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Statni Ustav pro kontrolu lé  €iv

State Institute for Drug Control

Srobarova 48, 100 41 Praha 10, Czech Republic, tel.: +420 272 185 111, fax: +420 271 732 377
E-mail: sukl@sukl.cz, www.sukl.cz

( Pouze pro vnitfni potfebu / For internal use only

- J

( ZMENA REGISTRACE LE CIVEHO PRIPRAVKU )
ZADOST O SCHVALENI ZMENY Il / OHLASENIi ZMENY IA/IB?
\_ Application for variation to a marketing authorisat ion y,

L] NARODNI REGISTRACE V RAMCI MRP / NATIONAL AUTHORIS ATION IN MRP
Cislo MRP zm &ny / MRP variation number *: /1l [

[ ] POUZE NARODNI REGISTRACE / NATIONAL AUTHORISATION ONLY

Referen éni €lensky stat / Reference Member State
LIAT [BE [Jcy [dcz [pe ok [Iee[JeL [JesS [JF CIFR[HU [NE [is [T [ul
LT [uwu v OMT OINL [OONOo [IPL [PT  [ISE [ISI [IsK [Juk

Dotéeny €lensky stét (staty) / Concerned Member State(s)
LIAT [IBE [Jcy [dcz [pe [pok [Iee[JeL [JeES [JF CIFR[HU [NE [lis [T [ul
LT v v OMT OINL [CNO [IpL [IPT  [ISE [sI ISk [JUK [INONE

Typ zadosti / Type of Application

L] Typ IA/ Type IA

[] TypIB/Type IB

X Typ I/ Type I [] Bezpeénost/ Safety

Indikace / Indication

Onemocn éni (indikace) uvedena v Seznamu |é ¢ivych p Fipravk G pro vzacna

onemocn éni / Condition (indication) listed in the Human “Re gister of designated

Orphan Medicinal Products™? * []Ano/Yes [ ] Ne/No

Nasledujici po ulozeni neodkladnych bezpe €nostnich omezeni / Following Urgent

Safety Restriction

Jakost / Quality

Ostatni / Other

Kazdoro €éni zména vakciny proti lidské ch Fipce / Annual variation for human

influenza vaccines

[ 1 Zména v ozna &eni na obalu nebo p Fibalové informaci, ktera nesouvisi se souhrnem Gdaj U o pripravku /
Change to the labelling or package leaflet not conn  ected with the summary of product characteristics

OXO O

Tento formuldr je zaloZzen na evropském formulafi Zadosti o zménu registrace, jsou vSak pro prehlednost vypustény udaje tykajici se zmén
registrace vyluéné veterinarnich lécivych pripravkl a Udaje specifické pro centralizovanou proceduru. / This form is based on European
variation application form with exclusion of data regarding variations for veterinary medicinal products and data specific for centralized
procedure.

Cislo vyplni drZitel rozhodnuti o registraci s ohledem na spravné potadové &islo procedury vzajemného uznavani podle Kapitoly 1 “Pokynu pro
podavani a zpracovavani zadosti o zménu v ramci procedury vzajemného uznavani” viz http://heads.medagencies.org / Number to be
completed by the Marketing Authorisation Holder, reflecting the correct sequential Mutual Recognition Procedure Number according to
Chapter 1 of the ‘Best Practice Guides for the submission and processing of variations in the Mutual Recognition Procedure’
(http://heads.medagencies.org/)

Zvefejnény na webovych strankach Evropské komise (http://pharmacos.eudra.org/F2/register/index.htm) / As published by the European
Commission (http://pharmacos.eudra.org/F2/reqister/index.htm)
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Nazev pfipravku / (Invented) Name: Nazev a adresa drzitele rozhodnuti o registraci / Name
and address of MA holder:

Léciva latka (latky)/Active substance(s): Jméno a adresa kontaktni osoby / Name and address of
Contact™:

Lékova forma(y) a sila(y) / Pharmaceutical form(s)
and strength(s):

Cislo(a) registrace / MA number(s):

ZMENY TYPU Il (Zaskrtnéte pfislusnou zménu, o kterou zadate) /
TYPE Il CHANGES (Tick the appropriate change required)

STRUCNA CHARAKTERISTIKA ZMENY (Uvedte prosim stru¢né, o jakou zménu se jedna) /

SCOPE (Please specify scope of the change(s) in a concise way)

EU synchronisation of Periodic Safety Update Report submission schedules of medicinal
products authorised through national and mutual rec ognition procedures

ODUVODNENI ZMENY a piipadnych NAVAZUJICICH ZMEN (Uvedte prosim struéné vysvétleni divodd pro
navrhovanou zmeénu registrace, v pfipadé navazujicich zmén téz jejich oddvodnéni) /

BACKGROUND FOR CHANGE & JUSTIFICATION FOR CONSEQUENTIAL CHANGES (if applicable)

(Please give brief background explanation for the proposed changes to your MA, as well as a justification in case of
consequential changes)

The synchronisation of PSUR submissions throughout the EU based upon EU harmonised birth
dates (HBD) and related DLPs (Data Lock Points) these are published on the website of the Heads of
Medicines Agencies.

