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Cartucho automatico con creatinina para controles de quimica, gases en sangre y cooximetro Stat Profile Prime Plus®, Cartouche automatique de contrales 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, Autéparo @uoiyyio uAikou eAéyxou xnueiag
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Expected Ranges, Rangos esperados, Plages attendues, Erwartungsbereiche, Avapevopgvo ipog, Intervalli previsti,
Intervalos previstos, Vart tartomanyok, D"2X71 DNV, Beklenen Araliklar FRIEEH, oA W, S EE
[controL[1] [controL[2] CONTROL[3] CONTROL [ 4]

min - X- max min - X- max min - X- max min - X- max min - X- max

pH 7.185-7.215-7.245 | 7.386-7.416-7.446 | 7.570-7.600-7.630

H* nmol/L 65-61-57 41-38-36 27-25-23

PCO, mmHg 49.9-56.9-63.9 35.7-40.7-45.7 19.0-23.0-27.0

PCO, kPa 6.6-76-85 4.7-54-61 25-31-36

PO, mmHg 49.3-59.3-69.3 92.1-102.1-112.1 125.3-140.3-155.3

PO, kPa 6.6-7.9-92 122-136-14.9 16.7-18.7 -20.7

SO, % 46-49 - 52 76-79-82 88-91-94

Het % 56- 59 - 62 36-39-42 22-25-28

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 123.4-127.9-132.4 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 55-59-64

iMg mmol/L 0.53 - 0.60 - 0.67 1.01-1.16-1.31

iMg mg/dL 13-15-16 25-28-32

Glu mg/dL 73-81-89 245 - 270 - 295

Glu mmol/L 41-45-49 13.6-15.0-16.4

Lac mmol/L 17-2.0-23 62-6.9-76

Lac mg/dL 15.1-17.8-205 55.2-61.5-67.7

BUN mg/dL 13-18-23 42-52-62

BUN mmol/L 46-6.4-82 15.0-18.6-22.1

Urea mg/dL 27.9-38.6-49.3 90.1-111.5- 133.0

Urea mmol/L 46-64-82 15.0-18.6-22.1°

Creatinine mg/dL 0.60 - 0.90 - 1.20 5.60 - 6.60 - 7.60

Creatinine mmol/L 0.05-008-011 0.50-0.58-067

Creatinine pmol/L 53-80-106 495 -583 - 672

HbF* % 79.0-87.0-95.0 38.3-53.3-68.3 20.0 - 25.0 - 30.0

tHb g/dL 18.7-20.5-223 12.8-14.3-158 67-6.7-7.7

tHb g/l 187 - 205- 223 128-143- 158 57-67-77

tHb mmol/L 11.6-12.7-13.8 7.9-8.9-9.38 35-42-48

O,Hb % 19.1-21.6-24.1 44.8-48.8-52.8 75.6 - 80.6 - 85.6

COHb % 24.7-28.7-32.7 16.5-20.5-24.5 22-6.2-10.2

MetHb % 24.4-27.4-30.4 15.0 - 18.0 - 21.0 24-54-84

HHb % 18.3-22.3-26.3 8.7-127-167 39-7.9-11.9

tBil* mg/dL 17.9-21.9-25.9 9.6-11.6-13.6 58-62-66

tBil* umol/L 306.1-374.5-4429 | 164.2-198.4-2326 99.2-106.0 - 112.9

tBil* mg/L 179.0 -219.0 - 259.0 96.0 - 116.0 - 136.0 58.0 - 62.0 - 66.0

ES

Descripcién del producto
o co control d

Descripton du produt

globin

aguewx pour suveller la perform:
(t+40), blirubine

G

Y ea o, Gicoen, Lacate,
creatinine salution is included for ¢

i i Plos Analyeers ONLY
se

in vitro diagnostic use by heakhcare professionals for monitoring the performance of the Stat Profile Prime Plus
Methodology

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

Composition

Contro Levels 1,2 a7 3 re bflms icarbonate soltons cortaining o
0, valoe. Contros Level  and 5 aro

[ or complete informaton
practices for handling laboratory reagents.

storage
Store at 2-8°C (37-46'F). DO NOT FR

Directions for use
sar

he 2 syringes are

rty th od
Prrrs Biis Analycer nsructons for U Vanal for <

Limitations

e system
analyzer a maxi
Tracuabigty of Standards

i (tHo) and MetHemor
w S amacion (0,) e

2
2How to Define and Deerr,
guideline-second edition, NCCLS C28-A2. Volume 20, Number 13.

Reference Intervals in the cinical laboratory; approved.

