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LecaL Norice No. 33
REPUBLIC OF TRINIDAD AND TOBAGO
Foop AND Druas 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
Glitrol CR 30 Capsules Inventia Healthcare India Third Schedule
30 mg Pvt. Ltd.
Esomezol 20 Delayed- do. do. do.
Release Capsules 20 mg
Esomezol 40 Delayed- do. do. do.
Release Capsules 40 mg
Loxx 30 Capsules 30 mg do. do. do.
Loxx 60 Capsules 60 mg do. do. do.
Acteric Prolonged-Release Manufactured by: Germany do.
Tablets 75 mg Salutas Pharma
GmbH for Sandoz
GmbH, Austria
Acteric Prolonged-Release do. do. do.
Tablets 150 mg
Radian B Pain Relief Spray = Thornton & Ross United Kingdom Freely
Ltd.
Sunkist Chewable Vitamin C Distributed by: Canada do.
Tablets 500 mg WN Pharmaceuti-
-Juicy Orange cals Ltd.
Canada
(Product of Canada)
Sunkist Chewable Vitamin C do. do. do.

Tablets 500 mg
-Tropical Breeze
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
Sunkist Chewable Vitamin C Distributed by: Canada Freely
Tablets 500 mg WN Pharmaceuti-
-Strawberry cals Ltd.
Canada
(Product of
Canada
Levitra Orodispersible Manufactured by: Germany Third Schedule
Tablets 10 mg Bayer Schering
Pharma AG
Germany
Packed in
Burgopak by:
Brecon Pharma-
ceuticals
United Kingdom
Secondary
Packaging by:
Bayer Schering
Pharma AG
Jalra Tablets 50 mg Manufactured by; Guatemala Third Schedule
Novartis Pharma for Specialists
Stein AG and General
Switzerland for Practitioners
Merck, S.A. with special
Guatemala interest in
Packaged by: Diabetics
Farmaquila, S.A.
Kin Gingival Mouthwash Laboratorios Kin Spain Freely
S.A.
Kin Gingival Toothpaste do. do. do.
Perio.KIN Chlorhexidine do. do. do.
Gel 0.20 %
Perio.KIN Chlorhexidine do. do. do.
Spray 0.20 %
Elonva Solution for Injection Organon (Ireland) Ireland Third Schedule
100 micrograms/0.5 ml— Ltd.

Pre-Filled Syringe

Elonva Solution for Injection do. do. do.
150 micrograms/0.5 ml—
Pre-Filled Syringe

Lipitor Tablets 80 mg Manufactured by: Germany do.
Pfizer Ireland
Pharmaceuticals
Ireland
Packaged by:
Pfizer
Manufacturing,
Deutschland
GmbH
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Trade Name and Form

FerMed Solution for
Injection/Concentrate for
Solution for Infusion
100 mg/5 ml

CoLosar-Denk 50/12.5 Film-
Coated Tablets

Soventol HydroCort Cream
0.25%

Sandoz Clopidogrel Film-
Coated Tablets 75 mg

Sandoz Losartan Potassium/
Hydrochlorothiazide Film-
Coated Tablets 50 mg/
12.5 mg

Sandoz Losartan Potassium/
Hydrochlorothiazide Film-
Coated Tablets 100 mg/

25 mg

Sandoz Mycophenolate
Mofetil Capsules 250 mg

Sandoz Candesartan
Cilexetil Tablets 8 mg

Sandoz Candesartan
Cilexetil Tablets 16 mg

Sandoz Candesartan
Cilexetil Tablets 32 mg

Serophene Tablets BP
50 mg

Gonal-F Solution for
Injection in a Pre-Filled
Pen 900 IU/1.5 ml

Manufacturer

MEDICE
Arzneimittel
Piitter GmbH &
Co. KG

Germany

DENK PHARMA do.
GmbH & Co. KG

Manufactured by: do.
Nordmark
Arzneimittel
GmbH & Co. KG
for MEDICE
Arzneimittel
Putter GmbH &
Co. KG
Germany

Manufactured by: India
Sandoz Private
Limited for
Sandoz GmbH

Austria
Manufactured by: Slovenia

Lek Pharmaceuti-

cals d.d. for

Sandoz GmbH

Austria
do. do.
do. India
do. Slovenia
do. do.
do. do.

Doppel Farmaceutici Italy
SR.L.

Merck Serono do.
S.p.A.

Country of Origin Condition of Sale

Third Schedule

do.

Freely

Third Schedule

do.

do.

do.

do.

do.

do.

do.

do.
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Trade Name and Form

Trinclide-60 MR Modified-
Release Tablets 60 mg

Imovane Film-Coated
Tablets 7.5 mg
(Change of the Film
Coating Composition)

Humulin N Injectable
Suspension (Change of
Artwork Design and
Change of Packaging)

Humulin R Injectable
Solution (Change of
Artwork Design and
Change of Packaging)

Daivobet Gel
(Change of Name of
Product)

Sandoz Probitor Gastro-
Resistant Capsules 20 mg
(Change of Name of
Product and Change of
Packaging)

Bondronat Concentrate for
Solution for Infusion 6 mg/
6 ml (Change of Artwork
Design)

Fragmin Solution for
Injection 2500 IU
(Change of Source and
Change of Artwork Design)

Fragmin Solution for
Injection 5000 IU
(Change of Source and
Change of Artwork
Design)

Manufacturer

Manufactured by: India
Aurochem
Laboratories (I)
Pvt. Ltd.
Marketed by:
Trinpharm Co. Ltd.
Trinidad & Tobago

Sanofi Winthrop France

Industrie

Eli Lilly and USA
Company

do. do.

LEO Pharmaceuti- Denmark
cal Products Ltd.

A/S

Manufactured by: Slovenia
Lek Pharmaceuti-

cals d.d. for

Sandoz GmbH

Austria

Made for:
F. Hoffmann-
La Roche Ltd.
Switzerland by
Roche Diagnostics
GmbH

Germany

Manufactured by: do.
Vetter Pharma-
Fertigung GmbH
& Co. KG for
Pharmacia NV/SA
Belgium

do. do.

Country of Origin Condition of Sale

Third Schedule

Controlled Drug

Third Schedule

do.

do.

do.

do.

do.

do.
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Trade Name and Form

MICRhoGAM Ultra-
Filtered PLUS Injection
50 ng Dose (250 IU)
-Pre-Filled Syringe-
Thimerosal-Free
(Change of Formulation)

RhoGAM Ultra-Filtered
PLUS Injection 300 ng
Dose (1500 IU)-Pre-Filled
Syringe-Thimerosal-Free
(Change of Formulation)

Covonia Mentholated
Chesty Cough Mixture
Expectorant—Non-
Drowsy (Change of
Artwork Design)

Vitalux Plus Time Release
Multivitamin/Multimineral
Coated Tablets with

Lutein (Change of
Formulation and Change
of Artwork Design)

Voltaren SR 75 Coated
Tablets 75 mg (Change of
Name of Manufacturer
and Additional Source)

Co-Diovan 80/12.5 Film-
Coated Tablets 80/12.5 mg
(Additional Source)

Co-Diovan 160/12.5 Film-

Coated Tablets 160/12.5 mg

(Additional Source)

Co-Diovan 160/25 Film-
Coated Tablets 160/25 mg
(Additional Source)

Voltaren 50 mg Enteric-
Coated Tablets 50 mg
(Additional Source,
Change of Name of
Product and Change of
Artwork Design)

Manufacturer Country of Origin Condition of Sale
Ortho Clinical USA Third Schedule
Diagnostics, Inc.
A Johnson and
Johnson Company
do. do. do.

