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Stat Profile Prime Plus® Blood Gas, CO-Oximeter, Chemistry Controls Auto-Cartridge with Creatinine
Cartucho automatico con creatinina para controles de quimica, gases en sangre y cooximetro Stat Profile Prime Plus®, Cartouche automatique de contréles de gaz du sang/CO-oxymétre, c!
Stat Profile Prime Plus® avec créatine, Stat Profile Prime Plus® Auto-Kassette mit Kreatinin fiir Blutgas-, CO-Oximeter- und Blutchemiekontrollen, Autéparo Quaiyyio uAikoU eAéyxou xnueiag
agpiwv aiparog, CO-OfupeTpo Stat Profile Prime Plus®, Cartuccia con creatinina 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® com creatinina, Stat Profile Prime Plus® vérgaz, CO-oximéter, kémiai kontrollok automatikus patron
kreatininnel, P20X™p DY NOMVIX 1M NP2 NMONN Stat Profile Prime Plus® Co-Oximeter 073 1, Stat Profile Prime Plus® fiBA R, CO A% A—42— EfbF@EAIV b

O—VEEA— M yT (L7 F=), I OE| AL2 Stat Profile Prime Plus® 2% 7tA, CO-At4 &7, 5f5t ZHK| AHE FLE2|X|, Stat Profile Prime Plus® M5 ~ —&{kF-M&E ~ (L7
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CONTROL | 1
min - X- max

CONTROL | 2

min - X- max

CONTROL | 3

min - X- max

min - X- max

CONTROL | 5

min - X- max

Het

Na*

K*

CI-

iCa

iCa

iMg

iMg

Glu

Glu

Lac

Lac

BUN

BUN

Urea
Urea
Creatinine
Creatinine
Crzatinine
HbF*

tHb

tHb

tHb

O,Hb
COHb
MetHb
HHb

tBil*

tBil*

tBil*

nmol/L
mmHg
kPa
mmHg
kPa

%

%
mmol/L
mmol/L
mmol/L
mmol/L
mg/dL
mmol/L
mg/dL
mg/dL
mmol/L
mmol/L
mg/dL
mg/dL
mmol/L
mg/dL
mmol/L
mg/dL
mmol/L
pmol/L
%

g/dL
g/L
mmol/L
%

%

%

%
mg/dL
pmol/L
mg/L

7.197 - 7.227 - 7.257
64 - 59 - 55
48.6 - 55.6 - 62.6
65-74-83
53.4-634-734
71-84-938
48 - 51 -54
56 - 59 - 62

79.0-87.0-95.0
18.7-20.5-22.3
187 - 205 - 223
116-127-13.8
20.0-225-25.0
242-282-322
242-27.2-30.2
18.0-22.0-26.0
176-216-25.6
301.0- 369.4 - 437.8
176.0 - 216.0 - 256.0

7.399 - 7.429 - 7.459
40-37-35
34.6-396-446
46-53-59
97.1-107.1-117.1
12.9-142-156
76-79-82
36 -39 -42

37.7-527-67.7
12.6-14.1-156
126 - 141- 156
78-88-97
45.0-49.0-53.0
16.6 - 20.6 - 24.6
14.7-17.7-20.7
87-127-167
96-116-136
164.2 - 198.4 -232.6
96.0-116.0 - 136.0

7.597 - 7.627 - 7.657
25-24-22
174-214-254
23-28-34
128.3 - 143.3 - 158.3
17:1-19.1-211
88-91-94
21-24-27

154-204-254
56-66-76
56 - 66 - 76
3.5-41-47
759-80.9-859
22-62-10.2
19-49-79
4.0-8.0-12.0
59-63-6.7
100.9 - 107.7 - 114.6
59.0 -63.0 -67.0

138.0-142.0- 146.0
3.72-3.97-422
121.8-126.3-130.8
1.00-1.08-1.16
4.0-43-46
0.55-0.62 - 0.69
13-15-1.7
73-81-89
41-45-49
1.7-2.0-23
15.1-17.8-20.5
10-15-20
36-54-741
215-322-429
36-54-71
0.60-0.90 - 1.20
0.05-0.08-0.11
50-80-110

