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«Habop xanubpaTopos Ana KOHYECTBEHHOrO onpeie/ieHHE MHOXKECTBEHHBIX
AHAJHTOB KIHHHYeCKOH XHMHH B CHIBOPOTKE, IJIA3ME KPOBH H MOU4e HA
aHaJn3aTopax B Moayasx onoxumuueckux Cobas Integra m cobas ¢
(Ammonia/Ethanol/CO; Calibrator Roche systems)»
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p KaJ'II/I6paTODOB Ana Konn4yecTtBeHHOro onpeaeneHna MHOXECTBEHHbIX aHAJTNTOB KMHWYECKOA XUMUN B CbIBOPOTKE,

LUME KPOBW W MOYEe Ha aHasmsatopax M mMogynsax Guoxmmuueckux Cobas Integra m cobas ¢ (Ammonia/Ethanol/C02
librator Roche systems)
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p KannbpaTopos AN KONMYECTBEHHOTO OMpPeAeneHNs MHOXECTBEHHbIX aHa/IMTOB K/IMHUYECKOW XUMUU B CbIBOPOTKE,
M3Me KpPOBM W MOYe Ha aHanuMsatopax WM Mogynsx 6uoxmmuueckux Cobas Integra v cobas ¢ (Ammonia/Ethanol/C02
Calibrator Roche systems)
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p Kal'IVI6paTODOB O1a KOMYeCTBEHHOro onpeaeneHnsa MHOXXeCTBeHHbIX aHa/IuTOB KMHUYECKOW XMW B CbIBOPOTKE,

Me KPOBM M MO4Ye Ha aHanm3atopax u mogynsax ouoxumudeckux Cobas Integra u cobas ¢ (Ammonia/Ethanol/C02
librator Roche systems)
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KanmbpaTopoB A4/11 KOMIMYECTBEHHOIO ONpeAeneHNst MHOXECTBEHHbIX aHa/IMTOB KMHUYECKOM XUMUWN B CbIBOPOTKE,
LLle KPOBM M MOYe Ha aHa/nmsaTopax K Momynsx 6uoxumumyeckmx Cobas Integra u cobas ¢ (Ammonia/Ethanol/C02
Jibrator Roche systems)
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)patop Ammonia/Ethanol/C02 Calibrator, dhnakoH, 06bem 4,0 Mn - 2 WT.;
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)YKLUMA NO NPUMEHEHUIO ;

«374a0500M3

Ammonia/EthanoI/C02 Calibrator

® 20751995 190
Bdish

Sytlem Information

»2 X4 mL Calibfatof

For oT

COBAS INTEGRA analyzers the system ID is 07 5199 5.
Intended use

Roc!» is tor use in the calibration of quantitathre
N chemisl Ty analyzers as specH«Vin
Summery
OTb’\bStera’V‘ xS !?*°'® raagly-for-use calibrator based
oori2£ 2?2h! S""*"""‘ ons of the caltorator
mi cafibration of the
awifopnale Roche methods on dlnlcz:u che analyzers.

~Nlew intriw ™ ralevantvalue sheet may not be available In
Reagents - working solutions

Reactive components:

Aqueous buffer solution containing ammonia, ethanol and socfium
bicarbonate

Non-reacHve component:
Preservative

The concentrations of the caitorator components are tot-specific. The exad”™
calibrator values are given in the electronically available or enctosed value

The values are also encoded in the ertclosed calibrator barcode sheets for
Roche/HrtacftiMODULAR, COBAS INTEGRA arxfcobas e 111 analyzers.

Rot the cobas ¢ anab* ers fexcept forthe cobas ¢ LU analyzer) the values
am encoded in etectfonic fiHes sent via the cobas link to the artafyzers.
CeKbratorvalues

ceVtoTsltor vetoes ««»determined utong the method stated" tite
e\e<grorelAy avedable or enctosed value sheets. Determinationswe»

pertormed under sthctty standardized condiltons on Rocheanalyzee
Roche system reagents. '

The caNerator values were obtained via single deteirmnatior»
drtterent laboratories in separate runs. The calibrator value ifm n rt|e|TO M
mean ot aii vatoes obtained.

