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VEC: Vyhlasenia o zhode ponukanych zariadeni

V zmysle dokumentu Sutazné podklady, bodu 18.8. Vyhlasenia o zhode na
ponukany tovar prislusnej ¢asti predmetu zakazky verejného obstaravania, verejne;j
sutaze s nazvom Digitalizovana patolégia podporovana umelou inteligenciou —
HW (ref. €. spisu S19333-2025-0ZZ-15, KORIGENDUM zo dia 11.7.2025 ref. &. spisu
S19333-2025-0ZZ-36) uverejnenom pod &islom oznamenia v Uradom vestniku
S:106/2025, €. 359955-2025 zo dna 04.06.2025 predkladame Vyhlasenia o zhode

ponukanych zariadeni v Strukturovanej forme.

Typ ponukaného zariadenia

Ponukané zariadenie

Cast’ predmetu zakazky

PC zostava All-In-One - Dotykovy

HP ProOne 440 G9 All-In-
One Touch

1,2,3.,4.,5.,6.,7,8.,9, 10,
11.,12., 13.

Citacka ¢iarovych kédov

Zebra (Motorola) typ
DS2208

1,2,3,4,5,6.,7,8,9,10,
11.,12., 13.

Fotodokumentaéné zariadenie
(Macrostation)

PathStation™ G20

1,2,3,4,5,6.,7,8,9,10,
11., 13.

Tlagiarefi na bloCky

Epredia™ NOVA Laser
Cassette Printer
Epredia™ VEGA laser
cassette printer

4,5,6.,7.,8.,11,13.

2.,3.,9,10.

Tladiaren na sklicka

Epredia™ SlideMate Pro
Dual-Hopper Slide Printer
Epredia™ SlideMate AS
Slide Printer

1,2,3,4.,5,6.,7,8.,9,10,
11.,12., 13.
2.,3.,7,9,10,12,13.

Tladiarefi na lepiace Stitky

Zebra typ ZD621t

1,2,3.,4.,5.,6.,7,8.,9,10,
1.,13.

Digitalny celoskli¢kovy skener

Softvér pre manazment pripadov

Nastroje Al

PC zostava — Lekarska pracovna
stanica

PC zostava — Lekarska pracovna
stanica - Displej

Server + Diskové pole

Pannoramic 1000DX
Pannoramic P480DX
Pannoramic P250DX
Pannoramic P75DX
CaseManager DX,
ClinicalViewer
Diagnostic Applications:
MembraneQuant (HER 2,
PD-L1)

NuclearQuant (ER, PR, Ki-
67)

HP Z4 G5

LG 32HL512D-B

Alletra Storage Server
4110 - 200TB
Alletra Storage Server
4110 - 300TB

11.

4.
1,2,6.,9,10, 11,12
3.,5,8.,13.

7.

1,2,3.,4.,5,6.,7,8.,9, 10,
11.,12., 13.

1,2,3.,4.,5,6.,7,8.,9., 10,
11.,12., 13.

1,2,3.,4.,5,6.,7,8.,9, 10,
11.,12., 13.
1,2.,3.,4,5,6.,7,8.,9,10,
11.,12., 13.

3.,5,7,11.,13.

1,2,8.,9.,10.
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Zalozny zdroj

Zalozny zdroj Rack

Zariadenie na digitalizaciu hlasu
s prislusnym HW a SW

vybavenim
Makroskopicky stol

MUDr. Kristian Flek

konatel spoloCnosti

V Bratislave 21.07.2021

Alletra Storage Server
4110 - 600TB

CyberPower OLS1500EA-
DE

APC Smart-UPS X 2200VA
LCD

NEWTON Dictate 5
Professional

Excidacny sté6l D-LAB
1650 s integrovanym
ventilatorom

b
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(cs) PROHLASENI O SHODE / (bg) AEKNAPALIUA 3A CbOTBETCTBME / (sk) VYHLASENIE O ZHODE
/ (da) OVERENSSTEMMELSESERKLZRING

(cs) Jméno vyrobce

(bg) HaumeHoBaHMe Ha NpousBoaUTENA
(sk) Meno vyrobcu

(da) Producentens navn

(cs) Adresa vyrobce

(bg) NpoussoauTens Agpec

(sk) adresa vyrobcu

(da) Producentens adresse

(cs) vyhovuje nasledujicim specifikacim a nafizeni produktu
(bg) 3anBABa, Ye NPOAYKTLT

(sk) prehlasuje, Ze vyrobok

(da) erklzerer, at produktet

(cs) Nazev produktu a model>2

(bg) Ume Ha npoaykTa M mogen>?

(sk) Nazov produktu a model®

(da) Produktnavn og Model>2

(cs) Regulaéni &islo modelu®!

(bg) HopmaTtnBeH Homep Ha mogena
(sk) Regulagné ¢&islo modelu®?!

(da) Lovpligtigt modelnummer>!

5.1

(cs) Moznosti vyrobku

(bg) Onuum Ha npoaykTa

(sk) MoZnosti vyrobku

(da) Produkt Valg

(cs) vyhovuje nasledujicim specifikacim a nafizeni produktu

(bg) cboTBeTCTBA Ha CnegHMTe cneuMdUKaLMM Ha MPOAYKTA U PEerlaMeHTH
(sk) spifia nasledujtice $pecifikicie a nariadenia produktu

(da) opfylder fglgende produktspecifikationer og forordninger

(cs) Bezpeénost / (bg) BesonacHoct / (sk)
Bezpeénost / (da) Sikkerhed

IEC 60950-1:2005 +A1:2009 +A2:2013

IEC 62368-1:2018

EN IEC 62368-1:2020 +A11:2020

EN 50665:2017

EN 50663:2017

EN 62311:2008

EN 62479:2010

EMC

EN 301 489-1V2.2.3

EN 301 489-3V2.1.1

EN 301 489-17V3.2.4

EN 55032:2015+A11:2020 Class B
EN 55035:2017+A11:2020
CISPR 32:2015+A1:2019

EN 61000-3-2:2014

EN 61000-3-3:2013 +A1:2019
FCC CFR 47 Part 15

ICES-003, Issue 7

(cs) ekodesignu / (bg) ekoausaiina / (sk) ekodizajne / (da) miljgvenligt design
Regulation (EU) No. 617/2013
EN 62623:2013

RoHS

EN IEC 63000:2018

(cs) Produkt timto odpovida pozadavkim nasledujicich €3

(bg) MpoAyKTLT TYK OTrOBapsA Ha M3UCKBaHWATA Ha CIEAHOTO U CbOTBETHO CE€ hocn
3HameTo

(sk) Produkt tymto spifia poZiadavky nasledujiceho a podla toho nesie oznagenie
ce

(da) Produktet overholder hermed kravene i fglgende og bzerer CE maerket i
overensstemmelse hermed

UK ONLY: Thlijlgroduct herewith complies with the requirements of the following and

carries the €A marking.

(cs) EMC / (bg) EMC / (sk) EMC / (da)

DoC #: HSC-1003-24- R7

HP Inc.

1501 Page Mill Road, Palo Alto, CA 94303-1112 USA

HP ProOne 440 23.8 inch G9 All-in-One Desktop
PC;HP ZHAN 99 Pro 23.8 inch G9
All-in-One Desktop PC

HSC-1003-24

(cs) Viz ptilohal |

(bg) Bk npunoxeHnue |
(sk) Pozri prilohu |

(da) Se bilag |

(cs) Radiové spektrum / (bg)
PaguouectoTHUAT cnektbp / (sk) Radiové
spektrum / (da) Radiofrekvenser

EN 301893V2.1.1

EN 300328 V2.2.2

EN 300 440V2.2.1

EN 303 687 V1.1.1

Radio Equipment Directive 2014/53/EU
Ecodesign Directive 2009/125/EU

RoHS Directive 2011/65/EU

Battery Regulation 2023/1542

Radio Equipment Regulations 2017
Ecodesign for Energy-Related Products Regulations
2010



(cs) PROHLASENI O SHODE / (bg) AEKNAPALIUA 3A CbOTBETCTBME / (sk) VYHLASENIE O ZHODE / (da)
OVERENSSTEMMELSESERKLARING

DoC #: HSC-1003-24- R7

Restriction of the Use of Certain Hazardous
Substances in Electrical and Electronic Equipment
Regulations 2012

U.S. ONLY: This device complies with part 15 of the FCC Rules. Operation is subject to the following two conditions:
(1) This device may not cause harmful interference, and (2) this device must accept any interference received, including interference that may
cause undesired operation.

(cs) Dalsi informace

(bg) AonbnHUTENHA MHOPMALMA

(sk) Dalsie informécie

(da) Yderligere information

5.1)

(cs) Tento produkt je pridéleno regulatorni ¢islo modelu, ktery zlstava s regulaénimi aspekty konstrukce. Pocet Regulacni model je hlavnim
identifikdtorem produktu v regula¢ni dokumentaci a protokoly o zkouskach, toto ¢islo by nemélo byt zaménovano s marketingovym nazvem
nebo cisla produktu.

(bg) To3n NpoAYKT MMa HOPMAaTMBEH HOMEP HAa MOAE/Na, KOMTO OCTaBa C perynaTopHMTe acnekTn Ha ausaH. Homep Ha HopmaTueeH mogen e
MAeHTUOMKATOPA OCHOBEH NPOAYKT B HOPMATUBHATA AOKYMEHTALMA U NPOTOKONM OT U3NUTBaAHUA, TO3N 6poit He TpsbBa Aa ce 6bpKa ¢
nasapHOTO MMe UM HOMEpPA Ha NPOAYKTa.

(sk) Tento produkt je pridelené regulacné ¢islo modelu, ktory zostava s regula¢nymi aspektmi konstrukcie. Pocet Regulacny model je hlavhym
identifikdtorom produktu v regulaénej dokumentacii a protokoly o skuskach, toto ¢islo by sa nemalo zamieriat s marketingovym nazvom alebo
s vyrobnymi ¢islami.

(da) Dette produkt er tildelt et lovpligtigt modelnummer, som forbliver de lovgivningsmaessige aspekter af den design. Det lovpligtige
modelnummer er det vigtigste produkt-id i den lovgivningsmaessige dokumentation og testrapporter, bgr dette antal ikke forveksles med navn
markedsfgringen eller varenumre.

5.2)

(cs) Tento vyrobek byl testovan v typické prostredi HP ve spolupraci s hostitelskym systémem HP.

(bg) To3n npogyKT e n3npobsaH B TMNMYHA HP cpesa BbB Bpb3Ka ¢ XocT cuctema HP.

(sk) Tento vyrobok bol testovany v typickej prostredi HP v spolupraci s hostitelskym systémom HP.

(da) Dette produkt blev testet i en typisk HP-miljg i forbindelse med en HP host system.

(cs) Oznamen oznameny organ vydal uvedeny osvédceni o zkousce typu EU podle
pfilohy Il pro zakladni poZadavek ¢lanku 3.2 ¢ervené smérnice.

(bg) N36poeHnAT yBegomeH opraH usgane nsbpoeHus ceptuduKar 3a U3nuT 3a
m3nuteaHe Ha EC, cnopepn npunoxeHue lll, 33 OCHOBHOTO U3MCKBaHe Ha YneH 3.2 oT
Oupektusata RED.

(sk) Uvedeny oznameny organ vydal uvedeny osvedéenie o skigke typu EU podla

prilohy 111, pokial ide o zakladnu poziadavku ¢lanku 3.2 ¢ervenej smernice. Notified Body: TIMCO Engineering, Inc.
(da) Det anfgrte meddelte organ udstedte det anfgrte EU-eksamenseksamen i Notified Body Number: 1177
henhold til bilag 1l for det vaesentlige krav i artikel 3.2 i det rgde direktiv. Certificate ID: E1177-211448
UK ONLY: The listed Notified Body issued the listed UK-type examination certificate, Notified Body: TIMCO Engineering, Inc.
according to Annex IlI, for the essential requirement of article 3.2 of the RED Notified Body Number: 1177
Directive. Certificate ID: U1177-211064

/A C o "‘:': 2
Palo A|t0, CA XC’,."( L/’,.i/f | oo 2202 .

19-03-2024 Gilles Soulard, Manager
Consumer PC

(cs) Lokalni kontakt pro informace pouze o smérnicich
(bg) Local KOHTaKT 3a perynaTopHu Temun camo
(sk) Lokalne kontakt pre informacie iba o smerniciach
(da) Lokal kontaktperson for regulative emner

EU: HP REG 23010, 08028 Barcelona, Spain
UK: HP Inc UK Ltd, Regulatory Enquiries, Earley West, 300 Thames Valley Park Drive, Reading, RG6 1PT
us.: HP Inc., 1501 Page Mill Road, Palo Alto 94304, U.S.A. 650-857-1501

Email: reg@hp.com www.hp.eu/certificates
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(cs) PROHLASENI O SHODE / (bg) AEKNAPALIUA 3A CbOTBETCTBME / (sk) VYHLASENIE O ZHODE / (da)
OVERENSSTEMMELSESERKLARING

DoC #: HSC-1003-24- R7

(cs) PRILOHA |
(bg) NPUNOMEHMUE |
(sk) PRILOHA |
(da) BILAG |
(cs) Regulacni ¢islo modelu (RMN)
(bg) HopmatmeeH Homep Ha mogena (RMN)
(sk) Regulacné cislo modelu (RMN)
(da) Lovpligtigt modelnummer (RMN) HSC-1003-24
1 (cs) POPIS | 2 (cs) RMN VOLBA*
1 (bg) ONMNCAHMUE | 2 (bg) RMN Onuna*
1 (sk) OPIS | 2 (sk) RMN VOLBA*
1 (da) BESKRIVELSE | 2 (da) RMN OPTION*

1

2

Power Adapter TPN-XA19

TPN-XA28

TPN-XA22

TPC-XA60

TPN-XA25

TPN-XA18

TPN-XA20

TPC-XA62

TPC-XA61

Wireless LAN+Bluetooth Combo AX211INGW

RTL8821CE

RTL8852BE

(cs) *Tam, kde X predstavuje libovolny alfanumericky znak
(bg) *KoraTo X npeacTaBnsBa BcAKa anda umdppos 3HaK

(sk) *Tam, kde X predstavuje fubovolny alfanumericky znak
(da) *Hvor X betegner en hvilken som helst alfanumerisk tegn
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Prekladatel:

Zadavatel:

Cislo spisu (objednavky):
PREKLAD ¢islo:
z jazyka anglického do slovenského jazyka

Predmet prekladu:

Potet strdn prekladanej listiny / pocet stran prekladu:

Podet odovzdanych vyhotoveni:

Mgr. Branislav KoZa

Zelezniéna 1A

821 07 Bratislava

Slovenska republika

123 preklady.eu Slovakia, s.r.o.
Ostrovského 2

040 11 Kosice

ZL_38446

272/2025

Vyhlasenie o zhode
1/1
1

Translator:

Tendering authority:

File (Purchase Order) number:

TRANSLATION number:

From English language to Slovak language

Subject of translation:

Number of pages of original document / translation:

Number of copies submitted:

Megr. Branislav Koza

Zelezniénd 1A

821 07 Bratislava

Slovenska republika

123 preklady.eu Slovakia, s.r.o.
Ostrovského 2

040 11 Kosice

ZL_38446

272/2025

Declaration of Conformity
1/1
1



EU DECLARATION OF CONFORMITY Ql'h* ZEBRA

Manufacturer Name: Zebra Technologies Corporation
Manufacturer Address: 1 Zebra Plaza, Holtsville, NY 11742-1300
This Declaration of Conformity is issued under the sole DS2208 Scanner

responsibility of the manufacturer.

