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(POC3IIPABHAJI30OP) CYGT)eKTaM 06paIIJ;eHI/IH
MEeIUIIMHCKUX U3JeIHI
Cnassiackas Tt 4, crp. 1, Mocksa, 109074

Texedyos: (495) 698 45 38; (495) 698 15 74 PYKOBOIUTEISIM
TePPUTOPHAIBHBIX
AF 9. Lo/ » Ofw -703 0,/ 77 opranos Poc3apasHanzopa
Ha Ne or
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MeIUIIMHCKUM OpraHU3alusIM

=

ragaMm yIipaBlIeHUsA
O HOBBIX JAHHBIX 110 OE30IIaCHOCTH Op ymp

ME/TULIMHCKIX H3/IEMUH, 3[[paBOOXpaHeHHeM CyOhEKTOB
PETACTPAlIHOHHOC YIOOCTOBECPCHUC ™ "’
, OC3 2009/05388 Poccuiickoit Oenepanuu

DenepanpHas ciayxba mo Hamzopy B cdepe 3ApaBOOXPaHEHHs B paMKax
UCIIOJIHEHHSI TOCYNapCTBEHHONW (QYHKIIMM 110 MOHUTOPHHIY 0€30II1aCHOCTH MEAULMHCKHUX
H3JeNIHi, HaXOMSIIUXCsl B oOpaieHun Ha tepputopuu Poccuiickoit deneparniuu, JOBOAUT
IO CBeleHMs CyOBeKTOB oOpamieHuss MeguuMHCKHX u3genud muceMo OOO «buo-Pag
JlabopaTopyuny», YIOIHOMOYEHHOTO TIPEACTaBUTENS IIPOU3BOMUTENS, O HOBEIX JaHHEIX IIO
0e30I1aCHOCTH IIPU HCIOJIB30BaHUHM MEAULMHCKOro u3nenus «Marepuaiasl KOHTPOJIBHEIE
IUIT MOHHUTOPHHTA KavyecTBa KIMHUYECKUX U J1abOpaTOpHBIX HcClemoBaHMM: Matepuai
KOHTPOJNBHBIA MHOroypoBHeBbIl «JIukBuuek KorTpons «Jluaber», npou3BOACTBa
«bno-Pan Jlaboparopues, Uuk.», CIIA, peructpanuorHoe ygocrosepenue ot 30.09.2016
Ne ®C3 2009/05388, cpok neitcTBus HE OrpaHUYEH.

B ciaydyae Heo6X0IUMOCTH MTOydYeHUs TOTIOJIHUTENFHON HHopMaIu obpariaTscs
B 000 «buo-Pax Jlaboparopumn» (105064, Mocksa, Hiwxuuit CycanbHblil iepeyoxk, 1. S,
cTp. SA, Ten. +7(495) 721-14-04, paxc +7(495) 721-14-12).

QenepanpHas ciryx06a II0 Hag3opy B cdepe 3IpaBOOXpaHEHUs IIpeljaraet
cyObexTaM oOpallleHHs MEIUIMHCKHX H3AEIUNA IPOBECTH MEPONPUSNTHS IO IIPOBEPKE
HaJIM4YUS YKa3aHHOFO MEIUIIMHCKOTO H3JENUS U IPUHATHIO MEpP, YKa3aHHBIX B NMHUCHME
00O «buo-Pag Jlaboparopuu», o pe3yirpTarax NPOHH()OPMHPOBATE COOTBETCTBYIOIHM
TEpPUTOPUAIBHEIN opraH Poc3npaBHaa3opa.

TepputopuanbHEIM opraHaM PoczzapaBHam3opa 10 cyOmekTam Poccuifckoit
Qenepanyu NPOBECTH MEPOIPHUITHS B COOTBETCTBHM C IOPAIKOM, IIPeIyCMOTPEHHBIM
AnvuHHCTpaTUBHEIM perinaMeHToM PeznepanbHOl cioyk6Bl MO Hag3opy B cdepe
3[paBOOXPaHEHUS II0 WUCIOIHEHHIO TOCYJapCTBEHHOM GYHKIMH 110  KOHTPOJIIO

3a ofpameHueM MEIUIMHCKUX WU3JeNUH, yTBEepXIEeHHBIM IIpHKa3oM Munsnapasa Poccun
ot 05.04.2013 Ne 196H.

IIpunoxenue: Ha 39 1. B 1 3K3.

PyxoBogurens M.A. Mypamixo
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Ten : 007-495-721 1404
Qaxc: 007-495-721 14 12
E-inail: info _sussia @bla-rad com

Ort: Pyxoroparess oTAeNa Ka1eCTsa K HOPMATHBHOTO Ty MpOBaHHT
00O «Bro-Pay JlaGoparopra» I'prmmamoir A H.
Appec: 105064, r. Mockea, Hwxamii Cycamsasiit mepeynox, KoM 5, crpoerne SA

Tenedor: +7 (495) 721 14 04

Hex. 6711 or  22.02.2017r.
HrdopManmorEoe M#CMO: yBeAOMACHHEE O Xa1eCTRE

Yn:pem XIHeHT!

Baxsmoe YBCAOMAERHE O KAIECTBE HI3ACAUS
YECROMACHHE 0 XOPPEKTHPYIOIIHX MEPOXPHITHAX

Buo-Pap naSoparopns, Liquichek Diabetes Control.
Homepa no xavanory: 171, 172, 173, 172X 1 291, 292, 293, 292X
Homepa xouTponbueix napruit: 38530, 38540 u 38530V

== [lannee yoedoRnenie npeonaInaseno ‘%‘ Koleunmx nexsioedinenci Oanmieomu. o
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Homepa OCHOBHLIX NapTUit
YpoBHM

Homepa no xaranory

Npobnema

Mcnpaenennsie rpebosanun

E@ CyuscTamane mueHerms

20 ¢pespans 2017

AOMMHICTPATOP, PYKOBOAWTETL MITM AUMPEKTOP KNKHUYECKOH naGopatopuu
Liquichek Diabetes Control

38530, 38540 u 38530V

1,2, 3 » MiniPak

171, 172, 173 n 172X
291, 292, 293 1 292X

Mu 0BHapyxim, YTO 3Ha4eRus, yxasaiHeie ana Hemoglobin A1C, moryT
nocTeneHHo yxymumbca B TEYSHUE CPOKa TOAHOCTU AaHHLIX NAPTWA nspnenuit,
B vHCTpysamo no npmueueﬂmo 6uino gobasnexo ONPAHUYEHUE ans
Hemogiobin A1C, yKa3aHHOE HUXE BLIZSNEHHLIM TEKCTOM U XXPHLIM
wpucToMm: i

TR = =T = T

Bce npoune 3aneneHHse XapaKkTepucTikK AaHHbIx napTui Liquichek Diabetes
Control He nasennnnuch.

Ucnpasnensble RUCTPYKUKK WHCTPYKLIMA O NPMMEHEHUIO, B KOTopbie BrilioueHo Hosoe OTPAHUYEHME,

10 NPUMEREHNRIO
OTAEeNnbHbLIX NAPTHIA
Mephl, koTopbie
HeobxoRuMO NPUHATL

Aoctymibl Ha BeG-caiire hitp://myeinserts.qcnet.com.

. i, neobxomumo Gyaer nosTopHo onpeaenuTb naGoparopHoe
ROBAHNE W AMANA30HE JOMyCTUMBIX 3havennih ans HbAIC B
TewsHue Cpoka roiHOCTH UaREIMA.

» [loxanyiicra, ckaualiTeé WCOPABNEHHYI0 BEPCHI0 WHCTPYKUMM o
npumeHenwio  Liquichek Diabetes Control Ha  Beb-cafire
hitp:/imyeinserts_ qcnet.com. Ymnusupyiite ece npeibigyume sepcuu
MHCTPYKLMA' N MPUMEHEHWIO AdHHLIX NApTWiR M3genws, KOTopbie
wmeloTca B Baweit naGoparopuyu, M 3ameHuTe KMX ACNpaBneHHOR
Bepcued.

«  OrnpaBbre KOMNAHWM 10 (DAKCy 3aNONHEHHYI0 COOTBETCTBYIOLMM
nabopaTopHbIM NEPCOHAN0M NpUnaracmyio opMmy NOATBEPRAEHNS



B IO ,RAD 000 Bwo-Pag PO - 117105Mocxn Bapwascxoe wocce. pom 9, o1p. 1E
g g ) Nlaboparopmu Lofrxaap yQaxTypa 1867"
Ten : oo7-495-m1 1404
Daxc; 007-195-721 14 12
E-mail: info_russia @bio-rad.com

nony4eHWs 4aHHOro YBEAOMIEHUR B UEnsxX NOATBePXGeHUs TOro,
uyto Bbl nonywanu HacToswmMil AOKYMEHT M ocBegomsieHs! 06
u3aMeHeHnsax crabuncHocTv.

Cesokurech C OTAENOM TEXHUYECKOW noaAepXKu KomnaHmn «bno-
Pan» no apgpecy anextpoHHOi novtsl Diag_support_rcis@bio-
rad.com, ecnu y Bac Bo3HuKnM kakme-nubo TexHnyeckue BONPOcH B
OTHOLWIEHNN HACTOALLEro YBeAOMANCHUA. VIHEIMU METOAAMU NONYYeHUA
MHCTPYKUME no  npumeHenMio Bbl  MoOXere BOCHOL30BATLCH,
CBR3aBLUMCH C NpeacTasuTenbCcTBoM Buo-Pag NaGoparopus B Bawem
perunoue.

Bnarofapum Bac 3a TepneHue U NpUHOCUMM CBOM M3IBMHEHMA 3a miobble HeyRobCTRa, KoTophie MOrnm y Bac

BO3HMKHYTL B CBA3N C AaHHBIM YBEAOMIEHUEM.

C yraxenuen,
PyxosopHTeNS OT/ACN2 KATECTBRA

H HOPMATHEHOTO PeTyNHpOBIHHMS - A7
00O «bmo-Pax Jiaboparopam» _ PR \ | Efecrea AW

‘ Bl RAD
L shoratont»

VTOTKEFIT
1. Baamx ang oTBeta KrHenTa Ha 1 racre. o
2. HErctpyxmus mo opasmenermo (nor Ne 38530) #a 18 mucrax.
3. Haucrpyxuus no nprMeReRRI0 (nor Ne 38540) ra 18 nncrax.



Tpynna knunudecxoil duazHocmuKy
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o Tenegbon: (949) 598-1200
«Buo-Pagy www.bio-rad.com/qualitycontrol

I'Io.q'rBep»qquue noJiyyeHnsa yeeaomMmreHus o kayecree ngenus

Liquichek Diabetes Control

Homepa no karanory Homepa napTuit
171 38531, 38541 (koHTponbHas naptus: 38530, 38540)
172 38532, 38542 (koHTponbHag napTus: 38530, 38540)
173 38533, 38543 (koHTponkHasn naptus: 38530, 38540)
172X 38530, 38540 (xoHTponbHas naptusi: 38530, 38540)
291 38531V (koHTponbHas naprus: 38530V)
292 38532V (koHTponkLHas naprTust: 3853OW
293 38533V (koHTponbHas naptus: 38530V)
292x 38530V (koHTponbHasA napTus: 38530V)

YBaxaembiii pyKOBOAWTENL/AVPEKTOP KNMHIuMecKoi naGopatopun!

Moxanyiicra, 3anonHure opMy HWXE 1 OTNpaBbTe €e MO 3INSKTPOHHOW MoYTe NPeAcTaBUTeNto KoMnaHuu
«buo-Pag» B Bawem pervoHe. Ita uHopmauus Heobxoauma Haweld KOMNaHuu AnNA Toro, YTobbl yGeautbes
B TOM, 4TO B! nonyyunu aaHHoe yBeaoMIieHNe.

Bnaroaapum Bac 3a yaeneHHoe BpemMsl U COTpyAHU4ecTso!
u} A osdakoMuncy € ungOpMaLMeir B YBEAOMASHUWM O KadecTse W3AenNus/yBeaOMIeHWn o©

KOppeKTUpYIoILMX MeponpusTusax B oTHolteHun Ligquichek Diabetes Control u BuinonHun mepsl,
NpeAycMOTpeHHbIe MHCTPYKLIMAMYU koMraHuu «Buo-Pagy.

a Lannoe coobuienune He NPUMEHUMO B CBA3U C:

o [MpekpaweHnem ucnonb3oBaHus napruu(i)

o WHoit npuduHoi (noxanyiicta, yxaxuTe)

Hmsa nonbsosarens:

®. U. O.nognuck pykosogwTens, NOgNUCaBiierc AanHyto dopMmy:

Aapec:

Homep Tenegona/dakca:

Homep cueta knueHTa. ---

FAR 2017-01
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Liquichek™ Diabetes Gontrol
Levels 1,2 and 3

171 Level! 6x1ml
172 Level2 6x1ml
173 Level3 6x1mL c € IVD

172X Trilevel MiniPak 3x 1 mL

Level 1 38531
38530 Level2 38532
Level 3 38533

g EXP 2019-02-28 LOT
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INTENDED USE

Liquichek Dizbetes Control Is intended for use a5 an assayed quality control material to monitor the precision of kzboratery tasting proceduras
for the analytes listed in this package insert.

SUMMARY AND PRINCIPLE

The use of quality control materials Is indicated as an cbjective assessment of the pracision of methods and techniques In use and fs an
Irtagral past of good taboratory practices. Thres levels of control e avallable to afiow performance monftoeing within the cimcal range.

For customers in Germany: Quality contro materials are required for Intha “Guideline for
Quallty A of Medical Y following the German Medical (Rif-BAK
REAGENT

This product Is prepared from human whole blood and contains preservatives and stabilizers. The control Is provided In fiquid form
for convenience,

STOHAGE AND STABRITY

This product wikt bs stable until the expiration date whien stored unopened at 10 1o -70°C. The control may be stored unopened at 2 to 8°C
for 6 montha, bk shoukd not be used past the explraticn dats tnota the data relfrigerated temperature storags begins). Once the contro! &8
openad, all anaiytes will be stable for 14 days when stored tightly capped at 2 16 8°C.

Onca thawsd, do not refreeze the controk; discard the rematning material.

This product Is shipped under frozen conditions.
PROCEDURE

This product should be treated the same as patient
of reagent being used,

Betors sampiing, aflow the control to reach room temperature (13 to 25°C) and swirl gantly to ensure homogenefty. Promptty replace the
Stoppes and retum to 2 to §°C stosage after each use.
Dispose of any d matertals b with the

and un i with

the kit

i your local wasts In the event of damags

to packaging, contact the local Blo-Rad Laboratories Sates Office or Hlo-Rad Laboratorles Technical Services.
UMITATIONS
1. This product should not be used past the expiration date.
2. ¥ thera is evidenca of microbial contamination or excassive turbidity in the product, discard the vial
3 mmmumtmmtummmm

msm
Thnnmnvaluuwmahﬂisunmvmadamedhnmmnﬂwsmmmwmmmmhnaprmmemmmdm
by the and/or using reagents and a represantative sampling o

this fot of control, Individual laboratory means should fall within the cormesponding acceptable range; however, laboratory means may vary
mmekudnmummemumuwmwwmrnmwbmhboram«amybemdbydlm'uah

DEUTSCH

VERWENDUNGSZWECK

Die Uquichek Diabetes Control fst eine Qualitats
mit. n.

ETNLEITUNG UND ZUSAMMENFASSUNG

Die Verwendung entsprechender Kongofimaterlafien dient der objektiven Beurteltung der Qualitit von Im Labor durchgefiivten
Unttersuchungen und Ist ein unerifissficher Bestandte!t der guten Laborpraxis, Die drel Leve) dieser Kontralla ermdglichen efne umfassende

fir die

der in dieser F

Quafttit iiber dan kilnisch Bereich.

Fiir n fir dis der Labtungsﬂh]qken sind Qualititskontrolfen gemédf der ,Richtiinle der
zur Qualttitssl Ril-8A)

REAGENZ

DlesesPt ]

fliissig und dadurch sahe einfach In der Anwendung.

LAGERUNG UND HALTBARKEIT

Dieses Produkt Ist bis zum angsgebenen Haltbarkeitsdatum stabil, wenn es ungedfinet bef ~10 °C bis -70 °C gelagert wird. Die Konfrofie
kann ungeliinet bel 2-8 °C 6 Monate aufhawahrt werden, solite jedoch nach Ablaid des Haltbarkaitsdatums nicht mehr verwendet werden
(Datum des Beghns der gekOhiten Lagerung natieren). Nach dem Offnen der Kontrotts sing afle Analyten 14 Tage stabil, sofem dis Kontrotis

dicht bet 2-8°C wind
Dia Koetrofle nach dem Aultaven nicht emet einfrieren; restiiches Materfal varwerfer,
Dieses Produkt wird tiefgefioren versendet.
TESTOURCHFOHRUNG
Das Produkt ist genau wie eine F 2] und In Ot mit den des Gerdte-, KR- oder
Reagenzherstatlsrs anzuwenden,
Die Kontrolle vor ¢liner Probe {18-25 °C) eneichen lassen und vorsichtig durchmischen, um die Homagenfiit
sicherzustalien, Dis Kontrolle nach jedem Gebrauch sofort wiader mit dem Stopfen und bel 2-8°C
Die Entsorgung after Abfafle Ist nach den geRenden Oitiichen Fatts dle Vel beschidigt ist, nehmen Se
bitte Kortakt 2ur Blo-Rad-Niederlassung aut.
EINSCHRANKINGEN
1. Dleses Produkt nach Ablauf des Hal nicht mehr
2 Bel einer oder elner starken Triibtng st die Kontrolle zu verwerfen.

3. Dieses Produkt ist nicht zurVuwend\m als Standam mlunn

Mitt tiir dless Dis

wurden vom HarsteSar und/oder von unabhéngigen Laboratorian mit vom Herstetter unterstiltzten Reagenzten durchgefitut,

wammmmﬁmnsmmmmmmmmmm
mmmmmbmnwmmwmmwuuwmm
Refer to www.qcnet.com for nsert update information.
SPECIFIC PERFORMANCE CHARACTERISTICS
This product 13 a stabifized fiquid product manutactired under rigid quality control standards. To oblain consistant vial to vial assay values,
the controt requires proper storage and handing as described.
LR Sigaificant changes are highighted

mmummmuﬂwsnmumnmmmeammnhnnuwmmwmwmmmmm
Alzeptanzberelch Fegen; die tatsichiich erzietten Wects kinnen jedoch wihend der Lebensdauer dieser Kontrofle von den angegebenen
Z!mmabwemn.nwelduuwm im Laufe der Zeit und 2wischen L sind

Gerdte und oder aut Modifikationen der vom Hersteller angegebensn Testmethoden zurlckauitiven, Jedem
I.mxwtrdsmphhlen eigene Mittetwerte und Akzeptanzbereiche zu ermitteln und die aufgefihten Werte nur ais Richtwerte zu betrachten.
Akiualisierto Ziatwerttabelien findén Sie km lnternet unter www.qenet.comyde.

SPEZIRSCHE EIGENSCHAFTEN
Dlesesf ist NGssiges? CQualitits Um

ven f muss die Kontrolle nmmm getagertund wia umqeben gehandhabt wercen.
€18 Wichtige A sind tartich

Usedy Lot Numbe Caution, Consult Accompanying Documents Maudactursr se
b-sto-Dagn Versancter bis (LLHM-TT) Chagan-t, Achtung, Gebraehmanwelsng Hersheter Beschie
- . - ’ Afttion, consfler les dozrants jints Fanccat Conautar ta
o o AAME0 Aerione, cansultys Prkitory ooty
Unar bt f (AAAA-MA-525 Nimero de ko ‘Advartecia, contauhe los cocunerkas inchidos Faicants
Ul akd {ALAA-WEA-O0} i Ao, favicats e
2 Anving e AR 994001 Satuamer 00 S meciitionde aokumamt Tiverars Auierzanad repesantant
Kaiogre. Anvend tar (ARKR-b-DDY rSe Podcect
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Liquichek™ Diabetes Control, Levels 1,2 and 3

FRANGAIS

UTILISATION

Liquichek Diabetes Control est un produit Hiré de contrtle de la qualité permettant de surveifier la précision des tests réalisés en iaboratoire
pow les analtytas dont a liste figure sur cetis notice,

INTRODUCTION ET PRINCIPE

Lutifsation de produfts de contréle de ta qualité est indiquée pour evmuer dahz;oncb]uﬂivelaprécls!on des méthodes et des technigues

utilisdes et fait partls intégrante des bonnes pratiques de afin ds parmettre un contrdle de
12 qualité sur Pensamble de ta plags do vateurs cliniues.

