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M8k FDA (XD | sy rpARIBMHEEE K[EFDA
a : EbIE S 3y
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e
970 | S=ARXFY | Ranimustine ﬂggﬁ,é’ BB B B A ®) - (1987/7) - - - -
2
$EE-EMBE  |Metastatic colorectal cancer (CRC) who have been previously treated with 2012/8
971 |L357x=7 | Regorafenib RFIN—H Stivarga [izAcd fluoropyrimidine—, oxaliplatin— and irinotecan—-based chemotherapy, an anti— O O (2013/3) O ) O o)
HEIT-EH VEGF therapy, and, if KRAS wild type, an anti~-EGFR therapy
e . o v . N Gastrointestinal stromal tumor, Locally advanced, unresectable, or 2013/2
- . N P
972 |LAST2=T | Regorafenib AFN—T Stivarga RILEREIES metastatic disease, after treatment with imatinib and sunitinib o o (2013/8) o & o o
Non-Hodgkin's lymphoma,( NHL)
*Relapsed or refractory, low—grade or follicular,
CD20-positiveNHL. as a single agent
CD20(+)B#IEE |-Previously untreated follicular, CD20-positive, B—cell NHL
JErkS ) s8E | in combination with first line chemotherapy and, in patients achieving a complete
—R . R/ #E$F |or partial response to Rituxan incombination with chemotherapy, as single~agent 1997/11
RPN - U S ) CHOPHFR maintenance therapy. 2006/2
o713 | UYHLTI Rituximab b Rituxan CVPHA *Nonprogressing (including stable disease) low-grade.CD20~ o o 2006/9 o & 0 &
B positive, B—cell NHL  as a single agent after first-line CVP
chemotherapy
*Previously untreated diffuse large B~cell, CD20-positive, NHL
in combination with CHOPor other anthracycline-based chemotherapy
regimens
[NHL ~ Mantle cell lymphoma]
974 | YvFxL T Rituximab Rituxan T MLERREY 2% |[Mantle cell lymphoma Untreated, induction therapy, in combination with x X o) o) o) o)
Jic3 anthracycline-based ]
i@ty cpp  |Chronic lymphoid leukemia, (CLL)
975 | UvxiwD Rituximab Rituxan > & II;T In combination with fludarabine and cyclophosphamide X (o] 2010/2 o) o) 0 o)
4 NHL ~ Chronic lymphocytic leukemia/Small lymphocytic lymphoma
NN _ JyFY . CD205(+)BHRARTE _ e
976 | YvxLTT Rituximab 5 Rituxan USSR [NHL - Posttransplant lymphoproliferative disorder (PTLD)] o] X (2013/6) O O x X
977 } YUFLIT Rituximab Rituxan <4oryaJYy  |[Waldenstrsm's macrogiobulinemia] X X (o) O 0] X
e
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FHE: FDA(EXD | o R EnmAELE KEFDA
o : RN HEHE I * :
el —pa — % WEE | BRE BREARBN fmmsm P vimow | o EE |00 use-pl |anFs-DIl P
5 (Em) (HER) (Em) CKRE) IFEATERSO & & E/8 FZAL)J‘.) RMMEE EHRAE  ENEE
TLVAEhEE = B (Em)
s o . HROXR [Hodgkin disease/Lymphoma]

978 | UvFLwJ | Rituximab Rituxan CD20-positive, as monotherapy X x o) 0 x x
979 | UvxI<T Rituximab Rituxan AT =tz)L M5 | [NHL - Hairy Cell Leukemia] X X (@) x @) X
980 | Yvxiwd Rituximab Rituxan IN—Fy ks JE |[NHL ~ Burkitt Lymphoma] X X o) x x 0

[Non-Hodgkin’s lymphoma,( NHL)]

[NHL — AIDS-related B~cell lymphoma ]

[NHL - Gastric MALT lymphoma ]
981 | yvxL T Rituximab Rituxan | 3E7RA 1)1 /8 | [NHL - Nongastric MALT lymphoma ] x x (e} x x X

[NHL = Primary cutaneous B—cell lymphoma ]

[NHL - Splenic marginal zone lymphoma ] <NCCN>

ES [Primary central nervous system tumors, CNS Lymphoma]
982 | YuxwJ Rituximab Rituxan e [Metastatic central nervous system lesions, CNS Lymphoma] X X O X X X
(25D <NGGN>
s . . 2y M {[Acute lymphocytic leukemia (ALL)]

983 | Yv*L <7 | Rituximab Rituxan e INHL - Lymphoblastic lymphoma (LBL)] x X 0 x x O

Primary cutaneous T—cell lymphoma (CTCL)

. . EISTHIRR) /& | Following at least one prior systemic therapy _

984 Romidepsin Istodax i B e o] 2009/11 (0] (o] o] O

NHL ~ Mycosis fungoides (MF)/Sezary syndrome (SS)

