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(6651/28841). BIE1.4% (4%1/2884l). INBUILDEER (15 52:8FT): B 0.3% (1 61/33241).
&0+ 0.9% (36 /33261)1,

© %

B0 - BIHCH T B, RENBIPEREZITOCLIES V. BYRWEREEICONNDST, B - Bt
DT DHBBIC(E. AFIDRE N IFFRIZEIRETL TIZE W

SEDIERN M T DHGE. AFDRSZPIELTIEE L,

Bl - [B0HICHE 9 Bdii% ~N
B0 - [BIEORIR

¥

XHERE A (RN UZEFERA. MERAIZVEIF) REZRS
R MR BEOERLD - [BITH

¥ .4 \ 4

l

F7101CKD b o

H H
1 ve

1@ 100mg

| 5
BRARAYIC Big5x
B CH NS EEE
% ERSY BT BB

115@21 S@%Tg EEICR5L. BE5HEEEORES

- +HICERUTZE WD,
B - BHEE(LS EATEER OB R Y ORIYERTBESIC. EBELTI 2T
\_ Y,

FEIER
TH (30~41 R—ISH)

B - Bt (42~53 R—I'&03)
15

Bl

eI P O o i 8 7 S MR D - B

=
I



S BB ON ol g B8 7T SR O b - R l

BlI{ER - BESRICEET 5 EEFEIA

A2 ZAETE

(JII]@%@%%?J“E SONBTENBIET,
o NI MR ODMERYR T ZHEERVWEE, URITDFWVEEICE. BSDOOEZ
EECHRFULTIEE L,
® FHIZERT BIRFEEICIRSL. REPIIERETSICIT>TIESE L,
\. [MEFTSAEDBIRD B SN BB S FHC K BB PRI ZEIRS L TIIES L,

\

O WWE MieEREDOHIRN HONBDHEIEAFCKRDBBEDPRIZIRETLTIIES L,

I/ iR

MR B SHNBTENHIET,
o HIMICES>EERBEFIBRESNTVSI. EHNICMFIRBEZTOIBERRZ+5
ST TLIEE LY,

O E RENROSNHEE. AHORSEPILTIRE, BIHLEET>TIE,
HIEEESL
HIEEFANBSONBIENBIET,

o [EEDAHBRNEDEIEN H B BHEICE T ITERULTLEE WY,
o BiBHm /EBEOBHEN BB EREICIFTHITEFRL TS,

O HE FERSPEFREZTICTV. EBNROSNBEICE. NREE. BEXR. CTHD
DEGRAZITV. AFDRSZPILETDRE,. BURMLBZTOTEEW, BIELEBEANEROHSN
FBEBICE, BRSLBEVTLZS L,

%7 O0—TCEIREE

[*W]—t“ﬁﬂ%ﬁb*‘%':‘abﬂél&b‘“%Ui@“o ]

® RS HEPEREDZEMNICIRE T 2B EHRZET 71T > TS L,

O WAE EEHIRBOSNHEEEF. FRDKRSEPIETDIRE, BYRLBZTOTIIEE W,




(WM T—FmLLIEETWY)

SRR

RENREFR Z S OBIREREN DS NDTENHIET 1,

® VEGF/VEGFRPEZE(ERAZHE I EFICHN T, BREFHOFREIRURIHEVMERNER
5NTVET,

® FHISVEGFRIBE(EAZR IR ENS. BERFBEDIRREICTIERULTLILEE L,

Bl

O K EENDBOSNIZEEF. FFIDRSZERIEL, BUBRLEBZITOTIEEL,

Rl aRLEE "2

RS ERZESE BulReEN G IRT,

® FiglFEAFI DX S ZhHIL TITEE W,

® FiTEICHFNICKL B EBBRZRIBT HLE. NIEIFHIRICHERIZILER. RIS ERDE
YIRESICE DEHIRTL T T L\, BRRIBIBEEDREZTSICHBLTEEL,

eI P O o i 8 7 S MR D - B

=
I

O WE EENROONBEE. AEDERSZEDHL. BURNEZTH>TZEW,

(HjEﬂUXO%EjJﬁﬁ“%EJﬁE'I‘ED*‘% DEI,
o [HIMH4RENBS]. [MEBEFIEEZITo>CTVS] REDHMYRTZHY THEERWTIE
E. BEOUSBZEEICREILTIEE L,
o HMAERHSNTAZEIE. FHIDRSZRIETHiRE, BUIRLEZEIT>TIEE L,
\. B/ EREOBENSHZFBEICETHITSERULTLEE L,

\

J

O HiE BMARHOSNIHEF. ARDRSZPIETDRE, BURMLEZT>TIEE L,

%1 LEMER - BERZEB®RT —IN—X (NDB) ZAVCHERBROBE (VEGF/VEGFREZ(ERZSR I 2EAI DEIAREREEC
92U TFHI) : https:/www.pmda.go.jp/files/000266521.pdf

%2 BERRELCDREDH

VEGFR : vascular endothelial growth factor receptor (BN IBERFZEHK)
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i RS P N o i B8 1 SO bt - FH Y l

BlI{EF - BESRICEET 5 EFFIR

B A

[0 FREIDEZIREUEEARTER T, BEMEMRIBESNTVET . SENSCIS %iﬁ,%ﬁl:a'ﬁ\
WTIF. REREDER(ETHIEEMMERE (FEIEDERRERIBETERN) HEFRES
NTWVWET, Ffe. INBUILD FHERICHEWT. EEMMEBRELEBESNICBEERICIE.
HEMHMEREDEERBREXE (D) BEHNSINTNET,

® AFIDERPICHSNS IPF, SSc-ILD KU PPF DE(L i 7L FERIMERE AR Bz 5!
FBRLRHETHHIIENS., FHIDRSPFBFEDIREZFRREARUKIEE L,
o [BtIN. EBEDIFRE|. [FE] BEDERNBSHONIIEEF. EEEISERS - 183D

g t. EBEREZEZZ2TBHLIICLTIEE L,

J
O WWE FHESEIRIRE PITIRIEASRE TR LF ORI MR B MR OBIRD HSNBI5E(E.
FAEIDESZPIEL. AT 04 NaRSOETGUEZITOCTLIEEL,

BEET

[o VEGFRBEZFIICHWNT. FHEEPZDMDBIRFELDEHERENHESNTNET, ]

® AH|IFVEGFRIBZ(ERZB T ENS. ESHFBREDOREICHTERL TS L,

O WWE EENHONBEIF. FHDKRSZHRL, BURLEZTOTIZE W,
ERKEERES
° VEGFR [EE{ERZEE T 5—BORAITId. BESENREUBRHRICSVTESR

KERU K MHEBBEDRIRHNRHSNTNET,
® FHEIEVEGFRIBE(EAZR IR ENS. BERFBEDIRREICTERULTLILEE L,

O WWE EENHFONHEE. REDRSZEDPRL. BURLBEZT>TEE W,

K BEBRELTDIREDH
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(g T—mLIEET V)

O7 7 1 JDEIHEA

BEAGEIER REETFTAX [11.1 EXGEIEA] &) EED T (3.0%). FHEEERES (2.1%).
MieZAE [(FEIRIAEEE GREAD) . $RIIEEEE (0.2%)]. /)W (0.2%). SBIEEEFL
(0.1%). BEMMR BEEARRE), xTO—CERSE (EERE). EiRmER $EEAEH)
ZDMDOBIER (REEBFAX [11.2 ZOMDBENER] KW): T (56.1%). B (21.6%). 1B
(11.0%). B&%E (10.9%). FFEERLRE (AST. ALT. ALP. v-GTP L5 (12.2%). BAUEE.
HERD (B5%LULE10%FKE) &

