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ols Auto-Cartridge
Cartucho automatico para controles de quimica, gases en sangre y cooximetro Stat Profile Prime Plus®, Cartouche automatique de contréles de gaz du-sang/CO-oxymeétre, chimie Stat Profile Prime Plus®,
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: 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
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Expected Ranges, Rangos esperados, Plages attendues, Erwartungsbereiche, Avapevopevo eipog, Intervalli previsti, Intervalos
previstos, Beklenen Araliklar, Vart tartomanyok, D™5X1 DNV,
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Intended for in vitre diagnostc use by heakhcare professionals for monitoring the peformance of the Stat Profle Prime Plus

Analyzers

Methodalogy

Refer to Stat Profle Prme Plus Analyzer Instructons For Use Manual or Methodclogy and Princieles.

Campdsiicn

s Laves 1.2 and 3 rebufrad S
s

nd preserv: vel has a known
d solut aining known
ntains 2 minimum of 100 mL
followed during handiing of

s Mancal ot cormple
ow stancard pracices for har

borsory reagents

storage
Store at 2.8°C (37-46°F). DO NOT FRE:

irecti

is are at room temperature prior
he Expected Ranges Tatle c
s for Use Manual for complete direct

n. Mix Cartridge we by ger
Lot Number on the car

inverting for 1 minute. Veriy that the
trdge. Refer to Stat Profile Prime

Limitations
PO, values vary inversely win temperature (approximately 15%/°CI°F). Tnerafore, ¢ s crcal o follow the tey

manufactured by Nova Bomedical. Once installed, each Siat Profle Prime Plus Cartridge may be used for a maximum s
Cays from the intial instal'ation date on the system at which time the system will ind e cantrdge is inval e
may be inserted and removed from the analyzer a maximum of 6 times.

Traceability of Standards.

Total Hermoglobin (tHb) and MetHemaglobin (Mettb) are traceasle by using Cyanmetnemoglonin methoc.
CarboxyHemoglobin (COHb) and OxyHemoglobin (O,Hs) are traceable using Spectrophotometry. Analytes are taced to NIST
Stancard Reference Materia's

guidelnes descrived in Drrections for Use.” The Expected Range values are specfic o

Reference Intervals

Concentrations are formulated at normal and abnormal expected values in patient blood. The expected clinical range of these
values in patient blood is referenced in Tietz, NVW ed. 1988 Textoook of Clinical Chemistry, W.3. Saunders Co. Users may wish
to cetermine Mean Values and Expected Ranges i their own laboratory

Expected Ranges

The expected range for sach parameter was determined at Nova Siomedical using replcate determinatons o0 Nova
analyzers, The expected range indicates the maximum cevi m the Mean Value that may be expected under differing
Iaboratory condtions for ng wirin specifications. Refe ected Ranges Table

Patent Tes

1NCCLS Document M29-T2.
2How to Define and Delermine Reference Intervals in the ciinical laboratory; approved
guideline-second edition, NCCLS C26-A2, Volume 20, Number 13

H* nmol/L
mmHg
PCO, kPa
PO, mmHg
PO, kPa
SO, %

Hct %

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

iCa mg/dL
iMg mmol/L
iMg mg/dL
Glu mg/dL
Glu mmol/L
Lac mmol/L
Lac mg/dL
HbF* %

tHb g/dL
tHb g/l

tHb mmol/L
CCHU %
MetHb %
HHb %

tBil* mg/dL
tBil* pmol/L
1Bil* ma/L

7.197 - 7.227 - 7.257

64 - 59 - 55
472-542-61.2
63-72-81
50.9-60.9 - 70.9
68-81-94
48-51-54
57-60-63

79.0-87.0-95.0
19.4-21.2-23.0
194 - 212 -230
120-132-14.3
202-227-252
2412814321
244-274-304
17.8-21.8-258
17.4-21.4-254
297.5-365.9-434.3
174.0-214.0-254.0

7.399 - 7.429 - 7.459

40-37-35
34.0-39.0-44.0
45-52-59
93.4-1034-1134
124-138-151
77-80-83
37-40-43

40.8-558-708
133-14.8-163
133-148-163
83-92-10.1
453-49.3-533
160 200-24.0
153-18.3-213
83-123-163
93-11.3-133
159.051932-227.4
93.0-113.0-133.0

7.592 - 7.622 - 7.652
26-24-22
17.5-21.5-255
23-29-34
131.1-146.1-161.1
174-194-214
89-92-95
22-25-28

216-266-31.6

6.1-7.1-8.1
61-71-81
38-44-50
76.0-81.0-86.0
20-60-100
26-56-86
35-75-115
55-59-6.3
94.15100.9-107.7
55.0-59.0 - 63.0

