IR Lloyd's Register
LRQA

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM

In accordance with the requirements of the In Vitro Diagnostic
Medical Devices Directive 98/79/EC and the Medical Devices
Regulations 2002, UK Statutory Instrument 2002 No. 618

This is to certify that the Quality Management System of:

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

has been assessed against the requirements of Annex IV of the In Vitro Diagnostic
Medical Devices Directive 98/79/EC, and the Medical Devices Regulations 2002
and conforms to the requirements for the products shown on the attached
certificate schedule.

Approval is subject to the maintenance of the quality system in accordance with
the requirements of the above Directive and Regulations: In addition for List A
products approval is subject to the continued compliance with the EC Design
Examination Certificate(s) as listed on the attached schedule and continued
satisfactory compliance with the requirements for verification of manufactured
product.

Authorisation is hereby given to use the LRQA Notified Body Registration Number
in accordance with the requirements of the specified Directives/Regulations in
relation to the products as identified above.

Certificate No: LRQ 4009601/B
Original Approval: 14 January 2016
Current Certificate: 1 January 2017
Certificate Expiry: 31 December 2019

LRQA Notified Body Number 0088

D a0 DA

Issued by: Lloyd’s Register Quality Assurance Limited

1 Trinity Park, Bickenhill Lane, Birmingham, B37 7ES, United Kingdom.

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assu
as 'Lioyd’s Register”, Lloyd's Register assumes no responsibility and shall not be liable to any persen
that person has signed a contract with the relevant Lioyd's Register entity for the provision of this information or advice and in that case

rance Limited (LROA), and their respective officers, employees or agents are, individually and collectively, referred to in this dause
tor any loss, damage or expense caused by reliance on the information or advice in this document or howsoever pravided, unless
any responsibility or llability is exclusively on the terms and conditions set out in that contract.
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LROQA

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM
CERTIFICATE LRQ 4009601/B SCHEDULE

has been assessed against the requirements of Annex IV of the In Vitro
Diagnostic Medical Devices Directive 98/79/EC, and the Medical
Devices Regulations 2002 and conforms to the requirements for the
products shown below:

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

» Switzerland
Annex Il List B Products
Product name also sold as
CONTOUR XT blood glucose monitoring system, consisting of
CONTOUR XT blood glucose meter Bayer CONTOUR XT blood glucose meter
CONTOUR NEXT blood glucose test strips _ Bayer CONTOUR NEXT blood glucose test strips
CONTOUR NEXT controls Bayer CONTOUR NEXT controls

R NEXT bl I monitorin m, consistin
CONTOUR NEXT blood glucose meter Bayer CONTOUR NEXT blood glucose meter
CONTOUR NEXT blood glucose test strips Bayer CONTOUR NEXT blood glucose test strips
CONTOUR NEXT controls Bayer CONTOUR NEXT controls
NTOUR B bl | monitorin m

CONTOUR NEXT USB blood glucose meter Bayer NEXT USB blood glucose meter

‘ CONTOUR NEXT blood glucose test strips Bayer CONTOUR NEXT blood glucose test strips
CONTOUR NEXT controls : Bayer CONTOUR NEXT controls

R NEXT LINK I monitorin m, consistin
CONTOUR NEXT LINK blood glucose meter Bayer CONTOUR NEXT LINK blood glucose meter
CONTOUR NEXT blood glucose test strips Bayer CONTOUR NEXT blood glucose test strips
CONTOUR NEXT controls Bayer CONTOUR NEXT controls
co LINK 2.4 blood glu nitorin m istin
CONTOUR NEXT LINK 2.4 blood glucose meter Bayer CONTOUR NEXT LINK 2.4 blood glucose meter
CONTOUR NEXT blood glucose test strips Bayer CONTOUR NEXT blood glucose test strips
CONTOUR NEXT controls Bayer CONTOUR NEXT controls
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Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LROA), and their respective officers, employees or agents are, individually and collectively, referred 1o in this clause
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sl | ROA

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM
CERTIFICATE LRQ 4009601/B SCHEDULE

has been assessed against the requirements of Annex IV of the In Vitro
Diagnostic Medical Devices Directive 98/79/EC, and the Medical
Devices Regulations 2002 and conforms to the requirements for the
products shown below:

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

Switzerland
Annex |l List B Products
Product name also sold as
CONTOUR NEXT ONE blood glucose monitoring system, consisting of
CONTOUR NEXT ONE blood glucose meter Bayer CONTOUR NEXT ONE blood glucose meter
CONTOUR NEXT blood glucose test strips Bayer CONTOUR NEXT blood glucose test strips
CONTOUR NEXT controls - Bayer CONTOUR NEXT controls
R PLUS bl lu monitorin m, consistin
CONTOUR PLUS blood glucose meter Bayer CONTOUR PLUS blood glucose meter
CONTOUR PLUS blood glucose test strips Bayer CONTOUR PLUS blood glucose test strips
CONTOUR PLUS controls Bayer CONTOUR PLUS controls
NTOUR PLUS LINK I nitorin nsistin
CONTOUR PLUS LINK blood glucose meter Bayer CONTOUR PLUS LINK blood glucose meter
CONTOUR PLUS blood glucose test strips Bayer CONTOUR PLUS blood glucose test strips
CONTOUR PLUS controls ) Bayer CONTOUR PLUS controls
NTOUR LINK 2.4 bl | monitorin m istin
CONTOUR PLUS LINK 2.4 blood glucose meter Bayer CONTOUR PLUS LINK 2.4 blood glucose meter
CONTOUR PLUS blood glucose test strips Bayer CONTOUR PLUS blood glucose test strips
CONTOUR PLUS controls Bayer CONTOUR PLUS controls
CONTOUR PLUS ONE blood glucose monitoring system, consisting of
CONTOUR PLUS ONE blood glucose meter Bayer CONTOUR PLUS ONE blood glucose meter
CONTOUR PLUS blood glucose test strips Bayer CONTOUR PLUS blood glucose test strips
CONTOUR PLUS controls Bayer CONTOUR PLUS controls
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3's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause
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LRQA

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM
CERTIFICATE LRQ 4009601/B SCHEDULE

has been assessed against the requirements of Annex IV of the In Vitro
Diagnostic Medical Devices Directive 98/79/EC, and the Medical
Devices Regulations 2002 and conforms to the requirements for the
products shown below:

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

Annex |l List B Products

Product name also sold as

CONTOUR blood glucose monitoring system, consisting of

CONTOUR blood glucose meter Bayer CONTOUR blood glucose meter
CONTOUR blood glucose test strips : Bayer CONTOUR blood glucose test strips

Ascensia CONTOUR blood glucose test strips
Ascensia Microfill blood glucose test strips

CONTOUR controls Bayer CONTOUR controls
Ascensia CONTOUR controls
Ascensia Microfill controls
NT B bl I nitorin m isti
CONTOUR USB blood glucose meter Bayer CONTOUR USB blood glucose meter
' CONTOUR blood glucose test strips ‘ Bayer CONTOUR blood glucose test strips
Ascensia CONTOUR blood glucose test strips
CONTOUR LINK blood glucose test strips Bayer CONTOUR LINK blood glucose test strips
CONTOUR controls Bayer CONTOUR controls
Ascensia CONTOUR controls
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I's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred 1o in this clause
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LRQA

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM
CERTIFICATE LRQ 4009601/B SCHEDULE

has been assessed against the requirements of Annex IV of the In Vitro
Diagnostic Medical Devices Directive 98/79/EC, and the Medical
Devices Regulations 2002 and conforms to the requirements for the
products shown below:

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

Annex |l List B Products
Product name also sold as
CONTOUR LINK blood glucose monitoring system, consisting of

CONTOUR LINK blood glucose meter

CONTOUR blood glucose test strips . Bayer CONTOUR blood glucose test strips
Ascensia CONTOUR blood glucose test strips
Ascensia Microfill blood glucose test strips

CONTOUR LINK blood glucose test strips Bayer CONTOUR LINK blood glucose test strips
CONTOUR controls Bayer CONTOUR controls
Ascensia CONTOUR controls
Ascensia Microfill controls
IDGET bl I nitorin m, consistin
‘ DIDGET blood glucose meter Bayer DIDGET blood glucose meter
CONTOUR blood glucose test strips Bayer CONTOUR blood glucose test strips
Ascensia CONTOUR blood glucose test strips
CONTOUR controls Bayer CONTOUR controls
Ascensia CONTOUR controls
NTOUR | | monitorin m, consistin
CONTOUR TS blood glucose meter Bayer CONTOUR TS blood glucose meter
CONTOUR TS blood glucose test strips Bayer CONTOUR TS blood glucose test strips
CONTOUR TS controls Bayer CONTOUR TS controls
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EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM
CERTIFICATE LRQ 4009601/B SCHEDULE

 been assessed against the requirements of Annex IV of the In Vitro
* Diagnostic Medical Devices Directive 98/79/EC, and the Medical
Devices Regulations 2002 and conforms to the requirements for the
products shown below:

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

Annex |l List B Products

Product name also sold as
BREEZE2 blood glucose monitoring system, consisting of
BREEZE2 blood glucose meter Bayer BREEZE2 blood glucose meter

Ascensia BREEZE2 blood glucose meter

BREEZE2 blood glucose test strips Bayer BREEZE2 blood glucose test strips
Ascensia BREEZE2 blood glucose test strips
GLUCODISC2 blood glucose test strips
Bayer GLUCODISC2 blood glucose test strips
Ascensia GLUCODISC2 blood glucose test strips

