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1. Purpose

-Is intended for measurement of Na. 
-All operation are controlled by microcomputer by using automatic tracking calibration software to ensure good stability  
             Coverage

· This SOP is valid for (Biogen) Laboratory
· The sections "specimen collection" and "specimen storage" are valid for and have to be provided to every laboratory that submits samples to (Biogen) laboratory
2. Terms and Abbreviations

· Na          Sodium 
· mmol/L   mille mole per letter  
3. Safety Guidelines

· Wear labcoat, disposable gloves whenever handling specimens or reagents

· Wash hands carefully after finishing work

· Specimens should be handled as if infectious using safe laboratory procedures

· Clean and disinfect all work surfaces with 70%  alcohol  after finishing

4. Operation:
Power-on:

Turning on the power supply, the instrument begins to perform initialization and the microcomputer checks power, memorizer, printer and inner hardware circuity stable. Then the pump begins to run.

System Flushing: It indicates that the instrument is performing system flushing, for system flushing the instrument absorbs standard solution B&A to clean the liquid flow path. During flushing, operator can observe the circulation condition of standard solution and tubes to check whether clog or air leakage exists.

Activation: After completion of system flushing the instrument will go to activation mode, if operator press ‘NO’ the system would jump the activation function and come to calibration function directly ,if the operator press ‘yes’ open the sample cover and raise the sample probe ,put the active solution under the sample probe.

Press the yes key ,the instrument will give sound indicating to remove active solution ,if operator want to finish the active procedure ,they can press yes or No to cancel the action ,if the operator don’t have the active Electrolyte solution they can use the A solution to instead. Should be set up 30min. when the instrument need not to work continuedly the activation can be set to 1 hr the default time is 1 hr 

Calibration: operator controls the activation time according to the real condition. The default time is 30min, operator can also press the yes key or No key to enter the next step

“Calibration and self-checking”

Measurement: if the operator need to measure Na in the sample press the NO key(Sample test) notice the optimum temperature is 10C -30C

Open the sample cover, put sample under the sample probe, after adding sample , the instrument will give a sound indicating to remove the sample and then the instrument will use Na electrode to measure the concentration about 30sec 
Service Menu: the operator can gain a good usage, maintenance form the service menu and it contain a lot of item : 

1) Flushing

2) Electrode protein cleaning

3) Recalibration

4) One point calibration & two point calibration   
5) Review the slope of electrodes

6) Review the calibration factors

7) Set printer

8) Set date and time

9) Set sample ID

10) Result Review

11) QC test

(for more details back to SOP ROT-Electro-62)                            
5. Description of the Test Procedure

5.1 Test Principle

URIT -910 is based is based on advanced ion –selective electrode (ISE) technology and sensor technology .with the advantages of easy operation and accurate measurement, it is a fast, accurate, convenient and practical clinical instrument. 
ISE is sensitive to the Ion activity in the sample .when the ion concentration in the sample is below 10^-4 M and activity coefficient is close to one, the difference between ion activity and concentration can be ignored (when concentration goes over 10^-4M, the activity coefficient decreases, and the difference increases).
‘Ion –selective electrode’ means that one electrode is only sensitive to one type of ions, the Na+ electrode is only sensitive to Na+ ,not sensitive to other ions.
The key component of electrode is the ion-selective membrane. The membrane gets contact both with the sample and the internal filling solution, responding to the change of the ion concentrations in the sample. Subsequently, the conversion from ion conduction to electron conduction is carried out by inner electrode. The reference electrode, providing the reference potential for determining potential difference, does not change with ion concentrations. 

