UST-19 (verze/version 4) Platnost od / Valid since 1.11.2018

Statni ustav pro kontrolu lééiv

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: posta@sukl.cz; www.sukl.cz

Zadost o vydani rozhodnuti, zda vyrobek je lééivym pripravkem
Application for a decision whether a product is classified as a medicinal product

Nazev vyrobku
Name of the product

Forma vyrobku ?
Form of the product ?

Velikost baleni
Package size

Zadatel nazev a sidlo pravnické osoby nebo jméno a bydlisté fyzické osoby
Applicant - name, address, country

Kontaktni osoba - jméno, adresa, telefon, fax, e-mail ®
Contact person - name, address, phone, fax, e-mail ¥

Souhlasim s vyménou informaci prostfednictvim vy3e uvedené e-mailové adresy ano [] ne ]
| agree with information exchange via the above stated e-mail address yes no
Vyrobce

Manufacturer of the product

Jméno, Uplna adresa / Name, address

Slozeni vyrobku
Composition of the product

Nazev Mnozstvi latky v jedné Pouzita ¢ast rostliny, véetné jeji
Name jednotce © formy ?
Quantity of the substance in Used part of plant, incl. its form 7
one unit ®

chemické latky ¥, rostliny ® atd. / chemical substances ¥, plants ® etc.
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»Statni Ustav pro kontrolu léCiv zpracovava poskytnuté udaje za ucelem za ucelem vedeni spravniho fizeni s Zadatelem, a to na

zakladé ustanoveni § 13 odst. 2 pism. h) zdkona €. 378/2007 Sb., o IéCivech. Blizsi informace o zpracovani osobnich udaja,
zejména o vasich pravech, jako je pravo na pfistup a na namitku, najdete na webu www.sukl.cz v sekci Ochrana osobnich

udaja“.
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V jaké kategorii vyrobkt je zamysleno uvadéni vyrobku na trh v CR
In which category the product is intended to be put on the Czech market

Vymezeni Gcelu pouziti vyrobku, mechanismus Géinku

Proposed purpose of use, mechanism of action

Davkovani, event. zpUsob pfipravy

Dosage, and also method of preparation, if appropriate

Navrh textu na obalu v éeském jazyce, navrh informace pro spotiebitele v éeském jazyce ®
Proposed texts on labelling and consumer information in the Czech language ®

Udaje o klasifikaci vyrobku v jinych zemich

Data on the classification of the product in other countries

Informace o skuteénostech podstatnych pro posouzeni zdravotniho rizika vyrobku ©
Information about facts essential for the assessment of risks to health posed by the product 9

Pfedlozena dokumentace 10
Submitted documentation 1©

Doklad o nahradé vydaju v
Fee payment evidence V)

Zmocnéni k jednani jménem Zadatele
Letter of Authorisation for communication on behalf of the Applicant

Odborné monografie k rostlinam
Monographs on herbs

Doklady o klasifikaci vyrobku v jinych zemich
Evidence of product classification in other countries

Jiné doklady pfinosné pro posouzeni vyrobku
Other evidence useful for product assessment

Vyjadreni SZU, MZ CR, pfip. jinych instituci k tomuto vyrobku

0O 0O o o o

L

Navrh textu na obalu v ¢eském jazyce D
Proposed text on labelling in the Czech language

Navrh textu pro spotfebitele v Eeském jazyce D
Proposed text for consumers in the Czech language

Vzorek vyrobku 2 D

Sample of the product *?

Jina dokumentace D Uvedte:
Other documentation Specify:

»Statni Ustav pro kontrolu léCiv zpracovava poskytnuté udaje za ucelem za ucelem vedeni spravniho fizeni s Zadatelem, a to na
zakladé ustanoveni § 13 odst. 2 pism. h) zdkona €. 378/2007 Sb., o IéCivech. Blizsi informace o zpracovani osobnich udaja,
zejména o vasich pravech, jako je pravo na pfistup a na namitku, najdete na webu www.sukl.cz v sekci Ochrana osobnich

udaja“.
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Expert opinion of SZU, MZ CR or other institutions related to this product

Prohlasuji, ze udaje v zadosti a prilozené dokumentaci jsou pravdive.
| declare that the data in the application and accompanying documentation are true.

