LS — FRIEEHEAR 100 (25
EXERYRVEEEHESE

Hil=FREKRAZ



(Al #f4=( 2)

VI — FRWEEER 100 (%5
EEMLY X7 EHFHEE RMP) O#E

HR5E4 L 27— ResifErEH 100 B %a A7V F~T7 Gllafz)
MiEIREEE H ) = ZE SR s+t bS] 87239
#=HEA B BR4F9H 2H
1.1. ZEWREIEE
[BEERBEEINZY X 7] [EEREENY X 7] [EERARE#H]
BEEREYYE (IR, =a—F A7 | R A=A
7 AMige, WuingE, B0 RLERYYE 2 &
Tp)
A% BpezesE, A% (7 u— 9K,
IBERIAN—F = v bIF)
RV O NRIZRTDET 7 T I
K9~ 2 S YL 6 51
S 7 1 i B
Pt dsDNA FUED Ptk 2 £ 5 L —
7 ARRIEAERE
LB A
JIFAA RE b
H 72 infusion reaction
F'Eﬁ %fl‘ftﬂm%
R A A A
B T2 0 S AL
PUkEEA
1.2. AMEICEET HRETEE
B Aot B5ER, A, R ~—F = v hFH)

| BRI E S REMER D 72 D DIEE)

| EFRICESL Y R 7 B/IMED T2 DIEE)

2. EIZ VG E OME

4. YV 27 B/MEE B OBE

B DB Z SV B
BN B K s & SR B

BEDY A7 B/IMLIES

BMDY R 7 F/AMETiES

FrE AR A (AR, iR, AR —F = » b
I3 DRI B4 % i)

= PRUE S8 1) A D Rk & $ 4t

AT EM OB & FE L

3 A RMEIZ B S 5 R - RBR O FHE O E

FrE i AR A (AR, iR, mERIA_—F = » b
Il DRI BI4 % i A)

ZHEHONBIZRMP ORI TIMER T SV,

i IE 2 B9 2 WA AT O 32 70 {5 defit




(Chll#f4x=C 1)

EEM R EEFEE

mEOHE
AREAH 200241 A 17 H EMHHE 87239
BELTHRE R ARES 21400AMY 00013000
ER L 1998 4£ 8 A 24 A
R4 L X — Re R RHEA 100
E il %) A7V F~T (BEETHEZ)

AL TR LT YRS GG Z) 100mg & 54
o SRS R B A

RZERUVRAE

<PV v~F>

Wi, A7 VX~ (B Efz) & LT, KE kg Y7z
¥ 3mg Z 1 oG8 Uity 2, wlElb%, 28, 618
I E L, Dtk S EROMBR TR G 2179 2 &, 728, 6 HOEL
Dtk BWRARA3 IR BB L= HE10iE, 5RO &E
BEMBOEMENTRETH D, 26 OFEEOR B 5
DOFIHEILEEBERICAT 9 1 BIORE 1kg Y720 O HE&D EIRIT,
8 WRHIDOMIFTHIIT 10mg, HMWEL M L7-5A Chiud
omg &35, Fo. REORGHEEIL 4 BHE LT 5, AFIX. A
N R UFH— MNUFNZ L DEBEICPFH L THWS Z &,
<AR—F = v MEIZ K DEARPEREIRS & 5 PR >

W, A7V Xv~7 GEEFHfZ) & LT, (KE kg ¥
720 Smg & 1 O &L LAHENET 5, #lEEG%, 28,
6 Bz G- L, Ltk S M ORIR TR G175 Z &,
< B fiE >

W, A7 )Xo~T (BIEFHZ) & LT, KE kg %7
¥ Smg & 1 BlOF L& E UiiEEEd 5, lEEG%, 28, 618
IZH G- L, Dk S M ORIR TG 2179 2 &, ol 6 DL
DIt BhARARA0 TR W LT GE1TiE, &5 EOHEES
G MEOERENRETH D, T 5 OFEEORECK G
DFLMEI T L ORI U TERERICAT 5, 1 [BIDORE 1kg M7z
D ofeh-EO FRIE, 8 MO ThiuiX 10mg, &5 M4 5




fis L7 A ThiiX omg &35, £, HEOEGMFREIZ 4 HH
LT 5,
<BREMEFHES >

W, A7 VFv~7 BIETHEEZ) & LT, (KE kg 4
720 5Smg & 1 BlOFE &L UafliiET 5, PlEkG%, 20, 6
BIZEEE L, Lt 6~8 oM THG21T9 2 &,
<JHFERANR—F = v Mi, RS —F = v M, EH—F <
> >

WH, A7 V% ~7 GRETH#EZ) & LT, {KE kg 4
720 Smg & 1 [BloEhEE UAfEiHET 2, PIEEG#%, 208, 6
EIZEE L, D% 8 OB TG %2175 2 &, 2. 6 HOE
B, ShRA 5 AT AR5 LI 5A 1, (KE kg 47z
D 10mg & 1 [FIOHFEEEL T2 LR TE 5,
<53 D 1 >

WE, A7V Xo~7 GEEFEfEz) & LT, (KE kg 4
72V Smg & HELEEFHET 5.
<7 ua— >

WE, A7V Xo~7 GEEHEfLZ) & LT, (KE lkg ¥
720 Smg & 1 MO EE LAHENET 5, #lEEE#%, 208,
6 MICHEG L, Utk S HEOMRTH&R G 2179 2 &, 12k, 6 D
5L, ENWE LI-HEIE, #E5EOME X T&E5RE
DFMENARETH D, HEELHET 25A1X, KE kg 4720
10mg % 1 HOFGELTHZENTE S, BE5MREEEHET 55
AL, KE1kg 4720 Smg & 1 [HoFKG5ELE L, &KE 4 BEO
Mg CHREG4+25ZENTE D,
<IEIGE KIS >

