
 

  

 
List of Drugs Registered in Accordance with the provisions of the Food and Drugs Act and Regulations 

Chapter 30:01 

 

Year 2013 

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

78100113T ProVisc® Ophthalmic 

Viscosurgical Device (Change in 

Product Name, Change in 

Configuration and Content and 

Change in Packaging) 

Distributed by: Alcon 

Laboratories Inc. USA Made 

by: s.a. Alcon-Couvreur n.v. 

Belgium Third Schedule 

78110113T DuoVisc Viscoelastic System 

(Change in Product Name, 

Change in Configuration and 

Content and Change in 

Packaging) 

Distributed by: Alcon 

Laboratories Inc. USA Made 

by: s.a. Alcon-Couvreur n.v. 

Belgium Third Schedule 

78120113T Eutirox® 25 Tablets 25mcg 

(Change of Artwork Design) 

Merck, S.A. de C.V. Mexico Third Schedule 

78130113T Eutirox® 50 Tablets 50mcg 

(Change of Artwork Design) 

Merck, S.A. de C.V. Mexico Third Schedule 

78140113T Eutirox® 75 Tablets 75mcg 

(Change of Artwork Design) 

Merck, S.A. de C.V. Mexico Third Schedule 

78150113T Eutirox® 100 Tablets 100mcg 

(Change of Artwork Design) 

Merck, S.A. de C.V. Mexico Third Schedule 

78160113T Eutirox® 125 Tablets 125mcg 

(Change of Artwork Design) 

Merck, S.A. de C.V. Mexico Third Schedule 

78170113T Eutirox® 150 Tablets 150mcg 

(Change of Artwork Design) 

Merck, S.A. de C.V. Mexico Third Schedule 

78180113T Eutirox® 175 Tablets 175mcg 

(Change of Artwork Design) 

Merck, S.A. de C.V. Mexico Third Schedule 

78190113T Eutirox® 200 Tablets 200mcg 

(Change of Artwork Design) 

Merck, S.A. de C.V. Mexico Third Schedule 

78200113T Concor® Film-Coated Tablets 

2.5mg (Change of Artwork 

Design and Change of 

Packaging) 

Manufactured by: Merck 

KGaA Germany Packaged by: 

Merck, S.A. de C.V. 

Mexico Third Schedule 



  

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

78210113T Concor® Film-Coated Tablets 

5mg (Change of Artwork 

Design and Change of 

Packaging) 

Manufactured by: Merck 

KGaA Germany Packaged by: 

Merck, S.A. de C.V. 

Mexico Third Schedule 

78220113T Concor® Film-Coated Tablets 

10mg (Change of Artwork 

Design and Change of 

Packaging) 

Manufactured by: Merck 

KGaA Germany Packaged by: 

Merck, S.A. de C.V. 

Mexico Third Schedule 

78230113T MESiGYNA Solution for IM 

Injection 50mg and 5mg/1ml 

(Change of Name of 

Manufacturer and Change of 

Artwork Design) 

Made by: Bayer de Mexico, 

S.A. de C.V. 

Mexico Third Schedule 

78240113T Travogen 1% dermatological 

cream (Change of Name of 

Manufacturer and Change of 

Artwork Design) 

 

Manufactured by: Intendis 

Manufacturing S.p.A. 

Italy Third Schedule 

78250113T Advantan 0.1% Ointment 

(Change of Name of 

Manufacturer and Change of 

Artwork Design) 

Manufactured by: Intendis 

Manufacturing S.p.A. 

Italy Third Schedule 

78260113T Advantan 0.1% Cream (Change 

of Name of Manufacturer and 

Change of Artwork Design) 

Manufactured by: Intendis 

Manufacturing S.p.A. 

Italy Third Schedule 

78270113T Gyno-Travogen Cream 1% 

(Change of Name of 

Manufacturer and Change of 

Artwork Design) 

Manufactured by: Intendis 

Manufacturing S.p.A. 

Italy Third Schedule 

78280113T Advantan® 0.1% Milk 

(Additional Manufacturing Site) 

Manufactured by: Intendis 

Manufacturing S.p.A. for: 

Bayer Pharma, AG Germany 

Italy Third Schedule 

78290113T Humulin® R, REGULAR 

insulin human injection, USP 

Solution for Injection (Change 

of Artwork Design) 

Eli Lilly and Company USA Third Schedule 

78300113T Enbrel® 25mg Powder and 

Solvent for Solution for 

Injection (Change of Name of 

Manufacturer and Change of 

Artwork Design) 

Manufactured by: Boehringer 

Ingelheim Pharma, KG 

Germany Packaged by: Wyeth 

Pharmaceuticals 

United 

Kingdom 

Third Schedule 

78310113T Enbrel® 50mg Solution for 

Injection in Pre-filled Syringe 

(Change of Name of 

Manufacturer and Change of 

Artwork Design) 

Manufactured by: Pfizer 

Ireland Pharmaceuticals 

Ireland Packaged by: Wyeth 

Pharmaceuticals 

United 

Kingdom 

Third Schedule 



  

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

78320113T Avastin Concentrate for 

Solution for Infusion 

100mg/4ml (New Indication) 

