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EC Certificate - Production Quality Assu!jance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 711081

Issued To: Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90
Basel
4052
Switzerland

In respect of: . e

Manufacture of single use sterile lancets and lancing devices for blood g“lﬁcésebljignagem.ghf:

on the basis of our examination of the quality assurance system un"f ! the requfrﬁments of Counc; Ditective .. .
93/42/EEC, Annex V. The quality assurance system meets the requ1rements mfthe é l’ec:t;Jxlﬁg,P For«*’che placmg on the o
market of class IIb and class III products an Annex III certificate is requwed .

For and on behalf of BSI, a Notified Body for the above Directive (Notiﬁed Body Nq;hber 2797)&__

chwx C SRl

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2019-09-04 Date: 2019-12-24 Expiry Date: 2024-05-26
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Validlity of this certificate is conditional on the quality system being maintained 1o the requirements of the Directive as demonstrated through the required
surveiilance activities of the Notified Body. This approval excludes all products designed andfor manufactured by a third party on behalf of the company
namad on this certificats, unless specifically agreed with BSL

This certificate was issued elecironically and is bound by the conditions of the contrack,

Information and Cortact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherfands Tel: + 31 20 346 6780
BSI Group The Netherdands B.Y, registered In The Netherlands under 33264284,
A member of BSI Group of Companies.
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EC Certificate - Productlon Quality Assurance

Supplementary Information to CE 711081

Issued To: Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90
Basel
4052
Switzerland
Number | Device Name Intended purpose per IFU _
Class Ila L

MD 1104 | MICROLET NEXT lancing The MICROLET NEXT Iancmg dewce Is used for obtammg +
device capillary blood samples from the fingertip. Capnl!ary samples can
be obtained from the palmas well.

The MICROLET NEXT lancing device is désigned for self-testing
by a single patient. It must not be used on‘ more than one -
person due to sk of Infectlcn

e Iant:ets intended for

lancet is stenle and
covered with a piastlc cap, which‘ is | emoved rior to the use of
“ the lancet. & :

MD 0106 | MICROLET lancet

First Issued: 2019-09-04 Date: 2019-12-24 Expiry Date: 2024-05-26
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validity of this certificate is conditional on the quality system: being maintained o the requirements of the Directive as demenstrated through the required
survailfance activitias of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
namad cn this cel te, unless specifi raiiy agraed with BSL,

This certificate was ssued alectronically and is bound by the conditions of the contract,

Information and Contact: BSI, Say Bullding, John M. Keynesplein 9, 1666 EP Amsterdam, The Netherdands Tel: + 31 20 346 0780
85T Group The Netherlands BV, registersd in The Nethsrlands under 33264284,
A membar of BSI Group of Companies.



Pfeklad z anglického jazyka

bsi.

Osvédéeni ES — Systém zabezpecovani jakosti vyroby
Smérnice 93/42/EHS o zdravotnickych prostfedcich, P¥iloha V

* By Royal Charter

w

C. CE 711081
vystavené pro: Ascensia Diabetes Care Holdings AG
Peter Merian — Strasse 90
Basilej
4052
évjcarsko

tykajici se:

vyroby jednorazovych sterilnich lancet a napichovacich per pro kontrolu hladiny glukoézy v krvi

na zakladé naSeho posouzeni systému zabezpedovani jakosti podle poZadavkil smérnice Rady
93/42/ES, Pfiloha V, bylo shledano, Ze systém zabezpedovani jakosti spliiuje poZadavky této smérnice.
Pro uvedeéni vyrobki t¥idy IIb a III na trh je vyZadovéno osvédéeni dle Pfilohy III.

=

' Za BSI a jménem BSI, notifikované osoby pro vyse uvedenou smérnici (notifikovana osoba &islo
2797):

Podpis necitelny
Gary E. Slack, Senior viceprezident pro zdravotnické prostiedky

Poprvé vystaveno: 4.9. 2019 Dne: 24.12. 2019 Platnost do: 26.5. 2024

...making excellence a habit
Strana 1 ze 2

Platnost tohoto osvédéeni je podmin&na udr¥ovanim systému jakosti podle poZadavks dané sm&rnice. Pro uvddéni na trh
prostiedki ze seznamu A, jichZ se tyka toto osvédéeni, je vyzadovéan ES Certifikét o ptezkouméni nédvrhu podle smérnice
98/79/ES, Ptiloha IV, &ast 4, a protokol o zkouskéach pro kazdou $arZi uvadénou do prodeje podie Ptilohy IV, &ést 6.
Toto osv&d&eni bylo vystaveno elektronicky a je vazano smluvnimi podminkami.

Informace a kontakt: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterodam, Nizozemsko. Tel. +31 20 346 0780
BSI Group The Netherlands B.V., zaregistrovand (zapsand v rejstfiku spoleénosti) v Nizozemsku pod &islem 33264284.
Clen skupiny spole¢nosti BSI.
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Dopliikové informace k CE 711081

vystavené pro: Ascensia Diabetes Care Holdings AG
) Peter Merian — Strasse 90
Basilej
4052
gvycarsko
Cislo | Nazev prostiedku | Uréené poufiti dle navodu k pouZiti (IFU)
Tiida Ila

MD 1104 | Napichovaci pero Napichovaci pero MICROLET NEXT se pouziva k odbéru
MICROLET NEXT | vzorka kapilarni krve ze $pi¢ky prstu. Vzorky kapilarni krve 1ze
rovnéZ odebrat z dlang.

- ‘ Napichovaci pero MICROLET NEXT je ur€eno k samostatnému
testovani jednotlivych pacientd. Smi ho pouzit vZdy pouze jedna
osoba kvili riziku pfenosu infekce.

MD 0106 | Lanceta Lancety MICROLET jsou lancety na jedno pouziti uréené k
MICROLET odb&ru vzorku kapildrni krve. Jehla lancety je sterilni a zakryta
plastovou krytkou, kterd se sunda pied pouZitim lancety.

Poprvé vystaveno: 4.9. 2019 Dne: 24.12. 2019 Platnost do: 26.5. 2024
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Platnost tohoto osv&déeni je podminéna udrZovéanim systému jakosti podle poZadavki dané smérnice. Pro uvadéni na trh
prostiedki ze seznamu A, jichZ se tyka toto osvédieni, je vyZadovan ES Certifikat o pfezkoumani navrhu podle smémice
98/79/ES, Ptiloha IV, &ast 4, a protokol o zkouskach pro kazdou SarZi uvadénou do prodeje podie Prilohy 1V, Cast 6.
Toto osvédéeni bylo vystaveno elektronicky a je vazano smluvnimi podminkami.

Informace a kontakt: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterodam, Nizozemsko. Tel. +31 20 346 0780
BSI Group The Netherlands B.V., zaregistrované (zapsand v rejstiiku spole¢nostf) v Nizozemsku pod ¢islem 33264284.
Clen skupiny spoleénosti BSL




Tlumognicka dolozka

Jako tlumocnice jazyka Seského a anglického ustanovend dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, &,j. Spr. 698/91 stvrzuji, Ze mnou provedeny pieklad souhlasi s textem pnpo;ene listiny.
Tlumo¢nicky tikon je zapsén v deniku pod pof. €. > dne Z24. 4. 2020.

%1991, .ﬁle No Spr. 698/91 I hereby certify that my translation corresponds with the original attached document.
The translation is recorded in the translator's book of recordsunderNo. ¢ Z31® on  T7. 4. 2020.
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