The undersigned hereby declares that the above referenced product is in Conformity with European Directives 2014/30/EU,
2014/35/EU & 2011/65/EU (as amended by Directive (EU) 2015/863) and FCC/ISED Rules & Regulations applying relevant
Harmonized Standards and other technical specifications:

EMC Standards

EN 55032:2015/A11:2020 (Class B)

EN 55035:2017/A11:2020

EN 61000-3-2:2014 (Class A)

EN IEC 61000-3-2:2019/A1:2021 (Class A)
EN 61000-3-3:2013

EN 61000-3-3:2013/A2:2021

47 CFR Part 15, Subpart B, Class B
ICES-003 Issue 7, Class B

Health & Safety Standards

EN 62368-1:2014/AC:2015

EN 62368-1:2014/A11:2017

EN IEC 62368-1:2020/A11:2020

IEC 62368-1 (ed.2)

IEC 62368-1:2018

UL 60950-1, second edition, CAN/CSA-C22.2 No. 60950-1-07
IEC 62471:2006 (Ed.1.0); EN 62471:2008 (LED)

Environmental Standards
Restriction of Hazardous Substances (RoHS) EN IEC 63000:2018

US company representative for FCC Supplier's Declaration of Conformity (47 CFR Part 2.1071 to 2.1077) is Larry
Zhou and can be reached at larry.zhou@zebra.com.

Signed on behalf of Zebra Technologies Corporation

(Signature of authorized person) Date of Affixing the CE Mark: 29 November 2016
Marco Belli Rev: E
Sr. Manager, Regulatory Date: 1 April 2022

Place: Bourne End

Zebra Technologies Europe Limited

Dukes Meadow, Millboard Road, Bourne End, Buckinghamshire SL8 5XF, Company No: 02881068, Telephone: +44 1628 556000
Zebra Technologies Corporation

3 Overlook Point, Lincolnshire, IL 60069, Telephone: +1 847 634 6700

DS2208 Rev E www.zebra.com Page 1 of 1
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http://www.zebra.com/

PREKLADATELSKA DOLOZKA

Preklad som vypracoval ako prekladatel zapisany v zozname znalcov, timoénikov a prekladatelov, ktory
vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore slovensky jazyk - anglicky jazyk,
evidencné Cislo prekladatela: 971324

Preklad je v denniku zapisany pod ¢islom: 272/2025

Preklad suhlasi s prekladanou listinou.

Preklad sdhlasi s prekladanou listinou. Som si vedomy nasledkov vedome nepravdivého prekladu.

TRANSLATOR CLAUSE

| made this translation as a translator registered in the list of experts, interpreters and translators
maintained by the Ministry of Justice of the Slovak Republic in specialization Slovak language - English
language, translator id number: 971324

The translation is recorded in translator log under number: 272/2025

This translation is in accordance with the translated document. | am aware of the consequences of
intentionally false translation.






IMAGING"

Take a closer look

6540 Burroughs Avenue < Sterling Heights = Ml 48314-2133
USA Office: +1 586.731.6000  Fax: +1 586.731.6469 * Web: spotimaging.com

CE DECLARATION OF CONFORMITY

Standard(s) to which conformity is declared:

Reference Standard . Applicable Standard

IEC 61010-1 Safety Test (IEC 61010-1:2010, AMDI1:2016)

CISPR 11 Radiated Emission Test (CISPR 11 Class A Edition 6.1 2016-
L) I S

EN 61326-1:2013 . Conducted Emission (EN 55011)

EN 61326-1:2013 . Electrostatic Discharge Immunity (EN 61000-4-2)

EN 61326-1:2013 ' Radiated Susceptibility (IEC 61000-4-3, Edition 3.2 2010-04)

EN 61326-1:2013 _ Electrical Fast Transients/Burst (EN 61000-4-4)

EN 61326-1:2013 | Combination Wave Surge Immunity (EN 61000-4-5)

EN 61326-1:2013 - Conducted Radio Frequency Immunity (EN 61000-4-6)

EN 61326-1:2013 Power Frequency Magnetic Field Immunity (EN 61000-4-8)

EN 61326-1:2013 . Voltage Dips and Interruptions (EN 61000-4-11)

Manufacturer’s Name: Diagnostic Instruments, Inc.

Manufacturer’s 6540 Burroughs

Address: Sterling Heights, MI 48314

Type of Equipment: Electrical Equipment for Laboratory Use

Model No.(s): PT1434: Macro Imaging System
PT72G20: 20MP Camera Head
PT71CNTRL: External Control Box

1, the undersigned, hereby declare that the equipmeni specified above conforms to the

above Directive(s) and Standard(s).
= & 1/(,—

Place: 6540 Burroughs
(Signature)
Date: July 10,2019 1o
(Full Name)
President

(Position)



Preklad z anglického jazyka

SPﬁr';lr\AAGlNG '
Take a closer look

6540 Burroughs Avenue ¢ Sterling Heights « Ml 48314-2133

USA Office: +1 586.731.6000 * Fax: +1 586.731.6469 « Web: spotimaging.com

EU PROHLASENI O SHODE

Normy, se kterymi je prohlasena shoda:

Referenéni norma

PrisluSna norma

IEC 61010-1

Zkouska bezpecnosti (IEC 61010-1:2010, AMD1:2016)

CISPR 11

Zkouska vyzafované emise (CISPR 11 tfida A vydani 6.1 2016-06)

EN 61326-1:2013

Vedena emise (EN 55011)

EN 61326-1:2013

Odolnost proti elektrostatickému vyboji (EN 61000-4-2)

EN 61326-1:2013

Vyzatovana susceptibilita (IEC 61000-4-3, vydani 3.2 2010-04)

EN 61326-1:2013

Elektrické rychlé prechodné jevy/shluk (EN 61000-4-4)

EN 61326-1:2013

Odolnost proti kombinované vin¢ piepéti (EN 61000-4-5)

EN 61326-1:2013

Vedena radiofrekven¢ni odolnost (EN 61000-4-6)

EN 61326-1:2013

Odolnost proti magnetickému poli o sitové frekvenci (EN 61000-4-8)

EN 61326-1:2013

Poklesy napéti a preruseni (EN 61000-4-11)

Nazev vyrobce: Diagnostic Instruments, Inc.

Adresa vyrobce: 6540 Burroughs
Sterling Heights, M|l 48314

Typ zafizeni: Elektrické zafizeni pro laboratorni pouziti

Cislo/¢isla modelu:

PT1434: Macro Imaging Systém
PT72G20: 20MP Camera Head
PT71CNTRL: External Control Box

Ja, nize podepsany, timto prohladuji, Ze vyse uvedené zafizeni je v shodé s vyse
uvedenymi smérnicemi a normami.

Misto: 6540 Burroughs Necitelny podpis

Datum: 10. 7. 2019

(podpis)

Patrick A. Merlo
(celé jméno)
prezident
(funkce)




Tlumoénicka dolozka

Jako tlumocnik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostravé ze dne 19.
cervence 2019, ¢.j. Spr 2390/2018, stvrzuji, ze tento Cesky pieklad souhlasi s anglickym textem
pfipojeného originalu. Tlumoc¢nicky ukon je zapsan v tlumocnickém deniku pod pofadovym cislem
131494/2025.

Ing. Mgr. Pavel Brunda, PhD.
10. Cervna 2025



g FA-Tech Diagnostics Italia Srl.

Declaration of Conformity

according to

Directive 2014/30/EU of the European Parliament and of the Council of 26 February 2014 on the harmonisation of the
laws of the Member States relating to electromagnetic compatibility (EMC).

Directive 2014/35/EU of the European Parliament and of the Council of 26 February 2014 on the harmonisation of the
laws of the Member States relating to the making available on the market of electrical equipment designed for use within
certain voltage limits (LVD).

Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of cer-
tain hazardous substances in electrical and electronic equipment (RoHS) and Commission Delegated Directive (EU)
2015/863 of 31 March 2015 (RoHS III).

Manufacturer
FATech Diagnostics Italia S.r.l.
Via Sisto V, 37 - 63074 San Benedetto del Tronto (AP), Italy

Description Catalogue Number Model code
VEGA MB-97 Laser Cassette Printer #08000038 #5000-E
VEGA MB-97 -8 Laser Cassette Printer #08000062 #5000-E
VEGA SORTER Laser Cassette Printer #08000040 #5100-E
VEGA DUO Laser Cassette Printer #08000041 #5200-E
NOVA Laser Cassette Printer #08000039 #2000-E
Accessories: Catalogue Number Model code
Automated cassette sorter (for VEGA only) #08000042 #5010-D
Dual tray delivery system (for VEGA only) #08000043 . #5020-E

FATech Diagnostics Italia S.r.l. declares under its sole responsibility that the appropriate conformity assessment procedure
has been carried out, that the Office Machine products as per catalogue numbers above are properly CE marked and that
the information is provided in a specified national language.

Reference to Harmonised Standards and Common Technical Specifications (CTS):

— IS0 9001:2015 - Quality management systems — Requirements

~  ISO 14971:2019 - Medical devices — Application of risk management to medical devices

- IEC 61010-1:2010+AMD1:2016 Safety requirements for electrical equipments for measurement, control, and laboratory use - Part
1: General requirements.

- IEC 61010-2-081:2019 Safety requirements for electrical equipment for measurement, control and laboratory use - Part 2-081:
Particular requirements for automatic and semi-automatic laboratory equipment for analysis and other purposes.

- IECEE TRF 61326-2-6:2020. Electrical equipment for measurement, control and laboratory use — EMC requirements Part 2-6: Par-
ticular requirements - In vitro diagnostic (IVD) medical equipment.

- IEC 61000-3-2:2019 Electromagnetic compatibility (EMC) - Part 3-2: Limits - Limits for harmonic current emissions (equipment input
current <16 A per phase).

—  IEC 61000-3-3:2013 Electromagnetic compatibility (EMC) - Part 3-3: Limits - Limitation of voltage changes, voltage fluctuation and
flicker in public low-voltage supply system, for equipment with rated current <16 A per phase and not subject to conditional
connection; +A1: 2019.

- IEC 60825-1:2014 Safety of laser products - Part 1: Equipment classification and requirements.

- EMC Test-report. FCC 47 CFR PART 15 B (US) RADIO FREQUENCY DEVICES, INCL. ICES-003 (Canada) issue 07.

-~ UL 61010-1 Safety Requirements for Electrical Equipments for Measurement, Control, and Laboratory Use Part 1: General Require-
ments.

—  CAN/CSA C22.2 No. 61010-1-04 Safety Requirements for Electrical Equipments for Measurement, Control, and Laboratory Use -.
Part 1: General Requirement.

—  UL61010-2-081 Safety Requirements for Electrical Equipment for Measurement, Control and Laboratory Use — Part 2-081: Particular
Requirements for Automatic and Semi-Automatic Laboratory Equipment for Analysis and Other Purposes.

—  CSA C22.2 NO. 61010-2-081: 2019. Safety requirements for electrical equipment for measurement, control, and laboratory use -
Part 2-081: Particular requirements for automatic and semi-automatic laboratory equipment for analysis and other purposes
(Adopted IEC 61010-2-081:2019, third edition, 2019-02, with Canadian deviations).

Date of issue: January 9, 2023

Name: Nardi Bruno
Title of Authority: Quality Manager



Preklad z anglického jazyka

FA-Tech Diagnostics Italia Srl.
Via Sisto V, 37

63074 San Benedetto del Tronto, Italie

Web: www.fatechdiagnostics.com

Prohlaseni o shodé
podle

smérnice Evropského parlamentu a Rady 2014/30/EU ze dne 26. Unora 2014 o harmonizaci pravnich pfedpist
¢lenskych statd tykajicich se elektromagnetické kompatibility (EMC).

Smérnice Evropského parlamentu a Rady 2014/35/EU ze dne 26. Gnora 2014 o harmonizaci pravnich predpisl
glenskych statl tykajicich se uvadéni elektrickych zafizeni uréenych pro pouziti v urcitych mezich napéti na trh
(LVD).

Smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ¢ervna 2011 0 omezeni pouzivani nékterych
nebezpeénych latek v elektrickych a elektronickych zafizenich (RoHS) a nafizeni Komise (EU) 2015/863 ze dne
31. bfezna 2015 (RoHS 1lI).

Vyrobce
FATech Diagnostics Italia S.r.l.
Via Sisto V, 37 - 63074 San Benedetto del Tronto (AP), Italy

Popis Katalogové ¢&islo Kéd modelu
VEGA MB-97 Laserova kazetova tiskarna #08000038 #5000-E
VEGA MB-97 -8 Laserova kazetova tiskarna #08000062 #5000-E
VEGA SORTER Laserova kazetova tiskarna #08000040 #5100-E
VEGA DUO Laserové kazetova tiskarna #08000041 #5200-E
NOVA Laserovéa kazetova tiskarna #08000039 #2000-E
Prislusenstvi: Katalogové ¢islo Kéd modelu
Automaticky tfidi¢ kazet (pouze pro VEGA) #08000042 #5010-D
Systém dodavani se dvéma zasobniky (pouze pro VEGA) #08000043 #5020-E

Spole&nost FATech Diagnostics Italia S.r.l. prohlasuje na svou vyhradni odpovédnost, ?e byl proveden prislusny
postup posuzovani shody, Ze vyrobky pro kanceléfské stroje podle vyse uvedenych katalogovych Cisel jsou fadné
oznaceny znackou CE a Ze informace jsou poskytovany v uréeném narodnim jazyce.

Odkaz na harmonizované normy a spole¢né technické specifikace (CTS):

—~ IS0 9001:2015 — Systémy managementu kvality — Pozadavky

-~ 1SO 14971:2019 — Zdravotnické prostfedky — Aplikace managementu rizik na zdravotnické prostredky

~  IEC 61010-1:2010+AMD1:2016 Bezpe&nostni pozadavky na elektricka zafizeni pro méfeni, fizeni a laboratorni pouziti —
Cast 1: Obecné poZzadavky.

—  |EC 61010-2-081:2019 Bezpetnostni pozadavky na elektricka zafizeni pro méfeni, regulaci a laboratorni pouziti — Cast 2-
081: Zvlastni pozadavky na automaticka a poloautomaticka laboratomi zafizeni pro analyzu a jiné ucely.

- IECEE TRF 61326-2-6:2020. Elektricka zafizeni pro méfeni, fizeni a laboratorni pouziti — PoZadavky na
elektromagnetickou kompatibilitu — Cast 2-6; Zvlastni pozadavky — Zdravotnické zafizeni pro in vitro diagnostiku (IVD).

- |EC 61000-3-2:2019 Elektromagnetickd kompatibilita (EMC) — Cast 3-2: Meze — Meze pro harmonické proudove emise
(vstupni proud zafizeni <16 A na fazi).

- |EC 61000-3-3:2013 Elektromagneticka kompatibilita (EMC) — Cast 3-3;: Meze — Omezeni zmén napéti, kolisani napéti a
blikani ve vefejnych nizkonapétovych rozvodnych sitich pro zafizeni s jmenovitym proudem <16 A na fazi, které nejsou
podminény pfipojenim; +A1: 2019.

