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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 contrdles de gaz du sang/CO-oxymétre, chimie
Stat Profile Prime Plus® avec créatine, Stat Profile Prime Plus® Auto-Kassette mit Kreatinin fiir Blutgas-, CO-Oximeter- und Blutchemiekontrollen, Autéparo @uoiyyio uAikoU eAéyxou xnueiag

agpiwv aipatog, 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, "2"0R™MP DY NUMYIX 1M NP2 NIONN Stat Profile Prime Plus® Co-Oximeter 012 1, Stat Profile Prime Plus®
O—IVBBH—FIyY (FLTF=), THOIE|L! AL2 Stat Profile Prime Plus® &% 714, CO-At2
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Expected Ranges, Rangos esperados, Plages attendues, Erwartungsbereiche, Avapevépevo £0pog, Intervalli previsti, Intervalos previstos,
Vart tartomanyok, D™BXN DMV, FAISEE, ol& e, FHEEE
CONTROL |1 CONTROL |2 CONTROL |3 CONTROL |4 CONTROL | §
min - X- max min - X- max min - X- max min - X- max min - X- max
pH 7.195-7.225-7.255 | 7.403 -7.433 -7.463 | 7.597 - 7.627 - 7.657
H* nmol/L 64 -60 - 56 40-37-34 25-24-22
PCO, mmHg 46.3-53.3-60.3 35.1-40.1-45.1 18.1-22.1-26.1
PCO, kPa 6.2-7.1-8.0 47-53-6.0 24-29-35
PO, mmHg 48.8-58.8-68.8 93.2-103.2-113.2 | 128.9-143.9-158.9
PO, kPa 6.5-78-92 12.4-13.7-151 17.1-19.1-211
SO, %o 47 -50-53 77-80-83 88-91-94
Het % 57 -60-63 37-40-43 22-25-28
Na* mmol/L 137.8-141.8-145.8 | 111.1-115.1 -119.1
K+ mmol/L 3.70-395-4.20 591-6.21-6.51
CI- mmol/L 122.4-1269-131.4 93.6-98.1 - 102.6
iCa mmol/L 1.00-1.08-1.16 1.36 -1.48 - 1.60
iCa mg/dL 40-43-46 55-59-64
iMg mmol/L 0.57 -0.64-0.71 1.06-1.21-1.36
iMg mg/dL 14-16-17 26-29-33
Glu mg/dL 71-79-87 248 -273 - 298
Glu mmol/L 39-44-48 13.8-15.2-16.5
Lac mmol/L 16-19-22 6.2-69-76
Lac mg/dL 14.3-16.9-196 55.2-61.5-67.7
BUN mg/dL 12-17-22 40-50-60
BUN mmol/L 43-6.1-7.9 14.3-17.9-21.4
Urea mg/dL 25.7-36.5-47.2 85.8-107.3-128.7
Urea mmol/L 43-61-79 143-17.9-214
Creatinine mg/dL 0.60-0.90-1.20 5.60-6.60-7.60
Creatinine mmol/L 0.05-0.08-0.11 0.50-0.58 - 0.67
Creatinine umol/L 50-80-110 500 - 580 - 670
HbF* % 79.0-87.0-950 39.1-54.1-69.1 19.9-249-299
tHb gldL 18.7-20.5-223 12.9-144-159 57-67-7.7
tHb gL 187 - 205 - 223 129 -144-159 57-67-77
tHb mmol/L 11.6-127-138 80-89-99 35-42-48
O,Hb % 19.7-222-247 455-49.5-53.5 76.0-81.0-86.0
COHb % 245-285-325 16.3-20.3-24.3 22-6.2-102
MetHb % 243-27.3-303 14.7 -17.7 -20.7 2.0-50-8.0
HHb % 18.0-22.0-26.0 85-125-16.5 38-7.8-11.8
1Bil* mg/dL 17.8-21.8-258 95-11.5-135 58-62-66
1Bil* pumol/L 304.4-372.8-441.2 | 162.5-196.7-230.9 | 99.2-106.0-112.9
Bil* mg/L 178.0-218.0-258.0 | 95.0-115.0-135.0 58.0-62.0-66.0
Product Description Descripcién del producto Description du produit
material for PH, PCO,, FO,, SO, sn (HbFY), e PH, FCO,, FO,, SO, hematocrio (Hct) hemoglobina fetal . pour survaillec @ des PCO,, PO, SO,
i w'?"“f.‘.’:Z" (m wk"é:— Ca, Mg, Glucose, Mhmﬁbh o Crvminne (Hw‘ eraiotin () oy el 1.2 W Eﬂnlnhm K, Ci—, KCa, Mg, glucoss, lactto, 'BUN (urea) y creatinina el mithy Tes nivoaux 1, v, k', Cr-, ICa. Mg,
4and 5. o installation. Fu nwnl yS. de BUN les det5. Iln L créatin
use with Stat Profile Prime Pius Analyzers ONLY Ia instalacion. NTEM pout Tinstollation. IQUEMENT
Intended Use Uso indicado Utilisation prévue
tended for ¥ monitoring the Stat Profile Prime Plus. vitro por parte de hud os ir utitisé par santé pour lyss
Analyzers. ‘Stat Profie Prime Pius. Stat Profile Prime Pius.
