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LEGAL NoTIcE No. 73

REPUBLIC OF TRINIDAD AND TOBAGO

Foob AND DRruGs AcT, CHAP. 30:01

NOTIFICATION

APPROVAL IN RESPECT OF NEW DRUGS

Issuep by the Minister of Health on the advice of the Drug Advisory
Committee in accordance with Paragraph 7, Division 3 of the Second

Schedule of the Food and Drugs Act.

The Minister of Health signifies his approval of the following new

drugs:
Trade Name and Form

pms-Captopril Tablets
25 mg

pms-Bisacodyl Enteric
Coated Tablets 5 mg

pms-Acetaminophen
Solution Oral Liquid-
Cherry Flavoured
160 mg/5 mL (32 mg/mL)

pms-Acetaminophen
Solution Liquid Drops
80 mg/mL

pms-Benzydamine Oral
Rinse 1.5 mg/mL (0.15%)

pms-Cimetidine Tablets
300 mg

pms-Cimetidine Tablets
400 mg

pms-Sulfasalazine Tablets
500 mg

Diarr-eze Caplets 2 mg
Apetamin Syrup

Apetamin-P Tablets

Antoxyl Forte Softgel
Capsules

Neutrosec Liquid
Astymin Liquid
Astyfer Liquid
Orofer Capsules

Manufacturer

Pharmascience
Inc.

do.

do.

do.

do.
do.
do.
do.

do.

Tablets (India)
Limited
do.
do.

do.
do.
do.
Emcure

Country of Origin

Canada

do.

do.

do.

do.
do.
do.
do.

do.
India

do.
do.

do.
do.
do.
do.

Pharmaceuticals

Limited

Condition of Sale
Third Schedule

Freely

do.

do.

do.
Third Schedule
do.
do.

do.
Freely

Third Schedule
Freely

do.
do.
do.
do.
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Trade Name and Form Manufacturer Country of Origin Condition of Sale

Orofer Syrup

Limited
Cerizine-Ft Dispersible do. do. Third Schedule
Tablets
Diclomove SR Sustained do. do. do.
Release Film-Coated
Tablets
Tredical FT Dispersible do. do. do.
Tablets
NovoRapid Penfill Solution ~ Novo Nordisk A/S  Denmark do.
for Injection 100 U/ml
NovoMix 30 FlexPen do. do. do.
Suspension for Injection in
a pre-filled pen 100 U/ml
NovoMix 30 Penfill do. do. do.
Suspension for Injection
in Cartridge 100 U/ml
Activelle Tablets do. do. do.
Differin Cream 0.1 % Manufactured by  USA do.
DPT Laboratories,
Ltd. Marketed by
Galderma
Laboratories, L.P.
USA
Capex Topical Shampoo Manufactured by  do. do.
0.01% Hill Laboratories,
Inc. Marketed by
Galderma
Laboratories, L.P.
USA
Tri-Luma Cream do. do. do.
Mobic Ampoules for Boehringer Ingelheim Germany do.
Intramuscular Injection Pharma KG
15 mg/1.5 ml for Boehringer
Ingelheim
International
GmbH Germany
Robitussin Pediatric Cough ~ Wyeth Consumer  USA Freely

& Cold Liquid Formula
—Fruit Punch Flavor

Robitussin Pediatric Cough do. do. do.
Liquid Formula—Fruit
Punch Flavor

Robitussin Pediatric Night do. do. do.

Relief Liquid Formula
—Fruit Punch Flavor

Emcure India

Pharmaceuticals

Healthcare

Freely
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Trade Name and Form

Okavax Live Attenuated
Varicella Virus Vaccine
Biken

Romesec Capsules 20 mg

VaporMax Chest Rub

BQL 5 Tablets
BQL 10 Tablets

Lovadac 10 Tablets
Lovadac 20 Tablets
Fluoxetine Capsules BP
Tramazac Capsules

Tramazac Injection
100 mg/2 ml

Stemiz Tablets
Folistim 50 Tablets

Tiniba 300 Film-Coated
Tablets

Tiniba 500 Film-Coated
Tablets

R-LOC Injection
Solotrate 20 Tablets

Ethambutol Film-Coated
Tablets BP

Norswel Tablets
Norswel 400-Tablets

Negaflox Film-Coated
Tablets

Oxalgin-DP Tablets
Paracetol Tablets
Silverine Cream
Lofen Gel
Monogesic Gel

Actonel Once-A-Week Film-

Coated Tablets 35 mg

Manufacturer

The Research Japan

Foundation for
Microbial Diseases
of Osaka
University (Biken)

Ranbaxy India
Laboratories
Limited
International
Cosmetics Co. Tobago
Ltd.
Cadila Healthcare India
Limited
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
Bal Pharma Ltd. do.
do. do.
do. do.
Manufactured by  USA
OSG Norwich

Pharmaceuticals,
Inc. for Procter
& Gamble
Pharmaceuticals,
Inc. USA

Country of Origin

Trinidad and

Condition of Sale

Third Schedule

do.

Freely

Third Schedule
do.

do.
do.
do.
do.
do.

do.
do.
do.

do.

do.
do.
do.

