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$hik : FDA (GESC D ShEE: FDAZK RSN HELE . FEFDA
p : E34 : .
zE| —p2 —i8% AR mRE  WREHR B Lamsiahie < MRS > v | X Tam g USP-DI |AHFS-DI| 0P
BS (ER) (%EFE) (B CRED IXHATEREN e fea /8 | oan by EUER REAE | BREE
T30 . e (@r)
e . SLIRE .
FTESTOVEF  Abiraterone . Al :Lﬂ’?‘ . Metastatic prostate cancer , 2011/4
L Zytiga BB L . A ) - 0 o) o) o) o
B acetate EEMER T Castration—resistant, in combination with prednisone 2012/12
FHSIED YL Aclarubicin | FOTV /v .
2 EEE hydrochloride E e 0] - (1981/12) - - - -
FHTLESU] Aclarubicin | PISLIY _
3 IEEE hydrochloride § s ®) - (1981/12) - - - -
FHSIED ! Aclarubicin TOSV I s
1 "EmBE | hydrochloride ; AR o - il - - - -
FHOSMED Aclarubicin | FOSL /Y )
5 R hydrochloride bt IR o - (1981/12) - - - -
FOSIEDY Aclarubicin TOIL /v e _ _
6 {REIE | hydrochloride 5 BiEY /B o (1981/12) - - -
THSIMEL Y Aclarubicin TIIV /2
! e hydrochloride ¥ AtamE O - (1981/12) - - - -
Ado—
RN #L#E/HER2[GM | Metastatic breast cancer, HER2 overexpression,
8 F52 {X,?,j Trastuzumab ARYAS kadcyla FHFHEEXIE  |monotherapy in patients who have received at least one prior trastuzumab O O 2013/2 O (e} (o) e}
TLAVOY emtansine i (2013/9)
BRILE and/or taxane therapy
FIFF=IR Afatinib I Non—small cell lung cancer, Metastatic, _ _ _
? LAV EE Dimaleate Gilotrif 3/ ke first-line therapy, EGFR exon 19 deletions or exon 21 substitution mutations o 20135 7R o 9
FLILED | Amurubicin hntr _ _ _ _ _
O 0 iEEiE | hydrochloride | 3 I/ o (2002/12)
FLIIESY | Amurubicin HiLtR - _ _ _ - -
"1 smEE | hydrochloride = R o (2002/12)
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BEl &R —&h [ E Eamf %ﬂ?ﬁ%@éiﬁ?\ mg:%%ﬁ%%g wx < BPRHERES > MHE'LW if; *gf%? * %ENﬁg%Nﬂ USP-DI |AHFS-DI}  CP
BB (E M) (%E8) (Em) CKE) | IX ET foé%né’?n Phe = %/mﬁ) (2ALL by AR REARE | RRhe
12 (1L-2) Aldesleukin Proleukin B Metastatic renal cell carcinoma — (0] 1992/5 O O @] O
13 (1L-2) Aldesleukin Proleukin EMBEBIE  |Metastatic malignant melanoma - 0 1998/1 e} o) 0 o)
14 (IL-2) Aldesleukin Proleukin | 2B HitEE M#S |[Acute myelogenous leukemia (AML)] <CP> — x x x x 0

Bk BPE/  |[Cutaneous T—cell lymphoma (CTCL) (mycosis fungoides)

15 (1L-2) Aldesleukin Proleukin EHY—EIER  (including Sezary Syndrome] <0oP> - X X X X e}
16 FLLYX Alemt b Campath ‘fﬁ'?t;ﬁiﬁ;%& B~-cell chronic lymphocytic leukemia, as monotherapy _ o 2001/5 o o o
<7 emtuzlma i B Mo NHL. = chronic lymphocytic leukemia/small lymphocytic lymphoma o
FLLYX Yzt [Malignant tumor of lymphoid hemopoietic and related tissue]
17 Alemtuzumab Campath 5 I 4H 45% B8 — x x o) x X
<7 J <USP-DI>
B
18 TLLYX Alemtuzumab Campath THREETY %/ SHiE [T—cell prolymphocytic leukemia] — X 0O o) o) o)
<7 =finbe
FLLYX RAYMETHIRR .
19 <7 Alemtuzumab Campath Yo SiE [NHL - peripheral T-cell lymphomal - X (0] X [e) X
TFLLYRX BEIKBPIE/ |[Primary cutaneous T—cell lymphoma, relapsed or refractory]
20 <7 Alemtuzumab Campath ) —fEERE  |INHL ~ mycosis fungoides and Sezary syndrome] - x O o 0 o
FLLYX <4~R4 07> |[Waldenstrém's macroglobulinemia/ _
21 <7 Alemtuzumab Campath I4fE Lymphoplasmacytic lymphoma] <NCCN> x o x * %