0

F7ITOFRENERIF [BIEREE] THY. TH. BiD - BHREDBESRERNFEIRT 2N HIR
9. Ffc. BHBEER (AST. ALT. ALP. 7-GTPZ) RUEUILEVH FRFTBZTENHIET,

Z7x71$ VEGFR BBEERZR DF OV Y+ F—EHEEAITY, VEGFR BESAICIEEFHIREIERD
HESNTVE T, VEGFRESEIFEDBIERELT, MigERiE. JHEBZIL. XT70—BEREE.
BIRAERE. BISORUELE. K. SEEIRFENFIRI DIUREMNHIET, &fc. VEGFRIESERZHE IS
—BEDERITIF. BEEENREUVCHBRARICEV T, BEBKERSNMRESNTVET,

eI P O o i 8 7 S MR D - B

=
I

ERNEEIRFTRAENU PPF BEZWREUC INBUILD SHERICBWT, 477 EOHERBHRNEE TS
BV DERE SN TNE T,

SSc-ILD BEZRREUZ SENSCIS SHERICHWVW T, 77T EORRBEMRHEE CETRVEB MRS
DHEENBOHSNTVET,

ZNZENOEIER - BEEBRICET 35S, NEREFAXMUFHFOZIRN—IZISR

<rEEL,
F5EIER ARITREEEA - BEER
FHRERRE (20~29 R—IUSHR) Mi2ZEEAIE (54~61 R—ISHR)
T (30~41R—IBH) MR (62 R—IUEE8)
B - Bt (42~53 R—IUBH) HIEEZFL (63 R—ISE)

RTO—BAEREF (64 R—IBH)
EiREERE (65 X—UBHR)
RISBRUEL (66 XR—UZSH)
Him (67~69 R—ISH)
BEMERR (70~71 R—=ISH)
SABIRIE (72 R—IBHR)
EELBRBEES (73 X—I2R)

ALP : alkaline phosphatase (Z)LAURRT79—E). r-GTP:gamma glutamyl transferase (57 IIZ)VNSV XTS5 —1)

19



F 13 &I{ER

(1) BFERElSS

7. BENUHEICEET 5FR

7.2 AST & ALT WWE#EB LBRD 3 BZBACHGIF. ARIDBHEXN FIERDPHIZITL. +07%
RBRRZETOCL. BREZFMUIRSZERITDHGICIE. AST X ALT A& SRIDIREEICD
‘U, 1@ 100mg. 1B20h5&532IEEL. BEDKREICIHRCT 10 150mg. 1H
20N\BETBENTED, BRSN(FBETIHTICFIBEEICTRSL. BSRIEREDKE
ZTRICEHRETDHE, 8.1 11.1.28081]

HEETAX[7. BERUARICEET ZER] KUk

8. ERRERIER
8.1 AST. ALT. BEUILEVED LR ZHSHEREN HSHNDTENHDDT. AFIRSHA
AN OIRESPEEHNCREZTV, BEOREZ+DICHREITZTE, [7.2. 11.1.288]

HREFAX [8. BERZBREAINIR] KW HKHR

9. REDHREZEBIZFEICHTIER

9.3 HikeERERE

9.3.1 PEENUBEDIFHEERES (Child Pugh B. C) D&H3EE
BEEVPOZRRRVEHIENSBEZRE. RIS, EHIHEF. R
BELVEDOICITOIRE, BEICEEOREBERRI ST, HRERSIRIETDHZND
Hd. Ffc., PHEEDI#EERES (Child Pugh B) D&H2RETIRMTEEN LRI 2. BE
DFFHEEESE (Child Pugh C) DHBBREZEMREUVCEMMENR R M ZIBRE UK
BRIEERLTLEL, [7.2, 8.1, 16.6.1 2]

9.3.2 BEDI#EERE (Child Pugh A) O&%2E&E
FHRERREZ XVEOICTORE, BEICREDRBZHEITH L. HEEEESIRIETD
BENNHD. [7.2. 8.1, 16.6.1 5]

REBFHIX 9. REDERZEI 2BEICHT IR KURR

11. BIfER
11.1 EXEIERA
11.1.2 FHEERES (2.1%)
[7.2. 8.1&/]
11.2 ZDfthDEIER
FHEBRIES  10% L FFEER EF (AST. ALT. ALP. v-GTP £EF%) (12.2%). 1%
sEUILE>ME

RRBFAX 11, BWER] KWk




(1) FFHEeERESE

16. EVEE
16.6 KENERZHIDEE

16.6.1 FHEEEE
FFRESEE(CAR 100mg ZHOROKSUICSSE. BERMACHATEERES (Child
Pugh A) ZET BB Tl3 Crnax 1Y 2.2 15 (90% S1BXR : 1.3~3.7). AUC H' 2.2 18 (90%
{EREXRT 1 1.2~3.8) LRL. &/chZEATES (Child Pugh B) ZHY 3B TS Crax 1'7.6
&5 (0% ISHXR : 4.4~13.2). AUC h' 8.7 &5 (0% {SHX™ : 5.7~13.1) LRU (%4

Aj__“_g) o

HREFAX [16. ZYBNRE] KW R

INPULSIS i#t5%. SENSCIS 5828 U° INBUILD EHERFRIN B 4E

INPULSIS 58&. SENSCIS sE& MU INBUILD SHER TlEF. TEEDRDIRBEIFFRATNT
AEN 07

H:H% EICRIT BERHNME

@ AST UFALT iWEHEE LRRD 1.5 878 2.
@ CULEVHEAEE LRRD 1.5 B7Z 8 %,

o
............................................................................................................................................................... .

INPULSIS FERTlE. AST. ALT. EUILEVHEEEE LRRD 1.5 BZBA SRS FRASNTL
Tc. HHAEREEREIDHBITHY (BE 4.7%. TEFEE 0%, 2E 0%). HEREDHHEE

([T 2EMERVLTRMEIC, PERERIFFESNFTEATU,
Richeldi L. et al.: N Engl J Med 2014; 370(22): 2071-2082.
AHBRER=U Y H—A VT )IVINA LHDZIRIC K W ITHhNE U,
Distler O. et al: N Engl J Med 2019; 380(26): 2518-2528.
AHRER=U Y H—A VT )IVNA LHDZIRIC K W ITHhNE U,
Flaherty KR. et al.: N Engl J Med 2019; 381 (18) : 1718-1727.
AHRER—U Y H—A VT IVINA L DZEEIC K W ITHhINE LT,

4. MEERISRER '
L ORRMATRIE

| O BMBEIEIC S MRS
| OREATHATHRIEE

| 5. BREXIFFNRICEHET B =

L (R BMRRECHSREERRES)

| 5.1 EERESD2SMEEICHSEMRMERUN DREHZECH T AR DEMHIFTRSNTLRL,

L GEATIERRRAEE) :
: 5.2 [17. BRERAUE] DIEONSZHAL. Fitkae. [FRSERRUOBEHEGRIT BORSNBETHEIC R SETIERIELNERDS |
: ﬂ%F’s‘iE'I‘iﬁﬁﬁ%ﬁﬁ%laﬁﬂ%&%@“ézt*o :
: BE. MAICE=VFI=TELT T B150mgZz 1820, # - YREICROBS5TD. B, BEORECKIIZ /79_
P ZELT1E100mg D 1 B2 @RENHET . :

b
=]
cﬂﬂ
><f
N
[k
Jml
[
o
%f

+F

&0

PS azl:n:l'?é' it \BZ ”7 HZ%EJ (ij—(l&f 5"-’7/\0 %gjﬁﬁ
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F 13 &I{ER

1. RRKR

M IPF BZEZX3%H & Uz INPULSIS SERIC B 1T HFRIRIR (185 5283 T)

INPULSIS EHERICH VT, BESREUVCHESR RN, 77178 13.6% (87 fl /638 fl). Stk
B2.6% (11 61/423 %)) (CFROONF Uz, BARANERTIE. FT7TT78£39.5% (3041/764). 7>
MEE8.0% (4411 /50 1) [TERHSNELI.

