STATNI USTAV Srobarova 48

' ) 100 41 Praha 10 Telefon: +420 272 185 111 E-mail: posta@sukl.cz
® S :
J SU KL EEé)I‘II(ONTROLU Ceska republika Fax: +420 271 732 377 Web:  www.sukl.cz

Czech Republic

Odbor zdravotnickych prostfedki@i / Medical Devices Branch

Zadost o vypracovani odborného stanoviska & posudku nebo o vydani rozhodnuti

o povaze vyrobku nebo zatridéni prostiredku
Application for borderline product assessment or device classification

Vypinény formulaf véetné vSech poZadovanych pfiloh zaSlete v elektronické formé do datové schranky (ID: qwfai2m) Statniho
Ustavu pro kontrolu léCiv (dale jen "Ustav") nebo v tisténé formé na korespondencni adresu Ustavu (viz zahlavi) spolu
s "Potvrzenim o zaplaceni nahrady vydajd za odborné Ukony provadéné na Zzadost" a dokladem o provedeni platby nahrady
vydajd dle sazebniku (pfiloha 1 pokynu UST-29).

Zadost se musi vztahovat pouze k jednomu konkrétnimu vyrobku.
Kombinované Zadosti typu "Jedna se o zdravotnicky prostfedek nebo léCivo?" nelze zpracovat.

Please send the completed form with mandatory attachments to the data box (ID: qwfai2m) of the State Institute for Drug
Control (henceforth "the Institute") or in printed form to the Institute’s contact address (see heading) along with "Proof
of Payment of Costs for Expert Activities Conducted upon Request" and document evidencing that the costs have been
reimbursed as per the Pricelist.

The request has to be related to a specific item.
Combined queries, e.g. "Is it a medical device or a medicinal product?" cannot be processed.

Administrativni idaje / Administrative data

Datum podani zadosti / Date of application submission

Zadatel predkladé Zadost o: / An applicant submits for:
@ Stanovisko / Opinion
O Posudek / Assessment

O Rozhodnuti* / Decision*

*Ustav je opravnén vydat rozhodnuti pouze u vyrobku, ktery je jiz uveden na trh. Soucasti rozhodnuti je vydani odborného stanoviska nebo
posudku. / *The institute is authorized to issue a decision only for product already placed on the market. Decision procedure contains expert
opinion or assessment issuance.

Oblast zajmu / Area covered by the application

® O O

Povaha vyrobku
Povaha vyrobku + Zattidéni prostredku
Zatridéni prostredku

Borderline product assessment
Borderline product assessment + Classification of device

Classification of device

Platba / Payment

7 200 K¢ 14 400 K¢ 7 200 K¢

Vydani odborného stanoviska ¢ posudku nebo rozhodnuti podléha sazbé dle wvyhlasky ¢. 170/2021  Sb.
a dle vyhlagky & 171/2021 Sh.

Expert opinion, assessment or decision is subject to rate charged according to Government Decree No. 170/2021 Coll.
and to Government Decree No. 171/2021 Coll.
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https://www.sukl.cz/sukl/obecne-pokyny-a-formulare

Platba probiha na zakladé variabilniho symbolu/symbolll vygenerovaného na http://www.sukl.cz/modules/payment2/.

Zadatel je povinen vygenerovat pomoci interaktivniho formulare "Predpis platby nahrady vydajd za odborné tkony provadéné
na zadost" ve vysi odpovidajici pozadovanému Ukonu.

Tato platba je v souladu se zakonem ¢. 89/2021 Sb. a se zdkonem €. 268/2014 Sb. pifiméFenou zalohou. Pokud zpracovani
stanoviska, posudku nebo rozhodnuti zabere vice hodin, nez kolik bylo uhrazeno zalohou na ndhradu vydajd, je Zadatel Ustavem
kontaktovan a doplatek realizuje pod variabilnim symbolem na nové vygenerovaném dokladu "Pfedpis platby nahrady vydajti za
odborné Ukony provadéné na Zadost".

