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LecaL NoTiCE No. 224

REPUBLIC OF TRINIDAD AND TOBAGO

THE Foop anDp DruGs Act, CHapr. 30:01
NOTIFICATION
APPROVAL IN RESPECT OF NEW DRUGS

IN EXERCISE of the powers conferred on him under section 7, Division 3,
Second Schedule of the Food and Drugs Regulations, the Minister of
Health, acting on the advice of the Drug Advisory Committee has issued

Notices of Approval in respect of the New Drugs listed hereunder:

Trade Name and Form Manufacturer

Esmeron Injection
100 mg=10 ml

Organon Teknika B.V.

Esmeron Injection do.
50 mg=5 ml

Bactiflox—250 Lactab . Mepha Lda

Tenormin Injection Zeneca Limited
(Change in name of
Manufacturer)

Nizoral Tablets 200 mg Janssen Farmacéutica

(Additional Source) S.A. deCV.

Nizoral Vaginal Ovules do.
400 mg
(Additional Source)

Hismanal Tablets 10 mg do.
(Additional Source)

Prepulsid tablets 10 mg do.
(Additional Source)

Sporanox 3D Capsules do.
(Additional Source)

Sporanox 15D Capsules do.

(Additional Source)

Lidocaine Hydrochloride 2%
and Epinephrine
1:100,000 Injection

Graham Chemical Co.

Propess Pessaries Controlled Therapeutics

(Scotland) Ltd., for

Zeneca Limited
Zyprexa Tablets 5 mg . Eli Lilly Co. Ltd.
Zyprexa Tablets 7.5 mg ... do.

Zyprexa Tablets 10 mg ... do.

Country of Origin Condition of Sale

Holland ... Third Schedule
do. do.
Portugal do.
United Kingdom do.
Mexico do.
do. do.
do. do.
do. do.
do. do.
do. do.
US.A do.
United Kingdom do.
England T do.
do. do.
do. do.
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Trade Name and Form Manufacturer Country of Origin.  Condition of Sale

Prednisolone Sodium ... Steris Laboratories U.S.A. ... Third Schedule
Phosphate Ophthalmic Inc.
Solution USP 1%

Pilocarpine Hydrochloride do. do. do.
Ophthalmic Solution
USP 2%

Pilocarpine Hydrochloride do. ... do. do.
Ophthalmic Solution
USP 4%

Neupogen Injection F Hoffmann-La Roche  Switzerland ... do.
30 Mio U Ltd.
(Change in Presentation)

Neupogen Injection do. do. do.
48 Mio U
(Change in Presentation)

Roferon—-A do. do. do.
3 MIU/0.5 ml s.c.
Injection
(Change in Presentation)

Roferon—-A do. . do. .. do.
4.5 MIU/0.5 ml s.c.
Injection
(Change in Presentation)

Roferon—-A do. - do. e do.
9 MIU/0.5 ml s.c.
Injection
(Change in Presentation)

Depo-Provera Injection Upjohn s.a. ... Belgium do.
150 mg/ml

Tritace 5 HCT Tablets Quimica Hoechst de Guatemala do.
(Change of Source and Guatemala, S.A.

Trade Name)
Tritace 2.5 HCT Tablets do. do. do.
(Change of Source and

Trade Name)

Arimidex Tablets 1 mg ... Zeneca Inc. U.S.A. United Kingdom do.
for Zeneca Limited

Venocuran Triplex Tablets Quimica Knoll DE Mexico do.
Mexico S.A. DE C.V.

Diovan 80 Capsules ... Ciba-Geigy Limited ... Switzerland ... do.

Diovan 160 Capsules .. do. do. do.
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Trade Name and Form

Agreal Capsules
(Change in name of
Manufacturer)

Plitican Tablets
(Change in name of
Manufacturer)

Primperan Suppositories
Children 10 mg
(Change in name of
Manufacturer)

Xatral Tablets 2.5 mg
Xatral SR Tablets 5 mg

Coumadin Tablets 2 mg
(Change of Label and
Packaging)

Coumadin Tablets 2'/2 mg
(Change of Label and
Packaging)

Coumadin Tablets 5 mg
(Change of Label and
Packaging)

Coumadin Tablets 7'/2 mg
(Change of Label and
Packaging)

Coumadin Tablets 10 mg
(Change of Label and
Packaging)

Narcan Injection 0.4 mg per
mL USP
(Change of Label and
Packaging)

Preparation H Suppositories
(Change of Formulation)

After Burn Spray ...
After Bite Liquid ...

A. Vogel Sinus Relief
Tablets

A. Vogel Sinus Relief
Liquid

A. Vogel Calcium
Absorption Tablets

Manufacturer

Laboratories Synthelabo France

DuPont Pharma

do.

do.

do.

do.

do.

do.

do.

do.

do.

Whitehall Laboratories

do.

Bioforce A

Switzerland
Packaged by Bioforce
of America

. Tender Corporation

Gv

do.

do.

