57841, 57842, 57843

Stat Profile Prime Plus® Blood Gas, CO-Oximeter, Chemistry Controls Auto-Cartridge with Creatinine
Cartucho automatico con creatinina para controles de quimica, gases en sangre y cooximetro Stat Profile Prime Plus®, Cartouche automatique de controles de gaz du sang/CO-oxymétre, chimie
Stat Profile Prime Plus® avec créatine, Stat Profile Prime Plus® Auto-Kassette mit Kreatinin fiir Blutgas-, CO-Oximeter- und Blutchemiekontrollen, Autépato Quaiyyio uhikou gAéyxou Xnueiag
agpiwv aiparog, CO-0uueTpo Stat Profile Prime Plus®, Cartuccia con creatinina per controlli automatici chimici per gas ematici/CO-ossimetria Stat Profile Prime Plus®, Cartucho automatico
de controlos de quimica, de CO-oximetro e de Gas no sangue Stat Profile Prime Plus® com creatinina, Stat Profile Prime Plus® vérgaz, CO-oximéter, kémiai kontrollok automatikus patron
kreatininnel, 1'»0X™p DY NPOMYIX M NAP3 NMONN Stat Profile Prime Plus® Co-Oximeter 072 1, Stat Profile Prime Plus® fiigH R, CO A+ % —4—, (b RERIV
O—VAEh— )y J (FLTF =), THOE|L ALE Stat Profile Prime Plus® 8% 712, CO-Ak 57|, 515t ZHF| XS 7tE2|X|, Stat Profile Prime Plus® %5, « —S{LR-ME{ ~ LEMBARENERE (SHEF)
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Expected Ranges, Rangos esperados, Plages attendues, Erwartungsbereiche, Avapevépevo elpog, Intervalli previsti, Intervalos previstos,
Vért tartomanyok, D™MDY71 DTN, FRIFE, o4 M, e EE
CONTROL | 1 CONTROL | 2 CONTROL | 3 CONTROL | 4 CONTROL | 5

min - X- max min - X- max min - X - max min - X- max min - X- max
pH 7.212-7.242-7.272 | 7.399-7.429-7.459 | 7.597 - 7.627 - 7.657
H* nmol/L 61-57-53 40-37-35 25-24-22
PCO, mmHg 459-52.9-59.9 34.6-39.6-44.6 17.4-214-254
PCO, kPa 6.1-7.0-8.0 46-53-59 23-28-34
PO, mmHg 56.6 - 66.6 - 76.6 97.1-107.1-117.1 128.3 - 143.3 - 158.3
PO, kPa 7.5-89-10.2 129-14.2-15.6 17.1-19.1-21.1
SO, % 47 -50-53 76-79-82 88-91-94
Hct Yo 55-58-61 36-39-42 21-24-27

Na* mmol/L 138.0-142.0-146.0 | 111.9-115.9-119.9
K* mmol/L 3.72-3.97 -4.22 5.93-6.23-6.53
Cl- mmol/L 121.8-126.3-130.8 93.0-97.5-102.0
iCa mmol/L 1.00-1.08-1.16 1.36 - 1.48 - 1.60
iCa mg/dL 40-43-46 55-59-64
iMg mmol/L 0.55-0.62 - 0.69 1.08-1.23-1.38
iMg mg/dL 13-15-17 26-30-34
Glu mg/dL 73-81-89 249 - 274 - 299
Glu mmol/L 41-45-49 13.8-152-16.6
Lac mmol/L 1.7-2.0-23 6.2-6.9-7.6
Lac mg/dL 15.1-17.8-20.5 55.2-61.5-67.7
BUN mg/dL 10-15-20 35-45-55
BUN mmol/L 36-54-71 125-16.1-19.6
Urea mg/dL 21.5-32.2-429 75.1-96.5-118.0
Urea mmol/L 36-54-71 125-16.1-19.6
Creatinine mg/dL 0.60-0.90 - 1.20 5.50-6.50 - 7.50
Creatinine mmol/L 0.05-0.08 - 0.11 0.49 - 0.57 - 0.66
Creatinine umol/L £0-80-110 450 - 570 - 660
HbF* % 79.0-87.0-95.0 37.7-527-67.7 15.4-20.4-25.4
tHb g/dL 18.7-20.5-22.3 12.6-14.1-156 56-66-76
tHb g/L 187 - 205 - 223 126 - 141 - 156 56 - 66 -76

