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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 contréles 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
agpiwv aiparog, CO-OgupeTpo 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, PYOX™Mp 0y NUMVIX 723 NP2 NIDMN Stat Profile Prime Plus® Co-Oximeter 072 1, Stat Profile Prime Plus® fIigAA. CO A+ A—42— &{tFBEAIV b

a—IVEEH—y Y (FLT7F =), HOIE|IL AR Stat Profile Prime Plus® 8% 714, CO-A4
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Expected Ranges, Rangos esperados, Plages attendues, Erwartungsbereiche, Avapevépevo elpog, Intervalli previsti, Intervalos previstos,

Vart tartomanyok, D™MDXN DTN, FRIEEE, ol4 Hel, HEEEE

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

BUN

HbF*
tHb
tHb
tHb
O,Hb
COHb
MetHb
HHb
tBil*
tBil*
tBil*

kPa
%
%

Na* mmol/L
K* mmol/L
Cl- mmol/L
iCa mmol/L
iCa mg/dL

iMg mmol/L

mg/dL
mg/dL
mmol/L
mmol/L
mg/dL
mg/dL

BUN mmol/L
Urea mg/dL
Urea mmol/L
Creatinine mg/dL
Creatinine mmol/L
Creatinine pmol/L

%

g/dL
gL
mmol/L
%

%

%

%
mg/dL
pmol/L
mg/L

7.212-7.242 -7.272

H* nmol/L 61-57-53
PCO, mmHg 45.9-52.9-59.9
PCO, kPa 6.1-7.0-8.0

PO, mmHg 56.6 - 66.6 - 76.6

75-89-10.2
47 -50 - 53
55 - 58 - 61

79.0-87.0-95.0
18.7-20.5-223
187 - 205 - 223
11.6-127-13.8
19.6-22.1-246
245-285-325
243-27.3-303
18.1-22.1-261
17.7-21.7-257
302.7 -371.1-439.5
177.0 - 217.0 - 257.0

7.399 -7.429 - 7.459
40 -37-35
34.6-39.6 -44.6
46-53-59
97.1-107.1-117.1
129-142-156
76-79-82
36-39-42

37.7-52.7-67.7
12.6-14.1-156
126 - 141 - 156
78-88-97
45.0-49.0 -53.0
16.6-20.6 -24.6
14.7-17.7-20.7
8.7-127-167
9.6-11.6-13.6
164.2-198.4 - 232.6
96.0 - 116.0 - 136.0

7.597 - 7.627 - 7.657
25-24-22
17.4-214-254
23-28-34
128.3-143.3-158.3
17.1-19.1-21.1
88 -91-94
21-24-27

15.4-204-254

56-66-76
56 - 66 - 76

35-41-47

75.9-80.9-859
22-6.2-10.2
19-49-79
40-8.0-12.0
59-63-6.7

100.9-107.7 - 114.6
59.0-63.0 - 67.0

138.0 - 142.0 - 146.0
3.72-3.97-4.22
121.8-126.3 - 130.8
1.00-1.08 -1.16
40-43-46
0.55-0.62 - 0.69
1.3-15-17
73 -81-89
41-45-49
1.7-20-23
15.1-17.8-20.5
10-15-20
36-54-71
21.5-322-429
36-54-71
0.60-0.90 - 1.20
0.05-0.08 -0.11
50-80-110

111.9-115.9-119.9
5.93-6.23-6.53
93.0-97.5-102.0
1.36-1.48 - 1.60
55-59-6.4
1.08-1.23-1.38
26-3.0-34
249 -274 - 299
13.8-152-16.6
62-69-7.6
56.2-61.5-67.7
35-45-55
12.5-16.1-19.6
75.1-96.5-118.0
12.5-16.1-19.6
5.50-6.50 - 7.50
0.49-0.57 - 0.66
490 - 570 - 660

@D

Praduct Description

for monitoring th

total hermogionin (tHb), total blrubi
croxyhomogiobin (HH3).
£ang 5. A charge kit consisting of

in Levols 1.
2 Syringes oo

in® (8),

. PCO, FO,. S0, pamatct i, ekl haragain (455,

.2and 3 as wellas Nar,

use wih Stat Profile Prime Plus Analyzers ONL

Intended Use

Intanded for b vilro diagneste use by heakhcare professionals for monitoring the performance of the Stat Profle Prime Plus

Methodology
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Refor to Stat Prafile Prime Phis Analyzer Instructions For Use Manual for Methodology and Princisles,
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Descrtpeidn dol producte

Uso indicado

Destinado al uso diagnéstic in viro por pante de profesonales de ka salud para supervisar el desampefio de los analizadoros

