
 

  

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

Chapter 30:01 

 

Year 2012 

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

75230112T Glychek 80 Tablets BP Indoco Remedies Ltd. India Third Schedule 

75240112T Dolo-Neurobión Injection 

- Dual-Chamber Prefilled 

Syringe 

Manufactured by: 

Merck, S.A. de C.V. 

Mexico for Merck, 

S.A. Guatemala 

Packaged by: 

Farmaquila, S.A. 

Guatemala Third Schedule 

75250112 Alzole-400 Chewable 

Tablets USP 400mg 

Vance & Health 

Pharmaceuticals Pvt. 

Ltd. 

India Freely 

75260112 Alzole Suspension Vance & Health 

Pharmaceuticals Pvt. 

Ltd. 

India Freely 

75270112T Ketomed Cream USP 2% Vance & Health 

Pharmaceuticals Pvt. 

Ltd. 

India Third Schedule 

75280112 GNC 

Glucosamine/Chondroitin 

Tablets 

Distributed by: 

General Nutrition 

Corporation USA 

(Product of USA) 

USA Freely 

75290112 GNC Pro Performance L-

Arginine L-Ornithine 

Tablets 1500mg/1000mg 

Distributed by: 

General Nutrition 

Corporation USA 

(Product of USA) 

USA Freely 

75300112 Odizole Suspension 

200mg/5ml 

Manufactured by: 

Aurochem 

India Freely 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

Laboratories (I) Pvt. 

Ltd. Marketed by: 

Trinpharm Co. Ltd. 

Trinidad and Tobago 

75310112 Odizole Chewable Tablets 

400mg 

Manufactured by: 

Aurochem 

Laboratories (I) Pvt. 

Ltd. Marketed by: 

Trinpharm Co. Ltd. 

Trinidad and Tobago 

India Freely 

75320112T Kandicide Cream USP 1% 

w/w 

Manufactured by: 

Aurochem 

Laboratories (I) Pvt. 

Ltd. Marketed by: 

Trinpharm Co. Ltd. 

Trinidad and Tobago 

India Third Schedule 

75330112T Lergi Film-Coated Tablets 

10mg 

Manufactured by: 

Aurochem 

Laboratories (I) Pvt. 

Ltd. Marketed by: 

Trinpharm Co. Ltd. 

Trinidad and Tobago 

India Third Schedule 

75340112T Delmed Mixed Solution 

Chloride 0.225% I.V. BG 

Injectable Solution - 

Sterile, Nonpyrogenic 

Laboratorios 

Biogalenic S.A. de 

C.V. 

El Salvador Third Schedule 

75350112 Covonia Dry & Tickly 

Cough Linctus Oral 

Solution - Non Drowsy 

Thornton & Ross 

Ltd. 

United 

Kingdom 

Freely 

75360112 Covonia Cold & Flu 

Formua Oral Solution 

Thornton & Ross 

Ltd. 

United 

Kingdom 

Freely 

75370112 Hedrin 4% Lotion Thornton & Ross 

Ltd. 

United 

Kingdom 

Freely 

75380112C Clonotril 2 Tablets Remedica Ltd. 

 

 

Cyprus Controlled 

Drug 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

75390112T Kandicide-B Cream Manufactured by: 

Aurochem 

Laboratories (l) Pvt. 

Ltd. Marketed by: 

Trinpharm Co. Ltd. 

Trinidad and Tobago 

India Third Schedule 

75400112T Bupivacan Injection BP 

0.5% 

Claris Lifesciences 

Limited 

India Third Schedule 

75410112T Simvatab Film-Coated 

Tablets USP 40mg 

The Madras 

Pharmaceuticals 

India Third Schedule 

75420112T Amiodarone 

Hydrochloride Injection 

50mg/mL  Pre-Filled 

Syringe 

Gland Pharma 

Limited 

India Third Schedule 

75430112T Lamictal XR Extended 

Release Tablets 25mg 

GlaxoSmithKline 

LLC, 

USA Third Schedule 

75440112T Lamictal XR Extended 

Release Tablets 50mg 

GlaxoSmithKline 

LLC, 

USA Third Schedule 

75450112T Lamictal XR Extended 

Release Tablets 100mg 

GlaxoSmithKline 

LLC, 

USA Third Schedule 

75460112T Lamictal XR Extended 

Release Tablets 200mg 

GlaxoSmithKline 

LLC, 

USA Third Schedule 

75470112T Lamictal XR Extended 

Release Tablets 300mg 

GlaxoSmithKline 

LLC, 

USA Third Schedule 

75480112T Flomax CR Controlled-

Release Tablets 0.4mg 

(Change of Source and 

Change of Release Time) 

Manufactured by: 

Astellas Pharma 

Europe B.V. 

