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Stat Profile Prime Plus® Blood Gas, CO-Oximeter,

Cartucho automatico para controles de quimica, gases en sangre y cooximetro Stat Profile Prime Plus®,
Stat Profile Prime Plus® Auto-Kassette fiir Blutgas-, CO-Oximeter- und Blutchemiekontrollen,
per controlli automatici chimici per gas ematici/CO-ossimetria Stat Profile Prime Plus
Prime Plus® vérgaz/CO-oximéter, kémiai kontrollok automatikus patron,
Ee2RERI~bO—IVEEhA—F) v, Stat Profile Prime Plus®

Sl 71X, CO-AA

S5,

[conTROL[1]2]3]4]5]

K only A% C€

Chemistry Controls Auto-Cartridge

Cartouche automatique de contréles de gaz du sang/CO-oxymétre, chimie Stat Profile Prime Plus?,
Stat Profile Prime Plus® Autéparo @uaiyyio eTmrédou eAéyxou XnHeiag azpiwv aiparog, CO-0%0peTpo, Cartuccia
%, Cartucho automatico de controlos de quimica, de CO-oximetro e de gas no sangue Stat Profile Prime Plus®, Stat Profile
Stat Profile Prime Plus® 072 125> m0mvIX *onapa naonn Co-Oximeter, Stat Profile Prime Plus® MARHR.CO FFA—%—,

<t 2TH| AHS FLE2A], Stat Profile Prime Plus® 1S, ~ —S{LB-MEIL © (k23 EARA TR

24142053 -
g 2025-11-10 - N
Expected Ranges, Rangos esperados, Plages attendues, Erwartungsbereiche, Avapevéusvo gUpog, Intervalli previsti, Intervalos previstos,
Vart tartomanyok, D™BY DN, FHEEE, o4 wel, e EE
CONTRO [conTROL]2] CONTROL[3 CONTROL CONTROL[ 5]
min - X- max min - X- max min - X- max min - X- max min - X- max
pH 7.214-7.244 -7.274 | 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 45.1-52.1-59.1 345-39.5-445 17.5-215-255
PCO, kPa 60-69-79 46-53-59 23-29-34
PO, mmHg 49.2-59.2 - 69.2 96.6-106.6 - 116.6 | 134.1-149.1-164.1
PO, kPa 65-79-92 128-142-155 17.8-19.8-21.8
S0, % 46 -49-52 76-79 - 82 88-91-94
Hct % 56 - 59 - 62 36 -39 -42 21-24-27
Na* mmol/L 139.3-143.3-147.3 | 111.2-115.2-119.2
K* mmol/L 3.73-3.98-4.23 5.89-6.19-6.49
Cl- mmol/L 123.4-127.9-1324 93.4-97.9-1024
iCa mmol/L 1.00-1.08-1.16 1.36 - 1.48 - 1.60
iCa mg/dL 40-43-46 55-59-6.4
iMg mmol/L 0.59 - 0.66 - 0.73 1.07-1.22-1.37
iMg mg/dL 14-16-18 26-30-33
Glu mg/dL 73 -81-89 245 - 270 - 295
Glu mmol/L 41-45-49 13.6-15.0-16.4
Lac mmol/L 1.7-20-23 6.2-6.9-7.6
Lac mg/dL 15.1-17.8-20.5 55.2-61.5-67.7
HbF* % 79.0-87.0-95.0 37.8-52.8-67.8 18.6 - 23.6 - 28.6
tHb g/dL 18.7-205-22.3 12.8-143-158 57-67-77
tHb 187 - 205 - 223 128 - 143 - 158 57 -67-77
tHb mmol/L 11.6-12.7-13.8 7.9-8.9-98 35-42-48
O,Hb % 19.2-21.7-24.2 447 -48.7 -52.7 75.6 -80.6 - 85.6
COHb % 24.8-28.8-32.8 16.6 -20.6 - 24.6 22-6.2-10.2
MetHb % 24.2-272-30.2 15.0-18.0-21.0 24-54-84
HHb o 18.3-22.3-26.3 87-127-167 3.8-7.8-11.8
tBil* ma/dL 18.0-22.0-26.0 9.7-11.7-13.7 57-6.1-6.5
tBil* LMoL 307.8-376.2-444.6 | 165.9-200.1-234.3 | 97.5-104.3-111.2
1Bil* ma/L. 180.0 - 220.0 - 260.0 | 97.0 - 117.0 - 137.0 57.0 - 61.0 - 65.0
Product Description Descripcién del producto Description du produit
for PH, PCO,, PO, 50,. hematocrit (Hat), fetal hemoglobin Material de: pH, PCO,, PO, SO,, g tal u 1a qualté aquewx pour surveiler a performance des éléments suvants : pH. PCO,, PO, SO, hématocrte
). total bilrubin® (tBi] [ (HbF*), hemoglobina total (tHb), bilirubina total* (1Bil). Hb), OHb), {Het), hémogiobne foetale (HOF?), hémo (i),

( H ). (O,Hb). A (MetH), and
deoxyhemoglobin (HHB) n Levels 1. 2 and 3 as well as Nar, K', CI-, ICa, IMg, Giucose, and Lactate in Level 4 and 5. For use with
Stat Profile Prime Plus Analyzers ONLY

Intended Use

intended for use by healthcare o the Stat Profile Prime Plus Analyzers
Methodol

Refer to Stat Profile Prime Plus Analyzer Instructions For Use Manual for Methodology and Principles.

