Xyrem (Oxybate)

HOERRIEER: 1994/11/7

FRFEARFBRRATE : 2005/11/18

BESN-FH/PERBEGE:  Treatment of narcolepsy

ABEN T TG REE : Treatment of excessive daytime sleepiness in patients with
narcolepsy

FOERGIEER: 1994/11/7

FRFEARFRZEAT B : 2002/7/17

BESNHVERMBEIGIE:  Treatment of narcolepsy.

FRBINIIEROEIGE : Treatment of cataplexy associated with narcolepsy.
& 3% R TE AR RS Jazz Pharmaceuticals

Exjade (Deferasirox)

HPERREER: 2002/11/21

IRFEARIAT B 2005/1172

RESh D ERREE:

Treatment of chronic iron overload in patients with

transfusion-dependent anemias

RRRENTTEFEINEE : Treatment of chronic iron overload due to blood transfusions
(transfusional hemosiderosis) in patients 2 years of age or older
R 2R i B RR R AR R ER Novartis Pharmaceuticals Corporation
Arranon (Nelarabine)
| BOEEREER: 2004/8/10
IRFEAGRRAT B : 2005/10/28

. FREENT A E R EIGE :

ARBE NI B PEIGIE :

Treatment of acute lymphoblastic leukemia and lymphoblastic
lymphoma .

Treatment of patients with T-cell acute lymphoblastic leukemia and
T-cell lymphoblastic lymphoma whose disease has not responded to

or has relapsed following treatment with at least two chemotherapy

regimens
&3 R TGRS GlaxoSmithKline
Increlex (Mecasermin)
FHOEERBBER: 1995/12/12
BRFEAERAT B : 2005/8/30

BESNI A DB IRAEIEE -

ABSNIIBRENE

Treatment of growth hormone insensitivity syndrome,

Long-term treatment of growth failure in children with severe
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primary IGF-1 deficiency (Primary IGFD) or with growth hormone
(GH) gene deletion who have developed neutralizing antibodies to

growth hormone.
B3R R BB AR TR AR R Tercica, Inc.
n/a (Quinine Sulfate)
FOERGIEER: 2004/6/3
FRFEARBIE(T A : 2005/8/12
BEINEF/VEERBIGE:  Treatment of malaria

ARSI R FORIE :
E IR BGERR e ARG

Treatment of uncomplicated Plasmodium falciparum malaria
AR Holding Company, Inc.

Mobic (Meloxicam)
HOERREER: 2002/11/22
JRFEAEAAA: 2005/8/11

RESHIF D ERREE

ARSI TRFOEINE |

B 388 SR TR GRS

Treatment of juvenile rheumatoid arthritis

For relief of the signs and symptoms of pauciarticular or
polyarticular course Juvenile Rheumatoid Arthritis in patients 2
years of age or older

Boehringer Ingetheim Pharmaceuticals, Inc.

Naglazyme (N-Acetylgalactosamine-4-Sulfatase, Recombinant Human)

AOERKSBER:
FRFEAKFBEAT R :

BREENT A DBERMEISE :

ABENTIRFREINE :

1999/2/17

2005/5/31

Treatment of mucopolysaccharidosis Type VI (Maroteaux-Lamy
syndrome). '
For patients with mucopolysaccharidosis VI. Galsulfase has been

shown to improve walking and stair-climbing capacity.

ERMHBERFTTRBRES ! BioMarin Pharmaceutical, Inc.
Retisert (Fluocinolone)

FHOERRIEER: 2000/7/31

IRFEARFARATR 2005/4/8

RESNI AP EREREIE:

ARSI IR BRI -

Treatment uveitis involving the posterior segment of the eye.
Treatment of chronic non-infectious uveitis affecting the posterior

segment of the eye
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ER M BERFEABREE

Bausch & Lomb Pharmaceuticals, Inc.

Velcade (Bortezomib)
FOERGIBER: 2003/1/15
RFEARAZNT B 2005/3/25

HESNI A D ERMEINE |

ARSI B :

Treatment of multiple myeloma

Treatment of multiple myeloma patients who have received at least

one prior therapy
FOEFERIEER: 2003/1/15
JRFCAKEBINT A : 2003/5/13

RSN FHDERMEIGE

KBS IR FEIAE :

ERMBGER ARG

Treatment of multiple myeloma

Treatment of multiple myeloma patients who have received at least
two prior therapies and, have demonstrated disease progression on
the last therapy '

Millennium Pharmaceuticals, Inc.

