
SUBMISSION OF A NEW OR MODIFIED QUALITY SYSTEM CERTIFICATE 

SOUMISSION D'UN CERTIFICAT DE SYSTEME QUALITE 

Under Section 43.1,Subject to section 34 of the 
Medical Devices Regulations, if a new or modified 
quality system certificate is issued in respect of a 
licensed medical device, the manufacturer of the 
device shall submit a copy of the certificate to the 
Minister within 30 days after it is issued. This form 
is to be completed in full and submitted with a copy 
of the new or modified certificate to Health 
Canada's Medical Devices Bureau. 

Ce formulaire devrait etre utilise lorsqu'un fabricant 
recoit de son registraire un nouveau certificat de 
systeme qualite ou un certificat de systeme quake 
modifie. Le but du present form ulaire est d'aider les 
fabricants a se conformer a l'alinea 43.1 du Reglement 
sur les instruments medicaux en deposant chez Sante 
Canada une copie de leur nouveau certificat ou de leur 
certificat modifie dans les trente jours suivant la 
reception dudit certificat. 

Mail or fax a copy of this form with a copy of your 
new certificate (including any attachments) of your 
new or modified certificate to: 

Device Licensing Services Division 
Medical Devices Bureau, Room 1605, 
Statistics Canada Main Building 
Tunney's Pasture, AL 0301H1 
OTTAWA, Ontario 
Canada K1A OL2 
Fax: (613)957-6345 

Faites parvenir ce formulaire ainsi qu'une copie du 
nouveau certificat ou du certificat modifie a Sante 
Canada par la poste ou par telecopieur : 

Division des services d'homologation des instruments 
Bureau des materiels medicaux 
Immeuble principal de Statistique Canada, piece 1605 
Pre Tunney, 0301H1 
OTTAWA (Ontario) 
Canada K1A 0L2 
telecopieur (613)957-6345 

Please indicate the change(s) below / veuillez indiquer le(s) changements(s) ci-dessous 

Current Certificate Number / numero de certificat: 

New Certificate Number / nouveau numero de certificat: 

0 Scope / portee 0 Sites / emplacement(s) 

0 Standard / normes 0 Manufacturer's name / nom du fabricant 

0 	Issue date / date d'entree en 
vigueur 

0 Manufacturer's address / adresse du fabncant 

Cdr  Expiry date / date d'expiration p Registrar / nom du registraire 



SUBMISSION OF A NEW OR MODIFIED QUALITY SYSTEM CERTIFICATE 

SOUMISSION D'UN CERTIFICAT DE SYSTEME QUALITE 

Original Certificate/ certificat original: FM540797 

I, the manufacturer holding the original certificate above, 
hereby submit a new or modified version of my quality 
system certificate in accordance with section 43.1 of the 
Medical Device Regulations. The Licence numbers to 
which this certificate applies are listed below. 

En tant que fabricant detenant le certificat original decrit 
ci-haut, je depose chez Sante Canada une copie de la 
nouvelle version ou de la version modifiee de mon certificat d € 

systeme qualite conformement a l'alinea 43.1 du Reglement 
sur les instruments medicaux. 

Name of Signing Official (print) / nom du signataire (lettres moulees SVP) 

ea. or iij  

Signed/signe: 	-10(s–.01—  	 Date: 	7/C:' 	C)  

Manufacturer Name and Address/ nom et adresse du fabricant 
VIAMED LTD 

15 STATION ROAD CROSSHILLS KEIGHLEY, GB BD20 7DT 
128822 

Licence # 	 Licence Name / nom de l'homologation 	 Class / 
No.d'homologation 	 Classe  

78687 	IMICROSTIM DB3 SUPRAMAXIMAL NERVE STIMULATOR 	 J 	2 



Certificate 
of Registration 

QUALITY MANAGEMENT SYSTEM - ISO 13485: 2003 

This is to certify that: 

Viamed Ltd 
15 Station Road 
Cross Hills 
Keighley 
BD20 7DT 
United Kingdom 

Holds Certificate No: FM 540797 

and operates a Quality Management System which complies with the requirements of ISO 13485: 2003 for the following 
scope: 

The design and manufacture of supramaximal nerve stimulators and infant resuscitators. 

For and on behalf of BSI: 

President, BSI America, Inc. 

