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CONTROL |1

min - X- max

CONTROL | 2

min - X- max

CONTROL | 3

min - X- max

[conTRoL [4]

min - X- max

CONTROL | 5§

min - X- max

pH 7.202-7.232-7.262 | 7.404-7.434-7.464 | 7.602-7.632 - 7.662

H* nmol/L 63 -59 - 55 39-37-34 25-23-22

PCO, mmHg 47.5-545-61.5 34.5-39.5-44.5 174-214-254

PCO, kPa 63-7.2-82 46-53-59 23-28-34

PO, mmHg 54.5-64.5-745 96.8-106.8-116.8 | 130.6 - 145.6 - 160.6

PO, kPa 72-86-99 129-14.2-155 174-19.4-214

50, % 47-50-53 76-79-82 88-91-94

Het % 57 -60- 63 37-40-43 22-25-28

Na* mmol/L 137.7-141.7-145.7 | 111.8-115.8-119.8
K* mmol/L 3.69-3.94-4.19 5.93-6.23-6.53
Cl- mmol/L 122.3-126.8-131.3 | 93.4-97.9-102.4
iCa mmol/L 0.99-1.07-1.15 1.37 -1.49 - 1.61
iCa mg/dL 40-43-46 55-6.0-6.5
iMg mmol/L 0.56 - 0.63-0.70 1.06-1.21-1.36
iMg mg/dL 14-15-17 26-29-33
Glu mg/dL 73-81-89 251 - 276 - 301
Glu mmol/L 41-45-49 13.9-15.3-16.7
Lac mmol/L 17-20-23 6.3-7.0-7.7
Lac mg/dL 15.1-17.8-20.5 56.1-62.3-68.6
HbF* % 79.0-87.0-95.0 40.9-55.9-70.9 19.8-24.8-29.8

tHb g/dL 18.7-20.5-22.3 12.6-14.1-15.6 55-6.5-7.5

tHb glL 187 - 205 - 223 126 - 141 - 156 55-65-75

tHb mmol/L 11.6-12.7-13.8 7.8-8.8-9.7 34-40-47

0,Hb % 19.6-22.1-24.6 45.3-49.3-53.3 75.9-80.9-85.9

COHb % 24.5-285-325 16.5-20.5-24.5 23-6.3-10.3

MetHb % 24.2-27.2-30.2 14.4-174-204 17-47-77

HHb % 13.2-22.2 26:2 281219 168 4.0-8.0-120

tBil* mg/dL 17.8-21.8-25.8 9.6-11.6-13.6 59-6.3-6.7

tBil* pmol/L 304.4-372.8-441.2 | 164.2-198.4-232.6 | 100.9-107.7-114.6

tBil* ma/L 178.0 - 218.0-258.0 | 96.0-116.0 - 136.0 59.0 - 63.0 - 67.0
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Product Description

f: pH, PCO,, PO, SO,, harmatocri (Het), fotal hemoglobin
) total iruin (1), ynomogioni (O.Hb), carsony hemesiobin (COHo), mEthamaglosin (MaiH), and

(HBF*).dotal hemoglabin (tHb),
ove's 1,2 and 3 as wel as Nar, K, G-, iCa, IMg, Glucose, and Lactate in Lovel & anc 5. For use with

deoxyhemogiobin (HH
St Profle Prime Plus
Intended Use

Irtonded for 1 i dagnste use by hoalincare professionats for manioring the perfarmance of the Stat Prafle Prime Plus Analyzers

iology and Principles.
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), (1H5), (31,

(COHb),

(Metb) y cesoxinemrogiobing (HH3) on niveles 1, 2y 3, ademds do Nar, K-, Cr-, Ca, Vg, Glucosa y factata on nveles 4 y 5. Para
usar UNICAMENTE con los analzadoros Stat Proflo Prime Plus

in vitro por parte de profesiorales de la salud para supervisar el desempero de los analizadores

Para conseor la motodologia y los principios do pructa, consuke ol Manual de instrucciones do uso del analzador Stat Profle

u
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. DO NOT SHAKE CARTRIDGE. Refer to Stat Profile
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Slora 2. (37459, DO NOT FRE

Directions for use
ot

Mix Cartridge well by gos
anges Tablo carresponds o tha Lot Numbat on the cardge. Rof
al for complete directans.

for 1 minute. Vrity that the Lot
Number on th £x 0 Stat Profile Prime Plus Analyzer

Instructions for Ust

Limitations
PO, st iy Aol s sty R et Wt ot g e
dasered n “Drections for Use” The

Smoea Onca mialod s S Prtte i Bt Car ey v vt (1 8 s 35 oy e v i aBsion
cato on tho systom at which tima tho systam wil indicate the carrdge s invald, Each cartridgo may be inserted and removed from
the analyzer a maximum of 6 &

