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1 UCEL

Tento MP sa vyddva za Gi€elom usmernenia Ziadatel'ov o registraciu humanneho lieku,
ktori maju zaujem o slot so SUKL ako RMS a zarovenl pre drzitelov registracie
humanneho lieku, ktori maju zaujem, aby SUKL prevzal rolu RMS po pévodnom
RMS.

2 POUZITE POIJMY
Slot - je ¢asovy interval, v ktorom je mozné predlozit SUKL — liekovej agentiire
referencného c¢lenského Statu a liekovym agentiram dotknutych Clenskych Statov —
ziadost’ o registraciu humanneho lieku.
3 POUZITE SKRATKY
CMDh Koordinaéna skupina pre vzajomné uznanie a decentralizované
procedury Vv oblasti humannych liekov

Co-ordination Group for Mutual Recognition and Decentralised
Procedures — Human
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CMS Dotknuty ¢lensky Stat
Concerned member state
DCP Decentralizovany postup
Decentralised Procedure
GT Generalny tajomnik
MP Metodicky pokyn
MRP/RUP  Postup vzajomného uznania/opakovana ziadost
Mutual Recognition Procedure/repeat use
OKNR Oddelenie koordinacie novych registracii
OMK Oddelenie manazérstva kvality
oS Organiza¢na smernica
RD Riadeny dokument
RMS Referencny ¢lensky stat
Reference Member State
SR Slovenska republika
Slovak Republic
SRL Sekcia registracie liekov
SUKL Statny ustav pre kontrolu liegiv
Z. 1z Zbierka zakonov
4 SUVISIACE PREDPISY A LITERATURA
4.1  Pravne predpisy

Zéakon €. 362/2011 Z. z. o liekoch a zdravotnickych pomdckach a 0 zmene a doplneni

niektorych zakonov V zneni neskorSich predpisov

Smernica 2001/83/ES Eurdpskeho parlamentu a Rady, ktorou sa ustanovuje zakonnik
spolo¢enstva o huméannych liekoch

4.2  Predpisy a usmernenia

CMDh>Procedural Guidance>Application for MA>DCP:
Common request form

CMDh>Procedural Guidance>Application for MA>MRP/RUP:
Request for MRP/RUP for Medicinal Products for Human Use

CMDh>Procedural Guidance>Application for MA>MRP/RUP:
Appendix 1 to Request for MRP/RUP for Medicinal Products for Human Use

CMDh>Procedural Guidance>General Info:
CMDh procedural advice on changing the RMS

CMDh>Procedural Guidance>General Info:
Template for RMS change
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POSTUP
Ziadost’ 0 DCP slot so SUKL ako RMS

Pridelenie slotu
SUKL pridel’uje a uzatvara sloty priebezne cely rok.

V pripade, Ze ziadatel’ 0 registraciu ma zaujem 0 poziciu (slot) so SUKL ako RMS pre
DCP proceduru, je potrebné vyplnit' formular pre DCP Ziadost’ uverejneny na strane
CMDh (Common request form) a zaslat’ ho na emailova adresu rms-sk@sukl.sk.
Ziadost treba zaslat’ najmenej 2 mesiace pred planovanym datumom podania Ziadosti
0 registraciu.

Ziadatel' bude nasledne o pridelenom slote informovany najneskor do 2 tyZdiiov od
zaslania Ziadosti prostrednictvom e-mailu. V pripade, ze nebude mozné akceptovat
ziadate'om navrhovany termin slotu, navrhne $tatny tstav alternativny termin.

O slot treba ziadat’ aj v pripade ziadosti 0 registraciu formou rozsirenia registracie
(line extension) a tzv. duplicitnych/multiplicitnych Ziadosti.

Ziadatel ma zaistit, ze Ziadost' 0 registraciu a prislusna dokumentaciu je schopny
predlozit’ v planovanom mesiaci.

O pridelovani slotov rozhoduji veduci sekcie registracie liekov, vedtaci oddelenia
koordinacie novych registracii, vedtci oddelenia koordinacie postregistratnych
procesov, veduci oddelenia posudzovania kvality liekov, veduci oddelenia
predklinického a klinického posudzovania a vedtci oddelenia farmakovigilancie.

Kritéria na prijatie Ziadosti

zameranie SUKL

- SUKL sa zameriava na posudenie odkazovanych ziadosti, v ktorych sa uéinnost a
bezpecnost’ preukazuje prostrednictvom odkazu do registracnej dokumentacie
referenéného lieku a ktorého biologicka rovnocennost’ s referenénym liekom bola
dokazana primeranymi skuskami biologickej dostupnosti alebo prostrednictvom
podania detailného vedeckého bibliografického prehladu.

dostupnost’ expertov

- zaradenie lieku do indikacnej skupiny liekov je zavaznym kritériom na vyber
procedur (pre niektoré Specialne skupiny liekov $tatny ustav nema moznosti ziskat
experta na vypracovanie hodnotiacej spravy) a pocet ziadosti zapracovanych do planu
je riadeny po¢tom expertov dostupnych Statnemu ustavu.

