Stat Profile Prime Plus® Blood Gas, CO-Oximeter, Chemistry Controls Auto-Cartridge with Creatinine
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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, chimie
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pH
Ho
PCO,
PCO,

Het

Na*

Kf

CI-

iCa

iCa

iMg

iMg

Glu

Glu

Lac

Lac

BUN

BUN

Urea
Urea
Creatinine
Creatinine
Creatinine
HbF*

tHb

tHb

tHb

O,Hb
COHb
MetHb
HHb

tBil*

tBil*

tBil*

7.214-7.244 -7.274
61-57-53
451-52.1-59.1
60-69-7.9
49.2-59.2-69.2
6.5-7.9-9.2
46 - 49 - 52
56 - 59 - 62

79.0-87.0-95.0
18.7-205-22.3
187 - 205 - 223
11.6-12.7-13.8
19.2-21.7-24.2
248-28.8-328
242-272-302
18.3-22.3-26.3
18.0-22.0-26.0
307.8 - 376.2 - 444.6
180.0 - 220.0 - 260.0

7.399 - 7.429 - 7.459
40-37 -35
345-39.5-445
46-53-59
96.6- 106.6 - 116.6
12.8-14.2-15.5
76-79 - 82
36-39-42

37.8-52.8-67.8
12.8-143-158
128 - 143 - 158
79-89-98
44.7-487-52.7
16.6-20.6-24.6
15.0-18.0-21.0
8.7-127-16.7
9.7-11.7-13.7
165.9-200.1 -234.3
97.0-117.0 - 137.0

7.597 - 7.627 - 7.657
25-24-22
17.5-215-255
23-29-34
134.1-149.1-164.1
17.8-19.8-21.8
88-91-94
21-24-27

18.6-23.6-28.6
57-67-77
57-67-77
35-42-48
75.6-80.6-85.6
22-62-10.2
24-54-84
38-78-118
57-6.1-6.5
97.5-1043-111.2
57.0-61.0-65.0

139.3-143.3-147.3
3.73-398-423
123.4-127.9-132.4
1.00-1.08 - 1.16
40-43-46
0.59-0.66-0.73
14-16-18
73-81-89
41-45-49
17-2.0-23
15.1-17.8-20.5
13-18-23
46-64-82
27.9-38.6-493
46-64-82
0.60-0.90-1.20
0.05-0.08-0.11
50-80-110

111.2-1156.2-119.2
5.89-6.19-6.49
93.4-979-102.4
1.36-1.48 - 1.60
55-59-64
1.07-1.22-1.37
26-30-33
245 - 270 - 295
13.6-15.0- 164
62-69-76
552-61.5-67.7
42 -52-62
15.0-18.6-221
90.1-111.5-133.0
15.0-18.6-221
5.60-6.60 - 7.60
0.50 - 0.58 - 0.67
500 - 580 - 670

ED

E

Dascription au praguit

S|, 315 ZHA| ALE 71E2[A, Stat Profile Prime Plus® 15  —&{LB-M& (Y « (tEHRERBHAFE (RNE)

Product Deserlption

for monitoring the perforn pH. PCO, PO, SO, hematoct Hel) Yclm!mmpg‘vbm(HwF)
(O, /COrB) (MotHb). and

- T Ghicase, Laciats, BUN (Urea),ard Greminne n Lovel
i e o cartridge actwvabon piior to installatin. For

total hemogiobin (i), ota! b
coomhomagooi (HH5) o Lo and 3 05 well as
Sana. Revaron ot consting of 2 yinges ed i 82
o with Stat Prfi Prime Pios Anayeers ONLY

Intondod Use

Deseripeldn del producto
Material

o, PCO, FO, S0, hemaicro (el homoglbion ool
o), (COrHb). (MetHn)
Mg, glucasa. icato, BUN (urea) ycreatnina en

para supervisar

(HEF"), homegiabing total (Hb),
ycesoxnomagobina

u de contrdls do fa qualts aquoux pour surveiter b performance des éléments surants© pH, FCO,, PO,, SO, hématcztia (Ha),
Nemogitine fsle 47 himoqibane ool (1), e e (65, axyldmegionne (O} e t:xyh:nudhhmz (cord),
K.Cr iCn. g, glucase ot lncaie,

s o s 20 i para
1a instalacién. Para usar UNICAMENTE con los analzadores Stat Prafile Prime Plus
s ingicado

esinado invitro por parte da profs
Stat Prafje Prime Plus

13 salud para supervisar

Matodologia
Para canocar Ia metodologia y les principios. consults al Manual da instruccianes da usa dal analzader Stat Profile Pime Plus.
Composicién