Manufactured by: Roche 

Diagnostics GmbH Made for: 

F. Hoffmann-La Roche Ltd 

Switzerland 

Germany Third Schedule 

78330113T Avastin Concentrate for 

Solution for Infusion 

400mg/16ml (New Indication) 

Manufactured by: Roche 

Diagnostics GmbH Made for: 

F. Hoffmann-La Roche Ltd 

Switzerland 

Germany Third Schedule 

78340113T Adalat® OROS Tablets 30mg 

(Change of Packaging Site and 

Change of Name of 

Manufacturer) 

Manufactured by: Bayer 

Pharma AG 

Germany Third Schedule 

78350113T Avelox Film-Coated Tablets 

400mg (Change of Packaging 

Site and Change of Name of 

Manufacturer) 

Manufactured by: Bayer 

Pharma AG 

Germany Third Schedule 

78360113T Cialis Film-Coated Tablets 10mg 

(Change of Artwork Design) 

 

Lilly, S.A. Spain Third Schedule 

78370113T Cialis Film-Coated Tablets 20mg 

(Change of Artwork Design) 

Lilly, S.A. Spain Third Schedule 

78380113T Gemzar 200mg/vial Lyophilized 

Powder for Solution for 

Injection (Change of Packaging 

and Change of Artwork Design) 

Eli Lilly and Company USA Third Schedule 

78390113T Gemzar 1g/vial Lyophilized 

Powder for Solution  for 

Injection (Change of Packaging 

and Change of Artwork Design) 

Eli Lilly and Company USA Third Schedule 

78400113T Vaseretic Tablets 10/25mg 

(Change of Manufacturing Site 

and Change of Packaging Site) 

Merck Sharp & Dohme 

Farmacêutica Ltda. 

Brazil Third Schedule 

78410113T Velcade Powder for Solution for 

Injection 3.5mg (Additional 

Manufacturing Site) 

BSP Pharmaceuticals S.r.l. 

(BSP) Italy Packaged by: 

Janssen Pharmaceutica N.V. 

Belgium Third Schedule 

78420113T COVERSYL Scored Film-

Coated Tablets 5mg (Change in 

Packaging Material and Change 

of Artwork Design) 

Les Laboratoires Servier 

Industrie 

France Third Schedule 

78430113T COVERSYL Film-Coated 

Tablets 10mg (Change in 

Packaging Material) 

Les Laboratoires Servier 

Industrie 

France Third Schedule 

78440113T Cozaar® Tablets 50mg (Change 

of Manufacturing Site and 

Change of Packaging Site) 

Merck Sharp & Dohme 

Farmacêutica Ltda. 

Brazil Third Schedule 



  

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

78450113T Vasotec® Tablets 5mg (Change 

of Manufacturing Site and 

Change of Packaging Site) 

Merck Sharp & Dohme 

Farmacêutica Ltda. 

Brazil Third Schedule 

78460113T Vasotec® Tablets 10mg (Change 

of Manufacturing Site and 

Change of Packaging Site) 

Merck Sharp & Dohme 

Farmacêutica Ltda. 

Brazil Third Schedule 

78470113T Vasotec® Tablets 20mg (Change 

of Manufacturing Site and 

Change of Packaging Site) 

Merck Sharp & Dohme 

Farmacêutica Ltda. 

Brazil Third Schedule 

78480113T Cancidas Powder for 

Concentrate for Solution for 

Infusion Single Dose Vial 50mg 

(Change of Manufacturing Site 

and Change of Packaging Site) 

Manufactured by: 

Laboratories Merck Sharp & 

Dohme Chibret For: Merck 

Sharp & Dohme Corp. USA 

France Third Schedule 

78490113T Cancidas Powder for 

Concentrate for Solution for 

Infusion Single Dose Vial 70mg 

(Change of Manufacturing Site 

and Change of Packaging Site) 

 

 

Manufactured by: 

Laboratories Merck Sharp & 

Dohme Chibret For: Merck 

Sharp & Dohme Corp. USA 

France Third Schedule 

78500113T Fosamax® Tablets 70mg 

(Change of Name of 

Manufacturing Site and Change 

of Packaging Site) 

Manufactured by: Merck 

Sharp & Dohme (Italia) S.p.A. 

Italy Packaged by: Merck 

Sharp & Dohme 

Farmacêutica Ltda 

Brazil Third Schedule 

78510113T Procoralan Film-Coated Tablets 

5mg (Extension of Indication) 

Manufactured by: Les 

Laboratoires Servier Industrie 

France Third Schedule 

78520113T Procoralan Film-Coated Tablets 

7.5mg (Extension of Indication) 

Manufactured by: Les 

Laboratoires Servier Industrie 

France Third Schedule 

78530113T Daivobet® Gel (Additional 

Indication) 

LEO Pharmaceutical 

Products Limited A/S 

Denmark Third Schedule 

78540113T Adalat® OROS Tablets 60mg 

(Change of Name of 

Manufacturing Site and Change 

of Packaging Site) 

Manufactured by:Bayer 

Pharma AG 

Germany Third Schedule 

78550113T Gynera Sugar Film-Coated 

Tablets (Change of Artwork 

Design) 

Manufactured by: Schering do 

Brasil Quimica e Farmacêutica 

Ltda. 