Freely
Third Schedule
do.

do.
Freely
Third Schedule
Freely
do.
Third Schedule
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Trade Name and Form

LO/OVRAL-21 Tablets

LO/OVRAL-28 Tablets

Alesse-28 Tablets

Camptosar Injection
40 mg/2 ml (20 mg/ml)

Camptosar Injection
100 mg/5 ml (20 mg/ml)

Xalacom Eye Drops
Bextra Tablets 10 mg

Bextra Tablets 20mg
Terbisil Kid Tablets

Terbisil Cream 1%

Erolin Syrup

Erolin Tablets
Viru-Merz Gel
Contractubex Gel
Zinvital Capsules
Febex Capsules

Geodon Capsules 20 mg

Geodon Capsules 40 mg
Geodon Capsules 60 mg
Geodon Capsules 80 mg
Fixonase Nasal Drops

Panadol Multisymptom
Non Drowsy Caplets

Tritanrix HB Suspension
for Injection—Two Doses

Hiberix Lyophilised Powder
for Reconstitution

Polio Sabin (Oral) Vaccine

Manufacturer

Wyeth Laboratories USA
Inc. A Wyeth-Ayerst

Company
do. do.
do. do.
Pharmacia & do.
Upjohn Company
do. do.

Pharmacia N.V./S.A Belgium

Manufactured for  USA
G.D. Searle LLC
A subsidiary of
Pharmacia
Corporation and
Pfizer Inc. USA
by Searle Ltd.

do. do.
Gedeon Richter Hungary
Ltd.
do. do.

Egis Pharmaceuticals do.
Ltd.

do. do.
Merz + Co. Germany
do. do.
Saga Laboratories India
do. do.
Manufactured for ~ Germany
Pfizer Inc. USA
Packaged by
Heinrich Mack
Nachf. GmbH &
Co. KG
do. do.
do. do.
do. do.
Glaxo Wellcome Australia
Australia
GlaxoSmithKline  Panama

Panama, S.A.

SmithKline Beecham Belgium
Biologicals s.a.

do. do.

do. do.

Country of Origin

Condition of Sale

Third Schedule

do.

do.
do.

do.

do.
do.

do.
do.

do.
do.

do.
do.
do.
Freely
do.
Third Schedule

do.
do.
do.
do.

Freely
Third Schedule
do.

do.
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
LAS-Methotrexate Tablets Manufactured by India Third Schedule
2.5 mg Cipla Ltd. for
LasMed. A division
of Lasco
Distributors Ltd.
Jamaica
LAS Simvastatin Film- do. do. do.
Coated Tablets 10 mg
LAS Simvastatin Film- do. do. do.
Coated Tablets 20 mg
LAS Salbutamol Inhaler do. do. do.
100 mcg
LAS-Salbutamol Respirator do. do. do.
Solution
LAS-Aciclovir Eye Ointment do. do. do.
LAS-Aciclovir Cream do. do. do.
LAS-Ciprofloxacin Film- do. do. do.
Coated Tablets 500 mg
LAS-Cetirizine Hydrochloride do. do. do.
Film-Coated Tablets
10 mg
LAS-Ipratropium Inhaler do. do. do.
LAS-Nifedipine Capsules do. do. do.
5mg
LAS-Nifedipine Capsules do. do. do.
10 mg
LAS-Tinidazole Film-Coated do. do. do.
Tablets 500 mg
LAS-Vincristine Injection do. do. do.
1 mg/1 ml
LAS-Vinblastine Injection do. do. do.
10 mg/10 ml
LAS-Clotrimazole Vaginal do. do. do.
Tablets 200 mg
LAS-Fluconazole IV do. do. do.
Injection 2 mg/ml
LAS-Fluconazole Capsule do. do. do.
150 mg
Trileptal Oral Suspension Manufactured by France do.
60 mg/ml Norvartis Pharma
S.A. for

Norvartis Pharma
AG Switzerland

Amlibon Tablets 5 mg Manufactured by India do.
Norvartis
Enterprises Pvt. Ltd.

Amlibon Tablets 10 mg do. do. do.
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Trade Name and Form Manufacturer Country of Origin
Estradot Transdermal Noven USA
Patches 37.5 Pharmaceuticals
Inc.
Estradot Transdermal do. do.
Patches 50
Estradot Transdermal do. do.
Patches 75
Estradot Transdermal do. do.
Patches 100
Flucess Capsule 150 mg Novartis Bangladesh
(Bangladesh) Ltd.
Flucess Capsules 200 mg do. do.
Cozaar Tablets 100 mg Manufactured by  Costa Rica
Merck Sharp &
Dohme Limited,
England and
Packaged by Merck
Sharp & Dohme
(1.A.) Corp.
Seven Seas Orange Syrup & Seven Seas Ltd. England
Cod liver Oil Oral Emulsion
Seven Seas Multivitamins Seven Seas Health do.
Plus Minerals for Care Ltd.
Vegetarians and Vegans
Tablets
Fleet Phospho-Soda Oral C.B. Fleet Co., Inc. USA
Saline Laxative Liquid
(Ginger-Lemon Flavor)
Fleet Prep Kit #3 do. do.
Fleet Prep Kit LS with do. do.
Magnesium Citrate
Concerta Extended-Release  Alza Corporation do.
Tablets 18 mg
Concerta Extended-Release do. do.
Tablets 36 mg
Concerta Extended-Release do. do.
Tablets 54 mg
Sufrexal Ovules Janssen Cilag, Mexico
S.A.de C.V.
Refresh Liquigel Lubricant  Allergan, Inc. USA
Eye Drops
Refresh Tears Lubricant do. do.
Eye Drops
Glucosamine with MSM Nature's Way do.
Tablets Products Inc.
Glucosamine Hydrochloride do. do.
Tablets
Glucosamine Sulfate Tablets do. do.

Condition of Sale

Third Schedule

do.

do.

do.

do.

do.
Third Schedule

Freely

do

do.

Third Schedule

do.

Controlled Drug

do.

do.

