57838, 57839, 57840

E(Only

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 con

wod® CE

Oles 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 uoiyyio emmé5ou eAéyxou xnusioag aspiwv aiparog, CO-08upeTpo, 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 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 1 Mumwix mmanapa nmomn Co-Oximeter, Stat Profile Prime Plus® Mi&A R, CO A4+ X —4—, £t REAIY FO—/VEEA— )y, Stat Profile Prime Plus® 32 7}A,

CO-MA ST, 3t5t =&

K| XS FLE2|R], Stat Profile Prime Plus® 15, « —S{LH-MEN * {LERBRREDZAE

24310045 |conTROL[1]2[3]4]5]

g 2026-04-18

ED

Product Description

Expected Ranges, Rangos esperados, Plages attendues, Erwartungsbereiche, Avapevépevo elpog, Intervalli previsti, Intervalos

previstos, Beklenen Araliklar, Vart tartomanyok, D™D DYNN0N, FRIEE, o4 wel, HEeEE

quality control matarial for mo
al hamogltin () ot i (O
# gobi (HHB) I Lavea 1. 2 an 320 el 3
and 5. For use wih St Profie Prima Plus Anslyzers ONLY

o performance of: p

PO, PO, S0, homator (e, el ramogiotn
©

Cr-, iCa, Mg, Glucose, ‘and Lactate in Level &

Intended Use
Interded for in vitro diagnosti use by healthcaro profess
Analyzers

Methodology

Rofor ta Stat Profile Prime Plus Analyzer Instructions For Use Manual for Methadolegy and Principles.

far mantiaring the performance of the Stat Proflo Prima Plus

Each level has 2 known
solutians containing known
cuch contans a minimm of 100 mL
shauld be followed during handling of

inverting for several seconds,
© Manual

O NOT SHAKE CARTRIDGE. Refer to Stat

for handling laboratory reagents
storage
Storo a1 2.8°C (37-46°F). DO NOT Fi

Directions for use

Limitations
PO, values vary imversely wih tomperature (asprox mately 1%/°CI'F), Thor o tomperature
guidelines descries in “Directions for Use.” Tre Expocted Ranga valuo: ¢ cantrols
oo by Nova Samede Oooa sl enc St it P Pios Cariiiga may ve weed or 3 s o 35
days from the inital nstaliation date on the systa tom willndicate th sinvald. Each carticge
may be inserted and remaved from tho analyzer 3 maximum of § times,

Traceability of Standards
Tots nn-m:;cn (+4b) and Metkieraglabin (MotH) are tracoasle by using Cyanmethomoglobin methad,
cor (0;Hb) are taceatlo Analytos are traced to NIST

Standare Roforanco Vatorals

abrormal expocted valuas in pator: 0 expectad clincal range
1685 Tostsook of Clnica Chamisy. W2, Saunders Co, Usars ma
r own lnborat

®
‘o cetarmine Mean Valu

Exontad Rager

was delormined at Nova Blomedicalusing o
'8 maxmur devaations fro

NCCLS Document M29-T2.
2How fo Defino and Delermne Referance Intervals in the cinical lobcratery, opproved
ie~zocond edition, NCCLS C28-A2, Volume 20, Numer 13.

[conTRoL[1] [conTROL]2] [conTROL[ 3] [conTroL] 4] [conTroL[5]

