STATNY USTAV PRE KONTROLU LIECIV / State Institute for Drug Control

-
S U K L O Sekcia zdravotnickych pomocok / Medical Devices Section

Kvetna 11, 825 08 Bratislava 26, Slovakia

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

1.2 1. 2 s ,

—-J diagnostickych zdravotnickych L aktivnych implantovatelnych
pomébcok zdravotnickych pomécok

in vitro diagnostic medical devices active implantable medical devices

zdravotnickych pomdcok
medical devices

Evidenéné &islo SUKL (vyrobca v EU / ]
5 |spinomocnenec) Kéd prideleny SUKL:

SIDC notification number (European manufacturer or ij‘éy/y(?ﬁ-géﬂ SIDC-code assigned:
7

authorized representative)

Registrac_‘.né t}islo SUKL (slovensky vyrobca) -3ugs Peéi%lfﬁﬁlwéﬁl‘?%lsga%OﬂT.m|U liegiv
SIDC registration number (Slovak manufacturer) Kvetnd 11, 825 08 Bratislava 26
i tid 11, D29 U0 bratisia 0_—.

Sekcia zdravotnickych poméco
_?mwc pom CDW

(]

'

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

Nazov prislugného dradu

Statny Gstav pre kontrolu lieiv / State Institute for Drug Control
Name of the Competent Authority y o 9

6 ||Ulica, Eislo / Street, No.: Kvetna 11 Mesto / City : Bratislava 26 |PS¢ / Postal Code : 825 08

7 (|Stat / State : Slovensko / Slovakia

8 |ISekcia (nazov) / Section : Sekcia zdravotnickych pomécok / Medical Devices Section
9 ||Kontakt/Contact: www.sukl.sk, fax: 02/55 56 51 51

Druh hlasenia formularom / Type of notification
10|Prva registracia (SK) / First notification (EU)

11|Hlasenie zmeny v registracii (SK) / Variation of the notification (EU) X
12|Zrudenie registracie (SK) / Withdrawal of the notification (EU)

| 13]Druh zmeny / Type of variation [ZMENA"SPLNOMOCNENCA/CHANGE IN AUTHORIZED REPRESENTATIVE |

NOVA VERSIA MODELU/NEW VERSION OF MODEL
_rPradchédzajﬂce registracné | evidenéneé cisla pri zmene - obnovenie, rozsirenie, zrusenie
14|registracie/evidencie P 73490
Previous registration/notification No.by variation - refresh, abort or withdrawal of registration/notification

Statut ohlasovatefa / Notifier's statute
15|Vyrobca / Manufacturer OO0O0-PKF "SIM - TECHNIKA"
16|Splnomocneny zastupca / Authorized representative ONKOCET s.r.o.,

17]Ina moznost | Others

@Entaktné osoba poverena ohlasovatefom / Contact person accredited by the notifier
18|Meno / Name PETER JUSKO Dipl.Ing.
191Kontakt (telefén, fax, e-mail) / Contact tel..+421244632064, fax:+421244632066, email:onkocet@gmail.com

Identifikacia vyrobcu / Identification of the Manufacturer

Meno/nazov vyrobcu

-P " . "
A Name of the Manufacturer BOG-FIESIM»TECHNRE
Skrateny nazov vyrobcu
T
ol Name of the Manufacturer, short form SlM
22 Adleeas sidia vyrabey & 34y 2, Chkalova st., Yaroslavl, 150054, Russia

Address of the seat of the Manufacturer + state
Vyrobny zavod-adresa miesta vyroby + §tat
23|Name of the factory-address of the place of 13 Industrialnaya st., 150010 Yaroslavl
production + state

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

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

25 Yuri A. Tsofin, tel/fax: +7-4852-795867, email: sim-tech@net76.ru
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Identifikacia ohlasovatela, zdopovedného za uvedenie zdravotnicke] pomocky na trh alebo do prevadzKy (pravny akon)
Identification of the notifier placing the medical devices on the market

26

Meno (ndzov) /| Name

ONKOCET s.r.o.,

27

Skratené meno / Name, short form

ONKOCET

28

Adresa / Address

Kutuzovova 4, 902 01 Pezinok, Slovak republic

29

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

Name of the responsible person

(contact — fax, phone, e-mail)

Peter Jusko, tel.:+421-2-44632064 fax:+421-2-44632066, email: onkocet@gmail.com

ﬁldentiﬂkacla zdravotnickej pomécky / Identification of the medical device

30

Druh a obchodny nazov
Type and trademark of the medical device

Electric impedance mammograph MEIK

31

Struény opis zdravotnickej pomécky
Brief description of the medical device

diagnostic of the pathological changes of a mammary gland’s tissue as well as other surface region
of the human body

32

Uéel uréenia zdravotnickej pomécky Intended
purpose of the medical device

diagnostic and screening examination of mammary glands utilizing visualisation of electro
conductivity distribution

3

L

Analytické a diagnostické parametre
diagnostickej ZP in vitro

Analytical and diagnostic parameters of in vitro
diagnostic MD

Podla dokumentacie vyrobcu/According the documentation of the Manufacturer

3

-y

Iné udaje tykajuce sa zdravotnickej pomédcky
(vel'kost, typ, pocet kusov v baleni, sterilny,
nesterilny, sterilizovatelny, ¢as
pouZitelnostii) ak s k dispozicii

Other data enabling the identification of the
medical device

Vid "Navod na pouzitie"/See "User manual”

