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LEcAL NoTICE No. 165

REPUBLIC OF TRINIDAD AND TOBAGO

Foop anD DruGs Act, CHAP. 30:01

NOTIFICATION

APPROVAL IN RESPECT OF NEW DRUGS

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

The Minister signifies his approval in respect of the following new

drugs:
Trade Name and Form

Diabion Capsules

Crestor Tablets 5 mg

Dalsan Film-Coated Tablets
40 mg

Mydocalm Film-Coated
Tablets 150 mg

Omeprazole 40 mg Injection
Freeze Dried Powder
for Reconstitution with
Solvent for Reconstitution

Manufacturer

Manufactured by Mexico
GELCAPS

Exportadora

de Mexico

S.A.de C.V.

for

Merck S.A., de C.V.

Mexico

Manufactured by Puerto Rico
IPR
Pharmaceuicals Inc.
for
AstraZeneca UK
Limited
United Kingdom

Egis Hungary
Pharmaceuticals
Litd.

Gedeon Richter Ltd. do.

Manufactured by India
Meditab

Specialities Pvt.

Litd. for Health

2000 Inc. Canada

Country of Origin

Condition of Sale
Third Schedule

do.

do.

Third Schedule
(For Specialist
Medical
Practitioners
Use ONLY)

Third Schedule
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Trade Name and Form

Diclofenac Sodium
Injection

Methotrexate 50 mg/2 ml
Injection

Aprovel Tablets 150 mg

Aprovel Tablets 300 mg

CoAprovel Tablets
150/12.5 mg

CoAprovel Tablets
300/12.5 mg

Glucosamine Chondroitin
MSM Caplets 1300 mg

Omega 3-6-9 Capsules

Rub. A535 Pain Relieving
Rub-Heat

Microvisc Solution

Hemotin-EPO 3000
Recombinant Human
Erythropoietin for
Injection

Hemotin-EPO 10000
Recombinant Human
Erythropoietin for
Injection

Ester-C Capsules 500 mg

My Favorite Vitamin E
Softgels 400 IU

Artequin-300/750
Lactabs-Child

Manufacturer

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

do. do.

Manufactured by  France
Sanofi Winthrop
Industrie for
Sanofi Pharma
Bristol-Myers

Squibb SNC
France
do. do.
do. do.
do. do.
Jamieson Canada
Laboratories
do. do.

Church & Dwight do.
Canada Corp.

Bohus Bio Tech AB Sweden

Shenyang Sunshine China

Pharmaceutical
Co., Ltd.
do. do.
Natrol, Inc. USA
do. do.
Mepha Ltd. Switzerland

Country of Origin

Condition of Sale
Third Schedule

do.

do.

do.

do.

do.

Freely

do.

do.

Third Schedule

do.

do.

Freely

Freely
(Pharmacy
ONLY)

Third Schedule
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Trade Name and Form Manufacturer Country of Origin Condition of Sale

Artequin-600/1500 Mepha Ltd. Switzerland Third Schedule
Lactabs-Adult

Buscopan Solution for Boehringer Canada do.
Injection 20 mg/ml Ingelheim
(Change of Source of Bulk)  (Canada) Ltd.

Esclerovitan A. O. Capsules Manufactured by =~ Mexico Freely
(Change of Name of Gelcaps (Pharmacy
Manufacturer of Dosage Exportadora ONLY)
Form) de México

S.A. de C.V. for

Merck S.A. de

C.V. Mexico
Nyolol Ophthalmic Gel Manufactured by  Switzerland Third Schedule
(Change of Name of Novartis
Manufacturer) Ophthalmics AG

for

Novartis Pharma

AG Switzerland
Viscotears Ophthalmic Gel = Manufactured by =~ Germany Freely
(Change of Name of Dr. G. Mann
Manufacturer) Pharma for

Novartis Pharma

AG Switzerland

Visudyne Powder for Solution Manufactured by = USA Third Schedule
for Infusion 15 mg Parkedale
(Change of Name of Pharmaceuticals

Manufacturer) Inc. for
Novartis Pharma
AG Switzerland

Sandoglobulin Lyophilised ZLB Behring AG Switzerland do.
Powder for Intravenous
Administration
(Change of Name of
Manufacturer)

Plavix Film-Coated Tablets = Manufactured by = France do.

75 mg (Additional Source, Sanofi Winthrop

Change of Packaging and Industrie for

Change of Presentation) Sanofi Pharma
Bristol-Myers
Squibb SNC
France

Tetagam P Solution (ready- ZLB Behring Germany do.
for-use) for Intramuscular GmbH
Administration (Additional
Presentation)

Andrews Sparkling Salts- GlaxoSmithKline  Costa Rica Freely

Lemon (Change of Costa Rica, S.A.

Formulation)
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
Duofilm Solution Manufactured by  Mexico Freely
(Change of Name of Stiefel Mexicana,
Manufacturer) S.A. de C.V. for
Stiefel
Laboratories Inc.
USA
Hemotin-EPO 2000 Shenyang Sunshine China Third Schedule
Recombinant Human Pharmaceutical
Erythropoietin for Co., Ltd.
Injection (Change of
Name of Manufacturer and
Change of Artwork Design)
Hemotin-EPO 4000 do. do. do.
Recombinant Human
Erythropoietin for
Injection (Change of
Name of Manufacturer and
Change of Artwork Design)
Nutriforte Energy Formula  Manufactured by  USA Freely
Drinkable Ampoules DreamPak, L.L.C.
(Additional Source) for Oracle
Natural Health
British Virgin
Islands
Combutol 400 Film-Coated  Lupin Ltd. India Third Schedule
Tablets
Trichogyl-250 Tablets Tablets (India) do. do.
Limited
Trichogyl-500 Tablets do. do. do.
Flax Seed Oil Softgels Natrol, Inc. USA Freely
1000 mg (Pharmacy
ONLY)
Fitzroy Tonic Made for UK Freely
Fitzroy
International Ltd.
UK (Product of
UK)
Dated this 14th day of July, 2006.
J. RAHAEL
Minister of Health
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