WE, A7V Xo~7 GEEHEfEZ) & LT, (KE lkg Y
720 Smg & 1 [mloEh &L UafeHET 5, FalE5%, 208,
6 WIZHG- L, L% s MEORIR TR EEITH 2 &,

BB, AKFEERFZIZ 123270 U TORA LTI T 4 VE—%
AW A T4 T g N A =B L TRETHZ L,

HEER TR

BEFAIRIR CONRA 43 72 TRiE AR

BRI Y v~F (BEioEENEIEO L Z &)

N—F = v MFIZ LD EEE MRS E O Rk

S PERCEE, BAHTEMERCRE. IR IEoRE, RoRRNERLEIE . SRIEMET
HEZR

BN —F = v M, AR —F = v ME, ENS—F =
VAN

IR D 2 1A
WDONTNNDIRIEE T 7 10— L IF OIRIE R OERIERE (BEFR
FECRAT G EITIRD)

HAERE 7 D B OTR BN & 5 B

SMEAE AT LI

HREESE D & EE DIEIBIERIGR DOIRE (BEFIRE CORAR 0708
BIZRD)




L U A 7 SRR 2 HE O b ST 5 T L,

o

7 a—
ARAEHH 1200241 A 17 H
2007% 11 A 13 B (17 va— 95 0#EEE] O%)
%ﬁ%men L'f’f‘é—iﬂwﬁgﬂvu
2011 FEYAI1TH (Zu— Kol HEOER
(\ZHR D — A 7KER)
FEERAT IR - 2002451 H 17 H~20124-1 A 16 H
[V a— IR ORI OFHE « R OBEMEOHE - HED
EHEOFFEEMMIIEAMBENEE SN,
KA HE 1201795 A 18 H (Zu— WO MiE - HEDER
(2R 2D — 28 TR
B U o~ F
ARFREHH 1200347 H 17 H
FEAAM : 2003 4£7 A 17 H~2009 4£5 A 16 H
AFFEAH 120007 H7H BV v~TFoOME - HEOERE
\—'f‘f\égigwﬁﬁmu
FEAIAM : 200047 A4 7 H~2013 47 H 6 H
NR—F = v MEIZ K D ERERIRS L 5 Bk
KA H 12007451 H 26 H
FEAMM : 2007 4E 1 A 26 H~201741 A 25 H
HfiE (SR VERCEE, BAENEVERCEE, NRYEVERCEE, WOEEMERLECE)
AFAEHH 1201041 H 20 H
AR - 2001041 A 20 H~2014 41 A 19 H
AGREAH 12016 -5 H 13 H (O ML - HEOERIED
—%B%E%wu)
R ELME R HESR
HKERAEHAH :20104£4 A 16 H
AR - 20104F 4 H 16 H~20204-4 H 15 H
TEIEE KRR
AREHH 201046 H 18 A
PRI - 20104F 6 H 18 H~201241 H 16 H
HREAEHMIT 7 o — U RipEOREIMENEE S,
BFE AR —F = M, HREAS—F = v M, MEHS—F = >
k95
AKPAEAH 1201548 H24 H
FISEATHIM - 2015458 H 24 H~202548 H 23 H
R D 72 1)
KAEAH (2015412 H 21 H
PSR - 2015 42 12 H 21 H~20254-12 A 20 H

EEDERE

FIEHEH A 2021 43 H 12 A




ZE TN OB EE

1. BEERRBESR BREMEFHERICRIT S 8 MR G-H 024tk OB,

2. RpEfARETE GREMEFHEROSFIRE) (BT 25EE OB, (EREEH)
3. BERTEMONET. (BMER)

ZEHHE

1. WRBOMEMEMER I T 2 8 MW MR 5-RF D EIE S BLIR UL A R E 5 FH BoE R
r GREMETHEROSFFHE) CHEEE LR, 6 BRIME AR Z &S LT-4EH L 8
T IR TAK Z 15 L2 EFIC B WO TRIEHRBBRBI G TR E REN 2o T 2 MR
e S, MIRZICBWTHo R ERR S Lz,

2. FREMEHAGRERA (REEFHERORGIFHA) & T Lz,

3. BERTEM (Fa—1F - BEEREK - B8 v~F - BMEMEEHER - ) &
AT BREEOFEARE, BEROEE, thomEsEEEMICE DR RHEEEH O D
DRI




1. BEERIVRVEEFEHOHPE
1.1 TEUKRETEIE

BEEGRESNEURY

EEGREE WX, —1—FEYRAT s A%, BMmE BHMRBREEZET)

BELEBEEINZY A7 L UZER
- ENEEARRER*CIE, KRR NEE T W EE R RYYEN 3.6% (40/1096 1)
IZERD BTz,
s ENTIRZICBWN T, KEBBEAGE CERWEERBRYWENRE SN TEBY, ik
JFMMFETCNZE - T IEHIZRD H LTz,
Y U~F, Ju—¥H, X—F v MRIZEDEAEREBLS E D BRK, o, SREMEHER, 1BBERE
RK, BERS—F = v M, RN —F = v MR OMERMR—F = v MF, JIIEFRZ5E U ENERER
ARER109661 (LLT [E PG R Rk & Fodk)

=3 i 2 MRS B O N e OV ORI

[H%]

Ol OERS L MRS

© BNOERK S ZEVEERTES & LTI 2 %9 5.