Composition

Controls

Levels 1, 2 and 3 are buffered bicarbonate solutions containing dye, salts and preservatives. Each level has a known pH
n olutio

(MetHb) y desoxihemoglobina (HHB) en niveles 1, 2y 3,

usar UNICAMENTE con los analzadores Stat Profie Prims Plus

ademés da Nar, K', CI- iCa, IMg, glucosa y lactato en niveles 4 y 5. Para

and is equilbrated to a known O,. CO, and N, value. Controls Level 4 and
of Na*, K", Gk, ICa, IMg, Glucose, Lactate and preservatives. Each

an origin, however good Y
(REF. NCCLS DOCUMENT M20-72)
Warnings and Cautions:
DO NOT FREEZE. Mix the cartridge by gently inverting for several seconds, DO NOT SHAKE CARTRIDGE. Refer to Stat Profile
Prime Plus Analyzer Instructions for Use Manual for complte informaton.
Intended for Follow cices for handiing y reage

100 mL.
handing of

Storage
Store at 2-8°C (37-48°F). DO NOT FREEZE.

Directions for use

Ensure controis are at room temperature pror to instalation. Mix Cartridge well by gently inverting for 1 minute. Verfy that the Lot
Number on the Expected Ranges Table corresponds to the Lot Number on the cartidge. Refer to Stat Profie Prirme Plus Analyzer
Instructions for Use Manualfor complte directions.

Limitations

PO, values vary inversely wih termperature CIF). Therefore, itis

described in “Drrections for Use. ™ are spec manufactured by Nova
Blomedical. Once installed, each Stat Profie Prime usedfora ays from the nival instalation
date onthe system at which me the system wil indicate the cartridge s invaiid. Each cartrdge may be Inserted and removed from
the analyzer a maximum of 6 tmes,

Traceability of Standards.

) y using method.
(COH®) and OxyHemoglobin (O,Hb) are traceable using Spectrophotomery. Analtes are traced to NIST Standard Reference
Materals.

Reference Intervals

in patient range of these valuss.
in patient blood is referenced in Tietz, NW ed. 1886 Textbook of Clinical Chemistry, WB. Saunders Co, Users may wish to determine
Mean Values and Expected Ranges in their own laboratory.”
Expected Ranges
The exp g Nova analyzers, The
expected range indicates the maximum deviations from the Mean Value that may be expected under diffeing laboratory condfions for
instruments operating within specications. Refer to Expected Ranges Table.

*Not avaiable in the USA of for Point-of-Care/Near-Patient Testing use.
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Nar, K, Cr-, iCa. IMg, ghucose

(HHE) dans | 1.2et3

(COHY). £
Prime Plus L

lactate dans le

4et5. Pour

Uso Indicado Utilisation prévue
Sstco in vitro por a salud de los analizad: Destné 4 étre utirsé par les professionnels de la santé pour e diagnostic i viro afn de sunveiler a performance des analyseurs Stat
Stat Profile Prime Plus. Profis Prime Plus
Metodologla Métnodologie
ara conocer Ia metodoiogia y o de prueba \ StatPrfile Veirle manuel d utlsation de Tanalyseur Stat Profile Prime Plus pour la méthodologie etfes principes.
FrinsFls Composition
Les contrles ds nveaux 1, 2 et 3 des seis
L 11,2y 3 s0n sol a. sales y Cada nivel a un pH connu et est équilbré & de 0, CO, etN, Les conties de nveaux 4
tene un 3 .. CO,y N, ivel 4y a5 sont o ", K, Ci- Ca, Mg, glucose, actate, et d'agents
que contienen concentraciones conocdas de Nat, K, G- Ca, IMg, giosa, laciato y 100 m 100 m, Les contrdles avcun 2 4
omo minimo. Los controles nen ninguna Sin embargo, 1as bu i cependant. de bonnes pratiques de étre appliquées pour la

laboratorio al manipular estos materiales.

de
(REF. NCCLS DOCUMENT M28.72).

Advertencias y precauciones:
NO CONGELAR. N

NO AGITAR EL CARTUCHO. Para conocer la
Prime Plus.

Indicado

Almacenamiento

Sgalas para

Conservar a 2-8'C (3746°F). NO CONGELAR.

Instrucciones de uso

1 minuto. Verf

Plus.

cartucho. Para conocer |
Limitaciones.

