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Programme of the Webinar

1. New application forms (AF)

How to complete it in order to facilitate the treatment of your application.

2. New DCEP sharing tool

How to use the new IT system to download documents related to your

application, shared by EDQM-DCEP in a secure way.
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New application forms

» The following forms have been updated.:

»Change of contact details form

» change of contact details for a certificate of suitability application.doc

»New application form

> application form request for new certificate of suitability.doc

> Sister file form

» application form request for a certificate of suitability via the sister files procedure.doc

> Revision/Renewal form

> application form request for revision or renewal of a certificate of suitability.doc

» Implementation date: 1st April 2022
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https://www.edqm.eu/sites/default/files/medias/fichiers/Certification_of_Suitability/Find_information_on/Policy_Documents_Guidelines/change_of_contact_details_for_a_certificate_of_suitability_application.doc
https://www.edqm.eu/sites/default/files/medias/fichiers/Certification_of_Suitability/Find_information_on/Policy_Documents_Guidelines/application_form_request_for_new_certificate_of_suitability.doc
https://www.edqm.eu/sites/default/files/medias/fichiers/Certification_of_Suitability/Find_information_on/Policy_Documents_Guidelines/application_form_request_for_a_certificate_of_suitability_via_the_sister_files_procedure.doc
https://www.edqm.eu/sites/default/files/medias/fichiers/Certification_of_Suitability/Find_information_on/Policy_Documents_Guidelines/application_form_request_for_revision_or_renewal_of_a_certificate_of_suitability.doc

Change of contact detalls

e COUMCIL OF FUROPE

Eurapean Directonale
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Change of contact detalls

>Policy PA/PH/CEP (10) 86, 2R

»Ensure timely and efficient communication with EDQM by keeping the details of
the official contact person up to date

»Details can be updated at any time during the lifecycle of a CEP application
» Option 1:
» Include new details in table 2.2 of the application form (e.g. Revision/Renewal)

» Mention in cover letter if change is for one CEP dossier or for several/all dossiers and list the
Impacted dossiers

» Option 2:
» Notify EDQM by using form “Change of contact details for a CEP”

» Option to be used when the assessment procedure has aleady started or there is no ongoing
procedure
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Change of contact details form

CHANGE OF CONTACT DETAILS
FOR A CERTIFICATE OF SUITABILITY APPLICATION

Date of notification: ...... ....ofeee.e.
1. eneral Information

Dossier number and substance

[Substance DAME]: .oviivieiiii e s

Name of the Certificate holder: ..oocvnnvveiiiii v e e e

In case the change concerns several CEPs, please list the desster numbers and substances here:

NEB: if neaded, an annex with list of all affected dossiers might be provided

» CEP dossier number:
»Example: CEP 2000-125

7 CEP N [Substance name]
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Change of contact details form

Title* (Ms, Mr, Dr)

First name*

FAMILY NAME*

L

7 INIE
CCAPITAL LETTERS

Job title/Department

NAME OF THE
COMPANY™*

1

PCAPITAL LETTER>
N——

Recommended:
ORG ID?

» Fields marked * are mandatory

» 1 see SPOR - Organisation

Recommended:
LOC ID!?

Address for
correspondence*?

City/Town*

Postcode*

State/Province

Country*

A 4

> Management Services (OMS) on
the EMA website

> 2 no PO box, only physical address

> 3 please provide one email address.

Telephone*

E-mail*3

" Shared mailboxes are strongly
preferred.
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https://spor.ema.europa.eu/omswi/#/

Change of contact details form

Does the contact person mentioned above belong to the CEP holder’s group :

[ ]Yes
N .
i —> please provide an authorisation letter (see Annex 1) >When ContaCt pe rson IS nOt
—> please provide details of a contact person within the CEP holder’s group: belong | ng to CEP hOIde r g rou p a
Title” (s, Mr, D) contact person within the CEP
FAMILY NAME® holder group must be provided
Job title/Department
NAME OF THE COMPANY*

Recommended: ORG D!

Recommended: LOC ID?

Address for correspondence*?

City/Town*

Postcode*

State/Province

Country*

Telephone*

E-mail*3
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New application form
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New application form: General information

Application Form 1.4 Monograph(s) you are referring to:
REQUEST FOR (Name, Number, Year of publication)

NEW CERTIFICATE OF SUITABILITY

(to be completed for each request for a new Certificate of Suitability to the monographs
of the European Pharmacopoeia, in accordance with Resolution AP-CSP (07) 1) 1.5 Re-test period requested: (not app|icab|e for TSE Certificate of

Suitability)

Date of submission: ......[......[......