Celkovo je na rok stanovenych 12 slotov pre DCP so SUKL ako RMS.

Prelozenie terminu pridelen¢ho slotu

Ziadatel' musi poziadat 0 preloZenie terminu prideleného DCP slotu (navrhovany
termin podania ziadosti 0 registraciu lieku) ¢o najskor, ziadost’ musi byt zaslana na
adresu rms-sk@sukl.sk. O akceptovani prelozenia terminu bude informovany
najneskor do 2 tyZdiov od zaslania ziadosti.
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Zmena Vv pridelenom slote

Ziadatel' musi v pripade vyraznej zmeny v pridelenom slote (napr. zmena lieciva,
pravneho zakladu, liekovej formy) poziadat’ o pridelenie nového DCP slotu. Postup
pridelenia je rovnaky, ako je popisané v kapitole 5.1.1. Zaroveti je potrebné SUKL
informovat’ 0 zruSeni pdvodne prideleného DCP slotu (kapitola 5.1.4).

Zru$enie prideleného slotu
Ziadatel’ ma SUKL 0 zruseni prideleného slotu informovat’ ¢o najskor, a to na adresu
rms-sk@sukl.sk.

Ziadost’ 0 MPR a RUP so SUKL ako RMS

Drzitel' registracie lieku zasle tri_mesiace pred planovanym podanim vyplneny
formular pre MRP/RUP ziadost’ uverejnena na strane CMDh (Request for MRP/RUP
for Medicinal Products for Human Use), a to na adresu rms-sk@sukl.sk.

SUKL do troch mesiacov aktualizuje hodnotiacu spravu a o aktualizacii informuje
drzitel'a registracie.

Po prijati informacie zo SUKL o aktualizacii hodnotiacej spravy drzitel’ registracie
lieku uhradi spravny poplatok cez eZiadost a poda ziadost’ 0 registraciu lieku
Standardnym postupom referencnému a zicastnenym clenskym Statom.

Pri MRP a RUP sa nepredkladaji ziadne nové informacie. Dokumentacia ma byt’
zostavena v eCTD formate a v silade so su¢asnymi poziadavkami. Preto je tiez
potrebné, aby drzitel' prislusnymi zmenami aktualizoval dokumentaciu lieku a az
potom podal ziadost 0 MRP/RUP.

Ziadost’ 0 prevzatie roly RMS

V pripade, Ze drzitel' registracie lieku ma zaujem, aby SUKL prevzal rolu RMS, je
potrebné vyplnit’ formular ,, Template for RMS change® uverejneny na strane CMDh
(Template for RMS change) a zaslat’ ho na emailovu adresu rms-sk@sukl.sk. SUKL
nasledne odpovie najneskor do 2 tyzdiov, ¢i rolu RMS pre ziadané procedury
prevezme.

SUKL nemé Specidlne narodné poziadavky a postupuje v sulade so CMDh
dokumentom ,,CMDh procedural advice on changing the RMS®. Nie je ur¢eny ani
Specialny poplatok.

ZAVERECNE USTANOVENIA

Tento metodicky pokyn bol schvéleny riaditel’kou SUKL a GT PharmDr. Zuzanou
Bat'ovou PhD., dila 29.09.2020.
MP 135/2020 verzia 2 je u¢inny od 01.10.2020.
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Guidance document for submission of requests to SK-SIDC
for acting as a Reference Member State

1 PURPOSE

This Guidance document is intended for applicants for marketing authorisation of
human medicinal products, who wish to submit their marketing authorisation
application (MAA) with SIDC acting as the Reference Member State (RMS) and for
Marketing Authorisation Holders (MAH), who wish to change (switch) the RMS-
ship from original RMS to SIDC.

2 DEFINITIONS
Slot — it is a period of time, when it is possible to submit to SIDC (national competent

authority (NCA) of the RMS and NCA of the Concerned Member States (CMS)) an
application for a marketing authorisation.

3 ABBREVIATIONS

CMDh Co-ordination Group for Mutual Recognition and Decentralised
Procedures — Human

CMS Concerned member state

DCP Decentralised Procedure

MAA Marketing Authorisation Application

MAH Marketing Authorisation Holder

MRP/RUP  Mutual Recognition Procedure/repeat use

NCA National Competent Authority

RMS Reference Member State

SR Slovak Republic

SIDC State Institute for Drug Control

Z.1. Art Coll.

