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Sekce zdravotnickych prostredkd

Zadost o vypracovani odborného stanoviska ¢i posudku
nebo o vydani rozhodnuti

Medical Device Division
Comprehensive Regulatory Assistance Application

Vyplnény formuldr vcéetné vsech pozadovanych priloh zaslete v elektronické formé do datové schranky
(identifikator qwfai2m) Statniho Ustavu pro kontrolu lé¢iv (dale jen ,Ustav”) nebo v tisténé formé na
korespondenéni adresu Ustavu (viz zahlavi) spolu s ,,Potvrzenim o zaplaceni nahrady vydajd za odborné Gkony

provadéné na zadost” a dokladem o provedeni platby nahrady vydajl dle sazebniku.

Please send the completed form with mandatory attachments to the data box 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 and a
document evidencing that the administrative fee has been paid. Data box ID: qwfai2m

Poznamka: Zadost o vypracovani stanoviska ¢i posudku nebo o vydani rozhodnuti k uréeni povahy vyrobku
a/nebo zatfidéni zdravotnického prostfedku se musi vztahovat pouze k jednomu konkrétnimu vyrobku.
Kombinované zadosti typu ,,Jednd se o zdravotnicky prostfedek nebo léCivo?” nelze zpracovat.

Note: The request for a borderline product assessment and/or a medical device class assignment has to be related to a specific item.
Combined queries, e.g. “Is it a medical device or medicine?” cannot be processed.

Administrativni idaje
Administrative data

Datum zadosti
Date of application

(® stanovisko O Posudek (ORozhodnuti*

Navrhovatel predklada zadost o: Opinion Assessment Decision

An applicant submits for:

(Vydéani odborného stanoviska ¢i posudku %1 . P . , P
podiéha hodinové sazbé dle pfilohy k vyhlaice Ustav je opravnén vydat rozhodnuti pouze u vyrobku, ktery jiz je
¢ 61/2015 Sb.) uveden na trh. Soucasti rozhodnuti je vydani odborného stanoviska
(Expert opinion or assessmd.ent is subject to nebo posudku.

hourly rate charged according to Government

Decree No. 61/2015 Coll.) The institute is authorized to issue a decision only for product already placed on the

market. Decision procedure contains expert opinion or assessment issuance.

Platba probihd na zakladé variabilniho symbolu vygenerovaného zde:

http://www.sukl.cz/modules/payment2/

Platba za odborné stanovisko Zadatel je povinen vygenerovat pomoci interaktivniho formulare

nebo posudek “potvrzeni o zaplaceni ndhrady vydajd za odborné tkony provadéné na

Payment for expert opinion or assessment | Zadost” nejméné na ¢astku odpovidajici Uhradé:

e 4h (7 200 K¢) v pripadé zadosti o posouzeni, zda se v pfipadé jeho
vyrobku jedna o zdravotnicky prostfedek (soucasti neni zatfidéni

platnost od 1.10.2016 Strana 1/5


http://www.sukl.cz/modules/payment2/

r
f STATNI USTAV Srobérova 48 Telefon: +420 272 185 111 E-mail: posta@sukl.cz
o, SUKL

PRO KONTROLU LECIV 10041 Praha 10 Fax: +420 271732377 Web: www.sukl.cz

zdravotnického prostredku).

e 2h (3 600 K¢) v pfipadé Zadosti o posouzeni, zda je
zdravotnicky prostfedek spravné zatfidén (nepouzije se v
pfipadé, kdy pro spravné zatfidéni je nutné nejprve
posoudit, zda se vibec jedna o zdravotnicky prostredek)

Tato platba je v souladu se zakonem o zdravotnickych prostfedcich
pfiméfenou zalohou. Pokud zpracovani stanoviska, posudku nebo
rozhodnuti zabere vice jak 2h nebo 4h, je Zadatel Ustavem kontaktovan
a doplatek Zadatel realizuje pod variabilnim symbolem na nové
vygenerovaném dokladu ,Potvrzeni o zaplaceni nahrady vydajd za
odborné ukony provadéné na zadost.”

The applicant is obliged to generate the “Proof of Payment of Costs for Expert Activities
Conducted upon Request” using the interactive form, in the amount corresponding to the
reimbursement of at least:
e 4 hrs (7200 CZK) in case of application for assessment whether a product is a
medical device or not (classification of the medical device is not included).

e 2 hrs (3600 CZK) in case of application for assessment whether the medical
device is correctly classified (not applicable where the assessment of correct
classification must be preceded by assessment whether the product is a
medical device or not);

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

The above amount is a reasonable advance payment compliant to the Act
on Medical Devices. If the expert opinion, assessment or decision takes more than 2
or 4 hrs, the Institute will contact the applicant and the applicant shall pay the

balance due using a new variable symbol on a newly generated document “Proof of
Payment of Costs for Expert Activities Conducted upon Request”.

