™-ILDICE ([ 2 HEEROBERF LU TDES I TUIZ.

FIBRONEER™-IPF

BESERORIREIG(F. FFI18mg$98.15% (53/54%1) . AFIOMgEE97.73% (43/446%)) . >t
8597.30%(36/3761) TUT=,

BEREEERORFEAS I TS ERBEELRUTEA8MgE TR . EEDEEERDRIFEED
TSERBEEERUTHEN 8mgB IRV ENFRESTNE LI,

AR T BEAEFADOVNITNOERSH CTOIRTICESAEEREBEINFEATLUR,
BERARUTEBREDHRSHMICE L BEBROFERIG(E. TS RNBEEHRU TAA18mgi R U
AFIMgB TRV ENMRETNF LI,

BEEEROPE (Treated set) [DBL2]

AH18mge¥ AHFI9mgsE TS iEF
RESR . FIR®/ . FR®/ . FIR®/
NGO qoon- - NOO goon.e NGO aoon.
s 54(100.00) 44(100.00) 37(100.00)
EEERORIRH) 53(98.15) | 575.11 | 43(97.73) | 42345 | 36(97.30) | 252.04
EEDEEER
A 14(2593) | 2506 | 17(3864) | 3445 | 15(40.54) | 37.87
SIEF 336111) | 9636 | 24455 |  71.41 12(32.43) | 3482
BEROBESPULICEST | g 16 o) 13.21 9(20.45) 1609 | 10(27.03) | 2233
BEER
WECHCE- =SS | 13024.07) | 2287 9(20.45) 18.80 7(18.92) 18.20
BEREEER 16(29.63) 28.44 17(38.64) 35.89 17(45.95) 44.26
R CEoAEES 0(0.00) 0.00 0(0.00) 0.00 0(0.00) 0.00
EREBHTEEESR 0(0.00) 0.00 0(0.00) 0.00 0(0.00) 0.00
KENBEE RS | 0(0.00) 0.00 0(0.00) 0.00 0(0.00) 0.00
AR S A BT
s 14(2593) | 2400 | 15(34.09) | 3050 | 13(35.14) | 3333
SRR AR 0(0.00) 0.00 0(0.00) 0.00 0(0.00) 0.00
ZDMOEZNICESS
e 8(14.81) 12,94 7(15.91) 13.27 9(24.32) 21.08

MedDRA/J version 27.1
HNER ERAEESIERE (1305-0014538) EEREEHTER]
Oldham JM. et al.. Am J Respir Crit Care Med 2026; 212(5): 972-980. AFERIIN—U>VH—A 257 )U\A LI DZIEICKITTHhNE U,

FIBRONEER™-ILD

BEERORIFES(E. FFI18mgE 94.12%(48/516l) . AFI9OMgaE97.96% (48/494l) . >R
#%95.65% (44/46%1) TUT,

FECICESBEERIE. AHIOMgB 14l S EREABICERHSNE L.
EHERARUVEEREDRSHIEICESBEBRORRIGE. TS RBEEHRU TAR18mgi R U
AFOIMgH TRV ENRESINE LI,

BEZEEROPE (Treated set) [DBL1]