Los controles de el 1,2y 3 i tintura, sales Cada nivel

Bl 4at5, wnm dn £ estinclus
pour Factvation de ta cartoucho avant Finstallaton. Pout utis FretisBuma

Utliisation prévue

Destnd 3 10wl par o prfassionnos o sanié pot o dagrst invivo i d sursila 4 patormance dos analysaurs
Stat Profila Prime Pi

Mithodologie

Vair ls manuel d utiisavon de Tanalysaur Stat Profil Prima Plus pour la mathodolagie ot les principes.

Composiion
s "

Intended fo useby for mantaring the performanea of the Stat Prafile Prima Plus.

Analyzars

Mathodolog)

Ratarto Sty Prcfle Prime Piss Analyzor nstuctions For Use Manual for Methodology and Princisles

Composition

Conlols Lovos 1.2 an 3 are bt bicarbonat sluons conaning oy, sats and presonvales Each ol has 2 kiown o4

and is equiibrated o a known O,. N, value. is Lovel 4 and 5 a n

of Na". K", Cl-, ICa, IMg, Glucose, L1cmln euN ViUraa), Crantino ard oreaorvalivs. Each pout contios & mmum 6 100
fl y pra andling of these.

arais (AEF NGGLS BOCUMENT MBS 1)
Warmings and Cau

DO MO FREESE. N he carirdge by genty inverig for severalseconds, DO NOT SHAKE CARTRIOGE. Refr (o Stat Prfie
Prime Plus Analyzer Instrictions for Use Mancal fr camplete informaten

Intended for in viro diagnostic use. Follow standard practices for handkng laboratory reagents

Storage

Storo a1 2.8°C (37-46°F). DO NOT FREEZE

Directions for usa

Ensure controls are room temperature prior to mstataton.

Lovel 4 and Level 5 must prior

and clor coded 0 corraspand a the tments on the cartdge.

Activale the cartrdge as.

i the syrngo wih i sl down nd ramov protacie cap

2 Aunch ona o e anciose neede assambiss 0 e syiige: Remots he potacive cava from the nesdle

3. Match the color and fabel of the syninge (o the appropriate fiment and insert nee:

4 Slowly depruss syringe plnger untl thie contents are dispensed. DO NOT PULL “SACK OV THE PLUNGER TO FLUSH
o CONTENTSGF SYRINGE

the Control Carricge labeied

discard in

. ps cantainer
& Rt Sips 1:5 01 the et Coniol
7 Mix Cartndge wel by genty inverting for 1 minute Castridge is ready for use:

tiene un L /5 san soluciones tamponadas
quo conlienan concaniaciane conseiasco e o am) oty Coananios, ot
envase contienc como minimo 100 mi. Los cartroles o contianan minguna susiancia de origen humano. Sin emBargo, s¢ caben
Gt s buanas pracicos 6o aberaiio 3 manelar ssos ARG, (RES NCCLS DORUMENT WE5.T2%

Advarencias y precauciones:

NO CONGELAR. Mezcle el cartucho invitiéndalo suavemente durante unos segundos. NG AGITAR EL CARTUCHO. Fara canceat fa
Iformacin canplta, corauls ol anial ds intrccanss e uto dal anaizador St Pt Prive Pl

Indicado 0. Siga las normas la maniputacién de reactivos de iaboratorio

Almn:unamxenln
Conservara 2-8°C (3746°F). NO CONGELAR

Instrucciones de uso

o iente antes de usar,
Los niveles 4 y 5 deben cargarse con i do1a instaiacsn Las dos
tcliadasy codicadas porcslor par que condan on oz montoes o o artucho
Active el cartucho ca [a siguiente m
1 Sestngalajergacon ol aco Ga i purta hacis shie i o it i
e oz conjries o agui ncdes 1 ergn. Quke I cubertaprotacion do  agia
S i e o ol ol o a8 B s o
% Empue lertamerte ol émicla do f jenga st que e contenda e haya dapansads. NO TIRE DEL EMBOLO PARA PURGAR
NI

