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PO — Multi-beneficiary programme
medicinske proizvode on participation of Croatia and Turkey in
certain Community Agencies in 2006 and 2007

= First visit iIn Zagreb, 11 July 2006
— Sylvie Benéfice (Project Leader)
— Hans-Georg Wagner (EU telematics)

£ LN : _ | :
....These meetings were very successful and the
presentations of the Croatian representatives were very
useful and informative.
The atmosphere of the meetings was encouragingly

enthusiastic, and future exchanges were expected to
be positive.”




N\—HALMED

PO — Multi-beneficiary programme
medicinske proizvode on participation of Croatia and Turkey iIn
certain Community Agencies in 2006 and 2007

= The aims of this project were to build contacts and
relationships with Turkey and Croatia and the EMEA for
future collaboration in the EMEA’s activities:

= to prepare the NCAs, to the work carried out by the EMEA, for
their future participation in EMEA networks

= to contribute to the creation of communication and
information exchange systems enabling the future
participation of Croatia and Turkey in the EMEA’s networks

= to support Croatia and Turkey in their communication
activities

= to assist the NACs, in a practical manner, in achieving a
smooth transition to membership of the EU.
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= 15 August 2006 — Croatian participation at the
EudraVigilance Member State edition User Group

In The Netherlands (Amsterdam)
= Start of the implementation procedure in the Croatian
Agency!
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m European Medicines Agency

Communications and Networking

Information meeting on participation of Croatia and Turkey in EMEA activities in 2006 and 2007

29 SEPTEMBER 2006
4B
Chairperson: Hans-Georg Wagner
AGENDA

Doc. Ref: EMEA/380958/2006
9.00-9.15 Welcome address & EMEA preparation for Enlargement (Hans-Georg Wagner)
9.15-945 Project description, administrative information (Svlvie Bénéfice)
9.45 -10.15 EMEA activities (Martin Harvey-Allchurch)
10.15-10.45 The Centralised Procedure (Patrick Le Courtois/David MacKay)
10.45-11.05  Ensuring consumer safety during authorisation of veterinary medicines (Isaura Duaite)
11.05-11.30  Coffee break
11.30-11.50  Croatian Agency for Medicinal Products and Medical Devices activities (Sinisa Tomic)
11.50-12.10  Croatian Ministry of Agriculture, Forestry and Water (Mate Brstiilo)

12.10-12.30

12.30-12.50

13.15-14.30

14.30-15.00

15.00-15.30

15.30-16.00

16.00-16.30

16.30-17.00

17.00-17.15

Veterinary Institute activities

Turkish General Directorate of Pharmaceuticals and Pharmacy activities  (Mahmur Tokac/
Eda Cindoglu)

Turkish Ministry of Agriculture and Rural Affairs/General Directorate of Protection and
Control activities (Olcay Ture Gosku)

Lunch in room 3B

Acquis Communautaire (Sandra Vanlievendael)
Pharmacovigilance including Eudravigilance (Panos Tsintis)
GxP Inspections and Associated Groups (David Cockbuirn)
EU Telematics Implementation Plan (Hans-Georg Wagner)
Benchmarking European Medicines Agencies (Marijke Korteweg)
Closing remarks  End of the meeting (Hans-Georg Wagner)

7 Westferry Circus, Canary Wharf, London, E14 4HB, UK
Tel. (44-20) 74 18 84 00 Fax (44-20) 74 1885 01
E-mail: mail@emea.europa.eu  hitp://www.emea.europa.eu

Multi-beneficiary programme
ation of Croatia and Turkey in
ty Agencies in 2006 and 2007

Participants at this meeting

included:

» the Heads of National
Competent Authorities,
the Heads of

Pharmacovigilance,
Product Information, IT,
Administration and the
programme coordinators
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PO — Multi-beneficiary programme
medicinske proizvode on participation of Croatia and Turkey in
certain Community Agencies in 2006 and 2007

Participation in meetings as observers

In line with an opinion of the legal service of the European
Commission, Candidate Countries can appoint representatives as
observers in non-product related meetings exclusively.

Inspections

GMP / GDP (Good

Manufacturing

| Practice/Good GLP Inspectors
Distribution Practice) Working Group
Inspectors Working

Group

\ Pharmacovigilance
| Inspectors Working
| Group

\ GCP (Good Clinical
Practice) Inspectors
| Working Group

| Ad Hoc Group on 3rd
ICountry Clinical Trials
[
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PR — Multi-beneficiary programme
medicinske proizvode on participation of Croatia and Turkey in
certain Community Agencies in 2006 and 2007

Participation in meetings as observers

Committee for [ ) Telematics
European Network of Herbal J A
Centre for Medicinal - meet!ngs
Pharmacoepidemiology Products

and Pharmacovigilance

Eudravigilance EudraPharm E-Submission EUTCT Full
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gencija za lijekove i o } ) )

medicinske proizvode on participation of Croatia and Turkey in
certain Community Agencies in 2006 and 2007

Pharmaceuticals’ Regulation
Croatia’s Road to EU Membership

2-3 April 2007

Le Méridien Hotel, Split, Croatia

Outcome of the conference

The conference was a great success in terms of participation and content relevance. The extensive
overview of the EU legislation governing the regulation of medicinal products and the description of
the practical application of the Acquis Communautaire and legal aspects of its implementation were
welcomed by the participants.

The Participation to the conference had to be limited to 350 participants according to the conference
room capacity. Therefore, the attendance from Pharmaceutical Industry was limited to 168 participants
bringing the number of participants to 346.
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e Multi-
beneficiary
programme
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e |PA
Transition
Assistance
Programme
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Further information can be found on the EMEA website at:
www_emea_europa.euw'hims/evenlargement/euenlargement. im
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Agencija za lijekove i IPA Transition Assistance Programme
medicinske proizvode 2008

SavNAR
~
NOVOSTI U 2UROPSKO
@A! 'h\ll l! ’sc”ﬂ 'gl[ l! )\'ﬂl ”
JUPRAVLIANIY 312160

9. - 10. lipnja 2008., Hotel Lav, Vukovar

BUROPEZNNE 2T LA G2STION

Vukovar, Hétel Lav, du 9-10 juin 2008

Pod pokroviteljstvom / sous légide du:

Eminimmﬂo zdravstva i socijalne skrbi Republike Hrvatske

Suorganizatori / coorganisateurs:

REPUBLIKA HRVATSEA
e i iy il T =,
AGENCY FOR MEDICINAL PRODUCTS AND MEDICAL DEVICES A REPUBLIQUE FRANCAISE
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Meeting agenda

EUROPEAN MEDICINES AGE
ME H

EALTH

SCIENCE FITCINES

MNCY

Introductory meeting on the participation of candidate
and potential candidate countries in activities of the

European Medicines Agency (EMA)
1-2 February 2010 — EMA, London — Mesting room 4A

This meeting is being held a3 part of the Instrument for Pre-acoession Assistance (IPA) programime.

Chairs: Andreas Polt [/ Sylvie Béndfice.