137.6-1416-1456
3.70-3.95-4.20

1228-1273-1318
0.99-1.07 - 1.15

40-43-26
0.54-0.61-0.68
PRkl
73-81-89
41-45-49
1.7-20-23
15:117.82205

112.2-116.2-120.2
5.97-6.27 - 6.57
94.2-98.7-103.2
1.35-1.47-1.59

54-59-64
1.02-1.17-1.32
25-28-32
260 - 285 - 310
14.4-158-17.2
62-69-76
55.2-61.5-67.7
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Descripeién del producto

Watecalscuoso ce contolco cald paa supervisar o cesermpefio ce: o, PCO, PO, SO, neratoct mo—cy hemoglobina feta!
(HOF*), hemoglobin: o). ira (COHb) i
(Mewt)y cesoxhemagosi (v3) en niveles 1, z,z prsiv-Aeatel g A Ko iMg, ya“.a‘a annielos 4y 5. Para
usar UNICAVE n los analzadores Stat Profle Prime Plus.

Uso indicado
Destinado al uso ciagndstico n viro por parte ds profesionales de la sakud para supervisar el cesempefo de los aralzadores.
Stat Profie Prime Plus.

Metodologia

Para conocer la matodalogia y los principios de pruesa, consuke el Manual de instrucciones de usa del analzador Stat Profle
Prime Plus

Composicién

Steses iz e ok e el st ol e s sl o

nsarvantes, Caca el

NO AGITAR EL CARTUCHO. Para conacer fa
cofle Prime Plus,
o

Consanvara 2.°C (3746°F) NO CONGELAR

Instricsiones 14 uso

60 a termperatura ambi
o do s aun s o1

catucho inviténdolo
R farota B paratom ekl don o \evero B s rptio
tru de uso del analzador Stat Profle Prime Plus.

Limitaciones
Los valores de FO,
normas ce temp
para los instrurme
wthzar por un m:
cartucho no es vélido, Cada cartucho puede ser insertado y extraido del analzador hasta 6 veces como maximo.

{2n en proporcién inversa a i (2proximacamente 1 %/"CI'F). Por lo tant
se describen en la weciones de uso”, Los valores de rangos esperad
< y controles fabricados por Nova Biomedical. Una vez instalac, cada cartucho
imo de 35 dias a partir de fa ! cién en el sistera. Pasado ese lapso,

es esencial seguir las
on especificos

ime Plus se puede
icard que el

Cumplimiento de normas

La hemoglobina total (tHt) y Ia metahemoglobina (MetHb) son trazabies al método de la Cianometahemoglobina. La
carboxhemoglobina (COHb) y la oxihamogiobina (O,Ho) son trazables 3 la técnica espectrofotomtrica. Analtos trazables a los
materiales de referencia estindar del NIST.

Intervalos de referencia

Las concentracnesesin amuacas comoveoms persdos nonmals y anormales o gargre dlsucets, So puece consutar
ol rango clinico esps valores en la sangre o en Tielz, N ed. 1986 Textbook of Crical Chemisty Y73
o b ot dascer oaer eyt raios ¥ rangos esperados en su propio laboratorio

Rangos esperados

o to en Nova Biomedical usanco determinaciones repicadas en
rado indica las desviaciones miximas del valor medio que pueden esperarse bajo condiciones de
laboratorio diferentes para instrumentos que funcionan dentro de las especficaciones. Consute la Tabla de rangos esperados.

*No disponibie en EE. UU. o para uso en prusbas en punto de atencién del paciente.

t M29.T2
etermine Relerence Intervals in the clincal laboratory, approved
cond edition, NCCLS C28-A2. Volume 20, Number 13,
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Description du produit

Matdiaudo consti de b qualeé et pour sureder i perarance des ibmerts suvania g, £CO,. PO, S0, Mimatocrte
(Het), hémoglobine festale (H5F*), hémoglabine totale (i), biirubine Bi), (o,

(COHib), méthémoglobine (Vietib) et désoxyhémoglabine (HHB) d
et lactate dans les nveaux & et 5. Pour utlisation avec les analyseurs Stat Profle Prime Plus UNI

Utilisation prévue

Preduktbeschreibung

Wsasiges Cuaktasanirolmateralzur Ubsmaschung van: i, POOL. PO, S0, Wimatiot tm‘) (etaes Hamoghion (457,
(tHb), (Met

fes niveaux 1, 2 et 3 ainsi que

-, (Ca, iMg, glucose

Verwendung mi Stat Profile Prime Plus Aralysegeraten.

Verwendungszwack
Fires

Desting  éire utlisé par les professionnels ce la santé pour le diagnostc in vitro afin de surveller la perfarmance tat

Profle Prime Plis
Méthodologie

Voir le manuel d'utlisaton de Tanalyseur Stat Profle Prime Plus pour la méthodalogie et les principes.

Composition
Les contrdles de nveaux 1, 2 et 3 sont des solut

conservateurs. Chague niveau a un pH connu et est

t§ sont des solutions amponnées conter

conservateurs. Chague sachet contient au

cependant, de barines

(REF. NCCLS DOCUM:

Avertissements ot mlzes on garde
AS CONG lange la c;

T M26-T2).