Country of Origin

do.

do.

do.

do.

do.

do.

do.

. USA.

. Puerto Rico

US.A.

do.
do.

do.

do.

do.

Condition of Sale

... Third Schedule
do.
do.
do.
do.
do.
do.
do.
do.
do.
do.

. Freely

do.
do.
do.
do.
do.
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Trade Name and Form Manufacturer Country of Origin
Androderm Transdermal Thera Tech., Inc. for U.S.A.
System Smith Kline Beecham
Pharmaceuticals

Aurorix Tablets 150 mg F. Hoffmann-La Roche  Switzerland

Ltd.
Hypnovel Injection Roche Products England
10 mg/2 ml i.m./i.v. Limited
Clexane Injection 20 mg Rhéne-Poulenc do.

Rorer Pharma
Spécialités

France for

May & Baker Limited

Clexane Injection 40 mg do. do.
Surakta Liquid ... ... Shree Baidyanath India
Ayurved Bhawan Ltd.

Whitfield’s Ointment Carlisle Laboratories Barbados
(Change of Packaging) Ltd.

Pasta Granugena Quimica Knoll DE Mexico
Ointment Mexico, S.A. DE C.V.

Fluidasa G Drops ... do. ... do.

Isoptin Retard Tablets do. ... do.
120 mg

Rytmonorm Tablets 150 mg do. ... do.

Cifran Tablets USP Ranbaxy India
250 mg Laboratories Limited

Cifran Tablets USP do. ... do.
500 mg

Lovir Tablets BP 200 mg do. ... do.

Lovir Tablets BP 400 mg do. ... do.

Histac Injection USP .. do. ... do.

Ibuflamar-p Tablets ... Indoco Remedies Ltd. do.

Ibuflamar-MX Tablets ... do. ... do.

Clob Cream U.S.P. do. ... do.

Febrex 250 Suspension ... SPA Pharmaceuticals do.

Pvt. Ltd. for

Indoco Remedies Ltd.

Condition of Sale
. Third Schedule
do.
. Controlled Drug

. Third Schedule

do.
. Freely
do.
do.

do.

. Third Schedule

do.

do.k
do.

do.
do.
do.
do.

do.

... Freely

do.
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
Meftal-250 Tablets ... Blue Cross India ... Third Schedule
Laboratories Ltd.
Meftal-500 Tablets do. ... do. do.
Meftal-P Tablets do. ... do. do.
Diclotal-D.T. Tablets ... do. ... do. do.
Womiban Tablets do. ... do. do.
Asthalin SA—4 Tablets 4 mg Cipla Ltd. ... do. do.
Asthalin SA-8 Tablets 8 mg do. ... do. do.
Ciplin Tablets do. ... do. do.
Ciplin DS Tablets ... do. ... do. do.
Mebex Tablets 100 mg ... do. ... do. do.
Adalat Capsules 10 mg ... Bayer Germany El Salvador ... do.
Packaged by
Bayer de
El Salvador S.A.
Nimotop Infusion Solution do. do. do.
Adalat Oros Tablets 30 mg Pfizer Inc., Puerto Rico do. do.
Packaged by
Bayer de El Salvador
S.A.
Adalat Retard Tablets 20 mg Bayer de El Salvador do. do.
S.A.
Nimotop Tablets ... do. do. do.
Becoplex Liquid with Iron Carlisle Laboratories Barbados ... Freely
(Change of Label) Ltd.
Becoplex Syrup do. do. ... do.
(Change of Label)
Hista] DM Syrup do. ... do. ... do.
(Change of Label)
Histal EX do. do. ... do.
(Change of Label)
Histal Elixir do. do. ... do.
(Change of Label)
Histatussin DM Syrup do. <. do. ... do.

(Change of Label)
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Trade Name and Form

Histatussin Syrup
(Change of Label)

Ifa Syrup
(Change of Label)

Sulfatrim Paediatric
Suspension
(Change of Label)

Vitaplex Syrup
(Change of Label)

Gravomine Syrup
(Change of Label)

Hypopect Mixture
(Change of Label)

Navoban Injection 2 mg

Miacalcic Nasal 200 Spray

Atropine Injection 0.6 mg  Apex Laboratories

Canitone Tablets ...

Fluvac EHV 4/1 plus
Vaccine

Hematon B12 NF Injection Laboratorios
Dispert S.A.

Dated this 8th day of October, 1997.

Manufacturer

Carlisie Laboratories

Ltd.

do.

do.

do.

do.

do.

Sandoz Pharma Ltd.

do.

Country of Origin Condition of Sale

Barbados ... Freely
do. ... do. ;
do. ... do
do. ... do.
do. ... do.
do. do.
Switzerland Third Schedule
do. e do.

VETERINARY PRrODUCTS

Pty Ltd.

do.

Fort Dodge

Laboratories, Inc.

Australia ... To Veterinarians
or by Veterinary
prescription

do. do.

USA. .. do.

Uruguay do.

E. PILGRIM

Permanent Secretary,
Ministry of Health



