HUMAN DRUGS

NEW PATENTED MEDICINES REPORTED TO PMPRB - 2002

(UPDATE AS OF OCTOBER 31, 2005 - HIGHLIGHTED)

DATE OF

COMPANY BRAND NAME CHEMICAL NAME DIN THERAPEUTIC USE FIRST SALE STATUS
Biaxin 50 mg/mL 02244641 22 Jul 2002 Gﬁig?i'ﬂes
clarithromycin Antibiotic Wit
Biaxin XL 500 mg/tablet 02244756 4 Sep 2002 Guiéelzges
Abbott Laboratories Limited Synagis 50 mg/vial palivizumab 02245889 Prophylaxis of RSV infection 26 Sep 2002 GL\J,i\gteTilrr:es
Tarka 2/240 trandolapril/'verapamil hydrochloride 02240946 | Anti-hypertensive 15 Nov 2002 GL\J,i\gtewiques
Kadian 10 mg/capsule morphine sulphate 02242163 | Analgesic (narcotic) 18 Dec 2001 GL\J,i\gtewiques
Actelion Pharmaceuticals Tracleer 62.5 mg/tablet " 02244981 . . Within
Canada Inc. Tracleer 125 mg/tablel bosentan 02242985 Endothelin receptor antagonist 4 Jan 2002 Guidelines
" . Nov 2001 Within
Alcon Canada Inc. Travatan 0.04 mg/mL travoprost 02244896 Glaucoma/ocular hypertension (patented 2002) Guidelines
Allergan Inc. Alphagan 2 mg/mL brimonidine tartrate* 02236876 Glaucoma/ocular hypertension (patl?ei(t:e%jgggoa GL\J,i\gtewiques
Kineret 100 mg/syringe anakinra* 02245913 Rheumatoid arthritis 24 May 2002 GL\J,i\gtewiques
Aranesp HAS Free 25 mcg/mL 02246354
Amgen Canada Inc. Aranesp HAS Free 40 mcg/mL 02246355 Aug 2002 Within
Aranesp HAS Free 100 mcg/mL darbepoetin alfa* 02246357 | Anaemia in chronic renal failure (patengtje d 2002) Guidelines
Aranesp HAS Free 200 mcg/mL 02246358
Aranesp HAS Free 500 mcg/mL 02246360
Seroquel 300 mg/tablet quetiapine fumarate 02244107 | Antipsychotic agent 4 Jan 2002 GL\J,i\gteTilrr:es
AstraZeneca Canada Inc. :
Symbicort 100/6 Turbuhaler budesonide/formoterol fumarate 02245385 : . . Within
Symbicort 200/6 Turbuhaler dihydrate 02245386 Asthma (corticosteroid and bronchodilator) 14 Feb 2002 Guidelines
" Feb 1993
Lovenox 100 mg/mL 02012472 (patented 2002)
Dec 1997
Lovenox 100 mg/mL. o 02236564 . . . (patented 2002) Within
enoxaparin sodium Anticoagulant/antithrombotic agent Apr 1008 Guidelines
Aventis Pharma Inc. Lovenox 100 mg/mL 02236883 pr
(patented 2002)
May 2002
Lovenox HP 150 mg/mL 02242692 (patented 2002)
. . . L . Jan 1998 Within
Sabril 500 mg/pouch vigabatrin 02068036 Epileptic seizures | | (patented 2002) Gui d.eli_nes
Berlex Canada Inc. MabCampath 30 mg/ampoule alemtuzumab* Treatment of B-cell chronic lymphocytic 22 May 2002 W'th.'n
leukemia Guidelines
Bles Biochemicals Inc. BLES 27 mg/mL bovine lipid extract surfactant* 02245464 Neonatal Respiratory Distress Syndrome 5 Feb 2002 W'th.'n
(NRDS) Guidelines
Boehringer Ingelheim - : . A Chronic obstructive pulmonary disease Within
(Canada) Ltd. Spiriva 18 mcg/capsule tiotropium bromide 02246793 (COPD) 21 Nov 2002 Guidelines

PMPRB




NEW PATENTED MEDICINES REPORTED TO PMPRB - 2002

(UPDATE AS OF OCTOBER 31, 2005 - HIGHLIGHTED)