5.2 Sample Material

· Required volume: 120-250μls of serum
5.3 Instruments and Materials

· URIT910
5.4 Reagents
· standard  solution A 
· standard solution B 
· active solution 
· cleaning solution 
· protein removing solution 
· QC – solution 
· Reference solution
· Internal filling solution
5.5 Sample Preparation

Note


Handle all specimens as if they are infectious

Specimen Collection
Refer to SOP ROT-Electro-621for sample collection and preparation.
Collect venous blood into laboratory test tube sodium heparin or lithium heparin (don’t use other anticoagulant such as EDTA, citrate and oxalate may induce incorrect result).and you can use serum, plasma and urine (dilute the urine sample 1: 9 with diluents.
Specimen Storage
If sample stored at -20C will be stable for 30 days

If sample stored at 2-8C will be stable for 14 days
                                   If sample stored at 22-24C will be stable for 24 hour   

5.6 Implementation

Note


All kit reagents and specimens must be at ambient temperature

Reagent
The reagents in the kit are ready to use reagents and do not need any 

Preparation
preparations.
All information required for correct operation is read in via the respective reagent barcodes.

Note
If using frozen specimens, thaw them at room temperature and rotate it for 30 min. Spin briefly to collect specimen in base of the tube.
1. Fill in results protocol sheet form ROT-6-2-1with laboratory sample ID, instrument number, and date.
2. Follow the instrument operation instruction regarding SOP ROT Electro-621
5.7 Evaluation

Run Validation
Check run printout for result and comments. The run is not valid, if any of the following results  or comments appears for the Monitor Controls.

Note
If the run is invalid, repeat the entire test including specimen and control. 
5.8 Quality Control

Calibration
Every URIT Electro 910 reagent set has a barcoded label containing the specific Information for calibration of the particular reagent lot.
The predefined master curve is adapted to the analyzer by the use of URIT Electro 910 Calibration must be performed once per reagent lot using fresh reagent (i.e. not more than 24 hours since the reagent kit was registered on the analyzer.

Calibration must be renewed as follows:

· After 1 month when using the same reagent lot.

· After 7 days when using the same reagent kit on the analyzer.

· When required: e.g. quality control findings outside the specified limits.

Controls

· For quality control the URIT Electro-910 1 are used.
· Controls for various concentration ranges should be run as single determinations at least once every 24 hours when the electrolyte test is in use, once per reagent kit, and once after every calibration.

· Values obtained should fall within the defined limits indicated on the value sheet of the electrolyte test .
If the result of one of the controls does not fall into the limits as indicated on the data sheet, the entire run is invalid and has to be repeated after a new calibration performed.

5.9 Documentation 

· The result for each control is recorded in the Control Protocol Sheet form ROT-Electro-6-2-1
· The result for each sample is recorded in the Results Protocol Sheet Form ROT- Electro-6-2-1with remarks about sample condition (volume, turbidity) or further test requests, where appropriate.

· If a run was invalid, this is stated in the 'result' column and the respective flag or comment is recorded in the 'remarks' column. For the repeat test, the complete data are entered, again, into the Protocol Sheet as new a test run.

6. Other Valid Documents

· SOP Rcp-1-2-1: Blood Aspiration and preparation.
· SOP ROT-Electro-621: version 2011
· Form SOP ROT- Electro-6-2-1: URIT Electro910 control log file
· Form SOP ROT- Electro-6-2-1:URIT Electro910  Results Log File.
· OPERATORE’S Manual
7. Approval
· The signatures below recognize the above procedure is approved and effective the date of Biogen Laboratory Director's signature.
	
	
	

	Dr. R. M. Biogen, Laboratory Director
	
	Date

	
	
	

	
	
	

	Nader Ghanayem, Quality Assurance Manager
	
	Date


8. Appendixes

1)Usage of electrode 
2)Installation of printer

Appendix A.

