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EC Certificate - Full Quality Assurance

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex 1V, excluding Sections 4 and 6

No. CE 711083
Issued To: Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90
Basel
4052
Switzerland

In respect of: : ; -
The design, development and manufacture of blood glucose m ' 'lsiirihg;s_ysig\ems“f_gr home

professional use, including meters, test strip, control solutions and urine test-strip for self-
testing. - : fy
List of Products - See certificate

on the basis of our examination under the requirements of Counc|
was found to meet the requirements of 98/79/EC Annex IV.

o C SNeed ¢

‘Gary E Slack, Senior Vice President Medical Devices

First Issued: 2019-07-11 Date: 2019-11-22 Expiry Date: 2024-05-26

..making excellence a habit”
Page 1 of 17

Validity of this certificate is conditional on the quality system being maintained o the requirements of the Directive. For the placing on the markst of List A
devices covered by this certificats, an EC Design-Fxamination Ceriificate according to 98/79/EC Annex 1V Section 4 is required and a letter refeasing each
batch sccording t0 Annex IV Section 6.

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

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherfands Tel: + 31 20 346 6780
BSI Group The Netherlands 8.V, registered in The Netherlands under 33264284,
A member of BST Group of Companies.
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Supplementary Information to CE 711083

Issued To:

Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90

Basel

4052

Switzerland

Number | Device Name

Intended purpose per IFU ~

Annex II List B products

IvD0309 | CONTOUR XT
blood glucose
meter

The CONTOUR XT blood glucose monltcnng system (meter test strlps
and control solution) is intended for self-testing by persons: with: dlabeteS
and by health care professionals to monitor glticose concentrations in. -

fresh capillary whole blood drawn from th ﬁngert o) arterlal and venous

The CONTOUR XT blood glucos momtormg system may be used as an ]
aid to monitor the effectiveness of an, mdnv!duai’s personai bld glucose v
contral program. The CONTQ |
not intended for the diagnos

Flrst Issued: 2019-07-11

Date: 2019-11-22 Expiry Date: 2024-05-26

..making excellence a habit?
Page 2 of 17

Validity of this certificate is conditional on the quality system being malntained to the requirements of the Directive. For the piacing on the market of List A
devices covered by this certificate, an EC Desigh-Examination Certificate according to 98/79/EC Annex 1V Section 4 is required and a jetter releasing sach

batch according to Annex IV Section 6,

This certificate was issued slectronically and is bound by the conditions of the contract,

Information and Contact: BSI, Say Building, John M. Keynesplain 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
85F Group The Netherlands B.V. registered in The Netherlanids under 33284254,

A mamber of BSI Group of Companies,
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Supplementary Information to CE 711083

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

Number | Device Name | Intended purpose per IFU
Annex II List B products

CONTOUR The CONTOUR NEXT blood glucose momtormg system (meter tes stnps P
NEXT blood and control solution) is intended for self-testing by persons with dia etes;
glucose meter | 4ng by health care professionals to moniter glucose concentrations in
venous whole blood, fresh capillary whole bl drawn fmm the fi ngerttp g
or palm, arterial blood and neonatal blood L . S

It is for the quantitative measurement of glu e i
mmol/L to 33.3 mmol/L (10; mg/d, 0 600 mg/d

It is intended for In Vitro dlagnastlc use on y

The CONTOUR NEXT blood glucose momtcrmg systei n may I::e"used as
an aid to monitor the effectiveness of an‘individual’s personal blood %
glucose control program. :

The CONTOUR NEXT blood §i 0se mol
for the diagnosis of or screening fi diabetes

First Issued: 2019-07-11 Date: 2019-11-22 Expiry Date: 2024-05-26

.making excellence a habit”
Page 3 of 17

Validity of this certificate is conditional an the quality system being maintained o the requiremants of the Directive. For the placing on the market of List A
devices covered by this certificate, an EC Design-Examination Certificate according to 98/79/EC Annex 1V Section 4 is required and a letter releasing each
batch according to Annex IV Section 6,

This certificate was issued alectronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplain 9, 1066 EP Amsterdam, The Netherands Tel: + 31 20 346 0780
BSI Group The Netherlands B.Y. registered in The Netherlands under 332584284,
A member of BSI Group of Companies,
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Number l Device Name | Intended purpose per IFU

Annex II List B products

CONTOUR
NEXT
(Connected)
blood glucose
meter

The Contour Next (Connected) blood glucose monitoring. systemis
intended to be used for the measurement-of blood glucose in.both insulin
and noninsulin treated patients with diabetes &s an aid for patlents and.-
their HCPs in monitoring the effectiveness of the jatlent’s diabetes
control. The Contour Next (Connected) blood glucose monltorlng system
is intended for self-testing by persons with diabetes and health care 4
professionals in venous blood.and in fresh caplilary whole. blood drawn
from the fingertip or palm. The Contour Ne Connected) blood: glucose
monitoring system is intended: for self testlng outs:de t l
diagnostic use). : i i

The Contour Next (Connected) blood glucose me nltorlng: ,stem should
not be used for the diagnosis of ¢ hing 1 abe r neonatal
use. Alternative site testing (p' 1) should be done only during steady -
state times (when glucose is not chal he:Contour Next .
test strips are for use with the Con@ur@Next(ﬁ
meter to quantitatively measure glucose in venous blood and fresh
capillary whole blood drawn from the fi ingertips or paim

The meter is for the quantitative-meastrement of glucose in whole blood
from 0.6 mmol/L to 33.3 mmol/L (10mg/dl_ o) 600 mg/dL)

The system is intended for in vitro dlagnOStIC use onl_k - :

First Issued: 2019-07-11

Date: 2019-11-22 Explry Date: 2024-05-26

.making excellence a habit”
Page 4 of 17

Validity of this certificate is conditional on the guality system: being malintained to the requirements of the Directive. For the placing on the market of List A
devices covered by this certificate, an EC Design-Examination Certificate acrordlrg 0 98/79/EC annsx 1V Section 4 18 raguired and a letter releasing each

batch according o Annex IV Section 6.

This certificate was issued electronically and is bound by the conditions of the contract,

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlends B.V. registered in The Netherlands under 33264284,

& member of BSI Group of Companies,
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Number | Device Name i Intended purpose per IFU

Annex II List B products

CONTOUR
NEXT LINK
blood glucese
meter

The CONTOUR Next Link wireless blood. gluoose monltormg system
(meter, test strips and control solution) is intended for self-te
persons with diabetes to monitor glucose conc‘ ntratzons orthe... - eae
quantitative measurement of glucose in fresk capillary whole blood

drawn from the fingertip or palm. It is {ntended forin vatro dtagnostic use. - ‘

only. The clinical utility of this device is that it may be U
monitor the effectiveness of a. dlabetes control prograr
The CONTOUR Next Link wurele blood glucose monltonng syste ‘
lntended to be used to transmit glucese valuesf, to Medtronic devices. and

First Issued: 2019-07-11

Date: 2019-11-22 Expiry Date: 2024-05-26

.making excellence a habit”

Page 5 of 17

Validity of this certificate is conditional on the quality system being mainfained o the requiremants of the Directive. For the placing on the market of List A
davices covered by this ceriificate, an EC Design-Examination Certificate according to 98/79/EC Annax IV Section 4 is required and a letter refeasing each

batch according to Annex IV Section 6,

This certificate was issued electronically and is bound oy the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amét@rdam, The Nethedands Tel: + 31 20 348 0780
BSI Group The Netherdands BV, registered in The Netherlands under 33264254,

A membar of BSI Group of Companies,
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Peter Merian-Strasse 90
Basel
4052
Switzerland

Number | Device Name l Intended purpose per IFU

Annex II List B products

CONTOUR The CONTOUR Next Link 2.4 wweless b|00d glucose momtoring system‘ ;
NEXT LINK 2.4 i :
blood glucose
meter
The CONTOUR Next Link 2 reless blood glucose monltorlng system
is intended to be used to transmit glucose values and send a remote
communication.
The CONTOUR Next Link 2.
is not intended for the diagn
it is not intended for use on neonates
First Issued: 2019-07-11 Date: 2019-11-22 Expiry Date: 2024-05-26

™

..making excellence a habit’
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive, For the piacing on the market of List A
devices covered by this certificats, an EC Design-Examination Certificate according to 98/79/EC Annax 1V Section 4 is required and a letter releasing sach
batch according fo Annex 1V Section 6. :

This certificate was issued electronically and i3 bound by the conditions of the contract,

information and Contact: BS, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 746 0780
85I Group The Netherlands B.Y. registered in The Netherlands under 33264284,
& member of B3I Group of Companies,
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Number TDevice Name | Intended purpose per IFU

Annex II List B products 0y
CONTOUR The CONTOUR NEXT ONE blood glucose momtqrmg system !s mtended’ .