- |EC 60825-1:2014 Bezpetnost laserovych vyrobki — Cast 1: Klasifikace zafizeni a pozadavky.

—  ZkuSebni zprava EMC. FCC 47 CFR PART 15 B (USA) RADIOVA VYSILACI ZARIZENI, VCETNE ICES-003 (Kanada)
vydani 07.

- UL 61010-1 Bezpeénostni pozadavky na elektricka zafizeni pro méfeni, fizeni a laboratorni pouziti Cast 1: Obecné
pozadavky.

- CANICSA C22.2 & 61010-1-04 Bezpeé&nostni poZzadavky na elektrickd zafizeni pro méfeni, fizeni a laboratorni pouziti —
Cast 1: Obecné pozadavky.

~ UL 61010-2-081 Bezpetnostni pozadavky na elektricka zafizeni pro méfeni, fizeni a laboratorni pouziti — Cast 2-081:
Zvlastni pozadavky na automatické a poloautomaticka laboratorni zafizeni pro analyzu a jiné ucely.

- CSAC22.2 ¢.61010-2-081: 2019. Bezpetnostni pozadavky na elektricka zafizeni pro méfeni, Fizeni a laboratorni pouZiti
— Cast 2-081: Zvlastni pozadavky na automaticka a poloautomaticka laboratorni zafizeni pro analyzu a jine ucely (pfevzato
z IEC 61010-2-081:2019, tieti vydani, 2019-02, s kanadskymi odchylkami).



Datum vydani: 9. ledna 2023

Jméno: Nardi Bruno
Funkce: Manazer kvality



PREKLADATELSKA DOLOZKA
TRANSLATOR'S CLAUSE
KNAY3YJIA NEPEBOYHKA

Ja, Ing. Rostislav Exner, IC: 46482687, soudni prekladatel jazyka Ceského, anglického a
ruského, zapsany v seznamu tlumoéniki a prekladatelt vedeném Ministerstvem
spravedinosti Ceské republiky, timto stvrzuji, Ze jsem osobné proved! pfeklad pfipojené
listiny, a Ze tento pfeklad souhlasi s textem pfedmétné listiny. Pfi provadéni prekladu
nebyl pfibran konzultant.

I, Ing. Rostislav Exner, ID No.: 46482687, sworn translator of the Czech, English and
Russian languages, registered in the list of the interpreters and translators kept by the
Ministry of Justice of the Czech Republic, hereby certify that | personally made the
translation of the attached document and that this translation word for word corresponds
with the text of the concemed document. A consultant was not taken at the performing of
the translation.

S, Pocmucnae SkcHep, VIH: 46482687, cyOebHbill NepesodyuK YeuCKoeo, aHanutickozgo U
DYCCKO20 S3bIKOB, 3apeaucmpuposaHHbill 8 peecmpe nepesodyuxkos MuHucmepcmea
rocmuyuu Yewckod Pecriybrniuku, Hacmosuum nodmeepxdaio, 4mo s JIUYHO 8bIMONHUIT
nepesod npucoeduHEHHO20 GoKyMeHma u 3mom nepeeod G0CI08HO coomeemcmeyem
mekcmy OaHHO20 AokymeHma. [lpu ebinofIHeHUU OaHHO20 nepesoda KOHCYNbmaHm He
rpueneKaricsi.

Tento Gkon je zapsan v evidenci Gkonu pod gislem polozZky:
This act is registered in the records of the acts under the item number:

Ao8 Oog/Zozx'a)

[Nepeeod 3apeaucmpupogaH & peecmpe epesodos 100 HOMEPOM:

Datum
Date

Hama //S O~ 20&3/

Ing. Rosti/s.{é;/ Exner



\ Pyramid
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EC Declaration of Conformity

Pyramid Innovation declare under our sole responsibility that the product named below conforms to:

2011/65/EU (RoHS Directive)

2015/863 (RoHS “3” Directive)

2014/35/EU (Low Voltage Directive)

2014/30/EU (EMC Directive)

Company Address:

Product Name:
Product Type:

Model Number:;

Accessory:

Date of Issue:

Signed by:

7

Name:

Title of Authority:

Declaration Reference:

March 01, 2022

D. Hughes

On the restriction of certain hazardous substances in
electrical and electronic equipment (EEE)

EN 61010-1 :2010, AMD1:2016

EN61326-1:2013
EN61000-3-2:2014
EN61000-3-3:2013

Pyramid Innovation Ltd

Unit E4 Chaucer Business Park
Dittons Road

Polegate, UK

BN26 6QH

Epredia SlideMate AS; Epredia SlideMate Pro
Laboratory Microscope Slide Printer

A83900001
A83900002 (comprising of A83900001 + A83910002)
A83900004
A83900005 (comprising of A83900004 + A83910002)
A83900015

Slide Delivery Hopper
A83910002

Production Director

P1003-D085

© Pyramid Innovation Ltd 04-09-19

issue 9



Preklad z anglického jazyka
%F@ywmm
. “innovation

C€

ES Prohlaseni o shodé

Spole¢nost Pyramid Innovation prohlasuje na svou vyhradni odpovédnost, Ze nize uvedeny vyrobek je

v souladu s:
2011/65/EU (Smérnice RoHS) O omezeni pouzivani nékterych nebezpeénych latek v elektrickych a
. elektronickych zafizenich (EEE)
2015/863 (Smérnice RoHS ,,3%)
2014/35/EU (Smérnice o nizkém napéti) EN 61010-1:2010, AMD1:2016
2014/30/EU (Smérnice EMC) EN61326-1:2013
EN61000-3-2:2014
EN61000-3-3:2013
Adresa spoleénosti: Pyramid Innovation Ltd
Unit E4 Chaucer Business Park
Dittons Road
Polegate, Spojené kralovstvi
BN26 6QH
Nézev produktu: Epredia SlideMate AS; Epredia SlideMate Pro
Typ produktu: Laboratorni tiskarna na sklicka mikroskopt
Model ¢islo: A83900001
A83900002 (skladajici se z A83900001 + A83910002)
A83900004
A83900005 (skladajici se z A83900004 + A83910002)
A83900015 ‘
Prislusenstvi: Zasobnik pro podavani sklicek -
A83910002
Datum vydani: 1. bfezna 2022
Podepsal:
podpis necitelny
Jméno: s D. Hughes
Nazev funkce: Vyrobni feditel

Reference Prohlaseni: P1003-D085

© Pyramid Innovation Ltd 04-09-19 vydani 9




PREKLADATELSKA DOLOZKA
TRANSLATOR'S CLAUSE
KITAY3YIIA NMEPEBOYUKA

Ja, Ing. Rostislav Exner, IC: 46482687, soudni piekladatel jazyka &eského, anglického a
ruského, zapsany vseznamu tlumoéniki a prekladateli vedeném Ministerstvem
spravedinosti Ceské republiky, timto stvrzuji, Ze jsem osobné proved! preklad pfipojené
listiny, a Z2e tento pfeklad souhlasi s textem predmétné listiny. Pfi provadéni pfekladu
nebyl pfibran konzultant.

I, Ing. Rostislav Exner, ID No.: 46482687, sworn translator of the Czech, English and
Russian languages, registered in the list of the interpreters and translators kept by the
Ministry of Justice of the Czech Republic, hereby certify that | personally made the
translation of the attached document and that this translation word for word corresponds
with the text of the concerned document. A consultant was not taken at the performing of
the translation.

A, Pocmucnae 3kcHep, H: 46482687, cydebHbil nepesodyuK YewcKkoao, aHanulckoeo u
PyCCKO20 S3bIKO8, 3apeaucmpupoegaHHbill 8 peecmpe nepesodyukos MuHucmepcmea
rocmuyuu Yewickol Pecrnybnuku, Hacmosuwum rnoémeepxoaro, 4mo si JIUHHO 8bIMTONTHUIT
rnepesod rnpucoeduHEHHO20 GOKyMeHma u amom rnepesod O0CI08HO coomeememeyem
mexkcmy OaHHo20 OoKymMeHma. [lpu 8binonHeHuu 0aHHO20 rnepesoda KOHCYNbmaHm He
npuenekarcs.

Tento ukon je zapsan v evidenci tkonl pod ¢islem polozky:
This act is registered in the records of the acts under the item number:

lMepeesod 3apeaucmpuposaH & peecmpe nepesodos rnod HOMePOM: /05’/31//19&’0\)

Datum

fama .5 lows

el

In;cj. Rostjsfav Exner
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Prekladatel: Mgr. Branislav Koza
Zeleznitné 1A
821 07 Bratislava
Slovenska republika

Zadavatel: 123 preklady.eu Slovakia, s.r.o.
Ostrovského 2
040 11 Kosice

Cislo spisu (objednévky): ZL_38446

PREKLAD ¢islo: 271/2025

z jazyka anglického do slovenského jazyka

Predmet prekladu: Vyhlasenie o zhode

Podet stran prekladanej listiny / po&et stran prekladu: 5/5

Potet odovzdanych vyhotoveni: el

Translator: Mgr. Branislav Koza
Zelezni¢na 1A
821 07 Bratislava
Slovenska republika

Tendering authority: 123 preklady.eu Slovakia, s.r.o.
Ostrovského 2
040 11 Kosice

File (Purchase Order) number: ZL_38446

TRANSLATION number: 271/2025

From English language to Slovak language

Subject of translation: Declaration of Conformity

Number of pages of original document / translation:  5/5

Number of copies submitted: 1



EU DECLARATION OF CONFORMITY Q'h* ZEBRA

Manufacturer Name: Zebra Technologies Corporation
Manufacturer Address: 3 Overlook Point, Lincolnshire, IL 60069

This Declaration of Conformity is issued under the sole ZD421, ZD621, ZD611, ZD411, Printer
responsibility of the manufacturer. ZP620, ZP420, ZP506

The undersigned hereby declares that the above referenced product is in Conformity with European Directives 2014/53/EU,
2011/65/EU (as amended by Directive (EU) 2015/863) and FCC/ISED Rules & Regulations applying relevant Harmonized
Standards and other technical specifications:

RF Spectrum Efficiency Standards

Article 3.2 EN 300 328 V2.2.2
EN 301 893 V2.1.1
EN 302 208 V3.3.1 (For ZD611 & ZD621 ONLY)

EMC Standards

Article 3.1b EN 301 489-1V2.2.3, EN 301 489-3 V2.1.1
EN 301 489-1 V2.2.3, Draft EN 301 489-17 V3.2.5
EN 55032:2015/A1:2020 (Class B)

EN 55032:2015/A11:2020 (Class B)

EN 55035:2017

EN 55035:2017/A11:2020

EN 61000-3-2:2014 (Class A)

EN IEC 61000-3-2:2019/A1:2021 (Class A)
EN 61000-3-3:2013

EN 61000-3-3:2013/A1:2019/A2:2021

47 CFR Part 15, Subpart B, Class B
ICES-003 Issue 7, Class B

Health & Safety Standards

Article 3.1a EN 62368-1:2014/AC:2015
EN 62368-1:2014/A11:2017
EN IEC 62368-1:2020/A11:2020
IEC 62368-1:2018
EN 62311:2008
EN IEC 62311:2020

Environmental Standards
Restriction of Hazardous Substances (RoHS) EN IEC 63000:2018

Zebra Technologies Europe Limited

Dukes Meadow, Millboard Road, Bourne End, Buckinghamshire SL8 5XF, Company No: 02881068, Telephone: +44 1628 556000
Zebra Technologies Corporation

3 Overlook Point, Lincolnshire, IL 60069, Telephone: +1 847 634 6700

ZD421, ZD621 Series Rev L www.zebra.com Page 1 of 5



EU DECLARATION OF CONFORMITY Ql!h" ZEBRA

With regard to Directive 2014/53/EU, the conformity assessment procedure referred to in Article 17.2(a) and detailed
in Annex Il has been followed.

US company representative for FCC Supplier's Declaration of Conformity (47 CFR Part 2.1071 to 2.1077) is Jay
Cadiz and can be reached at jcadiz@zebra.com.

Signed on behalf of Zebra Technologies Corporation

(Authorized Corporate Signature) Date of Affixing the CE Mark: 1 February 2021
Jay Cadiz Rev: L
Manager, Compliance Engineering Date: 2 January 2024

Place: Lincolnshire

Zebra Technologies Europe Limited

Dukes Meadow, Millboard Road, Bourne End, Buckinghamshire SL8 5XF, Company No: 02881068, Telephone: +44 1628 556000
Zebra Technologies Corporation

3 Overlook Point, Lincolnshire, IL 60069, Telephone: +1 847 634 6700
ZD421, ZD621 Series Rev L www.zebra.com Page 2 of 5



EU DECLARATION OF CONFORMITY Ql'h* ZEBRA

Appendix A

EU Operating frequencies and maximum power levels

Technology Operating Frequencies/Bands Maximum Transmit power level
WLAN 2400 MHz — 2483.5 MHz 20dBm
5150 MHz — 5250 MHz 23dBm
5250 MHz — 5350 MHz 23dBm
5470 MHz — 5725 MHz 23dBm
Bluetooth 2400 MHz - 2483.5 MHz 10dBm
RFID (For ZD611 & ZD621 ONLY) 865 MHz - 868MHz 33dBm
916.1 MHz -918.9 MHz 36dBm

Restrictions:

For RLAN Devices:
The use of 5GHz RLAN throughout the EEA has the following restriction:
e 515-5.35 GHz is restricted to indoor use only.

Accessories:

Description Model
None None

Zebra Technologies Europe Limited

Dukes Meadow, Millboard Road, Bourne End, Buckinghamshire SL8 5XF, Company No: 02881068, Telephone: +44 1628 556000
Zebra Technologies Corporation

3 Overlook Point, Lincolnshire, IL 60069, Telephone: +1 847 634 6700

ZD421, ZD621 Series Rev L www.zebra.com Page 3 of 5



EU DECLARATION OF CONFORMITY Ql'h'DZEBRA

Appendix B

Regulatory Markings

HK0032200029 HK0032200030
Hong Kong — ZD411 Hong Kong — ZD611 Singapore
ER96080/21
United Arab Emirates

UAE ZD621
ER96079/21
United Arab Emirates
UAE ZD421
ER96083/21
United Arab Emirates
UAE ZP620

Zebra Technologies Europe Limited

Dukes Meadow, Millboard Road, Bourne End, Buckinghamshire SL8 5XF, Company No: 02881068, Telephone: +44 1628 556000
Zebra Technologies Corporation

3 Overlook Point, Lincolnshire, IL 60069, Telephone: +1 847 634 6700

Regulatory Markings Issue: Rev 2 www.zebra.com Page 4 of 5



EU DECLARATION OF CONFORMITY

ER96082/21
United Arab Emirates
UAE ZP420
ER96081/21
United Arab Emirates
UAE ZP506

Zebra Technologies Europe Limited

Dukes Meadow, Millboard Road, Bourne End, Buckinghamshire SL8 5XF, Company No: 02881068, Telephone: +44 1628 556000
Zebra Technologies Corporation

3 Overlook Point, Lincolnshire, IL 60069, Telephone: +1 847 634 6700

Regulatory Markings Issue: Rev 2 www.zebra.com Page 5 of 5
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PREKLADATELSKA DOLOZKA

Preklad som vypracoval ako prekladatel zapisany v zozname znalcov, timoénikov a prekladatelov, ktory
vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore slovensky jazyk - anglicky jazyk,
evidenéné Cislo prekladatela: 971324

Preklad je v denniku zapisany pod ¢islom: 271/2025

Preklad suhlasi s prekladanou listinou.