Third Schedule

Freely

do.

do.

do.

do.
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Trade Name and Form Manufacturer

B.Compleet.50 Tablets Carlson Division of USA

J.R. Carlson
Laboratories Inc.
ACES + Zn Soft Gels do. do.
Super.75 Tablets do. do.
Adenosin “Ebewe” Injection ~ EBEWE Arzneimittel Austria
6 mg Ges. m.b.H.

Pharmaceutical
Laboratories

Alirix Film-Coated Tablets Nicholas Piramal India
India Limited

Compound Magnesium BDH Industries Ltd. do.

Trisilicate Tablets BP

Dexameta Tablets do. do.

Hyospasm Sugar Coated do. do.
Tablets

Metadil Tablets do. do.

Metavit Sugar Coated do. do.
Tablets

Vitalux Vitamins and
Minerals Capsules

Manufactured by France
Lab. CIBA Vision
FAURE for
Novarts
Opthalmics AG
Switzerland

Gen Teal Lubricant Laboratories CIBA do.
Eye Drops Vision FAURE

Atropine Sulphate Injection  Martindale UK
BP 600 mcg/ml Pharmaceuticals

Adrenaline Injection do. do.
BP 1:1000 (1 mg/1 ml

Voltaren Dolo Tablets Manufactured by  Spain
Novartis
Farmaceutica SA
for Novarts
Consumer Health

SA Switzerland

Maximum Strength Comtrex Bristol-Myers USA
Day/Night Flu Therapy Squibb Co.
Coated Caplets

Maximum Strength Comtrex do. do.
Acute Head Cold Coated
Caplets

Multi-Symptom Comtrex do. do.

Non-Drowsy Deep
Chest Cold Softgels

Country of Origin

Condition of Sale

Freely

do.
do.
Third Schedule

do.

Freely

Third Schedule
do.

Freely
do.

do.

do.

Third Schedule

do.

do.

Freely

do.

do.
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Trade Name and Form

Pravachol Tablets 40 mg

Immunate 500 U
Diclo-Denk 75 Injection
Acyclovir Denk 5% Cream
Acyclovir Denk 200 Tablets
Rheuma-Denk Gel

Clotri-Denk 100 Vaginal
Tablets with Applicator

Flavix XR-37.5 Extended
Release Capsules

Flavix XR-75 Extended
Release Capsules

Tredol 50 Tablets

Tredol 100 Tablets
Cytarine Injection 500 mg
Cytarine Injection 1 g
Kemocarb Injection 450 mg
Ormal 25 Tablets 25 mg
Indocem 25 Capsules 25 mg
Prenol 5 Tablets 5 mg
Flucozal 50 Capsules

Flenim Gel

Silver Plus Cream

Enbrel 25 mg Powder and
Solvent for Solution for
Injection

Schiff Single Day Tablets

Schiff Cal-Mag-Zinc with
Vitamin D Tablets

Cetrotide 0.25 mg Powder
and Solvent for Solution
for Injection

Cetrotide 3 mg Powder
and Solvent for Solution
for Injection

pms-Metformin Tablets
500 mg

Manufacturer

Britstol-Myers

Squibb Company

Baxter AG
E. Denk OHG
do.
do.
do.
do.

Manufactured by
Umedica

Laboratories Ltd.

Marketed by
Wockhardt
Limited, India

do.

Aegis Ltd.
do.
Dabur India Ltd.
do.
do.
Aegis Ltd.
do.
do.
do.

Syncom
Formulations
(India) Limited

do.

Wyeth Europa Ltd.

Schiff Products
do.

Asta Medica AG

do.

Country of Origin

USA

Austria
Germany
do.
do.
do.
do.

India

do.

Cyprus
do.
India
do.
do.
Cyprus
do.
do.
do.

India

do.
United Kingdom

USA
do.

Germany

do.

Pharmascience Inc. Canada

Condition of Sale

Third Schedule

do.

do.

do.

do.
Freely
Third Schedule

do.

do.

do.
do.
do.
do.
do.
do.
do.
do.
do.
Freely

Third Schedule
do.

Freely
do.

Third Schedule

do.

do.
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
LAS-Cetirizine Hydrocloride Manufactured by India Third Schedule
Syrup Cipla Ltd.
for LasMed

A Division of
Lasco Distributors
Ltd. Jamaica

LAS-Beclometasone do. do. do.
Inhaler 200

LAS-Beclometasone do. do. do.
Inhaler 250

Trental 400 Sugar-Coated Aventis Pharma, Guatemala do.
Tablets S.A.

(Change of Name
of Manufacturer)

Tritace 2.5 HCT Tablets do. do. do.
(Change of Name of
Manufacturer)
Altiva Film-Coated Tablets = Ranbaxy India do.
120 mg Laboratories
Limited
Altiva Film-Coated do. do. do.
Tablets 180 mg
Colcibra 100 Capsules do. do. do.
Colcibra 200 Capsules do. do. do.
Flucoric 50 Capsules do. do. do.
50 mg
Flucoric 100 Capsules do. do. do.
100 mg
Flucoric 150 Capsules do. do. do.
150 mg
Flucoric 200 Capsules do. do. do.
200 mg
Simvor 20 Film-Coated do. do. do.
Tablets 20 mg
Simvor 40 Film-Coated do. do. do.
Tablets 40 mg
Ferrum Hausmann Vifor Switzerland Freely
ChewableTablets (International)
Inc.
Ferrum Fol Hausmann do. do. do.
Chewable Tablets
Ferrum Hausmann do. do. do.
Drinkable Ampoules
Dynamisan Tablets Famar Italia S.p.A. Italy do.
for Novartis
Consumer
Health SA