FLLYRX BEATHERR M B

22 o Alemtuzumab Campath e [NHL - Adult T-Cell Leukemia/Lymphoma] <NCCN> — X 0 x X x
23 TbA\:}X Alemtuzumab Campath ﬁ@ﬂ@ﬁ#ﬁ [Stem cell transplant preparation] <cP> - x x x X e)
K& R E
P S Ovarian cancer, persistent or recurrent disease;
24 | 7IVRL AR | Altretamine Hexalen GRE-BHE monotherapy as second-line after cisplatin or alkylating agent-based - O 1990/12 O O () )

BFIRAH)  |combination

25 | 7IVRLARZY | Altretamine Hexalen FLE [Breast cancer] <USP-DI> - X X o) x X
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*hee: FDA (XD ShEE : FDAKEESHEEE s KEFDA
i : Bl :
2E | —#a —# Ama mmfh  ERLNR H50 GBI hEE] < B MRS > MHELW ;kﬁ B %E“%%%Nﬁ USP-DI |AHFS-DI|  CP
EHS (Er) €5 (Em) CRED IFEATERSL & & %/8 (nZAuJ:) EMEE RBREE | SREE
TLBHEHEE = = (Em)
26 | 7ILAL RS | Altretamine Hexalen $ERTE [Colon cancer] <USP-DI> — x X o) X X
27 } PILRLAZY | Altretamine Hexalen FEAE [Endometrial carcinoma] <USP-DI> — X X O X x
28 | ZILRLARZY | Altretamine Hexalen BRSLTE [Malignant epithelial tumor of ovary] <USP-DI> — X X o) X X
29 | 7R ARSI ¢ Altretamine Hexalen Y /8fE  |[Malignant lymphoma] <USP-DI> — X x 0 x X
30 [ 7ILRLAZY i Altretamine Hexalen L5 BHEIE  |[Multiple myelomal <USP-DI> - x X o) X X
31 | PILLAEY 1 Altretamine Hexalen N Rt [Small cell carcinoma of lung] <USP-DI> - X x (@) X X
32 TFRIRY— Anastrozole TUITIIA Arimidex LB/ BR % Breast cancer, advanced, postmenopausal, following tamoxifen therapy O (@] 1995/12 O O O O
m fiE Wil
AT/ BE ARG
o N = , Breast cancer,locally advanced or metastatic, postmenopausal, hormons

FFARAY— TUSTYIR - FLyE/ PR e o

33 n Anastrozole @ Arimidex T — R receptor—positive or unknown, first-fine (o] (@] 2000/9 (@] O O @]
G =2 FiE/BRRE
34 7—)—;(};: J Anastrozole 7”“%ng Arimidex (HR(#), Breast cancer, adjuvant, postmenopausal, hormone receptor-positive O @] 2002/9 O O O O
’ /TR

FFR AT — ?Lﬁéﬁﬁé [Breast cancer, neoadjuvant treatment]

35 L Anastrozole Arimidex U]F?EIL" for hormone receptor—positive, operable or potentially operable, locally advanced X X (@] O x X
/mﬁﬁ%:ﬁﬂj‘snﬁ}f disease in postmenopausal women

FFAROY— - RsRE/ [Epithelial ovarian cancer/epithelial fallopian tube cancer/primary peritoneal
36 W Anastrozole Arimidex SPETE/MEIERE  |cancer] <NGON> X X O X X x