Preklad suhlasi s prekladanou listinou. Som si vedomy nasledkov vedome nepravdivého prekladu.

/ /

\ NN

N \

TRANSLATOR CLAUSE

I made this translation as a translator registered in the list of experts, interpreters and translators
maintained by the Ministry of Justice of the Slovak Republic in specialization Slovak language - English
language, translator id number: 971324

L4
-

The translation is recorded in translator log under number: 271/2025

This translation is in accordance with the translated document. | am aware of the consequences of
intentionally false translation.
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Prekladatel:

Zadavatel:

Cislo spisu (objednévky):
PREKLAD ¢islo:
z jazyka anglického do slovenského jazyka

Predmet prekladu:

Podet stran prekladanej listiny / pocet stran prekladu:

Polet odovzdanych vyhotoveni:

Mgr. Branislav KoZa

Zelezniéna 1A

821 07 Bratislava

Slovenska republika

123 preklady.eu Slovakia, s.r.o.
Ostrovského 2

040 11 Kosice

ZL_38446

269/2025

Vyhldsenie o zhode
3/3
1

Translator:

Tendering authority:

File (Purchase Order) number:

TRANSLATION number:

From English language to Slovak language

Subject of translation:

Number of pages of original document / translation:

Number of copies submitted:

Mgr. Branislav Koza

Zelezniéna 1A

821 07 Bratislava

Slovenska republika

123 preklady.eu Slovakia, s.r.o.
Ostrovského 2

040 11 KoSice

ZL 38446

269/2025

Declaration of Conformity
3/3
1
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PREKLADATELSKA DOLOZKA

Preklad som vypracoval ako prekladatel zapisany v zozname znalcov, timo¢nikov a prekladatelov, ktory
vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore slovensky jazyk - anglicky jazyk,
evidencné Cislo prekladatela: 971324

Preklad je v denniku zapisany pod Cislom: 269/2025

Preklad suhlasi s prekladanou listinou.

Preklad suhlasi s prekladanou listinou. Som si vedomy nasledkov vedome nepravdivého prekladu.

TRANSLATOR CLAUSE

I made this translation as a translator registered in the list of experts, interpreters and translators
maintained by the Ministry of Justice of the Slovak Republic in specialization Slovak language - English
language, translator id number: 971324

A
a

The translation is recorded in translator log under number: 269/2025

This translation is in accordance with the translated document. | am aware of the consequences of
intentionally false translation.
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Prekladatel:

Zadavatel:

Cislo spisu (objednévky):
PREKLAD ¢islo:
z jazyka anglického do slovenského jazyka

Predmet prekladu:

Pocet stran prekladanej listiny / polet stran prekladu:

Poéet odovzdanych vyhotoveni:

Mgr. Branislav Koza

Zelezniéna 1A

821 07 Bratislava

Slovenska republika

123 preklady.eu Slovakia, s.r.o.
Ostrovského 2

040 11 Kosice

ZL_38446

266/2025

Vyhlasenie o zhode
3/3
1

Translator:

Tendering authority:

File (Purchase Order) number:

TRANSLATION number:

From Slovak language to English language

Subject of translation:

Number of pages of original document / translation:

Number of copies submitted:

Mgr. Branislav KozZa

Zelezniéna 1A

821 07 Bratislava

Slovenska republika

123 preklady.eu Slovakia, s.r.o.
Ostrovského 2

040 11 Kosice

ZL_38446

266/2025

Declaration of Conformity
3/3
1



SDHISTECH

{HE DIGITAL PATHOLOUY COMPANY

EU Declaration of Conformity
to Regulation (EU) 2017/746

Manufacturer name/Actor ID/SRN: 3DHISTECH Kft. (HU-MF-000014337)

Manufacturer address: H-1141 Budapest, Ov utca 3.

Product name: PANNORAMIC 480 DX Digital Scanner
Product number: as per Annex 1

Basic UDI-DI code: 599957147036S5 / GS1

Risk class: Class A, Rule 5, Intend (b)

in accordance with Article 17, Annex VIl and Annex IV of
Regulation (EU) 2017/746

Nomenclature: EMDN W0202050304- DIGITAL LABORATORY MICROSCOPES
GMDN code- 62575
Intended use: The scanner is a digital slide microscope that automatically creates

a digital image of the inserted glass slides. The digital microscope
can be part of the diagnostic Pathology Management System, it uses
barcode-based slide recognition and communication to identify the
slides (with the CaseManager DX report inventory system).
The Pathology Management System is intended to be used to
analyze and evaluate pathological specimens, and this product
assists the pathologist in reviewing and interpreting digital images
of a surgical pathology (histology) study that includes
PANNORAMIC® 480 DX Digital Scanner. Digital slides can be
displayed, reviewed and analyzed using the slide viewer and image
analysis module of CaseManager DX.

It is the responsibility of a qualified pathologist to employ appropriate procedures and safeguards to assure the

validity of the interpretation of images obtained using the system.

I hereby declare on my own responsibility that the above-mentioned product fulfils the General Safety and
Performance Requireements {GSPR) of the following Regulation (EU) 2017/746 of the European Parliament and
of the Council and the technical documentation of product is complete.

Under normal and proper conditions of use, the operation of the device is not harmful to the patient’s,

operator’s, or other personnel’s health or safety.

Quality Management System: EN I1SO 13485:2016
Name and address of the Certification Body: SGS United Kingdom Ltd, Rossmore Business Park, Ellesmere Port,
Cheshire, CH65 3EN, UK

The conformity of products in the following regulations, directives, standards and harmonized standards assured:

Regulation (EU) 2017/746;
RoHS Directives 2011/65/EU; 2014/30/EU; 2014/35/EU
IEC 61326-2-6:2020 Electrical equipment for measurement, control and laboratory use - EMC requirements -
Part 2-6: Particular requirements - In vitro diagnostic (IVD) medical equipment
MSZ EN IEC 61326-2-6:2021 Electrical equipment for measurement, control and laboratory use - EMC
requirements - Part 2-6; Particular requirements - In vitro diagnostic (IVD) medical equipment (only for produ Lo

de DX-04802-B1200ACAA) .
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SDHISTECH

THE DIGITAL PATHOLOGY COMPARNY

EU Declaration of Conformity
to Regulation (EU) 2017/746

Annex 1.

Product number Product nhame UDI-DI
DX-04801-B1200ACAB PANNORAMIC 480 DX Digital Scanner 05999571470396 / GS1
DX-04801-B1200ABAB PANNORAMIC 480 DX Digital Scanner 05999571470372 / GS1
DX-04801-B1200AAAB PANNORAMIC 480 DX Digital Scanner 05999571470358 / GS1
DX-04801-B1200ACAA PANNORAMIC 480 DX Digital Scanner 05999571470402 / GS1
DX-04801-B1200ABAA PANNORAMIC 480 DX Digital Scanner 05999571470389 / GS1

DX-04801-B1200AAAA PANNORAMIC 480 DX Digital Scanner 05999571470365 / GS1
05999571470235/ GS1

DX-04802-B1200ACAA PANNORAMIC 480 DX Digital Scanner
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Document number: DOC-054 v06, MV-1092
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PREKLADATEL'SKA DOLOZKA

Preklad som vypracoval ako prekladatel zapisany v zozname znalcov, timoénikov a prekladatelov, ktory
vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore slovensky jazyk - anglicky jazyk,
evidencné Cislo prekladatela: 971324

Preklad je v denniku zapisany pod Cislom: 266/2025

Preklad suhlasi s prekladanou listinou.

Preklad suhlasi s prekladanou listinou. Som si vedomy nasledkov vedome nepravdivého prekladu.

TRANSLATOR CLAUSE

I made this translation as a translator registered in the list of experts, interpreters and translators
maintained by the Ministry of Justice of the Slovak Republic in specialization Slovak language - English
language, translator id number: 971324

A
-

The translation is recorded in translator log under number: 266/2025

This translation is in accordance with the translated document. | am aware of the consequences of
intentionally false translation.
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PREKLADATELSKA DOLOZKA

Preklad som vypracoval ako prekladatel zapisany v zozname znalcov, timo¢nikov a prekladatelov, ktory
vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore slovensky jazyk - anglicky jazyk,
evidenéné &islo prekladatela: 971324
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TRANSLATOR CLAUSE

I made this translation as a translator registered in the list of experts, interpreters and translators
maintained by the Ministry of Justice of the Slovak Republic in specialization Slovak language - English
language, translator id number: 971324

4
-

The translation is recorded in translator log under number: 268/2025

This translation is in accordance with the translated document. | am aware of the consequences of
intentionally false translation.
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Prekladatel”

Zadavatel:

Cislo spisu (objedndavky):
PREKLAD ¢islo:
z jazyka anglického do slovenského jazyka

Predmet prekladu:

Pocet stran prekladanej listiny / pocet stran prekladu:

Pocet odovzdanych vyhotoveni:
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maintained by the Ministry of Justice of the Slovak Republic in specialization Slovak language - English
language, translator id number: 971324
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The translation is recorded in translator log under number: 267/2025

This translation is in accordance with the translated document. | am aware of the consequences of
intentionally false translation.
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TRANSLATOR CLAUSE
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language, translator id number: 971324
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The translation is recorded in translator log under number: 274/2025
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intentionally false translation.
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I (cs) PROHLASENI O SHODE / (bg) AEKNAPALIUA 3A CbOTBETCTBME / (sk) VYHLASENIE O ZHODE
/ (da) OVERENSSTEMMELSESERKLZRING

(cs) Jméno vyrobce

(bg) HaumeHoBaHMe Ha npousBoguUTENA
(sk) Meno vyrobcu

(da) Producentens navn

(cs) Adresa vyrobce

(bg) Npoussoautens Agpec

(sk) adresa vyrobcu

(da) Producentens adresse

(cs) vyhovuje nasledujicim specifikacim a nafizeni produktu
(bg) 3asBABa, 4e NPOAYKTLT

(sk) prehlasuje, Ze vyrobok

(da) erklzerer, at produktet

(cs) Nazev produktu a model>2

(bg) Ume Ha npoayKTa M mogen>?

(sk) Nazov produktu a model°?

(da) Produktnavn og Model®?

(cs) Regulaéni ¢islo modelu®?!

(bg) HopmatuseH Homep Ha mogena®?!

(sk) Regulagné &islo modelu®!

(da) Lovpligtigt modelnummer>!

(cs) Moznosti vyrobku

(bg) OnuuK Ha NpoayKTa

(sk) MozZnosti vyrobku

(da) Produkt Valg

(cs) vyhovuje nasledujicim specifikacim a nafizeni produktu
(bg) cvoTBeTCTBA Ha cneaHUTe cneundUKaLMKM Ha MPOAYKTA U PEFAMEHTU
(sk) spifia nasledujtice $pecifikicie a nariadenia produktu

(da) opfylder fglgende produktspecifikationer og forordninger

DoC #: FCLSA-2201A;FCLSA-
2201B;FCLSA-2201C- R6

HP Inc.

1501 Page Mill Road, Palo Alto, CA 94304 USA

HP Z4 G5 Workstation

FCLSA-2201A;FCLSA-2201B;FCLSA-2201C
(cs) Viz ptilohall

(bg) Bk npunoxxeHue |

(sk) Pozri prilohu |

(da) Se bilag |

(cs) Radiové spektrum / (bg)

(cs) Bezpeénost / (bg) BesonacHoct / (sk) (cs) EMC / (bg) EMC / (sk) EMC / (da) PaguouectotHUAT cnektbp / (sk) Radiové
Bezpeénost / (da) Sikkerhed EMC spektrum / (da) Radiofrekvenser

IEC 60950-1:2005 +A1:2009 +A2:2013 EN 301 489-1V2.2.3 EN 300 328 V2.2.2

IEC 62368-1:2018 EN 301 489-3V2.3.2 EN 301893V2.1.1

EN IEC 62368-1:2020 +A11:2020 EN 301 489-17V3.2.4 EN 300 440V2.2.1

EN 50665:2017 EN 55032:2015+A11:2020 Class B EN 303 687 V1.0.0

EN 50663:2017 CISPR 32:2015+A1:2019

EN 62479:2010 AS/NZS CISPR 32:2015

EN 62311:2008 EN 55035:2017+A11:2020

EN IEC 62311:2020 EN 61000-3-2:2014

EN 60825-1:2014 +A11:2021 EN IEC 61000-3-2:2019 +A1:2021

EN 62471-1:2008 EN 61000-3-3:2013 +A1:2019

EN 50689:2021 ICES-003, Issue 7

IEC 62368-1:2014 FCC CFR 47 Part 15

(cs) ekodesignu / (bg) ekoausaiina / (sk) ekodizajne / (da) miljgvenligt design
Regulation (EU) No. 617/2013

Regulation (EU) 2023/826

EN 62623:2013

EPRI 306 Generalized Internal Power Supply Efficiency Test Protocol, Rev. 6.6
EN 50564:2011

IEC 62301:2011

RoHS
EN IEC 63000:2018

(cs) P¥istupnost / (bg) AoctbnHoct / (sk) Pristupnost / (da) Tilgeengelighed
EN 301 549Vv3.2.1

(cs) Produkt timto odpovida pozadavkim nasledujicich ce

Radio Equipment Directive 2014/53/EU



(cs) PROHLASENI O SHODE / (bg) AEKNAPALIUA 3A CbOTBETCTBME / (sk) VYHLASENIE O ZHODE / (da)
OVERENSSTEMMELSESERKLARING

DoC #: FCLSA-2201A;FCLSA-
2201B;FCLSA-2201C- R6

(bg) MpoayKTLT TYK OTroBapsA Ha U3UCKBAHMATA Ha CIE4HOTO M CbOTBETHO C€ vocu Ecodesign Directive 2009/125/EU

3HameTo RoHS Directive 2011/65/EU

(sk) Produkt tymto spifia poziadavky nasledujiiceho a podla toho nesie oznatenie Battery Regulation 2023/1542

CE European Accessibility Act (from 28.06.2025)

(da) Produktet overholder hermed kravene i fglgende og baerer CE€ market i
overensstemmelse hermed

UK ONLY: This product herewith complies with the requirements of the following and
UK Radio Equipment Regulations 2017

Ecodesign for Energy-Related Products Regulations

2010

Restriction of the Use of Certain Hazardous

Substances in Electrical and Electronic Equipment

Regulations 2012

U.S. ONLY: This device complies with part 15 of the FCC Rules. Operation is subject to the following two conditions:

(1) This device may not cause harmful interference, and (2) this device must accept any interference received, including interference that may

cause undesired operation.

carries the €A marking.

(cs) Dalsi informace

(bg) LonbnHWTENHA MHPOPMaLUA

(sk) Dalsie informécie

(da) Yderligere information

5.1)

(cs) Tento produkt je pridéleno regulatorni ¢islo modelu, ktery zlstava s regulaénimi aspekty konstrukce. Pocet Regulacni model je hlavnim
identifikdtorem produktu v regulac¢ni dokumentaci a protokoly o zkouskach, toto ¢islo by nemélo byt zaménovano s marketingovym nazvem
nebo cisla produktu.