EEARBREEDOFHMEICOVNT., ZT7TTEICBENT., AST KU/ XIFALT AEEEE LR 3 B LD EFD
FHIRFGIE. 5.0% (32 6 /638 #l) TUIC. BRANERTIE. 6.6% (561 /76 fl) TUTZ. 778,
INPULSISEB& Tld. AST XIFALT i EZEEE_LBRD 5 B EIC ERUEIESE. AFIDERSZEPRILEL
2o

x® HERLE (BFREREERRE) ORISR

2F&EH BARA&EE
FEBIZ (%) v vk ) ik
150mg 1852 150mg 1H 2@
(n=638) (n=76)
AST RAfE
=3ULN 21 (3.3) 1(0.2) 4 (5.3) 0 (0.0
z5ULN 8 (1.3) 1(0.2) 1(1.3) 0 (0.0)
= 8ULN 4 (0.6) 1(0.2) 0 (0.0) 0 (0.0)
ALT &XfiE
=3ULN 28 (4.4) 3(0.7) 4 (5.3) 0 (0.0)
=5ULN 10 (1.6) 0 (0.0 2 (2.6) 0 (0.0
=8ULN 4 (0.6) 0 (0.0 0 (0.0 0 (0.0
ASTRU/ XIE ALT ;R KfE
=3ULN 32 (5.0) 3(0.7) 5 (6.6) 0 (0.0
=5ULN 14 (2.2) 1(0.2) 3 (3.9 0 (0.0
=8ULN 5 (0.8) 1(0.2) 0 (0.0 0 (0.0
BEVILEVRAKE
> 2ULN 3 (0.5 2 (0.5 0 (0.0 0 (0.0
AST R U/ X3 ALT R KB
=Z3ULN DD
BEUILE B 0 (0.0 1(0.2) 0 (0.0 0 (0.0
= 2ULN
¥ 1 #EU)LEAENIE AST XIF ALT DEHHNS 30 HUHWDFEERE Uiz
ULN : upper limit of normal (B#{&_LR) HAER  ERHESE IERR (Z2MOHSHENT) DRI ER]

Ffoo INPULSIS EHBRICHEWNT, FFAZ. BHRHEE. FHEZ. RUOZOMAHEE SMQ* 2 Z8A) [0
HINDEEINEEESERD. 277278 1.6% (1061/63861). FSmeEE0.2% (1 %1 /423 fl) (C
ROSNEUIc. BARNEATIE. 7 TTT8 2.6% 261 /76 Bl). F>EmEE 0% (0 %1 /50 Bl) (CFR&
SNFELIZ,

¥ 2 SMQ 3B BEHRSNCEFZHPRE FBEODH D BEDHICEET D MedDRABEDTIL—"C, BREEFEARZBUNIVTHERINS




(1) FFHEeERESE

SSc-ILD FB&E =X H & UTc SENSCIS SHERIC & [ B IR (5 52:8F T)

SENSCISEHERICBWNT., BEBREUVCHERLEEN, 77178 13.2% (3841/2884l). FStilE:
3.1% (9 5l /288 ) [CERONFUIce BAANEMTIE. 77178 11.8% (46 /34 6)). T>mEt
2.8% (16411736 41) [CERHENFUI,

EEARBREEDOFHMEICOVNT., 77T TEICBENT, ALT KU/ XIF AST EEEE LR 3 B LD EFD
HIRASIE. 4.9% (14 61 /288 #l) TUIC. BERAERTIE. 2.9% (1 6l /34 fl) TUTZ. 7.
SENSCIS SHB& Cld. ALT XIF AST WE#EBE LRD 5 B EIC ERUESF. AFDKRSZHRUEL
2o

x®X HERLE BFRREEER) ORREKR

Omg 182@ o Omg 182
ALT &R KB

=3ULN 10 (3.5) 2 (0.7) 0 (0.0) 1 (2.8)

=5ULN 3(1.0) 1 (0.3) 0 (0.0) 1 (2.8)

=8ULN 0 (0.0) 1 (0.3) 0 (0.0) 1 (2.8)
AST &RKfE

=3ULN 8 (2.8) 1 (0.3) 1 (2.9) 1 (2.8)

=5ULN 2 (0.7) 1 (0.3) 0 (0.0) 1(2.8)

= 8ULN 0 (0.0) 1 (0.3) 0 (0.0) 1(2.8)
ALT KU/ X|& AST & XIE

= 3ULN 14 (4.9) 2 (0.7) 1 (2.9) 1(2.8)

=5ULN 3(1.0) 1 (0.3) 0 (0.0) 1(2.8)

= 8ULN 0 (0.0) 1 (0.3) 0 (0.0) 1(2.8)
BEVULEVERXIE

= 1.5ULN 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)

=2ULN 1 (0.3) 0 (0.0) 0 (0.0) 0 (0.0)
ALP 5RXfE

=1.5ULN 10 (3.5) 3(1.0) 1(2.9) 1 (2.8)

=2ULN 3(1.0) 0 (0.0) 1 (2.9) 0 (0.0)

HWER | ERAEESIEEE (1199.21458) [REREFHHER]

Ffc. SENSCISEHERICHWT, FFARE. FHRHEE. FHEZ. RUZOMOFMREES (SMQZEMA) (C
DESNDEFEIRNEHEBRN, FT7TT8£3.8% (11 61/288 #ll). TS &MREE 1.0% (3 51 /288 #l))
([CERHSNEUIce BARANEMTIE. 27 T7TT8520.6% (7 61/3441) . FSEREE2.8% (161/3641) (C
FaHHNE LI,
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F 13 &I{ER

PPF BZ&EZXR & Uz INBUILD BERIC S I B RRINR (185 52:8F T)

INBUILDHERICHEWT. BEFREVTHEER RN, 27178 22.6% (7561/3328)). FStmEs
5.7% (196 /331 ) I[CEBHSNEUIc. BAAEHTIE. #TTT8 44.2% 2361/52 ). FSR
B 5.4% (361/56 Bl) [CFRHENEUIZ,
ERARICERDHDBER LFICONT, ZTTTEICHENT. AST KU/ X ALT HEZEE(E LR 3 3
W ED EROFEREIGE. 13.0% (43%1/3324) TUZ. BAANEHTIFE. FTTTE21.2% (1141/
52 f) TUIZ. 788, INBUILD EERTIE, AST NIk ALT H'EAE(E ERRD 3 L EIC ERUIEBE.
AB|DRSZEPHILELI,

xX HEZLF [ERREEEREE) ORRRR

REBIEY (%) #2717 3717
150mg 182 150mg 1H 2@
(n=332) (n=52)
ASTRU/ XIS ALT RXfE
=3ULN 43 (13.0) 6 (1.8) 11 (21.2) 0 (0.0)
=5ULN 10 (3.0 1(0.3) 2 (3.8) 0 (0.0)
Z8ULN 2 (0.6) 1(0.3) 0 (0.0) 0 (0.0)
BEVILEVRAE
=z 1.5ULN 3 (0.9) 5(1.5) 0 (0.0) 0 (0.0)
Z2ULN 1(0.3) 1(0.3) 0 (0.0) 0 (0.0)
ALKP &z XfE
= 1.5ULN 17 (5.1) 5 (1.5) 5 (9.6) 1(1.8)
= 2ULN 8 (2.4) 2 (0.6) 3 (5.8) 0 (0.0)