Thornton & Ross
Litd.

United Kingdom  Freely

Manufactured by: Canada do.
Nutricorp

International for

Novartis Pharma

AG Switzerland

Manufactured by: Third Schedule
Novartis Farma

S.p.A. for Novartis

Pharma AG

Switzerland

Italy

do. do. do.

do. do. do.

do. do. do.

Manufactured by: Turkey do.
Novartis Uriinleri

A. S. for Novartis

Pharma AG

Switzerland



130 Approval in Respect of New Drugs

Trade Name and Form Manufacturer Country of Origin Condition of Sale
Trizivir Film-Coated Tablets Made by: Glaxo United Kingdom  Third Schedule
300 mg/150 mg/300 mg Operations UK
(Change of Name of Limited
Manufacturer and Change Trading as:
of Artwork Design) Glaxo Wellcome
Operations for
ViiV Healthcare
UK Limited
United Kingdom
Ziagen Film-Coated Tablets Made by: Glaxo Poland do.
300 mg (Additional Source Operations UK
and Change of Artwork Limited
Design) Trading as:
Glaxo Wellcome
Operations
United Kingdom
Packed by:
GlaxoSmithKline
Pharmaceuticals
S.A. for ViiV
Healthcare UK
Limited, United
Kingdom
Ziagen Oral Solution 20 mg/ Made by: Canada do.
mL GlaxoSmithKline
(Change of Artwork Inc for ViiV
Design) Healthcare ULC
Canada
Procoralan Film-Coated Manufactured by: France do.
Tablets 5 mg Les Laboratoires

(Extension of Indication) Servier Industrie
Licence Holder:
Les Laboratoires
Servier
France

Procoralan Film-Coated do. do. do.
Tablets 7.5 mg
(Extension of Indication)

Humulin 70/30 Injectable do. do. do.
Suspension 100 units
per mL
(Change of Packaging)
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Trade Name and Form

DuoTrav Eye Drops Solution
40 micrograms/ml +
5 mg/ml-(BAK-Free)
(Change of Fromulation
and Change of Artwork
Design)

Zocor Tablets 10 mg
(Change of Packaging Site)

Zocor Tablets 20 mg
(Change of Packaging Site)

Zocor Tablets 40 mg
(Change of Packaging Site)

Zocor Tablets 80 mg
(Change of Packaging Site)

Humalog U-100 Injection
100 units per mL
(Change of Packaging)

NeoMercazole 5 Tablets
5 mg
(Additional Source)

Caltrate 600 + D Plus
Minerals Tablets
(Additional Source)

Xanax Tablets 0.25 mg
(Change of Packaging Site
and Change of Packaging)

Xanax Tablets 0.5 mg
(Change of Packaging Site
and Change of Packaging)

Manufacturer

Alcon-Couvreur Belgium

Manufactured by: Mexcio
Merck Sharp &
Dohme, Limited
England
Packaged by:
Merck Sharp &
Dohme De Méxcio
S.A. De C.V.

do. do.

do. do.

do. do.

Eli Lilly and USA
Company

Manufactured by: France
Cenexi SAS on
behalf of
Amdipharm
Limited, Ireland

Marketed by: USA
Wyeth Consumer
Healthcare, USA
(Product of USA)

Marketed by: Ttaly
Sanico N.V.
Belgium
Packaged by:
Pfizer Italia S.r.l.

do. do.

Country of Origin Condition of Sale

Third Schedule

do.

do.

do.

do.

do.

do.

Freely

Controlled Drug

do.



132 Approval in Respect of New Drugs

Trade Name and Form Manufacturer Country of Origin Condition of Sale

Xanax Tablets 1.0 mg Marketed by: Italy Controlled Drug
(Change of Packaging Site Sanico N.V.
and Change of Packaging) Belgium
Packaged by:
Pfizer Italia S.r.l.

Xanax XR Extended-Release do. do. do.
Tablets 0.5 mg
(Change of Packaging Site
and Change of Packaging)

Xanax XR Extended-Release do. do. do.
Tablets 1 mg
(Change of Packaging Site
and Change of Packaging)

Xanax XR Extended-Release do. do. do.
Tablets 2 mg
(Change of Packaging Site
and Change of Packaging)

Adult Robitussin Cough & Wyeth Consumer USA Freely
Chest Congestion Heaalthcare
DM Non-Drowsy
Syrup—(Alcohol-Free)
(Change of Name of
Manufacturer, Change of
Name of Product, Change
of Formulation and
Change of Artwork
Design)

Adult Robitussin Cough & do. do. do.
Cold CF Non-Drowsy
Syrup—(Alcohol-Free)
(Change of Name of
Manufacturer, Change of
Name of Product, Change
of Formulation and
Change of Artwork
Design)

Children’s Dimetapp Cold do. do. do.
and Cough Elixir-Grape
Flavor-(Alcohol-Free)
(Change of Name of
Manufacturer, Change of
Name of Product and
Change of Artwork
Design)

Viagra Tablets 50 mg Pfizer S.A. de C.V. Mexico Third Schedule
(Change of Artwork
Design)
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Trade Name and Form

Viagra Tablets 100 mg
(Change of Artwork
Design)

Geodon Capsules 40 mg
(Change of Manufacturer
and Packager and Change
of Artwork Design)

Geodon Capsules 60 mg
(Change of Manufacturer
and Packager and Change
of Artwork Design)

Geodon Capsules 80 mg
(Change of Manufacturer
and Packager and Change
of Artwork Design)

Gonal-F 75 IU Lyophilized
Powder & Solvent for
Solution for Injection
(Change of Name of
Manufacturer)

Fytosid Injection USP
100 mg/5 ml—Single Dose
Vial (Change of Name of
Manufacturer)

Alcosulph™ Lotion
(Change of Name of
Manufacturer)

Chlor-O-Phan Expectorant
(Change of Name of
Manufacturer)

Ferrovite Liquid
Multivitamin and Iron
Supplement (Change of
Name of Manufacturer)

Phanadyl Paediatric Elixir
(Change of Name of
Manufacturer)

Rector’s Remedy Ointment
(Change of Name of
Manufacturer)

Crestor Tablets 5 mg
(Change of Artwork
Design)

Manufacturer Country of Origin Condition of Sale
Pfizer S.A. de C.V. Mexico Third Schedule
Pfizer Manufacturing Germany do.