Temodar (Temozolomide)

FHOERELEER:
Eﬁm:ﬁiwxﬁ‘ A:
RSN P ERSEIVE :
ABENIRFOMEINE -

E IR EGEIR AR EIGE

1998/10/5

2005/3/15

Treatment of malignant glioma

Treatment of adult patients with newly diagnosed glioblastoma
multiforme concomitatly with radiotherapy and then as maintenance
{reatment

Schering-Plough Reasearch Institute

n/a (Vaccinia Immune Globulin [Human] Intravenous)

FOERBRER
E&ﬂﬁ%nc )Qﬁ A:

SR BRI

ABSNITE ORI :

2004/6/18

2005/2/18

Treatment of severe complications from the smallpox vaccine
Treatment and modification of aberrant infections induced by
vaccinia virus that include its accidental implantation in eyes (except
in cases of isolated keratitis), mouth, or other areas where vaccinia
infection would constitute a special hazard; eczema vaccinatutn;
progressive vaccinia; severe generalized vaccinia, and vaccinia
infections in individuals who have skin conditions such as burns,
impetigo, varicella-zoster, or poison ivy; or in individuals who have

eczematous skin lesions because of either the activity or
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A SO AR TR RIS -

extensiveness of such lesions

DynPort Vaccine Company LLC

Ammonul (Benzoate/Phenylacetate)

FOERSREER
ARFEAKRRAZAT A :
BRES A D E SRR E «

GBS NI TRPRERE |

[ b BUEIREARIEE

1993/11/22

2005/2/17 _

Treatment of acute hyperammonemia and associated encephalopathy
in patients with deficiencies in enzymes of the urea cycle, .
Adjunctive therapy in the treatment of acute hyperammonemia and
associated encephalopathy in patients with deficiencies in enzymes
of the urea cycle.

Medicis Pharmaceutical Corp.

‘Ventavis (Iloprost Inhalation Solution)

FOERBEER: 2004/8/17

ARFEABIAT R : 2004/12/29

fRESN- /P EEMEIGAE:  Treatment of pulmonary arterial hypertension

RSN TE PRI Treatment of pulmonary arterial hypertension (WHO Group I) in
patients with NYHA Class III or I'V symptoms

& B UG AR FE AR UG CoTherix, Inc.

Clolar (Clofarabine)

FHOERMEER: 2002/2/7

JRFEARBZAT B 2004/12/28

BESI R D ERMBISE:
ABS NI AR

B TR A G AR TR R B A

Treatment of acute lymphoblastic leukemia

Treatment of pediatric patients 1 to 21 years old with relapsed or
refractory acute lymphoblastic leukemia after at least two prior
regimens

Genzyme Corporation

Luveris (Recombinant Human Luteinizing Hormone)

HOEREER:
IRFEARFRARAT R
RIESNIA D ERSEIE :

1994/10/7

2004/10/8

For use in association with recombinant human follicle stimulating
hormone for the treatment of women with chronic anovulation due to

hypogonadotropic hypogonadism.

- b33 -




RABENIIRFOEIE :

IR A SRR R AR E

Luveris (lutropin alfa for injection), concomitantly administered with
Gonal-f (follitropin alfa for injection), is indicated for stitilu]ation of
follicular development in infertile hypogonadotropic hypogonadal
women with profound LH deficiency (LH (less than) 1.2 TU/L).

EMD Serono, Inc.

M.V.L.-12 (Multi-Vitiam Infusion Without Vitamin K)

HOERGEER:
JRFEAFBAATR
RSN D EREIE :

ABSNIIRFEEIIE :

[ Bt M AR TR AR R

2004/3/8

2004/9/9

Prevention of vitamin deficiency and thromboembolic complications
in people receiving home parenteral nutrition and Warfarin-type
anticoagulant therapy

Prevention of vitamin deficiency and thrombormbolic complications
in people receiving home parenteral nutrition who also receive
warfarin-type anticoagulant therapy

Mayne Pharma (USA) Inc.

n/a (Diethylenetriaminepentaacetic Acid [Dtpa])

HOEXRRBER:
RRFEARBAAT B :
RESN A D ERGTEIGE:

2004/4/28
2004/8/11
Treatment of patients with known or suspected internal
contamination with plutonium, americium, or curium to increase the

rates of elimination.

ARBE NI TR FORISE : Treatment of internal contamination with plutonium, americium or
curium ‘

E R RERTEARREE Hameln Pharmaceuticals gmbh

Nutrestore (Glutamine)

FHYERRBER: 1995/3/6

JRFERRRZAH: 2004/6/10

feEEhi AV ERGEINE:

ARINTTRBOEINE |

BB B AR R TE

For use with human growth hormone in the treatment of short bowel
syndrome (nutrient malabsorption from the gastrointestinal tract
resulting from an inadequate absorptive surface).

Treatment of short bowel syndrome in patients receiving specialized
nutritional support when used in conjunction with a recombinant
human growth hormone that is approved for this indication.

