SUKLO

STATNY USTAV PRE KONTROLU LIECIV / State Institute for Drug Control
Sekcia zdravotnickych pomécok /| Medical Devices Section
Kvetna 11, 825 08 Bratislava 26, Slovakia

Formular na registraciu (SK) / evidenciu (EU) / Notification Form (EU)

JLJ " b diagnostickych zdravotnickych -&J aktivhych implantovatel'nych
zdravotnickych pomécok ’
1 esectlinl elbih pomécok in zdravotnickych pomécok
vitro diagnostic medical devices active implantable medical devices
Registraéné ¢islo SUKL (slovensky vyrobca alebo Peéiatka SUKL / SIDC seal
splnomocneny zastupca vyrobeu so sidiom v SR)
2 |SIDC registration number (Slovak manufacturer or
authorized representative with the registered piace of
business in SK) X
Evidenéné ¢islo SUKL (vyrobca v EU alebo X o ) :St'\m\' us m |" b m 0 .L ligciv
spinomocneny zastupca vyrobeu so sidlom mimo /] e AN AN~ Kve ¢ 7
3 |SR) SIDC notification number (European manufacturer . / ;// 4 / Z/ s dllind (;; Q\n k ‘ e
or authorized representative with the the registered place | =7 J : cia zdravo [ lic I’ yeh pomocok
of business outside SK)
4 |Datum registracie (SK ) / evidencie (EV) 11 MAR 701 /L UL/ C&
Date of registration (SK) / nofification (EU) ' o
Nazov prislusného Gradu 5 =
tatny astav pre kontrolu lie€iv / State Institute for Drug Control
Name of the Competent Authority Y P sk A
6 (|Ulica, ¢islo / Street, No.: Kvetna 11 Mesto / City . Bratislava 26 |PSC / Postal Code : 82508
7 ||Stat / State - Slovensko [ Slovakia
8 ||Sekcia (ndzov) / Section : Sekcia zdravotnickych pomécok / Medical Devices Section
9 |[Kontakt/Contact: www.sukl.sk, fax: 00 421 255 565 151
Druh hlasenia formularom / Type of notification
10| Prva registracia (SK) / prva evidencia (EU) / First registration (SK) / First notification (EU) X
11 |Hiasenie zmeny v registracii (SK) / evidencii (EU) / Variation of the registration (SK) / notification (EU)
12| Zrusenie registracie (SK) / evidencie (EU) / Withdrawal of the registration (SK) /notification (EU)
| 13|Druh zmeny / Type of variation |
Predchadzaj(ce registraéné / evidenéné Cisla pri zmene - obnovenie, rozsirenie, zrusenie
14 |registracie/evidencie
Previous registration/notification No.by variation - refresh, abort or withdrawal of registration/notification
Statat Ziadatel'a/ Notifier's statute
15 |Vyrobca / Manufacturer Institute of Semiconductor Physics
16 |Spinomocneny zastupca / Authorized representative i ONKOCET s.r.0./ONKOCET Ltd.
17 |Ina moznost’ (dovozca, distribitor) / Others (importer, distributor)
Kontaktna osoba poverena Ziadatelom / Contact person accredited by the notifier
18 |Meno I Name Ing. Jusko Peter
19 |Kontakt (telefon, fax, e-mail) / Contact tel.: +421-2-44640977, email: onkocet@gmail.com
Identifikacia Ziadatela, zodpovedneho za uvedenie zdravotnicke] pomocKy na trh alebo do prevadzky (pravny akon)
Identification of the notifier placing the medical devices on the market / puiting the medical devices into service (legal act)
Lt A = R CAL
20 |Meno (nazov) / Name ONKOCET s.r.0/ONKOCET Ltd.
21|Skratené meno [ Name, short form ONKO
22 |Adresa | Address Kutuzovova 4, 902 01 PEZINOK, SLOVAKIA
Meno zodpovedného pracovnika (kontakt -
23 Fax; telefn, e-mall)_ Jusko Peter, tel..+421-2-44640977 email: onkocet@gmail.com
Name of the responsible person
(contact — fax, phone, e-mail)
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Identifikdcia vyrobcu / Identification of the Manufacturer