Stockage

Stocker entre 2 618 °C.

Mods d'emplol

Sassurer que les contrd
Ve

Voir lo manuel
Ui cisation
Les valeurs ée PO, v

do tempé
fabrigués p
e 35 jours

Vabde Crasss catonche poit b Fiadebe at reiree daFan

Tragabilité des étalons.

tsurle
sation de analyseur Stat Profle Prime el

es plages.

tinversament vec  tampdratre (amiron 1 K1), Pa

s tamponnées de bicarborate contenant un colorant, des sels et des agents.

ir des inst

prés 35 jours le systéme indiquera que la cartouche nest pas
i 6 fois au maximum.

Verfahrensweise
Die Verfahrensweise und -prinzipen sind dem Arle tungshandbuch fur das Stat Profle Prime Plus Analysegerat zu entnehmen.

Zusammensetzung
Die Kontrollen der Stufen 1, 2 und 3 sind gepufferte Biarbonatiosungen, die Farbstof,
0,

‘s, et C'agents

Warnhinweise und Vorsi
EREN. Kat

Lagerung

801 28 °C lags

NICHT EINFRIZREN,

Gebrauchshinweise

v eetlen Mlenga i s o it dbaloniend
e lot surfa cartouche.

smatnahmen.
ige Sekunden lang vorsichtig wenden, um sie 2 ver
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ro-Diagnose bestmmt. Die Gtlcne
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tHE)

und Desoxyhamoglobin (HHs) in Stufen 1. und 3 o Nt K O o iMg, Glukose und B o o s oo MRt

medizinisches Fachpersanal zur Uberwachung der Leistung der Stat Profie Prime Plus Analysegerate.

Salzo uné Konsenerurgsmtl enhaten
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ur hat. Um sie gut 2u
e Tabele it don arvat
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Kann maximal 35 Tage lang ab

h zeigt das System an, dass die Kassette ungaltig ist Jede

Les substances a analyser

des NIST ruckfuhrbar,

nt formulées 4 des valeurs normales et anormales attendues dans le sang du patent La plage clinique
a estindiuso dars Tielz, NW ed. 1688 Textoook of Clnical Cremisty, WB. Saunders Die Kor

les pl: e tasfor picere abralere?

Referenzintervalle
nzentrationen sind so formuler, dass sie normalen und an
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re attendus dans

Plages atiendes,

“Non disponitle aux Etats-Unis ni pour les points d'inteventior/analyses délocalisées.
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den Erwartungsbereichen

NCCLS Document M29-T2.
2How to Define and Determine Relerence Intervals in the clinical laboratory, approved.
guideline~second edition, NCCLS C28-A2, Volume 20, Number 13.

www. novablomedlcal com

“Nicht ehatlich in den USA oder zur Verwendung in einer Point.of-Care-Umgebung/oe patientennahen Tests.
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m Nova Biomedical GmbH Hessenring 13A, Geb. G 64546 Morfelden-Walldorf Germany

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

LPN 59010J 2024-11



Neprypagi mpoidviog

), PO, SO, ahiaropitn (Het), ey fpuard
cwuuwnun((HbF"m\K_‘ acosapng (+46). Iwm\ui\ encoveput uau;, n{w\.ocwmpm\; (040), efelsaraasapivng
(COHb),

1,2 k13, 108G xarvdrpo’, kA", g
avéviv-, YAuxs{n G dhcos ova e € . Mot ot MONO vt 1
GuoKeuig avéhuong Stat Proflle Prime Plus
EveBuypinm xprion
VY Sy oo s i o o Ing amgBoons twv o 16 Stat Profls
Prime Plus
ia

Roarptte ra Evcati sty XPriong 1ng auoxeus avéhuong Stat Profie Prime Plus yia 1n pedodolayia Kat s GoxES.
Tovecon

Torimete hou 1,2 13 cvrpuac vt Bskivere 1o arofa ey ouord, Sare i aavng
eniteBo £t Wioa16 pH Kal E4100ppOTEiTe o YWiwa A 11 O, CO, ka1 Ny, Ta uhid EAEYow 4 ka1 5 chvn puBynaricd Siendyar
orIoia MEpIXOW WIIGIES OYKEVIpUHE VETPRU °, b ppbina avban, \onyvon 89Bearon. KvauEsow Hownaio:
urétng, . Kéde cadinia 100 mL. Ta Whkd hiyxou B TepHkO
Guataiic avBpimng mpothuong, w160 6a M EIva ekeleLOK el S50 Cpfeo mprash mp