Distributed by: 

Boehringer Ingelheim 

(Canada) Ltd. Canada 

The 

Netherlands 

Third Schedule 

75490112 Solvin Plus Liquid 

(Change of 

Importer/Local Agent) 

Ipca Laboratories Ltd. India Freely 

75500112T Glycinorm-80 Tablets BP 

(Change of 

Importer/Local Agent) 

Ipca Laboratories Ltd. India Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

75510112T Nimulid Tablets (Change 

of Importer/Local Agent) 

Panacea Biotec Ltd. India Third Schedule 

75520112T Nimulid-MD Flavoured 

Dispersible Tablets 

(Change of 

Importer/Local Agent) 

Panacea Biotec Ltd. India Third Schedule 

75530112 Nimulid Nugel Gel 

(Change of 

Importer/Local Agent) 

Panacea Biotec Ltd. India Freely 

75540112 Nimulid Transgel Gel 

1.0% w/w (Change of 

Importer/Local Agent) 

Panacea Biotec Ltd. India Freely 

75550112T Glizid-80 Tablets IP 

(Change of 

Importer/Local Agent) 

Panacea Biotec Ltd. India Third Schedule 

75560112T Glizid-M Tablets (Change 

of Importer/Local Agent) 

Panacea Biotec Ltd. India Third Schedule 

75570112T Lexapro Film-Coated 

Tablets 10mg (Change of 

Name of Marketing 

Authorization Holder) 

Manufactured by: H. 

Lundbeck A/S for 

Lundbeck Mexico, 

S.A. de C.V. Mexico 

Denmark Third Schedule 

75580112T Vaxigrip, 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) 

Sanofi Pasteur SA France Third Schedule 

75590112T Vaxigrip Pediatric Use, 

Suspension for Injection 

in Prefilled Syringe, 

Inactivated Influenza  

Vaccine (Split Virion) 

(Change of Name of 

Manufacturer, Change of 

Sanofi Pasteur SA France Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

Formulation, Change of 

Packaging and Change of 

Manufacturing Process) 

75600112T TRIMOVAX MÉRIEUX 

Powder and Solvent for 

Solution for Injection - 

Attenuated Live Virus 

Vaccine against Measles, 

Mumps and Rubella 

(Change of Name of 

Manufacturer) 

Sanofi Pasteur SA France Third Schedule 

75610112T AVAXIM 160 U, 

Suspension for Injection 

in a Prefilled Syringe - 

Inactivated Adsorbed 

Hepatitis A Vaccine 

(Change of Name of 

Product and Change of 

Name of Manufacturer) 

Sanofi Pasteur SA France Third Schedule 

75620112T Meningococcal 

Polysaccharide A+C 

Vaccine - Powder and 

Solvent for Suspension for 

Injection in Prefilled 

Syringe (Change of Name 

of Manufacturer) 

Sanofi Pasteur SA France Third Schedule 

75630112T Simva-Denk 40 Film-

Coated Tablets 40mg 

(Change of Artwork 

Design) 

DENK PHARMA 

GmbH & Co. KG 

Germany Third Schedule 

75640112 Vit-B-Denk Film-Coated 

Tablets (Change of 

Artwork Design) 

 

 

 

DENK PHARMA 

GmbH & Co. KG 

Germany Freely 

75650112T Metformin Denk 500 

Film-Coated Tablets 

DENK PHARMA 

GmbH & Co. KG 

Germany Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

(Change of Artwork 

Design and Change of 

Indication) 

75660112T Metformin Denk 850 

Film-Coated Tablets 

(Change of Artwork 

Design and Change of 

Indication) 

DENK PHARMA 

GmbH & Co. KG 

Germany Third Schedule 

75670112 Para-Denk 125 Suppos 

Suppositories (Change of 

Artwork Design and 

Change of Dosing 

Regimen) 

DENK PHARMA 

GmbH & Co. KG 

Germany Freely 

75680112 Para-Denk 250 Suppos 

Suppositories (Change of 

Artwork Design and 

Change of Dosing 

Regimen) 

DENK PHARMA 

GmbH & Co. KG 

Germany Freely 

75690112T Clotri-Denk 1% Cream 

(Change of Artwork 

Design) 

DENK PHARMA 

GmbH & Co. KG 

Germany Third Schedule 

75700112T Diclo-Denk 50 Enteric 

Coated Tablets 50mg 

(Change of Artwork 

Design) 

DENK PHARMA 

GmbH & Co. KG 

Germany Third Schedule 

75710112T Diclo-Denk 100 Retard 

Delayed-Release Tablets 

100mg (Change of 

Artwork Design) 

DENK PHARMA 

GmbH & Co. KG 

Germany Third Schedule 

75720112T Captopril Denk 25 Tablets 

(Change of Name of 

Manufacturer and Change 

of Artwork Design) 

DENK PHARMA 

GmbH & Co. KG 

Germany Third Schedule 

75730112T Nifedi-Denk 10 Retard 

Extended-Release Tablets 

10mg (Change of Artwork 

Design) 

DENK PHARMA 

GmbH & Co. KG 

Germany Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

75740112T Captopril + HCT Denk 

50/25 Tablets (Change of 

Artwork) 

DENK PHARMA 

GmbH & Co. KG 

Germany Third Schedule 

75750112 Zentel Tablets 200mg 

(Change of Artwork 

Design) 

GlaxoSmithKline 

Mexico S.A. de C.V. 