Zaradenie zdravotnickej pomécky
Classification of the medical device (MD)

trieda I / Class |

tr. | s (sterilna /sterile)

tr. | m (meracia /with measuring function)

trieda lla / Class lla

trieda llb / Class llb

trieda lll / Class llI

41

Zdravotnicka pomécka na mieru / Custom made medical device

4

[

Zdravotnicka pomocka na klinické skisanie
Medical Device for clinical investigation

| 43|Aktivna implantovatefna zdravotnicka pomécka / Active Implantable Medical Device (AIMD) |

ﬁniagnosticka zdravotnicka pomécka in vitro - druh / Type of IVD MD

44

Pomécky uréené na samodiagnostiku / Devices intended for self-testing diagnostic

45

Pomocky uréené na hodnotenie funkénosti
Devices intended for evaluation of function

46

Pomécky uvedené v prilohe €.2 zoznamu A nariadenia vliady €.569/2001 Z.z.
Devices stated in the Annex No. 2/A of the Gov. Ordinance No. 569/2001 Coll.

4

-

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

A
tatny ustav prg“kontrolu liéiv
Kvetna 11, 825 08 Bratislava 26

Sekcia zdravotnickych pomoc_g_rs_ﬁ)

e 2/

. 2008
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€. 572/2001 - §6 ods.5 pril.£.7; §6 ods.3 pril.&.7+pril.£.2,4,5,6; §6 ods.4 pril.¢.2, pril.€.3+4,56; §6 ods.2
lpril.&.2, pril.é.3+4, £.5
MNo.572/2001 - §6 sect.5 annex No.7; §6 sect.3 annex No.7+No.2, No.4, No.5, No 6,

Pouzity spdsob posudenia zhody podfa §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
prisludného Nariadenia vlady (vyznaéte):

49 Applied method of conformity assessment — €. 570/2001, §4 ods.2 pril.€.2, €.3+4, C.5
according to the relevant Governmental No.570/2001, §4 sect.2 annex No.2, annex No.3+4, annex No.5

Ordinance (sign): &. 569/2001, §4 ods.2, pril.&.3; §4 ods.d, pril.&.2A: pril.&.4, pril.&.5+7;

§4 ods.5, pril.2B: pril.c.4, £.5+6, £.7; §4 ods.6, pril.c.8
No.569/2001, §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 Mo.5+6, annex No.7, §4 sect.6, annex No.8

Dokumenty vydané v suvislosti s
posudzovanim zhody (CE/EC certifikaty,
50|Declaration of Conformity) EC Certificate No. 07 0681 QS/NB, date of expirity 19 NOV 2012, CC
Decisions and certificates issued in connection
with the conformity assessment

Kod 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)

5

pucy

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

5

Ll

Prilohy ktoré predkladate / Annexes available :
53]ES vyhlasenie o zhode / Declaration of Conformity (copy) X

ES vyhldsenie o zhode (SK vyrobca) / EC Declaration of Conformity (SK manufacturer)

Priloha k registraénému / eviden&énému formularu
Annex to registration (SK) / notification (EU) form
ECICE certifikat kompletného systému zabezpeé&enia kvality

EC/CE Certificate Full Quality Assurance System X
ECICE certifikat typu vyrobku / EC/CE Certificate of Type Examination X

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

Odborny posudok / Expertise

Navod na pouzitie v SJ / Instructions for use in Slovak language
Oznacenie v SJ (8titok ZP) / Label in Slovak language

Kédy SUKL / SIDC codes

o[ x| x| x

Upozornenie : Podla § 28 zakona ¢. 140/1998 Z.z. v znepi neskorsich predpisov st vyrobca, jeho spinomocnenec, zdravotné poistovne, zdravotnicke
zariadenia, zdravotnicki pracovnici povinni 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 announce incidents, defects and malfunctioning of medical devices to the State Institute for Drug
Control.

Vyhlasujem, Ze uvedené informéacie s podfa méjho vedomia a svedomia pravdivé.
| declare, that stated information is, according to my knowledge and conscience, truthful.

Viin B‘\Ld&vt diia / at ‘4&;/\‘&{3@0 &

y, .M S -
/ [ { - 2
— / 4 . 2%
Podpis / Signature : / ) Petiatka / Seal : =S §
rr; / " ( - __,_,_.--", § E a
f— SRS
N W
< . 8 - 3
\ 8 2‘
8

Spravnost' dita / Correctness, at Overil / verified .....

Eve 2P (272442
.L_i JLb UD& 0 4 ] 4 &
Kvetna 11, 825 08 Bratislava 24
Sekcia zdravotnickych uf;r1léc:‘;k~\
=8 4
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favetna 11 825 08 Bratislava

Vystup z databazy kédov registrovanych / evidovanych zdravotnickych pomécok

K Kad Niazov Doplnok Vyrobea

P 73490  Tomograf MEIK® elektroimpendaény SIM-RU

Kod/y ZP podfa aktuainej
databéazy SUKL

Bratislava diial 6..SEP.2008...

Statny Gstav pre kontrolu lieiv
Kvetna 11, 825 08 Bratislava 26
Sekcia zdravotnickych pomdcok

~3- ./;; :'V

Upozornenie:
Tento vystup z databazy kodov registrovanych / evidovanych ZP nesluzi ako sucast ziadosti o zaradenie ZP do zoznamu ZP plne alebo Giastocne

uhradzanych na zaklade verejného zdravotného poistenia.

Skratku vyrobeu predstavujia prvé tri znaky zlava.
Telefon: +421(2)5070 1111, Fax: +421(2)5556 4127, Email: sukl@sukl sk, Web: www.sukl.sk




