Legal Supplement Part B—Vol. 43, No. 14—26th January, 2004

LEGAL NoTicE No. 5

REPUBLIC OF TRINIDAD AND TOBAGO

THE Foob AND DrRuGs AcT, CHap. 30:01

NOTIFICATION

APPROVAL IN RESPECT OF NEW DRUGS

Issueb by the Minister on the recommendation of the Drug Advisory
Committee in accordance with clause 7, Division 3 of the Second
Schedule to the Food and Drugs Regulations.

The Minister signifies his approval of the following new

drugs listed below:

Trade Name and Form

Lorfast Tablets

Norfen 400 Film-Coated
Tablets

Ciprodac 500 Film-Coated
Tablets

Virolam Film-Coated
Tablets 100 mg

Becozinc Capsules

Exifine Tablets

Lyrinel Extended Release
Tablets 5 mg

Lyrinel Extended Release
Tablets 10 mg

Lyrinel Extended Release
Tablets 15 mg

Deep Heat Maximum
Strength Topical Cream

Deep Heat Rub

Concor Film-Coated
Tablets 2.5 mg

Concor Film-Coated
Tablets 5 mg

Concor Film-Coated
Tablets 10 mg

Manufacturer

Cadila
Pharmaceuticals
Limited

do.

do.

Ranbaxy
Laboratories
Limited

Dr. Reddy's

Country of Origin

India

do.

do.

do.

do.

Laboratories Ltd.

do.

Alza Corporation

do.

do.

The Mentholatum
Company
Limited

do.
Merck KGaA

do.

do.

do.
USA

do.

do.

UK

do.

Germany

do.

do.

Condition of Sale

Third Schedule

do.

do.

do.

Freely

Third Schedule
do.

do.

do.

Freely

do.

Third Schedule

do.

do.
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Trade Name and Form Manufacturer Country of Origin
Stocrin Tablets 600 mg Manufactured by  Costa Rica
Bristol-Myers
Squibb Pharma
Company USA
Packaged by
Merck Sharp &
Dohme (1.A.)
Corp.
Ezetrol Tablets 10 mg Manufactured by  Mexico
Schering-Plough
Products, LLC.
Puerto Rico
Packaged by
Schering-Plough,
S.A.de C.V.
Gasec-10 Gastrocaps Mepha Lda. Portugal
Coral Calcium Capsules Natrol, Inc. USA
1200 mg with Magnesium
and Vitamin D
Omega-3 Softgels do. do.
Apo-Loratadine Apotex Inc. Canada
Tablets 10 mg
Apo-Gliclazide do. do.
Tablets 80 mg
Robitussin Sugar Free Wyeth Consumer  USA
Cough Syrup Healthcare
Redoxon forte Effervescent ~ Productos Roche Mexico
Tablets 2 g S.A.de C.V.
Cialis Film-Coated Eli Lilly and England
Tablets 20 mg Company
Limited
Centrum with Lycopene Wyeth Consumer  USA
Tablets Healthcare
Covonia Mentholated L.C.M. Ltd. England
Cough Mixture Oral
Solution
Covonia Bronchial Balsam Thornton & do.
Oral Solution Ross Ltd.
Covonia Night Time do. do.
Formula Oral Solution
Covonia Throat Spray do. do.
Rebetol Capsules 200 mg Schering-Plough USA
Corporation
Vigamox Ophthalmic Alcon Laboratories  do.
Solution Inc.
Crestor Tablets 10 mg Packaged by UK

AstraZeneca
UK Limited

Condition of Sale

Third Schedule

do.

do.
Freely

do.
Third Schedule

do.

Freely

do.

Third Schedule

Freely

do.

do.

do.

do.
Third Schedule

do.

Third Schedule
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Trade Name and Form

Crestor Tablets 20 mg

Crestor Tablets 40 mg
Viscotears Ophthalmic Gel

GenTeal Gel

Zetia Tablets 10 mg

Zolstan 150 Tablets

Seven Seas Neutra Taste
taste-free Cod Liver Oil
Capsules 500 mg

Seven Seas Neutra Taste
taste-free Cod Liver Oil
Capsules 1000 mg

Seven Seas Neutra Taste
taste-free SportFlex
Capsules

Panadol Allergy Sinus
Caplets

Toradol Ampoules
30 mg i.m./i.v.

CoQ10 100 mg Softgels

Zinc Lozenges with
Echinacea and Vitamin C

Activated Charcoal Capsules
Silikon 1000 Oil

ICaps AREDS Formula

Coated Tablets
Vinelbine Injection 10 mg

Vinelbine Injection 50 mg

Manufacturer

Packaged by UK
AstraZeneca
UK Limited

do. do.

Manufactured by
Dr. G. Mann
Pharma for
Novartis
Ophthalmics AG
Switzerland

Germany

Novartis Switzerland

Ophthalmics AG

Manufactured by  Mexico
Schering-Plough
Products, LLC.

Puerto Rico

Packaged by
Schering-Plough,
S.A.deC.V.

Dr. Reddy’s
Laboratories
Ltd.

India
Seven Seas Health England
Care Ltd.

do. do.

do. do.

GlaxoSmithKline Panama
Panama, S.A.
F. Hoffmann- Switzerland
La Roche Ltd.
Nature's Way USA
Products, Inc.
do. do.
do. do.
Alcon Laboratories do.
Inc.
do. do.
Dabur India Ltd. India
(Pharmaceutical
Division)
do. do.

Country of Origin

Condition of Sale

Third Schedule

do.
Freely

do.

