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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 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® Autoparo guoiyyio emméSou eAéyxou xnueiag aepiwv aiparog, CO-OfUuerpo, 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® D72 )b PumuIX 1m°2n1pa niofin Co-Oximeter, Stat Profile Prime Plus® ffAZ. CO 74 X —2— £{bS8E AT b O—IVEEIH— kv, Stat Profile Prime Plus® 8% 71,
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matorial for PH, PCO, PO, SO, et Hal, e berogitia

fZZLL‘,“S‘-ZZZ‘;SZZ;i?‘:;,’l‘:‘l‘:‘h‘s‘&"ﬂ;‘u‘?‘i ugz&“wﬁsfl L o Mg, Clacose,ané Lacina i Lovl & \CONTEOLI 1] [conTRoL [2] [CoNTHOL [conTRoL[4] |eonTROL |5
e min - X- max min - X- max min - X- max min - X- max min - X- max
I o o gt s By e cls o st f i S el P P pH 7203-7.233-7.263 | 7.388-7.418-7.448 | 7.5697-7.627 - 7.657
i H* nmol/L 63-58-55 41-38-36 25-24-22
siructons For Use Manualfo Melrodology and Princpes PCO, mmHg 475-545-615 359-40.9-459 17.1-21.1-25.1

EZS:?:L";Z».ummmm eronosurs corainng e s ans s, e v s PCO, kPa 63-72-82 48-54-61 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 11.9-13.2- 146 17.8-19.8-21.7

SO, % 47-50-53 77-80-83 88-91-94

Het % 56 - 59 - 62 37-40-43 22-25-28
Intanded for in vitro diagnostc use, Fallow standard practices for handiing laboratory re Na* mmol/L 139.3-143.3-147.3 111.2-115.2-119.2
Storage K* mmol/L 373-3.98-4.23 5.89-6.19 - 6.49
et cl- mmol/L 123.4-127.9-132.4 93.4-97.9-1024
B r o st it Vet iCa mmol/L 1.00-1.08-1.16 1.36-1.48-1.60
i‘:‘..EZI."ﬁLC’J;;?Z?”&E:?%Ziiié“,ﬁm‘iiLSZZTlﬁm LN 5 s, Rt Sl e o iCa mg/dL 40-43-46 55-59-64
Ot i 1o (apprasimatoly YCIF), Therfor, i rcal o fallow th tomporatur iMg mmol/L 0.59 ~0.66-073 107-1.22-1.37
gubboines desiriond i Drectons fa Uso: 1 e e e et iMg mg/dL 14-16-18 26-3.0-33
Plilighot il o ey ik s h e vl Eachcarrage Glu mg/dL 73-81-89 245 - 270 - 295
e oot 4 et o e SRR A Glu T ) T
e T —— . Lac mmol/L 17-20-23 62-69-76
oy o (401 Gy oragos 5, i rsentl s Smchoporoman. oy s 1 e o T B mg/dL e SR TRTETeTT
Reference Intarals ‘ HbF* % 79.0-87.0-95.0 431-58.1-73.1 20.0-25.0-30.0
e ot bood e refernced i i, N o, 068 TS0t o hamaiy W St o sy tHb g/dL 18.9-20.7-225 127-142-157 57-67-7.7
1o etmmine inan Values 826 Expaciod Ranges in ha own horsioys tHb gl e T o
L. tHb mmol/L 117-129-14.0 79-88-97 35-42-48
bt Kl i o i s ool ek i ) Shictad undor e O,Hb :/o 19.5-22.0-245 45.0-49.0 - 53.0 75.7-80.7-85.7
il s ol B Erien Bt g COHb % 246-286-326 165-20.5-24.5 22-62-102
S B TS MetHb % 24.2-27.2-302 14.9-17.9-20.9 21-5.1-81
L T T p— HHb % 18.2-22.2-26.2 86-12.6-16.6 39-79-119
quidaline-socond odfan, NCCLS G2, Votor 20, Numbor 13 1B ol 76516565 6 B 5. 6065

tBil* pmol/L
tBil* ma/L

306.1-374.5-442.9
179.0-219.0 - 259.0

1642-198.4-2326
96.0-116.0-136.0

99.2-106.0 - 112.9
58.0 - 62.0 - 66.
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Descripeién dol producto
m el acuoso ce cortrol de calad para supervisa el cesempel

co: pH, PCO,, FO,, SO, her

i (Het), hemoglobina fetal

), hemogiobina total (iHb), biimubina total® (131, (0,4b), (COHb),
[vm-a;ymmmmmws)n niveles 1,2, 3, acemds co N, K-, Cr- Ca, Mg, ucosa y aetato an nivelos 4 5. Para
usar UNIGAMENTE con los analzadores Stat Prafile Prime Plus

