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ES prohlf5eni o shodi

V;irobce:

MEDIC0 S.p.A.

Via Pitagora, L5 - 35030 Rubano (Padova) - Italia

PROHLASUJE

Le zdr av otnick;i prostiedek :

MASTER 9OO B
(cod. ST010045)

Pro gram irtor kardio stimul 6toru

splf,uj e ZiJr.ladni poZadavl<y
Evrops$fch direktiv 90/3 8 5/EEC tykaj icich se aktivnf ch implantabilnich

zdravotnicky"h pro stiedkri

a 2e byly pouZrty n6sleduj ici nomry:

frNI EN 980: 1997-EN l,f4 I : 1997-UNI EN I 04 I ;2000-EN 45502 -l :1997
CEI EN 60601-l:1991-CEI EN 60601-14:1995-CEI EN 60601-l-2:1993

Toto prohl6Seni je podloZeno certifikftem Zabezpelenijakosti (cort. d.
2A041202 011 002 SQ) a ES certifftritem piezkouleni typu (certd. 20020621 011 0203 CT)
vydandm Istituto Superiore di Sanit6, notifikovanS osoba t.0373, v souladu s piilohou 5 a

piilohou 3 Ewopskfch direktiv 9013 85/EEC, po zji5tEni , i-e zabezpedeni jakosti vyroby
odpovid6 normfm EN ISO 9002 a EN 46002

QA manager
lng. Renato Fontana

@oot tooq

datum: 17.1.2005
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ES prohlflSenf o shod6

Vyrobce:

MEDICO S.p.A.

Via Pitagoru, 15 - 35030 Rubano (Padova) - Italia

PROI{LASUJE ,

ile zdr av otnicky pro stledek :

MASTER 9OO B
(cod. 5T010045)

Pro gram ifiar kardio stimul6toru

sp lfi uj e ZdkLadni poZadavky
Evropslqych direktiv 90/3 85/EEC ffkajioich se aktivnich implantabilnich

zdr wr otniakych pro stledkfi

a Le byly pouZity ndsleduj ic( normy:

tlNI EN 980:1997-EN 1441:1997-UNI EN 1041:2000-EN 45502-1:199'1
CEI EN 60601-1:199I-CEI EN 60601-l-4:1995-CEI EN 60601-L-2:1993

Toto prohld5eni je podloZeno certifikdtem ZabezpeEenijakosti (cert. d.
2002A976 011 002 SQ) aES certifikdtempiezkouieni tlpu (cert"d. 20020627 011 0203 CT)
vydandm Istituto Superiore di Sanit6, notifikovand osoba 8.0373, v souladu s piilohou 5 a

piilohou 3 Evropskych direktiv 90/385IEEC, po zji5tEni,hez.abezpedeni jakosti vyroby
odpovid6 normii.m EN ISO 9002 aEN 46002

QA manager
Ing. Renato Fontana

Aooztoo+

datum: 27.3.2003
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Proh}fl5enf o shod6

V;irobce:

MEDICO S.p.A.

Via Pitagora, l5 - 35030 Rubano (Padova) - Italia

PROHLASUTg

Le zdrav utrtickf pro stiedek :

MASTER 9OO B
Pro gram Stor kardio stimul6torfi

splf,uj e ZilHadni poZadavky
Evrops\ich direktiv 90i3 85iEEC tlikajicich se aktivnich implantabilnich

zdravotnick)tch prostiedk$

Toto prohlf5eni je podloieno certifikdtem Zabezpetenijakosti (cert. i,.
19991202 011 002 SQ) a ES ceftifikiitem plezkou5eni typu (cert.d. 98A721 01 1 0203 CT)

vydandm Istituto Superiore di Sanitd, notifftovanf osoba d. 0373, v souladu s plilohou 5 a
piilohou 3 Evropsk;ich ditektiv 90/385/EEC, po zji3t6ni, Le zabezpedeni jakosti t yroby

odpovidf norm6m EN ISO 9002 aEN 46002

datum:25.6.20A1 QA manager
Ing. Renato Fontana

@ oorzooa
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ProhlfiSenf o shod6

Vfrobce:

MEIIICO S.p.A.