Originally Registered: 11118/2008 

B SI 	 CMDCA S 
Recognized 

 

ID 5  
Registrar 

.. , 	 

Effective Date: 01/21/2010 	 Expiry Date: 01/20/2013 

Page: 1 of 1 

1.1119111k 411.111111, 

This certificate remains the property of BSI and shall be returned immediately upon request. 
An electronic certificate can be authenticated online, Printed copies can be validated at www.bsigroup.com/ClientDirectory  
To be read in conjunction with the scope above or the attached appendix. 
Americas Headquarters: 12110 Sunset Hills Road. Suite 200, Reston, VA 20190. USA. 



SENT JOURNAL 

DATE : 27-JAN-2010 WED 12:55 
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 I Sante Health 
Canada Canada 

Medical Devices Bureau 
Health Products & Food Branch 
150 Tunney's Pasture Driveway 
Room 1605, Main Building 
A.L. 0301H1 
Ottawa ON K1A OK9 
Canada 
Tel / Tel. : (613) 957-4786 

AXE 
ff-f-vouv 

VIAMED LTD 

15 STATION ROAD 
CROSSH ILLS 
KEIGHLEY. WEST YORKSHIRE 
GREAT BRITAIN 
BD20 7DT 

ATTENTION: Accounts Payable / compte payable 

The attached package includes the following: 

1 	An invoice for the annual fees charged for 
medical device licences issued to your company. The 
annual fees include all medical device licences valid 
on October 31. 

A Renewal Confirmation and Fee Detail report 
that has been prepared by the Medical Devices 
Bureau based on your response to the Medical 
Devices Bureau's Renewal Report. This has been 
prepared to assist licence holders in determining the 
charges on the invoice for the licences valid as of 
October 31. A copy of renewed licences will not be 
issued as the attached listing serves to confirm 
licences renewed. 

3. 	A guidance document describing payment 
procedures. In order to avoid interest charges, 
payment must be received at the address indicated in 
that document by the due date indicated on the 
invoice. Payment by cheque (Canadian funds) or by 
credit card is preferred. 

La trousse ci-jointe contient les documents suivants : 

1. La facture ci-jointe correspond aux frais annuels 
payables a regard des homologations d'instrument 
medical octroyees a votre societe Les frais demandes 
visent toutes les homologations d'instrument medical 
valides au 31 octobre. 

2. Un rapport detaille de confirmation de 
renouvellement et des frais preparee par le Bureau des 
materiels medicaux d'apres l'information recu selon le 
rapport de renouvellement des homologations. II vise a 
aider les detenteurs a determiner le montant de la facture 
selon les homologations valides au 31 octobre. Une 
copie de chaque homologation ne sera pas emise etant 
donne que la liste ci-jointe confirme votre 
renouvellement. 

3. Un guide sur les modalites de paiement. Afin 
d'eviter les frais d'interet, votre reglement doit etre recu a 
l'adresse indiquee dans le present document a la date 
d'echeance mentionnee sur la facture. Les paiements par 
cheque (en devises canadiennes) ou par carte de credit 
sont prefer:es. 

ID: 128822 

Date: 2009-12-15 

I would like to take this opportunity to thank you for 
your cooperation. 	 Je profite de roccasion pour vous remercier de votre 

cooperation. 

6).4, 
Dr. Roland Rotter 

Director / Directeur 
Medical Devices Bureau / Bureau des materiels medicaux 

Therapeutic Products Directorate / Direction des produits therapeutiques 
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I + Health Sante 
Canada Canada Page: 1 

Therapeutic Products Directorate/Direction des 

Medical Devices - Instruments medicaux 

0090270926 INVOICE - FACTURE 

To - A 
VIAMED LTD. 
CROSSHILLS 
15 STATION ROAD 
KEIGHLEY 
West Yorkshire 
BD20 7DT 
GREAT BRITAIN 

For - Pour 
VIAMED LTD 
CROSSHILLS 
15 STATION ROAD 
KEIGHLEY 
West Yorkshire 
BD20 7DT 
GREAT BRITAIN 

Date 
Due Date - Date d'echeance 
Customer N° - N° du client 
Control N° - N° de controle 
Intra N° - N° d'intra 
Creditor Account - Compte creancier 

Remit To - Envoyer 
Health Canada - Sante Canada 
Accts Receivable-Comptes a recevoir 
Room B350 
P/L 3203B - LIP 3203B 
Ottawa ON KlA OK9 
Phone-Telephone: 1-800-815-0506 
Fax-Telecopieur:1-613-957-3495 
Email : ar-cr@ hc-sc.gc.ca  

2009/12/15 
2010/01/14 

MDR 128822 
REN 2009 

Description 	 Quantity 	Price 	 Amount 
Description 	 Quantfte 	Prix 	To 	Montant 

, 	 .  