L FEERH R A
1) ER, R, MEEAS—F =y M (RGBT 2 3H4)

[E4RE )
BOEIRTE R DIBGIEDFEIVIRYL, BIEREAZ R 572,

U A7 e/ MEIRBI DN K O DFERIREEH
[NE]
C BEOV AT FMEIEENE LT, USHSCEO S THYE - HEICBEE T 56 H
FoEE), Hr), MEERS), TEXZEIER OmEICEER, #5HE P &R,
WSy H s TG D VE R DN CEREL LSe35 .
c BV AT H/METEEIE LT, LR EFETS.
1. [EEGEEE T EM OIER & 1t
2. BT EM O & 2L
3. i EAE B9 2 AT O fESE 7o AR it

[EREEH ]
JEIE DFEBURDLUT BT 2T HOW T, EFREMRE IR L, EEMERICET 5
PR e 7.

BEREEINEY 27 L LR
E N EEARRER T, REBRAE T TE 2V 0.2% (2/1096 #1]) (12388 B

7.
EANTIRZIZBWT, [REBEGENPEE CTE 2WERE (MMNEE 2 &) NG S
nNTN5D.

[ 3K L e M RTEE O NE M ONF OEINFEA -

[N%]

Ol OERK L VRS
- IBNOERE S ZEVEERTEB & L TN 2 FE T 5.
1. FFEEH iR A




1) BER, R, MEEAS—F =y M (REIEHIZBIT 2 3H4)
(e P ]
BUEIRTE R OREOFIRDL, BHERFEMZ LR 5729,

U 27 f/MEIEB DONE S O OIRELH
[H%]
CEHEOU A7 FAMEIEENE LT, IRISCEO g, g, MESERE ), THXE
IREEAREER ), TERZRENWEM ] OISR, 5HHE P LS ERIEHRFO
EREICOWCREH LIEERES 5.
< BV 27 BMETEENE LT, BIF 2% 5.
L. ERRGEFH T EM OVERK & f2it
2. B EM OIERL & et
3. EIERE RS9 2 WIART O I 72 1 e it

[Ee4RE ]
FEREOFEBURDUCET 2B HMIC oW T, EREGRE S Rt U, WM B+ 5B
fif 2 e 728,

BB BUE

FENERARRRER T, KRBERAEE T X 2 W ERMEREE 0.4% (4/1096 )

IZRRO BTz,

ENHIRZICBW T, REBERAEGE TE RV ERMBBIENRE ST 5.
1 ~14 BRICTEE LT 6B OV RIS % RE 5 BIERH R OV UGG & LTz, £72, TABRR S E I
L0 BRMEREE (ERERISE ST &8 SN HRIC W TIEEE S (B85 1~14 A%) 1<

b o HY L.
[t 2 A B TR B D NS e OV D RBE
(kS

Ol OERS L MRS
c BNOERK S ZEVEERTES & LT 2% 5.
L. FEEMH R iR
1) ER, R, MEEAS—F =y ME (R TIZET 2 FH4)
e P ]
BGEIRTE TR OIEFEVERBUE DR, B2 8RS 5720

U A7 fe/MEIRBI DN K O DFERIREEH
[NAE]
c BEOY AT RMEIEEIE LT, IRASCEO T8 NEE#R S, TEERILARN
HE), TERAREIER) OBEIZE G, &5HIFT R OY % ESIEBIROEEIZD
WCRCH LI B 5.
- BV AT H/METEEIE LT, LR EFE-T 5.
1. EREEFE T EM OVER & ik
2. BT EM O & 2L
3. EAE B9 2 AT O R SE 7 AR it

[EREELH]
FEFEMERBBOE OFEBLR DU BT D HEHRICOWT, EREMRHF IR L, #IEfEHIC
B4 D BRAR A g 72 .




EELMRES

EEAES NI A2 L LT8R
B R SUBR THERD BN 72 b D0, ERHRERICHNT, EEERSE
ECXAVEBRILMERED, MMDRDY, [mEkED, Bk, R E R
SEGERE, MR PESEBER AN Sh T B,

P2 36 i 2 PR B UGB O N e OV ORIRPR A
(M7
Ol OBERK L VRS
© BNOERK S ZEVEERTES & LTI 2 %9 5.
L. Ry R o et o £
D R, s, mEAS—F =y ME (REERICE T 2 34)
[E4REE )
BUEIRTE% O HE kR E O IV, BEMREM 289 5720,

U 27 F/MEIEBI O L OV ORIRELH
[N%]
- WEOY AT FMEIEEIE LT, IRMESCEO MEEE S, TERRRIERH] OHEIC
BEERT, BEHIE R OCY S EL B OEEICOWTEHHE LS+ 5.
< BNV A7 B/METEEIE LT, LR EFE-T S.
1. [EEGEEE T EM OIER & it
2. BT EM O & 2L
3. EAE B9 2 MR O R SE 7o R it

[EREELH]
HRE 72 MIRFE E OFBLRBUZ BT D MIC DN T, ERBRE S IR L, #IEEH
(ZRET D ER A e .

1 dsDNA HUAD S Z 4 5 )L — T RERERE

BELBEEINZY A7 L LR
- ENEERREBR CRERBRA G E TEX RV VL — 7 ZABEEEEEED 0.1% (1/1096 ) 12

R BT,
EINTIRZ BN T, REBERNGE TE RV — 7 ZARIEEREN RS ST
5.