AH18mgg AHI9Omgs# TS gE
BEER SRR/ RIRR/ R/
N (%) 100A -5 N (%) 100 - £ NG6) 100 - £
BB 51(100.00) 49(100.00) 46(100.00)
HESES ORI 48(94.12) 37582 | 48(97.96) 38372 | 44(95.65) 337.84
EEDEEER
e G s 20(39.22) 33.88 21(42.86) 38.62 21(45.65) 40.09
BlHER 24(47.06) 56.65 23(46.94) 54.99 18(39.13) 39.02
ABRDRSPILCEN 8(15.69) 11.67 7(14.29) 10.33 5(10.87) 7.96
BEER
BEShRCEScBEEER 5(9.80) 7.63 8(16.33) 12.73 10(21.74) 17.47
EETANTEETER 8(15.69) 11.99 5(10.20) 7.50 9(19.57) 15.50
EEREEER 23(45.10) 40.78 22(44.90) 41.60 28(60.87) 63.51
BCE- BTSSR 0(0.00) 0.00 1(2.04) 1.46 4(8.70) 6.24
EREBHNIEEER 1(1.96) 1.45 3(6.12) 4.45 2(4.35) 3.12
KEWBEER 3RS | 0(0.00) 0.00 0(0.00) 0.00 0(0.00) 0.00
AB S ABERES &
e 21(41.18) 36.35 16(32.65) 27.14 22(47.83) 44.56
ERRE S HERS 0(0.00) 0.00 0(0.00) 0.00 0(0.00) 0.00
ZDDEZHICEERR
S 12(23.53) 18.56 13(26.53) 22.11 12(26.09) 21.65
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B zottozLCET 31EH

BARAERCH T S EERERIRA O RO R
FIBRONEER™-IPF

BESERELTCOTHIDORIRESF ESBEICHHIDST RN—Z 54 VEICHEHIEEFERZLD
BEEANFEI TR ERAGUOBREERLLERUT. VT Y ZJ AU DOEBEEE e o
CEPRESNTVLET,

ENX—R S A VDR EEFERICRBI D BEERHICHS T 5 TRHORIRES
(Treated set) [DBL2]

~N—2 3 -
gy PR LR

H=Eg AE18mgt AEIOmMgsF IS tilBF £FI18mgs AEFI9mgdE TStk 4%118mgdf AEI9mgdE ISt
= (n=23) (n=18) (n=16) (n=25) (n=22) (n=18) (n=6) (n=4) (n=3)

—VFYZJERBY EIVII=RUERSBY

39.1% 22.2% 6.3% 56.0% 59.1% 11.1% 33.3% _a 0.0%
(972361) | (471861 | (1/1661) | (14/2561) | (13/2241) | (2/1861) | (2/661) (0/7341)

T

FIRBIE/ FHEGIE (RIS %)
A TIZRVEHBLTWV2EEDREARUAZEF. 18mg 182E#%5CHY.9mg 1H2BITHELZEWNT &
HNER: ERHERESEIERER (1305-001458) [AERISHmE ]
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FIBRONEER™-ILD

BEERELCOTHORIRAS X IS CHHIDOEST R—RASAVHICZYTI ZIFERIBLDE
BEALHRUT. VT Z T A DOBREEFA CTEN I IENREINTNET,

BER—-ASA VD=V F9 = JERIKRRDEEEBICH T2 TRHOFEIRIS
(Treated set) [DBL1]

’;“;;‘ﬁ =5 = TEERL =59 =T ERHY
BN iiismez | AAIOmet SStme | £#18mgE | AAIOmgE: >S5t
= (n=32) ((3510)) (n=22) (n=19) (n=19) (n=24)
T 21.9% 30.0% 22.7% 42.1% 42.1% 33.3%
(7/320) (9/306) (5225 (8/19%) (8/19%) (8/24%)

FIRBIE S G (EIRENE%) MedDRA/J version 27.1

HNER: BRAEESEIEER (1305-002358) AGRISEHEE ]