Mexico Freely 

75760112T Trizivir Film-Coated 

Tablets 

300mg/150mg/300mg 

(Additional Source) 

Manufactured by: 

Glaxo Operations UK 

Limited Trading as 

Glaxo Wellcome 

Operations United 

Kingdom Packed by: 

GlaxoSmithKline 

Pharmaceuticals SA 

 

 

 

 

Poland Third Schedule 

75770112T Combivir Film-Coated 

Tablets 150MG-300MG 

(Additional Source) 

Manufactured by: 

Glaxo Operations UK 

Limited Trading as 

Glaxo Wellcome 

Operations United 

Kingdom Packed by: 

GlaxoSmithKline 

Pharmaceuticals SA 

Poland Third Schedule 

75780112 Extra Strength Panadol 

Tablets 500mg (Change of 

Artwork Design and 

Change of Logo on 

Tablets) 

GlaxoSmithKline 

Panamá, S.A. 

Panama Freely 

75790112 Baby Panadol Solution 

Drops (2 months to 2 

years) - Raspberry Flavour 

(Change of Artwork 

Design, Change of Dosing 

Regimen and Change of 

Name of Product) 

GlaxoSmithKline 

Costa Rica S.A. 

Costa Rica Freely 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

75800112 Children Panadol Syrup (2 

to 12 years) - Raspberry 

Flavour Change of 

Artwork Design, Change 

of Dosing Regimen and 

Change of Name of 

Product) 

GlaxoSmithKline 

Costa Rica S.A. 

Costa Rica Freely 

75810112T Eprex 40000 Injection 

Solution 40000IU/1.0ml  

Prefilled Syringe (Change 

of Source) 

Cilag AG Switzerland Third Schedule 

75820112T Zideuno-30 Modified 

Release Tablets 30mg 

Wockhardt Limited India Third Schedule 

75830512T Anti-Kalium Na, Granules MEDICE 

Arzneimittel Pütter 

GmbH & Co. KG 

Germany Third Schedule 

75840512T Ovidrel Solution for 

Injection 250 

micrograms/0.5ml in a 

Pre-Filled Syringe 

Merck Serono S.p.A. Italy Third Schedule 

75850512T Glucophage Powder for 

Oral Solution 1000mg - 

Sachets 

Manufactured by: 

Merck, S.L. for Merck 

Santé France 

Spain Third Schedule 

75860512T Glucophage Film-Coated 

Tablets 500mg 

Merck Santé s.a.s. France Third Schedule 

75870512T Glucophage Film-Coated 

Tablets 1000mg 

Merck Santé s.a.s. France Third Schedule 

75880512T Jalra M Film-Coated 

Tablets 50mg/500mg 

Manufactured by: 

Norvatis Pharma 

Stein AG for Merck, 

S.A., Guatemala 

Switzerland Third Schedule 

75890512T Jalra M Film-Coated 

Tablets 50mg/850mg 

Manufactured by: 

Norvatis Pharma 

Stein AG for Merck, 

S.A., Guatemala 

 

 

Switzerland Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

75900512T Jalra M Film-Coated 

Tablets 50mg/1000mg 

Manufactured by: 

Norvatis Pharma 

Stein AG for Merck, 

S.A., Guatemala 

Switzerland Third Schedule 

75910512T Atacand Plus Tablets 

32/12.5mg 

Manufactured by: 

AstraZeneca AB, 

Sweden Packed and 

Distributed by: 

AstraZeneca, S.A. de 

C.V. for AstraZeneca 

AB, Sweden 

Mexico Third Schedule 

75920512T RasilAmlo Film-Coated 

Tablets 150/5mg 

Manufactured by: 

Novartis Pharma 

Stein AG for Novartis 

Pharma AG, 

Switzerland 

Switzerland Third Schedule 

75930512T RasilAmlo Film-Coated 

Tablets 150/10mg 

Manufactured by: 

Novartis Pharma 

Stein AG for Novartis 

Pharma AG, 

Switzerland 

Switzerland Third Schedule 

75940512T RasilAmlo Film-Coated 

Tablets 300/5mg 

Manufactured by: 

Novartis Pharma 

Stein AG for Novartis 

Pharma AG, 

Switzerland 

Switzerland Third Schedule 

75950512T RasilAmlo Film-Coated 

Tablets 300/10mg 

Manufactured by: 

Novartis Pharma 

Stein AG for Novartis 

Pharma AG, 

Switzerland 

Switzerland Third Schedule 

75960512T Co-Diovan Film-Coated 

Tablets 320/12.5mg 

Manufactured by: 

Novartis Farma S.p.A. 

for Novartis Pharma 

AG, Switzerland 

Italy Third Schedule 

75970512T Co-Diovan Film-Coated 

Tablets 320/25mg 

Manufactured by: 

Novartis Farma S.p.A. 