(AP. ANA®.. ETTPAOGY NCCLS M28:721)

npmsem:uiuu; xai wpovul\é{uc:
s A

14 x31d 17 XpAoN 1éronav Uhicin,

aTakd yia epre MHN ANAKINEITE TO OYIITIO,

/\vclpl{ ot Xofiong ing rofle Prime Plus yia mhipn oo,
EVecvutar e Biayvaaiieh xpian inviro, AGKOUOCHE 1 SWvAGn RSl i 10w XLBIORS a0 A LPYGaITpios
Amosiixeuay
Sy cvau;i -8°C (37-46°F). MH KATAVYXETE.
OBnyizg xprior
BufosiSers 1 1o i ek Bpcticn e Spasoecia Bupetes o ané inoten. vt 1o gy vcarpégoriog
Tiaké yia 1 A6, EnaAnBebore s o Apidubg mapiibas orov Mvaxa cvaptvéstvuy riokpveIc) ooV ApiByd TiapTiBag

fyyio. Avaipitie i Xaons 16 quakeus Ehsons Sat Prale Prome Pl e maApes SETVe
Nepropiapol
O 1hi PO, Bostpou aviaipoga rp e (<016 rpootyyIan 1%CIF). EUemic, 10Va arokauSei 1 a1evBvt pig

Y bovra ey o et Rl dnlo s 1Y eycnéaraon, B guoiyio Sat rotle Prme Phus
35 nuepdy and 1 aotnua, orér
30k 170 quahi v upo. K suvio ope v i i o 10 péyio.
AvigveuciéTaTa TpOTITILY
H o amoasapn (4 pSeeosagin (et avuciouterut 1 Xptan ng eédtou etoytapeasaging. W
aieg avigvedovien

(COHE)

6 P 12 MBS kRS aveopas ST (VST Stancrd efrence et
Liaoriuara avagopdg

1 auyeeviplias Bsuopginovial oc vvmckoyl((( 0 Suomonds ks a1o i t ot To avaumudyeis s cip
QUIGN TV TIHGN 070 GG v GOBEVGN TVaRS €YXE1pidio Tietz, NW ed. 1986 Textbook of Clinical Cremistry, W.3. Sauncers.
G- i oarec vperapbvis va RO 1ot B o Moo TN a1 AVBHEVBLEVIY EUpAN 010 Bk Toug ERYaeTRpio?
Avapevspevo tpog

To avapevéyevo €90 yia ki miapdieipo xabopiatnes arié i Nov n xpron 5 ot
uoKsuls avEIONE Nova To GYGURVLIVE e GTOBEIRVJE T avcrarm atdxhon ang i MEon i mow s ve et
unié Biegopeis tayaatnpiais OWAKES VI 6pYava Tou Atiioupyadv tvids v TTpodicypagin. Avatpite otou Mva
AVGHEVEuTY Eupin.

*Aev BiariBeien a1ig HIA f yia xpAon ot mapakivieg iayvusaricds ferdoris

Eyypago INCCLS M25-T2

) epcspiin
eresoni s sesen e NooLS otk T 3o At

Orin Agiklamast

pH, PCO2, PO2, 502, hematokrt (i)t homogion (57, eplam hamogionin (4), st bl (31, skshomagidin
(02+b) (cor (Mettit) (HHB) 1. 2.ve 3. Dizeyde ve Nav, K-, Ch-,
iCa. G, Gikar ve Lucatin & ve'. Duzeyds performansinin Zlenmes igin sula kalte kontrol malzemes. YALNIZCA Stat Profle
Prime Plus Analz Cinazlanyla birlice kullanima yonelicir

Kullanim Amact

Stat Profile Prime Plus Analz Cihazlannin performansinin zlenmes: igin saglhi uzmantan tarafindan in vitro tarilama amagh
kullanima yorelitr.

Metodloji
Mezuw ve Prensipler igin Stat Prcfle Prime Plus Anal Ghhazi Kellanim Talimatian Kifavuzuna baian.

Bile

Konkol Dzei 1, 2ve3. boya, e ve ey maclraen apenanr ilaoonat solusyonlandr. Her dizeyin blinen bir
pivar veBirn b 02, CO2 v N2 degorn dorgelermst Kenrol iy e S Nav K. i Ca, Mg, G, Lakatve
Koruyucy maddelerin fr torba minimum 10 m_igerr, Kontrollr,
et yclicey ity lbepim bl sirisspin et ot uygulamalan taicp edimeler.

(REF. NCCLS BELGES! M28-T21),

Uyanlar ve ikazlar:

DONDURNAYIN. Kartusu bikag saniye yavasea ters gevirerek iyice kanstiin, KARTUSU SALLAMAYIN, Kapsarii bigiigin Stat
Profle Prime Plus Analiz Cihazt Kullanim Talimatian Kilavuzuna bain,

Invitro tant amagh kullanima yonelit, Laboratuvar reaktflerinin kulanimi iin standart uygulamalan takp edin.

