
Фотографические изображения

«Набор калибраторов для количественного определения множественных 
аналитов клинической химии в сыворотке, плазме крови и моче на 

анализаторах и модулях биохимических Cobas Integra и cobas с 
(Ammonia/Ethanol/COi Calibrator Roche systems)»
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шме крови и моче на анализаторах и модулях биохимических Cobas Integra и cobas с (Ammonia/Ethanol/C02
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калибраторов для количественного определения множественных аналитов клинической химии в сыворотке,
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)ратор Ammonia/Ethanol/C02 Calibrator, флакон, объем 4,0 мл - 2 шт.;
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Ammonia/Ethanol/C02 Calibrator cobas'
® 20751995 190

► 2 X 4 mL Calibfatof

English
Sytlem Information

For от ^  oobM c aralyzOT It» oalibmlor code Is 6M.
CO BAS INTEGRA analyzers the system ID is 07 5199 5. 

Intended use

Roc!»  is tor use in the calibration of quantitathre
^  chemislTy analyzers as specH«Mn

Sum mery

OTb^bStera^^ * ̂ 5̂ !?*°' ® raady-for-use calibrator based 
oori2 £ 2? h ! S ^ ^ * ° ^ '  ^  concentrations of the caltorator 

to ensure Optimal cafibration of the 
awifopnale Roche methods on dinicai chemfery analyzers.
^ Icw in triw ^  ralevant value 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/Hrtacfti MODULAR, COBAS INTEGRA arxf cobas e 111 analyzers. 
Rot the cobas c  anab'̂ ers fexcept for the cobas c  Ш  analyzer) the values 
am encoded in etectfonic fiHes sent via the cobas link to the artafyzers.
CeKbratorva lues . ,

ceVtoTsItor vetoes «<«0» determined utong the method stated^  tfte  ̂
е\е<дгоп«е!Ау avedable or enctosed value sheets. Determinations w e» 
pertormed under sthctty standardized condiltons on Rocheanalyzee 
Roche system reagents. '
The ca№rator values were obtained via single deteirmnatior» 
drtterent laboratories in separate runs. The calibrator value ifm n rtie iT O M l' 
mean ot ай vatoes obtained. ;
Traceability mfomtation is given in the relevant Metood Sheets tor Шв 
system reagents. ’

PreceuUortt end warnings
For in 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. П у ти и тГ  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 or on the 
order of a physician. '
Hendting
Tjwgoduc*Isready-tet-use.Mix carefuSy tMforaus*. AvokL&*готяйбп

The enctosed barcoded itUieis are intended exctustyetv ter 
RocheWItachi MODULAR a u to m a te d ^ » ^ a r2 ^ iJ i c aoism * 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.**

Stability:

'Unopened: Up to the staled expiration date at 2-6 *C.

"Openviat; 2 hours aM W S  *C.
'*S№iplecup: 30m i!Tstes.^ tf-25’ C(ffiBW onia'5VQiab'9-

Btari the caRbralon as soon и  poesible).
“ After opening: 8«<i»kset2-8X,ptovtoedtoetctapenesiQ0f

to ca ^ e to r tabes (dacas^oui 
ffwtaminahoo. e f̂.bygevnngouL 

SCOT* ow»miof iigriwy capp*d-vtoen not In uee.

Materleta provided
• SeeTHeagentS'wodan^eotates'sactlon 
■ Barcoded la b ^
Materials requtrod (but not p rovkM )
'  nnrtinrjiiUminiorinliiniiilrlirii iliriiiiin lij iiiiljiin
* General laboratory equfoment 
Assay
^  Ammonia/Ethanol/CO ■ Calibrator as specified in toe reittaeM talhod 
Sheet for the system reagents.
A point (period/5top) taalways used in this Method Sheet-asSa^ anar 
separator to mark the border between the in legril and the tratiionaLoarted
a decimel numeral. Separators tor thouaartos are not used.
Any iir iiu a  tocktont 1 Ы  hassccurred 'n rebfen to^hadons stialr bs 
re c ite d  to the manutacturer and toaxompefen! atdhadto-of the Mrrtfmr 
State in which the user and/or the petaatl is е еШ зЬ о !
Symbota

\^sвeihвMkmяgs^mMssn<fsgn^n0^Шiвn»
*1 sta№rd^USA;s«eda№fg«x^.(XAkva riiM iw lS O  t5223 

I of symbr^ usedi'.

Conteaaolkit

Caltorator
Vstome eftar rscBnitilntinn ortM titig 

< ilM  T c ^  (torn Number

...
Ibta pn id iici iNilf meet the ispecifiGitiore 

9looRtance wstopo^tabtiinywidwa.
uiirffM N spinkoo data V 

* 5 « iiE tfiD F .A W

W »  P A R ilcu u tR

fitatadtoifei 
befraeftbto 
pdsiedonfltalabeL
оттея
WARRANTY 
PURPOSE. IN NO 

1 FOR INCIDENTAL. INBee^ .Sf^CIfU^  p R  CO H SEO U E^ ^  
DAMAGES
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(S)I Ammonia/Ethanol/C02 Calibrator с о
I  Ш120751995190 623126 Ver.1 Q 2023-04
?  Value sheet

Щ COBAS INTEGRA 400 plus

I
Short name / Component Method Test-ID a i i iy g f f l i i iM i i UnH

(ЯпМ.
M'riLNH3L

Ammonia

enzymatic plasma 0-188 Э01
$13

L — --------------

C02-L
BicarboneM

kinefciquid sarum.plasma 25.2 iTveaVL

ETOH2
E tw n i

etuymalic Gan.2 serum, plasma ^ 47.$
2.19
219

mmoM.

tngftfl.