Uso indicada

Destinaco al uso dagnsstica in viro por parte do prafesienales do la salud para supervisar of desempofo de los anal zadores
Stat Profie Prifme 7l

Metodologia
Para canocer la metadologia y o5 principios do pruoba, cansuke ef Manual do instnuceiones do uso del analzador Stat Proflo
Pame Plus

Composicién

Jiebas, lacetn y consarvan
umano. Sin embargo, se

Advertencias y precauciones
NO CONGELAR. Mezclo el cartucho nvirtiéndolo suavemente durante unos segundos, NO AGITAR EL CARTUCHO. Para conocer fa

sceianes de uso dol analzacor Stat Profe Prime Plus.

informacién complota, cansulte of Marwal de
s  para la manipulacién de reactivos o laboratorio.

Incicaco para uso dagnésicd in v
Almaconamionto

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

Instrucsiones de uso

ot e i o corvolsasiina lmpeaira bt aicedo s Vsl an ol catucho ol et duaia

1 mon que el figura en la tasla do o
cartucho. Para conocer las . consuke ol do uso dol anatzader Siat Profile Prime Plus,
Limitacionos

Description du produit

hémoglabine totala

Produktbeschreibung

Wassriges Qual tats

iqueux pour surveiller la pcr'nl'v-:m:u des éléments s suvants pH, PCO,, PO, SO, hématocrite
ubine totale* (B1), (o5

K-, Cr-, Ca, iMg. glucose

(tHb),

rateial 2t Obprwachung vor: g, O F0,. 80, Hareaoll (e, etaes Marmaglatin (HoF).
(t8i).

( H), (COHE). (M
und Desaxyhamoglabin (HH) in Stufen 1, 2 und 3 sawe Nar, K, G- Ca, Mg, Glukosa und Lactat m Stufen & unc S, NUR zur

Varwendung mit Stat Profile Prime Plus Analysegeraten.

Verwendungszweck

Destné & tro wthisé par les professionnels da fa sants pour le diagnestc in vitro afin do surveler la perfarmanice dos analysaurs Stat

Profle Prima Plus.
Mithodologie

Voir le manuel d'utlization da Fanalysour Siat Profle Prime Plus paur la méthodologie ot los principas.

Cempasition

Les cantrales de nveaux 1, 2 et 3 sont dea salu

cansanateurs. Chaque nveas 3 un pH canr f o
ant

1516 & une valeur connue de O,, CO,

amponnées do bicarbenate contenant un calorant, des sels et des agents
N, Les cantréles e nveaux 4

Tirzes T2')
t mises on garde
R

Avertissements
NE PAS C
CARTOUCHE.
Pout usago ¢iagn

Stockage :

26t8°C NE PAS CONGELER

Los valores de FO, varian en proporcion inversa a ta temperatura (aproximadamento 1 %/°CI°F). Por fo tanto, 65 las.
normas de temporatura Gue 5o doscriben en la seccién Instruccionos de uso”. Los valores de rangos esperados son espocificos
paralos instrumentos y controles fabricados por Nova Siomed cal, Una vez mstalado, cada cartucho Stat Prafle Prime Plus so pusde
ublzar por un miximo de 35 dias a part de ka fecha do inst ma. Pasado ese lapso, ol sisterna indicard quo of

iildo. Cata cartucho puede ser insertado y extralda dol analizador hasta 8 veces como maximo.

Cumplimiento de normas
total (tHb) y la motahemeglabina (MetHb) son trazasles al método do la Cianometahemaglobina. La

hor ina (COHY) y la oxihemogiobina (O,Hb) son trazablos ala técnica ospoctzafotomdtrica. Analitos trazasles a los
Jos o rofonencia asthnci ol ST

La g

Intarvalos de referancia
La in for

consuttar
wa

o i

Saurdors Co. €5 por

Gunass aperains
1

o ha sico determinado on Nova Bomedical us rminacones ropicadas en
indica las dosviaciones miximas delvalor mod edon osperarse bajo condicones de
funcionan dentro do | . Cansute la Tabl de rangos esaerados,

*No disponiblo on EE. UU. 0 para uso en pruebas en punto do atancién del paciente,
1NCCLS Document M29-T2

2How to Define and O Intervals in the fory, opproved
guidelno-socond edition, NCCLS C28-A2, Voluma 20, Number 13,
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do lot sur la cartouche.

valide. Chague cartouche peut ére insérée o ratirée de Fanalysour 6 fois au maximu,

Tragabilité des talons
Uhémeglabino ot

Intervalles de référence
Les cancontrat
attendue do cos

Plagos attendues

La plago attendue pour chague paramétre a dté détorminée & Nova iomedical n ul
due indique los écarts maximaux de la valeur moyonne pouvant
y los spécifications. Vor lo tabloay Pla
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nents fonctionna
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(t6) et I méthémoglotine (Meth) so
(COHS) o Faxyhimaglobine (0,445) 30
sont racaes selon les maténaus do référence dialkons do NIST.

atlos en utlsant la méthode
ragables en utisant la

Verfarensweise
Dic Varlahtonsweise und -prinzipien sind dem Anlotungshandsuch fur das Stat Prafle Prime Plus Analysegerat 2u eninehmen.