6. FIERUAE

BERACERSYRISANELTTIE8MgZ 1820 %59 D,

BE.BEEOREMIGUT. 189mg 1H2EICHE T 2T ENTED,

7. BERUHECEEY %35 (ki)

7.1 BT ZRYNEBVE UL FPREDCYPIAFEA LHAT 2B AFIDKRSE%109mg 1H20ICHELENI &,

Q) EHRDFENDIRS

FIBRONEER™-IPF XU FIBRONEER™-ILDIC$ T R REEDFIF#FZENZEN70.2m N U66.45%

TH. 65U EDEBEEIRFZNZENT9.0% MU 62.3%ZFENTVE LI,

B3 & mEERICHNT, 65mKim X F65m U L DB &M 21TV TEFHHIRBE DGRz =A%
HThOfEREHHETRETLE U,

Z 2 EERICBVT.65FREMXIF65RULDBAEFRAZITV. T2 TOT7 (V22 HhE
HThOfERESHHETIRETLE LT,

fig

N—2S54VDFHATIV—
HRBEDEHBIOPREUT OB TUL,
BEHATIV-FIOBEIS

FIBRONEER™-IPF

SR (SD) :70.2(7.7) 1%

0% 20% 40% 60% 80% 100%

<65 M 65~<75i% M =75
(n=247) (n=564) (n=366)

HAER ERHEEHEIEEER (1305-00145088) DRERI AR

FIBRONEER™-ILD

4R (SD) :66.4(10.0) 3%

0% 20% 40% 60% 80% 100%

<65 M 65~<75i% W =75
(n=443) (n=493) (n=240)

HAER: ERHEEHEIEEER (1305-0023508%) DRERIHHER]
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B zottozLCET 31EH

FiHT IU—RIOEME
FIBRONEER™-IPF

FEFHEIRE OSHICRE S NIcFEnAT TU—RIDER D EFBET DFBRE. LIFDEBUTUL.

WHRERICH T DAEN 8MgBE M UARIOMERED TS MBE & DB RIZED R EEIF . AFIOMgR D65

mAmDERZRNT. 2FEHDORBEEEDISKCIDSEEAICSENTLX U

BE.AEIIMgED65mARMDEMDEIL T T ZRYZHALTLZEE 16IICHN1E (52885 DFVC

DR—=RSA VHSDFAE:2099mL) h'HSNE U,

BEHHTIV—RID52;BIFOFVCOR—RAS5 1 VhSDRME(LE : T ETFHEE DL KE
fi##f (FAS) [DBL1]

A%118mgat
ARAT XIS Bl
FSERE AH18mgE  WEDE(95%C)
2AEH 391 392 68.8(30.3, 107.4) @
3N
<65 86 83 64.0 (—18.0, 146.0) } TS
265 305 309 70.4 (26.9, 114.0) —@—
—200 =150 —100 -50 0 50 100 150 200
FSURBHER AE]1 8mgBHEf
1855 2iBE5(C B 3FVCORETHZLED
BRI (ML) K U'95%Cl
AEI9OMgEE
TS
FSuRE  AHOmMgE  MEOE(95%C)
2AEH 391 390 449 (6.4, 83.3) —@—
3N
<65 86 78 —7.8 (-91.1, 75.6) = |
265 305 312 58.0 (14.7, 101.2) 00—

200 ~150 100 50 0 50 100 150 200
TSEIRBHEAL AHIOMgBHEI

B552BHICHIFTBFVCORBEFIIE(LED
BRI (ML) R U95%Cl

HAER: ERHEEEIERER (1305-0014588) [RGB ETEHE R

FmHT IVU—-RIOREM
FIBRONEER™-IPF

FEHT IU—FIDOBOEBDEMRNBLZEM TOT 7 ILEATDESYTUI,

EERAESER. EEDESERNBREDRSPIEICEASEROERIGIF. INTDRSEH

T.65mKimDEMELERL TO5mU EDEM TRV ENRENZE LI,

BEFEHEHNTIV-FIOBFEEROEE (Treated set) [DBL2]

AH18mggf ZAFI9mgE%
(n=392) (n=392)
BEEx
w

FH<651 83(100.0) 78(100.0) 86(100.0)
WPNHDEEER 80(96.4) | 4166 | 72092.3) | 3027 | 83(965) | 387.1
%&E?E%ii b 24(28.9) 25.8 22(28.2) 235 25(29.1) 25.2
BER 42(50.6) 65.5 34(43.6) 50.1 31(36.1) 39.9
Egig%q’”ﬂgﬁc 10(12.1) 9.5 3(3.9) 2.9 7(8.1) 6.3
RSB ST A EER 10(12.1) 10.1 20(25.6) 23.1 12(14.0) 11.6
EELEEER 25(30.1) 26.6 26(33.3) 28.0 27(31.4) 27.9