Value Sheet
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Value sheet
Werteblatt
Fiche de valeurs théoriques Pribalovy letak

Ficha de valores

®
cobas
162341 22201203

Veerdiskema
Vardeark

Tabulka hodnét

Foglietto relativo ai valori  Arkusz wartosci
teorici

A célértékeket tartalmazo adatlap

Folha de valores ®UAAo TIpGVY
[REF| 11731629 322
;;gtt FBotﬂﬁ Value Range 1SD FB°S"|§ Value Range 18D Units
. f; t Flasc 3 Wert Bereich 1SD Fla sl Wert Bereich 18D | MaBeinheit
: 0 rfe] : acon Valeur Intervalle 1s ) acon Valeur Intervalle 1s Unité
stuche rasco Valor Intervalo 1DE 14560 Valor Intervalo 1DE Unidad
Confezione Flacone Valore Intervallo 1DS Hacone Valore Intervallo 1DS Unita
Dispositivo Frasco Frasco Ay
Kt Flask Valor Intervalo 1DP Flask Valor Intervalo 1DP Unidades
KI i aska Virde Omrade 1DP Flaska Vérde Omrade 1DP Enhet
-, s Veerdi Omrade 1SD| sk Veerd Omréde 1SD Enhed
SQUDrava Fa’ Qk a Homota Rozmezi 1SD Fa’ ?k 4 Hornota Rozmezi 15D Jednotka
ZUP;H\/a : Tslka Hodnota Rozsah 1SD 5 Etlslka Hodnota Rozsah 1SD Jednotka
T(:::s;w Fua Eo : Wartosé Zakres 18D Fuaﬁona Wartos¢ Zakres 18D | Jednostka
Kir oo ek | Teromdny | gsp| - Fakon Erék | Taromény | 1SD | Merskegység
LoT] ToT Tiun Eupog 18D Lot Tipn Elpoc 18D Movada
PreciControl U1 PreciControl U2
PreciControl Universal, 11731416 Elecsys 2010 and cobas e 411
157887 156227 5.09 402-616  [0.36 156230 CBC CBC - | ng/ml =gl
PreciControl TM1 PreciControl TM2
PreciControl Tumor Marker, 11776452 Elecsys 2010 and cobas e 411
152746 152726 4.36 344 -528 0.31 152727 CBC CBC - ng/mL = pg/L
158274 156073 5.21 412 - 6.30 0.36 156074 CBC CBC - ng/mL = pg/L
159794 158272 4.42 349 -535 0.31 158273 49.9 39.4 - 60.4 3.49 ng/mL = pg/L
159795 159792 5.10 4.03-6.17 0.36 159793 491 38.8 - 59.4 3.44 ng/mL = pg/L
PreciControl Tumor Marker, 11776452 MODULAR ANALYTICS E170 and cobas e 601
154287 154282 L 3.91 3.09-473 0.27 154283 CBC CBC CBC | ng/mL = pg/L
158275 156080 CBC CBC CBC 156081 455 35.9 - 551 319 ng/mL = pg/L
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Appendix B.

Symbols Sheet 
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Symbols and signs

