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Stat Profile Prime Plus® Blood Gas, CO-Oximeter, Chemistry Controls Auto-Cartridge

Cartucho automatico para controles de quimica, gases en sangre y cooximetro Stat Profile Prime Plus®, Cartouche automatique de contrdles 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 @uaiyylo emmédou eAéyxou Xnueiag agpiwv aiparog, CO-0fupeTpo, Cartuccia
per controlli automatici chimici per gas ematici/CO-ossimetria Stat Profile Prime Plus®, Cartucho automético de controlos de quimica, de CO-oximetro e de gas no sangue Stat Profile
Prime Plus®, Stat Profile Prime Plus® vérgaz/CO-oximéter, Stat Profile Prime Plus® Kan Gazi, CO Oksimetre, Kimya Kontrolleri Otomatik Kartusu, kémiai kontrollok automatikus patron,

Stat Profile Prime Plus® 072 5 IO MINYP3 Mo CO-Oxlmeter, Stat Profile Prime Plus® Mk R, CO 4% X— 42— &(LSIREHIY FO—IVEEIA— LUy, Stat Profile Prime Plus® 8% 7h2,
CO-AA 57, 35t ZHK| XS FLE2]A], Stat Profile Prime Plus® 5, » —&{LFH-MAY ~ LEHBRHFREIRAZ
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[conTROL[1]2]3]4]5]

8 2026-06-02

ED

Prdict Diserplon

terial f rce of: pH, PCO,, PO, SO,, hematociit (Hct), fetal hemoglobin

Expected Ranges, Rangos esperados, Plages attendues, Erwartungsbereiche, Avapevopevo e0pog, Intervalli previsti, Intervalos
previstos, Beklenen Araliklar, Vart tartomanyok, D™MBX DNV,

FRFEE, old Hel, AT E{E

el nowogioon (15}, ttal Blrubin (1), Rynomoglon (0,-5), carbonybemagiotin (CORb), methemogiobin
(Me Hb), and ceoxyhemoglobin (HHB) in Levels 1,2 and 3 as well as Na', K°, CI, iCa, iMg, Glucose, and Lactate in Level 4
and 5. For use with Stat Profle Prime Plus Analyzers ONLY

Intended Use

CONTROL | 1

CONTROL |2

CONTROL| 3 [conTroL[4] CONTROL[ 5|

Intenced for i viro diagnostic use by healthcare professionals for monitoring the performance of the Stat Profle Prime Plus
Analyzers

Mathodology

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

Composition

Contola Lavse 1,2 ar 3 s buftorsdSearbonse soulors containg e, asts and pressretves, Eachleve has o known
jons containing known

rtains @ minimum of 100 mL

aknown O,, CO, and N,

value. Cortrols Level 4 and 5 are b
Lactate and eisahves Exch oo co

Wiarnings and Cautions:
E. Mix the cartridge by gently inverting for several se

ralyzer Instructions for Use Manual for complet

diagnostc use. Follow standard practices for handling laboratory reagents.

Storage
Store at 2.8°C (37-46°F). DO NOT FRE!

to instaliation. Mx
the Expected Ranges Table corresponds to the Lot Number on the
tons for Use Manual for complate directons.

Jently inverting for 1 minute. Verfy that the
riridge. Refer to Stat Profle Prime Plus

Limitations

PO, values vary inversely wih temperature (approximately 1%/°CI'F). Therefor
guidelines described in “Directions for Use.” The Expected Range values are specific for instruments and controls
manufactured by Nova Biomedical. Once installed, each Stat Profile Prime Plus Cartridge may be used for a maximum of 36
days from the intial instaliation cate on the system ime the system wil indicate the cartrdge s invalic. Each cartridge
may be inserted and removed from the analyzer a maximum of 6 times.

tis critial to follow the temperature

Traceability of Standards

Total Hemoglobin (tb) and MetHemoglobin (MetHb) are traceable by using Cyanmethemoglobin method
CarboxyHemoglobin (COHb) and OxyHemoglobin (O,Hs) are traceatle using Spectiophotometry. Analytes are traced to NIST
Standard Reference Materials

Reference Intervals

Jat values in patient blood. The expected clnical rangs of these
values in patient blood is referenced in Tietz, NW ed. 1986 Textbook of Clinical Chemistry, W8, Saunders Co. Users may wish
to determine Mean Values and Expected Ranges in their own laboratory.

Expected Ranges

The expected range for each parameter was datermined at Nova Biomedical using replcate determinations on Nova
analyzers. The expected range indicates the maximum deviations from the Mean Value that may be ex; under differing
laboratory condtions for instruments operating within specificatons. Refer to Expectod Ranges Table.

“Not avalabla in the USA or for Point-of-Care/Near-Pat

ting use.

1NCCLS Document M29-T2.
2How to Define and Delermine Reference Intervals in the clinical laboralory, spproved
guideine-second edfion, NCCLS C28-A2, Volume 20, Number 13

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

pH 7487 -7.217-7.247 | 7.382-7.412-7442 | 7591-7.621-7.651
H* nmol/L 65-61-57 41-39-36 26-24-22
PCO, mmHg 49.2-56.2-63.2 36.1-41.1-46.1 17.6-21.6- 25.6
PCO, kPa 65-75-84 48-55-6.1 23-29-34

), mmHg 50.3 - 60.3-70.3 97.4-107.4- 1174 133.6 - 148.6 - 163.6

5 kPa 67-80-93 13.0-14.3-156 17.8-19.8-21.8
S0, % 48-51-54 77-80-83 89-92-95
Hct % 56-59 - 62 37-40-43 22-25-28