Italy Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

for Novartis Pharma 

AG, Switzerland 

75980512T Cialis Film-Coated Tablets 

5mg 

Lilly S.A. Spain Third Schedule 

75990512T Actos Tablets 30mg Manufactured by: 

Takeda 

Pharmaceutical 

Company Limited 

Japan Packaged by: 

Eli Lilly y Compañia 

de México, S.A. de 

C.V. 

Mexico Third Schedule 

(For Specialists 

ONLY) 

76000512T Viagra Jet Chewable 

Tablets 50mg 

Pfizer S.A. de C.V. Mexico Third Schedule 

76010512T Viagra Jet Chewable 

Tablets 100mg 

Pfizer S.A. de C.V. Mexico Third Schedule 

76020512T Invega Sustenna 

Prolonged Release 

Suspension for 

Intramuscular Injection 

25mg 

Janssen 

Pharmaceutica N.V. 

Belgium Third Schedule 

76030512 Listerine Smart Rinse 

Anticavity Fluoride Rinse - 

Mint Shield 

Distributed by: 

Johnson & Johnson 

Healthcare Products 

DIVISION OF 

McNEIL-PPC, INC. 

USA (Product of 

USA) 

USA Freely 

76040512 Listerine Smart Rinse 

Anticavity Fluoride Rinse - 

Berry Shield 

Distributed by: 

Johnson & Johnson 

Healthcare Products 

DIVISION OF 

McNEIL-PPC, INC. 

USA (Product of 

USA) 

USA Freely 

76050512T Sandoz Escitalopram 

Film-Coated Tablets 10mg 

Manufactured by: 

Sandoz Private 

India Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

Limited for Sandoz 

GmbH Austria 

76060512T Pradax Hard Capsules 

150mg 

Distributed by: 

Boehringer Ingelheim 

(Canada) Ltd. Canada 

(Product of Germany) 

Germany Third Schedule 

76070512T Norbit Injection USP 

4mg/2mL 

Celon Laboratories 

Ltd. 

India Third Schedule 

76080512T Aremed 1 Film-Coated 

Tablets 1mg 

Remedica Ltd. Cyprus Third Schedule 

76090512T Concor AM Tablets 

5mg/5mg 

Manufactured by: 

EGIS 

Pharmaceuticals PLC 

for Merck KGaA, 

Germany 

Hungary Third Schedule 

76100512T Concor AM Tablets 

5mg/10mg 

Manufactured by: 

EGIS 

Pharmaceuticals PLC 

for Merck KGaA, 

Germany 

Hungary Third Schedule 

76110512T Concor AM Tablets 

10mg/5mg 

Manufactured by: 

EGIS 

Pharmaceuticals PLC 

for Merck KGaA, 

Germany 

Hungary Third Schedule 

76120512T Concor AM Tablets 

10mg/10mg 

Manufactured by: 

EGIS 

Pharmaceuticals PLC 

for Merck KGaA, 

Germany 

Hungary Third Schedule 

76130512T Glucophage Powder for 

Oral Solution 500mg - 

Sachets 

Manufactured by: 

Merck, S.L. for Merck 

Santé France 

Spain Third Schedule 

76140512T Glucophage Powder for 

Oral Solution 850mg - 

Sachets 

Manufactured by: 

Merck, S.L. for Merck 

Santé France 

Spain Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

76150512T Glucophage Film-Coated 

Tablets 850mg 

Merck Santé s.a.s. France Third Schedule 

76160512T Ismigen Sublingual Tablets 

50mg 

Manufactured by: 

Bruschettini S.R.L. 

for Lallemand 

Pharma AG, 

Switzerland 

Distributed by: 

Merck, S.A., 

Guatemala 

Italy Third Schedule 

76170512T Actos Tablets 15mg Manufactured by: 

Takeda 

Pharmaceutical 

Company Limited 

Japan Packaged by: 

Eli Lilly y Compañia 

de México, S.A. de 

C.V. 

Mexico Third Schedule 

(For Specialists 

ONLY) 

76180512T Actos Tablets 45mg Manufactured by: 

Takeda 

Pharmaceutical 

Company Limited 

Japan Packaged by: 

Eli Lilly y Compañia 

de México, S.A. de 

C.V. 

Mexico Third Schedule 

(For Specialists 

ONLY) 

76190512T Celtax 30 Injection USP 

30mg/5mL 

Celon Laboratories 

Ltd. 

India Third Schedule 

76200512T Celtax 100 Injection USP 

100mg/16.7mL 

Celon Laboratories 

Ltd. 

India Third Schedule 

76210512T Cel Carb 150 Injection BP 

150mg/15mL 

Celon Laboratories 

Ltd. 

India Third Schedule 

76220512T Cel Carb 450 Injection BP 

450mg/45mL 

Celon Laboratories 

Ltd. 

India Third Schedule 

76230512T 5 Flucel 500 Injection USP 

500mg/10mL - Ampoules 

Celon Laboratories 

Ltd. 

India Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

76240512T IRNOCEL 100 Injection 

100mg/5mL 

Celon Laboratories 

Ltd. 

