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LEGAL NOTICE No. 170

REPUBLIC OF TRINIDAD AND TOBAGO

Foop AND Druags 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

Acnotin 20 Softgel Capsules
USP 20 mg

pms-Amiodarone Tablets
200 mg

pms-Topiramate Tablets
100 mg

Relistor Subcutaneous
Injection 12 mg/0.6 mL per
vial—Carton with 7 trays.
[Each tray contains:

* 1 RELISTOR™ (methyl-
naltrexone bromide) Sub-
cutaneous Injection vial

* 1 syringe (1 mL) with
needle

* 2 alcohol swabs

* 1 physician insert

* 1 patient instructions]

Relistor Subcutaneous
Injection 12 mg/0.6 mL
per vial—Sterile Single
Use Vial

Tykerb Film-Coated Tablets
250 mg

PanGraf 1.0 Hard Gelatin
Capsules 1.0 mg

Forcan I.V. Injection
2 mg/ml

Manufacturer
Mega Lifesciences Thailand
Ltd.
Pharmascience Inc. Canada
do. do.
Manufactured by: USA
DSM Pharmaceuti-
cals Inc. for Wyeth
Pharmaceuticals,
Inc. USA
do. do.

Glaxo Operations UK~ UK
Limited

Panacea Biotec Ltd. India

Cipla Ltd. do.

Country of Origin Condition of Sale

Third Schedule

do.

do.

do.

do.

do.

do.

do.
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Trade Name and Form

Otel Solution for Injection
(L.V. Infusion) 100 mg—
Single Dose Vial

Glenoxal Sterile Lyophilized
Powder for Injection
50 mg—Single Dose Vial

Glenoxal Sterile Lyophilized
Powder for Injection

100 mg—Single Dose Vial

Glirin Solution for Injection
(I.V. Infusion) 100 mg/5 ml

Alimta Powder for Concen-
trate for Solution for Infusion

500 mg (New Indication)

Avastin Concentrate for
Solution for Infusion
100 mg/4 ml
(Change of Packaging,
New Indication and
Additional Source)

Avastin Concentrate for
Solution for Infusion
400 mg/16 ml
(Change of Packaging,
New Indication and
Additional Source)

Dated this 31st day of July, 2009.

Manufacturer Country of Origin Condition of Sale
Packaged by: Argentina Third Schedule
Glenmark Generics
S.A.
Marketed by:
Glenmark Pharma-
ceuticals Ltd.
India
do. do. do.
do. do. do.
do. do. do.
Lilly Frances S.A.S.  France do.
F. Hoffmann- Switzerland do.
La Roche Ltd.
do. do. do.
J. NARACE

Minister of Health