[ 3 S 22 M EE IR BN O IN S e OV OEIRFH

[N%]

Ol OBERK L VRS
+ IBNOERE S ZEVEERTEB & L TN 2 FE T 5.
L. FEEMH R A
D IR, Rl MAERASN—F =y ME (RIS 2 3H4)

(e ]

BT OBT dsDNA Bk OBIEIL & 5 L — 7 ARERREO RBRIL, BIfE3E
LS 10 RAY 9

U %2 B METRB DN B O O BEHRERR -

[149%]

s EHEOU A7 FAMEIEENE LT, MY SCEO TEEREARNIER ], TERZENEM]
DIENZ G- 1 S NS 3% R I B DI RN SV TRtk LIEEMEE 9 5.
COBEMD Y A7 gMETEEN E LT, LM 2SR 5.




1. [EEGEEE T EM OIER & Tt

2. BEWTEM OER & 21

3. T EAE B9 2 MR O R SE 7o AR it
(4R ]

PL dsDNA HFUEDBEIEAL & £ 5 /V— 7 ARRIEGERE O R BRI BT D iFHIC OV T,
PEREBIRE S iR AE L, @B BT DR AR T 7 0.

i des B

BEDBEINZD A7 L LR
[ PN g R 3B C R SR BRI E T & AW B ER & L CIB M S e I i e 22 56
R=2—m"F—7230.1% (1/1096 #) (258D HivT-.
ENTIRZIZEBNT, KEBRENSGE TERWBEEENRE SN TN D.

=3 i 2 PR S B O N K OV ORI
[M%]
B OER L MRS
c BNOERK S ZEVEERTES & LTI 2% 5.
L. Ry 7 o et i £
D) ER, R, MEEAS—F =y M (RGBT 2 3H4)
(GES7N e
BUEIRTER O BBER B OFEENRN, BEHFEMZ TR T 5720,

U A7 fc/MEIRB DN B O DR EH
[MN#]
- EBEOV AT ERMEIEENE LT, WSASCGEO S [4#g, MEE#KES ), [EE
PRIEARMER), TEXZRIER ] OB G, BHHIR&E M ERRBLRED
HEEIZ OV TR LIEEWRE T 5.
< BMO Y AY FMEIEENE LT, LT EET 5.
1. BERWEHEF BT EM OER & 2t
2. BEWMTEM OMER & 2t
3. IR B9 DM ART O eI e Wit
[EEREE ]
i B R O FEFLRILIC BT 2 E BRI OV T, ERBMRE S ICRAE L, e Ic
% IR RS 7.

Frigeess

BHERREEINTZY A7 & LA -
(= NG R A BR CIR R B S S E T & R W EE A AT RERE = & U CATHERE R A
0.1% (1/1096 f51]) 27 HALT=.
ENTIRZIZIBN T, KREBRNEE T RWIFEREREN RS ST 5.

I ML MBS BI O N K OV OFEIREEH -
(M7
SGCAPIVSE ST ee Y i TR E: 1)
BN i 22 EVEREARTE ) & L TN 2 FE T 5.
L. Ry RE o et o £
1 IBER, s, RS —F oy MR (EHME IR SR A
[EREEH ]
BUEIRTE1% O TR RERE T O FEBUIRTL, BIVEHREM 2 8 5 729,




U A7 fe/MEIRBI DN K O DFEIREEH
[NAE]
BHEOV A7 FMEEE & LT, IRMSCEO TERZEWER ) omEIcEk 5 M+
KOS RO EICHOWTRdE L g4 5.
BV 27 fMeiEEh s LT, LR &E%EET 5.
1. EROCEE T EM OIER & R
2. BT EM OIERL & Ak
3. EAE B9 2 AT O fESE 7o AR it
GES/NEZNEED)
FFRERERE 2 O S BLRIIZ B3 A B HIC W C, EREMERE I c 24t U, 8 E IR
T 5B AT T2 0.

1

infusion reaction

HERRESINZY A7 & L-8H
[E NG IR a5 CIR R BIR 235 E C & 72 W EE 72 infusion reaction 73 0.3% (3/1096
f{il) 1ZERD BTz,
EINTIRZIZENT, KRBBRAEE TE 2V EE 72 infusion reaction 23# 7 X

nTN5.
= 3K S M B ARTE B O N o OVE D IRPE
(M7

1 O H 22 MR AT B
BINOERSZEEEAIEE & L CUL T2 E T 5.
1. R R A
1) PR, MR MEMAN—F = MF (EE IR 5 3HE)
[EEREE ]
fE IR e % O B HE 72 infusion reaction DIEBURNL, RHWEHZEMA R T H729.

U A7 fc/MEIRB DN B O DR ELH
[NAE]
c GBFEOU AT HE/METEBIE LT, IRASCE Mg TEEFIORMER ), THEX
7RRIMER ) OBEIZE G-, BRI & OV E SR B ORI OV CRidk LiE
EME T 5.
« BV AT H/METEEIE LT, LT EFE-TS.
1. ERUEHEF T EM OMER & Rt
2. BEMITEM O & 1Rt
3. EAE B9 2 MR O fESE 7o AR it
[N ]
H 7 infusion reaction OFEELRPUCES T HIEHRICHOWT, EFBMRESEICIRILL,
W E R B3 D ER AR 7.

i B 14 i 2

BHERREEINTZY A7 & LA -
] PN il PR 3R C IR BEER 35 E C & 72 W VR MR & U C, M MEMIZE DS 0.5%
(5/1096 f5), 7 LV —PERIBRA DY 0.1% (1/1096 ) 1ZRE8D Hiviz
EINTIRZICEBN T, KRN EE TE RWBEMEMR S HRE STV D,

= S 22 PR BETEB O N S OV ORI
[M%]