Nutritiona} Restart Pharmaceutical, L.P.
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Vidaza (Azacitidine)

BOBERRMRER:
IRFERFEAIAT A :

BESNIA D ER B IE :

ARBSNIIRFEITE :

e IR BGE R TR SR AR S

2001/12/3

2004/5/19

Treatament of myelodysplastic syndromes ‘

Treatment of patients with the following myelodysplastic syndrome
subtypes: refractory anemia or refractory anemia with ringed
sideroblasts (if accompanied by neutropenia or thrombocytopenia
and requiring transfusions), refractory anemia with excess blasts,
refractory anemia with excess blasts in transformation, and chronic
myelomonocytic leukemia

Celgene Corporation

Tindamax (Tinidazole)

FOEEBIREA:
IRFERRBRZSB:

RSN AP ERMBEIE:

ARSI TR TENGIE :

2002/4/18

2004/5/17

Treatment of giardiasis

Treatment of giardiasis caused by G. duodenalis (also termed G.
lamblia) in both adults and pediatric patients older than three years

of age
FHOERBEER: 2003/8/20
IRFEAGRRZATH 2004/5/17
RSN HVEREGBEGME:  Treatment of amebiasis
RFRE N IR FOBIGAE « Treatment of intestinal amebiasis and amebic liver abcess caused by

[ 3 dh BUERR R AR RR AR A

E. histolytica in both adults and pediatric patients older than three
years of age. It is not indicated for the treatment of asymptomatic
cyst passage.

Presutti Laboratories, Inc.

Apokyn (Apomorphine Hel)
FOEEMEER: 1993/4/22
ARFEAER A B 2004/4/20

RSN DB AR E -

- FRESNICIRRREINE :

& 2 SUE SR TR AR

Treatment of the on-off fluctuations associated with late-stage
Parkinson's disease.

For the acute, intermittent treatment of hypomobility, "off" episodes
("end-of-dose-wearing-off" and unpredictable :on/off" episodes)
associated with advanced Parkinson's disease

Ipsen Limited
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Sensipar (Cinacalcet)

HOERMLEER:

IR FEAKERZZAT H .
RESNIFHDERLETE:
ARRE I T PO |

I 3RS B IR AR IR -

2003/5/12

2004/3/8

Treatment of hypercalcemia in patients with parathyroid carcinoma
Treatment of hypercalcemia in patients with parathyroid carcinoma
Amgen, Inc.

Alimta (Pemetrexed Disodium)

FOERMBER
Rﬁ?ﬂﬂwmﬁﬁ' H:
BESNHDERMEIE :
AR IV TR REINE |
ERGIGERFTEARIEE

2001/8/28

2004/2/4

Treatment of malignant pleural mesothelioma

Treatment of patients with malignant pleural mesothelioma whose
disease is either unresectable or who are otherwise not candidates for
curative surgery

Eli Lilly and Company

Acetadote (Acetylcysteine)

FOERSEER:
FRFEAGRAAT A

PRE SN A D E S E -

ABSNIIGFEIE :

& S BUE R R SR AGB R

2001/10/19

2004/1/23

For the intravenous treatment of moderate to severe acetaminophen
overdose

For the use of Acetadote(registered TM) hjection, administered
intravenously within 8 to. 10 hours after ingestion of a potentially
heptotoxic quantity of acetaminophen, to prevent or lessen hepatic
injur

Cumberland Pharmaceuticals, Inc.

Zorbtive (Somatropin [R-Dna])

FHOERMIBER:
FRFEARREARAT R

BESNI A D ERREIGE

RSN IBPOEIE :

gl;

I S SO R AR EIR &

kot

1995/3/6

2003/12/1

For use alone or in combination with glutamine in the treatment of
short bowel syndrome.

Treatment of short bowel syndrome in patients receiving specialized
nutritional support

EMD Serono, Inc.
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Babybig (Botulism Immune Globulin)

FOERGIRER:
FRFEABRAT A :
fERESNI A D E IR IE :
RBSNIIGPFORINE:

= 3 PG AR FE A

BRAGE :

1989/1/31

2003/10/23

Treatment of infant botulism.

Indicated for treatment of infant botulism caused by type A or type B
Clostridium botulinum.

California Department of Health Services

Radiogardase (Iron[Iii]-Hexacyanoferratefli])

FOERERER
ARFEARBAZAT R :
RS ARV ERGSBEINE |

ARSI TR |

PE K BOE R FEARRR G

2003/5/1

2003/10/2

Treatment of patients with known or suspected internal
contamination with radioactive or non-radioactive cesium or
thallium

Treatment of patients with known or suspected internal
contamination with radioactive cesium and/or radioactive or
non-radioactive thallium to increase their rates of elimination

Heyl Chemisch-Pharmzeutische Fabrik GMBH & Co, KG

Photofrin (Porfimer)
FVEESEER: 2001/10/19
IRFERRARTA 2003/8/1

RESH R/ D ERIEIE

GBS NI TR IE -

For the ablation of High—Grade'Dysplasia in Barrett's Esophagus in
patients who are not considered to be candidates for esophagectomy
For the ablation of high-grade dysplasia in Barrett's esophagus

patients who do not undergo esophagectomy

B A SR FEAREGE Axcan Scandipharm Inc.
Zavesca (Miglustat)

- HVEREGEEH: 1998/5/29
IRFEARRAMAA: 2003/7/31

PRSI D BB R -
RSN BRI

Treatment of Gaucher disease.