Na*

CI-
iCa
iCa
iMg
iMg
Glu
Glu
Lac
Lac
HbF*
tHb
tHb
tHb
O,Hb
COHb
MetHb
HHb
tBil*
tBil*
tBil*

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

79.0-87.0-95.0
19.6-21.4-23.2

196 - 214 - 232
122-13.3-144
20.3-22.8-253

24.0-28.0-32.0
244-27.4-304
17.8-21.8-25.8
17.5-21.5-255
299.3 - 367.7 - 436.1
175.0 - 215.0 - 255.0

43.0-58.0-73.0
13.5-15.0-16.5
135 - 150 - 165
84-93-102
457-49.7-53.7
15.8-19.8-23.8

16.2-182-212
83-123-16.3
93-113-133

159.0 - 193.2 - 227.4
93.0-113.0-133.0

139.3-143.3-147.3
3.73-398-4.23

123.4-127.9-132.4
1.00-1.08-1.16

111.2-115.2- 119.2
5.89-6.19-6.49
934 -97.9-1024
1.36-1.48-1.60

40-43-486 55-59-64
0.53-0.60-0.67 1.01-1.16-1.31
13-15-16 25-28-32
73-81-89 245 - 270 - 295
41-45-49 136-15.0- 164
17-20-23 62-69-7.6

16.1-17.8-205 562-61.5-67.7

226-27.6-326

62-72-82
62-72-82
39-45-51
76.1-81.1-86.1
19-59-99
25-55-85
35-75-115
55-59-6.3

94.1-100.9 - 107.7
55.0 - 59.0 - 63.0

ES

Descripeién del producto

Waterial acuoso do control o cadad parasupervsar o desempelio o p, PCO, PO, SO, hemtocrto (et hemogloting fal
{HoF), hemogibina ttal (), bilmubira al (33), X (COHb),
(Veto) y dosoxhemagiobina (HH3) en nivoles 1, 2y 3, ademds ce Na', K, G, Ca, Mg, glucosay lactato en niveles & y 5. Para
usar UNICAMENTE con los analizadores Stat Proflo Prime Plus

Uso indicado

Destinado al uso diagnéstico in vitro por parte de profesionales de Ia salud para supervisar el desempefo de los analzadores

Stat Profile Prime Plus.

Metodologia

Para conocer la metodalogia y los principios de prueta, consute el Manual de instrucciones de uso del analzador Stat Profle

Prime Plus

Composicién

Los controles de nivel 1, 2 y 3 son soluciones & bicarbonato que cortenen tintura, sales Cada nivel

tiene un pH conocido y estd equifbrado a un valor conoido de O,, CO, y N, Los controles de nivel ¢y 5 son soluciones tamponadas

que contienen concentraciones conocidas de Na', a, I, glucosa, lactato y conservantes. Cada envase contiene 100 ml
les o contienen ninguna sustanca do origen humano. Sin embargo, se deben cumpirlas buenas précticas

(REF. NCCLS DOCUMENT M29-72')

Advertencias y precauciones:

NO CONGELAR. Mezcle el cartucho invirtiéndolo suavemente durante unos segundos, NO AGIT)
informacién completa, consutie el Manual de instrucciones de uso del anal zador Stat Profile Prime Plus.
Indicado para uso diagnéstico in vivo. Siga las normas estandar para la manipulacién e reactivos de laboratorio.

ARTUCHO, Para conocer la

Almacenamiento
Conservar a 2-8°C (37-46'F) NO CONGELAR.
Instrucciones de uso

o los controles estén a temperatura ambiente antes de usar,
1 minuto, Verfique que el nimero de lote que figura en I tabla de rangos es
cartucho, Para conocer las instrucciones completas, consulte el Manual de i

‘o5 coincida con el nimero de lote impreso en el
ciones de uso del analzador Stat Profle Prime Plus.

Limitaciones
Los valores de PO, varian en proporcién inversa a fa

ura (aproximadamente 1 %"C/'F). Por o tanto, es i las.

Description du produit

Matéria do conidle de la qual aqueux pour suvele a pafomance des léments suvarts . pi, PCO
(vet), hémoglabine fentale (HBF<). hémaglobine totale (tH5), bilrubine totale* (tBil), (o,
{Cor), manémoghine (et st dbsoxynémogiotine (HE) das es niveaue 1. 2ot ansi e

los niveaux 4 et 5. Pour

0,. PO,. SO, hématocrte
H5).

Produktbeschreibung
Wassriges Qualtatskantalimateralau Userwachung von p, POy, PO, SO, Hamatoct (e, fales Hamoglain (46)
(tHo)

t Profie Prime Plus UNIQ

Utitisation prévue

, Cr-, iCa, iMg, glucose

Destiné  éire utlisé par les professionnels de la santé pour lo diagnostic in vitro afin de surveillr la performance des analyseurs Stat

Prfle Prime Plus.
Méthodologie

Voir e manuel d'utlisation de Fanalyseur Stat Profle Prime Plus pour la méthodologie et les principes.

Composition

Avertissements et mises en garde

Stockage

Mélanger la cartouche en la retournant délicatement pendant plusieurs secon:
le manuel dutisation ce lanalyseur Stat Profile Prime Plus pour obtenir des informs
Pour usage diagnostique in vitro. Suvre les pratiques standard pour la manipulation des réactfs de laboratoire.

g
Stocker entre 2t 8 °C. NE PAS CONGELER

Mode d'emplol

Sassurer que les contrdles sont & température ambiante avant
que le numéro de lot sur le tableau des plages attendues.
Voir le manuel d'utlsation de Fanalyseur Stat Proflle Prime Plus pour

pendant 1 minute. Vérfier

Limites d'utilisation

Les valeurs e PO, varient inversement avec la température (snviron 1 %/°C). Par con

mperatura que se describen en la seccidn cciones de uso”, Los valores de rangos esperados son especificos.