Monday, 1 Februsry 2010

09.00 - 09,10
09.10 - 09,25
09.25 - 09,35
09.35 - 09,55

09.55 - 10.35
10.35 - 11.00

11.00 - 11.30
11.30 - 13.00

13.00 - 14.30
14.30 - 16.00

16.00 - 16.30

Opening note

Welcome address

Project description

The European Medicines Agency: Overview and
structure

EU autherisation procedures

Rele of the European Commission

Coffes break
Candidate countries and potential candidate
countries - presentations and discussions

Lunch in reom 38 {function reom)
Potential candidate countries - presentations and
discissions

Andress Pott
Thomas Lamngren
Sylivie Béndfics

Martin Harvey Allchurch

Zaide Frias + Melanie Leivers
Sabine Alzor, EC — DG
Enterprise snd Industry

Croatia
formar Yugaslav Rapublic of
Macedsma

Turkey

Albaniz

Bosnia & Herzegovina

¥ westferry Orcus » Canary 'Whar! « London E14 4HB « United Kingdom
Talmphona +44 [(0]20 7418 8400 Fecsimile +44 (0)20 418 8501
E-manll irifofema. curopa sl Wabmibe s SV EUTDE B

Ar ngancy of tha Eursgaar Uniaa -

Monday, 1 February 2010

16.30 - 17.10  Centralised procedure — Human/veterinary Gearge Wade + M Kieffer

17.10 - 17.30 Human medicines special areas: Jordi Liinares Garcia
»  Paadiatrics
Orphan drugs
Scientific advice
» SMEs
17.30 - 17.50 e safety and wment of maximum  Saura Duarte

residue limits (MALS)

17.50 - 18,10  GxP inspections and related Inspectors Working  Ana Rodriguez
Groups

18.10 - 18,30  Discussions — cloging remarks

19,00 - 22.00  Metweorking dinner st the Hotel Marriott {West India Quay)

Tuesday, 2 February 2010

09.00 -09.20  Bickqicals/vaccinesadvanced therapies/ Glends Silvester
bigsimilars

09.20 -09.40  Pharmacovigilance Henry Fitt

09.40 - 10.00  Authorisation of generic products in the EU Gearge Wade

10.00 - 10,20  Interactions with stakeholders - Communication  Juan Garcis Burgos
at the Agency

10.20 - 10,40 Linguistic aspects and preparatory steps before  Alexios Skarislos
sccesgion to the EL

10,40 - 11.00  Coffes break

11.00 - 1130 EU telematics implermentation plan

11.30 - 11.45  IPA selected activities

11.45-12.15  Closing remarks

Hans-Georg Wagner
Syivie Bndfice
Andreas Pott + Syplvie Bdmdfice

Entroductony mesting o thi particpation of candidate and potential candidate
COULTES I B0t vities of the Eurcpedn Medicines &gency [EMA)
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and Medical Deevi

17 June 2011 1
EMA/404541/2011 revised version2
Administration

Reinforcing patient safety in Europe

Conference programme

14-15 June 2011
Zagreb, Croatia

arf » London E14 4HE « United Kingdom
il

0 Facsimile +
ropa.eu Website www.ema.eurt An agency of the European Unio

& Eurcpean Medicines Agency, 2011. Reproduction is authorised provided the source is acknowledged.
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2006-07 . 2008

- AN -

eInstrument eInstrument
*Multi- =I1PA for Pre- for Pre-
beneficiary Transition accession accession
programme Assistance Assistance Ass_lstance
Programme project project
(1PA)
(1PA)

N N N R i ————.
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30.06.2011. (R N
= 1st chapter of «EU and Croatia

accession - Last of the 35 sign accession

negotiations negotiating treaty

opens chapters is

closed
\, )
L\
Contract 2006/118-594
Muiti-beneficiary programme Instrument for Pre-accession
on participation of Croatia and Turkey in Assistance (IPA) project 2011-
certain Community Agencies in 2006 and 2007 2013
| oS

Started July 2006
| EL |_|1:t_‘|‘| AN _M_E_DI‘.ZI_!\_EI'E\ a’\_x_'-l?\'t_'\'

|

|

| m European Medicines Agency |

] Commt 15 and N, king |
|
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Agenciia za liskove | Instrument for Pre-accession Assistance
’ (1PA) project 2011-2013

Extension of the IPA 2009-11 project, but now the project is focusing
on Croatia to help foster its integration and provide further support
for areas still needing development in view of its accession to the

EU on 1 July 2013.

Pre-accession linguistic check for Croatian

In January 2011, EMA, together with the Croatian
national competent authorities, started a pre-accession

linguistic checking process for product information in
the Croatian language. This procedure aims to facilitate
the phasing-in of Commission Decisions on centrally
authorised medicines once Croatia joins the EU.
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About the IPA programme

The Instrument for Pre-accession

Assistance (IPA) programme was

launched by the European Commission o

in 2009 to support the participation of FUROPEAN MEDICINES AGENCY EUROPEAN MEDICINES AGENCY
beneficiaries in the activities of the SCIENCE MEDIGINES HEA SCIENCE MEDICINES HEALTH

European Medicines Agency.

Following Croatia's accession to the
European Union (EU) on 1 July 2013,
the programme beneficiaries are:

* Albania;
= Bosnia and Herzegovina; . * *

* the former Yugoslav Republic of ¥  Further fifformation : -
Macedonia; -

Eun:ﬁ:ean Medicinf Agency

bl ICE‘land; “F‘AC{mferEncsEeu’eiar‘iai *
b

* K0S0VO (under UNSC Resolution 1244/39); ¥ 7 WestfBhry Circus * 1

Canary Wharf b ‘ 4
+« Montenegro; ylondon E14 4HE  © ‘

) United Kiwdom
* Serbia; x *
] IPA cnnferenccﬁ*leriﬁ e r
o  Tur kE'r', E-mail ipa.cofferences@ema.europa.eu } *
*  External part * * I

* E-miail ex‘lpax -=rna eq.lmpaeu ¥

. EU enlargement
, Facsimile 4 0)20 7318 8501
* ‘Website www.ema.eump'a.eu | Eﬁ ] A p rog r'a m m e

Pam'raiﬁnelﬁ:lrks = Furope & thepdigency
=

An agency of the European Unl
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194 EMPLOYEES IN 2013

2206

u University
degree i Male




validation administrative - o
Variations Human medicinal medicinal products
products

| doth Coordination of the 4
Documentation a and other ; .
. I Committee for Committee for Human

/r \_Z/

N . Coordination for Issuinig of the
Coordination of National .
MRP/DCP documentation (MA
procedures
procedures etc)

. . Assessment of the
Clinical/non-clinical
li documentation z safety
Quality assessment X documentation (phV

assessment
J — RMP etc)

Clasiifcation
of medicines
regarding
their supply

\ Committee for OTC

drugs

Committee for the safety

External experts of medicinal products
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Ukupno realizacija 2008.-2012. nadan 31.12.
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0
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promet djelatnosti
Agencije
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Izmjena odobrenja

Prijenos, ukidanje, oduzimanje
odobrenja
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HALMED’s IT system

Micragan®

ACGESS Centralni registar lijekova

2004 - 2006
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Anenciia 7za liiekove |

