[H] HYPOKRAMED’

Operatni svitidla - Nemocnice Kolin - COS
Varianta a) dvouramenné svitidlo

nazev polozky

pocet ks

Operaéni satelit TL 5500; 160.000Ix;0svétlena plocha 16-30cm; 3500-5000K;
Ra 96 /R9 97

2

Operatni satelit TL 5310; 140.000Ix;0sv&tlend plocha 16-30cm; 3500-5000K;
Ra 96/ R9 97

ovladani barevné chromaticnosti

Kotveni do stropu

Tubus do stropu - 1000mm délka

Rameno ke svitidlu - dvouramenné (1200/1050)

Elektricky zdroj ke svitidlim (230V)

Sterilnf driaky k stelitim (3ks/baleni)

Sterilnf dridky ke svitidlu s kamerou

Nasténné multifunkéni ovlddani svitidel

Kryct krouZek k tubusu
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Varianta b) tfiramenné svitidlo

nazev polozky

poctet ks

Operatni satelit TL 5500; 160.000Ix;0svétlend plocha 16-30cm; 3500-5000K;
Ra 96 /R9 97

3

Operacéni satelit TL 5310; 140.000Ix;0svétlend plocha 16-30cm; 3500-5000K;
Ra 96 / R9 97

Ovladén( barevné chromatitnosti

Kotveni do stropu

Tubus do stropu - 1000mm délka

Rameno ke svitidlu - tfframenné (1200/1050/900mm)

Rameno k monitoru (nosnost 13-26kg)

Elektricky zdroj ke svitidlim (230V)

Sterilnl dridky k stelitim (3ks/balenl)

Sterilnf dridky ke svitidiu s kamerou

N4sténné multifunkénf oviddani svitidel

Krycl krouZek k tubusu
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Kamerové jednotka - TruVidia 5000 kamera, ovlddacl jednotka. USBvstup,
LAN vstup)




Prohlaseni uchazece

Prohlasuji na svou cest, Ze spoleénost Hypokramed s.r.o. bude
vefejnou zakazku realizovat bez poddodavateld.

Nazev dodavatele (vé. pravni formy) Hypokramed s.r.o.

Sidlo / misto podnikani Cistovicka 95/13, 163 00 Praha 6

IC 496 16 528

w

DIC CZ49616528

. Digitalné podepsal
Vratl SIaV Vratislav Roubal
Datum: 2023.01.23
ROUbaI 14:06:55 +01'00'

podpis osoby oprdvnéné za uchazece jednat
Vratislav Roubal, jednatel



m Hillrom. EU Declaration of Conformity for Medical Devices

Toto je prohla¥eni o shodé utingné na zhkladé ¢lanku 192 naflzen/ MDR 2017/745/EU.

Vyjrobee: TRUMPF Medizin Systeme GmbH + Co. KG

Obchodn/ adrasa: Carl-Zeiss-Str, 7-2
07318 Saalfeld
Némecko

Jednotné registratnd Eisto: SRN is not available until EUDAMED is fully operational and
enforced by EU (Article 33 in EU MDR 2017/ 745; amendment
2020/561-1130}

Popis vyrobku TruLight 5000 / 3000 - Surgical Light

Nazev vyrobku / referendni &lsto: Trulight 5000 / 3000 Celling Single - 4038110

TruLight 5000 / 3000 Maobile - 4038120
Trulight 5000 / 3000 Wall - 4038130
Trulight 5000 / 3000 Pendant - 4038140
Trullght 5000 / 3000 Ceiling Buo - 4038210
Trulight 5000 / 3000 Celling Trio -4038310
TruLight 5000 / 3000 Ceiling Quad -4038410

Kiasifikace: Tfida | {podle &. 52 bodu 7 nafzeni 2017/745/EV)

Kéd a term(n GMDN: 12282 Operating Light

Kaod UMDNS: 12-282

Z4kladni UDI-DE 0887761GMN0GO021TY

Platnd pro: Vyrobky, na které se vitahujf postupy prohldseni o shods,

mohau zahrnovat viechny.