NEXT ONE to be used for the measurement of blood glucose in both insulin and |
blood glucose | non-insulin treated patients with diabetes as an aid for. patlents and thelr |
meter HCPs in monitoring the effectiveness of theupatlent’s dlabete< control

The CONTOUR NEXT ONE blood glucose momtorlng system i mtended |
for selftesting by persons with’ Q4abetes and health care. prefessmnais inj-
venous blood and in fresh cap:llary whole blood drawn from the ﬁngertlp
or palm. The CONTOUR NEXT ONE blood giucose monltorlng system s
intended for self-testing outslde the body (m vitro 1agnost1c\use) -

be used for the diagnosis ¢
use. Alternative site testing (p: fm :
state times (when glucose is no i

The CONTOUR NEXT test strlps are for use W|th tl \NE
ONE blood glucose meter to quantltatlvelyxmeasure glucose in- venous
bload and fresh capillary whole blood d from the ﬁngertlps or palm 5

The meter is for the quantitative measurement of glucose |n whole blood' —
from 0.6 mmol/L.—33.3 mmol/L (10mg/dL to 600 mg/dL)

The system is intended for in vitro diagnhostic use only.

First Issued: 2019-07-11 Date: 2019-11-22 Expiry Date: 2024-05-26

..making excellence a habit”
Page 7 of 17

Validity of this certificate is conditional on the quality system being maintained o the requirements of the Directive. For the placing on the market of List A
devices covered by this certificate, an EC Desigh-Examination Certificate according to 98/79/EC Annax 1V Section 4 is required and a letter releasing each
batch according 1o Annex IV Section 6.

This certificate was issued electronically and is bound by the conditions of the contract,

Information and Contact: BSI, Say Building, Johin M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlonds BV, registered In The Netherlands uncler 33284284,
A membar of BSI Group of Companies,
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Issued To:

Ascensia Diabetes Care Holdings AG
Peter Merian-Strasse 90
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Number TDevice Name | Intended purpose per IFU

Annex II List B products

CONTOUR
PLUS blood
glucose meter

The CONTOUR PLUS blood glucose monltorlng system (meter, test stnps ;
and control solution) is intended for self-testing by persons with: dlabetes
and by health care professionals to monltor glucose concentratlons in.

fresh capillary whole blood drawn from the f ngertip or palm, arter:al and
venous whole blood or neonatal blood. ' :
It is for the quantitative measurement of glucose 1, g
mmol/L to 33,3 mmol/L (10 mg/dL to 600 mg/d’ ,

It is intended for in vitro dlagnostic use only

The CONTOUR PLUS blood glucose momtonng, ystem may be used as
an aid to monitor the efféctiy ic :
glucose control program. .

The CONTOUR PLUS blood glucose monitoring sys

'whole blaod from 05|

the diagnosis of or screening ?off ’i;abetes,mgﬂitus}f .

First Issued: 2019-07-11

Date: 2019~11-22 Expiry Date: 2024-05-26

..making excellence a habit”

Page 8 of 17

Validity of this certificate is conditional on the quality system being mainteined 1o the requirements of the Divective. For the placing on the market of List A
devices covered by this certificate, an EC Design-Examination Certificate according te 98/79/EC Annax IV Section 4 i3 required and a letter releasing each

batch according £ Annex 1V Section 6.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Bullding, Jolw M. Keynesplein 9, 1066 EP Amstardam, The Netherlands Tel: + 31 20 346 0750
BSI Group The Netherlands BV, registared in The Netherlands under 33264284,

A member of BSI Group of Companies.
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Number | Device Name

Intended purpose her IFU

Annex II List B products

CONTOUR
PLUS LINK
blood glucose
meter

The CONTOUR Plus Link wireless blood glucose monitoring system::-
(meter, test strips and control solution) is intended for self- -testing: by
persons with diabetes to monitor glucose concentrations for the
quantitative measurement of glucose m‘frésh capillary whole. blood -
drawn from the fingertip or palm It is mtended h tro dlagnostlc use
only. N -

The clinical utility of this dewce ythat it may be used as an aid to
monitor the effectiveness of\-a: abetes controi pro ram ;

The CONTOUR PLUS LINK wnreless b!ood glucose m nil onng syst:em Is
intended to be used to transmi ] t ices a
facilitate transfer of mformaﬁ
through use of radio freque

The CONTOUR PLUS LINK WIre[ess blood gluicose monitoring system is

not intended for the diagnosis of or screenmg for dlabetes me!lltus and it
is not intended for use on neonates e,

First Issued: 2019-07-11

Date: 2019-11-22 Expiry Date: 2024-05-26

..making excellence a habit”
Page 9 of 17

Validity of this certificate is conditional an the quality-system being maintained o the requirements of the Directive, For the placing on the market of List A
davices covered by this certificate, an EC Design-Examination Certificate according to 98/79/EC Annesx IV Section 4 is required and a letter eleasing each

bateh avcording 1o Annex 1V Section 6.

This certificate was issued elecironically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, Jolwy M. Keynesplein 9, 1066 EP Amsterdam, The Netherdands Tel: + 31 20 346 0780
BSI Group The Netherlands B registered in The Netherlands under 33264284,

A member of BSI Group of Companies,
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Number | Device Name

Intended purpose per IFU

Annex II List B products

CONTOUR
PLUS LINK 2.4
blood glucose
meter

The CONTOUR Plus Link 2.4 wireless blood glucose momtormg system
from Ascensia (meter, test strips and control solution) is intended for
self-testing by persons with diabetes to momtor glucose conceritrations |
for the quantitative measurement of glucose in fresh caplllary whole
blood drawn from the fingertip or palm. It is intended for in vitro
diagnostic use only. The clinical unllty of this devu:e is that it may be
used as an aid to monitor the \effectlveness nf 2 fabetes control
program. ' o A
The CONTOUR Plus Link 2 4 wareless blood glucose monztorl ng system is
intended to be used to transmit glucose values and send & remote bolus
to Medtronic devices and facuttate transfer of format‘lon»_to Médtromc ‘
CareLink Software through use of radlo freq SnCy communicaf_ N oo

from Ascensia is not intende he,
diabetes mellitus and it is not intende

First Issued: 2019-07-11

Date: 2019-11-22 Expiry Date: 2024-05-26

..making excellence a habit”
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Validity of this certificate is conditional on the quality system being maintained 1o the requirements of the Directive. For the placing on the markst of List A
devices covered by this certificate, an EC Design-Examination Certificate according to 98/79/EC Annax 1V Section 4 is required and a letter releasing sach

batch according 1o Annex IV Section 6.

This certificate was issued electronically and is bound by the conditions of the pontract.

Information and Contact: BSI, Say Bullding, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.Y. registered in The Netherdands under 33264284,

& mamber of BSI Group of Companies.
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4052
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Number

Device Name

Intended purpose per IFU

Annex II List B products

CONTOUR
PLUS ONE
blood glucose
meter

The CONTOUR PLUS ONE blood glucose monltonng system is. mtended to
be used for the measurement of blood glucose in both insulin-and non-
insulin treated patients with diabetes. as an-aid for patlents and. thetr"
HCPs in monitoring the effectiveness of the pat nt's dlabetes control

The CONTOUR PLUS ONE blood-glucose monrtorm 'system is mtended” -

for self-testing by persons with' diabetes and health care professmnals in
venous blood and in fresh cap;llary whole blood f;drawn from the fingertip
or palm. The CONTOUR PEUS. ONE blood Qluco
intended for self-testing outsncle the body (m vrtro dlagnostlc use)

'_ should net

The CONTOUR PLUS ONE bico stem ¢ ,
or for neonatal |.

be used for the diagnosis i: or
use. Alternative site testing @;@Im shoul
state times (when glucose is not ch%ngmg p;d y

The CONTOUR PLUS test StI‘IpS are for use Wlth the CONTOUR PLUS ONE
blood glucose meter to quantltatwely measure glucose in venous. b[ood
and fresh capillary whole blood drawn from the fingertips or palm. B e |

The meter is for the quantitative measurement of glucose in whole bIoodtj

from 0.6 mmol/L-33.3 mmol/L (10mg/dL te 600 mg/dL)..

