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Sekce regulace zdravotnickych prostiedkt
Medical Devices Section

Zadost o vypracovani odborného stanoviska nebo o vydani rozhodnuti

Application for borderline product assessment or device classification

Vyplnény formular véetné vsech pozadovanych pfiloh zaslete v elektronické formé do datové schranky (ID: gwfai2m)
Statniho Ustavu pro kontrolu lé¢iv (dale jen "Ustav"), na e-mail podatelny posta@sukl.cz nebo v ti§téné formé
na korespondenéni adresu Ustavu (viz zahlavi) spolu s predpisem platby nahrady vydaji za odborné ulkony
provadéné na Zadost a dokladem o provedeni platby nahrady vydajl dle sazebniku (pfiloha 1 pokynu UST-29).

Zadost se vidy podava pouze k jednomu konkrétnimu vyrobku.

Please send the completed form with mandatory attachments to the data box (ID: qwfai2m) of the State Institute for Drug Control (henceforth
"the Institute"), to e-mail posta@sukl.cz or in printed form to the Institute’s contact address (see heading) along with payment order covering
expenditures for expert activities conducted upon request and document evidencing that the costs have been reimbursed as per the pricelist.

The application is related to a single specific product.

Administrativni udaje

Administrative data

Datum podani Zadosti (Date of application submission)

7 v

Zadatel predkladd Zadost o (The applicant submits for)

O Stanovisko (Opinion) O Rozhodnuti* (Decision*)

*Ustav je opravnén vydat pouze rozhodnuti, zda vyrobek spadd do plisobnosti nafizeni Evropského parlamentu a
Rady (EU) 2017/745 o zdravotnickych prostfedcich nebo natizeni Evropského parlamentu a Rady (EU) 2017/746 o
diagnostickych zdravotnickych prostfedcich in vitro. Souédsti rozhodnuti je vydani odborného stanoviska.

*The institute is authorized to issue a decision whether the Regulation (EU) 2017/745 of the European Parliament and of the Council on medical
devices or Regulation (EU) 2017/746 of the European Parliament and of the Council on in vitro diagnostic medical devices shall apply to the
product. Decision procedure contains expert opinion issuance.

Oblast zajmu (Area covered by the application) Platba (Payment)

Posouzeni, zda vyrobek spada do plsobnosti nafizeni Evropského parlamentu a Rady (EU)

O 2017/745 o zdravotnickych prostredcich (Opinion/Decision whether the Regulation (EU) 2017/745 of 7200 K¢
the European Parliament and of the Council on medical devices shall apply to the product)

Posouzeni, zda vyrobek spada do plsobnosti natizeni Evropského parlamentu a Rady (EU)

O 2017/746 o diagnostickych zdravotnickych prostfedcich in vitro (Opinion/Decision whether the 7200 K&
Regulation (EU) 2017/746 of the European Parliament and of the Council on in vitro diagnostic medical devices
shall apply to the product)

Zatridéni prostfedku dle nafizeni Evropského parlamentu a Rady (EU) 2017/745 o

zdravotnickych prostredcich (Classification of device according to the Regulation (EU) 2017/745 of the 7200 K¢
European Parliament and of the Council on medical devices)

Zattidéni prostfedku dle nafizeni Evropského parlamentu a Rady (EU) 2017/746 o

diagnostickych zdravotnickych prostfedcich in vitro (Classification of device according to the 7200 K&
Regulation (EU) 2017/746 of the European Parliament and of the Council on in vitro diagnostic medical
devices)
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Vydani odborného stanoviska i rozhodnuti podléhd nahradé vydajd, a to v souladu s aktualné platnymi legislativnimi
predpisy. Platba probihd na zakladé variabilntho symbolu, ktery Zadatel ziskdi na webu Ustavu:
http://www.sukl.cz/modules/payment2/. Zadatel je povinen nésledné vygenerovat predpis platby nahrady vydajd
za odborné ukony provadéné na 7adost a zaslat jej Ustavu spolu s zadosti o pozadovany ukon. Pokud zpracovani
stanoviska nebo rozhodnuti pfesahne pocet hodin, nez kolik bylo uhrazeno zalohou na nahradu vydajl, bude Zadatel
kontaktovan Ustavem a vyzvan k doplaceni.

Expert opinion or decision is subject to the fee charged according to the current legislation. Payment is made based on a variable symbol
generated at http://www.sukl.cz/modules/payment2/. The applicant is obliged to generate the payment order covering expenditures for
expert activities conducted upon request and attach it to the application for borderline product assessment or device classification. If the expert
opinion or the decision takes more than the advance payment has covered, the Institute will contact the applicant for an additional payment.

Variabilni symbol (Variable symbol)

Kontaktni udaje

Contact information

Zadatel (Applicant)

IC (Company No.)