Switzerland
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Trade Name and Form

Elequine Tablets 750 mg

Maximum Strength
Cortizone. 10 Anti-ltch
Créme Plus Aloe

Unisom Sleep Tablets

Bengay S.P.A. Menthol
Topical Analgesic
Cream—~Fresh Scent

Visine for Contacts
Rewetting Drops

Elidel Cream 1%

Co-Diovan 160/25 Film-
Coated Tablets

Buckley’s Sinus Pain Relief

Extra-Strength Caplets

Buckley's Jack & Jill
Cough & Cold Liquid-
Children’s Formula
(Cherry Flavour)

Peg-Intron Powder and
Solvent For Solution for
Injection 50 mcg/0.5 ml

Peg-Intron Powder and
Solvent for Solution for
Injection 80 mcg/0.5 ml

Peg-Intron Powder and
Solvent for Solution for
Injection 100 mcg/0.5 ml

Peg-Intron Powder and
Solvent for Solution for
Injection 120 mcg/0.5 ml

Peg-Intron Powder and
Solvent for Solution for
Injection 150 mcg/0.5 ml

E 400 IU Softgels

E 1000 IU Softgels

Aspirin Adult Low Dose
Enteric Coated Delayed
Released Tablets 81 mg

Manufacturer

Country of Origin

Cilag de Mexico Mexico
S.A.de C.V.
Consumer Health  USA
Care Group
Pfizer Inc.
do. do.
do. do.
do. do.
Novartis Pharma  Germany
GmbH
Novartis Pharma  Switzerland
AG
W.K. Buckley Canada
Limited
do. do.
Schering- Plough Ireland
(Brinny) Wholly
owned subsidiary
of Schering-
Plough Corporation
USA
do. do.
do. do.
do. do.
do. do.
Vitamin Hut USA
International
do. do.
do. do.

Condition of Sale

Third Schedule

do.

Freely
do.

do.

Third Schedule

do.

Freely

do.

Third Schedule

do.

do.

do.

do.

Freely

do.
do.
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Trade Name and Form

Aspirin Regular Strength
Enteric Coated Tablets
325 mg

Propofol 1% Injection
10 mg/ml

Monopril HCT Tablets
10/12.5 mg

Monopril HCT Tablets
20/12.5 mg

MangeBind 200 Tablets
MangeBind 300 Tablets
RenaPlex Tablets

Humlin 70/30 Injectable
Suspension 100 1U/ml

Humlin R Injectable
Solution 100 1U/ml

Humlin L Injectable
Suspension 100 1U/ml

Humlin N Injectable
Suspension 100 1U/ml
Triaminic Cough Liquid—

Berry Flavour

Triaminic Cold & Cough
Liquid—Cherry Flavour

Triaminic Cold & Allergy
Liquid—Orange Flavour

Triaminic Chest Congestion
Liquid—Citrus Flavour

Novo-Flurprofen Tablets
50 mg

Novo-Flurprofen Tablets
100 mg

Novo-Famotidine Tablets
20 mg

Novo-Famotidine Tablets
40 mg

Manufacturer

Country of Origin

Vitamin Hut USA
International

Manufactured For do.
Baxter Healthcare
Corporation
USA by Mova
Pharmaceutical
Corp.

Distributed by Italy
Bristol-Meyers
Squibb Company
USA

do. do.

Nephro-Tech, Inc. USA
do. do.
do. do.

Lilly France S.A.S. France

do. do.
do. do.
do. do.

Novartis Consumer USA

Health Inc.
do. do.
do. do.
do. do.

Novopharm Limited Canada

do. do.
do. do.
do. do.

Condition of Sale

Freely

Third Schedule

do.

do.

Freely
do.
do.
Third Schedule

do.

do.

do.

Freely

do.

do.

do.

Third Schedule

do.

do.

do.
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
Bivi Iron Children’s Promed Sunncorp  Trinidad and Freely
Chewable Vitamins & Limited Tobago
Minerals Tablets
Enervite-E Therapeutic do. do. do.
Vitamins and Minerals
Tablets
Medic Vapour Rub Ointment Natural Oils & do. do.
Co. Ltd.
Medic Sports Balm do. do. do.
Medic Sports Gel do. do. do.
Medic Idex Ointment— do. do. do.
Original Formula
Histac-EVT Effervescent Ranbaxy India Third Schedule
Tablets 150 mg—Coolmint Laboratories
Flavour Limited
LAS-Diclofenac Dispersible  Manufactured by do. do.
Tablets 50 mg Cipla Ltd. for
LasMed

A Division of
Lasco Distributors

Ltd. Jamaica

LAS-Diclofenac 100 SR do. do. do.
Sustained Release Tablets
100 mg

LAS-Diclofenac Gel do. do. Freely

LAS-Conjugated Estrogens do. do. Third Schedule
Film-Coated Tablets
0.625 mg

LAS-Ranitidine 150 Film- do. do. do.
Coated Tablets

LAS-Ranitidine 300 Film- do. do. do.
Coated Tablets

LAS-Worm Medicine do. do. Freely
Chewable Tablets 400 mg

LAS-Worm Medicine do. do. do.
Suspension

LAS-Budesonide Inhaler do. do. Third Schedule
100 mcg/dose

LAS-Budesonide Inhaler do. do. do.
200 mcg/dose

LAS-Beclometasone do. do. do.
Inhaler 50

Presartan-25 Film-Coated Ipca Laboratories  India do.
Tablets Limited

Aggrenox Capsules Boehringer Germany do.
200 mg/25 mg Ingelheim

(Additional Source) Pharma KG
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
Atrovent N Metered Manufactured by  Germany Third Schedule
Aerosol 20 mcg/puff Boehringer
(Change of Propellant) Ingelheim
Pharma KG for
Boehringer
Ingelheim

International
GmbH Germany

Diprivan 2% w/v Manufactured for  Italy do.
Intravenous Infusion AstraZeneca UK
20 mg/ml (Change of Name Ltd. UK by
of Manufacture and AstraZeneca SpA
Additional Source)
Oxis Turbuhaler AstraZeneca AB Sweden do.