Zusammensatzung

DioKoniln do Sufon 1.2 urd 3 i gl Biarato
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befolgen

rsichtsmatnal
sette eingo

Lagerung

8012:8 °C lugern. NICHT EIN

Analysoger
Einschrinkungen
PO Werto andein sich im umgekehrten Verhaliis zur Tomporatur (ca. 1 %/°C). Aus dies
Termperaturrichil

Biomedical hergestelt Insrumente und Kontalan.

hmen:
Sokunden lang vorsichtig

mationen sind dom Anleitungshangsuch
Diagnose bestimr. Dio Gblche Vergehens,
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Die Karzenteationen sind 5o formutert, dass sie normalen und anormalen ervarteten Weten im Patientenblut antaprochen. Der
bor Tiotz, N. W, Hg.. 1986, Textbook of Clinical Chemistry, W3
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INCCLS Cokumant M25-T2
2 How to Dafine and Determina Reference Intervals in the cinical laboratory (Defnition und Bestimmung von Relesenzintervallen im
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Deanpaah mpoltires Deseitdins ol prodetn :
Yaetues ukied v, pH, FCO,. FO,, Materiale acquoso ica dolla qmn pmwA to por i mmmrzwe dnlln prostuzoni di pH, PCO, PO, o, ammunln(H:l) Descrigdo do produto =
maaoawmlc (57", aheic arsagsoiahmg (30), Euvaiet xohepuOn” (m, og (e o), 0 ¢ pH, PCO,, pO. SO ho ' (Het), hemogiobina
(o ) e O Wi st bbbl {7, hamogobing ) (Gl o § («Bu) (©,4o), (COHb),
i Lompi Ly . VAur{ng Uperciomite i b st Motk (HHb) nos niveis 1,203 4o Nar, K', CI-, Ca, IM, glcose, © tactato os nive's 4 0 5
ovaxuts avihuang Stat Proflle Prim Plus s Fi vlaasts APENAD com o sinaties St Pl P P
50 provista
EvBesayuivn Xpior i Prafile Utilizagdo prevista
gt i 1 ? T % prime Plas S Dostia. vt por saide isadores Stat Prafilo Prime
Prima PLs Metodolagia e
MesoBadoyia Por la motodologia o  prncipi di analis:, . tat Profio Prime Plus. b
b Xpriang i i avehuang Stat Profil Prime Plus yia 1n peBoBohoic ko 15 apxts. Atk a3 Slpro P Consukto o Manual de instrugBes do utlzacdo do Analisador Stat Profle Primo Plus para ablar @ metodalogia @ principias do andhse.
2 amposiziane
Zivdeon 01,20 contanent caloranti . Giascun el ha un Composigio - =
Ta emineda ehiyxou 1. warked, & Kae pH noto ed & oqummm aun v-kuu o, €O, 6 N, noto. lmn(mlr dei Lwallx 4o b nivess 1,203 e 5 lo, Saix 6 conservanion, Cagh pivel tom i,
incBo byt yvword pH et haopporeian ae ywusard i O, o, xe Ny T by 1¢8 Blahipara, ey K, G Ca . minimo di 100 ml a 5 €O, 0 Ny,
e s e e o oo ‘M”"“ bt e bemopgetidng costituenti pie " o 4 cantém concontrages canhecidas do Na', K°, Ck. iCa, iMg, glcose, & ‘Cada bolsa contém um minimo do 100
yhuxslrg. o K a( (FARE RIF. AL Docwsmo NCCLS M28-T2'). "‘ml F hm";ﬂy; Conta boas pril
Ko st Sl e St e o sl ke e oan tttokm whed, anipy oras.
(AP, ANA®.. EFTPAOY NCCLS M28-72') AN CONGEARE Macelve erweiizocsndl (REF. NCCLS DOCUMENT M26:72!).
Npougoarious kol Toguidtes. Por it | ot e o Stat Profile Prime Plus. Advertincias o Precaugas: :
. MHN ANAKINEITE TO SYEITIO Sl i g v Adctae it o porla . 2. NAO AGITAR
Xprong ! Profle Prime Plus v Thfion o o UGS Camitao Wangal de instrugdos do : o Prima P para obtor s comleos
EVBceruve s S KT 1A, kSR GWAB DB 1 10 P S S, e NG (97:48 FJ NON CONGELARE ndieado para wzagio vito, 5 padrio para o poratsrio.
Ammicos szt peruso e s 285G (4745 NAG CONGELAR.
AL 387 (7-467) M KATA TS 510 a tamperatura ambiente. Miscelare bene fa cartuccia capovolgando'a deficatamente
OBnyics xpfiang w sy ‘minuto. Controliara ‘a tabella degh Instrugdes do utilizagio )
Bt it 1o b e o oo Sl Buery i i i o, Ayt 8 ik aveorplionise cartyccia, Per glate. istruzion per Stat Prafile Prime Plus. quo os cantrolos y imstalar, Misturo invertondo
aad yia 1 Aevié. EnakiBeiore g 0 ApBuSS i Apis rapita 1 minuto, Varaue oo 5o paioca ni tasolado ntorvalos esporados corospondo
: instrugaes do Stat Prafle Prime Plus para obter