Methodology Metodologia Méthodologie
Reter to Stat Profile Prime Plus Analyzer Principles. Pana y los principios, uso del anakzac Voir le pour la iogi
Composition Composicién Composition
Controls Levels 1, 2 and 3 are buffered bicarbonate. ml containing dye, sals and preservatives. Each level L 1,2y3son Cada Aiv.( L de niv 1, tic de
and is equilbrated to a known O,, CO, and N, value. S W i CO, etN.. Le: les de niv 4
", K', ., iCa, Mg, Glucoss, Laciate, BUN (Urea), Each minimum of 100 mL- e G Koo . ahebee! tocmi  BUN (urea), ok A ", K, G- ICh, Mg, glucose, lactato, BUN (urée),
Controls contain no of human origin, however good Yy ls these 100mL L sust ‘humano. Sin embargo, udmn ir moins 100 mi. L
‘materials. (REF. NCCLS DOCUMENT M28-T2'). cumplif las by ratorio al ipul (REF. NCCLS DOCUMENT M29-T2'). dorigi ; copendant, de bons = téria
Warnings and Cautions: Advertencias y precauciones: (REF. NCCLS DOCUMENT M26-72).
DO NOT FREEZE gently ng DO NOT Reer to Stat Profile NO CONGELAR. NO AGITAR EL CARTUCHO. Para conocer la Avertissements et mises en garde :
d b X NE PAS CONGELER. Mélanger )
Intended fe it P handiing laboratory reagents. . Siga las prak ti Vot le pour obtenir
8582000 @740, 0o o FREEZE Clniaani 155 748, N0 CoNGELAR Sockage: -
Directions for use Instrucciones de uso Stocker enire 2 et 8 °C. NE PAS CONGELER.
Exbire conlt e Tk g SRS e s " A : ' tompers bie I 25 st el
Aciate e catidgoasellovs i Acive el cartucho de kb siguients manera - e i e ‘pou a cartouche.
pr 1. Activer la cartouche comme sult :
2 Attach one Rﬁmﬂvnlu imumdnh-mn]unuuwuh(miﬂulhpmwlmhwmmd‘hlwp ian‘" ering s “'Il-a Ko ;
4 Slowdy depress syringe plunger wmm- contents are dispensed. DO NOT PUI.L BACK ON THE PLUNGER TO FLUSH 4 Empuje lent Jeringa q haya dup'nuda NOHREDELQMBOL 3 Taiguile.
CONTENTS OF SYRINGE. LCONTENIDODELA.ERANGA 4 i rir jusqu's NE PAS TIRER L
5. 5. para productos cortantes y LE LA SERINGUE.
nnmnsnpusmmmmmu 6. RepRa los pasos 1-5 para el siguiente control. 5. Retirer i i
Vice Cartridge well byp-m.tyiwm{m'uinimn- Cartridge is ready for use. 7 ti 1 minuto, 6. Répéter les étapes 1 4 5 pour le contrdle suivant.
fy Ranges’ ‘on the cartridge. Refer U 7. Mélanger | a 1 minute, L btre utiiséo.
Plus Analyzer nph Para conocer L Prime Plus. i Ie Voir le manuel
Limitations Limitaciones pour obtenir de
PO, values vary inversely with temperature (approximately 1%/"C/°F). Therefore, i ), vari X B 1%/°CI'F). Por lo tanto, L
described in “Directions for Use.™ 4 by Nova x . Los valores L ), vari i mrc; Par conséquent, il est essentiel do suivre les directves
Biomedical Once instalied, each be used for instaliation los ir roles. Biomedical Una vez instatado, P leu L et
b ige por 21 dias a partir fabriqués par Une fois instaliée, pendant 21 jours au
the analyzer a maximum of 6 tmes. do I x iy -prhﬂmshwﬂMVI|m>q\uﬂth=mwnhln-s s
Traceabllity of Standards Cumplimiento de normas vaide, e
thod. L () y fa La Tragablité des dtalons
(COHb) NIST 14 (0, Lt it (tHb) et s utilisant fa ine. La
Materials. 2 los materiales de referencia estandar del NIST. globine (COHD) (©, lisant i oot
Referance Intervals Intervalos de referencia
expected values in patient biood. & these values. L référence
/, W.B. Saunders Co. y | Tielz, NW od. 1986 wa. L i ades anormales atter L
Mean Values and Epom Ranﬂn In mwml-mm’ Saunders Co, Es pos medios y io.* Tietz, NW ed. 1888 Textbook of Clinical Chemistry, W.B. Saunders
Expocted Ranges Rangos esporados Ca. 6 L4 .
i The Plagts attendues
Value that may be expected 9 Yy 2] q pout qL
instruments operating within specifications. Refer to Expected Ranges Table. de Consulte la sperados. Nwa plage wxi de ta valeur
% pour les Voir le tableau ttendy
o for Testing use. *No disponible en EE. UU. o para uso en pruebas en punto de atencidn del paciente *Non disponible aux Etats-Unis ni pour les points dintervention/analyses délocalisées.