Pour tes chents en Allemagne : Des prodults ds contrdla de qualitd sont pour I'é des d
comme décrk dans I - Directive pour la garantie de fa quallté des tests mé de seion | Médicale Alemande »
{reglement de Ril-BAK).

REACTIF

Ce produit est préparé & partir de sang total humain et contient des agents conservaleurs et des stabilisants, Le contréle est foum! sous
forme Hquide pour un empiol plus alsd,

CONSERVATION ET STABILITE

Ca produft restara stable usqu's ta dats ds péremption en flacon nan ouvert et consarvé entre <10 et -70 °C. L contrble peut Stra conservé
non ouvert entre 2 &l 8 °C pendant 6 mols, mals ns dolt pas dtre uiflisé aprds (a date de péramption (relever [ date du début de la
conservation A la température da réirigération). Une fois le contrble cuvert, tous les analytes restaront stables pandant 14 Jours en flacon
convenabiement fermé et conservé entre 2 et 8 °C.

Uns tois I8 contrble décongetd, ne pas ls recangeler et éliminer fs prodhult restant,

EsPAROL

USO INTENCIONADD

quuhheknhbetesmolﬁmunusolmwwm como material valorado para el control de la calidad y can el fin de supervisar ia
precisidn de da andlisls del y para los analitos que se enumeran an asta prospecta,

IIITROOUCNOH Y PRUNCIPIO

Blusode ma‘tma!upafaalcwmdehcaﬁdadmmmmhmmdﬁnmpﬂvadeuprmmhsmﬁwuﬂastm
uso, y forma parte integral de las buenas précticas del laboratoria, Existen tres niveles de control para permit supervisar el funcionamiento

dentro del rango ciinica.

Para los clentes en Alemania: Para evaluar ef es material para el control de {a calfdad, tal como se
describe en a “Directriz para elwmldehwldaddelnsmde faharatoras médicos sagin ta Asoclackin alemana ds médicos™
{directriz Rili-BAK).

REACTIVOS

+Este producto estd preparado a partlr de sangre humana y confiene consarvantes y estabilizadores. El control sa suminista liquida para
mayor comodidad.
CONSERVACION Y ESTABILIDAD
Este producto permanecerd estable hasta la facha de caducidad, skempre que esté almacenada sin abrir a una temperatra entre
-10 ¥ -70 °C. £t control puede almacenarse st abrir entre 2y 8 °C durants 8 meses, pera no debe utifizarse después de ia fecha de
caducidad gancte la fecha en que comenzd el almacenamiento refrigerado). Una vez ablerto el control, sl s almacena bien tapado entre
2y 8 °C, todos los analitos permanecerdn estables durante 14 dias,
No wuelva a congelar el contol una vez descongetado. Deseche &) material sobrante.

Ce produit est expédid congeld. Esta producto se transporta congelada.

MODE OPERATOIRE PROCEDIMIENTD

Ce procult doit &tre traitd comme les échantlions de patients, t Tapparet, 18 kit ou @ réactf utlisé, Este producty dabe tratarse de la misma farma que tas Mmuestias de pactentes y debe ser ensayado conforme a tas nstrucciones incluldas
Avant uttiisation, amener Is contrdle 3 la température ambiants (antre 18 et 25 °C) et > en imprimant un léger de  conell kit 0 reactivos utiiizados.

rotation au flacan. Aprés chaque utifisation, remetira rapidemant ia bouchon et consesver entre 2 et 8 °C.
Tout ddchet doft Atrs &limind conformément aux réglementations locales relatives au Yaitement des déchets. Si le conditionnement est
endommagé, contacter ls service technique Blo-Rad jocal,
LUAITES

1. Na pas utiliser ce procutt aprds la date de péremption.

2 En cas de contamination microblenne ou de trouble excessif du prodult, éliminar i flacon, .
3 Cepmdunnestpaumwmenuﬂlsowmmuéhm

AL TG T T LR 0000 S T R W L el oo 5 0 o i 0 0 MU,
DETERMTM‘VALEIIIS
Les valeurs moyennes indigudes sur cette notica ont étd détarmindes 3 partir d*analyses répétdes et concernent spécifiquemant ce lot de
produtt. Les essals indiqués ont #td réalisés par (e tabricant et/ou par des laboratoires indépendants 2 Ialde de ractifs acceptés par le
l#waumédmmmaeméwﬂdecehtdemﬂh Les moyennes cbtenues par un laboratolrs donné doivent se trouver
dans la plage ds valewrs i les obtenues par le laboratolre peuvent varier par rapport
mvaiemmmeapmnthmuhdmsdsmmmﬁhmvaﬂxﬂomcmslenmpsﬂmmmmmwmmn‘uesldes
diftérences de méthodes, d’apparells ot da réactits employés par chaque faboratolre ou 4 des modifications de bk méthads d'anatyse
empinyée pa (8 fabricant. Il est recommands & chaque laboratolre d’établir ses propres moyennes et plages de valeurs acceptables et d¢
o'uthiser les valeurs fournies qu'd titre indicatit.
Consufter le site www.qenet.com potr chtenlr une miss A jour de fa notice.

CARACTERISTIOUES

Ce produtt est un liquide stabitisé fabriqué selon des normes rigoureuses de contriie de la qualitd. Pour obtenir des résuttats reproductibles
d'un flacon & Fautre, e contrdle dok étre convenablement conservé et manipuld, tel que décrit dans catte notice.

£ Les it mis on dvidence |

fTAUAND

USO PREVISTO

I1Lquichek Diabetes Control & n materiate per I controtio df qualiss, dosato, formulato p ta del
di faboratorio per gll anafitf elencatl nel presente inserta,

SOMBAARIO E PRIGIPIO

Luso & materall per B controlio & quait & indicalo come oggettva defa
costitusce parte integrante defie buone pratichs di Per di le
cfinico sono disponibi] tre livetd dI comtrolia.

Per i clienti in Garmanta: s richledano materialt per ¥ controtio defla qualita per la come descritto
nudomrwm'Lheewluaperhualanztaaeuaoualﬂdeuleswnlsvnmnduamlmd!dhmmﬁalwlwuewmoclazlm
Medica Tedesca™ (Normativa Ris-BRK.

REAGENTE

Questo prodetto & stato preparato da campioni i sangue Intero umano e contiens conservant] & stabiftzzant. It controtio viens fomito in
forma fiquida per una maggiors praticita.

CONSERVAZIONE E STABILUTA

Questo prodotto 3 stablle fino afta data & scadenza s8 non aperto 8 fra =10 e -70 °C. ¥ controlio pud
mwmmmnmaz-c “C per 6 mesl, ma non deve essere usato oltre [a data dl scadenza {annotare la data d'lntzio della
Una volta aperto H controllo, tutt pfl anait sono stabili par 14 giomi quando il controlio viens

dianallst

¢al motodi @ delle tecniche nuso e
nefambito dl twtio Pintervallo

mmmmcnhmaz-s’c

Una voita scongedatn, nen ticonpeiare I controlko ed efiminare § materiale residun,

1 prodotio viene spedito congelatn,

PROCEDURA

Questo prodotts deve sssere tratato aflo stesso modo def camplon in esame ed usato
kit o ¥ reattivo In uso.

Prima dsil'uso, lasciare riposara il controllo a tamperatura ambiente (18-25 *C) @ ruotario deficatamente per garantire lomogenaith ded
contenuto. Richiders immediataments U flacans dopo ogal uso e riporio nel luogo df conservazione a 2-8 °C.

Eiminare eventiall materiali residul nel rispetto delle norme locall suflo smaftimendo def riffutl, Net caso di danni atia confezions, contattare
gii utfic! Bio-Rad o l'agente di zona.

de ke Istruziont ch [’

s

1. Non ysare § prodotip dopo Ia data d scadenza,

2, lncaso dl evidente o di sccessh ne! prodotto, eliminare i facone,

3. Quesio prodotto nan va usato come standard di riferdmento.

4. R A L T A T T e T e e e S A TR e TSR
ASSEGNAZIONE DEI VALORE

mhdmwhmmmummamuhmemqummdmm Lo analisi
elencate sono state effettuate dal e/ da lab mmmmmgummﬂﬂwmmaeduﬂwwmm
rappresentativa d) quasto lotto di contralla. Le medie di clascun Intesvallo di accettabilfth;
tuttavia | valort med! del laboratorto possono variare rispetto a quelll dichiarati per § periodo di valldia del presents controlia, Le variazion!
ne! tampo e fra laborator] possond essere causate da diferenze nelle metodologle, nefle strumentazion! 0 nel reagent di ogni laboratorio, o

da modifiche dat deve stabilire la praprie medie e { relativi intervalll dt accettabilita ed utitizzare |
valori pubblicat! sulf'inszrto solo come guida,
Consuftare [f sito Litper eventuall agg det'insarto,

CARATTERISTICHE SPECIRICHE DELLE PRESTAZION!

Questo & un prodottn tiquido stablitrzato preparato in base a rgidi standard of controlio della qualitd. Per ottanare una unlformitd sistematica
@i clauttat! ¢a flacona a Gacons, if controlio deve essece consarvato & usato corettamente, come descritts nell inserta.

B Ls modifichs importantd soss svidenziatel

Antes del muestrea, deJs que &l control aicance ta temperatura amblents (enire 18 y 25 °C) y ghelo en circulos con suavidad para garantizar
su homogeneidad, Tras cada uso, tipeto inmediataments y congérvelo de nuevo entre 2y 8 °C.
Elimine todo material desachable de acuerdo con las normativas iocales vigentas sobie la gestidn de resiguos. En &f caso da qus el smvoltorio
‘haya tufrido dafios, pingase en contacts con 12 oficina de ventas © coa ¢f Servicls tenico local de Bio-Rad.
UMITACIONES

1. Este producto no debe utizarss después de ka fecha da cadueidad.

2 Sihublese indiclos de contaminacidn micrablana o exceso de turbidez en af prodicto, deseche el viat,

3 Esupmductomesﬁpmﬂmmsuuﬂnzadowmom
'J 1| e

Asuaucmunevu.ones
Los valores medios que fipuran en este se apatir de la dn de andlisis y son especificos de este bte
del producto, Las pruebas fusron por ot 0 par que utifizaron reactives admidos por

ef fabricante y una muestra representativa de ests lote de control. Las medias da cada deben estay compy enel
comrespondiante rango aceptable, pero pueden apartarse da ks valores indicades mientras dure ests control. Las varlaciones 2 ko largo del
tiempo y entre laboratorios pueden deberse a diterencias en tas técricas det taboratorlo, su instrumental y sus reactivos, 0 a modificaciones
ttroducidas en el método de medida del Se que cada sus proplas yrang

y utificen o8 que aqul & proporcionan sélo como orlentaciin.

Pueds consultar s actuaizaciones de prospectos en ka pdgina web www.gcnet.com.
CARACTERISTICAS ESPECIIGAS DE FUNCIONAMIENTO

Ests &s 1n producto liguido establtzado que ha sido fabricado sequn las mds estrictas normas de control de la catidad. Para obtener valores
de ensayo cohierentss entre viales, sard necasario almacenar y manipular el control segin se indica.

T8 Los camblos significativos estin resattados.

PORTUGUES

uizagho

O Liquichek Diabetes Control destina-sa a ser utilizado como materfal da controlo da qualidade ensalado para controlar 2 precisdo dos
procedimentos laboratorials da aniilse para os 2nalftos fistados neste folhato Informativa.

SUMARIO E PRINCIPIO

A utifizagdo da materiais de controko da qualidade ¢ Indicada como uma avaliaglo objecthva da precisio de métodos e técnicas aplicadas
¢ ¢ parte integrante das boas priticas trés nivels de controlo para pennitk aferr o desampenho
dentro dos limites clinicos.

Para 08 cllentes na Alemanha A utitizagdo de materials de controla da qualidads & necessdria para avallagio do desempentio izboratnrial,
conforme descrito no documento *Directriz para o Controlo de Qualidade de Exames Médicos Laboratarials de acordo com a Assaciago
Médica Alemi” (regulamento Rill-BAK).

REAGENTE
Este procuto é preparado a partir de sangue total umeno com conservantes & establizadores. O controlo € fomecldo sob forma Houida
para makr comveniéncia.
ARMAZENAMENTO E ESTABILIDADE
Este produto permanecerd estdvel até a0 fim do prazo de vaiidade desde que seja por abitra yma de-10a-70°C
O controlo pode ser por abrir a uma de 2 3 8°C durante 6 messs, mas ndo devs ser utitzado para a¥m do prazo
de validads (ancte a data em que se Inicla o a Uma vez aberto 0 controlo, todes os analitos
permanecerdo estivels durante 14 dias desde que selam com a tampa apertada a uma de2a8GC
Depols da ter sldo descongelado, o controlo nfio deve voftar 2 ser congetado, elimine quafquer materdal restante.
Este produto ¢ enviado em congicGes de congelamento.
PROCEDIMENTO
Este produto deve ser tratado da mesma forma que 28 amostras de pacientes @ utifizado de acordo com as instrugbes que acompanham o
instruments, dispositivo ou reagente que estd a ser utiizado.
Antes de efactuar a recolha da amosta, permita qus o controlo atinja a temperatura ambiente (18 2 25°C) » abane suavements o frasco
para assegurar a homogeneidade. Reponha prontamente a tampa 6 voRs 2 armazenar a uma temperatura d 2 a 8°C apds cada utlizagia.
Eitmine todos os matertals fora de uso de acordo com a5 disposigdes kcals em vigor para a efiminagie de residuos biokdgicos. Na
eventualidade de observar danos na embatagem, contacte a Bio-Rad Lsboratorles.
UBRTAGOES

1. Este produtn ndo deve sor utiiizado apds o fim do prazo de validade,

2. So existr eviglnela de outurvag3o

no procto, elimine o frasco.

3. Este peoduto ndo deve ser Imlzade como pwao

VALORIZAGOES
osvalmsmédloslmpvmmmmmummdemmesmmemmmmmmdnummmmm
foram pelo o/t por elo 8 uma amosta

P
representativa deste lote de controlo. As mémas!aboratnﬂals mm;mmammummm acsitvels; o
antantn, as médias labaratortais podem vartar dos valores Bstados durarts o termpo de duraga deste controlo. Vartachies a0 loago de tempo
e entre kaboratsrios podem dever-ss a diferencas de técnicas, instrumentos ou reagentes, ou a modificagdes nas técnicas de teste pelo

que cada f 2s sugs pripriag médias e Emftes aceitévels 2 utllize 0s que sio fomecidos
apanas Coma gutas.
Consuits 0 sita www.qenet.com para abter sobre coes de folhetos
CGARACTERISTICAS ESPECIFICAS DE DESEMPENHO

mmmeummmmm&mmwmmmmmmmsmmmsmmmmmmmm
valorizagGes consistentes de frasco para frasco, o controk deve ser 0 descrita.

£ As altaraglies significativas estio reaicadas!




Liquichek™ Diahetes Control, Levels 1,2 and 3

SVENSKA

AVSEDD ANVARDNING

Liquichsk Diabetes Contiol 4r en analyserad kvalitetsiontroll avsedd fie kontroll av
analytar som anges | denna tipacksedet,

mmrmmomm

18 de

1 testfl 1

ar ndicerad for objeidiv utvardering av precisionen | anvinda metoder och tekniker och ingér | god
mwmm ontrolinivier finns tiflgangliga i kontroll ay uesundan inom det Kiiniska mitomradet.

Fr kumder § Tyskland: kravs for gen | "Riktinjer for
av ar enligtdettysh [ (RI0-BAX

REAGENS

Denna prodult & framstiild av humant heibiod och innehdlier g5+ och tihandahdfs |

praktisk vitskeform,

FORVARING OCH

STABIUITET
PmdmsnArsvamlnamunmnanwmmmMqlﬁmummumm-loun-m'ammmmmﬂuwwm
2~ B °C 1 6 minader, men ska inte anvindas efter vid vilket datum {Brvaring vid Kyiskipstemperatur pAbirias).
e att kontrollen Gppriats & samtitga analyter stabila | 14 dagar vid firvaring | tittsiutande forpackning vid 2 - 8 °C.

Nar flaskan har tinats f&r kontrolten ej &ter frysas utan resterande material skall kasseras.

Denna produd transporteras fryst.

FORFARANDE

Denna produkt skall behandlas pd samma sitt som patientprover och amvindas enligt
som amvands,

I.l:mtrmenuwﬂrurnstempaawns ~ 25 °C) och snurra sedan firsiktigt fBr hand sd att den blandas ordentiigt fre amvandning. Efter

g skt fla. firshatas och sittas tilbaka | kylfdrvaring vid 2 — 8 °G.
mmmhmmwmuwmmmmp:mmuaunmhmymmhmwmwwlrmm kontakta

¢ de t, kit och

nirmaste fies3ijn eller teknisk
BEGRANSNINGAR
1. Denna produk? sia e anvindas eftes utgangsdatum.
2. Vid tecken pd gler om &r mycket grumll skail flaskan kasseras,

3, Denna produkt & inte avsedd att amvindas som en standard.

i bl e 0 B LB 0 R U O oo N e RIS

1,110

TORKGE

KULLANIM AMAC!

Liguichek Diabetes Control, laboratuvar test prosediinerinin bu prospeldiiste Sstelenen anakter icin kesinijinin takip edimesi amaciyta,
doffestesi blinen bis kakite kontrol matesyal sfarak laRandmass igindic

OTET vE PRENSIP

P . " gt " %

il gk objeksf yapilmast Igindir ve
tyi laboratuvar uygufamalarmin aynimaz blr parcasmr Krinik aralikta netformansm takip eﬂﬂmeﬁlghugummdmm
Alreasya'dald wi i | “Akvan Tip Dene(¥nh kinde Tl Laborativar Incolermelesi Kalte Kontrol
Filany” F5-8RK dizentemes) kapsarenda agkban gekide defedendimest i, kabie lontrol mabzemeted gerekiidh,

REAKTIF

By {riin incandan akran tam kandan hazstaneng chup kosuyurn maddeter ve stabilizabirier kermeddedic. Kontral kabay lallanem amaciyla
stvi formda veriimekadi.

SANEAMA YE STAMR ITE
mww-:oh-rmmmmwmwmwm2|arcmmsay
sadansb, ancak son klanma tadinden shancis tarv not edin), Konbrol agiididan
serua, sbeca kapahp 2 a 8°C arasnda sokarsiindta thm anafitter 14 i stabl ebacaki.

Korntrotts ¢Bzdilrdkten sonva tekrar dondurmaym; kalans atin.