R X FKEMETHIRS > s\ [Peripheral T-cell lymphoma (PTGL), _

985 Romidepsin Istodax Jic3 Following at least one prior systemic therapy o 2011/6 & O % O
986 Romidepsin Istodax ﬁﬁk}‘ﬁﬁ]ﬁ%{ﬁﬂgﬂﬁ [NHL ~ Adult T~Cell Leukemia/Lymphoma] <NCCN> - X @) X X X
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FhEE: FDA(ZEXX D SHEEF =30 4] FEFD
& FDATREDANEER XX B k A1 NooN
BE| —@E | @R WAR | ERE WRLARBEN T g <EERED> whw | foa | FB ISt use-D larFsDI cp
2| @ (3B ER) | CRE) | REACTERSH B e wE R apem Rias | muas
TLNA%8E i e (Em)
BISLIRIE Hormone refractory prostate cancer, metastatic
987 Sipuleucel~T Provenge | RBMEARILEE | (Autologous cellular immunotherapy for prostate cancer) - o) 2010/5 o) o) x o)
ntE (dendritic cell therapy)
988 {3?[]1@1;‘ St&:;If::;b E34 *j_ﬁ;li M Nexabar ‘E‘ﬁgfﬁ Renal cell carcinoma, advanced o) o) 2005/12 le) o o o)
989 ‘|{ z '}JL;\:E;;'_; Sg;f::;b 7 ‘b‘% \—jb Nexabar %g;‘;g Liver carcinoma, unresectable (@) [0) 2007/11 o) o) x 0o
US91=T Sorafenib Differentiated Thyroid Carcinoma(DTC)
990 b }leﬁ— 1= tosilate Nexabar R IR locally recurrent or metastatic, progressive, DTC that is refractory to X o) 2013/11 o) o * %
‘"‘ radioactive iodine treatment.
%9t I{j/flxlﬁéz;ig Stf;T::;b Nexabar I PR [Angiosarcoma] <NGCN> X X (0] x x X
992 \'{;Z/IE;Z S;:T::;b Nexabar SHILEREIES |[Gastrointestinal stromal tumors (GIST)] <NCCN> x X o) x x x
gy
993 ‘{i?;%;ig s;r:“f::;b Nexabar BRfE [Bone Cancer — Osteosarcoma ] <NGCN> x X e} X x x
994 i;?:a;ﬁg S;:T::;b Nexabar EMREAE [Malignant melanoma, advanced] - <CP> X X x X x o)
995 | * H/Z'Pj*/ Streptozocin Zanosar 4= obe Malignant tumor of Islets of Langerhans, metastatic — o) 1982/5 o) o) e} 0o
Rt
956 12 NV A% Strentozocin Zanosar PR [Carcinoma of pancreas, metastatic, non-islet cell carcinomal _ "
~ P (i :2c [Pancreatic adenocarcinomal <USP-DI> x (@) x x
997 Ak bz’b‘}*/ Streptozocin Zanosar HIVF/AFjEE  |[Carcinoid tumor] — x x o o o
998 XH/Z)FJV Streptozocin Zanosar HER ] [Neuroendocrine tumors — Adrenal gland tumors] <NCCN> — x 0 x x x
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ShEE: FDA(FEX D B FDAR B EE RS s K EFDA
g — R "ﬁg% EEEE [EERE %Wﬁﬂi*ﬂgﬂ)‘ﬁ)é“ - [i@myq:%]ﬁ;] = < BIhHESEES > MHELW ;IEEE\ AR EE'\%%N# USP-DI |AHFS-DI CP
&= (Em) (R (Em) CKRED IFAARTERSN = =0 E/R e A RNEE | SReE
TN DR R AR (BER) (2ARLLE)
R=F=T Sunitinib 2Tk HIEEMEIES |Gastrointestinal stromal tumor (GIST)
999 o SmtE Malate ATt Sutent ARF=TIEHtE | After disease progression on or intolerance to imatinib © © 2006/1 & & & o
1000 ll}j;giz S;;::g:;b 7;3_7?_;}/: Sutent ggﬁ% Renal cell carcinoma, advanced O @] 20086/1 (e} O O @]
. e = Pancreatic neuroendocrine tumors (PNET)
1001 I’}:Z}; 12 Sunitnib ;;jfzf Sutent | BEHHENSSKIEM |progressive, well-differentiated o) o) 2011/5 o o x o
o unresectable, locally advanced, or metastatic disease
1002 Z‘J:Zf‘g ; S&Zilg:;b Sutent FRRARAE [Thyroid carcinomal <NCCN> X x (e} x X x
1003 5‘/::?[‘—&;; S;Ir;ili;i:eib Sutent MmERE [Soft tissue sarcoma — angiosarcomal <NCCN> X X @] x X x
AEFL TV Tamoxifen | /JL/INFUHIR IE . . 1977/12
1004 BT Citrate P Nolvadex i Metastatic breast cancer in woman and men O ®) 1989/3 O (0] @) O
AEXL T Tamoxifen | /JVIATUHR B R N 1986/12
1005 HIUBIE Citrate i Nolvadex TR REEE Adjuvant treatment for breast cancer O (o] 1990/6 o] (@] (@) (o]
1006 s',ffj g Tamoxion Nolvadex |\ ) f,g% i 5 [Broast cancer, High-risk; Prophylaxis x O | 1998/10 | O o o o
AEXL T Tamoxifen JER MR EE |Intraductal carcinoma in situ of breast,
1007 ST R Citrate Nolvadex SHAELE F RIS | Following breast surgery and radiation, to reduce risk of invasive disease x o 2000/8 o O * o
AEXL TV Tamoxifen | JILINTUHR A [Breast cancer, necadjuvant therapy,
1008 HTUBE Citrate §iE Nolvadex (i RiTgER) hormone receptor—positive disease, in postmenopausal women] o x o o x X
1009 Q;E::E‘: EZ;/ Ta&lﬁ:ﬁn Nolvadex FEGE [Uterine neoplasms — Endometrial carcinoma) x x o] O X x
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FhAk : FDA (XD SIEE : FDAK RN EE R ST g KEFDA
gE| —@e —1% HRE Was WHARR B ams e < BHERES > viiw | foa | B i USP-DL |AHES-DI|  c
5 (Em) (58 (EmW) (CRED IZBARTHRESHh D & %/B (HZAI«J.J:) RMEE ERAEE | e
TWBHhHE " (B
1010 ’}'fli\:;éi%) TaCni';:itf:n Nolvadex STy [Breast cancer — Paget's disease] <NCCN> N » o N « «
AEFL T Tamoxifen [Ovarian cancer ~ Epithelial ovarian cancer]
1o1 JTUEE Citrate Nolvadex op s [Ovarian cancer — Ovarian stromal tumors] x x o x x o
1012 Q;E:f;é;ﬁ/ T%r?tc;:it?n Nolvadex ANF/ARIESE  |[Carcinoid tumor] x x % o) 0 «
1013 gfjf: &?tf%/ Ta(;ﬁ:f:h Nolvadex BMHREE  |[Malignant melanoma] <CcP> X X X x x e}