111.9-1159-119.9
593-6.23-6.53
93.0-97.5-102.0
1.36 - 1.48 - 1.60
55-59-64
1.08-1.23-1.38
26-3.0-34
249 - 274 - 299
13.8-152-16.6
62-69-7.6
55.2-61.5-67.7
35-45-55
125-16.1-19.6
75.1-96.5-118.0
12.5-16.1-19.6
5.50-6.50 - 7.50
0.49-0.57 - 0.66
490 - 570 - 660
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Product Description

Aqueous quallty control materal for mentoring the performance

total hemoglobin (tHb), total bilirubin® (181), i
Levels 1, 2and 3 as

S 5 R eharga it cansicing of 2 §yinges (edw T esasiins eonon & eksiee o caryias soakin ek

dooxyhemoglobin (HHB). in

HPCD, PO, S0, nemmnctt et (i hemorgain (157,
(Mot

use with Stat Profile Prime Plus Analyzers ONLY

Intended Use
nto viro

Analyzors.
Methodolog

o by healthcare

E

Deseripedn dol producta

T eieote. Locizs, BUN (Ure

Is far manitoring the performance of the Stat Profile Prime Plus

Rotor o St Profla Prme Plus Anslyzer Iniructions For Use Manual for Methodology and Principlos.

Compasition

ControlsLovls 1,2 and 3 a' buffered carbona solutons containig ayo, sals and presanvatos. Eaen s s 3 rown ot
and N, valve. Controls Level & and 5
N s Crosi e s wmsanvabves Eoch povc contli s i ot 00 M.
uman origin, however good laboratory practices shoukd be followed during handiing of these
£F. NCCLS DOCUMENT M29-T2')

and s equibated .8 kow O,
of N,

Controls contain no constituent
materials. (RE

Wamings and Cautons
NO

Prrna s

iMg, Glucoso, Laclato,

(b, moglebina ‘mm (iHb), " ©
) o ores 123, adanchs o o K G
fiveles 4 y 5. So mduyn ‘un kit do carga compuesto por dos joringas lanas do solucén de creatining para activar ol canueho anles do

ol de calidad

Description du produit
3 ur surveiler la 0,, PO,, SO, hématocrito (Hc),

(i),

2Hb),
. iCa, iMg, glucosa, lactato, suN

. FCO,. O, SO, numnrmm(»z)numur\cnmavu
Metic)

pH, PCO,,
), himoglabine totala (ib),bilrubino ttal” (@), myh:nwslchnu © »-m cavbnxmdrmg‘nbnu (CQHb),
Cr-. iCa,

la instalacidn, Para usar UNICAMENTE con los analzadores Stat Prafile Prime Plus

Us indicado

ado al
ofile Primo Plus,
Metodologia

Para canocer la metedologia y los principios, consulte el Manual de instrucciones do uso del analzador Stat Profile Prime Plus.

Composicién

invitro por parte de prafesianale

o e et e B

= Mox the cartridgo by gently inverting for several secands, DO NOT SHAKE CARTRIDGE. Refer to Stat Prafile
iyzer Instructions for Use Manual for camploto information,

Intenced for in vito dingnostic use. Follow standard practices for handling laboratory reagonts

storage
Store at 2-8°C (3746'F). DO NOT Fi
Directians for

o
Ensure controls are room temperature prior to instaliation.

Lavel 4 and Loval § mustbo chirged i croaiingayingos o o stakaon of tho Conro Caritg, Tho 2syinges ar aboied

and color coded to correspand to th fitments on the cartndg;

Activate the cartridge as foliows:

1. Hoid o syringe with 1p sido down and movo protactivo

2. Attach one of the encios:

ad noodle assombles 10 o syringa: Ramova e pro acivo covr fom the noede

3 Natch th colo and ol fthe syrngo to the ppropeatefimert and nset v

phiger e e 00

CONTENTS OF SYRIN

NOT PULL BAGK ON THE PLUNGER TO FLUSH

kg sasersl o rsan aod e i 5 aggrépilh sk coniios
& Ropant Staps 1-5 or e next Convl
7. Mox Cartrdge well by ety imverting for 1 minute, Cartrdgo is ready for usa

Varity that the Lot

Plus Analyzer Instructions for Use Manual for complete directions.

