~20U

techn0|ogies MONOGRAM Technologies, spol. s r.0. | Cintorinska 3/B | 811 08 Bratislava | Slovakia
T +421 650 405 378 | F+421 2 3214 4378 | www.monogram.sk | info@monogram.sk ICO

m o n oq ra 35952962 | IC DPH SK202206130S | BANKA 262 152 1705/1100

Odovzddvaijtici:

MONOGRAM Technologies, spol. s r.o.

Cintorinska 3/B
811 08 Bratislava
ICO: 35 952 962

ObjednavkalKZ:

PREBERACI PROTOKOL
Preberaijltici:

Spitalska 24
842 15 Bratislava

LF UK v Bratislave

Dodavka pristrojov a zariadeni v ramci projektu ,,Aplikovany vyskum
trajektorii pohybov rik v oblasti laparoskopickych a endoskopickych operacii’, kéd

ITMS projektu 26240220056.

Predmet odovzdania: Laparoskopicka veZza GIMMI s prislusenstvom

S.0504.24

S.2080.05 MS

S.2080.30 MS

S.2000.71

S.2046.10 ISD

S.5106.60

E.8230.45X
SET

S.2947.00 Il SE

T.5450.00 SET

Popis

HD medicinsky LCD MONITOR, SONY 24”
VC: 3102159 43220658

Digitalna kamerova jednotka GIMMI AlphaVersatile Il HD
VC: 1201CE428 44201194

Kamerova hlavica HD pre GIMMI AlphaVersatile Il HD
VC: 2675 43213092

Zoom objektiv pre kamer.hlavicu, F =16 - 34 mm
VC: 11042061 43214466

Digitalna videodokumenta€na jednotka GIMMI Alpha MultiStore
VC: 06CE10GIMMISD141 44206126

Xendénovy Svetelny zdroj GIMMI AlphaXenon Light 180 W
VC: 920255 43221852

Svetlovodivy kabel, 0 4.8 mm, 230 mm
VC: 44200529 93/15487-93/15511

Digitalny Insuflator GIMMI AlphaDuoLap, 45 | verzia, so systémom SE

VC: 1112917 43220499

Odsavacia a preplachovacia pumpa GIMMI Purgator Plus
VC: 1213152 44203346
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T.5200.40 Set hydrofébnych sterilnych filtrov pre odsavaciu a preplachovaciu pumpu
VC: P-237-2010-04 44208218

Rucka na preplach a odsavanie

T.0032.15 VC: 43218048 59755
Tubus 0 5 mm ku T.0032.15
T.0032.07 VvC: 43217080 59301
Sada bakterialnych hydrofébnych filtrov pre insuflator
S.2815.50 80-
042-00-04 Elektrokoagula¢na jednotka xxxxx Maxium
vC: ME402M0603123982
Ergonomické drzadlo na elektrédy s 2 spinacmi
T.9101.46
VC: 44202530
T.1913.00-12
Sada elektréd na drzadlo T.9101.46
B.9100.76
Bipolarna pinzeta, 20 cm, rovné zakonc¢enie, tupa
VC: 44204390 915729
T.9540.01
Monopolarny kabel, 3 m
VC: 44202295
T.5768.06
Bipolarny kabel, 3 m
VC: 44205603
S$.1120.31 Mobilny stojan pre laparoskopickt vezu GIMMI AlphaLine 45, so zasuvkou

VC: 51036170-002 44200371

S.1000.35 SET drziak na monitor

VC: 44200775

S.1000.89 drziak na CO: flaSu
VC: 43223577

S.1000.96 drziak na upevnenie kamerovej hlavy
VC: 44200774, 43119011

S.1100.39 drziak na upevnenie kabla
VC: 43221776

'INIVERZITA KGMENSKEHO V BRATISLAVE
LEKARSKA FAKULTA

1*1.372 Briiljoilava 1. Spilalska 24


mailto:info@monogram.sk
http://www.monogram.sk/

technologies

monodra

MONOGRAM Technologies, spol. s r.o. | Cintorinska 3/B | 811 08 Bratislava | Slovakia T
+421 650405 378 | F+421 2 3214 4378 | www.monogram.sk | info@monogram.sk ICO
35952962 | IC DPH SK2022061305 | BANKA 262 152 1705/1100

S.2046.99 Podstavec-rameno pre pridavnu jednotku

VC: 43221263

Dokumentacia:
Miesto odovzdania:

Datum odovzdania
do prevadzky:

Zarucéna doba:

- vyhldsenie o zhode, certifikat

LF Univerzity Komenského, Spitalska 24, 842 15 Bratislava

14.5.2012
24 mesiacov, t.j. do 13.05.2014

Tovar bol odovzdany do prevadzky funkény a bez zavad.