1NCCLS Document M29-T2. NCCL! iment M29-T2. 1INCCLS Document M29-T2.
i  opproved 1nd Def spproved. approved
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Produktbeschrelbung Dupvpaed mpoiévios Descrizione dal prodotto
W kel e 200, £0, S0 ot i et 00, Yoot e o o v e napeclodnn s amétoan pn.;co 0, %0, ayeougin . it ey osa 4 P20, PO, 50, e i
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Verwendungszweck mmhlnmmhllﬂtm!ﬂq!m nﬁmwmwl‘wcmmmbpﬂmm Uso pravisto
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g g ameBoang: Prime Plus.
Verfahrensweise MeBoBohoyia = Metodologla
Die ' i xprong g g apxt Por
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4 und 5 sind gepufferts Lasungen, die bekannte Konzentrationen von Na' Q‘C' Mg, Glukose, LI@LEUNWRM] mmmwxanww'kﬂwmmvﬂ!ﬂw ", XMuprodyuw avidviuv, 1oviotvou agfeotiou, WW’W note di Na, K*, Cl-, iCa, iMg, glucosio, lat BUN(IIIII) b Ciascu 100 mb.
Kreatinin und Konservierungs = Bestandteie wnwm 100 mL. To ukixd 1 cont Contengono jen a; atten L
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SCHUTTELN. e v Xpfiong olle Prime Pus Solo per
i i Immagazinaggio
Lagerung Amobrixevon rvare a 28 °C (37-46 °F). NON CONGELARE.
Bei 2.8 °C lagern. NICHT EINFRIEREN. A 'C (37-46'F). MH
g Istruzioni per l'uso
Gebrauchshinweise Snvee Kp“u'||‘u ki "9’4 instaltar cartuccia ﬂﬂﬂ.
. Prima di e la peri I, caricare il L
e . m u sk e : n oz e contol ]
baia s o g ool e e e e o et v o B e
Adiing dec Kamatle: o el b i b Sonead s ka1 GGG 10 TIpOGIGTEUTKS KENYS. 1 Tooomla srioa
z Eie dor J o Tago.
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& er 'DEN KOLBEN NICHT ZUM SPOLEN DES D ""”““"‘Q‘ Sapenieg twstm Sesa a0 e, W TPABATE TG ENEOHO TANAALEINZETE 'SVUOTARE LA SIRINGA DEL SUO CONTENUTO,
SORITZEMNRALTS ZUROCK onea kel s
Anaeh § Avavtene ] " ety & Ripotero | punt 1.5 per Falo controlk, &
B e e s i 4 rgen. 6 Enu:uwamwmmwyummdpmmmﬁg + s P
i ] J Enakyeclo ; i Por
Xptiong v
nepopoel Limtazont
Einschrinkungen AR e A S s iz L O s PO, Bagtpouy aiatpaga o  Bcppospacia (< oty 19"CIF). Eweti, 10 va axaloudife s acvluvripus s b A%scr
Terhperaturrichtinien untor. cmmm.hr u befoigen. Dio Werte fir o s i per gioeni
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st Jede Kt X
AvigveuoipéTnTa mpoTimLY Tracciabilita In base agll standard
Rackiahrbarkelt dor Standards 4 (Meth), cvyveis Inxphon tnc pedSBou " ©i) o la L
(4b) und (MotHb) sind Ober ' ofuayioagaipi (O, o (COHb) o fossiemoglobina (O,
(COHB) Die. ! NIST (NIST materiali di riferimento per gli standard NIST.
o3 M seKivber. Diaoripara avagopds Interval d eferimento
Referenzintervalle s ot gy v oot 6
i Werte Der auti tu v 10 i T GoBeviv Tietz, NW ed. WS Saunders el et sangn ot peion o oriom i T, 1O . 1688 etk Crical Chamisy We. Sanders Co. Si consigha
st bei Tietz, N. W. Hg., 1986, Textbook of Ciinical Chemistry, WB. Co. O ypriares | Nmemm|wmﬂﬁMMﬂmlvm IpiN

Saunders Co. aufgetahr. Bei Bedar Ben

Avapevépeva eipn Intervalli previsti
Erwartungsbereiche U i T XX i Biomedical repiicate su
4 m Méon 1 mou mopei
‘ermitteit. L
nal WA,y pfion OF MapaAMEG SYWDOHRES cEErGans E P por anatisial
t v 2ur in einer i Tests Ewpwe INCCLS M26-T2 1 Docurento NCCLS M29-T2.
1INCCLS Dokument M29-T2. 2Tpérmog gy popds eyxexpistvn ir i
ical laberatory (Definition ixtoon, NCCLS C28-A2. Topog 20, Apiyds 13. NCCLS C28-A2, Volume 20, Nurmero 13.
NCCLS C28-A2, Band 20, Nummer 13.
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