Ol OER L MRS
c BNOERK S ZEVEERTES & LTI 2 3T 5.
1. FEEMEH R A
1) BER, R, mEEA—F =y M (R 2 FH4)
(e B ]
BOEIRTE R OB VENZR OFEBLRDL, BITEHREM 2R 5720,

U A7 fe/MEIRBI DN K O DFERIREEH
[M#]
< EEOV AT RE/MEIEEIE LT, IRASCED MEE#R S ), THEERERNER],
TERENWER] OBICE A, # 5K Y FLREBIRFOEEIZ OV TR
HHUEERET 5.
- BMOY AT FMEIEENE LT, LT EERT 5.
1. EEEFEH T EM OIER & f2 it
2. BEWMTEM OMER L& 2t
3. IR B9 DA RT O MeSE e Wit
[ERFEE]
R PERT 28 DR BUR I BT B I OV T, EREBIMRE S Rt U, B E i Iz pY
T HIRENET -0,

TR R AR E

BEDBEINZD A7 L LR
ENEERRER TIIERO b Nehr->7- b 00, ENTREICBWT, KEREN
HE TE RO AE PSS STV 5.

23 i 2 PR B S B O N L OV ORI
(M7

T O b 2 VR LS B

IBINOE K 2 EVEEARTESE & LTI 2 %9 5.

L. Ry R o et o £

1) ER, R, MEEAS—F =y M (REIETIZBIT 2 FH4)
e P ]
BUEIRTE% DR ARIE DR HRDL, BRI 2R 5729,

U A7 fe/MEIRBI DN K O OFEIREEH
[NAE]
< EBEOV AT HRMEIEENE LT, IRMSCEO TERRREWER ] oI55+ &
DY SR B O E IOV TR LI ERE 1 5.
c BV AT H/METEEIE LT, LR EFETS.
1. EREEFEE T EM OVER & ik
2. BT EM OVERL & Ak
3. EAE B9 2 MR O #iESE 7o AR it

[EREEH ]
RERUT RIE O S BLR DU B 2 I DWW T, BERBIRE S ICIREE L, MIE# A
B4 DB A e d 72D,

B RUFF X DEFEMEIE

| EsimE sy A2 & LB

10




EWNEEARRER TIEERD TV, EWNMIRZICE W TH TNF 84 2 &5 S
7= BRIFR T ANV AFX % U7 OBE IR ERGSE (HBs SRR, 23D HBc fuik
F 7213 HBs HUiKBGME) 128 W T, BRIFR T A NV AOFIEMALAHE STV 5.

I ML MBS BI ONE K O OFEIREEH -

[H%]

Ol OERS L MRS

+ IBNOERE S ZEVEERTEB & L TN 2 FE T 5.

L. FEEMH R iR
1) ER, R, MEEAS—F =y ME (R TIZET 2 FH4)

[EREEH ]

FLEARGE% O B TR OFHEMEAL O FEBURDLOGEM &2 R § 5720,

U A7 fe/MEIRBI DN K O DFERIREEH
[NAE]
c GEFEOU AT H/METEEN E LT, IRASCEO THEEZREARMEE ] OEIC B BAFR
A NAF Y VT OBREIEGT HHAOEZRFHEICOW CRl# LIEEEL 5.
c BV AT H/METEEIE LT, LR EFETS.
1. ERUEHEF BT EM OMER & Rt
2. IR BT 2 AR O ffe I 70 1 AR Ak
[EIRNFE ]
B A& O BIEHAL OFBLR U BT 2 1EHICOW T, ERBEREFICRAE L, #iE
B9 B EfR 2372 0.

UkEE

HERFFESNTZY AT & LIZ8EH -
AFNI~ 7 ZAEBARKE SN HHT-0, b MIIEBEEATHY, BE5EH%, AFNCK
TAHPURDEASND Z &R D 5. BRABRIZI W CTERANZ X T 2 FUR O BEA D R
SNTZEEREL, PUADEA SR o T2 BEREIZEE S, infusion reaction D3 HLN %
VMEMANCH Y, FTo, REIOMHIREORREE  72 DM A A DAL, MHRE MK
T LIRS TIIEROWIIORREERH D Z L h, HERBEINTZY A7 LRE

L7z,
= 3K L 22 AR B O INE K Y O SR EEH -
[N%]
- EE ORGSR E)
[ RFEH]

AHNI~Y T ABABRKS R H D720, b MUTIRBEATHY, #£hH5%, AFNxt
TOVRDELESND Z LD 5.

U A7 e/ MEIREI O N L O ORIRELH
[N%]
c EBEOU R FMEEENE UC, IRASCE TEEZ2EARMEE ) OHEICFEHE LT
WL 5.
BNV R FMEEEIE LT, AR EFET 5.
1. ERE BT 2 A RT ORI 70 1E ARk
@ES7ASEEED |
A7 X o~THEREAICE L, REIZEHT 2 EREFE IS UIEREEEEL,
WIEZREHIC B3 S B & e

11




BEEQEBENIRY

BIEES

BEEREENY 27 & LIZHA -

 HRE R CIIAA & ORSEME I S TIZR W b 00, [ENEEE R TR RS
TETE WML Y 0.7% (8/1096 f51]) (288D b, EWNTIRZIZIBWTH i
ShTn5.