B AEER 2(2.4) 19 33.9) 2.9 33.5) 27
=651 309(100.0) 314(100.0) 307(100.0)
WPNHDEEER 299(96.8) | 4947 | 299(952) | 3954 | 303(987) | 3907
%ﬁgﬁ%iﬁe . 102330) | 330 | 110(350) | 327 | 1100358 | 340
BIER 166(537) | 782 | 145(462) |  61.1 11938.8) | 437
Egigggq:m:ggr; 53(17.2) 143 50(15.9) 13.1 44(14.3) 1.8
RSB ST EER 78(25.2) 246 63(20.1) 18.6 56(18.2) 16.6
EELEEER 124(40.1) | 418 | 123(39.2) | 382 | 140(456) | 454

B EEER 9(2.9) 2.4 18(5.7) 47 23(7.5) 6.1

MedDRA/J version 27.1
BN ERE BN E (1305-00145(8%) DRERHFEHmE
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B zottozLCET 31EH

FHT IU—RlOEHE
FIBRONEER™-ILD

FmHT IVU—-RIOREM
FIBRONEER™-ILD

FEIHMBIEBEOSERIICRE S NcERHT IV —BI DL EFFETDBRE. LA TDESUTUT,
A EFICHIF DA 18MgEE R U AFIMgE D TS R DEREDRMTEEIE . RAER DR
EBEDIS%CINEHAICSFEFNTLIE LI,

FEHT IU—FIDOBOEBDEMRNBLZEM TOT 7 ILEATDESYTUI,
EERAESER. EEDESERNBREDRSPIEICEASEROERIGIF. INTDRSEH
T.65mKimDEMELERL TO5mU EDEM TRV ENRENZE LI,

BEEHHTIV—-FID52BEDOFVCON—RAS A U SDEWE(LE : T EFEIEE DD EE BERATIV—-FIDEEERDBE (Treated set) [DBL1]

TR E]
TIFEHPWIO=EO AN
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Rt (FAS) [DBL1] AH18mgat AHIOmga FSERE
A#I18mgaE e (n=391) (n=393) (n=392)
BT S 4R SRR/ SRR/ SRR/
N (%) 100\ - £ e 100A - £ bS] 100A - £
FStRE  AHI18mgEE RN (95%C))
R VWFNHOEEER 133(87.5) 334.5 130(91.6) 359.4 139(93.3) 3283
<65 149 152 78.5(21.7, 135.3) e
z S E0EE
265 242 238 599(151.1048) | | ‘ | | %&fgﬁ Gii b 48(31.6) 30.3 41(28.9) 27.0 46(30.9) 275
—-200 —-100 0 100 200 300
FSURBHBNL 45711 8mgBHE( BIYEF 57(37.5) 453 53(37.3) 44.4 42(28.2) 28.9
181552580551+ BFVCDREETIE(LED SREBREDRSHIHCEST
ﬁ%ﬂ%(mL)&U‘gS%Cl ﬁ§$% 1 2(79) 65 1 2(85) 69 1 3(87) 69
AHI9MgEE BE5DHICESRAEER 26(17.1) 15.8 27(19.0) 17.6 27(18.1) 16.0
BT S4% SEREEER 49(32.2) 30.6 43(30.3) 28.8 56(37.6) 355
ToemE ARIOmgEE B DZE (95%C1) Ay ===t 3(2.0) 16 5(3.5) 2.9 5(3.4) 26
SREM 391 390 81.1 (46.0, 116.3) —o—
8. FHIZ65% 239(100.0) 251(100.0) 243(100.0)
<65 149 142 108.8 (51.1, 166.6) e WINHhDEEER 231(96.7) 564.3 239(95.2) 399.6 230(94.7) 368.1
=65 242 248 66.0 (21.8, 110.2) —e—
‘ | ‘ ‘ ‘ ‘ EEOEEER
—200 -100 0 100 200 300 (CTCAE Grade 313 1) 97(40.6) 43.4 98(39.0) 39.5 100(41.2) 41.6
PSRBT ARIOMGRHEI -
) IV 121(50.6) 73.9 104(41.4) 53.3 86(35.4) 415
1815523885514 BFVCDREETIE(LED
B9 (L) ;R U'95%Cl S ——
mb) =S 32(13.4) 11.6 27(10.8) 9.0 33(13.6) 1.7
HPER: R ESIERE (1305-002355%) AERHEER] BEER
BEDCE SR 53(22.2) 21.9 51(20.3) 19.1 40(16.5) 15.4
BENEEER 105(43.9) 48.9 107(42.6) 43.9 112(46.1) 49.2
REICE-I-EESR 5(2.1) 1.8 13(5.2) 43 24(9.9) 8.5
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B zottozLCET 31EH