HAER | EEHLEEIEEER (1199.24758%) [EERISTHEHER]

FJe. INBUILD FHERICHEWT, FHIRNEESEROFEE LU CTHREUCITBERDOER X FHFEER
ERABSNICEBEF. 7TTT84.8% (1641 /332 6l). FSEMEE1.2% (4 41 /331 fl) (CFRHSN
FUfco BRNERTIE. A TTTRE7.7% (461/524)) (CBHONEUI.



Ohé

(1) FF#eeER=

anb
co

2. FIREFHA
M IPF BZEZXR E U T2 INPULSIS SHERIC B 1F S FIRIFHE (185 52:8% T)
AST. ALT EROHEIRIE. HEDKRICEPITBHEDIFERHONFEATLUIZ,

& AST. ALT LR OHIZHFHA

2F&EH BAEAEH
TEBIZ (%) A717 F717
150mg 1H2M 150mg 1820
(n=638) (n=76)

AST RO/ & ALT hER4EME EBROD 3 8L EIC2F TOHRE. B#ATIU—Rl* N
<218 11 (1.7) 0 (0.0) - - &
>21~=428 4 (0.6) 0 (0.0) - - i
>42~<63H 2 (0.3) 0 (0.0) - -
>63H 15 (2.4) 3(0.7) - -

A RUMEL 606 (95.0) 420 (99.3) - -

AST RO/ & ALT hEREEME FBROD 5 8 IS5 2F TOHE. B#%A7IU—5
=21H 3(0.5) 0 (0.0) 0 (0.0) 0 (0.0)
>21~=428 3(0.5) 0 (0.0) 0 (0.0) 0 (0.0)
>42~<63H 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
>63H 8 (1.3) 1(0.2) 3 (3.9) 0 (0.0)

ARUNEL 624 (97.8) 422 (99.8) 73 (96.1) 50 (100.0)

¥ BARNERTORTIFRENE HAEY | ERHEE IEHR (Z2MOHEHT) HERISHIEY]




F 13 &I{ER

SSc-ILD B&EZ gk & U Tz SENSCIS SBRICH [F DRI (ZHAR*)
AST. ALT LR OFIRF. "FEDFHRICEP T HEEIEFRHONFTBATUI

& AST. ALT LR DOFIRHFHA

#2717 2717
150mg 1852 150mg 1H 2@
(n=288) (n=34)
AST R/ XU ALT DB LBROD 3 1B LIS 3 TOMM. BHA7 TU—F|
E <218 4.(1.4) 0 (0.0) 0 (0.0) 0 (0.0)
5 >21~5428 3 (1.0 1(0.3) 0 (0.0) 0 (0.0)
e >42~=638 2 (07) 0 (0.0) 0 (0.0) 0 (0.0)
>63~<84H 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
>848 7 (2.4) 1(0.3) 0 (0.0) 0 (0.0)
A NYNEL 272 (94.4) 286 (99.3) 34 (100.0) 36 (100.0)
AST RU'/ XU ALT DB IR 5 8L HICB 3 TOMM. BHAT TU—F|
<218 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
>21~2428 1(0.3) 0 (0.0) 0 (0.0) 0 (0.0)
>42~2638 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
>63~2848 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
>848 3(1.0 1(0.3) 0 (0.0) 1(2.8)
A RUMEL 284 (98.6) 287 (99.7) 34 (100.0) 35 (97.2)

HRER | ERIEISE IEEER (1199.21455) [EERIFEHmER

¥ 2R REBODEEDORSHEN 52:8ICERELCR. && 100:8% COHERHR




(1) FFHEeERESE

PPF & ZXR & Uz INBUILD EHERIC S I B HIRIGH (185 52:8F T)
AST. ALT LEDHEIF. HEDHRICED I HEDIFRHSNFEATUI.
R AST. ALT LR OFIRFH

FEBIRL (%) #2717 A1

150mg 182 150mg 1H 2@

(n=332)

((Y))

AST R U/ XI& ALT A EHEE_ERRD 3 B ENDEVILEV BB ERRD 2 B EIC/RBETOH/E. B#HAHTITU—5!

=30H 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
>30~=60H 0 (0.0) 1(0.3) 0 (0.0) 0 (0.0)
>60~=90H 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
>90H 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
ARVNEL 332 (100.0) 330 (99.7) 52 (100.0) 56 (100.0)
AST XU/ & ALT W EZEE EBRD 5 B EICIRBFTORAM. BEhT U5
=30H 4 (1.2) 0 (0.0 1 (1.9 0 (0.0
>30~=60H 1(0.3) 0 (0.0 0 (0.0 0 (0.0
>60~=90H 3 (0.9 0 (0.0 1(1.9) 0 (0.0
>90H 2 (0.6) 1(0.3) 0 (0.0 0 (0.0
ARVRNEL 322 (97.0) 330 (99.7) 50 (96.2) 56 (100.0)
HER  ERHESTEHE (1199.247 58) RERISHEER]




F 13 &I{ER

3. HIF

M IPF BEZXHR & U INPULSIS EHERICH T 38w (5 52:8F T)

INPULSIS EERICHEWVT. FEIDKRS LK RIS DAHEEDERNUOEIRE DEHEFFRHSNFTE
A TUT,

BEGHER LRELT. BRAEMATRARNUNEELROICERED 2 AIFROSNF U, JAE#EH T
BECHOIREIF 93.3% (2841/3041) THY. &S5ZPIELZREF6.7% (241/304)) TURZ.

R FEBREUVUTERLENROSNREICBITZEEE. TR (HAAEH)

HFALER
STEBIZ (%) 4717
150mg 182
(n=76)

FFBEE L5 DFIRf) 30 (100.0) 4 (100.0)
S

BE 23 (76.7) 4 (100.0)

thfE 6 (20.0) 0 (0.0)

BE 1(3.3) 0 (0.0)
B

mE 28 (93.3) 2 (50.0)

KEE 2(6.7) 2 (50.0)

EELh&EESY 0 (0.0) 0 (0.0)
AR

Pk - SRR L 25 (83.3) 4 (100.0)

HBREOKGNRHE 3(10.0) 0 (0.0)

HEREOD]E 2 (6.7) 0 (0.0)
EELHBRLROIS

EELHBELS 2(6.7) 0 (0.0)

P EER LR 0 (0.0) 0 (0.0)
AN UEGITER LR 2(6.7) 0 (0.0)

¥ 1 TN O —RNRHEZST HAER  ERHAEE IEHER (REMOHERT) DREISHIER]

SSc-ILD BEZXR & U SENSCIS SBRICH I BiElw (185 52:8F T)

SENSCIS SHERICHWV T, SEREYMIESE. 77178, FSREungnd 1 fIICHERLEL
F 7781 BIDEEEREETEFRL, WITNOEEDRSPIERICOE).