(bg) To3n NnpoayKT MMa HopMmaTMBEH HOMEP Ha MOZLeNa, KOWTO OCTaBa C PerysaTopHUTE acneKT Ha Au3aiiH. Homep Ha HopmaTtuseH mogen e
naeHTMdMKaTopa OCHOBEH NPOAYKT B HOPMaTUBHATa JOKYMEHTALMA U NPOTOKO/IM OT U3NUTBaHWA, TO3MU Bpoli He TpabBa aAa ce 6bpKa €
NasapHOTO MMe MU/IM HOMEepPaA Ha NPOoAyKTa.

(sk) Tento produkt je pridelené regulacné Cislo modelu, ktory zostdva s regulacnymi aspektmi konstrukcie. Pocet Regulacny model je hlavhym
identifikdtorom produktu v regulaénej dokumentdcii a protokoly o skdskach, toto ¢islo by sa nemalo zamieriat s marketingovym nazvom alebo
s vyrobnymi Cislami.

(da) Dette produkt er tildelt et lovpligtigt modelnummer, som forbliver de lovgivningsmaessige aspekter af den design. Det lovpligtige
modelnummer er det vigtigste produkt-id i den lovgivningsmaessige dokumentation og testrapporter, bgr dette antal ikke forveksles med navn
markedsfgringen eller varenumre.

5.2)

(cs) Tento vyrobek byl testovan v typické prostredi HP ve spolupraci s hostitelskym systémem HP, ve spojeni s hostitelskym systémem HP.

(bg) To3un npoayKT e n3npobeaH B TMNMYHA HP cpesa BbB Bpb3Ka € XocT cuctema HP, BbB Bpb3Ka ¢ xocT cuctema HP.

(sk) Tento vyrobok bol testovany v typickej prostredi HP v spolupraci s hostitelskym systémom HP, v spojeni s hostitelskym systémom HP.

(da) Dette produkt blev testet i en typisk HP-miljg i forbindelse med en HP host system, sammenholdt med en HP vaertssystem.

(cs) Ozndmen oznameny organ vydal uvedeny osvédceni o zkousce typu EU podle
prilohy 1l pro zakladni poZadavek ¢lanku 3.2 ¢ervené smérnice.

(bg) N36poeHuAT yBeaomeH opraH usaaae nsbpoeHus ceptTudukat 3a UsnNuT 3a
nsnuteaHe Ha EC, cnopeg npunosxeHue lll, 33 0CHOBHOTO U3MCKBaHe Ha YneH 3.2 oT
Ouvpektnearta RED.

(sk) Uvedeny oznameny organ vydal uvedeny osvedéenie o skuske typu EU podla

prilohy 111, pokial ide o zakladnu poZiadavku ¢lanku 3.2 cervenej smernice. Notified Body: TIMCO Engineering, Inc.
(da) Det anfgrte meddelte organ udstedte det anfgrte EU-eksamenseksamen i Notified Body Number: 1177
henhold til bilag Il for det vaesentlige krav i artikel 3.2 i det rgde direktiv. Certificate ID: E1177-232776
UK ONLY: The listed Notified Body issued the listed UK-type examination certificate, Notified Body: TIMCO Engineering, Inc.
according to Annex lll, for the essential requirement of article 3.2 of the RED Notified Body Number: 1177
Directive. Certificate ID: U1177-231976
@ ““;‘, Roa ;:'m:\un,u
Product Compliance Center
/A . ‘ot~
Palo Alto, CA GL@/&J P L= et

11-03-2025 Gilles Soulard, Manager
Product Compliance Center

(cs) Lokalni kontakt pro informace pouze o smérnicich
(bg) Local KoHTaKT 3a perynaTopHu Temu camo



(cs) PROHLASENI O SHODE / (bg) AEKNAPALIUA 3A CbOTBETCTBME / (sk) VYHLASENIE O ZHODE / (da)
OVERENSSTEMMELSESERKLARING

DoC #: FCLSA-2201A;FCLSA-
2201B;FCLSA-2201C- R6
(sk) Lokalne kontakt pre informacie iba o smerniciach
(da) Lokal kontaktperson for regulative emner

EU: HP REG 23010, 08028 Barcelona, Spain
UK: HP Inc UK Ltd, Regulatory Enquiries, Earley West, 300 Thames Valley Park Drive, Reading, RG6 1PT
u.sS.: HP Inc., 1501 Page Mill Road, Palo Alto 94304, U.S.A. 650-857-1501

Email: reg@hp.com www.hp.eu/certificates
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(cs) PROHLASENI O SHODE / (bg) AEKNAPALIUA 3A CbOTBETCTBME / (sk) VYHLASENIE O ZHODE / (da)
OVERENSSTEMMELSESERKLARING

DoC #: FCLSA-2201A;FCLSA-
2201B;FCLSA-2201C- R6
(cs) PRILOHA |
(bg) NPUNOMEHMUE |
(sk) PRILOHA |
(da) BILAG |
(cs) Regulaéni ¢islo modelu (RMN)
(bg) HopmaTtuseH Homep Ha moaena (RMN)
(sk) Regulacné ¢islo modelu (RMN)
(da) Lovpligtigt modelnummer (RMN) FCLSA-2201A;FCLSA-2201B;FCLSA-2201C
1 (cs) POPIS | 2 (cs) RMN VOLBA*
1 (bg) ONMUCAHME | 2 (bg) RMN ONuMaA*
1 (sk) OPIS | 2 (sk) RMN VOLBA*
1 (da) BESKRIVELSE | 2 (da) RMN OPTION*

1 2
2.4,5, 6 GHz WLAN + Bluetooth Combo AX210NGW
AX210D2W

(cs) *Tam, kde X predstavuje libovolny alfanumericky znak
(bg) *KoraTo X npeacTaBnasa BcAKa anda uMdpos 3HaK

(sk) *Tam, kde X predstavuje [ubovolny alfanumericky znak
(da) *Hvor X betegner en hvilken som helst alfanumerisk tegn
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EU DECLARATION OF CONFORMITY®

Number 2

E_GMZ_32HL512D_DOC_202412010002

Name and address of the Manufacturer 3

LG Electronics Inc. (Head Office)
168, Suchul-daero, Gumi-si, Gyeongsangbuk-do, LG Electronics Inc.
39368 Republic of Korea LG Twin Towers 128 Yeoui-daero, Yeongdeungpo-gu, Seoul, 07336, Korea

This declaration of conformity is issued under the sole responsibility of the manufacturer 4

Object of the declaration 5

Product Name Model Name

Product information = 1o yic.al Monitor 32HL512D (Type Name: 32HL512D-B)

. . .7
Additional information EmpN code: 211900801

Adaptor: DA-65J19

Serial Number: YMMKCXXXXXXX (Y:year, MM:month, KC:manufacturing site, XXXXXXX:random)
SRN: (Manufacturer) KR-MF-000001897 (Authorized Representative) DE-AR-000044729

Basic UDI-DI: 8806098MONITOR-DIAGNOSEKY

The device that is covered by the present declaration is in conformity with this regulation and any other

relevant Union legislation that provides for the issuing of an EU declaration of conformity: 8

- References to the relevant harmonized standards used or references to the technical specifications in relation to
which conformity is declared 9

Medical Device Regulation 2017/745

CLASSIFICATION: Class | by Rule 13 of Annex VIII, Medical Device Regulation 2017/745
CONFORMITY ASSESSMENT ROUTE: Performed according to Annex I, Annex Ill, Annex IV and Annex V, Medical Device Regulation 2017/745

EN ISO 13485:2016/A11:2021 EN 60601-1-2:2015/A1:2021 EN 60601-1:2006/A2:2021
EN ISO 14971:2019/A11:2021 EN 62304:2006/A1:2015
ISO/TR 24971:2020 EN 62366-1:2015/A1:2020
ISO/TR 20416:2020 EN 60601-1-6:2010/A2:2021

EN ISO 15223-1:2021
EN ISO 20417:2021

RoHS Directive 2011/65/EU (as amended by EU 2015/863)
EN IEC 63000:2018

Intended Purpose

This Medical Monitor is indicated for use in displaying radiological images for review, analysis, and diagnosis by trained medical practitioners.
The display is not intended for mammography.

1
The notified body 0 N/A performed NA

and issued the certificate  \a

Additional information 7

Factory Information:

LG Electronics Inc.

168, Suchul-daero, Gumi-si, Gyeongsangbuk-do, 39368 Republic of Korea

LG Electronics Nanjing New Technology Co., Ltd.

NO.346, Yaoxin Road, Economic & Technical Development Zone, Nanjing, 210038 China

EU Authorized Representative: LG Electronics Deutschland GmbH. Alfred-Herrhausen-Allee 3-5, 65760 Eschborn, Germany

Signed for and on behalf of:11 LG Electronics Inc.

Place and Date of issue: Name and Surname / Function:

168, Suchul-daero, Gumi-si, Gyeongsangbuk-do, Jinhwan Jun/RA Manager
39368 Republic of Korea

01. December. 2024

1/2



An n eX (EN/BG/ES/CS/DA/DE/ET/EL/FRIGA/NT/LVILT/HU/MT/NL/PL/PT/RO/SK/SLIFI/SVITR/INO/HRI/IS)

1 (EN)EU Declaration of Conformity /(BG)JEK/TAPALMS 3A CbOTBETCTBUE C M3NCKBAHUATA HA EC I(ES)Declaracion UE de Conformidad /(CS)EU Prohlaseni o shodé /(DA)EU-
Overensstemmelseserkleering /(DE)EU-Konformitatserklarung /(ET)ELi Vastavusdeklaratsioon /(EL)AHAQSH ZYMMOP®QZHS EE /(FR)Déclaration UE de Conformité /(GA)Dearbhd
Comhréireachta an AE /(IT)Dichiarazione UE di Conformita /(LV)ES Atbilstibas Deklaracija /(LT)ES Atitikties Deklaracija /(HU)EU-Megfelel6ségi Nyilatkozat/(MT)Dikjarazzjoni Tal-Konformita Tal-
UE /(NL)EU Conformiteitsverklaring /(PL)Deklaracja Zgodnosci UE/(PT)Declaragdo de Conformidade UE /(RO)Declaratia de Conformitate UE /(SK)Vyhlasenie o Zhode EU /(SL)lzjava EU o
Skladnosti /(Fl) EU-Vaatimustenmukaisuusvakuutus /(SV)EU-Férsékran om Overensstammelse/(TR)Uygunluk Beyani /(NO)EU Samsvarserkleering /(HR)EU-ova Izjava o sukladnosti /(IS)ESB
Samraemisyfirlysing

2 (EN)Number/(BG)Ne /(ES)N° (CS)C. /(DA)Nr. /(DE)Nr./(ET)Nr/(EL)Api6. I(FR)N®/(GA)Uimhir JIT)N(LVINP/(LT)Nr.  /(HU)Sz&am/(MT)Numru  /(NL)Nr.  /(PL)Nr  /(PT)N.°
J(RO)Nr/(SK)Cislo/(SL)St./(FI)N:o /(SV)Nr/(TR)Sayisi /(NO)Nr. /(HR)Broj /(IS)Namer

3 (EN)Name and address of the Manufacturer /(BG)HaumeHosaHue u adpec Ha rpoussodumens [(ES)Nombre y direccion del fabricante /(CS)Obchodni jméno a adresa vyrobce /(DA)
Fabrikantens navn og adresse /(DE)Name und Anschrift des Herstellers /(ET)Valmistaja nimi ja aadress /(EL)Ovoua kai dieubuvon karaokevaorr [(FR)Nom et adresse du fabricant /(GA)Ainm
agus seoladh an Ménaréra /(IT)Nome e indirizzo del fabbricante /(LV)RaZotaja nosaukums un adrese /(LT)Gamintojo pavadinimas ir adresas /(HU)Gyarté neve és cime /(MT)Ilsem u indirizz tal-
manifattur /(NL)Naam en adres van de fabrikant /(PL)Nazwa i adres producenta /(PT)Nome e endereco do fabricante /(RO)Numele si adresa Producétorului /(SK)Obchodné meno a adresa
vyrobcu /(SL)Ime in naslov proizvajalca /(Fl)Valmistajan nimi ja osoite /(SV)Tillverkarens namn och adress /(TR)imalatginin adi ve adresi /(NO)Navn p& og adresse til produsenten /(HR)Naziv i
adresa proizvodaca/(IS)Nafn og heimilisfang framleidanda

4 (EN)This declaration of conformity is issued under the sole responsibility of the manufacturer /(BG)3a Hacmoswama Oeknapayusi 3@ Cbomeemcmeue 0maog0pHOCM HOCU €OUHCMEEHO
npoussodumensam /(ES)La presente declaraciéon de conformidad se expide bajo la exclusiva responsabilidad del fabricante /(CS)Toto prohlaSeni o shodé vydal na vlastni odpovédnost vyrobce
/(DA)Denne overensstemmelseserklaering udstedes p& fabrikantens ansvar /(DE)Diese Konformitatserklarung wird unter der alleinigen Verantwortung des Herstellers abgegeben /(ET)K&esolev
vastavusdeklaratsioon on vélja antud valmistaja ainuvastutusel /(EL)H mapoUoa diAwon ouupdpewaong ekdideTal ue amokAeioTikr euBuvn Tou kataokeuaotn /(FR)La présente déclaration de
conformité est établie sous la seule responsabilité du fabricant/(GA)Eisitear an dearbhi comhréireachta faoi fhreagracht aonair an mhonaréra/(IT)La presente dichiarazione di conformita e
rilasciata sotto la responsabilita esclusiva del fabbricante /(LV)ST atbilstibas deklaracija ir izdota vienigi uz $ada razotaja atbildibu /(LT)Si atitikties deklaracija iSduota tik gamintojo atsakomybe
/(HU)E megfeleléségi nyilatkozat a gyart6é kizarélagos felel6sségére keril kibocsatasra /(MT)Din id-dikjarazzjoni tal-konformita tinhareg taht ir-responsabbilta unika tal-manifattur /(NL)Deze
conformiteitsverklaring wordt verstrekt onder volledige verantwoordelijkheid van de fabrikant /(PL)Niniejsza deklaracja zgodnosci wydana zostaje na wyfgczng odpowiedzialno$¢ producenta
/(PT)A presente declaracdo de conformidade é emitida sob a exclusiva responsabilidade do fabricante /(RO)Prezenta declaratie de conformitate este emisd pe rdspunderea exclusivd a
producétorului /(SK)Toto vyhlasenie o zhode sa vydava na vyhradn( zodpovednost vyrobcu /(SL)Ta izjava o skladnosti se izda na lastno odgovornost proizvajalca/ (FI)Taméa
vaatimustenmukaisuusvakuutus on annettu valmistajan yksinomaisella vastuulla /(SV)Denna forsdkran om oéverensstammelse utfardas pa tillverkarens eget ansvar /(TR)Bu uygunluk beyani,
imalatginin sorumlulugu altinda verilir/(NO)Denne samsvarserkleeringen er utstedt pa produsentens eneansvar /(HR)Za izdavanje ove izjave o sukladnosti isklju¢ivo je odgovoran proizvodaé
/(1S)bessi samraemisyfirlysing er gefin Ut eingdngu & abyrgd framleidanda