HALMED’s IT system

Intemi sustav Agencije

EMA telematigk

web lijeku

nuspojava

Centrix sustavi
SEP - Adminstracija Intranet
MAPIS sustav Kinigkih ispitivanja Mapa lijeka
Eudra
Otprema Referent EUTCT datawarehous e
Farmakovigilancija
Sustavzaizradu
F koek ika .
arm akoekonomi farm akopeje Odgovorne osobe za
farm akovigilanciju
Pisamica Intema dostava ! Eudrapharm Eudralink
Arhivska lnjiga Unutamiji nadzor
Eudravigilance Vigiflow
EudraCT EudraGMP
DMS/
RMS/
Podruéje lijekova Digitalni arhiv Priserd
latarni dio + i lkalovoé - T
{regulatorni dio + provjera ace) Evidencija PSURa 2dravstvene radnike .
Eudravigilance aAF
IRATA
eCTD/NeeS Review
Tool Odjel za sigumu primjenu lijekova i medicinskih proizvocda
Eudragateway EudraMet
Macionalni registar lijekova Knjigovodstvo Kadruv?l:’al:éveldencua Dozvole i potvrde
EV sustavi
. e Vigilancija
Admimistracija OMCL-a Nahava Blagajna geeltay !“ed:mSklh medicinskih
preizvada proizvoda CESP
Nadogracdnje e Regiatar dozvola za
PALC dokum entacije o Osnovna srecstva Putni nalozi I egls atr il interventni uvoz
veleprom etni
lijeku B lijekova cTS EudaMed
Vanjsld dio sustava Agencije
. Nadogradnje -
F koekol k: idl ij Ekst t med ki
Web stranice afmakoekanomiia dokum entacije o SEP Bl Ekstranet lijekovi JRL e

proizvodi
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i Favorites 53 0] Viola Macolié-Sarinié - Ou... (=] Suggested Sites v 4| Get more Add-ons €9 EMA EU EUdict ] EudrePortal2 ] EudraVigilance @ Product... £ EudraVigilance @ Test €] HALMED Intranet ] HALMED ™y Hrvatski radio == Micromedex ] NRL [ Presscut &5 Stockley's Drug Interactions sl VigiFlow
28] | @ vmacolic (ALMP) @ Pr... | & HALMED | Agencija za ljck... | £ Home - Intranet & eRegistri Hi v B - & - Page Safety~ Toosv @+
Display Settings - vmacolic (ALMP) @ Production
Create and Send ICSRs [ 1CSRs || Medicinal Products || MedDRA |
= | Reset Application | Reset Section | Clear| « | » | + | ReRun | Modify | Delets | Excel | Export ~ | Fallow Up | Fonward| Load ~ | = 2|
Safety Reports () | ~|
~ICHICSR Messages i-) [ num Local Report Number | Transmission date Primary Source Coun___ | Safety Report ID [ Report Type [ Case type [ case number | Report Classification | Report Correctness | -
Er-Queries o001 1119346 02/04/2013 Italy IT-MERCK-1303ITAQ0...  Spontaneous Marketing Authorisati . [T-1577272925-E2013..  Case Report Report with Warnings
Case Tracking List [CJoooz 1119412 02/04/2013 United States US-ROCHE-784607 Spontaneous Marketing Authorisati . US-ROCHE-784607 Case Report Report with Warnings
& All Reports [Jo003 1119423 02/04/2013 France FR-ROCHE-1203053  Report fiom studies Marketing Authorisati . FR-ROCHE-1203053  Case Report Report with Warnings
+-Fields [Jooo4 1119550 29/03/2013 United States US-GlaxoSmithKline-. Spontaneous Marketing Authorisati... US-GlaxoSmithKline-... Case Report Report with Warnings
-Conditions (AND)  |[] 0005 1119558 01/04/2013 France FR-PFIZER INC-2013 Report from studies Marketing Authorisati . FR-PFIZER INC-2013..  Case Report Report with Warnings
=-Results Clooos 1119570 01/04/2013 Japan JP-PFIZER INC-2013...  Spontaneous Marketing Authorisati... JP-PFIZER INC-2013... Case Report Report with Warnings
i-Result 19 travn] | 10007 1119659 02/04/2013 Japan JP-AstraZeneca-2012..  Spontaneous Marketing Authorisati. . JP-ASTRAZENECA-2 . Case Report Report with Warnings
Reports with Warnings | ] 0008 1119737 29/03/2013 Italy IT-8209-PHHY2013IT__ Spontaneous Marketing Authorisati  [T-002147023-PHHY2 _ Case Report Report with Warnings
Reports with Errors [CJooos 1119740 29/03/2013 United Kingdom GB-JnJProd-2013030 Report from studies Marketing Authorisati. . GB-MILLENMIUM PH... Case Report Report with Warnings
CHICSR Messages | 10010 1116986 01/04/2013 United States US-009507513-1302U... Spontaneous Marketing Authorisati . US-009507513-1302U._. Case Report Report with Warnings
Tracking Ooo11 1119042 01/04/2013 United States US-ROCHE-1202261 Report from studies Marketing Authorisati... US-ROCHE-1202261 Case Report Report with Warnings F
Joo12 1119141 01/04/2013 France FR-ROCHE-1019368 Report from studies Marketing Authorisati . FR-ROCHE-1019368 Replaced Report Report with Warnings
Coo1s 1119222 01/04/2013 United States US-Merck KGaA-713...  Spontaneous Marketing Authorisati... US-Merck KGaA-713... Case Report Report with Warnings
CJo014 1119244 01/04/2013 Germany DE-BAXTER-2013BA__.  Spontaneous Marketing Authorisati._. DE-BAXTER-2013BA_.. Case Report Report with Warnings
[CJoo1s 1119340 02/04/2013 United States US-ACTELION-A-NJ2 . Spontaneous Marketing Authorisati . US-ACTELION-A-NJ2_.  Replaced Report Correct Report
o016 1119362 02/04/2013 United States US-009507513-1304U_.  Spontaneous Marketing Authorisati. . US-009507513-1304U... Case Report Report with Warnings
CJoo17 1119365 02/04/2013 Germany DE-Merck KGaA-T19..  Report from studies Marketing Authorisati . DE-Merck KGaA-719. . Case Report Correct Report
Coots 1119408 02/04/2013 United States US-ROCHE-1120503 Spontaneous Marketing Authorisati... US-ROCHE-1120503 Case Report Report with Warnings
[Joo19 1119528 29/03/2013 United States US-GlaxoSmithKline- . Spontaneous Marketing Authorisati . US-AMGEN-USASP2 . Case Report Report with Warnings
Cloozo 1119601 01/04/2013 Japan JP-PFIZER INC-2013...  Spontaneous Marketing Authorisati... JP-PFIZER INC-2013... Case Report Report with Warnings
J0021 1119727 28/03/2013 Sweden SE-009507513-13035_.  Spontaneous Marketing Authorisati . SE-009507513-13035... Case Report Report with Warnings
[Joo22 1119728 29/03/2013 United States US-BAXTER-2013BA_.  Spontaneous Marketing Authorisati . US-BAXTER-2013BA . Case Report Report with Warnings —
o023 1118973 01/04/2013 France FR-009507513-1303F .. Spontaneous Marketing Authorisati. . FR-1577272925-E201... Case Report Report with Warnings
] o024 1118028 01/04/2013 Belgium BE-ROCHE-1200004 Report from studies Marketing Authorisati . BE-ROCHE-1200004 Case Report Report with Warnings
Clooz2s 1119079 01/04/2013 France FR-ROCHE-1207102 Spontaneous Marketing Authorisal FR-ROCHE-1207102 Case Report Report with Warnings
[J0026 1119108 01/04/2013 Italy IT-ROCHE-1207694 Spontaneous Marketing Authorisati . IT-ROCHE-1207694 Case Report Report with Warnings
Clooz7 1119132 01/04/2013 Canada CA-ROCHE-1150287 Report from studies Marketing Authorisati... CA-ROCHE-1150287 Case Report Report with Warnings
10028 1119183 01/04/2013 France FR-ROCHE-11300395 Report from studies Marketing Authorisati . FR-ROCHE-1130095 Case Report Report with Warnings
[Joo29 1119233 01/04/2013 Italy IT-MERCK-1303ITAQ01. . Spontaneous Marketing Authorisati . [T-MERCK-1303[TA01. . Replaced Report Report with Warnings
[CJoo3o 1119334 02/04/2013 United States US-ACTELION-A-NJ2 . Report from studies Marketing Authorisati . US-ACTELION-A-NJ2... Case Report Carrect Report
[Jo31 1119414 02/04/2013 France FR-ROCHE-1208475 Spontaneous Marketing Authorisati . FR-ROCHE-1208475 Case Report Correct Report
Coo3z 1119415 02/04/2013 United States US-ROCHE-1119142 Spontaneous Marketing Authorisati... US-ROCHE-1119142 Case Report Report with Warnings
[J0033 1119440 02/04/2013 Spain ES-ABBOTT-13P-144__  Spontaneous Marketing Authorisati . ES-ABBOTT-13P-144._  Case Report Report with Warnings
o034 1119506 29/03/2013 Canada CA-GlaxoSmithKline-. Spontaneous Marketing Authorisati... CA-AMGEN-CANSP2... Case Report Report with Warnings
o035 1119551 29/03/2013 Baolivia BO-GlaxoSmithKline- . Spontaneous Marketing Authorisati. . BO-GlaxoSmithKline-_. Case Report Report with Warnings
[Joo36 1119645 01/04/2013 United Kingdom GB-PFIZER INC-2013..  Spontaneous Regulator Authority GB-MHRA-ADR 2206 Case Report Correct Report
Clooar 1119647 02/04/2013 Belgium BE-ABBOTT-12P-013.. Spontaneous Marketing Authorisati . BE-ABBOTT-12P-013... Case Report Report with Warnings
[Joo3s 1119723 29/03/2013 United States US-JNJFOC-2011120..  Report from studies Marketing Authorisati . US-JNJFOC-2011120. . Case Report Report with Warnings
[Cloo3s 1119741 28/03/2013 Philippines PH-MERCK-1303PHL... Spontaneous Marketing Authorisati... PH-MERCK-1303PHL... Case Report Report with Warnings
] 0040 1119748 29/03/2013 Denmark DK-SANOFI-AVENTI. . Report from studies Marketing Authorisati . DK-SAMOFI-AVENTI . Case Report Report with Warnings
o041 1119020 01/04/2013 Denmark DK-009507513-1210D... Spontaneous Marketing Authorisati... DK-1577272925-E201... Case Report Report with Warnings
[Cloo4z 1119038 01/04/2013 United States US-ROCHE-722538 Spontaneous Marketing Authorisati. .  US-ROCHE-722538 Case Report Report with Warnings
[J0043 1119173 01/04/2013 New Zealand NZ-ROCHE-11905838 Spontaneous Marketing Authorisati . NZ-ROCHE-1190588 Case Report Correct Report
[Clooa4 1119374 01/04/2013 United States US-GlaxoSmithKline-. Spontaneous Marketing Authorisati. . US-GlaxoSmithKline-. Case Report Report with Warnings
[Joo4s 1119495 29/03/2013 United States US-GlaxoSmithKline- Spontaneous Marketing Authorisati . US-GILEAD-2013-007 .. Replaced Report Report with Warnings
Cloo4s 1119541 29/03/2013 Italy IT-GlaxoSmithKline-B... Spontaneous Marketing Authorisal IT-GlaxoSmithKline-B... Case Report Report with Warnings
Ll —— 3 g 0047 1119609 01/04/2013 France FR-PFIZER INC-2013..  Spontaneous Marketing Authorisati . FR-PFIZER INC-2013..  Case Report Report with Warnings -
Message Receive date  ~
(From) = 01/04/2013
Done € Local intranet | Protected Mode: Off 2 @ -