Avarpitic v Xpriong g ot wa

Nepropiopol

Limitazioni
o PO, waaniomorsamane ullstapaatra (sica KT GIF), et essanzalo saguse o ndcazio! o tomportura
doscrte nella soziore struzion! por luso

N

11l PO, Brigépaw vii1pooa pas 1n Btp0xacn’a (<ot mpoatyyian 1%/'CIF), Ewernis, to va axahoulite 1 areuduvifpics 2 Bamadical Una vola rsalia utlzzata por ur
e o é e Xprianc thea xpi i 8 Yo dala d i A indichord aho ta caroecia han & o valida, £ conganito
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iy v B u & Satnua, oriéic 10 o0 é 3
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wav(vumulnlu mpotimwy (COHb) e (©y+5) uthzzando ta
oed ivn (MotHb), avagved 10 xofon 1ng eSS0 mcvuy(l)ewuuompvn; H a materl d rterimento por gh standard NIST,

(cor ) (©, o
g mpog a pHuTa ukixé avagapds NIST (NIST Standard reference matorials). B Gusstt
Auaaripara avagapd vl sacgue i pazor o vﬂnnmn:n in o, ) e, o0 Yookl Glnical Cm:msuy B Saomiars Co. S consta

wn Glie v caBevin, 6

Ut tun v Gt i 1y agBov otz K od, 1665 W3, Saundors

o, On e evBixo v va Emuno fov KOO 1w Waun M Ot AVGEVSLLYLY EUpaN OT0 Ik T0ug EpYaTpIO.
Avapevécvo cipog

V1o ké8e rapd; amé 10 Nova Blomedical ut in Xpion cravakTiikdy 1pOaBIOpIOHEN O
ouoncuts avéhuang Nova, To GVaevéevo c3pog umoBeisviet v uvlmum Snicken and in Wten ta o ropelve oy
s Bgogeiuds: (pvuuvqu(k owBiKeg ic épyava mou fivaxe
Avapcubuevn £y

*Bev Brarifeian oG HA 6 ia Xerian oc napashiacs BiRyvuonics cfeidons,

Emm NCCLS 126-T2

) epeexptin
e osnyisSeiripn oo NECLS C20-A5, Topos 20, Aaﬂmx 13

Orén Agikdamast

Intervalli pmvlsb

parametro e replicate su
analzzatori Nova, Lintorvallo

ottenute con 3 o

attese in condaion

*Non dispanibile negli USA e non per anals: al paint.of-carc/analis: decentrate,

1Dacurmento NCCLS M29-T2

. linee guida approvate, seconda edizione
NCCLS C28-42, Volume 20, Numero 13,

TerméKismertetds

pH, PCO2, PO2, SO2, hematokrt (Nc:) {esthmogabin (67 topam havoglti (451, i At 1)
(02HY). (oo ve 3, Cuzeyde ve Na
Ca, iMg, Glikoz ve Lakiatin ameons i sk . YALNIZCA St
et Bios Arats Cinastnts o s yonoin

Kullanim Amact

Ke, Ch-,
Prafile

tavafindan in o tanil W
wullarma yoneliir.

Metedoloji

Watcdoljivo Pransiplar igin Siat Profile Primo Plus Anale Gihaz Kulanim Talimatlan Kilavizuna bain.

