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1. UvOD

V souvislosti s ginnosti zakona. 378/2007 Sb. o &vech a po terminologické revizi USKVBL
aktualizoval stavajici formutdZzadosti o fevod registrace tak, aby byl v souladu s aktualnimi
pozadavky.

2. CIL A ROZSAH

Formul& Zadosti o fevod registrace je &en pro drzitele rozhodnuti o registraci veterindoni
lécivého @ipravku, ktery ma zagn prevést registraci na jinou fyzickou nebo pravnicksobu.

Postup pevodu registrace pro veterinarnéilé pripravky registrované vnitrostatnim postupem,
postupem vzajemného uznavani nebo decentralizovaogtipem neni soasti legislativy EU a
je tedy povazovan za zalezitostguSnéhalenského statu.

Prevodem registrace podle zakota378/2007 Sb., se rozumi postupémy jména/nadzvu a
adresy/sidla drzitele registrace, kdy novy drzjeelodliSnou fyzickou/pravnickou osobou nez
drzitel pivodni. Revod registrace je administrativni gnou odliSnou od oznameni Zny jména

a adresy drzitele typu IA, kdy je podminkou, Zeitéizzistava pravé shodnou osobou. Novy
drzitel registrace vstupuje @mlo prav a povinnostirpdeslého drzitele.

Zadost o pevod registrace Ize podat pouze ve vztahu k jedn@modnuti o registraci a podava
se ve dvou vyhotovenich v @& podob a v jednom vyhotoveni v elektronické poddiud’ na
elektronickych nosiich nebo elektronickou postou na adrésunankova@uskvbl.czv pripadre
vnitrostatnich registraci nebo na adresiorovska@uskvbl.Gzv pripac registraci postupem
vzajemného uznavani nebo decentralizovanym postupem

K Zadosti musi byt ilozen doklad o zaplaceni spravniho poplatku a adhrvydaji podle
pokynu USKVBL/UST — 4/2008. Seznam dalSich ddajdokument pozadovanych k Zadosti o
pievod registrace je soasti formuldée Zadosti.

3. ODKAZY A SOUVISEJICi DOKUMENTY

Z&kon¢. 378/2007 Sh.o tévech a o zminach rkterych souvisejicich zakan

Vyhlaskac. 228/2008 Sb. o registrackleych piipravki

Pokyn USKVBL/UST - 4/2008 Spravni poplatky a nalradydaji za odborné ukony
vykonavané v psobnosti USKVBL
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_qerindrnze
generindrnicy,

N

;f i Ustav pro statni kontrolu veterinarnich biopreparéta a I&iv
\%M/f Institute for State Control of Veterinary Biologicals and Medicinal Products

Hudcova 56a, Brno-Medlanky
Postal Code: 621 00, Czech Republic

Datum pfijeti Zadosti

Zadost o p Fevod registrace
Application for transfer of the marketing authorisa tion

Nazev veterinarniho 1é €ivého p Fipravku (jak je uveden na registracnim rozhodnuti)
Name of the veterinary medicinal product  (as is specified on the marketing authorisation)

Lékova forma® Silaty?

Dosage form” Strength/s®

Légiva latkaly Registraéni &islo®

Active substance/s Marketing authorisation number”

Datum vydani rozhodnuti o registraci
Date of issue of the registration decision

Zadatel = Dosavadni drzitel rozhodnuti o registraci
Applicant = Current marketing authorisation holder
Jméno-nazev (spolecnosti) / (Company) Name:
Osoba opravnéna jednat za spole¢nost / Person entitled to communicate on behalf of the company:
Adresa / Address:
Zemé / Country:
Telefon / Telephone:
Telefax:
E-Mail:

Osoba zmocn &na k jednani dosavadnim drzitelem rozhodnuti o regi  straci

Person authorised for communication on behalf of the current marketing authorisation holder
Jméno-nazev (spolecnosti) / (Company) Name:
Osoba opravnéna jednat za spole¢nost / Person entitled to communicate on behalf of the company:
Adresa / Address:
Zemé / Country:
Telefon / Telephone:
Telefax:
E-Mail:

3)

Navrhovany drZitel rozhodnuti o registraci
Proposed marketing authorisation holder
Jméno-nazev (spolecnosti) / (Company) Name:
Osoba opravnéna jednat za spole¢nost / Person entitled to communicate on behalf of the company:
Adresa / Address:
Zemé / Country:
Telefon / Telephone:
Telefax / Facsimile:
E-Mail:
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Osoba zmocn éna k jednani navrhovanym drzitelem rozhodnuti o reg istraci ®
Person authorised to communication by the proposed m arketing authorisation holder
Jméno-nazev (spolecnosti) / (Company) Name:
Osoba opravnéna jednat za spole¢nost / Person entitled to communicate on behalf of the company:
Adresa / Address:
Zemé / Country:
Telefon / Telephone:
Telefax / Facsimile:
E-Mail:

3)

Odavodn éni navrhovaného p Fevodu
Justification for the proposed transfer

Datum, ke kterému se ma p Fevod uskute €nit
Date when transfer should become effective

Kvalifikovana osoba navrhovaného drzitele odpov ~ édna za farmakovigilanci
Qualified person for pharmacovigilance of the propo sed holder

Jméno / Name:

Nazev spole¢nosti / Company name:

Adresa / Address:

Zemé / Country:

Telefon dosazitelny 24 hod. / 24 H Telephone:

Telefax / Facsimile:

E-Mail:

4)
4)

PredloZzena dokumentace
Submitted documentation

Doklad o zaplaceni spravniho poplatku®
Proof of payment of the administrative fee®

Doklad o zaplaceni nahrady vydaji®
Proof of payment of the costs reimbursement”

Prohlaseni navrhovaného drzitele rozhodnuti o registraci - pfiloha 1
Declaration of the proposed marketing authorisation holder - annex 1

Prohlaseni dosavadniho drzitele rozhodnuti o registraci - pfiloha 2
Declaration of the current marketing authorisation holder - annex 2

Povéfeni osoby zmocnéné k jednani navrhovanym drzitelem rozhodnuti o registraci®
Written authority of the person authorised to communication by the proposed marketing authorisation holder®

Plan prevodu povinnosti v oblasti farmakovigilance®
Schedule for pharmacovigilance obligations transfer®

Dokument uvadéjici kvalifikovanou osobu odpovédnou za farmakovigilanci navrhovaného drzitele, spole¢né se
Zivotopisem, adresou, telefonnim a faxovym ¢islem a emailem

Document identifying the qualified person responsible for pharmacovigilance together with a curriculum vitae,
the address, telephone and fax number and email

Podrobny popis zplsobu zajisténi farmakovigilance daného veterinarniho 1é€ivého pfipravku, ktery

navrhovany drzitel zavede po pfevodu registrace

Detailed description of the pharmacovigilance system of appropriate veterinary medicinal product,

which will be introduced by the proposed marketing authorisation holder after transfer of marketing authorisation

Souhrn Gdajd o pripravku v gesting”
Summary of Product Characteristics in Czech”

Navrh piibalové informace v esting”
Proposal for Package Leaflet in Czech”

Navrhy textd a Gdajl na obalech v gesting”
Proposed labelling in Czech”
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CD ROM nebo DVD ROM se soubory navrhti SPC, Pl a textu na obalech (v editovatelném formatu)® O
CD ROM or DVD ROM with files of proposals of SPC, PL and labelling (in editable format)®

Jiné dokumenty [ Uvedte:
Other documents Specify:

Pocet listd doplnénych Zadatelem z diivodu nedostatku mista v nékteré ¢asti formulare:
Number of pages added by the applicant because of lack of space in any part of the application form:

Prohlasuiji, Ze p fedlozené Gdaje jsou pravdivé, Ze s vyjimkou zm  én (daj G o drZiteli rozhodnuti o registraci jsou
predlozené texty navrh G souhrnu Gdaj G o pf¥ipravku, p Fibalové informace a ozna ¢éeni na obalech posledni
schvalenou podobou t échto dokument 0 pfed prevodem registrace a Ze soubory p Fedané na disket & obsahuji

texty totozné s p fedkladanymi pisemnymi navrhy t échto dokument a.

It is hereby declared that the submitted data are t rue, that the submitted proposed texts of Summary of
Product Characteristics, Package Leaflet and labellin g are, except changes in data on marketing authoris  ation
holder, identical with the last approved version of these documents prior to the transfer of marketing
authorisation and that the files submitted on the d iskette contain texts identical with the written pr oposals of
these texts.

Datum Podpis zadatele, pop F. jim zmocn éné osoby
Date Signature of the applicant, or person authorize  d by him

Jméno, pfijmeni / First name, family name:
Adresa / Address:
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Vysv étlujici informace pro Zzadatele
Instructions for applicants

Zadost vyplite poéitaem. V pfipadé nedostatku mista v kterékoliv 8asti Zadosti pouZijte zvlastni stranku, ktera bude
nedilnou soucasti zadosti, a v pfislusSném misté formulafe vyznacte, Ze tato ¢ast ma zvlastni dodatek. Odkazy na
dokumentaci nejsou pfipustné. Upozorfiujeme na skuteénost, ze Ustav pro statni kontrolu veterinarnich biopreparat( a
lé&iv (USKVBL) nevyfizuje celni formality spojené s vybavovanim zahraniénich zasilek.