Proposed re-test period (in
months)

If applicable: required storage
conditions (e.g. T°, nitrogen
1.  General Information: atmosphere, others, ...)

Please note that the format of the submission should be eCTD.
NB: exceptions are for substances for veterinary use only (VNeeS or eCTD accepted) or for TSE
risk assessment (PDF required).

1.1. Type of application for a new Certificate of Suitability:

|:| Chemical |:| Chemical and sterile |:| TSE

|:| Double (Chemical and TSE) |:| Double and sterile |:| Herbal

Tick this box if you do not wish a re-test period

1.2 Name of the substance using the Recommended International
Nonproprietary Name (rINN):

1.3 If needed (subtitle): specify any subtitle requested such as 'micronised’,
'process B/, ...:
NB: acceptability of the proposed subtitle will be confirmed during assessment

ry COLUNCIL OF EURCIPE
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New application form: Intended certificate holder

2.1 Intended certificate holder:

NAME OF THE
COMPANY™*

@ITAL LETTERS

Recommended: ORG_ID?

Recommended: LOC_ID?

T

Address*?

City/Town*

Postcode*

State/Province

Country*

Telephone*

E-mail*3

A 4

» Fields marked * are mandatory

» 1 see SPOR - Organisation
Management Services (OMS) on
the EMA website

> 2 no PO box, only physical address

> 3 please provide one email address.
Shared mailboxes are strongly
preferred.
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https://spor.ema.europa.eu/omswi/#/

New application form: Contact person

Does the contact person mentioned above belong to the intended CEP holder’s group :

Follow same instructions as on

previous slide and slides 8 and 9 [ Yes
[1No
—> please provide an authorisation letter (see Annex 1)
-> please provide details of a contact person within the intended Certificate holder’s
2.2 Contact person authorised for communication on behalf of the group:
intended holder. This person will be the main contact point with EDQM:
Title* (Ms, Mr, Dr) Title* (Ms, Mr, Dr)
First name* First name*
FAMILY NAME* FAMILY NAME*
Job title/Department Job title/Department
NAME OF THE NAME OF THE COMPANY
COMPANY*
Recommended: LOC ID? Recommended: LOC ID!
Address for correspondence*?
Address for
correspondence*?
City/Town* Clty/Tow*n*
Postcode* Posteode”_
- State/Province
State/Pr(ivmce Country™*
Country Telephone*
Telephone* E-mail*?
E-mail*3
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New application form: Manufacturing sites

3. Manufacturing site(s): detailed name and address of all sites® involved in the manufacture of this substance

° All sites involved in the manufacture of the substance after the introduction of starting material(s), including quality control / in process testing sites, intermediate manufacturers, milling, micronisation and sterilisation sites
should be listed in separate boxes and their role should be specified.

Role of the GPS (WGS 84) coordinates of the site*:
manufacturing Latitude (+ or -) and Longitude (+ or -) expressed in Degrees to at least 5 decimal places
site*
NAME OF THE Tor
Latitude: NA
COMPANY* Longitude:
Recommended: g '
ORG ID?
Recommended: GPS coordinates:
LOC ID?!
Address*? > Policy PA/PH/CEP (10) 118, 2R
: > Provide GPS coordinates only as per the internationally recognized WGS 84 system.
City/Town*
Postcode™ > Latitude (North or South) and longitude (East or West), only expressed in Degrees to
State/Province at least 5 decimal places (DD.DDDDD)
Country*
Telephone* » Numeric only (no N, S, E, W), with positive and/or negative symbols:
E-mail*3
» Latitude: North="+" or blank, South="-"

» Follow same instructions as on slide 8 > Longitude: East =+ or blank, West ="-"
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New application form: List of approved/marketed products

List of countries

Country of Evatl)L;/a\}\jgincE::%Ze%%geicri]rl:g:ber Brand name of where the > Please p rOV| d e key InfO rmatl O n
registration roduct containing this source | medicinal produc medicinal produc : -
PN | Pt substancowas cproved | | e commereiatid regarding accepted marketed medicinal

products within the European Union,
EEA, Switzerland, the UK, Australia, or
Canada containing the substance
manufactured by your company
according to the manufacturing process
presented in this CEP dossier.
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New application form: List of accepted ASMFs/DMFs

coumyor | ASMITPME regitration LS ASENE L Approval dae > Please provide information concerning
ASMFs/DMFs which have been
accepted after October 2012.