First Issued: 2019-07-11

The system is intended for in vitro dlagnostic use only

Date: 2019-11-22 . Expiry Date: 2024~05-26

..making excellence a habit”

Page 11 of 17

Validity of this certificate is conditional on the quality system being maintairied o the requiremants of the Directive. For the placing on the market of List A
devices covered by this certificate, an EC Design-Fxamination Certificate according to 98/79/EC Annex IV Section 4 iz required and a letter releasing each

batch according £o Annex IV Section 8,
This certificate was issued electronically and is bound by the conditions of the contract,

Information and Contact: BSL, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BS51 Group The Netherfands BV, registered in The Netherlands under 33264284,
A member of B3I Groupn of Companies,

‘monitoring system is |

5 yf durmg steady i
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Issued To:
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Number | Device Name

Intended purpose per IFU

Annex IT List B products

CONTOUR
blood glucose
meter

The CONTOUR bload glucese monitoring  system (meter, test stripsand
contral solutions) is intended for self-testing by people with diabetes and
by health care professionals to monitor glucose concentrations in fresh

capillary whole blood drawn from the fingertip. In -clmlcal settings, the ‘,
CONTOUR system may also be used with fresh venous and arterlal Whole S

bload. It is intended for in vitro dtagnostlc use only.

The test provides a quantitative measurement of glucose fn.}blood from =

10 mg/dL to 600 mg/dL (0.6 ‘mmol/L to 33. 3 mmiol/L). «
The CONTOUR bload glucose monitoring syste‘ not: lntended for
diagnosis of or screening for dlabetes melhtus an _..S‘not r“or use in.
neonatal care. , L .

First Issued: 2019-07-11

Date: 2019-11-22 Expiry Date: 2024-05-26

..making excellence a habit”

Page 12 of 17

Validity of this certificate is conditionai on the quality system being maintained o the requiremsnts of the Directive, For the placing on the market of List A
devices covered by this certificate, an EC Desigh-Examination Certificate according to 98/79/FC Annex IV Section 4 s required and a letter releasing each

bateh according 1o Annex IV Section 6.

This certificate was issued electronically and is bound by the conditions of the contract,

Information and Contact: BSI, Say Buillding, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherdands Teb + 31 20 346 0780
8SI Group The Netherdands BV, registered in The Netherdands under 33264284,

A member of BSI Group of Companies,
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Ascensia Diabetes Care Holdings AG
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Number mevice Name | Intended purpose per IFU

Annex II List B products

CONTOUR TS
blood glucose
meter

The CONTOUR TS blood glucose monltormg system (meter test stnps\ 1
and control solutions) is intended for self-testing by people with dlabetes )

and by health care professionals to mohitor glucase concentratlons in.
fresh capillary whole blood drawn from the f ngertlp : e

In clinical settings, the CONTOUR TS system may "‘,lso be used w:th fresh

venous and arterial whole blood

The test provides a quantltatlve measurement of glucose |n bloo ifrom
10 mg/dL to 600 mg/dL (0.6 mmol/L to 33 3 mmol/L -

The CONTOUR TS blood glucose momtorlng system i not mtended for
diagnosis of or screening for-diabetes mellitus and'is not for usein -
neonatal care.

It is intended for in vitro diag:

First Issued: 2019-07-11

Date: 2019-11-22 Expiry Date: 2024-05-26

..making excellence a habit”
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Validity of this certificate is conditional on the guality system being maintained 1o the requirements of the Directive. For the placing on the market of List A
devices covered by this certificate, an EC Design-Examination Certificate according to 98/749/EC Annax 1V Section 4 is required and a letter relsasing sach

bateh according 1o Annex IV Section 6.

This certificate was issued electronicafly and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands 8.V registered in The Netherlands under 33264284,

A member of BSI Group of Companies.
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Number u)evice Name | Intended purpose per IFU

Annex II List B products LR 7
CONTOUR The Contour Care blood glucose monltorlng system is lntended to be:
CARE blood used for the measurement of blood glucose in both insulin and non-
glucose meter | insulin treated patients with diabetes as an aid for patlents and their.
HCPs in monitoring the effectiveness of the patlents dlabetes control
The Contour Care blood glucose monltormg system is. , i
testing by persons with diabetes and health care ‘iﬁofessmnals in venous; «
blood and in fresh capillary whole blood drawn from the fi ingertip or -
palm. The Contour Care bloed glucose monitoring system is mtended for I
self-testing outside the body (in vitre diagnostic use),.. blee
The Contour Care blood glucose monitoring: system should not be used
for the diagnosis of or screening for dlabetes or for neonatai use.

blood drawn from the fi ngertlps or palm i 5
The meter is for the quantitative measurement of glucose in whole blood
from 0.6 mmol/L to 33.3 mmol/L: (10mg/dL to 600 mg/dL). :

The system is intended for in vitro dlagnostlduse only

First Issued: 2019-07-11 Date: 2019-11-22 Expiry Date: 2024-05-26

..making excellence a habit”
‘Page 14 of 17

Validity of this certificate is conditional on the quality system being maintained 1o the requiremsants of the Directive. For the placing on the market of List A
davices covered by this certificate, an EC Design-Examination Certificate according to 98/79/EL Annax 1V Section 4 is required and a letter refeasing each
hatch according to Annex 1V Section 6.

This certificale was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlends BV, registered in The Netherlands uncier 33264284,
A megnber of B8 Group of Companies.
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Number—LDevice Name TIntended purpose per IFU
Annex II List B products

CONTOUR The test strips are intended for self-testmg by persons WIth diabetes and :
NEXT blood by health care professionals to monitor glucose concentratlons inwhole |
glucose test blood samples. The Contour test strips:may be used as.an aid to momtor
strips the effectiveness of an individual’s personal blood gluoose control s

CONTOUR program. The Contour test strips are no Intended for the dragnosas of or
PLUS blood screening for diabetes mellltus S : \

glucose test
strips

CONTOUR
blood glucose
test strips

CONTOUR TS
blood glucose
test strips

CONTOUR
CARE Test
Strips

First Issued: 2019-07-11 Date: 2019-11-22 Expiry Date: 2024-05-26 |

: S |
.making excellence a habit. |
Page 15 of 17 \

|

Validity of this certificate is conditional an the quality system being maintained o the requirements of the Divective, For the placing on the market of List A ‘
devices covered by this certificats, an EC Design-Exemination Certificate according to 98/79/FC Annex 1Y Section 4 is required and a letter releasing each
batch according to Annex 1V Section 6.
This certificate was issued efectronically and is bound by the conditions of the contract,
‘x
Information and Contact: BSI, Say Sm!d;n Johin M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780 {
BSI Group The Netherlands B LA E’&Qistj““d in The Netherlands under 33264284,
A mambsr of BST Group of Companies,
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Number | Device Name | Intended purpose per IFU ,

Annex II List B products e
CONTOUR K
NEXT controls
CONTOUR The control solutions are aqueous glucase solutions mtended for self» '
PLUS controls | testing by persons with diabetes and by health care professuonals as a
CONTOUR quality control check. : o
controls
CONTOUR TS
controls

First Issued: 2019-07-11 Date: 2019-11-22 Expiry Date: 2024-05-26

.Jmaking excellence a habit’

Page 16 of 17

Validity of this certificate is conditional on the quality system being maintained fo the requirements of the Directive. For the placing on the market of List A
devices covered by this certificate, an EC Design-Examination Certificate according to 98/79/EC Annax 1V Section 4 Is required and a letter releasing each
bateh according o Annex IV Section 6.

