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QUAI,ITY SYSTEM

NCERTIFICATtr
Directive 93/4:2{EEC

facturer: GE Healthcare Finland Oy
Kuortbneenkatu 2
FI-00510 Helsinki
Finland

lage of Certificate: Design, manufacture and final inspection

ct category: Pattent monitor'ing systoms and related

accessories, anaesthesia tnachine and

ventilator related accessodes

8tr'May 2A20until:

anulhctnler's quality systein for the desigu, tnam.lfacture ancl final inspection of
rresaid product category has treen evalu*ted and tneets the provisions of Coilncil
ive 93l42lEEC as set out in Annex II Sectiorr 3. This appruval is valid uirtil tlie
date provided tliat the manufaeturcl fulfrls the obligations imposed by Amrox II

ive 93142/EEC. Products covered by the certificate are specified in the

nt(s).

'lampere,8l1t

Mikko Soikkeli

Certificate tro.

T-C-r 1340-01-1 004-543-l 5

Tuomas 'I'oivonen

Notified Bocly tio. 0537: .1::: ,i.,"',,',--r,

V1T Exper tc:J"'::',V1T Exper ;-':li,
P.O. Box 345

FI-33IOI TAMPER.E;.
FINLAND .' ' :" I

Tel.+358 20 722 lll '| ': ''

i
i it

/



EXFERT

QUALITY SYSTEM

CERTIFICATE
485:2003 and EN ISO13485:201

GE Healthcare Finland Oy

Kuortaneenkatu 2, Fl-0051 0 Helsinki
Finland

Expert Services Ltd has assessed the company's quality system and
it meets the requirements of ISO 13485:2003 and EN ISO 13485:2012.

This certificate covers the fo llowing functions/service s :

re, sales, marketing and service operation of patient rno
related accessories, anaesthesia machine and ventilator related

ies, final configuration and distribution of cardiology products

Issued:
2th May,2017

Valid until:
28th February,2079

First issued:
9th May,2005

Toivonen Anniina M2ikelii
Manager Lead Auditor

rt Services Ltd VTT Expert Services l,td

FIN AS Certification body:
nr' FinnishA0credllationtt'n't-trr *"TT Expert Services Ltd.

l2036.60.17s021(EN|so/|Ec17o21.\:|':^I,o.'DgtvlUEs|-Lu,P. O. Box 345,F1-331fi7',,Tat
Tel. +358 20 72211{'; ,.:''
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EC DECLARATION OF CONFORMITV
TF., DOCz161797 {CE,M-21e)

Follcwing the provisions of the medicol devices diree t:e 93142/EEC

0nd of the directive 2011/65/EU

EG-KO N FI}R M ITATSE RKLAR U N G
Entspreched der Anforrjerung der Medizin Produkte Richtlinie 93l47lEEc,
und der Richtltnte 201J,,165/FU.

qnufocturer

ste /ler

MedlcolSystems
lpformotlon T ech nologies, lnc,
8200 West Tower Avenue
I'ililwcukee, Wl 53223, USA

Ftonufocturing site (if dlfferent fiom morrufoctured
iitte lfolls onders ols Hersteller)

E Medicol systems (ChinolCo", L.td

19, ChongJiong Rood, WuXi tlqtionol Hi-tech Developrnent Zone ,

P,R.Chino 214028

r our sole responsibility thot the closs llb device.
ter unserer olleinigen Verantwortuno, doss dos Prodttkt der K/osse lli.r

1 25/8105 Patient Monitor

R[f. see oddendum/ oder siehe Anhong

DN Code: 33586

thrs declorotion relotes, is in ccnformity with the requirements of the medicol devices
3/42/EEC which opply to it ond rvith the requiremertts of the dlrective 20I1l65lEU on the
of the use of certoin hozordous surbstcnces in electricol ond electronic eciuipment

bezieht sich ouf die Konformitot mt den grundlegenden Anl'arderungen der
tlinie 93/42/EEC und mft den Anforderungen der l?ichtllnie 2011/65/EU ?,ur Besc

bestimmter gefohrlicher Stoffe in Elektro- und Elektronikqeroten. ,'/" /!

