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VTT EXPERT SERVICES LTD

Attachment 1 to the Certificate number: VTT-C-11340-01-1004-543-15

Mobile Care Software License Patient monitoring [Th 38470
system central station
monitor

Navigator Applications Suite Anaesthesia IIb 42428
workstation

application software

Date: | Valid from: 23" February 2018

Tuomas Toivonen

This attachment 1 supersedes the previous attachment 1 signed 21% July 2016

.

VITT Expert Services Ltd is Notified Body no. 0537 under Council Directive 93/42/EEC. M

VTT EXPERT SERVICES LTD

Medical Devices = | . = _ !
Teknilkankatu 1, Tampere - Tel. +358 20'722 111 name.surname@uit.fi
P.0. BOX 345, F1-33101 TAMPERE, FINLAND wwwottfl LT Business 1D 2297513-2

v 1071142016 |



VTT EXPERY 3&?1'&”26&|ﬁ Lre

QUALITY SYSTEM

E

C-CERTIFICATE

Directive 93/42/EEC

Manufacturer: GE Healthcare Finland Oy
Kuortaneenkatu 2
FI-00510 Helsinki
Finland
‘Coverage of Certificate: Design, manufacture and final inspection
Product category: Patient monitoring systems and related
accessories, anaesthesia machine and
ventilator related accessoties
Valid until: 8™ May 2020
The manufacturer’s quality system for the design, manufacture and final inspgction of

the aforesaid product category has been evaluated and meets the provisions of Couneil
Diregtive 93/42/EEC as set out in Annex II Section 3. This approval is valid until the

expir

y date provided that the manufacturer fulfils the obligations imposed by Annex 1I

in Di
attacl

ective 93/42/EEC. Products covered by the certificate are specified in the
!lmcnt(s).
| Tampere, 8" May 2015,
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| %
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} Mikko Soikkeli B ~<2/7 Tuomas Toivonen
| CERT seR 7
! D
I Certificate no. thi_ﬁed Body no. 0537: :
| VTT Expert Services Ltd, !
VTT-C-11340-01-1004-543-15 P.O. Box 345 (Tekniikankatu 1)
. FI-33101 TAMPERE
! FINLAND

Tel+358 20 722 111




VIT EXPERT ssn\ﬂées LTD
|

|
‘ QUALITY SYSTEM
|

—— S e ARSI S,

CERTIFICATE

[SO 1‘3485 :2003 and EN ISOl3485 2012

GE Healthcare Finland Oy

Kuortaneenkatu 2, FI-00510 Helsinki

|
| Finland
|
|

VTT Expert Services Ltd has assessed the company's quality system and
found that it meets the requirements of ISO 13485:2003 and EN ISO 13485:2012.
This certificate covers the following functions/services:

Design, manufacture, sales, marketing and service operation of patient monitoring
systems and related accessories, anaesthesia machine and ventilator related
acces#ories, final configuration and distribution of cardiology products

2t May, 2017

Valid until:
| 28th February, 2019

First issued:

A 9th May, 2005 | .-f\'/ » , /7

Issued:

Tuomas Toivonen Anniina Mékeld

Product Manager Lead Auditor

VTT Expert Services Ltd VTT Expert Services Ltd
| | 4

Certific :I? . HF!NAS Certification body:
i ( e 1 nnish Acc ation oervice < ’TT Expert Ser\/lces Ltd B |
‘ 60 021 (EN ISO/EC 17021-1)

VTT-C-12036-60-17 P. O. Box 345, FI-33 191 Tampere

| Tel. 4358 20 722 114+

Z




GE Healthcare

EC DECLARATION OF CONFORMITY

TF - DOC2161797 (CE-M-219)
Following the provisions of the medical devices directive 93/42/EEC
and of the directive 2011/65/EU

EG-KONFORMITATSERKLARUNG

Entspreched der Anforderung der Medizin Produkte Richtlinik 93/42/EEC,
und der Richtlinie 2011/65/EU.

We/ Wir
Manufacturer EU Autharized Representative
Hersteller Autorisierter EU-Vertreter
GE Medical Systems GE Medical Systems
Information Technologies, Inc. Information Technologies GmbH
8200 West Tower Avenue Munzingerstrasse 5

ilwaukee, WI 53223, USA 79111 Freiburg, Germany
tanufacturing site (if different from manufacturer)

Fertigungsstatte (falls anders als Hersteller)

GE Medical systems (China) Co,, Ltd
No. 19, ChangJiang Road, WuXi National Hi-tech Development Zone ,
Jiangsu, P.R.China 214028

Declare under our sole responsibility that the class lib device:
Erkldren unter unserer alleinigen Verantwortung, dass das Produkt der Klasse lIb :
B125/B105 Patient Monitor
RFf, see addendum/ oder siehe Anhang
GMDN Code: 33586
UDI-DI code: 00B40682138574-B105
00840682138581-B125
UMDNS Code:12636
Classification rule (93/42/EC Annex IX) / Klassifizierungsregel (93/42/EWG Anhang 1X] ; Rule 10