Has this source of substance already been evaluated by WHO after October 2012 in the context of
the pre-qualification programme?

Yes (please specify WHO ref No.):  WHOAPI-............ APIMF Version No. ............

No
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New application form: Declarations

Annexes

1) Letter of Authorisation

2) Letter of agreement

° In cases where the manufacturer is not the intended holder of the
Certificate of Suitability

LU

3a) Letter of declaration that the manufacture of the drug
substance is according to the presented dossier and to GMP

° For each manufacturing site

»Please indicate in the list which
annexes are part of your
application

3b) Letter of declaration that the manufacture of the substance is
according to the presented dossier and to GMP rules / quality
assurance system (applies to TSE risk substances or excipients)

° For each manufacturing site

4) Letter of declaration of willingness to be inspected
o For each manufacturing site

o For holder (if different from manufacturers)

5) Declaration on the use of substances of animal/human origin
(not applicable for applications for TSE risk assessment)

6) Letter of commitment to provide samples upon request by the
EDQM

(not applicable for applications for TSE risk assessment)

7) Declaration of Holder’s commitments

) oo ot bbb
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Sister file form
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Sister file form:

Application Form
REQUEST FOR

A CERTIFICATE OF SUITABILITY . - . .
VIA THE ‘SISTER FILES’ PROCEDURE » Follow Iinstructions new application

Date of submission: ......[......[......

Please note that the format of the submission should be eCTD.
NB: exceptions are for substances for veterinary use only (VNeeS or eCTD accepted) or for TSE
risk assessment (PDF required).
1.  General Information:
1.1. Type of application:
I:I Chemical

I:' Double (Chemical and TSE) I:' Herbal

CEP dossier referred to:

. CEP »CEP dossier number:
o [Substance Namel: .............cccccoviiiiiiiiiiiaieeeeeen, >Examp|e CEP 2000_125

Proposed Subtitle for the sister file: .............c.ccooiiii s
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Revision/renewal form

e COUMCIL OF FUROPE

Eurapean Directonale
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Request for revision/renewal form: General information

12 Type of application (please tick gne box only)

Notification (may include several changes)

Transfer of holdership

Minor revision (may include several changes including notifications)
Major revision (may includs nofifications and minor changes)

Renewal (nofifications and minor changes may be inchided)

Grouped revision (several dossiars gffected by the same change[s])
Please list the dossier numbers and substances below:
NE: if needed, an annex with list of all affecred dossiers may be provided

CEP

[Substance name]

21 © EDQM, Council of Europe, 2022. All rights reserved.
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Request for revision/renewal form: Section 2

» Only to be complete for parts that have changed

»Company details
»Contact person
»Manufacturing sites

» Follow Instructions as for New
Application
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Request for revision/renewal form: Comparative table

Annexes

Yes | N/A » The comparative table should

7) Comparative table highlight the differences between
the approved and proposed text of
module 3, together with the
correct classification of each
change according to the EDQM
Guideline for revisions. The
justification for the changes should
be fully developed in the cover
letter.

23 © EDQM, Council of Europe, 2022. All rights reserved.
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Request for revision/renewal form: Declarations

Annexes Yes N/A
1) Updated letter of Authorisation |:| |:|
2) Updated letter of agreement
o In cases where the manufacturer is not the intended holder |:| |:|

of the Certificate of Suitability

3a) Updated letter of declaration that the manufacture of the
drug substance is according to the presented dossier and to |:| |:|
GMP
o For each manufacturing site
3b) Updated letter of declaration that the manufacture of the
substance is according to the presented dossier and to GMP
rules / quality assurance system (applies to TSE risk substances |:| |:|
or excipients)
o For each manufacturing site
4) Updated letter of declaration of willingness to be inspected |:| |:|
o For each manufacturing site
e  For holder (if different from manufacturers) |:| |:|
5) Updated declaration on the use of substances of
animal/human origin |:| |:|
(not applicable for applications for TSE risk assessment)
6) Updated declaration of Holder’s commitments |:| |:|

»In case of a change affecting a
declaration, an updated declaration
should be provided.

»For renewal applications, updated
declarations of manufacture
according to the presented dossier
and to GMP (annex 3a or 3b) and
of willingness to be inspected
(annex 4) should be provided.

24 © EDQM, Council of Europe, 2022. All rights reserved.