Deutschland
GmbH
do. do. do.
do. do. do.
Merck Serono S.A. Switzerland do.
Fresenius Kabi India do.
Oncology Ltd.
New GPC Inc. Guyana Freely
do. do. do.
do. do. do.
do. do. do.
do. do. do.
Manufactured by: Puerto Rico Third Schedule
IPR Pharmaceuti-
cals Inc. for
AstraZeneca UK
Limited

United Kingdom
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
Crestor Tablets 10 mg Manufactured by: Puerto Rico Third Schedule
(Change of Artwork IPR Pharmaceuti-
Design) cals Inc. for
AstraZeneca UK
Limited
United Kingdom
Crestor Tablets 20 mg do. do. do.
(Change of Artwork
Design)
Crestor Tablets 40 mg do. do. do.
(Change of Artwork
Design)
Seroquel XR Extended- AstraZeneca UK United Kingdom do.
Release Tablets 50 mg Limited

(Additional Indication)

Seroquel XR Extended- do. do. do.
Release Tablets 200 mg
(Additional Indication)

Seroquel XR Extended- do. do. do.
Release Tablets 300 mg
(Additional Indication)

Seroquel XR Extended- do. do. do.
Release Tablets 400 mg
(Additional Indication)

Diprivan (2%) Emulsion for = Manufacture by: do. do.
Infusion 20 mg/mL Corden Pharma
(Change of Name of SpA Italy
Manufacturer and Change Packed by:
of Packaging Site) AstraZeneca UK
Ltd for
AstraZeneca UK
Ltd
United Kingdom
Ciproxina XR Modified- Made by: El Salvador Third Schedule
Release Coated Tablets Bayer Schering
500 mg (Change of Name Pharma AG
of Manufacturer and Germany
Change of Name of Packaged by:
Product) Bayer, S.A.
Ciproxina XR Modified- do. do. do.

Release Coated Tablets
1000 mg (Change of Name
of Manufacturer and
Change of Name of
Product)
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Trade Name and Form

Ciproxina Infusion Solution
0.2 g (Change of Name of
Manufacturer)

Ciproxina Infusion Solution
0.4 g (Change of Name of
Manufacturer)

Angeliq Film-Coated
Tablets (Change of
Artwork Design)

Betaferon Powder and
Solvent for Solution for
Injection 250 microgram/
mL (Change of Name of
Manufacturer, Change of
Packaging and Change of
Artwork Design)

Primoteston Depot

Injectable Solution 250 mg

(Additional Source)

Androcur Tablets 50 mg
(Change of Name of
Manufacturer, Change of
Packaging Site and
Change of Artwork
Design)

Androcur Tablets 100 mg
(Change of Name of
Manufacturer, Change of
Packaging Site and
Change of Artwork
Design)

Magnevist Solution for
Injection 14.07 g-Vial
(Change of Name of

Manufacturer and Change

of Artwork Design

Manufacturer Country of Origin Condition of Sale

Made by: El Salvador Third Schedule
Bayer Schering

Pharma AG

Germany

Packaged by:

Bayer, S.A.

do. do. do.

Manufactured by: Brazil do.
Schering GmbH &
Co. Produktions
KG, Germany
Packed by:
Schering do
Brasil, Quimica e
Farmacéutica
Ltda.

Bayer Schering Germany do.

Pharma AG

do. do. do.

Manufactured by: Brazil do.
Delpharm Lille
S.A.S. France
Packed by:
Schering do
Brasil, Quimica e
Farmacéutica
Ltda.

do. do. do.

Bayer Schering Germany do.

Pharma AG
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
Climene Tablets Schering do Brasil,  Brazil Third Schedule
(Change of Artwork Quimica e
Design) Farmacéutica
Ltda.
Yasmin Film-Coated do. do. do.
Tablets (Change of
Artwork Design)
Gynera Tablets do. do. do.
(Change of Source, Change
of Artwork Design and
Change of Packaging)
Gyno-Travogen Ovule Bayer de Mexico, Mexico do.
600 mg S.A. de C.V.

(Change of Source, Change
of Artwork Design and
Change of Packaging)

Ultravist-300 Aqueous Bayer Schering Germany do.
Solution Pharma AG
(Change of Name of
Manufacturer and Change

of Artwork Design)
Ultravist-370 Aqueous do. do. do.
Solution
(Change of Name of
Manufacturer and Change
of Artwork Design)
Exforge Film-Coated Manufactured by: Spain do.
Tablets 10 mg/160 mg Novartis
(Change of Source) Farmacéutica
S.A. for Novartis
Pharma AG
Switzerland
pms-Isoniazid Tablets USP ~ Pharmascience Inc. = Canada do.
100 mg
(Change of Distributor)
Presartan-50 Film-Coated Ipca Laboratories India do.
Tablets 50 mg Limited
(Change of Distributor)
Solvin Plus Tablets do. do. do.
(Change of Distributor)
SedoSolvin Syrup do. do. Freely
(Change of Distributor)
Solvin Tablets do. do. Third Schedule
(Change of Distributor)
Solvin Elixir do. do. Freely

(Change of Distributor)
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
BronchoSolvin Syrup Ipca Laboratories India Third Schedule
(Change of Distributor) Limited
Normax USP Tablets do. do. do.

(Change of Distributor)

Lisoril-10 USP Tablets do. do. do.
(Change of Distributor)

Simlo-20 USP Film-Coated do. do. do.
Tablets 20 mg
(Change of Distributor)

Lomoflox Film-Coated do. do. do.
Tablets
(Change of Distributor)

Renvela Film-Coated Manufactured by: Ireland do.
Tablets 800 mg Genzyme Ireland
(Additional Indication and Ltd. for Genzyme
Change of Artwork Europe B.V.
Design) The Netherlands

Telzir Film-Coated Tablets =~ Made by: Spain do.

700 mg (Change of Name Glaxo Operations

of Manufacturer, Change UK Limited

of Artwork Design and Trading as:

Change of Source) Glaxo Wellcome
Operations
United Kingdom
Packed by:
Glaxo Wellcome
S.A. for
ViiV Healthcare
UK Limited
United Kingdom

Zentel Suspension GlaxoSmithKline Mexico Freely
(Change of Artwork Design)  Mexico S.A. de
C.V.

Lomez BP Capsules 20 mg Meyer Healthcare India Third Schedule
Pvt. Ltd.

VP Inhaler Manufactured in People’s Freely
PRC under license Republic of
for Genethics China
Pharmaceuticals
Limited
Trinidad and
Tobago

VP Rub Vaporizing do. do. do.
Ointment-Plastic
Container
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
VP Rub Vaporizing Manufactured in People’s Freely
Ointment PRC under license Republic of
-Metal Container for Genethics China
Pharmaceuticals
Limited
Trinidad and
Tobago
Sunkist Chewable Vitamin C  Distributed by: Canada do.
Tablets 500 mg WN Pharmaceuti-
-Cherry cals Ltd.
Canada
(Product of Canada)
Natrol Mood Positive 5-HTP Natrol, Inc. USA do.