Brazil Third Schedule 

78560113T Femiane® Sugar-Coated Tablets 

(Change of Artwork Design) 

Manufactured by: Schering do 

Brasil Quimica e Farmacêutica 

Ltda. 

Brazil Third Schedule 

78570113T Premarin Vaginal Cream 

(Change of Artwork Design, 

Change of Name of 

Pfizer Canada Inc. Canada Third Schedule 



  

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

Manufacturer and Licence 

Holder) 

78580113T Xenical Capsules 120mg 

(Change of Packaging Material) 

Made for: F. Hoffmann-La 

Roche Ltd Switzerland by: 

Roche S.p.A. 

Italy Third Schedule 

78590113T Aromasin® Coated Tablets 

25mg (Change of Name of 

Manufacturer and Change of 

Artwork Design) 

Pfizer Italia S.r.l. Italy Third Schedule 

78600113T Depo-Medrol Sterile Aqueous 

Suspension 40mg/ml (Change 

of Artwork Design and Change 

of Name of Manufacturer and 

Source) 

Pfizer Manufacturing Belgium 

NV 

Belgium Third Schedule 

78610113C Dormicum® Ampoules I.V., 

I.M. and Rectal Solution for 

Injection 15mg/3ml (Change of 

Artwork Design) 

Made for: F. Hoffmann-La 

Roche Ltd. Switzerland by: 

CENEXI SAS 

France Controlled Drug 

78620113C Dormicum® Ampoules I.V., 

I.M. and Rectal Solution for 

Injection 50mg/10ml (Change 

of Artwork Design) 

Made for: F. Hoffmann-La 

Roche Ltd. Switzerland by: 

CENEXI SAS 

France Controlled Drug 

78630113T Lanexat® Ampoules 0.5mg (I.V.) 

(Change of Artwork Design) 

Made for: F. Hoffmann-La 

Roche Ltd. Switzerland by: 

CENEXI SAS 

France Third Schedule 

78640113T Kytril Film-Coated Tablets 1mg 

(Additional Manufacturing Site) 

Made for: F. Hoffmann-La 

Roche Ltd. Switzerland by: 

Roche S.p.A. 

Italy Third Schedule 

78650113T Bactrim Suspension 200/40mg 

(Change of Artwork Design) 

Manufactured by: Produtos 

Roche Químicos e 

Farmacêuticos S.A. 

Brazil Third Schedule 

78660113T Imigran® Coated Tablets 50mg 

(Change of Name of 

Manufacturer) 

Manufactured by: 

GlaxoSmithKline 

Pharmaceuticals S.A. Poland 

Packaged by 

GlaxoSmithKline Mexico, 

S.A. de C.V. 

Mexico Third Schedule 

78670113T Imigran® Coated Tablets 100mg 

(Change of Name of 

Manufacturer) 

Manufactured by: 

GlaxoSmithKline 

Pharmaceuticals S.A. Poland 

Packaged by 

GlaxoSmithKline Mexico, 

S.A. de C.V. 

Mexico Third Schedule 

78680113T ASACOL 400mg Gastro 

Resistant Tablets (Additional 

Manufactured by: Haupt 

Pharma Wülfing GmbH For: 

Germany Third Schedule 



  

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

Manufacturer and Additional 

Source) 

Tillots Pharma AG 

Switzerland 

78690113T FluaRIX Suspension for 

Injection (Change of 

Formulation and Strain Update) 

GlaxoSmithKline Biologicals 

S.A. 

Germany Third Schedule 

78700113T Candid™ V6 Tablets 100mg 

(Additional Manufacturing Site) 

Glenmark Pharmaceuticals 

Ltd. 

India Third Schedule 

78710113T Diclo-Denk 75 Injection 

75mg/3ml (Updated Insert) 

Manufactured by: Haupt 

Pharma Wülfing GmbH For: 

DENK PHARMA GmbH & 

Co. KG Germany 

Germany Third Schedule 

78720113T Atenolol Denk 50 Film-Coated 

Tablets 50mg (Change in 

Packaging and Change of 

Artwork Design) 

Manufactured by: Artesan 

Pharma GmbH & Co. KG 

For: DENK PHARMA 

GmbH & Co. KG Germany 

Germany Third Schedule 

78730113T Cipro-Denk 500 Film-Coated 

Tablets 500mg (Change of 

Artwork Design and Change of 

Package Insert) 

Manufactured by: allphamed 

PHARBIL Arzneimittel 

GmbH For: DENK 

PHARMA GmbH & Co. KG 

Germany 

Germany Third Schedule 

78740113 Para-Denk 500 Tablets (Change 

of Artwork Design and Update 

of Package Insert) 

Manufactured by: bene-

Arzneimittel GmbH For: 

DENK PHARMA GmbH & 

Co. KG Germany 

Germany Freely 

78750113T Acyclovir Denk 5% Cream 5g 

(Change of Artwork Design and 

Update of Package Insert) 

Manufactured by: Artesan 

Pharma GmbH & Co. KG 

For: DENK PHARMA 

GmbH & Co. KG Germany 

Germany Third Schedule 

78760113T Acyclovir Denk 200 Tablets 

200mg (Change of Artwork 

Design and Update of Package 

Insert) 