Payment is made based on a variable symbol/symbols generated at http://www.sukl.cz/modules/payment2/.

The applicant is obliged to generate the "Prescription of Payment of Costs for Expert Activities Conducted upon Request"
using the interactive form, in the amount corresponding to the table of payments mentioned above.

The above amount is a reasonable advance payment compliant to the Act No. 89/2021 Coll. and to the Act No. 268/2014 Coll.
If the expert opinion, assessment or decision takes more than the advance payment has covered, the Institute will contact
the applicant and the applicant shall pay the balance due using a new variable symbol on a newly generated document
"Prescription of Payment of Costs for Expert Activities Conducted upon Request".

Variabilni symbol(y) / Variable symbol(s)

Kontaktni idaje / Contact information

Zadatel / Spole¢nost Nazev / Name

Applicant / Company 1€ / Company No.

Ulice / Street
Mésto / City
PSC / Postal code

Adresa / Address

Stat / Country

Registracni Cislo v RZPRO
Registration number in RZPRO

Telefon / Phone

Neregistrovan / Not registered

E-mail

Web

Jméno / Name

Kontaktni osoba

Contact person Telefon / Phone

E-mail

Informace o prostredku / Information on the device

Nazev / Name

1€ / Company No.

Ulice / Street

Vyrobce

Manufacturer Mésto / City

PSC / Postal code

Stat / Country

Web

Nazev / Name

1€ / Company No.

Ulice / Street

Zplnomocnény zastupce

Authorized representative Mésto / City

PSC / Postal code

Stat / Country
Web
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http://www.sukl.cz/modules/payment2/
http://www.sukl.cz/modules/payment2/

Obchodni nazev
Trade name

Katalogové Cislo
Catalogue number

Evidencni cislo v RZPRO

Registration number in RZPRO Neevidovan / Not registered

Registracni Cislo v EUDAMED
Registration number in EUDAMED

Neregistrovan / Not registered

Faze, v niz se vyrobek nachazi / Current Phase

Vyvoj / Development

Posuzovani shody / Conformity assessment

Dosud neuveden na trh/Has not been placed on the market

Uvedeni na trh / Placing on the market

Lo

Staty, ve kterych je uvadén nebo dodavan na trh / States where is placed or made available on the market

D Vsechny staty EHP, Svycarsko a Turecko D nebo jmenovité / or namely

All EEA states, Switzerland and Turkey

(1 AT [OB [1BG JcH [Jcecy [Jcz OIpbe [Obok [Je [JEs [JF []FR
[ [JGR [JHR [JH JIE s O Ou Ow Dw Ow OwMr
N ON e Opr Oro [Ose [Jst Osk [OTR

Mira zdravotniho rizika (dle urceni vyrobcem) / Classification (determined by manufacturer)

In vitro diagnostic medical device

Obecny prostredek I 1Ib 11
General device D |:| lla D |:|
IVD prostiedek , -
P v Seznam A Seznam B Ostatni Sebetestovani
dle zakona ¢. 266/2014 Sb. I I it I Self Testing

IVD prostredek

dle nafizeni Evropského parlamentu D A D B D C D D

In vitro diagnostic medical device

a Rady 2017/746

SloZeni / Composition

1)

2)