(4) AEREAE P DIEEA

FIBRONEER™-IPF X U'FFIBRONEER™-ILD Cl&. SHEREAR R ICIRE S NI T N TDIETHIIC DV THIL
HEZERNER FTHREL. ERER (FRER DIMER. X(FZ NN ZHELH U,

SERHIE DEHY

FIBRONEER™-IPF

FTRNTOESH CTHIRBRD ERFEREHESNEIEN T (62%.64/1034) . [FIRZEFRDIFERD

SBERHILKHFENTIERIS. FREDEBEMEMRZR TUI,

WSEEHIEDEF (FAS) [DBL2]

SR xﬁu’\} (S%r?gﬁ 2|S§,1119(;:)g§¥ 7’?@3‘%
BEH 392(100.0) 392(100.0) 393(100.0)
2%T 26(6.6) 36(9.2) 42(10.7)
HIEICKBIET 25(6.4) 36(9.2) 42(10.7)
IF0RES%R 16(4.1) 23(5.9) 25(6.4)
EHRE Ch D EBE MRS 13(3.3) 17(4.3) 18(4.6)
Fifis 3(0.8) 6(1.5) 5(1.3)
ZDfth 0(0.0) 0(0.0) 2(0.5)
IDIEZR (CV) EFEHIMACE) 3(0.8) 6(1.5) 6(1.5)
IDVEZEATE 3(0.8) 4(1.0) 6(1.5)
2D EHEZE 0(0.0) 1(0.3) 0(0.0)
L I P4 A 2R o 0(0.0) 1(0.3) 0(0.0)
FEDMER - JEFIREER 3(0.8) 2(0.5) 6(1.5)
BHES GREERL) 2(0.5) 1(0.3) 5(1.3)
RRGUE (UMAEZ = O) 1(0.3) 0(0.0) 1(0.3)
B 0(0.0) 1(0.3) 0(0.0)
[RHEAER 3(0.8) 5(1.3) 5(1.3)

MedDRA/J version 27.1

HAER: EREEEIERER (1305-0014588) [AGREETEHE RN

Oldham JM. et al.: Am J Respir Crit Care Med 2026; 212(5): 972-980. ASHBRIEN—UVH—A V7 )UN\A Lt DZIRICKIIITHONELI,

FIBRONEER™-ILD

IRNCORSH CHRBFRFPERTEREHESNIEIEN T (66%.64/974)  FEIREBRDIEH
DIBEHRHILKHSNTCTERHE. REBDOEEMMKRERTUI,

WSERHIEDEF (FAS) [DBL1]

