
Year 2001

DCA 131 - 28/12/2001

No. Product Active Ingredient Product Registration
Holder

1. Preterax Tablet Perindopril, Tert-Butylamine 2
mg
Indapamide 0.625 mg

Servier (M) S/B.

2. Neumega 5 mg Injection Interleukin-II (Oprelvekin) 5.2 mg Wyeth (Malaysia) S/B, Sel.

3. Menomune 0.5 ml/dose Neisseria Meningitides Group
A Polysaccharide (A-Strain)
50.0 µg
Neisseria Meningitides Group
A Polysaccharide (C-11
Strain) 50.0 µg
Neisseria Meningitides Group
A Polysaccharide (6306 Y
Strain) 50.0 µg
Neisseria Meningitides Group
W-135 Polysaccharide (S-
3233 Strain) 50.0 µg

Aventis Farma SA (M) S/B,
Sel.

DCA 130 - 29/11/2001

No. Product Active Ingredient Product Registration
Holder

1. Herceptin 440 mg/vial Trastuzumab 440 mg Roche (M) S/B, K. Lumpur

2. Starlix 60 mg Tablet Nateglinide Norvatis (Corp.) S/B, Sel.

3. Starlix 120 mg Tablet Nateglinide Novartis (Corp.) S/B, Sel.

4. Aprovel HCT 300/12.5 mg
Tablet

Irbesartan 300 mg
Hydrochlorothiazide 12.5 mg

Sanofi-Synthelabo (M) S/B,
Sel.

5. Aprovel HCT 150/12.5 mg
Tablet

Irbesartan 150 mg
Hydrochlorothiazide 12.5 mg

Sanofi-Synthelabo (M) S/B,
Sel.

DCA 129 - 26/10/2001

No. Product Active Ingredient Product Registration
Holder



1. Vexol 1% Sterile Opthalmic
Solution

Rimexolone Summit Co. (M) S/B

2. Dihydergot Nasal Spray 4
mg/ml

Dihydroergotamine Mesylate Novartis Corp. (M) S/B

3. Malarone Tablets Atovaquone 250 mg
Proguanil HCl 100 mg

Allen & Hanburys S/B

DCA 128 - 20/09/2001

No. Product Active Ingredient Product Registration
Holder

1. Precedex 100 ug/ml For
Infusion (2 ml vial)

Dexmedetomidine Hydrochloride Abbot Labs (M) S/B

2. NovoRapid ® 100 iu/ml Vial Insulin Aspart 3.8 Novo Nordisk Pharma (M) S/B

3. NovoRapid ® PenFill ® 100
iu/ml

Insulin Aspart 3.8 Novo Nordisk Pharma (M) S/B

4. NovoRapid ® Novolet ® 100
iu/ml

Insulin Aspart 3.8 Novo Nordisk Pharma (M) S/B

5. NovoSeven 60 KIU Recombinant Coagulation factor
VIIa, eptacog alfa (activated) 1.2
mg/vial

Novo Nordisk Pharma (M) S/B

6. NovoSeven 120 KIU Recombinant Coagulation factor
VIIa, eptacog alfa (activated) 2.4
mg/vial

Novo Nordisk Pharma (M) S/B

7. NovoSeven 420 KIU Recombinant Coagulation factor
VIIa, eptacog alfa (activated) 4.8
mg/vial

Novo Nordisk Pharma (M) S/B

DCA 127 - 23/08/2001

No. Product Active Ingredient Product Registration
Holder

1. Tamiflu Capsule 75 mg Oseltamivir Phosphate 98.5 mg Roche (M) S/B

2. Micetal Dermal Cream Flutrimazole Wellmex S/B

3. Perdix 7.5 Tablet Moexipril Hydrochloride 7.5 mg Somedico S/B

4. Perdix 15 Tablet Moexipril Hydrochloride 15 mg Somedico S/B

DCA 126 - 26/07/2001

No. Product Active Ingredient Product Registration
Holder



1. Aknemycin Plus Solution Erythromycin EP 4.0% w/w
Tretion BP 0.025% w/w

The Boots Co. (M), Selangor

DCA 125 - 28/06/2001

No. Product Active Ingredient Product Registration Holder

1. Crinone 4% Progesterone
Vaginal Gel

Progesterone 4%
(45 mg/1.125 g dose)

Antah Pharma S/B

2. Zometa 4 mg Powder for
infusion
(6 ml glass vial)

Zoledronic acid anhydrous 4.0 mg
Corresponds to 4.264 mg
Zoledronic acid monohydrate

Novartis Corp. (M) S/B

DCA 124 - 7/06/2001

No. Product Active Ingredient Product Registration Holder

1. Optiray 240 (100 ml) Ioversol 51% Diethelm (M) S/B

2. Optiray 240 (200 ml) Ioversol 51% Diethelm (M) S/B

3. Optiray 320 (30 ml) Ioversol 68% Diethelm (M) S/B

4. Optiray 320 (100 ml) Ioversol 68% Diethelm (M) S/B

5. Implanon Etonogestrel 68 mg Organon (M) S/B

6. Nicorette Inhaler Nicotine 10 mg (cartridge) Zuellig Pharma S/B

7. Subutex Sublingual Tablet (0.4
mg)

Buprenorphine HCl 0.432 mg Schering-Plough S/B

8. Subutex Sublingual Tablet (2
mg)

Buprenorphine HCl 2.16 mg Schering-Plough S/B

9. Subutex Sublingual Tablet (8
mg)

Buprenorphine HCl 8.64 mg Schering-Plough S/B

DCA 123 - 17/05/2001

No. Product Active Ingredient Product Registration Holder

1. Infantrix-Hib Vaccine Diphtheria toxoid

(not less than 30 IU)