5 Guras caniuto da la aguafeinga del moniaje y deséchalo en unresiprenta pira prodc
6 Ropta los pasos 1-5 para ol siguienta control
7 Mczde e ol Cartuzi iraéndlo suavements durante 1 minut, E] cartucho st ato para usa.

fantes y punzantes

Verty trat the Lot Number on the Expezted Ranges Table corresponds ta the Lot Mumber on the cartrdge. Refer to
Plus Analyzer Instiuctions for Use Manual for camplete directions.

Limltations

PO, lues vary imrsaly it lemporaur (apprximately 14°CIE) Therafore & et oo oo tomperatur guideines
doseribed in “Directins The Expected Range values are specific for instruments and controls manufactured by Nova
Bomedical Gnee muallna each Stat Pretle Prme Flus Cartidge may b uted for @ maxmum of 31 day instaliaton

Verifique te que figura en la tabla de rangos esperados coincida zon el nimero ds fote Impreso en ¢l cartucho.

Para cona 35 Ingruceianes complstas. consi ¢ Manea ds metiuccanes de uss del anaizoder St Prole Prims P

Limitaciones

Los vaiores do PO, varian en AI'CI'F). Pot o tanto, s esencal seguir as
rormasdotemperitur g te deserion n 4 secoin snsuccanesdo uson Los ool Ao

1. Una vez nstaiado, cada cartucho Stat Prcile Prime Fius se puede

cartidge is invaid may be insered
o analyter 3 maximam of  trnes.

Traceasility of Standards

uui\..'\vp gt obed crlbos Lot el lpbon Iapso_ el sistarma indicard quo of
el g it it ¥ extraido dal analzador hasta 8 veces camo maximo.

Gumplimiento de normas

Tl Hemoglobin(H0)and MeiHemogiosin (ol re raceabl by
ib) a

method.
(COHD) and OxyHemogiobia (O Analytes are taced to NIST
tatarials

Reference Intervals

atnormal and aba: io0d. The expeced ciinical ange of these values
in pationt bleod 1 rafaranced in Tietz, N ed 1925 mxﬂ:nuknl Cleteat Chomiany Ve, Socrne oo, Ute:  may wnsh 10 determine
Mean Values and Expected Ranges in their own laborat

Expacted Ranges

La hameglobina tofal BHb) y  metahermoglabinn (Met) son vazables al método ds  Canometahemaglobina. La
(COHb)y (O,Hb) z0n trazables a la téerica espectofolomitrica. Analtos vazablas
4 los materaies de referenca estindar dei NIST

Intervalos de raferencia
L

y a sangre del paciente. Se pueda consuliar
el ango ciico espermdo de asios valoes en  sargre cel pacints en e M 1984 Taetbeoh of il Chamt 1y, WB
Saunderz Co. Es posible que

Rangos esporades.

Nova Biomadicl icadas en

Tre sxpected rangnfor sach aramatar vt dternd atNova Bmatas g eplels dtermnatons on towa anahzert. The
expected range indcates the maxmum deviations from the Mean Value that may ba xpa o
instruments oprating within spacifications. Refer to Expected Ranges Table

“Not available in the USA or for Paint-of-Care/Near-Patient Testing use

INCCLS Document M29-T2

Ziow 1o Defnesnd Detrming Refrerce jrsls n e cinlabatey. ppeovod
guidaiina-sacand editon, NCCLS C28-42 Velume 20, Numbar

aal 7200

biomedical

Made in USA

www.novabiomedical.com

El rango esperaco para cada parimetro ha
5] del valor medio que puedan esporarse bajo condicones
Consulte Ia Tabla de rangos esperados.