Stat Praflo Prime Plus,
Motodologia

Para conocer la metodologia y los princigios, consukie el Manual de instrucciones de uso del analzadar Stat Pr
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Fanalysour Stat Profile Prime Plus pour ka méthodologie ot les principes,
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Controis Lovels 1, 2 and 3 are buffered bicarbonate 5 containing dye, salts and preservatves. Each levol fas a known pH

iibrated to a known O,, CO, and rirations
C-. Ca. Mg, Glucose, Lacizo, g
origin, ‘aboratory 105 (oowed duting handling of theso
(GGLS DOCUMENT Mo T2
Warnings and Cautions:
 he carrdgo by gaty imoren [t sevoral soconds, DO NOT SHAKE CARTRIDGE. Relr to S Protle

Tntancod for inviro dagnastic e Folow Sindar pracices for manding laberaiory foagerts
storage
Store at 2-8°C (3746'F), DO NOT FREEZE
Directions for use
Ensurw conirols are room temperature prior o instaliation.
Leves  and Lovel 5 must be charged wih creatining syringos prior to instatation of the Control Cartridge. The 2 syringes aro labeied
‘tho fitmants on the cartidge.

1 Hoid tho tyfnge wih o s dcun a roove procte cap
2. Attach ono of o

3 clor e e f oo g 0 he ApEromeale ant and g0
opress sytingo plungor urtil the contents are dispensed. DO NOT it SACK ON THE PLUNGER TO FLUSH

TS OF SYRINGE

oclelsyninge assomely from fitment and discard in an approprate sharps cantainer.

£ 1-5 forthe next Cantrol

7. Max Cartricge well by gently inverting for 1 minuto, Cartidge is ready for use.

Verify that the Lot Number on the Expacted Ranges Tuble correspords fo the Lot Number on the cartriége. Rafor to Stat Profile Prime
Plus Analyzer Insiructons for Use Manual for camplete directions,

from the nesdlo,

Limitations
PO, valuos vary inversaly with temparatura (approximate
described in Directians for Use.” Tho Expected Range values are spectic

%/°CIF). Therefore, it s crtical 1o folow the temperature guidetnes
Insitumants and cotrols mnuhr\_led by Nova
raximum of 21 ¢

Los cortroles do fivel 1, 2y 3 son soluciones tamponadas n tntura, sales tes. Caca nvel
tiero un pH conocido y bstd equiixado a un val eonocidodo 0, CO, YN, 14 y 5 500 soluciones

oGy
trélos do niveaux 1, 2 ot 3 sant dos solut da bicarbonate contenant un colorant, des sels ot des agents
Chiqua e .un pH conns of o sl o valeur contue e O, CO, o

glicosa, ki {urea),crontining y consarvantes, Cac
inguna sustancia de origen humano, Sin embargo, se deban
cumpi las buenas pricticas o laboratono al manipular estos matorias. (REF. NCCLS DOCUMENT M28.T21).
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dura 5. NO AGITAR €1
s ol anabzates S Prias Prima
dar para la manipulacdn de ractivos d

RTUGHO. Para conocor la

Incicag para use digndsicn n Ao, Siga ag noras

Almacenamiento
Conservar a 2-8°C (37-46°F), NO CONGELAR

Instrucciones de uso

tomparatura
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ratuladas. color para fos mont
Active el cartucho de la siguiente man

1 cartucho.
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Limitaciones
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Traceabllity of Standards
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flrs il i dined

s doa fecha d nsalciénen o saoma, Prsado oso lapta, ofstoma indeard aue
pundo sor insorado y

cartucho no es vilie.

Cumplimiento de normas
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‘Analytes are traced to NI

Reforance ntorats
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Intervalos doreferancia

al and abnormal ¢ values in patient biood, The valyos.

et o i ttarascad T, Rl od.Ta88 T ook of Clincal Chomisty, WS, Saundars e Users may wish to dotormino

Mean Values and Expoctod Ranges in their own faboratory.