Treatment of mild to moderate Type I Gaucher disease in adults for
whom enzyxﬁe replacement therapy is not a therapeutic option (e.g.,
due to constraints such as allergy, hypersensitivity, or poor venous
access).

Actelion Pharmaceuticals Ltd
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Rebetol (Ribavirin)

FOERGEER:
IRFEAKEBAAT R :
BEEN AP ERRENE:
ARSNGB :

[ 3 PR R AR RIS

2003/4/4

2003/7/29 '

Treatment of chronic hepatitis C in pediatric patients

Treatment of chronic hepatitis C among previously untreated
pediatric patients at least three years of age or older.

Schering Corporation

Bexxar (Tositumomab And Iodine 1 131 Tositumomab)

FHOERMBER:
JRFEARRAATR -
RSN A DERMBEINE :
ARENITBPEE :

S BUEIR TR KRR RIS &

1994/5/16

2003/6/27

Treatment of non-Hodgkin's B-cell lymphoma.

Treatment of patients with CD20 positive, follicular, non-Hodgkin's
lymphoma, with and without transformation, whose disease is
refractory to Rituximab and has relapsed following chemotherapy
GlaxoSmithKline

Aldurazyme (Laronidase)

FHVEZERBIEER: 1997/9/24
fRFEEBAST A : 2003/4/30

FESh D BEREE :
ABSNIABFEINE :

B MR

Treatment of patients with mucopolysaccharidosis-L

Treatment for patients with Hurler and Hurler-Scheie forms of
Mucopolysaccharidosis 1 (MPS I) and for patients with the Scheie
form who have moderate to severe symptoms

BioMarin Pharmaceutical, Inc.

Fabrazyme (Ceramide Trihexosidase/Alpha-Galactosidase A)

FHOEELEER:
IRFEARRAAT B :
RSN AP ERGBEAE
ARBSNIIEFEISE

I 35 RS R TEAGR US4

1988/1/19

2003/4/24

Treatment of Fabry's disease.

For wuse in patients with Fabry disease to reduce
globotriaosylceramide (GL-3) deposition in capillary endothelium of
the kidney and certain other cell types

Genzyme Corporation
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Somavert (Pegvisomant)

HOERBIEER:
JRFEAARBANT B :
RSN DERBBEE :

ARSI IEHOERE :

1997/6/24

2003/3/25.

Treatment of acromegaly.

Treatment of acromegaly in patients who have had an inadequate
response to surgery and/or radiation therapy and/or other medical
therépies, or for whom these therapies are not appropriate

Sensus Corporation

Gliadel (Polifeprosan 20 With Carmustine)

RO ERBHEER
SRFEARRAH B
HRSNIA D EESEE

RGBS NI TRHREE :
I S BLE AR FE AR S A

1989/12/13

2003/2/25

Treatment of malignant glioma , _

Expanding the indication to include patients with malignant glioma

undergoing primary surgical resection.

Guilford Pharmaceuticals, Inc.

Extraneal (With 7.5% Icodextrin) Peritoneal Dialysis Solutio (Icodextrin 7.5% With Electrolytes

Peritoneal Dialysis Solution)

FOERSIEER:
IRFEAFRNM B :
RSN D ERGEISE:

ABENTTEFEINE :

R A BOE IR TR AR R AR -

1997/7/18

2002/12/20

Treatment of those patients having end stage renal disease and
requiring peritoneal dialysis treatment.

For use as a single daily exchange for the long (8-16 hour) dwell
during continuous ambulatory peritoneal dialysis (CAPD) or
automated peritoneal dialysis (APD) for the management of chronic
renal failure, |

Baxter Healthcare Corporation

Alinia (Nitazoxanide)
FHVERMBIEER: 1996/12/12
RFEERRZMAA: 2002/11/22

RSN D E BRI E :

Treatment of cryptosporidiosis.

ARSI IBRENE : Treatment of diarrhea caused by Cryptosporidium parvum and
Giardia lamblia '

WOERREER: 2002/2/14

FRFEARREAAT B 2002/11/22
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BESNA D ERLEISE :
AARBSNTRPOEINE :

B 3R BUS IR R AR R

Treatment of intestinal giardiasis

Treatment of diarrhea caused by Cryptosporidium parvum and
Giardia lambiia

Romark Laboratories, L.C.