- KERMERKSE (FDA) CTOFREMLE AT C, HL TNF ®#H 2= 1T 7 /h ks &
WEFERNZBWTHEMEY N ESEOEMEENRE SN TS Z L2 EERE
AMFERBEOHICHRH L, EEMREL TV,

- BIRFRCIE, BEETY v~ T ue— U, o RLERTERREIZR T DRET,
SRR O R BLRIIAFI O GIZL V KREL EFT 550 TIER N E WV ) FERMN

Boh TV,
[ 2 MR TR BN O INR L ONF ORI R
[NE]

- IEE O ER G AT E)
- BIMoOEKSZEEEEET S L TU T2 E M 5.
L FEEREH R
D IBER, s, AR —F oy MR (RHME IR 5
[EREEH ]
FUEMRFER ISR U DB O S BURTL, BITEHEEME IR 570,

U A7 e/ MEIREI ONE L O ORIRELH
[NAE]
cEFEOU R E/MEIEENE LT, IRISCEO M8 TEEREANER ) OHI(
Rk LIEEMUE T 5.
< BMOU A7 AMEIEENE LT, UITF &2 E-T 5.
1. ERUEHEF T EM OIER &t
2. JBETEM OVERL & Ak
3. EAE B9 2 MR O R SE 7o ARt

[ 4R P ]
SEMEEE O BRI BT A IHEIC oW T, EREPMRE S IR U, MEE IS
LR AT 7o,

Ak zE, BFAZE (V0—2K, BEEAR—Fv MR

HEREENY A7 L LIZ8#H

I PAZESE L, BB DO IAHI7 RS DS BIRICIRE T 2568 70 £ 7 v — R ORI R TR
ETLHZERMBENTNDY 720,

YRR 7 u— RIS D P TNF-o SUIRETE, THbdsRi 2, 94:107-125,2004

I ML MBS BI ONE K OV OFEIREEH -
(M7
T OBERK L VRS
c BMOEELZEEREET S LTUT2EmT 5
L RpRE i Pl i
1) JER, MR, MEEAS—F =y M (REIERICE T 5 4)
[EREEH]




BUEIR e O AIE, WPHZEORIURDL, BIEH OFE 2R 5729

U 27 s/ MEIEBN DN S O DR -

[P%]

- WBEOU A7 g/MEEEN L LT, IRSCED T2 OMENER ] OEIZFEHE LIRS
9D,

< BV 27 BMETEENE LT, PUFE2FERT 5.

1. EIEREHICBIT 2 MIART OS2 1 St

(4R ]

Wasaie, MBPAZEDRBLRDUIEE T D HEWIC OV T, ERBEREFITRME L, WIEM
MBI 2 B2 e 3720

INRIZEITAED Y F UERICKER T 5 REERET

BHEREENY A7 & LIHH

WAMZBN T, AFNOT5NgEEE &2 T T-3LIER, 4% 3 » ARRICBCG V27 F2 O
B AT, S~ A 27 T U TREGYEIC L D AER 4 5 A TRE LI L ORE
WD Eh, KEINEG SNIZ/NETIE, AFEE L BCG 2 &84T 7 F 4
i &L ORMENEWIGEIZIX, £V 7 FUSMICER T 2 BRYUENRET 5 U 27 -
ESND. I TOREDRDHDHEOD, KOEBREOTHIRZIZBWNT, AT F
\ZHE R 2 IYYER BT D LTV ARWT L g, TEEQBENY 27 ] 15,

236 L 2 PR S B O N e OV OFRIRPR A

(M7

I O S 2 eERE TE E

(e B ]

ARG SNTEIROED 7 F BRI ER T 5 RYE O FBLR I 2 MR 5 72
0.

U A7 e/ MEIREI O N L O ORIRELH
[W@]
c EEOV AT RMEREIE LT, RASCEO TEERJEARNER ] OBICHHE L
WL 5.
c BMOU AT BMEEENE LT, LFEFET 5.
1. EFRPEFEF T EM OIER & 2t
2. BT EM OIERL & Ak
3. EAE B9 2 MR O R SE 7 i SR AIL
@ES7ASENEED |
AHNER A 5T 5 B kwfjn$ﬁ&5kév7%/ﬁﬁk@W%ﬁ%mﬁA
ITAEY 7 F UERIGER T 2 BMERBO A REMENGETE RN &b, ET 7T
CHERRICBAT DB 21T D 72

13




BELTERH

nh
33
13
N
1
C

14



1.2 BAIEICEHT SRFAFE

RYERABOFNME BEE, #EE nEES—Fv bR)

AR B D Bar I & LB
EAERE T IC R D2 RMIEHE QFHR) OREEZET L9,

AROMEIZBET D4 - BROAHE
FrE i pltEai A OB, R, mERA—F = v MO RHIEHICEET % i)

A - ABRO B, WA K OFEOBEN QNS #RE R
FrE R HE DT — 2 2 VT, REIBHRFOG IS T RE 2R 5.

15




2. EERTEMERTEOHME

BEOERGREMERETY

T DA i 22 PR AR B OB

RITEH,

OFAT

SCHR « FRAF L OSEFTIE B 5 OUE « fEE - TS5 D < Zad R OB &

EMOERGREMERETE

RECABERE GER, @R mEE~A—Fzv MNRORMAFERICET S

%)

g-‘il'l‘l‘l

(2 = PEpRaT ]

HEE R RYMIE, AEEZ, ERIEREUE, HEERMEEE, HUdsDNA SR B bz £
) N—T ARRIEERE, MiBre g, FFPEGEREE, 7 infusion reaction, [FIEMEMIZ,
FRBURMARIE, B AUNTFR O, MRS, WkasiE, Mm%

[FAY]

AFHAENIAFN ORGE R, AR O E TN —F = v MEOTRERICRT L, HEET
(BT D RMEMAROZEMER A LIRSS 2 L2 AN E LTE”-T 5.