Sakiama
2.8°C'de (37-46°F) saklayin. DONDURMAYIN,
Kullanim talimatian

Kurulumdan once kontrolerin oda sicakiginda oleuguncan emin olun. Kartusu 1 dakika hatifge ters gevirerek iyice kangiinn,
Beidenen Aralidar Tablosunda Lot Numarasinin kartusta belitlen Lot Numarasiyla aynt oldugunu dogiulayin, Talimatiann tamami
igin Stat Profle Prime Plus Analz Cihazi Kullanim Talimatian Kilavuzuna takan.
Sinirtamalar
PO2 degerleri sn:zklyidi fer orantk clarak e

i s ) e 3 el Kl Talmatarnda aganan

% etlen chazlarave

kontrolers ozeldr. Ya»uk!lican o her sint ot e Pl s A e A i chubra gun
sun " Her kartus analz chazina en fazla 6 defa taiakp

renin

qantablr,
Standartiann izlenebilini3i
Toplam Hemoglobin (#5) ve Mettemoglosin (et-i5), Siyanmethemaglabin yentem kullanilarak Zleneblir. KarboksiHemoglabin

Descrizione del prodatto

Materiale acquoso di verfica della qualta previsto per il monitoraggio delle prestazioni di' pH, PCO, . ematocrt

emoglobina fetale (HbF*), emoglobina totale (1), Birubina totale* (B, ossiemogiobina (O,Hb), :amussemugbunmz (COHb),

metaemoglonina (Vethb) e decssismoglobina (HHE) ne Lvell 1, 203, ranché & Na', K- - Ca, M, glucosio o atialo nei Livel
45 Per[uso ESCLUSIVO con gl analizzatori Stat Profile Prime Plus,

Uso previsto

D

Deserigio do produte.

montorizar . PCO, 5O, SO,
fota (Ho7), hemogiabna fota (140), e il (A1), (00), (COMo),
(VetHb) e cesoxhemoglobina (HHb) nos nivels 1, 2 e 3 assim como de Nar, K-, CI-, Ca, iMg, glcose, @ lactato nos niveis 4 o 5
Para utiizagdo APENAS com os analisadores Stat Profle Prime Plus

. hemoglobina

Previato por inviroda st ot analzzator Sat Profie Utilzagdo prevista 4 i
Prime Plus vito por i Profle Prime
Pus

Metodologia e
Por1a metodolog edere i struzioni per Profle Prime Plus.

b Skl o Bzion o b sulte 0 Manual de instrugdes de utlizagio do Analsador Stat Protle Prime Plus para obter a metodologia @ principios de anise
Composizione L
Vcontroll dei Lvell 1,26 3 forant, Cuascun Ivello ha un 1 24 3 el hidnan's
i rotaed §squibrto s unvakre O, cc o Ny | contrlceiLivok 4 ¢ sono solzion mporte -283 a8 )

] ” o para val . CO, e N, Os control s
note di Na', K", Ck, . glcosio ura un minimo di 100 mi 5 . CO e Ny
kavid ke b prene it syl contém concertragges cornecidas do Na', K-, Cl (Ca, Mg, glcoso, Cada bolsa contér 100

(FARE RIF. AL DOCUMENTO NCCLS M26-T2') i 5 : s ax b dusaiea

Awvertenze ¢ precauzi
NON CONGELARE, Miscelare l caruccia capovelgendola delcatamente per svariat second; NON AGITARE LA CARTUCCIA.
Per informazioni detiaglate, vedere il Manuale cortenene e istruzioni per luso delfanalzzatore Stat Profie Prime Pl
Sclo par fuso diagnasico in viro. Adotare o normaliprecauzion necessario perla manipclazione dei reagent i laborator.
Immagazzinaggio
Conservare a 2-8 *C (3746 *F). NON CONGELARE
Istruzioni per Fuso
Purs o insalare conll ssscuras che ano s tmperaiua amiente Micearo bene @ carucca capovolgandol deicaamerte
per 1 minuto. Contralare che il numero i ot riportato nolia tabella degii intervali previsti corrsponda a quello indcato sulia
Cartuccn. P indcason catasiate, vedore | Vel cortenert o ercsion pa Tuss €okanessestre St Prole Proms I,
Limitazioni

o, PO, varano rversament s temporaur erca 14/°C) poriart & ssenziale seguire e ndicazeditomperatra
descrite nélla sezione ‘lstruzioni pe uso". | valor degh inerval previst 50no sneciic per Sistument o convol taborcar da
Nova Biomedial, Una votia nsalia, caseuna careis St Porle Prrme Pl pub essare utizzata per un massimo & 35 o)
calladata ci sistoma, trascorsi or non & pi valida, € consentto
insalare o imuovers caseuna carveds &uanatzsators s maseie & 8 v,
Traceiabilita in baso agli standare
Lemaglobina tofale (#45) e la metemoglobin (Vi) sono traceiabi wtlzzando I metoda della cianmetaemoglobina, La

(COHB) 0 (0,48) son wtizzando la Gl

ai materiali a1 ferimento per gl standard NIST.