Bu iiriln donsmeg halde sevk edilic

B g ofan cihaz, KX veya reakiit ile biriks veslien alimatiasa uygun
Rumune almadan Sace kontrolin oda acakhjna (18 fa 25°C) selmesial bekiayin ve homajen hafe gebmesinl saiamak kin yavagca
Iarghen, Her ladlanndan sonea kapajs destal yedne tzion ve 2 a 8°C aasmda sakdayn.
Herhang bir atk malzemey! yere! atk ySnatimt yetkillerinin gerekierine uygun clarak atin, Ambalajda hasar oimas: durumunda, Bio-Rad
Labwatosles Sats Oisi veya Bio-Rad Laberatories Teknik Servial e iribata gegin.
SINIRLAMALAR

1. Bummsnnmummawwmalmalmllandmamahdm

PROSEDOR
Bu diriin hasta Gmekdec lle ayru ve
gahmimabeie,

[:E] 2. {inde mikrabiyal = ¥ agn dair bir pisterge varsa, flakon atn,
3. Bu e cha o

By

igar tekrar Gopiidiie. Listelenen testier,

NOMINELLA YARDEN

nammu&dmmmlmmduwmmmmmmmmm«mawmmam De
anglvna testema har uifdds av tiverkaren och/eiler g av reagens som stds av tiverkaren och
representative av dsnna A pédetemidma bér ligga o motsvarande acceptabla omrde;

Pprover
mmmmmmmmtﬂpwmuemmmmnmammmmmmmmm
wmmummumpammnmmmmmmmmms,unerpamnumw:vun

wﬁ-nﬂmﬂsnmﬁhmuﬂ&mm'ﬂm laberatuvaria tarafindan
mmmmmwmmmﬂmmmum laborativar
rtalarradas b kntrekin G ofi Jesterden farkd olabilic Zaam _

att varje faststifler sina egna medelvirden och acceptabla omriden och endast betraktar uehmmnwna
vardera som vagledande,

BesBk www.qenet com fir akiued bipacksedelinformation.
SPECIRXA PRESTANDAEGENSKAPER

Denna produid & en stabiliserad vitska som framstitls eniigt strikta For stat frin

mm“-mmmmuwmm&mmmm
il arahida e

incel bigher il t
SPESIFl PERFONANS Bze1 i Enl
B i, e kallle honkre standartia e iceibeiy stabitzs B st i ndic Flakendon Sakna Rtk test dofictar eid etmek Igh

amsmmm

flaska il flaska skall kontrolien fdrvasas och hantaras korrekd, eniigt anvisningama,
B Vitiga Sndeingar & maskaradel

DANSK

TILSIGTET ANVENDELSE

Liguichex {llabetas Controk er et afpravet il dgning af |
der er angivet | indtmgssedien.

RESUME 0G PRINCIP

for de analytter,

o umawmmﬁmmm\gu fvor preecise de anventte metodar ng teknikker e1, op det
er en ded af god Derertre s ydelsen kan iges inden for det kiiniske omrade.
nmwlwmmwmwuammummmnwmnemmum beskrevet { “Retningsiinjer for

for i int den tyske {Ril-BAK-vegles).

REAGENS

Dette produkt er fremstilet af hurnant fisdblod og og

form af prakiiske hensyn.

OPBEVARING 0G STABILITET

Detle produkt er hotdbart indtil udiebsdatoen, ndr det opbevares udbnet ved -10 tif -7o'c.mmrmtenammmm ubnet ved
2-8 °C 16 minader, man bar idce anvendes efter udisbsdatoen {notér datoen, hvor ved Efter
Sbning vit alle analytter vare hokibase 1 14 tags ved opbevasing med et hukket Big ved 2-8 °C.

Qptaat m3 Kke geniry matertale skaf kasseres.

Detts procuki forsendes | frossen tiistand.

FREMGANGSMADE

Kontroimaterialet leveres | fiydends

Dette produkt skal behandles pd samme méide som patientpraver ag anvendes (ht. de vefledninger, der faiger med det anverita bstrument,
szt eller reapens,

tnden skal (18-25 *C) og blandes forsigtigt for at sikre homogenitat. Luk omgdends
amputiea hmmmms&mﬁlw&quQ -8 “C.
Kasseret materiale skal Hvis er den iokale Blo-Rad

m«mmmwmmmw Lehoratories.

1. Dette produkt md §ka anvendes efter udishsdatosn.
2 Hvis des er tegn pd mikrobiel
3. mm.mwaulmmmn

elfer det er meget ukiart, skal ampullen kasseres.

nmmmwvmm

De middelvaerdier, der er trykt § denne indizgaseddel, blwudledlafumgua\awrou er spacifikke for datte produktiot. De angivne

analyser blev udiart af producenten og/eller uamhangige o og en

prave f detin tof af Mﬂwehdmhdalkﬂmdmmmmu

mferauumne.menhndngnnmlmnmmdammmemderlbbetafkomolmmmtmﬂdmmmldogkndhm
kan skyldes og eller modifikationsr | testmetoder fra producentens

side. Det anbetales, at labocatorier fastizgger deses egne og #der og kun betragter de medfwigende

vaprdier som veJladends.

Der henvises t o

SPECTRIOKE YDELSESEGENSKABERT

Detta produkt es en vasks, der e

hindteres som anvist for at give pltdefigs resuttater.

(T Vasentlige madsinges of treebavet)

korrekt og

under sirenge skal

3 Gnemil defigiiider vurgutanaughct

B&E

R
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A WARNING /7 Warnung /7 Attentlon // Avvertenza // Precauciones // Avlso // Varning // Advarsel // Uyan /f BaE &

ENGLISH

Biglogical source matartal. Traat as potenttally infactious.

Each whole blood donar unit used to manufacture this cordrol was tested by FDA accepted mathods and found non-reactive for Hepatitis B
Surfaca Amigen (HBsAg), antibody to Hepatiis € 4CV) and antibody o HIV-1/HV-2. This product may also contakn other human source material
for which thare ara no approved tests. In accordance with good kaboratary practice, all human source material should be congidered patentially
infectious and handied with the same precautions used with patient specimens.

Safety Data Shaet (SDS) avaliable for professional users on www.blo~vad.com.

DEUTSCH

Matsrial Als Infaktids 20

Jede zur dieser Xontrofle Voiibka-Spendereinhelt wurds mit von der amerikanischen Arznsimiielbshrds FDA
(Food and Drug C den getestet und als nicht-veaktlv beziigtich Hapatitis-B-Oberflichen-Antigen (HBsAg),

Antikirper gegen Hepatitis C (HCV) und Antikirper gegen HIV-1/HIV-2 befundan. Das Produkt enthiit unter Umstinden andere Bestandiela
humansn tiir de ketne existieren. tn Obereinstimmung mitden der gutenL

alle Materializn humanen Ursprungs als potenziell infeklids betrachtt und mit der gleichen Sorgfalt wie Patlentenproben betandelt werden.
Sicherhelisdatanblatter (SDB) stehen fnen Im intarnet unter www.bio-rad. com zur Verfigung.

PORTUGUES

Matarial de origem bicidgica, Tratar como

Cada oddiva de sangus total utllizada no fabrico deste controlo fol tastada pelos métodos aprovados pela FDA (Adminisrag3o dos Alimentos
8 Férmacas dos Estados Unidos), tendo sido considerada nlo reactiva em antigénios de superficle da hepatite B (BaAg), anticorpo da
hepatite C (HCV) e anticorpos HIV-1/HIV-2. Este produto também poderd materiais de is ndo gxistem
testes aprovados. De acordo com as boas praticas laboratorials, todo o material da origem humana deve ser consldnxb patenciaiments

infeccioss, peio que devers ser cOm as mesmas ySes utilizadas com as amostras dos pacientes.
Existam fichas da dados de saguranga {SDS} os utiizadores h em www.biprad,com.
SVENSKA

Matactat av b Skall som polentienit infekiyst.

Varje enhet halblod frdn donatocer som anvints tor framstilining av denna kontroll har testats entigt metoder och har visat
sip icke-reaktiv f4r hepatit 8 ytantigen (HBSAQ), antikroppar mot hepatit C (HCV) och antikroppar mot HIV-1/HIV-2. Denna produkt kan 2ven
innehAlia annat matariat av humant ursprung, f6r vitket gogkinda tester saknas. Enlfgt god laboratoriesed bdr ait material av humant
ursprung betraktas som potentielit smitiférande och hanteras enligt samma firsiklighatsregler som patientprovet,

Sk {S08) for finns pA www.bio-rad.com,

FRANGAIS

Prodult docigine A comme
Chague unitd de sang total provenart d'un donneuwr et utilisde dans fa préparation de co contriie a 6t analysée A laide de méthodes
wmwummmmmmmuu)mwmmmmunsgmmrmmussmfaceuemaams
(AGHBS) et les anticoms de Miépatite C (VHC) et du VIH-TAVIH-2. B est d'origine b

DANSK

Blologisk kildematerialo. Bor behandies som potantiel smitiekilde.

Hver donorenhed af futdblod, der er anvendt ved fremstilling af dette produkt, er blevet testet med metodet, der er gadkendte af FUA, og
ef fundet Kke-reakitv ovet for hepatitis B-overfladeantigen (HBSAG), antistof mod hepatits C (HCV) og antisiof mod MV-1/HN-2. Dette
produkt kan ogsd hdemmemdetmawlaiufmmnmndmhhﬁlmaarmmﬁumtzmlmemtemmlmmedqm

pouumwesnnsnmmmmmgmmmmmmsuuwmmmmmwmmm ber afle of human befragtes aom potentiel o9 e samme
e comms of avec jes mémes. que les échantifions de patiants. som patiantprover,

Una ficha da sécuritd (SDS) est & disposition des utilisateurs profassionnels sur |8 site wwyr.bio-rad com. Protessionelie brugere kan fA sikkerhedsdatabladet (SDS) pd www.blo-vad com.

ITAUANO TORKGE

Matarials df origins biclogica. Trattare come potonzialmente Infettivo,

Clascuna unith donators df sangus intero umena 1tillzzata per preparare questo controlio & stata testata mediante metodi approvati dalia FDA
8 risuttats non reattiva per I'antigens dl superficle deil’epatite B (HBsAQ), M'anticomo contro Mepatite C (HCV) e Ianticarpo cantro FHIV-1HIV-2,
Questo prodotto pud anche contnese altro materials & weiging umana per § quale non esistono procedure di dosagglo approvate. Secondo

Diysduiik kaywalds ssadde. Patavisiyel bulagucs slarak muanels edia.
Nmimu her bir tam kan dendr birimé FDA tarafndan wmmumnmsmm
"im c‘nhvmm-m1mmm Buirin

le buone pratiche di laboratorio, twtti § matertall di origine umana devono essere considerati potenziatments infettivi, percid sl o
trattare questo prodotto con i medesima precauzionl adottats per | campioni del pazientt,
Schada informativa sulla sicurezza (SDS) ad uso professionale disponibe al sto wwsw.bio-rad.com.

ESPAROL

Matertal de origen biokigico. Maniputar como patenclaimsnie Infsccloso.
Todashsun!:haecdesamdsdonHMsMnummumgnhfmmdndammmuhanma!mmmémdeanarw:
aceptados por 1a FDA {agercla para all yseha que no contra &} antigenc de
superficls de 1a hepatit's B (HBSAQ), amwuhhmmcwﬂqyelmmdelm1NII2.Estaumuopumcumner
asimismo material do origen humano para ef que no existen andiisis homologados. Da acuerdo con las buenas précticas de! laboratorio,

todo matesial de origen humano ss debe y maniputar con tas mismas precaucknes que lag musstras
e pacientes.
La ficha de datos d d (SDS) estd para los usuarios en www.bio-rad.com.

mmmmmauﬁhmmwmm
** wak Gikdte abvemakde ve hasta Gk uyplanan
mmmnumm;.“uﬁnrmmadm

BEE

FRESEFAERIERATVET. TRAQEL. BROBRRSBECOLLT. ML AN DEBLTSRYMNEIL.
M2 B0 HBRE, HOVIE KK, BLUHV-1/ 2R HAREREFOARERR LRV TRUBI LTV NEORREG TWLT,
Lt REE IR RREACREOBRELKACTETINEICRLINTEVELA LAF>T. ZREETHROBS
GLPTRA FATOE MHERBRICEROE RE S BECOLL T T ATBLTRY BT RS,

RET—FL— (SDS) KOWTHL, disg Jp@bio-rad.com ABRUA DY,
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GLOSSARY _ GLOSSAR * GLOSSAIRE GLOSSARIO . GLOSARIO GLOSSARID ~ ORDUSTA © ORDLISTE

ARALYTES ANALYTE ANALYTES AL ANALITOS ANALITOS ANALYTER ANALYTTER
‘Hemogiobin A1C Himogiotin ATC Hémoglobine ATC Emoglotina A1C Hemogoda ATC Hemogiobina AIC Hamogiatin ATC Hemoglotin A1C
Hemogiotin ‘Himogdin émogobina Emoglobina Hemoglobina Hemogiatina Homogiohin Hemagiebin
TERMS BEGRIFFE TERMES TERMINI TERMINGS TERMOS TERMER ORDUISTE
Meeaa Mittahwert Moysnne Media Madia Wddra Uodaivitrds: Gomemsni
Range Bersich Plage da valeiss intervalo Rango Linhes Omride Onuide

Unite Einhatian Unids Urih. Unidades Unidacas Enheter Enhoder

METHOD

Methode // Méthode // Metodo /7 Método // Método // Metod // Metade // Yontem 7/ 81 i%

Level 1 - 38531 Level 2 - 38532 Level 3 - 38533 Level 1 - 38531 Lavel 2 - 38532 Level 3 - 38533
Units™ Meanr Range [Mean| Range Meﬂ Range [ Meanl Range |[Mean; Range |Mean| Range

HEMOGLOBIN A1G
Abbolt ARCHITECT cSystems K98 % § § § § § §
Abbott ARCHITECT cSystams (4P52 ) % | 489 | 391-587 | 039 | 751113 | 142 | 114 - 5150 209 | 240-358 § 701 | 633-950 | 132 | 106 - >140
Abbott ARCHITECT Systems (4P72 O % § § § § § [
Beckman Couller Al Systzma (EF B00359) % | 515 | 412-618 | ae2 | 769 - 13.5 | 144 | 115~ 172 |mmolmoi| 328 | 262 -394 | 815 | 653-079 | 13 | 107 = 10
Beckman Coulter Synchron UniCel DxC Series % | 547 | 437-856 | 103 | 825-124 | 154 | 123- 184 |mmoumol| 363 | 200 -435 | 893 | 71A-107 | 14 | 11517
Blo-Rad D-10 Dual AIC Program 220-0201 % A A A Py A a
Bio-Rad 0-10 Dual AZIF/ATC Program 220-0201 % A A A A A A
Blo-Rad D-10 Hemoglobin A1C 220-0161 % A A A a A A
Blo-Rad 0-100 HoATC % A A A / Y A A
Blo-Rad VARIANT I AIC Program 27021 01NU % a | A A A A A .
Blo-Rad VARANT I TURBO HBA1C Kt 2.0 270-2435 % A A ~ A a A
HamoCus HBATC 501 % | 510 | 409-611 | 020 | 737 - 110 | 130 | 104 - >140 322 | 258 -387 | 771 | 617 - 924 903 - >130
fopia Ciover Alc % | 520 | 417-623 | 050 | 769 - 115 J 134 | 107 ~ >140 33 | 267 -400 | 814 | 652 - 978 938 = >130
\nfopla Clover Ac Self % | 510 | 408-611 | 970 | 77~ 118 | 138 | 108 - >140 322 | 258 -387 | 825 | 661 - 989 955 - >130
Ortho VITROS MicroTip Serles (d%A1C AEF 6802314) % 5 § § § § §
Octha TGS MicroTio Secles $1BA1C DEF 6842905 % |52 | si8-sz | ass [ Im-119 110 - 510 BE | w09-403 | &5 | 675~ 101 956 ~ >130
Pointe Scienitic inc. Hemgiobin Alc H7545

Couter AU Systems) % 510 4.30 - 590 10.2 870 - 117 16.2 129 ~ 175 322 235 - 410 830 71.6 = 104 143 117 - 168
PTS A1CNOW+ % A A A A A A
Roche cobas ¢ Systems (Tina-quant hbA1c Gen2/Gen3) % 492 3.93 - 590 9.40 752 - 11.3 13.6 10.8 - 163 30.2 242 - 36.3 79.2 634 - 951 125 100 = 150
Roche cobes NTEGRA (Tina ) % | 528 | 422-833 | 667 | 774-115 | 141 | 13- 169 342 | 273-410 | 822 | 658-988 | 131 105 - 157
Siamans ADVIA Y Atc_3 % | 528 | 422-633 | 065 [ 772-115 | 136 | 108 - 163 342 | 273-410 | 820 | e56-984 | 125 | 987 — 150
Someas DA Sisics % |57 | az1-sn2 | e | 70115 | >u8 Ul | #3-409 | 85 | @&3-w9 | >138
Semans Series HB1C REF DF105A % | 580 | 432-648 | 985 | 788 - 118 | 137 ] 108 - >160 |mmoumal] 355 | 284 - 426 | 842 | 673 - 101 128 | 101 - >151
Siemens Dimension VISTA Systems HbAIC REF K3105A % [ 528 | 422-633 | 053 | 762-114 | 142 | 114 ~ >160 342 ) 273-410 | 806 | 645-967 | 132 | 108 - 5t50
TOSOH 67 HPLC Analyzer % | 490 | 450-530 | 880 | 81094 128 | 118 - 137 JmmoVmolf 300 | 280-330 | 730 | 67.0-720 | 117 | 107 - 126
TOSCH G8 HPLC Anatyzer % | 500 | 450550 | 920 | 828 101 | 135 | 122 - 149 jmoi] 310 | 280-340 | 770 | €0-850 | 124 | 112137
TOSOH STAA-PACK AT % | 450 | 320-590 | 850 | s590-110 | 117 | 820 ->140 260 | 140 -380 ] 680 | 440-940 | 105 | 700 - >0
Trinity Blotach Afftnity HPLC % A A A A A A
Trinkty Biotech Pramier 169210 % A a a mmovmal | A A A




Gerat // Appareil // Strumento // Instrumento // Instrumento // Instrument // instiument /7 Cihaz // 233

Level 1 - 38531 Level 2 - 38532 Level 3 - 38533 Level 1 - 38531 Level 2 - 38532 Level 3 - 38533
Units™ {Mean|  Range Mear¢ Range |[Mean| Range S ]Mean| Range |Mean| Range |Mean [ Range
ABBOTT ARGHITECT cSYSTEMS
ATC (2K9%6: gL § § § 18 § § §
A1C [2K96 Immunctirbidimetric) % § § § § § §
Hemoglobln, Total (2K96) L § § § oL § § §
BEGKMAN COULTER AU SYSTEMS
AIC (REF B0O36S) o | a A A oA A A A
Hemaglobin A1C (REF BOO3ES) % 505 | 412-618 | 962 | 769 -115 | 144 | 115 - 172 |mmoVmol| 328 | 762 -394 | 818 | 653 <978 | 134 107 - 160
Hemogiobin, Tota! (REF B00389) oL | 108 | 865-130 | 108 | 863 - 130 | 106 | 845 - 127 I 108 | 885 - 130 108 | 863 - 130 106 | 845 - 127
BECKMAN COULTER SYNCHRON UniCe} DXG SERIES
AC oo J o407 [ 0325 -0488 | 103 | 0825 - 124 | 156 | 125 - 188 oL | 407 | 325 -488 | 103 | 82s-124 | 156 | 125- 188
AIC % 547 | 437 -65 | 103 | 825 - 124 | 154 | 123 - 184 383 | 200 -435 | 893 | 714 - 107 124 115 - 173
Hemoglobin, Yotal gL | 113 | 903-135 | 115 | 920-138 | 108 | 665 - 130 oL | 113 | 903 - 135 115 | 920 - 138 108 | 865 - 130
ORTHO VITROS MICROTIP SERIES
Hesoegebin AL L WXAIC REF 5B02314) 1.3 s § § [ ] § §
AIC (F%A1C REF 6802314) % § § § § § §
Homegiotin, Total (FRASG FEF 6002314) o ] § 5 " § § $
ORTHO VITROS MICROTIP SERIES
AIC (HBA1C REF 6842905) ga. o419 } 0335-0503 | 107 | 0850 -120 | 168 | 133 - 19 gL | 419 | 335-503 [ 107 | 859-129 | 166 | 133- 199
ghitin AIC $BAIC REF 6842005) % S22 | 4i8-627 | am | 70119 110 - >140 d| 36 | 69-403 | 845 | 76 - 101 966 - >130
Hemaglabin, Total (HBATC REF 6842905) gL | 125 | 996148 | 127 | 101 -152 | 125 | 898 - 150 WL | 125 | %96-149 27 | 1o - 52 125 | 998 - 150
ROCHE COBAS G SYSTEMS
giobin A1C (Tinz-quant hoATC goL | o254 { 0203 - 0305 | aer7 [ asa1 - 082 [ 107 [ oess - 128 ot 1254 | 203-305 | a7 | se-an2 | 107 86 - 128
Hemogiobin AIC (Tha-quant hbATC Gen2/Gend) % 492 | 383-~590 | 040 | 752-113 | 136 | 108 - 163 1| 302 | 242-363 | 792 | 634051 | 1256 | 997 - 150
Hemogicbin, Total (Tina-quant NGATC Gen2/Gend) 9a | 84 | 675101 | 856 | 685-103 | 858 | 686~ 103 oL | 844 | 675101 | 856 | 685~1038 | 858 | 686 - 103
ROCHE COBAS INTEGRA
ghetin A1C (ina-grank Hemagtebia Alc) o | o4n | asrm—o5es | 105 [ os3-12 [ 164 | 131 -1 ot | a7 [ am-se | 105 | sa3-126 [ 164 | 131 - 197
AV (Tra-geant Alc) % | 52| 42-633 | 967 | THM-1s | 1 | 13- 168 M2 | 73-410 | @2 | 658-088 | 13 105 ~ 157
Hesaghoh, Total (Tig-quast Henoghobln Alc) W | 13t | #5-157 | 138 | 1a5-157 | 128 | 0k - 156 | 13 05—~ 157 | 131 106 - 157 130 104 - 156
SIEMENS ADVIA CHEMISTRY SYSTEMS
Hemeghin Alc_3 ol | 20 [ 18-200 T4 | 3s7-551 [ ss [ 507-775 | oot 1-297 | 4 | 3755 | 645 | st7-778
[ HemeghtinAlc 3 % [ 528 | a-63 | 065 | 772-%16 | 136 | B8 ~163 jomdwd] M2 | 273-410 | 820 | 56-9RA | 125 | 987 - 180
Homeghtas, Telsd HE_3) oW | 17 | aw-148 | 15 | e -39 | 17 | sy _ue | 117 | 32—t | 16 | ®R8—18 | 17 | $a7-140

FOOTNOTES /7 russnoten // Notes de bas de page // Note a pid pagina // Notas ai ple da pégina // Notas de rodapé // Fotnoter // Fadnoter /7 Dipnotiar // 9%

ENGLISH

(1) NGSP units = %; IFCC unit = mmoVmal

A Data Is not avaliabie at this time, Please inquire,

§ The data required to establish the means and acceptable ranges for this essay were not obtalned due to limited assignment
w&bmmmms n n tha Value Program for tis assay, please contact your local

& INTERNATIONAL USE OMLY - The following saction contains data for methods that are not avaflable for diagnostic vse in
the tried States.