ESEHES|

B BEREART 20154 10 H 29 H~20184F 11 A 30 H (2018 48 H 31 HE TITA
Bl % G- U= B3 % 5 Ek)

TR SERE AR - 2015 45 10 H 29 H~2020 48 A 30 H

VIERB & 72 0 OBIEHIMIE 2 FER & 5.
TR T EERIEL - 150 I (9% 25 FILL E)
Fhi 715 BB, AR O TR —F = > MF CTARIDME H S - 2faak Tl
AL, Ik CTHEET 5.
FSTIAEIEE  EERRYYE . —a—F Y AT 4 Ak, A4 AT AL
AJEYUE) . VEMERZE, VI, BGRERS, BBERE, OARE, — 7 ARE
e, Bk

[SEftF AR L]

W A X AR L

EINEFRRER (TA-650-23) 1%, FHMHIEZ 54 & LTz, £ 2k ToRE
TKFRNBE D WM B9 2 BEIREE A T, [N—F = v MEIZ X 2 EE MR
SE DK OFE TITBIEME Z & 581605 2 1], B0 EICB W\ T bk
F 2 FMERELTWSELE 2, ENBRRRBR L OMRhEE ¢ o L& R 7E%
AL WERETTE D KO ARTED 1 JEFIH 7= 0 OB 2 B G-I 6 2 A &
T 5.

WE (51155 T AR AL

NR—F = v MEOYRL 25 FE FEEREE (R ERSAE TR B Y,
%17 FEOX—F = v MEERRAEEANZE T —Z 05, a0 BEHT, BHERN
1,900 3], #7900 1], IfETIKD 460 1] & HEFF S 5.

IRETUK) 1,900 B0 9 B, AW HRRRE| OFe 5kt 5 & 7o 2 BEAF RIS 51349 570
B L HER S D . E D D BEEFO A FERRAIR AR FHOK 170 FIAARK D 5%}
RTHLHD, AFEGERORGEEICEE L 20, IBRFEENSLNRWEOHR
WX 0BG INRVIERZEF L, — 5 CEEAFO LY Fr 8 545 0 BhF 1T A
NI 2 5.8 d L ET D &, AFIDPFHICHEE S DREFITK 100 5] & He
FrEns.

R 900 BID 5 B, AW FHIAIO R G55 & 7 2 B HHEITR T OBEFIA

16




HEZN 51 Fs I OV C O FEIE D D BEfFIA IR BN 51 XA o TR 150 i & HERF S v 5.
Z D 5 B EER TARFIDNRE T 55 75 BINAF O G558 T 50, KHFEE
R GEEIZAEZ LW, BERENEONRVWEOEHMBIZ LY IR
JEGIZBET D L, AFINFHICERG S DERITHR 25 il L Hstsh b,
MAEBK 460 Bl 95 B, AW F R BRAI O Be b3t 82 & 72 5 BEAFIRIE 2 113559 150 41
EHERF SN D, FD O BEBIKR TABINAKEH TH DK 120 FINAF O 555 T
HDHMN, AANBEESSOREREEICAE LW, BRFAIENE SN WEDERIZ L
DG INBRVEREZBET D &, REIDFHUCEE S D IEFITHR 25 #] & HEFT &
ns.
Pk, SRAcB T HFHEREBEL, oL BUEELE.
[#i B & 72 % F & OB K OV DFRHL]
LRV E RS R OV SR A R EEIRLS, A DRI - 2V I O TR T 2
FEhid 5.
[ 24341 3K 2 VR IE B O 5 I HES W THEM S 4L 5 FTREMED & 5 3B O &
NZ DBRIBE DR E HHE]
JFRI, #iB &7 LLFONEZE DT RMP O RELE1TH.
BT R BV ERFTEEOF RS GO C, ARFEM G IAE OFHRINA DL A
IZOWTHRGETT 5.
C BT IR R ENER R RIS D, U A7 R/ IMESR O IR BB OW TR 21T ) .

17




3. AMEICHAT LHRE - HEBROHAEDHE

RECARERE GEE, AR mEE~A—Fzv MRORMERICET SHE)

2. EH S Z VARG OB EOHO R E M A (HE, e, mER~—
F =y MRORBEICET L) 22

18




4. )RV mz/MEEEDOHE

BED' R &/IMEES

WO U A7 e/ MEEB O
B SCE R ORERA TR ER G T A NI & 216 et

BB R HIMETES

ERUEERITEMOER =Y

[ etEmmatEm]
EEARRYYE, F5EZ, ERMERECE, BEEMmEREE, Pt dsDNA FURO B 21 5
Jo— 7 ARRIEERE, iR, JHPRERESE, FHE72 infusion reaction, MIEMEMZ, R
R, B BUATFR OFIEMAL, B, NEICBITHED 7 F UoEERICE R T R
[ErY]
© RAOLREMEOWAFER 2 FRORME (BT v 7 7 A VFHROTRAL)
 RFIOBEBERFFESNTZY A7 ThD, itk =a—FT AT 0 A%k, FEMEM
%, HEFE7R infusion reaction DFILD T [hd 5 WITEHEEILEZL T2 9.
[ B 72 071E]
AHHARFZ MR 234efit - Sl L, BEMOEHZIKET 5.

[Hi8 & 720 TEORFH R OG0 U 7= 5 RIS T EIREI N D WREMED & 5 T 72 5 ffiE ]
JRHY, Ve s R, PR AERFERIS, U A7 R/IMER O R 72 2 58 b3 a2
EHIET SO R, & D W T2 2 LRI RSB D LS A ITIE, B OWET,
EIMOERAER R EIBIMD Y A7 F/ MUK ERETT 5.