Bilesim

Kantrol Duzeyi 1, 2ve 3, boya, olor geren Her duzoyin blinen be

i varr ve il 8 02, CO2va N2 4egunn5 dongelanmi. Koreel Dy £ a5, Naw Ko Ch o, g, Gl Lt ve
Her torba minimum 100 mLiger. Kontraller,

e amai) ygulamalan

insan kaynakh ume;e..
(REF. NCCLS BELGES| M29-721)
Uyanilar ve ikazlar:

fanginn, KARTUSU SALLAMAYIN, Kagsamh bilg gin Stat

o
invitro tamt amagh kullanima yonelietir. Laboratuvar reaicifiorini kullanimt g standart uygulamatan takip edin,

o Prima Plus Anala Ginazs Kulamm Talmatlan Kifavazuna bakin,

Klama
2.8°C'do (37-46°F) saklayin. CONDURMAYIN,
Kullanim talimatiari

akovers 6 pH, PCO,. FO,. SO, (Het), magzati
nemogiobin {HhF'u‘ I he 8i), (0,445), (CoH),
(Votib) s dooxinemeglobin (HHB) 1., 2. 653, szinten, tovibb Nar, K, Ci-, (Ca, Vg, Glikéz, 65 laktit 4, és 5, szinten. CSAK Stat
Prafle Prime Plus analizdtorokial haszndlandd

Rendeltatésszord hasznilat

haszndlatra, a Siat
montotozdsdra.
Médszertan
Amédszeriant és az alapeNeket lisd a Stat Profle Prime Plus analzitor folnaszndlé kéz kanyvdben,

r‘pH;uvnn 63 5mert 0, CO, 65N,
G g e

o;mnnm
.

Mindogy
Katok, amelyek N,

oy 2100 ik atalmaz. A ko ol
doaz Kovotni koll a holy kortatokat

{ sdikat &
. A, &35, s2intd

(REF. NCCLS DOCUMENT mwz-y |
Fgyomesttésok ds Sutéskedisak y
TILOS FAG £ NE RAZZAA PATRONT! Atelos
Ve et s o St role e St anaseo et kezikonyvéven

Invivo dgnosziiai hasznataa, Kevosso o abaratérum eagencek kezoliadre vonatkozd standard oldrisosat,

Tirolis

28 °C (3748 'F) héméraiideten tirolands, TILOS FAGYASZTANII

Hasznilati utasitds

anl, hogy a kantrolox § Apatrant 1 percig dvatosan 5

lorérizzo, hogy a anyok e ppilatesiiny

Keverje 2526 a tartal
telzdrmemal A tel;

Krbumdan ne fonolar od s ofufuntan amin o Kty 1 unm bl tors.
Beklenon Araiklar Kartugta belittlon
St ol P s el G Kl a1t st o,

Talimatiarin tamarrs

Slmrlzmalav

olarak (vt “CIF gin yaklaie 1) e, Bu nodorle Kulnim Tabmattan'nda agids
Bokle

a Stat Profile Primo Plus

Korlitozisok
AP, ek fordiatt ardeyban vioznak a hémérsédatl | (rlinkd TRFCHP), Eatt ekesoniostl gl uaslishar
ameriatett, "

megad
és utin minden egyes St Protlo ripe Pl n(m« leg‘nln:h

Korivallers ozoldr. Taklarkan sonra her Siat Profle ane Plus Kartugu, sistemdoia 2 o it o 35

35 napig hasznilnats, okor a endszar jalozn ogia, hogy a pron

a
érvényelen, legleljeb & 15 bo b veheld ki

(Vo) el nyoman kovathats. A karbcx homaglobin
(COb] 4 s axrarmoglenn (0,10 spaietsemalite yamon Kevaai, A ratiok yamen evatbso a NIST Sndos

inak megac

Kinikal tartorr T o9, 1586 Textbaok of Clmcﬂl Chamairy, W8 Sauncers Co. A

sureyle kullanilabds, bu surenin un ersz ler Kartug anakz 6defa (lah = =
el e g 4 " s
Standartiann izlenebilinigi
- bl . ——
[( ) gh (O2Hb). Analtler, NIST Standart Refe gore
e
priv—
Dol & ud\lmck‘udu Hasta kaninca bu degerler ign

beddenen ik aralik, Tieiz, NW ed, 1986 Textbook
Degerler vo Beidanen Aralidan kendi el A istoyesin2

Enklnnnn Arsiar

Kullamerlar, Ortalara,

Vart tartomdnyok
ayes pamnlark il ey o Bl vatudta mog Noomanikiftonhn vbgeet et ki
Aviit tartominy azokat az tlagériéitél vald maximilis ekérésakot mutata, amelyeice a spociiicidknak mogfeleldan mikocd

éxokndl Kalanboz laboratériumi itani, Ldsd a Vért tibldzatdt

Nova z

Nava analz chaztannda tokvarlanan s
Saidanan aral, spes Dejera gare
e e B B ke OO AL ey

“ABDde veya Bakim Nokiasinda/Hastanin Yakininda Tost kullanim amacyla mevet dog
1 NCCLS Belgosi M29-72

2 Kinik laboratuvarda Referans Aralidan Nasil Tanumarir ve Belilont, onayh klavuz-iking basia, NCCLS C28-42, i 20, Say 13

<y

L 12,370 o OO SOr At ML MBNSIGL Y (L A O (o) REASY LS. 8
270 (00).~RIHRATI O (o). FEASTE el 7

CRJo & SECFS b ikl G g, 11— X ARDIE &

Stat Protle Primo Plus 141 O CT.