4 RELATED REGULATIONS AND LITERATURE
4.1  Legal Acts

Act No. 362/2011 on Medicinal Products and Medical Devices and on Amendments to
Certain Laws

Directive 2001/83/EC of the European Parliament and of the Council on the
Community code relating to medicinal products for human use

4.2  Regulations and guidelines

CMDh>Procedural Guidance>Application for MA>DCP:
Common request form
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CMDh>Procedural Guidance>Application for MA>MRP/RUP:
Request for MRP/RUP for Medicinal Products for Human Use

CMDh>Procedural Guidance>Application for MA>MRP/RUP:
Appendix 1 to Request for MRP/RUP for Medicinal Products for Human Use

CMDh>Procedural Guidance>General Info:
CMDh procedural advice on changing the RMS

CMDh>Procedural Guidance>General Info:
Template for RMS change

PROCESS DESCRIPTION
Request for a DCP slot with SIDC as RMS

Allocation of a slot
SIDC allocates and concludes slots continuously throughout the year.

If the applicant wishes to apply for a slot with SIDC acting as RMS for a DCP
procedure, DCP request form published on the CMDh website (Common request
form) should be completed and the request should be sent to rms-sk@sukl.sk. The
request should be sent at least 2 months before the planned submission date of MAA.
The applicant will be informed about the allocation of the slot within two weeks after
sending the request via e-mail. In case it is not possible for SIDC to accept the DCP
timeslot proposed by the applicant, SIDC will propose an alternative one.

It is also necessary to apply for a DCP slot in case of extension of existing marketing
authorisation (so called line extension) and in case of duplicate/multiple applications.
The applicant should ensure the submission of MAA and complete dossier in the
agreed month.

The decision on allocation of aslot is made by the heads of Regulatory Section,
Marketing Authorisation Department, Post-Authorisation Department, Department of
the Medicines Quality Assessment, Non-clinical and Clinical Assessment Department,
and Pharmacovigilance Department.

Criteria for accepting the request

SIDC specialization

SIDC specializes in the assessment of abridged applications, where efficacy and safety
are based on the reference to the dossier of the reference medicinal product and
bioequivalence with the reference medicinal product has been demonstrated by
appropriate bioavailability studies or where detailed scientific bibliography is
submitted.

Availability of experts

Therapeutic indication is an important criterion of the selection of the procedure (there
are certain drug classes, for which it is not possible for SIDC to obtain the expert

Telefon/Phone +421/2/50 701 331 E-mail: suki@sukl.sk Internet; www.sukl.sk


https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Templates/RUP/CMDh_337_2015_Rev0_2015_09.docx
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Templates/RUP/CMDh_338_2015_Rev0_2015_09.docx
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_039_2002_Rev.8_2018_07_CMDh_procedural_advice_on_changing_the_RMS_CLEAN.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_371_Rev.1_06_2018_RMS_Switch_Template.xlsx
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Templates/MA_Application/CMDh_036_2009_Rev1_2016_06.doc
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Templates/MA_Application/CMDh_036_2009_Rev1_2016_06.doc

Statny ustav Strana: 718

pre kontrolu lieCiv

MP 135/2020

Verzia ¢.: 2

5.1.2

5.1.3

5.14

5.2

5.3

RD-06

opinion on) and number of requests included into the work-plan depends on the
availability of experts.

In total, there are 12 slots per annum allocated for DCPs with SIDC as RMS.

Postponement of submission date of allocated slot

Applicant should request for a postponement of allocated DCP timeslot (submission
date of MAA) as soon as possible. The request should be sent to rms-sk@sukl.sk.
Applicant will be informed about the acceptance of postponement of a timeslot within
2 weeks after sending their request.

Change in allocated DCP slot

Applicant has to apply for a new DCP slot in case of significant change in original slot
(e.g. change of the active substance, legal basis, pharmaceutical form). The allocation
process is the same as described in section 5.1.1. It is also necessary to inform SIDC
about the cancelation of originally allocated slot (section 5.1.4).

Cancelation of allocated DCP slot
Applicant should inform SIDC about the cancelation of allocated slot as soon as
possible at rms-sk@sukl.skK.

Request for MRP and RUP with SIDC as RMS

MAH should send the request form published on the CMDh website (Request for
MRP/RUP for Medicinal Products for Human Use) to rms-sk@sukl.sk three months
before the planned submission.

SIDC should prepare updated assessment report within 3 months and will inform the
MAH about the update of the assessment report.

After receiving the information about the update of the assessment report, MAH
should pay an administrative fee via eApplication and submit MAA to RMS and
CMSs.

If MRP or RUP is used, no new data is submitted. Please note, that the dossier
should be compiled in eCTD format meeting all current requirements. Therefore
it is necessary for MAH to update the dossier using the appropriate variation
procedure before applying for MRP/RUP.

Request for RMS change (switch)

In case MAH wishes to change (switch) the RMS-ship to SIDC, it is necessary to fill
in ,,Template for RMS change” published on CMDh website and send it to rms-
sk@sukl.sk. SIDC will inform the MAH if the RMS change for proposed procedures
is accepted within 2 weeks.

SIDC has no special national requirements with this regard and proceeds in line with
,CMDh procedural advice on changing the RMS*. There is no special
administrative fee.
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6 FINAL PROVISIONS

This Guidance document was approved by the Executive Director of SIDC, PharmDr.
Zuzana Bat'ova, PhD., date 29.09.2020.
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