< fabricados por Nova Biomedical. Una vez instalado, cada cartucho Stat Profile Prime Plus se puede
:5 3 partir de la fecha de instalacion en el sistera, Pasado ese lapso, el sistema indicard que el
tucho puede ser insetado y extraido del analzador hasta 6 veces como méximo.

Gumplimiento do normas

La hemaglobin oal (1) y la metahemoglbin (et) sonvazables sl método dela Canomeahereglobna. La
na (COHb)y 2 cxhemootin (0,) son razabls  athcnica s tos trazables a los

5 de referenca estindar del NIST

Intervalos de referencia
formuladas como valores o

ales y anormales en a sangre del paciente. Se puede consultar
el rango clinico esperado de estos valores en fa sangre cel aciants on Tits, NV o 1988 Texthook of irieal Chormity, W8,
‘Saunders Co. Es posible qus s usuarios deseen determinar valores medios y rangos esperados en su propio laboratorio !

Rangos esperados.

ce tes dans o ¢

o 35 jours & partr de la date

valide, Chaque cartouche peut étre insérée

Tragabilit des talons

Lhémoglobine totale (15) et fa méthémaglobine (Vc‘Nb) son ragatles an atiaart s métyoce
et

e valeur connue de O,,
é

fabriqués par Nova Bomedical. Une fois installse, chaque c:
installation initale sur le sys!
t retrée de Fanaly:

s de plage attendues sor

aprés 35 jours le systéme indique
L 6 fois au maximum.

lisation. Mélanger la cartouche en la retournar

o
teni des instructions compl

iCa, iMg, glucos
s contréles ne contiennent aucun consiituar
appliuées pour la manipulation de ces matériaux.

s.

les de niveaux 1, 2 et 3 sont des solutions tamponnées de bicarbonate contenant un colorant, des sels et des agents
urs. Chague niveau a un pH connu et est équil br
ot 5 sont des solutiors tamponnées contenant des cancer
urs. Chague sachet contient au moins 100

nnes pratiques de laborataire dovent
(REF. NCCLS DOCUMENT M29-72))

€O, ot N, Les contidles de niveaux 4
. lactate, et dagents.
dorigine humaine ,

£ PAS SECOUER LA
's complétes.

o delot sur la cartouche.

nt, il est essentiel de suivre los directives.

eut tre utlisée pendant un maximum
que Ia cartouche riest pas

* (881), Oxy G n (COMB), (VetHs)
und Desoxyhamoglobin (HHb) in Stufen 1, 2 und 3 sowie Na, K, CI~, iCa, iMg, Glukose und Lactat in Stufen & und 5. NUR zur
Verwendung mit Stat Profile Prime Plus Analysegeraten.
Verwendungszweck

durch Fach '

Uberwachung der Leistung der Stat Profile Prime Plus Analysegerate.
Verfahrensweise
Die Veriahrensweise und -prinzipien sind dem Arleitungshandbuch fur das Stat Profile Prime Plus Analysegerat zu entnehmen.
Zusammensatzung
Die orirolan dor Ssfen 1, 2und 3sind opuffert Biarbanatesungen, e Farbtal, Salze und
Jede Stufe hat einen bekannten pH-Wert und ist auf
und 5 sind gepufierto Losunge 4

Jeder Beutel enthalt mindestens 100 mi. Die Kontrollen enthalten keine Bestandtele menschl

Kontrollen gute Laborpraktien 2u befolgen.
")

rvisrungsmittel enthalten.

Konservierungsmittel
ichen Ursprungs, jedoch sind

scatte einige Sekunden lang vorsichtig wenden, um sie 2u vermischen. DIE KASSETTE NICHT
Informationen sind dem Anlotungshandbuch fur das Stat Profie Prime Plus Analysegerat 2 entnehmen.
tro-Diagnose bestimmt. Die abliche far von. rzien ist zu

befolgen
Lagerung

Boi 2:8 °C lagern. NICHT EINFI
Gebrauchshinweise

it schorzusteen, dass die Kontrolle Raurtemperstur it U se gut 2 vermischon, die Kassetl ene Miute
nden. Sicherstellen, dass die Chargennummer in der Tabelle mit den erwarteten Beroichen mit der Chargennummer
sind der tur das Stat Profle Prime Plis

N,

e

Analysegerat 2u entnehmen.

Einschrankungen

) Werte andern sich im umgekehiten Verhalias zur Temperatur (ca. 1 %[°C). Aus diesen Grund ist es wichtg, e

Temperaturrichtinien unter .Gebrauchshinweise" zu befolgen. Die Werte fur die enwarteten Bereiche gekten nur fur von Nova

Biomecical hergest umente und Kontrollen. Eine installerte Stat Profile Prime Plus Kassette kann maximal 35 Tage lang ab
tom verwendet Danach 05t das Sysim ar, das e Kasseto ungikg st Jede

Kassette kann maximal sechsmal in das Analysegerat eingesetzt und entnommen werder

CorLos utisaens

Plages attendues.

NW ed. 1986 Tex!
les plages att

é ta
Les substances & analyser

Uées 4 des valeurs normales et anormales attendues dans le sang du patient. La plage clinique
s le sang du patient est indiquée dans Tretz.
uvent souhaiter déterminer les valeurs moyennes

of Clinical Chemistry, W8, Saunders
les dans leur propre laboratorre.?