1014 Q;E:f:é%/ Tacni'st?:;:f:n Nolvadex EMMEBIE | [Malignant glioma (including Astrocytoma):] <CP> X X x x x o)
FHI—IL TrT5T—IL _
10151 " (Fr207) Tegafur gy, % i © (e74/2) = - - -
FHI—IL TSI~ . 3 B
1016 (FT207) Tegafur AT, 1505 - ELISE @] (1974/2) - - -
FHI—IL TRST—IL . _
1017 (FT207) Tegafur ATl iz (@] (1974/2) — — — —
FHI= 1—ITF4
1018 S5 | tegafur/uracl | BBEDT L BAIRARE O - (1992/7) - - - -
(UFT) EER & FRs
THI—- A—TIF4
1019 518 tegafur/uracil | BBEHT L B O —_ (1992/7) — —— — —
(UFT) EFE & B
FHI—I- A—TIF4
1020 359 | tegafur/uracil | BEEHT L $Eh5 - BRI O - (1992/7) — — - -
(UFT) EEC & BEHL
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i‘?}ﬁ%FDA(ﬁKU) 7 b.FDA =N AhAE A sl *E]FDA
| —ps —i8% maE | MRS WBEAR S| e DY viw | oo UER 80N luse-nt [anFs-DI| o
&5 (Em) (%) (EW) CRED IFAKXTERRSIN P & %/8 (EZADJ._ES EREE ONEE | CREE
TLBHEE ~ T @Em
FHI—)- 2—T 754
1021 NS5 L ¢ tegafur/uracil | EERATEIL i 0] - (1992/7) - - - -
(UFT) EBR & T )
FHI—I- A—ITF4
1022 M5 )L tegafur/uracil | EEEHTEL fREE-RER O - (1992/7) - - - -
(UFT) EEL & BEH
FTHI—I- A—ITT4
1023 | B35V | tegafur/uracil | BEHT I 3731 O - (1992/7) - - - -
(UFT) ERE& SR
FHI— L 1—IT74
1024 ST tegafur/uracil | EB&HT L [ (@] - (1992/7) —_ — - —
(UFT) ERR& BRI
THI—I- a1—IT74
1025 253 tegafur/uracil | EEEHT I Bk O - (1992/7) - - - —
(UFT) EFL & FBH
FHI—I- A—ITF4
1026 | 5V | tegafur/uracl | BEHT 1L Pt R @] - (1992/7) - - - -
(UFT) ER& B
FHI—=I- A—ITIF4
1027 »35v0 | tegafur/uracil | BEHTHIL BIILERSE O - (1992/7) - - - -
(UFT) EFS & FERL
FHI— A—TIF4
1028 § 953 JL | tegafur/uracll | BAEHTEIL FTEHE O - (1992/7) — — - -
(UFT) EFR& BRI
FHI—N-F  tegafur/ -
coo 2 . S
1020 |27V AT | gmeracl/ e =l o) - (1999/3) | — - - -
S ILAD L oteracil e
(Ts-1 potassium
FHI—I X! tegafur/ - .
ASUNFT | gimeracl/ | eam g ipe o, _ _ _ _ _
1030 |2 ; Ba&hTtIL k- EBE e} (1999/3)
S2221%: ULy NN oteracil P
(TS-1) potassium i
TATE| et rezans
1031 |2 . BEahTL BATRERE O — (1999/3) - - - -
221 Uiy FN oteracil i
(TS-1) potassium i
THIT=LF tegafur, - N
ASULA T gimeracil/ T'fA Al _ — - _ _
1032 |2 ; BE&hStL FE/NERE AR O (19998/3)
S AYD L oteracil F
(IS=1) notassium., h .
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SHBEFDAGEX D |syue epAREEBEEE Y KEFDA
g e —f 55 o R S |y [PIRE PDAMRELDIRER =] KE NCCN
2| @m e ek | e e aen | tamAmi HMRHRRG > miw | Foa | B eGSR ARESD! 0
CNBEEE s &3 s (2ALLE) B EOEREE  EREE
TAI—IL | tegatur - N
1033 A5 LT gimeracil/ gA;j;’{ng 25 (EHTEE =
SULAUMLL  oterac sl i X ISR o) - (1999/3) | — - - -
(TS=1) natassium. L
FHI—IF tegafur/ —
g — . —TAT
ASU A imeracil/ | in s
1034 |2 s i oteracil EE%’;?‘Z’ v e o) — 1 (oee/n) | — - - _
(TS-1) potassium -
FHI—ILF]  tegafur/ -
= - N " - oy
ASVNAT | s o (TATER .
1035 |20 o Coteracl | EEEATHIL FEE o} - (1999/3) | - - - -
(Ts~1) potassium it
FEL—)L m Anaplastic astrocytoma of brain, refractory
1036 | FEVOIF | Temozolomide | A7 4L, Temodal %Tﬁ_%ﬁ;’fﬁlﬁﬁﬂﬁg (following disease progression on nitrosourea O O 1999/8 O O e} o)
AR —a and procarbazine)
1037 | 2038 | Temozolomide ;Eﬁ;lb Temodal SWMERESERE  [Glioblastoma multiforme of brain, newly diagnosed,
= ﬁiﬁﬁﬁ'ﬁﬁ — R concomitantly with radiotherapy and then as maintenance o & 2005/3 9 o O O]
TEI-N [Malignant glioma, Relapsed, refract i
1038 | FEVASK | Temozolomide | H74)b, | Temodal | BLAEIEE |1 000 EOUS TOpeas FONACton, of progressive o x o o x 0
)ﬁfﬁﬁﬁﬁﬁﬁ as monotherapy,
N . AR fE [Metastatic central nervous system lesions]
1039 § FEYVHRIF | Temozolomide Temodal o <NGON> x X O x X X
1040 | FEYOIF | Temozolomide Temodal qj,j?j?%% g%ﬁ"gﬁgosu,mmssed primary central nervous system lymphoma] x X O X X X
1041 | FEYAIF | Temozolomide Temodal EREE [Metastatic melanoma, Monotherapy] x x fe) o) x o
= os . ERBMIE/  |[INHL - Mycosis fungoides and Sezary syndrome]
1042 | 7E&YJRAZK | Temozolomide Temodal e <NGON> X X O X X X
1043 { FEJOSF | Temozolomide Temodal a—A>4' P& |[Bone Cancer — Ewing's Sarcoma] <NCCN> X X o) x X x
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#hik: FDA(EXD S8 - FDARK M BE T N KEFDA
| —pa —# Lok mas  ERIEHR BV mmense] < BRI > i :_kDEfi &R %%%Nm USP-DI |AHFS-DI|  CP
&5 (EM) (FEEE) (EmW) GRED IFBATERSh & = F/8 (EZAI«,U:) RS IRAR EREE
TLb%h8E Bt S @
1044 | TEYVREF | Temozolomide Temodal AP IE [Soft Tissue Sarcoma ] <NCCN> x X O x x x
1045 | FEYVEEF | Temozolomide Temodal INRBR IR [Small Cell Lung Cancer (SCLC)] <NGCN> x x O x x x
\:,‘ y
1046 | FEVEZF | Temozolomide Temodal m%g%gééﬂg% [Neuroendocrine tumors - Islet cell tumors] <NCCN> x x (o] X x x
1047 TAYAYL Temsirolimus |~:__x) t}l’ Torisel BAmpaE Renal cell carcinoma, advanced (0] O 2007/5 o] O (o) e}
A AR ER T