To?which;this declaration relates, is in conformity with the requirements of the medical devices
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

Digse Erkldrung bezieht sich auf die Konformitat mit den grundlegenden Anforderungen der Medizip;
Produkte Richtlinie 93/42/EEC und mit den Anforderungen der Richtiinie 2011/65/El) zur Beschrénk
det Verwendung bestimmter geféhrlicher Stoffe in Elektro- und Elektronikgerdten. /;?

o7 SEP col¥

22% September-2018

Senior Regulatory AffairsDiréctor A

1/4 CE-M-219 DOC2161796




GE Healthcare

Thik confarmity is based on the following elements:
Drgse Konformitdt basiert auf den folgenden Flemeanten

Inforration included in the documents:

Design History File Ref: DOC2003061, of the product to which this declaration relotes.
Informationen, die in diesen Dokurmenten enthalten sind:

Entwicklungsverloufsdatei Ref /réf: DOC2003061, des Produkts, auf das sich diese Erkidrung
bezieht.

EC certificate: approvol of full quality assurance system {Annex il of the medicol devices
directive 93/42 EEC) delivered by <GMED> (Notified Body #0459 Junder Certificate N* 7550

The medical device bears the mark

0459

EG-Zertifikat: Genehmigung des kormpletten Qualitatssicherungssystems (Anhang Il der
Richtlinie 93/42/EWG (ber Medizinprodukte), ausgestelit von <GMED> [Benannte Stelle #0459)
unter Zertifikat Nc. 7550

List of harmonized standards applied for CE marking
Liste der harmonisierten Normen, die fir die CE-Kennzeichnung angewendet wurden

EN 60601-1:2006/A12:2014 - Medical electrical equipment - Part 1: General requirements
far basic safety end essential performance

EN 60601-1-2:2015 - Medical electrical equipment - Part 1-2: General requirements for
basic safety and essential performance - Collateral Standard: Electromagnetic
disturbances -Requirements and tests

EN 60601-2-27:2014 - Medical electrical equipment - Part 2-27: Particular requirements for
the basic sofety and essential performance of electrocardiographic monitoring equipment

EN 80601-2-30:2010+A1:2015 - Medical electrical equipment - Part 2-30: Particular
requirements for the basic safety and essential performance of automated non-invasive
sphygmormanormeters

EN 60601-2-34:2014 - Medical electrical equipment ~ Part 2-34: Particular requirements for
the basic safety and essentiai performance of invasive blood pressure monitoring
equipment

EN 60601-2-49:2015 - Medical electrical equipment ~ Part 2-49: Particular requirements for
the basic safety and essential performance of multifunction patient monitoring equipment.

EN ISO B0601-2-55:2012 - Medical electricol equipment — Part 2-55: Particular
requirements for the basic safety and essential performance of respiratory gas monitors

EN ISO 80601-2-56:2017 - Medical electrical equipment — Part 2-56: Particular
requirements for basic safety and essential performance of clinical thermometers for bod
temperature measurement /

S

22 SEf €0 § o~
221 Septemmber-2018 Morrison, Monica

Senior Regulatory Affairs Director
2/4 CE-M-219 DOC2161796




GE Healthcare

EN ISO 80601-2-61:2011 - Medical electrical equipment — Part 2-61: Particular
requirements for basic safety and essential performance of pulse oximeter equipment

EN60601-2-26:2015 Medical electrical equipment - Part 2-26: Particular requirements for
the basic safety and essential performance of electroencephalographs

EN 60601-1-8:2007+A11:2017 - Medlical electrical equipment - Part 1-8: General
requirements for safety - Collateral Standard: General requirements, tests and guidance
for alarm systems in medical electrical equipment and medical electrical systems.

This EC declaration of conformity supersedes the previous declaration: None, initial release

Diese EG-Konformitéitserkldirung ersetzt die vorherige ErklGrung: Keine, Initiale Freisetzung

|
72 seP ol

22% September-2018 Meofrison, Monica

Senior Regulatory Affairs Director W
3/4 - '
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GE Healthcare