Traceability mfomtation is given in the relevant Metood Sheets tor L|.|B
system reagents.

PreceuUortt end warnings

Forin vitro diagnostic use tor heaWt care profssstonafe. Exereise the

normal precautiorts required for handling ail laboratory reagents.

Infectioue or micrttoial waste:

Warning: handle waste as potentially biohazerdous material. My Tumntlr 3~
waste acconfing to accepted laboratory instructions and procedurga.
Environmental hazards:

Apply aH relevant local disposal reguiabone to detemttoe the safe dnirmi itf.
Salety data sheet available tor professional user on reque”

For USA: Caubon; Federal law rertricts this device to sale by oron the
orderofa phy5|C|an

Hendting
Tjwgoduc*Isready-tet-use.Mix carefuSy tMforaus™. Add_&*roTaiibn

The enctosed barcoded itUieis are intended exctustyetv ter

RocheWItachi MODULARautom ated ™ » N ar2” iJi c acism* tn
identity the calibrator. Attach the

sample cups containing the calibrator matsrtai.
Storage end stability

Store at 2-e*C.

Criterion tor toe stabSity data staled by Roche;
Recovery within 1 10 % of initial value.*
Recovery within 1 5 % of tnibal value.**

202204,V 13P Engleh
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~ 00bM c aralyzOT It» calibrlor code Is 6M.

cobas'

Stability:

‘Unopened: Up to the staled expiration date at2-6 *C.

"Openviat; 2 hoursaMW S *C.

“*SNeiplecup: 30mi!Tstes. N tf-25'C(ffiBWonia'’5VQiab'9-
Btari the caRbralon as soon U poesible).

“ After opening: 8«<i»kset2-8X,ptovtoedtoetctapenesiQ0Of

toca” etor tabes (dacas”™oui
ffwtaminahoo. e"'f.bygevnngoul
SCOT* ow»miiof iigriwy capp*d-vtoen not In uee.
Materleta provided
+ SeeTHeagentS'wodan”eotates'sactlon
m Barcoded lab”
Materials requtrod (but not proka )

* General laboratory equfoment
Assay

~  Ammonia/Ethanol/CO mCalibrator as specified in toe reittaeM talhod
Sheetfor the system reagents.

A point (period/5top) taalways used in this Method Sheet-asSa”™anar
separator to mark the border between the inlegril and the trationaLoarted
a decimelnumeral. Separators tor thouaartos are not used.

Any iiriiu a tocktont 1bl hassccurred 'n rebfen to~hadons stialrbs

recited to the manutacturer and toaxom pefen! atdhadto-ofthe Mrrtfmr
State in which the user and/or the petaatlis eelll 3bo!

Symbota
ssn<fsgn’n! IB >
r}\l %«X kv

\"SBeihBI\gJIgmﬂg n%
ariiM iw ISO 5223 Istal s«e
lof symbr” usedf'.

Conteaaolkit

Caltorator

Vstome eftar rscBnitilntinn ortM titig

< ilM Tc” (torn Number

ki
befraditidn

pdsiedonfltalabelL

Ibta p nidiici iNiif meet the ispecifiGitiore
9looRtance wstopo”tabtiinywidwa.
uiirffM Nspinkoo data V
*5«iiEtfiDF.AW
WARRANTY

W » PARilcuutR
PURPOSE. INNO

1FOR INCIDENTAL. INBee”.SfACIfUN pR COHSEQUENN

DAMAGES
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| Ammonia/Ethanol/C02 Calibrator CoO @