Datum Podpis zadatele
Date Signature of the applicant
Jméno, pfijmeni/First name, family name:
Adresa / Address:
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Pokyny pro zadatele
Instructions for the applicant

Zadost vypliite psacim strojem nebo poditadem. V pfipadé nedostatku mista v kterékoliv &asti zadosti pouZijte zvlastni stranku,
ktera bude nedilnou soucasti zadosti, a v pfislusném misté formulafe vyznadte, Zze tato ¢ast ma zvlastni dodatek. Odkazy na
dokumentaci nejsou pripustné. Upozorfiujeme na skutenost, Ze Statni Gstav pro kontrolu 1&&iv (SUKL) nevyfizuje celni formality
spojené s vybavovanim zahrani¢nich zasilek. Udaje v Zadosti vyplfiujte v souladu s platnymi pokyny SUKL, pfip. s jinymi
dokumenty, na které je odkazovano. V8echny dokumenty Ize nalézt na domovské strance SUKL (www.sukl.cz), ktera umozZfiuije i
propojeni na daldi www stranky, nebo je Ize ziskat v SUKL.

The application form may be completed by typewriter or computer. If there is insufficient space to complete any part of the
application form, please use additional pages, which then will become an integral part of the application. In the appropriate part,
specify that there is an additional appendix. References to already submitted documentation are not permitted. Attention is drawn
to the fact that the State Institute for Drug Control (SUKL) does not provide clearance for customs purposes in the case of
consignments from abroad. The application should be filled-in in compliance with valid SUKL guidelines or other documents that
are referred to. All the documents could be found on the SUKL web site (www.sukl.cz), that enables also the link to other web
sites, or could be acquired in SUKL.

1)

2)

3)

4)

5)

6)

7

8)

9)

10)

11)

12)

V ramci jedné Z4dosti je mozné Zadat pouze o posouzeni jednoho vyrobku.
Fill in one application form for each product to be assessed.

Napf. tablety, kapsle, €aj, mast apod.
E.g. tablets, capsules, tea, ointment etc.

Je-li kontaktni osoba odliSna od Zadatele, pfedlozi zmocnéni k jednani od zadatele.
If the contact person is different from the applicant, he has to submit a letter of authority.

Preferenéné uvedte latinsky mezinarodni nechranény nazev doporu¢eny WHO (INN).
Preferably use the Latin international non-proprietary name recommended by WHO (INN).

U rostlin uvedte jejich rodovy i druhovy nazev, pfednostné latinsky.
Give both the names of genus and species for the plants, preferably in Latin.

Uvedte mnozstvi latky v 1 tableté, 1 kapsli, v 1 nalevovém sacku, ve 100 g apod.
Give quantity of the substance in 1 tablet, 1 capsule, 1 tea bag, in 100 g etc.

U rostlin uvedte pouzitou ¢ast (napf. list, kofen apod.) a formu, ve které je rostlina obsazena (extrakt, susena ¢ast apod.). U
extraktu uvadéjte i pomér extraktu a surové drogy.

For the plants give the used parts (e.g. leaf, root etc.) and the form in which the plant is used (extract, dried part etc.). In the
extract give the proportion of the extract and crude plant (DER, drug : extract ratio).

Predlozte navrh textu na obalu vyrobku v eském jazyce, pfipadné navrh textu ur€eného kone¢nému spotrebiteli (napf.
pribalovy letak) v ¢eském jazyce. Navrhy Ize predlozit jako pfilohu k zadosti.

Submit the proposed text on labelling in the Czech language, and if appropriate, the proposed text intended for the consumer
(e.g. package leaflet) in the Czech language. The texts can be attached to the application as enclosure(s).

Je vhodné dolozit i dostupnou tuzemskou i zahrani¢ni literaturu v jazyce Ceském, slovenském nebo anglickém, pfipadné
odkazy na dostupné literarni zdroje.

It is appropriate to enclose also Czech and foreign literature in the Czech, Slovak or English language, or references to
available sources.

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

Nahrada vydaji se provadi bankovnim pfevodem pied podanim Zadosti postupem podle pokynu SUKL UST-29, ve vysi
uvedené v ceniku SUKL, ktery je sou&asti tohoto pokynu.

Costs reimbursement is to be paid by bank transfer before the submission of application using the procedure according to the
SUKL guideline UST-29. The amount is given by the SUKL Price List, which is the part of that guideline.

SUKL pozaduije predloZeni vzorku vyrobku.
SUKL requires providing a sample of the product.
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