Ulice (Street)

Mésto (City)

Adresa (Address) -
PSC (Postal code)

Stat (Country)

Jméno (Name)

Kontaktni osoba

Telefon (Phone)
(Contact person)

E-mail

Informace o vyrobku

Information on the product

Obchodni nazev
(Trade name)

Nazev (Name)

IC (Company No.)

Vyrobce
(Manufacturer) Ulice (street)
nebo N )
(or) Meésto (City)

Zplnomocnény zastupce PSC (Postal code)

(Authorized Representative)

Stat (Country)

Web

|:| Vyvoj (Development)

. - , - |:| Posuzovani shody (Conformity assessment,
Faze, v niz se vyrobek nachazi Y (Conf y )

(Current phase)

|:| Dosud neuvadén na trh (Has not been placed on the market yet)

I:l Uvadén na trh (Being placed on the market)
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http://www.sukl.cz/modules/payment2/
http://www.sukl.cz/modules/payment2/

Rizikova trida (Classification)

Obecny prostiedek n/a IVD prostredek

(General device) (In vitro diagnostic medical device) n/a

Uréeny Ucel (Intended purpose)

ZpUsob ucinku (Mode of action)

Pokud je pro vysvétleni zplsobu uUcinku relevantni sloZeni vyrobku, uvedte jeho kompletni kvalitativni a kvantitativni
sloZeni: v pripadé rostlin se uvedou nazvy prednostné latinsky s uvedenim rodového i druhového nazvu, dale se
uvede pouzitd ¢ast rostliny a forma, ve které je rostlina ve vyrobku obsazena; u extraktu se uvede i pomér extraktu
a surové drogy; u chemickych latek se uvede bézny nazev. Musi byt vysvétlen zplsob ucinku kazdé jednotlivé slozky
vyrobku ve vztahu k deklarovanému ucelu pouZiti vyrobku (odborné clanky, monografie apod.).

To clarify the mode of action of a substance-based medical device specify the qualitative and quantitative composition of the product: in case
of herbs names shall be stated preferably in Latin indicating family and species, the part of the herb which is used and pharmaceutical form in
which the herb is contained in the product shall be indicated, in case of an extract the ratio to raw drug shall be stated and in case of chemical

substances common name shall be indicated. It is required to demonstrate the mode of action of each component of the product according to
the intended purpose of the product (scientific papers, monographs etc.).

Prilohy

Annexes

|:| Ptedpis platby nahrady vydajl za odborné tkony provadéné na zadost a doklad o provedeni platby

(Payment order covering expenditures for expert activities conducted upon request and evidence of fee payment)

|:| Navod k poufZiti (Instructions for use) |:| Prohlaseni o shodé (Declaration of conformity)

|:| Certifikat vydany oznamenym subjektem, pokud byl vydan (Certificate issued by a notified body, if issued)

I:l Zprava o klinickém hodnoceni / o hodnoceni funkéni zpusobilosti
(Clinical evaluation report / Performance evaluation report)

I:I Kompletni kvalitativni a kvantitativni sloZeni vyrobku
(Qualitative and quantitative composition of substance-based medical device)

|:| Text na obalu vyrobku a dalsi informace distribuované s vyrobkem (Label information and package inserts)

Dalsi (other documents)

Elektronické dokumenty predkladejte prednostné ve formatu, ze kterého je text kopirovatelny.
Electronical documents provide preferably in a format which allows to copy the text, please.

Zadost o STA-ROZ Strana3/4 Rev. 05 platna od 14. 3. 2023




Jméno (Name) Podpis (signature)

Odborné Ukony provedené na zakladé této zadosti (kromé rozhodnuti) nejsou pravné zavazné pro Ustav ani
pro zadatele, a to ani v dobé poskytnuti, ani pro budouci postoj Ustavu ohledné polozenych dotazl. Veskera
asistence je poskytnuta na zakladé aktualné platnych regulacnich poZadavkl a védeckych poznatk(. Odpovédi
Ustavu jsou zalozeny na Zadatelem polozenych dotazech a predlozené dokumentaci a nemohou reflektovat budouci
zmény ve védeckém pokroku a regula¢nich pozadavcich. Zadatel bere na védomi, 7e asistence Ustavu je poskytovana
bez ohledu na budouci pfedloZzenou dokumentaci k notifikaci a v ni doloZzené podrobnosti pro Ucely fizeni o notifikaci
dotéeného prostiedku a téz bez ohledu na dusevni vlastnictvi tfetich stran.

The Comprehensive Regulatory Assistance based on this application is not legally binding either for the Institute or the applicant (with the
exception of a Decision); this applies both to the time when it is provided and to any future Institute’s position relating to the submitted queries.
This assistance is provided on the basis of currently valid reqgulatory requirements and scientific knowledge. The responses of the Institute are
based on the queries submitted by the applicant and the submitted documentation and they cannot reflect (by their nature) any future changes
in scientific progress and regulatory requirements. The applicant takes into account that this assistance is provided regardless of any future
submitted notification documentation and substantiated details contained therein for purposes of notification of the product in question
and regardless of the intellectual property of third parties.
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