V platnosti do. 08 kvétna 2025

Kaidy druh zdravotnického prostiedku, na ktery se yatahuje technickd dokumentace, splfiuje pfed doddnim
pisiudna ustanavent zékladnich pofadavkil a klasifikanich pravidel,

PouZité normy/spoleéné specifikace: Viz pilofend pflloha pro vice norem

Na svou vyhradni odpovédnost prohladujeme, $e pifsluiné vyrobky, vietng piistuenstvi a souddsti, byly vyvinuty,
vyrobeny a testovény v souladu s pfisluényrni ustanovenimi



Hillrom. EU Declaration of Conformity for Medical Devices

NaFfzeni Evropského parlamentu a Rady (EU) 2017/745 ze dne 5. dubna 2017 0 zdravotnickych prostiedcich

Smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. éervna 20110 omezeni poufivini nékterych

nebezpetnych latek v elektrickych a elektronickych zafizenich

Smérnice Evropského parlamentu a Rady 2012/19/EU ze dne 4. ervence 2012 0 odpadnich elektrickych a

elektronickych zafizenich (OEEZ)

Nafizeni Evropského parlamentu a Rady (ES) & 1907/2006 ze dne 18, prosince 2006 0 registraci, hodnocenl,
povolovani a omezovéani chemickych latek (REACH)

parlamentu a Rady 2014/53/EU ze dne 16. dubna 2014 0 harmonizaci pravnich pFedpisd

Smérnice Evropského
Zlenskych statd tykajicich se uvddéni radiovych zafizeni na trh

{inora 2014 o harmonizaci prévnich pfedpist

$mérnice Evropského parlamentu a Rady 2014/35/EU ze dne 26.
$itf v uréitych mezich napéti na trh

enskych stati tykajicich se uvad&n( elektrickych zaFizeni uréenych k pou

smérnice Evropského parlamentu a Rady 2014/30/€EU ze dne 26. inora 2014 0 harmonizaci prévnich pfedpisi

tlenskych statd tykajicich se elektromagnetické kompatibility

platné, kdykoli se zdravotnicky prostfedek pouiiva v rozporu se zamyslenym Uéelem, a pokud
chvéleni vyrobcem.

q

Toto prohldsen je ne
jsou jakékoli zmény zdravotnického prostfedku provedeny bez pfedchoziho s

Saalfeld, 2020-5-08




m Hillrom. EU Declaration of Conformity for Medical Devices

Piiloha:

Nasledujfcl tabulka obsahuje viechny pouiité normy:

Product related standards:

EN 1041 Information supplied by the manufacturer of medical devices

EN IS0 15223-1 Medical devices - Symbols to be used with medical device labels, labelling and information
to be supplied - Part 1: General requirements

[EC 60601-1 Medical electrical equipment - Part 1: General requirements for basic safety and essential
performance

IEC 60601-1-2 Medical efectrical equipment - Part 1-2: General requirements for basic safety and essential
performance - Collateral standard: Electromagnetic disturbances - Reguirements and tests

|EC 60601-2-41 Medical electrical equipment - Part 2-41: Particular requirements for basic safety and
essential performance of surgical luminaires and luminaires for diagnosis

IEC 60825-1 Safety of laser products - Part 1: Equipment classification and requirements

IEC 62471:2006 Photobiological safety of lamps and lamp systems

Others:

EN ISO 13485 Maedica! devices - Quality mana gement systems - Requirements for regulatory purposes

EN 150 14971 medical devices - Application of risk management to medical devices

}EC 60601-1-6 Medical electrical equipment - Part 1-6; General requirements for basic safety and essential
performance - Collateral standard: Usability

IEC 62366-1 Medlcal devices - Part 1: Application of usability engineering to medical devices

{EC 62304 Medical device software - Software life-cycle processes

tEC 60601-1-9 Requirements for environmentally conscious design

EN 50581 Technical documentation for the assessment of electrical and electronic products with

respect to the restriction of hazardous substances



Dalibor Geiger
Hypokrameds.r.o.

has successfully participated in our Virtual Learning Session from 27 September 2021
to01 October2021.

The training covered following Surgical Lights:

e Trulight™ 1000 Examination Light

e Trulight™ 3000 Surgical Light

o Trulight™ 5000 Surgical Light

¢ ILED™ 3 Surgical Light

o ILED™ 5 Surglcal Light

e ILED™ 7 Surgical Light

¢ TruVidia™ SD/HD/3D Camera System
e TruVidia™ WIreless Camera System

Heré wnh Dohboerger|sou'rhor+zed to conductmstoﬂchonJ repairand
jOI tenance as well as instructions fof the above mentioned equipment.
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Jan Stéch
Hypokramed s.r.o.

has successfully participated in the Product Training session on Surgical Solutions
conducted in April 2022 in Pluvigner, France.

The training covered following products:

¢ Surgical Tables
« Surglcal Lights & Pendants
« Helion Integrated Surgical System

Herewith Jan §téch is authorized to conduct product instructions for the products
mentioned above.

This certificate-is valid fora period of 2 yéofs.

il

Hillrom

uvigner, April 2022
R