EudraVigilance Member State Edition
— e- ICSR reports from April 2010
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HALMED’s IT system

Intemi sustav Agencije

EMA telematigk

web lijeku

nuspojava

Centrix sustavi
SEP - Adminstracija Intranet
MAPIS sustav Kinigkih ispitivanja Mapa lijeka
Eudra
Otprema Referent EUTCT datawarehous e
Farmakovigilancija
Sustavzaizradu
F koek ika .
arm akoekonomi farm akopeje Odgovorne osobe za
farm akovigilanciju
Pisamica Intema dostava ! Eudrapharm Eudralink
Arhivska lnjiga Unutamiji nadzor
Eudravigilance Vigiflow
EudraCT EudraGMP
DMS/
RMS/
Podruéje lijekova Digitalni arhiv Priserd
latarni dio + i lkalovoé - T
{regulatorni dio + provjera ace) Evidencija PSURa 2dravstvene radnike .
Eudravigilance aAF
IRATA —
eCTD/NeeS Review
Tool Odjel za sigumu primjenu lijekova i medicinskih proizvocda
Eudragateway EudraMet
Macionalni registar lijekova Knjigovodstvo Kadruv?l:’al:éveldencua Dozvole i potvrde
EV sustavi
. L Vigilancija
Admimistracija OMCL-a Nahava Blagajna geeltay !“ed:mSklh medicinskih
preizvada proizvoda CESP
L
Nadogracdnje e Regiatar dozvola za
PALC dokum entacije o Osnovna srecstva Putni nalozi I egls atr il interventni uvoz
veleprom etni
lijeku B lijekova cTS EudaMed
Vanjsld dio sustava Agencije
. Nadogradnje -
F koekol k: idl ij Ekst t med ki
Web stranice afmakoekanomiia dokum entacije o SEP Bl Ekstranet lijekovi JRL BT CE LY

proizvodi




"E eRegistri - Windows Intemnet Explorer
@@ i ] hitp://nil.halmed.local:2000/MRL_Reg/Registers/NacionalniRegistarLijekova/ObradaPredmeta/MainSearcher/Searcher.aspx

x @ Pretvori ~ [R) Odaberi
i Favorites 5% (0] Viola Macolié-Sarinié - Ou.. Suggested Sites v & | Get more Add-ons » (9 EMA LU EUdict | EudraPortal2 & | EudraVigilance @ Product... £ EudraVigilance @ Test | HALMED Intranet £ HALMED ™y Hrvatskiradic 2= Micromedex g NRL @ Presscut Stockley's Drug Interactions .l VigiFlow

»

22 - H Google (& HALMED | Agencija 7 lijek... | & Home - Intranet (& eRegistri x| f v B v = = v Pagev Safetyv Toolsv @+