AT

HH
I/77§K-_05D»<m‘£mﬁ!l—f“i (ﬁfﬁ CEBOIE

§fﬂ !kb\ HRBIRICSa! Profile Prime Plus M GEOERET = 52T BCLEENELTVES.

Wi
EBEULHIOLTI,

Plus O EG L EBHILTULE L,

M
I O—IVRLAIL 12,3 RSB THY, R85, RERE SATUET, BLAUIEENN pH 53, EHm
0,0, NMCRIIETNTLES, 3 b —bARL i) 6.5 SMIEER Ty BN RO N K- CP»\C!JVG G-
mﬂ.ér‘m&sku NETL R FITEDECED 100 mL T WA luu,av
Ld"‘ﬂﬁ ESELLERRERREDTLIEL,

2 AINCCLS DOCUMENT M29-T2'),

SESUEBLOR:
Eﬂl\miu-u'r(r.tu.n* i3 BHMH>QILEERE LT R~ H YR RALRL TS L 18R
LT I2, Stat Prafile Prime Plus 4247 znaaxwas&j—ﬂuu rEEL,

o,

[
2~BC (37~46'F)

RELET. AR CCEED,

WHOFM

BEMIEIFO—LAFERTHETELRBLES, 71— F'Awl...!ﬁllﬂr;:(»)zimx SGRBLTRE L, FRRERD
Oy FESH A=)y ID0Y RSN BTEEREL T L B/ i£,Stat Profie Prime Plus SHTR B0
lﬂﬂs!ﬂl&&“f(L‘((f‘*u

Pcuﬂ_;gg[tik:ml,f{(&;1*/’(:!‘].?”)'.&3 IHAOFIIEEORRICNT BHA K51

@10 A J:—) zua«hnaﬂb/.&n—rmm YAUET. R, & St ol
27 L.im*ql R.u 524%&1?2:!\»‘5?{&&&151& Sl

n’-fr Yo

uﬂmw—v ;4

RATFOEY (A FAETOLY Mot 1S 7Y A AT Y OC Y EERALT L~ TN TT. —KILERAESOE >

lcnnu}t'&:f\=7n(7«: HO) S RATRERRLT b L~ TILTT. QIF4E NIST BBERITL—AENTOES,

STEFGRCT, F ﬁ'ﬂl
o Primo Plus
b‘(“i? ﬂﬁ-{\“

,mut,mxsvnrﬂ' (7.

“Nem dll E t Alamokban, llewve helybon

NCCLS Document M29-T2
2Haw to Dafine and Determine Reference Infervals in the clinical laboralery apgroved
guideline-second edition, NCCLS C28-42, Volume 20, Number 13

(ko>

g &
4z zi.anmn H. PCO,, PO, SO, MUUT BB (He), B0} MAR(HOF"), B4 HA2(Hb), § WRARLU(EN, H2UAA(OHD), FURO2Y
A(COM), OIE BT ZE(MEHb), WHALA(IND), 3 £2] SOIA Na-, K-, CI- (€a, M. RAA, 2002( 358 BUEIRE| 908 o2 §
0 St prtie reme s S5/ E18

)
Stat Profile Prime Plus 241212 B8 SUEINSI| 18 2@ MBI} HEEBOR A

BuE
WHUE I WYE St Profile Prime Plus 2417] A8 HUNS HEHUND.

24
FARRL2U3E £ 48 UB 20N BN R4GULLI, 4 imeln YO o1} 20 g0, €O, X N BOZ FY
sl giouic) S g 43 5 g BRAL 24 S BERR UK PCH TAs DEESLIC 2 HeAbts 3
Sl 2 0SB St 50 401 2SS S D18 A SR BB HEL T8 Gt

(m SCCLS DOCUMENT M29-72),

2 FME:
“i AL IIEANS X £ B FO| FYAUN YD, FEAXE TEF HUNS. T BV St Profile Prime Plus M7 A 4B
A EESIAL.

HOUHEE, HY A% HES 22 FuB T2YML.
e Ea———

gy
87| 0] TUKE HB01 FUAD. FEANE 12 5O AN0] F0| LRBIUAIS By B HO ZE 0O} HEANS| 2E WO FuA|
LIBHAIS. 213 KIS Stat Profile Prime Plus 22171 AL ARIAS MZBINAIR.