Los valores de PO, varian en proporcién inversa a ia temperatura (aproximadamente 1 %/"CI°F). Por ko tanto, es esencial seguir as
1a seccién I . Los valores di

(REF. NCCLS DOCUMENT M26-72')

Avertissements et mises en garde
NE PAS CONGELER Mélanger la cartouche en la

pendant pi nd LA
pour obtenir ds

for e y
Pour usage diagnostique in vitro. Sunre les ndard pour la

Stockage

Stocker entre 2 et 8 °C. NE PAS CONGELER

Mode d'emploi

Sassurer queles tarmpiérature ambi Mélanger la a é

pendant 1 minute. Vérifier que le numé s Pl au numé: la cartouche.
Voir Plus pour obten d

Limites d'utitisation
Les

), (environ 1%/°C). Par conséquent. i est essentel de sunre les directives.
de température décrtes dans le « Mode d'emploi». Les valeurs de plage attendues sont spécifiques aux instruments et contrdles
fabriqués par Nova Biomedical. Une fois instaliée, chaque cartouche Stat Profie Prime Plus peut ére utiisée pendant un maximum
de 3

para los Nova Bomedcal . cada cartucho Stat Profile Prime Plus se pusde do la date ystéme, apres 35 jours le systéme indiquera que ka cartouche nest pas
utizar por de 35 dlas a partr . Pasado ese lapso, el sistema indicard que el valide. Chaque cartouche peut étre insérée et retirée de fanalyseur § fors au maximum,
cartucho no es valido, Cad: ser ¥ extraido del analizador Tragabilité des étalons.
Cumplimiento de normas. L ib) etla flisant La
La hemoglobina total (tHb) y é La ¢ (COHE) () L analyser
‘carboxhemoglobina (COHb) y a oxihemoglobina (O,HE) son trazables a la los les matériaux NIST.
materiales de referencia estandar del NIST. AIE——————
Intervalos de referencia L des vale ’ I dans lo sang cu patient. La plage ci
L nommales y anormaies en la sangre del paciente. Se Tietz. NW ed. 1985 . WB. Saunders
el rango dinico esperado de estos valores en la sangre del paciente en Tietz, NW ed. 1986 Te tbook of Clincal Chermisty, WB Ca.l déterminer les val tles pla d 2
‘Saunders Co. € valores medios y J iaGAs Sendois
Rangos esperados La pour chaq é Nova Biomedical en utisant d
Nova Biomedical Nova. L P citions de labor
] difé les ts les spécif Voir
dentro de Consute a Tabla de
Etats-Unis ni pour les points dé
Nod EE UU.opara del paciente.
NCCLS Document M29-T2.
INCCLS Document M29-T2 2How to Define and Determine ¢ approved
2How 1o Define and forv approved. guideiine-second sdition. NCCLS C28-A2, Volume 20, Number 13,

guideline-second edition, NCCLS C28-A2, Volume 20, Number 13
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maunnmmunung

A PO, PO, S0, Hanstok ey fetales Hamoglobin (HbF*).
(st

@

NeprypagA mpoéviog

50, awarokpin (Hel. euppuacic

in’ (1), « i)
und Desoxyhamoglobin (HHb) in Stufen 1, 2 und 3 sowie Na”, K", Ct—, \ta Mg, Glukose und Lactat in Sulen 4und 5. NUR zur
dung mit Stat Profle Prime Plus Analysegeratan

Verwendungszweck

Firdie Leistung der Stat Prafile Prims Plus Analysegerate.
Verfahrensweise

Die und -prinzipi d das Stat Profile Prime Plus Analysegerat 2u entnehmen.
Zusammensetzu

9

Die Kontrollen der Stufen 1, 2 und 3 sind gepufterts Bikarbonatiosungen, die Farbstoft, Saize und Konservierungsmittl ent

Jede Stufe hat einen bekannten pH-Wert und ist auf einen bekannten O,-, O, und N,-Wert aquilibriert. Die Kontrollen der St s

und 5 sind gepufterte L , die 7k, CF, iCa, IMg, Glukose, Lactat und Konservierungsmittel
enthalten. ml thalten keine Bestandteile Ursprungs, jedoch sind
bei der Handhabung dieser Kontrollen gite I.!hclpui@kln 2u befolgen.

(REF. NCCLS DOKUMENT M29-T2')

Wamnhinwelse und Vorsichtsmagnanmen:

NICHT EINFRIEREN.Kassatt sigo Sekundan ang vasehig wendan, um s 2 varmschen, DIE KASSETTE NICHT

das

g aéBoang ) PO,
(tHb), Zove w\m\xﬂhpuewn 4'5“.5{"’»00”0 16 (OHb), Kappotuanoagaipivng
cor, LcSanoogaphnc (et h) u.a«n{wmwwncmnm e cmimia 1,20 3, s kTP, 1A, Xhupody

™

wmnt; avahuong Stat Profle Prime Plus

EvBedayuévn xpfion

Evbaivuren it ayvioonif xpfo nvibo am arpods v 1y o cevi Profie
Puus

MesoBohoyia

Avatpige 1o Eyxeipit i yprion Stat Profile Prme Plus yia 1n tBoSokoyia Kat 1ic apxts.

oveean

Ta emineda ekiyyou 1, 2 ka3 eivan Kage
emimiBo txe yvwand pH kan ehioopporeiial ot yvaard i O,. CO, kar N Ta vk mmu s evat o Baipata, 1a
orioia TepiEXOUY YVWITEG OUYKEVIpGITT VaTpiol *, Kakiou ,m /oy aaBeatiov, 10viouE/0U ayvnaiov,
Yhurélng Kase D . T shnd by 5o mepryow
Footaon ovBpdmg MposAedmE, enbod 6a MpETe1 v Sxalcasota o epyactpmych Mok Kard T AT rcecy UNKGN:
(AP. ANAG.. EITPADOY NCCLS M29-T2)