Agencija za lijekove i medicinske proizvode .
- - - - HALMED
ALMED Nacionalni registar lijekova \vmacolic
: POCETNA STRANICA I1ZVIESTAJI KOORDINACIIA

Nacionalni registar lijekova
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Radna lists
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Status predmeta [l Ocjena - Dokumentaciia o kakvoci R Heu
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[ bonozenie odiuke (rRGIIO) i F- [ oce
E - D MRP L
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D bitni - Dodatni zhtjav
23 isti lijak pod 2
drugim nazivom S¥i Da Ne

[C] derivat kevi | krvne plazme

Ehumaupaski = Se—— ZE‘;::::: [ provi. med. upotr. (&l. 15b. Zakona) b
Grupa lijeka imunoloski ., bdav'a _'I ® @ [ sugl. o koris. dokum. (&. 15c. Zakona)
) B odobrenja 4.
ek e [hibrid (&1, 17.2 zakana) il

[Tl gk za naprednu terapiu < i = ] v

[T ijek za rijstis i taske bolesti (“orphan”)
Sifra postupka

EU Sifra izmjene
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Eudragateway EudraMet
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@ DAHALMEDYHTMLMNDEX htrnl
A I EKSTRANET POTRAL > POCETNA STRANICA > PREDMETI DI
\_PI/ALMED ODJAVA / LOGOUT
il E Ks I RA N E T P O RT/ \ |_ X KORISNIK / USER:  d.sudic/BAYER
. . Agencija za lijekove i [ E2
Agen01ja Za Ille L medicinske proizvode L ODABERI ORGANIZACLU | '_\
medicinske pro
il » MOJA STRANICA » PREDMETI U IZRAD! LI SIRVEeL LTIV »  SVI PREDMETI » PORUKE > IZVJESTAI
MOJI PREDMETI U OBRADI [21]
(BRPRI LUK [ KLASA (_ PREDAN [ ZAWDEV [ 1ZWJENA [ DJELAINATVAR [ FARMACEUT.OBLKK (1 STATUS CLOCKSTOP (7 AKCUA
126787 Avelox UP/1-530-09/08-01/308  27.072012. Nacionalni. RH  Davanje odobrenja iopromid Filmom obloZena tableta Ocgjena & @ If
235617 Logest UP/1-530-09/05-01/114  05.082012. Macionalni. RH Davanje odobrenja gestoden, etinil diol  Tableta Zaprimljen & | £8 i
178953 Levitra UP/1-530-09/08-01/205  12.072012. Nacionalni.RH Davanje odobrenja mayifloxacinum Filmom obloZena tableta Clock Stop 12/45 @ &7 @ i
155587 Yasmin UP/1-530-09/05-01147  10.062012. Nacionalni.RH  lzmjena odobrenja paracetamolum Oropina za infuziju Dono3enje odluke < | S i
119235 Ultravist 370 UP/A1-530-09/08-01/348  00.082012. Macionalni.RH Obnova odobrenja  drospi |, etinil dic Krema Ocjena valjanosti & \J;. 24l Ty
178952 Avelox UPA1-530-00/08-02/258  27.072012. Nacionalni.RH  Izmjena odobrenja  clotrimazolum Tableta Zahtjev rijeden f @ F )
Ml =
146767 Logest UP/1-530-09/08-01/369  22.122012. Nacionalni. RH  Davanje odobrenja telmisartanum Tableta Zaprimljen & | 5
225178 Aspirinplus C  UPA1-530-09/05-01/526  14.07.2012. Nacionalni. RH  Davanje odobrenja vardenafil Filmom obloZena tableta Clock Stop 7150 [CRZN|
178971 Yasmin UP/1-530-09/08-01/546  13.07.2012. Nacionalni.RH Davanje odobrenja iopromid Krema Ocjena valjanesti 4 Q
119233 Ciprobav UP/1-530-09/08-01/417  14.072012. Nacionalni. RH  Davanje odobrenja gestoden, di Filmom obloZena tableta Dono3enje odluke & \J
126787 Avelox UP/1-530-09/05-01/471  26.07.2012. Nacionalni. RH  lzmjena od ja mayifloxacinum Filmom obloZena tableta Ocjena & @
235617 Logest UPA1-530-09/05-02/639  20.072012. Nacionalni. RH  Obnova odobrenja  paracetamolum Otopina za infuziju Zahtjev rijeden &
178953 Levitra UP/1-530-09/08-01/693  01.08.2012. Nacionalni. RH  Obnova ja drospi etinil dio Fil bl tableta Zaprimlj & QJ‘_ LUl
155587 Yasmin UP/1-530-09/08-02/308  04.08.2012. Nacionalni. RH  Davanje odobrenja  vardenafil Otopina za infuziju Clock Stop 36/45 @ & | R Ty
119235 Canesten UP/1-530-00/08-01/654  27.07 2012. Nacionalni.RH  lzmjena odobrenja iopromid Tableta Ocjena valjanosti & @ Sl E\
178952 Saridon UP/1-530-09/08-01/356  05.08.2012. Nacionalni.RH  lzmjena gestoder Otopina za infuziju Donos3enje odluke ¢ d) f&
146767 Logest UP/A1-530-09/08-01/112  12.072012. Nacionalni.RH  lzmjena odobrenja mayifloxacinum Tableta Ogena & @ ELY! @"
225178 Levitra UP/A1-530-09/05-02/158  10.06.2012. Nacionalni.RH Obnova odobrenja paracetamolum Tableta Zahtjev rijeden &\ Sa
178071 Yasmin UP/1-530-00/08-02/247 27.072012.  Nacionalni.RH Davanje odobrenja drospi etinilestradio  Tableta Clock Stop e O & I &
119233 Logest UP/1-530-09/08-01/552  08.082012. Nacionalni.RH Obnova odobrenja  vardenafil Tableta Donosenje odluke 74N |t YT
NovI {7 PRENOS 7] OBRISI OZNACENU | g | 1ZVEZI TABLICU I = [
PREDMET (sl PRAVA T Pttt S b AN SVIPREOMETI [«  17-360036 | »]
RSl LN I0 Y PREDMET: 178952
BRPRED. [ VRUEME [~ NAZIVLUEKA [~ vesTazahmeva [ KAsA [~ POSILIATELS [T Nastov [
178952 16.08.2012./13.55 Avelox lzmjena odobrenja UP/A-530-09/05-03/594  Bayer / mmaric PREDMET 178952: »Filmom obloZena tableta Avelox gotovog lijeka za iz...
178952 14.08.2012./09.45 Avelox lzmjena odobrenja UP/A-530-09/05-03/594  Bayer / mmari¢ PREDMET 178952: »Filmom obloZena tableta Avelox gotovoq lijeka za iz...
178952 13.08.2012./11.23 Avelox lzmjena odobrenja UP/A-530-09/05-03/594  Bayer/ mmaric PREDMET 178952: »Filmom obloZena tableta Avelox gotoveq lijeka za iz...
178952 09.08.2012./13.11 Avelox lzmjena odobrenja UPA-530-09/05-03/594  Bayer / mmaric PREDMET 178952: »Potrebna nadopuna dokumentacije u kategoriji zala...
178952 07.08.2012./14.26 Avelox lzmjena odobrenja UP/-530-09/05-03/594  Bayer / mmaric PREDMET 178952: »Otopina za infuziju
NOVA PORUKA [ " ]
ZAHALMED sVEPORUKE (4|  01-050015 | p]
® PORUKE LOKALNE RZIDTIAmRVEEY)
BRPRED. [ VRUEME [~ NAZIVLUEKA [~ VRSTAZAHDEVA [ KLASA [~ POSILIATELJ [T NAsLov [
178952 16. 08.2012./13.55 Avelox lzmjena odobrenja UP/-530-09/05-03/594  Bayer/ mmaric PREDMET 178952: »Filmom obloZena tableta Avelox gotovoq lijeka za iz...
178952 14.08.2012./09.45 Avelox lzmjena odobrenja UPA-530-09/05-03/594  Bayer / mmaric PREDMET 178952: »Filmom obloZena tableta Avelox gotoveq lijeka za iz...
178952 13.08.2012./11.23 Avelox lzmjena odobrenja UPA-530-09/05-03/594  Bayer / mmaric PREDMET 178952: »Filmom obloZena tableta Avelox gotovoq lijeka za iz...
178952 09.08.2012./13.11 Avelox lzmjena odobrenja UP/-530-09/05-03/594  Bayer / mmaric PREDMET 178952: »Potrebna nadopuna dokumentacije u kategoriji za la...
178952 07.08.2012./14.26 Avelox lzmjena odobrenja UPA-530-09/05-03/594  Bayer/mmaric PREDMET 178952: »Otopina za infuzijus
NOWA LOKALNA [ "
m PORUKA SVEPORUKE | 4 | 01-050D12
HALMED - Agencija za lijekove | medicinske proizvode UPUTE ZA KORISTENJA ED EKSTRANET PORTALA - HELP DES|