24

Menoinazov vyrobcu
Name of the Manufacturer

A.V.Rzhanov Institute of Semiconductor Physics

25

Skrateny nazov vyrobcu
Name of the Manufacturer, short form

ISP SB RAS

26

Adresa sidla vyrobcu + Stat
Address of the seat of the Manufacturer + state

13, Acad.Lavrentyev Avenue, 630090 Novosibirsk, Russia

27

Vyrobny zavod-adresa miesta vyroby + Stat
Name of the factory-address of the place of

13, Acad.l.avrentyev Avenue, 630090 Novosibirsk, Russia

28

Meno zodpovedného pracovnika (kontakt-
telefén, fax, e-mail)

Name of the responsible person (Contact —
Telephone, Fax, E-mail)

Skubnevskiy Eduard, tel..+7-383-3332766, fax.+7-383-3332766, e-mail: petrenko@isp.nsc.ru

Identifikaény list zdravotnickej pomécky

29

Pozadujem vystavit’ doklad pre potreby Kategorizacnej komisie MZ SR I nie / no

Identifikacia zdravotnickej pomécky [ Identification of the medical device

Druh a obchodny nazov . p i “ "
Infrac SVIT dC SVIT
8 Type and trademark of the medical device itatenerd kamera nifered amara l
39 Struény opis zdravotnickej pomocky Infraervena kamera SVIT je uréena na diagnostiku onkologickych a zapalovych patologii/ Infrared
Brief description of the medical device camera SVIT is intended for diagnostic of oncological and inflamatory potologies
= ) e Neinvazivne meranie teploty kozZe v infracervenej oblasti vinového spektra/The Infrared Camera SVIT
32 Ucel urenia zdrayotmckg pomécky Intended is intended for noninvasive measuring the temperature of skin
purpose of the medical device
Analyﬁcké a diagnostické parametre
33 diagnostickej ZP in vitro
Analytical and diagnostic parameters of in vitro
diagnostic MD
Iné idaje tykajlce sa zdravotnicke] pomdcky
{vel'kost, typ, pocet kusov v balenf, sterilny,
nesterilny, sterilizovatel'ny, ¢as
34 | pouzitefnastii...) ak si k dispozicii
Other data enabling the identification of the
medical device (size, type, number of MD in one
pack, sterite, non-sterile, expiry date...)
Zaradenie zdravotnickej pomocky
35| Classification of the medical device (MD) sk
36 tr. | s (sterilna /sterile)
37 tr. | m (meracia fwith measuring function)
38 trieda lla / Class lla X
39 trieda llb / Class Ilb
40 trieda Ill / Class Ill
, 41 IZdravotnicka pomécka na mieru [ Custom made medical device l —I
Zdravotnicka pomécka na klinické skisanie
42 : : o e
Medical Device for clinical investigation
| 43 |Aktivna implantovatefna zdravotnicka pomécka / Active Implantable Medical Device (AIMD) | |
Diagnosticka zdravotnicka pomécka in vitro - druh / Type of IVD MD
44 1Pomécky uréené na samodiagnostiku / Devices intended for self-testing
Pomécky uréené na hodnotenie funkénosti Devices
451, . "
intended for evaluation of function
46 Pomécky uvedené v prilohe &.2 zoznamu A nariadenia viady &.569/2001 Z.z.
Devices stated in the Annex No. 2/A of the Gov. Ordinance No. 569/2001 Coli.
47 Pomécky uvedené v prilohe ¢.2 zoznamu B nariadenia viady ¢.569/2001 Z.z.
Devices stated in the Annex No. 2/B of the Gov. Ordinance No. 569/2001 Coll.
48 | Ostatné / Others
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49

ods.2 pril..2, pril.c.3+4, ¢.6

NV €. 582/2008 Z.z. - §6 ods.5 pril.¢.7; §6 ods.3 pril.¢.7+pril.c.2,4,6,6; §6 ods.4 pril.c.2, pril.£.3+4,6,6; §6

GO No0.582/2008 Coll. - §6 sect.5 annex No.7; §6 sect.3 annex No.7+No.2, No.4, No.5, No.6;

procedure — according to the relevant

Pouzity spbsob postidenia zhody podla r§6 sect.4 annex No.2, annex No.3+4, No.5, No.6;  §6 sect.2 annex No .2, annex No.3+4, No.5
prisluéného nariadenia viady (vyznadte):
Applied method of conformity assessment NV &. 627/2008 Z.z., §4 ods.2 pril.&.2, £.3+4, C.5 .