Roche Diagnostics uses the following symbols and signs in addition to those listed in the ISO 15223-1:2007 standard. / In Erweiterung zur ISO 15223-1:2007 werden
von Roche Diagnostics folgende Symbole und Zeichen verwendet. / Roche Diagnostics utilise les symboles et signes suivants en plus de ceux listés dans le standard
18O 15223-1:2007. / Junto a los simbolos indicados en las norma ISO 15223-1:2007, Roche Diagnostics emplea las siguientes indicaciones. / Oltre a quelli indicati
nello standard ISO 15223-1:2007, Roche Diagnostics impiega i seguenti simboli. / A Roche Diagnostics utilize os seguintes simbolos e sinais adicionalmente aos
indicados no padrao ISO 15223-1:2007. / Roche Diagnostics anvender nedenstaende tegn og symboler ud over dem, der er angivet i ISO 15223-1:2007 standarden. /
Roche Diagnostics anvander foljande symboler och tecken, utéver de som anges i ISO-standarden 15223-1:2007. / Roche Diagnostics bruker felgende symboler og
tegn i tillegg til de som er listet opp i 1SO standarden 15223-1:2007. / Roche Diagnostics pouziva nasledujici symboly a znacky, véetné seznamu v normé 1SO
15223-1:2007. / Okrem znakov a symbolov uvedenych v norme SO 15223-1:2007 pouziva Roche Diagnostics aj nasledujtice symboly a znaky. / Oprocz znakéw
zawartych w standardzie ISO 15223-1:2007, firma Roche Diagnostics uzywa nastepujacych symboli i znakéw. / Az ISO 15223-1:2007 szabvanyban felsoroltakon
kivil a Roche Diagnostics az alabbi szimbélumokat és jeldléseket hasznalja. / H Roche Diagnostics xpnoiporoiei To: mopakdre oUMBoAX ko eVBEIZEIC MEPOV QUTOV
Tou TaipoiBevTou aTo mpdTuro ISO 15223-1:2007. / Roche Diagnostics, 1SO 15223-1:2007 standartlarinda listelenenlere ek olarak asagidaki sembolleri ve isaretleri
kullanmaktadir. / Roche Diagnostics #3nonasa cnefHuTe CUMBONM 1 3HaLW, 0cBeH nocoueHuTe B ISO cTaHpapra 15223-1:2007.

REF Catalogue number / Bestellnummer / Reférence du catalogue / Ntimero de catalogo / Numero di catalogo / Referéncia de catélogo /
Katalognummer / Katalognummer / Katalog nummer / Katalogové Cislo / Katalégové cislo / Numer katalogowy / Katalogusszam /
ApiBpoc korahdyou / Katalog numarasi / Karanoxe Homep

LOT Batch code / Chargenbezeichnung / Code du lot / Cédigo de lote / Codice del lotto / Nimero do lote / Lotnummer / Lotnummer /
Lotnummer / Cislo 3arze / Kod 8arze / Kod partii / Lotszam / ApiBpoc mopridac / Parti kodu / Ko Ha naptvpara

|VD In vitro diagnostic medical device / In-Vitro-Diagnostikum / Dispositif médical de diagnostic in vitro / Producto sanitario para el

diagndstico in vitro / Dispositivo medico-diagnostico in vitro / Para utilizagao em diagnéstico in vitro / Produkt for in vitro diagnostik /
Medicinsk udstyr il in vitro-diagnostik / For bruk til in vitro diagnostikk / In Vitro diagnostické zafizeni / Diagnostickd zdravotnicka
pomécka in vitro / Do diagnostyki in vitro / In vitro diagnosztikai orvostechnikai eszkéz / In vitro AioyvwoTiko larpotexvohoyiko mpoiov
/In vitro diagnostik tibbi cihaz / MeauunHcki ypen 3a uH BUTPO aMarHocTMka

Contents of kit / Inhalt der Packung / Contenu du coffret / Contenido del estuche / Contenuto della confezione / Contetido do
dispositivo / Innehall i férpackning / Indhold i pakning / Kitinnhold / Obsah soupravy / Obsah stpravy / Zawartos¢ zestawu / A kit

tartalma / Mepiexopeva ouokeuaoiag / Kit igerigi / CbobpxaHue Ha kuta

RE AG ENT Reagent / Reagenz / Réactif / Reactivo / Reattivo / Reagente / Reagens / Reagens / Reagens / Reagencie / Reagencia / Odczynnik /
Reagens / AvridpaoTnpio / Reaktif / Peaktus

C ALI BR ATOR Calibrator / Kalibrator / Calibrateur / Calibrador / Calibratore / Calibrador / Kalibrator / Kalibrator / Kalibrator / Kalibrator / Kalibrator /
Kalibrator / Kalibrator / BaBpovopnig / Kalibrator / Kanu6patop

C ONTR OL Control / Kontrolle / Contréle / Control / Controllo / Controlo / Kontrol / Kontroll / Kontroll / Kontrola / Kontrola / Kontrola / Kontroll /
Mpoturio eAéyxou / Kontrol / KowTpona