Limitations

), values vary inversely with temperature (approximaely 19/"C/F). Therafore, 1 is crtical to foliow the temparature guideines.
ic for instruments and controls manufactured by Novi
21 days from the inital installation

doserioed in "Directions for Use.” Tho Expected
Biomedical Once installed, each Stat Profile Prime Plus Cartridg
cato on the system at which timo tha systam wil Indicate the carirdge is invalid, Each carridge may be insarted and removed from

the analyzor a maximum of § times.
Traceability of Standards

Total Hamoglobin (tHb) and MetHamoglobin (MetHb) are traceablo by using Cyanmathamogiabin mathod, CarboxyHemog obin
(COH®) and OxyHemogiobin (0,4Hb) are traceable using Spectrophotometry. Analytes ars traced to NIST Standard Reforance

Materia
Reference Intervals

ange valuos aro spect

o may be

Number on the Expected Ranges Table carresponds to the Lot Number on the cartridge, Refer to Stat Prafile Prime

be used for a maximur of

rmal and abnor

Mean Values and Expected Ranges in their own laboratory.

Expected Ranges

The expected rango for each paramete
expected range indicatos the maximum deviations from the Mean Valuo that may

s dotormined at Nova Biomedical using replicats daterminations on Nova analyzers. The
be expoctsd under differing iabaratary conditions for

instrumants operating within specfications. Refor to Expected Ranges Tablo.

“Not available in the USA or for Pointof-Care/Near-Patient Testing use.
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Ziow lo Dfineand Datemane Rorance Il i hcinal bty appravod
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Made in USA
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patient biood. The expected cinical range of these values
in patient blood is referenced in o, W od 1068 Toxacon o Chear Chamity, W, Saunders Co, Users may wih tocatarming

e concenimsions conacidas do N, K. Ci €a. IMG.

Los coriroles de nivel 1, 2y 3 son sol

1a salud para supervisar 0 de los analizad

CO,yN,

o, anes y conmurvnins, Cade nve
y550

[ (i) danslos wvomus 1,2 ot 3 5, glucose ol lactate,
8UN (uvm)ycmnmmnd:mslosrrvumduls Un et do charge comgos ndalscnnsuusvuwludnsclmandu crdatining oat incius
pol Paur utiisatien Profila Prime Plus

Utisation prévue
4 diro utlss par les professiannels do la santé pour la diagnastic i viro afin de sumveiler fa performance dos analyseurs

St Profle Prie Pl

Mithodologie

Voir lo manuel ¢ utisation de Fanalyseur Stat Profile Prime Plus pour la méthodologi o es principes

Camposition

Les contrlas do niveaux 1. 2 ot 3 sont das solutions & 3 do ts

glucosa, Py 2 (mea) acn(mmnycwnwrvnnms Caca

00 i
il 2 bianaa aracicas g ‘abamir ot mariputr eton melanS (NER NCCLS SO o T2
Advertencias y precauciones:

NO CONGELAR. Mezclo ol

inormaci camplta. conaue o Manuu de inshuecianas do uso dol nilzador Sat Profile Prima Fius.

Almacenamiento

in vitro. Siga a

Consrvar a 2-8°C (3746°F). NO CONGELAR

Instrucciones de uso

para la manipulacén de reactivos de boratorio

Asegirese do que los cantroles estén a temperatura ambiente antos de usar.

Los nivals 4 y 5 deben cargarse con jaringas de creatinina antes de Ia instalacién dal cartucho de control Las dos [eringas estdn

rotuladas y coddicadas por color para que caincidan con los montajes en el cartucho.
Active ol cartucho do la siguiente manera:
1. Sostanga la jeringa con el lado do 'a punta hacia abajo y quie la cubierta protectora.

e uno de (03 canjuntos de aguja incluidos a la jeringa.

e 8 cublara proiscirs da i o

Haga coincidi 6l colory el rétulo da ta eringa con ol montaje apropiaco e insens la agui

5 Qulto ol conurin da o  ogeiajeriogn dol mortas y desdctielo onun dociane pard predictos cortars y punzantss adscuade,

4 pagks ow s {5

jeringa hasta

ol siguiente control

bien el arwzhu it ndlo sumverparia urant 1 minuo. Ef canicho oxhfal para uear,
cida

o o qua st

tabla

P comio a8 imiecines Somlotas: Caebat o Monus 38 koeionen:ds s dbl st S e Brome Phn

