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LEcAL NorticE No. 169
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 Manufacturer Country of Origin Condition of Sale
Dolmax-SR Sustained Global Pharma India Third Schedule
Release Film-Coated Healthcare Pvt.
Tablets Ltd.
Zidovudine Oral Aurobindo Pharma do. do.
Solution USP Limited
50 mg/5 mL
Amlosafe 5 Tablets ARISTO Pharmaceu- do. do.
ticals Pvt. Ltd.
Amlosafe 10 Tablets do. do. do.
Mayozest 20 Film- do. do. do.
Coated Tablets
Nevivir Tablets 200 mg  Hetero Drugs Limited do. do.
Nevilast-30 Tablets do. do. do.
Nevilast-40 Tablets do. do. do.
Zidolam Film-Coated do. do. do.
Tablets
Zidolam-N Film-Coated do. do. do.
Tablets
Santpose Injection BP  Euro BPL Pharma do. Controlled Drug
Enterogermina Oral  Sanofi-Synthelabo Italy Freely
Suspension S.p.A. (Pharmacy
2 billion/5 ml ONLY)
Apo-Misoprostol Tablets Apotex Inc. Canada Third Schedule

200 mcg
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Trade Name and Form Manufacturer

Apo-Meloxicam Tablets Apotex Inc.
7.5 mg

Apo-Meloxicam Tablets do.
15 mg

Gravol i./v Injection  Church & Dwight
50 mg/5 mL— Canada Corp.
Ampoules

Gravol i./m Injection do.
50 mg/1 mL—
Ampoules

Wosulin-30/70 Injection Wockhardt Limited
BP 100 IU/mL—Vial

Wosulin-30/70 Injection do.
BP 100 IU/mL—
Cartridge

Wosulin-N Suspension do.
USP 100 IU/mL—
Vial

Wosulin-N Suspension do.
USP 100 IU/mL—
Cartridge

Wosulin-R Injection do.
USP 100 IU/mL—
Vial

Wosulin-R Injection USP do.
100 IU/mL—Catridge

Venoruton forte Tablets Made by
Novartis Farma-
ceutica S.A. for

Novartis Consumer

Health SA
Switzerland

Di-Fen Elixir Manufactured by
Supreme Chemicals
Litd. for Bunny
Products, Jamaica

Maalox Oral Suspen- Manufactured by

sion—Sachets A. Nattermann &
Cie.GmbH
for Sanofi-Aventis
OTC France
Oxaliplatin “Ebewe” EBEWE Pharma
50 mg/10 mL Lyo- Ges.m.b.H. Nfg.
philized Powder for KG
Reconstitution—

50 mg

Country of Origin

Canada

do.

do.

do.

India

do.

do.

do.

do.

do.

Spain

Jamaica

Germany

Austria

Condition of Sale

Third Schedule

do.

do.

do.

do.

do.

do.

do.

do.

do.

do.

Freely

do.

Third Schedule
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Trade Name and Form

Oxaliplatin “Ebewe”
100 mg/20 mL

Lyophilized Powder for

Reconstitution—
100 mg

Gravol i./m Injection
250 mg/5 mL
(50 mg/mL)—Vial
(Change of Name of
Manufacturer)

Norprolac Tablets

25/50 mcg (Change of

Name of License
Holder)

Manufacturer Country of Origin
EBEWE Pharma Austria
Ges.m.b.H. Nfg
KG
Church & Dwight Canada

Canada Corp.

Manufactured by Great Britain
Novartis Pharma-

ceuticals Ltd.

for Ferring

Pharmaceuticals

Mexico

Norprolac Tablets 75 mcg do. do.

(Change of Name of
License Holder)

Redoxon Kids Vitamin C Made by

100 mg Chewable
Tablets (Additional
Source)

Redoxon Vitamin C
500 mg Chewable
Tablets—Orange
Flavor(Additional
Source)

Redoxon Vitamin C
500 mg Chewable

Tablets—Strawberry

Flavor (Additional
Source)

Redoxon Vitamin C

1000 mg Effervescent

Tablets—Lemon
Flavor (Additional
Source)

Redoxon Vitamin C

1000 mg Effervescent

Tablets—Orange
Flavor (Additional
Source)

Beclotis NS Nasal Spray Jewim Pharmaceutical

Apo-Leflunomide
Tablets 20 mg

Guatemala
Bayer S.A.
Guatemala
Under license from
Bayer Consumer
Care AG
do. do.
do. do.
do. do.
do. do.
China
(Shandong) Co. Ltd.
Apotex Inc. Canada

Condition of Sale
Third Schedule

do.

do.

do.

Freely

do.

do.

do.

do.

Third Schedule

do.
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Trade Name and Form Manufacturer

Apo-Hydroxyurea Apotex Inc.
Capsules 500 mg

Rhophylac 300 Solution ~ ZLB Behring AG
for Injection—Pre-
Filled Syringe

Myolaxin-D Gel Geno Pharmaceuticals
Ltd.
Potassium Citrate Manufactured by
Mixture BP L.C.M. Ltd.

for Thomas & Ross
Ltd. England

Apo-Medroxy Tablets Apotex Inc.
USP 5 mg

Apo-Gabapentin do.
Capsules 300 mg

Dicloflam Emulsion Carlisle Labora-
tories Ltd.

Estiva-600 Film-Coated Hetero Drugs Limited
Tablets 600 mg

Apo-Terbinafine Tablets Apotex Inc.
250 mg

Apo-Diclo Rapide do.
Tablets 50 mg

Abacavir Sulfate Aurobindo Pharma
Film-Coated Tablets Limited
300 mg
Abacavir Sulfate do.
Oral Solution 20 mg/mL
Efavirenz Capsules do.
200 mg

Syscan I.V. Infusion = Manufactured by
200 mg/100 mL M/s. Marck Bio-
science Ltd.
for Torrent Pharma-
ceuticals Ltd.
India

Country of Origin

Canada

Switzerland

India

England

Canada

do.

Barbados

India

Canada

do.

India

do.

do.

do.

Condition of Sale

Third Schedule

do.

do.

Freely

Third Schedule

do.

do.

do.

do.

do.

do.

do.

do.

do.
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Trade Name and Form Manufacturer Country of Origin  Condition of Sale
Rhodiola Capsules Natrol, Inc. USA Freely
300 mg (Pharmacy
ONLY)
Avirodin Capsules Ranbaxy India Third Schedule
400 mg Laboratories
Limited

Dated this 26th day of July, 2007.

J. RAHAEL
Minister of Health
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