La plage attendue pour chague paramtie @ &b déterminéo & Nova Bomedical en utsant des essas répétés sur des analyseurs

Nova. La plage atenduo ndique les écarts maximaux do la valour moyenme goo

£l rango esperado para cada parémetro ha sido di Nova replicacas en
aralzadores Nova, £l rango esperado indica las cesviaciones miximas del valor medo Gue pueden espararse
laboratorio diferentes para instrumentos qus funcionan dentro Conscte la Tasla o

*No disponible en EE. UU. 0 para uso en pruebas en punto de atencién del paciente,

NCCLS Document M29-T2.
2How to Define end Determine Reference Intervals in the clinical laboratory, pproved
guideline-second edition, NCCLS C28-A2, Volume 20, Number 13

Made in USA

B ol /200

“Non disponible aux Etats-Unis ni pour les points d'intervention/analyses délocalisées.

NCCLS Document M29-T2.

2How to Define and Delermine Relerence Intervals in the clinical laboratory; approved

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

WWW. novablomedlcal com

endus dans des conditions de laboratoire
selon los spéeicatons. Ve I tableat Plages aendues

(MetHg) sind uver die nachweisbar.
{COHn)und Cyhamogiotin (0 sind Bber Spela lphotometse nachweistar, Die A"alfe e e asare o
des NIST rackfuhr
Referenzintervalle

‘e Konzentrationen sind so formuliert, dass sie normalen und anormalen erwartaten Werten im Patentenblut entsprechen. Der
erwartete Kinische Wertebereich fur diese Werte im Patientenblotist bei Tietz, N. W. Hg., 1988, Textoook of Clinical Chemistry, W8,
Saunders Co. aufgefuhrt. Bei Bedarl kann der Benutzer Mittebwerte und enwariete Bereicha im eigenen Labor ermitteln?
Erwartungsbereiche
Der erwarteto Bereich fur joden an Nova-
Analysegeraten ermitel. Der erwartete Bereich 2sigtdis maximaion Aichurgen vom Mitalwed an, de nterschieciichen
L fur innerhals enzwerte betriebe i 20 erwarien sind, Neberes sishe Taselle it
den Erwartungsbereichen.

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

INCCLS Dokument M2-T2.
2 How fo Define and Determine Reference Inlervals in the clinical laboratory (Definition und Bestimmung von Referencintervallen im
Kinischen Labor); genehmigte Richilinien — zwoile Ausgabe, NCCLS C26-A2, Band 20, Nummer 13,

[REP | Nova Biomedical GmbH Hessenring 13A, Geb. G 64546 Mérfelden-Walldorf Germany

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

LPN 59010H 2024-06
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16 i pH, PCO,. FO,, SO, anaroxpiin (Hel). euBpuari
enosgaping (HoF), Gl apoopaAT (1H8), T roNeh KoAepuBsU - (80, u{umyw@mpfvﬂs 4. eaplsoncosaping
corm. 3, k3 kanvarpe, iy

awbiiise, uapGiou, YAuxéing Sé meba 4 K. npx e
‘GvoKuis véhuong Stat Profle Prime Plus
EvBedaypévn ypiion

i Xefion in 6 1a1poig yia 1 1ng a8800ng 1w ouokeuGN avéAuang Stat Profile

Prime Plus

Mesozohoyia

Avarpige cto Eyxetpidio oBnyiv xpong g ouoxeuic avéhuang Stat Profile Prime Plus yia 1 peoBokoyia xat 1ig apxs.

Toveean

Te emimeda eAiyxou 1, 2 xan 3 eval puBLIO K BirtovBpaxics BIzAIpala, 16 Omala iepiXow Xpwanich, 6AaTa kel Ouvineniied. Kébe

enireB0 bxe1 Yviwatd pH Kot eio0ppoLital o€ Wuwaid iuf O, CO, xat Ny. Ta uhicé chéyyou 4 Kai 5 civer puBiiaicd BIaAljarc, 16
cie TRy YUotEsaupsevpboci vargloy . ek . XAplodxu v, 1oviaptvou coBatiov, Iovioybvou yayvnoiov,

VAukSLg Toosinta 100 mL. Ta ukixd ekéyxou eV TiepiEyow

ovoraiid i TpaKIIKA Katd 11 XPAGN 1ETOILY UNKG.

(A5 ANAG. ETTPASOY NOCLS N2oT2)

Mpecemarfou xampogukdtus

MH KATAY 10 guaiyy 10 ariahd yia pepid (AKINEITE TO SYZIFTIO.

Avarpitie oto nynwm quy\uv Xpfiong 1ng ouaksurg avhvong Stat Profile Prime Plus yia "Mpn aroixcia.

EVBeixvu1ar 1a 8Iawatied X9A0M in vitro, AKCAOUBEISE T OuviGn TTpaxiixA Y1a 1ov XEIpio6 aviiBpaginpiun €pyagtnpiov.

Amosiixevon
AoDxeuon o1oug 2:8°C (37-46°F). MH KATAYYXETE.
0Znyitg xpAang

BeBaKeBelie 811 10 Ukics (vacu Bpm(mm at Beppoxpaia duyariou mpn aé 1n yeon. Avaitere 1o guaiyyo cvump(gmvu(
ariakd yia 1 Acriié, 0 ApiBuds Mivace eupdy
bt lonl g bl s N Xptiong ing oukeuic avahuor Stat Protle Prime Plus yis Tpei oanyies
Nepropiopel

O FO, Biagipow avii i

8 mpaatpion (%P, e, tova cxloulec g o
Eupi

Descrizione def prodotto

Metdle mccsousdiverifca s duath preistnper  moniacaggla dlls prsition d i, PCO, PO, S0, matocl (el