This certificate was issued electronically and is bound by the conditions of the contract,

information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.Y. registered in The Netherlands under 33264284,
& member of BSI Group of Companies,
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EC Certificate - Full Quality Assurance

By Royal Charter

Supplementary Information to CE 711083

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

Number TDevice Name | Intended purpose per IFU
Annex II List B products

Self-tests 3B i
IvD0400 Ketostix KETOSTIX Reagent Strips are intended for self-testlng by persons ‘with
Reagent strips | diabetes and for healthcare professionals to monitor for the presence and -
concentration of acetoacetic acid (Ketone}.- The KETOSTIX Strips are
spedific for testing for Ketone in urine: Th[s substance when found in the
urine provides information on carbohydrate ind fat etabollsm.

Keto-Diastix KETO-DIASTIX Reagent Strlps are mt}ended‘ - self .estmg by persons -
Reagent strips | with diabetes and for healthcare prof ssionals to monitor for the o
presence and concentration of glucose and ketone (acetoacetic aCid) in
urine. KEI'O DIASTIX Strlps are specsf‘ ic for testlng for glucose'and

5-can Al tie tosfcha nges
in patlent condition for which adjustments in dlet and/o medlcation may
be needed. it

Diastix DIASTIX Reagent Strips are mtended for self testlng by persons wnth Ee
Reagent strips | diabetes and by healthcare professmnals to monitor the level of glucose - | .=

in urine. The Reagent Strip is specific for. glucose and canonly be used |
to determine the amount of glucose in uring. ‘The reagent testareaon |~
DIASTIX is ready to use upon removal from the bottle.

First Issued: 2019-07-11 Date: 2019-11-22 ; Expiry Date: 2024-05-26

;e
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Validity of this certificate is conditional en the quality system being maintained to the requirements of the Directive, For the plating on the market of List 4
devices covered by this certificate, an EC Design-Examination Certificate according ta 98/79/EC Annax IV Section 4 1s required and a {etter releasing each
batch according to Annex IV Section &,

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherands Tel: + 31 20 346 0780
BSI Group The Netherlends B.Y. registered in The Netherlands under 33264284,
A membay of BSI Group of Companies.




Pfeklad z anglického jazyka

bsi.

Osvédéeni ES — Systém uplného zabezpecovani jakosti
Smérnice 98/79/ES o diagnostickych zdravotnickych prostfedcich in vitro (IVDD), Pfiloha IV kromé
dasti4a 6

By Royal Charter

¥

C. CE 711083
vystavené pro: Ascensia Diabetes Care Holdings AG
Peter Merian — Strasse 90
Basilej
4052
Svycarsko

tykajici se:

Néavrhu, vyvoje a vyroby systémi na méfeni hladiny krevni glukézy k domacimu i
profesiondlnimu pouZiti, véetné glukometri, testovacich prouzkia, kontrolnich roztoku a
prouzkii na testovani mo¢i k samostatnému testovani.

Seznam vyrobkii — viz osvédéeni

na zaklad& naSeho posouzeni podle pozadavki smé&rnice Rady 98/79/ES, Pfiloha IV bylo shledano, Ze
systém zabezpecovani jakosti splituje pozadavky smérnice 98/79/ES, P¥iloha IV.

Za BSI a jménem BSI, notifikované osoby pro vy$e uvedenou smérnici (notifikovana osoba &islo
2797).

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

Poprvé vystaveno: 11.7. 2019 Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
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Platnost tohoto osvé&dceni je podmin&na udrzovéanim systému jakosti podle poZadavki dané smérnice. Pro uvadéni na trh
prostfedki ze seznamu A, jichZ se tyka toto osvédleni, je vyZadovan ES Certifikat o pfezkoumani navrhu podle smérnice
98/79/ES, Ptiloha IV, &ast 4, a protokol o zkouskach pro kazdou arZi uvadénou do prodeje podle Piilohy IV, &ast 6.
Toto osv&dceni bylo vystaveno elektronicky a je vzéno 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 (zapsana v rejsttiku spoletnosti) v Nizozemsku pod &fslem 33264284.
Clen skupiny spolecnosti BSL




bsi.

Osvédceni ES — Systém ﬁplného zabezpecovani jakosti

By Royal Charter

Dopliikové informace k CE 711083

vystavené pro:

Ascensia Diabetes Care Holdings AG

Peter Merian — Strasse 90
Basilej

4052

évycarsko

Cislo

Nazev
prostiredku

Urcené poutziti dle navodu k pouziti (IFU)

PFiloha
11

Prostiedky

v seznamu B

IVD0309

Glukometr
CONTOUR
XT

Systém pro sledovani hladiny glukézy v krvi CONTOUR XT (glukometr,
testovaci prouzky a kontrolni roztok) je uréen k samostatnému testovani
osobami s diabetem a odbornymi zdravotnickymi pracovniky za G¢elem
sledovani koncentraci glukézy v Cerstvé kapilarni pIné krvi odebrané ze
$picky prstu a v arteridlni a Zilni plné krvi nebo krvi novorozencti. Je uréen
pro kvantitativni méfeni glukézy v piné krvi od 0,6 mmol/L do 33,3
mmol/L (10 mg/dL aZ 600 mg/dL).

Systém je uréen pouze pro diagnostiku in vitro.

Systém pro sledovani hladiny glukézy v krvi CONTOUR XT lze pouZzit
jako pomicku pfi sledovani G¢innosti individualniho programu pro
kontrolu glukézy v krvi pacienta. Systém pro sledovani hladiny gluk6zy
v krvi CONTOUR XT neni uréen k pouZiti pro stanoveni diagnézy nebo
screening diabetu. '

Poprvé vystaveno: 11.7. 2019 Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
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Platnost tohoto osv&d€eni je podmin&na udrZovanim systému jakosti podle poZadavki dané smé&mice. Pro uvadéni na trh
prostiedki ze seznamu A, jichZ se tyka toto osv&dEen, je vyZadovan ES Certifikat o p¥ezkoumani navrhu podle smérnice
98/79/ES, Ptiloha IV, &4st 4, a protokol o zkouskéch pro kazdou $arZi uvadénou do prodeje podle Piilohy IV, East 6.
Toto osvéd&eni bylo vystaveno elektronicky a je vdzano 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 (zapsana v rejstiiku spole¢nostf) v Nizozemsku pod &islem 33264284.
Clen skupiny spoleénosti BSL
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Osvédceni ES — Systém tiplného zabezpecovani jakosti

By Royal Charter

Dopliikové informace k CE 711083

vystavené pro: Ascensia Diabetes Care Holdings AG
Peter Merian — Strasse 90
Basilej
4052
§v3’rcarsko
Cislo | Nézev Uréené pouziti dle navodu k pouziti (IFU)
prostiredku
flﬁloha Prostiedky v seznamu B

Glukometr | Systém pro sledovani hladiny glukézy v krvi CONTOUR NEXT
CONTOUR | (glukometr, testovaci prouZky a kontrolni roztok) je uréen k sebetestovani
NEXT osobami s diabetem a odbornymi zdravotnickymi pracovniky za acelem
sledovani koncentraci glukézy v Zilni plné krvi, Eerstvé kapilarni plné krvi
odebrané ze Spicky prstu nebo z dlan€ a v arterialni krvi a krvi novorozenci.
Je uréen pro kvantitativni mé&feni glukézy v plné krvi od 0,6 mmol/L do 33,3
mmol/L (10 mg/dL aZ 600 mg/dL).

Systém je uren pouze pro diagnostiku in vitro.

Systém pro sledovani hladiny glukézy v krvi CONTOUR NEXT lze pouZit
jako pomiicku pfi sledovani t¢innosti individualniho programu pro kontrolu
glukézy v krvi pacienta. ‘

Systém pro sledovani hladiny gluk6zy v krvi CONTOUR NEXT neni uréen
k pouZiti pro stanoveni diagndzy nebo screening diabetu.

