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=, Obecné informace k CMDh
e Napln ¢innosti CMDh
e Slozeni CMDh

e Pracovni skupiny CMDh
e Webové stranky CMDh

=, Vybrana statistika MRP/DCP procedur
=, Aktualni projekty CMDh
e Safety concerns/RMP

e Qdstranéni interakce mezi Sirokospektrymi antibiotiky a kombinovanou
peroralni antikoncepci

e Administrativni prodlouzeni

e CMDh SOP on decision-making process for new active substance status
or extension of marketing protection or data exclusivity

e Recommendations on Informed Consent Applications
e ASMF WS
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OBECNE INFORMACE K CMDh



e, SUKL

CMD(h)

Co-ordination Group for
Mutual Recognition and
Decentralised Procedures —
numan

Koordinacni skupina pro vzajemné uznavani a
decentralizované postupy — humanni lé¢ivé pripravky
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Koordinacni skupina CMDh - |

s, ztizena ¢ldnkem 27 smérnice 2001/83/ES pro tyto
ucely:

a) posuzovani veskerych otazek tykajicich se registrace
lécivého pripravku ve dvou nebo vice ¢lenskych
statech v souladu s postupy stanovenymi v kapitole
4 (= Postup vzajemného uznavani a
decentralizovany postup)
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Koordinacni skupina CMDh - Il

b) posuzovani otazek tykajicich se farmakovigilance
|éCivych pripravku v pripadé, kdy rozhodnuti o
registraci vydavaji ¢lenské staty v souladu s
clanky 107c (EURD list),

107e (jednotné hodnoceni PSURG... PSUSA)

107g (opatreni + harmonogram vyplyvajici z
PSUSA, dohoda konsensem nebo predani EK)

107k (referraly podle ¢l. 31 a 107i, dohoda
konsensem + stanoveni harmonogramu nebo predadni EK)

107q (PASSy - postoj zohlednujici doporuceni
PRAC + harmonogram pro jeho provedeni, dohoda
konsensem nebo predadni EK)
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Koordinacni skupina CMDh - IlI

Pri posuzovani otazek tykajicich se farmakovigilance
|éCivych pripravkl se koordinacni skupina opira

o védecka posouzeni a doporuceni
Farmakovigilanéniho vyboru pro posuzovani rizik l1éciv,
PRACu
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Koordinacni skupina CMDh - IV

c) posuzovani otazek tykajicich se zmeén registraci
udélenych ¢lenskymi staty podle ¢l. 35 odst. 1.

e Pr. Doporuceni typu zmén podle ¢l.5
e Urceni/schvdleni referencniho statu pro worksharing

e Reseni neshod v rdmci posuzovdni zmén typu |l
(referral podle ¢l. 13 Narizeni 1234/2008)

e Nastaveni a harmonizace postuput (procedur)
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Koordinacni skupina CMDh -V

Na podporu harmonizace |éCivych pfipravku
registrovanych ve Spolecenstvi predaji clenské staty
kazdy rok koordinacni skupiné seznam lécivych
pripravku, pro které by mél byt vypracovan
harmonizovany souhrn udaju o pripravku (= referral
podle cl. 30 smérnice 2001/83/ES)

Koordinacni skupina sestavi seznam s prihlédnutim k
navrhiim vSech clenskych statl a preda jej Komisi.
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Koordinacni skupina CMDh

=, Kazdy clensky stat (+ reprezentanti z Norska a
Islandu):

e jeden zastupce (member) jmenovany na dobu 3 let
e jeden nahradnik (alternate) jmenovany na dobu 3 let
e oba mohou byt jmenovani opakovane

%, Clenové CMD(h) mohou byt doprovazeni odborniky
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Zastoupeni CR v CMDh:

CZECH REPUBLIC
Member: Dr. Jitka Vokrouhlicka

State Institute for Drug Control
Srobarova 48

CZ-100 41 PRAHA 10

Tel: +420 272 185784

Email: jitka.vokrouhlicka@sukl.cz

Alternate: Ing. Pavla RakuSanova

State Institute for Drug Control
Srobarova 48

CZ-100 41 PRAHA 10

Tel: +420 272 185784

Email: pavla.rakusanova@sukl.cz
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Clen CMDh

%, Clenové CMD(h) se schazi jedenkrat za mésic ke
tridennimu jednani v Evropské agenture pro lécivé
pripravky

%, Clen CMD(h) je povinen se aktivné U&astnit jednani
Koordinacni skupiny, prezentovat stanoviska své agentury.