G

Descrigao do produto

emoglobina fetale (HbF*), emoglobina totale (tHb), Biirubina totale* (181),
metaemoglobina (VetHb) e deossiemoglabina (HHb) nei Lvell 1, 2 & 3, nonché di Na', K', CI-, iCa, Mg, glucosio s el v
45, Perfuso ESCLUSIVO con gh analizzatori Stat Profile Prime Plus,

Uso previsto

Previsto per vitro da per

Metodologia
Perla metodologia e i Lvedere il
Composizione
T controll dei Livelli 1, 2 e 3 sono soluzion di forant, sal
¥ n0to od b equllbrato a un valore O CO, & N . | cantol el Ll 4
note diNa', K', Cl, iCa, Mg, glucosio, lattalo o consenvani. Ciascuns un minimo di 100 mi. | controll t
costituents materia.
(FARE RIF, ALDOCUMENTO NCCLS Mzs.nv)
Avvertenze e precauzioni
NON CONGELARE: Miscolrota crtccia capovalgandola delcatamente po svariat seconds NON AGITARE LA CARTUCCIA
per Tuso d (ofile Prime Plus.

o diagnostico in viro. Adattare le normal, precauzioni necessarie per la rrnmpolzzmna dei reagenti di aboratori.
Immagazzinaggio
Conservare a 2:8 °C (3746 *F) NON CONGELARE.
Istruzioni per F'uso

i controll
o { mingo, Conirtare che i merod o fpariate e sbatls
Cartuceia, Por indeazion detaglate, vedere 1 Manvale cortenents e svuzianiper fuso doFanaszators St Potle Prims Plos
Limitazioni
Ivalori PO, variano inversamente alla temperatura (circa 1%/°CI*F), pertanto é essenziale seguire le indicazioni di temperatura
descritie nella sezione Istruzioni per fusor. | valori degl intervall previst sono specifci per gl strumenti e | control fabbricati da
Nova Blomadical Lia voba inalt, ciascuia catuccia it Piotc Pia Plis pub exsae ulizzaa s un massina d 33 i

Stat Profile Prime Plus.

istruzioni per

i Ciascun lvello ha un

e Wit it B e ot

o épv:vc o1 e ehéyou mau

axcudlovin amb in Nova Biamedical ieid 1 mmémaar\ xite guaiyyio Stp Pm! le Prme Plus
17V apyd

tvvrl{‘\ 61110 ualyyio civar éxupo. KaBe puolyyio i i 10 péywro,
Awmumuomm TpariTwY
H e aoagaizin (145) et ueasoosaiphvn (VetH). avyedover e 1 xofo ingpedébou xuaueyidoryoogaT. H

O avahuBeves ovdies cvvedovian

(c
ot 1a mpanira uhed avaqopbs NIST (ST Stangi eerencs materials).
Luotiwara avagopdg
Onevyssvipiiaas Sauopoiunor ot euaehorids <o n sumslac ks o iyt aotevin. To cvapevueia i clpos
GUIGN 16V 1IN 010 GG LV GOBEVAN QVeGEpEIa oTo tyXLpiBia Tietz, NWW ed. 1686 Textbook of Clnical Chem: . Saunders.
Co. 01 ot vBtyoubvass va EiGusodv 1ov <3G0S s MEGLNY WAL Xet AV vio £dpin 010 B 100k :pyuau\p-o 2
Avapvéuevo elpog
To soysvéperacipog ya xitc mepdypo xadopianice amd 1y Nova Biomedical vt 1 Xphn encvobqmicin mposbepiin ae

o v om i M s mou yiopl v vy )

im Elagopeinlce lpvuompmd; aNGAseG o Ao Aoy e i s Bsagpagl, Ase ot s e
Avapevutvn

*ev Biarigerar o1 HIA A yia Xpon o¢ Tapardivies Blayvwaricés eferdoti.

Eyypaw INCCLS MZaT2

eykexpiivn
Careubonibrs conyia-5Lsnpn ixaoon, NCCLS C26A%. Tos 20, Ap0u6s 13

@rR>

Grin Agiklamast

o, PC2, P02, 502, bamatokrt (et ftalhemogebin (577 toplam homoglotin (1), ol bikubi” (38, ksihamogiotin
(©2Hy), (COHY), (Vetrit) (+H8) 1. 2. ve 3. Dizeydo ve Nas, Ks,
18, Mg, Gz v Lacain 4. ve . Dizeydn performansnin clnmesi g s kbt kil e ermesi YALNIZOA St
Prime Plus Analiz Cihazlanyla birlkte kulanima yoneli

Kullanim Amas
0t Pri Proch AU Aials K BEAaF AR AR S G A i S A
kullanima yonelidtc

Metodoloji
Metodoloji ve Prensipler gin Stat Profle Prime Plus Analiz Cihaz: Kullarim Talimatlan Kilavuzuna baian

Bilesim

Kzl Daseyi 1, 240 . boy, u v keruyuzs maddclr eran tmporianisirbonat slsyorandr.Herdizeinilen i
AT ok Wlun bt . G2 4 4 o dangslre. Kot D & o K, O o, M ko Lu

Koruyueu maddelern biln ! e i 100 L. oot Kenitobar,
insan kaynakl bilesen \cevmu A b Atz K B yi laboratuvar uygulamalan takip edilmelicit.

(REF. NCCLS BELGES! M29-T21).