5 (EN)Object of the declaration /(BG)O6ekm Ha deknapayusma /(ES)Objeto de la declaracion /(CS)Predmét prohlaseni /(DA)Erkleeringens genstand /(DE)Gegenstand der Erklérung
/(ET)Deklareeritav ese /(EL)2komog tng dnAwong /(FR)Objet de la déclaration /(GA)Cuspoir an dearbhaithe /(IT)Oggetto della dichiarazione /(LV)Deklaracijas priekSmets /(LT)Deklaracijos
objektas /(HU)A nyilatkozat targya /(MT)L-ghan tad-dikjarazzjoni /(NL)Voorwerp van de verklaring /(PL)Przedmiot deklaracji /(PT)Objecto da declaragéo /(RO)Obiectul declaratiei /(SK)Predmet
vyhlasenia /(SL)Predmetizjave /(Fl)Vakuutuksen kohde /(SV)Foéremal for férsakran /(TR)Beyanin nesne /(NO)Erkleeringens gjenstand /(HR)Predmet izjave /(IS)HIutur til yfirlysingar

6 (EN)Product information; Product Name; Model Name /(BG)/Heppopmayus 3a npodykma, umemo Ha rpodykma, umemo Ha modena /(ES)Informacion del producto; nombre del producto;
nombre del modelo /(CS)Informace o vyrobku; Néazev vyrobku; Nazev modelu /(DA)Produkt information; Produktnavn; Modelnavn /(DE)Produktinformation; Produktname; Modellname
/(ET)Toote kirjeldus; Toote nimetus; Mudeli nimi /(EL)/TAnpogopies yia 10 mMpoidv, O6voua mpoidvrog, ovoua povréAoul(FR)Information sur le produit; Nom du produit; Nom du modéle
/(GA)Faisnéis Tairge; Ainm Tairge; Ainm Munla /(IT)Informazioni sul prodotto; denominazione del prodotto; Nome del modello /(LV)Informacija par izstradajumu; Izstradajuma nosaukums;
modela nosaukums /(LT)Informacija apie produktg; produkto pavadinimas; modelio pavadinimas/(HU)Termékinformacio; a termék neve; tipusnév /(MT)Informazzjoni tal-prodott; isem tal-prodott;
isem tal-mudell/(NL)Product informatie, Product naam; Model naam /(PL)Informacje o produkcie; nazwa produktu; nazwa modelu /(PT)Informacédo sobre o produto; Nome do Produto;
Designac&o do Modelo /(RO)/nformatii despre Produs; Denumire Produs; Nume Model/(SK)Informacie o vyrobku; Nazov vyrobku; Nazov modelu /(SL)Podatki o izdelku; ime izdelka; ime modela
/(Fl)Tuotetiedot; tuotteen nimi; malli nimi /(SV)Produktinformation; produktnamn; modellnamn /(TR)Urin bilgileri; Uriin Adi; Model Adi /(NO)Produktinformasjon, Produktnavn, Modellnavn
/(HR)Podatci o proizvodu; Naziv proizvoda; Naziv modela /(1IS)Véruupplysingar; Nafn voru; Nafn gerdar

7 (EN)Additional information /(BG)HonwHumenHa uHgopmayus /(ES)Informacion adicional /(CS)Dalsi informace /(DA)Supplerende oplysninger /(DE)Zusatzliche Angaben /(ET)Lisateave
I(EL)ZuumAnpwpartikés mAnpogopies /(FR)Informations supplémentaires/(GA)Faisnéis bhreise/(IT)Ulteriori informazioni /(LV)Papildu informacija/(LT)Papildoma informacija /(HU)Kiegészit6é
informaciok /(MT)Informazzjoni addizzjonali /(NL)Aanvullende informatie /(PL)Informacje dodatkowe /(PT)Informacdes complementares /(RO)Informatii suplimentare /(SK)Dodato¢né
informéacie/(SL)Dodatni podatki /(Fl)Lisatietoja /(SV)Ytterligare information /(TR)Ek bilgi /(NO)Tilleggsopplysninger /(HR)Dodatne informacije /(IS)Viébotarupplysingar

8 (EN)The object of the declaration described above is in conformity with the relevant Community harmonisation legislations /(BG)/lpedmemsm Ha deknapayusima, onucaH ro-2ope,
omeoeapsi Ha cbomeemHomo 3akoHodamescmeo Ha ObwHocmma 3a xapmoHu3ayus /(ES)El objeto de la declaracion descrita anteriormente es conforme a la legislacion comunitaria de
armonizacion pertinente /(CS)Vy$e popsany predmét prohléSeni je ve shodé s harmonizovanymi pravnimi predpisy Spolecenstvi /(DA)Genstanden for erklaeringen, som beskrevet ovenfor, er i
overensstemmelse med den relevante EF-harmoniseringslovgivning /(DE)Der oben beschriebene Gegenstand der Erklarung erfiillt die einschlagigen Harmonisierungsrechtsvorschriften der
Gemeinschaft /(ET)Ulalkirjeldatud deklareeritav toode on kooskélas asjaomaste iihenduse uihtlustatud digusaktidega /(EL)O oTéxo¢ ¢ SHAwONS mou TepIypd@eTal Tapamdvw eival GUUQWVOS
TIPOS TN OXETIKI KoIvoTIKA vopoBeaia evapudvions /(FR)L'objet de la déclaration décrit ci-dessus est conforme a la Iégislation communautaire d'harmonisation applicable /(GA)T4a cuspéir an
dearbhaithe a thuairiscitear thuas i gcomhréir le reachtaiocht abhartha um chomhchuibhit de chuid an Chomhphobail /(IT)L oggetto della dichiarazione di cui sopra &€ conforme alla pertinente
normativa comunitaria di armonizzazione /(LV)leprieks aprakstitais deklaracijas priekSmets atbilst attiecigajam Kopienas saskanotajam tiesibu aktam /(LT)Pirmiau aprasytas deklaracijos objektas
atitinka susijusius derinamuosius Bendrijos teisés aktus/(HU)A fent ismertetett nyilatkozat targya megfelel a vonatkozé ko6zdsségi harmonizacios jogszabalynak/(MT) L-ghan tad-dikjarazzjoni
deskritt hawn fug huwa konformi mal-legizlazzjoni ta' armonizzazzjoni rilevanti tal-Komunita /(NL)Het hierboven beschreven voorwerp is conform de desbetreffende communautaire
harmonisatiewetgeving /(PL)Wymieniony powyzej przedmiot niniejszej deklaracji jest zgodny z odno$nymi wymaganiami wspdélnotowych przepiséw harmonizacyjnych /(PT)O objecto da
declaragdo acima mencionada est4d em conformidade com a legislacdo comunitéria aplicavel em matéria de harmonizagdo /(RO)Obiectul declaratiei descris mai sus este in conformitate cu
legislatia comunitara relevantd de armonizare/(SK)Uvedeny predmet vyhlasenia je v stlade s prislu$nymi harmonizacnymi pravnymi predpismi Spolo¢enstva /(SL)Predmet navedene izjave je v
skladu z ustrezno usklajevalno zakonodajo Skupnosti /(FI)Edella kuvattu vakuutuksen kohde on asiaa koskevan yhdenmukaistamista koskevan yhteisén lainsdadéannon vaatimusten
mukainen/(SV)Féremalet for forsakran ovan odverensstammer med den relevanta harmoniserade gemenskapslagstiftningen /(TR)Yukarida agiklanan bildirinin nesnesi ilgili Topluluk uyum
mevzuatina uygundur /(NO)Erkleeringens gjenstand beskrevet ovenfor er i samsvar med det relevante samfunnet, og harmoniserer med lovgivningen /(HR)Gore opisani predmet izjave sukladan
je mjerodavnom uskladenom zakonodavstvu Zajednice /(IS)HIuturinn til yfirlysingar sem lyst er hér fyrir ofan samraemist videigandi samhaefingarléggjéfum Bandalagsins

9 (EN)References to the relevant harmonised standards used or references to the technical specifications in relation to which conformity is declared /(BG)HaumeHosaHusima Ha
u3ron3saHume xapMoHU3UpaHu cmaHdapmu unu mexHuyeckume crieyugbukayuu, crpsmo Kkoumo ce deknapupa ckomeemcmeuemo /(ES)Referencias a las normas armonizadas pertinentes
utilizadas, o referencias a las especificaciones técnicas respecto a las cuales se declara la conformidad /(CS)Pripadné odkazy na pfislusné harmonizované normy, které byly pouZity, nebo na
technické specifikace, na jejichz zékladé se shoda prohlasuje /(DA)Referencer til de relevante anvendte harmoniserede standarder eller referencer til de tekniske specifikationer, som der
erkleeres overensstemmelse med /(DE)Angabe der einschlagigen harmonisierten Normen, die zugrunde gelegt wurden, oder Angabe der technischen Spezifikationen, fur die die Konformitat
erklart wird /(ET)Viited kasutatud asjakohastele (htlustatud standarditele voi viited tehnilistele spetsifikatsioonidele, millega seoses vastavust kinnitatakse /(EL)uveia Twv oOxerikwv
EVaPUOVIOUEVWY TTPOTUTTWY TTOU XPNOIUOTTOINONKav 1 Twv TEXVIKWV mpodiaypapwv pe Bdon 1ig omoicg dnAwverar n oupudpewon /(FR)Références des normes harmonisées pertinentes
appliquées ou des spécifications techniques par rapport auxquelles la conformité est déclarée /(GA)Tagairti do na caighdeain chomhchuibhithe &bhartha a UGséidtear né tagairti do na
sonraiochtai teicnilla i ndail leis an gcomhréireacht a dhearbhaitear /(IT)Riferimenti alle pertinenti norme armonizzate utilizzate o riferimenti alle specifiche tecniche in relazione alle quali &
dichiarata la conformita /(LV)Norades uz attiecigajiem saskanotajiem standartiem vai norades uz tehniskam specifikacijam, attieciba uz ko tiek deklaréta atbilstiba /(LT) Taikyty darniyjy standarty
nuorodos arba techniniy specifikacijy, pagal kurias buvo deklaruota atitiktis, nuorodos/(HU)Adott esetben hivatkozas az alkalmazasra kerilt vonatkozé harmonizalt szabvanyokra, illetéleg azokra
a miiszaki leirasokra, amelyekre nézve a megfelelésrol nyilatkoznak /(MT)Referenzi ghall-istandards armonizzati rilevanti li ntuzaw, jew referenzi ghall-ispecifikazzjonijiet li b'relazzjoni ghalihom
ged tigi ddikjarata I-konformita /(NL)Vermelding van de toegepaste geharmoniseerde normen of van de technische specificaties waarop de conformiteitsverklaring betrekking heeft
/(PL)Odwoftania do odnos$nych norm zharmonizowanych, ktére zastosowano, lub do specyfikacji technicznych, w odniesieniu do ktérych deklarowana jest zgodno$¢ /(PT)Referéncias as normas
harmonizadas aplicaveis utilizadas ou as especificacdes técnicas em relagdo as quais é declarada a conformidade /(RO)Trimiteri la standardele armonizate relevante folosite sau trimiteri la
specificatiile tehnice n legéturéd cu care se declard conformitatea /(SK)Pripadné odkazy na prislusné pouzité harmonizované normy alebo odkazy na technické Specifikacie, na zéklade ktorych sa
vyhlasuje zhoda /(SL)Napotila na uporabljene usklajene standarde ali napotila na tehnicne specifikacije za skladnost, ki so navedene na izjavi /(Fl)Viittaus niihin asiaankuuluviin
yhdenmukaistettuihin standardeihin, joita on kaytetty, tai viittaus teknisiin eritelmiin, joiden perusteella vaatimustenmukaisuusvakuutus on annettu/(SV)Hanvisningar till de relevanta
harmoniserade standarder som anvants eller hanvisningar till de tekniska specifikationer enligt vilka dverensstammelsen férsakras /(TR)llgili uyumlastiriimis kullanilan standartlar veya uygunluk
beyan ile ilgili olarak teknik referanslar referanslar /(NO)Henvisninger til de relevante harmoniserte standardene som er brukt eller henvisninger til de spesifikasjonene det erkleeres samsvar med
/(HR)Upuéivanje na mjerodavne uskladene norme ili upuéivanje na tehnicke specifikacije na temelju kojih se izjavljuje sukladnost /(IS)Tilvisanir i videigandi samhzaefingarstadla sem eru notadir
eda tilvisanir i paer teekniforskriftir sem tengjast samraemisyfirlysingunni

10 (EN)The notified body /(BG)Homugpuyuparusm opzaH /(ES)EI organismo notificado /(CS)Oznameny subjekt /(DA)Det bemyndigede organ /(DE)Die notifizierte Stelle /(ET)Teavitatud asutus
I(EL)o koivomoinuévog opyaviouds /(FR) L'organisme notifié /(GA)Rinne an comhlacht da dtugtar foégra / (IT)/'organismo notificato /(LV)Pilnvarota iestade /(LT)Notifikuotoji jstaiga /(HU)A
bejelentett szervezet /(MT)ll-korp notifikat /(NL)De aangemelde instantie /(PL)jednostka notyfikowana /(PT)o organismo notificado /(RO)Organismul notificat /(SK)notifikovany organ /(SL)je
prigladeni organ /(Fl)iimoitettu laitos /(SV)Det anmalda organet /(TR)Kurulusa bildirmis /(NO)Det meldte organ /(HR)Obavijesteno tijelo /(IS)Hinn tilkynnti adili

11 (EN)Signed for and on behalf of /(BG)/Todnuc 3a unu om umemo Ha /(ES)Firmado por y en nombre de/(CS)Podepsano za a jménem /(DA)Underskrevet for og pa vegne af /(DE) Unterzeichnet
fur und im Namen von/(ET)(Kelle nimel ja poolt)alla kirjutatud /(EL)Ymoypaen yia Aoyapiaoud kai €& ovéuarog/(FR)Signé par et au nom de/(GA)Sinithe le haghaidh agus thar ceann
an/(IT)Firmato in vece e per conto di /(LV)Parakstits /(LT)UzZ kg ir kieno vardu pasirasyta/(HU)Cégszerii alairas/(MT)lffirmata ghal u fisem /(NL)Ondertekend voor en namens /(PL)Podpisano w
imieniu /(PT)Assinado por e em nome de/(RO)Semnat pentru si in numele/(SK)Podpisané za a v mene /(SL)Podpisano za in v imenu / (Fl) puolesta allekirjoittanut /(SV)Undertecknat for/(TR)Ve
adina imzalanmistir /(NO)Undertegnet for og pa vegne av /(HR)Potpisano za i u ime /(IS)Undirritad fyrir og fyrir hénd 22



VYHLASENIE O ZHODE EU*

Cislo 2

E_GMZ_32HL512D_DOC_202412010002

Nazov a adresa vyrobcu 3

LG Electronics Inc. (ustredie)
168, Suchul-daero, Gumi-si, Gyeongsangbuk-do, LG Electronics Inc.
39368 Korejska republika LG Twin Towers 128 Yeoui-daero, Yeongdeungpo-gu, Soul, 07336, Korea

Toto vyhlasenie o zhode sa vydava na vyhradnu zodpovednost’ vyrobcu #

Predmet vyhlasenia °

. i 6 Nazov produktu Nazov modelu
Informacie o vyrobku® ) o5k monitor 32HL512D (Nézov typu: 32HL512D-B)
Dalsie informacie 7 EMDN kéd: Z11900801

Adaptér: DA-65J19

Sériové cislo: YMMKCXXXXXXX (Y: rok, MM: mesiac, KC: miesto vyroby, XXXXXXX: nahodné)
SRN: (vyrobca) KR-MF-000001897 (autorizovany zastupca) DE-AR-000044729

Zakladné UDI-DI: 8806098MONITOR-DIAGNOSEKY

Pomécka, na ktori sa vztahuje toto vyhlasenie, je v zhode s tymto nariadenim a vSetkymi ostatnymi
prislusnymi pravnymi predpismi Unie, ktoré stanovuju vydavanie vyhlasenia o zhode EU: 8
- Odkazy na prislusné pouzité harmonizované normy alebo odkazy na technické Specifikacie, v suvislosti

s ktorymi sa vyhlasuje zhoda ®

Nariadenie o zdravotnickych poméckach 2017/745

KLASIFIKACIA: Trieda I podla pravidla 13 prilohy VIl k nariadeniu o zdravotnickych poméckach 2017/745
SPOSOB POSUDZOVANIA ZHODY: Viykonéva sa podla prilohy Il, prilohy Ill, prilohy IV a prilohy V k nariadeniu 2017/745 o zdravotnickych
pomdckach

EN ISO 13485:2016/A11:2021 EN 60601-1-2:2015/A1:2021 EN 60601-1:2006/A2:2021
EN ISO 14971:2019/A11:2021 EN 62304:2006/A1:2015
ISO/TR 24971:2020 EN 62366-1:2015/A1:2020
ISO/TR 20416:2020 EN 60601-1-6:2010/A2:2021
EN ISO 15223-1:2021

EN ISO 20417:2021

Smernica ONL 2011/65/EU (v zneni smernice EU 2015/863)
EN IEC 63000:2018
Zamyslany ucel

Tento lekarsky monitor je urCeny na zobrazovanie radiologickych snimok na kontrolu, analyzu a diagnostiku vySkolenymi lekarmi.
Displej nie je uréeny na mamografiu.

