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GE Healthcare

DECLARATION OF CONFORMITY

Following the provisions of the medical devices directive 93/42/EEC, Annex I,
and of the radio equipment directive 2014/53/EU, Annex II, and of the RoHS
directive 2011/65/EU.

We
Manufacturer EU Authorized Representative
GE OEC MEDICAL SYSTEMS, Inc. GE Medical Systems SCS
384 Wright Brothers Drive 283 rue de la Miniére
Salt Lake City, UT 84116 78530 BUC, France
United States
E . Declare under our sole responsibility that the class IIb device:

OEC Elite
Mobile Fluoroscopic Imaging System
Ref.: see addendum
GMDN Code: 37646
Classification rule (93/42/EC Annex IX): Class lib, Rule 10 of Annex IX
To which this declaration relates, is in conformity with the requirements of the medical device directive 93/42/EEC

which apply to it and with the requirements of the directive 2011/65/EU on the restriction of the use of certain
hazardous substances in electrical and electronic equipment.

This conformity is based on the following elements:

¢ Forthe directive 93/42/EEC (MDD)

O Information included in the documents: Technical Documentation/DHF Ref./ réf.: DOC1962364 of the
e\ product to which this declaration relates

O EC Certificate: Approval of Quality Assurance System delivered by G-MED (Notified Body Registration #
0459) with Certificate No. 32119.

O List of harmonized standards applied for CE marking

EN 60601-1:2006 Medical electrical equipment - Part 1; General requirements for basic safety
and essential performance
EN 60601-1-2:2007 Medical electrical equipment - Part 1-2: General requirements for basic safety

and essential performance - Collateral Standard: Electromagnetic
disturbances - Requirements and tests

EN 60601-1-3:2008 Medical electrical equipment - Part 1-3: General requirements for basic safety
and essential performance - Collateral Standard: Radiation protection in
diagnostic X-ray equipment

EN 60601-1-6:2010 Medical electrical equipment - Part 1-6: General requirements for basic safety
and essential performance - Collateral standard: Usability
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GE Healthcare

EN 60601-2-28:2010

EN 60601-2-43:2010
EN 60601-2-54:2009

EN 62304:2006

EN 60601-1-6:2010
EN 60825-1:2014

EN I1SO 10993-1:2009

« EN I1SO 15223-1:2016

EN 1041:2008

Medical electrical equipment - Part 2-28: Particular requirements for the basic
safety and essential performance of X-ray tube assemblies for medical
diagnosis

Medical electrical equipment - Part 2-43: Particular requirements for the basic
safety and essential performance of X-ray equipment for interventional
procedures

Medical electrical equipment - Part 2-54: Particular requirements for the basic
safety and essential performance of X-ray equipment for radiography and
radioscopy

Medical device software — Software life cycle processes

Medical devices — Application of usability engineering to medical devices
Safety of laser products — Part 1: Equipment classification and requirements
Biological evaluation of medical devices — Part 1: Evaluation and testing within a
risk management process

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

Information supplied by the manufacturer of medical devices

e  For the directive 2011/65/EU (RoHS)

o Technical Documentation/DHF Ref ./réf.: DOC1962364 of the product to which this declaration

relates

®  Forthe directive 2014/53/EU (Radio Equipment Directive)

o Technical documentation, ref Technical File DOC1962364, of the product to which this declaration

relates.

Salt Lake City
March 5, 2020

DOC1828828

Philip Malca
Regulatory Affairs Director
GE Healthcare Surgery
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GE Healthcare

This EC Declaration of Conformity is valid until the expiration date of the EC certificate referenced above.
This EC Declaration of Conformity supersedes the previous declaration dated 08 November 2019.

