ASCENSIA

Diabetes Care

Declaration of Conformity

LEGAL MANUFACTURER:

PLACE OF MANUFACTURE (Lancets):
PLACE OF MANUFACTURE (Lancing Devices):
PRODUCT CATEGORY:

GMDN CODE:

PRODUCT:

Used with

CLASSIFICATION:
CONFORMITY ASSESSMENT ROUTE;

NOTIFIED BODY:

EC CERTIFICATE NUMBER:

:

Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90
4052 Basel

Switzerland

=

See page 2
See page 2
Lancet and Lancing Device

Lancet: GMDN 45142
Lancing Device: GMDN 37243

Microlet Lancet
Microlet Next Lancing Device

Microlet2 Lancing Device 7
Also sold as: Bayer Microlet2 Lancing Device

Class Ila, Rule 6

Amnex V of Directive 93/427EEC applied

BSI Group The Netherlands B.V.

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

Country : Netherlands

Notified Body number ; 2797

CE 711081

We, Ascensia Diabétes Care Holdings AG, deciare that the above-mentioned product(s) meet the provisions of
- the Coungit Directive 93/42/EC concerning Medieal Devices

- the Directive 2006/42/EC OF The European ParliamentAnd of The Council of 17 May 2006 on machinery, for the

Lancing Devices.

The: present EU Declaration of 'confarmity is issued under sole responsibiiity of the manufacturer

The Manufacturer retains all supporting documentation,

2019-12-24
Basel, Switzerland

‘D'op*ument number ADG/DOCNers10.0

Pam Schaub
Head of Global Regulatory Affairs




« ASCENSIA

Diabetes Care

Declaration of Conformity

PLACE OF MANUFACTURE & PACKAGING HTL-STREFA S.A. =

LOCATION ul, Adamowek 7
{Microlet Lancets): 95-035 Ozorkow
POLAND

PLACE OF MANUFACTURE (Microfet Next Lancing HTL-STREFA 8.4,
Device): Ui, Lotnicza 21k
99-100 Leczyca
‘ POLAND

PACKAGING LOCATION (Microlet Next Laiicing HTL-STREFA S.A.

Device): . : ul. Adamowek 7.
95-035 Ozorkow
POLAND

RR Donnelley GT5 Poland 5P, 2z 0.0.
uk Zakladowa 80/92

92-402 Lédz

Poland

PLACE OF MANUFACTURE (Microlet2 Lancing FACET Technologies, LLC
Device); 101 Liberty Industrial Parkway
McDonough, GA 30253
usa

Ascensia Diabetes Care US Inc.
Diabetes Care

430 S, Beiger Street
Mishawaka, IN 46544

USA

PACKAGING LOCATION (Microlef2 Lancing Ascensia Diahetes Care US Inc,
Device): Diahetes Care

. 430 S. Beiger Street
Mishawaka, IN 46544
usa

A

RR Donnelley GTS Poland SP. z 0.0,
ul. Zakladowa 90792

- 92-402 Lodz
Poland

2019-12-24
Basel, Switzerland

Head of Global Regulatory Affairs

Document number ADC/DQCAers10.0
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. ASCENSIA

Diabetes Care

Preklad z anglického jazyka

Prohlaseni o shodé

OPRAVNENY VYROBCE: Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90
4052 Basile;
Svycarsko =
MiSTO VYROBY (lancety): Viz strana 2
MISTO VYROBY (napichovaci pera): Viz strana 2
KATEGORIE VYROBKU: Lancety a napichovaci pera
GMDN KOD: . Lanceta: GMDN 45142

Napichovaci pero: GMDN 37243
VYROBEK: : Lanceta Microlet

Napichovaci pero Microlet Next

Napichovaci pero Microlet2
Prodéavané rovnéz jako: Napichovaci pero Bayer Microlet2

ZARAZENI (KLASIFIKACE): Tiida lla, pravidlo 6
POSTUP POSUZOVAN| SHODY: podle Ptilohy V smémice 93/42/EHS
NOTIFIKOVANA OSOBA: BSI Group Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP
Amsterodam

Stat: Nizozemsko
Notifikovana osoba &.2797

CiSLO ES OSVEDCENI: CE 711081

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

- smérnice Rady 93/42/ES o zdravotnickych prostfedcich a
- smérnice Ewropského parlamentu a Rady 2006/42/ES ze dne 17. kv&tna 2006 o strojnich zafizenich, ktera se tykaji napichovacich
per.

¢

Za vydéni tohoto EU prohléseni o shodé je vyhradné zodpovédny vyrobce.
Vyrobee uchovavéa vechnu podpirnou dokumentagci.

24.12. 2019 neditelné
Basilej, Svycarsko
Pam Schaub
Vedouci pro globalni regulatorni zalezitosti
Dokument ¢&islo ADC/DOC/Vers 10.0
Plati do 26.5.2024
Strana1z2



| Diabetes C’are

Preklad z anglického jazyka

Prohlaseni o shodé

MISTO VYROBY A BALICI HTL-STREFA S.A.
ZAVOD: ul. Adamowek 7
(lancety Microlet) 95-035 Ozorkow .
POLSKO
MISTO VYROBY (napichovaci pero Microlet Next): HTL-STREFA S.A.

Ul Lotnicza 21h
99-100 Leczyca
POLSKO

BALICi ZAVOD (napichovaci pero Microlet Next): HTL-STREFA S.A.
ul. Adamowek 7
95-035 Ozorkow
POLSKO

RR Donnelley GTS Poland SP. zo.0.
ul.Zakladowa 90/92 -

92-402 Lodz

Polsko

MISTO VYROBY (napichovaci pero Microlet2): FACET Technologies, LLC
101 Liberty Industrial Parkway
McDonough,GA 30253
USA

Ascensia Diabetes Care US Inc.
Diabetes Care

430 S. Beiger Street
Mishawaka, IN 46544

USA

BALIC{ ZAVOD (napichovaci pero Microlet2): Ascensia Diabetes Care US Inc.
Diabetes Care
430 S. Beiger Street
Mishawaka, IN 46544
USA

RR Donnelley GTS Poland SP. zo.0.
ul.Zakladowa 90/92

. 92-402 Lodz
- Polsko
24.12. 2019
Basilej, Svycarsko nedcitelné
Pam Schaub
Dokument &islo ADC/DOC/Vers 10.0 Vedouci pro globalni regulatorni zalezitosti

Plati do 26.5.2024
Strana2z 2



Tlumo¢nické doloZka

Jako tlumo¢nice jazyka Seského a anglického ustanovena dekretem Krajského soudu v Prazg ze dne 15.
listopadu 1991, €,j. Spr. 698/91 stvrzuji, Ze mnou provedeny pieklad souhlasi s textem piipojené listiny.
Tlumoc¢nicky tikon je zapsan v deniku pod pof. &. 6 269 dne ZAq4. 4. 2020.

S ; ﬁed translator to English appointed by the decision of the Regional Court in Prague on November 15,
. 1991, file. No. Spr 698/91, I hereby certify that my translation corresponds with the original attached document.
5 TIie translatlomls recorded in the translator’s book of records under No. 67 67 on 24. 4. 2020.

Translator
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