3.2. ERHE (FIPERELRIEVIEERRD
REBE I AR icon Tt

> LIz

1954 EENERMALEL 45C i, BER PV EERMSEROFPERERIF I EBRAERROER
BT A EDBERRRE IOV, B X SO%DOHELERELBH TV3B,

Public Law 104-188 ki, BIEHIEROBFRAMTMAT, —Eo%%ﬁomﬂﬁﬁbﬁﬂﬁﬁbéﬁw*&
W3,

1997 £E¢D Public Law 105-34 4:i2&0, BUHIRE U RS FIE L EHICREFERSKIEN 1997 £ 5
A 31 AbBEAMEENI, TRLANZIE, ZORBEOFEAIINERBXOOEFOFEARBLET
bolz, MEERAEIRERER AT OMIETHY, FH TREPHETHNEEIZOWTO AR
RERL, BFCRVEbgahir,

BELEOXERUTOLEY,

% 45C 5 BEOEERIZTAERARE R

FORBEIIFHDORBRE

(a) —BX3BR - HIVHORBIELR, AEEBICIIBBREEH VORI, TORBEER
BUOWTERINZBEERRRE D S0%ICHY TA88L 75,

(b) BBSNBERRROBE - AHOBE AN

SHHIRIEIINER AT NFREL TRY. BHRABABEN TS ERRAZ AV 21 55 1 8 28-1,
BRI REROBMEITE AT A0V vEo# % : Christine Ellison, Pass Throughs and Special
Industries Division, Office of Chief Counsel, Internal Revenue Service, 1111 Constitution Avenue, NW;
Washington, DC 20224; (202) 622-3120 '

6 it XERBEEIR
http://www.fda.gov/ForIndustry/DevelopingProductsforRareDiseasesConditions/Incentives/
default.htm (20105 2 A 25 H7 712 X)

TASEDRMBIT AR EEIZ AV 26 5 45¢ B, 22T }i%ﬂiéﬁfxﬁﬁ%%ﬁeﬁwﬁéﬁxbhﬁ
TVB7esh, (HESEEPCHBAIRIZ OV T, BRKEAIRCRUES RS,
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WBLE DTS SAEI I RIBT BEEDTLED,
BYEEEE - A BOBSICAN, LTOBEIHE-TE 41 £ b REHATEL0L TS,
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() ALE 3 B A D 65 7%—E M 100 78—EU Rz B,
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(DVERBRRN - AEOEE A, 45 41 HiL 1992 45 6 A 30 B ABLREL THSITHS
LB,

(2) ERERBR

(A)—BWIE - BRI, SRR 5T T NERRRE S,
(D EBAREERAERES 505 (D)8 (ke ORAIT LTSIz AN b,
TR ER IR DERBA~DERZ B L ERRITHT2RITICEIEIHEEIND
HD, : '
(if) D HEREREIR O i A T REHIRNC LS T 25 81T IRD,
(D) FEEORE 526 Bz L URELH D EELIBELZIT A LR, 2o
(I0) M 3ZR D B RIS 505 8 b FKICRVAERE TS A LR, 222
(ii) 55 526 Hilc OBV EEDOBELZITEMBEANT T EORBANEITD
b0,
(B)RRBRIL. HOEMRE A VERBOERICEET S bORMIRS - EHALERMME
RILE 526 HIOFHVEREIHOFEAHERROERCETHHRRRRIZY TH5E
CZERY, ATEOEREZEET D,

(c) FFFFe e FREE IRt 3 BIERROFEE

(1)—BEE - %2 ECHESNAE A RE, ARISEASNSRBIEE IR DIRRARO
L, 5 41 HIC R RSN UK RREEDRIRRRICEDAR,

() BRI B e B A AR ~ (3 41 (0 HICHIT5) TR AL R
SBBRAROR L, 35 41 BICRET S RRBE R OB RR AR BT S,
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() BPRIFEIRHES, - AT, BORREIADRBL S RIBRLTIRS T3
RRCEAED,