//

Senior Regulotory Affoi

EU Authorized Representotive
A uto ri si e rte r E U -V e ft rete r

GE Medicolsystenns
I nformotion Technolog ies GmbH
Munzingerstrosse 5

7 9lII Freiburg, GermonY
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CiE i-lecrlthcare

Thrk con mtty i$ bosed on th€ followrng elemen'ls;
Drdr:se i{ ormitot hosred cuf den folcerrden i:lem€nten

rnotron rncludeci In the docurnertts
ign i"listory File Ref ; 0OC2003061 of the product to which this declorotion relcrtes.

m0lrone/r, die in dresen Dokumentefr enrhohen slnd:
sverloufsdotai RefJrdf,: D0C2003061, des Produkts, r:uf dos slch cjiese Erklarung

of the medicrrl devices
I under Certificote N" 75 50

-Zertifikcrt; Genehmigung des kornpletten Quolitotssicherungssysterns (Anhong ll der

htlinie 9i/,12lEWG riber tiledizinprodukte), ousgestellt von <GMED> ll3enonnte Steller #Ct459)

r Iertifikct Nr. 7550

of hormonized stondords opplied
te det harmonisierten lvormen, die

60601-1:20061A12:2014 - Medir'ol electrlcal equipment - Port 1: Generql requiremrnts
bosic sofety cnd essentiol performonce

60501-1-2:2015 - Medicol electricol equiprnent - Port 1-2: Generol reguirements for
sic sofety ond essentiol performrrnce - Collotercl Stondordl Electromognetic

nces -Reouirements ond tests

6O0AI-2-27;2014 - Medicol electricol equipment - Port ?-27: Porticulor requirements for
bosic sofety qnd essentiol perfrlrmonce of electrocordiogrophic monitoring equiprnent

80501-2-30:2010+A1:2015 - Meclicol electricol equipmant - Port ?-30: Porticulor
quirements for the busic sofety ond essentiol performonce of outomoted non-invqsive

momonometers

60601-2-54:2014 - MedicEl electricoI equipment - Port 2-34: Porticulor requirements for
e bosic sofety ond essentioi performonce of invssive blood pressure monitoring

pment

60601-2-49:2015 - Medicol elecl;ricol equiprnent - Port a-49: Porticulor requirements for
essentio I perforrn once of multifu nction potient monitorin gl equ ipm ent.e bosic sotety ond

ISO 80601-2-55rt012 - Medicol elecfficol equipment * Pqrt 2-55: Porticulor
irernents for the bosic sofety ond essentiol performonce of respiratory gosi monitors

fSO 80601-2-56l.2o17 - Medicol electricol equipment - Port 2-56: Portticulor
uirements for bosic sofety ond essentisl performonce of clinicql ther
peroture meosurement

f ejut 5',

for CE nrr:rking
filr die CE-Kpnnzeichnung ongewendet wurden

t*i,"t-
>)

rs for

/.,
Morrison, Monico

Senior Reg ulertory Affoi rs Director

CE*1"1"2 19 DOC2 tr 6179€,

ber^?018



ISO 80601-e-6h?011' Medicol electricdl oguipment - Pqrt Z-$l: Porticulor
rements for bssic qofety End egsentiol performoncs of pulse olimeter equipm

{z-.-

Moil'rson, Monicc

Senior Regulotory
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GE Heolthcore

ADDENDUM To THE Eri DECLARATION oF cONFqBM[y
ERGANZUNG ZI..IR KON FORM ITATSERKLARUN G

Sescription
t|ezeichnung

Cotolog Designotion
Kotalogbezeichnung

B1ll5 Vl ]ATIENT MONITOR ATO MODEL 2099000-004

BlC)5 V1 'ATIENT MONITOR ATO fuIODEL 2099000-003

UPiGRAt KIT from SPO2 TEMP to SPO2. TEMP AND IBP 206281 S-006
UP{JRAT KIT for OCRG 206281 9-0 1 1