Tablets 50 mg

Psyllium Plantago Laboratorios Stein,  Costa Rica Freely
Plantafiber Light Oral S.A. (Pharmacist
Powder-Orange Flavor only)

Sugar Free
Psyllium Plantago do. do. do.

Plantafiber Oral Powder
-Natural Flavor

Jamieson Flax Seed Oil Jamieson Canada Freely
Capsules 1000 mg Laboratories
Jamieson Lycopene Caplets do. do. do.
Mentat Syrup The Himalaya Drug India do.
(Change of Formulation Company
and Change of Artwork
Design)
Mentat Tablets do. do. do.
(Change of Formulation
and Change of Artwork
Design)
Septilin Syrup do. do. do.

(Change of Formulation
and Change of Artwork
Design)

Rumalaya Cream do. do. do.
(Change of Formulation
and Change of Artwork
Design)
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Trade Name and Form Manufacturer Country of Origin Condition of Sale

Jevtana Concentrate and Aventis Pharma United Kingdom  Third Schedule
Solvent for Solution for
Infusion 60 mg/1.5 ml

Radian B Ibuprofen Gel Thornton & Ross Ltd. do. Freely
Sunkist Vitamin C Tablets Distributed by: Canada do.
500 mg WN
-Orange Scent Pharmaceuticals
Ltd. Canada
(Product of
Canada)
Sunkist Chewable Vitamin C do. do. do.

Tablets 500 mg
-Citrus Squeeze

Natrol Fish Oil + Vitamin Natrol, Inc. USA do.
D3 Softgels

Natrol Melatonin 3 mg do. do. do.
Tablets
Natrol Melatonin 5 mg do. do. do.
Tablets
Flashclot Manufactured by: People’s Republic  Freely
Shenzhen of China (Pharmacist
Honghua only)
Pharmaceutical
Co. Ltd.
for Biolotus
Biotechnology,

LDA. Portugal

Tasigna Capsules 150 mg Manufactured by: Switzerland Third Schedule
Novartis Pharma
Stein AG for
Novartis
Pharma AG
Switzerland
Exforge HCT Film-Coated do. do. do.
Tablets 10 mg/160 mg/
25 mg
Exforge HCT Film-Coated do. do. do.

Tablets 10 mg/320 mg/
25 mg



140

Approval in Respect of New Drugs

Trade Name and Form

Ilaris 150 mg Powder for
Solution for Injection
150 mg/mL

Vimovo Modified-Release
Tablets 500 mg/20 mg

Visanne Tablets 2 mg

Ventavis Nebuliser Solution
10 mcg/ml

Palixid Film-Coated Tablets
10 mg

Tiliadin Nasal Decongestant
Solution Pediatric Drops
0.01%

Iiliadin Nasal Decongestant
Solution Children Drops
0.025%

Tiliadin Nasal Decongestant
Solution Adult Drops
0.05%

Intelence Tablets 100 mg

Coveram Tablets 5 mg/5 mg

Manufacturer

Manufactured by:
Novartis Pharma
Stein AG for
Novartis
Pharma AG,
Switzerland

Manufactured by:
Patheon
Pharmaceuticals
Inc. USA
Packed by:
AstraZeneca AB

Schering GmbH &
Co. Produktions
KG

Manufactured by:
BerliMed S.A. for
Bayer Schering
Pharma AG
Germany

Gedeon Richter Ple.

Manufactured by:
Merck, S.A. de
C.V. Mexico
Packaged by:
Farmaquila, S.A.

do.

do.

Janssen-Cilag S.p.A.

Manufactured by:
Les Laboratories
Servier (Ireland)
Industries Ltd.
Licence Holder:
Les Laboratories
Servier
France

Country of Origin Condition of Sale

Switzerland

Sweden

Germany

Spain

Hungary

Guatemala

do.

do.

Italy

Ireland

Third Schedule

do.

do.

do.

do.

Freely

do.

do.

Third Schedule

do.
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
Dopasol Injection USP SG Pharma Pvt. Ltd. India Third Schedule
200 mg/5 ml
C-Cyclocel 50 Film-Coated  Celon do. do.
Tablets Laboratories Ltd.
USP 50 mg
C-Celofem 2.5 Film-Coated do. do. do.
Tablets
USP 2.5 mg
Travatan Eye Drops Alcon-Couvreur Belgium do.
Solution 40 micrograms/ml
(BAK-Free)
Little Colds Multi-Symptom  Distributed by: USA Freely
Cold Formula Medtech Products
-Natural Berry Flavor Inc.
A Prestige Brands
Company
USA
(Product of USA)
Little Tummys Gas Relief do. do. do.
Drops
-Natural Berry Flavor
Little Fevers Children’s do. do. do.
Fever/Pain
Reliever Syrup-Natural
Cherry Flavor
-No Alcohol
Little Fevers Fever/Pain do. do. do.
Reliever

-Natural Flavor

Little Noses Sterile Saline do. do.
Nasal Mist
-No Alcohol

do.
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Trade Name and Form

Little Noses Saline
Spray/Drops
-No Alcohol

Delmed Ringer Lactate
Injectable I.V. Solution-
Sterile, Nonpyrogenic

Delmed Dextrose 1.V.
Solution 10%
-Sterile, Nonpyrogenic

Delmed Dextrose I.V.
Solution 50% - Sterile,
Nonpyrogenic

Champix Film-Coated
tablets 0.5 mg and 1 mg

Cari Med Antiseptic
Mouthwash
-Fresh Mint

C-Armilon Film-Coated
Tablets 1 mg

Sandoz Tramadol
Hydrochloride
Solution for Injection
100 mg/2 ml

Sandoz Bisoprolol/Hydro-
chlorothiazide
Film-Coated Tablets

5 mg/12.5 mg

Manufacturer

Distributed by:
Medtech Products
Inc.

A Prestige Brands
Company

USA

(Product of USA)

Laboratorios
Biogalenic
S.A. de C.V.

do.

do.

Pfizer
Manufacturing
Deutschland
GmbH

Distributed by:
Cariba
International
Corp. USA
(Product of USA)

Celon Laboratories
Ltd.

JENAHEXAL
Pharma GmbH

Manufactured by:
Salutas Pharma
GmbH for
Sandos GmbH
Austria

Country of Origin Condition of Sale

USA

El Salvador

do.

do.

Germany

USA

India

Germany

do.

Freely

Third Schedule

do.

do.

do.