India Third Schedule 

76250512T Doxylid 10 Lyophilized 

Powder for Solution for 

Injection USP 10mg - 

Vials 

Celon Laboratories 

Ltd. 

India Third Schedule 

76260512T Doxylid 50 Lyophilized 

Powder for Solution for 

Injection USP 50mg - 

Vials 

Celon Laboratories 

Ltd. 

India Third Schedule 

76270512T Rubilon 10 Lyophilized 

Powder for Solution for 

Injection 10mg - Vials 

Celon Laboratories 

Ltd. 

India Third Schedule 

76280512T Rubilon 50 Lyophilized 

Powder for Solution for 

Injection 50mg - Vials 

Celon Laboratories 

Ltd. 

India Third Schedule 

76290512T Glypressin Injection 

Powder and Solvent for 

Solution for Injection 

(Change of Name of 

Solvent Manufacturer) 

Powder 

Manufacturer: 

Ferring GmbH, 

Germany 

 

Solvent 

Manufacturer: 

Haupt Pharma 

Wülfing GmbH, 

Germany 

 

Packager: 

Ferring International 

Center SA, 

Switzerland PL 

Holder: Ferring AG, 

Switzerland 

Switzerland Third Schedule 

76300512T Bravelle Powder and 

Solvent for Solution for 

Injection 75 IU (Change 

of Name of Solvent 

Manufacturer) 

Powder 

Manufacturer: 

Ferring GmbH, 

Germany 

 

Switzerland Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

Solvent 

Manufacturer: 

Haupt Pharma 

Wülfing GmbH, 

Germany 

 

Packager: 

Ferring International 

Center SA, 

Switzerland PL 

Holder: Ferring AG, 

Switzerland 

76310512T Asomex-2.5 Tablets 

(Change of 

Importer/Local Agent) 

Emcure 

Pharmaceuticals Ltd. 

India Third Schedule 

76320512T Asomex-5 Tablets 

(Change of 

Importer/Local Agent) 

Emcure 

Pharmaceuticals Ltd. 

India Third Schedule 

76330512T Pentasa Sachets 2g 

Prolonged-Release 

Granules (Change of 

Formulation) 

 

 

Manufactured by: 

Ferring International 

Center S.A. PL 

Holder: Ferring AG 

Switzerland 

Switzerland Third Schedule 

76340512T Vinelbine Injection USP 

10mg/1ml - Single Dose 

Vial (Change of Name of 

Manufacturer) 

Fresenius Kabi 

Oncology Ltd. 

India Third Schedule 

76350512T Intaxtel Injection USP 

30mg/5ml - Multi Dose 

Vial (Change of Name of 

Manufacturer) 

Fresenius Kabi 

Oncology Ltd. 

India Third Schedule 

76360512T Rocaltrol Capsules 0.25µg 

(Change of Artwork 

Design) 

Made for: F. 

Hoffmann-La Roche 

Ltd. Switzerland by 

R.P. Scherer GmbH 

& Co. KG 

Germany Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

76370512C Valium Solution for 

Injection 10mg/2ml – 

Ampoules (Change of 

Artwork Design) 

Produtos Roche 

Químicos E 

Farmacêuticos S.A. 

Brasil Controlled 

Drug 

76380512T Viracept Film-Coated 

Tablets 250mg (Change of 

Artwork Design) 

Made for: F. 

Hoffmann-La Roche 

Ltd. Switzerland by 

Roche Farma SA 

Spain Third Schedule 

76390512T Tarceva Film-Coated 

Tablets 100mg (Change of 

Name of Manufacturer) 

Made for: F. 

Hoffmann-La Roche 

Ltd. Switzerland by 

Kremers Urban 

Pharmaceuticals Inc. 

USA Third Schedule 

76400512T Tarceva Film-Coated 

Tablets 150mg (Change of 

Name of Manufacturer) 

Made for: F. 

Hoffmann-La Roche 

Ltd. Switzerland by 

Kremers Urban 

Pharmaceuticals Inc. 

USA Third Schedule 

76410512T Tarceva Film-Coated 

Tablets 100mg (New 

Indication) 

Made for: F. 

Hoffmann-La Roche 

Ltd. Switzerland by 

Roche S.p.A. 

Italy Third Schedule 

76420512T Tarceva Film-Coated 

Tablets 150mg (New 

Indication) 

 Made for: F. 

Hoffmann-La Roche 

Ltd. Switzerland by 

Roche S.p.A. 