=, Clenové CMDh a odbornici vychazeji pfi pInéni svych ukold
z védeckych a regulacnich zdroju, jez jsou dostupné
prislusnym vnitrostatnim organtim.

%, Clen CMD(h) je zarovenf aktivnim ¢lenem ad-hoc
vytvorenych pracovnich skupin a aktivne se podili na jejich
cinnosti
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Pracovni skupiny CMD(h)

>, Process Improvement Working Party

= Joint CMD/CHMP/CVMP/EMA/QWP/EDQM working
group on ASMF procedures

=, Joint CMDh/EMA working party on paediatric
regulation

=, Joint CMDh/EMA working party on variation regulation
>, PSUR work-sharing working party

=, CMDh working party on harmonisation of SmPC

= Communication Tracking System (CTS) working group
=, Joint CMDh/GCP Inspectors working party
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Stranky CMDh:
CMDh

Caremplenation Geoup for Mubual Recognitaon
and Diesceneralised Procedures — Humas

ABOUT HMA HUMAN MEDICINES

VETERINARY MEDICINES

You are here: Home » Human Medicines = CMDh

ABOUT CMDH

CMDH | WHAT'S NEW
STATISTICS
AGENDAS AND i ;

CMDh Agendas & Minutes
MINUTES modified 11/20/14

PRESS RELEASES

PROCEDURAL List of active substances for which
data has been submitted in

GUIDANCE accordance with A...

modified 11/05/14

CMDH-REFERRALS

Manitoring of medicines originating
from Japan (July 2013) [Tracked]
modified 11/06/14

Comments from the Competent
authoerity on the Paediatric work
sharing Preliminary...

modified 11/05/14

PRODUCT
INFORMATION

© 2012 STATNI USTAV PRO KONTROLU LECIV

List of documents published on CMDh Website (October 2014)
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Agenda a minutes:

CMDH

ABOUT CMDH

STATISTICS

AGENDAS AND
MINUTES

FRESS RELEASES

PROCEDURAL
GUIDANCE

CMUH-SEFERRALS

PRODUCT
INFORMATION

ADVICE FROM CMDH

© 2012 STATNI USTAV PRO KONTROLU LECIV
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CMDH AGENDAS & MINUTES

Meeting 17-19 November 2014: Agerda

Meeting 20-22 October 2014: Agenda

Meeting 22-24 September 2014: Agenda - Minutes
Meeting 21-23 July 2014: Agenda - Minutes
Meeting 23-25 June 2014: Agenda - Minutes
Meeting 19-21 May 2014: Agenda - Minutes
Meeling 22-24 April 2014:  Agenda = Minules
Meeting 17-19 March 2014: Agenda - Minutes

Please rote that the pharmacovigilance par: of the CMDh agendas and minutes from
September 2012 until February 20141 are publishad under Pharmacovigilance/Agendas
and Minutes
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Tiskové zpravy CMDh
=, Kazdy mésic CMDh zverejnuje ,,Press releases” s
dulezitymi aktualnimi informacemi:

 Statistiky, véetné poctu novych zadosti podle RMS/CMS
a poctu CMDh referrall

 Nové zverejnéné/aktualizované pokyny (guidance
documents,

 Noveé zvefejnéné/aktualizované Q&As
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VYBRANA STATISTIKA
DCP/MRP PROCEDUR
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STATISTIKA — UKONCENE PROCEDURY DLE TYPU PROCEDURY 2014:

FINALISED Procedures — MIRP/DCP per type of procedure
Total: 249 MRP and 797 DCP (regarding 515 and 1744 products respectively)
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STATISTIKA — UKONCENE PROCEDURY DLE RMS - 2014:
FINALISED Procedures — VMIRP/DCP per RMS
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STATISTIKA — UKONCENE PROCEDURY DLE RMS - 2013:
FINALISED Procedures — MRP/DCP per RMS
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STATISTIKA — UKONCENE DCP PROCEDURY DLE LEGAL BASIS - 2014:

FINALISED Procedures - DCP per legal basis’
Total: 797 DCP (regarding 1744 products)

OFull dossier OGeneric BWell established use OHybrid OFixed combination BTraditional herbal Olnformed consent
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STATISTIKA — SPUSTENE PROCEDURY DLE RMS - 2014:
STARTED Procedures — MRP/DCP per RMS
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AKTUALNI PROJEKTY CMDH
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Safety concerns/RMP:

o . fEBe =

ABOUT CMDH

STATISTICS I RISK MANAGEMENT PLANS
AGENDAS AND

MINUTES » Cover Note (April 2015)

PRESS RELEASES
» List of safety concerns per approved Risk Management Plan (RMP) of

PROCEDURAL active substances per product (April 2015)
GUIDANCE (If you experience any difficulties to open the document, please check the local
security options in your local systemy/PC and/or within your browser (see also the

CMDH-REFERRALS browser option "open with")

PRODUCT
INFORMATION

ADVICE FROM CMDH
TEMPLATES

CMD WORKING
PARTIES / WORKING
GROUPS

PAEDIATRIC
REGULATION

I PHARMACOVIGILANCE
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Safety concerns/RMP:

=, Risk management system (RMS), Systém frizeni rizik:

,Soubor FV Cinnosti a zdsahu urcenych ke zjistovani,
popisu, prevenci a minimalizaci rizik spojenych s LP

VC. posuzovani miry ucinnosti téechto cinnosti a
zdsahu”

, Risk management plan (RMP), Plan rizeni rizik:
Podrobny popis systéemu rizeni rizik

= Soucasti modulu 1.8.2 registracni dokumentace.
= 2012 - novy format RMP — GVP Module V

© 2012 STATNI USTAV PRO KONTROLU LECIV
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Safety concerns/RMP:
=~ SAFETY CONCERNs/bezpecnostni obavy:

1) Important Identified Risks/dulezita identifikovana rizika
2) Important Potential Risks/dUlezitd potencialni rizika
3) Important Missing Information/chybéjici informace

e Od dubna 2015 nove zverejnené Safety Concerns
schvalenych RMP podle ucinné latky na strankach CMDh:

http://www.hma.eu/464.html|
e Slouzi k harmonizaci RMP - uzitecné pro RMP generik
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Safety concerns/RMP:

A B c D E F G H |
1
2 List of safety concerns per approved Risk Management Plan (RMP) of active substances per product
3 |Note: The green marked products concern dossiers authorised under Article 8.3 legal basis CMDR330/2013, April
4
5 Active Brand name MRP number Legal basis MAH RMS RMP Link to PAR
Acetylcysteine hoesttabletten . .
. National marketing . . Apotex Europe .
bruis Apotex 200 mg, L Generic (Article 10(1)) N/A |Version 3.0; 26 June 2014
B authorisation in NL B.V./NL
6 Acetylcysteine |effervescenttablets
Acetylcysteine 600 mg Alpex, |Mational marketin Alpex Pharma UK
tyley e AP o e Generic (Article 10(1)) |, p_ N/A |Version 1.0; 30 June 2013
7 effervescent tablets authorisation in NL limited/UK
Ambroxol
14 Hydrochloride
http://mri.medagencies.org/download/BE H 0224
= Bisoprolol Bisoprolol tablets Apotex BE/H/0224/001-006 Generic (Article 10{1)) |Apotex Europe BV BE |Version 3.0 dated 10/03/2014 001D IiiR of == &/ /
OUL PAR.pAtl
16 Bupropion
17
Cisatracurium Mylan Pharma version number 3 dated 15 April
Cisatracurium i o V_ . i BE/H/0215/001-002 Generic (Article 10(1)) =
0 solution for injection/infusion 2014
Colecalciferol
19 e
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Safety concerns/RMP:

e, SUKL

1

W~ n W

PR e e e
EERRTEGREREB

A [B c

Escitalopram Sandoz (Sandoz)

