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1. 
Purpose

The URIT-810 chemistry analyser is intended for use in cojunction with certain reagent to quantitavely perform chemistry and immunology tests on a variety of clinical samples, such as serum, urine  cerebrospinal fluide and plasma. The instrument is only for Professional, in vitro use in hospitals clincs, and laboratoires. 

· To detect high blood glucose (hyperglycemia) and low blood glucose (hypoglycemia) in order to screen for diabetes in people who are at risk before signs and symptoms are apparent; in some cases, there may be no early signs or symptoms of diabetes.
· Help diagnose diabetes, prediabetic and gestational diabetes. 
· Monitor glucose levels in people diagnosed with diabetes
[bookmark: _GoBack]

2. 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


3. Terms and Abbreviations
· μl		microliter
· mg/dl              milligram per decilitre 


4. Safety Guidelines
· Wear lab coat, 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  

5. Description of the Test Procedure
5.1 Test Principle
Glucose is oxidized by glucose oxidase to gluconate and hydrogen peroxide according to the following equation.

                                   GOD
Glucose + O2+ H2O                H2O2 + Gluconate
                                                                           POD
2H2O2 + Phenol + 4 – Aminophemazone                      HO2 + Quinonimine
  
5.2  	Test Principle Procedure:
	
	Blank 
	Standard 
	Sample 

	Standard
	-
	10μl
	-

	Sample 
	-
	-
	10μl

	R1 
	1ml 
	1ml
	1ml


Mix, incubate 5 min at 37C, measure the absorbance at 500 nm (490-550nm) against the reagent blank. 
-(The colour is stable 20 min).  
 5 .3 Sample Material 
· Required sample: 	serum (not haemolysed). Plasma collected on heparin fluoride or heparin iodoacetate (not haemolysed) .Spinal fluid. 
5.4   Instruments and Materials
· URIT 810          


5.5  Reagents
Liquid reagent R1
Standard R2 
5.6  Sample Preparation
Note			Handle all specimens as if they are infectious

Specimen Collection	Refer to SOP ROT- Chem-6016

-For sample collection and preparation.
Collect whole blood sample through vein-   puncture and store it in a clean sample tube,   then centrifuge the sample to get serum.
Specimen Storage	serum must be kept at RT for 6 hours and at 2-6C for one month

5.7Implementation
Note			all kit reagents and specimens must be at ambient temperature

Reagent	most   reagents in the kit are ready to use reagents   , some of these reagent need to prepare before use.
Preparation	
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-6-0-16with laboratory sample ID, instrument number, and date.
2. Follow the instrument operation instruction regarding SOP ROT-Chem- 6016


5.8  Evaluation
Run Validation	Check run printout for results 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. 

5.9  Quality Control
Calibration	Every URIT Chem- 810 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 Chem -810.
Calibration must be performed once per reagent lot using fresh reagent (i.e. more than 24 hours since the reagent kit was registered on the analyser).
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 Chem -810 1, 2   are used.
· Controls for various concentration ranges should be run as single determinations at least once every 24 hours when the chemistry   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 chemistry   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.
                     -Normal Range : 100 mg / dl

5.10 Documentation 
· The result for each control is recorded in the Control Protocol Sheet form Rot-6-0-16
· The result for each sample is recorded in the Results Protocol Sheet Form Rot-6-0-16 with 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-Chem-6016: Operating Blood 05/2012
· Form SOP ROT-Chem-6016: URIT chemistry 810control log file
· Form SOP ROT-Chem -6016: URIT chemistry 810 Results Log File.
· OPERATION 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
A. REPLACEABLE  PARTS LIST 
B. ITEM SEQUANCE AND ABBRIVIATION 


Appendix A.

Value Sheet
[image: CEA data sheet]


Appendix B.