ETOH2
EttarK^

enzymatic Gen.2 urine 0-5П 47.9
1 ate
1 • 219 ‘ '•.

mmoVl

l i t
■ s ' - ,  -

COBAS INTEGRA 400 plus
Cafibrator Barcode Ver. t
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Калибратор Ammonia/Ethanol/C02 Calibrator, флакон, объем 4,0 мл - 2 шт.;



Этикетка со штрих-кодом -  2 шт.;

СА68863812700

00688016739638127

- ш III
СА68863812700

00688016740638127
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Инструкция по применению;

03374«eCI01V130

Ammonia/Ethanol/C02 Calibrator oo)bas'
1 !1 М И 1 9 9 5 1 9 0 2 X 4 m l di cai3)nrtore

italiano

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

Per ruso sugli a n a to io r i COBAS INTEGRA, il n. did.nl, i  07 5199 5. 
F in a ltU id 'u to

quanWaSv^ calibrazione del metodi
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 concenlra2ioni dei
component т а  cailbratore sono slate adattate per assicurare una 
caltofaaooa ommale del metodi appropriali di w che sugli analizzatori dt 
chimca dinca.
Alcuni metodi indicati nel rispettivo foglietto relativo ai valon teorici non
sono disponl)Hi in tutti j paesi.
Reattivl -  so luzion i pronte airuao
СотропвпЬ roattivi:
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 esafti у а Ы  teorici del calibratore sono riportati nei foglietti, ailegati
0 rest disponMi per via elettronlca, relafivi ai valori teorici,
1 valon teorici sono anche contenuti negli ailegati togli "Calibrator Barcode* 
per git analiziatori Roche/Hitechi MODULAR, COBAS INTEGRA
в cobase 111.

weiAZzefton соЪи* e VeTMbHtzeftote соХИМ C 1Д1) i vaton 
\M^«onoQorAen\j№n^f\\e ̂ ttronV» dono inviati agli anaUzzatori
Vamto cioAMt 
NaltotV 0 ^  caWbtatore

( te le rm lA l «no state '
^ n b z s a te  sugli antekzalon di R « h |

---------
Pwauzlonleavveftenze

mte la manipolazione
------

^ ^ а с г й я а - .а ^ а » -
profmiom. «®wnibte вц rtchî ^
PergliUSAtaltenztone 8*'î 'tizzalori
prodotodeveawJSS^^H'^‘®'egoeledft«̂  ,
Wlllzzo di questo

__

>trile provette, sopra ie quali dovranrx) 
<xmter>enti il malenale di caKbrazione.

posiziorute le coppette

CoAMrvtztonc t  ttabUKa 
Contervare a 2-6 '’C.
Criterio per i dati delta stabiitte lodicati da Rocne: 
recupero entro ttO  % del valore inizete.' 
recupero entro ±5 % dei vatof© iniziaie."

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

** tiacone aperto; 2 ore a 15-25 X .
“ provetta: 30minutta15-25X(Lammoniaca*¥rtatito.

pertanto eseguire la catibrazione quanto pnma.). 

** dopo 1‘apertura: 8 seltimane a 2-8 X . a condizone che la
dspensazione del calibratore awenga aenza 
соп!ат1гш2Юги microbiche. ad es. versandoio.

Conservare il calibratore r>el ftacor» ermeticamente chluso quando non 
^tnuso.

Material] a disposizione
“ Vedere la sezione “Reattivi -  soluziorM pronte airuso*.
■ EticheRe con codice a barre 
Materiati necessari (ma non fom Ki)

■ Reagenti utilizzabili sul sislema Roche e anafizzatori dl chimica cUntca
■ Normale attrezzatura da laboratorio
Esecuzione
Impiegare /’Ammon*^if»«»MPCV свььгт$0гсотФ0ш т̂*о1*в^твк>акт 
del rispetVwi reagenti d  sistema.
In questa metod*- c, perseparare la parte rtera da quella frazionaria n̂ un 
numero decimate si usa sempre il pooto. II separatore deile mtglia*a non 
d utilizzato.
 ̂necfisserio seonalare o tflsa s i mcidente grave veriftcatosi m relazone ai 

rii«os*ivo sia aftabbricante che а«>иЛопЙ competente dello Staio
S t s  Ы  ? u l »  «p««nta 5 Stab,1,10.

Simboll
jndicati nello standard IS 0 15223-1, Roche Diagnostics

S o a T ^ u e n t i  simbo# (per g i USA: per fa defimziorw deTsimboS
S S , tSlerediatog.roche.com):

Contenuto detia conteztone 

Calibratore
Volume (*4» ncostituzione о mescotemento 

Global Trade item Number

IМ-Л ГМ «9tV«ttpOAj<>4aafxwvr*
wtee*»**

flpcJ» Ot̂ no*!» вп*н S«**0(|I 8ЛШ na 

^  V, Л05505вв0в



Паспорт присвоенных значений

i Ammonia/Ethano
f  fS^20751995190 

Vekw eheet

•brator cobas®
^  e3emv»r.i g  г«я)4

са в 4 5  INTEGRA 400 plus
Calibrs^r Barcode Ver. 1
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