instrumentos ay oo tah

i EE pruebas en punto de at del paciente
1NCCLS Document 129-T2
2Hov to Dafi

ond
guidoine-second udition, NCCLS C28-A2, e

o clin y. approved
Numbar 13

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

domesc 1 2013 s g st g d brorte crlrat n ol ds i o
neH 30, CO, o1 N, Les coriiéies do nvancx &
o K G Ch Mg, gucoss lacato BUN (rdo)

ot 5 5ot des <al.
créatining ot 60 ml L
o H - Eocenian ot sovs o Hbontobe dowart éoe Amsiudes sout e o mtadon dh an s
(REF. NCCLS DOCUMENT M20-12')

Avertissemants ot mises en garde

NE PAS CONGELER Halanger n carouche en i reloumart décatament pondant pusieurs secondes. NE PAS SECOUER LA
CARTOUCHE. Voir le manuel & utisaton de Fanalys pour obten des

Fout usage disgnestave hvite. Suwre 1o prataes standard pout fa manpLlahon des réacils de ltaratase,

o
Stocker enlre 2 a8 °C. NE PAS CONGELER
toge d'emplol
Sassurer que les conlisles sont a température ambiante avant uthsation.
Les nveat 4 615 daivent atre chargés avec des senngues de créatinine avant Tinstalaon de la cartauche de contrdle
Les 2 seringues sont éliquetéos et codées par couleur paut carrespandie aut azcessaites sur la cartauche
Adiver ia cartouchio comme suit
1 Teni i seringue avec i pointe vers je bas el enlever la capuchon de protection
2 Facer fun des ansembles daguile inclus 3 la sefingue. Rabar le cauvarcle do protacton do Faiguile.
3 Falro conotpondro s couleur t ¢ i il
4 Enfoncer lentoment le prstan do fa saringue jusqu'a ce que lo contenu sof déchargé. NE PAS TIRER LE PISTON EN ARRIERE

BOUR AINGER LE CONTENG DE LA SERINGUE
5. Retitet [enzombla
5 Rapétar lez tapes 12 5 pour la contrele

7 Wilanger s cattoucha an a etounant édheatement pandant 1 minate. La carowcho axt réto 3 8o utisée
Vinfor Qo o numero de 6t sur e tabedl des p1ages Aandues cartosgond au numiro o ot sur t cartouche. Voir e manus
dutlisation de Fanalyseur Stat Profife Prime Plus pout obtenir des mstnictons complétes.
Limites dutlisation
Lt aleurs o PO, varant nversomont ave a ampdratur o 1 WC), Pt consduent, i ot sssniel de suts s diecves
de température dicries dans le « Mode domplor ». Les valours de plage aliendues sont spéciques aux insiruments et coniréles
{abtruéa par Nava Biomedeal Uno foa nérasée, chadus caiauehs Sia Prols Prime Pius peut i ublsde pandant 21 ours 3u
maximum a part do fa date dinstallabon intiale sur o systems. apres 21 jours le Systams mdiquera que la cartouch Nast pas
valide. Chague cartouche peut 4 nsdrée at ratirge da fanalyssur § fors du maximu
Tragabilité des étalons
Lhémogiane tatae (45 e 1 méthémaglone (Matr) st ragaes an uiksantta mihod do cyanmilhimegieine

