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CONTHOL|3 CONTROL : CONTROL | 5

min - X- max

min - X- max

min - X- max min - X- max min - X- max

7.183-7.213 - 7.243

Na* mmol/L
K* mmol/L
Cl- mmol/L
iCa mmol/L
iCa mg/dL

iMg mmol/L

iMg
Glu

mg/dL
mg/dL

Glu mmol/L
Lac mmol/L
Lac mg/dL

BUN mg/dL

BUN mmol/L
Urea mg/dL
Urea mmol/L
Creatinine mg/dL
Creatinine mmol/L
Crealinine

pmol/L

HbF* 73 79.0-87.0-95.0

306.1-374.5-4429
179.0 - 219.0 - 259.0

Bil*
1Bil*

pmol/L
mg/L

7.384-7.414 -7.444

[ nmol/L 66-61-57 41-39-36 242321
PCO, mmHg 51.0-58.0 - 65.0 36.0-41.0-46.0 16.2-20.2-24.2
PCO, kPa 68-7.7-86 48-55-6.1 22-27-32
PO, mmHg 51.8-61.8-71.8 97.0-107.0-117.0 | 128.9-143.9- 1589
RO; kPa 6.9-82-95 129-142-156 17.1-19.1-211
S0, % 47-50-53 77-80-83 88-91-94
Het % 56 - 59 - 62 36-39-42 22-25-28

446-596-74.6

tHb g/dL 18.9-20.7-225 13.2-14.7-16.2 6.1-7.1-8.1
tHb glL 189 - 207 - 225 132 - 147- 162 61-71-81
tHb mmol/L 11.7-12.9 - 14.0 8.2-9.1-10.1 3.8-44-50
O,Hb % 19.3-21.8-243 45.7 -49.7 - 53.7 76.2-81.2-86.2
COHb % 24.7-28.7-327 16.1-20.1-24.1 20-6.0-10.0
MetHb % 24.3-27.3-303 14.9-17.9-209 24-54-84
HHb % 18.2-22.2-26.2 83-12.3-16.3 35-75-115
tBil* mg/dL 17.9-219-259 9.3-11.3-13.3 55-59-6.3

159.0- 193.2-227.4
93.0-113.0-133.0

7.611-7.641-7.671

111.2-115.2 - 119.2
5.89-6.19-6.49
93.4-97.9-102.4
1.36-1.48 - 1.60

139.3-143.3-147.3
3.73-3.98-4.23

1234 -127.9-1324
1.00-1.08-1.16

40-43-486 55-59-64
0.53 - 0.60 - 0.67 1.01-1.16-1.31
1.3-15-16 25-28-32
73-81-89 245 - 270 - 295
41-45-49 13.6-15.0-16.4
1.7-20-23 6.2-69-76
15.1-17.8-20.5 55.2-61.5-67.7
13-18-23 42 -52 - 62
46-64-82 15.0-18.6-22.1
27.9-386-493 90.1-111.5-133.0
46-64-82 15.0-18.6-221

5.60 - 6.60 - 7.60
0.50 -0.58 - 0.67
495 - 583 - 672

0.60-0.80-1.20

0.05-0.08-0.11
53 - 80 - 108

228-27.8-328

94.1-100.9 - 107.7
55.0 - 59.0 - 63.0
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by, for monitaring the performance of tho Stat Profile Primo Flus
Analyzors.
Mathodology
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For Use Manual o Methodolagy and Principles.

Composition

. salts and presorvat

/05, Each lovel hus a koown
5 w0 buffored so) A

tions containing know:
). Creatining and preservatives. Each pouch contains a
nstituents of human howavar good laboratory practices shauld bo folowed
\CCLS DOCUMENT M23-T2')

Warnings and Cautions:

DONOT Fi x the cartridge by gently invarting for sos

Prime Plus Analgzor Instructions for Use Manual for complete
for

conds, DO NOT SHAKE CARTRIDGE. Refer to Stat Profle

Intonded stardard practicos

Storage
Storo at 2.8°C (37-46'F) DO NOT FRE!