1048 _7—1‘\:/7\‘] U4 Temsirolimus Torisel 7‘[7;)}/{{;.;8 [NHL — Mantle cell lymphoma] ' X x X o) X o)
1 FAL O L o . . . . .

043 2 Temsirolimus Torisel FERE [Uterine neoplasms — Endometrial carcinomal <NCCN> X X o) X X x

b N ulJFN - . [high—grade malignant glioma]
1050 2 Temsirolimus Torisel BRI IE [Glioblastoma multiforme] <cP> X x X x X o)
TN I AL/ ERM (Acute lymphoid leukemia, refractory, as induction therapy

1051 TERUE Teniposide Vumon 9% in combination with other agents - o 1992/7 - o O O
1052 | F=ARUF Teniposide Vumon JER T F U/ E | [Non—Hodgkin's lymphoma] — x — o) X e}
1053 | F=HRUK Teniposide Vumon HIESFMAAE  |[Neuroblastomal - x — 0] X O
1054 | F=HRUFK Teniposide Vumon IS RA Bt [Small cell carcinoma of lung] - X - o] X O
1055 | F=HRIK Teniposide Vumon JE/NIBaRtTE  |[metastatic non—small cell lung cancer ] <CP> - X - X X O
1056 | FoRUK Teniposide Vumon BEENES [Intracranial tumor] <USP-DI> - X — (e} X X
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SIBE: FDAEXID |y pARERAHEE g KEFDA
wa| —me | w2 | mAE | BAR  WRLARBEN | geysil P wiw | X8 5 | NN epoor |anrsoi| op
= (Em) (5 (Er) CRE) 1% E}CTE%%“‘S% & et (%/p?) (u?_AJ/Ll_E)\ SHEE DREE | DheE
1057 § F=ARIF Teniposide Vumon ZHMEBMIE  |[Multiple myelomal <USP-DI> - x — o x x
1058 | F=RIR Teniposide Vumon HBIESEARAEAE  |[Retinoblastomal <USP-DI> - x — o) x x
1059 | F=RIK Teniposide Vumon BRI [Bladder cancer] <CP> - X — X x o)
Z1JE/BB#%1%  |Breast cancer, advanced or disseminated disease

1060 Testolactone Teslac HELT (as adjunct therapy during palliative treatment) - o 197075 - & - o

N N N . ZRMEEMIE  |Multiple myeloma, newly diagnosed
1061 | HUFNAF | Thalidomide Thalomid — JAFR in combination with dexamethasone x o 2004/3 o o ) o)

Muitiple myeloma newly diagnosed
SRIEEHE | MuPle myelom: .

. . N . e in combination with stem—cell transplantation,

1062 | HUYRTAF | Thalidomide Thalomid | TORBERAHE | o with melphalan and prednisone x x O (0] x o)
in.comhination. with.d thasone. and bortezamih.] -
. Z M EENE .

N . - HLR . ol [Multiple myeloma
1083 | HURVAF Thalidomide At Thalomid ﬁ_{;ﬁ?ﬁ/ for advanced and refractory multiple myeloma] O x ) o x O
1064 | HYFTAF | Thalidomide Thalomid ?7D§?E_juy [Waldenstrsm's macroglobulinemial X x o) o) x x
1065 § HURYAF | Thalidomide Thalomid HRUWIE  |[AIDS-related Kaposi's sarcomal x x X e} e} e}