FHAAY— - BpEE/ .
37 L Anastrozole Arimidex L [Ovarian stromal tumor ] <NGCN> X X (@) X X X
38 TFANRY— Anastrozole Arimidex ) W_E [Uterine Neoplasms — endometrial carcinoma] <NCCN> X b3 O x x X

n BH iR
- R N AT Bk |Acute promyelocytic leukemia, FAB M3 (APL)
39 ERILRR ./F‘ r.sel:\;c HHZK IR Trisenox =ik In patients who are refractory to or have relapsed from retinoid and O O 2000/9 O O O O
rioxide ! #AME/B M |anthracycline chemotherapy "
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ShEE: FDA(EXD |4 & EDATKERMEE E ST g HKEFDA
25 — k% ~ % BB B AR S50 o Bﬁﬁgﬁﬁﬁﬁl * < BRI EERS > MHE'LW ;’QD@A AR EEh{i?ZCﬁNm USP-DI |AHFS-DI| CP
&5 (BH) () (Em) (KE) IFEARTRREN KD & %/R FZAMJ;) EMAE ERAE | BHAE
TLBMHE - T Ew
ZEMLRt®R Arsenic )
40 1 — - Trioxi Trisenox £ 55 [Newly Diagnosed Acute Promyelocytic Leukemia(APL)] X x o) o) 0 o)
rioxide — YA

ZEMEAtE Arsenic BREREMBIEIRE | [Myelodysplastic syndrome, monotherapy in transfusion—dependent

4 Trioxide Trisenox WIMKTFHE  |patients] <USP-DI> x * x o x x
ZEMEAtE Arsenic . SRMEBHIE  |[Multiple myeloma, relapsed or refractory]
42 Trioxide Trisenox R/ At X % X (@] @) X
L-F RIS . aAf+—+t AU AN |Acute lymphocytic (lymphoblastic) leukemia(ALL), 1994/2
43 +—t Asparaginase b Elspar % In combination with other chemotherapeutic agents o o (1971/9) o o o o)
44 L—ZZ\_/__:Z?¥ Asparaginase D/f?‘_t Elspar SMEEHtE A MR |[Acute myeloid leukemia(AML)] e} x X e) o) x
;
~ . e e ) R €
45 L 7;_;_(__{_\‘27:‘3 Asparaginase Dl{?‘ # Elspar }//\5}'—%& SR [NHL-lymphoblastic lymphoma(LBL)] O X O X @) x
— Asparaginase . . .
I}b'b»\::.T Erwinia . Sy, S Acute lymphocytic (lymphoblastic) leukemia (ALL.), ) '
46 | L-FRINTF Ch themi Erwinaze e In combination with other chemotherapeutic agents in patients with . O 2011/11 (e} @) O e}
F—t rysanthemt hypersensitivity to E. coli-derived asparaginase
. .y 2544 B Renal cell carcinoma, Advanced,
a | TRYF=T Axitinib fid Inlyta EITHE after failure of 1 prior systemic therapy o & 201271 O o O O
Myelodysplastic syndrome
PR Myelodysplastic syndrome, refractory anemia or refractory anemia with ringed

48 | FHUFL

N

Azacitidine EE Vidaza BRI R AREIREE |sideroblasts (if accompanied by neutropenia or thrombocytopenia or requiring O o] 2004/5 (@] O o] (o]
- transfusions), refractory anemia with excess blasts, refractory anemia with
excess blasts in transformation, and chronic myelomonocytic leukemia.