(A) KETORBEEN 20 AR, X

(B) XETORMBELIL 20 FAZBITWEA, YRR AR AERRLKET
B UERIEET 30 0B A2 K EN COYRERFTICL o TR 2R Y 2 A% 15
LIRVEE,

T OERRBIA BB OEAL. B A RERMCEREE 526 Hic L0 UKERS
SRS RS A D, BRI SV THIRE RS,

(2) ¥EAERERBRBRIT B84~ D46 A1 R

(A)—MREE - AT TAEAERE, KENCERESNCBERRBRIC OV T, K
I LABIERRERE R DR,
(1) KERDOWBRF R TIIR+H7R720, YRBAKESN CEBES IR S, 22
(i) A F ok AR A L IR A L R IR 526 BRCES N OB LILRBROS
EHENRYUGRPEEREY DEE.
(B) 5 934 (b) B/ 1155 936 HAERASh AR T 2B - 55934 (0b) EidERAS
NBLEEITE 936 M IBHEN AN T ABKRRBRIC VWO, KEOEAI
LARBIERIIZID R,

Q)RR - AHIL, 54O % | HBLUE 2 HOREEHER T 5.

@BH - (RERTHIMHE, HET)MEERHIBRBREE IR OREOERZROIGE
IRD, MRLRBIAE BRI CHMBLE IR B 2,

TRHEEBIUAN Y/ BREBBOE, 25, BERRERIIEAILL 20T,

() Besh - AfiX, YT oMz kibhiz, S-SRI L TREAS Y

8 Public Law 104-188 ILiFE RELA TN, —EHR FORTPRRLURIISSLEREERSRYT
b#7=, Public Law 105-34 D5 604 £ (97 4£ 8 A 5 BIEIE) iX e SREHIBRL. 1997 4 5 A 31 BLAR
EIWE AR LSBT RIL, TONRSERSNG, BETH, BUEEERIEALEL 2T
VB, EBIZEELLMESIZ VYT, IRC IES, HRAIERIL RS Ay 7IKRETHIL,
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3.3. XHAEAICBIISHPEERRE

> FOERGBEERMEIX?

FOEEMBEREKSIL, $181(EC)No 141,/2000 [T EIN THAHEEHEIZE LD THS,
5 FR BRIC D W TSI AR R Y ARSI, R DL DERTHYH P ERMEETIE
THIENBTED, MEFHIFERHITETHD,

FOEESLLUTIRESN TS, LHHFT2B5OILELAE, ZEEBIUREDEENT
TSN THBEIIROR2VD, ?Eﬁéhfc%#é?ﬁfc—ﬁ:ﬁ%m[E%:‘ﬁn%:&ﬁ FTARZEBMRIES N T
BEVIDET TR, EDEREBITONTS, T bOENET LMl EEE R e h
-

> EMEA OEBIFNAEIX?

BN EE 2R 5 FF (EMEA) 1175 B 35/ % B4 (Committee for Orphan Medicinal Products, COMP) %1
U, (#DEER | LFHINAHVRARERSEMBLIILL THENRERE (AR —) 0D
DF Y EERISERELET TIRELAD, RAFIL, ERFRFEREZEL T, AR —0FK
HEEDIEEPHBFEOEREZET B, T, R, BEROFVERLMRITETIHED
B3 (BB uba— UV ERTER),

> #iVEIEREE?

HOERRLL, BMES TORBAERN | HAD SARBLVOIFREME G TRATIIZ
PO TEERFROBE. THELIIRE BT 3EERE Ths, EBEERRVBAITL, #
DEEROFRY LT RABEEZBE EHETIAN SR AREUIT DL REHR VD, BHA
LILEE OIE R T CRA P ERROMBLECELSL ThH5,

> FHVERSRARELEDINTRETEION?

ROMEA T, BV EERROERAEETEID, BEAKIVFVERLEZHERTIAR Y — /1
B BRI E TS,

EBHEYS I, ERRIKMEREDORVERMSEFHRELBELTRELR TS
FWdhD,

9 il BRMEESKRSF 2008 hitp:/www.ema.europa.eu/pdfs/human/comp/leaflet/661801En.pdf (2010
F£2H25H7 7 1R)
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> EEAEELIE?

oS |
TR (RAEOFT) B 10 EMITHIY, B ERS KRS ORI 41
BRBEERTEB, ST, EERA T SRUMAILEE, THICBAT AL TERL,

e/uba—/AERXE :