Directions for use
Ensure controls aro oo

tomporature priar (o instaliation

The 2 syringes are

5. Romo
6 Ropeat
7. Mox Catticgo wl by ger
o

Analyzor Instructions for Use Manual for cor

Limitations

PO, values vary inversol

doscribed in “Directions

Biomodical, Once installod,
stal n the sysiem timo the system wil indicate the c

tomeved from tho analyzer a raximum of 6 tmes.

Traceability of Standards

Total Hemoglobin (i) and MotHemoglobin (VetHb) are traceabio by using Cyanmethon

(COHB) somogiobin (O,Hb) are Analytes ar

Matorials

tomperaturo (approximataly 1PCIF). Trereforw, # is critical o follow the temperature guidelines
‘ic for ingiruments tn controls manufactured by Nova

for o maximum of 21 days from tho inital
ridge is invalid, Each cartri¢ge may be inseriod and

. CarboxyHemogioin
T Standard Reference
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Reference Intervals
C ations are formulat P blood. Tt
emistry, W3,

" pationt b
ine Mean Values and Expected Ranges in their own laboratory™
Expected Ranges

ameterwas determined at Nova Biomedical using replcate detorminatians o Neva analyzers,
o lue that may bo ox + difforing laboratory
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Produktbeschreibung

Matériau de contrdle do la Gualtd aqueux pour suve

 (HeY), fotales Hamoglasin (HoF),
)

0 (HHB) en nvelos 1,2 y 3, adomis de
cluyo un kit do carga cor dos
con

6n co croatinica parm ol

én. Para
Uso indicado

Invitro pot parto do ta salud pas

Stat Profilo Prime Plus.

Matodologia
Para conocer la metodologia y fos princigios, consulte el Manual do instruceiones do uso del analizador Stat Profile Primo Pls.

onadas do icarboriato que contienen tintura, sales y consarvantes Ci

€O, ¥N, L o 14y 5 san soluciones tamponadas
| glucwsa, lactato, BUN (urea), creatinina y conservantes. Cada
s no contionon ninguna 5 o origon Sin embargo, se dobon
laboratorio al manipular ostos matoriales (REF. NCCLS DOCUMENT M29-T2')

Advertencias y precauciones:

NO CONGELAR. Mezclo ol cartucho invirtiéndolo suavomente durante unos segundos. NO AGITAR EL GARTUCHO. Para conacet f
of Manual do instrucciones de uso del analzador Stat Prafle Prime Flus.

‘0 In vito. Siga las normas estandar para 2 manpulacian do reactives do Inboratorio

Almacenamioato
Consorvara 2:8°C (37-46°F) NO CONGELAR
Instrucciones de uso

o s ostén a temporat ‘e antes do usar,
Los nivalos 4 y 5 duben cargarse con jeringas de creatining antes do f instaiacibn dol cartucho de control Las dos jeringas estdn
rotuladas y cadificadas por color o concidan con los me
At

ta hacia abajo y Gui
1 joringa.

a
on ol moniajo apropiada e insorte
taq tanido se haya disper

c jomente durants 1 miruto,
Vorifiquo que e nimere de n o
Para conocer las instruccionos complotas, cons

tucho ostd sto pi
5 ol

rmero do ol cartucho.
o ol Manual do instrucciones de uso del analzador Stat Srofle Prime Plus.

Limitacionas
Los valores do PO, varian en proporcién

50 8 1a temporat

2 (aproximadamentn 1 %°CI'F), Porlo tanto, es esencial seguir kas

normas do temperatura que so describen en fa seccién elns 105 de uze, Los valores do rangos esperados son cspocificas

para los instrumentos y contrales fabricados por Nova Biomedical. Una vez instalado, cada cartucho Stat Prafile Primo Flus so pucde

wtizar por un miximo de 21 dias a partr de | focha de instalacén en e sistema, Pasado ese lapso, el sisterma indicard que ef
insertadoy extraido ador hasta 6 veces i

Cumplimicnte de normas
La hemoglabina ®)yla
carboxhamogio! )y o

(Vethib) son trazablos al método de fa La
globing (O,Hb) %on trazablus a la thenica espectralotométrica. Analtos trazables
NIST

unormales en ta sangre dol paciento. Se puede consultar
7, NW ed. 1986 Tex!tbook of Clrical Cherrislry, W8

ia sangro el pa 3
ios y rang rados on su propio laboratoro ?