PORTUGUES

(1) Unidades NGSP = %; unidads IFCC = mmobmol,

A Neste momento, niio hd dados dispanivels. Por favar, contacte a Bio-Ra! Laboratories.

§ 0Os dados necessdrios para estabeiecer as médias e o3 limites aceitivets para esta andtise ndo foram cbtides devido a uma limitada

de Se o sey el estiver em particlpar no Programa de Vaforizaghes para esta andiise,

contacte os escritdrios regionals da Bic-Rad taboratories.

& APENAS PARA UTILIZACAQ INTERNACIONAL - A sacqin qua S8 segue contém dados para métndos que ndo estio disponivels para
utifizag3o em diagndstico nos Estados Unidos.

DEUTSCH
(1) NGSP-Elnheitan = %; IFCC-Einhelt = mmolnol
A Daten 2ur Zet nicht verflgber. Bitte esfragen.

SVENSKA

(1) NGSP-enheter = %; IFCC-enhet » mmolmol

A Data g] titg3nglipa fr nérvarande. Kan erhdlias pd begaran.

§ DemmmwmwawmmmxcmMmﬁdmmmsmemanspamav

§ Fir die Ermittiung der Zielwerte filr diesen Test standen nictt - ittler 2ur l ist die Anzahl der
nicht um sichers Mittetwerte und Alzeptanzbereichs zu srmitteln, Falls thre
daran Ist, an 2kl ittungen iy diesen Test teflzunshmen, Sie bitte das -Team

thret Iokalen Blo-Rad-Niederiassung.
& NUA ZUM GEBRAUCH ALISSERHALB DER USA - Der folgende Abschaitt enthalt Zielwartangaben fiir Tests / Methoden, dis In den USA
nlcht fik dlagnostischa Zwecks erhdltiich sind.

FRANGAIS

{1) tmiés NGSP =% ; unitd IFCC = mmoVmol.

A Achmilement, les donndes ne sont pas disponibles. Pribre de <3 renselgner.

§ Les données nécessaires pour établir fa moyenne et les plages acceptables pour ce dosags ot pu &re recuellies en raison du
manque do participation des iaboratoires, Si votre laboratolre Soubalts participer au programm (élaboration des valeurs, adressez-
vous & votrs agence locale Blo-Rail

& AUTILISER UNIQUEMENT HORS DES ETATS-UNIS - La section sulvantte contient des donndes concemant des méthodes qui ne sont pas
dispanibles pour un Usage diagnostique aux Etats-Unis.

| programmet for faststllande av virden. Orm ditt avattdeMta |
fiir faststiitonde av nomineila virden wammwmnwam)wummamwswmmmmmmawmm
4 ENDAST FUR INTERNATIONELLT BRUK - Fatjande avenitt innehafler data Gr metnder sam inte & tilig3ngliga fir diagnostiskt bruk 1 USA.

DANSK

(1) NGSP-enheder = %; FCC-enthnmmeol

A Dataerikks pd tidspunkt, Kan

§ De ge data til g of ] ¢!
vaedititdeling s dit o | at deftage |
kontakte den lokale Bio-Rad-forhandiar,

@ KUNTILINTERNATIONAL BRUG - Feigende afsnit indeholder data tll metoder, der Bde er tigengelipe tl diagnostisk amvendeiss | USA.

TORKGE
(1) NGSP biriml = %; IFCC birimi = mmotml,
A 5o auk vl meul deiie Likks by dba,

for denne analyse kunne kke opnds pga, for kile deltagetsa |
af veerdies for denna analyse, bedes du

ITALIANO s natﬂmwnwmwmummw-ﬁmmm
(1) Unith NGSP = %; unitd IFCC = mmot/mol o byt Deder e yooc B P s Be b
A Atualment ron sora datl. S prega i . mummnum wmmmm&mwmmmu
§ ldaﬂrldiwpamirkalvmmewmmmmmmmﬂlﬁwréwmmamomnmjhﬂmuw:amdlum verller iarmeldediy.

Hmitata a questa sel

proprio
del valort per questo dosaggio, si rega di rivalgerst ati'ufficlo Blo-Rad di zona.

B%E

< SOLO PER USD INTERNAZIONALE - La sezione chs segus contiene datl per mefedi ad uso che non sono

negh Stat Lok

M B Ymoles,
A EXEBHERRCTPOAF IR AVERATLA BRITERVLE b (AR,

ESPAfiOL

{1) Unidades NGSP = %; unidad IFCC = mmol/mol.

A En esta momento no se dispone de datos, Consufte cualquler duda.

§ Debkio 2 la Imitada da, fo 58 los datos para calcular las medias y 108 rangos acaptahles para este
ensayo. S| su centro astd interesads en participar en el Programa de Asignacldn de Valores de estz ensayo, pdnganse en contacto con

& SOLO PARA USO INTERNACIONAL - El sigut do ta referents a métodos no disponibles para uso diagndstico

§ F-IRMETBHAVALCAREEF PLI>LL L. ERTOLRALFERTERETIAOCHHLT—IER
BJILHTRERAFRE RFRETRDVERE K4H-Tok  SHSMI—X (B TCTRELEN,
* REEATORBOI: XORIZ, RBLSISMERRCBARSAEWREEOT - IFAThTVES,




Liquichek™ Diabetes Control, Levels 1,2 and 3 A




INTERNATIONAL USE ONLY -
The following section contains data for methods that are not available for diagnostic use in the United S{ates. ¢

METHOD

Methode // Méthode // Metodo // Método // Método // Metod // Metode // Yontem // BiEi%
Level 1 - 38531

Level 2 - 33532

Level 2 - 3858

Mean l A_Ra}%e\\

Units™ [Mean| Range |[Mean{ Range |[Mean| Range SI™ [Mean| Range pilean l Range

HEMOGLOBIN A1C
ARKRAY ADAMS ATC HA-B160 (Ver. 4,00 /HA-8170/

HA-8180/ HA-6180T / HA-8180V / HA-8181 / e

HYBAID AH-8280 / HYBRID AH-8200 % 500 | 450-550 ] 930 | 840 -102 | 139 | 130-142 |mmovmet| 312 | 280 -3:43 | 781 [r09 - 4 128 | 119-137
Blo-Rad VARIANT It HbA1c Dual Program 270-2500 % A A A mmotmol | A A Dyl A
Bi0-Rad VARUANT Il TURBO HUATC Kt 2.0 270-2455 EX % A Iy A A A A
NSHON KOHDEN Celftac Chiemi HbATe % 520 | 450-59 | 980 | 840 - 112 121 < >130 333 | 288 - 3 717 - 958 109 < >119
SEXISUL NORUDIA N HbATe % | 441 | 353-520 | 859 | 687 - 103 § 132 | 106 - 158 |mmoVmol| 247 | 198 563 - 845 | 121 | 9.4 - 145
TOSOH GX Automated KPLC Analyzes % 502 | 462-537 | 619 | 845-98 | 134 | 124 - 144 mol| 314 | 283 - 708 - 831 | 123 | 113 -133
TOSOH G11 d HPLC Analyzer (STD Mode) % 483 | 444-517 | 890 | 819 -952 | 130 | 120 - 139 |mmomal| 292 1.0 679-737 | 119 | 109 — 128
TOSOH HLC-72368/ 63/ 611 % | 520 | 470570 | 070 | 870107 | 145 | 135 159 |mmoumol| 333 5 | 743-908 | 13 121 - 148
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Bio-Rad Laboratories comprehensive line of guality controls and QC data management solutions.
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Abbott Laboratosles, Abbott Park, Hinols
Akray, Kyoto, Japan

Beckman Couftes, ic., Brea, Callomia
Beckman Coutsr, iic., kving, Texas

Bio-Rad Laboratories, inc., Hercufes, Caltfomnia
Bio-Rad Laboratories, GmbH, Munich, Germany

HemoCue, Angethoim, Swaden
Infopla, Gysarggi-to, South Korsa
Nthon Kohdden Corporation, Tokyo, Japan

Pointe Scientific, inc., Canton, Michigan

PTS Diagnostics, indlanapolis, Indiana

Rocha Diagnostics, GmbM, Penzberg, Gesmany

HRoche Diagnostics, Indlanapolis, ngiana

Sekisul Chemical Co. LTD., Tokyo, Japan

Siemens Heaithcars Olagnostics inc., Newark, Delaware
Siemens Healthcare Diagnostics inc., Tarrytown, New York
TOSOH Biosclence Inc., South San Francisco, Califomia
TOSOH Blosclence knc., Tokyo, Japan

Ortho-Chtrdcat Diagnostics, A Jotinson and Johrson Company, Rochester, New York Trinity Biotach, Kansas City, Missouri

o

UMTED STATES, Blo-Rad Laboratorles

8500 Jaronmo Road, Irvine, CA 92618

FRANCE, Blo-Rad

3 boutevard

Poincaré

= Raymond
Bio-Rad 92430 Mames-&a-Coquetts
Laboratories Phona: (33) 1-4765-6000 / Fax (33) 1-4741-9133

Clinical
Diagnostics Group

8500 Jeronimo Road
Mvine, California 92618
5009 854-6737

FAX (943) 598-1550
bio-rad.com/quaktycontrol

Tachnical Sesvice:
300} 854-6737

Australia, 50-Fad Laberiories Pty. 15, Laval 5, 446 Victuria Road, Gladenylie NSV 2111 » Fhone 61-2-8914-2000 « Telefax 61-2-5914-2858
Ausiris, Bo-Rod Lsbeoraiedes Ges s b M, Huwmelgesse 883-6, A-1130 Vienns « Phono £3-1-877-8501 » Toleton 43-1-876-5628

So-foad S AN glaan 3, DE-3146 Tarwe - Phoe +32 (§710-53-C8  Telefax +32 (3710-53-01
MWMMMMMM&M 100, Lagos Sanky -~ MG, CEP: 33460-008 » Phoae +55 (11)3638-6500 + Telekux +55 {31)3689-6611
Caneda, Blo-Red L dal, Québec HOR 2E9 = Phone 1-514-338-4372 » Telofau 1-514-339-4415
Chiaa, Fo- 2o, By E; Poly Plaza, Pudong Shecghai, FRC 200120 « Fvoree 85-21-81608500 » Telefer 85-21-61598599
Casch Bl sea., Nad lﬂ!ﬂ' W“W“MWW-WWZ‘Y—#M

Bio-Rxd L. Symbion F DK-2108 Copenfiagws Exst  Phrone 1+45-4452-1000 « Telefax +45-4452-1001

Prck,
Rindand, Sio-Rad Laboratodiss, Lionsehesrarizde 18, FIN-00850 Heleinki » Phione 358-9-884-22-00 » Telefax 358-8-7587-5010
Frasce, Bio-Rad, 3 bouleverd Raymond Poincard, $2430 Mamea-la-CogueRte = Piong 33-1-47-85-65-00 » Talefax 33-1-47-41-91-33
Sio-Rad L 164, D- uich © Phone +43 (385-313-340 » Talslax +43 (5580-310-84100
Groece, Bio-Fed Labomiodes M EPE, 2-4 Mesogeion Street, Fouth Floor 115 27 Athens » Phane 30-210- 1774396 = Telifax 30-210-1774378
Meng Keng, Sio-Rucd Paciic Lid., UnRt 1181, 11/F DCH Commercial Centre, 25 Viethinds Road, Quasry Bay » Phone 852-2789-3300 » Telelax 352-2789-1290
Nungery, Bio-Rad Hurgary Lid., H-1082 Budspest, Fuks street 47-53, Hungeery » Phone +36-1-458-6100 » Telelax +36-1-459-6101
Bvl¥e, Bio-Rad Laboratories fnta) P. Lt Bio-Fed House, 8597, MﬂgVMPﬂBOMGml,Im :2015-%-1500-1»1224 Telefax 91-7124-2396135
Toletnz 972.

Japan, Bia-Rad Laboraiodes KX, Tervae Cactral Towor 20F, 2-2-24 Higashi-Skinagsua, Shinagawe-lcs, Tokyo 140-0002 « Phone 81-3-6361- » Tolafam §1-3-5463-2481
Kuran, 8o-Rect Korea LI, 10 Foocs, Hyuauk Bulding, 832-41, Gangnem-gu, Secul 135-080 » Phone 82-2-3473-44960 » Tolefay 82-2-3472-1003
Meulce, Bio-Aac, SA, Avecita Evgeréa 187, Pao 10-A, Col. Nervarie. C.F. 03020 Masico, D.F. » Phone +52 (55)5498-757D « Telefax +52 S531107-7245
The Netheriands, fio-Recd L abocatories BK, -8, 3905 KV = Phons +31-318-540806 « Taletax +31-318-542216
Now Zeoland, Sio-Rad Naw Zealand, 138 Bush Road Unil B, Albeny, Aucklind = Phong 54-8-415-2250 « Takwko: 64-9-415-2284
Nerway, Bio-Rad Laboratodes, Nycalsveien 33, 0484 030 © Phone +47-23-38-41-30 = Teletax +46)8-6551-2700

Polpnd, Do Spze0, Stz 3, 02-106 Yhwsaw » Phons 48-22-3319000 « Tainlam 48-22-33 19043
WMML&»WWMMMMB Fraccdo 98 Aragide 26714-521 Amadors o Phone 351-21-472-7700 ¢ Telstax 351-21-472-7777
Russia, Bio-Ract L 137105, Russie: Mascow, si, 8, Bidp, 18 » Plons +7-435-721-1404 « Tolelax +7-495-721-1412
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17 Liquichek™ e
Diabetes Control Diabetes Control

d >3§§§$ne§§ w migénﬁaana%.gg_.
Contrdle de dlabbte tiré de sanp total humain. Contrile da dizbite titré de sang totad humain.
Controllo del diabete formutato con sangue umano intaro, Controflo ded diabete farmutato con sangue umano intere.

Sangre control humana total valorada para diabetes,
Um controko ensalado da sangus tota! humano para a diabetes,
En snalyserad diabeteskortroll av humant heiblod.

$Sangre control humana total valorada para diabetes.
Usn controlo ensafado de sangue iotal humano para a diabetes,
En analyserad dlabetaskontroll av humant heiblod.

6x1mL En analyseret diabeteskontral af humant fukibiod. 6x1mL En analyseret diabeteskontrol af humant fuidbiod.
" (01)00847661000839 -10°C 2% (01)00847661000853 -10°C
@ (17)190228 .ﬁ\. @ 38531 2 (17)150228 @ 36533
 aossat (€ [WD) (B A -70°C &dor 2019-02-28 g opess (€ (Vo [ A -70°C SJEXP 2019-02-28
UNITED STATES, Slo-Rad Laboratories FRANCE, Bio-Rad, 3 boulevard Raymond Poincacd, UNITED STATES, Blo-Rad Latoratories FRANCE, lo-Rad, 3 boulpvard Raymond Poincar,

9500 Jeronimo Road, rvine, CA 92618 EE 92430 Mames-la-Coquelty
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i u

Level 1 - Lot 38531

; Ll

| i

: i
. .

Level 2 - Lot 38532

9500 Jeronimo Road, Irvine, CA 92618 EE 92430 Mamas-fa-Coquetts

Level 3 - Lot 38533

LU L

Exp. Date: 2019-02-28

172 Liquichek™ A
Diabetes Control

A human whois blood assayed diabetes control.
Voltblukontrofie frumar) i Diabetestests.

Contrdle de diabéts tiré de sang total humain.
Controfo dal diabats formulato con sangus umano ntero.
Sangre control humana total valorada para dlabetes.
Um controlo ensajado de sangus total humano para a diabates,
En analyserad diabeteskontroll av humant hefblod,

m X a a—. En analyseret diabeteskontrol af humant fidbiod.

" (01100847661000846 -10°C flor) 38532
£ (17)180223
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Liquichek™ Diabetes Gontrol

Levels 1,2 and 3

171 level1 6x1mL Level1 38531
i mm (€ Zov won
173 Level3 6x1mL Level3 38533
172X Trilevel MiniPak 3x 1 mbL
ENAEIKNYOMENH XPHIH EKXQPHIH TIMON
Q uap Unulchekl'“* Control ﬂmmmummonuévombmm Owéoectvéqnwavuypomotonnpévévemnpoﬂlwvmémmmwtm
EAéyxou Yo TV Ttap Jﬂrmmc OTFTAC TV EQYCOTPLONIIV 50K YRIOE ¢ peves  ODOPOUV T CuKERpIEVT) TIOPTISa TIpodviog. Ot uvwépwmnmwmmdwm
ouaieg rtov avadépovral o autd To £vBETO.

ZYNONTIKH NAPOYZIATH KAI FENSKEE APXEX
HMmuMwmmﬂWn&uwmmmuMp&o&oca&oncmq
TMOTHTAG TV PESGSWV KQt TRIV TEXVIKLIV TIOU XDAORIONOOVTaL, Kal ANOTEAE] aVanéanaoto Tia
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ftpéne va ypnowonowdviar uvAxd oTKod tlbaw nepypaderal omy «0dnyia tou
rwwzwmmmmmmmmmmw

Amquo

To npoldv aund MOPaoKeudleTas and avBpisrvo cAmd alpa kot TEQEXEl ouwvmpnTwd ko
m&wnmmwmomwnwmwwmm euxoia xprionc:
OYAAZH KAl STAGEPOTHTA

To Tipoidv aurd napaptver oTalepd PEXpL TV prepoprvia MG, QoM xwpls va
avo@ed groug -Wéwc-?o'c-ommuoucumpd WW v aroug
Zémcs‘CwnSMVﬁt SEv TpENEL va XPRORIOTTOREtTar 1T THY
v npepoistvia apxeais ToroGEmonc Tou BaPTUPQ ot PUYED). MeTd TO Gvorya Tou grakiSiov Tou
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memo\w&;mvxuwe&xvdmmmkwwmmm&wnm
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AIAANCATIA
Tomoibvmmﬂpmammmi&mdnmcmmﬂwmmﬁdwmmwﬁvmn
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m wa eEnodaioets opowyivera, Meth and kd8s ypdar, Torrodetelte opdows To

mpuxmmm $akiso groug 2-8 °C.