Uyanitar ve fkazlar:

DONDURMAYIN. Kartusu itk saniye yavssea ters govierek ice fansin, KARTUSU SALLAVAYI. Kapsar bl i St
Profle Prime Plus Analz Cihazt Kullanim Tal matian Kifavuzuna baia

in vitro tam amagh kullanima yonelici, Laboratuvar reaktifierinin kullanimi igin standart uygulamalan taidp edin.

aklama
2:8°C'de (37-46°F) saklayin. DONDURMAYIN,
Kullanim talimatian
Kurluméan bnce kantrollern oda sicaiinda cldugundan emin sl Kartins 1 Saca vffoa lrs goviarek ice g

iklar Tablosundaki L kartusta beli aym oldegunu dojrulayin, Talmatiann tamarms
igin e oot i Pies Bkl G K T v Sons e
Sinrtamalar
P2 dabedar scalii tars orah clarak rar “CI. i yadamk 1) i B nedar ‘Kularam Tl madar

‘g . rascors indichera cn non 6 pid valda, E consentio

: massimo o 6 voke,

Tracciabilth in base agli standard

Lemoglobina ttale tb) o metemoglobina (Vets) sano tracciabil thzzando I metodo della canmetaemoglobina, La
i i indo Iz Gl

’,
ai material ¢ riferimento per gli standard NIST.

Intervalli i riferimento

& A i nel sangue dei previsto di quest:
valori nel sangue dei pazienti sifa rferimento in Tietz, NW ed. 1985 Textbook of Clinical Chemsdy WS, Saundats Co. S consgla
agii operatori ci determinare | velor medi e gli intervall previsti per l oo laboratorto.2

InfsriaW sty

i parametro é pressoNova plicate su
Sl Novs Lomervato previsto indica lo deviazioni in condzioni di
ottenute con strumenti che funzionano entro le speciche. Vedere la tabella degli intervall previsti

“Non disponible negh USA ¢ non per docentrate.
1 Documento NCCLS M29-T2
intervali i . lnee guida approvate, seconda edizione,
NCCLS C28-A2, Volume 20, Numero 13,
Termékismertetés
Vies 6 a kovetkezsi telesi pH, PCO,, PO, SO, magzati

hemoglobin (HbF*) total hergoba (1) tles i (1) [CX (COHb),
{Meti) s ducxitamoglotin (415} 1. 2 3 saintan, v N’ K, CI iCn i¥g. glukéz, 65 laict 4. 655, szinten. CSAK Stat
Protile Prime Plus analzétorokkal hasznalandd
Rendzlulesszerﬁ hasznilat
Egészséglayi szakemberex dtaliin vitro diagnosztikal hasznilatra, a Stat Proflle Prime Plus analzétorok telesitményének
montorozisara.
Médszertan
Amodszertant és az alapelveket lisd a Stat Profile Prime Plus analzator felhaszndléi kézikonyvében.
Bsszetitel

1..2. 653, szintd degyk
sinnaklemgit it van 4 vt 00O, 6 N, il aoWbrde AL 842 s Komrok pufvt el nlulyek Na, K,
Ck,iCa, iMg, glukéz, laktiat és it tartalmaz. A kontreliok

ceaz 250 sorin kouetn: kella helyos oty gyakoratokat.

(REF. NCCLS DOCUMENT M29.T2')

Figyelmeztetések és évintézkedések:
TILOS FAGYASZTANI! A patront néhdny mésodpercig évatosan forgatva keverje 6ssze a tartalmat, NE RAZZAA PATRONTI Ateljes
5 a Plus tc

In K reagensek
Trolis

2-8 °C (3746 *F) hamérséideten tarolands, TILOS FAGYASZTANI!
Nasznﬂa!l utasitis

« elarisokat,

Apatront 1 percig évatosan forgatva alaposan
mv. tasea s arsimat Elontrazo, - Rosy a Virt trtomdnyok b by okt o alsz:m megegyezik-e a patronon levs
tételszammal Ateles haszndlati utasitést sd a

Korlitozisok
A PO, rékek frdtot adnyan viltozrak s himérsailtil (crulbldl 1%"CIF). Ezért klesfontosségl s haszndlat wasitisban

ismertetets, iejezetten a Nova Biomedical

o Bt b Hisrn o ks
o

sureyle kullanlabilr, bu sirenin sonunda sistem, olduguny belitr, Her e dors i

2 At s ‘minden egyes Stat Profile Prime Plus patron legfelebt
napig hasznélhats, ekicor a rendszer jelezni fogja, hogy a patron
Exiatsin, Vidon patean legfeljebb 6 alkalommal helyalha‘ﬁ e 62 venit s arakefiorber

Standardok nyomn| kuvemetese;e
) és.

(VetHs) a médszerel nyomon kovethets. A mogl
(COHE) és az ox. hen\aglcbm 0,0} spoioleometibval nyomon kivethela. Az anaiok yoron s s NIST Sandne
relrenciaanyagalszernt

gikantabilr,

Standartlann izlenebilinigi

Toplam Hemoglobin (He) ve (MatHip), yontemi ?

(COHE) ve OksiHemoglabin (02Hb), Spekirofotometri kullanilarak izlenebilr, Analtler, NIST Standart gore
izlenir.

Referans Araliklan

Kaninda normal ve. Hasta kaninda bu degerlor igin
bekdenen kinik aralk Titz, NW od. 1988 Texthonk of Clnical Chemistry, WB. Saunders Co da bol¢timeldedt, Kaamialar Ortalama
Degerleri ve Beklenen Araliklan kendi laboratuvartannda belrlemek isteyebilr.2

Beklenen Araliklar

He: paramate i Lelsian i o Blariedal [ N8 s skt i il ekl
Boidenen aralik, spesfikasyor tuvar kosulaninda Degere gore
ek sapralan gostant, Bexlanen Aralidar Tabosuna bakmz.