ADDENDUM TO THE EC DECLARATION OF CONFORMITY

ERGANZUNG ZUR KONFORMITATSERKLARUNG

Product Description
Produktbezeichnung

Catalog Designation
Katalogbezeichnung

B125 V1.5 PATIENT MONITOR ATO MODEL

2099000-004

B105 V1.5 PATIENT MONITOR ATO MODEL

2083000-003

UPGRADE KIT from SPC2, TEMP to SPO2, TEMP AND |BP

2062819-006

UPGRADE KIT for OCRG

2062819-011

UPGRADE KIT FOR HL7 QUTPUT

2062819-014

UPGRADE KIT FOR UNITY NETWORK

20628193-051

UPGRADE KIT FOR RACK

2098060-116

UPGRADE KIT FOR WLAN

2098060-004

URGRADE_ KIT FOR FULL ARRHYTHMIA

2098060-Q05

B1125/8105 UPGRADE KIT FROM GE SPO2/NELLCOR TO MASIMO

2098060117

B125/B105 UPGRADE KIT FROM GE SPO2/MASIMO TO NELLCOR

2098060-118

B125B1 qS!UPGRDAE KIT FOR 5 INCH MOUNTING PLATE

2098060-010

B125/B105 UPGRADE KIT FOR SOFTWARE FROM V1 TO V1.5 ENGLISH

2098060101

B125/B105 V1.5 UPGRADE KIT FOR SOFTWARE 2098060-102
B125/B108 V1.5 UPGRADE KIT FOR FULL DISCLOSURE 2098060-103
B125/B105 V1.5 UPGRADE KIT FOR NATIONAL EARLY WARINING SCORE 2098060-104

B125/B106 V1.5 UPGRADE KIT FOR SECOND FRMAE WITH EUROC POWER CORD

2098060-105

B125/8105 V1.5 UPGRADE KIT FOR SECOND FRMAE WITH AMER POWER CORD

2088060-106

B126/B105 V1.5 UPGRADE KIT FOR SECOND FRMAE WITH BRITISH FOWER CORD

2088060-107

B125/B105 V1.5 UPGRADE KIT FOR SECOND FRMAE WITH ITALIAN POWER CORD

2098060-108

B125/B105 V1.6 UPGRADE KIT FOR SECOND FRMAE WITH ISRAEL POWER CORD

2098060-109

B125/B105 V1.5 UPGRADE KIT FOR SECOND FRMAE WITH SWISS POWER CORD

2098060-110

B1;!5/B105§V1,5 UPGRADE KIT FOR SECOND FRIMAE WITH DANISH POWEFR CORD

2088060-111

B125/B105/V1.5 UPGRADE KIiT FOR SECOND FRMAE WITH AUSTRALIAN POWER
CORD

2098060-112

8125/81{35;\"1 .5 UPGRADE KIT FOR SECOND FRMAE WITH BRAZIL POWER CORD

2098060-114

B125/B105 V1.5 UPGRADE KIT FOR SECOND FRMAE WITH INDIAN POWER CORD

2098060-115

OPITION KIT FOR 3 INCH MOUNTING PLATE

2099090-004

OPTTION KIT for Recorder Fixing Plastic Plate

2099090-006

27 SEP Zoly //

22" September-2018

| Senior

414

son, Monica
Regulatory Affairs Director
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6 'Datex-Ohmeda

EC DECLARATION OF CONFORMITY

Fallowing the prowsions of the medion! devices drective ST a8E0 Annex

g of the dusdtae 201 LAY

Manufacturer EL autbonzed Representolive
Datex-Ohmeda, inc, GE Heglthcare Finland Oy
3636 Chmeda Drive Kuortoneenkatu 2

PO Box 7550 Heisinki, Finland
Madison, W1 §3707-7850 US4 Fi-00510

Manufocturing Site Manufocturing Site

GE Medical Systems (China) Co., Ltd. Datex-Ohmeda, Inc.

18 Changjiang Road 3030 Chmeda Drive
Wuxi, Jigngsu, PR China 214028 PO Box 7550

Madison, Wi 53707-7550 USA

Declare under our sole responsibility that the class iib devices:

Carestation 650

Version: Al REF: 1012-9650-000
Carestation 650¢

Version: Al REF: 1012-9655-00¢
Carestation 620

Version: Al REF; 1012-8620-000

GMDN Code: 37710, UMDNS Code: 10-134
Cfassiﬁcation rule {93/42/8C Annex IXk Closs b, Rule 11

To lvhich this decloration relotes is in conformity with the requirernents of the medical devices
directive 93/42/EEC which apply to it. in addition, the product is in conformity with the requirements of
the directive 2011/65/8U on the restriction of the use of cerloin hazordous substances w glectrical and
eleltronic equipment {os assessed by the monufacturer).

This conformity is based on the following efements:

. Information included in the documents:

Tethnicol Documentation Ref DOC1659791, of the praduct 1o which this decioration relates,
EC | certificnte: aprroval of full quolty assurance system iannex i of the medwa! dewces
dirpctive 93/42 BEC) debvered by TUV Rheinlond LGA Products GmbH, TiliystroBe 2, 30431
Nuremberg, Germony, Notified Body # 0197, Certificote N° HD 60109676 0001 vakd urtd 12
Aprd 2023

;_5;3{3‘? ety




EC Certificate ; TUVRheinland
Directive 93/42/EEC Annex lI, excluding Section 4 |
Full Quality Assurance System
Medical Devices

Registration No.: HD 60109676 0001

| Report No.: 31591873 001
Manufacturer: Datex-Ohmeda, Inc.
T 3030 Ohmeda Drive
PO Box 7550
MADISON Wi 53707-7550
USA
Products: Anesthesia and Vaporizer Systems,

Ventilators and Patient Circuits (single use)

Expiry Date: 2021-04-19

The Notified Body hereby declares that the requirements of Annex I, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex II,
section 5 of the a_fcf?remention-ed directive. For placing on the market of class Il devices covered by

this certificate an EC design-examination certificate according to Annex I, section 4 is required.