DENK PHARMA GmbH & 

Co. KG 

Germany Third Schedule 

78770113T TYPHIM Vi Solution for 

Injection in a Prefilled Syringe, 

Polysaccharide Typhoid Vaccine 

(Change of Name of 

Manufacturer) 

Sanofi Pasteur SA France Third Schedule 

78780113T TETAVAX Suspension for 

Injection Adsorbed Tetanus 

Vaccine (Change of Name of 

Manufacturer) 

Sanofi Pasteur SA France Third Schedule 

78790113T Act-HIB 10 micrograms/0.5ml 

Haemophilus Influenza type b 

(Conjugated Vaccine) (Change 

of Name of Manufacturer) 

Sanofi Pasteur SA France Third Schedule 



  

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

78800113T PNEUMO 23 Solution for 

Injection in a Prefilled Syringe, 

Pneumococcal Polysaccharide 

Vaccine (Change of Name of 

Manufacturer) 

Sanofi Pasteur SA France Third Schedule 

78810113 Robitussin Peak Cold Sugar-

Free Cough + Chest Congestion 

DM Liquid (Change of Artwork 

Design, Change of Name of 

Manufacturer and Change of 

Name of Product) 

Manufactured by: Fareva 

Richmond Inc. For: Pfizer 

USA 

USA Freely 

78820113 Robitussin Peak Cold Cough + 

Chest Congestion DM Liquid 

(Change of Artwork Design, 

Change of Name of 

Manufacturer and Change of 

Name of Product) 

Manufactured by: Fareva 

Richmond Inc. For: Pfizer 

USA 

USA Freely 

78830113 Robitussin Peak Cold Multi-

Symptom Cold Liquid (Change 

of Artwork Design, Change of 

Name of Manufacturer and 

Change of Name of Product) 

Manufactured by: Fareva 

Richmond Inc. For: Pfizer 

USA 

USA Freely 

78840113 Salve Antiseptic First Aid Spray 

240ml (Change of Packaging 

and Labelling) 

Genethics Pharmaceuticals 

Limited 

Trinidad & 

Tobago 

Freely 

78850113T Ecalta Powder for Solution for 

Injection 100mg/vial (Change of 

Name of Product and Change of 

Primary & Secondary Packaging) 

Pharmacia & Upjohn 

Company 

USA Third Schedule 

78860113T Roferon-A Solution for 

Injection Pre-Filled Syringe s.c. 

3 MIU/0.5ml (Change of 

Packaging) 

 

F. Hoffman-La Roche Ltd. Switzerland Third Schedule 

78870113 Histatussin DM Liquid (Change 

of Formulation) 

Carlisle Laboratories Limited Barbados Freely 

78880113 Clean & Clear Advantage® 3-in-

1 Foaming Acne Wash 

Distributed by: Johnson & 

Johnson Consumer Products 

Company Division of 

Johnson & Johnson 

Consumer & Personal 

Products Company 

USA Freely 

78890113 Neutrogena Oil-Free Acne 

Stress Control Power-Foam 

Wash 

Distributed by: Neutrogena 

Corp. 

USA Freely 



  

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

78900113 Neutrogena Oil-Free Acne 

Stress Control Power-Cream 

Wash 

Distributed by: Neutrogena 

Corp. 

USA Freely 

78910113T Lisonorm Tablets 5mg/10mg Gedeon Richter Plc. Hungary Third Schedule 

78920113T Twynsta Tablets 80mg/5mg Distributed by: Boehringer 

Ingelheim Canada Ltd. 

Canada Manufactured by: 

Boehringer Ingelheim Pharma 

GmbH & Co. KG 

Germany Third Schedule 

78930113T Twynsta Tablets 80mg/10mg Distributed by: Boehringer 

Ingelheim Canada Ltd. 

Canada Manufactured by: 

Boehringer Ingelheim Pharma 

GmbH & Co. KG 

Germany Third Schedule 

78940113T Epiduo Gel 0.1%/2.5% G. Production Inc. Canada Third Schedule 

78950113T Apo-Valacylovir Tablets 

1000mg 

Apotex Inc Canada Third Schedule 

78960113T Apo-Rosuvastatin Tablets 5mg Apotex Inc Canada Third Schedule 

78970113T Apo-Rosuvastatin Tablets 10mg Apotex Inc Canada Third Schedule 

78980113T Apo-Rosuvastatin Tablets 20mg Apotex Inc Canada Third Schedule 

78990113T Apo-Rosuvastatin Tablets 40mg Apotex Inc Canada Third Schedule 

79000113T Apo-Risedronate Tablets 150mg Apotex Inc Canada Third Schedule 

79010113T Incivo Film-Coated Tablets 

375mg 

Janssen Cilag S.p.A. Via C. 

Janssen 

Italy Third Schedule 

79020113T Alphagan P 0.1% (brimonodine 

tartrate Ophthalmic Solution) 

Allergan Sales LLC USA Third Schedule 

79030113T Prezista Film-Coated Tablets 

75mg 

Janssen Ortho LLC, Puerto 

Rico, USA Packaged by: 

Janssen-Cilag S.p.A. 