AUTODISC blood glucose test strips Bayer AUTODISC blood glucose test strips
Ascensia AUTODISC blood glucose test strips
GLUCODISC+ blood glucose test strips Bayer GLUCODISC+ blood glucose test strips
¢ Ascensia GLUCODISC+ blood glucose test strips
BREEZE2 controls ' Bayer BREEZE2 controls
Ascensia BREEZE2 controls
AUTODISC controls Bayer AUTODISC controls
Ascensia AUTODISC controls
BREEZE I nitorin m isting of

Ascensia BREEZE2 blood glucose meter

AUTODISC blood glucose test strips Bayer AUTODISC blood glucose test strips
Ascensia AUTODISC blood glucose test strips
GLUCODISC+ blood glucose test strips
Bayer GLUCODISC+ blood glucose test strips
Ascensia GLUCODISC+ blood glucose test strips

AUTODISC controls Bayer AUTODISC controls
Ascensia AUTODISC controls
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EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM
CERTIFICATE LRQ 4009601/B SCHEDULE

has been assessed against the requirements of Annex IV of the In Vitro
Diagnostic Medical Devices Directive 98/79/EC, and the Medical
Devices Regulations 2002 and conforms to the requirements for the
products shown below:

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

Annex |l List B Products

Product name also sold as
BRIO blood glucose monitoring system, consisting of
BRIO blood glucose meter Bayer BRIO blood glucose meter
Ascensia BRIO blood glucose meter
EASYFILL blood glucose test strips Bayer EASYFILL blood glucose test strips
Ascensia EASYFILL blood glucose test strips
EASYFILL Controls Bayer EASYFILL controls
Ascensia EASYFILL controls
RM bl I nitorin m, consisting of

Ascensia CONFIRM blood glucose meter

AUTODISC blood glucose test strips Bayer AUTODISC blood glucose test strips
Ascensia AUTODISC blood glucose test strips
GLUCODISC+ blood glucose test strips Bayer GLUCODISC+ blood glucose test strips
Ascensia GLUCODISC+ blood glucose test strips
AUTODISC controls Bayer AUTODISC controls
Ascensia AUTODISC controls
ENTRUST diabetes care system, consisting of
ENTRUST blood glucose meter Bayer ENTRUST blood glucose meter
Ascensia ENTRUST blood glucose meter
ENTRUST blood glucose test strips Bayer ENTRUST blood glucose test strips
Ascensia ENTRUST blood glucose test strips
ENTRUST controls Bayer ENTRUST controls
Ascensia ENTRUST controls
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LRQA

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM
CERTIFICATE LRQ 4009601/B SCHEDULE

has been assessed against the requirements of Annex IV of the In Vitro
Diagnostic Medical Devices Directive 98/79/EC, and the Medical
Devices Regulations 2002 and conforms to the requirements for the
products shown below:

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

Annex |l List B Products

Product name also sold as
GLUCOMETER DEX blood glucose monitorin m, consistin

GLUCOMETER DEX 2 blood glucose meter Ascensia GLUCOMETER DEX 2 blood glucose meter
AUTODISC blood glucose test strips - Bayer AUTODISC blood glucose test strips
Ascensia AUTODISC blood glucose test strips
AUTODISC controls Bayer AUTODISC controls
Ascensia AUTODISC controls
METER ELITE bl | nitorin nsistin
ELITE blood glucose meter Bayer ELITE blood glucose meter
Ascensia ELITE blood glucose meter

GLUCOMETER ELITE blood glucose meter

ELITE XL blood glucose meter Bayer ELITE XL blood glucose meter
‘ Ascensia ELITE XL blood glucose meter
GLUCOMETER ELITE XL blood glucose meter

ELITE blood glucose test strips Bayer ELITE blood glucose test strips
Ascensia ELITE blood glucose test strips
GLUCOMETER ELITE blood glucose test strips

ELITE controls Bayer ELITE controls
Ascensia ELITE controls
GLUCOMETER ELITE controls
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IRegister Group Limitad, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause
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| EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM
CERTIFICATE LRQ 4009601/B SCHEDULE

has been assessed against the requirements of Annex IV of the In Vitro
Diagnostic Medical Devices Directive 98/79/EC, and the Medical
Devices Regulations 2002 and conforms to the requirements for the
products shown below:

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

| Switzerland
Annex Il List B Products
Product name also sold as
GLUCOMETER ESPRIT blood glucose monitoring system, consisting of
GLUCOMETER ESPRIT 2 blood glucose meter GLUCOMATIC ESPRIT 2 blood glucose meter
Ascensia ESPRIT 2 blood glucose meter
GLUCODISC blood glucose test strips Bayer GLUCODISC blood glucose test strips
Ascensia GLUCODISC blood glucose test strips
GLUCODISC+ blood glucose test strips Bayer GLUCODISC+ blood glucose test strips
Ascensia GLUCODISC+ blood glucose test strips
GLUCODISC controls Bayer GLUCODISC controls
Ascensia GLUCODISC controls
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EC CERTIFICATE — FULL QUALITY ASSURANCE SYSTEM
CERTIFICATE LRQ 4009601/B SCHEDULE

has been assessed against the requirements of Annex IV of the In Vitro
Diagnostic Medical Devices Directive 98/79/EC, and the Medical
Devices Regulations 2002 and conforms to the requirements for the
products shown below:

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

Switzerland
Annex |l List B Products
Product name also sold as
Self Test Products
Ketostix Reagent Strips Bayer Ketostix Reagent Strips
Keto-Diastix Reagent Strips - Bayer Keto-Diastix Reagent Strips
Diastix Reagent Strips Bayer Diastix Reagent Strips
Clinistix Reagent Strips Bayer Clinistix Reagent Strips
Schedule Issue: 01
Date of Schedule Issue: 1 January 2017

LRQA Notified Body Number 0088

(Da“" :“JM——

Issued by: Lloyd’s Register Quality Assurance Limited
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Pieklad z anglického jazyka

£S OSVEDGENIi—SYSTEM KOMPLEXNIHO ZABEZPECOVANI JAKOSTI

| Dle pozadavki smérnice o diagnostickych zdravotnickych
prostfedcich in vitro 98/79/ES a nafizeni tykajicich se
. zdravotnickych prostiedku z r. 2002,zakonny predpis Spoj. kral.
zr. 2002 ¢.618

Timto se potvrzuje, Ze systém fizeni jakosti spolecnosti:

Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90,
4052 Basilej,
Svycarsko

byl posouzen dle pozadavkl Pfilohy IV smérnice o diagnostickych zdravotnickych
prostfedcich in vitro 98/79/ES a nafizeni tykajicich se zdravotnickych prostiedku z r.
2002 a spliiuje pozadavky pro vyrobky uvedené v pfipojené pfiloze k osvédceni.

Schvéleni je podminéno udrzovanim systému jakosti dle pozadavkl vyse
uvedené smérnice a nafizeni. Kromé toho je schvaleni pro vyrobky v Seznamu A
podminéno stalou shodou s ES certifikatem / certifikaty o pfezkouseni navrhu, jak

je uvedeno v pfipojené pfiloze, a stalou shodou s pozadavky na ovérovani
vyrobeného vyrobku.

Timto se udéluje opravnéni pouzivat registracni Cislo notifikované osoby LRQA
podle pozadavkl uvedenych norem/piedpisl ve spojeni s vySe uvedenymi

vyrobky.
Osvédéeni ¢. LRQ 4009601/B
Prvni schvaleni: 14.ledna 2016
Platné osvédceni: 1. ledna 2017
Platnost osvéd¢&eni do: 31. prosince 2019
LRQA Notifikovana osoba 0088
necitelné

Vydal: Lloyd's Register Quality Assurance Limited

: 1 Trinity Park, Bickenhill Lane, Birmingham, B37 7ES, Spojené kralovstvi

kazovino v této dolozce jako na 'Lloyd'sRegister’. Lioyd's Register na sebe nebere Zidnou odpovédnost a nebude odpovédni Zidné osobé za kidnou ztritu, $kodu & vydaje zpiisobené spolehnutim se
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ES OSVEDCENi—SYSTEM KOMPLEXNIHO ZABEZPECOVANI JAKOSTI
OSVEDCENI LRQ 4009601/B PRILOHA

byl posouzen dle pozadavku Prilohy IV smérnice o diagnostickych
zdravotnickych prostredcich in vitro 98/79/ES a nafizeni tykajicich se
zdravotnickych prostredki z r. 2002 a spliiuje pozadavky u nize
uvedenych vyrobku:

Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90,
4052 Basilej,
Svycarsko

Pfiloha ll, vyrobky uvedené v seznamu B

Néazev vyrobku prodavany také jako
Monitorovaci systém hladiny krevni glukézy CONTOUR XT obsahuijici:
Glukometr CONTOUR XT Glukometr Bayer CONTOUR XT
Testovaci prouzky na krevni glukézu CONTOUR NEXT Testovaci prouzky na krevni glukozu Bayer CONTOUR NEXT
Kontrolni roztok CONTOUR NEXT . Kontrolni roztok Bayer CONTOUR NEXT
Monitorovaci systém hladiny krevni glukézy CONTOUR NEXT obsahuijici:
Glukometr CONTOUR NEXT Glukometr Bayer CONTOUR NEXT
Testovaci prouzky na krevni glukézu CONTOUR NEXT Testovaci prouzky na krevni glukézu Bayer CONTOUR NEXT
Kontrolni roztok CONTOUR NEXT Kontrolni roztok Bayer CONTOUR NEXT
Monitorovaci systém hladiny krevni glukézy CONTOUR NEXT USB gbsahuijici:
Glukometr CONTOUR NEXT USB Glukometr Bayer CONTOUR NEXT USB
Testovaci prouzky na krevni glukézu CONTOUR NEXT Testovaci prouzky na krevni glukézu Bayer CONTOUR NEXT
Kontrolni roztok CONTOUR NEXT Kontrolni roztok Bayer CONTOUR NEXT
Monitorovaci systém hladiny krevni glukézy CONTOUR NEXT LINK obsahujici:
Glukometr CONTOUR NEXT LINK . Glukometr Bayer CONTOUR NEXT LINK
Testovaci prouzky na krevni glukézu CONTOUR NEXT Testovaci prouzky na krevni glukézu Bayer CONTOUR NEXT
Kontrolni roztok CONTOUR NEXT Kontrolni roztok Bayer CONTOUR NEXT
Monitorovaci systém hladiny krevni glukézy CONTOUR NEXT LINK 2.4 obsahuijici:
Glukometr CONTOUR NEXT LINK 2.4 Glukometr Bayer CONTOUR NEXT LINK 2.4
Testovaci prouzky na krevni glukozu CONTOUR NEXT Testovaci prouzky na krevni glukézu Bayer CONTOUR NEXT
Kontrolni roztok CONTOUR NEXT Kontrolni roztok Bayer CONTOUR NEXT
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ES OSVEDCENi—SYSTEM KOMPLEXNIHO ZABEZPECOVANI JAKOSTI
OSVEDCENI LRQ 4009601/B PRILOHA

