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[=7izelus:= i[Oyt
BN HDEETIE ASTFALT
HAERIARECGrade 2T hDN—
254 1550% EDEMA B
DRI 250
BB EECOTFIFIIEDH
AICBI2YEERETIE ASTEL
[FALTHEREE LRD 1 0B £
[FBEBO DRV ILE U ESEE
RO EICEMUIZSE
BikgemE Grade 2055 Grade 1L NCEHE S HF T AE
ERET Do
1 2B ZBR 5KRE#RBGCrade
TUTFETEEULEVEEICE.
AEZEPIET D,
Grade 3 EDBE AEIEPIET D,
PSP uREE Grade 2L EDTEKR Grade 1L NCEHET2F T AE
SERMEDNDBEE (FRIREREET | ZRETD.
AEZZBRS) 128 ZBA dKRELBGCrade
+Grade 3LU_EDFRERIERERES TUTFETEELEVEE(ICE.
-Grade 3Ll EDEMME AHIDHIEZIRETT Do
« 1 BURERRYR
Infusion Grade 2Di5& FEIDBSZEBICHIET D, 16
reaction BLARICEETDHEGICF. 'S
REZS0% R CERMIT D,
Grade B LDBANBIERMED | AFIEESCHIEL. BESUEL,
Grade 2D%B&
FEELISD ‘Grade 4X(FEEEDGrade 30D | UTDHEZRE ABIZHIET D,
BIER BIER BHRN(FEEEDHEIRIF
-Grade LI EDDEK. WX F5> | UV (B BEXFEAEDRE
JN\U—fE1REE [E3rdEpN RS T DA 1
BHERDONBELCORIBEENRIL | HICHBLTGrade 4DMMAFMEN
EVEETIURZVOMRETI0me/ | RRULBEE. Grade 1LUTIC
HAEMELTFHETI2BHLURICHE | OEIDETARZRET D,
TERFVRE
1 BB ZBA HNEHBCrade 1T
FCEELEIWVEE

Gradel&NCI-CTCAE(Common Terminology Criteria for Adverse Events)v4.0lC#UD.

8. ERUEANER

8.1 FAHIDTHIDEMLERICKDBEDRERINCER T DEEX SNDFATFRBRDHEED
HEDNBIEN DD BEZTDICITV BEDROSNCBEICF BEDRERINC LD
BlERDFRRZERBL. BUEERZHZIT I L. BEDRERIGICLDENERNFEDNSD

Salcld BIERENILEVAIDRSEFZERT DT L. Fo ARURSHK T RICERSEIER
HH5ONDIENHDD T ARRSKE T ROBERZETHIATITE.

8.2 HEMMERNHODNDIENHDDT. FIHIER (RN IFIRE . ZME) DR MU
FEXEIREDRIEE . FRZ T D(ATITE Ko BBICINUTHECT. IMEY—H—FD
BREZEERFBIDCE[1.2.9.1.2.11.1.188]

8.3 FRIREEES. TEARERSNUBIBERERSENHSDNDI NG DD T N wkEE
IR (TSH. BEBET 3 BB T4, ACTH. M J)LF YV —ILEDRIE) ZEHRIATI L Fen
HE(IHUCESRESFDREOERI DL [11.1.7-11.1.954]

8.4 BUEATK. FFAE. FFEERESE. IR BILMBERNSSNND LN HDDT. FHEEERE
ZETERR (7 F 2 F 2D EOH IR SHFEEE) (ST BEDREZ T DICHEI D L.
[11.1.688]

8.5 1ZUERFNGSONDENHDD T, 8. B\ IBHEDAERDFEIR PMAEBED_EF(C
THERTDTE[11.1.1088]

8.6 BEENGOSDNDIEN DD T. BHRAREZEMNIATV. BEDREZTDICHEITD
CE11.1.0188]

8.7 iR BHEREHEN HS5ONDTENHDD T, HiE T BiAFE. CK LR MR URF
SFU0OEY EREDHRZETDICATICE[11.1.138HK]

8.8 BIEFEIENHSNNDIENG DD T, FHIE T BRER T 2. IFIRE . B N EEE0HE
ZT AT L [11.1.14848)]

8.9 DHIRHHESDLNDIENHDHDT. I9F. CK LR DBRESEDHEZ +(CIT5T L,
[11.1.16588]

8.10 BIESEREDEEFREENHS5NDNDIENHDHD T IROER DA EETEHHICHEER

TBHTEF RDEBNROSNHBE(CIF RPN CEREEERZ I DL OBEZEL
TBHTE[11.1.1985]

9. HEDERZR I HBEICEHITER

9.1 GHHE-BIEEEDS D EE
9.1.1 HERBERBDEH G EMNELEBREDECRERBDOEEEDSH D EE
REREDRIFANFERYIERIDHTNNGD.
9.1.2 MENMEREDSHDEEXGZDOREEDSIEE
BEUEMESNRREX BRI OHTNNDD.[1.2.82.11.1. 18]
9.1.3 B HEE GEMFHERBEREZS0) 05 58E
FEIDRSICLDOBRENER N T DIBERIDSUSBHE B ERDFER I DB ENNHD.
9.1.4 ERDBRRR GBI ZH I 2BE
BRERIET DBTNDDD. [11.1.2158]
9.4 LIEREE R T E
RS DARRM DS DI MEICIF AAPRSHRUREIR SR ANBBICEV TR T DN
ROEVISBHBAIC DN TEREIT DT &, [9.558]
9.5 17
IR ISHIRL TV DT R DS DL MICE BB EOBMMN BRI Z LE DS
NBBAEICDIHHRET DL,
FAZAVCEBRESHFRBRIERBSNTOVEN FIRYDZICHPD-1 HifkXIdH7
PO-L 1A ZIR 5T DL REEDENT D EDRESINTVDTEN S IHIRPD I
W DERDESF BRIRICHU CHSEHEZERIF I IREMENHD. Fe. ENgCIFBHENS
BRIRABITI DT ENHISN TV, [9.458]
9.6 &Am
AR EOEBUEROBAREDE B ZERBU.RALDORGE ISR IEZREF T DL AFID
ENSHFNDEATICET DT —F [FEVDN ENEGIFRIAARICETI DI ENHSN TS,

