
STATNY USTAV PRE KONTROLU UECIV / Stale Institute for Drug Control 

Sekcia zdravotnickych pomOcok I Medical Devices Section SOKLO Kvetna 11, 82508 Bratislava 26, Slovakia 

Formuhir na registraciu (SK) / evidenciu (EU) / Notification Form (ED) 

1 

.!JJ 
zdravotnfckych pom6cok 

medical devices 

Registracne cislo SUKL (slovensky vyrobca alebo 
splnomocneny zastupca vyrobcu so sldlom v SRI 
SlOG registration number (Slovak manufacturer or 

~ diagnosllckych zdravotnlckych 
pomoook in 

vitro diagnostic medical devices 

~ aldlvnych implantovatel'nych 
zdravotnlckych pom6cok 

active implantable medical devices 

Pei:iatka SUKL I SIDC seal 

3 

2 

4 

5 

6 Ulica, cislo ' 

7 Stat , State : Siovensko I Slovakia 

8 Sekcla (nllzov) I Section : 

9 KontaktiContact www.5ukl.sk, fax: 00 421 255565151 

Druh hillsenia formulinom I Type of notification 

10 Prvll registracia (SK) I prva evidencia (EU) I First registration (SK) , First notification (EU) 

Evidencne flslo SUKL (vyrobca v EU alebo 
splnomocneny zastupca vyrobcu so sidlom mlmo 
SRI SlOG notification number (European manllfacturer 
or authorized representative with the the registered place 
of business outside SK) 

authorized representative with the registered place of 
business in SKi 

Datum registracie (SK ) I evidencie (EU) 
Date of registration (SK) I notification (EU) 

Nazov prlstusneho uradu 
Name of the Competent Authority 

Street, No.: Kvetna 11 

11 HIi\senie zmeny v registriicii (SK) , evldencli lEU) I Variation of the registration (SK) I notification (EU) 

12 Zrusenie registr3cie (SK) I evidencie (EU) I W ithdrawal of the registration (SK) 'notification (EU) 

ri-O//1/ /J{)3()G 

I 

'1 ~MR 2011 

Mesto , City : Bratislava 26 

Stamy ustay pr _k Jntrolu liec l ~ 
Kvetn' "B,~,t "tislava 26 

i'J~CkVCh pnmOrok 

Statny ustav pre kontrolu f1ei:lv I State Institute for Drug Control 

Ipst , Postal Code: 82508 

Sekcia zdravotnfckych pom6cok I Medical Devices Section 

X 

\ 13 1Druh zmeny I Type oi variation 

PredchiidzaJuce regislTatne I evldenfne tisJa pri zmene - obnovenie, roz~irenie, zrusenle 
14 reglstracielevldencie 

PreVious re istration/notificatlon No.b variation - refresh, abort or withdrawal of r Istration/notification 

IStatut tiadatera I Notifier's statute 

15 Vyrobca J Manufacturer Institute of Semiconductor Physics 

16 Splnomocneny zastupca I Authorized representative ONKOCET s.f.o./ONKOCET Ltd. 

17 Inll moznost' (dovozca, d istributor) I Others (importer , distributor) 

Kontaktna osoba poverena iiadaterom I Contact person accredited by the notifier 

18 Meno l Name l ing Jusko Peter 

Kontakt (telet6n, fax, e-mail) I Contact J tel +421-2-44640977, email onkocet@gmail com19 

Iidenhfikacia ziadatera, zodpovedneho za uvedenie zdravotnfckeJ pom6cky na trh alebo do prevadzkY (pravny ukon) 
Identification of the notlfler plaCing the medical devices on the market I putting the medical devices into service (legal act) 

ONKOCET s.f.o./ONKOCET Ltd. 20 Meno (nazov) I Name 

21 ONKO Skr.Uene menD I Name, short form 

22 Kutuzovova 4,90201 PEZINOK, SLOVAKIA Adresa I Address 

Meno zodpovedneho pracovnika (kontakt ­
fax, telefon, e-mail)23 Jusko Peter, tel +421-2-44640977 email onkocet@gmail.com 
Name of the responsible person 
(contact - fax, phone, e-mail) 
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Identlfikacia vyrobcu I Identification of the Manufacturer 