Italy Third Schedule 

79040113T Lumigan (Primatoprost 

Ophthalmic Solution) 0.01% 

Allergan Sales LLC USA Third Schedule 

79050113T Zymaxid Ophthalmic Solution 

0.5% 

Allergan Sales LLC USA Third Schedule 

79060113T Lastacaft Ophthalmic Solution 

0.25% 

JHP Pharmaceuticals USA Third Schedule 

79070113T Zytiga Tablets 250mg Manufacturer: Patheon Inc., 

Canada Packaged by: Janssen-

Cilag S.p.A. Via C. Janssen 

Italy Third Schedule 

79080113 Cerumol Olive Oil Ear Drops Thornton & Ross Ltd. UK Freely 

79090113 GNC Triflex Caplets General Nutrition 

Corporation 

USA Freely 

79100113 Advil Congestion Relief Tablets 

200mg/10mg- Blister Pack 

Wyeth Pharmaceutical 

Company for Pfizer USA 

USA Freely 

79110113 Advil Congestion Relief Tablets 

200mg/10mg 

Wyeth Pharmaceutical 

Company for Pfizer USA 

USA Freely 



  

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

79120113T Levo-Denk Film-Coated Tablets 

500mg 

Rottendorf Pharma GmbH Germany Third Schedule 

79130113 Histergan Cream Norma Chemicals Ltd. United 

Kingdom 

Freely 

79140113T Flucona-Denk 150 (Fluconazole 

150mg) Hard Capsule 

DENK PHARMA GmbH & 

Co. KG 

Germany Third Schedule 

79150113 OMEGA XL® Soft Gel 

Capsules 

Great Health Works, Inc. USA Freely 

79160113T Zomacton 4mg Powder and 

Solvent for Solution for 

Injection 

Wasserburger 

Arzneimittelwerk 

Republic of 

Germany 

Third Schedule 

79170113T Propess 10mg Vaginal Delivery 

System 

Controlled Therapeutics 

(Scotland) Limited 

United 

Kingdom 

Third Schedule 

79180113T Zelboraf Film-Coated Tablets 

240mg 

Roche S.p.A. for: F. 

Hoffmann-La Roche Ltd. 

Switzerland 

Italy Third Schedule 

(Consultant 

ONLY) 

79190113T Xalkori® Capsules 200mg Manufactured by: Pfizer 

Manufacturing Deutschland 

GmbH Germany Packaged 

by: Pfizer Pharmaceuticals 

LLC Puerto Rico 

USA Third Schedule 

79200113T Xalkori® Capsules 250mg Manufactured by: Pfizer 

Manufacturing Deutschland 

GmbH Germany Packaged 

by: Pfizer Pharmaceuticals 

LLC Puerto Rico 

USA Third Schedule 

79210613T Bactrim Forte Tablets 

800mg/160mg (Change of 

Artwork Design) 

Made by: Productos Roche 

Quimicos e Farmaceutica S.A. 

Brasil Third Schedule 

79220613C Lexotan Tablets 3mg (Change of 

Artwork Design) 

Made by: Productos Roche 

Quimicos e Farmaceutica S.A. 

Brasil Controlled Drug 

79230613C Dormicum Film-Coated Tablets 

7.5mg (Change of Artwork 

Design) 

Made by: Productos Roche 

Quimicos e Farmaceutica S.A. 

Brasil Controlled Drug 

79240613T Coreg Tablets 6.25mg (Change 

of Artwork Design) 

Made by: Productos Roche 

Quimicos e Farmaceutica S.A. 

Brasil Third Schedule 

79250613T Coreg Tablets 12.5mg (Change 

of Artwork Design) 

Made by: Productos Roche 

Quimicos e Farmaceutica S.A. 

Brasil Third Schedule 

79260613T Coreg Tablets 25mg (Change of 

Artwork Design) 

Made by: Productos Roche 

Quimicos e Farmaceutica S.A. 

Brasil Third Schedule 

79270613T Pegasys Solution for Injection 

Proclick Pre-Filled Syringes 

135mcg/0.5ml (Add. Source and 

Change of Packaging) 

Made for: F. Hoffmann-La 

Roche Ltd. Switzerland by 

Catalent Belgium SA 

Belgium Third Schedule 



  

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

79280613T Pegasys Solution for Injection 

Proclick Pre-Filled Syringes 

180mcg/0.5ml (Additional 

Source and Change of 

Packaging) 

Made for: F. Hoffmann-La 

Roche Ltd. Switzerland by 

Catalent Belgium SA 

Belgium Third Schedule 

79290613T Humulin R Solution for 

Injection in Cartridge 

100IU/ML (Change of 

Packaging and Change of 

Artwork Design) 

Lilly France France Third Schedule 

79300613T Humulin N Suspension for 

Injection in Cartridge 

100IU/ML (Change of 

Packaging and Change of 

Artwork Design) 

Lilly France France Third Schedule 

79310613T Humulin 70/30 Suspension for 

Injection in Cartridge 

100IU/ML (Change of 

Packaging and Change of 

Artwork Design) 

Lilly France France Third Schedule 

79320613 Panadol Children Chewable 

Tablet 80mg - Cherry Flavour 

(Change of Name of Product 

and Change of Artwork Design) 

GlaxoSmithKline Panama 

S.A. 

