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Cartucho automatico 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®,
Stat Profile Prime Plus® Auto-Kassette fiir Blutgas-, CO-Oximeter- und Blutchemiekontrollen, Stat Profile Prime Plus® Autéparo guaiyyio emiméSou eAéyxou xnusiag agpiwv aiparog, CO-0uuetpo, Cartuccia
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®, Stat Profile
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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 | §

min - X- max

H* nmol/L

PCO, mmHg
PCO, kPa
PO, mmHg

kPa

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

iMg mmol/L

Glu mmol/L
Lac mmol/L
Lac mg/dL

mg/dL
pmol/L
ma/L

7.213-7.243-7.273
61 -57 - 53
46.1-53.1-60.1
6.1-7.1-8.0
50.7 -60.7 - 70.7
6.7-81-94
49 - 52 - 55
56 - 59 - 62

79.0-87.0-95.0
19.1-20.9-227
191 - 209 - 227
11.9-13.0-14.1
20.5-23.0-255
242-282-322
242-27.2-302
17.6-21.6-256
17.6-21.6-256
301.0 - 369.4 - 437.8
176.0 - 216.0 - 256.0

7.342-7.372 -7.402
45-42-40
346-39.6-446
46-53-59
96.7 -106.7 - 116.7
12.9-142-155
77 -80-83
34 -37-40

36.7-51.7-66.7
129-14.4-15.9
129 - 144 - 159
80-89-9.9
45.6 -49.6 - 53.6
16.5-20.5-245
146-17.6-208
84-124-164
96-116-136
164.2 - 198.4 - 232.6
96.0 - 116.0 - 136.0

7.596 - 7.626 - 7.656
25-24-22
17.5-21.5-255
23-29-34
130.8 - 145.8 - 160.8
174-194-21.4
88-91-94
22-25-28

18.9-23.9-289
57-6.7-77
57 -67 - 77
35-42-48
76.1-81.1-86.1
23-6.3-10.3
1.8-48-78
3.8-7.8-11.8
59-6.3-6.7
100.9 -107.7 - 114.6
59.0 - 63.0 - 67.0

137.1-141.1- 1451
3.67-3.92-4.17
122.1-126.6 - 131.1
0.99-1.07-1.15
40-43-46
0.56 - 0.63-0.70
14-16-17
73-81-89
41-45-49
1.7-20-23
15.1-17.8-20.5

111.8-115.8-119.8
5.92-6.22-6.52
93.9-98.4-102.9
1.36-1.48-1.60
55-59-6.4
1.06 -1.21-1.36
26-29-33
250 - 275 - 300
13.9-153-16.7
63-7.0-77
56.1-62.3-68.6
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Product Description

material for ), PO, SO,. hematocr (Het). fotal homogiabin

{Hb7*) otal hemoglobin (+45), otal bilrubin® (1), xy’\nmog‘uhﬂ (o Hm carboxyhemogiobin (COHB), methamagiobin (MetHb), and
deoxynemagiobin (HHB) in Laves 1, 2 and 3 as woll as Na*, K, G-, iCa, Mg, Glucose, and Lactate in Level 4 and 5. For use wih
Stat Profie Prime Plus Analyzers ONLY

Intended Usa

Intencd ot b i dagnosse usa by heakheare praessiarai for moritring the pafarmance of e Sta Pofle Prime Phis Aralyzers
Mothodology

Rofer to Stat Profile Prime Flus Analyzer Instructions For Use Manual for Methodology and Principles,

Camposition

Controls Levels 1, 2 and 3 are buffered bicarbonate salutions containing cye, salts and ! presenaives, Each vl fas koo o

i 4 and 5 are buffer

ED

Descripeién del producto
torial

para suparvisar ol
(8

pH. PCO,, PO,, SO,, hematocrio (Her), hemogiobina fetal

Uso Indicado

5 Stat Proflo Prime Plus

i, G-, iCa, Mg, glucosay lactato en riveles £y 5. Para

Destinado al uso dagnéstca in wira par parte de profesionales de & salud para supervisar el deampario de los analizadores