e oD e oo
BEH 391(100.0) 393(100.0) 392(100.0)
E=3] 4 24(6.1) 33(8.4) 50(12.8)
HIEICKBIET 23(5.9) 30(7.6) 44(11.2)
IFIREER 14(3.6) 17(4.3) 33(8.4)
B RECHIEEEMRE 7(1.8) 9(2.3) 22(5.6)
Ak 5(1.3) 8(2.0) 10(2.6)
Z At 2(0.5) 0 1(0.3)
IDIER (CV) (EFEHIMACE) 3(0.8) 5(1.3) 2(0.5)
IDVIRZRIAATE 2(0.5) 3(0.8) 2(0.5)
DMEFH 1(0.3) 1(0.3) 0(0.0)
Z DAt 0(0.0) 1(0.3) 0(0.0)
FEOMER - IEFIREEHR 1(0.3) 5(1.3) 2(0.5)
BMHES R EERb) 0(0.0) 3(0.8) 0(0.0)
RZYE (MEZ S ) 0(0.0) 1(0.3) 1(0.3)
HIEER 0(0.0) 1(0.3) 0(0.0)
Z Dt 0(0.0) 0(0.0) 1(0.3)
IDEISHE 1(0.3) 0(0.0) 0(0.0)
[REAREH 5(1.3) 3(0.8) 7(1.8)
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E]l Q&A

Q1. —2{EX[EFETEFXITH?

A
ARNE ISR U CTARLREIRT=6. IRABERICPTPY—MHOSEWH T KSICLTL AL,

Q2. RBPENHEBDORWEICDONTHATLIEE W,

A

AR ERHFENIREIE AL T 2B E—BICARF BN TS Ve RBBAUCEH VRS RO
BRI 1 B DB ERA TS,

FEIDFFH (£910~176/) ROTH2ERS TORMERZZE T & —RNBRBTENNHOTH
MREFRENDHZERIRENEZEIASNT T COTENS . RBPTENIBE THH>TH RERSHITEND
DIRAIFE T EBEABZIRMAI 3L IICTHEELLZT L,

Q3. DIMIRIIEREDS I v AT A RICYNBRABESICERITANE
CE[FHUTITN?

A

b DHRIE LD SARN DIV E R (CRET D ERNRERT — 5 FRFR TR ITVE R AL 0.
FIBRONEER™-IPF A U'FIBRONEER™-ILDIC (&, BEICEEAR D TR LRICKDBBZRZIF T LN
HBIBENZENTHBY. . INSOBEICHNTE2ARLEVLTERNICERDHZ2LZEM/INT —VEFRE
SNTHEUFEB A

EEEGR DRI LR IC K BBREICH DI DS T AFIWBZBICIFBEDREZ T ICERBLTLLE
&L

Q4. I TICHIRHEREZIZSPDEREICI v AT A RZENIRST S
FalERITANEZ LB BT TH?

A

FIBRONEER™-IPFO#180% % U'FIBRONEER™-ILDD#140% & . 3 I LEAERL TV

ENSENTVFEUI CNSOTIRIHEEZHALTLBBECBV T AREEILEH >l S SR E
(DFVCl&. FIBRONEER™-IPF Gl&—193.7mL. FIBRONEER™-ILDTlE—180.9mL T L1z,

RE. R ERZIRS DT AR OBIVEZE I 2B EICHU T FRIDEINRSZREFT SN TVLDIES
(&. FIBRONEER™-IPF R U'FIBRONEER™-ILDDOEM MR U REMHDIERZSE(IC. EEDKEZ
T2 CHEERUBNS. AEI18mgZ 18205 LT TV BB EIV T I Z RV ZRSHDEEICHU
Tk FEIDIRS5E%Z1E9mg 1B2EICHEULEVTLIEE W,

FIBRONEER™-IPF R UFFIBRONEER™-ILDICBEWVT . R—RASA VIR ZVF I ZITRTEITTZR
VERASVOBAEHICSVWT. PSERBLHEBUTKEFETTRAPHRERDORREIEGHS
WoOleCENBESNTVE T, ZDcdd, I TICHIRHLREZR S DO RBICKFZENKR ST 215
Bl& TRPFERMSERULTLEE L,

R=2RAS5A VRO EREERNRRDOFRERHICH I3 TROBE [=p.27,28]

