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PROHLASENf O SHODE

Vfrobce: MEDITECH Ltd. - Medical Elektronics
Badapeit', Matarsko

Distributorz A.M.I. - Analytical Medical Instruments s.r.o.
Kroftova 3/342
150 00 Praha 5
Ieo:63983s24
DIC:005- 63983524

Vlirobek: Ambulantni monitor krevniho tlaku
Typ: ABPM - 04

Popis zalizeni:

Uvedeny monitor slouZi k ambulantnimu mdieni krevniho tlaku.
Jeho funkce jsou popstiny v uZivatelsk6m manudlu.

Zprisob posouzeni shody: Dle g 12 odst. 4 pism. b ziikona 22197 Sb.

Posouzenf shody provedl: Stdtni ristav pro kontrolu l6div v Praze
Cislo schvalovaciho Wmdru: 4I8199-IIA
ifrlo o rejstiiku schvrilenych vyrobkri : 921 4l8l 99 -IIA

V;fSe uvedeny monitor spliuje dle z6kona 22197 Sb. poZadavky dle naiizenivl6dy iR
(,.180t97 Sb., 168/97 Sb., 169/97 Sb..

D6le vyhovuje norm6m : esN EN 60601-l:1990, iSN pN 60601-1-l :1993,
IEC 601-2- 30:1995, eSN eN 55011 :1g9t,
isN pt t 61000-4-2:1995, isN EN 61000- 4-3:t995.

Distributor timto prohl65enim potvrzuje, Ze vyie uvedeny typ pffstroje sphiuje poZadavky
dle smdrnice rady ES (,.93142/EEC Piiloha I a piislu5n6 technick6 nonny. Piistroj je pii
spln6ni qirobcem piedepsan6ho zprisobu pouZiti bezpedny a qirobce piijal ve5ker6
opatienf k zaji5tdni shody v5ech piistrojt uv6ddnych na trh se schv6len;fm vzorkem a
vyrobni dokumentaci.

Zbyndk Mach6dek

Sditel r? (
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Analyi ical  l ,4edical  lhstruments, s.r .o.
!(rof tova 3 |  342. 150 00 Praha 5
' 021573256O6, fax: 02.157326855

Dle: 005-63983524

V Praze 20.6.2000



PRuHLASENI o sHoDE
i . ME 01/2003

Vyrobce: Meditech Kft,, Budapest Matarsko

Dovozce: A.M.I. - Analytical Medical Instruments s, r.o.
Letohradskd 3/369
170 00 Praha 7
reo $9s3s24

Vyrobek: Elektrokardiologickd mdiici pftstroje a monitory krevniho tlaku, vietnd
pifsluienstvi

Typ: ABPM-04, CardioClip, CardioTens, merlin, E-Lite, EC-GO
Zalazenidle naiizeni vl6dv in f. fill2}Llz IIb
Popis zalizeniz

Elektrokardiologickd mdiict pitstroje a monitory krevnfho tlaku jsou urdeny
k monitorovani drileZitych Zivotnich funkci
Jeho funkce jsou popsany v uZivatelsk6m manu6lu.

Zprisob posouzeni shody: Postupem podle pillohy II naifzenf vlddy i.181/2001 Sb.
Rozhodnuti o schvdleniz i[slo: 8-30-00940-03, vydanlz SZt Brno,

autorizovand osoba 202
Zivilreilnf protokol iislo: 30-2334 ze dne l7,zrihi 2002
Zprixa o kontrole E.z 30-2334,7e dne 30.9.2003

VliSe uveden6 piistroje spliuji dle z6kona 22197 Sb. poZadavky d\e naiizeni
vl6dy CR d. 181/2001 Sb.ve zndninaiizenivl6dy d.336i2001 Sb.

Dovozce tfmto prohla5uje, Ze qi5e uveden;i typ pifstroje spliuje z|kladnipoZadavky
Naifzeni vl6dy d. 181/2001 Sb, piiloha I. Piistroj je pii spln6ni vlirobcem piedepsan6ho
zprisobu pouZiti bezpednf a vhodnli pro pouZitf pii poskytovini zdravotni p6de a dovozce
piijal ve5ker6 opatienf k zaji5tdni shody v5ech piistrojtr uv6ddnfch na trh .