byl posouzen dle pozadavku Prilohy IV smérnice o diagnostickych
zdravotnickych prostfedcich in vitro 98/79/ES a nafizeni tykajicich se
zdravotnickych prostfedku z r. 2002 a spliuje pozadavky u nize
uvedenych vyrobki:

Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90,
4052 Basilej,
Svycarsko

Pfiloha Il, vyrobky uvedené v seznamu B

Nazev vyrobku prodavany také jako
Monitorovaci systém hladiny krevni glukézy CONTOUR NEXT ONE obsahujici:
Glukometr CONTOUR NEXT ONE Glukometr Bayer CONTOUR NEXT ONE
Testovaci prouzky na krevni glukézu CONTOUR NEXT Testovaci prouzky na krevni glukézu Bayer CONTOUR NEXT
Kontrolni roztok CONTOUR NEXT Kontrolni roztok Bayer CONTOUR NEXT
Monitorovaci systém hladiny krevni glukézy CONTOUR PLUS obsahujici:
Glukometr CONTOUR PLUS Glukometr Bayer CONTOUR PLUS
Testovaci prouzky na krevni glukézu CONTOUR PLUS Testovaci prouzky na krevni glukézu Bayer CONTOUR PLUS
Kontrolni roztok CONTOUR PLUS Kontrolni roztok Bayer CONTOUR PLUS
Monitorovaci systém hladiny krevni glukézy CONTOUR PLUS LINK obsahujici:
Glukometr CONTOUR PLUS LINK Glukometr Bayer CONTOUR PLUS LINK
Testovaci prouzky na krevni glukézu CONTOUR PLUS Testovaci prouzky na krevni glukézu Bayer CONTOUR PLUS
Kontrolni roztok CONTOUR PLUS Kontrolni roztok Bayer CONTOUR PLUS
Manitorovaci systém hladiny krevni glukézy CONTOUR PLUS LINK 2.4 obsahujici:
Glukometr CONTOUR PLUS LINK 2.4 Glukometr Bayer CONTOUR PLUS LINK 2.4
Testovaci prouzky na krevni glukézu CONTOUR PLUS Testovaci prouzky na krevni glukézu Bayer CONTOUR PLUS
Kontrolni roztok CONTOUR PLUS Kontrolni roztok Bayer CONTOUR PLUS
Monitorovaci systém hladiny krevni glukézy CONTOUR PLUS ONE obsahujici:
Glukometr CONTOUR PLUS ONE Glukometr Bayer CONTOUR PLUS ONE
Testovaci prouzky na krevni glukézu CONTOUR PLUS Testovaci prouzky na krevni glukézu Bayer CONTOUR PLUS
Kontrolni roztok CONTOUR PLUS Kontrolni roztok Bayer CONTOUR PLUS
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vedkerd odpovédnost vihradné na podminkich a ujedninich stanovenych danou smlouvou.




Lloyd's Register
LRQA

ES OSVEDGENi—SYSTEM KOMPLEXNIHO ZABEZPECOVANI JAKOSTI
OSVEDCENI LRQ 4009601/B PRILOHA

byl posouzen dle pozadavku Pfilohy IV smérnice o diagnostickych
zdravotnickych prostiedcich in vitro 98/79/ES a nafizeni tykajicich se
zdravotnickych prostiedki z r. 2002 a spliiuje pozadavky u nize
uvedenych vyrobki:

Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90,
4052 Basilej,
Svycarsko

Priloha ll, vyrobky uvedené v seznamu B

Nazev vyrobku prodavany také jako
Monitorovaci systém hladiny krevni glukézy CONTOUR obsahujici:
Glukometr CONTOUR Glukometr Bayer CONTOUR
Testovaci prouzky na krevni glukézu CONTOUR Testovaci prouzky na krevni glukézu Bayer CONTOUR
Testovaci prouzky na krevni glukézu Ascensia CONTOUR
. Testovaci prouzky na krevni glukézu Ascensia Microfill
Kontrolni roztok CONTOUR Kontrolni roztok Bayer CONTOUR