Symbols Sheet 
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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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PreciControl U1
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PreciControl TM1
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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 1SO 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
1SO 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 padréo 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 anvénder foljande symboler och tecken, utdver de som anges i ISO-standarden 15223-1:2007. / Roche Diagnostics bruker folgende symboler og
tegn i tillegg til de som er listet opp i ISO 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 1SO 15223-1:2007 pouziva Roche Diagnostics aj nasledujiice symboly a znaky. / Oprcz znakéw
zawartych w standardzie ISO 15223-1:2007, firma Roche Diagnostics uzywa nastgpujgcych symboli i znakow. / Az ISO 15223-1:2007 szabvanyban felsoroltakon
kiviil a Roche Diagnostics az alabbi szimbélumokat és jeldléseket haszndlja. / H Roche Diagnostics xpnoiporoiei T mxpakdme oUpBoAa Kai evBeiZeic mepav autv
Tiou maparmievtan oto mpdTurio ISO 15223-1:2007. / Roche Diagnostics, ISO 15223-1:2007 standartlarinda listelenenlere ek olarak asagidaki sembolleri ve isaretleri
kullanmaktadir. / Roche Diagnostics 3nonasa cneHuTe CUMBONM 1 3HaUW, ocse nocouenuTe B ISO cTawpapra 15223-1:2007.

Catalogue number / Bestellnummer / Référence du catalogue / Nimero de catélogo / Numero di catalogo / Referéncia de catalogo /
Katalognummer / Katalognummer / Katalog nummer / Katalogové Cislo / Katalégové Cislo / Numer katalogowy / Katalogusszam /
ApiBpoc karoAdyou / Katalog numarasi / Katanoxew Homep

Batch code / Chargenbezeichnung / Code du lot / Cédigo de lote / Codice del lotto / Nimero do lote / Lotnummer / Lotnummer /
Lotnummer / Cislo Sarze / Kod $arze / Kod partii/ Lotszam / ApiBuog mopTida / Parti kodu / Kon Ha naptwnara

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 utilizago em diagndstico in vitro / Produkt for in vitro diagnostik /
Medicinsk udstyr til in vitro-diagnostik / For bruk til in vitro diagnostikk / In Vitro diagnostické zafizeni / Diagnosticka zdravotnicka
pomécka in vitro / Do diagnostyki in vitro / In vitro diagnosztikai orvostechnikai eszkoz / In vitro AixyvwaTiko lorpoTexvoAoyiko mpoiov
/In vitro diagnostik tibbi cihaz / MenuumHcky ypen 3a v+ BUTPO aMarHocTvka

Contents of kit / Inhalt der Packung / Contenu du coffret / Contenido del estuche / Contenuto della confezione / Contetdo do
dispositivo / Innehall i forpackning / Indhold i pakning / Kitinnhold / Obsah soupravy / Obsah supravy / Zawartos¢ zestawu / A kit
tartalma / Mepiexopeva ouokeuaoiog / Kit icerigi / Chabpxatue Ha kuta

R E AG ENT Reagent / Reagenz / Réactif / Reactivo / Reattivo / Reagente / Reagens / Reagens / Reagens / Reagencie / Reagencia / Odczynnik /
Reagens / Avtidpaoiipio / Reaktif / Peaktus
C ALI BR ATOR Calibrator / Kalibrator / Calibrateur / Calibrador / Calibratore / Calibrador / Kalibrator / Kalibrator / Kalibrator / Kalibrétor / Kalibrator /
Kalibrator / Kalibrator / BaByovopnTig / Kalibratér / Kanu6patop
CONTROL Control / Kontrolle / Contrdle / Control / Controllo / Controlo / Kontrol / Kontroll / Kontroll / Kontrola / Kontrola / Kontrola / Kontroll /
Mpdrurio eAéyxou / Kontrol / Koxtpona

Diluent / Diluent / Diluant / Diluyente / Diluente / Diluente / Diluent / Spadningslosning / Diluent / Redidlo / Diluent / Rozcierczalnik /
Higitd / Apauwiko / Diliient / Ounyext

Manufacturer / Hersteller / Fabricant / Fabricante / Fabbricante / Fabricante / Producent / Tillverkare / Produsent / Viyrobce / Vyrobca /
Producent / Gyartd / Koaokeuaarrc / Uretici / MpoussoavTen