Subutex (Buprenorphine Hydrochloride)

HOERBIBER
FRIEAREZZAS B :
RESNHDEREREINE
FREBSICTRREINE :
BB RERFKRBIIGE

1994/6/15

2002/10/8

Treatment of opiate addiction in opiate users.
Treatment of opioid dependence in patients 16 years of age or older

Reckitt Benckiser Pharmaceuticals, Inc.

Suboxone {Buprenorphine In Combination With Naloxone)

HOEFEBRER:
FRFEAARRATA :
fRESN-F D EIRMEIGE :
FREBSNIIR RIS IE :

B B G B IR TR AR

1994/10/27

2002/10/8

Treatment of opiate addiction in opiate users.

Treatment of opioid dependence in patients 16 years of age or older

Reckitt Benckiser Pharmaceuticals, Inc.

Elitek (Rasburicase)
FOEHMEER: 2000/10/11
BRFEAGEAAT R 2002/7/12

BESNI D BEREDEE

AR NI IR FREISIE :

E 3K MUE IR TR UG

Treatment of ma]ignancy-asgociated or chemotherapy-induced
hyperuricemia.

Initial rﬁanagement of plasma uric acid levels in pediatric patients
with leukemia,lymphoma, and solid tumor malignancies who are
receiving anti-cancer therapy expected to result in tumor lysis and
subsequent elevation of plasma uric acid.

Sanofi-Synthelabo Research

Remodulin (Treprostinil)
HOEELIEER 1997/6/4
IRFEARBRATA : 2002/5/21

RESN A D ERREISE :

ARSI TBROEIE :
[ 2R b B AR TR KGR G

Treatment of pulmonary arterial hypertension.
Treatment of pulmonary arterial hypertension.

United Therapeutics Corp.
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n/a (Synthetic Porcine Secretin)

HPOERGBER:
FRFEARARAT A ;

RS D ERREIGIE :

AABENT TR FOUTAE :

1999/6/18
2002/11/1
For use in the evaluation of exocrine pancreas function,

For use in secretin stimulation testing for: Stimulation of pancreatic
secretions to facilitate the identification of the ampulla of Vater and
accessory papilla during

endoscopic retrograde

cholangio-pancreatography (ERCP)

hay
o

FHOBEERIEER
ARFEAGRZENT B :

=~

REEhic AP ERMENE:

ARSI ISP -

2000/3/7

2002/4/4

For use in conjunction with diagnostic procedures for pancreatic
disorders to increase pancreatic fluid secretion.

Use in secretin stimulation testing for stimulation of pancreatic
secretions, including bicarbonate, to aid in the\ diagnosis of

pancreatic exocrine dysfunction

FOERREMIBER
FRFEAGRAANT A -

WESR A D ERREGE :

RSN TBHOEISIE |

1999/6/18

2002/4/4

For use in the diagnosis of gastrinoma associated with
Zollinger-Ellison syndrome.

Use in secretin stimulation testing for stimulation of gastrin secretion

to aid in the diagnosis of gastrinoma

& 38 o RERR SRR RIS ChiRhoClin, Inc.
Zevalin (Ibritumomab Tiuxetan)

FHVOERGIEER ! 1994/9/6
fRFAREARNT R 2002/2/19

HRREEShA D ERMEISE:

ARSI FEIGE :

I S B R AR

Treatment of B-cell non-Hodgkin's lymphoma.

Treatment of patients with relapsed or refractory low-grade,
follicular, or transformed B-cell non-Hodgkin?s lymphoma,
including patients with Rituximab (Rituxan?) refractory fo!licular
non-Hodgkin?s lymphoma

Spectrum Pharmaceuticals, Inc.

Orfadin (Nitisinone)

AP ERLBEHR
PRFEARERAAT A -

REShEA D ERMEE :

1995/5/16
2002/1/18
Treatment of tyrosinemia type 1.
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ARSI IR FRERE :

Adjunctive therapy to dietary restriction of tyrosine and
phenylalanine in the treatment of hereditary tyrosinemia type 1

B R MEIRTTAR UGS Rare Disease Therapeutics, Inc.
Tracleer (Bosentan)
HOEEMEER: 2000/10/6
JRFEFARRAEAT A - 2001/11/20
SESNEA/VEEKRBGA:  Treatment of pulmonary arterial hypertension.
RENTIRPERE : Treatment of pulmonary arterial hypertension.

A BER e ARG E

Actelion Life Sciences Ltd.

Topamax (Topiramate)

HOERBIBER
FRIEAREZZNT A -
RSN A D EREMEIE:
ARSI RFOEIIE :

= 38 5 B AR SR ARG &

1992/1125

2001/8/28

Treatment of Lennox-Gastaut syndrome.

As adjunctive therapy in patients two years and older with siezures
associated with Lennox-Gastaut syndrome.

