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Statni ustav pro kontrolu lé¢iv

State Institute for Drug Control
Srobarova 48, 100 41 Praha 10, Ceska republika, tel.: +420 272 185 111,
E-mail: posta@sukl.cz, www.sukl.cz

Zadost o povoleni soubézného dovozu
Application for parallel import authorisation
V ramci jedné zadosti je mozné Zzadat pouze o jedno povoleni k soubéznému dovozu (tj. pro jedno
registraéni Cislo).

A separate application form must be used for each Application for parallel import authorisation (i.e. for one
registration number).

Nazev, pod kterym bude soubézné dovazeny lééivy pfipravek uveden na trh v CR:
Name under which the parallel imported medicinal product is to be supplied in CR:

Nazev soubézné dovazeného lécivého pripravku registrovaného v ¢lenském staté EHP:
Name of parallel imported medicinal product authorised in the Member State of the EEA:

Lékova forma Sila

Dosage form Strength
Velikost baleni Léciva latkaly
Package size Active substance
Cesta podani Registracni Cislo
Route of administration MA number

Drzitel rozhodnuti o registraci soubézné dovazeného lé€ivého pripravku:
Marketing authorisation holder of parallel imported medicinal product:
Jméno-Nazev (spole€nosti) / (Company) Name:
Adresa/ Address:
Zemé/ Country:

Vyrobce:

Manufacturer:
Jméno-Nazev (spole€nosti) / (Company) Name:
Adresa/ Address:
Zemé/ Country:

Clensky stat EHP, ze kterého je pripravek dovazen:
Member State of the EEA from which the product is imported:

Pokud je pfipravek dovazen z Bulharska, Estonska, Chorvatska, Litvy, LotySska, Mad'arska, Polska, Rumunska,
Slovenska nebo Slovinska a ve vztahu k pfipravku byla poskytnuta v Ceské republice ochrana z patentu nebo
dodatkového ochranného osvédcéeni v dobé, kdy ve staté, z kterého je pfipravek dovazen, takova ochrana byt
poskytnuta nemohla, vyznaci zadatel, ze o zaméru dovazet tento pfipravek informoval majitele patentové ochrany a
uvede datum tohoto oznameni, které ma byt minimalné mésic pfed podanim této zadosti:

If the product is imported form Bulgaria, Croatia, Estonia, Latvia, Lithuania, Hungary, Poland, Romania, Slovenia, or
Slovakia and is covered by [the Specific Mechanism provision], please confirm by ticking the box that you have notified
any relevant rights holder of your intention to import the product into the CR. Please insert the date that you gave such
notification which should be at least one month before the date of this application:
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Zadatel ovéfil uvedenou skuteénost:
Applicant has verified stated facts:

ano [ datum
yes date

Spada pfipravek na zakladé mezinarodni smlouvy pod ochranu z patentu nebo dodatkového ochranného osvédéeni:
Product is covered by a patent protection or supplementary protection certificate on the grounds of an international
agreement:

ano [] ne []

yes no

Zadatel informoval o zaméru uskuteénit soub&zny dovoz takového légivého pfipravku:
Applicant has informed of his intention to carry out parallel import of the medicinal product:

ano [ ne [

yes no

Doklad o této skute¢nosti je pfilozen:
Documentary evidence is attached:

ano [] ne []

yes no

Navrzeny zpasob vydeje:
Proposed dispensing/classification (legal status):

Vydej pouze na lékarsky predpis / Subject to medical prespcription:

Pouze na lékafsky pFedpis: ]
Medical prescription only:

Specialni lékafsky predpis: ]
Product on special prescription:

Lékarsky predpis s omezenim: ]
Product on restricted prescription:

Vydej bez Iékarského predpisu / Not subject to medical perscripition:

Bez lékafského predpisu pouze v Iékarné: ]
Without medical prescription in pharmacy only:

Bez |ékaiského predpisu také mimo Iékarnu: ]
Without medical prescripition also outside pharmacy:

Bez Iékafského predpisu s omezenim: ]
Without medical prespcription with restriction:

Pripravek obsahuje omamnou ¢i psychotropni latku ]
Product containing narcotic or psychotropic substance

(Omamné a psychotropni latky jsou vyjmenované v Nafizeni vliady €. 463/2013 Sb. o seznamech navykovych latek)
(Narcotic and psychotropic substances are listed in the Government Regulation No0.463/2013 Coll., on lists of narcotic
and psychotropic substances.)