Via Pitagora 15 - 35030 Rubano (Padova) - Italia

PROIILASUTP

ile zdr av atnich.i pro stledek :

I\{ASTER 9OO B
Pro gram ifiar kardio stimuldtoru

splfiuj e ZitrJadni poZadavky
Evropslo.ich direktiv 90/385 lEBC tfkajicich se aktivnfch implantabilnich

zdravotniclrych prostiedkri

Toto prohli5eni je podloZeno oertifikdtem Zabezpelenijakosti (cert. d. 94AIL2 011 001 SQ) a
ES certifikdtem piezkou5enf typu (cert.d.970313 01 I 0202 CT) vydanim Istituto Superiore

di Sanitin notifikovand osoba t,. A373, v souladu s piilohou 5 a plilohou 3 Evropskfch
direktiv 90/3 85/EEC, po 4ii5tEni , ile zabezpdamjakosti vyroby odpovid6 normiim

EN ISO 90A2 aEN 46002

datum: 1.4.1999 QA manager
Ing. Renato Fontana

@ooq too+



@fvl€P,l.$R
EC DECLARATION OF CONFORMITY

8 * * * * * * * * * * * * * *

THE MANUFACTURER:

MEDICO S.p.A.
Via Pitagora, 15 - 35030 Rubano (Padova) - ltalia

DECLARES

THAT THE FOLLOWING MEDICAL DEVICE :

MASTER 9OO B
(Cod. ST010045)

Pacemaker programmer

COMPLIES WITH THE ESSENTIAL REQUIREMENTS OF THE

90/385 EEC CONCERNING ACTIVE IMPLANTABLE MEDICAL DEVICES

AND THAT THE FOLLOWING STANDARDS ARE APPLIED :

UNI EN 980:1997-EN 1441:1997- UNI EN 1041:2000-EN 45502-1:1997
EN 60601 -1 : 1 991 -EN 60601 -1 -4: 1 995-EN 60601 -1 -2: 1 993.

THIS DECLARATION IS SUPPORTED BY QUALITY ASSURANCE SYSTEM APPROVAL CERTIFICATE
(cert. n" 20041202 0'11 002 SO)AND BY THE EC TYPE EXAMINATION CERTIFICATES ( cert. n"

20020627 011 0203 CT ) ISSUED BY ISTITUTO SUPERTORE Dr SANITA'AS NOT|F|ED BODY N" 0373 tN

ACCORDANCE RESPECTIVELY WITH ANNEX 5 AND ANNEX 3 OF THE SAME DIRECTIVE, AFTER

VERIFICATION THAT THE QUALITY ASSURANCE SYSTEM COMPLY WITH THE ISO 9OO2 AND EN

46002 STANDARDS.

* * * * * * * * * * * * * * *

January 17,2005
j -

i i'li

R.R.A.&Q.A.

Ing. Renato Fontana

MODULO 15 REV.A



EC DECLARATION OF CONFORMITY

@ft,l€affiR

* * 8 * * * * * * * * * * * 8

THE MANUFACTURER:

MEDICO S.p.A,
Via Pitagora,lS - 35030 Rubano (padova) - ltalia

DECLARES

THAT THE FOLLOWING MEDICAL DEVICE :

MASTER 9OO B
(Cod. ST010045)

Pacemaker programmer

COMPLIES WITH THE ESSENTIAL REQUIREMENTS OF THE

90/385 EEC CONCERNING ACTIVE IMPLANTABLE MEDICAL DEVICES
AND THAT THE FOLLOWING STANDARDS ARE APPLIED :

uNl EN 980:1997-EN 1441:1997- uNt EN 1041:2000-EN 45502-1:1997
EN 60601-1 :1991-EN 6060'1-1-4:1 995-EN 60601-1-2:1993.

