SUKLO

eAF
prve skusenosti
a
dodatoCné narodné poziadavky pri
prekladani ziadosti

Ing. Maria Pollakova
1.3.2016




JKLO
SUKL CAF

Implementacia pouzivania eAF je Ccastou
HMA eSubmission roadmap.



http://esubmission.ema.europa.eu/tiges/cmbdocumentation.html
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eSubmission Roadmap

HMA O

(reflecting final adopted version 1.0 dated 141107)
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Ongoing/optional /1
Mandatory

Use of eCTD v.4

All submissions in CP (human)in eCTD

All submissions in CP,

Use of NeeS and eCTD in DCP and MRP (human)

Mew MAA in DCP (human) in eCTD

Mew MAA in DCP and MRP

(human} in eCTD DCP and MRP (human) in

All submissions in MRP (human)

All ather MRP submissions eCTD

[human}

Use of VNeeS in CP, DCP and MRP (vet]

New MAA in CPand DCP
[vet) in VNeeS

All atherin CP and all
MRP submissions [vet)

All submissions in CP, DCP and MRFP {vet) in VNeeS

eGateway [CF]
[human and wet}

eGateway (CP, human)

Single submission portal - combined CESP/Gateway
in CP (human}

CESP (human and wvet)

Single submission portal - combined CESP/Gateway Single Submission Portal
inall other procedures (human and vet)

with integration of eAF
T far all submissions

Use of eAF in all procedures (human and vet)

in CP

in all ather
procedures

eAF in all procedures (human and vet)

; [human and vet)

(human]

MCA use of Common Repository for CP submissions

MCA use of Common Repository for all CP submissians

{human)

Use of PSUR Repository for CAPs
and NAPs (human)

Use of PSUR Repository for all CAPs and NAPs
{human)

>
>

2013

2014

2015 2016

2017 2018




Narodne procedidry Eurdopske procedd MRP/DCP

Fiadost o prediZenie

Ziadost o zmenu typu IB
Ziadost o zmenu typu IA
Ziadost o zmenu typu 11

Ziadost o zmenu podla § 22, ods. 14

E"l
Q
g
&

Fiadost o prevod registrdcie




Slovvenska verzia = Registracia huménnych ligkow » Doplriuilce pokyry a oznamy 3 Yseobecné pokyry a oznamy pre drzielov

ELEKTRONICKY EUROPSKY FORMULAR ZIADOSTI (EAF) POYINNY PRE YSETKY TYPY ZIADOSTI OD JANUARA 2016

Skatny Gstav pre kontroly listlv oznamuie, 32 od 1, janudra 2016 & pavinné pousivanie elektronickéha eurdpskeho formuléra Siadost
|Elec |'rllr||| :|p|:l||| :||'II n h IS J HHFI pre wiethy  bypy  Zadost  BESiE  informace  najdete

Eurapsky Formular pre vaetky bypy Ziadost bude stale potrebné predkladat’ v papierove) podabe, avaak iba v pocte jedneha exemplar,

Zirover zdfrazfisieme, 3 postup podania Fiadosti zostiva nadalej rovnaky. Statnemu dstavy je ako doteraz nutné
predkadat’y papierove] podobe spravne wyplneny arigindl skovenskeha formulara Ziadosti 5 identicksmi Odaimi uvedersmi v eurdpskan
Formular & potvrdenia o platbe,
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Ziadatel predlozi v papierovej podobe
jeden slovensky formular

ziadosti (original) a vyplneny europsky
formular. Udaje uvedené v oboch
formularoch musia navzajom
korespondovat.
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Slovensky formular ziadosti o registraciu
humanneho lieku (SK):

Registracia humannych liekov >Tlaciva

Europsky formular ziadosti o registraciu
humanneho lieku (EN):

http://esubmission.ema.europa.eu/eaf/index.
html



| Procedural Guidance

General Info [Frack version]

Application for MA £y change requests for the document should be handled in accordance with the

Gensrics

Applicant s
Responses

Eenewal voluntary pilot
The pilot phase ended on 31 December 2013,
wariation Aomore efficient process for the technical walidation is currently being

ISR

http: ffcesp . hma. eu/Home).
Art 61,3 Frocedurs ‘ b/ P / )

Consultation with Transitioning to a compulsory usage of the eAFs for Human and

target patient groups Veterinary procedures -

eSubmission Roadmap detailing the status and next steps of outlined strategy
relating to eAFs)

Fost Referral Fhase

CHMDOh-Referrals

Requirements on submissions {number and format) for New Applications

Froduct Information

Advice from CMDCh

Templates
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Requirements for dossiers in electronic format
(eCTD or NeeS)
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Submissions through CESP can
be used teptiosab® -

CESPwebste’ 0 ||~ 4 -National portal is mandatory

A siened paper copy of the eAF
chould be sent to the NCA for the YES

ESP submissions

A siened paper copy of the
Cover Letter should be sent o
the NC A for the CESP -

submissions

“ational portal can ar must be

used - see footnote and the NCA VES

websile
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Dakujem za pozornost