(UTTELN. Stat Profile Prime Pl entnehmen.
Zum Gebrauch bel der Ineiro Diagnese bestr. De Goiche die Handhabung von L istzu
befoigen

Lagerung

9
Bei 23 °C lagern. NICHT EINFRIEREN,
Gebrauchshinweise

MH Avapeitre o o7 i ki b dinis IR ANAONETE 10 evaIrmo.
Avatpitre o1o Eyyeipidio Odnykias Xprions 1ng ovaxeur avéhuang Stat Profie Prime Plus yia mkipn o

a1 e 110 v, Moo 1, SV st Yl 1oV NS v TSHIETP £PYaETTPI
Amoedxeuan

AnoSixevon o1oug 2-8°C (37-46F). MH KATAYYXETE.

G

DéaEbdecs T prodar
Mate

ol gk provs pa PH. PCO, PO, SO, ematocto (ol
nmhuu fetale (HbF*), emogiobina totale

(18, Hb),
metaemogiobina (MetH) udmsmrmglehuu i el vt 1 203 noochbd ', Py Mg, glucosio e latato nel Livell
o5.

Uso previsto
Previsto per I ico in vitro da per tat Profie
Prime Plus.

Mtodologia
Por la metodol

logia & di analisi, vedere i i P
Composizione

Teontroll dei Livelli 1,2 3 Ciascun vello ha un

PH ot e & squlbrat  un vl O, €0, K, ok, | conroll de Ll 4 o5 scn saluzioni tamponate contenenti concentiazioni
note diNar, K, Cl- ICa, Mg, g e mﬂurvaml Ciascuna busta contiene un minimo di 100 ml. | controlinon cortengono
materiali.

Prime Plus.

(FARE RIF. ALDOCUMENTO NCCLS M28-T2')

Awertenze e precauzion

NON GONGELARE iscaaea cauci apevlgendoi eicaamanis s cvrtacond, NON AGTARE LA CARTLCCIA
tate, vedere struzion! par Tuso dellnalzzatore Stat Profle Prime Plus.

oo i vin Ao I Sl e osta s parla ol e fosger df ocrairs

immagazzinaggio

Conservare a 2.8 °C (374 °F). NON CONGELARE

Istruzlonl per I'uso

Prma

Miscelare bene la cartuccia capovolgendola deicatamente
ula

r der | dass. hat Um sie g Minute oBnyles xphang per 1 minuo.Corrlarsche | rumer ot fpral el abel degi vl provas comsponda gl indicato s
. Sicherstellen, in dar o Barichon ot dor Chargenmmmer Befansieite 611 10 kS thiyxou Bpioxeian ot Stpyoxpacia Suatiou T aTtd 1 XpAan mw(m 1o guaivno cvastpigortas car wzioni per Stat Profie Prime Plus.
aut der Kasss ige Plus anard yia 1 Aeié. Em:):]émall Twg o i ov ApiBpd mrapridag. Limitazieni
Aysegerst 20 enmehmmen. tptgre Xphon 1 Prins ki g e SBvie 1 valon PO, I F), por Ty
Einschrinkungen Nepiopiopal duscte nelia sezione “Istruzioni per fusar. | valori degi e previst sono spectici per gl strumenti @ | controll fabbricat da
O Werte e sch im mgealvten Verhahs 2y Tumpeatr (ca. 1 K1), Aus diesan Grund st o5 vt die s PO, Biagipar ‘paga Tpo i pactyyian 197 C/F). Eweris, To va axakoubeit 1 kareuBovifpies iova Bomedical. Una vota instalata, per 35 giomi
Temperaturrichtinien unter Gebra te fur die erwarteten Bersiche geken nur fur von Nov: i P ) pe P sistema. trascorsi 35 giomi l sistema mdmhnra che ta cartuccia non & pia valida. E consentto
Bomedical hergestelte 1nnmm...x- nd Kontrllan. Ene metalleta Stat Pofle Prems lus Kassette kann maximal 35 Tzqa ang s \Nova Blomedical. Merd 1y oy . Pus installare e rimuovere ciascuna cartuccia dalf analizzatore un massima di 6 v
i oméie 10 00 .
o v 3 Tracciabilita in base agli standard
Kassette kann maxi werden. e N 1o iy e tr ettt it dele 5
Rasktunrsaret do Sandards Avgviuaémnra mpoTéTTLY (COHb) e ossi (©Hb) Glianalt: i
(tHb) u ) sind abar (tHb) ka1 ivn (MetHb), avixvedoviar pe 1 ypron 1ng pedoBou kuavouesaioaqaipivng. H ai materiali di riferimento per gii standard NIST.
,5) nd ber Die Analyte sind aut o (COHb) Kkain (9, avixved 2 5

des NIST rickithrba: wsmpos Q4ST. Standacd i Le concentrazioni sono formulate ai valori previst normali @ anormal

renzintervall Alaoriipara avagopds valori nel sangue del pazienti si fa nferimento in Tietz, NW ed wee Textbook of Clinical Chemstry. WB. Saunders Co. Si consgha
D Kanzantataren snd o frmulen, dass se ponmalr i aoemaln sraataten Worter  guoelapeds e umalords LG atodija v aoSeei T gi ope: determinare | valori