BRI ESRATIE. BbSIRARERBEITIOOR BB S 2RI HLLbIZ, BRMNORHISME
Wicd P ERLERT IO OXBEITI, ZhicdY, Fd BRSO ETRFA HEE I LT
FEBIZBO TR TAREMEED AN TES,

o FRFBAFNICLAHELE
FOERBIX, EHRFTEFEICHEEY, BN EERSTOHRAES I L AEEEELZIT3,

o FERIDOBAR

W BB, R BRI BT BN B R DR IS, L ride T o s Ao R D
T ERTBIENTED, RHEORBFIL, EHFFATRE, RE, Nz —arBLU vha—
MERR KBRS 2 TORREB LR BICRNSNS, |

oFFFEITA 5 BU R4S

0 EEREBRR T AT, BNERERS S OMBE DT 07T 550, WM £ R H il 4 g2
Y OB ZROEDDA =L TF T LB E ST R 1B,
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> TOERRREEFREOFEN

[ =y —mMERRFICHL, RBERLRNTSREABO L ES

[ww E%E‘nfﬂzoﬁﬁﬁaﬁ]—‘
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BHBEORIE( B aj

(monmseasr comp iexa]

I
[ covp smRE (FEPE60~0 )
1

| W'I@E:é—:\l:%%ﬁiéﬂ |

|
[ FEB ST L A E (COMP DFHEELAHD 30 A L)LWJ

[ FEEREV =7 YA D F D E L5 (Community Register) {ZITH
BRI EIRERTY = 7 YA M FHAOBEE S A5

> BEYTYAL

oV EE MR ERR TN A ALE, COMP VRV —AR C—AiR AT bR & &
(Public Summary of Opinion) :
http://www.emea.eu.int

ok 3£ [F 425 /0 E 3K F (orphan drug) Bk (Community Register of Orphan medicinal Products) 72
BN/ E i (orphan drug) 12 B BBk 4L R L ONE BB 8 — B (Inventory of
Community and National Incentives for Orphan Medicinal Products) :

http://pharmacos.eudra.org/F2/

ofE 6 AR B3
http://www.cordis.lu/en/home.html

o ARMFAET 15T 1 (20032008) :
http://europa.eu.int/commv/health/ph_programme/programme_en.htm

RWEhEE

EMEA Scientific Advice & Orphan Drugs Sector

7 Westferry Circus, Canary Wharf, London E14 4HB
United Kingdom

EFE: (44-20)74 18 84 00,/FAX: (44-20)75 23 70 40
Email: orphandrugs@emea.eu.int

V=7 %Ak www.emea eu.int
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34 RBEBVW LT R UERERIEXRRBEEXL — XK

(2001 4£1 A1 H~20084 11 A 6 H)

Cinryze (C1 Esterase Inhibitor [Human])

FOBERMIBEH
ARFEAGBIAT A -

BESN A B IR IE :

RSN IR BREIE :

R MG IR AR RS

2004/7/16

2008/10/10

Treatment of angioedema

Routine prophylaxis against angioedema attacks in patients with
Hereditary Angicedema (HAE)

ViroPharma Biologics Incorporated

Adreview (Jobenguane I 123) .

FHOERAEER: 2006/12/1 -

EESNEAVERLERE:  For the diagnosis of neuroblastomas

ARSI TR RS E « To be used in the detection of primary or metastatic
pheochromocytomas or neuroblastomas as an adjunct to other
diagnostic tests

FHOERRIGER: 2006/12/1

BESN=FHVEREMBESIE:  For the diagnosis of pheochromocytomas

ARSI NI IR PR IE : To be used in the detection of primary or metastatic
pheochromocytomas or neuroblastomas as an adjunct to other
diagnostic tests

ARFEAFEAAT B 2008/9/19

&S PLE AR ARG GE Healthcare, Inc.

Gamunex (Immune Globulin [Human])

FHOERGIEER
FRFEARRARA A -

2004/7127

2008/9/12

Treatment of chronic inflammatory demyelinating polyneuropathy
Treatment of Chronic Inflammatory Demyelinating Polyneuropathy
(CIDP) to improve neuromuscular disability and impairment and for
maintenance therapy to prevent felapse

Talecris
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Nplate (Romiplstim)

FOEERLMSEHR:
PRFEABAANTH:

REShEHDVERRBEGE:

RIS NI R FOMIGAE :

2003/3/27

2008/8/22

Treatment of immune thrombocytopenic purpura

Treatment of thrombocytopenia in patients with chronic immune
(idiopathic) thrombocytopenic purpura (ITP) who have had an

insufficient response to corticosteroids, immunoglobulins, or

splenectomy
ERRMERTEARRGSE Amgen, Inc.
Xenazine (Tetrabenazine)
FOERGIEEH ! 1997/12/11
ARFEAGEANT B : 2008/8/15