D

MNL/H/2512/001

E

Generic (article 10(1))

G H

Cipralex/Lexapro (MAH Lundbeck) SE/H/0278-0279-0280

1
Full dossier (article 8.3)

Escitalopram

Safety issues in RMP Ver 1.0 Apr-2014

Additional PhV.

Additional Risk Min.

Safety issues in RMP version 1.0 dated

21-Feb-2013 Additional PhV.

Additional Risk Min.

Electrocardiogram QT prolonged

Important Identified Risk

Electrocardiogram QT prolonged

Suicide related events
Seizures

Serotonin syndrome
Diabetes Mellitus

) ) Off label use
Important Potential Risk

Suicide related events
Seizures

Serotonin syndrome
Diabetes Mellitus

Off label use

Use in pregnancy and lactation

Missing information

Use in pregnancy and lactation
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Oagtranenl interakce mezi sirokospektrymi

antibiotiky a kombinovanou peroralni antikoncepci
CMDH . f B

ABOUT CMDH

STATISTICS ADVICE FROM CMDH

AGENDAS AND

MINUTES Deletion of interaction between broad spectrum antibiotics and combined
oral contraceptives (COC) (March 2015)

PRESS RELEASES * Cover note to Public Assessment Report

PROCEDURAL s Public Assessment Report

GUIDANCE

* List of ATC codes for which the change applies

CMDH-REFERRALS

PRODUCT

INFORMATION
Harmonised traceability of gadolinium-containing contrast agents - update of

ADVICE FROM CMDH Product Information wording regarding electronic patient records (February
2014)

TEMPLATES

CMD WORKING

PARTIES / WORKING Monitoring of medicines originating from Japan (October 2014) [Tracked]

GROUPS
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Odstranéni interakce mezi sirokospektrymi
antibiotiky a kombinovanou peroralni antikoncepci

=, Udaje o interakci mezi kombinovanou peroralni
antikoncepci a Sirokospektrymi antibiotiky prehodnoceny
v proceduie NL/H/xxxx/WS/063, jejimz zavérem je
odstraneni interakce z bodu 4.5 SmPC dotcenych |éCivych
pripravky

s, Hodnoceni zalozeno na dokumentu WHO ,,Medical Eligibility
Criteria for Contraceptive use” vydanéem v roce 2004 a 2009
(pouze omezené udaje o ovlivnéni antikoncepcni ucinnosti
kombinované peroralni antikoncepce soucasnym uzivanim
vetsiny sirokospektrych antibiotik).
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Odstranéni interakce mezi sirokospektrymi
antibiotiky a kombinovanou peroralni antikoncepci

=~ Na webovych strankach http://www.hma.eu/226.html
byl zverejnén seznam ATC kodu, u kterych ma byt
interakce odstranéna.

=, Drzitelé rozhodnuti o registraci |éCivych pripravku se
zverejnénymi ATC kody jsou vyzvani k odstranéni
interakce z textu SmPC a PIL v souladu s doporucenim
CMDh
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e, SUKL
Odstranéni interakce mezi sirokospektrymi
antibiotiky a kombinovanou peroralni antikoncepci

>, do 1 roku po jeho zverejnéni na webovych strankach
koordinacni skupiny CMDh (3/2015) v ramci:
e béziciho prodlouzeni nebo zmeény registrace typu IB nebo typu Il
kategorie ,,C“

e samostatné zmeny registrace klasifikované C.l.z (typu IA -
pokud neni zapotrebi zadné dalsi posouzeni, typu IB — pokud je
zapotrebi posouzeni textd SmPC a PIL v mensim rozsahu).
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e, SUKL