49 | PHUFSr 1 Azacitidine Vidaza | 2MBHMEBMSS [Acute myeloid leukemia (AML)] x X o) o) o) e}
50 | 7HLFEY | Asacitidine Vidaza | 1814 Bt e s |[Chronic myelogenous leukemia (CML)] x x x « x o

in accelerated phase or blast crisis in combination with mitoxantrone <CP>
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SHHE:FDA(BEXD |gae  Fpa BB g KEFDA
g | —f#e —Ba BmRA @A ERIER HBL ”ﬂﬁ“'[ﬁmﬁgggf = < B > M ;‘E% &R %%%%Nm USP-DI |AHFS-DI|  CP
5 (Em) (HEE (Er) CRED IFEATERSL F KD %/B (n2A1;lJ:) RElEE RNAE | EREE
TLVDEhEE B = (Em)
. ALVRE |

51 ﬁ%BCG BCG Live [AL/T5H— Tice BCG BBt LB AJE  |Carcinoma in situ of bladder;treatment and prophylaxis (o] (e} 1998/8 (o) o) o) e}
fERE P A i Theracys
H12B0G A LR Tice BCG Malignant tumor of urinary bladder,

52 RERE P BCG Live AAL/TS5H— Theracys RIS Stage Ta and/or T1 papillary tumors following transurethral resection; O (o] 1998/8 O (@) @) o)

[E322) 4 Prophylaxis

53 ﬂ%ﬁ;c; BCG Live ?;::g? éﬁﬁﬁggg [Bladder cancer — Upper GU tract tumors] <NCCN> X X O X X X
E712BCG . Tice BCG Rig L& [Bladder cancer — Urothelial carcinoma of the prostate]

54 BEbE P A BCG Live Theracys (RTSZARER) [Carcinoma of prostate] x x & & x x

55 #4280G BCG Live Tice BCG BHEAE [Malignant melanoma] X X x @) @) x
(A ! Theracys = ~ gn