Freely

Third Schedule

do.

do.
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
Sandoz Venlafaxine Manufactured by: India Third Schedule
Prolonged Release Sandoz Private
Capsules 75 mg Limited for
Sandoz GmbH
Austria
Sandoz Venlafaxine do. do. do.
Prolonged Release
Capsules 150 mg
Sandoz Anastrozole Film- Manufactured by: Germany do.
Coated Tablets 1 mg Salutas Pharma
GmbH for Sandoz
GmbH Austria
Sandoz Letrozole Film- Manufactured by: Switzerland do.
Coated Tablets 2.5 mg Novartis Pharma
Stein AG for
Sandoz GmbH
Austria
Sandoz Lisdene Manufactured by: Brazil do.
Tablets 5 mg Sandoz do Brasil
Industria
Farmaceutica
Ltda for Sandoz
GmbH Austria
Sandoz Lisdene do. do. do.
Tablets 10 mg
Sandoz Lisdene do. do. do.
Tablets 20 mg
Sandoz Gabapentin Manufactured by: India do.
Capsules 300 mg Sandoz Private
Limited for
Sandoz GmbH
Austria
Sandoz Gabapentin do. do. do.
Capsules 400 mg
Cellerate Rx Gel Distributed by: USA Freely
Wound Care
Innovations, LLC
USA
(Product of USA)
Trivedon MR Film-Coated Cipla Ltd. India Third Schedule
Tablets 35 mg
Gavindol Film-Coated Merck S.A. de C.V. Mexico do.

Tablets
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Trade Name and Form

Cebién Vitamin C Chewable
Tablets 500 mg-
Tropical Flavour

Cebién Zinc Vitamin C 1 g +
Zinc 10 mg Effervescent
Tablets-Orange Flavour

Uvex 500 Film-Coated
Tablets 500 mg

Pregnon Film-Coated
Tablets BP 0.75 mg

Brilinta Film-Coated
Tablets 90 mg

Auroflam-P Film-Coated
Tablets

Auroflam-MX Film-Coated
Tablets

Jamieson’s Omega-3
Complete Capsules

Jamieson’s Kids D Chewable
Tablets 400 IU/10 mcg-
Strawberry

Oplat Injection USP 150 mg

Oplat Injection USP 450 mg

Dubirox Injection USP
10 mg

Manufacturer

Merck S.A.

Manufactured by: do.
Merck S.A. for
Merck S.A.
Guatemala

Manufactured by: India
Meyer Healthcare
Pvt. Ltd. for
Meyer Organics
Pvt. Ltd., India

Famy Care Ltd. do.

Manufactured by: Brazil
AstraZeneca AB,
Sweden
Packed by:
AstraZeneca do
Brasil Ltda., for
AstraZeneca AB,
Sweden

Manufactured by: India
Aurochem
Laboratories (I)
Pvt. Ltd.
Marketed by:
Trinpharm Co.
Ltd., Trinidad and

Tobago
do. do.
Jamieson Canada
Laboratories
do. do.
Manufactured by: Argentina
Laboratories IMA
S.A.I.C. Argentina
Packaged by:
Glenmark
Generics S.A.
do. do.
do. do.

Colombia

Country of Origin Condition of Sale

Freely

do.

Third Schedule

do.

do.

do.

do.

Freely

do.

Third Schedule

do.

do.
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Trade Name and Form

Dubirox Injection USP
50 mg

Erohist B Syrup

Dexam Injection BP 4 mg/mL

Trinclide-30 MR Modified-
Release Tablets 30 mg

Pio-G 15 Tablets 15 mg
Pio-G 30 Tablets 30 mg

Olex-5 Film-Coated Tablets

Schiff Probiotic Acidophilus
Tablets

Schiff CoQ-10 Softgels
100 mg

Sandoz Rosuvastatin Film-
Coated Tablets 10 mg

Sandoz Rosuvastatin Film-
Coated Tablets 20 mg

Sandoz Rosuvastatin Film-
Coated Tablets 40 mg

Micardis Plus Tablets
80 mg/25 mg

Manufacturer

Manufactured by:
Laboratories IMA
S.A.IC., Argentina
Packaged by:
Glenmark
Generics S.A.

Manufactured by:
U Square
Lifescience Pvt. Ltd.
Manufactured for:
Trinpharm Co. Litd.
Trinidad and
Tobago

do.

Manufactured by:
Aurochem
Laboratories (I)
Pvt. Ltd.
Marketed by:
Trinpharm Co.
Limited, Trinidad
and Tobago

do.
do.

Ipca Laboratories
Ltd.

Schiff Nutrition
Group, Inc.

do.

Manufactured by:
Lek
Pharmaceuticals
for Sandoz GmbH
Austria

do.

do.

Boehringer
Ingelheim Pharma
GmbH & Co. KG

Country of Origin Condition of Sale

Argentina Third Schedule
India Freely
do. Third Schedule
do. do.
do. do.
do. do.
do. do.
USA Freely
do. do.
Slovenia Third Schedule
do. do.
do. do.
Germany do.
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Trade Name and Form

Clinoleic 20% Emulsion for
Intravenous Infusion-
Sterile, Nonpyrogenic

Resolor Film-Coated
Tablets 1 mg

Resolor Film-Coated
Tablets 2 mg

Prograf XL Extended-
Release Capsules 1 mg

Prograf XL Extended-
Release Capsules 5 mg

Panadol Joints Prolonged
Release Tablets 665 mg

Plavix Film-Coated
Tablets 75 mg
(Additional Indication)

Plavix Film-Coated
Tablets 300 mg
(Additional Indication)

Clopidogrel Winthrop Film-

Coated Tablets 75 mg
(Additional Indication)

Herceptin Injection 440 mg

(Additional Indication)

Tykerb Film-Coated
Tablets 250 mg
(Additional Indication)

Kandicide Ear Drops

Manufacturer

Manufactured by:
Baxter S.A.
Distributed by:
Baxter Healthcare
Pty. Ltd.

United Kingdom

Janssen-Cilag S.p.A.
Via C. Janssen

do.

Astellas Ireland Co.,
Ltd.

do.

Manufactured by:
GlaxoSmithKline
Dungarvan Ltd.
Ireland
Packed by:
GlaxoSmithKline
Panamé S.A

Sanofi Winthrop
Industrie

do.

Made for:
F. Hoffmann-
La Roche Ltd.,
Switzerland by
Genentech Inc.

Made by:
Glaxo Operations
UK Ltd.
Trading as:
Glaxo Wellcome
Operations

Manufactured by:
Aurochem
Laboratories (I)
Pvt. Ltd.
Marketed for:
Trinpharm Co.
Ltd., Trinidad and
Tobago

Country of Origin Condition of Sale

Belgium Third Schedule
Italy do.
do. do.
Ireland do.
do. do.
Panama Freely
France Third Schedule
do. do.
do. do.
USA do.
United Kingdom do.
India Freely
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Trade Name and Form

Glucophage 750 XR
Extended-Release
Tablets 750 mg

Glucophage 1000 XR
Extended-Release
Tablets 1000 mg

Pergoveris Powder and
Solvent for Solution for
Injection 150 IU/75 IU

Actemra Concentrate for
Solution for Infusion
20 mg/ml (80 mg/4 ml)
(New Indication)

Actemra Concentrate for
Solution for Infusion
20 mg/ml (200 mg/10 ml)
(New Indication)

Actemra Concentrate for
Solution for Infusion
20 mg/ml (400 mg/20 ml)
(New Indication)

Tamiflu Capsules 30 mg
(Additional Source and

Change of Artwork Design)

Tamiflu Capsules 45 mg
(Additional Source and

Change of Artwork Design)

Tamiflu Capsules 75 mg
(Additional Source and

Change of Artwork Design)

Copegus Film-Coated
Tablets 200 mg
(New Indication and

Change of Artwork Design)

Manufacturer

Manufactured by:
Merck KGaA
Germany for
Merck, S.A.,
Guatemala
Packaged by:
Farmaquila, S.A.

do.