6. FiERURE

BERACERSYRISZASELTTIE8MgZ 1820 0KR59 3.
BEESOBBECIHU T 1E9IMg 1H20ICHET 2ZENTED,

7. BERUHAEICEETY 53R (ki)

7.1 LTI ZRYNEBVE UL IFPRREDCYPIAFERIEHAT 2B EE AFDRS58%7109mg 1H20CHEBLENT &,

T SHER TR
~ND>R0LO

o
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I——
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[ (sE1858) BRRRE

AF| DEEHRESEIEER ToH HFIBRONEER™-IPF A UFFIBRONEER™-ILDDERIRAAEIF A T D &
DT,

* FIBRONEER™-IPF & U'FIBRONEER™-ILDCI&, DBL1 (#]@F—9 X—XOv )BT, TXTDE
RICIRESNIEBNMERORE M OENRZRIEL. FEtiREZRELE Ulc, e, INTORERE
WERER S TRUEERIZ T UIDBL2 (RiE T —IN—0Ov D) FIC. TN TDERIICRES 1
TeBNMERURE M OENTZRICETEUTRELE U,

AHI DAEERERFERRICH VT, FIBRONEER™-IPF T3 DBL1 (EZEfEEF ) KU DBL2 (FRALHRATHS
=) DT —%5 FIBRONEER™-ILDCIZDBL1 (FEfF =) DF—IhMfFSNnFE Uz,

B34 (E. FIBRONEER™-IPFCIZDBL1 & U'DBL2D 7 —% . FIBRONEER™-ILDC(FDBL1 DT —
FICEDEFHBLE UL,

ZE%(E. FIBRONEER™-IPFCIZDBL2D T —% . FIBRONEER™-ILDCIZDBL1 DT — I [CEDE
FHBLE LT,

FIBRONEER™-IPF X U'FIBRONEER™-ILD D &##47 Tl&. FIBRONEER™-IPF (DBL2) K& U
FIBRONEER™-ILD (DBL1) D& T — 9 Z#ET L. IPFRRUPPFICH T 2 ABI DB ER UL M Z
FHEBLE LT,

* HEBTICB T BTN REA 2R D RLED 1 TDERER S ZEZ T ITXTDES (KA

18mga%. AFNIMgBE N U TS ENes) DHET—I ELF LT,

FIBRONEER™.IPF (1305-0014:158) : EIRS RIS MABER

RSFERTHRRAIEIE (PF) B&1,1 7761 (BAA135618D)
HWR | BRI R (FAS):1,1776) (A5 18mgEE: 39261, AFIOmgEE: 39261, S tzREE: 39341)
REMIITER (Treated set): 117761 (K& 8mgaE: 3924, AF|9mgaE: 39241, 7St EE: 39341)

Lisg. 59 LMb. “EER TN UBEERAR NREEE N5 VEOFRE R (ZV T 2T
& FENLTIZRY) FEROERZEBRIRTFEUT. AE]18mgst AFIIMgB N F S MBI 1 1DLERTSVS
ACEIAHT BEEZ 18201528 HROKRS L. R UR M ZERET Uz,

PO7—IN—20O0v7 (DBLT : FEFER) 3529 MEEIW R IFSNcREDEBEN S 2BO 2T T Ui
DBL BR) RET—IN—20v7 (DBL2 : RILHFIER) (F TN TOBENBERER SR TROBRTT T UIck (R
F—IR—20Ov7) [CEfELI.

