Resetovat formular Tla¢

SUKLO

STATNY USTAV PRE KONTROLU LIECIV / State institute for Drug control
Sekcia registracie liekov / Regulatory Section
Kvetna 11, 825 08 Bratislava

Ziadost o prevod registracie lieku, Priloha 1 /
Application for Transfer of a Marketing Authorisation, Annex |

Vyplni SUKL/
Filled in by SUKL

Evidenéné éislo / National reference number:

Vyhlasenie stucasného driitel'a rozhodnutia o registracii /
Declaration of the current Marketing Authorisation Holder

Sucasny drzitel rozhodnutia o registracii
Nazov, sidlo, ICO navrhovaného drzitela

vyhlasuje, Ze spristupnil navrhovanému drzitelovi rozhodnutia o registracii Uplnud a aktualizovanu
dokumentdciu lieku

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

zodpovedajucu dokumentacii predloZenej Gstavu v rdmci registracného konania a naslednych zmien v
registracii a Ze mu tdto dokumentacia bude odovzdana najneskér ku diiu prevodu registracie.

The current Marketing authorisation holder

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

herby declares, that has provided the proposed Marketing authorisation holder with access to the
complete and updated dossier of the medicinal product

Name, Strength, Dosage form, MA no.

which is identical to the dossier submitted to the Institute within registration procedure and follow up
changes of marketing authorisation, and that this dossier will be handed to him no later than on the
effective date of transfer.

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)
O Digitalny podpis v tomto PDF / Digital signature (within this PDF)

O Podpisané KEP cez UPVS / Signed by KEP via UPVS

Datum prijatia / Odtla¢ok peciatky SUKL /
_ | Date of receipt: SIDC stamp
<
23
2 S
< 'é Meno a podpis prijimacieho zamestnanca /
2 T | Name and signature of the SIDC employee:
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