ADDENDUM TO THE DECLARATION OF CONFORMITY dated 05-March 2020

Product Description Catalog Designation
OEC Elite 21 cm, ultra high definition (UHD) menitor S7004ME
QEC Elite 31 ¢m, ultra high definition {UHD) monitor S7004MF
21 CM CFD ERGO-C ESP, uitra. high definition (UHD) monitor S7004MG
31 CM CFD ERGO-C ESP, ultra high definition (UHD) monitor S7004MH
QEC Elite CFD 21 cm, Super-C, PMCARE , ultra high definition {UHD) monitor S7004AH
OEC Elite CFD 21 cm, Super-C, BVAS, ultra high definition (UHD) monitor S7004AN
QEC Elite CFD 21 cm, Super-C, VAS-15, ultra high definition (UHD) monitor S7004AT
QEC Elite CFD 21 e¢m, Super-C, VASMTS, ultra high definition (UHD) monitor 570048
QEC Elite CFD 21 ¢m, Ergo-C, PMCARE , ultra high definition (UHD) monitor S7004MS
OEC Elite CFD 21 cm, Ergo-C, BVAS, ultra high definition (UHD) monitor S7004MW
OEC Elite CFD 21 cm, Ergo-C, VAS-15, uitra high definition (UHD) monitor S7004NB
QEC Elite CFD 21 cm, Ergo-C, VASMTS, ultra high definition (UHD) monitor S7004MZ
OEC Elite CFD 31 cm, Super-C, PMCARE , ultra high definition (UHD) monitor S7004A)
OEC Elite CFD 31 cm, Super-C, BVAS, ultra high definition (UHD) monitor S7004MN
OEC Elite CFD 31 cm, Super-C, VAS-15, ultra high definition (UHD) monitor S7004AW
QEC Elite CFD 31 cm, Super-C, VASMTS, ultra high definition (UHD) monitor S7004BA
QEC Elite CFD 31 cm, Ergo-C, PMCARE , ultra high definition (UHD) monitor S7004MT
OEC Elite CFD 31 cm, Ergo-C, BVAS, ultra high definition (UHD) monitor S7004MY
QEC Elite CFD 31 c¢cm, Ergo-C, VAS-15, ultra high definition (UHD) monitor S7004NC
OEC Elite CFD 31 c¢m, Ergo-C, VASMTS, ultra high definition (UHD) monitor S7004NA
QEC Elite CFD 21 cm SC CARDIAC, ultra high definition (UHD) monitor S7004AK
OEC Elite CFD 21 cm Super-C VAS15 MD, ultra high definition (UHD) monitor S7004MP
OEC Elite CFD 21 c¢cm Super-C VASMTS MD, ultra high definition (UHD) monitor S7004MR
OEC Elite CFD 21 c¢cm Super-C Cardiac MD, ultra high definition (UHD) monitor S7004BC
OEC Elite CFD 31 ¢cm Super-C VAS 15 MD, ultra high definition (UHD) monitor S7004AY
OEC Elite CFD 31 cm Super-C VASMTS 15 MD, ultra high definition (UHD) monitor $7004BB
OEC Elite CFD 21 ¢m, Super-C ESP, tablet, ultra high definition (UHD) monitor S7005SF
QEC Elite CFD 21 cm, Super-C PM Care, tablet, ultra high definition (UHD) monitor S$70055G
OEC Elite CFD 21 cm, Super-C BVAS, tablet, ultra high definition (UHD) monitor S70055H
OEC Elite CFD 21 cm, Super-C VAS-15, tablet, ultra high definition {UHD) monitor S70055)
OEC Elite CFD 21 cm, Super-C VASMTS, tablet, ultra high definition (UHD) monitor S70055K
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Product Description

Catalog Designation

OEC Elite CFD 21 cm, Super-C Cardiac, tablet, ultra high definition (UHD) monitor S7005S5L
OEC Elite CFD 21 cm, Ergo-C ESP, tablet, ultra high definition (UHD) monitor S70055M
OEC Elite CFD 21 cm, Ergo-C PM Care, tablet, ultra high definition (UHD) monitor S70055N
OEC Elite CFD 21 cm, Ergo-C BVAS, tablet, ultra high definition {(UHD) monitor S70055P
OECElite CFD 21 cm, Ergo-C VAS-15, tablet, ultra high definition (UHD) monitor S7005SR
OECElite CFD 21 cm, Ergo-C VASMTS, tablet, ultra high definition (UHD) monitor S7005SS
OEC Elite CFD 21 cm, motorized-C VAS-15, tablet, ultra high definition (UHD) monitor S70058T
OEC Elite CFD 21 cm, motorized-C VASMTS, tablet, ultra high definition (UHD) monitor S70055W
OEC Elite CFD 21 cm, motorized -C Cardiac, tablet, ultra high definition (UHD) monitor S7005SY
OEC Elite CFD 31 cm, Super-C ESP, tablet, ultra high definition (UHD} monitor 5700552
OEC Elite CFD 31 cm, Super-C PM Care, tablet, ultra high definition (UHD) monitor S7005TA
OEC Elite CFD 31 cm, Super-C BVAS, tablet, ultra high definition (UHD) monitor S7005TB
OEC Elite CFD 31 cm, Super-C VAS-15, tablet, ultra high definition (UHD) monitor S$7005TC
OEC Elite CFD 31 cm, Super-C VASMTS, tablet, ultra high definition (UHD) monitor S7005TD
OEC Elite CFD 31 cm, Ergo-C ESP, tablet, ultra high definition (UHD) monitor S7005TE
OEC Elite CFD 31 cm, Ergo-C PM Care, tablet, ultra high definition (UHD) monitor S7005TF
OEC Elite CFD 31 cm, Ergo-C BVAS, tablet, ultra high definition (UHD) monitor $7005TG
OECElite CFD 31 em, Ergo-C VAS-15, tablet, ultra high definition (UHD) monitor S7005TH
OEC Elite CFD 31 cm), Ergo-C VASMTS, tablet, ultra high definition (UHD) monitor S7005T)
31 CM CFD SC, CARDIAC, TOUCH, OEC ELITE S7005WS
31 CM CFD SC MD CARDIAC, TOUCH, OEC ELITE S7005WT
OEC Elite CFD 21 cm, motorized-C VAS-15, tablet, ultra high definition (UHD) monitor S7005TK
OEC Elite CFD 21 cm, motorized-C VASMTS, tablet, uitra high definition (UHD} monitor S7005TL
9inch Std S7004AA
12 inch Std S7004AB
12 INCH STD GSP, OEC ELITE S7004A
9 INCH STD PMCARE, OEC ELITE S7T004AE
9 INCH STD VASMTS 30FPS, OEC ELITE S7004AF
12 INCH STD PMCARE, OEC ELITE S7004AG
12 INCH STD BVAS 8FPS, OEC ELITE S7T004AL
9 INCH STD BVAS 8FPS, OEC ELITE S7004AM
S INCH STD VAS 15FPS, OEC ELITE S7004AP
S INCH STD GSP, OEC ELITE S7004AR
12 INCH STD VAS 15FPS, OEC ELITE 57004AS
12 INCH STD VASMTS 30FPS, OEC ELITE S7004AZ
9 INCH STD ESP, 4K, OEC ELITE $7004M)
12 INCH STD ESP, 4K, OEC ELITE $7004MK
| 9 INCH SC GSP, OECELITE 57004ML
9 INCH SC ESP, OEC ELITE S7004MM
9 INCH SC PMCARE, OEC ELITE S7005LD
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Product Description