. . . . [Glioblastoma multiforme of CNS, Recurrent]
1086 | FUERAF | Thalidomide Thalomid BRI [Malignant gliomat (including astrocytoma)] x x x © x o
1067 | HJRTAK | Thalidomide Thalomid | BBERT BIEIREE {[Myelodysplastic syndrome] x X x o) x e}
1068 | HJKTAF | Thalidomide Thalomid BISLRRSEE [Prostate cancer] <USP-DI> x x x o) x x
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SNEEFDA(EX D | o ppaR S AL " KEFDA
wE| —me | —mE | BRE | BRE  ERERRBIL [T ok LR < TS wow | 2B Tam | NN luspoor |anrspl| cp
&S (Em) (FEE (Em) CRED IFEARTERSh E K F/8 (uZAlsz:) EREE |EREE | TREE
TWLBRhRE (ER)
o . , . X ~ |Acute myeloid leukemia (AML),
1089 | FAY 7= | Thioguanine Thioguanine | RIEBBIMEBMA ||\ o 4 consolidation therapy only - e} 1966/1 X e} 0 e}
NI . . . , Aty |[Acute lymphocytic leukemia (ALL)]
1070} FATF7=> | Thioguanine Thioguanine =hiike [NHL - Lymphoblastic lymphoma ] <cP> - x . x x o
1071 | F447=> | Thioguanine Thioguanine EENES [Intracranial tumor] <USP-DI> — X X O X X
1072 FAFIN Thiotepa Thiotepa SRBE Ovarian cancer, adenocarcinoma - @] 1959/3 x (o) x @)
1073 FAFR Thiotepa Thiotepa HLiE Breast adenocarcinoma - @] X (@) X o)
1074 FATIR Thiotepa Thiotepa mgﬁ%ﬁ A Carcinoma of bladder, superficial papillary — O X O O O
1075 | FHF/A Thiotepa Thiotepa HROFE Hodgkin's disease - o) X o) X 0
BHERHR
1076 { FAF/ Thiotepa Thiotepa (DLFEE, B97K) | Malignant effusion, intracavitary — o) X lo) o) e}
BERGEA
1077 FAFI Thiotepa Thiotepa g%gg%i [Malignant meningitis] (e.g., leukemia) - X (@] (@) O O
=ik
Sl €
1078 FFFIN Thiotepa Thiotepa ity /%\ﬁ Bl [Leukemia(CLL., CML)] <USP-DI> — X X o) X x
fededogcled=Nikrs
1079 FHFIR Thiotepa Thiotepa | JEFRT 1)/ NjE {[Non-Hodgkin's lymphomal — x X o) X o)
. . . B4MBaE4E  |[Stem cell transplant preparation]
1080 FATIN Thiotepa Thiotepa B {Bone marrow ablation] — X X O X O
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shik :FDA(EXX D SBE  FDARESNEE KEFDA
_ e o < & FDAZKER RN HE SR 30 H K L NCCN
o s Ty | O hncmmen | LawsmE RIS > MHLw | DA TR miEm pen il e
= e ol PR RRAE EHAE | SRR
TINALHEE IR AR (Em) (2ALLE) H B
1081 FAFI Thiotepa Thiotepa wER Py E [Soft-tissue sarcoma] <CP> X x
JXFhUR | Topotecan | NATILFL . ; Metastatic ovarian tumor,
10821 " ey Hydrochloride | ¥4tfa1.1 | Hveamtin SmaR after failure of initial or subsequent chemotherapy o 1996/5 O
FHAVIE > . # t . , "
1083 /#&E; ngfofsl‘;t:je / j;;;;i’/ Hycamtin /j\:ﬂg}fgﬂ%% Small cell carcinoma of lung, after failure of first-line therapy O 1998/2 O
JXFhUYE | Topotecan | NAHLFY } IR P .
1084 Biis Hydrochloride | SESA11 Hycamtin s [Small cell carcinoma of lung] X o)
JETHUE | Topotecan | NAALFL ) - -
1085 s Hydroohloride |  FESTAI11 Hycamtin | /MR MR N8R <MHLW> x (2013/6) X
JX¥FhtE | Topotecan . FEERE Carcinoma of cervix, Stage IVB, recurrent, or persistent;
1086 g Hydrochloride Hycamin (BFF) in combination with cisplatin o 2006/6 o
. — [Cervical cancer, advanced, recurrent, or persistent;
s w5y ,
1087 /#éﬁ_’/ o HTng?SIZi&e Hycamtin ?;gfﬁ? as monotherapy in patients not amenable to curative treatment with X x
= 4 surgery and/or radiotherapy] <USP-DI>
JEFHUHE | Topotecan . o B [CentrainNervous System cancers — Metastatic central nervous system
1088 Eis Hydrochloride Hycamtin [rvcdd lesions] <NCCN> x o
1089 JXFAUE | Topotecan Hycamtin hiRHEE R [Primary central nervous system lymphoma, N
Biis Hydrochloride YR E relapsed or refractory, non—-immunocompromised] o
J¥5hutE | Topotecan . A4 IL4REAYE.~ |[Non-melanoma skin cancers — Merkel cell carcinoma]
10901 “meie | Hydrochloride Hyoamtin RIBHA <NCON> x o
el ~ tﬁ >
1091 /¥éﬁiﬁ/ - H;/rgfo(;ts;?ir:ie Hycamtin a—A>45BfE |[Bone Cancer - Ewing's Sarcoma] <NGCCN> X le)
1092 /#é%\/iﬁ H;/rc(;foflflztize Hycamtin BHE [Bone Cancer — Osteosarcoma ] <NCCN> X O
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SHEE: FDA(EXD |4 & FDAKIESNBER Y e KEFDA
=y —RA _ﬂ&f% Gl BB Fsﬁm%‘ft*ﬂgﬂ)_%%)t‘ Mﬁu[ﬁmy{;—hﬁé‘% < BAYRHESEBE > MHELW ;!E[% AR §§ﬁC%Nm USP-DI |AHFS-DI CP
&S (Em) () (E®W) CRED [FBATERIN R & F/8 (BZAI«,LJ:) RlmEE ENEE | IREE
T B3HE = = (Em)
1093 /#g%yiﬁ H;T/gfof;ﬁ:je Hycamtin HEEPME  |[Metastatic rhabdomyosarcomal X X (e} X x e}
1094 /¥§7‘é‘/i§ Hl-;foc:::lzii:ie Hycamtin FERE [Uterine neoplasms ~ Endometrial carcinoma) <NCCN> X X (@] X X X
1005 | 7 dpg%mg H;rgfo‘;t:;i';e Hycamtin | 2 Btk E 1% |[Acute Myeloid Leukemia (AML] <NGCN> x x o x x x
1096 /d@g%yiﬁ H:gfo(::l‘;?ae Hycamtin JENABERRE | [Non—small cell lung cancer] X X X e} X o)
1097 /:\‘—”;%yiﬁ Hl—gfoo::lz?'ir:ie Hycamtin | B#ERMAAEIEEF |[Myelodysplastic syndrome] <USP-DI> X X X e} X X
b L B
1088 J¥TFhULE Topotecarm Hycamtin fxﬁgﬁ;ﬁt{ [Chronic myelomonocytic leukemia (CMM[L)] <USP-DI> % % « o « y
iR Hydrochloride
Fhois N s
1099 /#é%/ Hzgfo‘f:(ii:ie Hycamtin B3 E [Nephroblastoma] <USP-DI> X X x (o) x X
rETIV Toremifene T T ALY ZL9E/FA#R%  |Metastatic breast cancer, In postmenopausal women
1100 HTUEE Citrate Frd Fareston [T E 4 with estrogen-receptor positive or unknown tumors © o 199775 o o o o
2Tz Toremifene | JT7 ALY A/ . _
1101 HTUEE Citrate i Fareston R [Adjuvant therapy for early-stage breast cancer] O X X X O X
1102 ;I;:ijﬁgé To(;?tr:l:;eena Fareston gﬁgﬂéﬁ [For prostate cancer prophylaxis] X X x O O O
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Zhie:FDA(EX D 4L - FDATK RN BER FEFDA
: RREEEX s F
Bl —BE — B [ mas  WREHRSEN T mrsimeE <EREREE> MHBLW g@i &R %%%Nm USP-DI |AHFS-DI| CP
2| @m € @A) | RED | HEATERER %@ | mE | HB gas) CWER REAR | DRAR
TS5 " 3 )
Non—Hodgkin’s lymphoma, CD20 positive, relapsed or refractory, low—grade,