I 120751995190 623126 \&r.1 Q 223
?  Valueshest

Ll.l. COBAS INTEGRA 400 plus

Short name /Component Method Test-ID aiiiygffliiimii UH

enzymatic plasma 0183 L (#AnM.
NH3L e P 3 MriL
Ammonia
L — e
. - 252 e
C02-L kinefciquid sarum.plasma
BicarboneM
tuymalic Gan.2 las A~ 475 mot
ETOH2 etuymalic Gan.2 serum, plasma 219
Etwni 219 il
. ) o9 479 mmoVl
I:—I'OH2 enzymatic Gen.2 urine 1 ate
Ettark™

COBAS INTEGRA 400 plus
Cafibrator Barcode Ver. t
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KanmbpaTopoB AN KONMYECTBEHHOMO OMNPe/eNieHNsl MHOXECTBEHHbIX aHa/IMTOB KNVHWYECKOA XMWN B CbIBOPOTKE,
3\& KPOBM M MOYE Ha aHasm3aTopax u Moaynsax 6uoxmmuueckux Cobas Integra m cobas ¢ (Ammonia/Ethanol/C02
ttrator Roche systems)
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PKanMbpaTopoB A4/ KOMIMYECTBEHHOIO ONpese/ieHNsi MHOXECTBEHHbIX aHA/IMTOB K/IMHUYECKOW XMMUW B CbIBOPOTKE,
& KPOBM M MOYe Ha aHanmsaTopax U mogynsax ouoxummyeckmx Cobas Integra u cobas ¢ (Ammonia/Ethanol/C02
brator Roche systems)
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KanmbpaTopoB 4715 KOMMUYECTBEHHOIO onpeAeneHnss MHOXECTBEHHbIX aHa/IMTOB K/MHWYECKON XUMUM B CbIBOPOTKE,
KpOBM M MOYe Ha aHanusatopax WM mogynsax ouoxmmmudeckmx Cobas Integra n cobas ¢ (Ammonia/Ethanol/C02
tor Roche systems)
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/KannbpaTopoB ANS KONNYECTBEHHOTO OMNpefeSieHNs MHOXECTBEHHbIX aHa/IMTOB KIUHWYECKOW XUMUU B CbIBOPOTKE,
KPOBM M MOYe Ha aHanmsaTopax M mogynsx 6uoxummyeckmx Cobas Integra m cobas ¢ (Ammonia/Ethanol/C02
itor Roche systems)
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KannbpaTopoB A8 KOMMYECTBEHHOIO ONpefeneHns MHOXECTBEHHbIX aHANNTOB KNMHUYECKON XUMUK B CbIBOPOTKE,
G\ KPOBM M MOYe Ha aHasm3aTopax U Mogynax Guoxmmuueckux Cobas Integra u cobas ¢ (Ammonia/Ethanol/C02
Kbrator Roche systems)
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Kannbpatop Ammonia/Ethanol/C02 Calibrator, hnakoH, o6bem 4,0 M - 2 WT.;
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OTMKETKA CO WTPMUX-KOAOM - 2 WT.;

CAG8863812700
00688016739638127
- >
Z
CA68863812700 d>
00688016740638127
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WNHCTPYKUMS NO NPUMEHEHNIO;

03374«€CI0IVI0

Ammonia/Ethanol/C02 Calibrator

111MN1995190
2 X4 m | dicai3)nrtore

italiano

Infomaztonlretativeaieittema
e analizzalori Roche/Hilachi e cobat c, il codice del caRbratore

Per rusosuglianatoiori COBAS INTEGRA, iln.did.nl, i 07 5199 5.
FinaltUid'uto

calibrazione del metodi
o . _analizzatori di chimica clinica di Roche, come
ifxiicafi nei fogl«tti relabvi ai vatori teond.

Sommario

i CaW)fBtor d un calibratore liquido pronto ati'uso
® acquosa tamponata. La concenlraZioni dei
component Ta cailbratore sono slate adattate per assicurare una
caltofaaooa ommale del metodi appropriali di wche sugli analizzatori dt
chimcadinca.