9.7 INRZ
INREZEWRE U HRREBRIFEREL TULIEL,
9.8 &

BEDREZ T DICRRUSHSESEICIR ST DL —RICEEHKEEMETLTVD,

ROBHERADSSHONEIEN G DD T, HEZ+DTITV BENROSNIB AL RS Z
RIS RHE BB ETIC .
11.1 EXIEIER
*%11.1.7 BEMEMZEE (3.8%)
[1.2.8.2.9.1.28/]
*%11.1.2 KBBR(2.2%) . MBR (0.1%) . BEEDTHI(2.6%)
BRDSETL. A LDRICEDFINESNTVD, [T 2 T i8R, MEZOER
HROSNZ AT AFIDEFSHIEEDBEFNBEITIE,
.1.3 RSB R IESERIRAE (Toxic Epidermal Necrolysis : TEN) (0.1%k) . BZi§
HEIRARAEIRE¥ (Stevens-JohnsonfEIREF) (0. 19%Fi) « BRAAIHE(0.2%)
1.4 8K (0.1%)
KB, UBAEDRDONIBEICF. HERESERT D E.
*%11.1.5 MHEES
K= 1—0)F—(5.7%) . F5>-) \U—EIREE (0. 1 %K) SDMHREENH 5D
N5 EN DD,
#%11.1.6 BIERFR. FFA2. FFHSEERRE. FFX. L IERRER
BIFERT X (BEEAER) FFA2(0.1%kKim) . AST.ALT.y-GTP. AI-P. EUJLE >ED
L EEESETREEREE (17.6%)  FFX(1.1%) FEEHBER (0.1%F:E) i ST
BTENDD. [8.48H]
s 11.1.7 FIRIRISEERR S
ERRERHEBEIE TAE (14.2%) . BRRBRIEAETTESE (5.6%)  BRERA (1.1 %) FDFIR
IRIEREREE N OOND T ENGDD. [8.35]
.1.8 TEFHEEES
TEEK(0.5%) . FEEEEE TE (0.2%) 50D FEFREBENGSONDTE
h&%d. [8.358]
1.9 BIBikaERE
BIEHEER2(1.1%) FDRIBHEARENDOONEEN DD, [8.358]
11.1.10 18Y%ERR
1 BU¥ERR IR (BIE 1 BUBRBZE S ) (0.3%) SO ABRKE T 7P VYR—I (T
EHBZTNNGD. 1 BRERFENEONBEICIE . AF DR SZFIEL A VAUV
HE DRSS EDBEFNBETIE, [B.HSR]
11.1.11 BES
BA2(1.7%). RASRIEMBR (0.2%) . RIRFBE R (0.1%FKiE) EOBREEHN
HODNDENHD, [8.68H]
*11.1.12 BER(0.4%) . BH D EER=R (0.1 %F )
11.1.13 8K (0.3%) . AEHERRLARAE (0. 1 %)
[8.78H]

11.1.14 SFEHEHE (0.1%)
BEHENEICELDIU—BDIHRRICERRSHETT DT ENDDD T, FIR
REDBILICHERT DT E, [B.BSR]

.15 DEE%(0.2%)
[8.988]
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11.1.16 Buisk. BERRA . EBER
B (0.1 %) . BEEEK (0.1 %) . B 88K (0.1 %K) i 5HNDTEDH D, Fle.
SRER(CEDER (BERH) AFMREERANTINS LES BETR) BIRE

14. @M EDFR

TNTVD,
11.1.17 ERTMKRES

SR I/ R AMAESRBER (0. 1%) AR (0.1%:R78)  FRFERES (0. 1 %K) .

FREBNINE EEBR) FOERLMABEENHSDNDIEN G D,

11.1.18 EEDEBERX(0.1%)
RERINCERTDEEZISNDEEDBERNGSDNDIENH D REDERDHS

NIcBEICIF BIBRERILEVAIDR SEDEEILEZTI L.

11.1.19 ZESMEK(0.2%)

[8.10&]

11.1.20 MIREREREE SBEAH)

11.1.21 ##% (0.1 %)
[9.1.42H]

*%11.1.22 Infusion reaction(3.4%)

TFI4S5FI—=EEInfusion reactionBERHOSNIZIBAECIE AFIDZR ShIEZE

DESILEZTIEEBICERN ORI DF CEEDREZ THICHRRT DI L.

11.2 Z0ftiDEIERA

14.1 ZRIAREOER
14.1.1 A7)V ERBUEN &
14.1.2 )\ 7)VZERICRL. SBRFICREF T DB AICFEL T, 25T T T4RBAIC
fEATDHIE, [20.281]
14.1.3 BRENC M FRYELZEROFRZERICKDERT DL MU TFHRHONDIEE
CENA TN EEET D Lo
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RO I ITEANL RICBREZ 1 ~10mg/mLET Do rUl/ \wI Z D o< D ER
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