A8 U 20 NI, 8 Y BE Mo
et <001 i1 = 24211, 2%42) Sat ol P FIE2IAIS MM A8 ROl A FRUR
~E|w:5yn'wa|.‘ ‘uﬂm 01 T AAYH FHE2ARIZ FE4R| UCHT EAlmtwmem At GUNER Ba7lod 9 3 22l
ue

= aw‘

Yoz AXE & YaLlc) PUTVAYAL
o {SAUMAOHOIE FPISUSE AXY 5 AGLIT, DEVEE NIST EE 4% BLUE AHEG,
Bz

BEE LA YOS B X INE CIETOIM SULILITY, R3] UA0IA 0218 2] I R R Tieis, NW e 1985 Texibook of
Clmical Chemisry, W8, Saunders Co 01Nl HTHQUICH A8 XAl aloiM B2 olat WAIE 2B LG

oz

uama#riﬂ‘a;wa%u'lEni SUHENTLETS, BE ORI, Tetz,
N cd 1688 Textboak of Cinzal Chemstry, W3, Saundars Co, z?.vast%,')m = TREATEEDG
A-Y—L0E

FRMEE
/(52— 5 OFHTE L Nova it?armi\nxin.‘-uﬂ/:r S AT ESTREEATOEY, FHRER. (EHOR
B & 7,

EREBHLTILEE

R RIS N,

INCCLS Document M29-T2
2How to Define and ¢ opproved
gudatno-socond nton, NCGLS C25.A8, Vetume 20, Nombo 13

A Nova Blomedicald] Nova 07107 18 S5O FHIZ@LICH o8 WPl AR R Liola BB e 2171l s
2E B Y 2 2l B2 AT ENE LS o8 19 8 HEGAAS.

DIZOM AL 258F U8, Ex UBURB/AUNUAIZO 8 01
1NCCLS Docurment 129-T2

294 NN 4T WHE Holon ZHefE W peIs
27128, NCCLS C28-42. Volume 20, Number 13,

Instrugées complatas.
Limitagées
Os valores de FO, vanam do forma inversa a temperatura (apreximadamente 1%("C/°F), Torna-so, e impstaa fogi 44
crientades de .nmrmmlur: ey raa obeaa e stizasda- Obvaojes doltarel Expurada s dspociest paa o2
ma vaz inetalad, cata cartucho Sttt Prfilo oo Plus ped

thaado duranta um e do 3 das a 2 i s data o mﬂllﬂ:ﬁn il o sinema.  ontf'a sisnma kindiar qua o e

ivilide, pode. no m
Rastreabilidade dos padracs

(MetHb) 80 rasts zando @ mé A
(COH) (O,#5) 3o rast As sub i
registadas na NIST Standard Roforance Matorials.
Intarvalos de Referdncia

o
csperado para estos valores no sanguo P toloereads srote . edigdo 1986 Textoook of Clmcal Chummry, w3,
Saundors Co, doterminar o5 valore:

Intervalos previstos

O intervalo esperado para cada parimetro Nova Somedical i
Nova, © merval esporaco indica o6 dosvis miximos do valor médio quo podam ser ssporados Sab drenios condiglos
funcionar d Consulie a Tabela do Intervalos Esperados.

*Ndo disponivel nos EUA ou para usa em tostes no local do atendmentolpréximo a0 paciente,

JeoLs esnITE

approved
ausalin-second sditon, NCOLS C26.48, Voma 20, Number 13

i e
pH PCO, PO, SO, hematocsit (Het) : 7 mibyn 5p mizsh Bova 211owwn 59 hovk 1pa

Carboxyhemoglobin 'nons himn (O, H) smn b (tHb) panta 152 10 (1B11) 593 1aibaan (‘HEF) i paiion
51183 312 ,1 7373,(COHb) methemoglobin (MetHb) deoxyhemoglobin (HEb)

Stat Profile Prime Plus Analyzers bp 57 vweh 51 4 2 Lactate y anpiy Na® K ,.CI=iCa iMg

vn

Stat Profile Prime Plus Analyzers 56 01nan o Grinspn A WK v Sp N2k uin o

andman

#1000 MNPy AibITING Y12y Stat Profile Prime Plus Analyer S o auewna 1

sHon

a0 CO, W™ O, 3w e pro PH v 71 555 01obn 0oy 0mhs W2 Abans oH31p DN 1A 312 ,2 MEY3 ompan
5550 15053 oren oo Lactate 1iiss Na® X+.CL iCa Mg 5% D D1 nidm niomn -5 14 73 Mipa N, 9
AR B0 519103 0210 Ay D3 1n by Ypst o7 obik JouK 1pEs 012191 53 0911 K5 0P ml 100 st
(NCCLS M2g-T2 700n pwmvo)