Intarva  efrimanto

anormal
veinnel ‘Saniue el pazent s f ecimaris i Tis, MW o 1608 Testooon o s rical cnemm Wa Satnies 6o s sl
25l operatori di determinare i valori medi e i intervalll previst per i foro laboratorio?

Intervalli previsti

Lintervallo previsto per ciascun parametro & stats ate s
analzzatori Nova. L'nterval peviet mdicaIo deviazion! massme dal valere medio aoss o condision! d Hasratonn Ao
attenite con sirumenti che funzionana entro le specifiche, Vedere la tabella degli intervall previst:

USA e non per decentrate.
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Termékismertatés

izes bz 5 £H.PCO, PO, SO, hamatist (e, mageas
nemagioni (HoF)1 todl haraglotin (1o teles pirvnin (81 (0, (co:

(MetHb) és deoxinemaglobin (HHB) 1., 2. és 3. szinten, tovébba Na, K, CI~, (Ca, iMg. glukéz, és lakiat &, és 5. szinten. CSAK Stat
Protile Prime Plus analzdtorokkal hasznélancs

Rendeltetésszerd hasznilat

in vt élatra, a Stat Profile Prime Plus analzitorok telesiményének
monitorozsira.
Médszertan
a Stat Profile Prime tor felhasznald)
Gsszetétel
Az1.,2. és 3, szintd kontrollok pufferok bllw:»eri’-cha‘n)g amelyek festéket, soiat és tanésitészereket taralmaznak. Mincagnic

szintnek ismert pH-ja van, és i értéice eivlorat. A 4. és 5. szintd kontrollok puffero: oldatok, amelye N

- C3. M, g, icit ’ i Egy 100 ks tartalmaz, A kortoliok
. arialaznai eboriorecetd osszeievBket, de 12 anyagoK kezelées soran Kovei el a helyes laborarsm graertiot
(REF.NCOLS BOGIVENT 3o 121

Figyelmeztetések és Svintézkedisek

TILOS FAGYASZTANI! A patront néniny msodpercig évatosan forgatva keverje ossze a tarialmat., NE RAZZA A PATRONTI A teljes
ki ootk .t Prfle rvne P sy felhasznaléi kéz kanyvében.

Invitro diagnosztiai hasznalatra. Kovesse a laboratériumi reagensek.

Tarolds

2-8 °C (3746 °F) hémérséideton térolands, TILOS FAGYASZTANI!

Hasznilati utasitis

hogy a konirollo 56 K Apatront 1 percig dvatosan forgatva alaosan
keverje ossze a tartalmat. smbms hogy a tablazath: a patronon levs
tételszimmal. stlésd a Stat P E s é

Kortitozisok
APO, éntévelcforgitot ardnyban vitoznak a hmérséittl (<ordloelul 1%/°C/'F), _zér\ Jolstortossdgi a pasdlat wasisban
ismert Nova Biomedical
iy arirtott készaliaive és kontrolloa vonatkoenak A beszoreés sl mnd:n :gyal Stat Prfie Prime Plus patron legtelens

3, ekior a rendszer jelezni fogia, hogy a patron
Envimjeben. Moo pavon legtolenn 8 halomeral Relyazhets e 6 vanets i ot bl

Standaidok njcmen veliettadge
0) ésa

(MetHb) a kaveth
( OHb) és az oxi hemog!ahm o pekvotatomatibesl nyomon kovethets, Az analto nyomon kevetése a o Sanenr
referenciaanyagai szerint torér

(COH®) ve OksiHemaglobin (02HE), Spektrofotometr kullanifarak lenebilir. Analder, NIST
izleni.

Referans Araliklan
‘a karinda nen deg Hasta kaninda by

bednan Kk arak Tts, NV od. 1083 Tarisomt of pdi ey W, Saunders Co.ds beletlmeriedt Kubumarar Oraarma

Degerleri ve Beklenen Aralidan kendi laboratuvarlannda belilemek isteyeblic2

Eekdenen Aralikdar

Her parametre igin bedlenen aralix, Nova Bnmdcal 4 in Nova analz cihazlannda teicarlanan analzlerle belrlenmistr.