Inhalation Powder

4.5 mcg/dose (Change of
Name of Manufacturer
and New ldications)

Oxis Turbuhaler do. do. do.
Inhalation Powder
9 mg/dose (Change of
Name of Manufacturer
and New ldications)

Atacand Tablets 4 mg do. do do.
(Change of Name of
Manufacturer)

Atacand Tablets 8 mg do. do do.
(Change of Name of
Manufacturer)

Atacand Tablets 16 mg do. do. do.
(Change of Name of
Manufacturer)

Elma Cream 5% do. do. do.
(Change of Name of
Manufacturer)

Rhinocort Aqua Nasal do. do. do.
Spray 32 mcg/dose
(Change of Name of
Manufacturer)

Rhinocort Aqua Nasal do. do do.
Spray 64 mcg/dose
(Change of Name of

Manufacturer)

Inderal Tablets 80 mg AstraZeneca United do.
(Change of Name of UK Limited Kingdom
Manufacturer)

Inderal LA Capsules do. do do.

160 mg (Change of
Name of Manufacturer)

Xylocaine Ointment 5% AstraZeneca AB Sweden do.
(Change of Name of
Manufacturer)
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Trade Name and Form Manufacturer Country of Origin Condition of Sale

Xylocaine Pump Spray 10%  AstraZeneca AB Sweden Third Schedule
(10 mg/dose) (Change of
Name of Manufacturer)
Pulmicort Turbuhaler do. do do.
Inhalation Powder
100 mcg/dose (Change of
Name of Manufacturer)
Pulmicort Turbuhaler do. do do.
Inhalation Powder
200 mcg/dose (Change of
Name of Manufacturer)
Avlocor Tablets 250 mg AstraZeneca UK do. do.
(Change of Name of Limited
Manufacturer)
Nif-Ten Capsules Manufactured for  Germany do.
(Change of Name of AstraZeneca UK
Manufacturer) Ltd. UK by
AtraZeneca GmbH
Betaloc ZOK Controlled AstraZeneca AB Sweden do.
Release Tablets 50 mg
(Change of Name of
Manufacturer)
Betaloc ZOK Controlled do. do. do.
Release Tablets 100 mg
(Change of Name of
Manufacturer)
Plendil Tablets 2.5 mg do. do. do.
(Change of Name of
Manufacturer)
Plendil Tablets 5 mg do. do. do.
(Change of Name of
Manufacturer)
Plendil Tablets 10 mg do. do. do.
(Change of Name of
Manufacturer)
Allegra Film-Coated Aventis Pharma, Guatemala do.
Tablets 120 mg S.A.
(Additional Packaging)
Allegra D Extended Release Manufactured by do. do.
Film-Coated Tablets Aventis
(Additional Packaging) Pharmaceuticals,
Inc. USA
Packed and
Distributed by
Aventis Pharma,
S.A.
Tritace Tablets 5 mg Aventis Pharma, do. do.
(Change of Name of S.A.

Manufacturer)
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Trade Name and Form

Tritace Tablets 10 mg
(Additional Source)

Manufacturer Country of Origin

Manufactured by  Guatemala
Aventis Pharma

S.p.A. Italy
Packed by
Aventis Pharma
S.A.
Baralgin ‘M’ Drops do. do.
(Change of Name of
Manufacturer)
Baralgin ‘M’ Injectable Solution do. do.
(Change of Name of
Manufacturer)
Batrafen Cream do. do.
(Change of Name of
Manufacturer)
asenlix/Dinintel Capsules do. do.
(Change of Name of
Manufacturer)
Frisium Tablets do. do.
(Change of Name of
Manufacturer)
Lasix Tablets do. do.
(Change of Name of
Manufacturer)
Losec Capsules 10 mg Aventis Pharma do.
(Change of Name of S.A. under
Manufacturer) authorization from
AB Astra Sweden
Losec Capsules 20 mg do. do

(Change of Name of
Manufacturer)

Adalat Capsules 10 mg
(Additional Source)

Becoplex Capsules
(Additional Packaging and
Change of Artwork Design)

Becoplex with Iron Capsules
(Additional Packaging and
Change of Artwork Design)

Vitaplex M Capsules
(Additional Packaging and
Change of Artwork Design)

Vitaplex P Capsules
(Additional Packaging and
Change of Artwork Design)

Made by Bayer de  El Salvador
Mexico, S.A. de
C.V. Mexico
Packaged by
Bayer, S.A.

Carlisle Barbados
Laboratories Ltd.

do. do.
do. do.
do. do.

Condition of Sale

Third Schedule

do.

do.

do.

do.

Controlled Drug

Third Schedule

do.

do.

do.

Freely

do.

do.

do.
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Trade Name and Form Manufacturer Country of Origin Condition of Sale

Gravinate Tablets Carlisle Barbados Freely
(Additional Packaging and Laboratories Ltd.
Change of Artwork Design)

IFA Antianaemia Tablets do. do. do.
(Additional Packaging,
Change of Artwork Design
and Change of Name of
Product)

Histal Allergy Relief Tablets do. do. do.
(Additional Packaging and
Change of Artwork Design)

Dermovate Ointment Glaxo Wellcome Brasil Third Schedule
(Change of Source) S.A.
Betnovate Quinoform Cream do. do. do.