n utlisant la Ces consancss b inaiser

atle jetar danz un

(co
Santacdes sean tes ot do lEronce dtiond o NI,
Intervalles de référence
Les dos valoy " " ong o sang du atent La plago clniue
attendua la sar 2. NW od, 1286 Textbook of Clincal Chemstry, WB. Saundars
Co. Les ublisateurs peuvent souhaiter déterminer les valeurs rmyunnes abion o3 ftncues Gan It ispes labaraiore
Plages attenducs
L2 plage asondue pour chagun paramitre 414 dtarmingo & Nova Biomedicalun utliean dos assais pdtés ut dos analysaurs
Nova, La plage atendue indique les écarts maximaux de 1a valeur mayenne pouvant &tro 3ttendus dans des canditens de laboratorre
iflrenies pout g mslamants fonchionnant sean I spéciveatons. Vo 1s ableau Piages atlondues
“Non disponible aux Etats-Unis ni pout les ponts dinterventon/analyses délocalisées,
INCCLS Document M29-T2
2Hov, to Define and
guidoine-second editan. NCCLS C26-A2. Volums 20, Number 13
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Produktbesehraibung . Nepiypags Mpaiéviag Descrizione del prodotto
*H. PCO, PO, SO, Hamatokt (Hc). fotales Hameglabin (HbF yia iny g 16 1w gH, PCO,, PO, SO, aatoxpin (Het), Bpvars D pH. PCO,, PO, SO, ematosrito (Ha).
(8i), ( h) und nmwrﬂ‘PMK (HBF*), okixr (#Hb), 2. (i), omwbbm fotnle (HbF*), emoglobina totale (tHb), Biiubina totale” (B), mnmouhhmn (0,Hb), m-mam\onlu- (COHb]
Gosonmamogiabn i) nSnfen ) 2 nd 3 sawe Na', K, Cr-, Ca. . ko, Lo GO (o Suen 4w s L rineo 12 3, xoBg saveioe' xabo' GupoO metaomglabina (Ve o deossiemoglabina (] noi Lol 1, 2 3. nonché d a, Mg, glucosio, latato, B
: rzen besteht. di vor TV, 1oViapivou acficatiou, ioviajitvou wayvnloy, yAUKGES. Livalli 4 o 5. Per . vier 1 mito
P e Mepikaufdveral &/ At @épTLIaNE Mo amaprideral aTTé 2 UPIYYLS YEHITREVE HE v Tou Per Tuso ESCLUSIVO can gl analizatori Stat ratia Prima Plus
QuUONYYiou TR aTié 1 tyxardataan. Mpag xpran MONO e fig auariuiG mmm 'Stat Profile Prime Plus. Usa previsto
v Laistung der Stat Profla Prime Plus EvBctaypivn xpion Previsto per 1 ico In virod peril Stat Profie
Analysegerate. X o Prime Plus.
Verfanranswaise MegaBooyla . Matadologla
Dia d tur das Stat Profle Prime Plus Analyzsgarat 2u entnahmen. Avarpidic Xefiang ing auoxurig Prime Plus yia 1 via xan 1 apyés orla nwlndnlwu o principi di analis, vodere i Je istuzioni par Stat Profile Prime Plus.
Zusammansetzung £iveean : Composi
Stufon 1, 2 und . die Fumwn Salze und I 12k duata, 1a enoia mmtxew (puworua), dhata ki ouvmpnied. Kn9r ] uunnan e et 1,203 . sali & conservanti, Ciascun Ivello ha un
oSl hatsinanbearrien p- Yt urd st sinen bokanntn O €O, Stufen o éxci 1 > yroa 0., €0, o ,’r o 4 xn  cvan puBpioTig SAdyaT oquiibrato a un valore Oy CO, o P
4ur K Cr C(\Mﬂ Giukose, Lactat, BUN (Hamstoff), taor I ,XW  1eVIaH nc(u d4 Nn K, Cl-, iCa, iMg, glucosio, h(l-uln EUN’ irea), tinir Ciascuna minimo di 100 ml.
Kwannm 100 mL Die Kontrolian lmv:mmklmn an(andlmh Wﬂ'\tv 5. I oo i
menschiichon uunmn“ jodoch sind bei der Handlwhmn dieser Kontrollen gute Laborpraktiken zu befolgen. (REF. chtyyou dov mepléxow piihenl avipimg mpoéhtuos, worao au \'tptn'u va axohoultital ol tnvwwm "vu"n\ eard " mn..uu (FARE RIF. AL DOCUMENTO NCCLS M29-T2')