Rangos esperados
Blomedical usando dator

dvue
64 Bite wlisé par los professionnels do ka santé pour lo diagnostic In vilro afin de survoillerla performance des analyseurs
Stat Profile Prime Pl

Méthodologle
Voir »

de Fanalysour Stat Plus pourla tlos principes.

o5 de nveaux 1, 2 6t 3 sor

, Jons tampannées de bicarbonate contenant un cal sols o d
Chague nveau a un pH cor
lutons & i
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3 mains 100 ml, Les contdles no
o bonnos pratquos de laberateira dovent étro applgubos pour
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dorigine humaine , la manipulation de cos mat

(REF. NCCLS DOCU

mant dilicatermont pandant condes; NE COUS
Proflo Prime Plus pour abtenir des informations complétes.
standard pout la ranipulation des réactfs de labaratoire,
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(02 018 °C. NE PAS CONGELER,
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i la cartouche,
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3.5 o

4. En tomant le piston do /4 ce que lo conteny 5ot décha
POURRINCER LE CONTENU DE LA SERINGUE

5. Retrer
8. Répétorles étapes 14 5 pout e contrdlo suvant

7. Mélange: fa cartauche en la relournant dél catement pe

Vatiior que le numéro do lot sur le tabloay des plages attenduos cerrespa

@ uthisation do Fanalyseur Stat Profilo Prime Plus pour obtenir des Instructions carraldte:

Limites d'utifisation
Les valeurs do PO, variont inversarrent avec la tampérature (environ 1 %/°C). Par conséquant, il cst oss
& dans o ¢ ‘e ». Los valeurs do tondivs sont spéci
L 5 inst % t

aux s ot contrd
o utlisée pendant 21 jours
qua la cartouche mest pas

éo
fabrigués par Nova Bio
maximam 4 part
valde. Chaqu
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<urlo systém, aprés 21 jours lo systéme inth
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{uroa) y en é fotHb) of (HHib) dans los nveaux 1, 2 6t 3 ainsi - Kk Desoxyhamoglobin (HHS) in Stufen 1, 2 und 3 2 ) kose, Lactat und BUN (Hamstofl in Stufen 4 und 5.
ol cartuchio antes do X créatinine dars les nveats 4 ot 5. Un ki de charge compasd de 2 seringues famples do ‘ol fertor Bofulisatz, dor nus 2wl mi oo fullon Spritor bestoht d dor Kassette var
ouche Pour utilsation avec lysours rafile Prime Plus llation. NUR zur Verwendung mit Stat Prefile Prime Plus Analysegeraten,

Vervendungszweck

Facnpersanal zur Uberwachung der Luistung der Stat Profle Pume Plus

Fur
Analysogorato.

Verfahrenswoise

Dio Verfahrensweise und -prinzipien sind dom

das Stat Profle Prime Plus Analys: entnohmen,

Zusammensetzung
Die Kontrolln dor Stufen 1, 2 und 3 sind gepu!

2o und Konservierung
ag

enthalton. Jeder Beute
ind bo dor Handhabung dios

Warnhinweise und Vorsichismatnahman:
NICHT EINFRIEREN, igo Sekunden lang voraic
SCHUTTELN, sind dor

bei der

Die Gbiche

Lagorung

B0i2:8°C logom NICHT EINFF

Gobrauchshinwaise
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ind die Stfon 4 und § mitals
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o
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te cine Minute fan
Tavelo it don

wenden, Die Kassetie

st s furdas Plus

Einschrinkungen

FO,Warto andarn sic im umgekohrten Vor

Termporaturrichtinion unter .Gebrauchshimwos
wiumonte und Kanirollor

wt Temperatut (ca. 1 %/ °C). Aus diesen Grund ist s wichtig, dio
ungsbereicnen gelen nur fur von Neva
tallorto Stat Profie Prime Plus Kassotto kann maximal 21 Tage lang ab
3 e 55 dio Kassotte ungalig ist. Jedo
Kassatte kann maximal sochsmal in das Analysegerat eingesetzt und entromman wordon,