Stat Profile Prime Plus,

d presorvatives, e i of 150

h
in nowovor good Rberatory pracices shou b folowad during handiing of tness ataras
T

Warnings and Cautions:
DO NOT FREEZE. Max the cartridge by gently inverting for several seconds, DO NOT SHAKE CARTRIDGE Refor to Stat Profile

Primo Plus Analyzer Instructions for Use Manualfor complete nformation
Intenced for practices for handling taboratory
storage

Store a12.8°C (@
Diractions for use
Ensure controls are at room temperature prior to nstallation. Mix Cartridge well by gently inverting for 1 minute. Vardy th
Number on the Expected Ranges Table corresponds to the Lot Number on the cartrdge, Refer to Stat Profle Prime Pl
Instructions for Use Manual for complote directons.

4'F), DO NOT FREE:

Limitations

PO, values vy oyt arportuto (agprasimtaly 1%, Therforo o crel o fallw ot

doserinod in “Directians fo controls

Somadeal Orce oo, =n Stat Profio Primo Plus Carrdga may o used o maximumf 35 days ot ndal nsalaion
o the system wil 2 may b nsorted and removed from

S aralzer s masimaen o8 boes

Traceabilty of Standards

Total Homeglan (1) and Vattamogiabin (i) ao acsatl b using Cyanmathemoglobn mahod, Cataxyamogionn

(cor) (Ot} Analytos are traced to NIST Standard Reference

e guidelines

Reference Intorvals

 normal and in patient tlocd. T o of these values
i patort bl & rofeenced n Tiez, KW 0. 1960 Textbaok of Ciieal Chamesy, W Saunders Ca, U may wisn 10 detarmins
Maan Values and Expocted Ranges in their own laboratory.*

Expected Ranges

The expected range for each paramete d at Nova Nova anatyzers. The
expected range indicates the maximum dovations from the Mean Value tha: may be oxpected undor differing laboratary canltiors for
insttuments operating wihin specifications. Refer to Expocted Ranges Tablo

“Not avaiable in tho USA ot for Point-of-CarelNear-Patient Testing use.

INCCLS Document M29-T2
2How o Dafine and Delerrmine Reference Intervals in the chnical laboratcry, opproved
guideine-second editon, NCCLS C28-A2, Volume 20, Nurrber 13,

Description du produit
e docorrledet i s pou srvaer a pefoanca des limeots ukants o, PCD. PO, 50, bmstocita
), carbaxyhémos

‘. Cr iCa. Mg, gicose

(Mot
et lactats dans los nveaix 4 ot
Utilisation prévue

Desting & e ublksé par les professionnels de la santé pour le dagnostc 1 wiro afin de suveiler k parformance des analyseurs Stat
Profile Prime Plus.

 ubkisaton avec los anal

Matodologia Méthodologie
Para canocer fa metodologia y I consute el uso del analzador St Prafle Vit le manuel & utlisation de Fanalyseut Stat Profile Prime Plus pour la méthodalogie et fes principes,
Prime Plis. Composition
Les contrdles de nveaux 1, 2 ¢13 sont des do lorant,

L o5 co nivel 1,2 y 3 son soluciones tamponadas do bicarbonato Guo  consarvantas, Gada el Chaque nveau i o loa o do O OO, AN, Los contrBlos do nvoaux 4

un valor 5 s0n sal 65 sont [ Na, K, G iCa, Mg, glueose, lactate, ot dagonts
que cortlenon concentraciones conocidas do N, K, C onvase contiene 100 mL mainG 100 m, Les contral o humaine,
como minimo, Los ura oo birmaio: Sl e u de

o taboratorio al mani
(REF. NCCLS DOCUME

Advertencias y precaucianes:

NO CONGELAR. Mezcle ol cartucho invirténdolo suavermente durante uros segundos. NO AGITAR EL CARTUCHO. Para canocer la

ning:
tos materiales,
NT M29-72')

informacién comeleta, consute ef Manual do instrucciones do uso del analizadar Stat Profile Prime Plus.
Indicacto para uso Sagnéstico in vitro, Siga las normas estincar para 'a manipulacién de reactivos de laboratoro,

Almacenamiento

Consarvar 3 2:8°C (37-46°F). NO CONGELAR

Instrucciones de uso

usar, Mezcle

fant, do
NCCLS DOCUMENT M28-72')
Avertissements et mises en gardo
NZ PAS CONGELER. Mélanger la cartouche en fa retournant délicatarmes E PAS SECOUER LA
CARTOUCHE. Voir le manuel d utlization do Fanalysour Stat Profile Prime Plus pour obs Jons complotes.

Pour usage diagnostique in viro, Suvre les pratiques standard pour la manipulation dos réactfs do labaratoire

Stockage :

Stocker artre 2 018 °C. NE PAS CONGELER

Mode d'emplol

Sassurer que les contrales sant & température ambianto avant utfisation, Mélanger Ia cartouche en la ratourant dékcatoment

pandant 1 miute. Veérfior que I numdro do lot sur le tableau dos plages attendues correspand a numéro de lot sur la cartouche.

1 mindto, Verf i

cartucho. Para
Limitaciones

st 7

o il £O, aie o pp o s b st o masamante ¢ /) Pl i on sl v e s
\a ccén

rotmas do tomperatura que

pecificos

Unavas rataindo

Stat Profile Prime Plus se puode

kel f et A da'a focha o nstalacin an ofsistera, Pasado b60 8pes, el Setaa indicard o
cantucho no es valide, Cada cartucho puede ser insertado y extraido del analzador hasta 8 voces came miximo,

Cumplimiento e normas

La nomoglobina total (t45)  la metahemoglobina (Vietkib) son trazables al método de la Canametahemoglobina. La
carboxinemoglobina (COHb) y la oxhamoglobina (O,H) san trazables a la técrica espectrofotométrica, Analtos trazables a los
materiales de reforencia estindar del NIST.

Intervalos de referencia
it forma

valorns esperados i

 anormales an la sangro del paciente. Sa pusce consutar

o rango clinco esparaco e estos vakores en la sangre dol pacierto en Tietz, NV ed, 1986 Textbook of Clinical Chermistry, WE.
Saunders Co. E posible que los usuars desoen determinar valores medios y TGOS e3perados en su Popeo laboriorio

Ranges esporados

para caca

Nova Biomedical

valor medio que pueden esperarsa

*No dispanisle en £ UU. o para usa en prusbas en punto de atencién del paciente.

INCCLS Docurment M29-T2
2Haw lo Define and.

auidalno-socond oditon, NCCLS Ca8-A3, Veluro 20, Number 13

approved

Vorle de Fanalyseur Stat Profile Prime Plus pour abten des instructans complétos,

‘utiisation
Les valeurs do FO, varient inversament avoc ka température (environ 1 %/°C), Par conséquent, il est essentiol de sunro les directves
températuro décates dans lo « Mode domplo », Les valeurs do plage attendues sent spécfques aux instruments ot contrblos

fabnaués par Nova Biomedical, Une fors nstall, chaue caosche Siat Profle Prime Flus pout étre tlsée pencart un maximur
de 35 jours a partr do la dat e. systeme indi
valice. Chaque cartoucho peust 870 inséréo et retirde de Fanalyseur § el e
Tragabil dos dtalons

otale (140) et Ia mé

en wtiisant la méthode
OHD) Hb) sant tragables en
2ok asben oo o etk do e Sulon o MRBT

ety

ta
Les substances a analyser

Intarvalies do référance
L

e sang u patient La plage cinique
mmnamuez Nw:u 1588 .mmwcm:ﬂ Chems Saunders
lout propre labor

atte

5 valeurs dans le sang du pa
tor dét

Plages armnduns

détorminéo 3 Nova u
\ova La plago mnm indiue s dears maxmaus del valout myanne pouvart
Vi le tableay

dos essas 1épétés sur des analys
‘o5 canditons do lazo

Consulte Ia Tala de rangos esperados.