Manufactured by:
Merck Serono S.A.
Switzerland
Packed by:

Merck Serono
S.p.A.

Made for:
F. Hoffmann-
La Roche Ltd.,
Switzerland by
Chugai Pharma
Manufacturing
Co., Ltd.

do.

do.

Made for:
F. Hoffmann-
La Roche Ltd.,
Switzerland by
Roche S.p.A.
Licenser:
Gilead Sciences
USA

do.

do.

Made for:
F. Hoffmann-
La Roche Ltd.,
Switzerland by
Patheon Inc.

Country of Origin Condition of Sale

Guatemala

do.

Italy

Japan

do.

do.

Italy

do.

do.

Canada

Third Schedule

do.

do.

do.

do.

do.

do.

do.

do.

do.
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Trade Name and Form

Invirase Film-Coated
Tablets 500 mg
(Change of Artwork
Design)

Kytril Injectable
Solution i.v. 3 mg/3 ml
(Change of Artwork
Design)

Mircera Solution for
Injection
50 micrograms/0.3 ml-
Pre-Filled Syringe
(Change of Artwork
Design)

Mircera Solution for
Injection
75 micrograms/0.3 ml-
Pre-Filled Syringe
(Change of Artwork
Design)

Mircera Solution for
Injection
100 micrograms/0.3 ml-
Pre-Filled Syringe
(Change of Artwork
Design)

Mircera Solution for
Injection
200 micrograms/0.3 ml-
Pre-Filled Syringe
(Change of Artwork
Design)

Tavanic Film-Coated
Tablets 500 mg
(Change of Name of
Manufacturer and Change
of Packaging)

Alimta Powder for
Concentrate for Solution
for Infusion 500 mg
(Change of Artwork
Design and Change of
Primary Packaging)

Xarelto Film-Coated
Tablets 10 mg
(Change of Name of
Manufacturer)

Manufacturer

Made for: Spain
F. Hoffmann-
La Roche Ltd.,
Switzerland by
Roche Farma S.A.

Made for:
F. Hoffmann-
La Roche Ltd.
Switzerland by
CENEXI SAS

Made for:
F. Hoffmann-
La Roche Ltd.
Switzerland by
Roche Diagnostics
GmbH

do. do.

France

Germany

do. do.

do. do.

Manufactured by: Guatemala
Sanofi Winthrop

Industrie, France

Packed by:

Lancasco, S.A. for
sanofi-aventis de

Guatemala, S.A.,

Guatemala

Lilly France S.A.S.  France

Bayer Schering Germany

Pharma AG

Country of Origin Condition of Sale

Third Schedule

do.

do.

do.

do.

do.

do.

do.

do.
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Trade Name and Form

Nimotop Solution for
Infusion
(Change of Name of
Manufacturer)

Levitra Film-Coated
Tablets 10 mg
(Change of Name of

Manufacturer and Change

of Artwork Design)

Levitra Film-Coated
Tablets 20 mg
(Change of Name of

Manufacturer and Change

of Artwork Design)

Avelox Film-Coated
Tablets 400 mg
(Change of Name of
Manufacturer)

Avelox I.V. Solution for
Intravenous Infusion
(Change of Name of
Manufacturer)

Adalat OROS Extended-
Release Tablets 60 mg
(Change of Name of
Manufacturer)

Humatrope Injection 5 mg
(Change of Packaging)

Eurax Lotion 10%
(Change of Artwork
Design)

Recormon Multidose
Lyophilized Powder and
Solvent for Solution for
Injection 50000 IU
(Change of Artwork
Design)

Lofral-5 Tablets
(Change of Name of
Product and Change of
Name of Manufacturer)

Manufacturer

Manufactured by: El Salvador
Bayer Schering
Pharma AG
Germany
Packaged by:
Bayer, S.A.

Bayer Schering Germany

Pharma AG

do. do.

Manufactured by: El Salvador
Bayer Schering

Pharma AG

Germany

Packaged by:

Bayer, S.A.

do. do.

do. do.

Eli Lilly and USA

Company
Novartis Consumer Switzerland
Health S.A.

Made for:
F. Hoffmann-
La Roche Ltd.,
Switzerland by
Roche Diagnostics
GmbH

Germany

Manufactured by: Portugal
Atlantic Pharma

for Mepha Lda.,

Portugal

Under

Supervision of:

Mepha Ltd.,

Switzerland

Country of Origin Condition of Sale

Third Schedule

do.

do.

do.

do.

do.

do.

do.

do.

do.



150

Approval in Respect of New Drugs

Trade Name and Form

Lofral-10 Tablets
(Change of Name of
Product and Change of
Name of Manufacturer)

Listerine Total Care Plus
Whitening Anticavity
Mouthwash-Fresh Mint

Invega Sustenna Prolonged
Release Suspension for
Intramuscular
Injection 50 mg

Invega Sustenna Prolonged
Release Suspension for
Intramuscular
Injection 75 mg

Invega Sustenna Prolonged
Release Suspension for
Intramuscular
Injection 100 mg

Invega Sustenna Prolonged
Release Suspension for
Intramuscular
Injection 150 mg

Cinno Vex Lyophilized
Powder and Solvent for
Solution for
Intramuscular
Injection 30 pg (6 MIU)-
Vial

Nexavar Film-Coated
Tablets 200 mg
(Change of Name of
Manufacturer)

Cymbalta Hard Gastro-
Resistant Capsules 30 mg
(Change of Packaging)

Cymbalta Hard Gastro-
Resistant Capsules 60 mg
(Change of Packaging)

Manufacturer

Manufactured by:
Atlantic Pharma
for Mepha Lda.,
Portugal
Under
Supervision of:
Mepha Ltd.,
Switzerland

Distributed by:
Johnson &
Johnson
Healthcare
Products
Division of
McNeil-PPC, Inc.
USA (Product of
USA)

Janssen
Pharmaceutica
N.V.

do.

do.

do.

CinnaGen Co.

Bayer Schering
Pharma AG

Lilly S.A

do.

