European Directorate for the Quality of Medicines & HealthCare – 

Certification of Substances Division


REQUEST FOR TECHNICAL ADVICE MEETING 

FOR CERTIFICATION OF SUITABILITY
to be filled in for each request for a Technical Advice meeting related to the procedure for
Certificate of Suitability to the monographs of the European Pharmacopoeia AP-CSP (93) 5 as amended
	1
	General information
	

	1.1
	Date of submission of the request for Technical Advice meeting:
	dd/mm/yyyy

	1.2
	Dates proposed for the technical advice meeting (at least 2, preferably 3):
This form should be submitted to EDQM one month before any proposed meeting dates. 
	

	
	
	

	
	
	

	1.3


	Organisational matter - tick box, as appropriate:
 FORMCHECKBOX 
 Meeting at EDQM premises or  FORMCHECKBOX 
 Teleconference


	2
	Scope for the questions for technical advice - tick box(es), as appropriate.

	 FORMCHECKBOX 

	Implementation of resolution, procedures and policies for certification

	 FORMCHECKBOX 

	Application(s) for new certificate(s) of suitability

	 FORMCHECKBOX 

	Revision(s) or renewal(s) of existing certificate(s)

	 FORMCHECKBOX 

	Preparation of answers to deficiency letter

	 FORMCHECKBOX 

	Other, please specify:


	Questions and relevant documentation shall be attached; the request cannot be accepted if missing (see annex 2)
The relevance of the Technical Advice request will be decided at receipt by the EDQM.


	3
	Identification of the substance(s) 
Please use minimum of one line per substance. You can insert/delete lines, as necessary

	Type of application1
	Name(s) of substance(s)2
	Monograph(s) 3
	CEP number


	
	
	
	

	
	
	
	

	
	
	
	


1 Chemical, TSE, Double (Chemical and TSE), Herbal

2 Name as in the monograph or Recommended International Nonproprietary Name (rINN) (specify any subtitle such as 'sterile', 'micronized’) 

3 Reference Number, Year of publication and proposed revision as published in Pharmeuropa, as relevant. Include reference to a general monograph, if relevant

	4
	Names and addresses

	4.1
	Contact person for this request for technical advice 

	
	Title and surname:
	First name:

	
	Job title:
	Department:

	
	Tel:
	Fax:

	 FORMCHECKBOX 

	Tick this box if you do not wish to receive communication by e-mail
	E-mail:

	A
	Name of the company applying for the Technical Advice:

	
	Address:



	
	Postcode:
	Town:

	
	Country:

	 FORMCHECKBOX 

	Tick in this box if the company above is different from the (intended) CEP Holder and include annex 1


	4.2
	Names of participants in the technical advice meeting (Max 4). If different from the company above mentioned please specify the link and justify his/her presence.
If not yet available that should be completed and confirmed at the latest 10 days before the meeting. 

	
	Title and surname:
	First name:
	Name of the company:
	Department:

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


5.
The form and questions should be sent to:
CEP@edqm.eu

or

European Directorate for the Quality of Medicines 

(Council of Europe)
Certification of Substances Division
7, allée Kastner

CS 30026 

F — 67081 Strasbourg, France

6.
Invoicing details
Following receipt of the request for technical advice EDQM will send you an invoice. 

	Reference
	Item
	Price

	CEP11
	Technical advice
	1000 €


	
	INVOICING ADDRESS
	(INTENDED) CERTIFICATE HOLDER
(if different from invoicing address)

	COMPANY DETAILS
	

	EDQM Client Code
	
	

	Company name (*):
	
	

	Address(*)
	
	

	City (*):
	
	

	Postcode (*)
	
	

	Region/State
	
	

	Country (*)
	
	

	VAT Number (**)
	
	

	Tel (switchboard) (*)
	
	

	Fax (*)
	
	

	Email (*)
	
	

	CONTACT DETAILS

	Contact name(*)
	
	

	Contact first name (*)
	
	

	Job title (*)
	
	

	Department (*)
	
	

	Tel (*)
	
	

	Fax (*)
	
	

	Email (*)
	
	


Fields marked (*) are mandatory. Fields marked with (**) are required for EU only.
If payment will come from several sources, please identify the names of those companies that will pay below:

________________________________________________________________________________________

________________________________________________________________________________________

________________________________________________________________________________________

PREFERRED LANGUAGE (for invoicing/accounting only):   ( English   ( French

AREA OF ACTIVITY/OCCUPATION (please tick the appropriate box)

	· Manufacturer of raw material
	· Retail 
	· Private Laboratory

	· Manufacturer of pharmaceutical products
	· Distributor
	· Other

	· Manufacturer of other products (eg. cosmetics)
	· University
	· Hospital

	· National Authority, Regulatory Authority, 
Supervising Authority, OMCL
	
	


For EDQM use only: Date of receipt of the request: _________________________________________
PAYMENT

Following receipt of your application, we will send you an invoice.  Please note that we must receive payment within 30 days and that no certificate will be issued without receipt of payment.  Details of payment methods will be outlined on the invoice.  However, you will be able to settle your invoice by:

1. PERSONAL OR COMPANY CHEQUE made payable to “Council of Europe” or "EDQM”
2. BANK TRANSFER 

3. CREDIT CARD


Annex 1

Template for letter of Authorisation

(address of the (intended) CEP Holder(
(date and place(
LETTER OF AUTHORISATION

We, (name of the (intended) CEP Holder(, hereby authorise, (name of the authorised representative(, to act as contact for our request for technical advice for Certificate(s) of Suitability for (name(s) of the substance(s)(.

Signature 

Annex 2

	Technical Advice questions & documentation:

(To be filled in if not, the request cannot be accepted. 

Full supportive documentation should also be provided, if needed, as annexes)










Page 7/7                                                                                                                                              FORM/057c [02/11/2010]