Panama Freely 

79330613 Panadol Extra Strength PM 

Tablets (Change of Artwork 

Design) 

GlaxoSmithKline 

(Dungarvan) Ltd. Ireland 

Packaged by: 

GlaxoSmithKline Panama 

S.A. 

Panama Freely 

79340613 Listerine Ultraclean Antiseptic 

Cool Mint Mouthwash (Change 

of Name of Product and Change 

of Artwork Design) 

Distributed by: Johnson & 

Johnson Healthcare Products 

DIVISION OF McNEIL-

PPC, Inc. USA (Product of 

USA) 

USA Freely 

79350613 Listerine Original Antiseptic 

Mouthwash (Change of 

Distributor and Change of 

Artwork Design) 

Distributed by: Johnson & 

Johnson Healthcare Products 

DIVISION OF McNEIL-

PPC, Inc. USA (Product of 

USA) 

USA Freely 

79360613T Remicade Powder for 

Concentrate for Infusion 

100mg(Change of 

Manufacturing Site) 

Cilag AG Switzerland Third Schedule 

79370613T Vytorin Tablets 10/10mg 

(Change of Packaging Site) 

Manufactured by: MSD 

International GmbH 

Singapore Packaged by: 

Brazil Third Schedule 



  

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

Merck Sharp & Dohme 

Farmaceutica Ltda 

79380613T Vytorin Tablets 10/20mg 

(Change of Packaging Site) 

Manufactured by: MSD 

International GmbH 

Singapore Packaged by: 

Merck Sharp & Dohme 

Farmaceutica Ltda 

Brazil Third Schedule 

79390613T Vytorin Tablets 10/40mg 

(Change of Packaging Site) 

Manufactured by: MSD 

International GmbH 

Singapore Packaged by: 

Merck Sharp & Dohme 

Farmaceutica Ltda 

Brazil Third Schedule 

79400613T Vytorin Tablets 10/80mg 

(Change of Packaging Site) 

Manufactured by: MSD 

International GmbH 

Singapore Packaged by: 

Merck Sharp & Dohme 

Farmaceutica Ltda 

Brazil Third Schedule 

79410613T Hyzaar Tablets 100/25mg 

(Change of Packaging Site) 

Manufactured by: Merck 

Sharp & Dohme Limited 

England Packaged by: Merck 

Sharp & Dohme, 

Farmaceutica Ltda. 

Brazil Third Schedule 

79420613T Zocor Tablets 10mg (Change of 

Packaging Site) 

Manufactured by: Merck 

Sharp & Dohme Limited 

England Packaged by: Merck 

Sharp & Dohme, 

Farmaceutica Ltda. 

Brazil Third Schedule 

79430613T Zocor Tablets 40mg (Change of 

Packaging Site) 

Manufactured by: Merck 

Sharp & Dohme Limited 

England Packaged by: Merck 

Sharp & Dohme, 

Farmaceutica Ltda. 

Brazil Third Schedule 

79440613C Valium Tablets 10mg (Change 

of Artwork Design) 

Made by: Roche Farma SA Spain Controlled Drug 

79450613T Lyrica Capsules 75mg (Change 

of Name of Manufacturer and 

Change of Artwork Design) 

Pfizer Manufacturing 

Deutschland GmbH 

Germany Third Schedule 

79460613T Lyrica Capsules 150mg (Change 

of Name of Manufacturer and 

Change of Artwork Design) 

Pfizer Manufacturing 

Deutschland GmbH 

Germany Third Schedule 

79470613T Lyrica Capsules 300mg (Change 

of Name of Manufacturer and 

Change of Artwork Design) 

Pfizer Manufacturing 

Deutschland GmbH 

Germany Third Schedule 

79480613T One Alpha® Capsules 0.25mcg 

(Change of Condition of Use 

and Change of Artwork Design) 

Leo Pharmaceutical Products 

Ltd. A/S (Leo Pharma A/S) 

Denmark Third Schedule 



  

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

79490613T Suprane Liquid for Inhalation 

(Change of Packaging) 

Baxter Healthcare 

Corporation Puerto Rico For: 

Baxter Healthcare 

Corporation 

USA Third Schedule 

79500613 Panadol Advance Film-Coated 

Tablets 500mg (Change of 

Artwork Design) 

GlaxoSmithKline 

(Dungarvan) Ltd. Ireland 

Packaged by: 

GlaxoSmithKline Panama 

S.A. 