Catalog Designation

9 INCH SC BVAS 8FPS, OEC ELITE S7005LE
9 INCH SC VAS 15FPS, OEC ELITE S7005LF
9 INCH SC VASMTS 30FPS, OEC ELITE S7005LG
9 INCH SC GSP, tablet, 4K, OEC ELITE 57005LP
9 INCH SC ESP, tablet, 4K, OEC ELITE S$7005LR
9 INCH SC PM Care, tablet, 4K, OEC ELITE S7005L5
9 INCH SC BVAS, tablet, 4K, OEC ELITE S7005LT
9 INCH SC VAS-15, tablet, 4K, OEC ELITE S7005LW
9 INCH SC VASMTS, tablet, 4K, OEC ELITE S7005LY
9 INCH STD GSP, tablet, 4K, OEC ELITE 57005LH
9 INCH STD ESP, tablet, 4K, OEC ELITE 57005U
9 INCH STD PM Care, tablet, 4K, OEC ELITE S7005LK
9 INCH STD BVAS, tablet, 4K, OEC ELITE 57005LL
9 INCH STD VAS-15, tablet, 4K, OEC ELITE 57005LMm
9 INCH STD VASMTS, tablet, 4K, OEC ELITE S7005LN
12 INCH STD GSP, tablet, 4K, OEC ELITE 5700517
12INCH STD ESP, tablet, 4K, OEC ELITE 570055A
12 INCH STD PM Care, tablet, 4K, OEC ELITE 5700558
12 INCH STD BVAS, tablet, 4K, OEC ELITE 570055C
12 INCH STD VAS-15, tablet, 4K, OEC ELITE 570055D
12 INCH STD VASMTS, tablet, 4K, OEC ELITE S7005SE
Software Update ver 2.1.0.6296 S7006AT
KIT, UPGRADE, ESP TO PMCARE, OEC ELITE S7004)M
KIT, UPGRADE, ESP TO BVASSF, OEC ELITE S7004JN
KIT, UPGRADE, ESP TO VAS15F, OEC ELITE $7004)P
KIT, UPGRADE, ESP TQ VASMTS, OEC ELITE 70045
KIT, UPGRADE, PMCARE TO BVASSF, OEC ELITE $7004JT
KIT, UPGRADE, PMCARE TO VAS15F, OEC ELITE 570041W
KIT, UPGRADE, PMCARE TO VASMTS, OEC ELITE S7004KA
KIT, UPGRADE, BVASSF TO VAS15F, OEC ELITE $7004KC
KIT, UPGRADE, BVAS8F TO VASMTS, OEC ELITE S7004KE
KIT, UPGRADE, VAS15F TO VASMTS, OEC ELITE S7004KF
KIT, DOWNGRADE, VASMTS TO VAS15F, OEC ELITE $7004K)
KIT, DOWNGRADE, VASMTS TO BVASSF, OEC ELITE S7004KK
KIT, DOWNGRADE, VASMTS TO PMCARE, OEC ELITE S7004KL
KIT, DOWNGRADE, VASMTS TO ESP, OEC ELITE S7004KM
KIT, DOWNGRADE, VAS1SF TO BVASSF, OEC ELITE S7005GP
KIT, DOWNGRADE, VAS15F TO PMCARE, OEC ELITE S7005GR
KIT, DOWNGRADE, VASL5F TO ESP, OEC ELITE $7005GS
KIT, DOWNGRADE, PMCARE TO ESP, OEC ELITE $7005GT
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Product Description

Catalog Designation

KIT, UPGRADE, ESP TO CARDIAC, OEC ELITE

S7005KF

KIT, UPGRADE, BVAS TO CARDIAC, OEC ELITE S7005KG

KIT, UPGRADE, VAS15 TO CARDIAC, OEC ELITE S7005KH

KIT, UPGRADE, VASMTS TO CARDIAC, OEC ELITE $7005K)