Tetanus toxoid

(not less than 40 IU

Pertussis toxoid (25 m g)

Smithkline Beecham S/B



Filamentous haemagglutinin
pertacin (69 KDa Outer
membrane protein?69K) - 8
m g
Conjugate of haemophilus
Influenzae type b capsular
polysaccharide (PRP) and
Tetanus toxoid (30 to 50 m g
corresponding to 10 m g
purified capsular
polysaccharide)

2. Bi-Preterax Tablet Perindopril,tert-butylamine 4 mg

Indapamide 1.25 mg

Servier (M) S/B

DCA 122 - 24/04/2001

No. Product Active Ingredient Product Registration Holder

1. Bonalfa Ointment Tacalcitol 2.0 µg Somedico S/B

2. Integrilin IV bolus 2 mg/10 ml
(100 ml/vial)

Eptifibatide 2 mg/10 ml Schering-Plough S/B

3. Integrilin IV Infusion
0.75 mg/ml (100 ml/vial)

Eptifibatide 0.75 mg/ml Schering-Plough S/B

4. Aromasin 25 mg tablets Exemestane 25 mg Zuellig Pharma (M) S/B

5. Humalog Mix 25
3 ml Cartridge

Insulin Lispro 100 u/ml
(25% Insulin Lispro & 75% Insulin
Lispro Protamine Suspension)

Eli Lilly (M) S/B

6. Humalog Mix 50
3 ml Cartridge

Insulin Lispro 100 u/ml
(50% Insulin Lispro & 50% Insulin
Lispro Protamine Suspension)

Eli Lilly (M) S/B

7. Humalog Mix 25
10 ml vial

Insulin Lispro 100 u/ml
(25% Insulin Lispro & 75% Insulin
Lispro Protamine Suspension)

Eli Lilly (M) S/B

8. Acular Ophthalmic Solution
0.5%

Ketorolac tromethamine 5.0 mg/ml Diethelm (M) S/B

9. Tequin Tablet 200 mg Gatifloxacin Bristol-Myers Squibb (M) S/B

10. Tequin Tablet 400 mg Gatifloxacin Bristol-Myers Squibb (M) S/B

11. Tequin IV 200 mg/vial Gatifloxacin 10 mg/ml (20 ml vial) Bristol-Myers Squibb (M) S/B

12. Tequin IV 400 mg/vial Gatifloxacin 400 mg/ml Bristol-Myers Squibb (M) S/B

13. Edronax 4 mg tablet Reboxetine Methanesulphonate
5.224 mg

Zuellig Pharma (M) S/B



14. Controloc IV Pantoprazole Sodium
Sesquihydrate 45.1 mg (equi. to 40
mg pantoprazole)

Diethelm (M) S/B

15. Varitect 20 ml IV Solution Human Immunoglobulin with
Antibodies to Varicella Zoster Virus

Lazuli S/B

DCA 121 - 27/02/2001

No. Product Active Ingredient Product Registration Holder

1. Emadine 0.05% Sterile
Opthalmic Solution

Emedastine Difumarate 0.884 mg
(equi. to Emedastine 0.5 mg)

Summit Co. (M) S/B

2. Azopt Brinzolamide 1% Summit Co. (M) S/B

3. Avelox Tablet Moxifloxacin HCL (equiv. to
moxifloxacin 400 mg)

Bayer (M) S/B

4. Dotarem ? 5 ml Ampoule per 100 mls:

Gadoteric Acid 27.932g
corresponding to DOTA
20.246g
Gadolinium Oxide 9.062g

Ken-Med S/B

5. Dotarem ? Prefilled Syringe

15 ml

per 100 mls:

Gadoteric Acid 27.932g
corresponding to DOTA
20.246g
Gadolinium Oxide 9.062g

Ken-Med S/B

6. Dotarem ? Prefilled Syringe 20
ml

per 100 mls:

Gadoteric Acid 27.932g
corresponding to DOTA
20.246g
Gadolinium Oxide 9.062g

Ken-Med S/B

7. Dotarem ? Vial 10 ml per 100 mls:

Gadoteric Acid 27.932g
corresponding to DOTA
20.246g
Gadolinium Oxide 9.062g

Ken-Med S/B

8. Dotarem ? 15 ml vial per 100 mls:

Gadoteric Acid 27.932g

Ken-Med S/B



corresponding to DOTA
20.246g
Gadolinium Oxide 9.062g

9. Dotarem ? 20 ml vial per 100 mls:

Gadoteric Acid 27.932g
corresponding to DOTA
20.246g
Gadolinium Oxide 9.062g

Ken-Med S/B

10. Actonel 30 mg Tablet Risedronate Sodium 30 mg AgrEvo H.S. (M) S/B

11. Actonel 5 mg Tablet Risedronate Sodium 5 mg AgrEvo H.S. (M) S/B