Limitaciones

Los valores o 20, arian e proporci inverss 8 emparaurs (s5roaimadaments | %°CPF),Porlo anta, o3 asoncil segulls

scribon on la so

utizar por un méximo do

21 dias a partr de Ia fecha do inctalacién

en ol sistoma.

valores de rangos esporados son especii

para los instrumentos y i fbetss o Navs HISmadioak U o Attt e S B e P Bl 8o mosdls
Pagado ese lapso, el sistara indicard que ol

cartucho o es vdlide. Cada cartucho puede ser insertado y extraido del analizador hasta 6 vaces como

Cumplimiento de normas

La hamoglabina total (tH5) y la metahemoglobina (Metb) san trazables al método de la Cianometahemaglabina. La

carboxihemoglobina (COHb) y ta oxihemoglobina (O,Hb) son razables a Ia técnica espectrofotomdtrica, Analtos trazables
alos materiales do roferencia estindar dol NI

Intorvalos de referencia

Rangos esperados

ol rango clinico esperato de ess

05 valores en fa sangre del paciente en Tiotz, NW ed. 1986 Textbook of
Saunders Co, Es posibie quo fos usuarios dosoan dolorminar valoros modios y rangos esparados on su propo laboratorio !

Las concantracionos estdn formuadas como valores esperados normales y anormales en la sangro dof paciento. Se pueds consutar

humano. Sin embargo, se dobon
2

NO AGITAR EL CARTUCHO. Para canccar la

dispensado. No TIRE DEL EMBOLO PARA PURGAR

res0 en of cartucho,

i sivet 3 un g} conm ot ost Squrd & un valaur canfis da Oy, CO of Ny Las contefes do nvoaux &

o5 sont dos semw iamsied ool 28 concariraions connoes de o K éL iCh, iMg, glucose, lactato, BUN (uréc),

créatinine of d'a 100

e bl o seniart b sione srafais ds Wisrarsk davant Sre it [ Jation d

(REF. NCCLS DOCUMENT M29-T2')

Avertissements et mises en garde :

NE PAS CONGELER. Melanger o cariaucha on s reournant décatamont pardant puseurs sacondon, NE PAS SECOUER LA
¢utlisation do Fanalyseur Stat Profle Prme Plus pour obtenir do:

Puuvusﬂqu e o St W P o o ookt e ubion ot ATy o Rt

Stockag

Siocker onre 218 °C. NE PAS CON

Mode d'emplol

Sassuar qua s condlos sont b tampérature ambianta vant o

Los nveaux 4 avant finstallation de a cartauche de cantréle.

Loa 2 Soringuos sont diquotbes of codBes par Coulaut pour corespando aux accessoires surf cartouche.

Activer la cartouche comme suit:

1. Tenic fa saringuo a

2F

do Ia soringue avec faccessaire approprié ot insérer Faigulle.
. Efon ntlo piston do la saringue jusqu'd ce que lo contenu soit déchargé, NE PAS TIRER LE PISTON EN ARRIERE
FOUR RINGER LE CONTENU OF LA SERINGUE

5. Rotror Fensemble

8. Répéter los 6tapos 1 a 5 pour lo contrdlo suvant

7. Mélangor la cartoucha en la rotournant délicatomant pendant 1 minut. La cartouche est préte 4 dre.

Vériier que lo numéro de ot sur lo tableau des plages attendues cotrespend au numéro do lot sur la ca

dutiisation de Fanalyseur Stat Profile Prime Plus pour obtenir des instructions camplétes.

Limites d'utiisation

Les valours do RO, virintimversament ave o tompératro (arwian 1 %/C).Par cansduent, ot essentol do suo o diacties

datampdratito ddcries durs o'« Mads ol » Lew vulours do plage atardiss sont spdcdiaues aus insiriments at conttis

fabriués par Nova Biomedical. Une fais installde, chaq he St Profla Prime Flus pout &6 ubliséo pondant 21 ours 2

i gy 16 T i RS il 710 ki, apeks 31 i o syetims iauare oo oaridhe e e

valide. Chaguo cartoucho pect dtra insérée o rotirée do Fanalyseur 8 fois au maximum.