Panama Freely 

79510613T Effexor XR Extended-Release 

Capsules 37.5mg (Additional 

Packaging Site and Change of 

Name of Manufacturer) 

 

 

 

Manufacturer: Pfizer Ireland 

Pharmaceuticals, Ireland 

Packager: Pfizer 

Pharmaceuticals LLC, Puerto 

Rico 

USA Third Schedule 

79520613T Effexor XR Extended-Release 

Capsules 75mg (Additional 

Packaging Site and Change of 

Name of Manufacturer) 

Manufacturer: Pfizer Ireland 

Pharmaceuticals, Ireland 

Packager: Pfizer 

Pharmaceuticals LLC, Puerto 

Rico 

USA Third Schedule 

79530613T Effexor XR Extended-Release 

Capsules 150mg (Additional 

Packaging Site and Change of 

Name of Manufacturer) 

Manufacturer: Pfizer Ireland 

Pharmaceuticals, Ireland 

Packager: Pfizer 

Pharmaceuticals LLC, Puerto 

Rico 

USA Third Schedule 

79540613T Detrusitol SR Prolonged Release 

Capsule 2mg (Change of 

Primary Packaging and Change 

of Name of Manufacturing Site) 

Manufacturer: Catalent 

Pharma Solutions, LLC USA 

Packager: Pfizer Italy S.r.l. 

Italy Third Schedule 

79550613T Detrusitol SR Prolonged Release 

Capsule 4mg (Change of 

Primary Packaging and Change 

of Name of Manufacturing Site) 

Manufacturer: Catalent 

Pharma Solutions, LLC USA 

Packager: Pfizer Italy S.r.l. 

Italy Third Schedule 

79560613T Humalog® KwikpenTM 

Injection-Disposable Prefilled 

Pens 100IU(Change of Colour 

of Packaging) 

Eli Lilly and Company USA Third Schedule 

79570613T Humalog® Mix 50/50 

KwikpenTM Injection-

Disposable Prefilled Pens 

(Change of Colour of 

Packaging) 

Eli Lilly and Company USA Third Schedule 

79580613T Humalog® Mix 75/25 

KwikpenTM Injection-

Disposable Prefilled Pens 

Eli Lilly and Company USA Third Schedule 



  

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

(Change of Colour of 

Packaging) 

79590613T Lamivudine Film-Coated 

Tablets 150mg (Change of 

Name of Manufacturer) 

Mylan Laboratories Limited India Third Schedule 

79600613T Tenofovir Disoproxil Fumarate 

Film-Coated Tablets 300mg 

(Change of Name of 

Manufacturer) 

Mylan Laboratories Limited India Third Schedule 

79610613T Zidovudine Film-Coated Tablets 

300mg (Change of Name of 

Manufacturer) 

Mylan Laboratories Limited India Third Schedule 

79620613T Abacavir 

Sulfate/Lamivudine/Zidovudine 

Film-Coated Tablets 

300mg/150mg/300mg (Change 

of Name of Manufacturer and 

Change of Insert) 

 

 

 

Mylan Laboratories Limited India Third Schedule 

79630613T Abacavir Sulfate Film-Coated 

Tablets 300mg (Change of 

Name of Manufacturer and 

Change of Packaging) 

Mylan Laboratories Limited India Third Schedule 

79640613T Foradil Powder For Inhalation 

in Capsules 12mcg (Additional 

Source, Change in Artwork 

Design and Change in 

Secondary Packaging Format) 

Manufactured by: Novartis 

Pharma Stein AG, 

Switzerland Packaged by: 

Novartis Farmaceutica, S.A. 

For Novartis Pharma AG 

Switzerland 

Spain Third Schedule 

79650613T Levitra Film-Coated Tablets 

10mg (Change of Name of 

Manufacturing and Packaging 

Site) 

Bayer Pharma AG Germany Third Schedule 

79660613T Levitra Film-Coated Tablets 

20mg (Change of Name of 

Manufacturing and Packaging 

Site) 

Bayer Pharma AG Germany Third Schedule 

79670613T Microgynon Tablets 30 (Change 

of Name of Manufacturing and 

Packaging Site) 

Manufactured by: Bayer 

Weimar GmbH und Co. KG 

Germany Packaged by: Bayer 

Pharma AG, Germany For 

Bayer Pharma AG 

Germany Third Schedule 

79680613T Nimotop Solution for Infusion 

(Change of Name of 

Bayer Pharma AG Germany Third Schedule 



  

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

Manufacturing and Packaging 

Site and Change of Secondary 

Packager) 

79690613T Diane-35 Coated Tablets 

(Change of Name of 

Manufacturer and Packager) 

Manufactured by: Bayer 

Weimar GmbH und Co. KG 

Germany Packaged by: Bayer 

Pharma AG, Germany For 

Bayer Schering Pharma AG 

Germany Third Schedule 

79700613T Logynon Tablets (Change of 

Name of Manufacturing and 

Packaging Site) 

Manufactured by: Bayer 

Weimar GmbH und Co. KG 

Germany Packaged by: Bayer 

Pharma AG, Germany For 

Bayer Schering Pharma AG 

Germany Third Schedule 

79710613T Avelox Solution for Infusion 

400mg (Change of Name of 

Manufacturing and Packaging 

Site) 

Bayer Pharma AG Germany Third Schedule 

79720613 Ginsana G115 Tonic without 

Alcohol (Change of Name of 

Product, Change of Name of 

Manufacturing Site and Change 

of Artwork Design) 

 

 

Ginsana SA Via Mulini Switzerland Freely 

79730613 Ginsana G115 Tonic (Change of 

Name of Product and Change of 

Artwork Design) 

Ginsana SA Via Mulini Switzerland Freely 

79740613 Ginsana Capsules (Change of 

Name of Product and Change of 

Artwork Design) 

