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EG-Konformititserklirung / EC Dedaration of Conformity
ers : Roche Diagnostics GmbH
Adresse / Address; Roche Diagnostics GmbH
Sandhofer Strafe 116
D-68305 Mannheim
Roche Diagnostics GmbH erklirt, dass das Produkt / die Produktfamilie
Roche Diagnostics hereby declares that the Product / family of products
Produktname/ Product name: Combur? Test M
CHEMSTRIP 10 UA
Beschreibung / Description:  Teststreifen zur semiquantitativen Bestimmung von Dichte,
pH, Leukozyten, Nitrit, Protein, Glucose, Keton, Urobilinogen,
Bilirubin, Erythrozyten im Urin mittels Miditron M, Miditron
Junior und Miditron Junior II Reflexionsphotometer.
Test trips for the semi-quantitative determination of specific gravity, pH,
leukocytes, nitrite, protein, glucose, ketone bodies, urobilinogen,
bilirubin, erythrocytes in urine using Miditron M, Miditron Junior and
Miditron Junior II reflectance photometer.
auf das/die sich diese Erklirung bezieht, den Forderungen der EG-Richtlinie 98/79EG des
Rates vom 27. Oktober 1998 in seiner Umsetzung in nationales Recht der Mitgliedstaaten
der EU, in denen das Produkt vertrieben wird, entspricht; gem Anhang II1 der Richtlinie
als Konformititsbewertungsverfahren.
to which this declaration relates, complies with the In Vitro Diagnostic Medical Device Directive 98/79/EC
(and its relevant transposition into the national laws of the Member States in which the device is placed on
the market ) using Annex III as the conformity assessment procedure.
2-
Roche Diagnostics GmbH Roche Dlabetes Care Reglistergericht Mannhelm Geschaftsfuhrung:
Sandhofer Strasse 110 HRB 3962 Dr. Jurgen Schwiezer, Vorsitzender
D-68305 Mannhelm Aufsiohtarat: Dr. Manfred Baier, Staffan Ek,
Telefon +49-621-7600 Or, Franz B, Humer, Vorsitzender Dr. Marcel Gmander,
Telofax +40 -621~7602890 Dr. Volker Pfahlert,

Dr. Susanne Raehs,
Peter-Claus Schilter,
Prot. Dr. Dr. Klaus Strein
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Kontaktadresse/ Contact address:

Mannheim, April 10, 2002

Roche Diagnostics GmbH
i.V./ On behalf of the company

Roche Diagnostics GmbH

Abt. Qualititsmanagement, DQ
Sandhofer Strafle 116

D-68305 Mannheim

Telefax: +49 621/759 6594

i.V./ On behalf of the company

Vb

Dr. von Massow

iter Qualititsmanagement
Head of Quality Management
Diabetes Care/Near Patient Testing

Pakebusch
Leiter Qualititssicherung
Head of Quality Assurance
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EG-Konformitiitserkldrung / EC Dedlaration of Conformity

Hersteller/ Manufactures Roche Diagnostics GmbH

Adresse/ Address: Roche Diagnostics GmbH
Sandhofer Strafle 116

D-68305 Mannheim

Diagnostics

Roche Diagnostics GmbH erklirt, dass das Produkt / dic Produktfamilie
Roche Diagnostics hereby declares that the Product / family of products

Produktname/ Product name: Urisys 1100

Beschreibung / Description: Reflexionsphotometer zur Bestimmung von Urinwerten mit
Hilfe von verschiedenen Teststreifen. -
Reflection Photometer for use with different kinds of

teststrips

auf das/die sich diese Erklirung bezieht, den Forderungen der EG-Richtlinie 98/79EG des
Rates vom 27. Oktober 1998 entspricht; gem4B Anhang III der Richtlinie als

Konformititsbewertungsverfahren.
to which this declaration relates, complies with the In Vitro Diagnostic Medical Device Directive 98/79/EC using

Annex 11 as the conformity assessment procedure.

Kontaktadresse/ Contact address: Roche Diagnostics GmbH
Abt. Qualititsmanagement, DQ
Sandhofer Strale 116

D-68305 Mannheim
Telefax: +49 621/759 3801
Mannheim, 14.11.2003

Roche Diagnostics GmbH

i.V./ On behalf of the company
Massow Dr. Beate Bonefeld
ciler Qualitdtsmanagement Leiter Qualititssicherung

Head of Quality Management Head of Quality Assurance

Roche Diagnostics GmbH Sandhofer StraBe 116 Reglstergaricht Mannheim GeachaftstOhrung:

D-68305 Mannheim HRB 3062 Dr. JUrgen Schwiezer, Vorsitzender
Telefon (0621) 750-0 Aufsichtsrat: Dr. Manfred Baier, Staffan Ek,
Tolofex (0021) 750-2600 Dr. Franz B, Humer, Vorsizender  Dr. Marcel Gmander,

Dr. Volkar Pfahlert,

Dr. Susenne Raehs,

Peter-Claus Schiller,

Prof. Dr. Dr. Klaus Strein
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Combur-Test® strips*
Technical specifications

Parameter combinations Parameters
Name SG pH LEU NIT PRO GLU KET UBG BIL BL
Combur? Test . .
Combur? Test ] . o
Combur? Test E o ° *
Combur* Test . . . .
Combur® Test . . . . .
Combur® Test . . . . . .
Combur? Test . . . . . . .
Combur® Test . . . . . . . . ®
Combur' Test . . . . . . . . . .
Local availability might differ, please check with your local
representative
Test construction Composition Reagent paper and underlying absorbent paper are sealed with

a thin porous nylon mesh and fixed to a carrier foil

Nylon mesh features

Protection from strip contamination.

Homogenous liquid distribution and uniform color
development.

Prevention from falsification of the color by glue

Practical detection limit

Detection limit is made such that even slight pathological
changes in the urine are made visible by a clear color change

in the test area

Vial construction Composition

Protection of test strips from atmospheric humidity with drying
agent filled cap

Color Scale

Special colorfast printing colors on the vial label allow easy
and reliable evaluation of the resultsy

* Combur Test® strips are marketed under Chemstrip® in United States and Canada.
** Only available for instrument tests

COBAS, LIFE NEEDS ANSWERS
and COMBUR-TEST are trademarks of Roche.

©2010 Roche

Roche Diagnostics Ltd,
CH-8343 Rotkreuz
Switzerland
www.roche.com
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Control Test M

11379194 50 juosteliy

Lietuviy k.

Paskirtis
CoqtoI-Test M kalibravimo juostelé naudojama Miditron M, Miditron
Junior Il, Supertron, Urilux S, cobas u 411, Urisys 1800 Ir Urisys

1100 atspidzio gebos fotometry kalibracijai ir analizatoriaus
veikimo patikrinti.

Santrauka

Paruo$ta naudojimui kalibravimo juostelé pagaminta i§ neutralios
pilkos plastmasines medziagos, turintios pastoviy atspindzio gebos
savybiy. Kalibravimo reikdmes nustatytos pagal rekomenduojamg,
baltg standartg ir yra saugomos atitinkamo analizatoriaus
programinéje {rangoje.

Atsargumo priemonés ir [spéjimal

Skirtas diagnostikai in vitro.

Laikykites {prastiniy atsargumo reikalavimy, reikalingy, dirbant su
visais laboratorijos reagentais.

Visos atliekos paalinamos taip, kaip nurodyta vietinése
instrukcijose.

Kalibravimo juosteles nemerkite | Slapima, Juotelés skirtos tik
vienkartiniam naudojimui.

Reagenty paruosimas
Paruosti naudojimui

Laikymo salygos ir stabilumas

Kalibravimo juosteles originaliame indelyje saugokite nuo +2C iki
+30T temperat Groje. Originaliame indelyje, tyrimo juosteles
iSsilaiko iki galiojimo datos (menesio pabaigos), nurodytos ant
dezutes ir etiketés. Nenaudokite juosteliy pasibaigus galiojimo
laikui. Kuomet nenaudojate, laikykite indelj sandariai uzdaryta.
I5¢me juostele, nedelsdami stipriai uZzkimskite indel. Laikykite indelj
horizontalioje padeétyje.

Patelktos medziagos
. 50 juosteliy pakuote, [REF}. 11379194

Reikalingos (bet nepateikiamos) mediiagos

. Miditron M, Miditron Junior Il, Supertron, Urilux S, cobas u
411, Urisys 1800 ir Urisys 1100 $lapimo analizatorius.

. Bendra laboratorijos jranga.

Tyrimas

Apie visas kalibravimo ir veikimo tikrinim detales skaitykite

atitinkamo analizatoriaug Naudojimo vadove.

1, 1% indelio isimkite kalibravimo juostele. Nelieskite Iskilusiy
juosteles viety — venkite uZtersimo ir rezultaty falsifikavimo.

2. Juostele jdékite | analizatoriy. Kad taisyklingal [statytuméte
juostele, vadovaukités naudotojo vadovo Instrukcljomis.