Poprvé vystaveno: 11.7. 2019 Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
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Platnost tohoto osvédéeni je podmin&na udrZovanim systému jakosti podle poZadavki dané smérnice. Pro uvadéni na trh
prostfedki ze seznamu A, jichZ se tyka toto osv&d¢ent, je vyZadovan ES Certifikat o pfezkouman{ navrhu podle smérnice
98/79/ES, Ptiloha IV, &ést 4, a protokol o zkouskach pro kazdou $arzi uvadénou do prodeje podle Piilohy IV, &ast 6.
Toto osv&d&eni bylo vystaveno elektronicky a je vdzano 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 spoletnosti) v Nizozemsku pod &islem 33264284,
Clen skupiny spole¢nosti BSL
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_ By Royal Charter
Osvédceni ES — Systém uplného zabezpecovani jakosti
Dopliikové informace k CE 711083
vystavené pro: - Ascensia Diabetes Care Holdings AG
Peter Merian — Strasse 90
Basilej
4052
Svycarsko
Cislo | Nazev Uréené poutiti dle navodu k pouZiti (IFU)
prostiredku
Pfiloha  Prostfedky v seznamu B
I
Glukometr Systém pro sledovani hladiny glukézy v krvi Contour Next (Connected) je uréen
CONTOUR | kpouzZiti pro mé&feni hladiny glukdzy v krvi u pacientii s diabetem 1é€enych
NEXT inzulinem i bez inzulinu jako pomiicka pro pacienty a poskytovatele zdravotni pé&e
(Connected) pfi sledovani G¢innosti kontroly diabetu pacienta.

Systém pro sledovani hladiny glukézy v krvi Contour Next (Connected) je uréen

k samostatnému testovani osobami s diabetem a odbornymi zdravotnickymi
pracovniky z Zilni krve a erstvé kapilarni plné krve odebrané ze $picky prstu nebo
z dlang. Systém pro sledovani hladiny glukézy v kevi Contour Next (Connected) je
uren k samostatnému testovani mimo té&lo (diagnostické pouZiti in vitro).

Systém pro sledovani hladiny glukézy v krvi Contour Next (Connected) by se
nemél pouZivat ke stanoven{ diagn6zy nebo screening diabetu ani pouZivat u
novorozencii. Odbér z jiného mista (dlang) by se mé&l provadét pouze v dobé
stabilniho stavu (kdy nedochézi k rychlym zmé&nam glukdzy). Testovaci prouzky
Contour Next jsou uréeny k pouZiti s glukometrem Contour® Next (Connected) pro
kvantitativni méfeni glukdzy v Zilni krvi a &erstvé kapildrni plné krvi odebrané ze
$pi¢ky prstu nebo z dlan&. Glukometr je urden pro kvantitativni mé&feni glukézy

v plné krvi od 0,6 mmol/L do 33,3 mmol/L.

Systém je uren pouze pro diagnostiku in vitro.

Poprvé vystaveno: 11.7. 2019 Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
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Platnost tohoto osv&d¢eni je podmin&na udrZovanim systému jakosti podle poZadavki dané smé&rmice. Pro uvadéni na trh
prostiedkii ze seznamu A, jichZ se tyka toto osv&déeni, je vyZadovan ES Certifikat o pfezkouméni nidvrhu podle smérnice
98/79/ES, Priloha IV, &4st 4, a protokol o zkouskach pro kaZdou $arzi uvadénou do prodeje podle P¥ilohy IV, &ast 6.
Toto osv&d&eni bylo vystaveno elektronicky a je vdzano smluvnimi podminkami.

Informace a kontakt: BSI, Say Buildihg, John M. Keynesplein 9, 1066 EP Amsterodam, Nizozemsko. Tel. +31 20 346 0780
BSI Group The Netherlands B.V., zaregjstrovand (zapsana v rejstiiku spoletnosti) v Nizozemsku pod &islem 33264284.
Clen skupiny spoleénosti BSL
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Osvédceni ES — Systém viplného zabezpecovani jakosti

By Royal Charter

Dopliikové informace k CE 711083

vystavené pro: Ascensia Diabetes Care Holdings AG
Peter Merian — Strasse 90
Basilej
4052
§v§carsko
Cislo | Nazev Uréené pouziti dle ndvodu k pouiti (IFU)
prostiredku
Pfiloha  Prostiedky v seznamu B
11

Glukometr Bezdrétovy systém pro sledovéani hladiny glukézy v krvi CONTOUR Next
CONTOUR Link (glukometr, testovaci prouzky a kontrolni roztok) je uréen

NEXT LINK | k sebetestovani osobami s diabetem ke sledovani koncentraci glukdzy za
ucelem kvantitativniho méfeni glukézy v Cerstvé kapilarni plné krvi
odebrané ze Spicky prstu nebo z dlang. Je uréen pouze pro diagnostiku in
vitro. Klinickym p¥inosem tohoto prostiedku je, Ze ho lze pouzit jako
pomticku pfi sledovani icinnosti programu pro kontrolu glukdézy v krvi
pacienta.

Bezdratovy systém pro sledovani hladiny gluk6zy v krvi CONTOUR Next
Link je uréen k pouziti pro pfendSeni hodnot glukézy do pfistrojii
Medtronic a pro usnadnéni pfenosu informaci do softwaru Medtronic
CareLink® Software pomoci radiofrekvencni komunikace.

Bezdratovy systém pro sledovani hladiny gluk6zy v krvi CONTOUR Next
Link neni uréen k pouZiti pro stanoveni diagn6zy nebo screening diabetu
ani k pouziti u novorozencd.

Poprvé vystaveno: 11.7. 2019 Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
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Platnost tohoto osvéd&eni je podminéna udrZovéanim systému jakosti podle poZadavki dané smérnice. Pro uvadéni na trh
prostiedkii Ze seznamu A, jichZ se tykd toto osv&dceni, je vyZadovan ES Certifikat o pfezkoumani ndvrhu podle smé&rnice
98/79/ES, Ptiloha IV, &ast 4, a protokol o zkouskach pro kaZdou SarZi uvadénou do prodeje podle Prilohy IV, &ast 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., zaregistrovana (zapsand v rejstéiku spolednosti) v Nizozemsku pod &islem 33264284.
Clen skupiny spole¢nosti BSL
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Osvédéeni ES — Systém tplného zabezpecovani jakosti

By Royal Charter

Dophiikové informace k CE 711083

vystavené pro: Ascensia Diabetes Care Holdings AG
Peter Merian — Strasse 90
Basilej
4052
évfcarsko
Cislo | Nézev Uréené pouziti dle navodu k pouziti (IFU)
prostiedku
i’li’-ﬂoha Prostfedky v seznamu B

Glukometr Bezdratovy systém pro sledovani hladiny glukézy v krvi CONTOUR Next
CONTOUR Link 2.4 (glukometr, testovaci prouzky a kontrolni roztok) je uréen

NEXT LINK | k sebetestovani osobami s diabetem ke sledovani koncentraci glukézy za
24 ucelem kvantitativniho méfeni glukozy v Serstvé kapilarni plné krvi
odebrané ze $picky prstu nebo z dlan€. Je uren pouze pro diagnostiku in
vitro. Klinickym pfinosem tohoto prostiedku je, Ze ho lze pouZit jako
pomtcku pfi sledovani a&innosti programu pro kontrolu glukdzy v krvi
pacienta.

Bezdratovy systém pro sledovéni hladiny glukézy v krvi CONTOUR Next
Link 2.4 je uréen k pouZiti pro pfenaseni hodnot glukdzy a posilani
»remote bolus“ do pifstroji Medtronic a pro usnadnéni pfenosu informaci
do softwaru Medtronic CareLink® Software pomoci radiofrekvencni
komunikace. ‘

Bezdratovy systém pro sledovani hladiny glukézy v krvi CONTOUR Next
Link 2.4 neni uren k pouZiti pro stanoveni diagndzy nebo screening
diabetu ani k pouZiti u novorozenci.