Kontrolni roztok Ascensia CONTOUR
Kontrolni roztok Ascensia Microfill

Monitorovaci systém hladiny krevni glukdzy CONTOUR USB obsahuijici:

Glukometr CONTOUR USB Glukometr Bayer CONTOUR USB

Testovaci prouzky na krevni glukozu CONTOUR Testovaci prouzky na krevni glukézu Bayer CONTOUR
Testovaci prouzky na krevni glukézu Ascensia CONTOUR

Testovaci prouzky na krevni glukézu CONTOUR LINK  Testovaci prouzky na krevni glukdzu Bayer CONTOUR LINK

Kontrolni roztok CONTOUR Kontrolni roztok Bayer CONTOUR
Kontrolni roztok Ascensia CONTOUR
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‘s Register Group Limited, jeji deefiné a pridruzené spolefnosti vietnd Lloyd's Register Quality Assurance Limited (LRQA) a jejich pFisluiné funkeiondFe, zamEstnance & zdstupce, je, jednotlivé a
odkazovino v této doloice jako na 'Lioyd'sRegister'. Lloyd's Register na sebe nebere Zidnou odpovédnost a nebude odpovédni Zadné osobé za Zadnou ztritu, Skodu & vydaje zpiisobené spolehnutim se

ce & rady v tomto dokumentu & jakkoli jinak poskytnuté, pokud tato osoba nepodepsala smlouvu s pFisluinou osobou z Lloyd’s Register na poskytovini téchto informaci & rad, a v takovém
zivisi velkerd odpovEdnost vyhradné na podminkich a ujedndnich stanovenych danou smlouvou.




Lloyds Register
LRQA .

ES OSVEDCENi—SYSTEM KOMPLEXNIHO ZABEZPECOVANI JAKOSTI
OSVEDCENI LRQ 4009601/B PRILOHA

byl posouzen dle pozadavku Prilohy IV smérnice o diagnostickych
zdravotnickych prostfedcich in vitro 98/79/ES a nafizeni tykajicich se
zdravotnickych prostiedku z r. 2002 a spliuje pozadavky u nize
uvedenych vyrobki:

Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90,
4052 Basilej,
Svycarsko

Piiloha Il, vyrobky uvedené v seznamu B

Nézev vyrobku prodavany take jako
. Monitorovaci systém hladiny krevni glukézy CONTOUR LINK obsahujici:

Glukometr CONTOUR LINK

Testovaci prouzky na krevni glukézu CONTOUR Testovaci prouzky na krevni glukézu Bayer CONTOUR
Testovaci prouzky na krevni glukézu Ascensia CONTOUR
Testovaci prouzky na krevni glukézu Ascensia Microfill

: Testovaci prouzky na krevni glukézu CONTOUR LINK Testovaci prouzky na krevni glukozu Bayer CONTOUR LINK

. Kontrolni roztok CONTOUR Kontrolni roztok Bayer CONTOUR
Kontrolni roztok Ascensia CONTOUR
Kontrolni roztok Ascensia Microfill
| Monitorovaci systém hladiny krevni glukézy DIDGET obsahujici:
Glukometr DIDGET Glukometr Bayer DIDGET

Testovaci prouzky na krevni glukozu CONTOUR Testovaci prouzky na krevni glukézu Bayer CONTOUR
Testovaci prouzky na krevni glukézu Ascensia CONTOUR

Kontrolni roztok CONTOUR Kontrolnf roztok Bayer CONTOUR
Kontrolni roztok Ascensia CONTOUR

Monitorovaci systém hladiny krevni glukézy CONTOUR TS obsahujici:

Glukometr CONTOUR TS Glukometr Bayer CONTOUR TS
Testovaci prouzky na krevni glukézu CONTOUR TS Testovaci prouzky na krevni glukozu Bayer CONTOUR TS
Kontrolni roztok CONTOUR TS Kontrolni roztok Bayer CONTOUR TS
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Lloyds Register
LRQA .