RS IR D ERRBISE

ABREINT IR RIS E |
3R BOE R R AR R BUR &

Treatment of Huntington's disease
Treatment of chorea associated with Huntington's disease

Prestwick Pharmaceuticals, Inc

Treanda (Bendamustine Hydrochloride)

FOEFELEER:
IRFEARBIZAT A :

TSN D ERREIGIE :

2007/8/17
2008/3/20

Treatment of chronic lymphocytic leukemia

TR BRI IR OB EE : Treatment of patients with chronic lymphocytic leukemia
I 35 BE IR TEAR G Cephalon, Inc.
Fusilev (Levoleucovorin)
- FOERMEER: 1991/8/1
IRFEAGERNM B 2008/3/7

BrEEshEFH D ERRBEIGE:

ARSI TR FOEINE :

B 3R A SR TR AR AR A

For use in conjunction with high-dose methotrexate in the treatment
of osteosarcoma.

Levoleucovorin rescue is indicated after high-dose methotrexate
therapy in osteosarcoma. Levoleucovorin is also indicated to
diminish the toxicity and counteract the effects of impaired
methotrexate elimination and of inadvertent overdosage of folic acid
antagonists

Spectrum Pharmaceuticals, Inc.
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Arcalyst (Rilonacept)

FOERRIER
IRFABRATE

BrRSh AP ERMESE:

ABSNIIE RO
P S Y AR SR R RS

2004/12/20

2008/2/27

Treatment of CIAS1-Associated Periodic Syndromes
Treatment of Cryopyrin-Assisted Periodic Syndromes (CAPS)

Regeneron Pharmaceuticals, Inc.

Humira (Adalimumab)

Fi BIRAIEER :
SRFEAGRZEAT A

RS A DR RGEIGE:

AR ENITRFOEIGAE :

2005/3/21
2008/2/21
Treatment of juvenile theumatoid arthritis
Treatment of Juvenile Idiopathic Arthritis

B35 E R ARG S Abbott Laboratories
Thyrogen (Thyrotropin Alfa)

HOBEERBER: 2001/8/3
JRFEAGEAATH 2007/12/14

FREESI A D B R EIE

ARSI TR

Treatment of well-differentiated papillary, follicular or combined
papillary/follicular carcinomqs of the thyroid

For use as an adjunctive treatment for radioiodine ablation of thyroid
tissue remnants in patients who have undergone thyroidectomy for

well-differentiated thyroid cancer and who do not have evidence of

metastatic thyroid cancer
B R REAR GRS Genzyme Corporation
Kuvan (Sapropterin)
HOEKREER: 2004/1/29
FRFEATIR AT A - 2007/12/13

e SN A/ DB IRGTEINE

ABSNI-BBBERIE |

B S o B IR FEARGR G -

Treatment of hyperphenylalaninemia

Indicated to reduce blood phenylalanine (Phe) levels in patients with
hyperphenylalaninemia (HPA) due to tetrahydrobiopterin- (BH4-)
responsive Phenylketonuria (PKU). Kuvan is to be used in
conjunction with a Phe-restricted diet.

Biomarin Pharmaceutical Inc.
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Nexavar (Sorafenib)

FHOERRIEER:
IRFEABIAT A :

RESHIA D ERRIEINE:

2006/4/20
2007/11/16

Treatment of hepatocellular carcinoma

ARSI TR FOBINE : Treatment of unresectable hepatocellular carcinoma
FHOERSEER: 2004/10/8
ARFEAREBAAT B : 2005/12/20

RSN D ERMBISIE :

GBI IR POEIE -
(= 2R BUE R R AR ER :

Treatment of renal cell carcinoma.
Treatment of patients with advanced renal cell carcinoma

Bayer Pharmaceutical Corporation

Tasigna (Nilotinib)
ZFOEZEMBIBER: 2006/4/27
JRFEARAAT A : 2007/10/29

feR &I A /D BB GAE -

KBS NI TR BRI E -
IR AR LR FEARR IS

Treatment of chronic myelogenous leukemia

For the use for chronic phase (CP) and accelerated phase (AP)