Produktbeschreibung
Wassriges Q wachung von gH, PCO,, O, SO, Hamato:

s0 diagnéstico in viro por parte de profesionales de la salud para supervisar el desemperio de los analzadores
e Prone Pr.

odologia
Para conocer la metodologia y los principios, consulte el Manual de instrucciones de uso del anal zador Stat

Composicién
Los controles ce

L CARTUCHO. Para conocer la

mente dura
e s dl ks ot Prda Pema Phs
as estandar para la manipulacién de reactvos de laboratorio

cho de control. Las dos jeringas estan

‘o5 cancida con el nimero e lote impreso en el cartucho.
uso del analzador

ikl pslcn il oo
 hasta 6 veces como méximo.

wthzar por un mdximo de 21 di

cartucho no es vdlido, Cada cartucho p

Cumplimiento de normas

1 (tHp) y Ia metaher emoglobina. La
2. Analtos trazables.

v iy, B
Saunders Co 0
Rangos espera
€l rango esperado para cada
i

UU. 0 para 50 en pruebas en punto do atencién del
a1z

ne Ralornce nlrvas i he cincallabaraloy,approved
Gudalno-sacond sdiion, NCCLS Co8.A5, Vokme 20, Number

Made In USA

N nOU 1 www.novabiomedical.com

biomedica

soxyhimoglotins (HHE) o

5 ce Solufon de c
le Prime Plus UNIQU

arge composé de 2
i Do RS ok e shasaies

Utilisation prévue
Dastnd  re utiad paros pcfassionnsi de  sanié pou e diagriston B afin ds suvedera erfrmance do aralyseus
Stat Profile Prime Pl

Méthodologie
le manuel d'uthsation de fanalyseur Stat Profle Prime Plus pour la méthodologie et les principes.

Compesition

S DocuENT Moy
mises en garde

stockage
Stocker entre 2 et 8 °C. NE PAS CONGELER

Mode d'emplol

pes 1 5 pour le c
er la cartouche en a re:

Verwendungszweck
Firdie In-viro-Diagnose durch medzinisches Fachpersonal 2ur Uberwachung der Leistung cer Stat Profile Prime Plus
Analysegerate.
Verfahrensweise
Die

Zusammensetzung
o Ko o

Lagerung
1 2-8 °C lagern. NICHT EINFRIEREN,

Gebrauchshinweise

ur hat

prizen zu befullen. Die beicen Sprizen sind den

2 getien nur furvon Nova
n maxmal 21 Tage lang ab
t das System an, dass die Kassetto ungiltg ist, Jede

6 La
Les substances & analyser

65 sur des analyseurs.
conditions ce laborataire
Voi u Plages atendues.
alyses délocalsées.

Unis ni pour les points ¢'interventon)

Interals i lh clnicallabovalory:approved

guideline-second edition, NCCLS C28-A2, 0, Number 13

IEAEE3 Nova Biomedical GmbH Hessenring 13A, Geb. G 64546 Mérfelden-Walldorf Germany

(M er die. achweisbar,
(COHE) unccxyr:mug!nb (o Hb) 5ind Uoer Speicralphotometrie nachweisbar. Die Analyte snd auf Standard.Relerenzmaterilien
dos NIST rickih
Referenzintervalle
Die Konzentrator prechen. Der
stry, W3,

anormalen envarteten Werten im Patie
e Tietz, N. W, Hg., 1986, Textbook o
e und erwartete Bereiche im oigenen L

segeriten
mgen vom Miiehwert an, is unter unterschieeichen Lai ingungen for
 erwarten sind, Naheres siahe Tabelle mt den Erwartur e

are-Umgebung/bei patentennanen Tests.

e
“Neht erhath in den USA oder 2ur Verwendung in einer Po
INCCLS Dokument 126-T2

2 How lo Deline and Delermine Relerence Intervals in the clnicallaboralory (Definition und Beslimirung von Referenzinlervallen im

Kinischen Labor), genehmigle Richlinien - zweile Ausgabe, NCCLS C28-A2, Bard 20, Nummer 13,

200 Prospect Street
Waltham, MA 02454 U.S.A.

LPN 59011H 2024-06



PV AT TIEOISVTO:
A ehiyou oIS yia 1 mapaxakadnan tng am ,. PO, SO, aiaronpii (HeY), tuBpuaric
G1009apVAG (HHF*), ONKAE GOTGEIBNG (t4b), ZuvohicA xohepuBphn® ns.u e;ua.,uuwwg (04, wosetsancosaping
(Cony. uteyosoaisivng flaist) e eokoaycoroping (e are et 1,2 3,

Hayvngiov, yAuxsdn alsiac (BN et G i

rincaa 4
inon tou

Descrizione del prodott
Matorile acquoso o vunh:l el gueiaeutopor d mantaraggio dallerestazors . . £, PO, 50, ematcrts ol
emogobina fetale (Hbi otale (tHb) va total (00),

metaormoglobina (MetHb)uneusyumoglcbmi (o ot Lvel 1.2 6.3, erend 6wt K- O o M. gucosio, atato, oot
(wrea) o creatinina nei Lvell & 0 5. P Viens fornto

@D

Descrigio do praduto
Materal o conrlodo qulado auosa para monoraar o cetarpant dogh, PCO, 5O, SO, hematécrio (et hemagonina
feal o, nemogobia otal ), @1, (COr:

(Metr), cesoxnemesiosina () s nveis 1,2 3 asaim come o N K "Chr Ga, b e o lacao, BN romn s
creatmna nosrivers £ 5, nckido um kt do carga consituido po 2 seringas choas 48 eolgio ds crestmra. Pares acivagdo o