ES OSVEDCENi—SYSTEM KOMPLEXNIHO ZABEZPECOVANI JAKOSTI
OSVEDCENI LRQ 4009601/B PRILOHA

byl posouzen dle pozadavku Prilohy IV smérnice o diagnostickych
zdravotnickych prostfedcich in vitro 98/79/ES a nafizeni tykajicich se
zdravotnickych prostredki z r. 2002 a spliiuje pozadavky u nize
uvedenych vyrobku:

Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90,
4052 Basilej,
Svycarsko

Priloha Il, vyrobky uvedené v seznamu B
Nazev vyrobku prodavany také jako

Monitorovaci systém hladiny krevni glukézy BREEZE2 obsahujici:
Glukometr BREEZE2 Glukometr Bayer BREEZE2
Glukometr Ascensia BREEZE2

Testovaci prouZky na krevni glukézu BREEZE2 Testovaci prouzky na krevni glukézu BayerBREEZE2
Testovaci prouzky na krevni glukézu Ascensia BREEZE2
Testovaci prouzky na krevni glukézu GLUCODISC2
Testovaci prouzky na krevni gluk6zu Bayer GLUCODISC2
Testovaci prouzky na krevni glukézu AscensiaGLUCODISC2

Testovaci prouzky na krevni glukézu AUTODISC Testovaci prouzky na krevni glukézu Bayer AUTODISC
Testovaci prouzky na krevni glukézu Ascensia AUTODISC

Testovaci prouzky na krevni glukézu GLUCODISC+ Testovaci prouZky na krevni glukdzu Bayer GLUCODISC+
Testovaci prouzky na krevni glukdzu Ascensia GLUCODISC+

Kontrolni roztok BREEZE?2 Kontrolni roztok BayerBREEZE2
Kontrolni roztok Ascensia BREEZE2

Kontrolni roztok AUTODISC ' Kontrolni roztok Bayer AUTODISC
Kontrolni roztok Ascensia AUTODISC

Monitorovaci systém hladiny krevni glukdzy BREEZE obsahujici:
Glukometr Ascensia BREEZE2

Testovaci prouzky na krevni glukézu AUTODISC Testovaci prouzky na krevni glukézu Bayer AUTODISC
Testovaci prouzky na krevni glukézu Ascensia AUTODISC
Testovaci prouzky na krevni glukézu GLUCODISC+
Testovaci prouzky na krevni glukézu Bayer GLUCODISC+
Testovaci prouzky na krevni glukézu AscensiaGLUCODISC+

Kontrolni roztok AUTODISC Kontrolni roztok Bayer AUTODISC
Kontrolni roztok Ascensia AUTODISC
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Lloyds Register )
LRQA

ES OSVEDCENIi—SYSTEM KOMPLEXNIHO ZABEZPECOVANI{ JAKOSTI
OSVEDCENI LRQ 4009601/B PRILOHA

byl posouzen dle pozadavku Prilohy IV smérnice o diagnostickych
zdravotnickych prostredcich in vitro 98/79/ES a narizeni tykajicich se
zdravotnickych prostredku z r. 2002 a spliuje pozadavky u nize uvedenych
vyrobki:

Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90,
4052 Basilej,
Svycarsko

Priloha Il, vyrobky uvedené v seznamu B

Néazev vyrobku prodavany také jako
Monitorovaci systém hladiny krevni glukézy BRIO obsahuijici:

Glukometr BRIO Glukometr Bayer BRIO
Glukometr Ascensia BRIO
Testovaci prouzky na krevni glukozu EASYFILL Testovaci prouzky na krevni glukézu Bayer EASYFILL

Testovaci prouzky na krevni glukézu Ascensia EASYFILL

Kontrolni roztok EASYFILL Kontrolni roztok Bayer EASYFILL
Kontrolni roztok Ascensia EASYFILL

Monitorovaci systém hladiny krevni glukézy CONFIRM obsahujici:

Glukometr Ascensia CONFIRM

Testovaci prouzky na krevni glukézu AUTODISC Testovaci prouzky na krevni glukézu Bayer AUTODISC
Testovaci prouzky na krevni glukdzu Ascensia AUTODISC

Testovaci prouzky na krevni glukézu GLUCODISC+ Testovaci prouzky na krevni glukézu Bayer GLUCODISC+
Testovaci prouzky na krevni glukézu Ascensia GLUCODISC+

Kontrolni roztok AUTODICS Kontrolni roztok BayerAUTODISC

Kontrolni roztok Ascensia AUTODISC

Systém péce o diabetes ENTRUST obsahuijici:

Glukometr ENTRUST Glukometr Bayer ENTRUST
Glukometr Ascensia ENTRUST

Testovaci prouzky na krevni glukdzu ENTRUST Testovaci prouzky na krevni glukozu Bayer ENTRUST
Testovaci prouzky na krevni glukézu Ascensia ENTRUST

Kontrolni roztok ENTRUST Kontrolni roztok Bayer ENTRUST
Kontrolni roztok Ascensia ENTRUST

Strana6z9

1 Trinity Park, Bickenhill Lane, Birmingham, B37 7ES, Spojené kralovstvi

s Register Group Limited, jeji deefiné a pFidruZené spolefnosti vietné Lloyd’s Register Quality Assurance Limited (LRQA) a jejich pFisluiné funkcionife, zaméstnance & zistupcee, je, jednotlivé
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Lloyds Register
LRQA .