UPI;RAT KIT FOR HL7 OUTPUT 2062819"O14

UP{JRAI. KIT FOR UNITY NETWORK 206281 9-051

UPUKAL KIT FOR RACK 2098060-l 1 6

UPI3R,AT KIT FORWIAN 2098060-004

UFGRA KIT FOR FULL ARRHYTHMIA 2098060-005

E't:2sl81 UPGRADE KIT FROM GE SPO2/NELLI]OR TO MASIMO 2096060-1'17

81125/81 UpGRADE KIT FROM GE SPO2/MASllvlO T(f NEtLcoR 2098060-l 1 I
B1:?5819 JPGRDAE KIT FOR 5INCH MOUNTING PLATE 2098060-01 0

B1:U5l81 UPGMDE KIT FOR SOFTWARE FROIVI V1 TO V1.5 ENGLI$H 2098060'1 0 1

B1:25/81 V1"5 UPGRADE KIT FOR SOFTWARE 2098060- 1 02

B1:25/81 V1.5 UPGRADE KIT FOR FULL DISOLDSURE 20s8060-1 03

B1Q5IB1 V1.5 UPGRADE KIT FOR NATIONAL EARLY WAR|NING SCORE 2098060- | 04

B'1t25/81 V1.5 UPGRADE KIT FOR SECOND FRI\IAE WITH EURO POWER CORD 2098060-1 05

Bl i25/81 V1,5 UPGRADE KiT FOR SECOND FRIV1AE WITH AMER POWER CORD 2098060-1 06

B1il5/81 V1,5 UPGMDE KIT FOR SECOND FRIIAE WITH BRITISH POWER CORD 2098060-1 07

B1!t5/81 Vl 5 UPGRADE KIT FOR SECOND FRMAE WITH ITALIAN POWER CORD 2098060,1 08

B1n5/81 Vl 5 UPGMDE KIT FOR SECON0 FR,lvlAE WITH ISRAEL POWER GORD 2098060,1 09

B1!r5/81 V1-5 UPGRADE KIT FOR SECOND FRI/AE WITH SWISS POWER CORD 2098060-1 '10

a1i:,5ts1 Vl,5 UPGMDE KIT FOR SECOND FR \4AE WITH DANISH POWER CORD 20s8060-'11 1

81,
na

5/ts1
\u

V1,5 UPGRADE KIT FOR SECOND FRIVIAE WITH AUSTRALIAN POWER 2098060.1 '12

8125/81 /1,5 UPGRADE KIT FOR SECOND FRI!'IAE W{TH BRAZIL POWER CORD 2098060 114

8125lB1l V1 5 UPGMDE KIT FOR SECOND FRIVIAE WITH INDIAN POWER CORD 2098060-1 1 5

oPiiloN FOR 3 INCH MOUNTING PI-ATE 2099090-004

OPIIION for Recorder Fjxing Plestic Plate 2099090-006

?Z S

22tF Sep

4t4

i' Zo LX

ber-2018

Senior Regurlotory Affoi rs [ti rector

cE-M-219 DOC216179b
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HC CertS'$$cate
ectfive 93l42lEEC Asrnex tE" excluding Sectlort

FUE$ Ouality Assurance Systes^v"l

Medica! Devices

Registratios"r lHo.: flD 60X 09676 CIOCI1

Report Frlo.: 31 591 873 001

Datex-Ohra'reda, Inc"
3O3O Ohrneda Drive
PO Box 7550
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USA

Ari.esthesia and Vaporizer Systems,
Ventil-aLors and Patient Circuibs (single use)
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e 85i3 V*pariz*rs
rtf f nnfnrrnifir

DECLARATISN OF CSNFSRM ITY

tve

Following the provisions af tlr* mediecl e1evices direetive 93lAZl\ge,, Aflnex tl

mrrd ol the eiirectirr* 2011i65/EU

hmedo, lnc.
meds Orive
'550

, wt 53707-7550 UgA

scle responsibility th0t th6 d6vice:

Tec 850

77-9S20- tSO, 1"177 -9870-5EV, 1 177-9850-r50, 1 1 77"985o-SEV

Code: lsoflurone voportzer - 36890; Sevoflursne voporizer " 36980

N Description: A device used to voporize the onoesthetic ogerrt isoflurone or
flur"nne cnd deliver a controlled omount of the crgent to r: potient being prepored for

y. Ihe device is usuolly mounted to on 0noesthesio syst€m or ventilqtor.

tGIlNl cade: LL77 -9820-150: 0084068?1?4744', tI77-98?A-SEV: 008a0682124724;
50-lSO: 0084068212 4751 tI77 -9850-SEVr 008406821?4737

oticn rule 193142/EEC Annex lXl 11 Closs ltb

claroticn reiotes, is in conformity with the requirements of the medicol devices directlve
oppfyto it cnd with the requirements of the directive 2011/6518U ort the restriction of the use
ug subgionces in electricol ond elec$onic equipment,

bosed on the fcllowing eleme nts:

93/42lEEC tr"tDDl

hnieol Doeumentotiirn/DHF Ref / rr4f: 00C2019683, of tlre Broduct to which this cleclorotion

: oppr"ovol of full quolity dssuronc0 sy$tein {Annex ll of the directive 93/42 EEC)

red by IUV Rheinlond IGA Froduqts 6mtrH, TillystraBe 2,9043t, Neurernberg, r3errnony,

Body #0197, Certifieote N'HD 60109676 0001, votid until 19 Ap|il 2021
moniaed stonddrds cpplied on the product tri which this declorotion re lotes

ive 2011"165/EU {RoH5}

hntcoi Document HF Ref./ r6fr DOe 19? 7840 ond D0C1979675 of tlre product to which
ertion relo

ZL fruV "l * t7
Modison, V/t USA

AfToirs Director

tlon of conformjty is the first issue.

DOC?01968? (REV

* Printed copies ore uncontrolled unless ctherwise identifled *

lSefnr* usrng tfiis documerrt, consult l'lyWnrkshop for the lfrtest revisiorr. '

6U Authorixed Rdp resentotive

GE MedicalSystems 5C$
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78530 BUC, Fronce
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A4exa

Lampi chirurrgicald p,entru operafii cu 2 sateli!.i
Model: Q-Florv 4 + Q-Filon, ,6, Producitor: Merivazra,Tan'a: l'inlanda

De riele Lanpd lird unrbre pentru ilLrnrittarea c?rnpului opet'atot' cu 2 sateliti

Pa atnetf Ll I

Specifica{ie teh;nici
solicitati

Specifica{ie Lehnici
pronusd

De icflefe

Lampd chirurgicald destinatb
pentru iluminare in
investi ga{ii clrirurgicale
majore cu fixare pe tavan

da

DA

Ca actelisiticr tr lCe

Sistern de iluminare bazat pe

tehr.rologia LED (Light:
Emitting Diodes)

da

Dh

Numdrul de sateliti 2 DA

Numdrul de leduri pentru
arnbi sateliti

> 150 unit.
DA

Temperatura culorii
3800- 4500 K DA

reglabila DA

lndexul de culoare RA >98 DA>98
Indexul de culoare rosrLr R9 >99 DA>99
Diametru sate ulu I 560 ll1lTt DA 560 mm

Diametru sate tulu 2 > 700 nrn D1'.700 mm

Dir
clTt

nensiuni:a ci rului,

Diametrul 20 - 38 crn D,A.

Adincimea maxima > 1400 mrn DA

Distanla de lucru 0.1-1.7 m DA

Nivelul de iluminare la 1 m
distantd pentru abii sateliti

> 300 000,00 lux DA

Rot atia rninim 300 grade DA

Aj Lstare pe vefi 15, cn >80 DA

Cre ,Sterea termp€ urii in campul operator
<10 c DA <1" C

AI mentarea Releaua electricd 220Y, 50Hz DA220V,50IIz

Du ata rnedie dt iafb a LED-urilor min. 50.000 h DA

M lcarea capuh" umlll0s > 3 grade de libertate DA

Mi detasabi le steli lizabile DA

Pa Lou de contrc p touch screeu
integrat in lampa
plincipal DA

Poqibilitatep intr
sistpniu)ui tle
telemedicine gi r

sistgmelor (le

irudgistrard vide

arll

Prezenta modulul bluetooth da DA

::.--i:ft+\

hrd fimea podul 3-4 ttt &"{l::r\
Ma rual de ritili e in lin-rba romAn[

Da, Se vaprezettala /'
f ivrare i/l

,.. L\\

-' 's;:i\\
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SURGECAE_ E_!G T a-FLC

ew *na 6!'] sungiaa$ lights
Merivaara Q Flo'wtt',| surgical light improves the working

environment in operating roorns as well as offers a new way to

reduce the risl< of itrfections.