GO No.527/2008 Coll., §4 sect.2 annex No.2, annex No.3+4, annex No.5

Governmental Ordinance (sign please): WNV ¢&. 569/2001 Z,z.v zneni neskorsich predpisov, §4 ods.2, pril.c.3; §4 odsA4, pril.c.2A: pril.¢.4, pril.&.5+7;

§4 ods.5, pril.2B: pril.é 4, ¢.5+8,€.7; §4 ods.6, pril.c.8
GO No.569/2001 Coll. as amended, §4 sect.2, annex No.3; §4 sect.4, annex 2A: annex No.4, annex No.5+7; §4
sect.5, annex No.2B: annex No.4, annex No.5+6, annex No.7, §4 sect.6, annex No.8

50

Dokumenty vydané v stivislosti s
posudzovanim zhody (CE/EC certifikaty,

Documents and certificates issued in connection
with the conformity assessment procedure

Declaration of Conformity) EC CERTIFICATE No. 11 0176 QS/NB, Certificate of Conformity

5

-

Kéd SUKL, prideleny registrovanej / evidovanej ZP
(skupine ZP) v minulosti

SIDC code assigned to the registered/notificated MD
(group of MD) in the past (if available)

52

Informécie o stiahnuti pomoécky z trhu
Information on withdrawal of the medical device
from the market

53

Predkladané prilohy / Annexes available :

ES vyhlasenie o zhode / EC Declaration of Conformity (copy)

ES vyhlasenie o zhode (SK vyrobea) | EC Declaration of Conformity (SK manufacturer)

Priloha k registraénému / evidenénému formuléru
Annex to registration (SK) / notification (EU) form

EC/CE certifikat dplného systému zabezpecenia kvality
EC/CE Full Quality Assurance System Certificate

ECICE certifikat typu vyrobku / EC/CE Type Examination Certificate

Certifikat systému riadenia kvality vyroby (napr. DIN EN ISO 13485:2003)
Quality management system certificate (e.g./1SO 13485:2003)

Odborny posudok / Expertise

Navod na pouZitie v SJ / Instructions for use in Slovak language

Oznaéenie v §J (Stitok ZP) / Label in Slovak language

Kédy SUKL / SIDC codes

Upozornenie : Podl'a § 28 zékona ¢. 140/1998 Z.z. v zneni neskorsich predpisov st vyrobca, jeho spinomocnenec, zdravotné poistovne, zdravotnicke
zariadenia, zdravotnicki pracovnici povinni bezodkladne oznamovat SUKL incidenty, nehody, poruchy a zlyhania zdravotnickych pomécok.

Attention: According to § 28 of the Act No. 140/1998 as amended, medical employees, medical facilities, health insurance companies, manufacturers or
their authorized representatives shall be obliged to immediately announce incidents, defects and malfunctions of medical devices to the State Institute for
Drug Caontrol.

Vyhlasujem, Ze uvedené informacie st podl'a méjho vedomia a svedomia pravdivé.
| declare, that stated information is, according to my knowledge and conscience, truthful,

V/in
{ SK-902 ¢
Podpis / Signature Peciatka / Seal : | i€ DPi: sxz0
16036 267
\\,

Spravnost’ dﬁa/Correct ess, at / > L// ...... Overll / verified
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SUKLO

Kvetnd 11 825 008 Bratistava

Vystup z databazy kodov registrovanych / evidovanych zdravotnickych pomécok

K Kod Nizov Dopinok Vyrobca
P 87631 Kamera infratervena SVIT na diagnostiku okologickych a zapalovych patologii RZH-RU

Kod/y ZP podla aktualnej ‘
y ab ik o &'
gatabezy SUKL

| : 14 MAR 2011

Rratisiava dha

Statny Gstav pre kontrolu lie€iy
Kvetna 11, 825 08 Bratislava 26
Sekcia zdravotnickych pomdcok

4

fod)
Vv

]

Vypracoval  Ing. Gabriela Buzakova
Telefon: +421 2 5070 1223, email: buzakova@sukl.sk

Upozornenie:
Tento vystup z databazy kodov registrovanych / evidovanych ZP nesliZi ako stcast’ Ziadosti o zaradenie ZP do zoznamu ZP plne alebo

¢iastoéne uhradzanych na zéklade verejného zdravotného poistenia.

Skratku vyrobeu predstavuji prvé tri znaky zPava.

Telefon: +421(2)5070 1111, fax: +421(2)5556 4127, email: sukl@sukl.sk, web: www.sukl.sk


http:www.sukl.sk
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