min - X- max min - X- max min - X- max min - X- max min - X- max
pH 7.203-7.233-7.263 | 7.388-7.418-7.448 | 7.597-7.627-7.657
H* nmol/L 63-58-55 41-38-36 25-24-22
PCO, mmHg 47.5-54.5-61.5 35.9-40.9-45.9 17.1-21.1-25.1
PCO, kPa 6.3-7.2-82 4.8-54-6.1 23-28-33
PO, mmHg 46.1-56.1- 66.1 89.6- 99.6 - 109.6 133.5- 148.5 - 163.5
PO, kPa 6.1-75-88 11.9-132-146 17.8-19.8-21.7
S0, % 47-50-53 77-80-83 88-91-94
Het % 56 - 59 - 62 37-40-43 22-25.28
Na* mmol/L 139.3 - 143.3 - 147.3 111.2-115.2-119.2
K* mmol/L 373-398-4.23 5.89-6.19-6.49
Cl- mmol/L 123.4-1279-1324 93.4-97.9-102.4
iCa mmol/L 1.00-1.08 - 1.16 1.36-1.48 - 1.60
iCa mg/dL 4.0-43-46 55-59-6.4
iMg mmol/L 0.59-0.66-0.73 1.07-122-137
iMg mg/dL 14-16-1.8 26-30-33
Glu mg/dL 73-81-89 245 - 270 - 295
Glu mmol/L 41-45-49 13.6-15.0-16.4
Lac mmol/L 17-20-23 62-69-7.6
Lac mg/dL 15.1-17.8-205 55.2-61.5-67.7
HbF* % 79.0 - 87.0- 95.0 43.1-58.1-73.1 20.0-25.0 - 30.0
tHb g/dL 18.9-20.7-22.5 12.7-14.2-15.7 57-6.7-7.7
tHb g/L 189 - 207 - 225 127 - 142 - 157 57-67-77
tHb mmol/L 11.7-12.9-14.0 79-88-9.7 35-42-48
O,Hb % 19.5-22.0-24.5 45.0-49.0-53.0 75.7-80.7 - 85.7
COHb % 24.6-28.6-326 16.5-20.5-24.5 22-62-102
MetHb % 24.2-27.2-30.2 14.9-17.9-20.9 21-51-8.1
HHb % 182-22.2-26.2 86-12.6-166 39-7.9-119
tBil* mg/dL 17.9-21.9-25.9 96-11.6-136 58-6.2-6.6
tBil* pmol/L 306.1-374.5-4429 | 164.2-198.4-2326 99.2-106.0 - 112.9
tBil* ma/L 179.0-219.0-259.0 | 96.0-116.0-136.0 58.0-62.0 - 66.0

@

. iCa, Mg, glucosa y lactato en nveles 4 y 5 Para

Uso indicado
i vitro per parte do profesianales de la salud para supervisar el desempoda de los analzadores

Stat Protle Prime Plus.

Metadologia
Para canocor la metodalogia y los principies de prueba, consulte el Manual de intrucciones de usa del analizader Stat Prafle
Prime Plus

Composicin
oles do nivel 1, 2y 3 son
oy

a, sales y conse Caga nivel

nivel 4 y 5 son sol

Seeipien 4 fradl

Méthodologie
Var le manuel dutisation de Fanalyseur Stat Prafle Prime Plus pout la méthadelagie ot los principes.

Composition
s d

cumpir las buor,

Aduertoncias y precauciones:
NO CONGELAR. Mezele el cartucho invirtindolo

ndas, NO AGITAR EL CARTUCHO. Para canocer la
Profile Prime Plus.
da reactivos de laboratorio

informacién completa, consulte el Manual de instrucsiones de uso el analzad
Inticado para uso diagndstico in viro, Siga las normas estdndar para fa manip.

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

instryeclones s s

Vert 2 05 esperados cainc:da con el nimer de
e s tns. consube of Manuul de instrucsiones de uso dol analzador Sta

Limitaciones
L

@ (aproximadaments 1 %/°CI'F), Por lo ant

Cumplimienta de narmas
La hemoglotina tetal (t8) y fa metahemoglobin (MetHh) son trazabl
Orb) y fa oxivemogiobina (O,4b) son trazablo

‘oo de la Cianometahemoglaina. La
nica espoctrofotométrica. Analios trazables a log

v sangre dal paciento. Se puo:
eve Nl 1986 Texthoah of Ciniea Chi
res medios y rangos esparatos en su prapia labx

Rangos csperados
£ par

termine Roferance Intersals in the cinical laboralry; approved
, NCCLS C28-A2, Volume 20, Number 13

guidalnesecond edit

Stockage

Stockor ontre 2 618 °C. NE PAS CONGELER.

ro décrto

Co. Les utlsateurs peuve

Plages attenducs.
La olage

ino-second odilon, NCCLS G2,

o PO, varient invarseman avec I température (environ 1 %/°C), Par &
anc lo = Mode d'ompla ». Les valeurs do plage attendues sar

n avec los analyseur

Volara 2, N 13

Produsibeschreibung
Wassrges Quall

fessionnels ce la santé paur le diagnestic in vilro alin do surveller ka perforr

und Dosoxyham
Verwendung

Verwendungszwock

1t (He), fotales Hamoglobin (Hoi
(COHb)

it)