Nazev referenéniho pripravku registrovaného v CR (jak je uveden na rozhodnuti o registraci):
Name of the reference medicinal product registered in the CR (as declared on the MA):

Lékova forma Sila

Dosage form Strength
Velikost baleni Léciva latkaly
Package size Active substance
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Cesta podani Registracni €islo
Route of administration MA number

Drzitel rozhodnuti o registraci:

Marketing authorisation holder:
Jméno-Nazev (spole¢nosti) / (Company) Name:
Adresal/ Address:
Zemé/ Country:

Zadatel o povoleni soubézného dovozu:
Applicant for Parallel import authorisation:
Jméno-Nazev (spole€nosti) / (Company) Name:
Adresa / Address:
Zemeé / Country:
Telefon / Telephone:
E-mail:
Osoba jednajici za zadatele o povoleni soubézného dovozu na zakladé pIné moci R
Person authorised to act on behalf of the applicant for parallel import authorisation *
Jméno-Nazev (spole¢nosti) / (Company) Name:
Adresa / Address:
Zemé / Country:
Telefon / Telephone:
E-mail:

Doklad o povoleni k distribuci, jehoz je zadatel drzitelem:
Applicant’s distribution authorisation:

1. vydany v CR: [] Cislo povoleni a datum vydani:
issued in the CR: Authorisation Number and date of issue:
nebo / or
2. vydany v ¢lenském statu EHP (kromé CR): [ ]  Kopie povoleni v pfiloze: ]

issued by a Member State of the EEA (excl. CR): Attached is copy of authorisation:

Vyrobceli lé€ivého pripravku a misto(a) vyroby, podilejici se na prebalovani, prezna¢ovani ¢&i jinych vyrobnich
operacich véetné propousténi soubézné dovazeného lé€ivého pripravku a struény popis téchto operaci:
Manufacturer/s and manufacturing site/s involved in the re-packaging, re-labelling and other manufacturing
operations including batch release of parallel imported medicinal product and brief description of these
operations:

Jméno-Nazev drzitele povoleni k vyrobé / Name of manufacturing authorisation holder:
Adresa / Address:
Zemé / Country:

Misto (a) vyroby/ manufacturing site(s):
Jméno-Nazev/Name:

Adresa / Address:

Zemé / Country:

Doklad/y o povoleni k vyrobé pro vS§echny zicastnéné vyrobce:
Manufacturing Authorisation/s for all involved manufacturers:

1. Povoleni k vyrobé vydané v CR: [1 Cislo povoleni a datum vydani:
ManufacturingAuthorisation issued in the CR: Authorisation Number and Date of issue:

Kopie povoleni v pfiloze: ano [ ] nebo [] odkaz na EudraGMP
Attached is copy of authorisation yes or enter Eudra GMP reference

2. Povoleni k vyrobé& vydané v &lenském statu EHP (kromé& CR): Ol
Manufacturing Authorisation issued by a Member State of the EEA (excl. CR)
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Cislo povoleni a datum vydani:
Authorisation Number and Date of issue.

Kopie povoleni v pfiloze: ] nebo [] odkaz na EudraGMP
Attached is copy of authorisation or enter Eudra GMP reference

Stru€ny popis vyrobnich operaci / Brief description of the manufacturing operations:

Informace o soubézné dovazeném lé€ivém pripravku
Information on the parallel imported medicinal product

Slozeni soubézné dovazeného pripravku:
Composition of parallel imported product:

Nazev |&Civé latky / Name of active substance Mnozstvi / Quantity Jednotka / Unit

wn =

etc.

Nazev pomocné latky / Name of excipient

PON~

etc.

EAN kod:
EAN bar code:

Zpusob vydeje:
Legal status:

Vnitini obal:
Container:

Velikost baleni:
Package size:

Doba pouzitelnosti:
Shelf life:

Zpusob uchovavani:
Storage conditions:

Rozdily mezi soubézné dovazenym a referenénim pripravkem (zejména pokud jde o slozeni, vzhled nebo
vlastnosti Iékové formy):

Differences between parallel imported product and reference product (namely in terms of

composition, appearence or charakter of dosage form):

ano [ ne [

yes no

Jestlize se pripravky lisi, uved’te podrobnosti:
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If the products are different, please specify:

Prilohy k zadosti

Annexes to the application

Obsah predlozené dokumentace, v€etné uvedeni Cisel stranek
Contents of documentation submitted, incl. page numbers

Doklad o zaplaceni spravniho poplatku 2
Proof of payment of the administrative fee 2

Doklad o zaplaceni nahrady vydajl 2)

Proof of payment of the costs reimbursement 2

Doklad o povoleni k distribuci vydany &lenskym statem EHP (kromé& CR), véetné véech pfipadnych
zmén povoleni

Copy of distribution authorisation issuing by a Member State of the EEA (excluding the CR) incl.
changes

Doklady o povoleni vyroby pro vSechny vyrobce |éCivého pfipravku podilejici se na prfebalovani,
pfeznacovani ¢&i jinych podobnych vyrobnich operacich

Copy of Marketing Authorisation for manufactures involved in repackagin, relabelling and similar
operations