DOKUMENT M29-T21) xefien pisd A (AP ANAG. EFTPAGG NCCLS B5. T2 Rerass sracaicior
Warnhinwalse und Vorsichtsmasnahmen: nnunemu\un xai mpoguAdu: 3 " LARE Miscetaro par st sacond NON AGITARE LA CARTUCCIA. Per
i ) g . um sia 2u vermischon. DIE KASSETTE NICHT 481 KT weivv o anald v o N AL TO OYZITIO > B
SCHUTTELN. g d de fur das Stat Profils Prme Plus Analysegerat 2u entnehmen. oftle Prime Salo 3 d it i
Die Ghiche e P Nl fuipio B ey st b P R e oL e S lmm:;m““m fMotare Be! ez oo
Amodrixkevon Conservare a 2-8 *C (3746 'F). NON CONGELARE.
Bm Y, fagom, NICHT EINFRIEREN. »\nneuum Gioug 2.8°C (37-46°F). MH KATAWYXETE. otrusiont por Fuso
. Qomvics yedans - Pima diinstallore | control che siano s
& i bt cxtci o ol ‘cancare i Lels 46 a
3 Sl 4 and zubataten don Toimiea a0 it el sopnate it vﬂrgm NpLaliiG Maw a1y Eycatdatacn fou Suanyiou epray. 012 L srnghe sro conraagiate da s o ol 3 colon a4 0 comapandare 3 accords s oz
hi dor und farblich EV:"’W:: :5\“”‘ enndres Ko xpu Qi KuIBIKOUG TIOU TaIPIalauy e 15 UMBBaxEs Tou GUaTyYioy. Ativare ta cantuccia come indi uf.u di mgu
Astivierung der Kasse! 1. Tenere la s'mnu conla i basso o Aimuovere il copripunta.
e Spo et do Spte nach unten en i deSchuares ontemen i Tl e e e ey :"“.',5‘."",,"’;‘2“ st il n Berdva, Colegato al stinga o s grupp| age n doazione. Toghera | Soprgs
ficme n Bpalvon der o 3 Avisroniarc o Ypuata xal i crstia s GUPYYaS a1y KaIGANTAY UGB el Gagyere n PeAd - 2 o sbbia oo B, eTNTUORER
4 d jietan. DEN KOLBEN NIGHT ZUM SPULEN DES "°'E:«"§$§g§?ﬁ?‘;v"n"r g s e oL a5 Tap v, N TPAGATE TOENEONO TANANOEIATETE S Tane LA SRNGABEL SUb CONTENUTO
sm\'zENmHnLTs zuRucmEnEN 5 Avapio i 5 Rimuovere il per
5.Die e undin entsargen. 4 6. Ripatere | punti 1-5 pet [altro controlo,
3.0 e 25 i i nichota Kaniale idarholen 7 f,:“:"“"" 18 Biia Toide ‘"““’“’ ““‘f ﬂg‘{f" Tt e e 7. per 1 minuto, La cart pronta per fuso.
7L 3 Die K - EnaAndtéore Taprida otov nhu(n s 3 tabela degi i Per
’“" elen, s it gliate, vedere il Profile Pime Plus.
Xpfons. Profile Prime Plus por
Stat Profile Prime imitazioni
Einschrinky eptopioyol T o te alla t it ( 1% CIF), portant i ire e inds di tamperatu
inschrinkungen s i o e 1. 10 va axckauBiie 1 KeeuBvi val ok st it portanto & essencziale sequire e indicazioni di temperatura
PO, Weteandem sichim umgekefrien Verhdtos 2t Temperau (e 1 1) Aus desan Grund s s i, di pack i e B s,
Yump:mmmcmimmn unler Gebrauchshimueise” 2ubefoigen. Die Vsrte v... die. ammmgmwmm yunun nur fur von Nov: Blomedicat » Una volta mu\llnu s nm::nl Stat Profile Prime Plus puo essere utlizzata per un massime di 21 giorni
o Konratln. Bine esallan tinse n maximal 21 Tage Iang ab 3 ir 2 nuepto i 5 i ‘omére sistema, trascarsi 21 giorni i sistema indichera che ka cartuccia non o piuvalda. E consantra
. Dar . d gutig ist. Jede &vBugn 81110 Guciyy tvas drupo, K& i vl i un
Avgvesotsrta wporimLY Tracciabilith in base agl standard
Racklahrbarkelt der Standards (4b) ka1 un (Methi), avnevec In Xprion ing tE650u kucvoyESmpoCEaIpS, H Lemoglobina totale (tHb) (Metrit) I metodo defa L
(Methb) sind nachweisbar, (COHb) v (O, aviyvecovral o i g ) (0,Hb)
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