The application form may be completed by a computer. If there is insufficient space to complete any part of the
application form, please use additional pages, which will then become an integral part of the application. In the
appropriate part, indicate that an appendix has been added. References to already submitted documentation are not
permitted. Attention is drawn to the fact that the Institute for State Control of Veterinary Biologicals and Medicinal
Products (ISCVBM) does not provide clearance for customs purposes in the case of consignments from abroad.

1)

2)

3)

4)

5)

6)

7

8)

V rdmci jedné Zadosti je mozné zadat pouze o prevod jedné registrace (tj. pro jedno registraéni &islo).
A separate application form must be used for a transfer of each marketing authorisation (i.e. one marketing
authorisation number).

V prfipadé, Ze léciva latka je pfitomna ve formé soli, hydratu apod., musi byt zfejmé, je-li idaj o sile pfipravku
vztazen k celé molekule latky nebo k jeji aktivni ¢asti.

If the active substance is present as a salt, hydrate etc, it must be clearly and unambiguously stated whether the
strength refers to the molecular substance or the active entity of the molecule.

Za zmocnénou osobu se povazuje pravnicka nebo fyzicka osoba, povéfena Zzadatelem/drZitelem k jednani
s USKVBL; tato osoba doloZi tuto skuteénost zmocnénim s Gfedné ovéfenym podpisem.

Any legal or physical entity, authorized by the applicant/holder to communicate with ISCVBM is considered as the
authorized person; this person submits to ISCVBM an officially verified letter of authorisation for communication on
behalf of the applicant/holder.

Zaskrtnéte ty ¢asti dokumentace, které jsou predkladany spole¢né se zadosti.
Tick those parts of the documentation that are submitted together with the application.

Za podani zadosti o pfevod registrace se plati spravni poplatek 2000.- K&. Nahrada vydajti podle ceniku USKVBL
se plati pfed podanim zadosti. VySe thrady a postup pro obé platby je uveden v pokynu USKVBL/UST- 4/2008 .
An administration fee for submission of the Application for transfer of the marketing authorisation is 2000.- Czech
Crowns.. The costs reimbursement according to the ISCVBM Price List is to be paid before the submission. The
amount of costs reimbursement and procedures for both payments are given in ISCVBM guideline UST-4//2008.
Plan pfevodu povinnosti v oblasti farmakovigilance (pfislusna ustanoveni hlavy V - §94-97 zakona ¢&. 378/2007
Sh.) z dosavadniho drzitele registrace na osobu, na kterou ma byt rozhodnuti pfevedeno, musi obsahovat
pfedevsSim formalizovany zplsob pfedavani hlaSeni o nezadoucich ucincich v obdobi, kdy na trhu jsou pfipravky
se starymi kontaktnimi Udaiji, plan zajisténi kontinuity pfehodnocovani poméru prospéchu a rizik v tomto obdobi a
zpUsob prevodu Udajl o farmakovigilanci a dalSich relevantnich informaci.

A schedule for pharmacovigilance obligations transfer (according to the § 94 — 97 of the Act No 378/2007 Coll.)
from the current MA holder to a proposed person shall contain a way for forwarding reports on adverse reactions
in the period when products with former contact data are still on the market, a schedule for ensuring continuity of
the benefit/risk ratio reassessment and a way for farmacovigilance data transfer and other relevant information..

V navrhu zvyraznéte nebo podtrhnéte vSechny zmény oproti schvalené verzi (akceptovatelné jsou pouze zmeény
v osobé drzitele rozhodnuti o registraci).

In the proposal all differences against the approved version should be clearly highlighted or underlined (only
changes in the person of marketing authorisation holder are acceptable).

CD nebo DVD musi byt ozna¢en nasledujicimi Gdaji, shodnymi s Gdaji uvedenymi v Zadosti: nazev, lékova forma a
sila pfipravku, jméno a adresa Zadatele, datum (shodné s datem podpisu pfislusné zadosti).

The following data, identical with the data in the application, should appear on the label of the CD/DVD: name,
dosage form and strength of the medicinal product, name and address of the applicant, date (identical with the
date of signature of the relevant application).