Tequin 2 mg/mL gatifloxacin 02243183 Antibacterial agent 8 Jan 2002 GL\J,i\gtewiques
Videx EC 125 mg/capsule 02244596
BrlstoI—Myer_s Squibb Videx EC 200 mg/capsule didanosine 02244597 HIV/AIDS (antiretroviral) 3 Jan 2002 W'th.'n
Pharmaceutical Group Guidelines
Videx EC 250 mg/capsule 02244598
Videx EC 400 mg/capsule 02244599
Sustiva 600 mg/tablet efavirenz 02246045 HIV/AIDS (antiretroviral) 15 Oct 2002 GL\J,i\QterI]ilrr:es
Elan Pharmaceuticals Inc. Myocet 50 mg/vial doxorubicin hydrochloride, liposomal 02245015 Breast cancer 6 Nov 2002 GL\J,i\gtewiques
Eli Lilly Canada Inc. Glucagon 1 mg/mL glucagon RDNA origin 02243297 | Hypoglycaemia 27 May 2002 Gt}g\c/il(terrilrr:es
Ferring Inc. Florazole ER 750 mg/tablet metronidazole 02244405 | Antibacterial — Antiprotozoal agent 10 Oct 2002 GL\J,i\gg;ilrr:es
. Lipidil Supra 100 mg/tablet ) 02241601 - . Mar 2000 Within
Fournier Pharma Inc. Lipidil Supra 160 ma/tablet fenofibrate 02241600 Lipid metabolism regulator (patented 2002) Guidelines
Adva!r 25/125 salm‘eterol xinafoate/fluticasone 02245126 Bronchodilator 2 Jan 2002 V_Vlth_ln
Advair 25/250 propionate 02245127 Guidelines
Flovent HFA 0.05 mg/dose 02244291 13 Feb 2002 Within
o Flovent HFA 0.125 mg/dose fluticasone propionate 02244292 | Asthma 24 Jan 2002 Guidelines
GlaxoSmithKline Flovent HFA 0.25 mg/dose 02244293 28 Jan 2002
g
. live attenuated vaccine, combined . Jun 1999 Within
Priorix 1 N.A./dose measles, mumps and rubella 02239208 | Vaccine (Measles, Mumps and Rubella) (patented 2002) Guidelines
Ventolin HFA 0.1 mg/dose salbutamol sulfate 02241497 Bronchodilator 2 Jan 2002 GL\J,i\gtewiques
Tamiflu 75 mg/capsule oseltamivir phosphate* 02241472 | Antiviral (patl?ei(t:e%jgggoa veu
Pulmozyme 2.5 mg/ampoule dornase alfa* 02046733 Cystic fibrosis (patpt\e#tjej(-jgggoa GL\J,i\gtewiques
L o . s Within
Hoffmann-LaRoche Canada Valcyte 450 mg/tablet valganciclovir hydrochloride 02245777 | Antiviral/CMV retinitis 15 Jul 2002 Guidelines
Ltd. . ithi
Zenapax 5 mg/mL daclizumab* 02241473 | Immunosuppressant (pat‘(]eléltggoz%OZ) GL\J,i\gtewiques
Cellcept 200 mg/mL mycophenolate mofetil 02242145 Immunosuppressant 23 Sep 2002 GL\J,i\gtewiques
Nutropin 10 mg/vial somatropin 02216191 Growth hormone 31 Oct 2002 GL\J,i\gteTilrr:es
Intermune Inc. Infergen 0.03 mg/mL interferon alfacon-1* 02239832 Chronic HCV infection 1 Jan 2002 GL\J,i\gtewiques
Eprex 5000 unit/syringe epoetin alfa 02243400 | Anaemia 10 Sep 2002 GL\J,i\gtewiques
Janssen-Ortho inc. - —
Pariet 10 mg/tablet A 02243796 . . . Within
Pariet 20 mg/tablet rabeprazole sodium 02243797 Gastro-intestinal disorders 3 Jul 2002 Guidelines
Leo Pharma Inc. Dovobet 0.55 mg/g g_almpc_)trlol/betamethasone 02244126 | Topical antipsoratic agent 17 Dec 2001 Notice of
ipropionate Hearing
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Imodium Advanced Caplet 2/125 ".’F’Efa’.“'de hydrochloride/ 02245185 Oral antidiarrheal/antiflatulent agent 24 Jun 2002 W'th.'n
. simethicone Guidelines
McNeil Consumer Healthcare Wit
Tylenol 8 Hour 650 mg/caplet acetaminophen 02246060 | Analgesic 1 Nov 2002 Guidlelilrr:es
h : Aug 2001 Within
Cancidas 50 mg/vial 02244265 (patengtje d 2002) Guidelines
caspofungin acetate* Antifungal/Treatment of aspergillosis Ot 2001 Within
Cancidas 70 mg/vial 02244266 (patented 2002) Guidelines
Merck Frosst Canada Ltd. Fosamax 70 mg/tablet alendronate sodium 02245329 Bone metabolism regulator 14 Feb 2002 GL\J,i\gtewiques
Aggrastat 0.05 mg/mL tirofiban hydrochloride 02240706 Platelet aggregation inhibitor 1 May 2002 GL\J,i\cl;tteTilr?es
Recombivax HB 40 mcg/mL recombinant hepatitis B vaccine 02245977 Hepatitis B vaccine 24 Oct 2002 GL\J,i\gtewiques
Triaminic Vapour Patch . Within