Poprvé vystaveno: 11.7.2019 Dne: 22.11.2019 Platnost do: 26.5. 2024

...making excellence a habit
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Platnost tohoto osvéd¢eni je podminéna udrZovanim systému jakosti podle poZadavki dané smérnice. Pro uvadéni na trh
prostiedki ze seznamu A, jichZ se tyka toto osvéd&eni, je vyzadovan ES Certifikat o pfezkouméni ndvrhu podle smérnice
98/79/ES, Ptiloha IV, &4st 4, a protokol o zkouskéch pro kazdou SarZi uvadénou do prodeje podle Piilohy IV, €4st 6.
Toto osvédCeni bylo vystaveno elektronicky a je vdzano 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 rejstiiku spoletnosti) v Nizozemsku pod &islem 33264284.
Clen skupiny spoletnosti BSL
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Osvédéeni ES — Systém ipIného zabezpecovani jakosti

By Royal Charter

Dopliikové informace k CE 711083

vystavené pro: Ascensia Diabetes Care Holdings AG
Peter Merian — Strasse 90
Basilej
4052
§vycarsk0
Cislo Nazev Uréené pouZiti dle navodu k pouziti (IFU)
prostiedku
Pfiloha  Prostfedky v seznamu B
I

Glukometr Systém pro sledovéani hladiny glukézy v krvi CONTOUR NEXT ONE je uréen
CONTOUR k pouZiti pro mé&feni hladiny gluk6zy v krvi u pacientii s diabetem lé¢enych
NEXT ONE inzulinem i bez inzulinu jako pomiicka pro pacienty a poskytovatele zdravotni péce
pti sledovani G¢innosti kontroly diabetu pacienta.

Systém pro sledovéni hladiny glukézy v krvi CONTOUR NEXT ONE je urcen

k samostatnému testovani osobami s diabetem a odbornymi zdravotnickymi
pracovniky z Zilni krve a &erstvé kapilarni plné krve odebrané ze $picky prstu nebo
z dlang. Systém pro sledovéani hladiny gluk6zy v krvi CONTOUR NEXT ONE je
uréen k samostatnému testovani mimo t&lo (diagnostické pouZiti in vitro).

Systém pro sledovéni hladiny glukézy v krvi CONTOUR NEXT ONE by se nemél
pouzivat ke stanoveni diagndzy nebo screening diabetu ani pouZivat u
novorozenci. Odbér z jiného mista (dlan&) by se mél provad&t pouze v dob&
stabilniho stavu (kdy nedochézi k rychlym zmé&nam glukézy).

Testovaci prouzky CONTOUR NEXT jsou uréeny k pouZiti s glukometrem
CONTOUR NEXT ONE pro kvantitativai mé&feni glukézy v Zilnf krvi a Gerstvé
kapildrni pIné krvi odebrané ze $picky prstu nebo z dlang.

Glukometr je uréen pro kvantitativii mé&¥eni glukdzy v plné krvi od 0,6 mmol/L do
33,3 mmol/L.
Systém je uren pouze pro diagnostiku in vitro.

Poprvé vystaveno: 11.7. 2019 Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
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Platnost tohoto osvédéeni je podminéna udrzovanim systému jakosti podle pozadavki dané smérnice. Pro uvadéni na trh
prostiedkl ze seznamu A, jichZ se tyka toto osvédeent, je vyZadovan ES Certifikat o pfezkouméani navrhu podle sm&rnice
98/79/ES, Ptiloha IV, &ast 4, a protokol o zkouskéch pro kazdou $arZi uvadénou do prodeje podle Pfilohy IV, ¢4st 6.
Toto osvéd&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., zaregistrovana (zapsana v rejstiiku spolenosti) v Nizozemsku pod ¢islem 33264284.
Clen skupiny spoleénosti BSL.
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Osvédéeni ES — Systém iplného zabezpecovani jakosti

By Royal Charter

Dopliikové informace k CE 711083

vystavené pro: Ascensia Diabetes Care Holdlngs AG
Peter Merian — Strasse 90
Basilej
4052
Svycarsko
Cislo | Nazev Uréené pouziti dle ndavodu k pouziti (IFU)
prostiredku
Priloha  Prostiedky v seznamu B
II

Glukometr Systém pro sledovani hladiny gluk6zy v krvi CONTOUR PLUS (glukometr,
CONTOUR | testovaci prouzky a kontrolni roztok) je uréen k sebetestovdni osobami
PLUS s diabetem a odbornymi zdravotnickymi pracovniky za iéelem sledovani
‘koncentraci glukézy v Cerstvé kapilarnf plné krvi odebrané ze $picky prstu a
v arterialni a Zilnf plné krvi nebo krvi novorozenci.

Je urcen pro kvantitativni méfeni glukézy v plné krvi od 0,6 mmol/L do 33,3
mmol/L (10 mg/dL aZz 600 mg/dL).

Systém je uren pouze pro diagnostiku in vitro.
Systém pro sledovéni hladiny glukézy v krvi CONTOUR PLUS lze pouzit
Jjako pomiicku pfi sledovani G¢innosti individualniho programu pro kontrolu

glukézy v krvi pacienta.

Systém pro sledovéni hladiny glukézy v krvi CONTOUR PLUS neni uréen
k pouziti pro stanoveni diagndzy nebo screening diabetu.

Poprvé vystaveno: 11.7. 2019 Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
Strana 8 ze 17

Platnost tohoto osv&dtent je podmin&na udrZovéanim systému jakosti podie poZadavkt dané smérnice. Pro uvadéni na trh
prostfedki ze seznamu A, jichZ se tyka toto osv&d&eni, je vyZadovan ES Certifikat o pfezkoumani navrhu podle smé&rnice
98/79/ES, Ptiloha IV, ¢4st 4, a protokol o zkouskach pro kazdou $arZi uvadénou do prodeje podle Ptilohy IV, &ast 6.

Toto osv&d&eni bylo vystaveno elektronicky a je vizano 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., zaregistrovana (zapsand v rejstfiku spoleénosti) v Nizozemsku pod &islem 33264284.
Clen skupiny spole&nosti BSL
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Osvédceni ES — Systém tplného zabezpecovani jakosti

By Royal Charter

Dopliikové informace k CE 711083

vystavené pro: Ascensia Diabetes Care Holdings AG
Peter Merian — Strasse 90
Basilej
4052
gvycarsko
Cislo | Nazev Ur¢ené poutziti dle navodu k pouziti (IFU)
prostiedku
Pfiloha  Prostfedky v seznamuB
I

Glukometr Bezdratovy systém pro sledovéni hladiny glukdzy v krvi CONTOUR Plus
CONTOUR Link (glukometr, testovaci prouzky a kontrolni roztok) je uréen

PLUS LINK | k sebetestovani osobami s diabetem ke sledovani koncentraci glukézy za
ucelem kvantitativni méfeni glukézy v Cerstvé kapilarni pIné krvi odebrané
ze Spicky prstu nebo z dlané. Je uréen pouze pro diagnostiku in vitro.

Klinickym pfinosem tohoto prostfedku je, Ze ho lze pouzit jako pomiicku
pri sledovani G¢innosti programu pro kontrolu glukézy v krvi pacienta.

Bezdratovy systém pro sledovani hladiny glukézy v krvi CONTOUR PLUS
LINK je uréen k pouziti pro pfena$eni hodnot glukézy do pfistroji
Medtronic a pro usnadnéni prenosu informaci do softwaru Medtronic
CareLink® Software pomoci radiofrekvenéni komunikace.

Bezdratovy systém pro sledovani hladiny glukézy v krvi CONTOUR PLUS
LINK neni uren k pouZiti pro stanoveni diagnézy nebo screening diabetu
ani k pouziti u novorozencil.