W Hg., 1986, Textbook of Clinical cn-msay ws. QTGN 1V TG 070 alja T NWed. 1 WB. Saunders Intervatl previst

Soinders Co. aufgefut, Bes acar kann dor Benutzer itawert und envarets Bereiche m sgenen Labor ermitein’ Co. O1 xprigres evBexOHE/W Va CTBUHOLY 10V KaBOPIGHS v i T Kan Ammmw cupiv g0 Bixd Tous £pyacTipiot

Erwartungsbereiche Avapevdpevo eipog
Der enwartats Beraich thand von an Nova- To avaevsevo elpog yia ki TIapdeTpo KaSOPIGTIKE AT 11 1 xpon G is
ermiteit. Der i , die unter oSl 1y av n Méon 1 TTou ropel va avapiveral
fur innerhalb sind Tabelle mit e via opy 0 evrdg v in. AvaTptgre oTov Maxa
con Ewarnguarschen Avapevspcs Eupan.

“Nicht erhatich in den USA oder zur Verwendung in einer Point-of-Care-Umgebung/be patientennahen Tests.

*Aev Barieres anig HITA A yia xprian ot Tapaxkivieg Biayvuaixis egetdaeg,

INCCLS Dokument M29-T2. Eyypago INCCLS M25-T2

Define (Detiniton und Sestirmung o eyxenpuibvn
Kinischen Labor): genshmigte Richtiinien — zwmteAusg NCCLS C28-A2, Band 20, Nummer 1. rareuduviiipra odnyia-Seirepn éxSocm, NCCLS C28-A2, raw(zo Ap»evég 13
Descrigio do produto Teniananie sashoz. pH, PCO, PO, SO, , magzati
::h'l'(:bF e o o o, “b”;w POy SO "’"‘"'(‘““’ (e, hemoglctine hemoﬁbhm (HbF'Lnuw hemoglobin (tHb), tejes bliubin® (Bil). (Ob). b o).
Metht) o escxhamoglbina HH:) s "ives 1,2 03 assm como de Na-, K. CI-, ICa, g, gicose, e acato 4 e e B (18) 1:. 2 42 3. csinton, bovibbd Na' K, CyICa, Wy, gf0h, ds lsit 4. da 5. szinian. CSAR St

Um,m,, prevista etésszerd hasznilat
tina-se s por prof sadde para sisadores Stat Profe Prime berek dltai haszndlatra, &
Plus
iR Médszertan
sopd 5 o R e T T R " a Stat Profile Prime Plus analizator felhasznaléi kézikonyvé
————. Osszetétel
trtcion o rveis 1,2 ¢ 3 o ol das d 3 o A21.,2 é8 3. szimd kontrolok datok -
: co,eN, frolos nos niveis 4 sentnek smert pHja van, és ismert O,, CO, és N, éntéire elvilbralt A4, és5. Sk pitrk Sl amelyek Na', K,
e P s con . CO, o N, o Gk, iCa, iMg, glukéz, mi-t tartaimaz. A kontroliok
cantém concertrasbes conhecias do N K G Ca, Mg e, Cada bolsa contém rodo 100 - R e s
nipulagio destes materiais. o NeCS Bocouen sara
(REF. NCCLS DOCUMENT M28.T2') Figyeimeztatisak is Svintizxediser:
TILOS FAGYA: mésodper NERAZZA A PATRONTI Ateles
Al e os. T ABTAR B EARTOSG: kord nformacidkat lisd a Stat Profile Prime Plus mumm hlhas.nﬂm Kézikonyvében.
Consuts o Manual de nsirusdes de ulﬂlz:;in o Analisador Sat Profie an Plus para abter informacdes completas. wscndlatra. K efarisokat
Indicado wo. Sga aboratsrio. Térolds
Armazenamento 29 °C (3746 °F) hémérséidaten tiralands. TILOS FAGYASZTANI!
Amazenar a 2.8°C (37-46'F). NAO CONGELAR. Hasznilatl utasitis
:  hogy a kontrollok édettok legyenek. A patront 1 s gatva alaposan
Instiustes dacthiomche - atiinciRstond il keverie essze a tartaimat Elendrzze, hogy a Va a 5 tételsz tronan v,
s vk s haszndlati utast naliz
1 minuto. Verii i e et o e el mesralon garespends e
do utlzac3o do Analisador Stat Profle Prime Plus para obter Kortitozisok
instrugbes completas. APO, indiek o arinyban viaznal  émdrséitel (el 1/ G/ ), Exét esorcasials o basn i dasiisoan
Limitagdes ismerietet, iafejezetten a Nova Bomedical
03 vairesde O, varam doformaivrsa & temperatur (aproxmadararte 140, Toma-t. g0 as o A bescaralid tdn minden egyes Stat Profle Pfime P13 paiion lgfefert
utizagio.” Os va\ums do Intervalo Esperado sdo especificos para os bl itott 35 napig hascndihats: ekkor & rendsze jslezni fogia, hogy a patron
nstrumentos e contiolos fabricados pei ima vez instalado, rofie Prime Plus pode ser $ribaytaisnsinden az analitorbl
izade dirant um misime do 33 s parth a dats dsimsalachs el o Sstema 6 entao o Sistema i indica que o Caticho Standardok nyamon Gvethetdsige
& invalido. Cada cartucho pode, no maximo, set inserdo & remavida do analisador 6 vezes. Atotal (tHo) ésa (Mettit) a 5.A
Hb) ®) a A ST Standard
Rastreabilidade dos padres (ol
e s e N lermerioanyag szonnt Sk,
(O,H5) As substi anaiiar estio