Effective Date: . 2016-04-26

Date: 2016-04-2¢6 (]

j %
X/

. \“-‘%‘}*&:L : f it
TUV Rheinland LGA Products GmbH“"'—ﬁiﬁﬁi%E strake 2 - 90431 Nirmnberg

TOV Rheinfand LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.




Tec 820, Tec B50 Vaporizers
Declaration of Conformity

DECLARATION OF CONFORMITY

Following the provisions of the medical devices directive 93/42/EEC, Annex i
and of the directive 2011/65/EU

We
Manufacturer EU Authorized Representative
Datex-Ohmedao, Inc. GE Medical Systems SCS
3030 Ohmeda Drive 283 rue de la Miniére
PO Box 7550 78530 BUC, France

Mndison W1 53707-7550 USA
Decio re aunder our scle responsibility thot the device:

Il"ec 820, Tec 850
Rref 1177-9820-1S0, 1177-9820-SEV, 1177-9850-1S0, 1177-9850-SEV
GMDN Code: Isoflurane vaporizer - 36890; Sevoflurane vaporizer - 36980

GMDN Description: A device used to vaporize the anaesthetic agent isoflurane or
sevoflurane and deliver a controlled amount of the agent to a patient being prepared for
surgery. The device is usually mounted to an ancesthesia system or ventilator.

UDI-DI (GTIN] code: 1177-9820-1SC: 00840682124744; 1177-9820-SEV: 00840682124720;
1177-9850-150: 00840682124751; 1177-9850-5EV: 00840682124737

Classification rule (93/42/EEC Annex Xk 11 Class lib

To which this declarotion relates, is in conformity with the reguirements of the medical devices directive
93/42/FEC which opply to it and with the requirements of the directive 2011/65/€U on the restriction of the use
of certain hazardous substonces in electrical and electronic equipment,

This conformity|is based on the following elements:

e For the directive 93/42/€EC (MDD)
o Technical Documentation/DHF Ref / céf: DOC2019683, of the product to which this declaration
relates
o EC|certificate: approval of full quality assurance system (Annex Il of the directive 93/42 EEC)
delivered by TUV Rheinland LGA Products GmbH, TillystraBe 2, 90431, Neuremberg, Germany,
Notified Body #0197, Certificate N° HD 60109676 0001, valid until 19 April 2021
o harmonized standards applied on the product to which this declaration relates
¢ For the directive 2011/65/EU [ROHS)
o 1eqhn1col Documentation/DHF Ref/ réf: DOC1977840 and DOC1979675, of the product to which

v 27 g o 7D )
> Sl 22 AUl 201 7
: Madison, W USA

Momca Marrison
Regulatory Affairs Director

This EC dzaciuratian of conformity is the first issue.

Foge 1of 1 ‘ DOC2019682 (Rev. Uf
* Printed copies are uncontrolied unless otherwise identified * 771
‘ Befare using this document, consult MyWaorkshop for the latest revision.

GE Healthcare Confidentiol




Anexa 5

Lampa chirurgicald pentru operatii cu 2 satelifi
Model: Q-Flow 4 + Q-Flow 6, Producitor: Merivaara, Tara: Finlanda

Descriere | ‘ Lampa fard umbre pen‘[rﬁ tluminarea cimpului 6perator cu 2 sateliti
| i Specificatie tehnica Specificatie tehnica
Parametrull . o
| solicitatd propusa
Lampa chirurgicald destinata DA
Detcriere | pentru 1lu1.1‘1mgre in B
investigatii chirurgicale
majore cu fixare pe tavan
Sistem de iluminare bazat pe DA
tehnologia LED (Light da
Emitting Diodes)
Numdrul de sateliti 2 DA
| 3 i - DA
‘ Num.arul d.e.ledurl pentru > 150 unit. )
N ambi sateliti
Car301611311101 tehnice . o 3800- 4500 K DA
emperatura culorii repldbil DA
‘ Indexul de culoare RA > 98 DA > 98
‘ Indexul de culoare rosu R9 > 99 DA > 99
1 Diametru satelitului 1 > 560 mm DA 560 mm
Diametru satelitului 2 > 700 mm DA 700 mm
Diametrul 20 -38 cm DA
Di o o Adincimea maxima > 1400 mm DA
Cnljmenslung,a cimpului, Distanta de lucru 07-17m DA
Nivelul de iluminare Ja 1 m
- _
distantd pentru abii sateliti 2 300 000,00 —
Rotatia minim 300 grade DA
Ajustare pe verticald, cm >80 DA
Cresterea témperaturii in campul operator <1°C DA <1°C

Inalfimea podului

Alimentarea Reteaua electrica 220V, 50Hz DA 220V, 50 Hz

Durata medie de viatd a LED-urilor min. 50.000 h DA

Migcarea capului luminos > 3 grade de libertate | pa
| Minere detasabile sterilizabile | DA

Panou de control {ip touch screen mt.egl.'at in lampa DA

w - principal

Posibilitatea integrarii

sistemului (e

te]e;medicin;e sia Prezenta modulul bluetooth da DA

sistemelor de

inregistrare video, l _

3-4m

Manual de ptilizare in limba roména

Da, Se va prezenta la /-

livrare




SURGICAL LIGHT Q-FLOW

New era in surgical lights

Merivaara Q-Flow™ surgical light improves the working
environment in aperating rooms as well as offers a new way to

reduce the risk of infaections.