Active substance (broad spectrum antibiotics)

D10AF01 - Clindamycin

D10AF02 - Erythromycin

GO01AA10 - Clindamycin

J01AADT - Demeclocycline

JO1AADZ - Doxycycline

JOTAADT - Tetracycline

JO1AADS - Minocycline

JO1AAN2 - Tigecycline

JO1CADT - Ampicillin

JO1CAD4 - Amoxicillin

JO1CADS - Pivmecillinam

JO1CAN2 - Piperacillin

JO1CEDT - Benzylpenicillin

JO1CEQD2 - Phenoxymethylpenicillin
JO1CEODS - Pheneticillin

JO1CE0B - Benzathine Benzylpenicillin
JO1CE10 - Benzathine Phenaximethylpenicillin
JO1CFO05 - Flucloxacillin

JO1CGOT - Sulbactam

J01CG02 - Tazobactam

JO1CROT - Ampicillin and enzyme inhibitor
JO1CROZ - Amaoxicillin/Kaliumclavulanat
JO1CRO4 - Sultamicillin

JO1CRO5 - Piperacillin and enzyme inhibitor
J01DB01 - Cefalexin

© 2012 STATNI[ USTAV PRO KONTROLU LECIV

CMDh/328/2015
Rev.0, March 2015

Active substances (combined oral contraceptives)
G03AADT - etynodiol and ethinylestradiol

G03AAD2Z - quingestanol and ethinylestradiol
G03AAD3 - Lynestrenal and ethinylestradiol
G03AAD4 - megestral and ethinylestradiol

GO3AADS - Narethisterone And Ethinylestradiol
G03AADG- norgestrel and ethinylestradiol

GO03AADT - Levonorgestrel and ethinylestradiol
G03AADS - medroxyprogesterone and ethinylestradiol
G03AADY - Desogestrel And Ethinylestradiol
G03AA10 - Gestodene and ethinylestradiol
G03AAT1T - Norgestimate And Ethinylestradiol
G03AA12 - Drospirenone And Ethinylestradiol
G03AA13 - norelgestromin and ethinylestradiol
G03AA14 - Nomegestrol and Estradiol

G03AA15 - Chlormadinone And Ethinylestradiol
G03AA16 - dienogest and ethinylestradial

G03AB01 - megestral and ethinylestradiol

G03AB02 - Lynestrenol And Ethinylestradiol
G03AB03 - Levonorgestrel And Ethinylestradiol
G03AB04 - Morethisterone And Ethinylestradiol
G03AB0S - Desogestrel and ethinylestradiol
G03AB06 - Gestodene And Ethinylestradiol
G03ABOT - chlormadinone and ethinylestradiol
G03AB0S - Dienogest And Estradiol

G03HBO01 - Cyproterone acetate And Ethinylestradiol

16.6./17.6.2015
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Administrative renewal
CMDH . LSRN

ABOUT CMDH

STATISTICS RENEWAL PROCEDURE

AGENDAS AND

MINUTES In order to view some of the documents on this website you need Acrobat Reader
(click here to download)
PRESS RELEASES

* CMDh Best Practice Guide on the processing of renewals in the
PROCEDURAL
GUIDANCE

GENERAL INFO * Common grounds seen for delaying Day 0 Renewals (January 2013) [Track
version]

APPLICATION FOR MA

ESUBMISSIONS * Data requested for Variations and/or Renewal Applications in the
MRP/DCP

GENERICS

APPLICANT 'S * Requirements on submissions (number and format) for Variations and

RESPONSES Renewals within MRP and National procedures

|  RENEWAL |
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Administrativni prodlouzeni:

=, po procedure , Repeat Use” nebo po referralu podle cl. 30, 31(1)