registadas na NIST Standard Reference Materials.
Intervalos de Referéncia

1t K megfelelden vannak megadva. A paciensek vére:
T\ec N od. 1988 Textbook of Cmical Chemistry, W8 Saunders Co. A

valores normars doente. O intervalo de valores cli
esperado par Tietz, NW. ediclo 1686 Textbook of WB.
Savndars o, Oy ilizadores podem querr deterina oa valores médics ¢ o8 narvaos srio ~ anydta N N »
A iitd N Készalékeknél kilonbozs laboratdriumi koralmények dmitani. Lisd a
Nova. O é podem ser esperados Atamokban, letve hef 5 s
fabor trumentos a funcionar dentro d ‘Consute a Tabela de Intervalos Esperados. 2 . etve hely
*N3o disponivel test INCCLS Document M29-T2
EUAou para uso em focal fcclsbedn "
INCCLS Document M29-T2 guideline-second -dmon, NCCLS C28-A2, Volume 20, Number 13
2How to Dafine and approvad.

guideline-sacond edition, NCCLS C28-A2, Volume 20, Number 13.

DB
LAJL1,2.3 T pH.PCO,. PO,

AZRT )7 HOBMRAESOEY (HOFLEBAE/OEY (HOL BRANES O8Il R
RAETOLY <o Hb).~ d“:f\iﬂx(y (COHb). XFAEZOLY MetHb), 7>ra—/\i7 B (HH

LAiba 58U < (Ca. Mg, 71~ A A ADHEE E=5 U T T B OB L BINTEBOE
Stat Profile Pr.m Plus Mﬁﬁln)‘ L4 4

EmaK

EBEREH SN BIHICStat Profile Prime Plus SR HOEEEE= 51/ $HTEEBRCLTVET.
BEHE

B 45 L URIBTDNTIZ, Stat Profile Prime Plus T X BORMBRABEBHLTIEL,

8
I hA—ELAL 1,23 ERTXEFATSY. B 5 ROAESATOET, ELUUCRER0 pH 550

0,00, NALKELIRTES, 35 Fa-ial Ol S BUBTRTS) HUO RO Nk CoCabi, 71T 7,
9Uie. SO EBATIET, B £, 100 mL TUET. | TOFAS BB
R TEEDR S snﬂamm.um
(Mxmccts 'DOCUMENT M25-T21.

FEBUERL

IEREBLELTREW L

iu:uz(h O =Ry T B ) ERRE! L'(<r:m\ eatin—H
L TH3, Stat Profile Prime Plus S H 2B ORESAEEBRLTR:
em:mmz‘r REMAROMBNGRENFRUUSTREL,

RE
2~8°C (37~46°F) TRELETRMITIBLELTUES L,

Mﬂ)#l

B > mvw—;(utﬁ ELTECGRELTERL, FHRAZD
uzmemn I»'/uﬁmﬂ!ﬁt—ﬂ?a;&im.m:{(l‘ﬂ T DUVTIE, Stat Profile Prime Plus SHA B0
mﬂﬂ%ﬁ LTI,

PU ﬁ(tzrltikhﬂl.s‘r 513/ CIF), T 16, [RBOFRUICREO R ~m75n4i~‘i4zubﬁ:tb%l'(7, R o)
ik /5 rwtxrmmmxﬂwvm &lt:/m—rmbkaml_sr nili! % Stat Profile Prime

us 71— )7
£, VA7 REIS Emmfi;tb“(‘!?.ﬁﬁ&l’(-
08n— r-;uam)\zmu:zu BAGEIETTT,
BRI~
n;/\fauz"/«nmsz

EFOLY (MetHb) 125774 FAEFOEVRE LT FL—Y TV TT.—RILXRNETOEY
(COHb) EMANEF T (OHb) EMRANAE RN LT FL—H 7L TT, UL NIST B IIUC L — T ATOET,

EREA

AT BEMBHCERBLURARTFHEERT SSOHENTOET, BEDREOTHSOMO T MEFLEAD BELI, Tietz,
NW: 1936 Texthook of Clinical Chemistry, WE. Saunders Co. T¥. P FHAORAL EHOMRMRTRAETITLEDT
A-F—LVETL

a:(ﬂ S OFMEE, Nova WEB TORBMECEY /1 (-1 FAFA AT EOTRESNTOETL. FRARENE (LEOR
ENTHFT BRBICEVTRSSUARROXEF CFHITIS, PO SOBATE ERLET. FARBREBRLTUIE,