follicular, or transformed, including rituximab-refractory disease, 2003/6
R S )e,, @ NHL = Follicular lymphoma and Nodal marginal zone lymphoma
Tos;_tumg:;? Bexxar 35@;[(;&/‘%%\,{% NHL - Gastric MALT lymphoma _ o 200_‘1/ 12
103 (Io. ine b) — SR NHL = Nongastric MALT lymphoma 20 o O & o
Tositumomal —aR NHL ~ Primary cutaneous B-cell lymphoma (HE*M/ft
NHL - Splenic marginal zone lymphoma SERLL)
Tositumomab y & . . X
$104 (lodine 1-131 Bexxar GHIRaTEHE  |[For use in autologous stem cell transplant preparation regimens] _ y N « « o
Tositumomab) AIALE <ch>
PSAFZT | Trametind R weontand e 2013/
1105 | PAFIL AL Dimethyl Mekinist BRAF V600E |, nation with dabrafenib - (0] O (6] — 0
AR Sulfoxide /VE00K mutation |P combination with dal rafenib 2014/1
! for the treatment of patients with Unresectable or metastatic,
e Metastatic breast cancer, HER2 overexpression,
N A— » . . thi i tients who h; ived at least i
1106 | r52w 27| Trastuzumsab 7 - ‘t"j:;'/ Herceptin [y =4E monotherapy in patients who have received at least one prior o o 1998/5 o o o o
SESTH HER2BEIRH chemotherapy regimen
- first-line treatment in combination with paclitaxel
IRz,
— ~ 1,9
1107 | F52 WX T | Trastuzumab FA ﬁ—g:fjg/ Herceptin Hégzl ;‘éﬁ;@% Breast cancer, Adjuvant, HER2 overexpression, node—positive, O O 2006/11 O O O @)
2
kBB
L, BB ) .
. s A t, HER2 N
1108 | FSRYX YT | Trastuzumab Herceptin ?E)}%;ﬁ@;i{;ﬁf [B::acs::;:\::i;:svti’fl?:::;otherap;iverexpresswn % % o o o o
T8I 3
= Metastatic gastric cancer/gastroesophageal junction adenocarcinoma,
—— N—tIFo . s |HER2 overexpression
1109 | F5 AW X% T Trastuzumab SEATER Herceptin %g%giigﬂg initial treatment, in combination with cisplatin and capecitabine or o © 2010710 o o x O
5~fluorouracil
Acute promyelocytic leukemia (APL), FAB M3,
. e ANY /AR . SMFIEEKYE | Induction therapy in patients who are refractory to, have relapsed from, or are
g hLF/Av Tretincin HF I Tretinoin [=fink not candidates for anthracycline chemotherapy o O 1895/11 o o o o
. - i ides (M
i1 | rLFsa Tretinoin Tretinoin ik A E [NHL — Mycosis Fungoides (MF)/Sezary Syndrome (SS)] < « o . " "
<NCCN>
M2y FLF/qY Tretinoin Tretinoin | BRERRAEIRH [[Myelodysplastic syndrome] <usP-DI> X x x 0 x x
113 | FLF/A> Tretinoin Tretinoin HRCPIME  |[Kaposi's sarcoma] <CP> x x X % x O
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%hBE: FDA(GEX D ShHE FDARKRSHAE S FKEFDA
- : SBINAEZE T ¥ .
o — mEs | mRs  ERLARBAN | fmis P v | 2B Tam | 00 use-nt |anFs-Dll e
E8 (E™W) () (B CKRED FEATERESH & =5 E/B (HZAMJ:) RRAE ERAE | TREE
TWBH%hEE " o (Em)
Triptorelin Trelstar e Carcinoma of prostate,
14 Pamoate Depot Al Eg’?ﬁ palliative treatment, advanced disease 2000/6 o
1115 Triptorelin Trelstar FLIE [hormone-sensitive Advanced Breast Cancer «
Pamoate Depot T ;for the treatment of premenopausal women ] <CP>
X p & 72 P N -
116 | 9R=A | Ubenimex | Sopes RABIRSY (e BRBA RO FBILLSIEREOH RIS LS EEMMOER) (1987/6) | —
. BEBt ERPI%E  |Carcinoma in situ of bladder |,
iy Valrubicin Valstar (BSBEEAFLE) | Intravesical therapy for BCG-refractory disease 1098/9 o
o=ty — . HRIREEIRIE | Medullary thyroid carcinoma,
(LN RAGE Vandetanib Caprelsa KH M [Symptomatic or progressive, unresectable locally advanced or metastatic disease 2011/4 o
EEaAaE .
¢y o= Melanoma , unresectable, or metastatic
1119 [RAST7x=7| Vemurafenib Zelboraf | (BRAF V60OEZESR)| . ’ S 5 2011/8 (@)
TR B with BRAFVB00E mutation as detected by an FDA~-approved test.
EYIS5X Vinblastine IHH—)L ROEE .
1120 FUREE Sulfate AR Velvan (Stage 1 and IV) Hodgkin's disease , Stage Il and IV 1965/11 O
1121 EYISR Vinblastine TH¥—)L Velvan PES [Hodgkin's disease, Stages IA to A, o
FUBBIE Sulfate SESTH v (Stages IA to IIA) | in sequential combination with radiotherapy]
EyIisx Vinblastine - _ . .
1122 FoRmEE Sulfate Velvan L Breast cancer —unresponsive to endocrine surgery and hormonal therapy X
EvISR Vinblastine T H—)L ss44,11+, , o |Non—Hodgkin's lymphoma, histiocytic
nzs FUBEE Sulfate SESTH Velvan | SRS/ WE small lymphocytic x
EvISR Vinblastine e Mycosis fungoides advanced stages
1124 FURBE Sulfate Velvan BRENE cutaneous T-cell lymphoma (CTCL) x
1125 EuIsx Vinblastine IHTH—) Velvan 230185 Testicular cancer Advanced germ cell cancers, including embryonal o
FUBBE Sulfate SESHR (FEBEE) carcinoma, teratocarcinoma, and choriocarcinoma
ErIds5x Vinblastine oos g
1126 Fo R Suffate Velvan HRTENE Kaposi's sarcoma X
EyIS5R Vinblastine TTHF—) ' Choriocarcinoma,
1127 FUBRE Sulfate SESHA Velvan MEES Unresponsive to other chemothe{gﬁeutic agents x
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: S 2 | B | LB e BRER BEER ) BRER
1128 ;:%;’% Vigblastine Ig;}%"’ Velvan (Wgzﬂfg%) [Garcinoma of bladder] o x o o o o
1129 ;j%;l% Vigblastine Velvan | 3E/MERINGEE  |[Non-small cell lung cancer] x x o o o o
1130 ;:é;% Viblastine | TTB Y | Veben | SUAFSMBIESS  |[Overian ancer - gorm celltumors] o x x o x x
1131 ;5 %;g;zjg Vigzl;::;"e Velvan EtEAE  |[Metastatic melanomal x x x o) o o
1132 ';j;;% Vigblastine Velvan B4  |[Renal cell carcinomal <USP-DI> x x x o x x
1133 ;Ej %;,ﬁ% Vigﬁ:?:tt;”e Velvan BISZBE  |[Carcinoma of prostate] x x x o x o
1134 E)%é%}‘/ ViSZ.'ffEL"e ;r,;gg:-ly;;/ Onoovin 1 1L LRI \gm:sr':m:;oma, In combination with other chemotherapy agents o o 1963/7 * o o O
1135 E’éé’};’ Vinerotine 7’;;%’ Oncovin SHAME  |Acute leukemia o) o x o o x
1136 Eyﬁzgﬁ;acy Vineistine AYIES | | U/ Acuto Lumphoblastio Leukemia (AL o o o ° ° °
siizey ulfate ST =Nt Acute lymphocytic leukemia