Datum odovzdania: 14.5.2012

"* *H'tOtOO»C
Clniorforiki; 3/B, H 08 Bratislava !

C0:35"932, m-i:

SK?.022p61305 152 1703//m (U

Za MONOGRAM Technologies, s.r.o. odovzdal:

Ing. Mgr. Vladimir Drozd

Za Univerzita Komenského v Bratislave, prevzal a potvrdzuje, Ze tovyar je dodany v zmysle zmluvnych

podmienok:

UNIVERZITA KOMENSKEHO V BRAIISLAVE
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Endoscopic Technology

GIMMI GmbH Postfach 8 D-78501 Tuttlingen/Germany

CE - Conformity Statement according MDD 93/42/EWG, Annex Il

Gimmi GmbH
Chirurgische InStrumente
Carl-ZeiB-Str. 6
D-78532 Tuttlingen

Produkt: , , :
Product: Endoscopic Equipment and Surgical Instruments

Class llIAund il B

The above described medical products are in conformity with:

Document-Number |Document Title Edition
93/42/EWG Richtlinie 93/42/EWG des Rates uber Medizin-
produkte 14.06.93
Directives 93/42/EEC of the board for medical devices
ISO 13485 Quiality assurance System for Medical products 2003
MPG Germéan Medical product Law 06/2001
DIN 100 Deutsche Industrie Norm
CFR21 Good Manufacturing Practice (FDA) 04/2002
IEC 60601 Requirements for electrical medical Products 12/2001
DIN 58298 Instruments -Material, Manufacturing and Inspection 2005-01

additional information:

QM-System zertifiziert nach 93/43/EWG Anhang Il QM-System certified according 93/42/EWG Annex
durch TUEV Product Service GmbH, Munchen I by TUEV Product Service GmbH, Munchen

Bei einer nicht mit uns abgestimmten und nachweisbar durch uns authorisierten Anderung des
Produktes verliert diese Erklarung ihre Giiltigkeit.

If this product is altered in any way, and such alterations are not authorised by us, this

certification becomes invalid.

_ GlimiE (&)
27th April 2@MMI gvBH o

................... Sel: Z0i8: 8. 6 - D- 78532 Tuttingen |
Datum / Firm@stem pep 90-0 - Fax 95590-33

UNIVERZITA KOMENSKEHO V' BRATISLAVE

LEKARSKA FAKULTA
%1372 Brutisluva 1, Spitilska 24

| f Ing. Adela Kubiniova
: . tajomnicka LF UK

-5 - ' - il
GIMMI GmbH Telefén +49 (0)7461/9 65 90-0 Kreissparkasse Tuttlingen (BLZ 643 500 70) 7 508 Geschiftsfuhter: Thilo Henzler
Carl-Zeiss-Strafte 6 Telefax +49 (0)7461/965 90-33 D-78532 BIC-Code/SWIFr-Code: SOLADES1TUT « IBAN DE916435 00700000007508 Amtsgericht Stuttgart
TUTTLINGEN info@gimmi.de Deutsche Bank (BLZ 653 70075) 218481000 HRB 450213
Germany www.gimmi.de SWIFI-Code: DEUTDESS603 Ml IBAN DE84 653700750218481000 USt-1d.-Nr. DE 142940512

Commerzbank AG (BLZ 643 800 11) 02 750 788 00
SWIFI-Code: DRESDEFF643 - IBAN DE46 6438 00110275 078800
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product Service

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

No. G1 08 06 44166 009

Manufacturer: GIMMI GmbH
Cari-Zeiss-Strasse
6 78532 Tuttlingen
GERMANY

Facility(ies): GIMMI GmbH
Carl-Zeiss-Strasse 6. 78532 Tuttlingen, GERMANY

ProdlJCt HF Instruments and accessories,

Category(ies): HF urits. endoscopic systems and accessories,
insufflators, surgical instruments (class Ha), trachotomy
tubes, orthopedic implants, aneurysm clips (class Ill),
sterile single use trocar, arthro-perfusion pump

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

Report No.: 71334592

Validuntil: 2013-07-12

v L

Reiner Krumme

Déte, 2008-07-13

TUV SUD Product Service GmbH is Notilied Body according to Councii Direciive 93/42/EEC
concerning medical devices with Identification no. 0123
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TUV SUD Product Service GmbH Zertifizierstelle Ridlerstrasse 65 80339 Munchen Germany
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