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LeEcAL NoTicE No. 121

REPUBLIC OF TRINIDAD AND TOBAGO

Foop aNnD 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

Divalproex Sodium Delayed-
Release Tablets, USP
500 mg

Wepox 2000 Recombinant
Human Erythropoietin
Injection—Prefilled
Syringe

Wepox 4000 Recombinant
Human Erythropoietin
Injection—Prefilled
Syringe

Microvisc plus Viscoelastic
Solution 1.4% (14 mg/mL)

BBT visc Viscoelastic
Solution 1.5% (15 mg/mL)

Microvisc Phaco Viscoelastic
Solution 2.5% (25 mg/mL)

Losartas-50 Film-Coated
Tablets 50 mg

Amtas—10 Tablets 10 mg

Exforge Film-Coated
Tablets 5 mg/80 mg

Daivobet Ointment
50 mcg/0.5 mg

Manufacturer

Wockhardt Limited

do.

do.

Bohus BioTech AB

do.

do.

Intas Pharmaceuti-
cals Ltd.

do.

Manufactured by
Novartis Pharma
Stein AG for
Novartis Pharma
AG Switzerland

Produced by LEO
Laboratories Ltd.,
for LEO Pharma-
ceutical Products
Denmark

Country of Origin

India

do.

do.

Sweden

do.

do.

India

do.

Switzerland

Ireland

Condition of Sale
Third Schedule

do.

do.

do.

do.

do.

do.

do.
do.

do.



1148 Approval in Respect of New Drugs

Trade Name and Form Manufacturer Country of Origin  Condition of Sale
Pataday Ophthalmic Alcon Laboratories, USA Third Schedule
Solution 0.2% Inc.
Amaryl Tablets 2.0 mg Aventis Pharma Ltda. Brazil do.

(Additional Source and
Change of Artwork
Design)

Amaryl Tablets 4.0 mg do. do. do.
(Additional Source and
Change of Artwork
Design)

Dermatop Cream 2.5 mg/g do. do. do.
(Additional Source and
Change of Artwork

Design)
Protopic Ointment 0.03% Manufactured by USA do.
(Change of Name of Astellas Pharma
Manufacturer) Manufacturing, Inc.
Marketed by
Astellas Pharma
US, Inc., USA
Protopic Ointment 0.1% do. do. do.
(Change of Name of
Manufacturer)
Gemzar for Injection 200 mg  Eli Lilly and Company do. do.
(Additional Indication and
Change of Closure System)
Gemzar for Injection 1 g do. do. do.
(Additional Indication and
Change of Closure System)
Apo-Alendronate Tablets Apotex Inc. Canada do.
70 mg
Mark II Inhaler Gold Mints Products Thailand Freely
Co., Ltd.
Brian.Vita with Ginkgo Distributed by USA do.
Biloba Sustained Release Health Plus Inc.
Tablets USA
(Product of USA)

Dated this 28th day of May, 2007.

J. RAHAEL
Minister of Health

PRINTED BY THE GOVERNMENT PRINTER, PORT-OF-SPAIN
REPUBLIC OF TRINIDAD AND T0BAGO—2007