137 Ey%é?;’ V'Eﬁﬁl:f?e T,;_;?{ Oncovin ROFR I-Il:dcg::;n:ﬁ::svewith other chemotherapy agents o o o o o o
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ShEE: FDA (XD | FDARIREER KEFDA
FOATREBABEX * h
B —f@% —f% L maG WRLIRBEV T pmmase] < B > viw | X2 Ve saiihse USP-DI AHFS-DI oP
55 (Em) (%) (Er) CKED s EK’%%E%’?*L &S e %/8 ;2A14J:) RREE ERAE EREE
TLVBi ® (B
Non—-Hodgkin’s lymphoma
((lymphocytic, mixed—cell, histiocytic, undifferentiated, nodular, and diffuse types)
In combination with other chemotherapy agents
NHL — Adult T~cell leukemia/lymphoma
NHL — AIDS-related B~cell lymphoma
NHL - Burkitt's lymphoma
SSaen i, @ NHL ~ Chronic lymphocytic leukemia/Small lymphoeytic lymphoma
B !
1138 EVHYRXF2 1 Vincristine Fragy Oncovin FRDFL LR NHL - Diffuse large B-cell lymphoma o o o o o o
TRERIE Sulfate SESTA NHL — Follicular lymphoma and Nodal marginal zone lymphoma
NHL - Gastric MALT lymphoma
NHL ~ Nongastric MALT lymphoma
NHL — Lymphoblastic lymphoma
NHL — Mantle cell lymphoma
NHL - Peripheral T—cell ymphoma
NHL — Primary cutaneous B—cell lymphoma
NHL - Splenic marginal zone lymphoma
EVHYAF ) Vineristine X " [Mycosis fungoides,
1139 s Sulfate Oncovin B R PR in combination with other chemotherapy agents] <USP~-DI> x x X o * x
EVHYXF i Vineristine FvaEy . e Rhabdomyosarcoma,
1140 EiE Sulfate ESTR Oncovin A In combination with other chemotherapy agents O o x o o O
. . L N . Neuroblastoma,
1141 t’/ééé?:/ V'gi:;::;ne T;;r%/ Oncovin TREFIE In combination with other chemotherapy agents (o) O X le) o) e}
gl gy 2.
1142 t)ﬁ;&%?‘./ Vlgﬁ;‘fl:lne Oncovin a—A2SPfE |[Ewing's sarcoma] X X O e} (o) e}
EUSYXF2 ! Vineristine . < [Non-melanoma skin cancers — Merkel cell carcinoma]
A e Sulfate Oncovin Bt A <NGCN> x x o x x *
1144 tp;é{%?y Vigﬁ:;:::‘e Oncovin DR EMREIES |[Germ cell tumor of ovary] <USP-DI> x x x Ie) X x
IL
1145 t:/;‘gé’;;) Viglcj;;:ine Oncovin INERERHEE  {[Small cell lung cancer] x x (o) o) o) (0]
L] ey
EVOYAF i Vincristine Fragy . EZiaed-gilid N
1146 fook Sulfate frwes Oncovin [Muttiple myeloma] O X X O e} o]
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FhEE: FDA(EX D S8 FDATREEEER P
gl —@a — iR L BRA | EREAR DA [a aignes] s @ | NCON o ’
; . o EhEE] < BSRHESRAERL > MHLW | FDA KB eagpen USP-DI AHFS-DI)  CP
G (ER) (%E (EW) CKED FEARTRESN 5 . 8 N E | S
= & & ’Cl.\é?;‘)]ngﬁ & & (%/V?) (PALLE) EREE |BHAE | SHeE
1147 |E¥ZURF L Vineristine Aoy Oncovin i AEE S [Intracranial tumor,
REE Sulfate ESTA (EFetE) Primary central nervous system tumors]
1148 \:I/ﬁ%é}{%?‘/ Vigz;:::‘e Oncovin BB imRE [Pheochromocytoma,malignant]
1149 t)ﬁgéﬁ;‘/ Virs-uzlr;::;ne Oncovin AR BE [AIDS-related Kaposi's sarcoma]
1150 | & yﬁggégy Vigz;::g\e Oncovin BrE [Osteosarcoma of bone]
st |F ’éé’;g’ Vineristine Oncovin 3 [Hepatoblastomal
. . o s €
1152 B’éé’}g/ Vineristine Oncovin | THTEY /%\ﬁem [Chronic lymphoid leukemial
1153 t‘/@%gﬁ?;‘/ Virsuz;::;ne Oncovin B RRIE [Thymomas and thymic carcinomas]
1154 tz/ﬁgé;%;y Vigzlrfi::ie"e T;ﬁ:‘}%/ Oncovin | 121 B 414 A MJF |[Blastic phase chronic myeloid leukemia]
1155 |E y@%éﬁgﬂp Vigz:}i:ine Oncovin iz [Breast cancer]
EyUHYRAFL | Vineristine . ’ [Malignant epithelial tumor of ovary ]
1186 BiEkiE Sulfate Oncovin RS [Ovarian cancer ~ Ovarian stromal tumors]
1157 |& yﬁ%é;jp Vigz;:as:‘i:e Oncovin TEHE [Cervical cancer] <USP-DI>
1158 E :/b%;;ig:y Vigz{fiszlne Oncovin 85 BB  |[Carcinoma, colorectal]
1159 = ‘/{;ﬂ]{fﬁégﬁ?‘/ Vig;:;::iene Oncovin BEERARSE [Head and neck cancer]
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SHBE: FDAGRITOD |sgme . e AR EBINBE RS o5 KEFDA
BBl —RE — B A Bas  WREAR) HO [iﬁﬁﬁﬂ%ﬁﬁﬁ]% < BRI > MHBLW ;k[E AR ga"g%“m USP-DI |AHFS-DI|  CP
= (EmM) (%R (Er) CRE) | IZBRATERESH & P F/R oap ry CEHE EEAE | DRAE
TLBRRE 2 E (@)