“ABD'¢e veya Bakim
1 NCCLS Belgesi M23-T2.
2 Kinik laboratuvarda Referans Aralikdan Nasil Tanimarir ve Belirenir, onayli kilavuz-ikinci basii, NCCLS C28-A2, Cit 20, Sayt 13

A

HWEOHY
L0 12T P FCOLPO, S0, NSO (AL BN (FIATIDL () BRAT/DEY 1M
FAETAEY (0,40). —BIERRATI QLY (COHY), APATHALS (et 74+ AT 7O (-

PR TAS Sy Ca e TR ARORRET =52 TR HOKS Rt e saon
Stat Proflo Prime Plus SHTREO:

Yakinda Test y 5

fEnaK
IR E 5% A BETIICStat Profle Prime Plus AR EDHIEE
WEhik
REAEBEUEGRITOUCIE, Stat Profile Prime Plus SHTR B DR

SUYITHIERBMELTOES,

FRESRLCCREL,

Hlse
J/H:—/Vi\/w'

mmmw RO RERVE BATUET, ELAILFN0 o 1 :BM)
(u ¥, 27 FO—ILBLAI 4,5 RAEHFECHY MAIDIUL D Na' K Clev g, 1V~
%mérw&a&eust alt‘ﬁm:)rx(tg 100 mL OFBATENCVET, t#a;zmwuaﬁl,(us@mf lwau
IKRZIBER2RSUERRIERELITLCIFN,
(#THNCCLS DOCUMENT M29-T2'),
gmvmmsxx
Fesly CCREE, H— bk Lw:wt&h"“u(rﬂ\ KSHich— by SRR LRV CC R,
mmoum St ratlo rems msﬁmalwmam!ﬂtté‘m TR

SR

A5

EE
2~B'C (37~46'F) TRIILET,

(R

TRNTCREL,

1 MDY ERELTECRELTKLE N FRARERD

MO TR
5I7L~l/}ﬂ*lb&b‘§!‘(o%LkEﬁ 2L E T, 11—
D/ 3 Oy M §E—] H?an%ﬁ.ﬂ,'{(h!h‘ BEEHETICOVTIL, Stat Profile Prime Plus SHTET 0

L)
ﬁliﬁ’ﬂbr(ﬁﬂ.\

M

Poratzmikﬁ»m,ﬂ r,-.'ﬂw‘url ZOf [RADFRUKENOBEIKTBHA KAV RSTELINTS, FHRE

. //t/(fpw mwi‘ SEENFEBEDY PO DIHEBLET, BA%. S Stat Profie Prime Plus 71—y Y

m SAFLET Ab‘ I~y R DRALTRE IS BMEBTBIEHCEES SHRET
&n— w,imxmumux mxm T,

h&h!’l’bb €Y7

A;f\{*/uz‘/(mn‘txw\?/uz‘/we\na)»./Tyxl~«€7uk”/‘£§muw YT TS —BILRRAE/OCY

(cch) EBBEATY ALY (O,H0) R PABHRERA LT L —Y 7L TY. SHTHHE NIST REMRIC L —ZThTUET,

MK 55:@&::11% UREFHBERT LU/ ENTVES, BEQBFOTNSOBOF R
N 1688 Textbook o Clcal Chemisy, W, Saunders Co 1Y.mi*@k1v,mlmﬁs—aam‘ﬂa‘ﬁa? ?Tﬁ.t&ga
2t

FHRE
BISA—SOFHRE, Nwﬂ’]}iﬂ?@ﬁﬁ?’ih&‘)/!( rw:rxr4h/w‘14=zmi*nn‘ztﬂvﬁmu HHOR
ERTEES RBITENT, B £ FARERESELTCIEL,

NCCLS Document M29-T2.

2How to Defire Rele opproved
Guideline-second edition, NCCLS C26-A2, Veume 25, Naeber 13,

A
vonatiozs éngkei vt il tartominya megtalilnats tt T\:ﬂ NWed. mae Textbook of Clcal Chcms,r/, W8 Sauncers Co. A

Vit tartoményok

Ax cotes pamribies v el i v lmedicll bkt o N st vigealtlamtok s
Kordimények ko Ceamitant Lasd 2 Var anyok tablazatit,

“Nem il é Egyest: Allamoksan, lletve helyben torténd

INCCLS Document M29-T2

2How to Define and Del approved

guideline-second. e NecLS Cosns Votars 2 ot 43

(ko)

3 #Y
mw 250 A pH, PO, PO, SO, HYFBHE(Hcr), EHO} HUA(HDF*), ZIA| HAA(Hb), § WEIRUBI, MALMA(O HY), UAUEAY
HA(CONY), MEHZIZEVetnn), BEAULANNS), 202 491 SN Na', K, - ICa, Mg, S22, 00| A58 DuEHED| 98 44 8
# 2K, Stat Profile Prime Plus BA7| M8

A8 =Y
Stat Profle Prime Plus BA7I2| 58 SUSHED| 98 912 ¥} REgOR MB
$HE 5 mum sutpuoie prime s £471 48 248 BEMENE.

7
TA G 1,2 L3S QAR A3, BANY} SRE FUNY BEBUULICL 2 HT0j= 2T pH} 21001 YR 0, CO, XN, U0 BY

o IGLCH ZUH A% & X 5= Nat K, C, o, Mg BREA, 38 S MRS 210 S8 Bysis RSBogLCt 2 ieAols

2100 MLt EHE0] ASLICL ZHH0Y= 91K 37| 420| ZESI0] AR GRS 0218 BUE HIsh= S MY TS WA YLk

(REF. NCCLS DOCUMENT M23-12).