Zbyni:kMach6dek
jednatel spolednosti

Y Prcze 6.10.2003
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IMPROVING HEALTH
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BP4N1 606.sxw - 2005.03.03.

The Meditech Kft. (H-l 1 91 Budapest, Ull6i At 2OO, Hungary),
as manufacturer of the Ambulatory Blood Pressure Monitor,

with undermentioned serial number, hereby states that the country
of origin of the device is Hungary and it meets all requirements

of 93l42|EEC directive, respectively those of below listed
i nternational standards :

EN 60601-1 :1995
IEC 601 -2-3021997
EN 1060-3 t1997

serial No. : 2995/.0.h.4. t!.3.7. . . .. . ..

According to the certificates issued by the SCS Yarsley International
Certification Services Li m ited,

(SCS House,2171221 London Road, Camberley, Surrey CU15 3EY, United Kingdom)
the quality control system of the

Meditech Kft. meets the ISO 9001 and ISO 13485 (Certificate No.: Q9990), and the
EN46001 (Certificate No.: M1 0167) standards' requirements,
therefore the Ambulatory Blood Pressure Monitoring devices

are entitled to bear the ,,CE" mark
(Certif icate No.: C1 01 68)

22. April2005
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Istvdn Sz6ll6si M.D.

managing director

UttOi f t  2OO,H-1191 Budapest,  Hungary
@ *361 2BO 8232, +361 2BO 8233 G +36 1 282 9388

www.medi tech.hu € medi tech@medi tech.hu
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BP4N1 606.sxw - 2005.03.03.

The Meditech Kft. (H-1 1 91 Budapest, Ull6i At 2OA, Hungary),
as manufacturer of the Ambulatory Blood Pressure Monitor,

with undermentioned serial number, hereby states that the country
of origin of the device is Hungary and it meets all requirements

of 93l42lEEC directive, respectively those of below listed
i nternational standards :

EN 60601-1 :199s
IEC 601 -2-3O21997

EN 1060-3 t1997

serial No.:?9o-5 | 9.F.8.43.8... ..

According to the certificates issued by the SCS Yarsley International
Certification Services Li m ited,

(SCS House,2171221 London Road, Camberley, Surrey CU15 3EY, United Kingdom)
the quality control system of the

Meditech Kft. meets the ISO 9001 and ISO 13485 (Certificate No.: Q9990), and the
EN46001 (Certif icate No.: M1 0167) standards' requirements,
therefore the Ambulatory Blood Pressure Monitoring devices

are entit led to bear the ,,CE" mark
(Certif icate No.: C10168)

22. Apnl 2005
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Istvdn Sz6ll6si M.D.

managing director

Ull6i  ( t  200, H-1 1 91 Budapest,  Hungary
., r' @ +361 2BO 8232, +361280 8233 G +36 1 282 93BB

www.meditech.hu € meditech@meditech.hu
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BP 4C1606.sdw - 2002.08.21 .

The Meditech Kft. (H-1191 Budapest, Ull6i 0t2OO, Hungary),
as manufacturer of the Ambulatory Blood Pressure Monitor,

with undermentioned serial number, hereby states that the country
of origin of the device is Hungary and it meets all requirements

of 93l42|EEC directive, respectively those of below listed
i nternational standards :

EN 60601-1 :1995
IEC 601 -2'-3Oz'1997

EN 1060-3 t'1997

serial No.: L9Q# t. ' :t .t*.k3.....

According to the certificates issuecl by the SCS Yarsley International
Certification Services Li m ited,

(SCS House,2171221 London Road, Camberley, Surrey CU15 3EY, United Kingdom)
the quality control system of the

Meditech Kft. meets the ISO 9001 and lSCl 13485 (Certificate No.: Q9990), and the
EN46001 (Certif icate No.: M1 A167) standards' requirements,
therefore the Ambulatory Blood. Pressure Monitoring devices

are entitled to bear the ,,CE" mark
(Certif icate No.: C101 68)
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Ldszl6 Aieleg
managing director

Ull6i  ( t  200,H-1191 Budapest,  Hungary
@ +361 28O 8232, +361 2BO 8233 E +36 1 282 9388

www.meditech.hu tr meditech@meditech.hu


