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PROHLASENI O SHODE

Vyrobee: MEDITECH Ltd. - Medical Elektronics
Budapest’, Mad’arsko

Distributor: A.M.1. - Analytical Medical Instruments s.r.o.
Kroftova 3/342
150 00 Praha 5
ICO: 63983524
DIC:005- 63983524

Vyrobek: Ambulantni monitor krevniho tlaku
Typ: ABPM - 04

Popis zarizeni:

Uvedeny monitor slouzi k ambulantnimu méfeni krevniho tlaku.
Jeho funkce jsou popséany v uZivatelském manualu.

Zpisob posouzeni shody: Dle § 12 odst. 4 pism. b zdkona 22/97 Sb.

Posouzeni shody provedl: Statni Gistav pro kontrolu 16¢iv v Praze
Clslo schvalovaciho vyméru: 418/99-11A
Cislov rejstiiku schvalenych vyrobki: 92/418/99-11A

Vyse uvedeny monitor spliuje dle zékona 22/97 Sb. pozadavky dle natizeni viady CR
¢. 180/97 Sb., 168/97 Sb., 169/97 Sb..

Dale vyhovuje normam : CSN EN 60601-1:1990, CSN EN 60601-1-1:1993,
IEC 601-2- 30:1995, CSN EN 55011:1991,
CSN EN 61000-4-2:1995, CSN EN 61000-4-3:1995.

Distributor timto prohlasenim potvrzuje, Ze vySe uvedeny typ piistroje splituje pozadavky
dle smérnice rady ES €. 93/42/EEC Ptiloha 1 a piisluiné technické normy. Piistroj je pii
splnéni vyrobcem predepsaného zplsobu pouziti bezpedny a vyrobce pfijal veskera
opatfen{ k zajiSténi shody vSech piistroji uvadénych na trh se schvalenym vzorkem a
vyrobni dokumentaci.

V Praze 20.6. 2000 Zbynék Machacek
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/ analytical Medical Ifstruments, s.r.o.
' Kroftova 3 / 342, 150 00 Praha 5
02/57325606, fax: 02/57326855
DIC: 005-63983524
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Vyrobce: Meditech Kft., Budapest Mad’arsko

Dovozce: A.M.1. - Analytical Medical Instruments s. r.o.
Letohradskd 3/369
170 00 Praha 7
ICO 63983524

Vv

Vyrobek: Elektrokardiologické mé¥ici piistroje a monitory krevniho tlaku, véetné
prisluSenstvi

Typ: ABPM-04, CardioClip, CardioTens, merlin, E-Lite, EC-GO

Zavazeni dle na¥izeni vlady CR & 181/2001: I7b

Popis zartizeni:

Elektrokardiologické mé¥ici pristroje a monitory krevniho tlaku jsou urdeny
k monitorovani ddlezitych Zivotnich funkeci
Jeho funkce jsou popsany v uZivatelském manuélu.

Zpiisob posouzeni shody: Postupem podle p¥ilohy II narizeni vlddy &181/2001 Sb.
Rozhodnuti o schvaleni: ¢islo: B-30-00940-03, vydané: SZU Brno,
autorizovand osoba 202
Zavérecny protokol ¢islo: 30-2334 ze dne 17.zd5% 2002
Zprava o kontrole ¢.: 30-2334, ze dne 30.9.2003

Vyse uvedené pristroje spliuji dle zdkona 22/97 Sb. pozadavky dle nafizeni
vlady CR ¢. 181/2001 Sb.ve znéni nafizeni vlady &.336/2001 Sb.

Dovozce timto prohlasuje, Ze vySe uvedeny typ piistroje splituje zdkladni pozadavky
Natizeni vlady ¢. 181/2001 Sb, ptiloha L. P¥istroj je pfi splnéni vyrobcem piedepsaného
zpisobu pouziti bezpeény a vhodny pro pouZiti pti poskytovani zdravotni péce a dovozce
ptijal veskerd opatieni k zajisténi shody viech piistroji uvadénych na trh .

Zbyn€k Machadéek
jednatel spole¢nosti

V Praze 6.10.2003



Meditech
. . . BETTER CARE

IMPROVING HEALTH
10

BP4N1606.sxw - 2005.03.03.

The Meditech Kft. (H-1191 Budapest, Ullgi Gt 200, 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 93/42/EEC directive, respectively those of below listed
international standards:

EN 60601-1:1995
IEC 601-2-30:1997
EN 1060-3:1997

According to the certificates issued by the SGS Yarsley International
Certification Services Limited,
(SGS House, 217/221 London Road, Camberley, Surrey GU15 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.: M10167) standards’ requirements,

therefore the Ambulatory Blood Pressure Monitoring devices

are entitled to bear the ,CE” mark
(Certificate No.: C10168)

22. April 2005
0O S
\\ % d /i
T TR S
(s A N\

\
v

Istvan Széllési M.D.
managing director

UlIGi at 200,H-1191 Budapest, Hungary
@ +361280 8232, +361280 8233 & +361 2829388

www.meditech.hu #=7 meditech@meditech.hu
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The Meditech Kft. (H-1191 Budapest, Ull&i Gt 200, 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 93/42/EEC directive, respectively those of below listed
international standards:

EN 60601-1:1995
IEC 601-2-30:1997
EN 1060-3:1997

According to the certificates issued by the SGS Yarsley International
Certification Services Limited, ‘
(SGS House, 217/221 London Road, Camberley, Surrey GU15 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.: M10167) standards’ requirements,
therefore the Ambulatory Blood Pressure Monitoring devices
are entitled to bear the ,CE” mark
(Certificate No.: C10168)

22. April 2005
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Istvan Szé6llési M.D.
managing director

UlIgi a4t 200,H-1191 Budapest, Hungary
® +361280 8232, +361280 8233 &=+361 2829388

www.meditech.hu #=7 meditech@meditech.hu
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The Meditech Kft. (H-1191 Budapest, UllSi Gt 200, 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 93/42/EEC directive, respectively those of below listed
international standards:

EN 60601-1:1995
IEC 601-2-30:1997
EN 1060-3:1997

According to the certificates issued by the SCS Yarsley International
Certification Services Limited,
(SGS House, 217/221 London Road, Camberley, Surrey GU15 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.: M10167) standards’ requirements,

therefore the Ambulatory Blood Pressure Monitoring devices

are entitled to bear the ,CE” mark
(Certificate No.: C10168)

2004. jan. 22.

Laszl6 Meleg
managing director

Ullgi Gt 200, H-1191 Budapest, Hungary
©® +361280 8232, +361280 8233 =+361 2829388

www.meditech.hu #=7 meditech@meditech.hu