D|LUENT Diluent / Diluent / Diluant / Diluyente / Diluente / Diluente / Diluent / Spadningslésning / Diluent / Redidlo / Diluent / Rozciericzalnik /
Higitd / Apouwriké / Diliient / Qunyent

Manufacturer / Hersteller / Fabricant / Fabricante / Fabbricante / Fabricante / Producent / Tillverkare / Produsent / Vyrobce / Vyrobca /
Producent / Gyart6 / Koraokeuaotic / Uretici / Mpoussoauten

Contains sufficient for <n> tests / Inhalt ausreichend fir <n> Prifungen / Contenu suffisant pour <n> tests / Contenido suficiente para
<n> ensayos / Contenuto sufficiente per <n> saggi / O contetido € suficiente para <n> testes / Innehaller tillrackligt med reagens for
<n> analyser / Indeholder tilstraekkeligt til <n> testst / Inneholder tilstrekkelig til <n> analyser / Obsah vystaci pro <n> testt / Obsah
postacuje na <n> stanoveni / Zawarto$¢ wystarczajgca na <n> testow / <n> vizsgalat elvégzésére elegendd / MepiexOHeVo EMAPKES
yio V" e€etdoeic / <n> test icin yeterli miktarda igerir / Cbabpxa 00CTaTbuHO KONMYECTBO 32 <N> TeCTa

Use by / Verwendbar bis / Utiliser jusque / Fecha de caducidad / Utilizzare entro / Data limite de utilizacao / Hallbar till / Holdbar til /
Brukes innen / Pouzit do / Pouzit do / Uzy¢ przed / Lejérati datum / Huepopnviar Aj&ng / Son kullanma tarihi / Wanonasaitte no

Temperature limitation (Store at) / Temperaturbegrenzung (Aufbewahrung bei) / Limites de température (Conservation a) / Limite de
temperatura (Conservar a) / Limiti di temperatura (Conservare a) / Limites de temperatura (Conservar a) / Temperaturbegraensning
(Opbevares ved) / Temperaturbegransning (Férvaras vid) / Temperaturbegrensning (Oppbevares ved) / Teplotni omezeni
(Skladovat pfi) / Teplotné obmedzenie (Skladovat pri) / Przestrzegac zakresu temperatury (Przechowywac w temp.) / Megengedett
hémérséklet-tartomany / Mepiopiopioi Beppokpacio (Amobrkeuon oe) / Sicaklik sinifandirmasi (Saklama Sicakligi) / Orparuderua
3a Temneparypara (CbxpaHasarite npu)

=W <k

This way up / Aufrecht stehend aufbewahren / Conserver en position verticale / Conservar en posicion vertical / Conservare

in posizione verticale / Armazenar na vertical / Forvaras staende / Opbevares lodret / Denne veien opp / Skladovat ve vertikalni
pozici / Skladovat v kolmej polohe / Przechowywaé w pozycji pionowej / Taroléskor a nyilak felfelé mutassanak / QuA&ooeTou oe
06pBiat 6€on / Bu yonde yukari / 3npaseru no To3u HaumH

=

Volume after reconstitution or mixing / Volumen nach Rekonstitution oder Mischen / Volume apreés reconstitution ou homogénéisation
/ Volumen tras reconstitucion o mezcla / Volume dopo ricostituzione o mescolamento / Volumen apds reconstituicao ou mistura /
Volym efter utspadning eller blandning / Maengde efter rekonstituering eller blanding / Volum etter rekonstitusjon eller blanding /
Obsah po rekonstituci nebo smichani / Objem po rekonétitticii alebo zmieSani / Objetos¢ po rekonstytucji lub wymieszaniu /
Térfogat feloldés illetve keverés utan / Oykoq peté Tv avaouotaon f) Ty avapién / Sulandinildiktan veya kanistinidiktan sonra
hacim / Obem cnen pa3TBapAHe UM MUKCUPaHe
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Consult instructions for use / Gebrauchsanweisung beachten / Consulter les instructions d'utilisation / Consulte las instrucciones de
uso / Consultare le istruzioni per I'uso / Consulte as instrugdes de utilizagao / Se brugsanvisning / Se handhavandebeskrivningen /
Vennligst se brukerveiledningen / Viz névod k pouZiti / Vid névod na pouzitie / Sprawdz w instrukcji obstugi / Olvassa el a haszndlati
(tmutatét! / ZupBouheuteite TIC 0dnyieg xpriong / Kullanim talimatlarina bakin / BuxTe uHcTpyKumuTe 3a ynotpeda

