
EC DECLARAIION OF CONFORMITY
according to Annex ll to Council Directive 93l42lEEC of June 14, 1993

Manufacturer

Address

Medical device

Prod uct identification

Accessories Covered:

Separately CE
marked Accessories
Covered:

Classif ication

Maquet Crit ical Care AB

SE-171 95 Solna,  Sweden

Critical Care Ventilator

VAVD Control ler 965561

Maintenance k i t  510163
Hanger  for  po le mount ing 510162

Steri le Tubing assembly 500050

CIaSS I (according to Annex lX to Council Directive gg/42lEEc't1

We declare the compliance of the above medical device with the requirements
of the Council  Directive 93142/EEC of June 1 4. 1 993 and LVFS 2003:1 1 , the
Swedish implementation of the same directive, and their amendments. Any
modif ication of the medical device not authorized bv us wil l  invalidate this
declaration,

The conformity of the ful l  quali ty assurance system is cert i f ied with Cert i f icate
No.41313289, dated 2004-04-28, by the fol lowing Notif ied Body:

lntertek Semko AB
Box  1  103
SE-164 22 Ktsla, Sweden

number of the notif ied body for implementation of the
in Annex l l  to the above Directive is 0413.

Soina. 2004-07-13

The identif ication
procedure set out

Place and date

Name

Signature

Lennart Nystrom
(Vicetresident Ouality)
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Anna Keck
(Proxy Regulatory Altairs Manager Perfuson)

For condit ions of guarantee and l iabi l i ty please refer to our General Condit ions of Sale

Maquet Crit ical Care AB
EVU-1 1 6869-00

rage I or I



O**st{fFP"E,rf"Y#}rGr

M o d e l  , .
Servo-i ' ,.
Seryo-s -, ,: .
S ervo.:IJltra Nebul izer 7 45
Servo Guard
Bi-phabic Ventilator module
Servo Screen 390
Gasmixer 961/962/965
Vaporizer 9 5Ol9 5L I 9521 953
CompressorMini
JOSTRA-HL 20
JOSTRA-HL20 Classic
JOSTRA-HI.30
JOSTRA-RotaFlow
JOSTRA-I{CU 20 :
JOSTRA-I{CU 30
JO STRA-VAVD Controller
NovaCirc

2006-08-08 Dnr484:2006/47307 1(l)

Maquet Critical Care AB
Rrintgenv?igen 2
SE-171 95 SOLNA
Sweden

To whom it may concern
. . : . .

FREE SAL,ES'CERTIFICATE i ',,,-,,.i

It is hereby cgrtified that the medical devices listed below are marketed and manufactured
by Maquet Critical Care AB, RtintgenvdgenZ, SE-171 95 SOLNA, Sweden.

Common name
Intensive Care veutilalor
Intensive Care ventilator
Nebulizing ofDrugs
Breattring filter
Bi-phasic ventilation
Ventilation monitor
Mixer for medical gases
Vaporizer for anesthesia agents
Compressor for use with lunryentilators
Heart-lung machine
HeartJung machine
Heart-b-ngmachine
Ce,:rtrifugal pump
Hea{gr-cooler unit
Heater-cooler unit
Vacuum control unit
Local perfusion system

They are allowed to be marketed and freely sold in Sweden and may be exported
without any reshictions.

This certificate is valid until August 13, 2011

PostadresvPostaj address: RO. Box 26, SE-751 03 Uppsaia, SWEDEN
Eesbksadressruisiting address: Dag Hammarskjolds vag 42, Uppsala
Telefon/Phone: +46 (0)'18 1 7 46 00 Fax: +46 (0)1 8 54 85 66
Internel: www.mpa.se E-nEil: regishator@mpa.se



T Y h

EC CERTIFICATE
FULL QUALITY ASSURANCE SYSTEM APPROVAL

CERTIF'ICATE
(Annex II of the Directive 93/42|EEC on Medical Devices)

No.41313289

we hereby declare that an examination of the under mentioned full quality assurancesystem has been carried out following the requirements of the nuiionut legislation LVFS2003:ll to which the undersigned is iubjected, transposit;g;G;; II (with rhe exernption ofsection 4) of the Directive T3/42/EEC on rnedical o"vic.r.*w" cerriff that the fuIl qualityassurance system confotms with the relevant provisions of the aforementioned legislation,

Manufacturer:

Product category:

Date of expiry:

Stockholm
13 August 2006

The original certificate issued on
30 October 2003

Maquet Crjtical Care AB
Rontgenviigen 2
SE-171 95 Solna
Sweden

Anaesthesia, Intensive-Care-Ventilation and perfusion
systems

l3 August 2011

The certificate is valid for the devices rvhich are stated i* trre present
MDD - Product list archived at Intertek Sernko AB
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Intertek Semko AB
Notified BodyMDD
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Intertek sernko AB is a Notified Body accor<lirrg ro &e courrcil Directive g3l421EEC concemiug medical devices.
ldentification number 0413.
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Duplicate

UFHffiH
No. 1419344

Maquet C::lTalcare AB
Solna (Sweden)

Development, manufacture and marheting of Anaesthesia,
Int ens tv e- C ar e- V entil ati on and P erfu s ion s y s t e m s.

The environmental management sysbm complies with

SS-E|{ ISO f4001:2,004

Kista, 18 January2006

The conditions and extent ofthis certificate are stated in the certification decision

SEMKO-DEKRA
O snm DDEtfiA.rn

The original certificate
issued on

24 June 2004
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