Kvalitativni informace o vSech materidlech, které jsou/budou ve vyrobku pouZzity.
a) U latek rostlinného pdvodu musi byt uveden/a:
i) spravny Cesky a (nebo minimalné) latinsky botanicky nazev pouzité rostliny s uvedenim rodového i druhového
nazvu,
ii) spravny Cesky a (nebo minimalné) latinsky nazev Casti rostliny, ktera byla pouzita,
i) pfesné definovana forma nebo presné definovany zplisob zpracovani pouzitého rostlinného materialu,
iv) u extraktu musi byt presné deklarovany jeho vlastnosti (minimainé extrakéni Cinidlo a koncentrace jednotlivych
slozek extraktu nebo jiny odpovidajici (daj, z néhoz Ize koncentraci urcit).
b) U latek Zivocisného plvodu musi byt uveden/a:
i) spravny Cesky a (nebo minimalné) latinsky zoologicky nazev pouzitého zivocicha s uvedenim rodového i druhového
nazvu,
ii) spravny Cesky a (nebo minimalné) latinsky nazev Casti Zivocicha, ktera byla pouzita,
i) pfesné definovana forma nebo pfesné definovany zplisob zpracovani pouZitého Zivocisného materialu,
iv) u extraktu musi byt presné deklarovany jeho vlastnosti (minimalné extrakéni Cinidlo a koncentrace jednotlivych
slozek extraktu nebo jiny odpovidajici (daj, z néhoz Ize koncentraci urdit).
c) U latek chemickych musi byt uveden/a:
i) spravny chemicky systematicky nazev dle ceské a (nebo minimalné) mezindrodni chemické nomenklatury
(INCI/IUPAC) s uvedenim minimalné sumarniho Iépe funkcniho vzorce,
ii) pfesné definovana forma nebo pfesné definovany zplisob zpracovani pouzitého chemického materialu.
d) U ostatnich pouzitych material& musi byt uveden/a:
i) spravny obchodni, registrovany, chemicky ¢i bézné pouzivany nazev umoziujici jednoznacnou identifikaci daného
materialu,
ii) presné definovana forma nebo pfesné definovany zplisob zpracovani tohoto pouZitého materialu.

Kvantitativni informace o vSech materiadlech, které jsou/budou ve vyrobku poufZity.

a) Ve formatu, ktery dovoluje jednoznacné urcit jejich skutecné mnoZzstvi piip. skutecné mnozstvi Gcinnych latek ve vyrobku
obsazenych.

b) Za pouZiti mezinarodnich jednotek soustavy SI pfip. jednotek Ci jejich nasobkd bézné pouzivanych, avsak vyluCujici
jakoukoli zaménu, vcetné spravného zapisu jejich fyzikalniho rozméru.

c) U kvantitativnich parametrd vyjadfenych procentudlnim zastoupenim, musi byt mozno skutecny obsah dané latky
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3)

4)

5)

6)

vypocitat vzdy jednoznacné. Je nutno jasné rozliSovat hmotnostni nebo objemova procentudlni vyjadreni.

Ostatni informace o vyrobku dopliujici vySaivedené parametry.

a) Informace o divodu ¢i funkci, proc je ktera konkrétni latka souéasti posuzovaného vyrobku (napf. jako hlavni G¢inna
slozka, stabilizator, emulgator, pufr, ochranna atmosféra, obalovy material apod.).

b) Informace o mechanismu Ucinku kazdé latky, a to predevsim ve vztahu k deklarovanému uréenému Gcelu posuzovaného
vyrobku.

c) Je mozné dokladat odborné publikace, ¢lanky ¢i monografie, avSak pouze takové, které jsou dohledatelné a impaktované.

Qualitative information on material, which shall be used in the product
a) In case of substances of herbal origin:
i.  names of used herbs shall be stated preferably in Czech and/or (at least) in Latin indicating family and species,
ii.  correct Czech and Latin name of the part of the herb which is used shall be stated,
ii. strictly defined pharmaceutical form or manner of -processing of used herbal material shall be indicated,
v. in case of an extract the exact properties thereof shall be stated (at least the extract agent and ratio of individual
extract components or other relevant data indicating the concentration).
b) In case of substances of animal origin:
i.  zoological names of used animals shall be stated preferably in Czech and/or (at least) in Latin indicating family
and species,
ii. correct Czech and Latin name of the part of the animal which is used shall be stated,
iii.  strictly defined pharmaceutical form or manner of treatment of used animal material shall be indicated,
iv. in case of an extract the exact properties thereof shall be stated (at least the extract agent and ratio of individual
extract components or other relevant data indicating the concentration).
¢) In case of chemical substances:
i.  correct chemical systematic name according to Czech and international nomenclature (INCI/IUPAC) indicating
at least the summary formula, preferably operational formula should be stated,
ii. strictly defined pharmaceutical form or manner of treatment of used chemical material shall be indicated.
d) In case of other type of material:
i.  correct commercial, registered, chemical or commonly used name enabling unique identification of the material
shall be stated,
ii. strictly defined pharmaceutical form or manner of treatment of the used material shall be indicated.