KERERIGRAY AT T[S KEERAIATI E A

INCCLS Document M29T2

2How to Deli approved
gmdolmo-ncoud odmnn NCCLS C28-A2, Volume 20, Number 13,

HE 4y
249 1,2 % 3004 pH, PO, PO, SO, HUFBHE(HcY), EEO HALA(HDF"), 21| HAA(HD), & WRIFL(BD, H2UMAO D), YULEILY
STACOND) D1 oS R 28 MeiHe) GELANUAAIS), 20 451 S N, K., -, o, M, S, Rutel TaS RUEFEY) St £4 &
45 ZE. Stat Profle Prime Plus #A17] &

]
Stat Prafile Prime Plus B41719) 3158 SUEIZH| 91 212 ME7P7} HLULHBOR T

wus
'-s!_l L WAL Scat Profile Prime Plus #407] AlS MRS BRSNS

§’.‘N ALY 38 WA, 23, BN 20T sy ﬂ&s«m—m 2 24ont= g2zl phot 5lon, YR 0, CO, AN, OB Hit
sielof g/aLich XU 21 4 3 5 G, o, Mg BF25, B § LEAS FeIT 5T Tyele AsBagich 2 oloxols 4
2100 mL7} ERE{0f QSULE xwws S 7] a0l maislol im ‘.’mm olaigt BHE Aotz T LN FHE ot HLlch
(REF. NCCLS DOCUMENT M29-T2

‘zlE au. i»gﬂ'ul 9 £ S9! FIT0) ZLALYI TUHR, HEAKT EHX 0HUAL. TH YKE Stat Profile Prime Plus 247|418 2y
M8 RzeI
HSIHER, HYUN A IS BT FHS U2UNS.

=
2-BCET4EFINN A, S5 B

ABY
x|847] ol TEYS 420l SUAIQ. FHERIXIS 1 B NHK ST BUBUAR. 4 P Fol 2E WE}FERNIS 2E WAGH T
Zole}UALQ. T KB Stat Profile Prime Plus 4071 A8 22 4B BxslUAlL.
HEAY
PO, 2 BEA Auiefsio] FRULITHRL 1%/ r.rn maN AU HUE 25 Kug W= 20| SRULC A WA LS
Blomedicalol M8 717] & ZZAOA SfgsHe ZYULICH 2202) Siat Profle Prime Plus FHE2I%I5 AlAT0H 248 Joli= 1% dXy 2
RE| 40} I5UTK M 4 o0t ol U N Ao nﬂzmﬂ R8I 24CHD BABLICHL 3 721K Lok 62N 2*47M FOEE]
¥+ 2lauch
RE 24y

ek

My 2
(ccnn)&& AAHUAO H)E BRFEUOR A & YUk HENTL NIST B #X !gg BHELG

41
sh 29!!4 4 % U1 ORI LT 8T Hetoh of2iet 2o Ol @14 W= Tietz, N ed. 1986 Textbook of
Cinical (hemmy, WB. Sauncers Co.0f M| TIBSLICE AHEXHE K ALEAOIM BT 018 WPI% e $ UBLICH

it 12 5 Nova Bomesical Nova E47101 1 87102 WISIHALICL 2 WPl 42 U LOIN 5= 7Pl 4B
TUE WY U AYY 5 U= Yol 0l BRHE LEILICL AL WO ES HENUNS.
“I2004 A8 JH581X 218, E HITRS/HBUNES BE ol

ICCLS Document M29-T2
et 2 sog
XI&/-R28, NCCLS C28-A2. Volume 20, Number I

trvall prvisk pe citseun pramato Nova

ette S S e orcovare o specifiche. Vedere 1a tabela degl intervalli previst.

*Non disponibi

negli USA e non per analisi al point.of.care/analisi decentrate.

1 Documento NCCLS M29-T2

inee guida epprovate,
NCCLS C28-A2, Volume 20, Numero 13

s wen

H PCO,.PO, SO, hematocrit (Het), : 7 miswn 55 mp1sh rmvn orimis 5p Mo miza

Carboxyhemoglobin nzra pbiusn (0,Hb) wmn pasmn (tHb) panva D Yo (tBil) 53 3o (HoF) naw pasmn
011 31 2,1 M3 (COHY) methemoglobin (MetHb) deoxy mo,.ubm u-mm

Stat Profle Prime Plus Analyzers 3p 73 213705 51 4 M3 Lactate s ampiy Na® K-

Tvn Tve
Stat Profile Prime Plus Analyzers 5 0912037 1105 SmAD0 702 WIX T 55 BNKG DN BIETS T

msbrann

WD numap TG T3 Stat Profile Prime Plus Analyzer > w13 muxwna vy

wen

, SPIT O, 3 ke T PH 31 53 5nisws 3mimim o 3 APON DENPE DTN -3 32 1 S0

Fvn w3 2nen onoim Lactate ; K C1IC Mg 39T 0T s o -5 1.4 ma N, 2
X 02 $1703 0 TP i '8 5P FWEY B OBIX TUR WpnE 0321 52 0590 16 orpan .l 100 Ry

