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PREBERACI PROTOKOL

Odovzdavajuci: Preberajuci:
MONOGRAM Technologies, spol. s r.o. LF UK v Bratislave
Cintorinska 3/B Spitalska 24
811 08 Bratislava 842 15 Bratislava

ICO: 35 952 962

Objednavka/KzZ: Dodéavka pristrojov a zariadeni v ramci projektu ,Aplikovany vyskum
trajektoriii pohybov ruk v oblasti laparoskopickych a endoskopickych
operacii“, kéd ITMS projektu 26240220056.

Predmet odovzdania: Videoendoskopicky systém Pentax s prislusenstvom

Zostava:
Digitalny videoprocesor s integrovanym zdrojom svetla Pentax EPK-1000, v.¢.: EE014642 1 ks
Videogastroskop Pentax EG-2990K, v.¢.: A120929 1 ks
Videokolonoskop Pentax EC-3890LK, v.¢.: A120369 1 ks
HD medicicinsky LCD monitor AG-Neovo DR-17, v.¢C.: CADR17A4B4300217 1 ks
Manipulacny vozik Pentax, vratane vodnej pumpy pre voda/vzduch kanal 1 ks
Elektrokoagulacna jednotka Tekno TOM 141DPS, v.(245-11/09 1 ks
Medicinska odsavacka Medela Basic 30, v.¢.: 1362884 1 ks
Tester tesnosti Pentax SHA-P5 1 ks
Dokumentacia: - navod na pouzitie v slovenskom jazyku

- vyhlasenie o zhode, certifikat
Miesto odovzdania: LF Univerzity Komenského, Spitalska 24, 842 15 Bratislava

Datum odovzdania
do prevadzky: 14.05.2012

Zarucna doba; 24 mesiacov, t.j. do 13.05.2014
Pristroj bol odovzdany do prevadzky funk¢ény a bez zavad.
Datum odovzdania: 14. 05. 2012
Za MONOGRAM Technologies, s.r.0. odovzdal:
Ing. Mgr. Vladimir Drozd

Za Univerzita Komenského v Bratislave, prevzal a potvrdzuje, Ze tovar jejhdany v zmysle zmluvnych
podmienok:
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FC 'CERTI FICATE Product Service

Full Quality Assurance System
(Annex Il, section 3 of the Directive 93/42/EEC on Medical Devices)

No. G109 0168357 002

Manufacturer: HOYA Corporation
PENTAX Medical Instrument Division
2-7-5 Naka-Ochiai
Shinjuku-ku
Tokyo
161-8525 JAPAN

EC-Representative: PENTAX Europe GmbH
Julius-Vosseler-Str. 104
22527 Hamburg

GERMANY
Product Endoscopes, Ultrasound Endoscopes,
Category(ies): their related equipment and accessories (lla, IIb)

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective products / product categories according to Annex Il section 3 of
the Directive 93/42/EEC on Medical Devices. This quality assurance system conforms to the
provisions of this Directive and is subject to periodical surveillance. For marketing of class Ill
products an additional Annex I1.4 certificate is mandatory. See also notes overleaf.

Report No.: TAQ73521203A

Valid nntit: 2014-01-31

Date, 2009-02-01
Hans-Heiner Junker
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Product Service

EC-Certificate

Full Quality Assurance System . .
(Annex Il, section 3 of the Directive 93/42/EEC on Medical Devices)

No. G109 01 68357 002

G HOYA Corporation PENTAX Medical Instrument Division
Facility(ies): 2-7-5 Naka-Ochiai, Shinjuku-ku, Tokyo, 161-8525 JAPAN

HOYA Corporation PENTAX Medical Instrument Division
Do OREho-cho, Itabashi-ku, Tokyo, 174-8639 JAPAN
?&X%Egég?ﬁztggﬁr%%lrﬁ@énwﬁ%kﬁgggg,r}éurihara—shi,
Miyagi, 987-2203 JAPAN

HOYA Corporation PENTAX Yamagata Factory
4-1, Hinode-cho, Nagai-shi, Yamagata, 993-0012 JAPAN

KOPIA SUHLASI
ale. 2. S ORIGINALO
UNIVERZITA KOMENSKEHOg\ ARISibivEa

LEKARSKA FAKULTA
81372 Brutialuva 1, Spitalska 24

TUQSUD Product Service GmnH : Zeritiziersteilo lidlerstrasse 65 - 80:339 Munchen ierrany



ES vyhlasenie o zhode

Ohlasovatel (distribator / dovozca) zdravotnickych pomocok :

Meno firmy: Medilas s.r.o.
Avdresa Malinova 2/A, 811 04 Bratislava
ICO i 3133 2528

vyhlasuje zhodu

na zdravotnicku pomécku triedy Ib

TEKNO TOM 141 DPS s prislusenstvom, kéd SUKL P 70268

dovazanu firmou:

Meno firmy: Medilas s.r.o.
Adresa Malinova 2/A, 811 04 Bratislava
ICO 3133 2528

na zaklade certifikatov a dokumentacie vyrobcu

Meno firmy: Tekno-Medical Optik-Chirurgie GmbH & Co.KG
Adresa Sattlerstrasse 11, 78532 Tuttlingen, Nemecko
ICO

a v sulade

so zdkonom NR SR €. 264/1999 Z.z. — § 12, ods. 2, pism. b, o technickych poZiadavkach na
vyrobky, o posudzovani zhody a o zmene a doplneni niektorych zdkonov v zneni neskorsich
predpisov

- s nariadenim vlady SR €. 572/2001 Z.z. v zneni neskorSich predpisov, ktorym sa ustanovuji
podrobnosti o technickych poziadavkach a postupoch posudzovania zhody ZP
so zdkonom NR SR €. 140/1998 Z.z. o liekoch a zdravotnickych poméckach v zneni neskorSich
predpisov

Vyrobca zodpovedé za kvalitu a bezpecnost vyrobenych zdravotnickych pomdcok, ktoré boli
vyrobené v sulade s normami a poziadavkami smernice 93/42 EEC (MD)

Podkladom pre vyhlasenie o zhode boli doklady :

certifikat CE/EC ¢. 0287.01.11/5, platny do 4.7.2013, €. NB — 0483, ¢. 0287.02.11/4, platny do
4.7.2013, €. NB — 0483

certifikat systému kvality vyroby ¢. 0287.48.11/1, 1SO Certifikat, platny do 4.7.2013; C.

0287.55.01/1, ISO Certifikat, platny do 4.7.2011, vydany mdc medical device certification GmbH

deklaracie konformity vyrobcu

- registracné Cislo SUKL 2011/01276 z 9.11.2011

K posudzovaniu zhody bola vyuzita norma
STNEN ISO 14971: 2003 Zdravotnicke pomdcky. Aplikacia manaZérstva rizika pri ZP.

V Bratislave, dna 10.4.2012

Ing: Vladjm
Fax
Kap
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