Request for revision/renewal form: List of approved/marketed products

» Only to be complete for renewals

Country of Brand name of Date of
registration medicinal product commercialisation

»Please provide a list of marketed
medicinal products within the
European Union, EEA, Switzerland,
the UK, Australia, or Canada
containing the substance
manufactured by your company
according to the manufacturing
process presented in this CEP
dossier.
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New DCEP Sharing Tool
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New EDQM DCEP sharing tool

e |n October 2021, the Certification of Substances Department (DCEP) of the EDQM implemented a

new IT application for the management of its activities and communication with CEP

applicants.

The IT application is used to share confidential documents in a secure way between DCEP and

CEP holders/applicants during the CEP lifecycle => no longer shared by e-mail.

This tool requires the use of a defined and dedicated account for each holder/applicant.

IMPORTANT: CEP holders/applicants need to maintain details of contact person up-to-date!

27 © EDQM, Council of Europe, 2022. All rights reserved.




EDOQM DCEP sharing tool account

DCEP sharing tool accounts are created by EDQM (not by CEP holders/applicants
themselves):

2 CaSes:

1. NEW applicants

» Companies sending a CEP request to EDQM-DCEP for the first time => companies which were not
registered in the former EDQM-DCEP database.

* The account will be created by DCEP at reception of the CEP application. The Application form
should be clear regarding contact person details !

=> The contact person will immediately receive a notification from the EDQM DCEP sharing tool to
inform about the creation of the account (even if NO document has yet been shared by DCEP in relation
to the CEP application).

28 © EDQM, Council of Europe, 2022. All rights reserved.




EDOM DCEP sharing tool account

2. EXISTING applicants

« Companies already registered in the EDQM-DCEP former database => they had already submitted
CEP application(s) in the past.

* The account will be created by DCEP at the moment when DCEP sends a document in relation to
the CEP application(s). The Application form should be up to date regarding contact person details !

—=The contact person will not immediately receive a notification from the EDQM DCEP sharing tool
until DCEP has shared a document in relation to the CEP application.
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Creation of your account in the EDQM DCEP sharing tool

The designated contact person will receive a

notification e-mail from the EDQM DCEP Sharing ”’“F’“ﬁnﬁ?gfﬁ;ﬁﬁ g;‘szﬂglf;g"’p“”“e

of Medicines | du médicament
& HealthCare | & soins de santé

Tool which informs about the automatic creation of

the account:

USERNAME: PROVIDED BY EDQM (by default the

——— Welcome aboard John Smith

—>

email address of the contact person) C :|
> Your username iz John.smith@abcd.com

PASSWORD: NOT PROVIDED BY EDQM (to be set

by the contact person) > - .

Install Client

30 © EDQM, Council of Europe, 2022. All rights reserved.




Creation of your account in the EDQM DCEP sharing tool

Setting the password:
Click on the button (link) in the notification email: Set your password

Set your password as soon as possible after receiving this notification, since the

link provided expires within four days

Rules to set a valid password:
- minimum of 10 characters
- mix of capital letters and lower-case letters
- at least one numerical digit

Note: “easy” passwords are not accepted (e.g. "12345678”, “qwerty”, “password”)
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How to manage your EDQM DCEP account

« Companies should ensure that the application form is clear and up to date with respect to the

contact person details and provide ONE valid e-mail address of the appropriate contact person.

* Invalid/obsolete e-mail => the company will not receive communication from EDQM =>
delayed response or absence of response from the company => potential closure of a CEP

application or cancellation of a CEP.

1 Valid e-mail address = 1 Account

ONE SINGLE EMAIL ADDRESS can be registered in the new DCEP sharing tool and thus:

ONE SINGLE EMAIL ADDRESS should be declared for the contact person in the application form!
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How to manage your EDQM DCEP account

 Changes in contact details should be immediately communicated to DCEP.

« Change of contact details is free of charge.

Please read Document “Change in Contact Details: Notify the EDQM

(PA/PH/CEP (10) 86)” available on the EDQM website
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EDQM DCEP sharing tool

At the moment when DCEP shares a document via the EDQM DCEP sharing tool, the contact person will

receive an e-mail with a link which allows downloading the document:

\

; DCEP Department via EDQM DOEP Sharing tool

\ DCEP Department shared »CEP_2021_006_P01\_NDOS_MMF_30_08_2021-1.doc. with you
2w

DCEP Department shared
»CEP_2021_006_P01_L_NDOS_MMF_30_08_2021-

1.doc« with you

Open =CEP_2021_006_P01_L_NDOS5_MMF_30_08_2021-1.doc=

cepliedgm.

