ASCENSIA

Diabetes Care

Declaration of Conformity

LEGAL MANUFACTURER: Ascensia Diabstes Care Holdings AG
Peter Merian-Sirasse 90
4052 Basel
Switzeriand
PLACE OF MANUFACTURE: Ses page 2
PRODUCT CATEGORY: Systen for Seli-Testing of Blgod Glucose
GMDN CODE: . Blood Slucoss Meter; GMDN 82645
Blood Glucose Test Strips: GMDN 53307
Control Solution: GMDN 41819
PRODULCT: Contor Plus Elite Blaod glucose monitoring System,
consisting of:

Contour Plus Elite Bloog Glucose Mater
Contour Plus Blosd Glucose Test Stripy

Contour Plus Controls

CLASSIFICATION: List B avcording to Angex 1T of directive S8/79/5C
CONFORMITY A5SESSMENT ROUTE: Annex 1V, Excluting sections 4and 6

NOTIFIED BODY: BSI Group The Netherlonids BV,
Say Bullding, John M. Keynesplein 9, 1066 £p
Country : Netherlands
Hotified Bodv siumber 1 2797

EC CERTIFICATE NUMBER: CE711083

We, Ascensia Diabetes Care Holdings AG, declare that the above-mentioned produci(s) wiest the provisions.of ;

= the Directive 98/29/£C OF The Euwropean Parlisment And Of The Countlt on I Vitro Diagnostic medical devices
- the RED Directive {2014/53/EU) of the European Parliament and of the.Council of 16 Aprll 2014 onthe
harmamzaaen af the iaws af ti‘ze Member Statezs refaﬁng m the makmg avzaiiabie aty the market of radio
: pafe

»  the RoHS i)fzaective {2&11}65}51}}0?&5 Enmpean Pariiamem: of the i:cuncﬁ of 8 June 2011 orrrestiiction of
the use of certaiivhazardous substences in electrival and glectronic equipmint

“The present-EL Declaration of conformityis issued ynder salar&:pmsibmty of the manufacturer
The Mantfactirer retaing sl supporting documentation.

2020.00.21
‘Basgl, Switzedand

Pam Schatd—
Head of Glokal Regulstory Affairs

Document number ADCIDGCAers1.0
Aglid Uit 2024-05-28
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ASCENSIA

Disbetes Care

Declaration of Conformity

PLACE OF MANUFACTURE:

2820-08.24
Basel, Bwitzerland

Document number ADC/DOCNers1.0
Valid unti 2024-05-26
Page2of2

=

Contour Flus: Elite Blood Glucose Meters:

PTPHCIndonesia » ,
Kawasan Tndustyi MM2100 Bick O-1
Cikarang Barat

Bekasi 17520

Indonesia

Contour Plus Glucose Test Strips:

PHC Corporation

In Vitro Diagnostics Division
213%-1 Minamigata

‘Toon, Ehime, 791-0395
Japan

Contour Plys Controls!
Bionosties; Inc.

7 Jackson Road

Devens MA 01434

‘United States of America

Packaging Locations

RR Donticliey GTS Poland Spu 2 0. 0x
#l-Zakiadowa 90/92

92-402 Lodz

Poland

Pam Schaub~—
Head of Global Regulatory Affairs




b ASCENSIA

Diabetes Care

Pteklad z anglického jazyka

Prohlaseni o shodé

OPRAVNENY VYROBCE: Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90
4052 Basilej
Svycarsko *
MiSTO VYROBY: Viz strana 2
KATEGORIE VYROBKU: Systém pro samostatné testovani hladiny krevni glukézy
GMDN KOD: Glukometr: GMDN 62645

Testovaci prouzky na krevni glukézu: GMDN 53307
/ Kontrolnf roztok: GMDN 41819

VYROBEK: o Systém monitorovani hladiny krevni glukézy Contour Plus Elite
obsahuijici:
Glukometr Contour Plus Elite

Testovaci prouzky na krevnl glukézu Contour Plus

Kontrolni roziok Contour Plus

ZARAZENI: Seznam B dle Pfilohy |l smérnice 98/79/ES
POSTUP POSUZOVANI SHODY: Dle Pfilohy IV, kromé& ¢asti4 a 6
NOTIFIKOVANA OSOBA: BSI Group Netherlands B.V.
: Say Building, John M. Keynesplein 9, 1066 EP
Amsterodam

Stat: Nizozemsko
Notifikovana osoba ¢.2797

CISLO ES OSVEDCEN!: CE 711083

My, Ascensia Diabetes Care Holdings AG, prohlasujeme, Ze vy3e uvedeny vyrobek spliiuje (vy$e uvedené vyrobky spliiuji) ustanoveni:

- smérnice Rady 98/79/ES pro diagnostické zdravotnické prostfedky in vitro;
- smérmice RED o harmonizaci pravnich pfedpist &lenskych statl tykajicich se dodavani radiovych zafizeni na trh ( 2014/53/EU)

ze dne 16. dubna 2014; http:/www.diabetes.ascensia.com/declarationofconformityy/;
- smérnice RoHS 2011/65/EU Evropského parlamentu a Rady ze dne 8. dervna 2011 o omezeni pouzivani nékterych nebezpeénych

latek v elektrickych a elektronickych zafizenich.

Za toto prohlaseni o shod& je vyhradné zodpov&dny vyrobce.
Vyrobce uchovava viechnu podplirnou dokumentaci.

21.9. 2020 neditelné
Basilej, Svycarsko .
Pam Schaub

Vedouci pro globalni regulatorni zalezitosti

Dokument &islo ADC/DOC/Vers 1.0
Plati do 26.5.2024
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ASCENSIA

Diabetes Care

Pteklad z anglického jazyka

Prohlaseni o shodé

Glukometry Contour Plus Elite:

PT PHC Indonesia

Kawasan Industri MM2100 Blok 0-1
Cikarang Barat

Bekasi 17520

Indonésie

Testovaci prouzky na krevni glukézu Contour Plus:

PHC Corporation

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

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

92-402 Lod2
Polsko

necitelné

Pam Schaub
Vedouci pro globalni regulatorni zalezitosti



Tlumoénicka dolozka

Jako tlumotnice jazyka Seského a anglického ustanovens dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, &j. Spr. 698/91 stvrzuji, ze mnou provedeny pieklad souhlasi s textem pfipojené listiny.
Tlumoénicky tikon je zapsan v dentku pod pot. &. 7 9/2s24 dne #.A4. 2021

jt‘r‘ans,l;atér to English appointed by the decision of the Regional Court in Prague on November 15,
19913 fiJesNo. Spr.698/91, T hereby certify that my translation corresponds with the original attached document.
W The translation is recorded in the translator’s book of records under No. -/ 7/ o224 on  44.4. 2024
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Tlumo¢niee / Translator