, Pokud , puvodni“ registrace jesté neprodlouzena
— stejné datum prodlouzeni jako u pavodni registrace (pro vsechny MS)

%, Pokud , puvodni“ registrace jiz prodlouzena na dobu neurcitou
— moznost administrativniho prodlouzeni

, Prodlouzeni je vyzadovano legislativou

e/ oo

% CMS musi v ramci procedury informovat RMS, pokud neni treba
prodlouzeni podavat (informace v EoP letteru)
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Administrativni prodlouzeni:

= prodlouzeni se zkracenym harmonogramem a zredukovanou
dokumentaci

%, Zadatel musi pozadat RMS, aby pozadalo CMDh o souhlas s
administrativnim prodlouzenim

, Administrativni prodlouzeni bude podano pouze do RMS a statuy,
kde jeSté neni registrace prodlouzena na dobu neurcitou

, V zadosti nutno uvést informaci, Zze administrativni prodlouzeni
bylo schvaleno CMDh (+ datum jednani CMDh)

=, Nebude zasildna hodnotici zprdva, nebot se nejedna o
prehodnoceni B/R
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Administrativni prodlouzeni:

=, Harmonogram administrativniho prodlouzeni:

Day 0 | Start of procedure. The CMS are informed via e-mail of the start of the procedure
and advised which CMS are concemed by the administrative renewal.

Day 20 | CMS5 to advise acceptance/non-acceptance of the application

Day 30 | EMS to issue EoP letter

=, Omezena dokumentace:
 Formular zadosti (bez annexd kromé potvrzeni o zaplacenych poplatcich)

e Cover letter (zde musi byt potvrzeno, Zze od probéhlé procedury nejsou
dostupna Zadna data, ktera by ménila B/R LP)

, Pokud CMS pozaduje plnou dokumentaci, musi byt drzitelem
poskytnuta
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CMDh SOP on decision-making process for new active substance
status or extension of marketing protection or data exclusivity:

CMDH

ABOUT CMDH

STATISTICS

AGENDAS AND
MINUTES

PRESS RELEASES

PROCEDURAL
GUIDANCE

GENERAL INFO

APPLICATION FOR
MA

* Procedural Advice on Repeat Use (July 2011) [Track version]

* Declaration form for the submission of DDPS already approved by a
competent authority (June 2011) [.dot]

* CMDh guidance for Declaration form submission DDPS already approved
by a competent authority (June 2011) [Track version]

* Requirements on submissions (number and formats) for New

* Mock-ups, Specimens and Samples for new applications (July 2013) [Track

version)

* 'Blue-box' requirements (August 2014) [Track version]

* CMDh SOP on decision-making process for new active substance status
or extension of marketing protection or data exclusivity [ Track version]
(May 2015)
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CMDh SOP on decision-making process for new active substance
status or extension of marketing protection or data exclusivity:

= Cl. 10(1) odstavec 4 Smérnice 2001/83/ES:

,Desetiletd Ihita uvedend v druhém pododstavci se prodlouzi nejvyse na
jedenact let, jestlize drzitel rozhodnuti o registraci ziska behem prvnich osmi
let z téchto deseti let registraci pro jednu nebo vice novych lécebnych
indikaci, které jsou pri védeckém hodnoceni pred jejich registraci
povazovany za vyznamny klinicky prinos ve srovnani se stavajicimi
lecebnymi postupy.,

%, Cl. 10 (5) Smé&rnice 2001/83/ES:

,Vedle pouziti odstavce 1 se v pripade zadosti o novou indikaci pro dobre
zavedenou latku poskytne nekumulativni doba jednoho roku exkluzivity

udaji za predpokladu, Ze byly provedeny vyznamné predklinické a klinické
studie ve vztahu k nové indikaci.”