“Non E

los points o délocalisd

NCCLS Document M29-T2
2How to Defin and Datermine Relererca Intervals in the ciinical laboratery, approved
guideino-secand edition, NCCLS C28-A2, Volume 20, Number 13
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Produktbeschrolbung Neprypapd mpoidvrog Descrizione del prodotto
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e tnohmen, Frima Fus, Metodologla
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Warnhinwelse und Vorsichismasnahmen: g Avvertenzs e precauzlont
NICHT SINFRIEREN. Kasaat o Sokurdan ang vorucht wandan, um s 2uVamishr, IE KASSETTE NCHT (ARANA®: EITPASCY NCCLS M25-T2). NON CONGELARE. Miscolare I cartucca per svariat socondi, LACARTUCCIA
SCHUTTELN. Valistandige Stat Prafie Prima ontrenmen. i Par 3 | Stat Prafile Primo Plus.
Zum Gobrauch bai dor In-vtro-Diagnosa bestimmt, Die ublgne tur die gvon L. iatzu MH x,mwx—rammu.m Pveimssossinas o ek 1 jepst Sncot b ANAKINEITE TO OYEIFTIO, Salo por Adotare lo |. a
vefogen Avarptgic oo £ Prafie Primi
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" ohmen. ar > rime
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2Howto [ " dtos 20 eprexpulun
kinischen Labor); genehmigte Richtinien — rwaite Ausgabo, NCCLS C28-A2, Bend 20, Nummer 13 Kateuuviip odnyla-Scitepn {xdocn, NCCLS C28-42, Touos 20, ARy 13
B i8> Tormékiamertetés L :
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Para uthzasd0 APENAS com 03 analsadorns St Profle Prime Plus Pt P P stz s
Utilzagio prevista fides rassndlata, @ Stat
Do U S0 sage/pand LREfloRine montarozdsira. g

Médszertan
Metodologla i
Gonaute o Manual de instrc 3 para obter a metadeloga andlae Usda Sit Profle Privie sl
e Gaszetitel
s cantrolos nios v 1, 2¢ 3 sicarconato . Caca nivel tem um A L AL o oRK S reyioo Sl
P connacdo a & equibrado para valores cannocios de O,,Cf O cortrolos nos niveis 4 o § sfo solusoa tampanadas gue o P .t e Y Adibes e e
contim cancentrasos conhecicas de Nar, K', Ch, (Ca, Mg, glcase, lactato e conservantes, Cada slsa coniém um minmo do 160 bkt B Lt e o e
(REF. NCCLS DOCUMENT M28.72') Figyelmeztetéack és évintézkadése

TiL tnénd Koverje NE RAZZAA PATRONTIA tales

L Kord Plus
. NAOAGITAR p? slrisoiat

Conautie o Manual de instrugéos do utlizagho do Analsador Stat Profil Prime Plus para obtar nfarmagdes compotas,
Incicaco para utlizaglo em dagnésticos in viro, Siga as préticas padrio para o manuseamento de reagentes e laboratério
Armazenamento

Ammazenar 3 2-8°C (37-46F), NAO CONGELAR

Instruges de utiizagdo

Assegure-se de que 03 controlos estlo 4 temparatura ambients antes de os instalar, Misture bam o cartuche, invertendo

cuicadosaments durarnto 1 minuto, Varifique se o nimero a
a0 nimero de lote no cartucho, Conaulte o Manual de <o Anali Phus para obter
instrug8es completas,
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Saunders Co. a
Intorvalos previstos
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Nova tdas em analisadore:

Nova, O que padem
laboratariais para instrumentos a funcionar dentro das 3uas eapecificabes. Consukio a Tabel de Intervalos Esporados.

“No disponivel nos EUA ou para uso em testes no local de atendimentolpréximo ac pacierte.
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