Designed and manufactured in Finland, Q-Flow ™ is the light of

choice for any surgical team.




FENNIAprize 17

| GRAND PRIX

reddot award 2017

winne\r

Dynamic Obstacle Comp

Intuitive Sterite Surgeah

Excellent colour rendering

Greer| ambilite

Intuitive User Interface
Deep cokimn of fight
Wireless full HD Camer

Surgical light Q-Flow™ ¢

control Merimote™.

Q-Flow™ sl

Optmised for an OR's al

surgical light features in a nutshell:

r flow (Q'OptiFIQWW )
ensation (DOCTH)
Cantrol (Intueri™)

H3

s

ain be controlled through OpenOR integrated operating room management systern and/or through muldfunctional remote




Title
Primary voltage
S%condar'y voltage

I!Ihmination Intepgity
Ec at Im distance |

Depth of Hlumination,
@ 20%

Depth of Hlumination,

@ 60%
Colour temperature
Light field

Lé%ht field diametar,
value di0

Light field diameter,
value d50

Working distance |

Colour rendering
index {Ra)

Red cotour rendering
index (R%)

Mumber of LEDs

Average life time of
LED

Size of light head
Weight of iuminaire

Skin colour rendering
index (R13}

Integrated dimming
(%)

Turbulence intensity,
DIN 1946 (%)

Power consumption

(W)

Pr{‘oduct Code

Q-Flow 4
100 - 240 V
24V

140000 Ix

1400 mm

700 mm

3800/4500 K
200 - 340 mm

310 mm

170 mm

700 - 1700 mm

28

99

69

>50 000 h

560 mm
13 kg

99

1G-100%

35%

10

520210, 520220,
520222, 520230

Q-Flow 4i
100 -240V
24V

140000 Ix

1400 mim

700 mm

3800/4500 K
200 - 340 mm

316 mm

170 mm

700 - 1700 mm

98

99

69

>50 000 h

560 mm
i3 kg

99

10-100%

35%

|10

520210, 520220,
520222, 520230

O-Flow 6
100 - 240 V
24V

160000 [x
1700 mm
750 rmm

3800/4500 K
200 - 380 mm

330 mm:
180 mrm

750 - 1800 mm

98
99

90

>50 000 h

700 mm
16 kg

99
10-100%
159 %
150

520210, 520220
520222, 520230

Q-Flow 6i
100 -240V
24V

160000 ix

1700 mm

750 mm

3800/4500 K
200 - 380 mum

330 mm

180 mm

750 - 1800 mim

98

99

56

>50000 h

700 mm
16 kg

99

10- {00 %

159 %

150

520210, 520220,
520222, 520230



Anexa 6

¢) Masi pentru operatii mobila, cu S sectii

Model: Practico, Producator: Merivaara, Tara: Finlanda.

‘ ) Speéiﬁca’gie tehnica Specificatie tehnica
 Parametru| solicitata | propusa

Masa de operatii oferd o suprafatd corespunzétoare care sustine corpul pacientului in
Descriere timpul procedurilor chirurgicale, stabilizarea pozitiei pacientului si furnizarea cimpului
chirurgical de expunerea optima.

. PN DA Electro-
| i ElesmeRkiighalia hidraulica/Mecanica
Saltea IS Grosimea minim 65 mm DA 65 mm
Robusta da DA
. Grade de libertate pe toate maxim 1-2 grade DA
Constructia suprafata
Mavterlal o:cel .m.o>.qudab11 turnat da DA
fara sudura vizibila
Reglarea inaltimii minim 65- 110 cm 595 -895 mm
Pozitionarga mesei | Trendelemburg >35 grade NU 26 grade
Inversarea trendelemburgului >35 grade NU 26 grade
Laterala >20 grade DA 20 grade
Ly de la +80 la -45 grade DA de la+80 la-45
Sectia din spate L
(minim) grade
de la +70 la - 95 grade DA dela+70 la-95
Inclinarea: . . (minim) grade
Sectia de la talpa/picior detasabila DA
divizatd DA
. de la+45 la - 45 grade DA de la +45 la-45
Sectia cap .
(minim) grade
325 kg, Capacitatea
Greutatea pacientului > 280 kg maxima de ridicare 490
kg
-ray- 5 ' i | DA
Utilizarera | Tunel pentru casete X-ray pe toatd lungimea mesel
radio graﬁeﬁ sau Radiotransparenta da DA
flugroscopie Accesibilitatea braului C da DA
. o Lungimea minim 2100 mm DA 2100 mm
Dunensmnéa
‘ Latimea minim 540 mm DA 540 mm
Atasarea d¢ bazi 1 mobild DA
Rotile da DA
Frine _ da DA
Alimentarea _ 220 V,50 Hz DA 220V, 50 Hz
Telecomanda da | DA
Sine laterale pentru accesorii pe toatd lungimea mesei | DA
Pupitru de comanda da
Roti 4 unit
Prezent .
Frine 4 unit A5
Accesorii | suport cot 2 unit. }[);\ Edsy Arm Bo