KIT, UPGRADE, PMCARE TQ CARDIAC, OEC ELITE S7005KK

KIT, DOWNGRADE, CARDIAC TO ESP, OEC ELITE S7005KL
KIT, DOWNGRADE, CARDIAC TO BVAS, OEC ELITE S7005KM

KIT, DOWNGRADE, CARDIAC TO VAS15, OEC ELITE S7005KN

KIT, DOWNGRADE, CARDIAC TO VASMTS, OEC ELITE S7005KP

KIT, DOWNGRADE, CARDIAC TO PMCARE, OEC ELITE S7005KR

“ KIT, Il UPGRADE, GSP TQ ESP, OEC ELITE S7005PA
KIT, I UPGRADE, GSP TO PMCARE, OEC ELITE $7005PB

KIT, I UPGRADE, GSP TQ BVAS, OEC ELITE S7005PC

KIT, I UPGRADE, GSP TO VAS15, OEC ELITE 57005PD

KIT, Il UPGRADE, GSP TQ VASMTS, OEC ELITE S7005PE

KIT, Il UPGRADE, ESP TO PMCARE, OEC ELITE S7005PF

KIT, Il UPGRADE, ESP TO BVAS, OEC ELITE $7005PG

KIT, I UPGRADE, ESP TO VAS15, OEC ELITE 57005PH

KIT, I UPGRADE, ESP TO VASMTS, OEC ELITE S7005P)

KIT, I UPGRADE, PMCARE TO BVAS, OEC ELITE S7005PK

KIT, [l UPGRADE, PMCARE TO VAS15, OEC ELITE S7005PL
KIT, Il UPGRADE, PMCARE TO VASMTS, OEC ELITE S7005PM

| KIT, I UPGRADE, BVAS TO VAS15, OEC ELITE S7005PN
KIT, Il UPGRADE, BVAS TO VASMTS, OEC ELITE S7005PP

KIT, Il UPGRADE, VAS15 TO VASMTS, OEC ELITE S7005PR

“ KIT, Il DOWNGRADE, TO VAS15, OEC ELITE S7005PS
KIT, Il DOWNGRADE, TO BVAS, OEC ELITE S7005PT
KIT, Il DOWNGRADE, TO PMCARE, OEC ELITE S7005PW

KIT, Il DOWNGRADE, TO ESP, OEC ELITE S7005PY

KIT, 1 DOWNGRADE, TO GSP, OEC ELITE S7005PZ

GE Accessories

Accessories

Catalog Designation

Medrad MARK 7 Arterion injector Pedestal System

S7004NF

Sony UP-X898MD , Sony Hybrid Graphic Printer 57004GB
Sony UP-971AD, Sony Hybrid Graphic Printer S7004GC
Sony UP-991AD, Sony Hybrid Graphic Printer $7004MC
Wireless Footswitch S7005MB
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GE

VYHLASENIE O ZHODE

V stlade s ustanoveniami Smernice 93/42/EHS o zdravotnych pomockach, Priloha
Il, a Smernice 2011/65/EU o obmedzeni pouzivania uritych nebezpednych
latok v elektrickych a elektronickych zariadeniach.

Vyrobca Autorizovany zastupca pre
GE OEC MEDICAL SYSTEMS, Inc. EQ
384 Wright Brothers Drive GE Medical Systems
Salt Lake City, UT 84116 SCS 283 rue de la
Spojené $taty americké Miniére 78530 BUC,
Francuzsko

‘P Na vlastni zodpovednost vyhlasujeme, Ze zdravotnd pomaocka triedy Il b:

OEC Elite

Mobilny fluoroskopicky zobrazovaci systém

Ref.: pozri prilohu

GMDN Kéd: 37646

Klasifikaéné pravidlo (93/42/ES Priloha IX): Trieda ilb, Pravidlo 10 Prilohy IX

ktorej sa toto Vyhlasenie tyka, je v zhode s poZiadavkami Smernice o zdravotnych pomdckach 93/42/EHS,
ktord sa na fiu uplatiuje a s poziadavkami Smernice 2011/65/EU o obmedzeni pouZivania uréitych
nebezpecnych latok v elektrickych a elektronickych zariadeniach.