Country of Origin Condition of Sale

Portugal Third Schedule
USA Freely
Belgium Third Schedule
do. do.
do. do.
do. do.
Iran do.
Germany do.
Spain do.
do. do.
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Trade Name and Form

Microgynon 30 Coated
Tablets
(Change of Name of
Manufacturer)

Diane-35 Coated Tablets
(Change of Name of
Manufacturer)

Logynon Coated Tablets
(Change of Name of
Manufacturer)

Metronidazole MK
Tablets 500 mg
(Change of Packaging)

Cool Mint Listerine
Antiseptic Mouthwash
(Change of Importer/Local
Agent and Change of
Distributor)

FreshBurst Listerine
Antiseptic Mouthwash
(Change of Importer/Local
Agent and Change of
Distributor)

Advanced Listerine with
Tartar Protection
Antiseptic Mouthwash-
Artic Mint®
(Change of Importer/Local
Agent and Change of
Distributor)

Manufacturer

Manufactured by: Germany
Schering GmbH &
Co., Produktions
KG, Germany
Packaged by:
Bayer Schering
Pharma AG
Under Licence of:
Bayer Schering
Pharma AG
Germany

do. do.

do. do.

Laboratorio El Salvador
Corporacién
Bonima,

S.A. DE C.V.

Distributed by: USA
Johnson &
Johnson
Healthcare
Products, Division
of McNeil-PPC,
Inc. USA
(Product of USA)

do. do.

do. do.

Country of Origin Condition of Sale

Third Schedule

do.

do.

do.

Freely

do.

do.
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Trade Name and Form

Advanced Listerine with
Tartar Protection
Antiseptic Mouthwash-
Citrus
(Change of Importer/Local
Agent and Change of
Distributor)

Listerine Total Care
Anticavity Mouthwash-
Fresh Mint
(Change of Importer/Local
Agent and Change of
Distributor)

Becloforte Pressurised
Solution for Inhalation
250 mcg/dose (CFC Free)
(Change of Name of
Manufacturer, Change of
Name of Product and
Change of Artwork
Design)

Betnovate Scalp Lotion 0.1%

(Change of Name of
Manufacturer, Change of
Name of Product and
Change of Artwork
Design)

Kivexa Film-Coated Tablets

600 mg/300 mg-Blister
Pack

(Change of Source and
Change of Artwork
Design)

Seretide Evohaler
Suspension for Inhalation

25/50 mcg/dose (CFC Free)

(Additional Source and
Change of Artwork
Design)

Manufacturer

Distributed by: USA
Johnson and
Johnson
Healthcare
Products, Division
of McNeil-PPC,

Inc. USA
(Product of USA)
do. do.
Manufactured by: France

Glaxo Wellcome
Production for
Laboratoire
GlaxoSmithKline
France

Aspen Bad Oldesloe  Germany
GmbH

Made by: Spain
Glaxo Operations
UK Limited
Trading as:
Glaxo Wellcome
Operations
United Kingdom
Packed by:
Glaxo Wellcome
S.A.

Made by: do.
Glaxo Wellcome
S.A. for
GlaxoSmithKline
AG Switzerland

Country of Origin Condition of Sale

Freely

do.

Third Schedule

do.

do.

do.
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
Seretide Evohaler Made by: Spain Third Schedule
Suspension for Inhalation Glaxo Wellcome
25/125 mcg/dose (CFC S.A. for
Free) (Additional Source GlaxoSmithKline
and Change of Artwork AG Switzerland
Design)
Seretide Evohaler do. do. do.
Suspension for Inhalation
25/250 meg/dose (CFC
Free) (Additional Source
and Change of Artwork
Design)
Retrovir ® Capsules 100 mg Made by: Romania do.
(Additional Source and S.C. Europharm
Change of Artwork S.A. for ViiV
Design) Healthcare UK
Limited
United Kingdom
Panadol Ultra Caplets GlaxoSmithKline Panama Freely
(Change of Artwork Panama, S.A.
Design)
Enerexin Forte Drinkable Dreampak, L.L.C. USA do.
Plastic Ampoules

(Change of Name of
Product, Change of
Packaging and Change of

Artwork Design)
Valium Tablets 5 mg Made for: Spain Controlled Drug
(Change of Artwork F. Hoffmann-
Design) La Roche Ltd.,
Switzerland by
Roche Farma SA
Neulastim Solution for F. Hoffmann- Switzerland Third Schedule
Injection 6 mg/0.6 ml-Pre- La Roche Ltd
Filled Syringe
(Change of Artwork
Design)
Neupogen Solution for do. do. do.
Injection 30 MU-Pre-Filled
Syringe
(Change of Artwork
Design)
Mab Thera Concentrate for do. do. do.

Solution for Infusion
100 mg/10 ml

(New Indication and
Change of Artwork
Design)
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Trade Name and Form

Mab Thera Concentrate for

Solution for Infusion
500 mg/50 ml

(New Indication and
Change of Artwork
Design)

Galvus Tablets 50 mg

Galvus Met Film-Coated
Tablets 50 mg/500 mg

Galvus Met Film-Coated
Tablets 50 mg/850 mg

Galvus Met Film-Coated
Tablets 50 mg/1000 mg

Glychek 80 Tablets BP

Dolo-Neurobién Injection-
Dual-Chamber Prefilled
Syringe

Alzole-400 Chewable
Tablets USP 400 mg

Alzole Suspension

Ketomed Cream USP 2%

GNC Glucosamine/
Chondroitin Tablets

Manufacturer

F. Hoffmann-

La Roche Ltd

Manufactured by:

Novartis Pharma
Stein AG for
Novartis Pharma
AG Switzerland

do.

do.

do.

Indoco Remedies

Ltd.

Manufactured by:

Merck, S.A. de
C.V., Mexico for
Merck, S.A.
Guatemala
Packaged by:
Farmaquila, S.A.

Vance & Health

Pharmaceuticals
Pvt. Ltd.

do.

do.

Distributed by:
General Nutrition

Corporation USA
(Product of USA)

Country of Origin Condition of Sale

Switzerland

do.

do.

do.

do.

India

Guatemala

India

do.

do.

USA

Third Schedule

Third Schedule
(For use by
Specialist
Physicians
including
General
Practitioners
with Diabetes
Speciality)

do.

do.

do.

Third Schedule

do.

Freely

do.

Third Schedule

Freely
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
GNC Pro Performance L- Distributed by: USA Freely
Arginine L-Ornithine General Nutrition
Tablets 1500 mg/1000 mg Corporation USA
(Product of USA)
Odizole Suspension Manufactured by: India do.
200 mg/5 ml Aurochem
Laboratories (I)
Pvt. Ltd.
Marketed by:

Trinpharm Co.
Ltd., Trinidad and

Tobago
Odizole Chewable Tablets do. do. do.
400 mg
Kandicide Cream USP do. do. Third Schedule
1 % wiw
Lergi Film-Coated Tablets do. do. do.
10 mg
Delmed Mixed Solution Laboratorios El Salvador do.