Third Schedule

do.

Freely

do.

do.

do.
Third Schedule
Freely

(Pharmacy Only)

Freely

do.
Third Schedule

Freely

Third Schedule

do.
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
Cifran Film-Coated Tablets  Ranbaxy India Third Schedule
250 mg (Additional Laboratories
Manufacturing Site) Limited
Cifran Film-Coated Tablets do. do. do.

500 mg (Additional
Manufacturing Site)

Retrovir Capsules 100 mg SmithKline UK do.
(Additional Source) Beecham
Pharmaceuticals

Flixotide CFC-Free Inhaler  Glaxo Wellcome France do.
50 mcg (Additional Source Production
and Change of Name
of Manufacturer)

Valtrex Tablets 500 mg Made by Glaxo Brazil do.
(Change of Packaging Site) Wellcome S.A.
Spain, Packed by
Glaxo Wellcome

S.A.
Betnovate Scalp Application Glaxo Wellcome Germany do.
Suspension (Additional GmbH & Co.
Source and Change of
Name of Manufacturer)
Zentel Tablets GlaxoSmithKline  Mexico Freely
(Change of Mexico,
Manufacturing Site) S.A.de C.V.
Avandia Coated Tablets do. do. Third Schedule

4 mg (Change of
Manufacturing Site)

Avandia Coated Tablets do. do. do.
8 mg (Change of
Manufacturing Site)

Paxil Tablets 20 mg do. do. do.
(Change of Manufacturing
Site)

Stamaril Pasteur Powder Aventis Pasteur France do.
with Diluent for Single- SA

Dose Suspension for
Injection (Change of

Packaging)
Zenapax Concentrate for Hoffmann- USA do.
Solution for Infusion La Roche Inc. for
25 mg/5 mL (Additional F. Hoffmann-
Dosage Regimen) La Roche Ltd.
Switzerland
Magnevist Solution for Manufactured by  Colombia do.
Injection 14.07 g Schering AG
(Additional Source) Germany
Packed by
Schering

Colombiana, S.A.
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Trade Name and Form

Androcur Tablets 50 mg
(Change of Packaging
and Additional Source)

Metformin HCI 500 mg
Film-Coated Tablets
(Additional Packaging)

Lisinopril 10 mg Tablets
(Additional Packaging)

Micardis Tablets 40 mg
(Additional Source)

Berotec N 100 mcg/puff
Metered Dose Inhaler
(Change of Propellant)

Aldara Cream 5%
(Additional Source)

Lantus Injectible Solution
100 IU/mL and Optiset
with 3 mL Cartridge
(Additional Presentation)

Cifrotil-500 Film-Coated
Tablets (Change of
Artwork Design)

Tracrium Injectible
Intravenous Solution
10 mg/mL (Additional
Source and Change of
Name of Manufacturer)

Nimbex Injectible Solution
2 mg/mL (Additional
Source and Change of
Name of Manufacturer)

Retrovir 1.V. Injectible
Intravenous Solution
10 mg/mL
(Additional Source)

Andrews Sparkling Salts—
Lemon (Change of Name
of Manufacturer)

Himcospaz Soft Gelatin
Capsules

Tentex Royal Capsules
Himcolin Gel

Manufacturer

Country of Origin
Manufactured by  Columbia
Schering S.A.

France

Packed by

Schering

Colombiana, S.A.

Manufactured by India
Meditab
Specialities
Pvt. Ltd. for
Health 2000 Inc.
Canada

do. do.

Boehringer Canada
Ingelheim

(Canada) Ltd.

Boehringer
Ingelheim
Pharma KG

Germany

3M Health Care
Ltd.

England

Aventis Pharma
Deutschland
GmbH

Germany

Tablets (India) India
Limited

GlaxoSmithKline Italy
S.p.A.

do. do.

Glaxo OperationsEngland

UK Limited

GlaxoSmithKline Costa Rica
Costa Rica S.A.
The Himalaya India
Drug Company
do. do.
do. do.

Condition of Sale

Third Schedule

do.

do.

do.

do.

do.

do.

do.

do.

do.

do.

Freely

do.

Third Schedule
do.
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Trade Name and Form

Rumalaya forte Tablets

Cystone Tablets (Double
Strength)

Pilex Tablets (Double
Strength)

Himplasia Tablets

Reosto Tablets

Menosan Tablets

Grape Seed Capsules

Vetzyme Stress Powder

Vetzyme with Garlic
Savoury Tablets

Vetzyme Once a Day
Conditioner Tablets

Vitapet Feather
Conditioner and Energy
Liquid Formula

Vetzyme B plus E Tablets

Pig-lronject 20% + B12
Injection

Energyvit Water Soluble
Powder

Sulfyvit Water Soluble
Powder

Manufacturer

The Himalaya

Drug Company

do.

do.

do.

do.
do.

Nature's Way

Products, Inc.

Seven Seas

Limited

do.

do.

do.

do.
Dopharma B.V.

Cevasa SA

do.

Country of Origin

India

do.

do.

do.

do.
do.

USA

UK

do.

do.

do.

do.

Condition of Sale

Freely

(Pharmacy Only)
do.

Third Schedule

Freely

(Pharmacy Only)

Third Schedule
Freely

(Pharmacy Only)

Freely

do.

do.

do.

do.

do.

The Netherlands To Veterinarians

Argentina

do.

Dated this 9th day of December, 2003.
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or by Veterinary
Prescription
only

Freely

To Veterinarians
or by Veterinary
Prescription
only

J. RAHAEL
Minister of Health



