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Hexaapanis apo signosiaricrs Me 823
{ Declaration of conformity No.> 12 }

3273988 HaIB Bupedy:
Lommon nase of medical device:

Hprerpel I8 BPOKOIOBIHNS TR JAHLETH
Lancing devices and lancets
Rus, Jogarox 1 ge wiel Jewapauil npo BianosigHicTs
See Annex § o the Reclaration of conformiry

Hepenix supodin:
List of products:

«Pom HiaGever Kea MmiXe Janarod op Hhrpacce 116 08305, Mawrahy, Hisewynaa

Bupobnmne:
Roche Digketer Coare Gmbl Sandhofer Strasse {16 88305 Mannheim. Germany

Manufacturer:

- -

. Roche Phabedes Care GrabH Sandhofer Strasse 116 68305 Mannbetin, Germany:
HTL-NTREFA 8.A. v Adamwerk 7, 95038 Qeotkow, Poland:

{erresheimer Regenshury GmbH Kompimubler Ste. 2, 93047 Regensburg, Germany;
Asab Polyslider Company, Ltd Nakanoshima Mitsu Boilding 3-3-3 Makanoshima Kiia-
by, Osaka Japan;

Faget Techaplogies LLC 101 hberty Indastnal Farkway, Mc Donongh, GA, 302353,
54

Bupoaunl ¢hvmn:
Manufacturing sifes:

w
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3

YpopHoBamenni CTOB «HAJON JIATHOCTIKG»
BPEICTARUHK B Yiepaini: i ?w kpaiig, 04205, M. Kuls,
Authorized representative in Ukraing: | Hpocoery Qonouckeui 32
P Tesedow rapagot sinii § 800 300 540
i E-mail: info@dialogd.com
Fhalogue Laganostics” L4
- Lkraine, 04205, Kyviv
| Dbholonskiy Avenuye 32
- Tel G800 3006 540
{ Eomail: info@diglogd.com
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B3 &Bﬂi@ﬁﬁﬁﬂﬁﬂ: P Raae Ha angano Hhvexry 18 JHonarky 3 Texwiunoro POFAAMERTY WOIA0 MOINYRMX
Classification: | BHpadis, sarscpaxenors HHocrawopmo Kabinery Minjorpis Yxpaiuy No753 pin 2 wowprus
{ Clags e according fiem 15 o Annex 2 of Technical regulation on Medical devices approved by Decrer of Cabinet
- af Ministers of Ukraine No752 on 2 October 201 3

{iponesypa onisky | Aogavos 3 Texwiqnoro permaMenty THOA0 Meauunux  supolis, 2aTBEpIMCHOTO
BIXBOBIZROCT: | THooranorom Kabiery Minicrpis Yrpaioy Ne753 s 2 worrnn 2013 p.
Vo Anmex 3 of Technivad reguiation on Medicad devices approved by Decree of Cubinet of Ministers of Ukratne 82753

Contorpuly Assessment Route V on 2 Ovtoker 2013
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Homep ceprudixara

Number of Certificate of conformity: ' R RRATH T AT

n L]
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Tepssia 18 cepradinagra el
P prHg UATRIE

BRAORIZHOCTY
Lerttficate axsezsment of corfformisy is
verlied unsil

b+« PN
L]
*n

30.06.2021

Tipusuauenult oprau 3 | Tonapuerso 3 obmexenose pinnorizassuicro
ouinke sianosianocti 1a floro | « ¥ kpaincshenit Havkonull Bucrwryy Ceprudivauily
prenrvndicanifnui xox: { Linnited Liability Company " Ukrainiun Research Institute of Certificarion ™
Conformity assessment body with iss | LA TH.IIS

wWentification nundes:

Four Miaberer Kea FmbX sy ca0r0 wpunuyHy BIINOB AATLHICTL ACKIADYE BRECHANNA QCHOBHIK RAMOU BIONG MERHHOTE
supohy, ariang dogarky T Texsiysoro permaMenTy Hoa0 Motiiux pupoGin Ang JIarHOoCTHRY I VLD, J8TREDIDKCHOIO
Hooragosow Kadsery Miworpis Yepaiow No754 sin 2 wortaa 2013 p.

Rockhe Iiabetes Cave GabH under our sole vesponyibility declures the fulfillmeny of basic reguirements Jor medical devices, according to Annex I of Technical

.”.i#iiiiiiﬁiiiiiﬁiﬁiiﬁiﬂtttiintutniuinttuqqllggllgglllglit :

regulation on Medical devices for i vitre diagnostios, approved by Decree of Cabinet of Ministers of Ukraine A754 pn 7 (otober 2073
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