H &dfeon anofhttwy kv nipéna va yiveta Wmmmémmmmn
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NEPIOPIEMOI
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Liquichek™ Diabetes Control, Levels 1,2 and 3

ANAAYOMENEY, QYIIES
Agoadapim A1C
Agoodaupivi

OPOI
Méon T
Edpog
Movabeg

YIOEHMEIQEEIE :
{1) MoviiSec NGSP = %, Movasa IFCC = mmolmol

A Asv uwipxav Swbéoma Bcﬁouévu péxpt MV extimwon Tou mapdévroc.  Znuiore
CUUTANPWLCTIEG

wAnpotopies,
§ Abvm nenlopmé\mc wwctmm ato npévoauuu EUpNoNG Ty, 6ev ouyKevTpwOnKay
yia va T ol péoeq TEC Kal Ta amodexTd e0pn ME

mvm(pm&vnc Soxpacioq npoosloplauou. Av 10 £pyacTiipio cac evSIaPEPETAL VO CUPETAOXEL
OTO MPOYPAULIA EXXWPRONG TV YA TR CUYKEXpRIEVI SOKATIA POaBIoPIa|OY, ETKaVIVATE
pe to Torxd ypadeio g Bio-Rad.
4 MONO NA XPHZH ZE XQPEZ EKTOZ H.N.A. - H ardioutn evémma nepapBave otogela yia
peBOSoUE Ttou Sev elven Sabtopee via Siayvworte] xprian otig Hvwpéves NoAreiee,.

UNITED STATES, Bio-Rad Laboratories
9500 Jeronimo Road, Irvine, CA 92618
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FRANCE, Bio-Rad

3 boulevard Raymond Poincaré
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Phone: (33) 1-4795-6000 / Fax: (33) 1-4741-9133
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Liquichek™ Diabetes Control

Levels 1,2 and 3

]

Level 1 38531
38530 Level2 38532
Level3 38533

g EXP 2019-02-28 LOT

171 levelt 6x1mlL
172 Level2 6x1mL
REF| 17 De:  exim C¢ IVD
172X Trilevel MiniPak 3x1mL
NAMUENA
Liquichek Dizbetes Control Jo za uporaby kao anakzivani material 7a kontroks hvalitets © swhe pracenja ofnoell postupaka
Iaboratorijskih pretraga za analits koJ su navedent u avim uputama,
SAZETAK | NALELO

Kariitenje materijata 2a kontrohe kvafitete indiciranc Je kao ohjekdtivea pracjana toénoss kerfiteni metoda | tehadka | sastawni Je dio dobre
mmnmmamemnwmmmmm
Za korigni

for Quality Assurance of Medicas L sboratory Examinations foflowing the Getman Medical Association® (pravilo Ril-BAK).
REAGENS

Ovaj je proizvod pripremijen iz pune fudske favl | sadri 1
POHRANA | STABILNOST

Proizvod i bitl stabitan do datusma i L aka pa-10do-70°C. Kovtrola 3t
zamwamigm*mmmwmwmummwmmm
tempesatixi). Kad g5 otvor, 4 anall¥ bit £e stabiind 14 ¢ana ako su spremdiend Swrsto zatvarent na 2 do 3°0C.

Kakon odmr2avanja konfrola se e smije ponovno zamrzavath; odbacite preostali materijal.

Ovaj 38 prolzvod ranspartira u smiznuiom obliaL

POSTUPAK

Ovim se proizvodom treba nikovat jednako kao 1 s uzorkom bolesnka | cbraditi u sidadu s popratnim uputama za instrument, metodu il
reagens ko) se korist,

Prije uparabe, kontrcla wesa dosed Sobau tenpesature (18 &0 25 6. je knudnim pekuefima Weda Ligane wokest da se esigura
homoganest. Rakon svake sperabe, 00mah watie naveinl zatvaral i wallte na 2 de 5°C.
mmmmpuaum:mmmﬁnmmuum
paidarja polrebno jo kortaldiratt oicini prodajel wed Sio-fad Laberateries i tehnide shifbu Bls-Rad

.Guldefine

Kontrola je 20 st obltke,

OSRANCENIA
1. Ovajnrolzvndunesmuokummmmanuamt
2 Udnlap blckeds
3 ovawmuvod nue mnﬂjenlenzauporabu kaostannarti
4 VIR -

belicu treba bacit.

DODJE_WMLEVHIJEDNOSH
mwmummawmeammmu-;ﬁm-mwmw
testovi izvedeni su u 7, | czagense pedriane od Shrane poizvodata
reprezentatien wockowanie ove serfie kantrola. Srednje vrijednootf advedene u taboratori korianka rebafu b unvtar odgovarajuceg
prhvau]woumalpd:.mmpvnhmosﬂhbommﬂjamwo@mﬁodmdmmmﬂmmmuwmmmm
Varfaciie iekom wremena | izmedu bbaraturia megu L
modithacama metade mmwpummwmmwlmm
awlhmmpmmumnsusanwkmsm}um«:a

umetka com.
mmm
Ovaj protzved je stabllizian UG proizvod, prolzveden 1 sidadu 53 siropim standardiona za kongsols kalitete. Kaka bl se v ispitivanju
osigurale dealjedng rezultale medu imjerenima, kentolnl maleral Je petrebnn pridadie polwanit § koristiS prema uputaa.
U1 Znakaini ‘ Riotfenim tekstom)

su

UPOZORENJE
Ammmwmmhmmmnmmm

hoxiilen 72 twada FDA (Food and Drug
Mmlnlwzﬁm)hhmwdmdanllerwmwnmmw&mmﬂgenhWWSaBMumﬂkhmhemcmlmmﬂph
2 HIV-3/HV-2. Ovaj proizvod moZe sadrdati | drupi materijet humanog pocrijetia 22 kof ne postoje otobrens pretrage. U sidadu s dobrom
laboratorijskom praksom, sav matarijal humanog podrijetia treba smatrat! potencliaing zaraznim | 8 nfme Wreba nukovatl s istim mjerama
opreza kao | 8 uzorchma bolesnika
Podacl 0 sigurnast matesijaia (Satety Data Sheet — SOS) dostupni su na

stranic! www.bip-rad.com.
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Liquichek™ Diabetes Control, Levels 1,2 and 3

ANRLITY
Hemagiobin A1C
Hemoglobin

TERBMNL
Srednja
Raspon
Jedinice

KAPOMENE
(1) NGSP jedinica = %; IFCC Jedinica = mmotmot
A Podaci tenutno nisu dostupnt, Molimo zatralit.
§ Podaci potrebnl 2a trabon syednjh vrilednosti | prilvattivih raspona 2a ovaj test nigts prikuplieni 2bog ogr B
W wri Unolicn sto 2z sudietovanje v programa 73 wijednoeti, molmo e vad
lokalni prodajni wed Blo-Rada.
© SAMO ZA MEDUNARODNU PRIMJENRL. SEeded odiefak sadrdl podatis 22 metode keje nieu dostupne 22 dfagrostiche svhe u SAD-u.

UNITED STATES, Bio-Rad Laboratories
9500 Jeronimo Road, Irvine, CA 92618

FRANCE, Bio-Rad

3 boulevard Raymond Poincaré
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Phone: (33) 1-4795-6000 / Fax: (33) 1-4741-9133
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Liquichek™ Diabetes Control
Levels 1,2 and 3

171 Level1 6x1mL

s Ls o C€ CJ Exe 2019-02-28 38530 Levlz s0s%2

172X Tllevel MiniPak 3x 1 mL Level 3 38533
PUMETEIME OTPAHMMERMS
Npagywr Liquichek Diabstes Contrd KaHECTBA W N 1. Hewcnom3yifTe 30T AROAT NOCNE UCTEMEINA CHOKS MINOCTIL
RPOULRYP LR,
KPATION] O530P M NPT
e ol [ W
saRserCs 0 wacTeo & &
ypoanRx, Vro cneps 32
» ol ITPATA X34CCTEA AR2 Buige i f—
B, busdehnz for AR
) KavecTsa ne ) o
(RI-BAK requiation). nponapaTa. Cpawan wavenen xan 3 prey 3
PEATENT PPMSMRTSD. SATVNAL, GARIKD CPENME woryt o B TEYGHNE CDOKA XHEHIN STOND
DRavmasd nDSXYNT ROWTTUBN0H K3 KEMHOR KDOBIH YEAOBOKE W »w 2w yapGierea ] Pazmews, ) Y ]
NPENAPIT ROCTIRANETCN B JGARKOIA Depate. METIVIRX, » i METOAA ANAMIA
wm!lmwumm Tolal Kangan cam pEpue avenl, 2
P ot -10 °C 0 <70 °C, 20w CDOKD FOBIOCTI, TOMKD B KINECTBE CNORSTHHALC.
mmwmmnmuz‘c»ﬁlnmSmwnum L of ADCTYrHa H2 caiire www.genet.com.
mmmmmrm%mmmwnw%m PARTNME XAPAXTEPUCTINGE
[ad Symyv 8 Tevome 14 Jpnd 8 YCR0MNK XPIONE G SrgT nHOAYKT SMANATCS
fbaria i 2°Cro8"C mhwmmmwmummmmw
flocae £ npenap CAGKYET YARMTS B GTXRAM. oSpasgu xpemm & 00p 113
lem* o o+
MPEAQCTEPENEHNE
Mmcmwmummnm:mmu—,mmmumm P o Ofpomancs kax ¢ é
MWmmmanwlatpﬁ'uan wwmwuw“;&m-m ‘m
oot 2?’,.‘: e npoGid u [ e " "] aTrena renatta B $ReAG), sturen x remamary C HOV) & mumes K
ol _ pebore ~ BT e BRE-2. Rens pensgaT Tacks woKet e e
g » T ¢ Wi wmmmm e
ofpmnaivecs & uecTIAL oA ODAGIN WM B Capxlly TERrEoul RIRERISH oo Efo-fld | POcROMY v £ mom Toxs
mmmnmm:mwmymn
JACTYNON BICIOPS (Safety Data Sheet, SOS) ua caikre www.bio-rad.com.
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Liquichek™ Diabetes Gontrol, Levels 1,2 and 3

ARAIITH
Temomnoetsn AIC
Tewornolus

CPER
Empmnan

CHOCKK
(1) Emonngz NGSP = %; eaywmua IFCC = oo
A B HICTOMIAS BOEMN JRARE HELACTYONA. [TPOCAL EAZRITL SANPOC.

§ Rmwne, A cpest w AR TTOT0 ARG, HE CaUm RORPNOHL K3-32
pame Y NOOFPAE » i, ECm st 8 y<acnm B
HEMEHAE AN ITOFD MARKIA, NPOCHM OOPETHTL Bie-Rad.

& TOfKD ARA MCNOMLIOBAIMA 3A MPEAEMAMM CLIA. B CreRyoulsss PI3Are COASRIATCA RAEAIE AR MOTGRACH. KOTOPME
Wranax

e > oRama b U
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Liquichek™ Diabetes Control

Levels 1,2 and 3

171 Levelt 6x1mL
172 Level2 6x1mL Level 138541
173 Level3 ex1mL IVD EXP 2019-05-31 LOT| 38540 Lever2 38542
172X Trievel MiniPak 3x 1 mL Level3 38543
ENGLISH DEUTSCH
INTEXDED USE VERWENDUNGSZWECK
Liquichek Diabetes Control Is intended for usa as an assayed quaflty contsol material to monitor e precision of taboratory testing procedwes Ole Uguichek Diabetes Control ist eine Qualitit: fiir die der I dieser F Anaytan,
for the analytes listed In this package insert mit Zetwertangaben,
SUBMMARY AND PRINCIPLE EINLEITUNG UND ZUSAMBMENFASSUNG
The use of quality control materials is indicated as an objective assessment of the precision of methods and techniques In use and Is an Dle g entsp dient der i der Qualitst von im Labor
ma;nlmntooodmmmmmmmmnmmﬂmpmmmaﬂmMgwmnmanm und ist ein H] dagulml Die drei Level dieser Kontrolie ermlglichen elne umfassende
For customers In Germany: Qualty contral matertals are required for as described In the “Guidefingfor  Qualitéts: g Uber den kiinisch
Quality Assurance of Medical Laboratory Examinations following the German mmdnﬂm {AN-BAK regulation). Fr in der Le!snmgsﬁmqm sihd Qualititskontroten gem3B der Richtinie der
REAGENT s Qualitits aboratortumsmedizinischer (RiI-BAK) zu
This product Is prepared from human whole blood and contains presesvatives and stabliizers. The control Is provided In quid form REAGENZ
for com D P P enthat und Dle K [/
STORAGE AND STABISTY fliissig und dadurch sehr einfach In der Anwendung.
This product wil bs stable unt the expiration date when stored unopened at -10 1 -70°C. The control may be stored unopened at 2 to 8°C LAGERUNG UKD HALTBARKEIT

for 6 months, but should not be used past the expiration date note the dats rafrigerated temperatwe storage begins). Once tha control is
opened, all analytes will be stable for 14 days when Stored tightly capped at 2 t 8°C.

Once thawed, do not refreeze the controt discard the remaining material.

This product is shipped under frozen conditions.

PROGEDURE

This product shiould be treated the same as patient
of reagent baing used.

Bators sampling, aflow tha control to reach room temperature (18 W 25°C) and swirl gently to ensura homogenelty. Promptly replace the
Ww:mmzmrcmnmmm

and run in with

tha Kt

matarials b with thy ‘your focal waste In the eventof damage
] padmuhq.mmn the iocal Blo-Rad Laboratories Sales Office or Bio-Rad Laboratories Technical Services,
LSMETATIONS

1. This procuct shoud not be used past the expiration date.

2. Bthere is evidence of microbial contamination or excessive turbidity in the product, discard the vial.

3. This produet b not intended for use &3 a standard,
S T e e R T S YLD
ASSIGNMENT OF VALUES
The mnnvaiuesprnadmmslrmwedamdfmm vapllme mdymudmmcmmmapmmmeMIw wers
P d by the andfor reapents and a representative sampling of
muummmwwmnmmmmmwmmmmmammmwmmm
from the Bsted values during the Rfe of this control. Variations over time and between taboratorles may be caused by differences in laboratory
technigue, instrumentation and reagents, or by manufacturer test method modifications. }t s recommended that each laboratory establish its
own means and seceptable ranges and use those provided only as guides.
Refer to www.qcnet.com for Insast update information.
SPEGIFIC PERFORMANCE CHARACTERISTICS
This product is a stabitized liquid procuct manutaciured undes Agid Quaifty control Standards. To obtain consistant vial 10 vial assay vaives,
the control tequires proper storage and handling as described.
1y Significant changes are highlighted!

N e

Dieses Produkt Ist bis zum angegebenan Haltbarkeltsdatum stzbil, wenn es ungeditnet bel <10 *C bis -70 *C galagert wird, Dis Kontrolle
kann ungedfinet bel 2-8 °C 6 Monata autbewalwt werden, satlte jedoch nach Ablauf des Haltbarkeltsdatums nicht metr verwendet wesden
(Datum des Beginns der gekihten Lagerung notieren). Nach dem Offnen der Kontralle sind alie Analyten 14 Tage stabil, sofem dis Kontrolls
dictt bel 2-8°C wird.

Die Kontrolle nach dem Auftauen nicht emeut einfrieven; restiiches Material verwerfen.

Dieses Produkt wird Hefgefroren versendet.

TESTDURCHFOHRUNG

Das Produkt st genau wie eine P
Reagenzherstetiers anzavwenden,

und In 0% mit den

des Gerdte-, Kit- oder

Die Kontrolle vor einer Probe {1825 °C) arrelchen tassen und vorsichig durchmischen, um die Homogenitdt
sicherzustellen. Die Kantrolla nach jedem Gebrauch safort wisder mit dem Stopfen und bel 2-8 °C
Ole Entsorgung alle Abfalle st nach den geftenden &rtlichen Falts die Ist, nehmen Ste
bitte Kortald 2ur Bio-Rad-Hiedertassung auf.
EINSCHRANKINGEN
1. Dieses Prodiukt nach Ablauf des ficht mety
2 B elner cder einer starken Triibung ist die Kontrolle zu verwerfen
3 Dlesnmd\nbtnm:uv«wandum alsStandamuaeIan
mﬁ
Dleln Mittel und filr desa P Die

menmnmmmmmﬁrwnmmummmﬂmmmmwwmw

dazu wirde eine reprisentative Stichprobs disser Proouidcharge engesetzt Dle im Labor erziaften Werts solten Im entsprechenden
flegen; die erzleiten Werte kionen jedoch wéhrend du Lebensdauer dieser Xontralle von den amagebenen

Zielwerlen abwelchen, Abweichungen im Laufe der Zait und zwischen sind aut

L Garits und oder auf Modiftkationgn der vom nusvellu angegebenen Testmethoden zuriickaufilhren, Jedem

Labox wird ampfohlen, efgens Mittelwerte und Akzeptanzbarelche 2u esmittetn und die aufgefithrten Werte nur als Rickitwerte 2u betrachten.

Axtualisierte Zieharttabellen finden Sle im Intemet unter mwqonet comtle.

SPEZIFISCHE EIG -
Dleses Produkt ist ein strenger Qualitits

vonf muss die Kontrolle sachgerecht gelagert und wie angegeben qmanchamwm
wmmmmmu hervorgehoheat

flssigesP

o

A wlEE [
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FRANGAIS
UTILISATION
Liquichek Diabetas Control est un produit Uiré de contrdle de la qualité permetiant de surveilr la précision des tests réafisés en laboratake

ESPAROL
SO INTENCIORADD
Liquichek Diabetes Cantrol tlene un uso itencionado como material valorado para &f contiol de fa calidad y con ef fin de supervisar la

potr fes gnalytes dont la st figure sur cette nofice. pracisicn de los de andlis!s dat ¥ para los analitos que s& enumeran en este prospecto,

INTRODUCTION ET PRINCIPE INTRODUCCION Y PRINCIPID
Luﬂﬁsamndspmmuowmhdalammastmueamémuerdumnob]ecmlamdﬂmdes etdes €l uso de para ef controt de la calldad estd Indicado para la evaluaciin objetiva de la eecisidn dg los métodos y las técnicas en
utifisdes et falt pastls Intdgrante des bannes pratiques de ibles afin de uncontrbis de  uso,y forma parte integral de las buenas précticas del laboratorto. Existen tres nivelas da control para permitir supervisar ef funclonamientn
13 quaittd sur 'ensambla de la plage de valeurs clisiques. dentro del rango clinico.

Pour les chents en Allemagne : Des produits da contrile de qualité sont pour de Para los clientes en Alamania: Para evaluar sl dst es material para ef control de ta calidad, tal camo se
comms décrit dans ta « Directive pour la garantie de fa qualit des tests mé: de seion ) Médlcate » describe en la “Directriz para el contro! da la cafidad de los exdmenes de laboratorios médicos segun la Asoclacion alemana de médicos™
(righasment de RE-BAK). (directriz Rill-BAK).

REACTIF REACTIVOS

Ce prodult est préparé 4 pastir de sang total humain et cantient des agents conservateurs et des statilisants. Le contrls est foumi sous
forms figuids pour un empol phus alsé. .
CONSERVATION ET STABILITE

Ca produit restera stable jusqu'a fa date de péremption en flacon non ouvert et consarv entrs -10 et -70 *C. Le contrdle peut &re conservé
non ouvert enfre 2 et 8 °C pendant 6 mols, mais ne doit pas étre utilisé apeds 1a date de péremption (sslever la date du début de 1a
conservation & la températie de réfrigéation). Une fois la contrte ouvert, tous les analytes resteront stabies pendant 14 jours en fiacon
convenahlement fermé et conservé entra 2 et 8 *C.

Une fois ie contrila décongeld, ne pas le recongeter et éliminer le produit restant.

Este producto estd preparado a parth de sangre humana ¥ cantiens conservantes y estabiizadores. £ control se suministra ikquido para
mayor comodidad,

CONSERVACION Y ESTABILIDAD

Esta producto permanecerd estable hasta fa facha de caducidad, siempre Gue esté almacenado sh abrk a una tempesatura entre
=10y -70 °C. B controf pusde almacenarss sin abrir entre 2 y B *C durants 6 meses, pero no debe tilizarse después de la fecha de
caducidad {anote Ia fecha en qus comenzd el aimacenamients refrigerado). Una vez ablerto et control, 51 se 2imacena bien tapado entre
2y 8 °C, todos los analitos permaneceran estables durante 14 dias.