Zhoda je zaloZend na nasledovnych prvkoch:

Pri Smernici 93/42/EHS o zdravotnych pomdckach (MDD)

o Informacie obsiahnuté v dokumentoch: Technicka dokumentacia/DHF Ref.: DOC1962364
produktu, ktorého sa toto Vyhlasenie tyka

o Certifikat EC: Schvélenie systému zabezpecenia kvality od spolo¢nosti G-MED (Notifikovany
organ reg. ¢. 0459) s Certifikdtom &. 32119.

o Zoznam standardov harmonizacie aplikovanych pre oznaéenie CE

EN 60601-1:2006 Zdravotnicke elektrické pristroje — Cast 1: V8eobecné poziadavky na
zakladnu bezpeénost a nevyhnutné prevadzkove vlastnosti

EN 60601-1-2:2007  Zdravotnicke elektrické pristroje — Cast 1-2: V&eobecné poZiadavky na
zakladnu bezpeénost a nevyhnutné prevadzkove vlastnosti — Kolateralny
standard: Elektromagnetické poruchy — Poziadavky a skusky

EN 60601-1-3:2008  Zdravotnicke elektrické pristroje — Cast' 1-3: V&eobecné poziadavky na
zakladnu bezpeénost a nevyhnutné prevadzkove vlastnosti —
Kolateralny $tandard: Ochrana pred radiaciou v diagnostickych RTG
pristrojoch

EN 60601-1-6:2010  Zdravotnicke elektrické pristroje — Cast 1-6: Vieobecné poZiadavky na
zakladnu bezpetnost a nevyhnutné prevadzkove vlastnosti — Kolateralny
Standard: Pouzitelnost




EN 60601-2-28:2010

EN 60601-2-43:2010

EN 60601-2-54:2009

EN 62304:2006
EN 60601-1-6:2010

EN 60825-1:2014

EN ISO 10993-
1:2009
EN 18O 15223-
1:2016

EN 1041:2008

GE

Zdravotnicke elektrické pristroje — Cast 2-28: Osobitné poziadavky na
zakladnl bezpeénost a nevyhnutné prevadzkové vlastnosti RTG trubice
v zariadeniach medicinske] diagnostiky

Zdravotnicke elektrické pristroje — Cast 2-43: Osobitné poziadavky na
zakladnu bezpetnost a nevyhnutné prevadzkove viastnosti RTG
zariadeni na intervencné zakroky

Zdravotnicke elektrické pristroje — Cast 2-54: Osobitné poziadavky na
zakladnu bezpeénost a nevyhnutné prevadzkové viastnosti RTG
zariadenia pre radiografiu a radioskopiu

Software medicinskych zariadeni — Procesy Zivotného cykiu softwaru
Zdravotnicke pristroje/pomocky — Aplikacia techniky pouzitelnosti na
zdravotnicke pristroje/fpomécky

Bezpetnost laserovych produktov — Cast 1: Klasifikacia zariadeni

a poziadavky na

Biologické hodnotenie zdravotnickych zariadeni — Cast 1: Hodnotenie

a testovanie v ramci procesu manazmentu rizika

Zdravotnicke pristroje — Symboly, ktoré treba pouzivat' pri oznaceni
zdravotnickych pristrojov a informacie, ktoré treba poskytnut — Cast' 1:
VSeobecné pozZiadavky

Informacie poskytované vyrobcom zdravetnickych pristrojov

e Pri Smernici 2011/65/EU o obmedzeni pouZivania uréitych nebezpeénych latok v elektrickych
a elektronickych zariadeniach

0 Technickd dokumentacia/DHF Ref.. DOC1962364 produktu, ktorého sa toto Vyhlasenie

tyka

« Pri Smernici 2014/53/EU o radiovych zariadeniach

o Technicka dokumentacia, ref. Technicky spis DOC1962364 produktu, ktorého sa toto

Vyhlasenie tyka

Salt Lake City
5. marca 2020

(AN

Philip Malca
Riaditel pre regulatdrne zalezitosti
GE Healthcare Surgery




Toto Vyhlasenie o zhode ES je platné do diia platnosti Certifikatu ES, na ktory je odvolavka
vy$sie. Toto Vyhlasenie o zhode ES nahradzuje predchadzajice vyhlésenie zo dfia 8.11.2019.