Notifikovany organ 1° )
yorg Neuvedené vykonal = Neuvedené

a vydal osved¢enie Neuvedené

Dalsie informacie 7

Informacie o tovarni:

LG Electronics Inc.

168, Suchul-daero, Gumi-si, Gyeongsangbuk-do, 39368 Kérejska republika

LG Electronics Nanjing New Technology Co., Ltd.

€. 346, Yaoxin Road, Economic & Technical Development Zone, Nanjing, 210038 Cina

Autorizovany zastupca pre EU: LG Electronics Deutschland GmbH. Alfred-Herrhausen-Allee 3-5, 65760 Eschborn, Nemecko

Podpisané za a v mene: ! LG Electronics Inc.

Miesto a datum vydania: Meno a priezvisko/funkcia:

168, Suchul-daero, Gumi-si, Gyeongsangbuk-do, : 34 T .
39368 Korejska republika Jinhwan Jun / manazér pre regulacné zaleZitosti

01. decembra 2024 Stnbiecs T 2
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PREKLADATELSKA DOLOZKA

Preklad som vypracoval ako prekladatel zapisany v zozname znalcov, timoc¢nikov a prekladatelov, ktory
vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore slovensky jazyk - anglicky jazyk,
evidencné Cislo prekladatela: 971324

Preklad je v denniku zapisany pod ¢islom: 265/2025

Preklad suhlasi s prekladanou listinou.

Preklad suhlasi s prekladanou listinou. Som si vedomy nasledkov vedome nepravdivého prekladu.

TRANSLATOR CLAUSE

| made this translation as a translator registered in the list of experts, interpreters and translators
maintained by the Ministry of Justice of the Slovak Republic in specialization Slovak language - English
language, translator id number: 971324

“
-

The translation is recorded in translator log under number: 265/2025

This translation is in accordance with the translated document. | am aware of the consequences of
intentionally false translation. ¢
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Hewlett Packard Vyhlasenie o Zhode c €
Enterprise na zaklade ISO/IEC 17050-1 a EN 17050-1
VoZ #: EU DoC TPS-1021 R1/ sk
Nazov vyrobcu: Hewlett Packard Enterprise Company
Adresa vyrobcu: 1701 East Mossy Oaks Road, Spring, Texas 77389, USA
na svoju vyluénu zodpovednost’ prehlasuje ze vyrobok:
Nazov vyrobku a/alebo model: HPE Alletra Storage Server 4140 Gen11
Regulacné cislo modelu: TPS-1021
Moznosti vyrobku: Cely

je v sulade s nasledujlicou Specializaciou vyrokov a nariadeniami:

Bezpeénost’ Elektromagnetickd Kompatibilitu
IEC 62368-1:2018 EN 55032:2015

EN 62368-1:2014 EN 55032:2015+A11:2020

EN 62479:2010 EN 55035:2017

EN 55035:2017+A11:2020
EN 61000-3-2:2014
EN 61000-3-3:2013

Obmedzeni pouzivania uréitych nebezpeénych latok
EN IEC 63000:2018

Tento vyrobok spifia poziadavky Smernica 2014/35/EU tykajucich sa elektrického zariadenia uréeného na pouzivanie
v rdmci uréitych limitov napétia, Smernica 2014/30/EU vztahujlcich sa na elektromagnetickd kompatibilitu,
Smernica 2011/65/EU v aktudlnej verzii o obmedzeni pouzivania uréitych nebezpeénych latok v elektrickych a
elektronickych zariadeniach, a je spravne CE oznaceny.

Dalsie informacie

Vyrobok ma pridelené regulacné ¢islo modelu, ktory je v sulade s regulacnymi aspektami dizajnu. Regulacné Cislo
modelu je hlavny identifikator vyrobku v regulaénej dokumentdcii a v protokole o skiske a nemozno ho zamienat s
obchodnym nazvom alebo ¢islom vyrobku. Akykolvek vyrobok s tymto regulacnym cCislom modelu, ktory nie je
oznaceny znackou CE, nebude spliiat vietky vys$ie uvedené poziadavky a nesmie sa uviest na trh EU.

e

L0 K. Vo A

/ {//f"\::\.

Vo
Houston, TX Bryan Vanalstyne, Regulacny manazér
13.12.2023 HPE Houston Product Compliance Center

Kontakt vyhradne pre regulaéné zalezitosti

EU: HPE, Postfach 0001, 1122 Wien, Austria

USA: Hewlett Packard Enterprise Company, 1701 East Mossy Oaks Road, Spring, Texas 77389, United States of
America (U.S.), 1-844-806-3425

http://www.hpe.com/eu/certificates

1/1


http://www.hpe.com/eu/certificates

CyberPower

EU Vyhlasenie o Zhode

Nazov vyrobcu:
Adresa:

Telefonicky kontakt:
E-mailova adresa;

Produkt:

Nazov znacky:
Typové oznacenie:

Cyber Power Systems, Inc.

11F., No.26, Jinzhuang Rd., Neihu Dist., Taipei
City 11469, Taiwan

+886-2-8792-9510

tw.service@cyberpower.com

Uninterruptible Power Supply (UPS)
External battery cabin

Cyber Power

OLS2000EA,

OLS2000EA (DE), OLS1500EA (DE)
BPSE48V40A

OLal000xyz-AA, OLal1500xyz-AA,CLa2000xyz-AA,
"a" mbze byt od a po z alebo od A po Z alebo prazdne
na oznacenie marketingového ucelu;

"X" moze byt E alebo EXL, E oznaduje Standardny
typ, EXL oznaduje typ s dlhou dobou zalohovania;
"y" mdze byt od a do z alebo od A do Z alebo od 0 do
9 alebo prazdne na oznacenie marketingového ucelu;
"z"moéze byt PF1 alebo prazdne na oznagenie power

: factor

,A“mdze byt a az z alebo A az Z alebo 0 az 9 alebo
prdzdne na oznacenie marketingového ucelu, "-" sa da
vynechat .

External battery cabin: BPSExV40Ayy

"X" mbze byt 36 alebo 48, ¢o oznacuje vystupné
napatie;

"y" mbze byt od a do z alebo od A do Z alebo od 0 do
9 alebo prazdne na oznacenie marketingoveho ucelu.

Ur€ena vyroba je v sulade s

(Odkaz na Specifikaciu, podra ktorej sa vyhlasuje zhoda)

EN IEC 62040-2: 2018

Smernica o nizkom napati (LVD) 2014/35/EU
EN IEC 62040-1:2019/A1:2021
IEC 62040-1: 2017+AMD1: 2021

Smernica o elektromagnetickej kompatibilite (EMC) 2014/30/EU




EN IEC 61000-3-2: 2019/A1:2021
EN 61000-3-3: 2013/A1: 2019
IEC 61000-2-2: 2002

IEC 61000-4-2: 2008

IEC 61000-4-3: 2006

IEC 61000-4-4: 2012

IEC 61000-4-5: 2014

IEC 61000-4-6: 2013

|IEC 61000-4-8: 2009

[EC 61000-4-11: 2020

Obmedzenie nebezpeénych latok (RoHS) 2011/65/EU

Osoba zodpovedné za vypracovanie tohto vyhlasenia
Meno, Priezvisko: Kevin Hsu

Pozicia / Titul: Research & Engineering Center / Senior Manager

Taipei, Taiwan November 22, 2022 Z/’%f_,«-

(Place) ‘(Date) ompany\égé | signature)




ArC

by Schneider Electric

SMT3000I

SMT3000RMI2U

SMT1500RMI1U

SMT2200RMI2UNC

SMT3000IC

EU Declaration of Conformity

, . - Nr /N°: 992-9158A
Vyhlasenie o zhode EU "/

Products identification / Identifikacia produktov

Type of products : Uninterruptible Power Supplies
Typ vyrobkov : Zalozné zdroje napéatia (UPS)
Models / Modely : Smart-UPS

References Referencie : SMT7501, SMT10001, SMT15001, SMT22001, SMT3000l, SMT750RMI2U,
SMT1000RMI2U, SMT1500RMI2U, SMT2200RMI2U, SMT3000RMI2U,
SMT3000RMI2UNC, SMT750IC, SMT1000IC, SMT1500IC, SMT2200IC,
SMT3000IC, SMT750RMI2UC, SMT1000RMI2UC, SMT1500RMI2UC,
SMT2200RMI2UC, SMT3000RMI2UC, SMT1500RMI1U, SMT750IX38,
SMT750RMI2UNC, SMT1500RMI2UNC, SMT2200RMI2UNC, SMT500J,

SMT750J, SMT1000J, SMT1500J

We undersigned SCHNEIDER-ELECTRIC SAS declare under our sole responsibility, that APC by
Schneider Electric branded products, when subject to state of the art installation, maintenance and
use conforming to their intended purpose, according to applicable regulations and standards in the
country where they are installed, to the supplier's instructions comply with the Essential
Requirements of the following European Directives.

This declaration of conformity is issued under the sole responsibility of the manufacturer.

My, nizSie podpisana spolo¢nost SCHNEIDER ELECTRIC SAS, na vlastni zodpovednost
vyhlasujeme, Ze naSe vyrobky katalogizované pod znackou APC by Schneider Electric a
podliehajuce instalacii, udrzbe a pouzivaniu v sulade s ich zamyslanym u&elom, predpismi,
normami platnymi v krajine inStalacie, pokynmi vyrobcu a pravidlami techniky su v sulade so
zakladnymi poziadavkami nasledujucich eurépskych smernic.

Toto vyhlasenie o zhode je vypracované na vyhradnu zodpovednost vyrobcu.

Low Voltage Directive : Smernica o nizkom napati:
2014/35/EU 2014/35/EU

EMC Directive : Smernica CEM :
2014/30/EU 2014/30/EU

RoHS Directive : Smernica RoHS :
2011/65/EU 2011/65/EU
2015/863 2015/863

Based on the following standards/ Na zaklade nasledujucich noriem :

- ENIEC 62040-1:2019/A11:2021
- ENIEC 63000:2018

- EN 62040-2:2006/AC:2006

- ENIEC 62040-2:2018

The CE marking on the product(s) and/or its(their) packaging signifies that Schneider Electric
holds the reference technical file(s) available to the European authorities.

|~ Oznacenie CE na vyrobku (vyrobkoch) alalebo jeho obale (obaloch) znamena, Ze spolo¢nost
Schneider Electric spristupfiuje organom EU technicku referenéni dokumentaciu (subory).

[Regeees) o0 §

Raymond P. Lizotte, Jr.
Director, Environmental Stewardship Office

Date : 31 July 2024 Datum vydania : 31 Jul 2024

Revision date : 29 May 2020 Datum revizie : 29 Maj 2020

Schneider Electric SAS
Postal address / Adresse postale :
35 Rue Joseph Monier,

Rueil-Malmaison, France
http://www.APC.com
http://www.schneider-electric.com

Legal information / Pravne informéacie

Schneider Electric IT Logistics Europe Limited
City East Business Park, Ballybrit

Galway, Ireland




SPEECH
PROCESSING
SOLUTIONS

q

VYHLASENIE O ZHODE

My, Speech Processing Solutions GmbH,
Gutheil - Schoder - Gasse 8-12, A - 1100 Vieden, Austria,

Vyhlasujeme na svoju zodpovednost, ze elektricky(é) vyrobok(y)

DOKOVACIA STANICA

PHILIPS ACC6000

je v sulade s nasledujucou Smernicou ES:

"Smernica 93/68/EHS o oznaceni CE
Elektromagneticka kompatibilita 2004/108/EHS
Smernica RoHS 2011/65/ES "

Zariadenie je testované podla nasledujucej normy:

EN55022:1998 + A1:2000 (Emission)-Class B
EN55024: 1998 + A1:2001 + A2:2003 (Immunity)
EN 61000-3-2:2001 & EN 61000-3-3:1995 (Emission)

Vieden, 2018-11-12

SPEECH
PROCESEING

evelopment department
Gutheil-Schoder-Gasse 8-12, A-1100 Wien

Gerhard Podhradsky
Veduci riaditel pre vyskum a vyvoj
Speech Processing Solutions GmbH



sPEELH
PROCESSING
SOLUTIONS

ES VYHLASENIE O ZHODE

My, Speech Processing Solutions GmbH,
Gutheil - Schoder - Gasse 8-12, A - 1100 Vieden,
tymto na svoju zodpovednost vyhlasujeme, Ze elektricky vyrobok

NOZNY PEDAL USB PHILIPS

ACC 2330

je v sulade s platnou smernicou ES:

"Smernica o oznaceni CE 93/68/EHS
Elektromagneticka kompatibilita 2004/108/EHS, 92/31/EHS
Smernica RoHS 2011/65/ES"

Zariadenie je testované podla nasledujucej normy:

EN55022:1998 + A1:2000 (Emission) — Class B
EN55024: 1998 + A1:2001 + A2: 2003 (Immunity)
EN 61000-3-2:2001 & EN 61000-3-3:1995 (Emission)

Vieden, 2015-10-05
SPEECH

evelopment department
Gutheil-Schoder-Gasse 8-12, A-1100 Wien

Gerhard Podhradsky

Veduci riaditel pre vyskum a vyvoj
Speech Processing Solutions GmbH

Firmenbuchgericht: HAndelsgericht Wien Pevné ¢islo: FN 379108 m UID: ATU67186877




Podle zak. ¢. 22/1997 Sb., § 13, ve znéni zmén vydanych ve sbirce zakonii.

ce ES PROHLASENE O sSHODE

|

ZARIZENI (VYROBEK) NAZEV: | PRIKRAIOVACE PRACOVISTE

TYP: | PP

PROVEDENI (JINA SPECIFIKACE): | 1,2,3,4,6

EVIDENCNI - VYROBNI ¢isLo:

: VYROBCE
NAZEV: ZENA-R, spol. s r.o.
ADRESA: Karoliny Svétlé 540/6, 37004 Ceské Budéjovice
1C: 62502689
DIC Cz: 62502689

prohladuje vyhradné na viastni zodpové t, ¥e niZe dené zafizeni spliluje viechna pFisluna ustanoveni pfedmétnych pfedpisfi Evropského spoleéenstvi:

EU 2006/42/EU - NV &. 176/2008 Sb., o technickych poZadavcich na strojni zafizeni, ve znéni NV ¢. 170/2011 Sb., NV &, 229/2012 Sb. a NV ¢.
320/2017 Sh.