(NCCLS Ma29-T2' 000 12170)

v mane

Stat Profile Prime Plus 52 9v70m mxaima {7 FI0NET X W30 5X AP 19007 [MX ST AMIDARA AKX AN 3P X057 K
b b Analyzer

'» 5p s o mnzn3 pnaxd

o3 €O,

[ e men] reagents 3 Y1793 15RR M
ok

x0mpri5 % 2-8°C (37-46°F) 5 y2 1o

o R

XA LDV XN AN 7T PRI AT IR T 5P 307 AMORDA AX 33W MIPRAN 157 VIR AMUISN0I OKYD) GNP Mozt
550 U3 Stat Profile Prime Plus Analyzer Bwnnen mana {7p o0 Y2 mi 150mh ©Xnn Mm nen mba.
nban

puen A3 RN TNEIREA MK AK PYIS W12 31T )35 (CVF\ 1% Tp3) ianans ma aanes PO, 9
121297 253 Nova Biomedical 759 9m¥7 10 031 GTw55 7173 oo 153 v i (. Discctions for Use”)
NPT YT NIWNA T IR AR MIPAA TV 070 I 35 Do T Stat Profile Prime Plus 5 monn 533 waner
oopn 6 P W w30 D b2 YoR 1o s an pueran

ow3nn o TR
Cyanmethemoglobin Carboxy Hemoglobin 7102 21273 7y kb o Met Hemoglobin (MetHb) 1 (1Hb) 551 paavan

7531 ¥ e NIST 3 Ao N Tarh 7 DmIomNEped APYHI 37955 99ms OxyHemoglobin (O,Hb) 1 (COHb)

v RpoES

' 3p ymomn 073 AYK 0 ST YR WpR rDh Miorman B 3 i
FRPDR RMIDY MEY SPANT DV $i3p 15p3 WB. Saunders Co. wnnenw pr by o —n‘? e \\v od 19!6 Tietz
* oy
arsyom
i X v e mon Nova SRR D 9§ AN NP3 B 0 Nova Biomedical 39393 19min 53 be omayn smmon
BB T 13 MAG303 17 ST RIDRE DRI ST WIP DT TR KIAZ MEES IRIY SRR TWRE MITOpRR

751089 N3 EAMO-NTIT AP MORY Uin X G [T K7

NCCLS1 M29-T2 00
PIEWD ;MrSp TR METR mMNE PRt YIRS T
.13 101,20 123 NCCLS C28-Az , 777 bo mow v

@D

FRES

7123 M 0, PO, + 30 CAUEBILE (HCt) ~ BJLALEE (HEF) © SOTRE (HD) ~RBIE

s -ﬂAmnia (onb) CERAES (COHb) + ERALEA (Methb) ~BRMLRE (HHB) - BF 4 15 MFA
K~ CFYiCa ~iMg - lﬁmmnmlﬂmrnﬁlmumsn R FITF Stat Profie Prime Plus (X

mz?ﬂuaiﬁ?mﬁs; - LA Stat Profie Prme Plus S (2MHAZ
niE

Stat Profile Prime Plus £ (it I F 81128 «

7]73773§!M‘ Ehm:ﬂﬁuﬂl&ﬂ#x‘l Qfﬂiﬂlﬁ NS pH - #gwmaamo +CO,
< 3 J05 % HE A N K+ Ch + ICa - g » HER - ARKSHEMMENE - GREDE 100
mLe ﬁ‘lxﬁ*g}\‘bﬂﬂ @Kﬂ?ﬁ*#“”ﬁﬂﬂkﬁiﬂ&ﬂn- 5% NCCLSDO"UMENYM”H‘) &

nﬁws:xm
AeH IR ELEHRERD - T;ﬁh:mz AERBEA - A Stot Profilo Primo Plus £ (R4 5126
mﬂmcﬁ BEXDEENGIR AR

Brrarc rae p o mmem -
ERR y
7 Stat Profe Prime Plus £#1(x/% T-F3 260 -

MBS SEMA LR SR - REMEAS

PO M5 BRABRILT (L mw < ~mz W " AN " PEEGBEANE R EE - FURKABE AT Nova
Biomedical 4§ M{X& XM, - & Stat Profle Prime Plus iXHRMYIHRAE RN ARSR 3T 35 X -
2 RRGHERLMAEN - ﬁﬁmltn;ﬁr& Fif EEATOR 6%

RANTART

amn:&a (tHb) FERAIER (Methb) WLUSHFEMELEROUERSILETAR  RRMIEE (COHD) FRAMIRE
£ (OHb) BILLBUREMA KR LLTER - HHWARARE NST AL -

SYTARE

. 1986 tnical
cvrenvsrm fE# Tietz NW ed. - W.B.Saunders Co. /54 - FIPEAEAR HXREHOREHERRGERE - *

e
a»;:xm'mﬁmlig& Noy .
ﬁrz‘massam«mlxﬁx CAPATRRRERS -

CERTREN, tRTRF R W/ WA,
NCCLS Document M29-T2.

2How: to Define and the clinical laboratory; approved.
guideine-second edtion, NCCLS C28-A2, Vetamo 20 Nomber 13

LPN 59010G 2022-02