Traceabiity of Standards
b (i

glabin (Methe) aro traceatlo by using

tlons oM conocdoy st ocuitraco  un v
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raies,
{CCLS DOCUMENT M29-72))

tirtura, saies y
(o5 da rivel 4 y 5 son solucanes tamporadas
rsarvartes. Cada anvaso contne 100 ml.

fas y pracauciones:

NO CONGELAR 1 it 5. NO AGITAR EL CARTUCHO. Para conoce ka
oo M i, ¢ Prafilo Prime

Indicaco par tro. Siga fas. ¢ para la ma act b

Almacenamiento

Consarvar a 248°C (37-46'F), NO CONGELAR,

Instrucciones de uso

Description du produit

Matériau de cantdle do s pH, FCO,, PO, SO, hématocrie

(e ramegioons e (45, hémogienino wale (), biubine toa u_w nxyhcmosluhw‘a( carbaxyhémoglobine

(cots), . 2¢13 ainsi quo . Ca. Mg, glucose
les et cemon 2sec o snahns

Utlisation prévus

Destiné 4 dtre ublsé par les professionnels do la sarté pour o diagnostic i viro afin do suvellor b performance des analyseurs Stat

Prafle Prime Plus

Méthodalogie

Vairle manuol d'uthsation de Tanalyseur Stat Proffe Prime Plus pour la méthodelogio e los principes.

Composition

Los contrales de nveaux 1, 2 ot 3 sant dos

conservateurs. Chaque rvoay a un pH canns
i

mponnées do bicarbonate cantonant un colarant, des sals ot des agerts.
willré a une valeur connue de O,, CO, ot N,
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Stockage :
Stocker enro 2 ot B °C. NE PAS CONGELER,

Mode d'emploi

Mélangor ta cariaucho en a tetousnart dcstamart

Asogiressdo o o olos el ik uiore st d i e Yol o o il o diario
1 minuto, tasla de impreso en el
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de lot sur la cartouche,

o tavlea
Uil manud ¢ cication de Fanalysaur St Proflo ovore Fus b ot 4ok msietors :nmplu 5.

Limites dutilisation
Lesvalours i PO, Vasient invrsarmt v ntompisatu (sviton § K/°C), Par conséquent, d st ossanil do suve o desctvos
3L

cartucho, Para canocer las insts e e o o B Plus.
Limitaciones
Los valores do FO, varian en proporcién inversa a  termpentura (aproxiradamente 1 %/°CIF), Por o tarto, es asen as
normas de' emporatura que sa describen en \a seccén’ . Los

y 1 Ura voz inetaiado, cada cartucho Sta

fl Prime Pie 3 puad
el

iy porun ma indicard q

;a?vﬂuh'n:hﬂ do | sistora. Pasado ese lapso, el 5
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Expected Ranges

Tho exected range for cach aramae: at Nov on Nova analyzers. The
om 18 Moan Valys that ey be expecied oncer aflanng aboraiory condilons or
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ailable i the USA of for Peint-of-Car

it Tosting usa.

INCCLS Document M29-T2.
2How to Define and Determine Relerenco Intervals in the clinzal laboratery; approved
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materiles de foforanca ostincar del NIST.
Intervalos de referencia
L

fabnaués par Nova kbt instalée, dant un maximum
de 36 jours 3 part de la date dnstallation infiale sur lo systéme, aprés 35 jours le systeme indiquera que ka cartouche n'est pas
valide, Chague cartauche peut étre insérée et retrde do Faralyseur 6 fois au maximum.