Prohlaseni navrhovaného drzitele rozhodnuti o regis traci

Declaration of the proposed marketing authorisation holder

JA, . (IMméno a pAJMEN)......cooveeiiii i,

opravnény jednat za .....cciiiiiii (ndzev a sidlo navrhovaného drzitele rozhodnuti o
registraci)..........cccooveviinnnnn ,

jako navrhovaného drzitele rozhodnuti o registraci pfipravku........................ (nazev, sila, l1ékova forma, reg.
Cislo)....coovveininnns ,

prohlaSuji, ze navrhovany drzitel rozhodnuti o registraci souhlasi stim, aby na né byla z dosavadniho
drzitele........ (nazev a sidlo dosavadniho drzitele rozhodnuti o registraci)..........

prevedena ode dne ..... (datum)......... registrace vySe uvedeného pfipravku

Navrhovany drzitel rozhodnuti o registraci prohlaSuje, Ze mu byla zpfistupnéna Uplna a aktualizovana
dokumentace vy$e uvedeného pripravku odpovidajici dokumentaci predlozené Ustavu pro kontrolu veterinarnich
biopreparata a lé€iv v ramci registraéniho fizeni a naslednych zmén v registraci a Ze tato dokumentace mu bude
ode dne pfevodu registrace plné k dispozici. Veterinarni IéCivy pfipravek bude s vyjimkou zmén Gdaji o drziteli
rozhodnuti o registraci uvadén na trh v CR za podminek rozhodnuti o registraci, které se vztahovaly k pfipravku
pro pfedchoziho drzitele pfed pfevodem registrace.

Navrhovany drzitel rozhodnuti o registraci si je védom, Ze v pfipadé rozhodnuti o pfevodu registrace vstupuje
dnem pfevodu v tomto rozhodnuti uvedeném do prav a povinnosti pfedeslého drzitele rozhodnuti o registraci.

e (name and SUrnName) .............cooiieeniiiieeeeeneeenn.

authorized to act on behalf of .......................... (name and address of the proposed marketing authorisation holder)
as the proposed holder of the marketing authorisation for the product .............. (name, strength, dosage form, reg.
(11079 AU ,

hereby declare that the proposed marketing authorisation holder agrees to the transfer of the marketing
authorisation for the above product from the current holder .................... (name and address of the current
marketing authorisation holder) ........... to himself with effect from .......... (date) ........

The proposed marketing authorisation holder declares that he has been provided with access to the complete and
updated dossier of the above mentioned product identical to the dossier submitted to the Institute for State Control
of Veterinary Biologicals and Medicinal Products within marketing authorisation procedure and follow up changes
of marketing authorisation and that this dossier will be at his full disposal from the date of transfer. The veterinary
medicinal product will be put on the Czech market in compliance with conditions of the marketing authorisation
relevant for the previous marketing authorisation holder before the marketing authorisation was transferred, with
the exception of data on the marketing authorisation holder.

The proposed marketing authorisation holder is aware that in case the Decision on transfer of marketing
authorisation is issued he enters into rights and obligations of the previous marketing authorisation holder as of the
effective date of transfer indicated in the Decision.

Datum

Date

Ufedné ovérfeny podpis
legally certified signature



ProhlaSeni dosavadniho drzitele rozhodnuti o regist  raci

Declaration of the current marketing authorisation holder

J&, oo (jméno a pAjmeni).......cccoveiiiiiiiiiiinnn,

opravnény jednat Za  ....coeieiiiiiiiiiiin. (nazev a sidlo dosavadniho drzitele rozhodnuti o
registraci).........ocovvveiviniiniiinenns ,

jako dosavadniho drzitele rozhodnuti o registraci pFipravku .................... (nazev, sila, Iékova forma, reg.
(611 [0) R ,

prohlasuji, Ze dosavadni drzitel rozhodnuti o registraci zpfistupnil navrhovanému drziteli rozhodnuti o registraci
Uplnou a aktualizovanou dokumentaci vy$e uvedeného pripravku odpovidajici dokumentaci pfedloZzené Ustavu pro
statni kontrolu veterinarnich biopreparatt a 1é€€iv v ramci registraniho Fizeni a naslednych zmén v registraci a ze
tato dokumentace mu bude prfedana ke dni pfevodu registrace.

Ly e (name and surname) ..............ccceeuneee.

authorized to act on behalf of ..................eel (name and address of the current marketing authorisation holder)
as the current marketing authorisation holder for the product ............................ (name, strength, dosage form, reg.
N0.) .oooevviee

hereby declare that the current marketing authorisation holder has provided the proposed marketing authorisation
holder with access to the complete and updated dossier of the above mentioned product which is identical to the
dossier submitted to the Institute for State Control of Veterinary Biologicals and Medicinal Products within
marketing authorisation procedure and follow up changes of marketing authorisation and that this dossier will be
handed to him on the effective date of transfer.

Datum
Date

Ufedné ovéfeny podpis
legally certified signature