Quantitative information on material composition, which shall be used in the product

a) Shall be provided in a format enabling to uniquely determine its actual amount, possibly the actual amount of active
substances which are part of the product.

b) Shall be provided using the SI international system of units, eventually using commonly used units or their multiples,
eliminating any possible confusion, including the statement of its physical dimension.

¢) In quantitative parameters determined as percentage ratio, it should be possible to clearly calculate the actual content
of the substance. A clear distinction should be made between weight and volume percentage formulation.

Other information on the product supplementing the above stated parameters:

a) Information on the purpose and function of each substance which is part of the assessed product (e. g. the main active
substance, stabiliser, emulsifier, buffer, prophylactic atmosphere, package material etc.).

b) Information on the effects of each individual substance, especially in relation to the declared intended purpose
of the assessed product.

c) It is possible to submit scientific publications, articles or monographies, however only those that are accessible
and impacted.

Urceny Ucel / Intended purpose

Mechanismus Ucinku / Mechanism of action
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Prilohy / Annexes

1) [_IDoklad o ndhradé vydajt (povinny v kazdém pfipadé) / Fee payment evidence (mandatory attachment in all cases)

2) []*Navod k pouziti / Instructions for Use

3) [J*Text na obalu a daléi pisemné informace distribuované s vyrobkem / Label information and package inserts

4) [J*zavéretna zprava z klinického hodnoceni/z hodnoceni funkéni zplsobilosti / Clinical evaluation final report/Performance
evaluation report

5) [_]*Certifikat vydany notifikovanou osobou, pokud byl vydan / Certificate issued by a notified body (if issued)

6) [_]*Prohlageni o shod& / Declaration of conformity

7) I:|*jForma vyrobku a velikost baleni / Pharmaceutical form of the product and size of pack

8) []Udaje o klasifikaci vyrobku v jinych zemich / Data regarding classification of the product in other countries

9) [_]Dalsi dokumentace, na jejimz zakladé byl predmétny vyrobek uveden na trh / Other documents, based on which
the device was placed on the market in the Czech Republic:

*Pokud byl vyrobek jiz uveden na trh, polozky oznacené hvézdickou jsou povinné. Dodatecné podklady mohou byt pozadovany. / *In case
the product is placed on the market, the list of mandatory attachments is marked by star. Additional documentation may be requested.

Poznamka

Odborné ukony provedené na zakladé této Zadosti (kromé rozhodnuti) nejsou prévné zavazné pro Ustav ani pro Zadatele,
atoani v dob& poskytnuti, ani pro budouci postoj Ustavu ohledné poloZenych dotazll. VeSkera asistence je poskytnuta
na zakladé aktualné platnych regulacnich pozadavkd a védeckych poznatkad. Odpovédi Ustavu jsou zaloZeny na Zadatelem
poloZenych dotazech a predloZené dokumentaci a nemohou reflektovat budouci zmény ve védeckém pokroku a regulacnich
pozadavcich. Zadatel bere na védomi, e asistence Ustavu je poskytovana bez ohledu na budouci predlozenou dokumentaci
k notifikaci a v ni doloZzené podrobnosti pro Ucely fizeni o notifikaci dot¢eného prostredku a téz bez ohledu na dusevni vlastnictvi
tretich stran.

Note

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 regulatory 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.

Jméno / Name: Podpis / Signature:
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