Tragabilité des étalans

Lhnémagiabns olale (H5) ot a mithémaglabin (Mel: ) sont racatles on utisan fa méthade do cyanmathémoglabine, La
substances 3 analysar

etlo jotor dans un récipiont

he. Voir le manuel

(COH
conkacken sahIeb sl 46 iTinonch kst du NI,

Intervalles do référance
sont formulées & dos valours normales et anarmalos attandues dans le sang du patient La plage chinique

parimetro ha
las

Nova Blomedical
5 delvalor

roplicadas en

analzadores Nova.

do laboratorio dferantes para

delas

“No disponible en EE. UU. 0 pam uso en pruebas en punto de atencién dol paciente.
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approved
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‘Consuta fa Tabla do rangos esperados.

i b sang du patont ost indiquéo dans Tinz, NW od. 1985 Tox!sook of Clmcal Chamistry, W, Saundors

Co. Les ublisataurs peuvent souhater les plages Propre laboratoire

Plages attendues

La plago attondue pour chague paramétre  &16 déterminée & Nova Biomedical en utihsant des essais répétés sur des analyseurs

lova. L pngo atonus indiquo les écats maximaus do  valeut moyenne pouart e stendus dans des candtions d lbaratoie
Voi o tableau

nis i pour les points dintorvention/analyses Pt

o dispaniblo aux
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Produktbeschraibung 1 Negrypagii mooiévios Dession do et
o PH. PCf(J PO) S0, Hamatokit (Hﬂl 'B!ﬂ'us"*w!hhl" (HBF?), Yatiks ukisd eAtyxou moIdIniag yia inv nnpuw)«nosquq !IK anéoarng 1w pH, PCO,, PO,. SO, aiatoxpitn (Het), euBpuaxiic st ger U prestazioni di pH, PCO,, PO, SO, amnux:lm [N:l].
(MotHb) und v o fehcougsi (81, « obi " (13i), ),
Desaxyhamoglobin (HH) in Siufen 1, 2 und 3 sowie Nar, K, Ci-, Ca, Mg, Glukose, Lactat und BUN s Sulan 4 1nd 5. comi), m«mnuw-pm tet) A bl el 1,2 a1 3, Ko ka1 vipio’, KEND", XhpIoGRY ‘mataomaglabina (M-INb) o omssomogitins (A1) el Lol 13 3. nomsh e K e oo i S, s BON
Ein megeliefortor Befalisatz, dor aus zwei mt prizon bestont, d . oo, :cipas U crineda & alld05,
B gl i 2 di croatinina. Per Fuzo ESCLUSIVO con gii analzzaton Siat Proflo Prime Plus.
Verendungezveck Suonyyios mpw and 1 yxaaaiaon. 1pos Xpron MONG y 1 Gua<cuts vahuong St Prale Prma Fls. iopravists
g Leistung der Plus Evacsuypivn xpiion Provisto per invitra da sanitari por o stat Prafilo
peitainli 2 i Pha. Prime Plus,
Verfahrenswalse MesoSahoyia Matodologia
De - far das Stat Profile Prima PI hmn. in yoion & tat Prfile Prime Plus yia 1n eBoBodoyia xai 16 apxls. metodelogia o  princip di analisi, por
Zusammensetzun Zovacon Composizione
De Konialn dor Shfen 1,2 uné 3 snd goptate dio Farbstof! 2 Ta emineda chlyxou 1, 2 ka1 6 Bihiuars, 1o nla mepixows oo, Ghaia atouignid, Kite 1 controll doi Lvell 1, 2 03 i . Canscun fello ha un
Jodo Stife hat cinen bekannien pH-Wert und ist auf sinen bekannien O,-, CO,- und N, -Wert aquiibriort. dor Stufen yvwod i ywword 1 Oy, CO, ke imeda ehéyxou 4 xai § €hval puBiic BH noto od 6 equllbrto  un valors Oy, CO, 0 Ny noto. | conial dat Lvell 4.0 5 o v s contononti concantrazioni
4 und 5 sind gepuflerte Lns\mnm dio baiannie Kanzentrationen von Na“ K-, cr ig. Glukose, Lactat, BUN (Hamstof), 1a onola. mpixawwm'i( *, xaiou ", Mnnw noto di Na, K, Ci-, iCa, iMg, glucosio, Iattaio, BUN (urea), i, Cascuna 100 mi.
Kot ind 160 ml D Konrolr anratn aine Basance YA o Kocathncx Kdtc odrog  roadinta 100 L. Ta ! gi i oka Bore
ischlichen Ursprungs, jedoch sind bei der (REF. N( R nwdl xard in materali, (FARE RIF. AL DOCUMENTO NCCLS M29-T2").
DOrOMENT M29. 72" oo o A, (A ANAS. PR NS MRS T
ise und Vorsichtsmasnah Npoudemotfiaers xal mpoguAdEer Avyertanzs s precauaian
Varmhinweise und Vorsichtamatnahman: NON CONGELARE. Macalara ; i; NON AGITARE L Por
NICHT EINFRIEREN, . DIE KASSETTE NICHT H KATAWYXETE. Avajctic 10 anakd yia ucp) N ANAKINEITE TO OYEITIO. 3 cantenente lo e Nigo i rofle Prime.
SCAUTTELN, Voleandge Informatann sinddem Anlellungymnunur.h i St Protle an Pls 3 oRon 1 oummcuts ovGhsans St P oo Ps v TR 1o Solo por a roagan; di laboratorio;
‘Sostimmt Seloigon. EvBmwwl e el o S ot el Lo
& Immagazinaggio
5 sarvaro a 2-8°C (3746 *F). NON CONGELARE.
Bo28-C lagem. NICHT EINFRIEREN, Annanuuuq ‘Gtoug 2-8°C (37-46°F). MH KATAWYXETE. ¢ )
Isruzlon ot [usa
Gebrauchshinweise OBnvies xprians Prima
Vor et Installation ist sicherzustellen, dass die Knnuenc Rnumumpu!ﬂlw hat. Ewnm;:r 81t 1a ukixd d ehéyyou Bplaxovial oc Sepyoxpacia Supatioy gt . wmv:umum e Prima m msmnm Ia cartuccia per i controll, caricare i Livello 4 e il Lwnﬂn 5 con le sitingha contenenti la scluzione di creatnina.
Vo Installation befdllen, Die beiden Sprizen sind den £alfedo f anény enxidanaan vl chéyxeu: Le:2siingho song contsssegrato dauragposiastchatia  codésso @ colon  modo da corispandsrs o aceard:sulla carueca