24 
Meno/nazov vyrobcu A.V.Rzhanov Instrtute of Semiconductor Physics 
Name of the Manufacturer 

25 
Skrateny nazov vyrobcu ISP SB RAS 
Name of the Manufacturer short form 
Adresa sldla vyrobcu + stilt 13, Acad. Lavrentyev Avenue, 630090 Novosibirsk, Russia 

26 
Address of the seat of the Manufactu rer + state 

27 
Vyrobny zavod-adresa miesta vYroby + stili 
Name of the factory-address of the place of 

13, AcadLavrentyev Avenue, 630090 Novosibirsk, Russia 

Meno zodpovedneho pracovnika (kontakt­ -
28 telefon, fax, e-mail) Skubnevskiy Eduard, teL:+ 7-383-3332766 , fax:+ 7-383-3332766, e-mail: petrenko@ispnsc.ru 

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

Identiflkacia zdravotnlckej pom6cky I Identification of the medical device 

30 
Druh a obchodny nazov Infracervena kamera "SVIT"lInfrared Camera "SVIT" 
Type and trademark of the medical device 

31 
Strucny opis zdravotnlckej pom6cky Infracervena kamera SVIT je ureena na diagnostiku onkologickYch a zapaloyYch patol6gii/lnfrared 
Brief description of the medical device camera SVIT is intended for diagnostic of oncological and infiamatory potologies 

Oeel urcenia zdravotnickej pom6cky Intended 
Neinvazivne meranie teploty kate v infraeervenej oblasti vlnoveho spektralThe Infrared Camera SVIT 

32 
pu rpose of the medical device 

IS intended for noninvasive measuring the temperature of skin 

Analyticke a diagnosticke parametre 

33 
diagnostickej ZP in vitro 
Analytical and diagnostic parameters of in vitro 
diagnostic MD 

Ine udaje tYkajuce sa zdravotnlckej pom6cky 
(verlcost', typo pocet kusov v balenl, stGrilny. 
nes'erifny. sterilizovaterny. cas 

34 pouilternoslii".) ak su k dlspozlcli 
Other data enabling the identification of the 
medical device (size, type, number of MD in one 
pack, sterile , non-sterile, expiry date .. . ) 

Identiflkacny list zdravotnlckej pomocky 

Pozadujem vystavit' doklad pre potreby Kategorizacnej komisie MZ SR 	 nie 1no 

35 
Zaradenie zdravotnlckej pom6cky 

trieda I I Class I 
Classification of the medical device (MD) 

36 tr. I s (sterllna {sterile) 

37 tr. I m (meracia !with measuring function) 

38 trieda lIa I Class Iia X 
39 triada lib I Class lib 

40 triada 111/ Class III 

Zdravotnlcka poml/cka ns mieru I Custom made medical device 

42 	Zdravotnlcka pom6cks ns klinicke skusanle 
Medical Device for clinical investi ation 

I43 1Aktlvna implantovatel'na zdravotnlcka pom6cka I Active Implantable Medical Device (AIMO) 

Diagnosticka zdravotnlcka pom6cka In vitro - druh I Type of IVD MD 

44 Pom6cky url:ene na samodiagnostiku I Devices i ~tended for self-testing 

Pom6cky urtene na hodnotenle funkcnosti 	 Devices
45 

intended lor evaluation of function 

Pom6cky uvadene v prllohe C.2 zoznamu A nariadenia vlady c .56912001 Z.z. 


46 
Devices stated in the Annex No. 2/A of the GOlf. Ordinance No. 56912001 Coil. 

Pom6cky uVadene v prllohe c.2 zoznamu B nariadenla vlady c.56912001 Z.z. 
47 
Devices stated in the Annex No. 2/8 of the Gov. Ordinance No. 56912001 Coli . 

48 Ostatne I Others 

~':J!011/ O{X3CC; 
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PouzitY sp6sob posudenia zhody podl'a 
prlslusneho nariadenia vlady (vyznacte): 
A pplied method of conformity assessment 
procedure - according to the relevant 
Governmental Ordinance (sign please): 

NV C. 58212008 Z.z . . §6 ods.S pIII.t.7; §6 ods.3 prlLc.7+prll.e.2,4,6.6; §6 ods." prll.t.2, priLt.3+4.6,6; §6 
od S.2 prll.c.2, priLc.3+4, (;.6 
GO NO.58212008 Coil. . §6 sect .5 annex No.7; §6 sect.3 annex NO.7+No.2, No.4, No.5, No.6; 
§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 