Item/Article 1 	 1.000 	 50.00  

Class II Red Fee Renewal 
Classe 11 Renouvellement tarif reduit rais 

GST/TPS # R121491807 

Payable to the Receiver General for Canada in Canadian funds by cheque, money order, Visa, Amex or Master 
Card. Please indicate your invoice number with your payment. Interest will be charged on overdue accounts. 
For wire transfer payments please remit a copy of your financial institution confirmation by e-mail or fax. 

Payable a l'ordre du Receveur general du Canada en devises canadiennes par cheque, mandat de poste, Visa, 
Amex ou Master Card. SVP indiquer le numero de votre facture avec votre paiement. Un interet sera impose 
sur les comptes en souffrance. 
Veuillez nous soumettre, par courriel ou telecopieur, la confirmation ernise par votre institution financiere 
dans le cas des paiements effectues par transfert de fonds. 



PAYMENT PROCEDURES FOR ANNUAL FEES 
	

128822 

Indicate your instructions for payment by completing the appropriate table below. Please submit this form with your 
payment to: 

Accounts Receivables, P/L 3203B, Room B350 
Ottawa, Ontario, MA 0K9 

Payment of fees in Canadian funds is strongly advised since payment in non-Canadian funds results in delay in 
crediting your account, a risk of under payment due to fluctuating exchange rates and of later confusion over 
unexpected interest charges and balances owing. 
Cheques, money orders or international bank drafts should be made payable to the "Receiver General for Canada". 

Payment by Cheque 

Company's Full (legal) Name 	 ,01 	(.,T 1)  
Customer Account Number (as per invoice) 	 ,1  
Invoice # to be paid 
	

2_709 2. 6  
Note: for cheques received in US currency, the ovfilfpayment will be kept on the account for future invoice. 

Payment By Credit Card (Visa, Mastercard or American Express) 

Company's Full (legal) Name  

Customer Account Number (as 

Invoice # to be paid  

Credit Card (eg, Visa)  

Credit Card Holder's Name  

Credit Card Number  

Credit Card Holder's Address 

invoice) 

2-$- 7 5700 OZ62. 2.7 S"  

/ 5-  stcA. -70.-,  rzoc,c/ , Cr-os 1-1/ • 4 
e-St 'for ks.kre. eDzo 7 DT 

Credit Card Holder's Full Telephone Number 	4.4 I 5--  3 5 6"14- S-4 '2- 

Credit Card Expiry Date 	 0 IA 7  

Note: For direct credit card payment of renewal invoices only, fax to (613)957-3495. 
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I*11 Sante Health 

	

Canada Canada 	
Medical Devices Bureau / Bureau des materiels medicaux 
Renewal Confirmation and Fee Listing / Confirmation de 

renouvellement et liste detainee des frais 	Date 2009-12-15 

	

Manufacturer / Fabricant 	 ID: 128822 
VIAMED LTD_ 

15 STATION ROAD CROSSHILLS KEIGHLEY, YVV GB BD20 7DT 

Overall Fee Reduction / 
Reduction du prix d'ensemble No / Non 

Class/Classe 2 
Reduced Fee / Tarif reduit 

Licence No Name / Nom 	 Fee/Frais  

78687 	MICROSTIM DB3 SUPRAMAXIMAL NERVE STIMULATOR 	 $50.00  
Sub-Total / Sous-total 	 $50.00 

Total Fee for! 	VIAMED LTD 
Frais total pour $50.00 

Page 6 



PAYMENT PROCEDURES FOR ANNUAL FEES 	 128822 

Indicate your instructions for payment by completing the appropriate table below. Please submit this form with your 
payment to: 

Accounts Receivables, P/L 3203B, Room B350 
Ottawa, Ontario, KlA 0K9 

Payment of fees in Canadian funds is strongly advised since payment in non-Canadian funds results in delay in 
crediting your account, a risk of under payment due to fluctuating exchange rates and of later confusion over 
unexpected interest charges and balances owing. 
Cheques, money orders or international bank drafts should be made payable to the "Receiver General for Canada". 