Johnson & Johnson Pharmaceutical R & D, LLC

Zometa, Zabel (Zoledronate)

FHPOERLEER:
FRFCARBALAT B :
REESNI R DB IR AE :
ARBS NI TRPORIE |

R 3 R TE R RS

2000/8/18
2001/8/20
Treatment of tumor induced hypercalcemia.
Treatment of hypercalcemia 6f malignancy.

Novartis Pharmaceuticals Corp.

Genotropin (Somatropin [Rdna])

HOEEBIEER:
BRI B :
RSN D E R

BRI NI IRREIGE |

B3 BLER AR BUSE

2000/12/27

2001/7/25

Treatment of growth failure in children who were born small for
gestational age.

For long-term treatment of growth failure in children born small for
gestational age who fail to manifest catch-up growth by two years of
age.

Pharmacia and Upjohn Company
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Campath (Alemtuzumab)

FHOERREER: 1997/10/20

JRFEARRIENT R 2001/5/7

BESNEFHVEFEKBENE:  Treatment of chronic lymphocytic leukemia. ‘
RN TRTOEIE : The treatment of patients with B-cell chronic lymphocytic leukemia

who have been treated with alkylating agents and who have failed
fludarabine therapy.
EERMERTEAFEBEE:  Genzyme Corporation
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35 RMEAIBVTEHHTeBLEPEXRBEEER—K
(2008 ¢ 11 A 6 BR#E)"

FORBERNMBESTRERFLEN 1 FARS AKRBORBEERINTVD) 285, T
DU 57 DOEZMITHL T, BRI EZRESST (EMEA) #2 EZK &% B S (Committee for Orphan
Medicinal Products, COMP) D E R FHIICE-SE, BN BRI THP ERERIBE 124352
EMRTEB,

FEDBEHLENL T DIRREIGEICH LU THRENTERE S, HPEXRISRITHI
PRI L THEES NS, IERREBOBET, FH LRI SMENREM LR D ER S
REOMETHD,

SV ERROEER. EMEA Oth~0H I B 5E R % B2 (Committee for Medicinal
Products for Human Use, CHMP) 0> R 40 SHIIZ 25\ T 2 Rk L3 o] (Bl & e
ETTHD) BEFENIDLREEIT, PRABFXTCRBIRDOND,

BATF DYANE, HDERGIBELEM L RE EHFRTORNFEREL TV BERRZO—FTHY,
FRENOEM — R AFHERE BV 7L 0B (L, BRE, RINERRL AV THERTO
Vidaza & Kuvan iZB<), VAME B i, BN ERHEOIRFBARBAF/ONEEINFIZFEIN TV,

UFbLBRINE:
O EEROMBE (p.259)
IaFRARIRBINC AT L TTEF T 21877 D E RIS R E S DY (p.261)

0 . BRMIESK BT hitp:/www.ema.europa.ew/pdfs/human/comp/56357508en.pdf (2010 4 2 A 25
H7 71RA)
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[Thalidomide Pharmion (#V~~v-7F)]
FOERESIEER 2001 411 A 20 A
BR5EAFEAZATH 2008 424 A 16 A
FRESNIHPERMENE: 2RIEF HIEO SR
RSN IBRREIE I —e DG
BRI : M AER
(& R ERR R AR BUSE  Pharmion Ltd
RRINABYFEARE & _
http://www.emea.europa.ew/humandocs/Humans/EP AR/thalidomidepharmion/thalidomidepharmion.h
tm

Nolibris (727 U242
FOEKLIEEH 20054 B 11 B
RRFERKEBAAT B ;2008 454 A 21 A
BES NI D E IR MIERE  FBHIRE fERE 38 L UMB M M AR AL VNG 3 MLEE DTARR
ABINIIAFERERNE : FShIRS fERE DI H
TR D E R RBL UL 255
I S B AR 5R K 3R H Y53 : Glaxo Group Limited - Z5[H
H NN IR AR

http://www.emea.europa.eu/humandocs/Humans/EP AR/volibris/volibris.htm

[Firazyr (A% T2 3P)
FVOERSLIEER 2003428 17 8
BRFEARAST H:20084E7 A 11 H
BRENHVERMEISE: LB REOIRR
RSN IR RIS E SRt B AR D5
TRSRIER: 2 Dt
[R5 B AR FE KGR BB & Jerini AG - N4
RRIN AR SE &

http://www.emea.europa.eu/humandocs/Humans/EP AR/firazyr/firazyr.htm

ICeplene(E2£3EPELESAP)|
FOERGIBEHR 200544 A 11 B
BRFEABAINT B 2008410 A 7 A
fBESN AP EESTERVE BB A ROIERR
FRBEINTIRBRINE A& —aA% 2 @{?F}ﬁ?‘“ﬁkiof«?}]@Eﬁ@?ﬁﬁ&htﬁi}w)’%ﬁ‘"’
FoMHE B M5 B E DB
TRFREIR : JESS
(& 26 5 U AR FE R SR BG4 : EpiCept GmbH
BRI ARIEEMER S E : (GERRTEIC EMEA V=7 AN CAFATRE)
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Vidaza (77> 72))
FHYOEEMBER 200242 A6 R
IRFEABAST H : BRI EREF
RSN L ERSEIGE B R RERBEOIRNR
KBS NI TR EORGIE | ¥ MRS A B TRV A OB B R RE R LB B iR
MRDTERE
TR pRaR I MBS
& 3R B AR TR AR B8 : Celgene Europe Ltd
BRI ARIEEAMG SRS 8 FRFFABAR I EMEA V=7 A NCAF THE)