Chloride 0.225 % 1.V. BG Biogalenic
Injectable Solution-Sterile, S.A. de C.V.
Nonpyrogenic

Covonia Dry & Tickly Cough Thornton & Ross United Kingdom Freely
Linctus Oral Solution- Ltd.
Non Drowsy

Covonia Cold & Flu do. do. do.
Formula Oral Solution

Hedrin 4% Lotion do. do. do.
Clonotril 2 Tablets Remedica Ltd. Cyprus Controlled Drug

Kandicide-B Cream Manufactured by: India Third Schedule
Aurochem
Laboratories (I)
Pvt. Ltd.
Marketed by:
Trinpharm Co.
Ltd., Trinidad and
Tobago

Bupivacan Injection BP Claris Lifesciences do. do.
0.5 % Limited
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Simvatab Film-Coated The Madras India Third Schedule
Tablets USP 40 mg Pharmaceuticals
Amiodarone Hydrochloride =~ Gland Pharma do. do.
Injection 50 mg/mL-Pre- Limited
Filled Syringe
Lamictal XR Extended GlaxoSmithKline USA do.
Release Tablets 25 mg LLC,
Lamictal XR Extended do. do. do.
Release Tablets 50 mg
Lamictal XR Extended do. do. do.
Release Tablets 100 mg
Lamictal XR Extended do. do. do.
Release Tablets 200 mg
Lamictal XR Extended do. do. do.
Release Tablets 300 mg
Flomax CR Controlled- Manufactured by: The Netherlands do.
Release Tablets 0.4 mg Astellas Pharma
(Change of Source and Europe B.V.
Change of Release Time) Distributed by:
Boehringer
Ingelheim
(Canada) Ltd.
Canada
Solvin Plus Liquid Ipca Laboratories India Freely
(Change of Importer/Local Litd.
Agent)
Glycinorm-80 Tablets BP do. do. Third Schedule
(Change of Importer/Local
Agent)
Nimulid Tablets (Change of Panacea Biotec Ltd. do. do.
Importer/Local Agent)
Nimulid-MD Flavoured do. do. do.
Dispersible Tablets
(Change of Importer/Local
Agent)
Nimulid Nugel Gel do. do. Freely
(Change of Importer/Local
Agent)
Nimulid Transgel Gel do. do. do.
1.0 % wiw

(Change of Importer/Local
Agent)
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Trade Name and Form Manufacturer

Glizid-80 Tablets IP
(Change of Importer/Local
Agent)

Panacea Biotec Ltd.

Glizid-M Tablets do.
(Change of Importer/Local
Agent)

Manufactured by:
H. Lundbeck A/S
for Lundbeck
Mexico,

S.A. de C.V.
Mexico

Lexapro Film-Coated
Tablets 10 mg
(Change of Name of
Marketing Authroization
Holder)

Vaxigrip, Suspension for Sanofi Pasteur SA
Injection in Prefilled

Syringe, Inactivated

Influenza Vaccine (Split

Virion) (Change of Name

of Manufacturer, Change

of Formulation, Change of

Packaging and Change of

Manufacturing Process)

Vaxigrip Pediatric Use, do.
Suspension for Injection in
Prefilled Syringe,
Inactivated Influenza
Vaccine (Split Virion)
(Change of Name of
Manufacturer, Change of
Formulation, Change of
Packaging and Change of
Manufacturing Process)

TRIMOVAX MERIEUX do.
Powder and Solvent for
Solution for Injection-
Attenuated Live Virus
Vaccine against Measles,
Mumps and Rubella
(Change of Name of
Manufacturer)

AVAXIM 160 U, do.
Suspension for Injection in
a Prefilled Syringe-
Inactivated Adsorbed
Hepatitis A Vaccine
(Change of Name of
Product and Change of
Name of Manufacturer)

Country of Origin Condition of Sale

India Third Schedule
do. do.
Denmark do.
France do.
do. do.
do. do.
do. do.
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
Meningococcal Sanofi Pasteur SA France Third Schedule
Polysaccharide A+C

Vaccine-Powder and
Solvent for Suspension for
Injection in Prefilled
Syringe (Change of Name
of Manufacturer)

Simva-Denk 40 Film-Coated DENK PHARMA Germany do.
Tablets 40 mg GmbH & Co. KG
(Change of Artwork
Design)

Vit-B-Denk Film-Coated do. do. Freely
Tablets
(Change of Artwork
Design)

Metformin Denk 500 Film- do. do. Third Schedule
Coated Tablets
(Change of Artwork
Design and Change of
Indication)

Metformin Denk 850 Film- do. do. do.
Coated Tablets
(Change of Artwork
Design and Change of
Indication)

Para-Denk 125 Suppos do. do. Freely
Suppositories
(Change of Artwork
Design and Change of
Dosing Regimen)

Para-Denk 250 Suppos do. do. do.
Suppositories
(Change of Artwork
Design and Change of
Dosing Regimen)

Clotri-Denk 1 % Cream do. do. Third Schedule
(Change of Artwork
Design)

Diclo-Denk 50 Enteric do. do. do.
Coated Tablets 50 mg
(Change of Artwork
Design)

Diclo-Denk 100 Retard do. do. do.
Delayed-Release
Tablets 100 mg
(Change of Artwork
Design)



Approval in Respect of New Drugs

159

Manufacturer

DENK PHARMA
GmbH & Co. KG

Trade Name and Form

Captopril Denk 25 Tablets
(Change of Name of
Manufacturer and Change
of Artwork Design)

Nifedi-Denk 10 Retard do.
Extended-Release
Tablets 10 mg
(Change of Artwork
Design)

Captopril + HCT Denk do.
50/25 Tablets
(Change of Artwork)

Zentel Tablets 200 mg GlaxoSmithKline
(Change of Artwork Mexico S.A. de
Design) C.V.

Trizivir Film-Coated Tablets Manufactured by:
300 mg/150 mg/300 mg Glaxo Operations

(Additional Source) UK Limited
Trading as:
Glaxo Wellcome
Operations
United Kingdom
Packed by:
GlaxoSmithKline
Pharmaceuticals
SA

Combivir Film-Coated do.

Tablets 150 MG-300 MG

(Additional Source)

Extra Strength Panadol GlaxoSmithKline
Tablets 500 mg Panams3, S.A.
(Change of Artwork
Design and Change of
Logo on Tablets)

Baby Panadol Solution GlaxoSmithKline
Drops (2 months to Costa Rica S.A.
2 years)-Rasberry Flavour
(Change of Artwork
Design, Change of Dosing
Regimen and Change of
Name of Product)

Children Panadol Syrup do.

(2 to 12 years)

-Rasberry Flavour
(Change of Artwork
Design, Change of Dosing
Regimen and Change of
Name of Product)

Country of Origin Condition of Sale

Germany

do.

do.

Mexico

Poland

do.

Panama

Costa Rica

do.

Third Schedule

do.

do.

Freely

Third Schedule

do.

Freely

do.

do.
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Trade Name and Form Manufacturer Country of Origin Condition of Sale
Eprex 40000 Injection Cilag AG Switzerland Third Schedule
Solution 40000 IU/1.0 ml-
Prefilled Syringe

(Change of Source)

Zideuno-30 Modified Wockhardt Limited India do.
Release Tablets 30 mg

Dated this 11th day of January, 2013.
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