Pfibalova informace pfipravku z Clenského statu EHP (v€etné prekladu do c&estiny, je-li potfeba)
Patient Information Leaflet of produkt from a Member State of the EEA (including translation in Czech,
if required)

Navrh ¢eského textu Souhrnu Udaju o pfipravku

Proposal for Summary of Product Characteristics in Czech

Navrh ¢eského textu PFibalové informace

Proposal for Patient Information Leaflet in Czech

Navrhy text( a idaji na obalech v ¢estiné

Proposals for labelling in Czech

Vzorek soubé&Zné dovazeného léc€ivého pfipravku, jak je uvadén do obéhu v &lenském staté

The sample of the parallel imported medicinal product as marketed in the member state

Vzorek soubézné dovazeneho léciveho piipravku v podobé, jaka je zamyslena k uvedeni do obéhu
v CR

The sample of the parallel imported medicinal product in form as would be marketed in the CR
Zpusob, jakym bude sledovano pfipadné zastaveni vydeje €i uvedeni na trh, pozastaveni ¢i zruseni
registrace referenéniho pfipravku v CR a dovazeného pfipravku

The way of monitoring of the possible stopping of the dispensing or market introduction, suspension or
revocation of the marketing authorisation of the reference medicinal product in the CR and parallel
imported medicinal product

ZpUsob jakym bude zajiSténa farmakovigilance
The way of guarantee of the pharmacovigilance
Jind Uvedte:
Others Specify:

O (Ojo|g

O

O og o oo

O

O

O

Prohlasuji, ze udaje v zadosti a prilozené dokumentaci jsou pravdivé.
I declare that the data in the application and accompanying documentation are truthful.

Datum Podpis zadatele, popf. jim zmocnéné osoby
Date Signature of the applicant, or person authorized by him

Jméno, pfijmeni / First name, family name:

Pokyny pro zadatele
Instructions for applicants

"' Za zmocnénou osobu se povazuje pravnicka nebo fyzicka osoba, kterou drzitel rozhodnuti o registraci k jednani se
SUKL zmocnil ve smyslu § 33 spravniho Fadu; tato osoba doloZi zmocnéni plnou moci. Pokud je zmocnéni
udélovano pro neurcity pocet Fizeni s urCitym pfedmétem, ktera budou zahajena v budoucnu, musi byt podpis
zmocnitele Ufedné& ovéfen a plna moc musi byt do zahajeni fizeni ulozena v SUKL. Zmocnénec muaze udélit pinou
moc jiné osobé, aby misto néj za u¢astnika jednala, jen je-li to v pIné moci vyslovné dovoleno. V téZe véci mize mit
ucastnik sou€asné pouze jednoho zmocnénce.
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2)

An authorised person shall be a natural or juristic person who has been authorised by the marketing authorisation
holder to communicate on his behalf with SUKL, as provided for in Section 33 of the Administrative Procedure Code;
this person shall present a Power of Attorney (Letter of Authorisation). When authorisation is granted for an
unspecified number of a particular subject-related proceedings that will be initiated in future, the grantor’s signature
must be officially certified and the power of attorney must be kept on SUKL files prior to initiation of the proceedings.
The attorney may delegate his/her power on another person and authorise the other person to act on his/her behalf
only if the power of attorney explicitly provides for this possibility. A participant to proceedings may have
simultaneously only one authorised representative
in the same matter.

Podani zadosti o povoleni soubézného dovozu je zpoplatnéno zakonem €. 634/2004 Sb., o spravnich poplatcich, ve
znéni pozdé&jsich predpist, astkou 2000,- K&. Za odborny tikon provadény na SUKL v prib&hu spravniho fizeni o
povoleni soubézného dovozu je nutné pred podanim zadosti uhradit v souladu s § 112 zakona o IéCivech nahradu
vydaji stanovenou dle vyhlasky ¢. 427/2008 Sb. o stanoveni vySe nahrad vydajl za odborné Ukony vykonavané
v plisobnosti Statniho Ustavu pro kontrolu lé&iv a Ustavu pro statni kontrolu veterinarnich biopreparatt a 1&giv, ve
znéni pozd&jsich predpistl. Vyse &astky a postup pro obé platby je uveden v pokynu SUKL UST-29.

In accordance with Act No 634/2004 Coll., on Administrative Fees, as amended, an application for parallel import
authorisation is subject to a fee of 2000,- CZK. Pursuant to section 112 of the Act on Pharmaceuticals, when SUKL
performs any expert activity within the administrative procedure on parallel import authorisation reimbursement of
costs in the amount specified by Decree 427/2008 Coll., on Determination of the Amount of Reimbursement for
Costs of Expert Activities Performed by the State Institute for Drug Control and the Institute for State Control of
Veterinary Biopreparations and Medicaments, as amended, shall be paid prior to submission of the application. For
the relevant amount and procedure for both payments please see SUKL Guideline UST-29.
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