SEGHIRIBGE. 772780 16IICHEIRLELUL (HERISRCD(COE).

BEGESE. 77780 1 fIICERLRLZ RRICKIRRL, ALT ENEAEE LRD 10 &8
ZRURUED, IIEE I ISGHERREDIR S PR, FODCEE) .

FIITEHCHBVT, BEBREVCHRSESNHEESR LRE. FHROES 1 8ILSHF T NCIEEER CUI,

28




(1) FFHEeERESE

INBUILD FERICHWNT. FHFAZDEERGFAESEREL T, EYHRTEE1.8% (661/33241) . AHEE0.9%
(361/332 fll) RRURFEEZE 0.3% (1 61 /332 fl) WA T T CHRESINE LI, INSIFTNCIEEGEME
THY, o, FEZORRAZRSGRIFEOETHY, RE5PIENITHERDZHO6HINTHELE LI,
R LROBEREEERZRIREUCEEG. 771784 4]. FSERE246ITHY, 6 FITXTH
‘BE5PIEBICOELEUZ,

BAANEF CHRESNCHEROENN EIEBEICEEVCEEBRIIINCIFEECHY . FBEBEXR
DEEFASERFINCGHREOREN RSP IERICOELFRU,

Omg 182 : Omg 182 ;
FrigsR 5 OFIRH| 76 (100.0) 19 (100.0) 23 (100.0) 3 (100.0)
SR
2d:53 53 (69.7) 15 (78.9) 18 (78.3) 3 (100.0)
hEE 21 (27.6) 2 (10.5) 5 (21.7) 0 (0.0
5E 2 (2.6) 2 (10.5) 0 (0.0 0 (0.0)
T
=[] 66 (86.8) 16 (84.2) 22 (95.7) 2 (66.7)
ROg*2 8 (10.5) 2 (10.5) 1 (4.3) 1 (33.3)
&ERE 0 (0.0 0 (0.0 0 (0.0 0 (0.0
FET 0 (0.0 0 (0.0) 0 (0.0 0 (0.0)
BH 2 (2.6) 1 (5.3) 0 (0.0 0 (0.0)
AR
thik - WERL 38 (50.0) 14 (73.7) 10 (43.5) 3 (100.0)
HERFEDKFEHTRRE 28 (36.8) 3(15.8) 11 (47.8) 0 (0.0
HERZED DI 10 (13.2) 2 (10.5) 2 (8.7) 0 (0.0)
SEERHERLEDIE
EECHBERLRE 4 (5.3) 2 (10.5) 0 (0.0) 0 (0.0)
HEENATEER LR 0 (0.0 0 (0.0 0 (0.0 0 (0.0
AR NERITEER LR 2 (2.6) 1 (5.3) 0 (0.0 0 (0.0
ZOMDERRITERLR 2 (2.6) 1 (5.3) 0 (0.0 0 (0.0

%2 DIFIORRIGREICELTCHS Y. BEBRICOOVTEHHTOERE
HANER | EEHESEIEEER (1199.247 58R) [EERIHlER]

(el
FFER ERELT, ALT ER. AST ER. MAPALP LR, 7v-GT LR, FBRREE. SEULEVME (MedDRARAESE) H'EENET .

29



7. BENUHEICEET 5FR

7.1 ™R BD. BHZOBWERDROSNIGGF. MEBEREDBYMIBZITOILDX. &
B DBEN OIREIRRARICOE T X TO/R. HEBNIFCEDOFHZRETT DL, IBEDFHIE
BRI2%E(E 10 100mg. 1 H2OnSBRT2IEZRFTITDE. BEDREICIHUT 1
@ 150mg. 1TH2ENBEBI2ENTED, BIRSN(FIBET25GFESBITKRSL. &5%

- (FREDREZ+DICEHREIT DL,
= RRBTRY 7. FHERUMHRICISET 338 &4 IRE
8
f -
M 11. BIEM

11.1 EXFEIEA
11.1.1 EEDTH (3.0%)
TRHER D HONDHBEERPHCHRCORTZINED ILFEIRSZTV. AFICLDEE
DHZIRN T DL CNOSDMAERECOHND DS TR I DRIBREED MRIDIBZE
[F FACLDEFzPIEL. BRSIITHEVCE, [7.1 8]
11.2 ZOfthDEIER
BIEEE10% UL TH (56.1%). BD (21.6%). &It (11.0%). &R (10.9%). 1%L
ES5%KME B 1%KE  REINEREX

REBFHRX (11, BIER] K%k




(2) A

1. FRWRR

M IPF B&EZWR & LIz INPULSIS SHERICH 13 B RIRIKR (185 52:BFT)
INPULSIS SERDA TT TBCHNT. ARIDBUEAELT, THIN'53.4% (341 41 /638 fl) [C5HSN
FUlz. BAANEFTIE. 67.1% (5161/76 ) ICBHSNELI.

x T (BER) ORISR
SFER BAAER
KEBIER (%) 2717 #7175

150mg 182 150mg 18220
(n=638) (n=76)

T 341 (53.4) 46 (10.9) 51 (67.1) 5(10.0)
HAER | BREAES IEHER (X2 EDHERT) [HellFsHiER]

SSc-ILD FZEZXMR & UTz SENSCIS HERICH [T B FHEINR (25528 T)
SENSCIS SEHERDA T TEHCHB VT, FEIDBIERELT. THIN 68.4% (197 #1 /288 Bll) [CFRDHSN
FUlce BEANERTIE 76.5% (2651 /34 f) (CBHSNEUIZ,

& TH EIER) ORERIR
BAAEH

TEBIEY (%) F7x7 Z7x7

150mg 1820 150mg 182E
(n=288) (n=34)

T 197 (68.4) 57 (19.8) 26 (76.5) 8 (22.2)
HANER  ERHEEIEHR (1199.2145H88) DRI HEER

PPF B&7ZX{&R & Uz INBUILD SHERICH 13 S FERINR (185 528 T)
INBUILD 5ERDZA T T TEHCH VT, AFIDBIWERLLT. THIN 59.0% (196 51 /332 fll) (CFRH S
Fllco HEAERTIE. 73.1% (3841 /52 1) [CRRHOSNE LI,
& TF BIERA) ORERIR
=R YN=Si

TEBIZER (%) Z2x7 F7x7

150mg 182Mm 150mg 182M
(n=332) (n=52)

T 196 (59.0) 59 (17.8) 38 (73.1) 13(23.2)

HAER  EEEESIERR (1199.2475HK) EERRFHEER]




F 13 &I{ER

2. FHIT0FHA

M IPF BEFZXWHR & U INPULSIS SHERICH 17 B FEIRIFH (185 52:8F T)

INPULSIS 588D A T T CHEWNT. BEERELCTIRNAROSNZEBEDDSS. TROYEREEREN
’RE5FHENS 1 HALRICERSoNEEE 44.0% (175 611 /398 ) . #&=5k06HS 3 HALANICERSD
SNIZREE67.1% (267 #11 /398 6ll) TUIZ, MRIDHIEIFEIRF CORABOPRIEIL 148 HTUI,
BARAEHTIE. YEFERBEIERSHIBENS 1 HBELAICRDSNIEEF 45.6% (266 /57 61). 3518
PARICERDOSNIZEEF 61.4% (3561 /57 fl) TUIE. FRIOVIOFEIRR CORBEOFREIF 102 HT
Uiz