(Change of Name of Product
and Change of Package

Design)
Lanoxin Tablets 0.25 mg do. do. do.
(Change of Source)
Lanoxin Pediatric Elixir Glaxo Wellcome Mexico do.
(Change of Source and Mexico
Change of Package Delivery) S.A.deC.V.
3TC Coated Tablets 150 mg  Packed by do. do.
(Change of Source) GlaxoSmithKline
Mexico,
S.A.de C.V.
Lamictal Dispersible/ Packed by do. do.
Chewable Tablets 25 mg GlaxoWellcome
(Change of Source) Mexico,
S.A.de C.V.
Lamictal Dispersible/ do. do. do.
Chewable Tablets 50 mg
(Change of Source)
Lamictal Dispersible/ do. do. do.
Chewable Tablets 100 mg
(Change of Source)
Ventolin Inhaler Aerosol Glaxo Wellcome Spain do.
Suspension 100 mcg S.A.
(Change of Source, Change
of Name of Manufacturer
and Change of Package
Design)
Beconase Aqueous do. do. do.
Nasal Spray
(Change of Source and
Change of Package Design)
Myleran Tablets 2 mg Glaxo Wellcome UK do.

(Change of Source) Operations
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
Actifed DM Cough Linctus Glaxo Wellcome Germany Freely

(Change of Source and GmbH & Co.

Change of Package Design)
Actifed Syrup do. do. do.

(Change of Source and
Change of Package Design)

Actifed Tablets do. do. do.
(Change of Source and
Change of Package Design)

Eltroxin Tablets 100 mcg do. do. Third Schedule
(Change of Source)

FluaRix Inactivated Split SSW Dresden Germany do.
Influenza Vaccine a branch of
(Reduction of Thiomersal SB Pharma
Level) GmbH & Co. KG

Germany

Engerix-B Junior Dose SmithKline Beecham Belgium do.
Suspension for Injection Biologicals s.a.
(Reduction of Thiomersal
Level)

Daktacort Cream Janssen Cilag, Mexico do.
(Change of Name of S.A.de C.V.
Manufacturer)

Daktarin Cream do. do. do.
(Change of Name of
Manufacturer)

Daktarin Oral Gel do. do. do.
(Change of Name of
Manufacturer)

Haldol Injectable do. do. do.

Solution 5 mg
(Change of Name of
Manufacturer)

Haldol Solution 2 mg/1 ml do. do. do.
(Change of Name of
Manufacturer)

Haldon Tablets 5 mg do. do. do.
(Change of Name of
Manufacturer)

Imodium Pills 2 mg do. do. do.
(Change of Name of
Manufacturer and Change
of Pharmaceutical Form)

Nizoral Cream do. do. do.
(Change of Name of
Manufacturer)

Nizoral Ovules 400 mg do. do. do.

(Change of Name of
Manufacturer)
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Trade Name and Form

Nizoral Suspension
(Change of Name of
Manufacturer)

Nizoral Tablets 200 mg
(Change of Name of
Manufacturer)

Prepulsid Suspension
(Change of Name of
Manufacturer)

Risperdal Tablets 1 mg
(Change of Name of
Manufacturer)

Risperdal Tablets 2 mg
(Change of Name of
Manufacturer)

Risperdal Tablets 3 mg
(Change of Name of
Manufacturer)

Sibelium Capsules 5 mg
(Change of Name of
Manufacturer)

Sporanox 3D Capsules
100 mg
(Change of Name of
Manufacturer)

Sporanox 15D Capsules
100 mg
(Change of Name of
Manufacturer)

Sporasec Capsules
(Change of Name of
Manufacturer)

Tinset Suspension 2.5 mg/ml

(Change of Name of
Manufacturer)

Gyno-Daktarin Cream
(Change of Name of
Manufacturer)

Pariet Enteric Coated
Tablets 20 mg
(Change of Name of
Manufacturer)

Prepulsid Tablets 5 mg
(Change of Name of
Manufacturer)

Manufacturer Country of Origin
Janssen Cilag, Mexico
S.A.deC.V.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.
do. do.

do. do.

Manufactured by  Japan
Eisai Co. Ltd.
Distributed by
Janssen Cilag.

S.A.de C.V.
Mexico

Janssen Cilag, Mexico
S.A.deC.V.

Condition of Sale

Third Schedule

do.

do.

do.

do.

do.

do.

do.

do.

do.

do.

do.

do.

do.



Approval in Respect of New Drugs 231

Trade Name and Form Manufacturer Country of Origin Condition of Sale

Prepulsid Tablets 10 mg Janssen Cilag, Mexico Third Schedule
(Change of Name of S.A.de C.V.
Manufacturer)
Stugeron Forte Tablets 75 mg do. do. do.
(Change of Name of
Manufacturer)
Sufrexal Gel do. do. do.
(Change of Name of
Manufacturer)
Motilium Tablets 10 mg do. do. do.
(Change of Source and
Change of Name of
Manufacturer)
Rocaltrol Capsules 0.25 mcg Made under licence Germany do.
(Change of Colour of from F. Hoffman-
Capsules) La Roche Ltd.
Switzerland
by R.P. Scherer
GmbH
Kytril Film-Coated Made under licence UK do.
Tablets 1 mg from F. Hoffman-
(Change of Logo) La Roche Ltd.
Switzerland
by SmithKline
Beecham
Pharmaceuticals
Kytril Ampoules 3 mg/3 mli do. do. do.
1.V. Solution for Injection
(Change of Logo)
Recormon Lyophilized Roche Diagnostics Germany do.
Powder for Solution for GmbH for
Injection 2000 1U F. Hoffman-
(Additional Indication) La Roche Ltd.
Switzerland
Recormon Solution for do. do. do.
Injection 4000 1U/0.3 ml—
Pre-Filled Syringes
(Additional Indication)
Recormon Solution for do. do. do.
Injection 10000 1U/0.6 ml—
Pre-Filled Syringes
(Additional Indication)
Recormon Multidose do. do. do.
Lyophilized Powder for
Solution for Injection
50000 1U
(Additional Indication)
Maltevol 12 Liquid Carter-Horner Inc. Canada Freely