Fardio durch medainisches Fi

2usammensetzung

Die Kantrollen dor Stufen 1, 2 und 3 sind gopufiene Sikars

Lagorung
8012:8 'C lagern. NICHT EINFRIEREN

Mg, Gliikos und Laciat in Stfen & und 5. NUR zur

senal zur dor Lorstung cer Stat Pratlo Prime Plus Analysegerte.

weise und -prinzipien sind dem Anloltungshandeuen fur das Stat Prafls Prime Plus Analysegera

dor Standards

a plage clngue
emistry, W8, Saundars.
propre lasorataire.?

s sur des analyseurs
it

ta
ces 4 analysor

ons de laborataire.

a1 35 Tage lang ab
asseite ungulig ist, Jedo

(Hb) und

™
(COHE) und (OH0) sind uber

1) siné Gber die

des NIST rickiuhtbar,
Referenzintorvalle
Die Korzer

“Nicht erhallch in don USA eder zut Verwondung in ainer Point-of

INCCLS Dokument M25-T2

nachwe:sbar, Di Analyte snd auf St

nachweisear,
Standard-Roferenzmatorialen

imgubungfbel patientennahen

2 How o Define and Dotermir

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

al 710001 R

biomedical

www.novabiomedical.com

s ind Bestmmung v i
Kinischan Laber); genekmgle Richlinien - zweilo Aus 71bc NGGLS C2aa, Band 20, Nummer 13

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

LPN 59010H 2024-06
o



Neprypagi mpaiéviag

SO, awiarokgin (Hel), eubpuacis
anodzapnG (407", e anoseaghing (140, Tuvoluch xnupwm 1B, ogoton S o, acpes oo

(COH). a 1,2 k13, safio xan varpr, KNG, KMEICXN
andviu, et cincda & cai 5. Mpog xoon MONO e 15
cuarsuis avihvon St Profle Prime Plus
EvBBerypivn xpian

i xedonin PGS Yia 1Y 10§ aTéBo0nS 1uv auaxeuiy avéhuans Siat Profile
Prime Plus
MedoBohoyia
Avatptrc ato Eyxupitio o8y Xprang 1ng auakeu @véhuang Stat Prafilo Prime Plus yia 1n cBoSahayia kat K pYis.

Tovatan
Ta erminede chtyxou 1, 2 ki 3 cival puBjia e Bittavapaxied Blakijiata, 1o omoia mepiExow xpwaied, dAata Kol oW, Kust
8o (e iwotd g kal chiaoppomETar at yWusatH 14 O, CO, kan N, Ta uhi ekiyou & xa § i pupioines Siahdyete

Descriziane dal pradotto
Materiale acay el qual i ki L £0 O, S0, ot (Het),
amoglosina flals (H5E"), amogiobin fotal (1), Biubina ltao* (89).ossemogioing (042, Carbossamogiobing (COMb),
metzemglonina (MoIH) a desssiomoglani (415 ne Ll 1,2 6.3, Fonhd i Na K. i oo, Mg, glcoso o alaio i Ll
4 ¢5.Por [uso ESCLUSIVO con gh analzzaton Stat Prafile A
Uso previsto

Provisto por ¢ pe

Matodolagia
Porla

. vedero o istruziani p Plus.
Camposizione

I controll doi Lveli 1, 2.0 %
pH noto ad ¢ equilirato a un valoro O, €O, & N, noto. | cantral dei Lol & o 5 s0no soluzion| tampanato cantenent; cencentraziont
rele di o K. L. (Ca M. lucosi.atalp o conservant Cascunn busta centons an Mo 100 M | conrol non contangana

anola mp.txaw iusorés oupeay P Vatsias °, KaKeu ” JNuplalun anvi, IoiayEoy GaEatios, MSLVEY BIYVGIOY,
VAure{zs, Kase

Guotané cvapGmNG TpOEAEUTTC. watbao B TPLTEIVa axeloulrital 09 €RYGOTPIGKA RBRIKA Kad i1 xpm Tre NG
(AP, ANA®, ETTPASOY NCCLS M20.T2))

ifaa Ka TpepuAGEus:

U KATAGYXETE. Avsiatic 0 Guoiyyio wuno&nvupx&wvﬂ( 10 naké yia cpred Seurepdhcniia, MHN ANAKINEITE TO OYEIFTIO,
Aveiptic ol via mhden groia.

