(RS)-2,3-bis (sulphanyl)| Injection 2001 8 3 2001/12/10
propane-1-sulfonic acid 000003
(DMPS), sodium salt,
Monohydrate
(RS)-2,3-Dimercapto-1- | Capsule 2001 8 3 2001/12/10
propanesulfonic acid 000002
(DMPS), sodium salt,
Monohydrate
[Meso-2,3- Capsule 100 mg 1999 6 17
dimercaptosuccinic acid,
DMSA]
Agalsidase-alpha Injection alpha-galactosidase A 2002 3 25 2004/4/26

deficiency (Fabry disease)

000004

Agalsidase-beta Injection apha-galactosidase A 2002 3 25 2004/4126

deficiency (Fabry disease)

000005

Albendazole Tablet 200 mg 1999 12 9
Aldesleukin Injection 12 |(D) ( 2000 8 1 (2002 8 8 2001/03/30
[Recombinant mg/vial Metastatic renal cell ( 000650
Interleukin-2] carcinoma)(2)

(Metastatic melanoma)
alpha 1-antitrypsin injection alpha 1-antitrypsin 2005 1
alpha-glucosidase injection 2005 1




Amphotericin B Lipid Injection 5 1999 6 17 | 2001 5 21
Complex mg/ml (
Anagrelide Capsule 0.5mg; 1999 6 17 2003/5/21
1.0 mg 000007
Antivenin of ViperaRusy Injection 2002 11 14
Arginine Injection 10 1999 6 17
gm/100ml
Arsenic Trioxide Injection 1 1999 12 9 2002/2/5
mg/ml , 10 ml/vial 000005
Artemisinin Tablet 100 mg 1999 12 9
Atovaguone-proguanil Tablet 250 1999 12 9
mg+100 mg
Benznidazole Tablet 100 mg 1999 12 9
Betaine Powder for 1999 6 17
Reconstitution 1
gm/scoopful
Bosentan 62.5 and 125 mg tablet 2003 11 18 2005/7/26
(2005 8 000012
22 (62.5 mg,
)
000013
) (125 mg,
)
Citrulline Tablet, 600 mg citrulline 2000 8 1 2001/12/11
oral solution, 1 g/10 ml 000001




Cladribine Injection 1 Hairy Cell 1999 6 17 |2002 8 8 1997/4/11
mg/ml ( 021992
Cycloserine Capsule 250 mg 1999 12 9
Cysteamine Bitartrate Capsule EQ 50 [nephropathic cystinosis 1999 12 9
mg, 150 mg Base
Dantrolene (Injection) 20 1999 12 9
mg/vial
Deferiprone (Kelfer) Capsule 250 (Thalassemia | 2001 5 21 2002/2/25 (250 mg)
mg 500 mg major) : 000004
Deferrioxamine
: 2002/2/25 (500 mg)
( : , 000005
)
Diazoxide Capsule, Suspension |persistent hyperinsulinemic 1999/12/9(2003/
50 mg; 50 mg/ml [hypoglycemia of infancy 11/18
Diloxanide Furoate Tablet 500 mg 1999 12 9
Dimercaprol Injection 10% 1999 12 9
Eflornithine HCL Injection 200 1999 12 9
mg/vial
Epoprostenol Injection 0.5mg 1999/6/17(2002/
base/vial; 1.5 mg 11/14
base/vial )
Gabapentin Capsule; Tablet (Amyotrophic| 1999 12 9
600 mg, 800 mg Laterol SclerosisALS)
Galsulfase (Injection) 5.0mg/vidl 6 , 2006 1 25

Mucopolysaccharidosis VI




Glatiramer acetate Injection 20 (Multiple 1999 12 9 2005/3/9
mg/vial Sclerosis) 000009
Hemin Injection 1999 6 17
Iloprost nebuliser solution 2002 8 8 2005/5/23
000011
Imiglucerase Injection 200 (Typel) 1999 6 17 2005/11/3
units/vial 000006
Interferon-Beta-1a Injection (Multiple 1999 12 9 2001 6 6
3MIU 6MIU Sclerosis)
12MIU/via 000001
2001 11 26
000002
Interferon-Beta-1b Injection 0.3 (Multiple 1999 6 17 |2002 8 8 2000/04/11
mg/vial Sclerosis) ( 000601
Interferon-Gamma 1b Injection 100 (Chronic 1999 12 9
mcg/0.5ml Granulomatous Disease)
lodoquinol Tablet 210mg; 1999 12 9
650 mg
Ivermectin Tablet 6 mg 1999 12 9
L-5-hydroxytryptophan | Capsule BH4 ( 2001 8 3
(5-HTP) ) Tetrahydrobiopterin
(BH4) deficiency PKU
Lactic acid bacteria oral use chronic pouchitis disease 2002 8 8