Novartis Pharmaceutical Corporation

Evista (Raloxifene)
HOEELBER: 2005/7/14
BRFEAERAZAT A 2007/9/13

BESNI A D ERDBEILE:

ARSI TR FBIE :

Reduction of the risk of breast cancer in postmenopausal women

Reduction in risk of invasive breast cancer in postmenopausal

BB RERTAGEYEE:  EliLilly and Company
Totect (Dexrazoxane) _
HOERREER 2004/3/25

AR FEAERAT A . 2007/9/6

RSN D E R mEIE :

AARBINTIRFOEISE :
IR M PSR FEAREUGE

Treatment of anthracycline extravasation during chemotherapy

Treatment of extravasation resulting from IV anthracycline

Topo Target A/S
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Somatuline Depot (Lanreotide)

FOERLIEER:
FRFEARDAT A
RS D ERGBINE:

ARSI IR FOEIE

2000/9/11
2007/8/30
Treatment for acromegly _
Long-term treatment of acromegalic patients who have had an

inadequate response to or cannot be treated with surgery and/or

radiotherapy
=3 MER AR BSE IPSEN, Inc.
Letairis (Ambrisentan)
FHOERBIEER: 2004/7/16
FRFEARRAAT A 2007/6/15

RSN A EERAREE :

RISV PR :

Treatment of pulmonary arterial hypertension
Treatment of pulmonary arterial hypertension (WHO group 1) in
patients with WHO class II or III symptoms to improve exercise

capaéity and delay clinical worsening

& 5 A U R e ARG Gilead Colorado
Norditropin (Somatropin)

FOEREMRER 2006/8/9
JRFEAFBAAT A : 2007/5/31

RS P ERIEIE :
ABSIIIGFREIE |
IS BGERR FERRR AR

Treatment of short stature in patients with: Noonan syndrome
Treatment of short stature in patients with Noonan syndrome
Novo Nordisk Inc.-

Torisel (Temsirolimus)

FOEERIEER
FRFARRS B
RN A DR RERE
ARSI R
B B AR AR R

2004/12/16

2007/5/30

Treatment of renal cell carcinoma
Treatment of advanced renal cell carcinoma

Wryeth Pharmaceuticals, Inc.

Doxil (Doxorubicin Hel Liposome Injection)

HOEERIEEHR:
JRFEARBIZAT H -
REShIA D ERMEE :
ABSNTTEFOEINE :

2004/12/29
2007/5/17
Treatment of multiple myeloma

For use in combination with bortezomib for the treatment of patients
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with multiple myeloma who have not previously received

* bortezomib and have at least one prior therapy.

ERELMERFTARREE:  Johnson & Johnson Pharmaceutical Research & Dev.
Supprelin La (Histrelin)
FOERMIEER : 2005/11118
JRFCARBIATH 2007/5/3
feREN A VERMBBESA:  Treatment of central precocious puberty
RIS NI RO IE « Treatment of central precocious puberty

Indevus Pharmaceuticals (Formerly Valera Pharma.)

[ 2R i BOE AR FE AR RR R AGAE

Hepagam (Hepatitis B Inmune Globulin [Human])

AOERBEER:
JRFEARRAA B -
RSN D EREHEINE :
AR NI TR BT :

[ IR A BOE IR T ARG -

2008/3/24

2007/4/6

Prevention of hepatitis B recurrence following orthotopic liver
transplant

Prevention of hepatitis B recurrence following liver transplantation
in HBsAG-positive liver transplant patients

Cangene Corporation

Ceprotin (Protein C Concentrate)

- FHOERMEER:
IRFEARBAZAT B
RSN A D ERLBEIE :

ABINIIBFOENE |

RS LIRS E

1992/6/23

2007/3/30

For replacement therapy in congenital protein C deficiency for the
prevention and treatment of thrombosis, pulmonary emboli, and
purpura fulminans.