Ginsana SA Via Mulini Switzerland Freely 

79750613 Pharmaton Capsules (Change of 

Name of Manufacturer and 

Change of Label) 

Ginsana SA Via Mulini Switzerland Freely 

79760613T BSS Sterile Irrigating Solution 

(Change of Packaging and 

Change of Label) 

Alcon Laboratories Inc. USA Third Schedule 

79770613T NovoRapid® Penfill® 3ml 

Cartridge, 100U/ml, Solution 

for Injection (Change of 

Packaging, Change of Label and 

Leaflet Update) 

NovoNordisk A/S Denmark Third Schedule 

79780613T NovoRapid® FlexPen® 3ml Pre-

Filled Pen, 100U/ml, Solution 

for Injection (Change of 

Packaging, Change of Label and 

Leaflet Update) 

NovoNordisk A/S Denmark Third Schedule 



  

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

79790613T Levemir® FlexPen® 3ml Pre-

Filled Pen, 100U/ml, Solution 

for Injection (Change of 

Packaging, Change of Label and 

Leaflet Update) 

NovoNordisk A/S Denmark Third Schedule 

79800613T Levemir® Penfill® 3ml 

Cartridge,100U/ml, Solution for 

Injection (Change of Packaging, 

Change of Label and Leaflet 

Update) 

NovoNordisk A/S Denmark Third Schedule 

79810613T Novolin® 70/30 100IU/ml, 

10ml vial, Suspension for 

Injection (Change of Packaging, 

Change of Label and Leaflet 

Update) 

NovoNordisk A/S Denmark Third Schedule 

79820613T Novolin® 70/30 100IU/ml, 

Penfill®  3ml Cartridge 

Suspension for Injection 

(Change of Packaging, Change 

of Label and Leaflet Update) 

NovoNordisk A/S Denmark Third Schedule 

79830613T Propovan 1% (Propofol 

Injection BP 1%) (Change of 

Name of Manufacturer) 

Piramal Enterprises Ltd. India Third Schedule 

79840613T Mephaquin Lactab (Change of 

Name of Manufacturer and 

Change of Artwork Design) 

Acino Pharma AG Switzerland Third Schedule 

79850613T Glypressin Powder & Solvent 

For Solution For Injection/IV 

Injection 1mg/5ml (Change of 

Label) 

Ferring GmbH Germany Third Schedule 

79860613T Choragon Powder and Solvent 

for Injection/Vial 5000IU 

(Change of Packaging and 

Distributor) 

Ferring GmbH Germany Third Schedule 

79870613 Fourts B Capsules (Change of 

Importer) 

Fourrts (India) Laboratories 

Pvt Limited 

India Freely 

79880613T Coligon Tablets BP 20mg 

(Change of Importer) 

Fourrts (India) Laboratories 

Pvt Limited 

India Third Schedule 

79890613 Redin Plus Haematinic Capsules 

with Choline, Lysine and Zinc 

(Change of Importer) 

Fourrts (India) Laboratories 

Pvt Limited 

India Freely 

79900613 Redin PN Liquid Haematinic 

with Calcium, Protein and 

Minerals (Change of Importer) 

Fourrts (India) Laboratories 

Pvt Limited 

India Freely 

79910613 Sucrafil Suspension (Change of 

Importer) 

Fourrts (India) Laboratories 

Pvt Limited 

India Freely 



  

DAN TRADE NAME AND FORM MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

79920613T Salbutamol Oral Solution BP 

(Change of Importer) 

Fourrts (India) Laboratories 

Pvt Limited 

India Third Schedule 

79930613 Cofex Expectorant (Change of 

Importer) 

Fourrts (India) Laboratories 

Pvt Limited 

India Freely 

82270113T Totelle Tablets 1mg/0.125mg Manufactured by: Wyeth 

Industria Farmacéutica Ltda. 

Brazil Third Schedule 

82280113T Totelle Cycle Tablets 

1mg/0.25mg 

Manufactured by: Wyeth 

Industria Farmacéutica Ltda. 

Brazil Third Schedule 

82290113 Brohex Liquid Sucrose Free 

4mg/5ml 

Carlisle Laboratories Limited Barbados Freely 

82300113T Inlyta Film-Coated Tablets 1mg Pfizer Manufacturing 

Deutschland GmbH 

Germany Third Schedule 

82310113T Inlyta Film-Coated Tablets 5mg Pfizer Manufacturing 

Deutschland GmbH 

Germany Third Schedule 

82320113T Metronidazole I.V. Sterile 

Nonpyrogenic, Injectable 

Solution 500mg 

Laboratorios BIOGALENIC 

S.A. de C.V. San Salvador 

El Salvador Third Schedule 

82330113T Protelos 2g Granules for Oral 

Suspension (New Indication) 

Manufactured by: Les 

Laboratoires Servier Industrie 

France Third Schedule 

82340113T Prevnar 13® Pneumococcal 13-

Valent Conjugated Vaccine 

(Diptheria CRM197 Protein) 

(Change of Artwork Design and 

New Indication) 

Wyeth Pharmaceuticals Inc., 

A Subsidiary of Pfizer Inc 

USA 

USA Third Schedule 

 
 
 
 