11801

suport umar

DA Shoulder Supports
19129 ;

suport picioare

DA Divided Leg Section |
30248

suport torace

DA Side Suppoit 120

suport mina (decubit lateral)

DA Lateral Arm Board
11802

Posibilitatea de includere a
bateriei interne

DA

Posibilitatea de includere a
accesorilor pentru operatie
traumatologice

DA

ubgradare pe vitor
(este nevoie sa fic

materiale care

Posibilitatea de includerea
accesorilor pentru operatie
aortroscopice

DA

demonstreaza ca
poseda posibilitatea
de ubgradare)

Posibilitatea de includerea
accesorilor pentru operatie
spinale

DA

Posibilitatea de conectarea la un

soft pentru verificarea starii
mesei

DA

Manual deutilizare In limba roméana

Da, Se va prezenta la
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MERIVAARA

ATING TABLE PRACTICO ELECTR

MECHANICAL

Modular choice for general

surgical procedures

Practico, the electro-mechanical, mobile operating table
represents convenient design and maximum flexibility for general

surgery.

lts modular construction with a wide range of posture possibilities
offers comfort and operational efficiency for the whole surgical
team. Therefore it is also a popular choice for day surgery clinics,
where patient flow is crucial. With the comprehensive selection of
accessories the table can be adjusted to meet most reguirements

for different surgical procedures.

Practico is available with standard table top/basic model, 300 mm

sliding table top, Beach Chair back section or Kidney Bridge
seat/back section. Safe working load (SWL) is 225 kg, max. lifting
capacity 380 kg.




Practico operating table features

Eleczro-mechaniical‘ mabile surgical table

Removable table top sections and wide range of accessories enable fast and easy set up for different surgical procedures

X-ray translucent table top panels

Batrery operated table with integrated charger/transformer, optional main power use

Optional floor lock system to enhance the stability for demanding procedures

Lightweight table top setions with quick release offer improved ergonomics for nurses

The convenient ﬁesignfo the base together with the sfiding function guarantees unlimited access for the surgeon to the patient

Patented Beach Chair back section is extremely easy and lightweight in use and offers better comfort for the patient In sermi-seated position
Comfortable and soft, mpulded IS-mattress, 65 mm or visco-elastic memory foam (VEF) 8¢ mm mattress

Base cover either stainless steel or ABS

Title Standard Slide
Length 2090 mm 2090 mim
Width (tab%e top) 540 mm 540 mm
Height adiiistmehti 595 - 895 mm 665 - 965 mm
|
Safe working load (SWL) 225 kg 225 kg
Tnendelent;‘:urg -26° -26°
Reverse Tn:endeljer burg +26° +26°
Head rest adjustment 45 - 445 ¢ 45 - +45°
Back sectiolﬂ adjustment -15-470° 40 - +70°
Leg sectior adjustment 90 -420° H0-+20°
Castors sizje 125 125
Secondary ivaltage 36V 36V
Freguency ! | 50 - 60 Hz 50 - 60 Hz
Welght | 195 kg 205 kg
Longitudingl shift of the table top 300 ram
Lateral tile 1 -20-+420° 226 -420°
Max. iéfting;capaéity 380 kg 380 kg

Product Cddse 100030000 160030000




DIVIDED LEG SECTION 30248

Gas spring assisted divided leg sections for Promerix and Practico
operating tables, with EUR rails,

Section repgaces one-piece leg section. Horizontaily adjustable

between 0-90 degrees, vertically +16 to -90 degrees.

Order rio.
100 030 248 Divided leg section 30248

Width 260 mim of one section
Length 732 mm

Length (mattress base) 618 mm

Length (table to;:) 67‘8 mrm

Width (table top) 540 mm

Leg section adjusﬁtrTnent 20-+16°

Weight | (9.8 kg

Product Code 100030248
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Includes clamps. Padded. Adjustable angle and distance to -
shoulders. Rotates 360 degrees. Adjustable distance (width) 55-
80 mim. Suitable for rails: EUR, UK and US.

Shoulder support, pair |2125.

SHOULDER SUPPORTS 19129

235 mm
250 mm
225 kg

40 kg

1.6 kg
100019123

1no.100 019 129

|

ngth
Max. patient weight

H%:ight
Product Code

e

L
Safe working load (SWL)

Weight

Ord



EASY ARM BOARD 11801

Easy arm board is easily set as spring loaded design simply snaps
onto the accessory rail and is released by a convenient lever

accessible from both sides.