© 2012 STATNI USTAV PRO KONTROLU LECIV 16.6./17.6.2015
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CMDh SOP on decision-making process for new active substance
status or extension of marketing protection or data exclusivity:

*, Hlasovani na CMDh:
> Pro MRP LP

=, Pro Cisté narodni LP

», Rozhoduje vétSina CMDh

© 2012 STATNI USTAV PRO KONTROLU LECIV 16.6./17.6.2015
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Recommendations on Informed Consent Applications in

Mutual Recognition and Decentralised Procedures
CMDH . ﬁ B DEN

ABOUT CMDH

STATISTICS APPLICATION FOR MARKETING AUTHORISATION (MA)

AGENDAS AND

MINUTES In order to view some of the documents on this website you need Acrobat Reader

(click here to download)
PRESS RELEASES
* Best Practice Guide for the Decentralised and Mutual Recognition

PROCEDURAL Procedures (April 2013) [Track version]
GUIDANCE

GENERAL INFO * Best Practice Guide on the Assessment Report for Mutual Recognition

and Decentralised Procedures (July 2011) [Track version]
APPLICATION FOR
MA

* Best Practice Guide on Break-out Sessions (February 2013) [Track version]

DCP
MRP * Best Practice Guide for authorisation of non-prescription medicines in
the Decentralised and Mutual Recognition procedures (February 2012)
ESUBMISSIONS
GENERICS Recommendations on Informed Consent Applications in Mutual

Recognition and Decentralised Procedures (April 2015) [Track version]
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Recommendations on Informed Consent Applications in
Mutual Recognition and Decentralised Procedures

=, Dokument CMDh k zadostem s pravnim zakladem podle
clanku 10c (informovany souhlas)

»,V ramci zadosti ma byt predlozen pouze modul 1

s, Pokud jsou predkladany dalsi moduly, je treba v
prohlaseni potvrdit, ze jsou identické s dokumentaci k
registraci LP, na ktery je odkazovano

© 2012 STATNI USTAV PRO KONTROLU LECIV 16.6./17.6.2015
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ASMF WS

LTRSS

ABOUT CMDH

STATISTICS

AGENDAS AND
MINUTES

PRESS RELEASES

PROCEDURAL
GUIDANCE

CMDH-REFERRALS

PRODUCT
INFORMATION

ADVICE FROM CMDH

TEMPLATES

WORKING GROUP ON ACTIVE SUBSTANCE MASTER FILE
PROCEDURES

CMD WORKING
PARTIES /
WORKING GROUPS

WORKING GROUP

Mandate for the Working Group on Active Substance Master File
Procedures

Presentation on the status of the ASMF-project as at November 2011

Link to Questions & Answers for the Active Substance Master File

Link to additional guidance on completing the annexes of the ASMF
procedure guidance

Procedural announcement: Pilot on work-sharing procedure for the
assessment of the Active Substance Master File (ASMF)

ngBAS(':I'TAI;(IIEE Link to Contact Points for request for EU ASMF number

:)HQ(E;EEEJF{IEI; » Guidance on the wo_rk sharing procedure for the assessment of Active
Substance Master File (ASMF) (November 2013)

PROCESS Pilot phase - information to stakeholders

IMPROVEMENT

WORKING PARTY

16.6./17.6.2015
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ASMF WS

=, Pilotni projekt na jednotné posuzovani dokumentu ASMF

=, Posuzovani v ramci procedur (Zzadost o novou registraci,
zmeny registrace), prebirani hodnoceni jednotlivymi staty

=, Snizeni zatéze pro jednotlivé agentury
=, Jednotné posouzeni v ramci EU

=, Do WS mohou byt zarazeny:

— Centralizovaneé registrované LP
— MRP LP
— Cist& narodné registrované LP

© 2012 STATNI USTAV PRO KONTROLU LECIV 16.6./17.6.2015
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Dékujeme za pozornost

STATNI USTAV PRO KONTROLU LECIV
Srobarova 48, 100 41 Praha 10

tel.: +420 272 185 111

fax: +420 271 732 377

e-mail: posta@sukl.cz

© 2012 STATNi USTAV PRO KONTROLU LECIV 16.6./17.6.2015
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