Rckfdhrbarkeit der Standards.

lons
Unémaglosine totalo (1Hb) et & sant la méthode do

(+45) und A o

i i i ta
axyhémoglobing (COHb) et Foxyhimaglabine (O,H) sont tragablos en utlsant I spoctrophatométrie. Les subatances & analyser
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Intervalles de riférence

L i
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IST mekhibar
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o
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Neptypapd mpoiviog
Y ulies eAbyxou nmbmln;ym v napaxaheiBnon in ng tuwv pH, PCO,. FO,, SO, aratopitn (Hes), eufpuecic

an

Deserizione dal prodotta

1 prestazion di pH, PCO,, PO, SO, ematoctto (Het),

oor
eioogaipivng (HBF*), oNik¢ alpoogaipivng (tHb), Suvolid xnkﬂuﬁn"'l (3.

(COHE), pBaricopeiping (MeiHb) wxﬁ(q{uuuww;hl\g (i) oo niness 12 a1, (nsug .mm.u- HEND', huipioiu
sty Roestng. | ) nirteda &

(), amagiabina tose (148, b o (31, owiomogiabing (O;H), Garbosslariogiobina (COMb):
mnmxumm(vmm)oa.mquuwn (Hib) noi Ll 1, 2 03, nonché di Na', K, -, iCa, Mg, giucosio, lattato, BUN
(ores)

Deserigio do produto

- dopH, FCO, 0. SO, nomatbero (Hc, homagiotina

fotal (HbF"
(Meti), uu'nx\wnnghmmémkb)nusnwii o S s o o, M, s, o e EuN(wmn) o
4

ell &5, .

o5 d instaligio. Para utlzagio APENAS com os analsadores Stat Prafia Prime Plus

i cepit Lo ettt @ in ‘Por Tuso ESCL at Profle Prime Flus.
uumwmu T an 1 gmmvuuq ﬂpnq man MONO yic 115 ouoxeuis avahuong Stat Dratl Brime Pics Gsolgraiteta Utilizagdo provista - =l
Evdoayutarxpian 5 sto por s poril P tPratile Oelneae s
Primo Plus
MeBoBoroyia Matodelogia 3
s R e e e PRy ostobyb s ticonti Usiedclenia e i B Pioc Consulic o Manual do instrugbes do tizaglo do Analsator Stat Protle Prime Plus para obter a metodalogia ¢ principios do andise.
Fovacon - : - Composigio
g 8. K O3 controk 1,2e3s lugdes tr i Cada rivel tem
1.2 e grle ety yoonch oIS, Kie I controll ei Livell 1 Crascinivols i
i ¥ ol e s  doi Lvell 1, = e
enincbo Exur yviord pH xar (bqnpp i v o wl.wm 1A 0, CO, xan N, Ta enimeda ehiyxou Hne%.60 CriCa, Mg, pV:\zn m:unu suv (uruux) :mnmma. o consorvantes. Cada

a0 fepityou ystis ovyeey
VMV. e,

. xaNou'™, )(A-zpuw;w aviéviuy, vwlunlvw woiarios, jovaivo e
Soupag, !p(um)«q( rogéinia 100 mL. Ta uNikd

un valore O, CO, e N, noto. | cortrall dei Lvall &
", Cl, iCa, iV, glucosi

intaio, BCN (urom) creainia o conservanti Cascuna busta contano un minimo i 160

100 ml as boas.