Payment by Cheque 

Company's Full (legal) Name 

Customer Account Number (as per invoice) 

Invoice # to be paid 

Note: for cheques received in US currency, the overpayment will be kept on the account for future invoice. 

Payment By Credit Card (Visa, Mastercard or American Express) 

Note: For direct credit card payment of renewal invoices only, fax to (613)957-3495. 

Page 2 



I 

+11 Health Canada 

Health Products 	

Sante Canada 

Direction general des produits 
and Food Branch 	de sante et des aliments 

VIAMED LTD. 

15 STATION ROAD 
CROSSH ILLS 
KEIGHLEY, WEST YORKSHIRE 
GREAT BRITAIN 
BD20 7DT 

ATTENTION: Regulatory Affairs 
(Quality Systems)  

Medical Devices Bureau 
Health Products & Food Branch 
150 Tunney's Pasture Driveway 
Room 1605, Main Building 
A.L. 0301H1 
Ottawa ON K1A 0K9 
Canada 

Date: 2009-12-08 

Certificate Number / 
Numero du certificat: FM540797 

Certificate Expiry Date / 
Date d'expiration du certificat: 2010-01-26 

Manufacturer Number / 
Numero du fabricant: 128822 

Reminder Notice - Expiry of Quality System 
Certificates 

Dear Sir / Madam: 

This letter is in reference to the quality systems 
certificate number referenced above. Upon review 
of our records, it has come to our attention that your 
quality system certificate supplied in support of the 
licences referenced in the attached Form will soon 
expire. 

Your Certificate Will Soon Expire 

This letter serves as a reminder that our records 
indicate that the quality system certificate, in support of 
the medical device licence(s) referenced in the 
attached form, is about to expire. Please be advised 
that under Section 43.1 of the Medical Devices 
Regulations, "Subject to setion 34, if a new or modified 
quality system certificate is issued in respect of a 
licensed medical device, the manufacturer of the 
device shall submit a copy of the certificate to the 
Minister within 30 days after it is issued." Please 
complete and mail or fax (613-957-6345) to us the 
attached form with a new copy of your quality system 
certificate. This will ensure that your licences remain 
in effect and will not be subject to cancellation under 
Section 43.1 of the Medical Device Regulations. 

Avis de rappel - Expiration de certificats de systeme 
qualite 

Monsieur / Madame. 

La presente lettre concerne le numero de certificat de 
systeme de qualite mentionne ci-dessus. SeIon nos 
dossiers, le certificat de systerne qualite fourni a l'appui 
des homologations visees dans la liste ci-jointe arrivera 
bientot a expiration. 

Votre certificat arrive bient6t a expiration 

Veuillez noter que, selon nos dossiers, le certificat de 
systeme qualite a l'appui des homologations d'instrument 
medicaux visees dans la liste ci-jointe arrivera bientot a 
expiration. Nous tenons a vous aviser qu'aux termes de 
l'article 43.1 du Reglement sur les instruments medicaux 
« Sous reserve de l'article 34, le fabricant dun instrumen . 

 medical homologue doit presenter au Ministre une copie 
de tout nouveau certificat de systerne qualite ou de tout 
certificat modifie, relatif a cet instrument, dans les trente 
jours suivant sa delivrance. ». Veuillez remplir le 
formulaire ci-joint et nous le faire parvenir par la poste ou 
par telecopieur (613-957-6345), accompagne dune 
nouvelle copie de votre certificat de systeme qualite. Ains 
vos homologations demeureront en vigueur et ne 
risqueront pas d'être annulees en application du 
paragraphe 43.1 du Reglement sur les instruments 
medicaux. 

Canar5 



Health Canada 1+11   Health Products 
and Food Branch 

Sante Canada 

Direction general des produits 
de sante et des aliments 

If you have any questions or require clarification 
	

Si vous souhaitez poser des questions ou obtenir des 
regarding this matter, please do not hesitate to 	 precisions au sujet de ce qui precede, n'hesitez pas A 
contact the Manager, Device Licensing Services 	 communiquer avec le gestionnaire, Division des services 
Division, at (613) 957-7285. 	 d'homologation des instruments, au (613) 957-7285. 