For IVD performance evaluation only / Nur zur IVD Leistungsbewertung / Réactifs IVD reservés a 'évaluation des performances /
Sélo para evaluacion del funcionamiento / Soltanto per valutazione delle prestazioni / Apenas para avaliagéo de desempenho / Kun
til evaluering IVD preestation / Endast for utvardering enligt IVD / Kun til IVD evaluering / Pouze pro ovéfeni funkéni zplsobilosti VD /
Iba na preoverenie funkénej sposobilosti IVD / Tylko do oceny wynikéw / Csak IVD eredmény kiértékelésére szolgal / Movo yix
adiohdynon amodoong IVD / Sadece IVD performans degerlendirmesi igin / Camo 3a ouerka npy W+ Butpo Ouarxoctvka

Caution, consult accompanying documents / Achtung, Begleitdokumente beachten / Attention voir notice d'instructions / Atencién,
ver instrucciones de uso / Attenzione, vedere le istruzioni per 'uso / Atencéo, consulte a documentacéo incluida / Forsigtig se
brugsanvisning Huolellisuus / Férsiktighet, se handhavandebeskrivningen / Forsiktig, vennligst se tilleggsanvisningene / Upozomeni
viz pfilozen dokumentace / Pozor, protuduj prilozenti dokumentaciu / Uwaga, zapoznaj sie z instrukcja stosowania / Figyelem!
Olvassa el a mellékelt dokumentumokat / Mpoeidorioinan, oupBouleuteite T ouvodd évruna / Dikkat, birlikte verilen belgelere bakin
/ BHUMaHwe, BUXTe npuopyxasallyTe AOKYMEHTH

Biological risks (Potentially biohazardous material) / Biogefahrdung (Potentiell biogefahriiches Material) / Risques biologiques
(Matériel a risque biologique potentiel) / Riesgo biolégico (Material biolégico potencialmente peligroso) / Rischio biologico (Materiale
a potenziale rischio biologico) / Risco bioldgico (Material potencialmente perigoso a nivel biolégico) / Biologisk risk (Potentielt
biologiskt farligt material) / Biologisk fare (Potentiel biologisk risiko) / Biologisk risiko (Potensielt smittefarlig materiale) / Biologicky
rizikové (Potencionalng nebezpecny biologicky material) / Ryzyko biologiczne (Materiat potencjalnie niebezpieczny dla srodowiska) /
Biologiai kockézat (Esetlegesen biolgiailag veszélyes anyagok) / Biohoyikoi kivéuvol / Biyolojik riskler (Potansiyel olarak biyolojik
tehlikeli materyal) / Bruonoruyen puck (MoTeHUManHo 61onoriyHo-onaceH Marepuan)

Harmful / Gesundheitsschadlich / Nocif / Nocivo / Nocivo / Nocivo / Skadligt / Sundhedsskadelig / Helseskadelig / Skodlivy / Skodlivé
/ Srodek szkodliwy dla zdrowia / Egészségre artalmas / BAaBepo yia mv uysio / Zararli / OnacHo