tHb mmol/L 11.6-12.7 - 13.8 7.8-88-97 35-41-47
O,Hb % 19.6 -22.1-24.6 45.0-49.0-53.0 75.9-80.9-85.9
COHb % 245-28.5-325 16.6 -20.6 - 24.6 22-6.2-10.2
MetHb % 24.3-27.3-30.3 14.7 -17.7-20.7 19-49-79
HHb % 18.1-22.1-26.1 8.7-127-16.7 4.0-8.0-12.0
1Bil* mg/dL 17.7-217-257 96-11.6-13.6 59-63-6.7
1Bil* pmol/L 302.7 - 371.1-439.5 | 164.2-198.4-232.6 | 100.9-107.7 - 114.6
1Bil* mg/L 177.0-217.0-257.0 | 96.0-116.0 - 136.0 59.0 -63.0 - 67.0
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8 (0,40). ). (2. (@b, 45) hémoglatine featale (HEF), hémoglaine fotale (tHo), blrubine fotale® xynémagionine (sz) carsoxybimaginne (comn),
Ci~, Ca, Mg, Glucase, Lacta, BUN (Urea), nndcmm - M3, guecad, eorD, BUN (urod)y cromi i on - iC a et acate,
oo 8 toou o Carig achvadon o For uyo & 50lucién de Greaiing para actvar el cartucha antes de BUN (urd) ot créatnro Gans s riveat & o1 5. Un i o charge composi nu?)uvrguns amplios o salon dchéapmine ast s
use win Stat Profile Prime Plus Aralyzers ONLY NICAENTE confos il adtes St Prols 1imo s paur factvation ce h cariauche . Pour utkisatan tPrafile Prime Plus
Intended Use Uso Indicado Ulilisation prévue
Intonced for m viro dagnostic use by heatthcare professionals for montoring the parformance of the Stat Prafile Prime Plus Dosinach ol iso egnsico  viro ot s do rafesanilesdo asalud 5ar superisat of desampena o o3 aralzaderes Dostnd 3 80 4kt pr s prsfessionnals G a 5ari paur 10 Gagnoste i v 4 o surolor a porormarce dos aralyseuts
Analyzers Stat Profile Prime Plu Stat Profile Prime
Methodology Metodologia Méthodologle
Refer to Stat Prafie Prime Plus Analyzar Instructions For Use Manual far Methadalagy and Prnciples Para canscer fa metadologia y 103 prineipios, cangulie el Manual de instrucciones do uso dol analizador Stat Profe Prime Plus Voirlo manuel d'utiisation e fanalyseur Stat Profie Prime Plus paut la méthadologi ot fes principes,
ca Composicién Composttian
Con 2303 o suflred besroongiasaltans conianog oy, sats and posanvaives, Each vl s  krown 4 Los cantroles o nivol 1,2 y 3 5an solucane: pearonats quo . sales rvantos. Cada nivel Lescanrtes o noaux 1, 2t 3 sart dossclutos amponnées do p<arsonate contarart un colrint, do sele o des agerts
and 4 known 0,0, and N, vake. Cantrols Lovel & and 5 contanag known con e un pH canotaoy 654 0qulioade a un s valar canoca do O, CO, y N, Los cantroles oo nival & y'5 a un pH conn a0 de 0, CO, 01N, Lea contibles de nveaux ¢
» iCa, Mg, Glcoss. Laciato, BUN (Ureal, Clwhmwanu:msuwnwr Eac gouch cantains a minimum of S8 oo e a R ot o e i W hoae o BN eB) Clom it oo o 15 sont des salions fampannéas cartenartos concaniaons connues de Na. K, &b 163, M, lacass, Rcite, BUN (wbe)
istzuonts of numon angin, howser Good Iaboratary practices ahGuld Be folowed dunng hanging of heso anvase contiena coma minémo 160 . @0 orgon humana. Sin amsarge, so doban s e Cagera consarvalou, Chtque sachet cortirt 2o mans 100 mk Lo e i caiammartaueun constuat
(CCLS DOCUMENT wzoT3h cumpli 5 Buonas préctcas e labormiono al manipular estos maternies. (REF. NCCLS DOCUMENT M29.72). ' humaine , cependart, do bonnes pratiques do o P cos matériaux
utions: Advertencias y precauclones: (CCLS DOCUMENT M25-72')
Max the cartriage by gonty inverting for several saconds, DO NOT SHAKE CARTRIDGE. Refor to Skt Profl NO CONGELAR. Mezcle el cartueho imviciéndolo suavements durante unos segundos, NO AGITAR EL CARTUCHO. Para conocer la Avertissements of mises en garde
of Instructions for Use Manualfor complots informatan, informacién completa, consulte ol Manual do instruceianes do uso dol analizador Stat Prafile Primo Plua. NE PAS CONGELER, Mélange: la cartauche en & refournarnt délcatement pendant plusioura seconces, NE PAS SECOUER LA
o diagnostic uso. Foicw standard practces for handiing ataratory reagon's. Indicado para 1o dagnéstica invitro. Sga las nomas esiangar para fa manipuBicién do reacies de BboMICNo CARTOUCHE. Vair lo manuel c'utfsation de Fanalyseur Stat Prafio Prime Phis pout opiane dea infarmatna compiéios