Desigried and manufactLLred in Finland, Q-Flowtn' is the light of

choice for any surgical team.
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SJeonda

lll!minat
Efat lm

Lipht field
vallue d l0

Aferage li1

'To
sife of lisr

Prloduct C

Q-Flow 4

100-240v

24V

140000 lx

1400 mrn

700 mm

3800/4500 K

200 - 340 mnr

3l0 mm

170 mm

700 - 1700 mm

9B

99

69

>50 000 h

560 mm

13 kg

99

tG- r00%

35%

il0

520210,52D220,

520222,520230

Q-Flow4i

t00-240v

24V

140000 ix

l4C0 nrm

700 mm

3800/4500 K

200 - 340 mm

3l0 mm

170 mm

700 - 1700 mnr

9B

gg

69

>50 000 h

560 mm

13 l<g

l0- 100%

35%

il0

520210,520220,

520222, 520230

Q-FIow 6

r00 - 240 v

24V

150000 lx

| 700 nrnr

750 mnr

3800/4500 K

200 - 380 mm

330 mnr

I B0 nrm

750 - lB00 mm

98

99

90

>50 000 h

700 rnm

16 l<g

99

t0- t00%

t5.9 %

t50

520210,520220

520222.520230

Ldt I

deri

inte

)

Q"Flow 6i

t00-240v

24V

160000 lx

1700 mnr

3800/4500

;)OC 3BO

.il0 inrn

180 mm

7s0 - I 800

98

90

>50 000 h

,/UU MM

l6 kg

oo

t0- t00%

t5.9 %

5202 I 0, 5

520222,5



Anexa

c) Masi pr:ntru operafii rnobili, cu 5 secfii

Nllodel : Practico, Producato t' : Merivaar z' T a-rat Finlanda.

Pa rrletlul
Specificafie tehnicd
solicitatd

Specifica{ie tehnicd
nrouusA

De criefe
Masa de operalii oferd o sLrprafaJd corespunzdtoal'e care sustine co4rul pacientului in
tirnpulprocedr-rrilor chirurgicale, stabilizarea poziliei paciontulLri qi furnizarea cirnpult

chirursical de exounerea orrtimd.

Tir Electro-Hidraulicd
DA Electro-
Lridraulrca/Mecauica

Sa ea IS Glosimea minim 65 mm DA 65 rnnr

Co structia

Robusta da Dh

Grade de liberlate pe toate
suprafata

rnaxim 1-2 grade Dh

Material otel inoxidabil turnat
lir[ sudurd vizibila

A^ud DA

Po ilionarea rne

Reglarea indlfirnii minim 65- 110 crn 595 -895 mnt

frendelemb >35 srade l.lU 26 grade

Inversarea trendelembureu lui >35 srade l.lU 26 grade

inc

Lateral6 >20 srade Dh 20 grade

Sectia din spate
de la +80 la -45 grade
(rninim)

DA de la +80 la -45
srade

Seclia de la talpa/picior

de
(rn

a+70\a- 95 grade

nim)
Dlr de Ia)-l0la-95
srade

detagabild Dh

divizatlL DA

Secfia cap
de la +45 la- 45 grade
(rninirn)