NV Co 52712008 Z,z., §4 od5.2 priLc.2, c.3+4, e.6 , 
GO NO.527/2008 Call" §4 sect.2 annex No.2, annex No.3+4, annex NO.5 

NV C. 66912001 Z.z.v zneni neskorsl~1l predplsov, §4 oos.2, prILc.3; §4 ods.4, priLe.2A: priLc.", pril.c.5+7; 
§4 odS.6, prll.2S: pril.c.4, c.6+8, e.7; §4 ods.6, pnl.t:.8 
GO NO.569/2001 Coli. 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 vydane v suvislosti s 
posudzovanim zhody tCEfEC certifikaty, 
Declaration of Conformity) 
Documents and certificates issued in connection 
with the conformity assessment procedure 

EC CERTIFICATE No. 11 0176 QSINB, Certificate of Conformity 

51 

K6d SUKL, prideleny registrovanej 1evidovanej ZP 
tskupine ZP) v minulosli 
SIOC code assigned to the registered/notificated MO 
(group of MO) in the past (if available) 

52 
Informacie 0 stiahnutl pomocky z trhu 
Information on withdrawal of the medical device 
from the market 

Predkladane prilohy I Annexes available : 

53 

K6dy SUKL I SIDC codes 

ES vyhlasenie 0 zhode I EC Declaration of Conformity (copy) X 

ES vyhlasenie 0 zhode (SK vyrol>ca) I EC Declaration of Conformity (SK manufacturer) 

PrUoha k registracnemu f evldencnemu formularu 
Annex to registration (SK) I notification (EU) form 
EC/CE certifikflt uplneho systemu zabezpeeenia kvallty 
EC/CE Full Quality Assurance System Certificate 

ECICE certiflkat typu vyrobku 1EC/CE Type Examination Certificate X 

Certiflkat systemu riadenia kvaltty vyroby (napr. DIN EN ISO 13485:2003) 
Quality management system certificate (e.g. ISO 13485:2003) 
Odborny posudok f Expertise 

Navod na poutltie v SJ f Instructions for use in Slovak language X 

Oznacenle v SJ (stltok ZP) I Label in Slovak language X 

Upozornenie ; Podl'a § 28 zakona C 140/1998 Z.z, v zneni neskorSich predpisov su V'irobca, jeho splnomocnenec, zdravotne poisfovne, zdravotnicke 
zariadenia, zdravotnicki pracovnici povinni bezodkladne oznamovaf SUKL incidenty, nehody, porLichy a zlyhania zdravotnickych pomocok 

Attention: Accordin g 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 far 
Drug Control 

Vyhlasujem, ze uvedene informacie su podra mojho vedomia a svedomia pravdlve. 

Peclatka 1Seal 

I declare, that stated information is, according to my knowledge and conscience, truthful. 

Podpis I Signature 

Spravnost' d~ ,/c:orre7' ,~ ,j1r!}4Jdl 0,••" I""" 
e-2 ;)L{)11 CO 3tC . 

t J' " • 1[11 'IJ III:CI\ :jt;' I I 
t\,V \I (~tl ,I va 26 ~ 
·,,~r;j,1 \(f; I pom cok U ~ 
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I(\'ct n:\ , , 825 U8 Bral i sl:l\,~ 

Vystup z databazy k6dov registrovanych / evidovanych zdravotnickych pomocok 

K K6d Nazov Doplnok Vyrobca 

P 87631 Kamera infraterven<l SV IT na diagnostikll okologickych a zapalovych patol6gi i RZH-RU 


Statny ustav pre kontrolu lieciv 
I<vetna 11, 825 08 Bratislava 26 
Sekcia zdravotnickych pomocok 

-4­

Vypracoval 	 lng. Gabriela Buzitkova 
Telef6n: +421 25070 1223, email : bllzakova@sukl.sk 

LJpozornenie: 

Tento vystup z databazy k6dov reg i strovany~h / ev idovanych ZP neslLlzi ako slitasl' ziadosti 0 zaradenie ZP do zoznamu ZP pine alebo 

tiastotne uhn\dzanych na zaklade verejneho zdravotm\ho poisten ia. 


Skratku v)'robcu predstavuju prve tri znaky zl'ava. 

Telef6n : ...421 (2)5070 III I, fax : +421 (2)55564127, email : sukl@sukl.sk, web: www.sukl. sk 

http:www.sukl.sk
mailto:sukl@sukl.sk
mailto:bllzakova@sukl.sk