Anschlussen an e
Ativierung dor Kassetto:

1. Die Sprizo mit dor Spitze nach unten halton und die Schutzkappe antfsrnan,

2 Eino do bulegonden Nadohorrcttungen an dot 2o anbringon, Schutzkanpe von dr Nadl sbrahmen.

3. Die Spritzo am Anschluss mit gloicher farblicher Kennzeichnung un ifung ansetzon und die Nadel einfuhren.

pyyes Exow mmq Xt Xpusaiiod suBkais Mou TaRTaUY i 1 uTIGSoALS 10 GuaY
Evepyoaiote 1o guoiyyio ws axohoiBws:
: Kpattate o adaya e 11 it o 1 it et swptare to mpostautisd ki,
i - Asaipto!
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m BeAdve.

iccia como indicato di seguto.
- Tonors I koga con a punta voka seres i basso @ rimuovare i copripunta
2.

3 s il ol sinnn inserica (ago.
4 Spingore NON RETRARRE LO STANTUFFO PER
AR LA SRINGADEL S00 GoNTEAUTEL

4. Untar langsamenm Druc Kalbens don Inhak komgett m]mnmn DEN KOLBEN NICHT ZUM SPULEN DES O THE TR
, SRITZENNKATS ZURLCKIENEN, = b s v iesi e . Rimovar > per oggott acuminatl
omen un ennigon oc 2 b 6 Ripotore | punti 15 per Fatro controlo.
6. Die Sehritto 1-5 fur die nachste Kontrallo wiederholan. iﬁr““‘“ o Djara 15 i to iducso Uheh ““"“"“ 7. Miscelar per 1 minuto, La cartuccia & pronta per fuso,
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