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Dear Sir/lMadam:

In respanse to your request for a Drug Identification Number (DIN), the enclosed Drug NotiﬁcatIon form has
been issued.

The Drug Notification Form consists of three sections: 1) Product lnformatxon (Partl), 2) CompanY 'nfOF mation
(Part 1) and 3) Notified Information (i.e., information pertaining to the product at the time of marketing)(Part
I). The DIN appears at the top of each page of the form. Return the original copy with all three sectians of
this form to the Submission and Information Polrcy Drvnsxon at the above address when notlfymg A photocopy
should be made for your records . . .

An instruction sheet for correcting product information and notifying a product Is enclosed.

CONFIRMATION OF DIN
Part | of the form contains information currently held by the TherapeutxcProducts Programme Please check
this informalion carefully. Cormrections can be made by crossing out the incomrect information and filling in the
appropriate space with the correct information. However, note‘that no changes can be made to the DIN
Owner Name, Brand Name, Dosage Form, Route of Administration, Active Ingredient(s)-or its Strength
(concentration) that wers not reflected in the original application or were not part of the t‘nal outcome
of the revlew, since the DIN owner is required to submlt a new apphcatnon for a DIN. - d T
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IN ACCORDANCE WITH THE REGULATORY REQUIREMENT, PLEASE COMPLETE, SIGN, AND =~
RETURN THIS FORM, INCLUDING SPECIMENS OF THE FINAL VERSION OF ANY LABEL, INCLUDING =™
ANY PACKAGE INSERT, PRODUCT BROCHURE AND FILE CARD WITHIN 30 DAYS OF COMMENCING °.

* SALE OF THE DRUG IN CANADA." This also applies'to Drug Notzﬁcahon Forms' issued for marketed
products foltowmg admlmstrahve processrng of a change In product name or a change in the DIN owner's .
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. LABELLING MATERIAL SRR PRI P LA

- In assessmg apphoahons for DINs, the Therapeutlc Products Prograrnme reviews the labelling material
provided in order to alert applicants to significant discrepancies, potentlal regulatory violations or health
hazards of which they may not be aware. . Although full label reviews have been conducted for some
categories in the past, the current workload/resources ratio does not permit us to continue such detziled
review without incurring significant delays. Therefore, manufacturers should ensure that the labelling material
used for their product is In full compliance with all the pertinent regulatory requirements and not only those )
brought to their attentxon pnor to the Issuance of the Drug Identxﬁcahon Number

'Manlyn Schwarz
Manager

. Submission and Information Policy Division™ *
Bureau of Policy and Coordunatron
Fax: 613-941-0825
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DRUG NOTIFICATION FORM
FORMULAIRE DE DECLARATION DE MEDICAMENT

s 112 5T

Suxte 308. CAMPUS TOWER
City/Ville EDMONTON Province: ALBERTA
Country/Pays;: CANADA Postal Code/Code Postal: T6G 1K8 P.O. Box/Casier postal:
Contact/Responsable: = DR JOANNE TOTOSY DE ZEPETNEK DIRECTOR, CLINICAL & REGULATORY AFFAIRS ,
Tel/Tél:  780-432-0022 Fax: 780-432-7772 Language/Langue: D@whlAnilals [:]French/Frangais
E-mail/Adresse électronique: I
Address Designation/Indicatif de station: ) EMaﬂing/Courier EBilling/Facmration @Notiﬁcation/Déclaration

THERAPEUTIC PRODUCTS PROGRAMME/PROGRAMME DES PRODUITS THERAPEUTICS Date of Printing/Date d'impressions 2000-03-24 Ver. 15
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FORMULAIRE DE comwumcnxows PAR TELECOPIEUR )
S . . - .- p
'IfO/A: rx.OM/UJ:. ‘
U ngs, Connie Sykes, Senior Consultant Melanie-McCallum:
COMPANY/ORGANIZATION: DATE: |
E.G.A. Biogclegess Novembez 26, 2004-
'FAX NUMBER/NUMERO DE PAGE(S) INCLUDING COVER/PAGE()
TELECOPIEUR: INCLUANT LA PAGE COUVERTURE:
- (750) 9887750 ,, 1
| PHONE NUMBER/NUMERQ DE SENDER’S TELEPHONE NUMBER/NUMERO
TEYLEPHONE: DE TELEPHONE DE L'EXPEDITEUR (E):
(780) 988-775¢ | (613).948:9263 / FAX: (613) 954-2877
RE/SUJET: REFERENCE NUMBER/NUMERO DE
NOTICE OF PLACEMENT IN N/A
ASSESSMENT (LEVEL 3) QUEUE
XURGENT QFORREVIEW QPLEASE COMMENT  (IPLEASE ReprY U PLEASE RECYCLE

.

S

SUBJECT: SUBMISSION STATUS UPDATE

Cold Px ®
Ms. Sykes,

Subgmission Ne. 100774

" Please be advised that the above submission has enteted Level 3 Queue fox the assessment of

Quality, Safety & Efficacy. Please see Chapter 4 of the Product Licensing guidence document for

more information on the licensing process.

Thank you,

Melanie McCallum

Tek (613)948-9263
Fax: (613) 954-2877