Italy Third Schedule 

76430512 Centrum 

Multivitamin/Multimineral 

Supplement Tablets 

(Change of Source, 

Change of Formulation 

and Change of Artwork 

Design) 

Pfizer Canada Inc. Canada Freely 

76440512 Centrum Performance 

Multivitamin/Multimineral 

Supplement Tablets 

(Change of Source, 

Change of Formulation 

Pfizer Canada Inc. Canada Freely 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

and Change of Artwork 

Design) 

76450512 Centrum Select 50+ 

Multivitamin/Multimineral 

Supplement Tablets 

(Change of Source, 

Change of Formulation 

and Change of Artwork 

Design) 

 

 

Pfizer Canada Inc. Canada Freely 

76460512T Avelox I.V. Solution for 

Intravenous Infusion 

400mg – Vial (Change of 

Packaging Site) 

Bayer Schering 

Pharma AG 

Germany Third Schedule 

76470512T Ciproxina Solution for 

Infusion 0.2g – Vial 

(Change of Packaging Site) 

Bayer Schering 

Pharma AG 

Germany Third Schedule 

76480512T Ciproxina Solution for 

Infusion 0.4g – Vial 

(Change of Packaging Site) 

Bayer Schering 

Pharma AG 

Germany Third Schedule 

76490512T Invega Extended-Release 

Tablets 3mg (Additional 

Source) 

Manufactured by: 

Janssen Cilag 

Manufacturing LLC 

Puerto Rico Packaged 

and Released by: 

Janssen-Cilag S.p.A., 

Via C. Janssen 

Italy Third Schedule 

76500512T Invega Extended-Release 

Tablets 9mg (Additional 

Source) 

Manufactured by: 

Janssen Cilag 

Manufacturing LLC 

Puerto Rico Packaged 

and Released by: 

Janssen-Cilag S.p.A., 

Via C. Janssen 

Italy Third Schedule 

76510512T Arcalion 200 Coated 

Tablets (Change of 

Packaging, Change of 

Les Laboratoires 

Servier Industrie 

France Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

Artwork Design and 

Change in Manufacturing 

Process) 

76520512T Atacand Tablets 32mg 

(Change of Packaging Site) 

 Manufactured by: 

AstraZeneca AB, 

Sweden Packed and 

Distributed by: 

AstraZeneca, S.A. de 

C.V. 

Mexico Third Schedule 

76530512T Crestor Coated Tablets 

10mg (Additional 

Indication) 

Manufactured by: IPR 

Pharmaceutical Inc. 

Puerto Rico Packed 

and Distributed by: 

AstraZeneca, S.A. de 

C.V. 

Mexico Third Schedule 

76540512T Crestor Coated Tablets 

20mg (Change of 

Packaging Site and Change 

of Artwork Design) 

Manufactured by: IPR 

Pharmaceutical Inc. 

Puerto Rico Packed 

and Distributed by: 

AstraZeneca, S.A. de 

C.V. 

Mexico Third Schedule 

76550512T Nexium Film-Coated 

Tablets 20mg (Change of 

Artwork Design) 

Made by: 

AstraZeneca AB 

Sweden Packed and 

Distributed by: 

AstraZeneca, S.A. de 

C.V. 

Mexico Third Schedule 

76560512T Nexium Film-Coated 

Tablets 40mg (Change of 

Artwork Design) 

Made by: 

AstraZeneca AB 

Sweden Packed and 

Distributed by: 

AstraZeneca, S.A. de 

C.V. 

Mexico Third Schedule 

76570512T Avastin Concentrate for 

Solution for Injection 

100mg/4ml (New 

Indication) 

 

Made for: F. 

Hoffmann-La Roche 

Ltd Switzerland by 

Roche Diagnostics 

GmbH 

Germany Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

76580512T Avastin Concentrate for 

Solution for Injection 

400mg/16ml (New 

Indication) 

Made for: F. 

Hoffmann-La Roche 

Ltd Switzerland by 

Roche Diagnostics 

GmbH 

Germany Third Schedule 

76590512T Cialis Film-Coated Tablets 

10mg (Change of 

Packaging) 

Lilly S.A. Spain Third Schedule 

76600512T Cialis Film-Coated Tablets 

20mg (Change of 

Packaging) 

Lilly S.A. Spain Third Schedule 

76610512T Strattera Hard Capsules 

10mg (Change of 

Packaging) 

Manufactured by: 

Lilly del Caribe Inc. 

Puerto Rico Packaged 

by: Lilly S.A. 

Spain Third Schedule 

76620512T Strattera Hard Capsules 

18mg (Change of 

Packaging) 

Manufactured by: 

Lilly del Caribe Inc. 

Puerto Rico Packaged 

by: Lilly S.A. 

Spain Third Schedule 

76630512T Strattera Hard Capsules 

25mg (Change of 

Packaging) 

Manufactured by: 

Lilly del Caribe Inc. 

Puerto Rico Packaged 

by: Lilly S.A. 

Spain Third Schedule 

76640512T Strattera Hard Capsules 

40mg (Change of 

Packaging) 

Manufactured by: 

Lilly del Caribe Inc. 

Puerto Rico Packaged 

by: Lilly S.A. 

Spain Third Schedule 

76650512T Strattera Hard Capsules 

60mg (Change of 

Packaging) 

Manufactured by: 

Lilly del Caribe Inc. 

Puerto Rico Packaged 

by: Lilly S.A. 