Dlr de la 145 Ia - 45

srade

Gr utatea pacier lu Z 280 kg
325 kg, Capacttatea
maxima de ridicare 49(

ks

uti
rad

flu

lZAreta
ografiei sau
,roscopie

Tunel pentru casete X-ray- pc toata lurtgintea meset DA

Radiotransparenld da DA

Accesib ilitatea brafului C da DA

Di ensiunba
Lungimea minim 2100 mnt DA 2100 mtn

Ldtirnea minim 540 mrn DA 540 rnm

At garea d{ baz mobilS DA

Ro ile da DA

Fr' da Dh

AI nentarga 220 V,50 Hz DA22O V,50 HZ

Te :comanll6 da Dh

$ir latera accesonl pe toata lurtgiutea ttreset Dh

Pu itru de da

Prr t
Roti 4 unit

Frine 4 unit

Ac sorii suport col 2 unit
, "'s

)L "l*1 //
o\
=



I 1801

supoft umar
2 unit.

DA Shoulder Suppotl
19129

suporl prcioare
2 unit.

DA Divided [-eg Sectr

30248
)n

supon torace 2 ut'tilr DA Side Support 120

suporl mind (decubit lateral)
unit

DA Lateral Arnr Boar
11802

Op
ubl
(es

pre
ma
der
pos

de

a

Posibilitatea de includere a

bateriei interne
da DA

Posibilitatea de includere a

accesori lor pentru operatie
traumatolosice

da DA

Posibilitatea de includerea
accesorilor pentru operatie
aortroscopice

da DA

Posibilitatea de includerea
accesorilor pentru operatie
spinale

da DA

Posibilitatea de conectarea la un

soft pentru verificarea starii
mesei

da DA

Mr rual de utili e in lirnba romAnd
Da, Se vaprezentala
livrare 

I



TXNG TABLE F CTflCO FLFCTR,C

[Ch.{AN!CAL

oduEar choice fcr genenal
i-^ !
tLd.a

Iproceflures

represents convenient design and maxirnum flexibility for genera.l

surgery.

Its modular constructicn with a wide range of POsture possibilities

offers comfort and operaticnal efficiency for the .arhcle surgical

ieam. Therefore it is also a popular choice for day sLrrgery clinics,

where patient flow is crucial. With the comprehensive selection of

accessories the table can be adjusted to meet most requirements

for different surglcal procedures.

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

sliding cable top, Beacl: Chair bacl< section or Kidney Bridge

seat/back section. Safe workirrg lead (SWL) is 225 kg, max; lifting

capacity 380 l<g.

sLirgrcal proceflures
Practico, the electro-mechanical, rnobile opera-t ng tab e



&

a

t

t

o

F

t

Y
Elec

Re

Tf,^

Pirte

Base

ctic* c .tEr
naErng tanle feafures

nrechanical. r e surgical tabie

able tabl+ top and .ryide r ange cf aecessories enable fast and eas)'se1 up for differ*^nt surgical proced,rres

cenr panels

operated integrated charger/transformer, cptional mair-r power usr

flcor lQck sys to enhance the stability for denrandir-rg procedures

ions wlth qiricl< re lease ofler improved ergcnomics for nurses

the base togethef with the slidingfunctic'n guarantees unlimited access for the sllrgeon to the patient

k s+c!.ion is extremely r:asy and lightu;eight in use and offi:rs better comfort for the patient in scmi-seai:ed position

e d lS-rnartress, 65 mrr or visco elastic nrernory foam (VEF) B0 rrm rnattress

ver eithqr stai steel or ABS

xay

ighr t;rblg top s

venient idesign

Boach Chair

ble and soft,

dth (tabfe

ight ad;tlsrmc

worki+g loa

elen$urg

$e Tiendel

rest +djus

k seetidn ad

seetiari ad;u

tors sizp

ondary ysite

qucney

igh*

ndl

SWL)

bu rg

Standard

2090 mm

540 mrn

595 - 895 nrnr

225 kg

-LO

+76 "

-45 - +45 "

-15 - +70 "

-90 - +20 '

i25

35V

50-60H2

195 l<g

2A-+20"

380 l<g

| 00030000

Slide

2090 mrn

540 mm

665 - 965 rnm

225 l<g

-24

+26 "

-45 - +45 '

-40 "+70 '

-90 - +20 "

125

36V

50-60H2

205 l<g

300 mm

-2C -+20"