Beidenen arakik spesfikasyon arahiinda Crastar i farh borativar Kopulanda belanabooat b Degere gore

maisimum sapmalan gosterr. Beklonen. e Toonre bakniz,

*ABO'de veya Balam Noktasinda/Hastanin Yakaninda Test kullanimi amaciyla meveut deg lar,

1NCCLS Belgesi M29-T2.
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QA

HIOLW)

LU 1.2.3 T o4, PCO, PO SOMAT YU vk H BAEYOE Y (7L BAZYOLY o) &R’\E'Inf/(w) ®
EAETOLY (06 —BICRRNT IO (COMb), XEAEFOE (Veirs). 74 FYAETOLS (Hh

LAIL 4 BEU 5 TN\ K, Cr Az:n.wg JILI-A FROEIEE *)/Vﬂmnv)ker‘uulﬁuuﬂ. ERTEROM
Stat Profile Prime Plus 547 & B 0):

Em&:sﬁ. HNBLBITStat Profie Prime Plus SHARBORKETZ 52 YTBILRBNELTOET,
mzz 5 SUTERIC DUNTH, Stat Profile Prime Plus 47 & BORANFIB #LALTE L,

M
2 FO— VAL 1, foult ssumxm‘sv\&n S REAESATOET, S ('Em”}pr‘S‘LHEU)
0,,C0, \NMIZTHIETNTVET, I FO—ILRLAIL 4,5 (HEH AR oY) EHIDAED Na' K-, Cins (Ce. Mg, 7
k. &rm&s/«mzv B/$9F I DHECED 100 mL OBBEAENTUET. € FEROAMNE :mwsuu‘ w&u
KRB TRASRONHARBRAEEBTLILEL,
(BHEXIMNCCLS DOCUMENT M29-T21),
WEBLUEM L
‘enmuwur_ WA= My D BRI > U EREREUCEE W tich— )
REIZDLNCIZ, Stat Protie Prime Plus 534754 BORURNEIE £ATLCCREL,

L N

TERRUENCE I8

R

2~8°C (37~46'F) TRELE T BIIOPAL AT TG,

HEMDFIR

S 3/i~l3~/l/)!b"?i—“(‘55ut§6ﬂ3(,$7‘ H—by B2 UERELTECUHBLTCREW, FRIED
Y B E—RTBTLER. zL((htL‘.‘xmm’ﬂnc\(u Stat Profle Prime Plus 5 i4i(i0)

EAY! L((r‘m

‘ik:MT%JJ»f FOAARSTEFBATY, FHRE
LET, [ #%. & Stat Profile Prime Plus 71— R v
BARET, n&zs BREAYTACEATEEL. NRRET

PO BEERILALES (5 mrcr).{»m‘m rﬁm)# TR
ik, //Y'I“(Z)‘Y‘{ﬁ/dﬂno-’) S > hO— L DHIE

SATLE
OBy IOBAERIHCIZ BA SEETTS.

HERBIL—YEY 5.
BAEIOLY (HlEARAESOLY (Metk) 11972 X PAEY OV EERALTHL—4 TV TF, —RIUEEAT /O
(coua) thzf\f'/ur/(o,na)l:m‘cmxiw;ﬁu{Fb~'r7n/‘r»7.ﬂﬁm:Nxsnmmm L—2ENTLET,

lwx mamm CERSLURRTHOERT L30HENCOES BENALOTNS DEOF MAFHED LML Tierz,
NW ed 1680 Textoook of Clnical Chamsty, WB. Saunders Co. . 0L F R OREL SHOMBME CRAET 5L LERE
A-Y-HLET)

¥
BIG A~ OT IR ile’lS’ﬁ?ﬂ)Eﬂﬂ?ﬂ 'u//w(»r»xymmi & T E*h‘(uf't.?vl'lﬁl:.& o
BEATHES ARAICENT! ol BRLTIEEL,

1NCCLS Document M29-T2.

2How to Define ard Defe Re / approved
guideline-second edition, NCCLS C28-A2, Volume 20, Number 13.

b el =

: . 5
Tietz, NW ed. 1986 Textbook of Clnical Chemistry, W3 Saunders Co. A
telna dcoketésa
Vit tartoményok
Az egyes paramétere virttartominyit a Nova Biomedical hatdrozta mag Nova analizdtorokon végzett smtelt mérésekiel,
any azokat az s ) o sen makod

«

amitan Lésd a

Korglmények

iem all rendelkezésre az Egyesik Allamokban, lletve helyben toiténdibetegkazel teszt ehégzésére.

TNCCLS Decumant I3 T2
2How to Defin Re approved
Sukeline-second edrbon NCCLS C28-A2, Vorume 20 Namber 13

(ko) _

s
E‘J’V 250 3%A pH, PCO,, PO,, SO, EEF B F(Mcy), EHOF HAUA(HF?), Zid HMARHD), Q‘HEW"‘[I l) LAUAA(O HD), BUBEAY

A(CONY), HENSZLI(VelHb), LAY AHE), 23 22 SO1H Ko, K, O, (Ca, Mg B 24, KAI2l 558 SUEE| 9l o4 &
3‘ ZHAL Stat Profile Prime Plus #A7| X8

A8 8

Stat Profile Prime Plus 244712) 45 & SUEYE7| 98 /R VSTt MTTBO2 Mg
wus

WHE Y WY Stat Profile Prime Plus E47] ALG MANE HEEIAAIQ.