Prevention and treatment of venous thrombosis and purpura
fulminans

Baxter Healthcare Corporation

1.Soliris (Eculizumab)

FHOERRIEEH
JRFEARRAAT B -
REENI A DE R REISE :
ARSI TR :

B2 3K AR SRR G

2003/8/20

2007/3/16

Treatment of paroxysmal nocturnal hemoglobinuria

Treatment of paroxysmal nocturnal hemoglobinuria to reduce
hemolysis

Alexion Pharmaceuticals, Inc.
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Alphanate (Antihemophilic Factor [Human])

FOERLIBER:

FRFEAKRRAATH :
RESh R D ERSERNE:
ARSI HRFOERE |

1996/1/5

2007/1/31

Treatment of von Willebrand's diséase

For surgical and/or invasive procedures in patients with von
Willebrand Disease (VWD) in whom desmopressin is either
ineffective or contraindicated. It is not indicated for patients with

severe VWD (Type 3) undergoing major surgery

ERMBERTABIUGE Grifols Biologicals Inc.
Colazal (Balsalazide Disodium)

HYEEKLIEER: 2005/8/12
JRFEABARMH 2006/12/20

RSN AV E R E :

AR ENT IR PO E :

E 3R AERR AR RIS E

Treatment of pediatric patients with ulcerative colitis

Treatment of 'mildly to moderately active ulcerative colitis in patients
5 years of age and older. Safety and Effectiveness of Colazal beyond
8 weeks in children (ages 5-17) and 12 weeks in adults have not
been established.

Salix Pharmaceuticals, Inc.

. Cyanokit (Hydroxocobalamin)

HPERREER
AR A

REShI AR DB RREINE :

FARRS NI IR EEIE |
EELMERTRBREE !

2003/11/25

2006/12/15

Treatment of acute cyanide poisoning

Treatment on known or suspected cyanide poisoning

Merck Sante, s.a.a.

Gleevec (Imatinib Mesylate)

FOEIERBER:
Eﬁ M:.\)CH’ H:

PRSI DB SRR E «

ARSI IR FREIE -

2005/8/25

2006/10/19

Treatment of idiopathic hypereosinophilic syndrome including acute
and chronic eos1n0ph111c leukemia

Treatment of adult patients with hypereosinophic syndrome (HES)

and/or chronic eosinophilic leukemia (CEL) who have the

3
&
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2005/9/9

2006/10/19
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HESN A D EREEISIE :

Treatment of systemic mastocytosis without the D816V c-kit

mutation
TR NI IR FREIGIE Treatment of adult patients with aggressive mastocytosis (ASM)
without the D816V ¢-Kit mutation or with c-Kit mutational status
FOEEMEER: 2005/10/11
IRFEREBARATR 2006/10/19

RESNHDERREE:

Treatment of Philadelphia-positive acute iymphoblastic leukemia

RENTIBFCEINE : Treatment of adult patients with relapsed or refractory Philadelphia
chromosome positive acute lymphoblastic leukemia (PhtALL)
HOEERBER: 2005/10/5
SRFEAKRRALAT A : 2006/10/19

BESN A D E RS EISE:

Treatment of myeloproliferative  disorders/myelodysplastic

syndromes associated with platelet-derived growth factor gene

BN IRFCBIGE : Treatment of adult patients with myelodysplastic/myeloproliferative
diseases (MDS/MPD) associated with PDGFR (platelet-derived
growth factor receptor) gene re-arrangements

FOERREER: 2005/12/19

RFARLAA: 2006/10/19

BESNEZFVERLBEIGE:

ABINIIBFEINE :

Treatment of dermatofibrosarcoma protuberans

Treatment of adult patients with unresectable, recurrent and/or

metastatic dermatofibrosarcoma protuberans (DFSP)

FHOERMBER:

FRFEATBARAT A

RS A D E R SEINE :

2001/1111

2002/2/1

Treatment of gastrointestinal stromal tumors

ABESNTIRFEISIE : Treatment of patients with Kit (CD117) positive unresectable and/or
metastatic malignant gastrointestinal stromal tumors (GIST)

FOBERLMER 2001/1/31

JRFEKRAAT R : 2001/5/10
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BESHIH D ERMBISE:

ABENITRHEOEINE :

Treatment of chronic myelogenous leukemia

Treatment of patients with chronic myeloid leukemia (CML) in blast
crisis, accelerated phase, or in chronic phase after failure of

interferon-alpha therapy
Novartis Pharmaceuticals Corporation

Novoseven (Coagulation Factor Viia [Recombinant])

FOERRIEER:
SRFEAERAEH B :
e Shi A D ER SR

ARSI IRHEEISEE :

2004/9/10
2005/7/11
Treatment of bleeding episodes in patients with congenital factor VII
deficiency