3. Atlikdami kalibravima, laikykités naudotojo vadovo instrukcljy,

|prastinémis salygomis rekomenducjamas dviejy savaltly,

kalibravimo intervalas (savaité su Urilux S Ir Urlsys 1100, keturly,

savaidiy su cobas u 411 ir Urisys 1800 ).

cobas’

Kalibracija

Analizatorius 8kilusias juostelés vietas jvertina atspindzio
gebos fotometrijos pagalba. Rezultatai apskaitiuojami
automatiskai ir atspausdinami, kaip atspindzio gebos reikdmes.
Apie 8iy reik§miy interpretacijg skaitykite atitinkamame
naudotojo vadovo skyriuje. Jei gautos reikémés nukrypsta nuo
numatyty tolerancijos reikdmiy, kalibracija turi bati pakartota su
nauja juostele. Tokiu bldu galima patikrinti, ar blogai veikia
prietaisas, ar naudota juostelé buvo uZteréta arba paZeista.

Nuorodos
Atitinkamo analizatoriaus naudotojo vadovas

Simboliai

Sie simboliai naudojami Zyméti Roche laboratorijos sistemoms.

E Galiojimo laikas
LOT Serijos numeris
VD Naudoti in vitro diagnostikai
A é TemperatUros apribojimai
“ Gamintojas
[Iﬂ Skaitykite naudojimo instrukcijas
c e Sis produktas atitinka In Vitro Diagnostics Dirsctive
98/79/EC igdeéstyty nuostaty reikalavimus

COBAS, COBAS U, MIDITRON, SUPERTRON, URILUX ir

URISYS yra Roche prekiy Zenklai

© 2010, Roche Diagnostics

Ce€

M Roche Diagnostics GmbH
Sandhofer Strasse 116
D-68305 Mannheim
www.roche.com
Gamintoo atstovas Listuvoje:
UAB Roche Lietuva, Diagnostikos padalinys
J.Jaslnsklo g. 168, 01112 Vilnius
Tel. (8 §) 254 6777, faks. (8 5) 254 6778
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UZDAROJI AKCINE BENDROVE ,,ROCHE LIETUVA%

IGALIOJIMAS

2021 m. balandZio 15 d.

UAB ,,Roche Lietuva®, jmonés kodas 300089404, oficiali ,,Roche Diagnostics International
Ltd. platintoja Lietuvoje, buveinés adresas J. Jasinskio g. 16B Vilnius, jgalioja UAB ,Mediq Lietuva®,
jmonés kodas 302513086, buveinés adresas Laisvés pr. 75 Vilnius, vieSujy pirkimy konkursuose sitilyti
¥emiau nurodyta Roche ir Sysmex jranga ir jai skirtas eksploatacines medziagas bei atlikti jos remonta ir
techning priezitira:

- Cobasclll

- Reflotron

- Accutrend Plus
- Urisys 1100

- Micral-Test

- XP-300

- pocH-100i

- cobas IT 1000
- Multiplate

- Cobasb 121

-  Cobas b 221

- Cobasb 123

- Accu-Chek Inform II,
- Cobash232

- CoaguChek

3is dokumentas galioja iki 2022 m. balandZio 14 d. ir gali biti UAB ,,Roche Lietuva“ vienasalidkai
ra¥tu atauktas iki nurodytos dienos ryium su platinimo sutarties tarp UAB ,Mediq Lietuva® ir UAB ,Roche
Lietuva“ nutraukimu.

Digitally signad
by DALIMIL

D
Diagnostikos padalinio vadovas Baltijos Salyse/ Prokuristas Dalimil Zurek ~ * 20210418
110004 +Q3 00
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UAB ,Roche Lietuva®, kodas 300089404, Duomenys kauplaml Ir saugomi Juridiniy asmeny registre.
Jasinskio g. 16b, LT-03163 Vilnlus, Lletuva. Tel. 4370 5 254 6799, Faks, +370 5 254 6797. El. p. Info.vilnius@roche.com
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ORION DIAGNOSTICA IS AIDIAN

Information letter regarding the company name change

Aidian, former Orion Diagnostica, is a Finnish based IVD company that has almost 50 years of experience in
developing and manufacturing reliable, fast and easy to use diagnostic tests especially for primary care. Aidian’s
global footprint covers over 60 countries. Our QuikRead go® flagship products are used globally with close to
50,000 placed instruments and in 2018, our annual turnover was 53 MEUR.

On the 18th of November 2019 our company name is changed. Orion Diagnostica company starts to use the
name Aidian.

Please be informed that your contracting party does not change as this is only a change of company name and
the legal entity and the business Identification number (FI18552161) shall remain the same.

If any further information is needed, please contact:
Juho Himberg, CEO, Orion Diagnostica, telephone +358 40 6605343, email. juho.himberg@aidian.eu
Saila Pesonen, Marketing Manager, telephone +358 40 5300725, email. saila.pesonen@aidian.eu

Thank you for your co-operation.
Best regards,

Juho Himberg
CEO
Aidian