Tak jak je uvedena v oddile 2.4.3 Zadosti o registrace (REG-70). Pokud se lisi, pfilozte plnou moc. / As specified in section 2.4.3 in Part IA. If
different, attach letter of authorisation.
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STAVAJICi / PRESENT>® NAVRHOVANE / PROPOSED®’
PSUR submission is required at the time of PSUR submission harmonised with EU birth dates
renewal | (date) and related DLPs ....... (date)

ProhlaSeni zadatele o zm énu typu Il / Declaration of the Applicant for Type Il

Predkladam timto zadost o zménu vySe uvedené registrace v souladu s navrhy, které jsou uvedeny vyse. Prohlasuji,
Ze (zaSkrtnéte prosim pfisluSna prohlaseni):

| hereby submit an application for the above Marketing Authorisation to be varied in accordance with the proposals
given above. | declare that (Please tick the appropriate declarations):

XI Nedochazi k Zadnym jinym zmé&nam, kromé& zmén uvedenych v této Zadosti (s vyjimkou zmén predloZenych
paralelné; tyto paralelni zmény je nutné specifikovat v oddile “DalSi Zzadost(i)") / There are no other changes
than those identified in this application (except for those addressed in other variations submitted in parallel;
such parallel variations have to be specified under ‘Other Application(s)’);

XI Byly zaplaceny pfislusné poplatky stanovené narodnimi pfedpisy / Where applicable, national/EMEA fees
have been paid;

[] Tato zadost byla pfedlozena sou¢asné v RMS a viech CMS (plati pro pfipravky v ramci procedury
vzajemného uznavani). /This application has been submitted simultaneously in RMS and all CMSs (for
products within the Mutual Recognition Procedure)

Zména bude zavedena od / Change will be implemented from:

[] pristiho vyrobniho cyklu/pfistiho tisku / Next production run/next printing
[] datum / Date:

Uvedte piesné stavajici a navrhované znéni nebo specifikaci / Specify the precise present and proposed wording or specification.

U zmén SPC, oznaceni na obalu a pfibalové informace podtrhnéte nebo zvyraznéte zménéna slova v uvedené tabulce nebo pfiloZte jako

samostatnou pfilohu / For SPC, labelling and package leaflet changes, underline or highlight the changed words presented in the table above
or provide as a separate Annex
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Zaplaceni poplatk @ (Castka a postup podle pokynu SUKL UST-18, pfip. jeho aktualizované verze) / Fees paid, if
applicable (Amount and procedure according to the SUKL guideline UST-18 or its updated version)

Spréavni poplatek / Administrative fee ANO/YES [X| NE/NO []

Uhrada nakladti / Costs reimbursement ANO/YES [] NE/NO *[X
*zadost o prominuti musi byt uvedena v privodnim dopisu/ waiver should be requested in the accompanying letter

Prosim uvedte kategorii poplatku podle narodnich predpist — UST-18, pfip. jeho aktualizované verze /
Please specify fee category under National rules — UST-18 or its updated version

] Vyjimka pro pfipravky pro vzacna onemocnéni / Orphan Drug fee exemption

= spravni poplatek se v pfipadé pripravku zafazeného do registru pfipravkd pro vzacna onemocnéni podle
zakona ¢. 368/1992 Sb., ve znéni pozdéjSich predpisd, nevybira / According to the Act No 368/1992 Coll., as
amended, no administrative fee is required in case of product included in the Register of orphan medicinal
products

» Uhradu nakladd vynalozenych na odborné Gkony Ize v pripadé pfipravku zafazeného do registru pfipravkd
pro vzacna onemocnéni na zadost prominout — viz pokyn SUKL UST-24 / Reimbursement of costs of expert
activities can be in case of product included in the Register of orphan medicinal products waived on the
request — see SUKL guideline UST-24

Podpis / Main Signatory Funkce / Status (Job title)

Datum / Date
Jméno / Print name