34 © EDQM, Council of Europe, 2022. All rights reserved.
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EDQM DCEP sharing tool

After entering your username and password, you can download the shared document:

L- Notification Rejected @ s

Add to favourites
i Details
# Rename
@ Move or copy

¥ Download

W Leave this share

35 © EDQM, Council of Europe, 2022. All rights reserved.
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EDQM DCEP sharing tool

Availability of documents

e Documents shared via the EDQM DCEP Sharing Tool are available for download for
a maximum period of 60 days.

 After this period they will be removed.

It Is Important to download the documents as soon as possible

36 © EDQM, Council of Europe, 2022. All rights reserved.




3 common problems encountered by users

1) Error message received:
« Could not reset password because the token is expired »

edorm

LA
*
European Directorate | Direction purapéenne
for the Quality | de la qualité
of Medicines | du médicament
K HealthCare | & soins de santé

Error

Could not resel password because the token is expired

EDOM DCEP Sharing tool - Dev — Your personal account allows you recenng confidential mformation from EDOM in relation to the Certihcate of Sutability (CEF] procedure. Documents shared by EDCIM will ke available for downlead dunng 60 days. Atter this peniod, they will be remawved. In case of difficulhes,
pledse contact cep@edgm.eu.
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3 common problems encountered by users

Reason: LINK to set the password has EXPIRED

 The company did not set a password shortly after receiving the notification from
the DCEP Sharing tool at the creation of their account.

1-Click on the hyperlink “EDQM DCEP Sharing 2_Click on 3-Fill-in the username (your
Tool” on the bottom-left corner of the window “Forgot Password? email address) and click on

“Reset Password”
eAQrm

*
European Directorate | Direction européenne
*
*
European Directorate | Direction européenne

for the Quality | de la qualité
of Medicines | du médicament
for the Quality | de la qualité
of Medicines | du médicament

& HealthCare | & soins de santé
& HealthCare | & soins de santé

Username or email

Password ‘
Username or email

Reset password - 1

Back to login

38 © EDQM, Council of Europe, 2022. All rights reserved.




3 common problems encountered by users

2) Error message received:« Wrong username or password >

e

® o
*

European Directorate | Direction européenne
for the Quality | de la qualité
of Medicines | du médicament

s i After multiple unsuccessful attempts, the
system is blocked for a while, you need to re-
John.smith@abcd.com try a little bit later with the correct password

(if you remember it)

Password

No need to contact EDQM immediately

Wrong username or password.

We have detected multiple invalid login

attempts from your IP. Therefore your

Forgot password? next login is throttled up to 30 seconds.

Log in with a device

39 © EDQM, Council of Europe, 2022. All rights reserved.
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3 common problems encountered by users

Reason: the contact person forgot the PASSWORD (1)

1-Click on 2-Fill-in the username (your 3-The fo”owing message IS
“Forgot Password? email address) and click on displayed. Check you e-mail

“Reset Password” box (also spam box) for a link

to reset password

A password reset message has been

sent to the e-mail address of this

*
European Directorate | Direction européenne

o
*

for the Quality | de la qualité
of Medicines | du médicament

European Directorate | Direction européenne

for the Quality | de la qualité

& HealthCare | & soins de santé
of Medicines | du médicament
& HealthCare | & soins de santé

account. If you do not receive it, check

your spam/junk folders or ask your local

John.smith@abcd.com administrator for help.
Pacswerd If it is not there ask your local

" administrator.
John.smith@abcd.com

Log in

Reset password - ’

Forgot password?

Log in with a device Back to login

e COUMCIL OF FUROPE
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3 common problems encountered by users

Reason: the contact person forgot the PASSWORD (I11)

4-You will receive an email
« Password reset » 5- you will be able to enter a
New password

e

European Directorate | Direction eutopéenne
for th la qualité

Password reset

Click the following button to reset your password. If you have not

requested the password reset, then ignore this email.
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3 common problems encountered by users

3- Document availability period exceeded (60 days)
Not possible to download the document anymore.