Na vuelva a congslar el control una vez descongetads, Deseche ef matesial sobrante.

Ce produtt estexpédié congeld. Este producto se transporta congelado.

MOOE OPERATOIRE PROGEDIMIENTO

Ce produit doit &tre tratd comme les dchantitions da patients, les I'appareil, le kit ou Iz réactit utingd. Este producto debe tratarse dg la misma forma que las muestras de pacientes ¥ debe ser ansayado corforme a las instrucclones Inchudas
Avant utitisation, amenar le conlrdle & la température ambiante {entre 18 et 25 °C) et e un iéger de  conelin kit 0 reactivos utllizados.

rotation au flacon. Aprés chaque utifisation, cemettra rapidernent I bouchon et consesver extre 2 et 8 °C.
Tout déchet doit Mre diiminé conformément aux réglementations locales refatives au traitement des déchets. SI le condionnement est
endommagé, contacter i service techaique Blo-Rad local,
LIKNTES
1. Ne pas utifiser ce produtt aprés 1 date de péremption.
2. En casde contamination microblenne ou de troubls excessif du produl, élminer ts facon,
3 ccwoMn'mpaswnwwmlmMmmem

i Bty B

mmm«oesvums
Les valeurs moyennes indiquées sur cette notice ont ét4 détarmindes A partlr d*analyses répétéas et concement spécifiquement ce lot de
produit. Les essaly Indiqués ont étd réallsés par le fabricant et/ou par des laboratolres Tndépendants & J'aide de réactifs accaptés par fe
labncantatsurmédwmmnmwéwmmmwﬂdamﬂtmmmmmwunIabmhndmmédotmuemor
dans ia plags de valeurs fes obtenues par le iaboratofre peuvent varler par rapport
mwmmmsespmmmmeuammum&mmmwwam«mmmmmam
différences de méth et de réactifs yés par chaque ifa ou & des modifications de fa méthode d'analyss
emuwéepahwwmllﬂ 4 chagque d'établlr ses propres moyennes et plages de valeurs acceptables et de
nhutiliser Ies valeurs fournies qu'a tive indicatif,

Consufter le site www.genel.com pour obtenlr une mise & jour de ta notice,

CARACTERISTIQUES

Ce produ®t est un liquide stabilisé fabriqué selon des normes rigoureuses de contrile de fa qualitd. Pour oblenkr des résultats reproductibles
d'un flacon & Fautre, i contrile dolt tre convenablement conservé et maniputd, a1 que décrit dans cette notice.

2231 wmis su Gvidence !

ITALIANO

USO PREVISTO

It UgeicheX Diabetes Cantrol & un materiale per i controfio df qualith, dosato, formulato per
¢ laboratorio per gif anatitl stencat! ned pressats inserta.

SOMMARIO E PRINGIPIO
l.‘uodmmﬂanperlwmlbdlqualﬁbhd!cahwmvamzwneoqgmvadeﬂamslmdelmmaaellatewmehmuu
costituises parts integranta delle buane peatiche di Per le neiPambita di tutto I'intervatio
clinico sono disponibii tre ivel di controffo,

Peri cllent In Germani: sf richliedano material] per Il controtio detta quali per la vajutazions dsile prestazicni del laboratorlo, come descritto
ne documentd “Linse gulda per la della qualith degh esami svoitf na! laborator] medici In conformita af requisitl deir Associazions
Megtica Tedesca™ (Normativa Rifl

dianalisl

REAGENTE

Questo prodotto & stato preparato da camplon! di sangue infero umano 8 contiens conservanti e stabilizzantl. It controflo visne fomito In
forma Equida per una maggiore praticith.

CONSERVAZIONE £ STABIUTA

Questy prodotio & stabils fino alla data ol scadenza se conservato non aperto a tamperatura comprese fra -10 e -70 °C. I controllo pub
essere conservato non aperto & 2-8 °C per § mesl, ma non deve essere usato ofive Ja data df scadenza (annotare la data d'inizio della

a Una voita aperto [ controflo, tutt] gil anafil sona stabilt per’ 14 glom! quando li controlio viene
congervato ben chiuso a 2-4 *C.
Una volta scangelato, non ricongelare i controllo ed etiminare i matertate residuo,
1l prodatto viene spedito congelatn,
PROCEDURA
Questo prodottn deve essers trattato allo stesso maedo del campionf In esame ed usato secande le istruzion! ch gnano o
Rkito A reattiva i uso.

Prima dell'uso, fasclare riposare il controflo a temperatura ambients (18-25 °C) e ruotario deficatamente pet garantira l'omogenait del
Richiudere 1l fiacone dopo ogni usd € riporo nal kuogo d conservazione a 2-8 °C.

Antes ded muestreo, deje que el controt zicance Ia temperatura amblente (erfre 18y 25 *Chy girelo en choutos con suavidad pasa garantizar
st homogene!dad. Tras Cada uso, tipelo inmediatamente y consdrvelo de nuevo entre 2 y 8 °C.
Elimine fodo material da acuerdo con las locales vigentes scbre {a gestidn de residuss. En el caso de que el envoltasio
haya sufrido daics, pdngase en contacto con I oficina de ventas o can ef Sesviclo téenico locat de Bio-fad,
LIMITACIONES

1. Este producto no debe utifizarse despuds de fa fecha de cagucidad,

2. Sihublese Indiclos de cantaminacién microblana o exceso de turbidez en el producto, deseche el vial.

3. Esiepmdumnoastaprevlstoparasuumlzadeenmoaﬁm

[

ASIGNACION DE VALORES
Les valoras madios que figuran en ests s apartrde a de andlisls y son especiicos de este bte
g8l productn. Las pruebas fueron reali por & o por que utilizaren reactivos admtides por

¢l fabricante y una mussira vepresentativa de este lote de control Las medias de cada deben estar en ol
carrespondiamte rango aceptable, pero pueden apartarse d¢ Jos valores Indicados mieriras durs ests control, Las variaciones a lo largo del
tiempo y entre faboratorios pueden deberse a diferencias en [as téenicas del laboratorin, su instrumental y sus reactivos, 0 a modificaciones
Introducidas en el método ds medica dal fabricante. Se recomienda que cada laboratorio establezca sus propias medias y rangos aceptables
y utificen 1os que anuf se proporcioran sdlo como ordentacion.

Puede consultar las actualizaciones de prospectos en 13 pagina wed www.gonat com.

CARACTERISTICAS ESPECIFICAS DE FUNCIORAMIENTO )

Esta es un producta quido estabilizado que ha sido fabricado segin las més estrictas normas de control da la calidad. Para obtenes valores

de ensayo entre viales, serd y ¢! control segun sa indica,
£ Lus camblos sigeificativos estin resaltados.
PORTUGUES

unzagho

0 Liquichek Diabetes Control destina-se a ser utilzado como material de controlo da qualidade ensalado para conbolyr a precisdo dos
procedimentos laboratorials de andlise para os analitos fistados nesta foheto informativa.

SUMARID E PRINCIPID

A utllizag3o de materlals ds controla da qualidads & indicada como uma avallago ohjectiva da precisio de métodes o técnicas aplicados
# é parte integrante das boas priticas ivels irés nivels de controlo para permitir aferls o desempenho
dsntro dos limites cifnicos.

Para os cllentes na Alemanha: A utfzagio de matertals de controlo da qualidade & necessdria para avallagio do desempenho teboratorial,
conforme descrito no documento “Directriz para o Controlo de Quatidade de Exames Médicos Laboratoriais ds acordo com a Associagio
Miédica Alem” {regulamento Rit-BAX),

REAGENTE

Esta produto & preparado a partir de sangue total humano com conservantes e estabillzadores. O controlo ¢ fornecido sob forma (iquida
para maior conveniéncla.

ARMAZENAMENTO E ESTABALIDADE

Esta produto pesmanecerd estdvel atd a0 im do prazo de validade desde que Sejs armazsnado por abrr a uma temperatira de -102 -70°C.
0 controlo pode ser por abiis 2 uma mz:mdmmsmmmsnanmserwmmulémmm
da vatidads (anote & dala em que se Inlcia o i Uma vez aberto o0 cortrolp, {pdos o5 analitos
permanecerdo estivels durats 14 dias desda qua sefam coma tampa apertada & uma de2agC.
Depols de ter skio descongetado, o controfo n3o deva voltar 2 ser congelado; efimine quaiquer matesial restante.

Este produto 6 enviado em condigbes da cangatamenta.

PRGCEDIMENTO

Este produto deve ser tratado da mesma fonma que as amostras de pacientes e utilizado de acordo com as Instrugles que acompanham o
Instrumento, dispositivo o reagente que estd a sar utiizado,
Am:adeWemmmmhwuomohmhh|mmmmmuﬁ8|zsnemmom

Eliminare eventuall materiali residui ne! rispettn defia narma locall sulto smaitimento def riftutl. Nel caso df dannl afia
Qf uffic! Blo-Rad o I'agents d! zona.

AT

1. Nonusanllpmmmwmhdahdlsﬁnm

2 Incaso 6 evidents od nel prodotto, eliminass il flacons.

3. Questo produtto non va usak standard df

4. (% S T R T T T T e B ey T R R S i)
AASSEGNAZIONE DEL VALORI

1 valod med! riportat! h questo inserts sano ¥ risultato ol anallsi in mpiicato e sono spacifici per questo loltn & prodotto. Le anallst
elencate sono state effettuate dal produttore e/o da taborator indipendent utiiizzando reagentt forniti dal produtiore ed una camplonatura
rappresentativa di questo lntto df controtio. Le medie di clescun laboratorio dovrebbero rientrare nel Intervalio ol accattability;
mhlnmmwmmmmmmawmmwlmmmmwwmwmmumum

Mmehmmww&wmﬂ nelle o nel reagent] di ogn! laboratorio, o
da mogifiche Ognl [ mmmmmediemmuwmmmmmnmmnamt
mmwmmmwmm

Consuttzre i sits www.qensLit per eventuall agglomaments def'inserto.

CARATTERISTICHE SPECIFICHE DELLE

PRESTAZIONI
Quests & tn prodottn guidn stablitzzato preparato in basa a Mkl standard di controfio defla quafkd. Per ottensre una unfformith sistematica
& risuttati da flacons a Racons, it controfio deve essara susato come descritto nel’inssrto.
1) s modifiche impertasfl sano evidenztatel

para a atampa ¢ volte 2 armazenar a uma temperatura de 2 2 8°C apds cada utifizagla.
ﬂbnhewdnsosuu(lmlshraanumdummmmud focals em vigor para a efivnagio de residuos bicidgicas. Na
eventualidade de observas danos na mbalagem, confacte a Blo-Rad Laboratories.
UMITAGES

1. Ests produte n3o deve ser utiiizado apds o fim do praro da vaiidade.

2. Se existir evidéncla de contaminagio microblana ou turvagio excessiva no produto, elimine o frasca,

3. Este produto nda deve ser utilizada como padrio.
Pl RO R R

VALDRIZAGDES

Oavabmmédmslmu’wsmhmmdummmammammmmhmmmmmm
pelo efou por ndependentes utilizando reagentes suportados pelo fabricants e uma amostra

mmmﬂvaaesu lote de controlo. A médias laboratorials individuals devem estar dentro dos imites correspandentes aceltdvels; no

entantn, as médias laboratorials podem variar dog vakres istados durante o tempo de duragdo deste controfo. Varlagdes 2o lango da tempo

© entre labaratérlos podem dever-se a diferencas da tcnicas, nstrumentos ou reagentes, ou a modificaghes nas técnicas da tests pelo

fabicants, Recamenda-ss que cada laboratirio estabeleca as sues prdpxias médias e fmites aceitdveis e utiizs 05 que sdo fomacidos

apenas como gulas.

Consulte o ste www.qonet. com para obter ;363 sobra G0

GARAGTERISTICAS ESPECEFICAS DE DESEMPENMO

Este produtn & um produto Kquildo estabiilzado, fabricado de acordo com oS mals rigidos padrdes de contrelo da quafidade. Para abler

valorizaghes consistentes de frasco para frasco, o controlo deve ser armazenatio e mantiseado de acosdo com o descrito,

{18 As atteragdes significativas estio realcadast

da fofhetos
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SVENSKA

AVSEDD ANVANDNING

Uiquichek Dlabetes. Control 5 en analyserad Yvalttatskontrol! avsedd 10 kontroll av
analyter som anges | denma bipacksedel

SAIIIANFATMHGOGHMINDIP

} tositd ] or de

| & indicerad fdr abjektiv utvardering av precisionen i anvinda metoder och tekniker och ingar 1 god
mmnepmdsl’ra kontrofinivier finns Higingiga ¢ kontroll av prestandan lnom det kiiniska mitomradst.

For Junder | Tyskand: krévs for av i "Ritfinjor f3r
av av enfigt det tyska lkarfy (Ri-BAK

REAGENS

Denna produld & framstilld av humant helblod och innehdiler gs- ach tilhandahalis |

praktisk vitskeform,

FORVARING DCH STABILITET

mdmarmmulmaam;dmmvwﬁ:vnnlwppmummmmvu-wun-m°cmuoummfuvarasoéwmuwd
2 - 8 °C | 6 ménader, men ska inte anv vid vilkat datum fSrvaring vid kylskipstemperatur pabdrjas).
amanmumomua:umgamayumnalituwvwf&vW|mmmwmmvm2 8°C

Niir flaskan har tinats £ ¢] &ter frysas uta matestal skall kasseras.

Dennia produkt transporteras tryst.

FORFARANDE

Denna produld skall behiandtas pd samma sitt som patientprover och anvéndas enligt f for de kit och reagy
$om anvands.

Lt kontrollen uppnd rumstempesatur (18 ~ ZS‘QMMudmfmmfbrhandsémdmbhndasudemmmwinm Efter
vare g skall flaskan och sittas tillhaka | kyliSrvaring vid 2 - 8 °C.
hmmwwmmmwmmmwmavmmmOmﬁmdmhumum Kkontakia
nirmaste [Brsafy g eiler teknisk g, pd Bio-Rad
BEGRANSHINGAR

1. Denna produkt sk inta anvindas eftes utgdngsdatum,

2. Vid tecken p3 milgoblel kontaminering efler om kontroflen & mycket grumilg skall flaskan kasseras.

3. Denna produkt i ints avsedd att anvindas som en standard.
R T A R R e T e DR o
HOMINELLA VARDEN
DeMmmwuimumdﬂhumgmmamw&awmm&rspumﬁdewpmmmDe
angivna testerna har utfBits av tiverkaren och/eller av reagens som stids av tilverkaren och

TORKCE

KULLANIN AMACI

Liguichek Diabetes Control, iab stz Kstelenen analtier Ichn kesinBfinin taldp edimes! amaciyta,
Mﬁ-wwmﬂmﬁmmma

(ET VE PRENSI

2l all Band 0 Yesinki e ol objekdif s deferendime yapimas igindis ve
v gynimaz bir Kink aralikia takip edimest igin Og seviya kontrol mevouth,

Amanya'daki iw:lA o mrummmrmmmhmmmmw
Kiawzy® (R-BAK dizentemesi) kapsasmwida agikdanan gekidde i, kabte kontro?

REAKTF

Bu {ries incondan shwem tam Jandas hazwianmeg ok koruyocy maddeder ve stabllizatikles icermekdedic, Kontrol kalay ladlansn amaciyla
st formda verimektedi

SAKLAMA VE STASILITE
auum-.pu--mh-wcmmmummwmmmzm-cmmsq
saidanabily, sncak son kulanma taritinden sonra o tondis taritd riot edin}. Kontrol agiididan
sz, silacz kapeddy 2 #a 8°G araanda sakdandifpnda tim analitier 14 giin clabit olacaidie.

Kontrotd cazdiirdtikden sonea takrar dondurmayw; kalan atin.
Bu iiriin donmug halés sevk edific.

PROSEDUR

Bu firlin hasta &mekder! Il aym tabt ve
obarak abphnabee

Namwne abmadan dnce kentrokin oda scalddna (18 Ma 25°C) gekmesini bekdeyin ve bomajen hale geimesinl saflamak igio yavaga
langhn, Her laliznendan sonda kapale deival yesine talon ve 2 22 8°C araemda sallaym.

Heshangt bir atik malzemeyi yerel atik yongtimi yetkiliferinin gereklerine uygun clarak atin. Ambalajda hasar otmasi durumund, Blo-Rad

olan cihaz, kit veya reakti? fle birfkte verilen tafimatiara uygun

Sateg Ofisl veya Blo-Rad L abaraterics Tekdk Sesvisi e bibata gegin,
SINIRLAMALAR
1. Buirin son kuuanma tarihinden sonra hJMImmahdt

2 Shiawte ik

veya agn ¥ dair Ye gisterge varsa, Rakonu atn,

3. NMHWMMW

representativa prover av denna pA det emklldu bdr figga inom motsvarande acceptabla omrdde; M b kabut eciiebils araldk icerisinde olmakdy; bumunta birfikts laboratuvar
wmmmddmmhndud(dﬂkslgl’r&ndnnghmavammmwmumalwsﬂamﬂmxbverddmﬁhmamﬂum etalamalan bu kentokin Gwrd siresince istelonen defedenden faikh olahill Zamam icesiakadeld ve laboratuvartar arasndaki deigiidider
il iaboratorium kan bero pA skilnader | laboratorieteknik, nstrument och reagens, sller pA modifieringar 2v il k ftelmig, chax ve reaktiflerdeld tadiidar veya doeficinin test yisdemindeld modifiasyordan neden olabilic. Her taboratuvarn
aft v b wnummmwmnmnmmummmnmmuemmm Tendli estal: kabut ve vesilen bu dejerieri sadece kdavuz vlarak lkanmalons Gnerllic
mﬂmvidodam. Gilncel bilgiterl igin com adresing bakin,
et.com for akduel SPESIFIX PERFORMANS OZELLINLEN
mm.swmmsmm By iriin, 9k kalke kontrol standarikan alknda Gratiimls stabdize bir v GrindGe. Rakondan fakona trtark test defferier elde etmek icin
Denna produkt &r en stabiliserad vitska som framstdlls enligt strikta For téin Santrolies beltien satelicre
fraska til flaska skall kontrofien fevaras och hanteras korvekd, enfigt anvisningama. [T Onemii defigikdikder vurgulanmgta?
(B Viktiga 3adsingar 3r markerade!
DANSK A*E
TILSIGTET o

ANVERDELSE
Uquichek Diabetes Canitrol ef et afprovet kvaltetskontrolmatariate t
der er angivet | Indlaegssedien.
RESUME 0G PRINCIP
mmummmumammmmmmmmd hvor prascise de anvendts metoder og tekniider er, og det

dgning af precision | for de analytter,

ef en del of god is. Def ef tre ydelsen kan ovarviges inden foc det Kiiniske omwide.

Ti kundet 1 Tysidand; er Iﬂmmfnnaﬂabmmmﬂmwmbummtlwmmmm
g for I iht. den tysks (Riti-BAK-regter).

REAGENS

Dette produkdt er fremstillet af humant fuldblod og konser oy teveres { fiydende

form af prakiiske hensyn.

OPBEVARING 0G STABIITET

Dette produkt er holdbart indtit udishadatoen, wmmwuuaumved-lom-m-amwmmam n;b:msu!metved
2-8 °C1 6 mineder, men ber fkke anvendes efter udiabsdatoen {notdr datoen, hvor Efter
{&bning vA alle enalytier viere holdbare 1 14 aaqmdommmmeuulmagmu'c

Optuet komromateriata ma ke genfryses; resterends materiale skal kasssres.

Dette produkt forsendes | trossen tilstand.

FREMGANGSMADE

Dette produit skal pa mida som og anvendes ik, de der folger med det anvendts instument,
it efles reapens.

inden skal have (18-25 *C) og blandes forsigtigt for at sikra homogentet. Luk omgiends
ampufien igen efter brug, og st dan til opbevaring ved 2-8 °C.