1 N.A./patch menthol/camphor/eucalyptus oil 02244651 Cough suppressant 16 July 2002 Guidelines
Transdermal Nicotine Patch
Novartis Consumer Health 35 mg/patch 02241226
Canada Inc. Transdermal Nicotine Patch . : : Within
17.5 mg/patch nicotine 02241227 Smoking Cessation 18 Nov 2002 Guidelines
Transdermal Nicotine Patch
52.5 mg/patch 02241228
Starlix 60 mg/tablet 02245438
Starlix 120 mg/tablet nateglinide* 02245439 Oral antidiabetic agent 1 Mar 2002 VCU
Novartis Pharmaceuticals Starlix 180 mg/tablet 02245440 =
Canada Inc. Estradot 25 estradiol 171 02245676 Hormone Replacement Therapy (HRT) 4 Oct 2002 Guidleliques
Gleevec 100 mg/capsule imatinib mesylate* 02244725 Chronic myeloid leukemia (CML) (paf;?ezo%oa GL\J,i\gtewiques
Novorapid 100 unit/mL insulin aspart* 02244353 1 Feb 2002 GL\J,i\QteT;QGS
Novo Nordisk Canada Inc. Diabetes Wit
Novorapid 100 unit/mL insulin aspart 02245397 20 Jun 2002 Guidleliques
Organon Canada Inc. Orgalutran 250 mcg/syringe ganirelix acetate* 02245641 Gonadot_ropln releasing hormone 23 Aug 2002 W'th.'n
antagonist Guidelines
Organon Sanofi-Synthelabo Arixtra 2.5 mg/syringe fondaparinux sodium* 02245531 Synthetic antithrombotic 16 Jul 2002 V.V'th.m
Canada Guidelines
Orphan Medical Inc. Busulfex 60 mg/ampoule busulfan 02240602 | Antineoplastic agent (pagﬁ;e{jgggoz) VCU
Paladin Laboratories Inc. Androderm 24.3 mg/patch testosterone 02245972 Hypogonadism 31 Oct 2002 GL\J,i\gtewiques
Pfizer Canada Inc. Reactine 20 mg/tablet cetirizine hydrochloride 01900978 Histamine H, receptor antagonist 11 Jan 2002 GL\J,i\gtewiques
Un!det 2 mg/capsule tolterodine tartrate 02244612 Overactive bladder (antispasmodic) 26 Mar 2002 V_V|th_|n
Unidet 4 mg/capsule 02244613 Guidelines
Pharmacia Canada Inc. Xalacom 5.05 mg/mL latanoprost/timolol maleate 02246619 Glaucoma/ocular hypertension 24 Oct 2002 GL\J,i\gtewiques
Nicorette Inhaler 10 mg/dose nicotine 02241742 Smoking Cessation 27 Nov 2002 GL\J,i\gteTilrr:es
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. o, ; . . Within
Sanofi-Synthelabo Canada Xatral 10 mg/tablet alfuzosin hydrochloride 02245565 Benign prostatic hyperplasia 21 Feb 2002 Guidelines
Inc. Fasturtec 1.5 mg/vial rasburicase* 02248416 | Treatment of prophylaxis of hyperuricemia 21 May 2002 H e'\:;r)itr'g\(/’éu
Aerius 5 mg/tablet desloratadine* 02243919 | Allergy (antihistamine) 10 Jan 2002 W'th.'n
Guidelines
Claritin Liberator 250 mg/tablet loratadine/pseudoephedrine sulfate 02244941 | Allergy (antihistamine) 8 Apr 2002 GL\J,i\gtewieres
Integrilin 0.75 mg/mL P 02240351 P Jun 1999 Within
— tifibatide* Platelet tf hibit S
Schering Canada Inc. Integrilin 2 mg/mL epiibatice 02240352 alelet aggregation innibitor (patented 2002) Guidelines
Pegetron 50 02246026
Pegetron 80 02246027 - . . .
. g S Antiviral agent plus Biological response Within
Pegetron 100 peginterferon alfa-2b + ribavirin 02246028 modifier 13 Aug 2002 Guidelines
Pegetron 120 02246029
Pegetron 150 02246030
. L S L . Apr 2001 Within
Servier Canada Inc. Diamicron MR 30 mg/tablet gliclazide 02242987 Oral antidiabetic agent (patented 2002) Guidelines
Shire Biologicals Neisvac-C 1 N.A./syringe mer_ungococcal_group CTT 02245057 Prevention of meningococcal infection 21 Dec 2001 W'th.'n
conjugate vaccine Guidelines
Tyco Healthcare Group OptiMARK 330.9 mg/mL gadoversetamide 02242986 MRI contrast agent 29 Nov 2002 W'th.'n
Canada Inc. Guidelines
Wyeth-Ayerst Canada Inc. Premplus 0.625 + 5.0 conjugated estrogens + 02242879 Hormone Replacement Therapy (HRT) 9 May 2002 W'th.m
medroxyprogesterone acetate Guidelines

TOTAL: 97 DINs
02(1) 43 DINs
02(2) 54 DINs

* New Active Substance
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