TFEFHMIRE REINRETIEE)  52BI DFVCDN—R 54 VNS DIENZELE

EZREIEHIIES (REINGETIED) DERREARIP DIPF DY ORISR, WIREGSHERICK YT AR IFFETD
WIND D RADICFHE T 2E CORAR (1B GFHEHIER)

ZEMFHHIEE BEER B

SEIEE

BHERE T AR Z5HE T 2REND Bl RMHEBRUFRBREICEIDARR . BITHEZSRICLSH
Limitation | EH'ENTVBVEMHENRSNTEY . FHORMSECENOREZFHHT 5 ENTERN . VTS
ZORUEI TRV DESTIE. Fits HEXENFFIS LTS U RBOBRRECREZS A T-THEMEN 5,

WREBECER—RSA VR Z VT I ZTNEEINTIZRYDERSEZIFTVDES (ZNEN46%. 32%) &
B | URITTORVES (22%) i SF NI, TEFHHIEE TH252BRFDON—X 51 VS DFVCOERZE{LE (ML)
DR | FR1DEBITH I, TTERBEEDHERICEWNT AF18mgi M UM C. Mt ZNICHERIBENRHON
(2N#ZNp=0.0005. p=0.0222, MMRM) . AEID TSR T DEEIEDIRIE S 1z IREEHTRERATIESR)

T SHER TR )
N>R

o

=1 EEHEIEE : 52 BIEDN—R 51 >V H S DFVCOIEWZE{LE (mL) [DBL1]

FvC AFH18mggf AFIOmgB# TS5tikE
L 392 390 397
N—254? 2827.3+758.0 2837.2+781.4 2863.9+804.6
52BEDERZE LS -114.7 -138.6 -183.5
[95%{=#AEX ] [-141.8, -87.5] [-165.6,-111.6] [-210.9, -156.1]
FSERBEEEDE 68.8 449

[95%{=FEX 1Y [30.3, 107.4] (6.4, 83.3]

[oER p=0.0005 p=0.0222

a) FOEHRERZE

b) IS5 NR—RSA VEOHTURMEEER S R—X 54 VEOFVC (ML) ZEEMR. BEERIDUF ROBEZZEWRELCEE IR
RAGEIEETIL (MMRM)

Q) T ST4 A7 FO—F(CRBEREFIEZERL TRFIRE DL B =%

Fo BEREIREHEIES (CREUEERA RN D RAICHE T 2E COHBIDBRIFR20DEB TH oI,
TPOERBEEDOHERICEVT. A1 8mg N UOMgst T M ZMICERIBENRHOSNT | B RIIUR
Ptz (FNZNP=0.3102. p=0.8568. Waldig7E) , (RFIR BT ER)

FHAR D hIYBE(E. 14.608 Tdholc,

BUEE | 22 ProvoatEE, FRSEEIC S HIOAR. XFIEE
-
DEER R2 EELRIGHEIEB DR NV MO RIICHRET 5 F TOEARICE T 5/\U'—REL [DBL1]
AH18mgaf AHI9mgE# TS iRE
e 392 392 397
ARVNDFEY X THAR
) 393.0 405.9 396.9
A RUNFEERIER (%) 85(21.7%) 79(20.2%) 80(20.4%)
IPFOYO=MEE 36(9.2%) 28(7.1%) 27(6.9%)
FIRSSEEC KD YIE AR 42(10.7%) 40(10.2%) 41(10.4%)
FET= 7(1.8%) 11(2.8%) 12(3.1%)
FSERBICHT BN\ Y —RH 1.17 1.03
[95%{=HAX RS [0.86, 1.59] [0.75, 1.41]
pfE” p=0.3102 p=0.8568
a) BELEIRFMES: IPFOYOSMHEE, IFREEE CLDTEAR. EFONTNHDEET 55 COHR
b) A NV LB BRI REHIIEE C324 T DT A NV DB EES LT
0) B N— S A VORI LIRS 5. N— 251 VEDUBFVC. A—2 51 VED%DLco (NES O VR EE) #HZEBELT
ZW1=CoxttBINF—REF)L
d) Waldi&TE. 7'S T4 1)L 7 FO—F (L& BBEFIBICE I AEA%EFa=0.05 (@)
RHBRDS2BABRICHITZBEMERADRBE SI(E. AF18mgE50.5% (198/3924l) . AFIOMgEE44.6%
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