Poprvé vystaveno: 11.7. 2019 Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
Strana 9 ze 17

Platnost tohoto osv&d¢eni je podminéna udrZovanim systému jakosti podle poZadavki dané smérnice. Pro uvadéni na trh
prostiedki ze seznamu A, jichZ se tyka toto osv&déent, je vyZadovan ES Certifikét o pfezkoumani névrhu podle smérnice
98/79/ES, Piiloha 1V, &ast 4, a protokol o zkouskach pro kaZzdou 3arZi uvadénou do prodeje podle P¥ilohy IV, tast 6.
Toto osv&d¢eni bylo vystaveno elektronicky a je vazdno 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., zaregistrovana (zapsana v rejstifku spole€nosti) v Nizozemsku pod ¢islem 33264284.
Clen skupiny spole¢nosti BSI.
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Glukometr Bezdratovy systém pro sledovani hladiny glukézy v krvi CONTOUR Plus
CONTOUR Link 2.4 (glukometr, testovaci prouzky a kontrolni roztok) od firmy
PLUS LINK Ascensia je uréen k sebetestovani osobami s diabetem ke sledovani
2.4 koncentraci glukdzy za Gi¢elem kvantitativni méfeni glukézy v €erstvé
kapilarni plné krvi odebrané ze §picky prstu nebo z dlané. Je uréen pouze
pro diagnostiku in vitro. Klinickym pfinosem tohoto prostiedku je, Zze ho
1ze pouzit jako pomiicku pfi sledovani u€innosti programu pro kontrolu
gluk6zy v krvi pacienta.
Bezdratovy systém pro sledovéni hladiny glukézy v krvi CONTOUR Plus
Link 2.4 je uréen k pouziti pro ptenaseni hodnot glukozy a posilani
»remote bolus“ do p¥istrojii Medtronic a pro usnadnéni pfenosu informaci
do softwaru Medtronic CareLink® Software pomoci radiofrekvenéni
komunikace.
Bezdratovy systém pro sledovani hladiny glukézy v krvi CONTOUR Plus
Link 2.4 od firmy Ascensia neni uréen k pouZiti pro stanoveni diagnozy
nebo screening diabetu ani k pouziti u novorozenci.

Poprvé vystaveno: 11.7. 2019 Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
Strana 10 ze 17

Platnost tohoto osv&d&eni je podmin&na udrZzovanim systému jakosti podle poZadavki dané smérnice. Pro uvad&ni na trh
prostredkd ze seznamu A, jichZ se tyka toto osv¥éd&eni, je vyZadovan ES Certifikat o pfezkouméni navrhu podle smérnice
98/79/ES, Piiloha IV, &ast 4, a protokol o zkouskach pro kazdou 3arZi uvadénou do prodeje podle P¥ilohy IV, tast 6.
Toto osvédeni 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., zaregistrovana (zapsand v rejstiiku spole¢nosti) v Nizozemsku pod &islem 33264284.
Clen skupiny spole¢nosti BSL.
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Glukometr Systém pro sledovéni hladiny gluk6zy v krvi CONTOUR PLUS ONE je uréen
CONTOQUR k pouziti pro m&¥eni hladiny glukdzy v krvi u pacientd s diabetem lé€enych

PLUS ONE inzulinem i bez inzulinu jako pomtcka pro pacienty a poskytovatele zdravotni péce
pfi sledovani a¢innosti kontroly diabetu pacienta.

Systém pro sledovani hladiny gluk6zy v krvi CONTOUR PLUS ONE je urcen

k samostatnému testovani osobami s diabetem a odbornymi zdravotnickymi
pracovniky z Zilni krve a &erstvé kapilarn{ plné krve odebrané ze §picky prstu nebo
z dlan&. Systém pro sledovani hladiny glukézy v krvi CONTOUR PLUS ONE je
urCen k samostatnému testovani mimo t&lo (diagnostické pouZiti in vitro).

Systém pro sledovéni hladiny gluk6zy v krvi CONTOUR PLUS ONE by se nem¢l
pouZivat ke stanoveni diagnozy nebo screening diabetu ani pouZzivat u
novorozencil. Odber z jiného mista (dlang) by se mél provadét pouze v dobé
stabilniho stavu (kdy nedochazi k rychlym zm&nam glukézy).

Testovaci prouzky CONTOUR PLUS jsou urceny k pouZiti s glukometrem
CONTOUR PLUS ONE pro kvantitativn{ m&feni glukozy v Zilni krvi a Serstvé
kapilarni pIné krvi odebrané ze $picky prstu nebo z dlang.

Glukometr je ur€en pro kvantitativni méfeni glukdézy v piné krvi od 0,6 mmol/L do
33,3 mmol/L.

Systém je uréen pouze pro diagnostiku in vitro.

Poprvé vystaveno: 11.7.2019 Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
Strana 11 ze 17

Platnost tohoto osv&dent je podminéna udrzovanim systému jakosti podle poZadavkil dané smé&rmnice. Pro uvadéni na trh
prosttedkll ze seznamu A, jichz se tyka toto osv&d&eni, je vyZadovéan ES Certifikat o pfezkoumnéni navthu podle smérnice
98/79/ES, Ptfloha IV, &ast 4, a protokol o zkougkéch pro kaZdou SarZi uvadénou do prodeje podle Ptilohy IV, &ast 6.
Toto osv&d&ent bylo vystaveno elektronicky a je vdzéno 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 (zapsan4 v rejstifku spole¢nosti) v Nizozemsku pod &islem 33264284,
Clen skupiny spoleénosti BSI.
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v seznamu B

Glukometr
CONTQUR

Systém pro sledovani hladiny glukdzy v krvi CONTOUR (glukometr,
testovaci prouzky a kontrolni roztok) je uréen k samostatnému testovani
osobami s diabetem a odbornymi zdravotnickymi pracovniky za aéelem
sledovani koncentraci glukdzy v &erstvé kapilarni plné krvi odebrané ze
Spicky prstu. Pfi klinickych nastavenich mize byt systém CONTOUR pouZit
také s Cerstvou Zilni a arteridlni plnou krvi. Je uréen pouze pro diagnostiku in
vitro.

Testem se provadi kvantitativni mé&feni glukézy v plné krvi od 10 mg/dL do
600 mg/dL (0,6 mmol/L az 33,3 mmol/L).

Systém pro sledovéni hladiny glukézy v krvi CONTOUR neni uréen

k pouziti pro stanoveni diagnézy nebo screening diabetu ani k pouziti u
novorozenci. )

Poprvé vystaveno: 11.7. 2019 Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
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Platnost tohoto osv&déeni je podmingna udrzovanim systému jakosti podle poZadavki dané smérnice. Pro uvadéni na trh
prostiedki ze seznamu A, jichZ se tyka toto osvé&déenti, je vyZadovan ES Certifikat o pfezkoumani navrhu podle smé&rnice
98/79/ES, Ptiloha IV, &ast 4, a protokol o zkougkach pro kazdou 3arZi uvad€nou do prodeje podle Ptilohy IV, ¢ast 6.
Toto osv&d&eni bylo vystaveno elektronicky a je vazano smiuvnimi 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., zaregistrovana (zapsana v rejstifku spole¢nosti) v Nizozemsku pod &islem 33264284.

Clen skupiny spole¢nosti BSI.
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Glukometr Systém pro sledovani hladiny glukézy v krvi CONTOUR TS (glukometr,
CONTOUR | testovaci prouzky a kontrolni roztok) je uréen k samostatnému testovani
TS ‘ osobami s diabetem a odbornymi zdravotnickymi pracovniky za iéelem
sledovani koncentraci glukézy v Zilni plné krvi a Serstvé kapilarni pIné krvi
odebrané ze $pi¢ky prstu.

Pfi klinickych nastavenich miiZze byt systém CONTOUR TS pouZzit také s
Cerstvou Zilni a arterialnf plnou krvi.

Testem se provadi kvantitativni mé¥eni glukézy v plné krvi od 10 mg/dL do
600 mg/dL (0,6 mmol/L az 33,3 mmol/L).

Systém pro sledovani hladiny gluk6zy v krvi CONTOUR TS neni uréen
k pouziti pro stanoveni diagnézy nebo screening diabetu ani k pouziti u
novorozencu.

Je uréen pouze pro diagnostiku in vitro.