PRILOHA K VYHLASENIU O ZHODE zo dfia 5.3.2020

Popis produktu Katalégové oznaéenie
QEC Elite 21 cm, ultra high definition (UHD) monitor S7004ME
OEC Elite 31 cm, ultra high definition (UHD) monitor S7004MF
21 CM CFD ERGO-C ESP, ultra high definition (UHD) monitor S7004MG
31 CM CFD ERGO-C ESP, ultra high definition (UHD) monitor S7004MH
OEC Elite CFD 21 c¢m, Super-C, PMCARE , ultra high definition (UHD) monitor S7004AH
QEC Elite CFD 21 cm, Super-C, BVAS, ultra high definition (UHD) monitor S7004AN
OEC Elite CFD 21 cm, Super-C, VAS-15, ultra high definition (UHD) monitor S7004AT
OEC Elite CFD 21 cm, Super-C, VASMTS, ultra high definition (UHD) monitor S7004B
OEC Elite CFD 21 cm, Ergo-C, PMCARE , ultra high definition (UHD} monitor S7004MS
OEC Elite CFD 21 cm, Ergo-C, BVAS, ultra high definition (UHD) monitor S7004MW
OEC Elite CFD 21 cm, Ergo-C, VAS-15, ultra high definition (UHD) monitor S7004NB
OEC Elite CFD 21 cm, Ergo-C, VASMTS, ultra high definition (UHD) monitor S7004MZ
OEC Elite CFD 31 cm, Super-C, PMCARE , ultra high definition (UHD) monitor S7004AJ
OEC Elite CFD 31 cm, Super-C, BVAS, ultra high definition (UHD) monitor S7004MN
OEC Elite CFD 31 cm, Super-C, VAS-15, ultra high definition (UHD) monitor S7004AW
OEC Elite CFD 31 cm, Super-C, VASMTS, ultra high definition (UHD) monitor S7004BA
OEC Elite CFD 31 cm, Ergo-C, PMCARE , ultra high definition (UHD) monitor S7004MT
OEC Elite CFD 31 cm, Ergo-C, BVAS, ultra high definition (UHD) monitor S7004MY
QEC Elite CFD 31 cm, Ergo-C, VAS-15, ultra high definition (UHD) monitor S7004NC
OEC Elite CFD 31 ¢m, Ergo-C, VASMTS, ultra high definition (UHD) monitor S7004NA
OEC Elite CFD 21 cm SC CARDIAC, ultra high definition (UHD) monitor S7004AK
OEC Elite CFD 21 cm Super-C VAS15 MD, ultra high definition (UHD) monitor S7004MP
QEC Elite CFD 21 cm Super-C VASMTS MD, ultra high definition (UHD) monitor S7004MR
QEC Elite CFD 21 cm Super-C Cardiac MD, ultra high definition (UHD) monitor S7004BC
OEC Elite CFD 31 cm Super-C VAS 15 MD, ultra high definition (UHD) monitor S7004AY
OEC Elite CFD 31 cm Super-C VASMTS 15 MD, ultra high definition (UHD) monitor S7004BB
OEC Elite CFD 21 cm, Super-C ESP, tablet, ultra high definition (UHD) monitor S7005SF
QEC Elite CFD 21 cm, Super-C PM Care, tablet, ultra high definition (UHD) monitor S7005SG
OEC Elite CFD 21 cm, Super-C BVAS, tablet, ultra high definition (UHD) monitor S7005SH
OEC Elite CFD 21 cm, Super-C VAS-15, tablet, ultra high definition (UHD) monitor S7005SJ
OEC Elite CFD 21 c¢m, Super-C VASMTS, tablet, ultra high definition (UHD) monitor S70058K




Popis produktu Katalogové oznaéenie

QEC Elite CFD 21 cm, Super-C Cardiac, tablet, ultra high definition (UHD) monitor S7005SL
OQEC Elite CFD 21 cm, Ergo-C ESP, tablet, ultra high definition (UHD) monitor S70055M
OEC Elite CFD 21 cm, Ergo-C PM Care, tablet, ultra high definition (UHD) monitor S7005SN
OEC Elite CFD 21 cm, Ergo-C BVAS, tablet, ultra high definition (UHD) monitor S7005SP
OEC Elite CFD 21 cm, Ergo-C VAS-15, tablet, ultra high definition (UHD) monitor S7005SR
OEC Elite CFD 21 cm, Ergo-C VASMTS, tablet, ultra high definition (UHD) monitor S7005SS

OEC Elite CFD 21 cm, motorized-C VAS-15, tablet, ultra high definition (UHD) monitor S7005ST

OEC Elite CFD 21 cm, motorized-C VASMTS, tablet, ultra high definition (UHD) monitor | S7005SW

OEC Elite CFD 21 em, motorized -C Cardiac, tablet, ultra high definition (UHD) monitor S7005SY

OEC Elite CFD 31 cm, Super-C ESP, tablet, ultra high definition (UHD) monitor S7005SZ

“ OEC Elite CFD 31 cm, Super-C PM Care, tablet, ultra high definition (UHD) monitor S7005TA
[ OEC Elite CFD 31 cm, Super-C BVAS, tablet, ultra high definition (UHD) monitor S7005TB
OEC Elite CFD 31 cm, Super-C VAS-15, tablet, ultra high definition (UHD) monitor S7005TC

OEC Elite CFD 31 cm, Super-C VASMTS, tablet, ultra high definition (UHD) monitor S7005TD

OEC Elite CFD 31 cm, Ergo-C ESP, tablet, ultra high definition (UHD) monitor S7005TE

OEC Elite CFD 31 cm, Ergo-C PM Care, tablet, ultra high definition (UHD) monitor S7005TF

OEC Elite CFD 31 cm, Ergo-C BVAS, tablet, ultra high definition (UHD) monitor S7005TG

OEC Elite CFD 31 cm, Ergo-C VAS-15, tablet, ultra high definition (UHD) monitor S7005TH

QEC Elite CFD 31 cm, Ergo-C VASMTS, tablet, ultra high definition (UHD) monitor S7005TJ
31 CM CFD SC, CARDIAC, TOUCH, OEC ELITE S7005WS
31 CM CFD SC MD CARDIAC, TOUCH, OEC ELITE S7005WT