TH (FEER) OYIOFRETOHE (£45%H)

e
O

SNigh - fcBEE
(AFPSY - R4 V—HEB) (%)

7))

i

204 — TSR

Z7x7°150mg 1H2E

o 75

0 30 60 90 120 150 180 210 240 270 300 330 360 390 420
S TROVEREE TOME (5)

SR 423 378 361 353 347 340 329 321 314 304 299 293 287 218 2
F717 638 462 401 345 309 286 255 242 221 199 191 180 169 131

THIA

HAER  EEHESIEHR (Z2EOHERT) EERIHHER]




(2) A

SSc-ILD Z&ZXR & U T SENSCIS SHBRICH 1T 5 HIRMFHA (85528 T)
SENSCIS HBODA 7T THICEWVT. AEBREVTTRNROSNICEEDDE. TROYIERERN
’5EEH'S 2 HELIAICERO SNIEEEF 67.9% CUlc. MRIDYIEFEIRE CORBEDHIRIB(F 55 H
[€ 97/

BARAEFTIE. YEFERRBELERSHBEND 3 HBALRNICERSONIcEEE 75.0% (21 41 /28 f) TUI.
TRIOYILIFEIRE COHBORRIEE 64 HTUE,

TH (BEER) OYVIOFRRTTOHE (24&EH)

ey
ﬁv
4 1
0
s
< Ay
10 D’
gD
8 0 .
— SR
10 - Z7x7°150mg 1H2E
o 154
O T T T T T T T T T T T T T
0O 30 60 90 120 150 180 210 240 270 300 330 360 390 420
ST T™RIOYIEFEIEE COHE (H)

SR 288 239 223 212 207 206 200 196 193 187 182 180 174 34 O
Z717 288 178 134 106 91 79 72 68 60 56 54 53 50 14 O

HNER  BEHEE IR (1199.21458) [AERISTHHER]




F 13 &I{ER

INBUILD i8&(D74 71 T8 T FRIDBIIEFRNUETE2EE 221 fIDS5. MTRIDOYILREIRN RS
wBho 1 HBRLAICERHSNZEREE 51.6% (114 61 /221 #) TUIZ. TRIOYIEFERF CORIE DS
REF114.0HTU,

BARANERDA 7T T8 T FMFIOEBINIERNMNETEZEE 41 flD55. PIERENRSEIENS 1 1B
PIRICEBSHONIBE(F 48.8% (2061 /41 fl) TUIZ. NRIOFMLOIFEIRE COHABOHREIXS59.0HT
Uiz

100
90 +
80
70
60
50 -

Pa
O

I

|
=]

SNEH > f=EHE

40 -

7]

o=
o

RN

30

(AF3V - A V—HEB) (%)

200 s
10 1 Z717 150mg 182D
o FIBYM
O T T T T T T T T T T T T
0 30 60 90 120 150 180 210 240 270 300 330 360 373
TG THRIOYIEFEIRZE TOHIE (H)

IR 331 291 277 264 257 252 245 235 232 227 221 219 216214
F7x7 332 221 184 160 145 135 120 105 101 92 88 86 82 80

HNER  BEHEFEIERER (1199.247 558) [AERISHMHER]




(2) A




F 13 &I{ER

3. &R
M IPF BEE =R & LTz INPULSIS HERIC B3 BEIR (185 52i8% T)
© EEE

INPULSIS SHBRDA T THICHEWNT, BERELTRIRELICBED RN 3.3% (21 611 /638 fl) (C588
SNFELIE,

FIITHCTEEEREVCRDONIITRD 94.5% (376 £l /398 fll) FBRE~PEFEETHY). SED
TR 5.3% (21 #11 /398 #ll) TUIZ. HAAERTIE. INTEE~PFEETHY, SED MHIFERD
SNFEATUIZ,

©
BESREUVTTRINROSNIEREDDS 87.9% (350 £l /398 #ll) (FOEL. BEAEPIETAIIFH!
FBATUL. BAANERTIE. 94.7% (5441 /57 f) iEELFELUI.

© oEEB

BEEREUVTTRINRDONICEEDDIEA T T OXENRFENTTONIZEREF 14.3% (57 4l /
398%l). H{5ZEPIELZEREL7.0% (28 61 /398 fl) TUT,

BAAEHTE. 77T OXKGENRBEENMTONEEF 8.8% (561 /57 Hl). #5ZHIEUCEBRER
3.5% (2%1/57 fl) TUIZ,

© EFLTH

BEBREEBREVCHRESNICMIOREIREIG(E. 7778 0.5% (2 41 /398 fl) THY. 2 BlEH
ABEICEDE UM ETICE S MRIDRSEFHUEFEATLUIL. HAAEHTIE. EEREEBREL
CTHRESNIZMRlESHIEEATUIZ,




(2) A

KR AEEREVLTMIZ 1 DU ERRUCBECSITIEER. HR. SEEE

&R BARANER
REBIEL (%) 7z 77
150mg 1H2E 150mg 182M@
(n=638) (n=76)

TR 1 DFEIRG 398 (100.0) 78 (100.0) 57 (100.0) 9 (100.0)
BEE*2

2355 226 (56.8) 60 (76.9) 48 (84.2) 9 (100.0)

s 150 (37.7) 16 (20.5) 8 (14.0) 0 (0.0)

aE 21 (5.3) 2 (2.6) 0 (0.0) 0 (0.0) %
e o

@& 350 (87.9) 72 (92.3) 54 (94.7) 9 (100.0) i

KREE 43 (10.8) 6 (7.7) 2 (3.5) 0 (0.0)

BB 0(0.0) 0 (0.0) 0 (0.0) 0 (0.0)

Ll 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)

ENE] 5 (1.3) 0 (0.0) 1(1.8) 0 (0.0)
AR

ik - EHERL*3 313 (78.6) 77 (98.7) 50 (87.7) 9 (100.0)

SEREOKGHRHE 57 (14.3) 0 (0.0) 5 (8.8) 0 (0.0

HEEDhIE 28 (7.0) 1(1.3) 2 (3.5) 0 (0.0)
BEEBTHOEE

EEB TR 2(0.5) 1(1.3) 0 (0.0) 0 (0.0)

BSEHIR TR 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
ABD AER TR 2 (0.5) 1(1.3) 0 (0.0) 0 (0.0)

%1 BEEREUTESREE [diarrhoea (TH) | EHESNICER
%2 BAANELT 1 2AH
¥ 3 TN U —BNEHEZEST HAER  ERHES IEHR (R2UDHERNT) HERRHIER]

[FE]

BEERDENIF. MedDRA (Medical Dictionary for Regulatory Activities) ZHWTITL). 2ERIKDFE (SOC:
system organ class) MUEARSE (PT: preferred term) TEETLUTWET . MedDRA [FEBNGI—T 1T VRAT
Tk, ABRSIEIERUCEEEROKESE (verbatim term) ZREBEICI—FT V7 U, RICTEBEEZEARE.
BfisE. BiI7 ) —TERUBEBRIRDREICEEMTET,




F 13 &I{ER

SSc-ILD & ZXR & UT= SENSCIS HERICH 1T BEn)m (#5528 T)

® EkEE

SENSCIS s DA T 7B CHSBREUVCROONIITRIE, BEN 49.5% (108 1 /218 fl) . thk
FENY45.0% (98 411 /218 4ll). EEN5.5% (1241/2184l) TUIZ,