Expactad Ranges

The expectad rango for each parameter was determined at Nova Somedical using replicate doterminatins on Nova analyzers, The
o range indicates the maximum doviatons fi an Value that may be expected undar d#faring laboratory conditions for

uments operating within speciications. R ectod Ranges Table.

avatable in the USA or for Point.of-Care/Near-Patiant Testing use.
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missenoms ot mises on garde
NE PAS CON Mélangos b caioucha n 4 riant dicatoment pondant siurs socandox, NE PAS SECOUER LA
CARTOUCHE Vo 1 manue # saton e Fanalysour Stat Prolile Prime Plus pout obtani des infarmatians comple

Pour Vo, Sunre les pratiques 5t poutla 5 de laborator

Stockage :

Stocker entro 2 ot 8 °C. NE PAS CONGELER.
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Produktbeschraibung Nearvpasii Wpe'&vln;
H, PC?d PO, SO, Hamatokst (Hef), totales Hamoglobin (HbF), Toinias yia 7 s g4, PCO, PO, SO, anatoin (). cupuastc
. Ho). (COHb), und
Oesaryhimegione i) o Suten1,2un¢ b gt Mg, Glukosa, Lactat und BUN (Hamsta) n Stfan 4 und 5

o, urBamwwlpM\( Wty mllm{uuuwwlpnq{ Fomye ey m&n(l:)vmw KENG, YAwPIOCYLN.
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Descriziane del prodotto
Materialo acquoso divariica dolla qualt provisto per i monitoraggio dala prestazion: 0,. FO,, SO, amatocio (Hcl),
Crmogonion omte (HAF"y amogobia e HHb), Bibig ome: 137, Sassrosbia O] aeisbriogonn cors)
metaomoglobina (MetHb) nwunwnmihbmn (H¥4b) nei Livell 1, 2 0 3, nonché dr Na', K, Cr-, iCa, Mg, glucoso, lattato, BUI

En migelieforter Befullsatz, & o Kassotie vor gominbed {urea) o croatinina nei Lvell &
5 Pl pery e Per i analzzaton Stat Profile Prime Plus.
T o B e e MO e B P P s presto
i o Fach 1240 0 aistung dor Plus Evbcsayuém xpiion g i vitro da parta di oper: pe
Analysogerato. 2 g e 1 ° ' Phus. Prime Plus
Verfahrensweise MesaBohoyia Metodologia
e d d das entnehman. dot xorion g Profile Prime Plus via 15 apxis. Por principi di anabs, istruzioni par
2usammensetzung Ziveean Composizions
Dio Kairokan dor Sten 1,2 und 3 snd ot Biatbonatosungar, do Farbtal, Satze und . 1. o @hijiara, 16 orioia TEpHYOUY XpwatIed, Kage ol 5120 bicarbonat
dod e bt o Bl o Wert gt ] e b O, € i dor Stufen v et o e iy o,, <0, N, Ta enincBa ehéyxou 4 xa S e puBuG IS Biakdaia, £ rtoad 4 aqsieninn orire 0,.C0,0 1 control dei Lvel &
K., 'Ca /Mg, Glukose, Lact A XU QVIN 1LY, IVIOWEvOoU aapariou, IGVIauEvou payvnalou, note Ca, iMg, glucasio, latato, BUN (uml). croatining o eom\w-nu Ciascuna busta contiene un minimo di 100 ml.
R enthatien. Jodor 100 mi. Dic Kontollen enthaiten iaro Sesardale vl v 5 oupiog 7 Toadinia 100 ML Ta ukisd buon:
menschichen Ursprungs, jedoch sind bai ] . (REF. o 16, wat6a0 Ba mp paxiicd xatd in ‘materia, (FARE RIF. AL DOCUMENTO NCCLS M29-12')
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Warnhinweise und Vorsichtsmagnahmen:

NICHT EINFRIEREN. .
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Bo 25 logorm. NICHT EINFRIEREN

Gebrauchshinweise
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Avvertenze ¢ precauzion!
NON CONGELARE. Miscolars ia cartucca Per
informazion dettaghate, 1 par Proio Prme P

Solo por viro, perla reagont) iy =S

Immagazinaggi
™ a 23 °C (3746 'F). NON CONGELARE.

tatruzioni porluso

Piina e et sortro cadcare Livatl 4 o1 sl & con o sanghe cnianant a solzione i rentiien.
Le 2 siringhe caloti in modo raccord: sulla cartuceia.
Auivara s catoecs coms ncalo & sega

2 Collegare ala e o gogm b cotazono, Toghers i coprago.

inserira Fago.
NON RETRARRE LO STANTUFFO PER

sifing
S BTARE LA SIRINGA BEL SUO CONTENGTO
5 un

per oggett acuminat.
6. Ripetoro i punti 1-5 per faltro controlo,

1 minuto. La cartuccia & pronta par fuso,

Controliar che i el ot parais neta sballs cariucca Per

indicazioni dettaghate istruzion: per Iy
Limitazioni
vaieri PO, variano C/'F), peranto indicazion| di temperatura

Sezion lstruzioni por fuso. | valor doglnnlurvalw provist sono specfic par g mmmmmum abincstida
Nova Biomedical. Una voka installata, r un massimo di 21 gior
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