Spain Third Schedule 

76660512T Diflucan Capsules 150mg 

(Change of Colour of 

Capsules and Change of 

Formulation) 

Pfizer PGM France Third Schedule 

76670512T Glucobay 50 Tablets 50mg 

(Change of Marketing 

Bayer Schering 

Pharma AG 

Germany Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

Authorization Holder and 

Change of Artwork 

Design) 

76680512T Glucobay Tablets 100mg 

(Change of Marketing 

Authorization Holder and 

Change of Artwork 

Design) 

Bayer Schering 

Pharma AG 

Germany Third Schedule 

76690512T Mirena Intrauterine 

System 20µg/24h (Change 

of Name of Manufacturer 

and Change of Packaging) 

Bayer OY Finland Third Schedule 

76700512T Progynova Tablets 1mg 

(Change of Artwork 

Design and Change of 

Name of Marketing 

Authorization Holder) 

Manufactured by: 

Delpharm Lille S.A.S., 

France Packaged by: 

Schering do Brasil, 

Química e 

Farmacêutica Ltda. 

Brazil Third Schedule 

76710512T Progynova Tablets 2g 

(Change of Artwork 

Design and Change of 

Name of Marketing 

Authorization Holder) 

 

Manufactured by: 

Delpharm Lille S.A.S., 

France Packaged by: 

Schering do Brasil, 

Química e 

Farmacêutica Ltda. 

Brazil Third Schedule 

76720512T Qlaira Film-Coated 

Tablets (New Indication) 

Schering GmbH & 

Co. Produktions KG 

Germany Third Schedule 

76730512T Gadovist Solution for 

Injection 1mmol/ml 

(Change of Artwork 

Design) 

Bayer Schering 

Pharma AG 

Germany Third Schedule 

76740512T Urografin 76% Solution 

for Injection and Infusion 

(Change of Name of 

Marketing Authorization 

Holder and Change of 

Artwork Design) 

Berlimed S.A. Spain Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

76750512T Ultravist-300mg 1/ml 

Solution for Injection and 

Infusion (Change of 

Artwork Design and 

Change of Packaging) 

Bayer Schering 

Pharma AG 

Germany Third Schedule 

76760512T Ultravist-370mg 1/ml 

Solution for Injection and 

Infusion (Change of 

Artwork Design and 

Change of Packaging) 

Bayer Schering 

Pharma AG 

Germany Third Schedule 

76770512T Betaferon Powder and 

Solvent for Solution for 

Injection 

250microgram/ml 

(Additional Source) 

Powder: 

Manufactured by: 

Boehringer Ingelheim 

Pharma GmbH and 

Co. KG, Germany 

 

Solvent: 

Manufactured by: 

Bayer Schering 

Pharma AG, 

Germany  

 

Packaged by: Bayer 

Schering Pharma AG 

Germany Third Schedule 

76780512T 3TC Film-Coated Tablets 

150mg (Additional Source, 

Addition of Score on 

Tablet and Change of 

Artwork Design) 

Made by: Glaxo 

Operations UK Ltd. 

Trading as Glaxo 

Wellcome Operations 

United Kingdom for 

Viiv Healthcare UK 

Limited United 

Kingdom Packed by: 

GlaxoSmithKline 

Pharmaceuticals SA 

Poland Third Schedule 

76790512T Eprex 4000 Injectable 

Solution 4000IU/0.4ml 

Prefilled Syringe with 

Needle Guard 

Cilag AG Switzerland Third Schedule 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

(PROTECS™) (Change 

of Artwork Design and 

Change of Packaging) 

76800512T Ciproxina 500 Film-

Coated Tablets (Change of 

Manufacturer and Change 

of Artwork Design) 

 

Bayer Schering 

Pharma AG 

Germany Third Schedule 

76810512T Nimotop Film-Coated 

Tablets (Change of 

Manufacturer and Change 

of Artwork Design) 

Bayer Schering 

Pharma AG 

Germany Third Schedule 

76820512 Listerine Essential Care® 

Fluoride Anticavity 

Toothpaste Original Gel - 

Powerful Mint Gel 

(Change of Distributor) 

Distributed by: 

Johnson and Johnson 

Healthcare Products 

DIVISION OF 

McNEIL-PPC, INC. 

USA (Product of 

USA) 

USA Freely 

76830512 Listerine Essential Care® 

Fluoride Anticavity 

Toothpaste Original Paste 

- Powerful Mint Paste 

(Change of Distributor) 

Distributed by: 

Johnson and Johnson 

Healthcare Products 

DIVISION OF 

McNEIL-PPC, INC. 

USA (Product of 

USA) 

USA Freely 

76840512T Pradax Hard Capsules 

75mg (Change of 

Distributor and Change of 

Name of Product) 

Distributed by: 

Boehringer Ingelheim 

(Canada) Ltd. Canada 

(Product of Germany) 

Germany Third Schedule 

76850512T Pradax Hard Capsules 

110mg (Change of 

Distributor, New 

Indication and Change of 

Name of Product) 

Distributed by: 

Boehringer Ingelheim 

(Canada) Ltd. Canada 

(Product of Germany) 

Germany Third Schedule 

76860512 JointFlex Pain Relieving 

Cream 

SmartScience 

Laboratories Inc. 