Variabilni symbol
Variable symbol

Vyplni Zadatel po provedeni platby
To be filled out by the applicant after payment has been made

Kontaktni udaje
Contact information

Spolecnost/zadatel

Company/applicant
Registracni Cislo osoby [ ] Neregistrovan
(bylo-li pridéleno v Registru zdravotnickych prostredkil) Not registered

Registration number
(if assigned by the Medical Devices Registry)

Kontaktni osoba
Contact person

Telefon
Phone

E-mail
E-mail
Adresa
Address
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Informace o zdravotnickém prostredku
Information on the medical device
Obchodni nazev zdravotnického prostredku (pokud

existuje)
Trade name of the medical device (if exists)
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o, SUKL

Nazev vyrobce (pokud existuje)
Name of the manufacturer (if exists)

Katalogové Cislo (pokud existuje)
Catalogue number (if exists)

Evidencni Cislo v Registru zdravotnickych prostredk(
(bylo-li pridéleno v Registru zdravotnickych
prostiedk()

Registration number (if assigned by the Medical Devices
Registry)

Urceny ucel

Intended purpose

Mechanismus ucinku
Mechanism of action

Obecny zdravotnicky prostiredek
General medical device

MiRA Trida zdravotnickych prostredkd Ordisdmdismdia b 111
ZDRAVOTNIHO | Class of Medical Device
RlZIKA . e . Vé v
(dle urgeni | Aktivni implantabilni prostfedek ]
vyrobcem) Active implantable device
Classification

(determined IVD prostfedek

by manufacturer) | 1 prostedek pro sebetestovani [] Seznam A*[ ] Seznam B* [] Ostatni
Self Testing List A List B Other

* (Dle prilohy &.2 NV 56/2015 Sb.)
(Acc. to Government Decree No. 56/2015 Coll.)

Strana 3/5



r
' STATNI USTAV Srobéarova 48 Telefon: +420 272 185 111 E-mail: posta@sukl.cz
e, SUKL

PRO KONTROLU LECIV 10041 Praha 10 Fax: +420 271732377 Web: www.sukl.cz

Faze, v niZ se vyrobek nachazi

Current Phase
] Vyvoj ] Posuzovani shody [] Uvedeni na trh
Development Conformity assessment Placing on the market

Oblast zajmu (Ize zaskrtnout vice moznosti)
Area covered by the application (several options may be marked)

[ Posouzeni povahy vyrobku (ZP ano/ne) [] Dotaz k zatfidéni zdravotnického prostfedku
Borderline product assessment Medical Device Class Assignment

Staty, kde je zdravotnicky prostfedek uvddén nebo doddvan na trh
States where the medical device is placed or made available on the market:

(] Viechny staty EHP, Svycarsko a Turecko

All EEA states, Switzerland and Turkey

CJAT] BEJ BG[] CH[J CY[] Ccz[] DE[] DK [J EE[J ES[] FIL] FR[J GB[LJ GRCJ HULJIE ] IS

nebo jmenovité

or namely

OTOU LT LW LW OMT[JNL [JNO [JPL[JPT[JRO [JSE[]SI[JSKJTRJHR

1 Vyrobek dosud nebyl uveden na trh

The device has not been placed on the market
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Prilohy

Appendices

Pokud byl vyrobek jiz uveden na trh, polozky oznaceny hvézdickou jsou povinné . Dodate¢né 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 asked.

[] *Doklad o ndhradé vydajti (polozka povinna v kazdém pt¥ipadé)
* Fee payment evidence (mandatory attachment in all cases)

[] *Navod k pouziti [] *Text na obalu a dalsi pisemné informace distribuované s vyrobkem
*IFU * Label information and package inserts

[] *Zavérecna zprava z klinického hodnoceni / z hodnoceni funkéni zplsobilosti
*Clinical evaluation final report / Performance evaluation report*

] *Certifikat vydany notifikovanou osobou [] Prohlaseni o shodé
*Certificate issued by a notified body Declaration of conformity
1 Udaje o klasifikaci vyrobku v jinych zemich ] Forma vyrobku a velikost baleni
Data regarding classification of the product in other countries Pharmaceutical form of the product and size of pack

[1* Kvalitativni a kvantitativni sloZeni; v pfipadé rostlin se uvedou nazvy prednostné latinsky s uvedenim rodovéhd
i druhového ndzvu, 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;
mechanismus Ucinku kazdé jednotlivé slozky vyrobku ve vztahu k deklarovanému Gcelu pouziti vyrobku
(odborné clanky, monografie apod.)

*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 of extract to raw drug shall be stated and
in case of chemical substances common name shall be indicated; mechanism of action of each component of the
product in relation to intended purpose of the product (scientific papers , monographs etc.)

[] Daléi dokumentace, na jejimz zakladé byl predmétny vyrobek uveden na trh
Other documents, based on which the medical device was placed on the market in the Czech Republic

Podpis

Signature
Podpis:

Signature:

Pozndmka: Odborné tkony provedené na zakladé této zadosti (kromé rozhodnuti) nejsou pravné zavazné pro Ustav ani
pro 7adatele, a to ani v dobé poskytnuti, ani pro budouci postoj Ustav ohledné poloZenych dotazl. Veskera asistence je
poskytnuta na zakladé aktualné platnych regulaénich pozadavk( a védeckych poznatk(l. Odpovédi Ustavu jsou zalozeny
na Zadatelem poloZenych dotazech a predloZené dokumentaci a nemusi reflektovat budouci zmény ve védeckém
pokroku a regulaénich poZadavcich. Zadatel bere na védomi, 7e asistence Ustavu je poskytovana bez ohledu na budouci
predlozenou dokumentaci k notifikaci a v ni doloZzené podrobnosti pro ucely fizeni o notifikaci dotéeného prostfedku a
téZ bez ohledu na dusevni vlastnictvi tfetich 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 need not reflect 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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