Contains sufficient for <n> tests / Inhalt ausreichend fir <n> Prafungen / Contenu suffisant pour <n> tests / Contenido suficiente para
<n> ensayos / Contenuto sufficiente per <n> saggi / O contetido é suficiente para <n> testes / Innehaller tillrickligt med reagens for
<n> analyser / Indeholder tilstraekkeligt til <n> testst / Inneholder tilstrekkelig til <n> analyser / Obsah vystaci pro <n> testti / Obsah
postacuje na <n> stanoveni / Zawarto$¢ wystarczajaca na <n> testow / <n> vizsgalat elvégzésére elegendd / Mepiexopevo eNapke
yio v e€eTdoeic / <n> test icin yeterli miktarda igerir / Cbabpxa NOCTATbYHO KOMMUECTBO 3a <N> TecTa

Use by / Verwendbar bis / Utiliser jusque / Fecha de caducidad / Utilizzare entro / Data limite de utilizagao / Hallbar till / Holdbar til /
Brukes innen / Pouzit do / Pouzit do / Uz przed / Lejarati datum / Huepopnvio AqZng / Son kullanma tarihi / Manonasaiite no

Temperature limitation (Store at) / Temperaturbegrenzung (Aufbewahrung bei) / Limites de température (Conservation &) / 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-tartomény / Mepiopiopoi Beppokpacio (Amobrkeuon oe) / Sicaklik sinirlandirmasi (Saklama Sicaklig) / Orpatmyerua
3a Temneparypata (CbxpaHagaiTe npu)

=W 4k

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 / Przechowywac w pozycji pionowej / Tarolaskor a nyilak felfelé mutassanak / QuAdoosTon oe
0OpBia B¢on / Bu yonde yukari / ianpaseni no 1031 HaumH

=

Volume after reconstitution or mixing / Volumen nach Rekonstitution oder Mischen / Volume apres reconstitution ou homogénéisation
/ Volumen tras reconstitucién o mezcla / Volume dopo ricostituzione o mescolamento / Volumen apds reconstituico ou mistura /
Volym efter utspadning eller blandning / Maengde efter rekonstituering eller blanding / Volum etter rekonstitusjon eller blanding /
Obsah po rekonstituci nebo smichéni / Objem po rekonétiticii alebo zmiesani / Objetos¢ po rekonstytucji lub wymieszaniu /
Térfogat feloldas illetve keverés utén / Oykog peté v avaoUoTaon f Ty avapiZn / Sulandinldiktan veya kanstinldiktan sonra
hacim / Obem cnen pasTBapAHe Unk MUKCHpaHe

!
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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' navod na pouZitie / Sprawdz w instrukcji obstugi / Olvassa el a haszndlati
Gtmutat6t! / ZupBouleuteite TiC odnyiec xpriong / Kullanim talimatlarina bakin / BuxTe uHcTpykuwwTe 3a ynotpeba

For IVD performance evaluation only / Nur zur IVD Leistungsbewertung / Réactifs VD reservés a I'évaluation des performances /
Sélo para evaluacion del funcionamiento / Soltanto per valutazione delle prestazioni / Apenas para avaliagao de desempenho / Kun
til evaluering IVD preestation / Endast for utvérdering enligt IVD / Kun til IVD evaluering / Pouze pro ovéfeni funkéni zpusobilosti IVD /
Iba na preoverenie funkénej sposobilosti VD / Tylko do oceny wynikéw / Csak IVD eredmény kiértékelésére szolgal / Movo yix
aZiohdynon amddoong IVD / Sadece IVD performans degerlendirmesi igin / Camo 3a ouetka npyu W Butpo uarHocTvka

Caution, consult accompanying documents / Achtung, Begleitdokumente beachten / Attention voir notice d'instructions / Atencion,
ver instrucciones de uso / Attenzione, vedere le istruzioni per 'uso / Atencéo, consulte a documentacéo incluida / Forsigtig se
brugsanvisning Huolellisuus / Férsiktighet, se handhavandebeskrivningen / Forsiktig, venniigst se tilleggsanvisningene / Upozomeni
viz prilozend dokumentace / Pozor, prodtuduj prilozend dokumentaciu / Uwaga, zapoznaj sig z instrukcjg stosowania / Figyelem!
Olvassa el a mellékelt dokumentumokat / Mpogidorioinan, oupBouAeuTeiTe Ta ouvodd évruro / Dikkat, birlikte verilen belgelere bakin
/ Brumarive, BUXTE NPUOPYXaBALLTE AOKYMEHTU