Kasseret materkile skal bortskafles ht. gaidende affaldsreguiativer. Hvis o K den fokale Bio-Rad
Laboratories-forhandier efler teknisk service hos Blo-Rad Laboratnries,

BEGRANSMINGER

1. umummmmmmummm
2 Mwuw“nmﬁhl
1 mmammwmmummwa

T T R A T T O R T e e

eller dot er moget uklart, skal ampufian kasseres.

ey

nma.menmm

De middelvaardier, der er trykd | denna indimgsseddel, blev udiedt of gentagne analyser og er specifTike for dette produktict. De anghme

analyser blev udfait aof lex vha. o agen

preve a delte lot af kontroimatariate, Individustle laboratoriemiddetvaerdier bar Uigge inden for det | indizgssedien angivne acceptable

retesenceonwide, men kan dog varfere | forhold th de angivna vaerdier | lsdet af kontrolmateriatets levetid. Varlationer over td og Imeitem
kan

skykies og eller moditikationes § testmetades fra producentens
side. Det anbefales, gt laboratorier fastizgger deres egna og Sder og kun betragter de medfaigende
vardies som vejedends,
Der hanvises ti L af indizegssedien.
SPECIRKXE YDELSESEGENSKABERT
Dette produkt er en vaske, der er under strenge skal korrekt og
hindteres som anvist for at give pAfidstigs resuttater,
for] o
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ENGLISH

Blological spitrce matestal. Treat a3 potentlalty infoctious.

Each whoe biood donor unit ysed to mamufacture this control was tested by FDA accepted methods and found non-reactive for Hapatitis B
Surface Antigen (HBsAQ), mmnnmuscmcwmummmuv-lm Z%ummammmmahmmmm\mm

forwhich there are no approved testa. In with good L all human scurce
Tnfactious and handied with te same used with patient

Safety Data Sheet (SDS) avallable for professional users on www.bio-rad.com.

DEUTSCH

Matorial blologfscher Harkunft. Als potenziell infektids 2u betandeln.
Jede nx Messtelng dieser Kontrote verwendets Voitta-SpenderelnheR wurde mit von der amerikanischen Arznsimittelbenidide (DA

(Food and Drug getastet und ais nichtraaktiv bezdiglich Hepatitie-B-Oberfiichen-Antigen (4BsAG),
mwmmmmcmwnmuemm1mzmmmmmmmmmuMmwmmacmmile
existiatan. mitden der 1 solftten

guten
mmwmmumnmnmmmwumwmmmmmmma:werm
Sicherheitsdatsnbiter (SDB) stehen thnen im Intsrmiet urtter www,o-radcom 2ur Verfgung.

PORTUGUES

Material de origem Tratar come

Cada dédiva d sangue total 8ifizada no fabrice deste controlo foi tastada pelos métados aprovades peia FDA (Admirdstragio dos Allmentos
ekamsuosEmmsUnlﬁos),nndosldommmmmmﬁmﬂswmdawwﬂuﬂwunﬂoomada
hepatits C (HCV) & anticorpos HIV-1/HIV-2. Este praduto também poderd conter 20 existem
uasapmm:Demwmasmmmﬂa&mammmmmmhmmmsercmsﬂndupcwdalm:m
infeccioso, pelo que deverd ser manuseads com as masmas precaugies uifizadas com 25 amostras dos pacientss.

Existsm fichas de dados de seguranca (SDS) disponivels para os ulilizadores profissionals em ww.bio-rad.com.

SVENSKA

Material av Skail som lofoktigst,

Vesje enhet hefblod frén donatorer som anvants e framstakaing av denna kontroll har testats enligt FDA-godkinda metoder och har visat
iy keke-reaktiv 3¢ hepatit B ytantigen (HBsAg), antikrappar mot hepatit C (HCV) och antikroppar mot HIV-1HIV-2, Oenna produld Kan dven
innehdia annat matertal av humant ursprung, for vilket gockinda tester saknas. Enligt god lzberatoriesed blir allt materia av humant
ursprung betrakizg som potantielt smitfirande och hanteras enfigt samma Srsikiighetsregler som patientpraver,

Sk {S0S) for firns p4 www.bio-rad.com,

FRANGAIS

Produtt d'otigine A comme

Chague unhé de sang total provenant d'un donneur et ulilisée dans la préparation de ca contrdle 2 & analyséa 4 F'alde de méodes
approuvées par ta FOA (Food and Brug Administration, US.A) et a présenté des nésultats négatifs pour Pantigine de surface de 'hépatite B
Waummamépmcwq et s VIH-1AV-2. 1 est possitie que oo prodult contienne d'autres substances d'ariging humaine

DANSK

Biologisk kildematerfale. Ber behandles som potentiot smittekiida.

Hver donoverhed af fuidblod, der er anvenct ved fremstiliing af dette produky, er blavet testet med metodes, der er godkendte af FDA, og
er fundet Kke-reaktiv over for hepatitis B-overfladeantigen (HBsAQ), antistof mod hepatitis C (HCV) og antistof mod HV-1AHV-2 Detts
produkt kan 0gs indeholde andet matertale af human oprindetse, for hvitket der ikke findes gockendte tests, [ overensstemmelsa med god

mmuﬂesnnmmumwwmémwmmmdemummuﬂﬂqmnumatnedcn ber afle af tuman befragtes som potential stafitekfide of hindteres efter samme forhokisregler
e é:60 comme ge avec les mimes pré que les dchantifions provenant de patients. sam patientpraver.
Une fiche de sécurité (SDS) est 4 des Kur e stte www.bio~rad.com. Professi brugera ian £ si (SDS) p4 www.blo~rad.com.
{TALIANO TORKGE
d origine Trattare Infettive, Biyelaik kaynakh madis. Petamsiyel bulapc elarak russusle i,

Clascuna unih donatore o sangue intero umano utiizzata per pregarare questn controiio & stata testata mediante metodi approvati daia FDA
© risufiata non reattva par lantigena o supericie delf'epatite B $48sAg), Manticoro contre Fepatits C HCV) & Tanticorpo contro MHV-1AHV-2.
Questo prodotto pud anche contenere aitro materfale d origing umana per # quala non esistond procedure di dosagglo approvate. Secondo
e buong pratiche o labosatorio, bt | material &b orighne umana devsno egsere infettivi, perch si &
trattare questo prodotto oon te medesime precauziond accitate par | camglont Sel pazient,

Schada informativa sulla sicurezza (5DS) ad uso professionale disponibile al sito wwwbip~vad.com.

ESPARIOL

Watertal de origen bioldgico. Manipular como potenciaimante irfeccioso.
Tm:ash.sml@@dgwadummmmmamhmwmu&m“mmeﬁnnmwmaaméms
aceptados por ia FDA (agencia y ysaha que no contra ¢ antigeno de
memsmummdeumc {(VHG) ¥ e anficusrpo dal VIH-1AMH-2. Este producto pusda contaner
asimismo matertal de origen humano para e} que no existen andlisis mmmmmmmumm
todo matesial oe orfgen humane sa debe y mismas precauciones que 133 muestras
de pacientes.

La ficha de datps de segusidad (SDS) estd disponidile para los usuarios profesianales en wwwbio-rad.com,

Bu kanokin Tecrinde laandan ber bir tam kan donle bk FDA tarafindan kabul edien ytotamiede lest ediimigty ve Hepatt 8 Yizzy
Anijeal f82Ag), Hepatit C'ye karg antikor $1CV) ve HIV-1/HIV-2'ye karg 8u Oriln ayw
mwmumwmmmamhmmmmmmm
ingan kayral® maddeler potansiyel bulagics olarak dikkate alnnaiidir ve hasta Smekd uygutanan dnlemiari

Profesyens) Nedamcitae, Everii g Formuny (SIFS) g adrests bukabidler; wwiy.bio-rad.com.

8+5
ERBREFARRRERALCOET, ZHMOEL. BROTREXBILOLLT MELFIRH D ERLTERY RN CES,
WS LM HBsIM, HCVIAHE, BLUHV-1/ZREMEE RRFOARZHRE AL THRAX TR G BEORNER TV S,
LirL, BECMFERANEACENOBREERACERTIRNERCWASHTSYZILA LAKST ARBETHRCBL
GLPAZ#W FRTOLMERMRC EROTHEEFHIEOEL T +REBLTRY B> TSN,

REF—9S— (SOS§} ILDL T, disg_jpObio-rad.com ABRBWEDBUCKSW,




GLOSSARY

GLOSSAR

GLOSSAIRE

GLOSSARIO

| GLOSARID

GLOSSARIO

. GROLISTA

" ORDLISTE

ABALYTES

Hemogiobia AIC #H3mogietin 15 Himoglobine A1C Emoglotina A1C Hamoglobina A1C ‘Hemoplobina A1C: Hemagiobin A1C Hemogiobin AIC
Hemogobia Himogiolin Hdmoglobine Emoglabina Hamogiobtra Hemogiobing Hemoglobin Hamogtabie
TERMS BEGRIFFE TERMES TERMING TERMINGS TERMDS TERMER ORDLISTE
Mezn Mittohwert Moyenos Mod2 Media Wda Madeivards Geramsa
Rangz Beseich Flagn de vaieurs nihvae Rango Limites Omekde Omadde
Uns Einhalton Unity Una Unidides: Unigadas Eneter Enheder

METHOD

Methode // Méthdde // Metodo /7 Métado /7 Método /7 Metod // Metode // Yontem /7 Rz %

Level 1 - 38541 Level 2 - 38542 Level 3 - 38543 Lsvel 1 - 38541 Level 2 - 38542 Level 3 - 38543
Units™ | Mean r Range Meanl Range |Mean L Range siM Meari Range MeanT Range Mﬁ‘f‘L Range
HEMOGLOBIN A1C
‘Atbott ARCHITECT ¢Systems (2K95 % § § 5 § § §
Abbott ARCHITECT cSysiams (4952 % | 489 | 391 -587 f 928 | 739 -111 | 140 | 12 - o150 209 | 238-359 | 775 | 620-930 ] 130 | 104 - >140
Abott ARCHITECT Systems (4P72 Chamiluminescence) % § § 5 N 5 s 5
Beckman Couer Al Systems (REF B00389) % | 508 | 407 -610 | 060 | 775115 | 145 | 116174 321 | 256-385 | 824 | 659989 | 135 | 108 - 162
Beckman CouRar Synctvon UniCel DxC Sestes % | 547 | 437 656 | 102 | 816-122 | 154 | 123 - 185 363 | 200-435 | 880 | 704 -106 | 145 | 16174
Blo-ad D-10 Dual ATC Program 220-0201 % | 520 | 460-580 | 960 | @60-108 | 145 | 133 - 147 330 | 270 -400 | 810 | 700920 | 135 | 12 - 148
Bio-Red D-10 Dual A2/F/AIC Program 220-0201 % | 520 | 460-580 ] 060 | 860 - 106 | 147 | 135 - 159 330 | 270 -400 | 620 | 700 -920 | 137 | 124 - 150
Bio-Rad 0-10 Hemogiotin A1C 220-0101 % | 520 | A60-580 | 960 | 860- 106 | 145 | 133 - 157 330 | 27.0-400 | 810 | 700 -920 | 135 | 122 - 148
Blo-Rad D-100 HBATG % 1520 | 460-580 | 990 | 890 - 108 | 149 | 137 - 161 380 | 270 -4a0 | 850 | 74D -960 | 140 | 12 - 532
Bio-Rad VARANT I MCPogram 270-210NI() | % | 520 | 460-580 | 050 | 850 — 105 | 144 | 132 - 156 330 | 27.0-400 | 800 | 690910 | 134 | 121 - W47
Blo-Rad VARANT 1l TURBO HBA1C K 2.0 270-2455 &) % | 540 ) 80-600 | 970 | R70-107 ] 149 | 137 <161 360 | 200-420 | B3D | 720-930 | 130 | 126 - 1%
Bio-Rad VARANT NI TURBO Hemoglobin A1C Program
270-2415/ 210-2716/ 270-2417 (2) % | 510 | 4s0-570 | 030 | 830-103 J 141 | 120-153 320 | 260-330 | 780 | s70-830 | 13 17 - 14
HemoCue HbATC 501 % | 510 | 48-611 | 900 | 721 -108 | 131 | 105 - S140 fmol] 322 | 258 -387 | 749 | 600 -838 | 120 | 912 - 5130
infopia Clover Alc % | 500 [ 401-600 | 030 | 745~112 | 134 | 105 - >w0 312 | 250-373 | 784 | 626-837 | 120 | 912 - >0
Infopta Chover Alc Sefl % 520 | 417-623 ] 920 | 737 - 110 | 130 | 104 ~ >140 333 | 267-400 | 770 | 617-924 | 119 | 903 - >130
Ortho WITROS MIcraTip Seles (I%A1C REF 6802314) * § § § § § §
Grto VITROS MicraTp Serles (BAIC REF 6342905) % A A A A A A
Foints Scientnc Inc, AICH7546 % | 480 | 410-550 | 940 | 800-108 | 142 | 121 < 5180 200 | 213-36 | 792 | 649 -945 | 182 | 109 - 5151
PTS Dlagrostics ATCHOW+ % | A5 | amm-594 | ae8 | Zi0- 07 108 - >130 N6 | M2-%7 | 736 | 588683 943 - >119
Rocha cobas ¢ Systams (Tina-quart RIATC ) % | 484 | 387-581 | 935 | 749-112 | 132 | 106 - 159 204 | 235-2353 | 788 | 630-945 | 121 | 968 -~ W5
Roche cobas INTEGRA (Tina-quant Hemoglobin Ale) % | 601 | 409-613 | 953 | 762-1i4 | 140 | 112~ 163 324 | 259-388 | 806 | 645-067 | 130 | 104~ 156
Siemens AVIA Chemistry Systems Hemogiobin Atc_3 % | 508 | 4i5-622 | 035 | 748-112 | 133 | 106 - 160 332 | %5-308 | 787 | 6a0-644 | 122 | o5 - W8
Stemens DCA Series % | 543 | 435-652 | 997 | 797 - 120 | >140 359, 27 -431 | 854 | €83 -103 | >1%
Stemens Dimension Series HB1C REF DFI05A % 520 | 416-624 | 953 | 763-114 | 140 | 1.2 - 5160 333 | 267 -400 | 807 | 646-9%8 | 129 | . 103 — »151
Semens VISTA Systems HOATC REF K31054 % 1 535 ) 420 -64z | 931 | 745- 112 | 142 } 114 — 5160 350 | 280 -420 | 783 | 626-0939 | 132 | 105 - 151
TOSOH 67 HPLC Analyzer % 510 | 460-560 | 010 | 820 ~ 100 | 138 | 122 - 149 320 | 290 -350 | 760 | 650-630 | 125 | 11313
ToS0H 63 HPLC Analyzer % ] 510 | 450561 | 923 | 830-102 | 138 | 124 - 157 |mmovmot] 320 | 200-350 | 770 | 700-850 | 127 | 115 140
TOS0K ST AIAPACK HOATC % | 520 | 350 -670 | 940 | 860122 | 127 | 880 - >140 JmmoUmol} 330 | 230-430 | 790 | 60 - 103 116 | 810 - >130
Trinty Blotach Afintty RPLG % a . a a moil A ~ A
Tinky Biotech Premisr HYS210 % A A a A A A




Level 1 - 38541 Level 2 - 38542 Level 3 - 38543 Level 1 - 38541 Level 2 - 38542 Level 3 - 38543
Units™ Meaﬂ Range |[Msan| Range |[Mean 1 Range siv Meanr Range Meanl Range Mean—[ Range
ABBOTT ARCHITECT cSYSTEMS
AIC K6 i oL § § § 18 § § §
A1C{2K96 % § |° § § v § § §
Hemoglobin, Total (2X96) [ § § § § § 5
BECKMAN COULTER AU SYSTEMS
A1C (REF B00389) git 10358 | 0286 - 0429 | 093t | o7as-t12 | 156 [ 125 - 187 N 358 | 285~429 | 931 | 745-~112 | 158 | 125 - 187
pgictin A1C (REF BO38G) % 508 | 407-610 ] 869 | 775-115 | 145 | 1B - 124 32.1 255 -385 | 624 | 659 -989 | 135 108 - 162
Hemoglobin, Yotal (REF B00383) v | 108 | ses-~130 | 12 | ssa-134 | 15 T e21-138 gL 108 | 866 - 130 12 | 894 - 134 115 | 921 -138
BECKMAN COULTER SYNGHRON UniCel DxC SERIES
AIC g/} 0420 | 0336 - 0504 | 100 | 0800 ~120 ]| 169 | 135 - 203 o 420 | 336 -504 [ 100 | 800-120 | 169 | 135203
AtC % 547 ) 437-856 | 102 | B16-122 | 154 | 123 - 185 T 363 | 290~-435 | 880 | 704 -106 | 145 116 - 174
Hemoglobin, Total g | N6 | 827-139 | 113 | 807-136 | 122 | 9712 - 146 oL 16 | 927 ~ 139 13 | 907 - 136 12 | 972 - 148
ORTHO VITROS MICROTIP SERIES
dadobin A1C WRALC EF 6802334) [ 5 5 5 mn § § H
Hemogiobin A1C (UA1C REF 8802314) % § § § / § § 5
Hesmeglobin, Tokad RAIC REF 6802314 7] 5 § § oL § § [}
ORTHO VITROS MICROTIP SERIES
I AIC HRATC REF 6342905) AL A A A oL A A A
globl A1C (HBATC REF 6842905) % A ‘A A ] A A A
Hamoglobin, Total (HBA1C REF 6842905) (R A A A N oL A A A
ROCHE COBAS € SYSTEMS
AIC (Tina-quant bAlc ) ol ] 0252 | o201 - 0302 | 0.673 | 0539 - 0808 | 105 | 084 ~ 126 oL 252 | 201-302 ] 673 | 539-808 | 105 | 843 - 126
AIC (Tina-quant hbA1c % 484 | 387 -581 | 936 | 749112 | 132 | 106 - 159 204 | 235-353 | 788 | 630 ~ 945 121 9.8 - 145
Totai (T hhAl ) v | aso | eso-102 | 858 | 687-103 | 870 | 695 - 104 oL 850 | 68.0 - 102 858 | 687 - 103 870 | 696 - 104
ROCHE COBAS INTEGRA
ALG (Tioa-quant Atgy oo} o444 | 0355 -0532 | 103 } o8 123 | 167 | 134 - 201 oL 424 | 355-532 | 103 | B22-123 | 167 | 134 - 201
Hi I ATC (Tina-quant Alc) % 511 | 409-613 | 053 | 762-114 | 140 | 112 - 169 y 324 | 259 -388 | B06 | 645-967 | 130 104 ~ 156
Total (Th Mc) g 128 103 - 155 129 103 - 154 133 106 - 180 oL 129 103 - 155 129 103 - 154 133 106 — 160
SIEMENS ADVIA CHEMISTRY SYSTEMS
Yemoglobl Alc.3 predl | A A A woill | A Iy A
Hemogidbin Atc_3 % 518 | 415-622 | 835 | 748-112 } 133 | 106 - 160 332 | 265398 | 787 | 630 - 944 12 | 975 - 146
Total (4B 3) /i A A A ot A I »

FOOTNOTES /1 Fussnoten /7 Notes de bas de page // Note a pia pagina /7 Notas a) ple de pagina /7 Notas de rodapé // Fotnoter /7 Fodnoter // Dipnotiar /] B3

ENGUSH

(1) NGSP units = %; [FCC unit = mmolimol

{2) The assigned values wer2 obtained by ustng 1:300 dilution,

A Data s not avallable at this time. Pleasa Inquire.

§ The data requited o establish the means and accaptable ranges for this assay were not obtalned due to fimited assignment

¥ your facllity is n In the Visue Assignment Program for this assay, please contact your local

Bio-Rad office.

+ INTERNATIONAL USE ONLY - The following section contalns data for methods that are not avallable for diagnostic use in
tha Unhted States.

PORTUGUES

{1) Unidades NGSP = %; unidade IFCC = mmolmol.

(2) As vakrizagles foram obtidas com base numa diuigio de 1:300.

A Nesta momentn, n3o hi dados disponivels. Per tavor, cantacts a Blo-Rad Ushoratostes,

§ 0s dados necessdrios para estabe lecer as médias s 0s §mites aceltdvels para esta endlise ndo foram obtidos cevido a uma fimitada

de e Se 0 sey estiver em participar no Pragrama de Valorizagles para esta andlise,

contacts o3 escritfrios regionals da Bo-Rad Labaratortes.

