Resetovat formular Tla¢

- STATNY USTAV PRE KONTROLU LIECIV / State institute for Drug control
S U K I Sekcia registracie liekov / Regulatory Section

Kvetna 11, 825 08 Bratislava

Ziadost o prevod registracie lieku, Priloha Il /
Application for Transfer of a Marketing Authorisation, Annex I

Vyplni SUKL/

Filled in by SUKL Evidenéné éislo / National reference number:

Vyhlasenie navrhovaného drzitela rozhodnutia o registracii /
Declaration of the proposed Marketing Authorisation Holder
Navrhovany drzitel (nadobudatel) rozhodnutia o registracii

Nazov, sidlo, ICO navrhovaného drzitela

suhlasi s tym, aby na neho bola zo suc¢asného drzitela, prevedena registrécia lieku

Nazov lieku, sila, liekova forma, reg. ¢islo

Navrhovany drzitel rozhodnutia o registracii vyhlasuje, Ze ma uplnd dokumentdciu o vysSie uvedenom humannom
lieku zodpovedajucu dokumentacii predlozenej Statnemu ustavu v rdmci registracného konania vratane vsetkych zmien,
ktoré statny ustav schvalil od prvej registracie tohto humanneho lieku v Slovenskej republike.

Navrhovany drzitel rozhodnutia o registracii si je vedomy, Ze diiom prevodu nadobuda prava a povinnosti pévodného

drzitela rozhodnutia o registracii lieku v sulade so zdkonom ¢&. 362/2011 Z. z. o liekoch a zdravotnickych pomdckach v
platnom zneni a zavazuje sa ich plnit.

The proposed marketing authorisation holder

Name, Address of the registered office, Company ID No.

agrees to the transfer of the marketing authorisation for the medicinal product

Name, Strength, Dosage form, MA no.

from the current holder.

The proposed marketing authorisation holder declares that it holds the complete documentation for the above-
mentioned medicinal product corresponding to the documentation submitted to the State Institute as part of the
marketing authorisation procedure, including all variations approved by the State Institute since the first
authorisation of this medicinal product in the Slovak Republic.

Proposed marketing authorisation holder is aware that the date of the transfer shall take the rights and
obligations of the former holder of the marketing authorisation (in accordance with the Act. 362/2011 Coll on medicinal
products and medical devices, as amended and undertakes to fulfil them.

Podpis oznamovatela / splnomocneného subjektu / Signature of the notifier / authorized entity:

Meno a priezvisko / Name and surname:

Datum / Date:

O Vlastnoruény podpis (listinne) / Handwritten signature (paper form)
@ Digitalny podpis v tomto PDF / Digital signature (within this PDF)

O Podpisané KEP cez UPVS / Signed by KEP via UPVS

_, | patum prijatia / Odtlagok peciatky SUKL /
S ;é Date of receipt: SIDC stamp
X
25:,’, § Meno a podbpis prijimacieho zamestnanca /
< 'é Name and signature of the SIDC employee:
3
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