Poprvé vystaveno: 11.7. 2019 Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
Strana 13 ze 17

Platnost tohoto osvédeni je podmingna udrzovanim systému jakosti podle poZadavki dané sm&rnice. Pro uvadéni na trh
prosttedkl ze seznamu A, jichZ se tyka toto osvédent, je vyzadovan ES Certifikat o pfezkoumani navihu podle smérnice
98/79/ES, Ptiloha IV, tast 4, a protokol o zkouskach pro kaZzdou Sarzi uvadénou do prodeje podle Piilohy IV, ¢ast 6.
Toto osv&dSeni 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 rejstiiku spole¢nosti) v Nizozemsku pod &islem 33264284.
Clen skupiny spole¢nosti BSI.
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Glukometr Systém pro sledovani hladiny glukézy v krvi Contour Care je uréen k pouZiti pro
CONTOUR | méfeni hladiny glukézy v krvi u pacienti s diabetem Ié&enych inzulinem i bez
CARE inzulinu jako pomicka pro pacienty a poskytovatele zdravotni pé&e pti sledovéni
acinnosti kontroly diabetu pacienta.

Systém pro sledovani hladiny glukézy v krvi Contour Care je uréen k samostatnému
testovani osobami s diabetem a odbornymi zdravotnick§mi pracovniky z Zilni krve a
Cerstvé kapilarni pIné krve odebrané ze $picky prstu nebo z dlané. Systém pro
sledovani hladiny gluk6zy v krvi Contour Care je urcen k samostatnému testovan{
mimo télo (diagnostické pouZiti in vitro).

Systém pro sledovén{ hladiny glukézy v krvi Contour Care by se nemé&l pouZivat ke
stanoveni diagndézy nebo screening diabetu ani pouZivat u novorozencii. Odb&r

z jiného mista (dlang) by se m&l provad&t pouze v dobg stabilniho stavu (kdy
nedochazi k rychlym zménam glukézy). Testovaci prouzky Contour Care jsou
uréeny k pouZiti s glukometrem Contour Care pro kvantitativni m&feni gluk6zy

v Zilni krvi a Cerstvé kapildrni pIné krvi odebrané ze $picky prstu nebo z dlang.
Glukometr je uréen pro kvantitativai m&feni glukézy v plné krvi od 0,6 mmol/L do
33,3 mmol/L.

Systém je uréen pouze pro diagnostiku in vitro.

Poprvé€ vystaveno: 11.7, 2019 Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
Strana 14 ze 17

Platnost tohoto osvédéent je podminé&na udrZovanim systému jakosti podle pozadavka dané smérnice. Pro uvadéni na trh
prostfedki ze seznamu A, jichZ se tyka toto osv&dCent, je vyzadovéan ES Certifikat o pfezkouméni ndvrhu podle smérnice
98/79/ES, Ptiloha IV, &4st 4, a protokol o zkoudkéch pro kazdou 3arZi uvadénou do prodeje podle Pfilohy IV, &4st 6.
Toto osv&deeni 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 rejstifku spoleénosti) v Nizozemsku pod ¢islem 33264284.
Clen skupiny spole¢nosti BSI.
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Testovaci prouzky | Testovaci prouzky jsou ureny k samostatnému testovani osobami

na krevni gluk6zu | s diabetem a odbornymi zdravotnickymi pracovniky za G¢elem sledovéni
CONTOUR koncentraci gluk6zy ve vzorcich plné krve. Testovaci prouzky Contour lze
NEXT pouzit jako pomicku pfi sledovani t€innosti individualniho programu pro
Testovacl prouzky | kontrolu glukézy v krvi pacienta. Testovaci prouzky Contour nejsou

na krevni glukézu < o f g, o di
CONTOUR uréeny k pouZiti pro stanoveni diagndzy nebo screening diabetu.

PLUS

Testovaci prouzky
na krevni glukézu
CONTOUR
Testovaci prouzky
na krevnf gluk6zu
CONTOUR TS
Kontrolni roztoky
CONTOUR
CARE

Poprvé vystaveno: 11.7. 2019 Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
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Platnost tohoto osv&d&eni je podmin&na udrZzovanim systému jakosti podle poZadavkid dané smémice. Pro uvadéni na trh
prostiedki ze seznamu A, jichZ se tyké toto osvédéeni, je vyZadovéan ES Certifikét o pfezkouméni navrhu podle smé&rnice
98/79/ES, Piiloha IV, &ast 4, a protokol o zkouskach pro kaZdou SarZi uvad&nou do prodeje podle Piflohy IV, &ast 6.
Toto osv&dCeni 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 (zapsana v rejstfiku spole¢nosti) v Nizozemsku pod &islem 33264284.
Clen skupiny spole¢nosti BSI.
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Kontrolni roztoky
CONTOUR
NEXT
Kontrolnf roztoky | K ontrolni roztoky jsou vodné roztoky glukézy uréené k samostatnému
SONT OUR testovani osobami s diabetem a odbornymi zdravotnickymi pracovniky
LUS jako kontrola kvality.
Kontrolni roztoky
CONTOUR
Kontrolni roztoky
CONTOUR TS
Poprvé vystaveno: 11.7. 2019 Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
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Platnost tohoto osv&d&eni je podmin&na udrZovanim systému jakosti podie poZadavkii dané smé&rnice. Pro uvadéni na trh
prostfedkl ze seznamu A, jichZ se tyka toto osv&d&ent, je vyzadovan ES Certifikat o pfezkoumani navrhu podle smérnice
98/79/ES, Pfiloha IV, &ast 4, a protokol o zkouSkach pro kaZdou $arZi uvadénou do prodeje podle Piilohy IV, ¢ast 6.
Toto osv&d&eni bylo vystaveno elektronicky a je vdzano 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 (zapsana v rejstiiku spolecnosti) v Nizozemsku pod &islem 33264284.
Clen skupiny spole¢nosti BSL
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IVD0400 | Reagenéni Reagentni prouzky KETOSTIX jsou uréeny k samostatnému testovani
prouzky osobami s diabetem a odbornymi zdravotnickymi pracovniky za ic¢elem
Ketostix sledovani piftomnosti a koncentrace kyseliny acetoctové (keton). Prouzky
KETOSTIX jsou ureny k testovani ketonu v moéi. Kdyz je tato latka
zjisténa v mod&i, poskytuje informace o metabolismu uhlovodani a tuki.
Reagenéni Reagenéni prouzky KETO-DIASTIX jsou uréeny k samostatnému
prouzky testovani osobami s diabetem a odbornymi zdravotnickymi pracovniky za

Keto-Diastix

ucelem sledovani piftomnosti a koncentrace glukozy a ketonu (kyseliny
acetoctové) v moci. Prouzky KETO-DIASTIX jsou uréeny k testovani
glukézy a ketonu v moci osob s diabetem. Pii ponofeni do moc¢i zméni
testovaci oblast prouzku KETO-DIASTIX barvu podle mnozstvi glukézy a
ketonu v mod&i. PouZiti reagenénich prouzkit KETO-DIASTIX miZe
pacienty a lékafe upozornit na zménu stavu pacienta, pii niz mohou byt
potieba zmény v dieté a/nebo v podavani 1ékii.

Reagenéni
prouzky
Diastix

Reagenéni prouzky DIASTIX jsou uréeny k samostatnému testovani
osobami s diabetem a odbornymi zdravotnickymi pracovniky za ti¢elem
sledovéani hladiny glukézy v modi. Tento reagenéni prouzek je uréen

k testovani gluk6zy a lze ho pouZivat pouze ke stanoveni mnozstvi
glukézy v moci. Reagenéni testovaci oblast na prouzku DIASTIX je
pfipravena k pouziti po vyndani z lahve.

Poprvé vystaveno: 11.7. 2019

Dne: 22.11. 2019 Platnost do: 26.5. 2024

...making excellence a habit
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Platnost tohoto osvéd¢eni je podmin&na udrZovanim systému jakosti podle poZadavkt dané smé&rmnice. Pro uvadéni na trh
prostiedki ze seznamu A, jichZ se tyka toto osvédEent, je vyzadovan ES Certifikét o pfezkouméni navrhu podle smérnice
98/79/ES, Pfiloha IV, &4st 4, a protokol o zkouskach pro kazdou SarZi uvadénou do prodeje podle Piilohy IV, &st 6.
Toto osv&d&eni bylo vystaveno elektronicky a je vdzano 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., zaregistrovana (zapsand v rejst¥iku spole¢nosti) v Nizozemsku pod Cislem 33264284.
Clen skupiny spoleénosti BSL.
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