EU 2014/35/EU - NV &. 118/2016 Sb., o harmonizaci pravnich predpisi €lenskych statd tykajicich se dodavani elektrickych zafizeni uréenych
pro pouzivani v ur€itych mezich napéti na trh

EU 2014/30/EU - NV &. 117/2016 Sb., o harmonizaci pravnich pfedpist ¢lenskych statd tykajicich se elektromagnetické kompatibility

EU 2015/863/EU - NV €. 481/2012 Sb., kterou se méni pfiloha II smérnice Evropského parlamentu a Rady EU 2011/65/EU , RoHS o omezeni
pouZivani nékterych nebezpecnych latek v elektrickych a elektronickych zafizeni a pfislusnym predpisiim a normam, které z téchto nafizeni
(smérnic) vyplyvaii.

POPIS FUNKCE

KONSTRUKCE, ELEKTRONIKA A MECHANICKE PREVODY. ZARIZENI SLOUZL JAKO PRIKRAJOVACI PRACOVISTE.

Seznam pouzitych technickych predpist a harmonizovanych norem

CSN EN IS0 12100; Bezpetnost strojnich zafizeni - Vieobecné zasady pro konstrukdi - Posouzeni rizika a snizovani riziks; vydana: 2011-06-01

€SN EN ISO 14118; Bezpefnost strojnich zafizen - Zamezenl neofekdvanému sputdni; wydand: 2018-12-01

€SN EN IS0 13857; Bezpefnost strojnich zafizeni - Bezpeéné vzdlenosti k zamezenl dosahu do nebezpeénych prostor homimi a dolnimi kendetinami; vydana: 2020-05-01

CSN EN 1005-3+A1; Bezpeénost strojnich zafizeni - Fyzickd vykonnost &ovéka - Cast 3: Doporugené mezni sily pro obsluhu strojnich zafizeni; vydana: 2009-04-01

CSN EN ISO 13854; Bezpeénost strojnich zafizen! - Nejmen¥{ mezery k zamezenl stiatenl &stf lidského téla; vydand: 2020-04-01

CSN EN ISO 14119; Bezpeénost strojnich zafizeni - Blokovad zafizen! spojend s ochrannymi kryty - Zasady pro konstrukci a volbu; vydana: 2014-07-01

€SN EN IS0 14120; Bezpetnost strojnich zafizeni - Ochranné kryty - Obecné poZadavky pro konstrukd a vyrobu pevnych a pohyblivych ochrannych krytli; vydand: 2017-01-01

CSN EN IS0 4413; Hydraulika - Veobecnd pravidia a bezpeénostnf pofadavky na hydraulické systémy a jejich souéast; vydana: 2011-06-01

CSN EN 894-2+A1; Bezpefnost strojnich zaffzenl - Ergonomické poZadavky pro navrhovini sdélovatl a oviddacd - Cast 2: Sddlovate; vydand: 2009-05-01

€SN EN 894-3+A1; Bezpetnost strojnich zatizeni - Ergonomické pozadavky pro navrhovani sddlovatl a oviddathi - Cast 3: Oviddade; vydand: 2009-05-01

€SN EN 61439-1 ed. 2; Rozvédéte nizkého napéli - Cést 1: Véeobecnd ustanoveni; vydand: 2012-05-01

€SN EN 60204-1 ed. 2; Bezpefnost strojnich zafizeni - Elektricka zafizeni strojdi - éést 1: V3eobecné poZadavky; vydana: 2007-06-01

_GN EN 60204-1 ed. 3; Bezpeinost strojnich zafizen! - Elektrickd zafizenl strojdl - Cést 1: Obecné poZadavky; vydana: 2019-02-01

CSN EN 61000-6-4 ed, 2; Elektromagneticka kompatibilita (EMC) - Cast 6-4: Kmenové normy - Emise - Primyslové prostfed; vydana: 2007-09-01

&SN EN 55011 ed. 4; Primyslova, videcks a zdravotnickd zafizeni - Charakteristiky vysokofrekvenéniho ruseni - Meze a metody méfenl; vydand: 2017-01-01

€SN EN 61000-6-2 ed. 3; Elektromagnetick kompatibliita (EMC) - Cast 6-2: Kmenové normy - Odolnost pro primyslové prostredi; vydand: 2006-02-01

€SN EN IEC 61000-3-2 ed. 5; Elektromagnetick4 kompatibilita (EMC) - Cést 3-2: Meze - Meze pro emise proudu harmonickych (zafizeni se vstupnim fazovym proudem <= 16 A); vydand: 2019-08-01
CSN EN 61000-3-3 ed. 3; Elektromagnetické kompatibilita (EMC) - Cast 3-3: Meze - Omezovéni zmén napét, kolisani napéti a fiikru v rozvodnych sitich nizkého napétf pro zafizenl se jmenavitym fazovym proudem <= 16 A,
které neni pfedmétem podminénéha pfipojeni; vydana: 2014-02-01

€SN EN 60335-1; Bezpetnost elektrickych spotfebith pro domécnost a podobné dely, Cast 1; Vieobecnd pozadavky; vydana: 1997-03-01

€SN EN 60335-1 ed. 2; Elekirické spotfeblée pro domamost a podobné Glely - Bezpetnost - Cast 1: V¥eobecné pofadavky; vydana: 2003-05-01

v&N EN 60335-2-97 ed, 2; Elektrické spotfebife pro domécnost a podobné (tely - Bezpetnost - Cast 2-97: Zvlastni pozadavky na pohony rolet, markyz, Zaluzil a podobnych zafizeni; vydana: 2007-06-01
CSN EN IEC 63000; Technickd dokumentace k posuzovani elektrickych a elektronickych produktd z hlediska omezovani nebezpeénych latek; vydand: 2019-04-01

&SN EN 62233; Metody méfeni elektromagnetickych pol spotfebiéll pro domdcnost a podobnych pfistrojd vzhledem k expozid osob; vydand: 2008-10-01

€SN EN 60335-2-16 ed. 2; Elektrické spotfebite pro doméacnost a podobné Glely - Bezpetnost - Cést 2-16: Zviddtnl pofadavky na drtie odpadkd z potravin; vydand: 2004-04-01

€SN EN 62321-1; Stanoveni nékterych ldtek v elektrotechnickych wrobcich - Cést 1: Uvod a pfehled; vydana: 2014-01-01

Zvoleny postup posuzovani shody

Posouzeni shody za stanovenych podminek. Zakon & 22/1997 Sb,, ve znéni zmén, § 12 odst. 3, pism, a)
Dle pfilohy & II k nafizenf viady & 176/2008 Sb. bod A

Jméno, adresu a identifikaéni &islo notifikované osoby, ktera provedla ES pfezkouseni typu a &islo certifikatu ES prezkousSeni typu.

Na uvedené zafizeni se nevztahuje povinné pfezkouseni typu autorizovanou zkuSebnou.
Osoba povéfena kompletaci technické dokumentace dle pHilohy &.VII k nafizenf viddy & 176/2008 Sb. bod A:

Ing. Petr Vrana, kancelaf - 61400 Brno, Proskovo nam. 21

Udaje o totonosti osoby opravnéné vypracovat prohlaSeni jménem virobce nebo jeho oprévnéného zéstupce a jejf podpis.
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DECLARATION OF CONFORMITY
c € DECLARATION DE CONFORMITE

KONFORMITATSERKLARUNG

ENGLAND FRANCE DEUTSCHLAND

1] ==

ZENA-R, SPOL. S R.O,
37004 CESKE BUDEJOVICE, KAROLINY SVETLE 540/6
CZECH REPUBLIC

declare that the product déclarer que le produit erkldren, dass das Produkt
PP /serial number:
complies with the relevant EC Directives: e e entspricht den einschidgigen EG-Richtiinien:
Technical requirements for machinery- 2006/42/EU - Exigences techniques pour les machines- 2006/42/EU - Technische Anforderungen fiir Maschinen- 2006/42/EU -
Low Voltage- 2014/35/EU - Low Voltage- 2014/35/EU - Low Voltage- 2014/35/EU -
Electromagnetic compatibility- 2014/30/EU - compatibilité électromagnétique- 2014/30/EU - Elektromagnetische Vertréglichkeit- 2014/30/EU -
RoHS - Restriction on the use of certain hazardous RoHS - Restriction sur |'utilisation de certaines substances RoHS - Beschrankung der Verwendung bestimmter
substances in electrical and electronic equipment- dangereuses dans les équipements électriques et gefdhriicher Stoffe in Elektro- und Elektronikgerdten-
2015/863/EU - électroniques- 2015/863/EU - 2015/863/EU -
CE mark- 93/68/EHS - marque CE- 93/68/EHS - CE-Zeichen- 93/68/EHS -
Conformity assessment carried out by an authorized Evaluation de la conformité effectuée par un Konformitdtsbewertung durchgefiihrt von einem
laboratory. The certificate number. laboratoire agréé. Le numéro de certificat. autorisierten Labor aus. Die Zertifikat-Nummer.
The device is not subject to the type testing Le dispositif est pas soumis & l'essai de type Das Gerat ist nicht abhdngig von der Typpriifung
European standards normes européennes Europédische Normen

EN ISO 12100; Safety of machinery - General principles for design - Risk assessment and risk reduction, vydana: 2011-06-01

EN IS0 14118; Safety of machinery - Prevention of unexpected start-up, vydana: 2018-12-01

EN ISO 13857; Safety of machinery - Safety distances to prevent hazard zones being reached by upper and lower limbs, vydand: 2020-05-01

EN 1005-3+A1; Safety of machinery - Human physical p e - Part 3: Recc ded force limits for machinery operation, vydana: 2009-04-01

EN ISO 13854; Safety of machinery - Minimum gaps to avold crushing of parts of the human body, vydand: 2020-04-01

EN ISO 14119; Safety of machinery - Interlocking devices associated with guards - Principles for design and selection, vydana: 2014-07-01

EN IS0 14120; Safety of machinery - Guards - General requirements for the design and construction of fixed and movable guards, vydana: 2017-01-01

EN IS0 4413; Hydraulic fluid power - General rules and safety requirements for systems and their components, vydana: 2011-06-01

EN B94-2+A1; Safety of machinery - Ergonomic requirements for the design of displays and control actuators - Part 2: Displays, vydana: 2009-05-01

EN 894-3+A1; Safety of machinery - Ergonomic requirements for the design of displays and control actuators - Part 3: Control actuators, vydana: 2009-05-01

EN 61439-1 ed, 2; Low-voitage switchgear and controlgear assemblies - Part 1: General rules, vydana: 2012-05-01

EN 60204-1 ed. 2; Safety of machinery - Electrical equipment of machines - Part 1: General requirements, vydand: 2007-06-01

EN 60204-1 ed. 3; Safety of machinery - Electrical equipment of machines - Part 1: General requirements, vydana: 2019-02-01

EN 61000-6-4 ed. 2; Electromagnetic compatibility (EMC) - Part 6-4: Generic standards - Emission standrd for industrial environments, vydana: 2007-09-01

EN 55011 ed. 4; Industrial, scientific and medical equipment - Radio-frequency disturbance characteristics - Limits and methods of measurement, vydand: 2017-01-01

EN 61000-6-2 ed. 3; Electromagnetic compatibility (EMC) - Part 6-2: Generic standards - Immunity for industrial environments, vydana: 2006-02-01

EN IEC 61000-3-2 ed. 5; Electromagnetic compatibility (EMC) . Part 3-2: Limits . Limits for harmonic current emissions (equipment input current . 16 A per phase), vydana: 2019-08-01
EN 61000-3-3 ed. 3; Electromagnetic compatibility (EMC) - Part 3-3: Limits - Limitation of voltage changes, voltage fluctuations and flicker In public low-voltage supply systems, for equipment with rated current <= 16 A per
phase and not subject to conditional connection, vydana: 2014-02-01

EN 60335-1; Safety of household and similar electrical appliances. Part 1: General requirements, vydana: 1997-03-01

EN 60335-1 ed. 2; Household and similar electrical appliances - Safety - Part 1: General requirements, vydand: 2003-05-01

EN 60335-2-97 ed, 2; Household and similar electrical appliances - Safety - Part 2- 97: Particular requirements for drives for rolling shutters, awnings, blinds and similar equipment, vydana: 2007-06-01
EN IEC 63000; Technical documentation for the assessment of electrical and electronic products with respect to the restriction of hazardous substances, vydana: 2019-04-01

EN 62233; Measurement methods for electromagnetic fields of household appliances and similar apparatus with regard to human exposure, vydand: 2008-10-01

EN 60335-2-16 ed. 2; Household and similar electrical appliances - Safety - Part 2-16: Particular requirements for food waste disposers, vydana: 2004-04-01

EN 62321-1; Determination of certain substances in electrotechnical products - Part 1: Introduction and overview, vydané: 2014-01-01

Declares that the (product) complies with all Déclare que le (produit) est conforme a toutes les Erklért, dass das (Produkt) mit allen einschldgigen
relevant provisions of this Directive dispositions pertinentes de la présente directive Bestimmungen dieser Richtlinie entsprechen,
Personne autorisée a remplir la documentation Person, die zur Vervolistandigung der technischen
Person authorized to complete the technical 3 !
documentation (according to Annex No. VII point A): technique (mnhrmémc:;:f I'annexe n ° VII, point Dokumentation bel’ug: :k: &g)e:mim Anhang Nr. VII
AKPTESTING - Ing. Petr Vrana, 614 00 BRNO, Proskovo nam. 21, CESKA REPUBLIKA
number of technical documentation: nombre de documents techniques: Anzahl| der technischen Dokumentation:

BCW 99 - 5321
Identification of the person empowered to draw up Identification de la personne habilitée a établir la Erﬁ:’;f’?:ﬁ“;:'::; mx&::;ug J:t'se‘::.;

the declaration on behalf of the manufacturer or his déclaration au nom du fabricant ou de son
authorized rep ive and its signature. mandataire et sa slgname. Revolliechtisten :::;:;san Huterecif 2

nZENA - R%

/ spol. s r.o.
7 Karoliny Suvétlé 6

| G ) &r— 370 GCeské Bud¢;ovice

2020-11-25
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