380 l<g

| 0c030000

;

F

I rilr

x" lifting cap

eqde

the table top



FgE

D$VIDED LEC SECTEO 3G248

Gas spring assisted divided leg sections for Prorrrerix and Practico

operating tables, with [lJR rails

Section replaces one-piece leg section. Horizontaily adjustable

between 0 '90 degrees, vertically + l6 to -90 degrees.

section 10248

260 mm of one :section

732mn

6l8 mr.r

678 nrm

540 mm

90-+16'

i9.8 i<g

I 00030248
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Llncth

S OUL ER SUPPORTS rcA79

Shoulder support, pair | 9 | 29.

Includes clamps. Padded Adjustable angle and distance to

shoulders. Rotates 360 degrees. Adjustal:le distance (width) 55-

I80 mm. Suitable for rails: EUR, UK and US.

235 mrn

250 mm

225 l<g

40 kg

1.6 kg

to00t9t29



rAARA

Ordef no.:

EASY RM BOAR,D I I8O !

Easy arnr board is easiiy set as spring loaded design simply snaps

onto the accessory rail and is released by a convenient lever

accessible from both sides.

Light weight aFm rest rotates I 80 degrees.

Fully radiolucent with comfortable pad and velcro strap.

| 180 | v'zith strzps indl mattress 76 mm, for EUR, US or UK rails

| | 80 i with str-aps incl- mattress 76 mm, for EUR accessory mils

| | B0l 'with straps incl. mattress 76 mm, {or UK accessory rails

| | B0 i with straps in(|. nlattfess 76 nrm, for US accessory rails

t000t t80l

EAro?cr IB0

EBt000l t80

workiirg lc

thi

luct e{de

160,5 mm

6$0 nrm

76 mrn

225 lcg

16 kz

2.2ks



I'AARA

Ordef no. l0O 000 |

t-lnstlr

r ; 

Iisnt
ss1

nc

w{e:gnr

efcua ere

SiDT SUPPORT I20

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

and distance to the patient.

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

| 80 nrm

430 mrl

50 - lB0 mm

56 ks

l16 kg

i p0000 | 20



lr4rE rAARA

LATT L AR BCARD E I8C2

Arnr rest provides anm support for prone, neuro, lateral and chair

positions. A wide range of position flexibility, turns 360 degrees.

The prenriurn durasoft pad ensttres patient comt'orl.

Universal clanrp 10100 is needed for fixing.

Order nc"
, I0802 Lateral arm board I 1802 wirh 10300 clamp

100 0 | | 802 Later-al arm board I lB02

100 010 300 Universal clamp 10300

5 |0 rnr:r

l7C 480 mnr

325 l<g

t? o*

32i<g

45-4s"



Thp profluct
Manageilent
thq requil

Electro

February.26

(E
\\

DECLARATIOhI OF CONFORM]TY
To European Gouncil Directive 93l42lEEC

We

Pu uster li n,,. I,Ti-",1a;1rlotff[r,, F I N LAN D

declare that the

PFIACTICO

Operating Table

Product codes: 100030000, 100030010

Class I (,Annex lX)
GMDN group: 04, GMDN code: 36867

specified accessories conforms to the European Council DirectiVe
ical Device Directive, Annex Vll and the corresponding Finnigh

629120101.

is controlled in accordance with ISO 9001 and ISO 13485

$ystems and ISO 14001 lEnvironmental Management System, and

drts of following standards.

fical 
model 100030000:

equipment. Part 1: General rerquirements for safety

ard: Electromagnetic compatibility - Requirements and tests.