PRYFANY:

45 37 7IS2ANE % X § HUO| THAT BHHD, 7IS2ANE TEX OHINS. M HRE Stat Profle Prime Plus ¥47| A8 &Y

ME BESUAS.
nmsﬂs PLEPLEELS -+ BT LTS

Ee———, ¥ 3N

A8y

EXE7] HO| SNE Y20l FUAS. IELIRIS 18 §O HUH FI0| LML, 14 6P Hol BE ¥B7} FIEAK ZE viogl
BRI, - KIH2 Stat Profile Prime Plus M47| A8 SME BESHIAIS.

Hag

PO, 24 SS0| (243101 LRATLICKE! 14/°C/). L2HM " B0l MRSl BE KNG W2k 4 B9l 22 Nova
megiio] K8 79| 8 RAKOI 010 KLt 2120 St Prole reve At SIES1E AL A8 SO0 A3 AR

| £(Ch ISUNK ABY 4 91001, 0f U} AIAEO! FIERX7 RS STHD EAIFLICH 2 FIE2IRE £t 68K i tune
&4 sauict

2z auy

2 g WHOE AN  ABLIT), PAUBAYMA
(COMDISH IR UA(O DN ERUEWOR AN 4 UALICL LSABE NISTEZ £F BHZ MU

an sl

BEE U Helo] BY U HTY CIYZOM HBELICH B UM OIZ18) 10| GIYSI= B ERI= Tietz, NW ed. 1986 Textbaok of
Clinical Chemistry, W3 Saunders Co.0lA #TSLICE ABRIE XAl RlE{GOIA HRUD iy WOIE ZHY 4 YUtk

o1 wsl

2 DiZHE12) G4 1i8iim Nova Biomedical0| Nova BAI7|UIA| E1i SO 2 ZHSIZELICL 04 el NY B LOIM RE8HE 71710] 4EY
IS W T IR 4 ol BIS| N0Y BAE LIEIILICH Ol WSl BB BENUAS.

RO A THSIX 98, S5 UPNTR/NFUNEBS| B Of

INCCLS Document M29-T2
28/ HELOA Y2 BI7IE BT B Y SO
-2, NCCLS C28-A2, Volume 20, fiumber 13

para monitorzar 84, P20, 70, SO, hamatrt (-t hemogiosna
fotal (HbF*), hemoglobina totz! (1), B (i), (©O,4),
(Vatrib) edesnxmemnghb-ra (HH) nos niveis 1,2 ¢ 3 assim como ce Nar,

'.cr, ica,

9. gicose, e niveis 4 e 5,

Para utlzagio APE! Iisadores Stat Profile Prime Plus
Utiizagdo prevista
in vitro par prol de salde para
Plus
Metodologia
p 3 0 do Analisador Stat Profile Prime Plus para obter a metodologa e principios de andlise.

Composigio

s controlos ros riveis 1, 2 3 530 Cada niveltem um

pH conhecido e é equilbrado para valores conhecidos do o CO, € N, Os controlos nos niveis 4 e 5 3o solugdes tamponadas que

contém concentragbes conhecidas do Nar, K',Cr, Ca, M icose, lactato e conservantes, Cada bolsa contém um minimo do 100
seguidas as bo: a

mmpuh;ﬂo et
(REF. NCCLS DOCUMENT M28-T2),
Adverténcias e Precaugdes:
NAO CONGELAR. M\s.um o camn invertends cuidadosamente durante nlguns segundcs NAO AGITAR O CARTUCHO.
Plus par
Indicado para utlzagao em mz;mms in'viro. Siga as priticas padrio para o manuseamento d reagentes de laboratério.
Armazenam
Rmasanara 2 (37-46°F). NAO CONGELAR,
nathishas ds ilizaghs
Aasegire-sa de qus os canirlos extio & tamperatura ambatte ales de o3 nstalar. Misturo bemo el it
Je aparece na tabela de intervalos esperadds corresponde
a0 nimero de lote no c:nucho Coneutls s Manul s iiihod e SHacho da AraToA St Protle v Dioe gk tnc
instrugdes completas
Limitagdes
Os valores de PO, variam de forma inversa 4 temperatura (aproximadamente 1%/°C/'F). Torna-se, pois, importante seguir as
orientagdes de temperatura descritas nas “Instrudes de utizago.” Os valores o Intervalo Esperado sio especificos para os
instrumentos e controlos fabricados pela Nova Biomedical. Ura vez instalado, cada cartucho Stat Profile Prime Plus pode ser
thizado durante um miximo de 35 dias a partir da data de instalagao inicial no sistema e entio o sistema rd indicar que o cartucho
& invélido, Cada cartucho pode, no mixim, ser inserido @ removido do analisador 6 vezes.
Rastreabilidade dos padres
Ahemoglobina total (tH) € a metahemoglobina (MetH) 3o rastredveis utlzando o método de canometahemoglobina, A
carboxhemoglobina (COHb) e oxhemoglobina (O,HE) s3o rastredveis utlzando espectrofotometria. As substincias a analisar estio
registadas na NIST Standard Reference Materials.
Intervalos de Referéncia
formuladas para valor o sangue do doente. O intervalo de valores clinicos
espevadﬂ para extes aloros 1o sanpie o dosrte & mfclnnc\ada o Tioz, NN, edicdo 1888 Textsook of Crical Chemisty, W,
Saunders Co, deter o intervalos esperados no seu préprio laboratdriod

Intervalos previstos
O intervalo esperado para cada pardmetro foi ceterminado nia Nova Biomedical utiizando determinages repetidas em analisadares
Nova. O intervalo esperac indica 0s desvios miximos do valor médio que padem se esperados sob diferentes condigdes.
laboratoriais para funcionar dentro cas Consutte 2 Tabek 2

*Nao disponivel nos EUA ou para uso em testes no local de atendimento/préximo ao paciente,
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