- A A v
ooyl g and wh crsaram Tipos 1910 NG ye i svonsots endhcons Sat rote B ros
EvBederyuivn yprion

v in e i

MesoBohoyia
Amngu 10 Evxapidio oBaycv xpiang 1ng ouaxeuis avhuang Stat Profile Prime Plus yia 1 ue8ooAoyia kai i apiis.
s
ineba ekyyou 1,2 3 e poared Bnrevdpaad Srdduare a omoia ptdyoos puorie, hara st owingred. KeGe

ity 1 w16 pH a1 hicopponiiel ot ywwaif 11,0, CO, xanN, Ta e thiyou & x5 il pudyans S
18 010G TepléxouY YW auyeevipdor vatpiou ”, kakiou”, xhLsproCyw Lo astiaios oentios uuwnam
Whocstne . oupics, in. Kaee

Aoy SOV TEQIOUN SUOTaIKE VBRI TS0CAEUDTE 091000 83 ToéTer v SxenouBe v covas e Fpacm card 11
LoR0n o ChEn, (B ANAG, EF PGS NS M25T2).
NpouBomorons kal mpoguAdes:

WYXETE. Avepcitie . MHN ANAKINEITE TO ©YZITIO,
Avarpdie oo Eyyeipiio OByl Xeron tng qumun; wmm Stat Profile Prime Plus yic nkfipn oroic.
EvBriavuicr yia Bayvwaiich Xphon in vitro, AGGAGUBEITE 1n GVAGN TTPGXTICA YIG 10V XEIRIGHS CViIBRGB PN LpYaTNpi0y.
Amrosix
Anosikcuon brous 284G (37-46°F), M KATAYYXETE.
OBnyies xprang.
Sebctiic o1 U chiyou ot o Sepporpagia Suyerou row mv tyeaigoraon
To erineBo 4 xai 10 enineBo § THETEI VG GORIIGTO e GUPIYYES KPEGTVVIG TPV GTI 1y eyKardataan Tou @ uayyiou ekéyxou. O12
lpIyes xow e kel xpwumlwu( KaBoLS 0s IG5 1 UmGBexTS 100 SustYs.
Evipvoronate 19 euehyio ok eokecBE
1 Kpestore m odeina e 11 0in mpog 1 Kb l agaplore o mpootareued ke
o - Avaptor Kéhupc T 1n fekéve

3 Av-muw,x ot e ke 115 QUoYGG 01 Ka1 ST mBog et Ooders 1 perEwc,

4 Midere gpyd to ok "‘<aumwcq £ 810U XopnynBei 8o 1o repiexSutvo. MHN TPABATE TO EMBOAO MA NAAAEIAS
TO MEPIEXOV:

P Tuso ESCLUSIVG con gl ana szaten Sat Prarl i Pl
Uso previsto

Provisio per I invitra ¢ per i mont delle prest: 1 analizzaten Stat Profle
Prime Plus

Metodologia

Per la metodologia e | princip ¢ analis, vedere istruzion per Stat Profilo Prime Plus.

sal @ conservanti. Ciascun Ivello ha un

stalagio, Para utizagdo APENAS com os analisadores Stat Profil Prime Plus
Utilizagio prevista

por G < Profile Prime
Plus.

Matodologia

40 do Analisador lus para obter a metodologia e principios de andlise.
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1,2 corante, tes. Cada nivel tem
eé trok 5 830 solugdes tamponadas
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Avvertenze e precauzioni

NON CONGELARE. Miscelare (a cartuccia capovolgendola celicatamente per svariati saconci; NON AGITARE LACARTUCCIA Per
informazion dettaglate, vedere | per Profie Prime
Solo per Fuso diagnosteo mvivo, Adatiare lo norral p a

% borstor,
Immagazinaggio

Conservare a 2-8 *C (3746 °F). NON CONGELARE.

Istruzioni per I'uso

Prima ciinstallare | controli assicurarsi che siano a temperatura ambiente.

Prima di installare fa cartuccia por i controll, Garicare I Livello & e il Lvello 5 con le sifinghe contenentila solzione di creatinin
Le 2 siringhe sono contrasses osita etichetta e codficate a colori in modo da corrispondere ai raccord sulla cartuceia,

1 anero1a sifrga conia pura ot vaso  basso s fmucvers | copipina

in dotaz

e e e i Srega 8l mccordo contspandenta s nser

4 Spingoreletamants o starufo della st nga fino ad “NON RETRARRE LO STANTUFFO PES
£ LA SIRINGA DEL SUQ CONTENUTO,

teriais. (REF. NCCL M28-72))

Adverténcias e Precaugdes:

£l NAO AGITE O CARTUCHO. Consulte
o Manual de instruges d nza;snaam.hmm Siat Profl Prime Plus para obler formages completas
Indicado para Viro. Siga as reagentes de laboratdrio,
Armazenamento
Armazenar a 2-8°C (37-46°F). NAO CONGELAR.
Instrugdes de utilizagio

instalar.
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Rendeltetésszerd hasznilat
Egéazséglgyiszakemberoi dkal in viro dagrosztial hasznilata, a Stat Prfle Prime Plus analzdiorok efestiményénex
maniorozasd
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