alle buonie pratehe di labaratorio nel maneggiave quest matorial,
(FARE RIF, AL BOCUMENTO NCCLS M2a.T21)

Awertenza ¢ precautiont

Nan CONGELARE.

svanaisacondi NON AGITARE LA SABTUCoI
»vndm istruzion per fus at Profla Prime
5‘7|° per Adottare k perla reagenti di L'Abamlmm

Xefons

Evacinvural yia av:wmmnxafm\ in V‘lw Mﬂf\we 0 GwWAR mRaxiK] g tov. pyacnpi
Amosikeuan
AneBiecuan arous 2-8°C (37-46F), MH KATAWYXETE.
OBnyits xeiens

i 1o et chdyon gastar ot Sepuocpacia Syt mon i nxaion, Ao 1o vy mmpxwm;
anaMd yia 1 hewié, EnadnBeiore napiiBas orov Mvas
Xohans 1 oweseuts cvENvans St rl rims Plos s FARREK, SBTNS

Nepropiopor
1iE¢ PO, Beolpe

& mpooiyyian 1567CIF), Ewveris.
Oy Xphongs tvr

143 Gy 1 b ey Mo KEToscu{ovic b 1 Nova Bimodcal. Mad iy yxoiGoraan, k&Gc guoko St Pra'k Primo Plus
e va anewanongc s avdtts 49 35 epdn oS 7

Cansorvare 8 2-8 °C (3746 °F) NON CONGELARE

Istruzioni per 'uso

Prima i instalare | controll assicurarsi che siano a iaperiicnabionscsir ane o curiceie apevolgonicla ok
por 1 minuto rpocito prvist corisponda 8 quel reicato suta
cartucea. Per indicazion dottaglate, vedore | M: Prafile Prime Plus.

Limitazioni

Iyt PO, variano nrsamonto sk temperatur (ica ). pertano 8 essonzalo segute o ind<asion;diamporatus

escrto ml sezons Teruzion: po Tusa. vl degh ntoral f s 2on Spaches it o sramarts  orral (aponcas da

Nova Siomadical. Una volta instalata, ciascuna cartuccia Stat Pralile Prime Plus pué essere utlzzata per un massimo di 35 giormi

<alla data di mstallaziona originalo sul sistema, rascorsi 35 giorni i sistema indicherd che ka cartuceia ion ¢ pid valda, € cansentto

installare @

Traceiabiliti in base agli standard

L'emaglobina totalo (1H5) o la metemoglobina (ann; sanoraceiaih slazando | maodo dols anmotzemagibio. Le

iconducitl

‘
ai gl standard NIST,

weiyo pmop i o oo,
Avigveuaipdinia TpoTGTLY
H oh tuoasarghn 05) i 1 eBeonpagfn (Holt). v < 0o 11 weGdSay g, H
Ho) ai e i

v
oo 1a mpoWRG AKG avioopds NIST (NIST SEindirdrafrane matwale),
uaoriara avagopds

Intervalli di rferimento

previst normali o d quast
1 5 fa riferimento in Tietz, NVW od. 1886 Tmmumm:lcnmm W3, Saunders Co, Si consgla

valori nel sangue del pazier

1 Guyceviplions BIGUTRSUNGVIG! ot Guotodoykis Kal kN GUaATYIKES st G0 Ay 1wV GaBCVdY.
Gutda 1L el 10 GG 1w GOBEYLN GVaREAEial 010 CyXpBIo Tiotz, NW ed. 1986 Textboai of Chimial Chomstry, W3, Saundors
Co. 01 ypAates /BexoubvILG VG CHBUNOM 10 KaBORIORS ur MEgwr i xa1 AVGHCYBHEVLS Lupist 070 BIKD 10US Epyaotipia?

Avauevsevo eipog

ivalon

Inlurvallo provisti
walloprvistoper cascun paramotis

presso Nova teplicate su
oo ciferont

wdte i inNova e
OuaRtotg avihuang Nova. To cvaueviyeva eopog umoBa il i cuinarn anéxhan an 1 Mfon o ol i
U Bagopeiil EPYGOTAIAES SULBKG YIS pYava 0w NEuPYOGH G un mpoBiaypaai. A v Mivaxa
Avepeveuciy Eupin.

“Bcy Biarfeten a1ig HITA A 1@ xoon ot apedhines By iels eferéans
Eyypazo INCCLS M25-T2.

