PRO KONTROLU LECIV 10000 Praha 10 ID DS: qwfai2m sukl.gov.cz

' O s U KL STATNI USTAV Srobarova 49/48 Telefon: +420 272 185 111 posta@sukl.gov.cz

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 formuldr véetné vSech pozadovanych ptiloh zaslete v elektronické formé do datové schranky Statniho
Ustavu pro kontrolu lé¢iv (déle jen "Ustav"), na e-mail podatelny nebo v ti§téné formé na korespondenéni adresu
Ustavu (viz udaje v zahlavi) spolu s predpisem platby nahrady vydaji za odborné Gkony provadéné na 7adost a
dokladem o provedeni platby ndhrady vydaju 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.gov.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

Zadatel predklada 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 nafizeni Evropského parlamentu a Rady (EU) 2017/746 o
diagnostickych zdravotnickych prostfedcich in vitro, nikoliv o klasifikaci prostfedku. Rozhodnuti Ize vydat pouze

pro vyrobek, ktery je uvddén na trh nebo do provozu v Unii. Vydani rozhodnuti nepodléha nahradé vydaijt, viz
nie.

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, not about a device classification. The decision can be issued only for a product being placed on the market or put into service in the
Union. For the decision no fee is charged, see below.

Oblast zadjmu (Area covered by the application)

Posouzeni, zda vyrobek spada do plsobnosti narizeni Evropského parlamentu a Rady (EU) 2017/745 o

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

Posouzeni, zda vyrobek spada do plisobnosti nafizeni Evropského parlamentu a Rady (EU) 2017/746 o

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

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

prostfedcich (Classification of device according to the Regulation (EU) 2017/745 of the European Parliament and of the Council on
medical devices)

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

zdravotnickych prostiedcich in vitro (Classification of device according to the Regulation (EU) 2017/746 of the European
O Parliament and of the Council on in vitro diagnostic medical devices)
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Vydani odborného stanoviska podléha nahradé vydaji, a to v souladu s aktualné platnymi legislativnimi predpisy.
Platba probihd na zékladé variabilniho symbolu, ktery Zadatel ziskdA na webu Ustavu: https://
formulare.sukl.gov.cz/form/platby-nahrady-vydaju-zdravotnicke-prostredky. ~ Zadatel je povinen ndsledné
vygenerovat predpis platby nahrady vydaji za odborné Gikony provadéné na 7adost a zaslat jej Ustavu spolu s zadosti
o pozadovany Ukon. Pokud zpracovani stanoviska pfesahne pocet hodin, nez kolik bylo uhrazeno zdlohou na nadhradu
vydajl, bude Zadatel kontaktovan Ustavem a vyzvan k doplaceni.

Expert opinion is subject to the fee charged according to the current legislation. Payment is made based on a variable symbol generated
at https://formulare.sukl.gov.cz/en/form/platby-nahrady-vydaju-zdravotnicke-prostredky. 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 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

V pripadé fyzické osoby se uvede jméno, poptipadé jména, pfijmeni, datum narozeni, a adresa trvalého pobytu nebo
mista pobytu, a nema-li trvaly pobyt nebo misto pobytu, adresa bydlisté, poptipadé jind adresa pro dorucovani.

V ptipadé fyzické osoby podnikajici se uvede jméno a pfijmeni, popfipadé dodatek odlisujici osobu podnikatele nebo
druh podnikdni vztahujici se k této osobé nebo ji provozovanému druhu podnikani, identifikacni ¢islo osoby a adresa
zapsana v obchodnim rejsttiku nebo jiné zakonem upravené evidenci jako misto podnikani, popfipadé jinad adresu
pro dorucéovani.

V pfipadé pravnické osoby se uvede nazev pravnické osoby nebo obchodni firma, identifika¢ni ¢islo nebo obdobny
Udaj, adresa sidla, poptipadé jina adresa pro dorucovani.

In the case of a natural person, the first name(s), last name, date of birth, and permanent address or place of residence shall be provided; if
the person has no permanent address or place of residence, the residential address or, if applicable, another address for service of process
shall be provided.

In the case of a self-employed natural person, the first name and surname shall be provided, or, where applicable, an additional designation
distinguishing the entrepreneur or indicating the type of business carried out by that person or the type of business they operate, the person’s
identification number, and the address registered in the Commercial Register or other legally established registry as the place of business, or
another address for service of process.

In the case of a legal entity, the name of the legal entity or trade name, identification number or similar information, registered office address,
or, if applicable, another address for service shall be provided.

Zadatel (Applicant)

IC (Company No.)

Datum narozeni
(Date of birth)

Ulice (Street)

Meésto (City)

Adresa (Address) -
PSC (Postal code)

Stat (Country)

Jméno (Name)

Kontaktni osoba

Telefon (Ph
(Contact person) (Phone)

E-mail

Informace o vyrobku

Information on the product

Obchodni nazev
(Trade name)
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https://formulare.sukl.gov.cz/form/platby-nahrady-vydaju-zdravotnicke-prostredky
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Nazev (Name)

IC (Company No.)

Vyrobce
(Manufacturer) Ulice (Street)
nebo & i
P Mésto (City)

v . PSC (Postal code)
Zplnomocnény zéstupce

'‘Authorized Representative ,
f P ) Stat (Country)

Web

Vyvoj (Development)

, - , ., Posuzovani shody (Conformity assessment
Faze, v niZ se vyrobek nachazi Y (Conf v )

h . v
(Current phase) Dosud neuvadén na trh (Has not been placed on the market yet)

Uvadén na trh (Being placed on the market)

Rizikova trida (Classification)

Obecny prostredek n/a IVD prostiedek

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

Urceny Ucel (intended purpose)

ZpUsob ucinku (Mode of action)

Pokud je pro vysvétleni zplisobu Ucinku 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 poufZitd ¢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 ¢lanky, 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.).

ZP-25/str. 3 z 4/verze 1/07.05.2026



Prilohy

Annexes

Predpis platby nahrady vydaji za odborné ukony 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 poutZiti (instructions for use)

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

Kompletni kvalitativni a kvantitativni sloZeni vyrobku

(Qualitative and quantitative composition of substance-based medical device)
Zprava o klinickém hodnoceni / o hodnoceni funkéni zplsobilosti
(Clinical evaluation report / Performance evaluation report)

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

Prohlaseni o shodé (Declaration of conformity)

Dalsi (Other
documents)

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

Podpis (Signature)

Jméno (Name)

Odborné tkony provedené na zakladé této 7adosti (kromé rozhodnuti) nejsou pravné zavazné pro Ustav ani pro
Zadatele, vychazeji z podklad(i a aktualné platnych regulaénich pozadavkl a védeckych poznatkd dostupnych v
dobé jejich vydani a nepredstavuji zdvazné posouzeni pro budouci fizeni.

Expert activities carried out on the basis of this application (with the exception of decisions) are not legally binding on the Institute or on the
applicant; they are based on the documentation provided and on the regulatory requirements and scientific knowledge available at the time
of their issuance, and they do not constitute a binding assessment for future proceedings.
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