Irritant / Reizend / Irritant / Irritante / Irritante / Irritante / Irriterande / Lokalirriterende / Irriterende / Drazdivy / Drazdivé / Srodek
draznigcy / Irritalé / Mpokaei epebiopd / Tahris edici / [pasHewo

Corrosive / Atzend / Corrosif / Corrosivo / Corrosivo / Corrosivo / Frétande / Atsende / Etsende / Leptavy / Korozivne / Srodek
powodujacy korozje / Maré / AiaBpwikd / Asindirict / Pasaxpawo

Authorised representative in the European Community / Bevoliméchtigter in der Europaischen Gemeinschaft / Mandataire dans
la Communauté européenne / Representante autorizado en la Comunidad Europea / Mandatario nella Comunita Europea

/ Representante autorizado na Comunidade Europeia / Repraesentant i det Europeeiske Feellesskab / Auktoriserad representant
i Europeiska Gemenskapen / Autorisert representant i EU / Zplnomocnény zastupce / Autorizované zastupenie / Autoryzowany
Przedstawiciel w Unii Europejskiej / Eurépai Meghatalmazott Képviseld / EZouciodonuévoe avrimpdownioe otnv Euperiaiki
KowvotnTa: / Avrupa Toplulugundaki yetkili temsilci / Otopusupat npencrasuten 8 Esponerickara O6uwHocT

This product fulfills the requirements of the European Directive 98/79 EC for in vitro diagnostic medical devices / Dieses Produkt
erfilllt die Anforderungen der Europaischen Richtlinie 98/79 EG fir in-vitro-diagnostische medizinische Gerate / Ce produit répond
aux exigences de la Directive Européenne 98/79 CE concernant les dispositifs médicaux de diagnostic in vitro / El presente
producto cumple con los requerimientos previstos por la Directiva Europea 98/79 CE de productos sanitarios para el diagndstico in
vitro / Questo prodotto & conforme ai requisiti della Direttiva Europea 98/79 CE relativa ai dispositivi medico-diagnostici in vitro /
Este produto preenche os requisitos da Directiva Europeia 98/79 CE para dispositivos médicos de diagndstico in vitro / Denna
produkt motsvarar kraven fran European Directive 98/79 EC om medicinsktekniska produkter for in vitro diagnostik / Dette produkt
opfylder kravene i Europa-Parlamentets og Radets direktiv 98/79/EF om medicinsk udstyr il in vitro-diagnostik / Dette produktet
innfrir kravene til Europaparlamentets Radsdirektiv 98/79 EF om in vitro diagnostisk medisinsk utstyr / Tento produkt pIné vyhovuje
pozadavkum Evropske direktivy 98/79 EC pro diagnostické in vitro zafizeni / Tento produkt spifia poziadavky Europskej smermice
98/79 EC pre diagnostickd zdravotnicku pomécku in vitro / Ten produkt spetnia wymogi Dyrektywy Wspélnoty Europejskiej 98/79
EC dotyczacej diagnostycznych urzadzen medycznych do stosowania in vitro / Ez a termék teljesiti az in vitro diagnosztikai
orvostechnikai eszkdzokrél sz616 98/79/EK irdnyelv eldirasait / To mpoiov auto mAnpoi Tic amouTriceic Te Eupwriaikic Odnyiag
98/79/EK yiot Tox in vitro SioyvaaTIKG: iampoTexvoAoyikd Bondrpuoma / Bu drdin, in vitro diagnostik tibbi cihazlar ile ilgili 98/79 EC
sayill Avrupa Direktifinin gereklerini yerine getirmektedir / Toau nponykT oTroapa Ha uauckeamATa Ha European Directive 98/79
EC 3a MenuumMHCKM YCTPOACTBA 3a MH BUTPO AMarHocTuka

Ml Roche Diagnostics GmbH, Sandnofer Strasse 116, 0-68305 Mannheim
www.roche.com
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Appendix C.

Testates

With my signature I testify that I have read and understood this SOP.

	Name
	Date
	Signature
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