e Introduced In Croatia on June
30, 2010

e \Welcomed to submit eCTD or
NeeS format

e Not obligatory
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MedENSKe PO Medicinal Products for Human Use

Committee for Medicinal Products for Human Use (CHMP)

Meeting Mominations

CHMP Maja Lovrek (Member)
Anita Filipovic Suéic (Alternate)

CHMP Working Parties

Meetings Mominations

Biologics Working Party (BWP) Tamara Mandusic Nazor
(Member)
Dipana Lovrecek (Alternate)
Blood Products Working Party (BPWP) Marta Pipic Kosanovic (Member)
Vesna Osrecki (Alternate)
Joint CHMP/CVMP Quality Working Party Koraljka Mestrovic (Member)
(QWP) Ksenija Sandor (Alternate)
Safety Working Party (SWP) Blazenka Junsic (Member)

Lina Cadic (alternate)

Pharmacovigilance and Risk Assessment Committee

(PRAC)
Meetings Mominations
PRAC Viola Macolic Sarinic (Member)

Marin Banovac (Alternate)




PALC lll, (Pre-accession
Linguistic Checking

Procedure)
1/3/2011 — 15/4/2013

TRANSLATIONS OF AROUND
750 CENTRALLY AUTHORISED
PRODUCTS

Commission Decisions concerning
marketing authorisations (MAs) a
MAH and are valid in the whole
territory of the EU.

When a Croatia joins the EU,
such decisions extend
automatically to the territory of
the new Member State.

However, MAHs are legally
obliged to provide translations in
the new official language as of
the date of accession
(01/07/2013).

e Halmed team for
human medicines

‘& European Medicines Agency - News and Events - European Medicines Agency urges companies to subm - Windows Intemnet Explorer

B o v

% @Pretvori = [ Odaberi

news._detail 001556, jsp&mid=WC0b0

ww.ema.europa.eu/ema/indexjsplcurl=pages/news_and_events/news/2012/0
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release a

European Medicines Agency urges companies to

submit Croatian product information for checking [ Email () Print @ Help [

Committee meeting
reports
Calendar News Related information
» Croatian pre-accession lingy
Statistics 05/07/2012 check
¥ Pre-accession linguistic che

European Medicines Agency urges companies to submit Croatian Croatian underway (31/01/

product information for checking

What's new

Media centre . P
The European Medicines Agency reminds marketing-authorisation holders that they Contact point:
need to submit translations of product infermation in Croatian to the Agency for

linguistic checking.

Brochures info@ema.europa.eu

Audio and video Croatia is scheduled to join the European Union (EU) in July 2013. To prepare for
the addition of Croatian as an offiaal EU language at that time, the Agency started
RSS feeds the pre-accession linguistic review process (PALC III) for Croatia in March 2011.

This process enables the Croatian authorities to review product information in
Croatian in advance of the country's accession. Its aim to facilitate the phasing-in of
Commission decisions related to the EU centralised procedure and to avoid delays
of supply of relevant medicinal products in Croatia after EU enlargement.

Newsletters

Unfortunately, the pace of submissions of Croatian product information for human
centrally authorised medicinal products has been slow. So far, just over 90 products
have gone through the process.

The Agency is warning marketing-authorisation holders that:

» accumulation of a high number of products towards to the end of the process is
likely to result in delays in the checking process;

» no extension of the PALC III process will be granted. The timelines published on
the Agency's website are final and cannot be extended;

» any product that does not go through the PALC I1I process will be handled after
Croatia's accession in the normal linguistic review process. This means that the

Done & Internet
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| FORMEDICINAL PREEE IR a2 harmonization of
h A Bl the documentation

content with the
Directive 2001/83/EC

- medicinal products

authorized in Croatia
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 Deadlines for
dossier upgrading:

G OF DOCU — Until 30 June 2017 for

| UPeRRNE PRODUCTS

FOR MEDICINAL

- medicinal products
| listed in the Appendix

L LY el to the Annex V of the

| - MORE Accession Treaty.

/// — Until 30 June 2013 for
medicinal products
that are not listed In
the Appendix
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—— Collaboration with other
National Agencies
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B

e Strengthening of expert
capacity in
_‘&' implementation of EU
T — legislation on medicines
o In the Croatian Agency
N ng LIGHT for Medicinal Products
2010/2011 and Medical Devices

(IPA programe)
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2 i % MINISTERIO

ﬁ DESAN'DAD.POL'T'CASOC'AL m::-:l‘c:; 'Y-I .1: :». ,
’ S EIGUALDAD @ s et
2

=

TWINNING '
T

Twinning LIGHT
2010/2011
(IPA programe)

Collaboration with other

National Agencies

. Duration of the project: 6 months
. 30 AEMPS experts divided into 11 visits held

various training seminars and workshops :
— instructed and trained HALMED's experts to work in
line with EU practice

— trained to implement EU directives, rules and/or
procedures for specific groups of medicinal products -
quality, safety and efficacy evaluation of well-
established use medicines, herbal medicinal products,
generics and biologicals (vaccines and sera,
blood/blood products, biosimilars)

— overview of pharmaceutical inspection and
enforcement

— trained to evaluate of bioequivalence data

. 2 study visits of HALMED’s experts to Spanish
OMCL (on-site experience on Quality Control of
biologicals)

54
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Active ICSRs in the WHO global ICSR database per million inhabitants and year
Period covers 2008-03-22 to 2013-03-22
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ENING HOURS OF THE
REGISTRY OFFICE

iitlonal Information on
Assion of Documentation
AVERSKA CESTA 4, ZAGREB

ner service: 8.00 a.m. to 3.30 p.m.
submission: 8.00 a.m. to 2.00 p.m.

tting more than four applications,
g kindly asked to make a previous

cement at: +385 1 4884 162.