Tragabilité des talons

Uhémaglobine totale (445) et la uthsant fa étné ta
carboxynémaglobine (COHB) ot Faxyhémaglobine (O, ma) sont tracables en Los substa l
sont tracéos salen los matériau do référenco étakons do NIST.
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*No disponitle en E. UU, o para uso en prubas en punto de atencién del pacionto.
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Produktbeschraibung Neprvpagii mpoiviog Descriziono dal prodotio
H, PCO,, PO,, SO, Hamataket (Het), etales Hamoglabin (HBF), e i g, PO, PO, SO, astonin (1), ifpuasiy ot por .0, PO, 50, e (.
(o), - (89), G v, (MotHe) ), . rXlepudaint (1) ) He) mogiobina toale (tHb), (@, 1
uné Desoryhamoglobin (HHb) in Stufen 1, 2 und 3 sowto Nar, K', Cr-. 1Ca, M3, Glukose und Lactatin Stufen 4 und 5. NUR 2ur (con) (Metio) 25013, i i upeggus melzumoglabma W) o cosmmamogiobra (FE) i Ll 1,20, fancnd N K. e e a asas et Ll
Vorwandung mi Stat Pratle Prime Plus Analysegerdien. P i ineba & k5. 1 o5, at Profle Prime Plus
STS— ol ovihsons Sht Pt e ot Usa provisto
Fir dio Fach ' g dor Loiatung dar ivn gpiion Provisio por Fuso dagnostico h Wiro da parto d operat per dole tProfle
Verfahrensweis xotianin & wotpati i inv 1 ’ Primo Pl
De tur Prime Plus Analy: ¢ 24 entrehmen, Prime Plus. Matodologia
HMegaBoroyia princip X Profte Prime Plus.
Zusammensetzung 3 i 7
. dio Farbstot, Salze und Kanservierungsmittal enthatien, Avarpigic priong in i Profle Prime Pls ya 1n ucBoBokayia ke g GpxEs. Composkions
ndo Siufe hat einon bokannton pH-Wort und ist au! einen belanntan Oy-, CO,- und N, Wert aquilbriert Di Karirlln dor St & zivacon Veortroll dei Lol 1, 2  sali e consorvant, -
und 5 sind gepufferte Losungen, de bekanrte Konzentiationon van Na', K-, 1, iCa, itg, Glukose, Lactat u yxou 1, 24013 chval Saduae, ta onol i) puoi. Kaec P 8 ,» €O, 6 N, noto. | cantrall doi Livell 4 o 5 sora soluzior tamponate contananti concentiaziori
enthakan. Joder Beutal onthalt mindostans 100 Ursprungs, jodoch sind iy 104 0,, CO, ka1 N,. i h 5 Biahiyarc, 10 noto di Nar, K, Ci, iCa, iMg, glucos Cascuna 100 mi | controli o
i dor Handhabung dieser Kontrollen guto Laborpraktiken zu bofolgen enoia nepitxouy wwords auyrepons vulplcu' m\, ~ YhplogR eI, i . atenersi futtavia allo buone pratiche d laborataria nel maneggiae Guest matonal
(REF. NCCLS DOKUMENT M29-72') yhuning, 00 mL. To uhd (FARE RIF. AL DOCUMENTO NGCLS M28-72).
WamNinwalcs uma Vorelchtsmagmanien: vans, wordoo T ot oA Aot et o A € Rrobatant
NICHT EINFRIEREN, 5 g 9 . DIE KASSETTE NCHT 46 AR, ETPASOY NCCLS M52, EUARE. Miscolare la por NON AGITARE LA CARTUCCI
SCHUTTELN. fur o sm\ Protlo Prime Pl i Por . vedero | truzioni p Praile Prime Pls.
Zum Gebrauch boi dor Inviro-Diagnase bestment. Dio ublehe stzu i Saiiero \EITE TO @YXITIO, Salo po . Adettaro o » [ 3
buloig Avarpttic ot o Sofonc e auarcuc Proflo Prme Plus yia i i "
Lagerung xefonin i ouien npssic e sedguinloli Cansonare 8 25 °C (3748 ) NON CONGELARE
8ei 2.8 °C lager, NICHT EINFRIEREN Amosiikeusn = 5
truzioni per luso
iy AnoBixeuan o10ug 2-8°C (37-46'F), MH KATAYYXETE. e G i G
Vor L Um sio gut . die Karsetto eine Min Obnyics xprions por 1 minuto, Controlare che I dilotto rportata nella
g vermink wanten, Sarsieten,dvie B i 1a s vy et o Sonsacis Sugiog gy e IL4BHGn Ao cartuesia, Por 3 Plus
sind o for das Stat Proflo Prime Plus amiaké yia 1 A6, EnaMBeiore g o Apiy Apiud riapiibag Lrieastont
himen. Oy Xprong 3 Plus yia g P S
Analysegerat 2u entnehmen, pion 1n Vvalori FO, (crea 1%1°CI'R), indicazioni di termparatura
Emschrinkungen Nepiopiopoi doscritie nella sezione “Tstruzioni per [usar, | valon degh per gl strument o
FO,Worto andern sich im urgokehten Vorhaknis zur Temperatur (ca. 1 %/°C). Aus diosen Grund it es wichtig, d Ortpi FO, Brzatsouy i 17CLR), i, e g Nova Bomadical Stat Protle Prime Plus pud per un massme di 35 giom
T parsmohBaian e Gubmabchinyoas 2 beloyar Do Wt 01 Gl anwatcion Baeice gohen it 5t Yo Nove i o3 o Eupin data originale sul sistema, trascorsi 36 giorni | istera indicherd cho la cartucea non & pid valda. E consantto
Kassetto kann maximal 35 Tago lang ab 112 by e Wik chéou Tow katcoscuSiovic aid 1 Nova Biomedical Muid iy cyeendorcan, kéSe suaiyyo Siat Prfie Primo Plis t e.
ungiltg ist. Jodo i Traceiabilta
Kasaat v corys 1oty issinimticde e L
AvigvuoéTa TRoTdMWY ) Ghianalti