)
IER L2932

23 4BV SUS Bu0Y 8guLLY, 2 Azus e 10} 200 RN 0, CO, 8N, LB BY
", K, - ‘e BRIA, XA U BEHO| YAV S8 B SEFAULICL 2 e H0= K2
Sl 5 21 £01 2 i 3 A 1t B8 S50 o8 BuD D TRlo} U,
(REF, NCCLS DOCUMENT MIO—YZ')
2 ol
Sian JIESAIE % £ B2 L0 SUATA BUND BB B CHINS. UN HRE St Profle Prime Plus 1207 48 HIN
8 iy
WEI’L‘E‘E !- Al 432 BB AU TEUML

=gt
2-BCOT-L6INM HHSHYAR. &E B

Agy

AR7| ol SEAE Y20l FUNL. JIS2AXIE 12 5O M3 HEO| LN, o

HUBAUALQ. T XYL Stat Profile Prime Plus 47| A8 MYAE TSNS

ey

US 2S0f Aul2q8101 WAULICHD! 1%/°C/F). WM "AIBI"0) LS 85 NYB G2t 20| SR LI oY B L2 Nova Bomedical

U\ Nl 8 717| X ZER| P sH= 2tLich L”'J Stat Profile Prime Plus 7} 2|XI§ AlATI0] 4IAI8H HOi= A& MAUSRE] —451 3SUNR| AL
8 4 21201, 0| 1§ AJAYO FHE2IXI7} RS UCTID BAIELICE 2 FE(X)E R EA|0] 12 O MY 4 AR

4 w9l Bl 28 W87l =Ko 28 aS ReX

o WA

HAYMAO L BYBEE

S st 2 1) RO LI £ S O 25 L 5 R Tt o 1986 Texboskof i

Chemistry, W.3. Saunders Co.0fAl # Z8QLICH ABXHE XAl AEA0I B2 201 Gl HoE ZHE 4 980

Lo

2} DRI 0] 08 WP Nova Biomedicald| Nova HA7|0fA 8 L0 THSINALICE 014 BRI AQ Y| LHOIM NS st 7710 NN
R2B G WALY L= YL A BN IO, 08 WA 28 HXHEAS.

“OIFOIN N8 THSSIK B8, S HETEB/UTLAGS 85 Ol

LUOE SXE 2 AU BURTAUNACOHI
(02 £ + YBLICL UEABE NISTEZ 4% RIS S50

1NCCLS Document M29-T2.
2813 MBI YD BFIE BOI5D A= WY 2T
FIZ-H2E, NCCLS C28-A2, Volume 20, Number 13

manipulagéo destes materais
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Advertincias e Precausées

NAO CONGELAR. M: 3 curante . NAO AGITAR O CARTUCHO.
Consclte o Manual de nstruges de uilzagdo ao Analisador Stat Proflle Prime Plus para ovter informagdes completas.
Indiada pars tksario em dagnéetios v, S48 s réicns pacre pars o mamcseamenth o rapentes e et

Armazenamento
Armazenar 2 2.8°C (37-46°F). NAO CONGELAR
Instrugses de utlizagio

agire-se de que o cantrolos est os instalar. Misture . invertendo
curdadosamerte durarte 1 minuto. Verficue se @ nimera ce lote que aparece na tabela de nienalos ssparacos coresponda
a0 ndmero de cte o cartucho. Conscte o Manual do nstrucdes de utlzagdo do Analsader Stat Prole Prime Plus para obter
insiruges completas

Limitagdes
Os valores ce PO, variam de forma inversa  temperatura (aproximadamente 1%/°CIF), Torma-se, po's, importants seguir as
entagdes de temperatura descrias nas ‘Instrugdes ce utlzagdo.” Os valores 4o Intervalo Esperao s40 especifcos piioe
mentos e cantrolos fabricados pela Nova Biomedical. Uma vez instalado, cada cartucho Stat Profle Prime Plus pode
aco durante um miximo co 35 cias 3 partr da data de nstalagas incal n6 sistema 8 oo 0 Satema 14 ncCar 41 6 carticho
Uit Gad cars podes o i, e kol § HopaiH b seotents v

Rasiieblitage s pidrdes

) 03 (Mettiz) sdo rasts °
OHb) (OH5) o As substis estio
registadas na NIST e s el
Interalcs e Rdacineia
ladas para valor 0 doente.

aspnvﬂdo i sanguo do doente & referenciado em Tietz, N.W. edigdo 1986 Textbook of Clinical Chermistry, WS,
Saunders Co. Os utlizadores pocem querer determinar os valores médios o os intervalos esperados no seu préprio laboratéria.!
Intervalos pravistos

O intervalo esperado para cada parimetro foi determinado na Nova Biomedical utlzando determinagdes repetidas em analsadares
Nova. O intewvalo esperaco indica o3 cesvios méximos do valor médio que pocem ser esperados sob d ferentes condigdes.
laboratorais para instrumentos a funcionar dentro das suas especicagdes. Consuke a Tabela de Intervalos Esperados.
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