Biological risks (Potentially biohazardous material) / Biogefahrdung (Potentiell biogefahriiches Material) / Risques biologiques
(Matériel a risque biologique potentiel) / Riesgo bioldgico (Material bioldgico potencialmente peligroso) / Rischio biologico (Materiale
a potenziale rischio biologico) / Risco bioldgico (Material potencialmente perigoso a nivel bioldgico) / Biologisk risk (Potentiellt
biologiskt farligt material) / Biologisk fare (Potentiel biologisk risiko) / Biologisk risiko (Potensielt smittefarlig materiale) / Biologicky
rizikové (Potencionlné nebezpeény biologicky material) / Ryzyko biologiczne (Materiat potencjalnie niebezpieczny dla $rodowiska) /
Biologiai kockézat (Esetlegesen biolégiailag veszélyes anyagok) / Biokoyikoi kivduvol / Biyolojik riskler (Potansiyel olarak biyolojik
tehlikeli materyal) / Bruonoruiex puck (TToTeHUMANHO B1ONOrUUHo-oNaceH marepuan)

Harmful / Gesundheitsschadlich / Nocif / Nocivo / Nocivo / Nocivo / Skadligt / Sundhedsskadelig / Helseskadelig / Skodlivy / Skodiivé
/ Srodek szkodliwy dla zdrowia / Egészségre artalmas / BAaBepo yia v uyeiat / Zararli / OnacHo

|rritant / Reizend / Irritant / Irrtante / Irritante / Irritante / Irriterande / Lokalirriterende / Irriterende / Drazdivy / Drazdivé / Srodek
drazniacy / Irritald / Mpokoei epebioud / Tahrig edici / OpaHewo

Corrosive / Atzend / Corrosif / Corrosivo / Corrosivo / Corrosivo / Fratande / Atsende / Etsende / Leptavy / Korozivne / Srodek
powodujgcy korozje / Mard / AiaBpwrikd / Asindiric / Pasaxpawo

Authorised representative in the European Community / Bevollméchtigter 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 Europaeiske Feellesskab / Auktoriserad representant
i Europeiska Gemenskapen / Autorisert representant i EU / Zpinomocnény zastupce / Autorizované zastupenie / Autoryzowany
Przedstawiciel w Unii Europejskiej / Eurdpai Meghatalmazott Képviseld / EZoucioSompévog avrimpoowrog omv Euperaiki
KowoTno / Avrupa Toplulugundaki yetkili temsilci / Otopusupan npencrasuten 8 Esponerickara ObwHoct

This product fulfills the requirements of the European Directive 98/79 EC for in vitro diagnostic medical devices / Dieses Produkt
erfiillt die Anforderungen der Européischen 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 diagnéstico 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 til in vitro-diagnostik / Dette produktet
innfrir kravene til Europaparlamentets Radsdirektiv 98/79 EF om in vitro diagnostisk medisinsk utstyr / Tento produkt piné vyhovuje
pozadavkum Evropské direktivy 98/79 EC pro diagnostické in vitro zafizeni / Tento produkt spifia poziadavky Eurépskej smernice
98/79 EC pre diagnosticki zdravotnicku pomécku in vitro / Ten produkt speinia wymogi Dyrektywy Wspéinoty Europejskiej 98/79
EC dotyczacej diagnostycznych urzadzer medycznych do stosowania in vitro / Ez a termék teljesiti az in vitro diagnosztikai
orvostechnikai eszkozokrol sz6l6 98/79/EK iranyelv elgirasait / To mpoiov awto mAnpoi Tic amarmmoeic Te Eupwraikie Odnyiac
98/79/EK yiok Tox in vitro BloryvewoTikd: ioTpoTexvohoyiké Bonripara / Bu drin, in vitro diagnostik tibbi cihazlar ile ilgili 98/79 EC
sayili Avrupa Direktifinin gereklerini yerine getirmektedir / Toau nponykT oTroaps Ha uanckeauaTa Ha European Directive 98/79
EC 3a MeULUMHCKY YCTPOWCTBA 3@ UH BUATPO AMArHOCTUKA
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