(Change in Formulation
and Change in Colour
of Label)
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Trade Name and Form Manufacturer Country of Origin

Coumadin Tablets 2 mg Bristol-Myers USA
(Change of Name of Squibb Company
Manufacturer)

Coumadin Tablets 2"/ mg do. do.
(Change of Name of
Manufacturer)

Coumadin Tablets 5 mg do. do.
(Change of Name of
Manufacturer)

Coumadin Tablets 7%/ mg do. do.
(Change of Name of
Manufacturer)

Coumadin Tablets 10 mg do. do.
(Change of Name of
Manufacturer)

Immunine-600 1U Baxter AG Austria
(Change of Name of
Manufacturer)

Maximum Strength Bristol-Myers USA
Comtrex Nightime Cold Squibb Co.

& Cough Coated Caplets
(Change of Name of
Product and Change of
Name of Manufacturer)

Maximum Strength do.
Comtrex Non-Drowsy Cold
& Cough Coated Caplets
(Change of Name of
Product and Change of
Name of Manufacturer)

Suprane Liquid Manufactured by
for Inhalation Baxter Healthcare
(Change of Name of Corporation of
Manufacturer and Change Puerto Rico for
of Source) Baxter Healthcare

Corporation USA

Aerrane Inhalation Baxter Healthcare
Anaesthetic Corporation of
(Change of Name of Puerto Rico
Manufacturer and Change
of Source

Carditas Retard Sustained Intas
Release Film-Coated Pharmaceuticals
Tablets Ltd.

(Change of Name of
Product)

Ditranol Ointment V&S

(Change of Name of Pharmaceuticals

Product) Ltd.

do.

USA

do.

India

Trinidad and
Tobago

Condition of Sale

Third Schedule

do.

do.

do.

do.

do.

Freely

do.

Third Schedule

do.

do.

Freely
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Trade Name and Form Manufacturer Country of Origin

Pectoral Cough Syrup Switzerland

(Change of Formulation)

Vitamin K1 Injection USP
1 mg/0.5 mL
(Change of Name of
Manufacturer)

Vitamin K1 Injection USP do. do.
10 mg/mL
(Change of Name of
Manufacturer)

Mepha Ltd.

Sabex 2002 Inc. Canada

Furosemide Injection USP do. do.
10 mg/mL (40 mg/4 mL)
(Change of Name of
Manufacturer)

Furosemide Injection USP do. do.
20 mg/2 mL (10 mg/mL)
(Change of Name of
Manufacturer)

Dimenhydrinate IM Injection do. do.
USP 50 mg/mL
(Change of Name of
Manufacturer)

Dimenhydrinate IM Injection do. do.
USP 50 mg/mL (250 mg/5 mL)
(Change of Name of
Manufacturer)

Atropine Sulphate Injection do. do.
USP 0.4 mg/mL
(Change of Name of
Manufacturer)

Atropine Sulphate Injection do. do.
USP 0.6 mg/mL
(Change of Name of
Manufacturer)

Dica Antacid Liquid
(Change of Package Design)

Arava Film-Coated
Tablets 20 mg
(Change of Name of
Manufacturer)

Calcort Tablets 6 mg Aventis Pharma, do.
(Change of Name of S.A.
Manufacturer)

Calcort Tablets 30 mg do. do.
(Change of Name of
Manufacturer)

Calcort Oral Suspension do. do.
Drugs 22.75 mg/mL
(Change of Name of
Manufacturer)

Carlisle Barbados

Laboritories Ltd.
Packed by Aventis
Pharma, S.A.

Guatemala

Condition of Sale

Freely

Third Schedule

do.

do.

do.

do.

do.

do.

do.

Freely

Third Schedule

do.

do.

do.
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Trade Name and Form

Daonil Tablets
(Change of Name of
Manufacturer)

Lasix Injectable Solution
(Change of Name of
Manufacturer)

Trental Solution for
Intravenous or
Intraarterial Infusion
(Change of Name of
Manufacturer)

Calpol 3 Months Plus
Infant Suspension
(Change of Name of
Product, Change of Source,
Change of Name of
Manufacturer and Change
of Package Design)

Retrovir Tablets 300 mg
(Change of Name of
Manufacturer)

Eno Sparkling Salts
(Change of Name of
Manufacturer and Change
of Source)

Varilrix Lyophilised
Vaccine + Diluent for
Injection
(Change of Name of
Manufacturer)

Infanrix Suspension for
Injection
(Change of Name of
Manufacturer)

Tritanrix HB Suspension
for Injection—One Dose
(Change of Name of
Manufacturer)

Multisymptom Panadol
Cold Syrup for Children—
Fruit Flavored
(Change of Name of
Manufacturer)

Manufacturer Country of Origin
Aventis Pharma, Guatemala
Packed by Aventis do.

