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Declaration of Conformity

Contour Plus Blood Glucose test strips

VARIANTS:

INTENDED USE:

i

PRODUCT CATEGORY:

GMDN:
EMDN:

BASIC UDI-DI:
RISK CLASS OF THE DEVICE:

CONFORMITY ASSESSMENT ROUTE:
NOTIFIED BODY:

EC CERTIFICATE NUMBER:

APPLICABLE Cs:

22 June 2023
Basel, Switzerland
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1

In vial; Individually foiled

The Contour Plus strips are intended for use with the Contour Plus family
of blood glucose meters for self-testing by people with diabetes and for
near-patient testing by health care professionals to quantitatively measure
glucose in venous blood and fresh capillary whole blood drawn from the
fingertips.

Check your meter user guide for alternate site testing from the palm
testing.
Check your meter user guide for neonatal and arterial use.

Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90

4052 Basel

Switzerland

SRN : CH-MF-000034124

Ascensia Diabetes Care Italy S.r.l.
Via Varesina, 162

20156 Milano

[taly

SRN : IT-AR-000025584

Various diabetes monitoring instruments — consumables

53307
W020106019085

15016003CPSBAP
Class C, Rule 4 and 3k (IVDR Annex VIII)

IVDR, Annex IX
Conformity Assessment based on a Quality Management System and
Assessment of Technical Documentation

BSI Group The Netherlands B.V.

Say Building, John M. Keynesplein 9, 1066 EP
Amsterdam

Country : Netherlands

Notified Body number : 2797

IVDR 745580 (Annex IX Chapter | and I11);
IVDR 745590 (Annex IX Chapter Il)

There is no applicable CS
On behalf of Ascensia Diabetes Care Holdings AG.

V| Z—

Larnie James
Technjical Documentation Person Responsible for
Regulatory Compliance (EU IVDR Art 15 3(b))
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Declaration of Conformity

We, Ascensia Diabetes Care Holdings AG, declare that the above-mentioned product(s) meet the provisions of:
e The European Regulation on In Vitro Diagnostic Medical Devices (2017/746), IVDR.

Other European legislations this product complies with:
e  Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006
concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH)

The present EU Declaration of Conformity is issued under the sole responsibility of the Manufacturer.
The Manufacturer retains all supporting documentation.

On behalf of Ascensia Diabetes Care Holdings AG.
22 June 2023
Basel, Switzerland M ; —

Larnie games

Technjical Documentation Person Responsible for
Regulatory Compliance (EU IVDR Art 15 3(b))
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Diabetes Care
Picklad z anglického jazyka

Prohlaseni o shodé

Testovaci prouzky k méfeni hladiny glukozy v krvi Contour Plus

VARIANTY:

URCENE POUZITI:

EC REP

KATEGORIE VYROBKU:

GMDN:
EMDN:

ZAKLADNI UDI-DI:
TRIDA RIZIKA PROSTREDKU:

POSTUP POSOUZENI SHODY:

OZNAMENY SUBJEKT:

CIiSLO CERTIFIKATU ES:

PRISLUSNE SPOL. SPECIFIKACE:

22, ¢ervna 2023
Basilej, Svycarsko

Dokument ¢islo DCAM-99-1353/Vers1.0
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V plastové lahvi¢ce/ Iékovce; jednotlivé balené ve folii

Testovaci prouzky CONTOUR PLUS jsou uréeny k pouziti s glukometry
skupiny CONTOUR PLUS k samostatnému testovani (sebetestovani) osobami
s diabetem a k testovani pfi vySetieni v blizkosti pacienta odbornymi
zdravotnickymi pracovniky ke kvantitativnimu méfeni glukézy v Zilni krvi a v
Serstvé kapilarni piné krvi odebrané ze $picky prstu.

Podivejte se do navodu ke svému glukometru, kde najdete alternativni misto pro
odbér krve z dlané.

Pro pouZiti u novorozenct a arterialni pouZziti si najdéte informace v navodu ke
svému glukometru.

Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90

4052 Basilej

Svycarsko

SRN : CH-MF-000034124

Ascensia Diabetes Care Italy S.r.l.
Via Varesina, 162

20156 Milan

Italie

SRN : IT-AR-000025584

RUzné pomucky/prostiedky ke kontrole diabetu — spotfebni material

53307
W020106019085

15016003CPSBAP
tfida C, pravidlo 4 a 3k (IVDR P¥iloha VIII)

IVDR, Priloha IX
Posouzeni shody podloZzeno systémem fizeni kvality a posouzenim technické
dokumentace

BSI Group The Netherlands B.V.

Say Building, John M. Keynesplein 9,1066 EP
Amsterodam

Stat: Nizozemsko

Oznameny subjekt ¢islo: 2797

IVDR 745580 (Pfiloha IX, kapitola | a lll);
IVDR 745590 (Ptiloha IX, kapitola II)

Neni zadna pfislusna spolecna specifikace

Za spolecnost Ascensia Diabetes Care Holdings AG.

Larnie James
Osoba odpovédna za technickou dokumentaci a
shodu s predpisy (EU IVDR ¢l. 15 3(b))
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Prohlaseni o shodé

My, Ascensia Diabetes Care Holdings AG, prohlasujeme, Ze vySe uvedeny vyrobek splfiuje / uvedené vyrobky splfiuji:
» Nafizeni EU 2017/746 o diagnostickych zdravotnickych prostfedcich in vitro, IVDR.

DalSi evropska legislativa, kterou tento vyrobek spliuje:
* nafizeni (ES) €. 1907/2006 Evropského parlamentu a Rady ze dne 18. prosince 2006 o registraci,
hodnoceni, povolovani a omezovani chemickych latek (REACH)

Toto prohlaseni o shodé je vydano na zakladé vyhradni odpovédnosti vyrobce.
Vyrobce uchovava veskerou podplrnou dokumentaci.

Za spole¢nost Ascensia Diabetes Care Holdings AG.
22. cervna 2023
Basilej, Svycarsko

Larnie James

Osoba odpovédna za technickou dokumentaci a

shodu s predpisy (EU IVDR €l. 15 3(b))
Dokument &islo DCAM-99-1353/Vers1.0
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PREKLADATELSKA DOLOZKA

Ja, Mgr. Alice Tejkalové, ICO: 11293314, soudni prekladatelka jazyka ¢eského a anglického, zapsana v seznamu
soudnich tlumoéniki a soudnich prekladatelti vedeném Ministerstvem spravedinosti Ceské republiky, jsem
osobné provedla pieklad pfipojené listiny.

Stvrzuji, Ze prreklad souhlasi s textem pripojené listiny.

Ukon je zapsan v evidenci tikoni pod &islem 280438/2024 dne 9. 12. 2024.

Translator’s Clause

I, Mgr. Alice Tejkalova, ID: 11293314, a sworn translator of Czech and English, entered in the Register of Court
Interpreters and Court Translators maintained by the Ministry of Justice of the Czech Republic, hereby certify
that I have translated the attached document.

I further certify that this is a true and accurate translation of the original document.

The translation is entered in the translation register under No.  280438/2024 on 09/12/ 2024.

v

Thop Ao Ty lelin

Mgr. Alice Tejkalova