USA Freely 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

76870512 Purim Tablets The Himalaya Drug 

Company 

India Freely 

77710112T Taxuba Injection 20mg Manufactured by: 

Laboratorios IMA 

S.A.I.C. Argentina 

Packaged by: 

Glenmark Generics 

S.A. 

Argentina Third Schedule 

77720112T Taxuba Injection 80mg Manufactured by: 

Laboratorios IMA 

S.A.I.C. Argentina 

Packaged by: 

Glenmark Generics 

S.A. 

Argentina Third Schedule 

77730112T Sandoz Desloratadine 

Film-Coated Tablets 5mg 

Manufactured by: 

Sandoz Private 

Limited for Sandoz 

GmbH Austria 

Argentina Third Schedule 

77740112T Sandoz Escitalopram 

Film-Coated Tablets 20mg 

Manufactured by: 

Sandoz Private 

Limited for Sandoz 

GmbH Austria 

Argentina Third Schedule 

77750112 GNC 

Glucosamine/Chondroitin 

Capsules 250mg/200mg 

Distributed by: 

General Nutrition 

Corporation USA 

(Product of USA) 

USA Freely 

77760112T Tramapar Film-Coated 

Tablets 

Indoco Remedies Ltd. India Third Schedule 

77770112 Aanmol Tablets BP 

500mg 

Manufactured by: 

Centurion 

Laboratories Division 

of Centurion 

Remedies PVT Ltd. 

India Marketed by: 

Aanjaney Lifecare 

Limited India 

India Freely 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

77780512T Celparin 5000 Injection 

USP 5000 IU/5mL 

Celon Laboratories 

Ltd. 

India Third Schedule 

77790512 GNC Triple Strength Fish 

Oil Softgels 

Distributed by: 

General Nutrition 

Corporation USA 

(Product of USA) 

USA Freely 

77800512 GNC alpha-Lipoic Acid 

600 Caplets 600mg 

Distributed by: 

General Nutrition 

Corporation USA 

(Product of USA) 

USA Freely 

77810512T Cyctocel 200 Powder for 

Solution for Injection USP 

200mg - Vials 

Celon Laboratories 

Ltd. 

India Third Schedule 

77820512 GNC CoQ-10 Softgel 

Capsules 50mg 

Distributed by: 

General Nutrition 

Corporation USA 

(Product of USA) 

USA Freely 

77830512 GNC CoQ-10 Softgel 

Capsules 100mg 

Distributed by: 

General Nutrition 

Corporation USA 

(Product of USA) 

USA Freely 

77840512 GNC CoQ-10 Softgel 

Capsules 200mg 

Distributed by: 

General Nutrition 

Corporation USA 

(Product of USA) 

USA Freely 

77850512 GNC CoQ-10 Softgel 

Capsules 400mg 

Distributed by: 

General Nutrition 

Corporation USA 

(Product of USA) 

USA Freely 

77860512 GNC Calcium Complete 

Tablets 

Distributed by: 

General Nutrition 

Corporation USA 

(Product of USA) 

USA Freely 

77870512 GNC Glucosamine Sulfate 

1000 Tablets 

Distributed by: 

General Nutrition 

Corporation USA 

(Product of USA) 

USA Freely 



  

DAN TRADE NAME AND 

FORM 

MANUFACTURER COUNTRY 

OF 

ORIGIN 

CONDITION 

OF SALE 

77880512 GNC Glucosamine Sulfate 

550 Capsules 

Distributed by: 

General Nutrition 

Corporation USA 

(Product of USA) 

USA Freely 

77890512 GNC Natural E 400 

Softgel Capsules 400IU 

Distributed by: 

General Nutrition 

Corporation USA 

(Product of USA) 

USA Freely 

77900512 GNC Natural E 1000 

Softgel Capsules 1000IU 

Distributed by: 

General Nutrition 

Corporation USA 

(Product of USA) 

USA Freely 

77910512 GNC Herbal Plus Milk 

Thistle Capsules 200mg - 

Vegetarian 

Distributed by: 

General Nutrition 

Corporation USA 

(Product of USA) 

USA Freely 

(Pharmacy 

ONLY) 

77920512T Zoledronic Acid 

Lyophilized Powder for 

Injection 4mg/vial 

Gland Pharma Ltd. India Third Schedule 

77930512T Celplat 10 Injection BP 

10mg/10mL 

Celon Laboratories 

Ltd. 

India Third Schedule 

77940512T Celplat 50 Injection BP 

50mg/50mL 

Celon Laboratories 

Ltd. 

India Third Schedule 

77950512T Invega Extended-Release 

Tablets 6mg (Additional 

Source) 

Manufactured by: 

Janssen Cilag 

Manufacturing LLC 

Puerto Rico Packaged 

and Released by: 

Janssen-Cilag S.p.A., 

Via C. Janssen 

Italy Third Schedule 

 
 
 
 