Treatment of bleeding episodes in patients with Factor VII

Deficiency
HVBEEKRBED: 2004/9/10
BRI A 2005/7/11

BEShIFRDERLEISE:

ARBSNIIEFEIGEE :

Prevention of bleeding episodes in patients with congenital Factor

~ VII deficiency

Prevention of bleeding in surgical interventions or invasive

procedures in patients with congenital F VII deficiency

ZOERMIEER
RN R
ESNI=A D E B RE

ABENIIRFEEISE :

2004/7/21

2006/10/13

Prevention of bleeding episodes in patients with acquired inhibitors
to Factor VIII or Factor IX

Prevention of bleeding in surgical interventions or invasive

procedures in patients with acquired hemophilia

BRI B
SRR A
RSN A D ER B

ARSI IR RIS

2004/7/16

2006/10/13

Treatment of bleeding episodes in patients with acquired inhibitors
to Factor VIII or Factor IX

Treatment of bleeding episodes in surgical interventions or invasive

procedures in patients with acquired hemophilia

FOERREER:
ARFEARFRAAT B -
BESHhI A D ERBBEIE:

ABESNTTERBIE

2004/6/18

2005/8/12

Prevention of bleeding episodes in patients with hemophilia A or B,
with or without inhibitors

Prevention of bleeding in surgical interventions or invasive
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procedures in hemophilia A or B patients with inhibitors to Factor
VI or Factor IX

I 3 SGE IR AR S Novo Nordisk, Inc.
Zolinza (Vorinostat)

FOERGBER : 2004/3/16
ERFEARREATR 2006/10/6

RSN AP E R RIS
ARSI TR REIIE

2R B R FE AR R BUR A

Treatment of T-cell non-Hodgkin's lymphoma

Treatment of cutaneous manifestations in patients with cutaneous
T-cell lymphoma (CTCL) who have progressive, persistant or
recurrent disease on or following two systemic therapies.

Merck & Co., Inc,

Normocarb Hf (Biocarbonate Infusate)

FHOERBEBER:
SRFEAGEAAT A :
RSN A B IR ARTEISIE

AKBE NI IRFOEINEE :

2005/8/9

2006/7/26

Use in the management of patients undergoing continuous renal
replacement therapy with hemofiltration

Use as a replacement solution in Continuous Renal Replacement
Therapy (CRRT) to replace water and to correct electrolytes and

acid-base imbalances in adults and children

EE N ERTERDIEE Dialysis Solutions, Inc.
Elaprase (Idursulfase)

HOERRBER : 2001/11/28
JRFEAKRRAAT R 2006/7/24

kEEShI=FHVEEREREISE:

ARENIIEFEIGIE :

B 3SR BUE AR TR RIS

Long term enzyme replacement therapy for patients with
mucopolysaccharidosis II (Hunter Syndrome)

Indicated for patients with Hunter syndrome (mucopolysaccharidosis
II, MPS II). Idursulfase has been shown to improve walking capacity
in these patients

Shire Human Genetic Therapies, Inc.

Revlimid (Lenalidomide)

ROERRRED:
WRARRME:
REShIA D BRI

2001/9/20
2006/6/29

~ Treatment for multiple myeloma
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For use in combination with dexamethasone for the treatment of

ARBINT BRI : multiple myeloma patients who have received at least one prior
therapy. .

HOERMBEER: 2004/1/29

IRFEFRFBRNT A : 2005/12/27

RSN D E R EIE :

ARSI

B R SOE R TR R EEE

Treatment of myelodysplastic syndromes

Treatment of patients with transfusion dependant anemia due to low
or intermediate-1 risk myelodysplastic syndromes associated with a
deletion 5 q cytogenetic abnormality with or without additional
cytogenetic abnormalities

Celgene Corporation

Sprycel (Dasatinib)
HOEERLBER: 2005/11/28
IRFEAFEAA R 2006/6/28

BRENAHDE MBI :

Treatment of chronic myelogenous leukemia

BREShIRDERMENME:

ARRENT TR E - Treatment of adults with chronic myeloid leukemia with resistance

_ or intolerance to prior therapy including imatinib

HOBRAEER: 2005/11/18

IRFEAKRRZEFT A : 2006/6/28

feEEsN-HOERSESAE:  Treatment of Philadelphia-positive acute lymphoblastic leukemia