BARAEMTIE. INTCEE~PFECTHY . 8ED MIEEEHONFTEBATUIS

O
BEERELTTRINRDONICEBREDDS 92.7% (202 611 /218 fl) [FLEHEL. #EEIF 0.5% (1 61/
218 fl) [CHONZFLIZ, FETAIFHIFEATUIC, BARAELTIE. 96.4% (27 61 /28 #l) HEEL
FUIc,

O aEEB
BESREVCTTRIZRIEULERED 90.8% (198 #i /218 fI) [&. TRIDFER®RHA T T DIRSZ i)k
O Oy ralt

BAAEHTlE. TRZFEIEUCERED 96.4% (27 1 /28 #l) . TRIOFEIR#©A T T DRSZH;
O Oy ralt

® ERLTH

BEBESTBEREVCRESNICMRIORIREIGF. 7778 0.9% (241/2184l) TUIZ.
BAANEM CIFEEF MlFHRSSNFEATUIS




xR BAEERELTHMZ 1@ EHRUEBEICBIFIZIEEE. TR, 5EEE

(2) A

Omg 182 - Omg 1B .
TRDRES 218 (100.0) 91 (100.0) 28 (100.0) 11 (100.0)
BERELTOTHA 197 (90.4) 57 (62.6) 26 (92.9) 8 (72.7)
SEE
2 108 (49.5) 61 (67.0) 21 (75.0) 10 (90.9)
chER 98 (45.0) 27 (29.7) 7 (25.0) 1(9.1) x
BE 12 (5.5) 3(3.3) 0 (0.0) 0 (0.0) o
&R A
= 202 (92.7) 86 (94.5) 27 (96.4) 11 (100.0)
KO 14 (6.4) 5 (5.5) 1(3.6) 0 (0.0)
B 1(0.5) 0 (0.0) 0 (0.0) 0 (0.0)
REg 1(0.5) 0 (0.0) 0 (0.0) 0 (0.0)
SAREE
thik - L 141 (64.7) 88 (96.7) 20 (71.4) 11 (100.0)
HRREOKGRHE 57 (26.1) 2(22) 7 (25.0) 0 (0.0)
SHBEODIE 20 (9.2) 101.) 1(3.6) 0 (0.0)
EELGTAOES
S TH 2(0.9) 2(2.2) 0 (0.0) 0 (0.0)
AR U TH 2(0.9) 2(2.2) - -

¥ DIFIDORRIGKREIELTHS T, BEBRICOVTBHPOERS

HAER  EREESEMAEHER (1199.21458) DERERISEHHER




F 13 &I{ER

® EkEE

INBUILD HERDA 7T TE TCEEBREUCROSIETHIG. Grade 1 h'66.5% (147 1 /221 H1)).
Grade 2H"23.1% (514117221 4). Grade 3h'10.4% (23%1/221 ) TUI,

BAANEMTIE. Grade 1575.6% (3141/4141). Grade 2h°19.5% (8411/414l). Grade 3h'4.9%
(261741 41) TUI,

O
BEEREVTCTMRINRDONIZEBEDSS. 68.3% (151 /221 #l) F@EL. FETHIFHUEEA
TUlce BARAEMETIE. 61.0% (25461741 61) iEELE U,

O SR8

BEEREVCTTRANROSNIZEE DS54 717 DXGNFHENTONIZEREF 21.3% (47 61/
22140, B5ZPIEUIEEF8.6% (196172214l TUI.

BAAEETE. 27T OXGRRHEMTONIZEREE 17.1% (7 6 /41 f). RSZPIELZERE
%4.9% (2%1/41 §) TUIZ,

® ERLTH

BEBESTBEREVCRESNIC MIOREIREIGIE. 2778 0.9% (241/221 4l) TUI.
BAANEM CIFEEF MlFHRSSNFEATUIS




(2) A

x BATBREULTCTHHZ 1 O ERIBULERBICHITZIEEE. IR, SEEE
Omg 1B Omg 18 6
TRIDFEIRE] 221 (100.0) 79 (100.0) 41 (100.0) 18 (100.0)
BIEFELTOTHI 195 (88.2) 59 (74.7) 38 (92.7) 13 (72.2)
EiEE (CTCAE*T)
Grade 1 147 (66.5) 64 (81.0) 31 (75.6) 17 (94.4)
Grade 2 51 (23.1) 10 (12.7) 8 (19.5) 1 (5.6)
Grade 3 23(10.4) 5(6.3) 2 (4.9) 0 (0.0
L
=] 151 (68.3) 64 (81.0) 25 (61.0) 15 (83.3)
ROoyg*2 70 (31.7) 13 (16.5) 16 (39.0) 2 (11.1)
E3=nd 0 (0.0) 0 (0.0 0 (0.0 0 (0.0
T 0 (0.0) 0 (0.0) 0 (0.0 0 (0.0
Nz 0 (0.0) 2 (2.5) 0 (0.0 1 (5.6)
BERE
thik - RERL 155 (70.1) 75 (94.9) 32 (78.0) 18 (100.0)
HEBREDXGIREE 47 (21.3) 3(3.8) 7 (17.1) 0 (0.0
FHEREDDIE 19 (8.6) 1(1.3) 2 (4.9) 0 (0.0)
EERTROEE
BEERTH 2 (0.9) 0 (0.0 0 (0.0) 0 (0.0)
ABRDUEIR TR 2 (0.9) 0 (0.0 0 (0.0 0 (0.0

%1 TRIOHITEEE  BEBRILEAERE (CTCAE) F4 )
Grade 1: X=X S5AVEHENT<A4 B/ BOBHELEIEN
Grade 2 : X=X 54V EHANT 4-6 @/ HOBHEDEUIEN
Grade 3: R=XTAVEHRT 7B E/HOBHEOHIEMN. {FRZE
Grade 4: &£mEEZNT
Grade 5: 3T
¥ 2 RIBBEIRICHDDESY . RKOED TR 1 HULEHFSNEITRTDEEZSD
HAEER  EREES MAERER (1199.247 58) [RERISETMER)




F 13 &I{ER

(3) i - NEDIL

7. BENUHEICEET 5FR

7.1 ™R BD. BHZOBWERDROSNIGGF. MEBEREDBYMIBZITOILDX. &
B DBEN OIREIRRARICOE T X TO/R. HEBNIFCEDOFHZRETT DL, IBEDFHIE
BRI2%E(E 10 100mg. 1 H2OnSBRT2IEZRFTITDE. BEDREICIHUT 1
@ 150mg. 1TH2ENBEBI2ENTED, BIRSN(FIBET25GFESBITKRSL. &5%

- (FREDREZ+DICEHREIT DL,
= RRBTRY 7. FHERUMHRICISET 338 &4 IRE
8
f -
M 11. BIEM

11.2 ZOfthDEIER
BIEEE10% UL TH (56.1%). BD (21.6%). &It (11.0%). &R (10.9%). 1%L
ES5%KME B 1%KE  REINEREX

KREBFAX [11. BIEA] KU HRE

1. FHIRKR
M IPF BEZ3HR & U INPULSIS SHER IC H 1T B FHIRIKR (85 52:8F T)
o B

INPULSIS EHERDA T T TBICHB VT, FRIDBMEREL T, BOH19.1% (122 41/638 Bll) (CFRH S
FUlco BARANERTIE. 11.8% (961/766l) (CERHONK U,

O gt

INPULSIS SERDA T TEHIHWT. AFDBIWERLLT, BN 7.1% (45 $ /638 fll) ([CERH5NZH
Ufco BARAEETE. 2.6% (261/76 Bl) [CBHESNKLUE.