40 2 Vineristi . — .
1160 |F /%é%?/ 'gzr;:t;ne Oncovin RIS IE [Retinoblastomal <USP-DI> X X X O X x

EYHYRFL | Vincristine

1161 TR Sulfate Oncovin YEIRMELLENEE  |[Gestational trophoblastic neoplasm] X X x O X e}
g . o
1162 £ /ﬁgé;i{f::'/ V'gﬁ;::;ne Oncovin ENEaE [Malignant melanoma] <USP-DI> x X x O X X

EYH2YXFL: Vincristine

1163 R Sulfate Oncovin AP [Soft tissue sarcoma] x x X le) X o)
21 p Vineristi . E¢7is /s AN , N
1164 £ /Bgﬁii?;:J l;z;:t;ne Oncovin 4 Hzﬁj» )z [Waldenstrom's macroglobulinemia] X X O O X X
EYHYRF 1 Vineristine ) ’ . .
1165 R Sulfate Oncovin 30 pr [Testicular cancer] <USP-DI> b X X O X x

EVSYAFL 1 Vineristine

1166 T Sulfate Oncovin HER [Choriocarcinoma] < AHFS-DI> X X X X (o) X
N Vincristine Adult acute lymphoblastic leukemia (ALL)
Ny . '
1167 t/ﬁ,:)ié?;;/ sulfate, Maraibo Aty tERIn [Philadelphia chromosome—negative _ o 2012/9 o _
')'f"f‘]—mA liposome q b in Second or Greater Relapse or that has progressed after 2 or more anti— & O
! injection leukemia therapies:
L M H . /{ LN
1168 l:élgté‘%# V?:;i::e + g £~ Navelbine JE/NHEBSAHRE  |Non—small cell lung cancer, first line, advanced, unresectable O O 1994/12 @] O O @]
N o ) . N [Metastatic breast cancer, monotherapy]
1169 I::/l/)l/t/ Vinorelbine 7'_/\,)1'1:/ Navelbine SRS [HER2-positive metastatic breast cancer, (o] X O (@) @) O
SERBE Tartrate E Ny "
Vinorelbine and Trastuzumab]
E/LILEY | Vinorelbine ) j— X
1170 R Tartrate Navelbine FEHE [Cervical cancer] x X x o) o) x
[aval Elél%jélfﬁ/ v.';?:r;ig:e Navelbine JoiE-% [Ovarian cancer, advanced, previously treated] X X O O X O
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Fhk: FDA(EXD B FDAREEMNBE HEFDA
- : RRBEEX =} NG r
- I O BB I O LU L G e <HMSEEEG > viaw | pmTwm OO useor anrsDl e
=) ER = SRR = = /R o AR BRYE DneE
TLBHEE AR &R (@D (2ALLE) 8

1172 tié%%%\/ V;[‘;r;ig:e Navelbine | sRF2 1) /8E |[Hodgkin disease/lymphoma] x x o) e} x fe)
1173 t;é;{élfﬁJ V;?:;th:e Navelbine 1)NE B B [Small cell lung cancer (SCLC)] x x o) o X x
1174 tié;ité‘izﬁy V?::tilalli:e Navelbine BABPIE [Soft tissue sarcoma] X x @) x o) x
1175 t;él%}éi.: Vjp::;l:;i:e Navelbine BIERE [Esophageal cancer] X X X o) O x
1176 t:é%g;;;/ VEF;:LT:E Navelbine | ZEWMIEhEE |[Malignant pleural mesotheliomal <NCCN> X x @) X X x
1177 té%%;‘fﬁy ViTn:rrterthi:e Navelbine BRUEENE [Head and neck cancer] x X (0] o) x e}
1178 tié;’é‘fﬁ’ V'T":rrt‘il;':e Navelbine | 3ErR<>F 112/ {IE |[Non-Hodgkin's lymphomal <USP-DI> x x x o x %
1179 t}él%}ét;/ v;?:}::?:e Navelbine T B fE [Malignant tumor of salivary gland] <USP-DI> x x X o) x x
1180 tié;{é%‘/ Vjp::;l:;:e Navelbine HRT BB [Kaposi's sarcoma] <USP-DI> x X x e} x x
1181 | EXETFHT i i i B i i i

T Vismodegib Erivedge () Basal cell carcinoma of skin, Metastatic or locally advanced — O 2012/1 O @) (@) [e)

e Primary cutaneous T—cell lymphoma, progressive, persistent or recurrent on
1182 | FRY/ XAk 1 Vorinostat ;j;.‘/{z?li Fareston &{)ﬂ;ﬁggﬁ or following two systemic therapies O (e} 2006/10 (e} 0 0 o)
NHL - Mycosis fungoides and Sezary syndrome (@o11/7)

1183 | Y/ A& Wbk | Vorinostat Fareston ZHUBREE | [Multiple Myeloma] <NGCN> X X e} x X x
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ShEE: FDA(EXD |syue . rpaRERLELEE e KEIFDA
Bm| —ge —i5 [k Bas ERER H5HL h [ﬁré&%gf A < B > M ;kD% AR éah{i%%"’m USP-DI |AHFS-DI|  CP
&S (Er) (%38) (Em) CKRED liEK'%%E%’\E% & e EE]/IE) (HZAu_t) RBRAEE EREE | CREE
TULNH%heE . o= (
Metastatic colorectal cancer
FIYRLET . ) wEin-EIBE in combination with 5—fluorouracil, leucovorin, and irinotecan (FOLFIRI), is _
1184 IS Zib-aflibercept Zaltrap BRETE indicated for patients with that is resistant to or has progressed following an o 2012/8 o o o o
oxaliplatin—containing regimen
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