Laronidase 100 units/ml solution 2003 11 18
for infusion
Levocarnitine Injection; Oral 1999 6 17 2002/05/03
Solution; Tablet [ Carnitine 000006 (tab)
200 mg/ml, 1 gm/10ml, (1)
330 mg, 1gm] (®
Liposomal Injection 50 mg/ 2001 1 18 (200V/5/21
Amphotericin B vial
Meglumine Antimoniate Injection (85 ( ) 1999 12 9
Melarsoprol Injection (3.6% 1999 12 9
solution propylene
glycol)
Metrifonate Tablet 30 mg ( )( ) 1999 12 9
miglustat capsule Type | Gaucher Disease 2005 1
Mitotane Tablet 500 mg 1999 12 9
Modafinil 200 mg 2001/5/21(2006/ 2005/2/24
1/25 ) 000010
Nifurtimox Tablet 30 1999 12 9
mg; 120mg; 250mg
Nitisinone 2.0mg/Cap , 2006 1 25
Tyrosinemiatype |
Nitric Oxide Inhaler 1999 6 17
Oxamniquine Tablet 250 mg 1999 12 9
Paromomycin Sulfate Capsule 250 mg 1999 12 9




Pentamidine I sethionate |[Injection] [300 (Pneumocystis 1999 12 9 (2002 8 8 2000 4 11
mg/vial] carinii pneumonia; PCP) ( 021444
Phenytoin Capsule 30 mg ( ) 1999 12 9
Phosphate solution Solution 2001 8 3
[X-linked hypophospatemic
Rickets]|
potassium acid Tablet 2002 11 14
phosphate + sodium acid [X-linked hypophospatemic
phosphate, anhydrous Rickets]
Primaquine-Phosphate Tablet 26.3mg 1999 12 9
Proguanil Tablet 100 mg 1999 12 9
protein C injection protein C 2005 1
Pyrimethamine + Tablet 25 mg+2 1999 12 9
Sulfadiazine gm
Pyrimethamine + Tablet 25 1999 12 9
Sulfadoxine mg+500 mg
Pyrimethamine- Tablet 25 1999 12 9
sulfadoxine-mefloquine [mg;250 mg; 500 mg
Risedronate Tablet 30 mg Primary [2001 3 22 2003 8
Paget disease 000008
Sacrosidase Oral Solution PKU with congenital sucrase- | 1999 12 9
900 1U/ml isomaltase deficiency
Sod. Benzoate Capsule [250 mg] |Non-ketotic hyperglycinemia | 1999 6 17 2001/3/21

000001




Sod. Benzoate & Sod.|[Oral Solution; 1999 6 17
Phenylbutyrate Injection] [

100mg/ml+100mg/ml ,
Sodium Phenylbutyrate |[Powder; Tablet] carbamylphosphate 1999 6 17

[3 gm /teaspoonful; synthetase (CPS), Ornithine

500 mg] transcarbamylase (OTC)

Argininosuccinic synthetase
(AS)

Sodium Stibogluconat Injection 100 ( ) 1999 12 9

mg/ml, 100 ml/bot
Suramin Injection 1 1999 12 9

glvia
Tetrahydro- Tablet 10and |Terahydrobiopterin 1999 12 9
Biopterin(BH4) 50 mg
Thalidomide Capsule 50 mg leprosum 1999 12 9 2002/10/16

000006
Thymosin alfal injection DiGeorge Syndrome 2002 8 8
Thyrotropin afa [Injection] [1.2mg/ml] 1999 6 17 2003/5/6
Injection
000003

TPN for PKU with| Injection TPN For PKU with congenital | 1999 12 9
congenital sucrase- sucrase-isomal tase deficiency
somaltase deficiency
treprostinil sodium Injection 1.0, 2002 11 14

2.5,5.0, 10.0 mg/ml
Tretinoin soft gelatin capsules 10 2003 11 18

mg




Trientine Hcl

[Capsule] [250 mq] (WilsonDisease) | 1999 6 17
Zinc Acetate [Capsul€] [25-50 mg] (Wilson Disease) | 2001 12 4 2004/11/29
000007
(50mg, )
2005/3/15
000008
(25mg, )
000009

(50 mg, )
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