European
Commission

REPORT TEMPLATE : Serious Adverse Reaction(s) and Event(s)

Tissues and Cells - Directive 2006/86/EC

Instructions to complete the form:

Your current version of Acrobat is: 11.013

1) Be informed that you need to have at least the Adobe Reader version 9 or higher
to fill and submit this form.

2) Please fill out this form according to the definitions and recommendations
provided in the "Common approach document". Some definitions are also provided
as mouse-overs.

3) Please fill out all the fields with the appropriate information.

- When data are not available, please insert NA

- When data are available, please provide a number =0

To verify your data entry while filling your form, you can use the "verify form"
button at the top of each page.

4) When you have finished filling the form, verify that your internet connection is
active and then click on the submit notification button below. If the form is properly
filled, the notification will be submitted to the server and a Submission number will
appear in the corresponding field.

5) IMPORTANT: Once you have received the Submission humber, save the form on
your computer.

6) If the form is not properly filled, an alert box will appear indicating the number of
incorrect fields. Please check your form again and try to re-submit. Should you still
have any difficulties, please contact SANTE-SARE@ec.europa.eu,

describe the issue and mention the version of this document: 2016 2.5

7) Where a Member State has two different competent authorities responsible
for SARE reporting for tissues and cells, it is not possible to submit two separate
electronic forms. In these circumstances, one competent authority should enter
their data on the electronic form and save it without submitting; the second
competent authority should then add their data and submit the form.

8) Privacy statement (see last page)

Submission date Submission number
Friday, October 28, 2016 15:49:36 1477662574609-2218



REPORT TEMPLATE : Serious Adverse Reaction(s) and Event(s)

Tissues and Cells - Directive 2006/86/EC

Reporting country : CROATIA

This data collection refers to the period

1Jan 2015 - 31 Dec 2015

Competent Authority responsible for the reported data * :
Ministry of Health

E-mail of Competent Authority responsible for the reported data * :

milena.ivankovic@miz.hr

* = mandatory field
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REPORT TEMPLATE : Serious Adverse Reaction(s) and Event(s)

Tissues and Cells - Directive 2006/86/EC

Privacy statement
Enforcement action — Communicators Network

Purpose and scope of personal data processing:

The reporting document is for the collection of national contributions to reports on
enforcement actions. The information gathered includes two contact points:

i) one which has been authorised by the reporting Member State to act as contact
point for the press on the enforcement action concerned, and which can be
published and

i) a second which identifies a contact point for the Commission for any discussions
with Member States on their reports; these contacts will not be published.

The information collected and the purpose of a contact point in this context:
Your data are recorded and stored as long as follow-up actions are needed in the
context of each enforcement action. Your data will be handled in conformity with
Regulation (EC) N° 45/2001 on the protection of individuals with regard to the
processing of personal data by Community institutions and bodies and on the free
movement of such data.

Right of rectification & personal data controller:

Should you require further information concerning the processing of your personal
data or wish to exercise your rights (e.g. access or rectify any inaccurate or
incomplete data) please contact the following mailbox:

SANTE-Bl@ec.europa.eu

You have the right of recourse at any time to the European Data Protection

Supervisor at edps@edps.europa.eu
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