Paur usage diagnostique in utro, Suvre les pratiques stancard pout la manipulation des réacts de lasaratolro,

Almacenamiento
12.8°C (37-46°F). DO NOT FREEZE. Cansarvara 2.8°C (37-46°F), NO CON Stockage
Directions for use Instrucciones de uso o ehaRIDIE SR GINE HS EONGERRIE

e Conirols are room temperature pror 10 instalaton. i los cortok [ antes do usar. Mode d'emplol

and Leval 5 must bo charged weh creatinine syringas griof t mnsialiatian of the Cantrol Corirdige. The 2 syringes ara ladeled Loz nvoles 4y 5 creatiing artos do de contral. Las dos eringas ostan Siasausor qus las conttles sont 3 tompéraure ambant svant tiatan.
and color coded to catrespand to the ftments an the cartridge. fotulacas y cadiicacas par calor para que caincidan con los montajes en el cartueho, Los nveaux 4 ot 5 a e chargés avec des seringues o créatnine avart Finstaliaton de la cartoucre de cartrale,
Actvate o cartncgo as follows: Activo ol cartucho o 1a siguionta manara 4ot 8iquelaes 8 Cacbes ma Cauleur pour CareTpONdNa A1 TEcoaroNGs Bt 1 CaroukD
1 sriogs wth ke v gt cap 3 Sostonga g con ot do  sura raca sbajo qute 8 cubato . ke comme sut
2 Ariach one ot tno anciosed naedle assemblies 10 the syninge. Ramove the proleciive cover from tha noedia i I saringue avec ' peinto vors fo as ot enlover & caguch
3 Mot h ol i e e gt e esnae Hantand nsar v n dos ensemles i gulle inclis 4 la serngue ‘Ratrorl eouvarele da pratoction de Faigute,
la

- 00 NOT PULL BACK ON THE PLUNGER TO FLUSH

ta seringue avac faccossoife aparapié ot inséror Faguille,
Qs ce que fe conteny soit déchargé. NE PAS TIRER LE PISTON EN ARRIERE

POUR RINCE
5. Retrer fansemele aigulle/senngue
E 6. Répétor los étapes 14 5 pout lo contrdlo suvant
Verfique quo el nimera ce lota que figura en k tavl de rangos esperados coincida can ¢l nGmora do lote impraso en el cartueho. 7, Maangeria caraucho en i rtourantadlcaiamant andar 1 minto, La carouch st e & 8o utate
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Limitaciones