Light weight arm rest rotates |80 degrees.
Fully radiolucent with comfortable pad and velcro strap.

Ordet no.:

11861 Easy arrrboard | 1801 with straps indl. mattress 76 mm, for EUR, US or UK rails
10001/1801 Easy armboard 11801 with straps indl. mattress 76 mim, for EUR accessory rails
EAIOQ011801 Easy armboard 11801 with straps incl. mattress 76 mmi, for UK accessory rails

EBI0001 1801 FEasy arm

Width
Length
Thickness
Max. patient weigl
Safe workéi‘ig toad
|

Weight ‘
|

Product C{)de |

~

(SWL)

board | 180 with straps indl. mattress 76 mm, for US accessory rails

160,5 mm
6:60 mm
7é min
225 kg

16 kg
22kg

L1801, 100011801



ordeﬁno. 100/000 |

Le

Hraight
Height adjustme

Safe working loa

VJeEght

Pr

ngth |
I

|
oduct C%}de

20

(SWL)

SIDE SUPPORT 120

Side support with a clamp and a molded padding. Adjustable height

and distance to the patient.

The clamp is compatible with EUR, US and UK accessory rails.

180 mm
430 mm

60 - 180 mm
56 kg

| 6 kg

190000120




LATERAL ARM BOARD 11802

Arm rest provides arm support for prone, neuro, lateral and chair
positions. A wide range of position flexibility, turns 360 degrees.
The premium durasoft pad ensures patient comfort.

Universal clamp 10300 is needed for fixing.

Order no.

110802 Lateral arm board | 1802 with 10300 clamp
[0 GI1 802 Lateral arm board | 1802
fC0 010300 Universal clamp 10300

Length 150 mim

Height 540 mm

Height adjustment 170 - 480 mm

Max. patient weight 325 kg

Safe working load (SWL) 3% kg

Welght 3.? kg

Lateral tilt 45 -45° &

Product Code 110862, 100011802
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DECLARATION OF CONFORMITY
To European Council Directive 93/42/EEC

We

Merivaara Corp.
Puustellintie 2, FI-15150 LAHTI, FINLAND

declare that the

PRACTICO
Operating Table
Product codes: 100030000, 100030010

Class | (Annex IX)
GMDN group: 04, GMDN code: 36867

provided with specified accessories conforms to the European Council Dlrectlve
93/42/EEC, Medical Device Directive, Annex VIl and the corresponding anlsh
National Law (629/2010).

The product hs controlled in accordance with ISO 9001 and ISO 13485 Quality
Management fystems and 1SO 14001 Environmental Management System, and meets
the requireme ‘ts of following standards.
E|ectro-mecha+1ical model 100030000: |
EN 60601-1

Medical electrical equipment. Part 1: General requirements for safety
EN 60601-1-2

Collateral Standard: Electromagnetic compatibility - Requirements and tests.
EN 60601-1-4

Medical electrical equipment. Programmable electrical medical systems
EN 60601-2-46

Medical electrical equipment. Part 2-46: Particular requirements for the safety of operating tables
UL 60601-1

National deviations, Medical electrical equipment. Part 1: General requirements for safety
CAN/CSA C22.2 No. 601.1-M90, R2001

National deviatfons Medical electrical equipment. Part 1: General requirements for safety

Manual model 1100030010: )
EN 60601-2- 4f (applied excluding electricity-powered features) MM
es

Medlcal electrtc | equipment. Part 2-46: Particular requirements for the safety of operating ta

February 26", 2014

Vesa Vihavainen
Managing Director
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VAATIMUSTENMUKAISUUSVAKUUTUS

Me

Merivaara Oy
Puustellintie 2, 15150 Lahti

vakuutamme yksinomaan omalla vastuullamme, ettid seuraava tuote:

Q-FLOW

Tutkimus- ja toimenpidevalaisinjdrjestelma

Tuotekoodit: Q-FLOW SOLO 520210, Q-FLOW DUO 320 520220, Q-FLOW DUO
520222, Q-FLOW TRIO 520230

Varustettuna yhdelli tai useammalla seuraavista valaisinosista: VALAISIN Q-FLOW 4
520241, VALAISIN Q-FLOW 4i 520242, VALAISIN Q-FLOW 4 LCH 520243, VALAISIN
Q-FLOW 4i LCH 520244, VALAISIN Q-FLOW 6 520251, VALAISIN Q-FLOW 6i 520252,
VALAISIN Q-FLOW 6 LCH 520253, VALAISIN Q-FLOW 6i LCH 520254

Tuoteluokka | (Liite IX)
GMDN ryhma: 04, GMDN koodi: 37332

varustettuna erikseen maéiritellyilld lisdvarusteilla noudattaa ladkinnallisid laitteita
koskevan direktiivin 93/42/ETY sekd vastaavan terveydenhuollon Ilaitteita ja
tarvikkeita koskevan lain (629/2010) mukaisia maarayksia.