Sincerely / sincerement 

Ian Dobson 
A/Manager / Gestionnaire interimaire 

Licensing Services Division / Division des services d'homologation 

Canada 



Paiement par virement electronique 

(Joindre une copie du recu de transaction de votre banque) 

Envoyer a 	Banque de Nouvelle-Ecosse, Le Centre de services aux entreprises de Toronto 
40 King St., West. Toronto, Ontario, Canada, M5H 1H1 

Numero de l'etablissement 	002 
Numero de domiciliation 	47696 
Numero de compte 	 400060277312 
Swift Code 	 NOSCCATT 
Nom du beneficiaire 	Receveur general du Canada - Sante Canada 

02222670 

En cas de difficulte au niveau de l'operation bancaire, veuillez communiquer avec la banque au 1-613-564-6090. 

note: Votre banque peut deduire des frais de service, ce qui peut faire une balance negative au compte. Veuillez vous 
assurer que les frais de services sont couvert par votre paiement. Pour plus d'information, sur les virements 
electronique. contactez les comptes recevable au 1-800-815-0506 ou par email at AR-CR@HC-SC GC.CA . 

Paiement par solde crediteur 
Joindre une copie du releve (etat de compte) le plus recent 

Au et de numero de compte du client 

Numero de facture a payer 

Montant du credit  

Total des frais annuels  

Partie des frais annuels realee oar credit 

Partie de frais annuels reglee par Visa, 
Mastercard ,American Express ou 
virement electronique de fonds ou cheque 

Si vous avez des questions concernant le paiement de votre facture. veuillez communiquer avec le Service des 
comptes clients au 1-800-815-0506 ou Mark Rushton au 1-613-952-9053. 
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PROCEDURES POUR LE PAVEMENT DES FRAIS ANNUELS 

Indiquer votre methode de paiement en completant le tableau approprie ci-dessous. Veuillez joindre ce form ulaire 
avec votre paiement au: 

Comptes a recevoir, Indice de l'adresse 3203B, piece B350 
Ottawa, Ontario, KlA 0K9 

Le paiement des frais en devises canadiennes est fortement encourage, car les paiements en devises non 
canadiennes entrainent des retards dans l'enregistrement du versement au credit de votre compte, ainsi qu'un risque 
de sous-paiement cli) aux fluctuations des taux de change et de malentendus ulterieurs advenant l'imposition 
inopinee de frais d'interet ou dun solde impaye. 
Cheques, mandats-poste ou traites bancaires internationales doivent etre libelles a l'ordre du «Receveur general du 
Canada». 

Paiement par diet:me 

Appellation legale integrale de la firme  

Numero de cornpte du client (selon facture) 

Numero de facture a paver 

note: pour les cheques recu en dollard US. le trop-percu sera conserve a votre compte pour facture ulterieure. 

Paiement par carte de credit (Visa, Mastercard ou American Express) 

Note: Les paiements avec carte de credit peuvent etre envoyes par telecopieur au (613)957-3495 
(renouvellement seulement) 
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Payment by Wire 

Include a copy of the transaction receipt from your bank 

To be wired to: 	The Bank of Nova Scotia ,Toronto Business Service Centre 
40 King St.. West, Toronto, Ontario, Canada, M5H 1H1 

Institution number 	 002 
Transit number 	 47696 
Account number 	 400060277312 
Swift Code 	 NOSCCATT 
Beneficiary Name: 	 Receiver General of Canada - Health Canada 

02222670 
If problems occur with the transaction, please call (613)564-6090 

Note: Your bank may deduct a fee for this service which may then result in an unexpected balance owing, please 
ensure that all service charges are covered by your payment. For further information on wire payment, contact 
Accounts Receivable at 1-800-815-0506 or via email at AR-CR@HC-SC.GC.CA . 

Payment by applying an existing credit 
Attach a COPY of the most recent statement 

If you have any questions regarding your invoice payment, please contact Accounts Receivable at 1-800-815-0506 
or Mark Rushton at 1-613-952-9053. 
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