v
ABAER AK W 9K A 1Y MK T AMIONGA NK ALPI 1 KEpRS K

n¥t e Analyzer
] seagents 35103 1P AN 199 s & mnana |G D

Stat Profile Prime Plus 5% vrovem micwna

[GERREZS

e

xi9pry 5 2:8°C (37-46°F) 3 pa 102

we mesn

TN BB X1 K T YB3 AP 1315 7 5 30T AORRA DX 3 AN NS T MI9IBE03 DY) BMPID DT
1> e Stat Profile Prime Plus Analyzes EYDITR DINYR2 10D 50K SE AN 10085 DN noY oA 7Y

b3

OBV DX YK ADIB507 AN AN BT M0 16 435 (CVE:% 1) Aiovsash s aungs PO, g

A1 139717 VoK Nova Biomedical ™ 5p orn'a 2w 011939 01wan? P13 oxnin Nown mnen nd (*.Directions for Use™)
TPING PR AR A 133 23 A 73V DI ! 35 0P 3 Stat Prufile Prime Pl b0 tionn 523 et
7pn 6 30 oopnh 3N YEI00 MO 53 VORI 1O M 15 nuorER

S 9w B
i sy Hsmoplbi s w0 iy s oo Mt Lemoglobis (M) 1) 5512 paumn

597700 i i NIST 3 Riobaa n e o o (O,Hb)1 (COHb)
e mpomn

1559 551057 072 7 D7 5B o R PNES AIBTIG Y 551907 DD YSE A3 BISE AMBY B3 DI TN
ATIYBI PNSY MY Bnn 012 P13p5 Wwpa WB Saunders Co. wnnunw an mndp e T 100 NW ed 1986 Tietz
oo

"

ey e
nIMRA AKX s oy anon Nova D03 5 3 Mn mp'2p3 2190 1R Nova Biomedical 39353 10818 93 bv anioyn omnoa
DMBY MBI MKSID Y DIBA NYIORI BHPINT BIEID WY ST TTIYD NI MYS (NN PYIBER TN MHDORRN

S010RS AX YOI DT ATONY WA 1K T AW [t A

NCCLS: Mag-T2 Toon
PN ;hp ATIPEI NIDARAY N P TS T
13 202,20 722 NCCLS C18-A2 777z S0 e aman

FARE

BE 12503 RFLP pH - PCO, ~ PO, + SO, MISMILRE (Meh) ~ BLAKIEE (HOF) - BAURE (Ho) <BBUR
(3 “FARLES (Opb) + RACLES (COMD) - ERDLES (Metib) «MADIES (HH3) - 01%{4 0 S T2
Nt K CF - 1Ca ~ Mg « REBRRRBRNEINARETIATA - RAFF Stat Profie Prime Phs S

Ag
BEPELARATHHBE - LLEH Stot Proflo Prime Phus HRRBERE
Hit

53

HARBRAH | - 2503 HALAH - LOHRANRRRLGLEDA - uxmmm#\azm PH (6 - FREJFHSEHO, - CO,
FoN,E - BIBAER 4 05 HIHSRREN NG’ ~K* + Ch+iCa Mg + - R RHANGEERA - GBS 100
ML RRBAFEARGS - EENTRENE OB RETRIRT - (‘)a NCCLS DOCUMENT M29.121) +
BERESRA:

RIALR  FEANARBUBDARD « FRRRLNE « BRERIG - REF Stot Proflle Prime Plus HFRMAFERY +
FFARBE « BRER RN mkam&w

s
'l§=2~a‘ C @726" P « FAE -

il(h'il!lﬁiﬂ!x?}ﬂ?i RT—£12 - BYRME « ERFMBRERILHRISUNR EORT R - RBAERS
T Stat Profle Prime Phus. hﬂx!mﬂiaﬂ &

31
PO,RGARBEL T (515"
siomedical Mﬁauak?u;sa

©) k- mm R - - 7
24 - 54 Stot sE.
CERA O 85 -

meml»
e £ EW - EALES (COHO) RMEHUE
& (0H) ra!mwﬁmw%l‘mrma AEUIRAE NSH::EhL.H'
BATEER
BHADLESRE

Eg Cinical
cnammry st Tiotz, N 0.+ W3 Saurdiers Co ri-“-ﬁiﬁ'hllzﬁieixit#ﬁim GERRMBEE -

#x:alm B8 . 15 T EREES
(mwmsm;rsavaxu ~ a-ﬁﬁnmﬁiﬁfm
CEREFER SFTRTRF RATR R

INCCLS Document M29-T2
2How lo Dafine and opproved
‘Gurtelino-socand odition, NCCLS C28-2, kil 20, Numbor 13,

LPN 59010H 2024-05