THIS DECLARATION IS SUPPORTED BY QUALITY ASSURANCE SYSTEM APPROVAL CERTIFICATE
(cert. n" 20020916 011 002 SO) AND BY THE EC TYPE EXAMINATION CERTTFTCATES ( cert. n"

20020627 011 0203 CT ) ISSUED BY IST|TUTO SUPER|ORE Dt SANITA'AS NOT|F|ED BODY N" 0373 tN
ACCORDANCE RESPECTIVELY WITH ANNEX 5 AND ANNEX 3 OF THE SAME DIRECTIVE, AFTER
VERIFICATION THAT THE QUALITY ASSURANCE SYSTEM COMPLY WITH THE ISO 9OO2 AND EN

16002 STANDARDS.

8 * 8 * * 8 * * * * * * * * *

March 27.2003 R.R,A.&Q.A.

Ing. Renato Fontana

" i; {
i j l t

'  
. , !  i^ , . , , - . . . . , ,  f , ,  r i . t i , , , - - l i { * . , - -

MODULO 15 REV.A



DEGLARATION OF CONFORMITY

@Dfvl€P,f.$R
8 8 * 8 * 8 * * * 8 * * * * *

THE MANUFACTURERI

MEDICO S.p.A.
Via Pitagora,lS - 35030 Rubano (Padova) - ltalia

DECLARES

THAT THE FOLLOWING MEDICAL DEVICE :

MASTER 9OO B

Pacemaker programmer

COMPLIES WITH THE ESSENTIAL REQUIREMENTS LISTED IN THE

EUROPEAN DIRECTIVE N" 9O/385/EEC.

THIS DECLARATION IS SUPPORTED BY

THE QUALITY ASSURANCE SYSTEM APPROVAL CERTIFICATE (Annex 5 of the same Directive)

(Cert. N" 19991202 011 002 SO)

AND BY

THE EC ryPE EXAMINATION CERTIFICATE (Annex 3 of the same Directive)

(Cert. N' 980721 011 0203 CT)

ISSUED BY

ISTITUTO SUPERIORE DI SANITA'AS NOTIFIED BODY N'0373

BESIDES. MEDICO DECLARES THAT THE QUALITY ASSURANCE SYSTEM COMPLIES WITH THE

EN ISO 9OO2 AND EN 46002 STANDARDS.

* * 8 * * * * * * * * * * * *

l l Resp. R.A.&Q.A

Ing. R. Fontana

June,252001



@l MEDICOs.p.A.

DECLARATION OF CONFORMITY
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THE MANUFACTURER:

MEDICO S.p.A.
Via Pitagora, 15 - 35030 Rubano (Padova) - ltalia

DECISRES

THATTHE FOLLOW]NG MEDICAL DEVICE:

MASTER 9OO

Pacemaker programmer

COMPLIES WITH THE ESSENTIAL REQUIREMENTS LISTED IN THE

EUROPEAN DIRECTIVE N' 9O/385/EEC

THIS DECI.ARATION IS SUPPORTED BY

THE OUAL|TY ASSURANCE SYSTEM APPROVAL CERTIFICATE (Annex 5 of the same Directive)

(Addendum n'38 to Cert. 940112 011 001 Sa)

AND BY

THE EC rypE EXAMTNATTON CERTIFICATE (Annex 3 of the same DirectMe)

(Cert. N" 970313 Of 2A2Cn

ISSUED BY

|sT|TUToSUPER|oRED|SAN|TA'ASNoT|FIEDBoDYN.0373

BESIDES, MEDICO DECLARES THAT THE QUALITY ASSURANCE SYSTEM COMPLIES WITH THE

EN ISO 9OO2 AND EN 46002 STANDARDS.

1st April 1999

>k lf t< l.< t< {< * * }t( )k * ak * lf >k * lk *