)BERTA FRANGESA MIHANOVICA 9

Patient reporting
“—-HALMED

Agency for Medicinal Products
and Medical Devices of Croatia

X

WELCOME
TO THE WEBSITE

OF THE AGENCY FOR MEDICINAL PRODUCTS AND MEDICAL DEVICES

For patients '

" " UPGRADING OF DOCUMENTATI

NEWSLETTER
ENQUIRIES

RAPID ALERT SYSTEM

FOR MEDICINAL PRODUCTS

CROATIAN ACCESSION.TO THE

Ml n i v Fne Al nalendin
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Primarna prijava
Prijavitelj >

Jobrodosli!

* = Obavezno polje, () = Pomo¢éni tekst za pojasnjenje polja

Patient reporting

Prijava >

Sazetak >

Zavrietak

PRIJAVITEL] - CROATIA

Email *
Jezik *

Prijavitelj (?)

AHonmomidron —wenmlrmssm e Rem -

Korisnik lijeka B2

August, 2012

e
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Agencija za lijekove i ’ 1. NAZIV GOTOVOG LIJEKA
medicinske proizvode <A 1

Omeprazol Pliva 10 mg zeluéanootporne kapsule, tvrde
Omeprazol Pliva 20 mg Zelu¢anootporne kapsule, tvrde
Omeprazol Pliva 40 mg Zeluéanootporne kapsule, tvrde

2. KVALITATIVNII KVANTITATIVNI SASTAV

Jedna zeluéanootporna kapsula sadrzi 10 mg, 20 mg ili 40 mg omeprazola.

Za pomocne tvari vidjeti dio 6.1.

4 Novosti

4 O Agen 3. FARMACEUTSKI OBLIK

A Clanihusinga] Zeluganootporna kapsula, tvrda.

ailable for all

Omeprazol Pliva 10 mg Zeluéanootporne kapsule, tvrde su Zelué¢anootporne neprozime kapsule

ervene kapice i naranéastog tijela, te sadrze bijele do krem mikropelete. Kapsula je oznadena 4 ed i n C ro atl a

bijelom tintom — slovo .0 na kapici i broj .,10* na tijelu kapsule.

4 Javna nabava

4 SEP

4 Midunarodigy Omeprazol Pliva 20 mg zeluéanootporne kapsule, tvrde su zeluéanootporne neprozirne kapsule

4 Predavanja i ri plave kapice 1 narancastog tijela, te sadrze bijele do krem mikropelete. Kapsula je oznadena
4 Korisni linkowi bijelom tintom — slovo .0 na kapici i broj .,20“ na tijelu kapsule.

@ Eakates sl Omeprazol Pliva 40 mg zeluéanootporne kapsule, tvrde su Zeluéanootporne neprozirne kapsule
: 2 plave kapice i naranéastog tijela, te sadrze bijele do krem mikropelete. Kapsula je oznaéena

4 Publikacije i iz

bijelom tintom — slovo ,,O* na kapiei 1 broj,, 40 na tjelu kapsule.

4 Obrasci

4 Suglasnosti 4. KLINICKIPODACI

4 Posao i karijer 4.1. Terapijske indikacije
oy | Omeprazol Pliva Zzelu¢anootporne kapsule, tvrde indicirane su za:

Odrasli

4 Pristupanje Hr

4 Nadogradnja d
o lijeku

e lijecenje duodenalnog ulkusa
4 Kontakti e prevencija relapsa duodenalnog ulkusa
= o lijecenje zeluéanog ulkusa

e prevencija relapsa zeluanog ulkusa

IABNJE DBJAVLL HALMED

e 1 -or-20m

ODOBRENO
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The
Pharmacovigilance
Risk Assessment
Committee (PRAC)
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PRAC rapporteurship

Co-Rapporteur

Day 80
AR

Day 120

List of
Questions

Day 121

—

Comments on RMP
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PRAC rapporteurship

@8 ® X A

Odgoveri  Odgovorisvima  Prosij

Re: PRAC Rapporteurship

la Macoli¢-Sari

2. omary

Dear Visla,
Peter has asked me to centact you regarding this issue. [t would be our pleasure to wark with you on the RMPs asszssment.
As you are coming to PRAC the week after next, shall we mest briefly during 2 coffee break to shake hands and to exchange initial thoughts3|

Kind regards,
Ana

4 Hidmiga-Siman, MO FhD

7 Wasttarry Circus
Canary w

Landan

E124n2

Unites Kingdam

Tal. =84 ()20 7418 3857

Fi +44 [0)20 7412 8558

ana. hidaiga-simangema. suraga. s

Intarnat: w2, 2urans. sy

This message and any artachment cantaln infarmation wilch may be canfential af athenwise pratected fram disciosure. It 15 Inbended far the addresses(s) nly and $NuK Nt be refied UpaN 25 legal advice uniess It 15 Gtherwise staved, If you are not the Intended reciplentfs) (o authorised Dy an aSdresses wia recehved this MEsSagE), 0085 10 this e-mal, ar any GlECKIEUTE o Capying of It cantents, or any actian taken (ar nat taken] in
railance an % i UnaUtharized and may b uniwul, [fyou have Teceives this &-mall In armar, pieace Ivrm the Sender Immadistery.

From: Viola Macolit-Sarini¢ [viol lic-ssrinic@halmed. hr]

Sent: 18 April 2013 DE:d6

To: Arier Peter; Brosch Sabine

ez Benefice Sylvie; Anamarija Cukman; Marin Banovac; Darko Knmit
Subject: Aczess 1o EVDAS 2nd PRAC Rapporeurship

Dear Petar and Sabing,

Thank you very much for inviting our Agencies’ pharmacovigilance staff [delegates) for joining the EVDAS training in London. We wauld like, ifit is possible, to get access to EVDAS befors the 1 of July in order to familiarize with it, and to arganize an in-house training after the return of our delegates from the training an the

end ofthe manth, sa that we can prepare cursalves for the work after the accession.

In the same time we are willing to take the FRAC rapporteurship for new CAPs knowing that this yesr there will be no payments to the national Agency, but for us this will be 3 very valuable time to get involved with the procedure and to get more axperience through the time. We would like to arrange training sessions with
EM# staffin May 2nd June to learn more about the procedure and the way how to apply for the PRAC rzpporteurship and to lear how to proceed in practise. We can invite EMA experts to our Agency in Zagreb [in that case all our experts can participate in the training), we can send two or three delegates to EMA for this
training or maybe we can arrange seme webinars. Plaase send us your thoughts about this and the time schedule for the trainings when it fits you best

We are happy that springfinally arrived in Zagreb, and we would be glad ifyou will have time and visit us also hare at our Agency.

Bestregards,

Viela

0 Internet | Protected Mode: On § -
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Joint Action on pharmacovigilance

 Objective:

e AIm:

Faclilitating collaboration among Member
States for the effective operation of
pharmacovigilance in the EU .