ES OSVEDCENi—SYSTEM KOMPLEXNIHO ZABEZPECOVANI JAKOSTI
OSVEDCENI LRQ 4009601/B PRILOHA

byl posouzen dle pozadavku Pfilohy IV smérnice o diagnostickych
zdravotnickych prostredcich in vitro 98/79/ES a nafizeni tykajicich se
zdravotnickych prostiedku z r. 2002 a spliiuje pozadavky u nize
uvedenych vyrobku:

Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90,
4052 Basilej,
Svycarsko

Piiloha Il, vyrobky uvedené v seznamu B
Néazev vyrobku prodavany take jako

Monitorovaci systém hladiny krevni glukézy GLUCOMETER DEX obsahujici:
Glukometr GLUCOMETER DEX 2 Glukometr Ascensia GLUCOMETER DEX 2

Testovaci prouzky na krevni glukézu AUTQODISC Testovaci prouzky na krevni glukézu Bayer AUTODISC
‘ Testovaci prouzky na krevni glukozu Ascensia AUTODISC
| Kontrolni roztok AUTODISC i Kontrolni roztok Bayer AUTODISC
Kontrolni roztok Ascensia AUTODISC

" Monitorovaci systém hladiny krevni glukbzy GLUCOMETER ELITE obsahuijici:

Glukometr ELITE Glukometr Bayer ELITE
Glukometr Ascensia ELITE
Glukometr GLUCOMETER ELITE

Glukometr ELITE XL Glukometr Bayer ELITE XL
Glukometr Ascensia ELITE XL
Glukometr GLUCOMETER ELITE XL

Testovaci prouzky na krevni glukozu ELITE . Testovaci prouzky na krevni glukézu BayerELITE
Testovaci prouzky na krevni glukozu Ascensia ELITE
Testovaci prouzky na krevni glukézu GLUCOMETER ELITE
Kontrolni roztok ELITE Kontrolni roztok Bayer ELITE

Kontrolni roztok Ascensia ELITE
Kontrolni roztok GLUCOMETER ELITE
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Lloyds Register
LRQA

ES OSVEDCENi—SYSTEM KOMPLEXNIHO ZABEZPECOVANI JAKOSTI
OSVEDCENI LRQ 4009601/B PRILOHA

byl posouzen dle pozadavku Prilohy IV smérnice o diagnostickych
zdravotnickych prostfedcich in vitro 98/79/ES a nafizeni tykajicich se
zdravotnickych prostredk z r. 2002 a spliiuje pozadavky u nize
uvedenych vyrobku:

Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90,
4052 Basilej,
Svycarsko

Piiloha Il, vyrobky uvedené v seznamu B
Nazev vyrobku prodavany také jako

Monitorovaci system hladiny krevni alukézy GLUCOMETER ESPRIT obsahuijici:

Glukometr GLUCOMETER ESPRIT Glukometr GLUCOMATIC ESPRIT2
Glukometr Ascensia ESPRIT 2

Testovaci prouzky na krevni glukézu Bayer GLUCODISC

Testovaci prouzky na krevni glukozu GLUCODISC
Testovaci prouzky na krevni glukézu Ascensia GLUCODISC

Testovaci prouzky na krevni glukézu GLUCODISC+ Testovaci prouzky na krevni glukozu Bayer GLUCODISC+
Testovaci prouZky na krevni glukézu Ascensia GLUCQODISC+

Kontrolnf roztok GLUCODICS Kontrolni roztok BayerGLUCODISC
Kontrolni roztok Ascensia GLUCODISC
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Lloyds
LRQA

ES OSVEDCI LEXNiHO ZABEZPECOVANI JAKOSTI
| Q 4009601/B PRILOHA

byl poso filohy IV smérnice o diagnostickych
zdravotnic vitro 98/79/ES a narizeni tykajicich se
zdravoti 1. 2002 a spliiuje pozadavky u nize
3 ych vyrobku:

5 Care Holdings AG
an-Strasse 90,
Basilej,

ycarsko

Pfiloha Il, vyrobl

Nazev vjrobku  prodavany také jako
Vyrobky pro samot _

Reagencni prouzky Keto: : Reagenéni prouzky Bayer Ketostix

Reagenéni prouzky Keto- i~ Reagencni prouzky Bayer Keto--Diastix
Reagenéni prouzky Diastix '_,; Reagenéni prouzky Bayer Diastix

Reagenéni prouzky Clinistix Reagencni prouzky Bayer Clinistix
Vydani pfilohy:
Datum vydani pfila . ledna 2017

LRQA Notifikovana o
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Tlumoénicka dolozka

Jako tlumognice jazyka &eského a anglického ustanovena dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, &j. Spr. 698/91 stvrzuji, Ze mnou provedeny preklad souhlasi s textem pfipojené listiny.
Tlumoénicky tikon je zapséan v deniku pod pof. &. 19 41 dne 2vy.4. 2017

Translator’s Clause:

As a certified translator to English appointed by the decision of the Regional Court in Prague on November 15,
. 1991, file. No. Spr. 698/91, | hereby certify that my translation corresponds with the original attached document.
(‘ The translation is recorded in the translator’s book of records under No. on 2017.
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