I equipment. Programmable elr=ctrical medical systems

equipment. Part2-46'. Particular requirements for the safety of operating tables

ns, Medical electrical equipmerrt. Part 1: General requirements for safety

,2 No. 601.'1-M90, R2001
s Medical electrical equipment. Part 1: General requirements for safety

QualftV
melts

I 100030010: 7

$ (applied excluding electri,city-powered features)
r{l equipment. Part 246'. Particular requirements for the safety of operating ta

3n
ctor

Vesa Vihriava
Managing Di

Mqnual rhod
EN 606011-2-
Mldical electr



L.-

C€

VAATI M UST EN M U KAI SU U SVAKU UTU S

Tuote

Tuote bn s

EN 60601-
EN 6ofjo1-

EN 60$01-

.f
15.92017-

t' ^'' "i"''- -''

Markktrl
Toimitursj

Me

Merivaara Oy
Puustellintie 2, 15150 Lahti

utamme yksinomaan omalla vastuullamme, ettl5 seuraava tuote:

Q.FLOW

Tutkimus- ja toimenpideva la isinjdrjeste lmd

ifi Q.FLOW SOLO 520210, Q-FLOW DUO 320 520220, GFLOW DUO
520222, Q- FLOW TRIO 520230

yhdelld tai useammalla seuraavista valaisinosista: VALAISIN Q.FLOW 4
N Q-FLOW 4i 520242, VALAISIN Q.FLOW 4 LCH 520243, VALAISIN

H 52024d, VALAISIN Q-FLOW 6 52025',1, VALAISIN Q-FLOW 6a 520252,
LOW 6 LCH 520253, VALAISIN Q-FLOW 6i LCH 520254

Tuoteluokka | (Liite lX)
GMDN ryhmd: 04, GMDN koodi: 37332

erikseen midritellyill5 lisdvarusteilla noudattaa liidkinniillisid laitteita
irektf ivin 93l421ETY sekd vastaavan terveydenhuollon laitteita ia

n faln (62912010) mukaisia mddrdyksld.

avien standardien vaatimusten mukainen :

S ah kokayttoiset lddki ntd I ai ft eet. Osa 1 : Yleiset tu rval lisuu svaati mukset

Sahkokayttoiset ldiikintiilaitteet. Osa 1-2: Vaatimukset ja kokeet s?ihkomagneettiselle
yfiteensopivuudelle
S ahkokayttoiset liidki ntdl aitteet. Osa 2-4'1 : Lei kkausval ai si m ien j a

diagnosointivalaisimien erityiset turvallisuusvaati mukset.

-1-lFr

!r- J
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{/" cEo

Product

EN 60601-
EN 60ei01-
EN 60601-

Markkurr

C€

DECLARATION OF CONFORMITY
To European Council Directive 93142/EEC

We

Merivaara Corp.
Puustellintie 2, F1151 50 LAHTI, FINLAND

declare that the

Q-FLOW

Surgical Light System

dodes: Q-FLOWSOLO 52A210, Q-FLOWDUO 320 520220, GFLOWDUO
520222, Q-F'LOW TRIO 520230

one or more of following lamp heads: LAMP HEAD Q.FLOW 4 520241,
Q.FLOW 41520242, LATIJ'P HEAD Q.FLOW4 LCH 520243, LAMP HEAD

520244, LAMP HEAD Q.FLOW 6 520251, I-AMP HEAD Q.FLOW 6i
P HEAD Q-FLOW 6 LGH 520253, LAMP HEAD Q.FLOW 6i LCH 520254

Class l(Annex lX)
GMDN group: 04, GMDN code: 37332

specified accessories <;onforms to the European Council Directive
Medical Device Directive, Annex Vll and the iprresponding Finnish

(62e/2010).

is controlled in accordance with ISO
Systems and ISO 14001 Einvironmental

9001 and ISO 13485 Quality
Management System, and meets

1sth,

't"

September

of following standards

Medical electrical equipment. Part 1: General requirements for safety

Collateral Standard: Electromiagnetic compatibility - Requirements and tests.

Medical electrical equipment. Part 241:

J
. :,,r. 

^ 
.\;.+*.-/
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Anexa nr.7.2 la Inr;trucfiune{
aprobatf, prin ordinul IFP$
nr. 400 din 14 martie 2014

cc 04 AE

iivind lipsa sau

Ar924244

/ Ha:uaqeuue

CENTR

CERTIF'ICAT
existenfa restanfelor falir

din
OT

tl.06.2019

de bugetul public naJional

vrozucA (IAUS
Nunrele $i paenilmele/OaNilu[, il ilrri
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