56 FZIRBCG BCG Live Tice BCG L& [Breast cancer] < USP-DI> X X x o) X X
BBt A Theracys i

57 HIRBCG BCG Live Tice BCG TERRE [Colon cancer] <USP-DI> X X x e} x X
BEh A Theracys Rl

58 ?ﬁ;ﬁiﬁé BCG Live ;‘g;fgf EtEYL /S |[Malignant lymphomal <USP-DI> x x x o x x

RS LAF | Bendamustine 18428 |Chronic lymphocytic leukemia:
5 VIEREIE hydrochloride Treanda =fiut NHL. — Chronic lymphocytic leukemia/small lymphocytic lymphoma x o 2008/3 O o O o
38
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FHBE:FDA (XD | hue . ep AR ETIBE EFDA
- : e 3 "
grl| —@a —#& BB maEE  WRER B rmmsishee] < BRI > Ve ;'TE\ KR |qw e USP-DI |AHFS-DI|  oP
&S (Em) (X&) (B CRED [FEATERRSh =3 =5 F/R oy s AR RREE | RiEE
TN BEEE AR AR (B (2ALLE)
Non—-Hodgkin's lymphoma
Indolent B-cell, refractory to rituximab or rituximab~
FERTE UL /E|  containing regimens
o . N NHL — Follicular lymphoma and Nodal marginal zone lymphoma
60 A{ggé? ?\e;daxblis?‘;’e ;l/gggé Treanda BB EBHIAME INHL ~ Primary cutaneous B—cell lymphoma o) 0 2009/4 o) o 0O 0
= R ydrochloride | IR NHL — Gastric MALT lymphoma
NHL = Nongastric MALT lymphoma
NHL — Primary cutaneous B-cell lymphoma
NHL - Splenic marginal zone lymphoma
RS LAF | Bendamustine | FL 7 ¥ . 11+, ¢ |[Non—Hodgkin's lymphoma]
61 UIEEIE hydrochloride | AU Treanda VJHH%W S [NHL ~ Mantle cell lymphoma ] O x & © o o
RS LLAF | Bendamustine " .
62 Ciamsts | hydrochloride Treanda ZSHEBHIE | [Muttiple myeloma] X x fe) e} x x
RS IAF | Bendamustine woRyaJyrm , -
63 SRS hydrochloride Treanda = [Waldenstrom’s macroglobulinemia] <NCCN > X X O X X X
RYUHA LRF | Bendamustine FOYN .
64 & | hydrochloride Treanda ROEIR [Hodgkin Lymphoma] <NGCCN > X X o) X x x
R LARF | Bendamustine = . .
65 Ciams hydrochloride Treanda 2LE [Metastatic breast cancer] <USP-DI> X X X (@) X x
RNV XTT FIRAFL {585 - BB |Metastatic colorectal cancer,
66 GHEF Bevacizumab R Avastin R First~line or second-line therapy in combination with 5-fluorouracil-based O O 2004/2 O @) O o)
R Z) AR —R- =R (5-FU) |chemotherapy
. . Metastatic colorectal cancer,
A v . 185 ERE . SR o
jopd 5 TINRFY . _ Second-line therapy, in combination with fluoropyrimidine/irinotecan— or
67 (Hﬁéﬁ.%) Bevacizumab SBREER Avastin _ﬁzﬁfm fluoropyrimidine/oxaliplatin—based chemotherapy, in patients who have progressed o O 2013/1 O & o &
HHRA = on a first-line bevacizumab—containing regimen
3 TS >, > 4+ e - iz]
Y 577 . b FINARFY Avasti ﬁ‘\nﬂg_%gﬂ; & [Metastatic colorectal cancer, o 9 o o o
68 {(ftlﬂa?g(i;) Bevacizuma RIERER vastin _;_ e First-line therapy, in combination with oxaliplatin and capecitabine] o
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SHBEFDAEX D |spaw . ep RSB AER S e KEFDA
mE| —me | —mE | BRE | B  WRBERRBAN | path M viw | 2 Txm OO uspont |anFsDi| e
&5 (Bm) (EER) (Em) CRED [FEARTEREN & =n %/8 (nZAl«,lJ:) RlAE BRAE  IHeE
TWaah8E o (Em)
QA &) FIRRF FE/NHEREMHEE  |Nonsquamous,Non—small cell lung cancer , Recurrent or metastatic,
69 GlRIZF Bevacizumab i Avastin | (B EREEIR) |lunresectable, locally advanced @) o) 2006/11 o) 0 o) o)
fHIRZ) mEIRT — R first—line treatment in combination with paclitaxel and carboplatin e
RINOXTT FIRRF H 2(5_[3;% i [Metastatic breast cancer, HER2-negative, 2008/2
70 GBIEF Bevacizumab RS A Avastin er_ ;X,g = as first-line therapy in combination with paclitaxel] O X [2011/11 X O X (o)
$H#R) ST ! HilB&]
RNV ATT N E2R . .
e . TINRF . g [Metastatic breast cancer,HER2-negative
n ;;g;f Bevacizumab RiERER Avastin Her_Z(}k);ﬁégTﬁ as second-line therapy in combination with chemotherapy] o x o & x o
N Metastatic breast cancer,
RNV XTT . 5L L C e . .
o fom . FINRF . .l In combination with capecitabine in patients previously treated with an
2 ;lﬂﬁ#gxﬁ_%) Bevaoizumab RiEREER Avastin ( CE:?#T%E) anthracycline and a taxane] O X x © x o
RN XRT FINRFL Glioblastoma multiforme of brain 2009/5
73 (EEF Bevacizumab P Avastin EMEEEBIE  |recurrent, progressive disease following prior therapy (@) o) (2013/5) o) o) o) e}
ik ) AT Central nervous system cancers ~ Primary central nervous system tumors
RNV RATT = " .
g . . B Metastatic rensl cell carcinoma
74 ‘(Fég}éni;) Bevacizumab Avastin [ =4k in combination with interferon alfa X o 2000/7 O o o o
A e Eg;:i;‘r; ]cancer, recurrent, following treatment with platinum-based
75 {(;ﬂﬁéz:_%) Bevacizumab Avastin DR [Epithelial ovarian cancer/fallopian tube cancer/primary peritoneal cancer] % x o o x ©
RFRA [Ovarian stromal tumors]
RN XTI .
pga \ . ' [Advanced pancreatic cancer] <cP>
6 ;ﬂm}g;_%) Bevacizumab Avastin R in combination with gemcitabine with or without erlotinibr x % x x x o
YA o)
77 GEIEF Bevacizumab Avastin FEWEE [Cervical Cancer] <NGCN> X X O X X X
it Y]
40
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