2ToGnos Opryed s [poabopiouel Syl avsapis oo s pruenip, yscsphén
KareuBuviip ofyia-Sedrepn éxdoan, NCOLS C28-A2, Téuos 20, Apfiués 13

tunzionano entro le speciiche. Vedero la tabella degl interval previst.
“Non disponitile negli USA & non per analis: al paint.ofcare/analis docentrate,

1 Docurmento NCCLS M29-T2

inoe guida opprovate, seconda edizione,
NCGLS C28-A2, Volume 20, Numero 13

Gran Agiktamast
5, PCO2, PO2, SO2, hormatoki (Het) (H0*), toplam homogiobin (tH), toplam birubin® (:Bi),
(©3H), (o), (Matib) vo (+43) 1.2 ve 3, Duzoyde va Na-,

iCa, Mg, Glikez ve Lakiatin
Prime Plus Analiz C-hnzhrlyin it alanis paoaiis

Kullanim Amact
2

lenmesi ign sulu L YALNIZCA Stat

lenmesi ign saghx lan tarafindan in vira & amagh
Kullaruma yonolictr.

Metadoloji
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Descrigio do produta
Material do o, PCO, pO, SO, hamatbcto (Het, hamoglobina
fotal (H8F+), Romoglonin toa (), Birubina el (1, (O Hb),

(MotHb) & desoxinamogiabina (HH) nos niveis 1, 2 6 3 asaim como do Nar, ey
Para uillzagio APENAS com os analsaderes Stat Profle Prime Plus.

Utilizagio prevista

a, Mg, §icoso, ¢ actalo nos nivois 4 ¢ 5.

in o por profis i e para 3 dos anaksade
Plus
Wetadslogls
Consute o de utlzaglo do Analisador Stat » principios de andlse.
Composigio
1.2 3 sd0 solugd sase tes. Cada nivel tom um
pH conhecido ., O3 cantralos nos niveis & e 5 540 salugd

cantém conceriragdes conhecias do Na', K, Ch. (Ca. .u, gum s consanvantes. Cada bola coném um minimo do 160
m

‘manipulagiio destes matenas, )
(REF, NCCLS DOCUMENT M26-721)

Advertancias o Precausdes

sogundos. NAO AGITAR O CARTUCHO,
Consulo o Manualde msrugies do uilzagio do Analsador St Potio ?nma s garaches slomrasos oo
Indicado para utizago uitre, Sgaas roagentos. 3
Armazenamento

Armazenar a 2-8°C (37-46'F). NAQ CONGELAR.

Inslmvuu do uuhm;uﬂ

i o s, Misurebar o gt fieforids
Cutadomamente durante ) m nfique se o nimero bela ¢
20 Pt G let o caina, o s o irat s Uo 4Tisesto oy AoALATHS St Prate prma P para obter
Instruges complotas.
Limitagées
Os valores de FO, variam do farma inversa & temperatura (aproximadamente 1%/"CI'F), Tomase, pois, importante soguir 25
orientagdes da temperatura doscrtas nas “Instrugdes do utl2agdo,” Os valares do Intorvalo Esperaco sio espe ra o5
instrumentos e cantrolos fabrcados pela Nova Slomedical. Uma vez instalado, cada cartucho Stat Profilo Prime Plus pode ser
wtiizado durante um miximo de 35 dias a part da data de instalagdo inicial no sistoma 6 entio o sistema ifd indicar quo o cartucho
& invillido. Cada cartucho pode, no miximo, ser nsorido ¢ removido do analsador 8 yezes.
Rasifoathidada dss putises

hemoglobina total (tHb) e a

(Metkib) sdo rastradves utk método do
(044b) o rasred dbs

LA
(COHs) a analisar ostio
rogistadas na NIST Standard Roforance Materals.

Intervalos de Referéncia
e i 0 sanguo do doonte. O ntervala de valores clinicos
Tz W o 1985 Testbook o Cincal Chemairy. W3,

estes valores no do doente

‘Saundars Co. O torminar o5 valor seu préprio laboratdrio.!
Intervalos provistos

o na Nova e ropebdas. I
Nova. @ intervalo .< ) dia
lasoratarais mentos a funcionar ‘Consukto a Tabela de Inervalos Esperados.

“Ndo dispanivel nos EUA ou para uso em testes no local do atendimenta/ptéxima aa paciente.
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