'Tuote on seuraavien standardien vaatimusten mukainen:

'EN 60601-1: Sahkokayttdiset ladkintélaitteet. Osa 1: Yleiset turvallisuusvaatimukset

EN 60601-1-2: Sahkdkayttdiset laakintalaittest. Osa 1-2: Vaatimukset ja kokeet sdhkdmagneettiselle
: | yhteensopivuudelle

|EN 60601-2-41: Sahkokayttdiset laakintalaitteet. Osa 2-41: Leikkausvalaisimien ja

| ‘ diagnosointivalaisimien erityiset turvallisuusvaatimukset.

1595017 ey |

|
N e | = o

" |Markku Aherto
 Toimitusjohtaja
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DECLARATION OF CONFORMITY
To European Council Directive 93/42/EEC

We

Merivaara Corp.
Puustellintie 2, FI-15150 LAHTI, FINLAND

declare that the

Q-FLOW

Surgical Light System
|
Product Jodes: Q-FLOW SOLO 520210, Q-FLOW DUO 320 520220, Q-FLOW DUO
) | 520222, Q-FLOW TRIO 520230

Consisting of one or more of following lamp heads: LAMP HEAD Q-FLOW 4 520241,
LAMP HEAD Q-FLLOW 4i 520242, LAMP HEAD Q-FLOW 4 LCH 520243, LAMP HEAD
Q-FLOW 4i LCH 520244, LAMP HEAD Q-FLOW 6 520251, LAMP HEAD Q-FLOW 6i
520252, LAMP HEAD Q-FLOW 6 LCH 520253, LAMP HEAD Q-FLOW 6i LCH 520254

Class | (Annex IX)
GMDN group: 04, GMDN code: 37332

provided with specified accessories conforms to the European Council Directive
93/42/EEC, Medical Device Directive, Annex VIl and the corresponding Finnish
National Law (629/2010).

The product is controlled in accordance with ISO 9001 and ISO 13485 Quality
Management Systems and ISO 14001 Environmental Management System, and meets
the requirements of following standards

EN 60601-1; Medical electrical equipment. Part 1: General requirements for safety
EN 60%01-1 -2: Collateral Standard: Electromagnetic compatibility - Requirements and tests.
EN 60601-2-41: Medical electrical equipment. Part 2-41:
Particular requirements for the safety of surgical luminaries and luminaries for d';zér?is

September15‘h, 2017 e / /

e e e
s I L 5

Markku Aherto
CEO
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Anexa nr.7.2 la Instructiunei}
aprobata prin ordinul IFPS
nr. 400 din 14 martie 2014

|

CC 04 AR

CERTIFICAT
prih’ind lipsa sau existenta restantelor fata de bugetul public national
Ne o Alo2424 | din | 11.06.2019

1. Destinatia / HasnaueHue

ACHIZITII; PUBLICE

2. Df;lte despre contribuabil / Mudopmaunsa 0 RaTOTOMIATENbLIHKE

Denumiren Codul fiscal / Numérul de identificare
HanmeHopatiie DyckalbHblil KON / MIEHTH]HKALUMOHHEIN HOMED
|INTERMEED S.R.L. 1002600034804 J
Adresa sediblui de bazi (strada, numiirul) Codul - Denumirea localititii
AJLPEC OCHOBHOTO MECTOPACNONMKeHus (y1ua, HOMEP) Koun - HanMeHoBaHKWE HaCENEHHOTO NYHKTA
| Tighina nr.65 0130-SEC.CENTRU ]

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
TlonTBep:x/gHUE OTCYTCTBHS MNA HAJIWY M HEIONMKH COTJIaCHO AaHHbIX MH(OpManHOHHON aBTOMAaTH3NPOBAHHON
CHCTEMbI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha naty
BBIJIAYM JIAHHOM CIIPABKM HEOMMKA Iepe/] HALHOHAIBHEIM MyOIMYHbIM G10/DKETOM COCTaBILIET:!
0,00 lei/nex.

4, Vfgnlabil pind la / Jleficreurenen no 26.06.2019

| ;
|
5. Autentificarea Serviciului Fiscal de Stat / IMoareepiuetue ["ocy IApCTBEHHON HANIOIOBOMH CITy K08

("‘-—“‘-\‘

|
* DDF — X
U il - VIORICA CAUS
of ¥ s SemmituraTloanics Numele si prenu;el-e/ma.\mmm HHMA

L.S/ M.I1

1 b
a| = |

Execuilor: Fo

Este extras din Sistemul Informational al SFS SIA ,Contul curen é_lgépntrlbqatgjiul-m"f ¢ .‘DEJ%OIQ ora 13:06:35
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.201 @{Iﬁgitorg{.’pﬁciﬁl 72 )’,}Qﬁ, 28,03.2014)
G2, I $HES) NOTA (0,00)

’ . z o)
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