Los vaiares de PO, Reidiet 1 %°CIF). Por o aro, o5 esancial seguir 1as isation
rarmas de temparatura quo 30 cion . Los valores G
Fara os mstrumentor y correlos aBneates por Nova Shomasieal, Una ves insaado, ¢aca cartocn Sat Poflo Prme Plus 80 peada
atn on the system at which timo the system will ndicate e cartridge  avalid, Each canr<ge may bo inserted and removed from wtiizar por un mdximo do 21 a3 a partr do la focna de instalacidn en ol sistoma. Pasaco ose fapso, ol sistema Indiard quo ol 3 po. s
the analyzer a macmum of § tmes, cartucho no e valdo, Cada cariucho puede ser insertado y extraico del analizador hasta § vaces como maximo, ki & parie o gt gl stabaton ale 510 ytame. aprbs 2) ot 4 a1abims FAUOM 08 1 A im0 ot
Traceabilty of Standards Cumplimiento de normas valige, Chaque cartauche peut étre insérée of retrée de Tanalysour 6 fois au maxmun,
in (14 are traceasle by matnoa La hemaglobina total (#4b) y fa MotHb) son ' La Tragabilité des étafon
(COMB) and X using Analytes aro troced ta NIST Standard Roference y X u ala técnica Analtos trazasles Unémaglabine faale (145) ot i métnémaglabine (MotHo) sont ragables on isant a méthado do cyanmthémagiobie, La
Matanals, 2 les matorales de roforancia estancar del NIST. carsasynémaglonine (CON) ot Foxynémaglanine (0,1} sont ragasles en tlsart a speciopnotamlre. Los substances 4 anlyser
Referance Intervals Intevatos d reerancia 0t tracées selon les maténaux de rétdrence dtalan de NI
ormal range of these values. Las cancentracicnos estan formulacas camo valores esparados normales y anormalos en fa sangre dol pacente. So pucdo cansutar Intervalles de référence
o patart lood & alarancad 1 Tits, AW ad. 1985 Textbosk of il Cramst, WD, Saanéurs G, tors taay wam 5 Gt e ange Gings saparat do ias ke o1 savn culcent 0 Tk, Wi/ 5 1300 Tetbookof , W8 L 4 des vate i aans e sang du patient La plage chngue
Mean Valuos and Expacted Rarges i thesr own laboratory. Saunders posbie que ©s us 3uprepe atoraoro atianduo e cos valeurs dan le sang du patient est indiquée cans Tietz, NW ed. 1988 Toxtbook of Chrical Chemistry, W3, Saundors

Expectad Rangos Ranges esparados Co. Lo uthsatours pewvant saunater cstarminer les valeurs moyennes ot los plages atiendues dans leur propre laboratore.

d rango for each parameter was dete: at Nava Blamedical uting replicate determinations on Nova analyzers, Th £l range esperaco para <aca pardmeto ha Nova ropicacas an Plagos attenduss
expeciod range indicaics the maxmum devatens from the Moan Value that may e expocied under aiffaring tasoratary condians for analizacores Nova. El rango esperada indica las desvaciones maximas del valkar mecio que puedon esporarse bajo condicanes La plage attencue pou
instruments aperatiog Refer e labarataria dferantes para nstrumentos que funcianan dentro de las especticaciones. Conaute la Tabla de rangos asparados, Nova, La phage atiane

nague parameve a 66 déterminée 4 Nov
Inciaus s 8cart maximaue e 1 valour moyonno pouvant e orus dans s conatiom 5o aboratas
s fonctionnant selon les spécicatians. Varele tableau Plages axendue:

*Not availabie in e USA o for Pointof.Care/Near-Paiont Testing use “No disponible an EE. UU. 0 pra uso en pruchas on punte de atencn del pacionts. *Non disponible aux Etats-Unis ni pout les points dintervonton/analyacs délacalistes,
INCCLS Dacurment 1M25-T2. INCCLS Cocumant M29-T2. INCCLS Cocumont M29-T2

2How to Defino and Dolormine Referance Infervals in tho clinkal laboratory; approved 2How fo Dafine fory. approved 2o o Dae and Delermine Roferros intervals i i cincal ooy, spproved
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