m o iticas labarat (REF. NCCLS DOGUMENT M2872))
s b cpyaoinpet ém ol f
Soion tétonsy ke, (A2 ANA: ETTPAGO NCCLS M35-121) i ERE R "ll DFCWE“"’ HoeLs e T2 Advertincias ¢ Precausdes: &
Mposemrious rampeguidtas: rtenzes ¢ precauzion oy 2.8 ELAR , invartando . NAO AGITE Consute
W KATRAETE vone e Gouiic 1o anahd yia éhcrta, MHN ANAKINEITE TO SYEIFTIO. NONCONGEARE asmre 8 caticcn dNOlACTARE L Rek © Manual do instrugdos de St paa obter
I\\:lp(lvl dn Xpang ing g evéhuong Siat Profie Prime Plus yia nkion aronc. o 3 M ol sinizoni per fuso defa i Erollaipania plis; Indicado para G padlio pa o
Xprion inuto, AdahouBeiie 1n ouvion e 5 fu €pyaInpiov. P Adotare i Armazenamanto
e immagazinags Atmazorar a 2.6°C (37-46°F), NAO CONGELAR.
2:6°C (3746 °F), N e LA
AoORssan o1ous 26°C (37-46°F). MH KATAYYXETE. FUSES 8610 (31465 F) NONCONGELARE: Instrugdos da utlizagio
o xphang mnmam per l'uso ol o o3 mstalar,
Sefawtiie o1 uhes e i i o i control asa Os niveis 4 0§ tém quo an As2 estio
To emirieBo & kat 1 criieBo 5 n tou GuaRYi o2 Poa i nstaloo I castcoa per canall,eacare Ll € ol el 8 co e ngho corlnnt o seiriare d cestna. b :
uupml(lxww e oot st o oo e eotlfiesta @ Colayiin et . o segu
Evipyor fyyio we c: i b Auivara la cartucaia coma indicatp di 1. Stgure  seringa com a ponta paa baxo o eifo @ caga &0 poesic,
x Kpuv\uu n unp:wn pen w--\ npo( 16 st o aosptore o ipoo arcued (BN, 1 Tonoro a iinga con Ia o fvaha voso | busso @ rinuovaro | coprpunta Romov protoco da agulha.
N aré in Bhéve. 2 Callogto alla singa ueo ol grusa ago in dotazone. Toglee l copriago, p 3 Faga corresponder a cor o e do s < In
vuulmxﬂv(l S ...m.w., e L g e ar carisponder i color o et i 7 oo at i E 0 EV30LO PARALAVAR
Mo oy o el fnc cupmag s Brow Yopnyndc S to Tepiys o, MHN TPABRTE T ER1B0R0 FIA NARASIAETE “. Spingare kentarmento ko stantu NON STANTUFFO PER c CONTEUDO DASERINGA
HE TVAITTA DTARE LA SIRINGA DEL SUO CONTENUTO, do disposito de Lgagd tontor adequaco
& Aokintog v B4 Soxi jyre iny ac o e eiyinpd oviiAcieve. por s Rapta as oapas 1 jaa o ol sagurto
e o M,,,,, 718 i o crievo ‘,M ,vaw 6 Ripetara | puni 15 por Fato controllo, 21 minuto C pronto o usar
7 Ruonite g T s xpten: 7. Miscolate bone fa cart per 1 minuto, La cattucea é pronta per uso. G 0 cartucho, Cansulia o
ErehnGudore fiu o Apibs rapribag otoy i 103 lotto ripartato el Per Nanaal éo msl‘ugém e e At aadar St Prtle o P pva over uces compinias,
Gualyyo. Avarpigic Xpiang 1 s yia 1 tat Proflo Prime Plus, i
mitag
Neprapioysl ) Limitazion 00, nversa & tormpi 1%1°CI'F). Tornause, pois, importante seguir as.
pe i 1RCIF), uvedic, # Ly PO, vnnnm ivrzament sl ompertura (S0 TATCI). poiarto & essenaaloseguo o nons & tomorire . - i 5 i
5 ¢ e Xpfangs descrite w1 cilici Nova Bomedial. U talado, cada Plus poce sor
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