OEC Elite CFD 21 cm, motorized-C VAS-15, tablet, ultra high definition (UHD) monitor S7005TK

OEC Elite CFD 21 cm, motorized-C VASMTS, tablet, ultra high definition (UHD) monitor | S7005TL

9 inch Std S7004AA
‘ 12 inch Std S7004AB
ﬂ 12 INCH STD GSP, OEC ELITE S7004A
9 INCH STD PMCARE, OEC ELITE S7004AE
9 INCH STD VASMTS 30FPS, OEC ELITE S7004AF
12 INCH STD PMCARE, OEC ELITE S7004AG
12 INCH STD BVAS 8FPS, OEC ELITE S7004AL
9 INCH STD BVAS 8FPS, OEC ELITE S7004AM
9 INCH STD VAS 15FPS, OEC ELITE S7004AP
9 INCH STD GSP, OEC ELITE S7004AR
12 INCH STD VAS 15FPS, OEC ELITE S7004AS
12 INCH STD VASMTS 30FPS, OEC ELITE S7004AZ
9 INCH STD ESP, 4K, OEC ELITE S7004MJ
12 INCH STD ESP, 4K, OEC ELITE S7004MK
9 INCH SC GSP, OEC ELITE S7004ML
9 INCH SC ESP, OEC ELITE S7004MM

9 INCH SC PMCARE, OEC ELITE S7005LD




Popis produktu

Katalégové oznaéenie

9 INCH SC BVAS 8FPS, OEC ELITE

S7005LE

9 INCH SC VAS 15FPS, OEC ELITE S7005LF
9 INCH SC VASMTS 30FPS, OEC ELITE S7005LG
9 INCH SC GSP, tablet, 4K, OEC ELITE S7005LP
9 INCH SC ESP, tablet, 4K, OEC ELITE S7005LR
9 INCH SC PM Care, tablet, 4K, OEC ELITE S7005LS
9 INCH SC BVAS, tablet, 4K, OEC ELITE S7005LT
9 INCH SC VAS-15, tablet, 4K, OEC ELITE S7005LW
9 INCH SC VASMTS, tablet, 4K, QEC ELITE S7005LY
9 INCH STD GSP, tablet, 4K, OEC ELITE S7005LH
8 INCH STD ESP, tablet, 4K, QEC ELITE $7005LJ
9 INCH STD PM Care, tablet, 4K, OEC ELITE S7005LK
9 INCH STD BVAS, tablet, 4K, OEC ELITE S7005LL
@ INCH STD VAS-15, tablet, 4K, OEC ELITE S7005LM
9 INCH STD VASMTS, tablet, 4K, OEC ELITE S7005LN
12 INCH STD GSP, tablet, 4K, QEC ELITE S7005LZ
12INCH STD ESP, tablet, 4K, OEC ELITE S70058A
12 INCH STD PM Care, tablet, 4K, OEC ELITE S7005SB
12 INCH STD BVAS, tablet, 4K, OEC ELITE S70055C
12 INCH STD VAS-15, tablet, 4K, OEC ELITE S7005SD
12 INCH STD VASMTS, tablet, 4K, OEC ELITE S7003SE
Software Update ver 2.1.0.6296 S7008AT
KIT, UPGRADE, ESP TO PMCARE, OEC ELITE S7004JM
KIT, UPGRADE, ESP TO BVAS8F, OEC ELITE S7004JN
KIT, UPGRADE, ESP TO VAS15F, OEC ELITE S7004JP
KIT, UPGRADE, ESP TO VASMTS, OEC ELITE S7004JS
KIT, UPGRADE, PMCARE TO BVASSF, OEC ELITE S7004JT
KIT, UPGRADE, PMCARE TO VAS15F, OEC ELITE S7004JW
KIT, UPGRADE, PMCARE TO VASMTS, QEC ELITE S7004KA
KIT, UPGRADE, BVASSF TO VAS15F, OEC ELITE S7004KC
KIT, UPGRADE, BVASSF TO VASMTS, OEC ELITE S7004KE
KIT, UPGRADE, VAS15F TO VASMTS, OEC ELITE S7004KF
KIT, DOWNGRADE, VASMTS TO VAS15F, OEC ELITE S7004K.J
KIT, DOWNGRADE, VASMTS TO BVASSF, OEC ELITE S7004KK
KIT, DOWNGRADE, VASMTS TO PMCARE, OEC ELITE S7004KL
KIT, DOWNGRADE, VASMTS TO ESP, OEC ELITE S7004KM
KIT, DOWNGRADE, VAS15F TO BVASSF, OEC ELITE S7005GP
KIT, DOWNGRADE, VAS15F TO PMCARE, OEC ELITE S7005GR
KIT, DOWNGRADE, VAS15F TO ESP, OEC ELITE S7005GS