Alcuni metodi indicati nel rispettivo foglietto relativo ai valon teorici non
sono disponl)Hi in tutti j paesi.

Reattivl- soluzionipronte airuao

CoTponBsnb roattivi:

quanWaSv”/

soluzione tampone acquosa contenente ammoiiaca, etanolo e bicarbonate
disodio.

Componente non reattivo:

conservante.
Le concentrazioni dei componenfi del calibratore sono “~ecifiche per ogni
lotto. 611 esaftiyabl teorici del calibratore sono riportati nei foglietti, ailegati
OrestdisponMi per via elettronica, relafivi ai valori teorici,
1valon teorici sono anche contenuti negli ailegati togli "Calibrator Barcode*
per gitanaliziatori Roche/Hitechi MODULAR, COBAS INTEGRA
B cobase 111.

weiAZzefton cobu* e
\M~«onoQorAen\jNen~f\\e ~ttronV»
Vamto cioAMt

NaltotVO~ caWhtatore

VeTMoHtzeftote coXIM C 1/1) i vaton
dono inviati agli anaUzzatori

(telerm IAl«no state
~ nbzsate sugliantekzalondiR «h |

Pwauzlonleavveftenze

ANNhagcrmsaa-.aa» -

prafmiam «@vides ytd™

PergliUSAtaltenztone , 8 tizzalori
prodotodeveawJSSH" ®egoeledft«® ,
Wilizzo di questo
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00)bas'

>trile provette, sopra ie quali dovranrx) posiziorute le coppette

<xmiter>enti il malenale di caKbrazione.
CoAMrvtztonct ttabUKa

Contervare a 2-6 'C.

Criterio per i dati delta stabiitte lodicati da Rocne:
recupero entro ttO %delvalore inizete.'
recupero entro 15 %dei vatof© iniziaie."
Stabilrtd;

* prvTM deH'apertura: a 2-8X fino alia data di scadenza mdicata.

2orea 15-25X .
30minuttal5-25X(Lammoniaca*¥rtatito.
pertanto eseguire la catibrazione quanto pnma.).

**tiacone aperto;
“ provetta:

8seltimane a 2-8 X . acondizone che la
dspensazione del calibratore awenga aenza
con'athw2Ommicrobiche. ad es. versandoio.

**dopo lapertura:

Conservare il calibratore r>elftacor» ermeticamente chluso quando non
~tnuso.

Material] a disposizione

“  Vedere la sezione “Reattivi - soluziorM pronte airuso*.

m  EticheRe con codice a barre

Materiati necessari (ma non fomKi)

m Reagenti utilizzabili sul sislema Roche e anafizzatoridl chimica cUntca
= Normale attrezzatura da laboratorio

Esecuzione
Impiegare /Ammon*/\if»«»MPCV cBbbIT$ArcOTP QAU N*0I*BNTBK>aKT

del rispetVwi reagenti d sistema.
In questa metod*- c, perseparare la parte rtera da quella frazionaria “mun
numero decimate si usa sempre il pooto. Il separatore deile mtglia*a non

d utilizzato.

~necfisserio seonalare otflsasi mcidente grave veriftcatosi mrelazone ai
riios*ivo sia aftabbricante che a<>wloni competente dello Staio

S ts bl ?2u lI» «p««nta 5 Stab,110

Simboll

jndicati nello standard I'S 0 15223-1, Roche Diagnostics
SoaT” uen tisimbo# (pergi USA: per fa defimziorw deTsimboS
S S , tSlerediatog.roche.com):

Contenuto detia conteztone

Calibratore
Volume (*4» ncostituzione 0 mescotemento

Global Trade item Number

|MTM @dipOjZaamr
VS

feh O roerrH S )18/ LLna

~ V, J1055058808
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i AmmoniaZEthano ehrator CO

f  fS"20751995190 N e3emwari g r«ay

Vekweheet

cas45 INTEGRA400phs
Calibrs~rBarcode Ver. 1
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