& =D - EIX BHER) OB

= S| BAAEE
TG (%) 4717 F717
150mg 182ME 150mg 182M@
(n=638) (n=76)
=D 122 (19.1) 19 (4.5) 9(11.8) 0 (0.0)
20t 45 (7.1) 5(1.2) 2(2.6) 0 (0.0)

HAER | EFEEESENERR (Z2UOHGRT) DRERIEHEHE ]




(3) =i - [EIE

SSc-ILD BEZMR E U Tz SENSCIS SHBRIC B 1T D HIIRR (85 52:BF T)
o ED

SENSCIS SHERDA T TEICHWNT, AFIDBMERELT. BDN 24.7% (71 51 /288 Hll) [C53HS5N
FUlc, HARAEMTIE. 14.7% (561/34 6l) [CERHSNEF LI,

O IEmt

SENSCIS sHEBRDA T THICHNT. FEIDEMERELT, BHAY17.7% (51 51 /288 4l) (CERHEN
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INPULSIS SERIC 3513 2BIfER (185 52:8%T)

[WINh DiaER THRIREIS 5% LU LOBIER (£45H) ]

INEENER
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CTDY 122 (19.1) 19 (4.5)
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FFiRER= 10 (13.2) 0 (0.0
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BIEFRIE MedDRA ver.21.1 @ [EAE] (CEDWCEHIELZ
HAER | EEEESEIETER (1199.21458) DRERISEHEER]

SOt - BBk D, o i l




SOt - BFELck D, ot

EERT

INEENER

BEER

=35

=EIER 262 (78.9) 126 (38.1)
TR 196 (59.0) 59 (17.8)
BiD 79 (23.8) 19 (5.7)
&0t 41 (12.3) 7 (2.1)
=4 21 (6.3) 2 (0.6)
LREERRE 18 (5.4) 2 (0.6)
ALT &0 36 (10.8) 8 (2.4)
AST &1 32 (9.6) 6 (1.8)
RERD 31(9.3) 4(1.2)
BARELR 37 (11.1) 10 (3.0)
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MEERBROAEIFZEIR I HOEEEN G 2.
9.1.2 HIMMERRDHBDEE. NRBERIEEZIT>TVLDEE
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9.5 ¥iF
HRNFERLCWVSTIREMD HDLEICF RS UV E. B8 (Svh. DU F) ZRVCAE
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14.1.2 AFFILREN B DD T, BRABRIIC PTP ¥—MhSEWHETKIBETDIE, Feo 7
SEO—aED OFRFFAZTOIENETLL,
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L 140 ERIAEOEE :
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: ) 1 PILEE0—8EDIC 28 W IV (14 ATFRIVAYPTP Y—hX2) ST,

L 14.2 FRIRSEBOER
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- FRICK>TERDNCK D ZRHET D ERICRL TSI,

- FEEDBAY). RHPDEEZEIT 2.

BIFYMREDE> VLY. FIBDRVY. SHtEE (EFX. RY. 2NRE. 5.
FTYVRE). HWW, hTxA VZB<S0Y. 7)L3—)b. KEERH. 43, ARG

BiD - IBILICEIL T, BBICEEINERAVNMIHIETH?

BRIAE 2T DLOITIEBELTLEEW
TEEDIIBRZEERTDRIIC. BEPLPEEDIEEZITO>CLESTWV T4,
- —EBICKEABAREY, BRZRITS, DEICHIS. EEICBND,

- HoTWELIERTEWY) (U DY1—RRE) BT,
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- DoKHUERRBL., BELPTVEIIC, K<KEED,
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- KIREZIZDH D,
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m FEIDERSICIIRBLD - BHNERIEUHBE. XIEBO - BN #ME T 256 BE

1) TWhen treating patients with OFEV® Manage side effects if they arise] Boehringer Ingelheim International GmbH

2) Guy's and St Thomas' NHS Foundation Trust, Diarrhoea
http://www.guysandstthomas.nhs.uk/resources/patient-information/nutrition-and-dietetics/diarrhoea.pdf (202046 H)

3) Nutritionist Resource, Diarrhoea
http://www.nutritionist-resource.org.uk/articles/diarrhoea.html

4) Guy's and St Thomas' NHS Foundation Trust, Nausea and vomiting
http://www.guysandstthomas.nhs.uk/resources/patient-information/nutrition-and-dietetics/nausea-and-vomiting.pdf (202046 AH)
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FEIDESI & ERECAERO N RELEE. ABIHED A SR H ke
A | Ta58E. ERgEESTTaLSICEELT S,

FEDLSBABIETHESC. BEDEEDEEET TS,

- BRIEVEESfeETCTRICBROND Y ZEHEL CTHL,
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B IC SRR RIEEESECT S,
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BREHEDEERI A ORLE

INPULSIS 58 (125 52:BFT) DA T T BT, AEIDBWERELT. BEUIRN 8.5% (54 61 /638 ). 14
BRI 5.6% (36 611 /638 fll) ([CERHONELIZ, SENSCISiER (185 52BFT) DA T T TIE. FEIDRIER
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Ffe. BEBOIRDEETINDT, BERITTRIIRENDIBEZHRNILE T, BAPITVBBZABLIY.
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- J

L 6. FIEARUAE :
DB, BAICBZYFIZIELC 1@ 150mg & 1 B2E. 8- YBEICROKS5TD, BH. BEOREICLIZVTS
P Z7ELT1@m100mg M 1 B2 OHRSNEET .
L 7. BARURECEET BER (k1) :
D 7.0 TAL BO. BHEZEORERNRDSNTIZEE. MEEAREDBBRNBZIT IR, ARIDBBENTIAERIREE
: [CERTZFTOB. HEBNIFTEEDPRIZRTTT B, BROTUIEERTHEE 1 E100mg. 1B20n5H |
BT 2T EERETTDTE, BEDREICHUT 1@ 150mg. 1 B2 ANEBET2TENTED, BIRSXIIEETDIE
: BIFEBICESL, B5REBEOREETHCHRRIDTE, :
L 11 BlfER
L 111 EARENER (R
L1111 BEOTHA (3.0%) :
: TRERD HSNBBEIGE PR PORSIRED IBBAIR S 1TV, FAICKDEEODHERTTTDIE,
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L 11.2 ZOMOBER (ke
RBMOREEE 5B LIE10%KE BIUHE. FEFD :
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N Al PN Z 9 ’
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ST * MR EOMEN S 5N 51
- REIRREDBEN 55 THESEAECORIRD 7 o
e S AR & B AR DR
ST SHUTLREEL,
ZEMEFREFULTVRLE8.,
MM RED S HEE. i - FAIC & BBROER N B
FRERARE T T\ BEE M L E 3RS NBEA
DHESLTIEE,
AR E % & VBRI ICIT 57
&, FSEEBEDRECHND
STEECEEDREEREL
TREE,
FFrsEEE 0Lz O E0 PEERUEEOF SRS
(Child Pugh B. C) D%5®
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LIEREZ BT B E O LWE (&L 5% 3HBR™ICEVTET I 2NEM R OEL R
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Boehringer

FOULAF—HRER FAHLH ||||| Ingelheim
B T B ERE D
\)
So  100mg
I #7t)L 150m ¥ * WCAMIABEZ A RAFL AL #70100mg AT EN150mg
g & ® & B | 22700AMX00693000 | 22700AMX00694000
Ofeve Capsules 100mg-150mg|s # # m 3 £ @ B m 201551
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