To support Member States to find solutions for
organising and running their
pharmacovigilance system in the context of
the new PV legislation in the EU
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Governance Structure

-_medicinske._ nromvadp
| IStraIteglc i European Commission
i leve '
. Lead MS .
Executive ; Project management, General adV|sory board
Budgetary control, | <— A representative from all the participants
level 5 Risk Register Representative from the European Commission
Corr?riﬂcr)\ﬁ:lggons Chaired by coordinator/lead MS
\
........................................................................................................................... e

Project Core Group
(Lead MS + WP Leads + Subproject leads)

Implementation

i level g A
il WP4 — ADR P5 — Signal WP6 — Risk WP7 — Quality WP8 — Lifecycle
Collection— HR management — NL Communication — Management pharmacovigilan
ES Systems — HU ce.-IT

WP 1 Coordination - UK

WP 2 Dissemination - UK

WP 3 Evaluation Lead - PT

1
___________________________________________________________________________________________________________________________________________________________________________________________
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Project 00305 — Implementation of
pharmacovigilance legislation

Project governance structure: slides to support the
call for Project Team nominations

20 February 2013




HMA

Project
Oversight
Committee
(ERMS-FG)
|
|
|
|
Training Project ;
Content Coordination A——
Group Group™ ! - ;
I Liaison with
L — — qCommittees/
'Scientific fora ***
EMA/MSs EMA/MSs EMA/MSs
Project Project Project
Team 1 Team 2 Team 3

Collection of key
information on
medicines

- EudraVigilance

- ‘e-submission’
activities

- Patient reporting

Better analysis and
understanding of
data and
information

Signal

RMP

PSUR
PASS/PAES
- Additional
monitoring

Committees,
referrals and
Communication

- Referrals

- Online publishing
of information

- Coordination of
safety messages

- Public hearings

- Transparency

- Product info

* including GVP
coordination and
maintenance.

** or equivalent
under the new ICT
governance
structure.

*** PRAC, CHMP,
CMD-h, PhVIWG.



\—HALMED

Agencija za lijekove i
medicinske proizvode

QUESTIONS AND ANSWERS ON MRP & DCP AND
EU ENLARGEMENT

Doc. Ref.: CMDI/274/2012, Rev3

November 2012

Where can guidance and recommendations in relation to MRP and EUJ enlargement be found? 4

PH ISTUPA"JE HHUAT‘SKE E u When can the new MSs be included in a MRP or DCP? L 4
Upute za nositelje 3 obrenja ™

LIJEKOVI

Do the acceding countries have the same rights as old Member States in terms of MRP and DCP? . 5

What is the derogation clause contained in the Accession Treaties of some of the acceding countries

b ‘ rfﬂlmls“_ - and where can information about it be found? ... 5
‘ 4 O Agenciji Which countries have a derogation clause in their Accession Treaty? ... 5
AC)emk usluga '. Will the MA of Mutual Recognition products be recognised by the new MSs which are to join the EU?
................................................................................................................................................................ 5

'I."#_ .DF _ EHH!J E ‘Ja‘ma naha" Can companies based in Norway. Iceland and Lichtenstein apply for MAs in new MSs? _..........5 'ED
4 SEP What will happen with pending national applications in the Member States for products already
approved/pending in another Member State at the date of aceession? ... 6

4 Medunarodna . — - : .
How should pending applications in old and new MSs be progressed where there is also an authorised

product on a transitional list? The particular situation is that the authorised medicinal product is

4 Predavanjairi . ) . ) - . - -
| subject to a derogation clause. Can the applicant continue with the pending national applications or

e | should they select one of the MSs with a pending application and ask them tobe RMS?.._............6

4 Korisni linkovi
Is it possible for pending applications in new MSs at the date of accession for medicinal products with
4 Zakoni i pravil a well-established use to continue national independent procedure .7

: PP Where pending applications in new MSs are rejected after the date of accession, how is it intended to
4 Publikacije i iz F 2 apy ] c C

regulate the financial contribution of fees paid for these applications? ... 7

4 Obrasci

4 Suglasnosti

4 Posao i karijera

4 Pristupanje Hrvatske EU
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1 July 2013

Ready to join the
European Medicines

Regulatory Network
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HALMED

o ) y EU 28: science, medicines, health
rJ A regulatory system fit for the future
6-7 May 2013, Dubrovnik, Croatia




	�HALMED achievements during �IPA project period�
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Multi-beneficiary programme �on participation of Croatia and Turkey in�certain Community Agencies in 2006 and 2007
	Multi-beneficiary programme �on participation of Croatia and Turkey in�certain Community Agencies in 2006 and 2007
	Multi-beneficiary programme �on participation of Croatia and Turkey in�certain Community Agencies in 2006 and 2007
	Multi-beneficiary programme �on participation of Croatia and Turkey in�certain Community Agencies in 2006 and 2007
	Multi-beneficiary programme �on participation of Croatia and Turkey in�certain Community Agencies in 2006 and 2007
	Multi-beneficiary programme �on participation of Croatia and Turkey in�certain Community Agencies in 2006 and 2007
	Multi-beneficiary programme �on participation of Croatia and Turkey in�certain Community Agencies in 2006 and 2007
	Slide Number 12
	Slide Number 13
	Slide Number 14
	Slide Number 15
	Slide Number 16
	Slide Number 17
	IPA Transition Assistance Programme�2008
	IPA Transition Assistance Programme�2008
	Slide Number 20
	We changed from �ALMP to HALMED in 2009
	�Instrument for Pre-accession Assistance (IPA) project 2009-2011  �
	�Instrument for Pre-accession Assistance (IPA) project 2009-2011  �
	Slide Number 24
	Slide Number 25
	�Instrument for Pre-accession Assistance (IPA) project 2011-2013  �
	Slide Number 27
	Slide Number 28
	Slide Number 29
	Slide Number 30
	Slide Number 31
	Slide Number 32
	Slide Number 33
	Slide Number 34
	Slide Number 35
	HALMED’s IT system
	HALMED’s IT system
	EudraVigilance MSe User Group in 2006
	Slide Number 39
	Slide Number 40
	HALMED’s IT system
	Slide Number 42
	HALMED’s IT system
	Slide Number 44
	Slide Number 45
	Slide Number 46
	PALC III, (Pre-accession Linguistic Checking Procedure)�1/3/2011 – 15/4/2013
	Slide Number 48
	Slide Number 49
	Slide Number 50
	Slide Number 51
	Slide Number 52
	Collaboration with other �National Agencies
	Collaboration with other �National Agencies
	Collaboration with other �National Agencies
	Pharmacovigilance legislation
	Slide Number 57
	Patient reporting
	Patient reporting
	Slide Number 60
	The Pharmacovigilance Risk Assessment Committee (PRAC)
	PRAC rapporteurship
	PRAC rapporteurship
	Joint Action on pharmacovigilance
	Slide Number 65
	Project 00305 – Implementation of pharmacovigilance legislation��Project governance structure: slides to support the call for Project Team nominations
	2013 Project governance structure – endorsed by HMA 
	Slide Number 68
	Slide Number 69
	Slide Number 70
	Slide Number 71
	Slide Number 72
	Slide Number 73

