l ASCENSIA

Diabetes Care

Declaration of Conformity

LEGAL MANUFACTURER: Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 80
4052 Basel
Switzerland
PLACE OF MANUFACTURE: See page 2
PRODUCT CATEGORY: System for Self-Testing of Blood Glucose
GMDN CODE: Blood Glucose Meter: GMDN 30854

Blood Glucose Test Strips: GMDN 53302
Control Solution: GMDN 41818

PRODUCT: Caontour Plus blood glucose monitoring system, consisting of:

Contour Plus Blood Glucose Meter also sold as:
Bayer Contour Plus Blood Glucose Meter

Contour Plus Blood Glucose Test Strips also sold as:
Bayer Contour Plus Blood Glucose Test Strips

Contour Plus Controls also sold as:
Bayer Contour Plus Controls

CLASSIFICATION: List B according to Annex Il of directive 88/79/EC
CONFORMITY ASSESSMENT ROUTE: Annex IV applied
NOTIFIED BODY: . Lloyds Register Quality Assurance Ltd.

1 Trinity Park, Bickenhill Lane
Birmingham, B37 7ES

United Kingdom
Identification No. 0088

EC CERTIFICATE NUMBER: LRQ 4009601/B

We herewith declare that the above-mentioned product(s) meet the provisions of the Council
Directive 98/79/EC for in vitro diagnostic medical devices and RoHS Directive 2011/65/EU of the
European Parliament of the Council of 8 June 2011 on restriction of the use of certain hazardous
substances in electrical and electronic equipment. The Manufacturer retains all supporting
documentation.
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Contour Plus Blood Glucose Meters:

PT Panasonic Healthcare Indonesia
Kawasan Industri MM2100 Blok O-1,
Cikarang Barat

Bekasi 17620

Indonesia

Contour Plus Blood Glucose Test Strips:

Panasonic Healthcare Company, Ltd.
In Vitro Diagnostics Division

2131-1 Minamigata

Toon

Ehime 7910395

Japan

Contour Plus Controls:

Bionostics, Inc.

7 Jackson Road

Devens MA 01434
United States of America

Fisher Diagnostics,
8365 Vailey Pike
Middletown VA 22645
USA

Packaging Location
RR Donnelley Europe Sp. z 0. 0.
ul. Zakladowa 90/92

92-402 Lodz
Poland
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Dr. G.J. Friedrich Rieger
Head of Global Quality



l ASCENSIA

Diabetes Care

Pieklad z anglického jazyka

Prohiaseni o shodé

ZAKONNY VYROBCE: Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90
4052 Basilej
Svycarsko
MiSTO VYROBY: Viz strana 2
KATEGORIE VYROBKU: Systém pro samotestovani hladiny krevni glukézy
GMDN KOD: Glukometr: GMDN 30854

Testovaci prouzky na krevni gluk6zu: GMDN 53302
Kontrolni roztok: GMDN 41819

VYROBEK: Monitorovaci systém hladiny krevni glukézy Contour Plus obsahujici:

Glukometr Contour Plus také prodavany jako:
Glukometr Bayer Contour Plus

Testovaci prouzky na krevni gluk6zu Contour Plus také prodavané jako:
Testovacl prouzky na krevnf glukézu Bayer Contour Plus

Kontrolni roztok Contour Plus také prodavany jako:
Kontrolni roztok Bayer Contour Plus

KLASIFIKACE: Seznam B dle Pfilohy |l smé&mice 98/79/ES
POSTUP POSUZOVANI SHODY: Dle Prilohy IV
NOTIFIKOVANA OSOBA: Lloyd's Register Quality Assurance Ltd.

1Trinity Park, Birkenhill Lane
Birmingham, B37 7ES
Spojené kralovstvi
Identifika&ni &.0088

CISLO ES OSVEDCENI: LRQ 4006901/B

Timto prohlasujeme, Ze vySe uvedeny vyrobek spliiuje (vy$e uvedené vyrobky spliiuji) ustanoveni smérnice
Rady 98/79/ES pro diagnostické zdravotnické prostfedky in vitro a smérnice RoHS 2011/65/EU
Evropského parlamentu a Rady ze dne 8. Eervna 2011 o omezeni pouzivani nékterych nebezpeénych latek
v elektrickych a elektronickych zafizenich. Vyrobce uchovava véechnu podplirnou dokumentaci.

15.12. 2016 necitelné
Basilej, Svycarsko
Dr. G.J. Friedrich Rieger
Vedouci pro globalni
Dokument ¢&islo ADC/DOC/Vers3.0 jakost
Plati do 31.12.2019 15.12. 2016 nedit.
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l ASCENSIA

Diabetes Care

Preklad z anglického jazyka

Prohlaseni o shodé

Glukometry Contour Plus:

PT Panasonic Healthcare Indonesia
Kawasan Industri MM2100 Blok 0-1
Cikarang Barat

Bekasi 17520

Indonésie

Testovaci prouzky na krevni glukézu Contour Plus:

Panasonic Healthcare Company, Ltd.
In Vitro Diagnostics Division

2131-1 Minamigata

Toon

Ehime 791-0395

Japonsko

Kontrolni roztok Contour Plus:

Bionostics, Inc.

7 Jackson Road
Devens MA 01434
Spojené staty americké

Fisher Diagnostics
8365 Valley Pike
Middletown, VA 22645
Spojené staty americké

Balici zavod:
RR Donnelley Europe Sp. z 0.0.
ul. Zakladowa 90/92

92-402 Lodz
Polsko

necitelné
Dr. G.J. Friedrich Rieger

Vedouci pro globalni
jakost

15.12. 2016 necit.
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Tlumoé&nicka dolozka

Jako tlumotnice jazyka deského a anglického ustanovens dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, & Spr. 698/91 stvrzuji, Ze mnou provedeny preklad souhlasi s textem pfipojené listiny.
Tlumotnicky tikon je zapsan v deniku pod po¥. &. dne 2017.

ky ukon je zap pod p gl 45 24 1.

¥
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Transla__tor[; Clause:

As a certified translator to English appointed by the decision of the Regional Court in Prague on November 15,

Tlumoénice / Translator
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