KIT, DOWNGRADE, PMCARE TO ESP, OEC ELITE

S7005GT
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KIT, UPGRADE, ESP TO CARDIAC, OEC ELITE S7005KF
KIT, UPGRADE, BVAS TO CARDIAC, OEC ELITE S7005KG
KIT, UPGRADE, VAS15 TO CARDIAC, OEC ELITE S7005KH
KIT, UPGRADE, VASMTS TO CARDIAC, OEC ELITE S7005KJ
KIT, UPGRADE, PMCARE TO CARDIAC, OEC ELITE S7005KK
KIT, DOWNGRADE, CARDIAC TO ESP, OEC ELITE S7005KL
KIT, DOWNGRADE, CARDIAC TO BVAS, OEC ELITE S7005KM
KIT, DOWNGRADE, CARDIAC TO VAS15, OEC ELITE S7005KN
KIT, DOWNGRADE, CARDIAC TO VASMTS, OEC ELITE S7005KP
KIT, DOWNGRADE, CARDIAC TO PMCARE, OEC ELITE S7005KR
KIT, Il UPGRADE, GSP TO ESP, OEC ELITE S7005PA
KIT, Il UPGRADE, GSP TO PMCARE, OEC ELITE S7005PB
KIT, Il UPGRADE, GSP TO BVAS, OEC ELITE S7005PC
KIT, Il UPGRADE, GSP TO VAS15, OEC ELITE S7005PD
KIT, Il UPGRADE, GSP TO VASMTS, OEC ELITE S7005PE
KIT, Il UPGRADE, ESP TO PMCARE, OEC ELITE S7005PF
KIT, l UPGRADE, ESP TO BVAS, OEC ELITE S7005PG
KIT, Il UPGRADE, ESP TO VAS15, OEC ELITE S7005PH
KIT, Il UPGRADE, ESP TO VASMTS, CEC ELITE S7005PJ
KIT, Il UPGRADE, PMCARE TO BVAS, OEC ELITE S7005PK
KIT, Il UPGRADE, PMCARE TO VAS15, OEC ELITE S7005PL
KIT, Il UPGRADE, PMCARE TO VASMTS, OEC ELITE S7005PM
KIT, Il UPGRADE, BVAS TO VAS15, OEC ELITE S7005PN
KIT, Il UPGRADE, BVAS TO VASMTS, OEC ELITE S7005PP
KIT, Il UPGRADE, VAS15 TO VASMTS, OEC ELITE S7005PR
KIT, | DOWNGRADE, TO VAS15, OEC ELITE S7005PS
KIT, Il DOWNGRADE, TO BVAS, OEC ELITE S7005PT
KIT, Il DOWNGRADE, TO PMCARE, OEC ELITE S7005PW
KIT, Il DOWNGRADE, TO ESP, OEC ELITE S7005PY
KIT, Il DOWNGRADE, TO GSP, OEC ELITE S7005PZ

GE Prislusenstvo

| Prislusenstvo

Kataldgové oznacenie

Medrad MARK 7 Arterion injekény systém na podstavci

S7004NF

Sony UP-X898MD , Sony Hybrid graficka tlatiaren S7004GB
Sony UP-971AD, Sony Hybrid graficka tlaéiaren S7004GC
Sony UP-991AD , Sony Hybrid graficka tlaciaren S7004MC
Bezdrotoveé nozné prepinate S7005MB
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Prekladatel’ska dolozka:

Preklad som vykonala ako uradna prekladatel’ka jazyka anglického, menovana rozhodnutim
Ministerstva spravodlivosti Slovenskej republiky &. 00165/0s/2015/153 zo dna 18.08.2017 a
zapisand v zozname znalcov, tlmo¢nikov a prekladatelov, ktory vedie Ministerstvo
spravodlivosti Slovenskej republiky v odbore anglicky a slovensky jazyk, ev. ¢. prekladatela
971 333. Prehlasujem, Ze som si vedomé nasledkov vedome nepravdivého prekladu.
Potvrdzujem, Ze preklad sthlasi s textom pripojeného dokumentu.

Prekladatel'sky ukon je zapisany v EDZ pod por. ¢. 32/2020.
Za prekladatel'sky {ikon a vzniknuté naklady GStujem na zéklade priloZeného vytétovania /
e i : &. 20/2020.

Bratislava, 18. maja 2020

Translator's clause:

As an official translator for English language, appointed by the Decree of the Ministry of Justice
of the Slovak Republic N° 00165/0s/201 5/153 of August 18 2017 and listed in the Register
of Experts, Interpreters and Translators maintained by the Ministry of Justice of the Slovak
Republic, discipline Slovak and English languages, translator’s Reg. N° 971 333. I hereby
declare to be aware that there are offences related to deliberately producing untrue translation.
I do hereby certify that the foregoing is a true translation of a document hereto annexed.

The translation is registered in the Electronic Diary of Court Experts, Translators and
Interpreters under N° 32/2020.
The fee and costs incurred are charged in accordance with the invoicefreeeipt N° 20/2020.

Done in Bratislava, this May 18, 2020

AR

PhDr. Milica Hrebi¢kova 6\.\\-,\6%5 f’f‘."f‘g‘;}\
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