Kuvan (#7277Y> R a7a54R)]
FHOERBIEER 20058 26 8
JREARRMN B . EESRERE S
BEISNEHVEELEGE: B7 2=V TI= IEE
RSN IAFERSE YA UG 2R T EBRREI N T B 72 =)V b RIE (PKU) &
EIBABLO 4 B EO/NRBEOR == N T 5= fLfE (HPA) DIEHR, %7z, Kuvan i1, X
BB SR R SRS TV BT MR o R 77 Y (BHA) REFED AR LUVAE
& D PHA 1RO EIGEEL T5
TRREIR: WA IWRBLOIEHR
BB LS R FE R RS E :Merck KGaA
BRI AFFEARRAEE : (RFEABAATHIC EMEA V=7 A MCAF A IRE)

2007

[Diacomit (X7 V~rh—/1)|
HOEEREER 200012850
JRFEABRZM A 200721 A48 -
RSN RO ERRESE LS RYPOBEIF I/ 0—XATADADIER
ABINFIEPOEISE : 70/ P AB L B VT o —NCRER - a ba— 522 DT
ERVILRHDEEIA S m—RATAA A (SMEL Dravet SEMRRE) & 445 A ORETEIE2 5 1
BRE MR REOBBIFRIELL T, 7uFARI TV IV T —heff A
TR PRI PR R
B B L B AR FEAK S 484 : BIOCODEX
BRI RTS8 -
http://www.emea.europa.ev/humandocs/Humans/EP AR/diacomit/diacomit.htm

[Elaprase (iduronate-2-sulfatase)|

FVERMIEER 2000 £ 12 A 11 B

IRFEAPARNTH:2007E1 A8 B

Fe &N /DB EBERME | A S FHE I EL (N2 —IEREE) OIRHK
RINTIAFORRVE : & —fE B (L2 SHEE I E, MPS ) BE ORMTR

BB A WRBLURER

P 3K & B0 AR e Ak S B /5 2 : Shire Human Genetic Therapies AB

BRI AR EE

http://www.emea.europa,ewhumandocs/Humans/EPAR/elaprase/elaprase.htm
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inovelon (/477 7-3F)|

FOERRIBE B 2004459 A9 H

JRFEASRAATH:20074E1 A 16 A

FEESNH P ERLBGE L /v R HAMEEROTAR

RSN IEHEITE 14 IRU LD BE DV )y IR HAM—TEFRBZ D BIEDIRFIZ BT 58
BhRiE

TEFREEI PR

EHE G BB IR FE A SR HS : Esai Limited

BRI AR ARG &
http://www.emea.europa.ew/humandocs/Humans/EPAR/inovelon/inovelon.htm

Cystadane (FE ~NEA) |
FOERMEER 2001 ETAIH
RFEARRIATH 200742 A 15 H
BRENFHDEEMBEICE HREVATF VROIER
ABENTIRBEOEIGE : AT O RBER KM I RE VAT RO B :
AGF A=y i —E (CBS)
*5, 10-AF Vo FhIe P ELR suBé 5% (MTHFR)
2SI HREERAE (cbl)
Cystadane 13, €43 B6 (VR 0), B3I B12 (:u\-'i\/) EEBLUSIERRE DO
BRI AL THE AT RETHD
BB : MW RBLIORBR
B MR FEAFRESE  Orphan Europe SARL
BRI AH TR EE -

http://www.emea.europa.euw/humandocs/Humans/EPAR/cystadane/cystadane.htm

Revlimid[ 3-(¢'aminoisoindoline-1'-one)-1-piperidine-2,6-dione]|
FOEESFEER 20034612 A 12 8
ARFEARGRASHT H: 200741 A 14 B
fEEEhiAm L ERRBENE 2R IEE BEIEOTRR _
ARBENTIBFOEIGE B EI | U LEREZ Tl tOhA S BER MEREITHT 57X
YRAZV L DO R
TRHRARIN: B
E R MR FEA R ERTEH : Celgene Europe Limited - F2[E]
B AR EE

http://www.emea.europa.ew/humandocs/Humans/EPAR/revlimid/revlimid.htm

Soliris (z=2Y.X+7))|
FOEEMLIBER 2003410 A 17 8
IRFEAKERASAT B 12007 426 A 20 B
BRANEF D ERSESE SR M AR REDIBR
AR NI TEFOERE : R {EEAH M AR RIE DR
TRFRRIR : Mk
[ 3K S BB AR 57K SR Hu45- : Alexion Europe SAS
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M PN: SR = R
http://www.emea.europa.ew/humandocs/Humans/EPAR/soliris/soliris.htm