— Please contact EDQM-DCEP by e-mail at cep@edgm.eu

— EDQM-DCEP will share again the same document with the same contact person
(or with a new contact person, provided that changes have been duly
communicated to DCEP)
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Other problems

For any other issues or difficulties encountered, EDQM DCEP should be

contacted by e-mail (cep@edgm.eu) and provide the following information:

1. The name of your company
2. The e-mail address (=account) used to connect to the EDQM DCEP Sharing Tool

3. As many details as possible (e.g. date, what you were trying to do in your account e.g.

connect, reset password, download document)

4. Screenshots of the error messages received
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How to manage your EDQM DCEP account

WWW,COE.INT HUMAN RIGHTS ~ DEMOCRAGY ~ RULE OFLAW e Q

Specific instructions are available (C (OUNCIL OF EUROPE
on the EDQM website under —

Eurcpean Reference Certification OMCL Transfusion &
- - - hd
Pharmacopoeia Standards of Suitability Network Transplantation

« Certification Policy Documents &

Guidelines » for the maintenance of Certification Policy Documents & Guidelines
your account in the EDQM DCEP

S h arl n g tOOI The following list contains access to:

v General documents

Home Aboutus = Patient & Consumer -

v New applications
+ Revision & Renewals
+ Technical Advice & One-to-one Meetings

¢ The Inspection Programme

General documents

+ CEP holders respansibilities towards their customers (PA/PH/CEP (21) 57, |anuary 2022)

+ ECQM DCEP Sharing Too!l - How to manage your account (PA/PH/CEP (21) 62, January 2022)
+ Resclution AP-CSP (0/) | on the "Certification of Suitability to the Monograp Tropean Pharmacopoeia (Revised Version, adopted on February 2007)

v Certification of Suitability to the Monographs to the European Pharmacopoeia Terms of Reference and Rules of Procedure (PA/PH/CEP {01) 1, 12 R, September 2021)
v Code of Practice for the Certification Procadure (PA/PHICEP (02) 04 3 R, June 2019)
+ Fees and inspection costs (FORM/OO1 rev09, January 2022)
+ Change in Contact Details: Notify the EDQM (PA/PH/CEP (10) 86 2R, February 2022
Please note that as from 1st + Changs of o
Ap ri | 2022’ the EDQM we bSlte + Change In contact detalls for a certificate of suitabllity application (FORM/577 rev3, April 2022) (to be used from 1 April 2022)

inte rface W| ” Change I + Changes to Submittad Documentation No Longer Accepted During the Assessment Phase (PA/PH/CEP (10) 85, August 2010)

+ EDQM Policy ‘Suspension or Cancelletion of a Certificate of Suitability' (PA/PH/CEP (08) 17, R4, June 2014)
v Refusal of information frem third parties in reply to EDQM's request for information [PA/PH/CEP (11) 18, March 2011)

+ Note coneerning CEPs for gelatin and impact of the revised EU Note for Guidance on the TSE risk (PA/PH/CEP (11) 29, April 2011)
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New features on the Certification on-line database

e The Certification on-line database is accessible from the EDQM website, under

“Certification of Suitability”.

| Certification

* ‘You can search the certification database by:

((7.» (COUNCIL OF EUROPE

- Name of the cartified substance or
- Moncgraph number or
European = Relerence C: 30 i Transhusion &

= - - Patient & Co
Pharmacopoeia Standards of Suitahli etwark Transplantation ST

- Holder of the certificate or

- Certificate number ar

- Issue date of certificats ar
- Expiry date of certificate
- Status of the certificate

® The substance name 5 equal to the monograph name for 'Chemical', 'Herbal’ and 'Chemical and TSE' (=
double} cartificates ard is the substance name for "TSE' certificates.

060200

If you are interested in all types of certificates , please select the button beside "all”’ If you are only interested in
T5E or herbal certificates, please select the button beside your required choice and only TSE or herbal
certificates will be displayed as a result of vour choice

@ all
Search a

() TSE only

that ) Herbal Only

Search | | Clear

e You can check if a CEP is valid (updated daily).

https://extranet.edgm.eu/publications/recherches CEP.shtml
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https://extranet.edqm.eu/publications/recherches_CEP.shtml

New features on the Certification on-line database

8 possible CEP statuses (compared to 4 before):
e Valid

e Expired

 Withdrawn: the reason is now more explicit

« Withdrawn by Holder
o Withdrawn by EDQM GMP non-compliance @

o Withdrawn by EDQM Failure to CEP procedure
e Suspended: the reason is now more explicit

» Suspended by Holder
o Suspended by EDQM GMP non-compliance @

o Suspended by EDQM Failure to CEP procedure
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Thank you for your attention
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EDQM Newsletter: https://go.edgm.eu/Newsletter
LinkedIn: https://www.linkedin.com/company/edgm/

Twitter: @edgm_news
Facebook: @EDQMCouncilofEurope
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