BERTEMOIER & IRM

(‘e etEmat g
EE A RYYE, 6, ERMMBUE, EELMEESE, §TdsDNA SUROBELE LS
J— T ARRIEMERE, MBEE AR, JHHRERETE, 72 infusionreaction, HIEMEMZE, REAL
rRlfRIE, B, NEICBT 24T 7 F U BRI IK T 5 BYE R HL

[ B])
AFNZ L DEIERRBEBUCOWTEREFEOHEZIED, BEHBBICEIICHETE S L)
295729,

[ BRA 72 051k]

ARFAARRCHRAE - B L, @M OTE M2 KIET 5.

(i B & 722 TEDORA K OV L 72 i RIS RS T IR SN D a[REMEN 5 5 T /n 2 HiE ]
JRRI, ZRAaEE s B R, FHEA PGSR, U A7 R/MER O 72 55 b a2 B
RSN DEE, B D \VITHT- A R ARG EEDNE O DN HEAITE, B OWET,
BIMOEMAERK 72 EiBIMD Y 27 F/MER 2 Ratd 5.

BIEEAICEYT 2MAROHERZIFHRIZ M

[ etEmmatEm]

HERYYE, fEEZ, ERMMBUE, EELMEESE, $TdsDNA SUROBEELE LS
JL— 7 ZKRIEERE, MBEEE, FTHERERESE, EEE /R infusion reaction, [FIETEMIZR, FRAL
s, B AU OFIEMEA L, PURPEAE, VRIS, IBPASE, IBPA%E (7 a— 5,

19




JGERAN—F = v MF), NEICBT 54T 7 F IR 5 RGEFE T
[H]
KA OB 2R L, Zathaiihd 2720,
| @ERENDYAIRFD)
PERRRERE K 0 EISAKI ORI 2321 72 B, FEIET ORISR LT, IRASTE%
DO IER B D IEHR a2t L2, ENCAFMm 2R 5.
(& F & 722 FE ORI M U5 L 72l RIS S ERIRS LD WREMED N & % B 72 D #E ]
JEH, atE s R R, FEERERS, AL EMERETEEOREIRINS,
RN DWW TR 5.

20




5. EXmZTEMERNE, AUEICET HHE -

AU &/MEETED—E

5.1

EERTEEERTENO—&E

AERDFTE R U

BEODERRREMERETH

H¥EHE, SCHK - PRlfl, SMERERS, WEICTRRE LD S Sh oA FELIER O

EBNMOERGREMHERTY

EMOEERRLMER HELLEMK| HEEHS St WEED
EHDL  BAZREHI 5K ¥ E DL | T ER

HIRE S A (6 | gy - NRE TR AR | T {E i (2016

DIFEDSE 6 3 A 1 48 AR M)

it A AR A 100 L4 E - ReMEMEWAEE | KT YERKH (2017

(R—=F v MHIZLD Eranlisd 4 A$EH)

BEYEME WS & 9 ER D - R HGERE

053

W A R R A 100 {31 et EMWEE | KT YERE# (2020

(BRI P 75 HE 26 0D 42 451 3 I 7 AR

) - R R

e i R A 150 il (5570 05 | - LAMEEIEEE | HE A

OB, MR, R | B EE R R

N—F x v RO BB - FEA R (2025 4 8

FIZBET % i4) A 23 H)

W A A R e A 140 5 - ReEMEWAEE | KT TERKH (2018

NI o /NRIZBE 4 5 P HEE 11 A

) - PR SR H)

21




52 AMMEICET HRE - AROFHEN—&
AMECET SRE -\ WELAHEAS | WD | o | BEEO
HBOAH CBRERS | FEOHH | #emFEE

R A 100 3124 I - REMERRE | T FERk s (2017
(R—F =y MEIZE D HHLHH 1 4 1)
HETB RIS & 5 2 0 - A A

LR

e A5 e o 100 4 C REMEENRE | KT TR (2020
(o [P 5 #E 2% oD 42 1l Egauls 7 AR
#) - P A

FEE BT A 150 ] (gl os | - RAMEEMIEE | Fhih | EHEARHE
(BB, i, e | o AR HH IR (2025
N—F oy MO R - PR FR 48 J1 23 A)
FIIC B % 9 0)

o R A FH R o A 140 4 CREVEEMRE | KT e (2018
i 93 D /Y B4 % el 11 AR)
) - PR A

22




53 DURXROUw/NMEETEID—E

BED ') AT &/IMEES

IATSCRIS K D5 e,

EBMD ') R &IMETES

BINDY RY BIMEEED HBEEHD S
2 F £ DEH )
TR % O1IR5) TNRE XN B AR D 6 5 | 94T
A%
ERRGEEE T EMOIERR L | - Ve s = FEHG
1Rt - P
BT R DR L 4R G A T RS A FEHG
- P R
S A B3 2 WIARTO - G2 T I A T FEHg
e S 70 IR {1t - PR R

23




	表紙
	概要
	1. 医薬品リスク管理計画の概要
	1.1 安全性検討事項
	1.2 有効性に関する検討事項

	2. 医薬品安全性監視計画の概要
	3. 有効性に関する調査・試験の計画の概要
	4. リスク最小化計画の概要
	5. 医薬品安全性監視計画，有効性に関する調査・試験の計画及びリスク最小化計画の一覧
	5.1 医薬品安全性監視計画の一覧
	5.2 有効性に関する調査・試験の計画の一覧
	5.3 リスク最小化計画の一覧