FRRENTTRHEIE : Treatment of adults with Philadelphia chromosome-positive acute
lymphoblastic leukemia with resistance or intolerance to prior
therapy

B AR R ERGE: Bristol-Myers Squibb Company

Thalomid (Thalidomide)

HOBERLEER: 1998/10/14

IRFEARRAEAT R 2006/5/25

Treatment of multiple myeloma

ARSI IBFREIGEE : Treatment of patients with newly diagnosed multiple myeloma
ERMPERFERBREE: Celgene Corporation

Remicade (Infliximab)

FOBELBER: 2003/11/12

FRFEATRZAT A : 2006/5/19
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RESNIA D B IEBEIE :

Treatment of pediatric (0 to 16 years of age) Crohn's Disease

KBS NI IBFOEIE : For reducing signs and symptoms and inducing and maintaining
. clinical remission in pediatric patients with moderately to severely

E A NERTEARIES Centocor, Inc.

Dacogen (Decitabine)

FOEREMMEER: 1999/3/8

AR FEAEBIE(T B : 2006/5/2

BRSNIAH D EEKMBEISE !
ARSI IBHREINE |

Treatment of myelodysplastic syndromes.

for treatment of patients with myelodysplastic syndromes (MDS)
including previously treated and untreated, de novo and secondary
MDS of all French-American-British subtypes (refractory anemia,

-refractory anemia with ringed sideroblasts, refractory anemia with

excess blasts, refractory anemia with excess blasts in transformation,

and chronic myelomonocytic leukemia) and intermediate-1,
intermediate-2, and high-risk International Prognostic Scoring
System groups

Eisai, Inc.

Myozyme (Recombinant Human Acid Alpha-Glucosidase)

FHOERMEER :
IRFEARFBRAT A
RSN D E IR SB FE -
RSN TR FEEIGE :

1997/8/19

2006/4/28

Treatment of glycogen storage disease type II.

For use in patients with Pompe disease (GAA deficiency).
Alglucosidase alfa has been shown to improve ventilator-free
survival in patients with infantile onset Pompe disease as compared '
to an untreated historical control, whereas use of Alphaglucosidase
in patients with other forms of Pompe disease has not been

adequately studied to assure safety and efficacy.

RS BNE R TR B Genzyme Corporation
Neoprofen (Tbuprofen Lysine)

FYOBERLEER: 1996/10/29
IRFEARGERATA : - 2006/4/13

RESI AV ERGEINE:
RSN IRHEICE :

Treatment of patent ductus arteriosus.

For closure of a clinically significant patent ductus arteriosus in
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= 3K in PG R RGBS :

premature infants weighing between 500 and 1500 g, who are no
more thén 32 weeks gestational age when usual medical
management (e.g., fluid restriction, diuretics, respiratory support,
etc.) is ineffective

Farmacon-IL, LLC

Prograf (Tacrolimus)
FOEERIBER: 2005/6/6
RFEARAATH 2006/3/29

RSN P RS BIE

ﬁwéht%%ﬁmﬁ:

E%mﬂLMﬁﬂ BAE

Prophylaxis of organ rejection in patients receiving heart transplants,
Prophylaxis of organ rejection in patients receiving allogenic heart
transplants.

Astellas Pharma US, Inc.

Erbitux (Cetuximab)
#PEEMNEER 2000/7/3
RFEARBRFTA: 2006/3/1

SRS A EESESE:

ARSI TAFOHEIGE :

ERE PSR TR RS

Treatment of squamous cell cancer of the head and neck in patients
who express epidermal growth factor receptor.

For use in combination with radiation therapy, for the treatment of
locally or regionally advanced squamous cell carcinoma of the head
and neck (SCCHN) and for use as a single agent for the treatment of
patients with recurrent or metastatic SCCHN for whom prior
platinum-based therapy has failed

ImClone Systems Incorporated

Iplex (Mecasermin Rinfabate)

FOERRREER
IRFEAGREAT A :

RESNICH D ERREISE:

7% wu\é I}’szﬁ'ﬁiﬁﬁs {Iﬂi :

E% DD&@R&%%M}H& %

2002/5/17

2005/12/12

Treatment of growth hormone insensitivity syndrome (GHIS)
Treatment of growth failure in children with severe primary IGF-1
deficiency (Primary IGFD) or with growth hormone (GH) gene
deletion who have developed neutralizing antibodies to growth
hormone

Insmed, Inc.
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