Pharma, S.A.
Aventis Pharma, do.
S.A.
Glaxo Wellcome Germany
GmbH & Co.
Made by Mexico
GlaxoSmithKline
USA
Packed by
GlaxoSmithKline
Mexico,
S.A.de C.V.
GlaxoSmithKline  Costa Rica
Costa Rica, S.A.
GlaxoSmithKline  Belgium
Biologicals s.a.
do. do.
do. do.
GlaxoSmithKline  Costa Rica

Costa Rica, S.A.

Condition of Sale

Third Schedule

do.

do.

Freely

Third Schedule

Freely

Third Schedule

do.

do.

Freely
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Trade Name and Form

Robitussin Maximum
Strength Cough
Suppressant Liquid
Formula
(Change of Name of
Manufacturer)

Advanced Relief Visine
Lubricant Redness
Reliever Eye Drops
(Change of Name of
Product)

Vanishing Scent Bengay
NonGreasy Pain
Relieving Gel
(Change of Name of
Product)

Starlix Film-Coated
Tablets 120 mg
(Chagne of Source)

Silomat Syrup 20 mg/5 mL
(Change of Name of
Product, Additional Source

and Change of Formulation)

Maximum Strength Comtrex
Day & Night Cold & Cough
Coated Caplets
(Change of Packaging and
Change of Pharmaceutical
Form)

Maximum Strength Comtrex
Sinus & Nasal
Decongestant Coated
Caplets
(Change of Packaging and

Change of Name of Product)

Mestinon Tablets 60 mg
(Change of Name of
Manufacturer and Change
of Source)

Diprivan 1% wi/v Intravenous Manufactured by

Injection (10 mg/ml)
(Additional Source)

Diprivan 1% wi/v Intravenous
Infusion (10 mg/ml)
(Additional Source)

FlexAnew Tablets

Manufacturer Country of Origin
Wyeth Consumer  USA
Healthcare
Consumer do.
Healthcare Group
Pfizer Inc.
do. do.
Novartis Farma Italy
S.p.A. for Novartis
Pharma AG
Switzerland
Boehringer Mexico
Ingelheim
Promeco S.A.
Bristol-Myers USA
Squibb Co.
do. do.
ICN UK
Pharmaceuticals
Ltd.
Italy
AstraZeneca
S.p.A. for
AstraZeneca
UK Limited
UK
do. do.
Natrol USA

Condition of Sale

Freely

do.

do.

Third Schedule

Freely

do.

do.

Third Schedule

do.

do.

Freely
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Trade Name and Form Manufacturer Country of Origin
Glybovin 5 Tablets Aristo India
Pharmaceuticals
Ltd.
Glycigon Tablets do. do.
Promisec Capsules 20 mg do. do.
Muscle & Joint Rub The Himalaya do.
Drug Company
Antiseptic Cream do. do.
Cold Balm do. do.
Pain Massage Oil do. do.
Blood Purifier Syrup do. do.
Foot Care Cream do. do.
Cough Syrup do. do.
Pain Balm do. do.
Antacid Suspension do. do.
Blood Purifier Capsules do. do.
Laxative Syrup do. do.
St. John's Wort Herb Nature's Way USA
Capsules Products Inc.
Garlicin HC Enteric-Coated do. do.
Tablets
Legalon Capsules 140 mg Manufactured for  Ecuador
Grunenthal
Ecuatoriana C.
Ltda, under
licence of
Madaus AG
Laboratories
Germany by
Tecnandina S.A.
Colo Inhaler Strong Syncom India
Formulations
(India) Limited
Koflet Lozenges The Himalaya do.
Drug Company
Diakof Cough Linctus do. do.

—Sugar Free

Medi-flox 5% Inj. Aqueous
Solution for Intramuscular
Administration

Ferriade Injection

Equitak Paste
Paratak Plus 35 Tablets

VETERINARY PRODUCTS

Animal Medics Ltd. England

Bomac New Zealand
Laboratories Ltd.
do. do.
do. do.

Condition of Sale

Third Schedule

do.
do.
Freely

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

do.

do.

Freely

do.

do.

To Veterinarians
or by Veterinary
Prescription
only

do.

Freely
do.
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Trade Name and Form

Immiticide Canine
Heartworm Treatment
Sterile Powder and Sterile
Diluent for Injection

Apafer-100 Sterile Iron
Dextran Solution for
Injection

Hemo-15 Sterile Injection

Vitamin B Complex Sterile
Injection Solution

Calf-lyte 11 Water Soluble
Nutrient-Electrolyte
Powder for Oral
Administration

Ventacortyl Sterile
Suspension 40 mg/mL

Endolav Plus Tablets

Myco Silencer M Inactivated
Agueous Suspension
for Injection
(Change of Name of
Product)

Sow Bac CE Il Inactivated
Agueous Suspension
for Injection
(Change of Name of
Product)

Enrociline Tablets

Manufacturer

Merial Limited USA

A.P.A., Division of Canada
Vetoquinol N.-A.
Inc.

Sterivet J. Webster do.
Laboratories
(Canada) Inc.

P.V.U. Division of do.
Vetoquinol N.-A.
Inc.

Vetoquinol N.-A. do.
Inc.

Austin Division of do.
Vetoquinol N.-A.
Inc.

Lavelaca Venezuela

Laboratorios
Veterinarios
La Caridad, C.A.

Intervet Inc. USA

do. do.

Revetmex, S.A. de  Mexico
C.V.
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Country of Origin

Condition of Sale

To Veterinarians
or by Veterinary
Prescription
only

do.

do.

do.

Freely

To Veterinarians
or by Veterinary
Prescription
only

Freely

To Veterinarians
or by Veterinary
Prescription
only

do.

do.
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