Rickfiihrbarkait der Standards
(tHb) und

(Meth) sind ubor nachweisbar,
e Annly(u sind aut

(0,Hb) sind

H ok aioosarphn (1) ko 1 peBersoasaiphn (Velhs), avivedaviat c 1n XpAon in EOsS0s KucvaycBanisaoaping. H

(COHb)
dos NIST ruciduhibar.
Referenzinterval

tx Tpog 1a MpAIuTIa ukixd avapopdg NIST (NIST Stardard reference matarials).
iaovipara ovagepds

e
Dio Konzentrationen sind so farmulert, dass sie normalen und

Wetten . Dor
omwariete A Tiotz, N, W Hg., 1986, Textbook of Cimical Chemisry, W3,
‘Saundors Co. aufgefahrt. Bei Bedart kann dor # und abor ermittoln?

Erwartungsbereiche
Der u

guaiolayiel
o v o e Sl v B goaeR e ot e T, NV o, 1080 Texsodea Gt Coare mistry, W, Saunders.
Co. O yeRates cvBexoyveg Va cBusiodv 16v KaBaPITH T MEGW TGN Kal AVSKIVBHCVLN tupaN 010 BikS 101 epyaotigio’

Avapevipevo eipog

(com) 0
i material d rfenimento per gli standard NIST.
Intervall di riferimento

o anormali o . A ntervalk q
valori el sangue de pazient; s fa rderimento in Tiotz, NV ed, 1986 Textbook of Clinical Chemistry, W8, Saunders Co. Si consigla
i previsti par il
il
o previsto pe Gascun paramero é sato dutoiminato jresso Nova Borediel utlazanda deleminazion) epliato su
Lintarvalo previsto

i . Neva Nova- To ovauvbyevo ipos ya e napdystpa saSopionnas an ke i i v ot
ettt Dot g . die unte ougasés avéluang Nov: tn Mian fiuf nou pmopei va avapiveiay

Labrbedingunger fur innethals der festgelegten Grenawerta erwarten sind, Nahores siche Taello owBRKES yia 6 i o ? Nivaxa

den Erwartungsboricher AvauevEuTLN EupiN.
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Termékismortatés

pH. PCO, PO, SO, hemalgat (Hef, mageal
bemogioin (HF) ttl homogiobin (Hb). shes wleuti (m),

iten, tevibba Na

(0;Hb).
(Ca, iMg, glukz, & It £, 64 5, cinten, CSAK Stat

. 2 Stat Prafile Prime Plus analzitorok telesitményének

para montarizat BH, PCO,, pO,, SO,. hematbcrito (Hcl), hamoglobina
fotal (HYF*), hemogicoina total (), Bikrub . Hb),
b i 0 SN IP IMa iR s G O e 4105 Pt bime P amaerei mosindands
Utitzago prevista Rendohetésszerd hasznilat
viro por ade para Stat Profile Prime
Pus mantorozdsdra.

Vedore Ia tabolla degl intervall previst.

“Ne ibile negh USA 6 non per
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oglobin "ons 1abann (O,Hb) wyon pann (tHB) paives v 10° (tBil) H92 pahnnn (*HEF) maw priva
0113 312 2 M3,(COHb) methemoglobin (MetHb) deoxyhemoglobin (HHb)
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padtio para " Tirolis iS5 s> Analyzer
Amazemamanto 2-8 °C (3745 *F) homérsiideton tirokinds. TILOS FAGYASZTAN [ mrepiey mnn] resgents 3512703 [pRA MR 18 3p 5 o1 o |\n:l'7 wm
ar a 2-8°C (37-46'F). NAG COUN R Hn::-lﬁlnu utasitds.
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Instrugées o mma;s«: az . = kxvuqn caszo s tralmit Ellnnﬂt:xn hogya 5 tronon levd Sz 5 24 (17483 3 03K
1 minuto, Verifique 2 s o s atizimmal A Sadistitedy Es e new
0 nimero do lote no cartucho, Consulie @ Manual do instrugdes ¢e wtlzagio do Analsador Stat Proflo Prime Plus para cblor :g‘umﬁsok i ANYXA A30BE KT ANK 7T 03 AP IR'SA 7 5 307 AMBRON A A3 PR 55 VI AIDID03 OIYR) DNPIRD A0
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s valores éo PO, o 14°CIF), Torna-se, pois, s 5 Ta viralios 4 ol ooy Sk Pieid cligrillfiad nba
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