Siklos (R EF LT
FHOEEMEER 20037 A9 H
JRFEABAATH 200746 A 29 R
FBESNI AV EERBEISE SRR BREGER OB
RSN IR FOEINE JE RS R MBRMEEBICBAL THAMRBLURAREIIALND
AMEME G S T B RN E PSS —E DT
TR MR
& KA BLERR 7 A T S : Addmedica SAS
RPN DEA T

http://www.emea.europa.ew/humandocs/Humans/EPAR/siklos/siklos.htm

lincrelex (& #/L32)]

FHOERSHSEHR 200548 A 26 A

BRFEARAZAT A 200748 A3 A

&N FH O EELBNE 0 FUERIBEEHRBICEE—RA RV BRRRET-1 KR
RE DR ‘
ARENT- IAFEEIE R E RO

BRRGAS: NOWRBLUKHIR

% 2K 5 BUE AR 78R R 4&-& : Tercica Europe Limited

R ARTFEMHREE:

http://www.emea.europa.eu/humandocs/Humans/EPAR/increlex/increlex.htm

[Atriance (ZFFE)
FHOEXRSISEH 200546 A 16 B
BRFE/REAAT R 2007458 A 22 B
BEIN D EERLEINE B v/ SERRE B MR OTR R
FAASNIIAEOEISIE :2 B B (LB REE T o B ITIRFEH ENEL RV ERERLT
SARAMEY L /SEEERYE M (T-ALL) 38 X T8 T HIRRY S/ SSERRMEY L~ (T-LBL) IZREAL TV
BERE DR
BRI JES
& 3 5 SIS AR SEAGRR A5 4 : Glaxo Group Limited
RRSH AR EE:

http://www.emea.europa.euw/humandocs/Humans/EPAR/atriance/atriance.htm

[Gliolan (S-aminolevulinic hydrochloride)|
FOEEMIBER 20024E 11 A 13 A
ARFEAEERST B :2007 429 A 7 H
EEENTFH/DEESBISE RIE R BIEOHT P IFHIBET
TRERX NI TRPOEISIE | BAE R BAE (WHO /U —F I BL R IV) DFHRICIoiT HEMERR R
DEREA
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TR

E 5 RS R TR RIS E : Medac

BRI AR ETm SR
hitp://www.emea.europa.ewhumandocs/Humans/EPAR/gliolan/gliolan.htm _

Yondelis (T2 F 79122 743)|
FOERMIBER 2000145 A30A
ARFEA AT H 200749 A 17 H
RESN-F D EELESE iR RO 1R R ,
ABSNIIBFEINE : TNV A 27V B LA 7+ RT7 73N 7)>4!!E5ejj’fibé7)> T DIRA
R ETHOSEE TRV EIT U A B2 45 BE O TRR
TR R B
& 3K BUERR e /KSR 4§ : PharmaMar SA
R 2RO A S 4 i «

http://www.emea.europa.ew/humandocs/Humans/EP AR/yondelis/yondelis.htm

[Torisel (F4 2 m2).4.%)|
FOERSEEHE 20064486 H
IRFEARAAT A 2007 1L H 19 R
FBESNIAD BERMEIVE | BB OIEH
ARBINIRPERIE :6 DO THRIAIEFDIH 3 DL EERERAL T \6@ﬁbf‘_%ffﬂlﬂﬂﬁ%
FEOT7—ANIA TR
TR BRI 5
B 3 A B R FE AR SR EAGE : Wyeth Europa Limited - 3E[E
BRI ARIFHIREE

http://www.emea.europa.ew/humandocs/Humans/EP AR/torisel/torisel.htm

[Tasigna (=2 F=7)|
FOERRBIRER 200645822 A
JRFEARBAAT A 2007411 A 198
RSN FH D ERSENE BRI QLB OIEHR
ARRINTIEFENE v F =7 % B LR EOBRICH L TR SRR R 1@
BBLUBITHOTA4FT N7 4 T Y BB BMEE i B M7 (CML) IZRREAL TWBEAD
e '
BB B
& 3K & IR 7K R Hi8 3  Novartis Europharm Limited - ZE[E]
RRIN A0 FT SR
http://www.emea.europa.ew/humandocs/Humans/EP AR/tasigna/tasigna.htm

2006

lﬁaglazyme (N-acetylgalacto-samine 4-su1fatase)l
FOERMBED 200042 A 14 8
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