& APENAS PARA UTILIZAGAD INTERNACIONAL - A secqd0 que 58 segue contém dados para métndos que nio estia disporivels para
wtifizagio em diagndstico nos Estados Unidos.

DEUTSCH

(1) NGSP-Elrthelten = %; IFCC-Einhait = mmoV/ma!

(2 Cis Zetweste wurdes antand elines Verdinnung von 1:300 emmiteit.

A Datan zur 28it nicht verflighar. Bitte evfragen.

§ Fs dis Ennittung der Detwerte fir diesen Test standen richt iter 2 ist dle Anzah! der
nicht

SVENSKA

(1) NGSP-gnheter = %; IFCC-enhet = mmaol/mol

{?) De nominella virdena har erhits mad anvindning av spidningstirhiiandet 1:300.

A Datn ejtiligAngliga tGr ndirvarande. Kan eshinas pa begdran,

§ DemMMmMWm'mundanmnw&mommmmmtﬁrdmmmmmem!ﬂaspﬂqnn!w
i programenet fdr faststillands av nominella virden, Om ditt att detal

um sichere Mittshwerta und Akzeptanzbereiche zu ermittein. Falls &

Bt e o ittiungen fiy diesen Yest' Sie bies da
Mhuknﬂo—ﬂaﬂmﬂeﬂmm

& 1R ZIM SEBRALCH AUSSERHALD DER USA - Der folgends Abschnit enthit
nicht fiir diagnostische Zwecks erhditlich sind.

Jeam

fr Tests / die In den USA

FRANGAIS

(1) Unités NGSP = % ; unitd IFCC = mmot/moL.

@ Les valeurs cibles ont été obtenues avec un rappart de dilution de /300,

A Actuellement, les donndes ne sont pas dispanibles. Pribre ds se renseigner.

§ Ludnnnéunéwsairsm&mlammeaum:wmmumnwnmmm:eumm«mwm

mangue de squhalts participer au programme ¢'dlabocation des vateurs, adresser-
wimawmmusb-am
# AUTKISER UNIQUEMENT HORS DES ETATS-UN'S - La section sulvante contient des danades concemant des méthades qui ns sat pas
pour un usags aux Etats-Unis.
TTALIAND
1) Units NGSP = %; urtith £CC = mmol/ma!

) tvalorl assegnati sano stati ottenutl wtitzzando una ditvizione 1:300.
A Attyalments hon agno disponiblli datt. Si prega di richiederi.
§ lmmmwmuwmmemqnmmmmmwqmwmmmmmuammm

r faststiande av nominelia virden (Vatue Assignmeant Programg Gr danna anaiys ber vi dig kontaktz ndrmasts Bio-Rad-Kontor,
4, ENDAST FOR INTERNATIONELLT BRUX - Foljande avsnit MinehAller data f6r metoder som infe 4 tlighngliga for diagnostiskt bruk | USA.

DANSK

{1) NGSP-enheder = %; IFCC-enhed = mmoVmol

(2 De tiideits veerdier of apniet med en fortynding p 1:300.

A Data er ke tiigzengelige pA nuverends tidspunkt. Kan relosreres.

§ De data tit a oy Ader for denne anatyse lurme Be opnds pga. fos Hlie defagelsa |
varditil s dit o 1 at dattage | faststieise af vardier for denne analyse, bedes du
Kontakd den Yokalg Bio-Rad-forhardier

& KON TIL INTERNATIONAL ERUG - Felgende afsnit indehotder data ti) matoder, der Xke e ] TUSA

TR

KGE
(1) NGSP birimé = %; IFCC birimi = mmol/mot.
@ Manan dajaccr, 1:300 ecyrelim uanskarak ehée eoheigtic
A S anda ved meverk defiile Litfen bilg) abn,
5 “Hiﬂmuwhnwuummmmm_w,ﬂmmm
o3 Deder Eitfen yerel Fo-Rad afia B ribata pecin.
- mummsmm Meoipdakd bikicn Eviegh Dovicirde agous¥i ofkrarn i mtveut thayan gl do
veriler igermektedi.

partecipazions Imiata a questa Sa I proprio € al
del valori per questo dosagglo, dmammmumnmam

& SOLO PER USO INTERNAZIONALE - La seriane che segue contiene datl per metodi 2d uso diagnostico che non sana disponbili
negt Stafi Untl

£spafioL
(1) Unidades NGSP = %; unidad IFCG = mmolfmol.
? s 1tizango una ducién af 1:300.

A Eneste momento no se dispone de datos. Consute cualquier duda.

§ Dehito a fa fimiada 50, no s8 103 dats para calcutar las medias y 108 rangos aceptables para este
ensayo, S/ su centro estd interesado an participar en el Programa de Asignacién da Valores de este ensaya, pdnganse en cuntacto con
80 ofiting bocal do Blo-Rad.

& SOLO PARA USG INTERNACIONAL - £l siquisnte apartado presenta Informacidn referenta a métodos no disponibles para uso diagndstica
en Estados Unidos,

sk 5+

(1) NGSPORRUK. FCCORM Immolmal TT,

?) SEMIIHEERTTRENLATT,
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- INTERNATIONAL u OONLY -
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data for mg{ijods that are not
§gy diagnostic use in
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INTERNATIONAL USE ONLY -
The following section contains data for methods that are not available for diagnostic use in the United Sjates. ¢

DD
0ge QG 0G0 040 ouo 100 gigde 0
Level 1 - 38541 Level 2 - 33542 Level 3 - 38543 Level 1 - 38541 Level 2 - 3 Lewht 3 - 38543
Units™ | Mean|  Range Meanl Range Mean Range Si" | Mean [ Range |Mean I Ra}be!) ean I Range

HEMOGLDBIN A1C
ARKPAY ADAMS ATC HA-B160 (Vo 4200/ G’ -

HA-8170 / HA-8180/ HA-8180T/ HA-B180V / 3

HA-8181 / HYBRID AH-8280 / HYBRID AH-8290 % 500 | 450-550 [ 910 | 820-100 | 138 | 129 - 147 312 [ 280-343 | mo £ L 18 - 136
Bio-Rad VARIANT [ TURBO HBAIC KR 2.0 270-2455 EX @) % 540 | 480-600 | 070 | RI0~107 | 149 | 137 - 161 360 | 290 ~420 L] 830 | 720~ 938 | 139 126 - 152
NOM KOHDEN Ceftac Chem Hbic % 520 | 450-590 | %0 | 30~ N2 123 - »>130 Vmd| 333 | 788 - 3740 D836 | 717 - 855 111 - >119
SEKISU NORUDIA N Hhate % 475 | 380 -570 | 885 | 708-106 | 134 | 107 - 161 284 | 227 - a3 586 — 879 | 123 | 9082 ~ 47
FOSOH 6X HPLC Analyzer % 519 | A77-585 | 941 | 886101 |} 141 | 130 — 151 332 | 305 . 730 - 857 | 131 120 - 141
TOSOH G11 Automated HPLC Analyzer (STD Mode) % 5.05 | 465541 | 909 | 836-073 | 136 | 125 - 146 |mmovmol] 317 | 292 - 698 ~ 818 | 125 115 - 135
TOSOH HLC-72368/ 63/ 611 % 530 | A70-580 | 950 | 850~104 | 141 | 1274 155 [mmovmot] 344 | 3 7.9 723 -834 | 1 118 - 144
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Bio-Rad Laboratories compréehensive line of quality controls and QC data management solutions.

. . o
Autoimmune Controls ' pfilsin Contrsl Specialty nfectious Disease Controls
Blood Gas Contrels s co Therapetalc Beug Monitoring Controls
Cardiac Assessment Controls Tesdcolagy: Drugs-of-Abuse Controls
Chemistry Controls Toxicology: Specialty Confrois
Coagulation Cortrols Urinalysis Controls
CongenitalPediatric Disease Controls QC Data Management Solikions
External Quality Assurance Services (EQAS)
BIORAD ‘eeralitycontrol ore




MANUFACTURERS LISTED
Herstellerliste // Liste des fabricants // Elenco Produttori // Lista de fabricantes // Fabricantes enunciados // Usta 8ver tilfverkare // Liste over producenter // Oreticl Listes! // 88 T ~—%

Aot Laboratories, Abibott Park, iincls
Ay, Kyoto, Japan

Beckman Coulter, inc., Brea, Califoria
Beckman Coufter, Inz., frving, Taxas

Blo-Rad Labaratories, inc., Hercules, Califomia
Bio-Rad Laboratories, Gmbit, Munich, Germany

Pointe Sclentfic, Inc., Cantan, Michigan

P1S Diagnostics, indianapolis, indiana

Roche Dlagnostics, GmbH, Penzberg, Germany

Roche Dlagnastics, indianapolls, tndiana

Sekigui Chemical Ca. LTD., Tokyo, Japan

Slamens Heatthcare Diagnostics Inc., Newark, Delaware

HamoCue, Angefiolm, Sweden Siemens Healthcate Diagnostics knc., Tarrytown, New Yok
Infopia, Gyeanggi-do, South Korea TOSOH Blosclence Inc., South San Francisco, Califomiz
Nthon Kahden Corporation, Tokye, Japan TASOH Bioscience (ne., Takyo, Japan

Ortho-Clintcal Diagnostics, A Johnson and Johaisan Company, Rachester, New York “Irinity Blotech, Kansas Cty, Missourl
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UNITED STATES, Bio-Rad Laboratories
8500 Jaronimo Road, lrvine, CA 92618

FRANCE, Blo-flad

3 boulsvard Raymand
Bio-Rad 92430 Marmes-ia-Coquett
Laboratories Phone: (13) 1-4795-6000 / Fax: (33) 1-4741-9133

Clinical
Diagnostics Group

$500 Jeronimo Road
Snvine, California 92618
800} 854-6737

FAX (949) 598-1550
bio-rad.com/quabitycontrol

Tachnkcal Seevice:
{800) 8546737

Mwmmmuﬁs«swmmmmn * Phone 63-2-9914-2500 » Talekxe 61-2-5974-2388
Gesm b H. S8/3-6. A-1130 Vieans « Phorw 43-1-877-2303 » Telekex £3-1-875-5629
*wu«vm;aﬁamm Fhone +32 (31710-53-00 » Telotay +32 (3710-53-01
vl Go-Rad Labaralirios Brasi | ide, Rus Alreds Albano da Costa, 100, Lagos Santa - MG, CEP: 33400-000 « Phone +55 3113638-6500 » Telelax +55 31)3629-6677
5

MMW.KAMM HIINZ, 147 08 Pragus 4 = Phone 420-241-430-532 = Talafs 420-243-431-642
Pk,

Francs, Bio-Rad, 3 b odf Ray Puincard, 92430 ilx L Phong 33-1-47-85-60-00 « Telefsx 33-1-47-41-91-33
Bio-Rad L GobM, 164, D-80939 Munich » Phone 449 (§89-318-840 » Tlefax +49 fY89-318-84100
Greece, Sio-fadl MEPE 24 gelon Skree!, Fourtt Foor 115 27 Athens » Phone 30-210-7774338 « Talefax 30-210-7774376
Hong Koag, Bio-Rad Pacific Lid,, Unit 1101, 11F DCH Centre, 25 We: Road, Quasty Bay » Phans £52-2786-3300 « Talefan 852-2789-1290
Mungary, Bo-Rad Hungary Lid, H-1082 Budegest, Fulo sirset 47-53, Hungary » Phone +36-1-458-65300 « Telefar +26-1-455-6101
Beallin, Bio-Rad Laboratores fndigh Pvt. L, Blo-Rad House, 86-87, Udyog Vihar Phase IV, Gurgeon, Haryana 122 015 » Phone 1800-180-1224 » Telefax 93-124-2298135
leraed, Bio-Rad Laboratodes Lk, 14 Homa Sireet, New kndustrisl Ares, Rishon Us Zon 75855 « Phone 972-3-9636050 = Telefax 972-3-9514129
Maly, Bio-Rad Laboraiories S.kL, Wa Celln TR/A, 20030 Segrate, Mitan * Phone +30-02-216001 » Telokax +33-02-21608553
Jupan, Bio-Rud Laboratories KX, Tennor Contal Tower 205, 2-2-24 Higeshi-Shinagaws, Shinagewve-iy, Tokyo 140-0002 » Phone 81-3-6361-7070 » Taklax 81-3-5453-8481
Kerea, Gio-Rsd Kores Lid,, 10th Floo, Hyunjuk Bulidirng, 532-41, Gangnam-cu, Seoul 135-080 « Phiane 82-2-3423-4460 » Telefix 82-2-3472-7003
MMMMW 187, Piao 10-A, Col, Navvarte, C.P. 03020 Mexico, D.F, » Phone +52 (E5)5483-7670 » Telelxt +52 (55)1107-7246
Latoratories B. 2-8, 3905 KV © Fhone +31-313-540808 = Tolstax +31-318-542218
.-m Bio-Rad New Zealand, IIMMWRM Auvchiand » Phone 54-9-415-2290 » Taisfae €4-5-415-2284
Nerwuy, Blo-Rad Laboratories, Nydalsveion 33, 0484 O¢%0 « Phone +47-23-38-41-30 » Telelax +46{0)8-5551-2789
Polund, Bio-Rad Pokka Sp. 1 a0, NeXielska St 3, 01-106 Warsaw = Phone 48-22-3319990 » Relefax 43-22-3315988
Purtugel, Bio-Rad Laboratones, Loe., Ediiicio Prime, Ave. Quinta Grande, 53 - Facglo 38 Alragide 26114-521 Amadora » Phone 351-21-472-7700 » Telefax 851-21-472-7777
Rwssis, Bio-Rad Laboratori, 117105, Russian Federasion, Moscow, Yvshavsias sh., S, Bldy., 18 » Phone +7-435-721-1404 » Tolelax +7-485-721-1412
Blo-Rad L ngapor) Pre. Lad, 27 o Bu Park, #01-02 Ruest QIBF, Singapore 509524 = Phone 65-6415-3170 = Telafax 65-6415-3189
Sewth Africa, Sio-Rad Laboratories Ply) Lid., 34 Bollon Road, Parkwood, Johannesburg 2193 » Phone 27-11-442-85-08 » Telefax 27-11-442-85-25
Spein, Bio-Rad Labaratories, S.A., C/ Caldndile, $5, Edificio M. Minipare B, £] Soto de b Moralsjs, 28109 Madrid » Phone 34-91-590-5200 » Telefax 34-91-590-5211
Bio-Rad | AB, Bax 1097, Soina Skrandviy 3, SE-171 54, Solna » Phone +46-8-555-127-00 * Talslax +46-8-555-127-80

Blo-Rad L e AG, Pra Rond 23, CH-1785 Cressier » Phone +41 (0)26-674-55-05/06 » Telolax +41 {0j26-674-52-19
Talwan, Blo-Rad Laboratorizs Talwan Ltd., 14F-B, No. 18%&#“&:4 Talpel, Taiwan 10546 R.0.C. » Phone 836-2-2578-7189 » Talstax 856-2-2578-6890
TIIIM Laboratories Ltd,, 15t & 2 Floor, Lumpini | 8idg., 239/2 Raj RAd., Lumpind. Pa Bangkok 10330 ¢ Phone 662-851-8311 » Telefax 662-651-8312
Blo-Rad L ixd, Bio- ouse, Maxted Roed, Heme! Hernpstead, Harts HP2 7DX » Phone «44 ((320-8328-2000 » Telsfax +44 $0)20-8328-2550
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Diabetes Control
d A human wholg biood assayed diabetes contral,
y (human) filr
Contsdie te dlabits thré de sang total humain,
Controlla de! diabste formutato CON sangue umana tero.
Sangrs control humana tota! valorada para diabetes,
Um controlo ensalado de sangue total humano para a diabetes,
En analyserad diabeteskontrol) av humant helblod.
6xtmbL En anatyseset diabeteskontrol af humant fuldblod.
% (01)00847661000839 -10°C "
@ (17)190531 @ 38541
nosssn (€ Vo [ A -70°C GIEXP 2019-05-31
UNITED STATES, Glo-Rad Ladorstortes EB FRANCE, 8io-fad, 2 bouevant Raymand Polncars, N
9500 Jeronimo Road, irvine, CA 92618 92430 Mames-ia-Coquotte
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Diabetes Control

A human whale blood assayed diabetes control.
{human) flr
Contréte de tlabate tré de sang total humain,
Controlto del diabets formutato con Sangus umano intem.
Sangse costtrol umana total vatorada para diabetes.
Um controio ensalado de sangue total humana para a diabstes.
En analyserad diabeteskoniroll av bumant hefblod,
En analyseret diabeteskontrol at humant fuldbled,

3% (01)00847661000853 -10°C @ 38543
m 117)190531 \h\
(1oyassaz C€ o i A\ -70°C mmx_. 2019-05-31
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9500 Jeronima Road, kving, CA 92618
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172 Liquichek™
Diabetes Control

Ahuman whole blood essayed dlabetes canfrol.
Quman) tiir
Contrdle de diabéta ttrd da sang total humain,
Controllo def diabete formuilato con sangue umano intero.
Sangre contral trsnana tota! vekorada para dizbetes,
Um controlo ensalado de sangue tota) humano para a diabetes.
£n analyserad diabeteskontrolf av hemmant hetblod.
£n anatyseret diabeteskontrol af humant Rukdbiod.

52508 (Rev. 1)

6x1ml

% 101100847661000846 *.Sno @ 38542
£ (17)190531
aoyssez CE [ [T A -ro°C 36X 2019-05-31
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Liquichek™ Diabetes Control

Levels 1,2 and 3

171 Levell 6x1mL

172 Level2 6x1mL c€
173 level3 6x1mL
172X Trilevel MiniPak 3x 1 mL

Level 1 38541
38540 Level2 38542

g EXP 2019-05-31
Level 3 38543

ENAEWKNYOMENH XPHIH
0 péaprupac Liquichek Diabetes Gontrol TtpoopifeT yia Xofion hC TOUTORONEEVD LR NOWTKOD
:M:vxouvmmvnapamooenm TWV EPYQCTHSAKIIV SOXUQoMDY NIa TS avaludpcver

H yodon vhaciv 3 eAtyxou tvbeb wg EREVIRT] G aloMWonG ™E
MWMpMWWWMRmemmmmmW

EPYAOTROEG TIRaKTAAY! pdpTUpa Y TV o enon
G andSoang oe GAo 1O £0POE Twv KAV EQappoyi.

rumnmmrmmruwummnmmmm Boxgamiv
TIPEREY Va XPIOGIONOIOOVTON UAIKA ﬂomoﬁdb/xwdrmmmpd@cmmw-o&nvhrw
rmmmzwmmmmm TIOWOTITAL TUNV XITPEN EPYOTTNIORIIV
esTdoemvs kavovopds RE-BAK).

ANTIAPAZYHPIO

Tonpoﬁbvwrdrmpaatmd{nmméav@pnmwomm TEPEXEL CUVTRPNTRG KOl
O Uype) popda) YIa EUKDALR XDRONC.

avaudpiever; OvoiER Napagitvouv otaBepis na 14 Epes, EGdcoV T PraAiso
ket KAEOTS otoug 2 £ux; B °C.
METa Tiv andpuin, v katadOxeTe Eovd Tov papTuea. AOpPIPTE TO UIIGROMO DAKS,
To Tpdidv QuTS CTOOTEARETMM QRS TOV KOTAOKEUQOTt 0E CUVENIKES KaTRpUSIGC.
AJAAKATIA
To npoidv outd npdna va avigpetwriZetal 4mug avtperamzovics Ta Scliypara aobeven ko i}
enetepyoola Tou Tpine va yiveras cdpduva pe TG 08nyies ol ouvoSeiow Tov avalutd, 1O KiT 1}
10 QvIdpacTriplo TTou XpnoyonoeitaL
Tipv ané T Seypatokipdia, 6ot To pdpTupa va
mmmmmm
Tpa xm Quidacete to Giakisio aroug 2-8 *C.
Hm mosmmmm yivera adpdwva pe v xatd ténovg

m mml.m untootel el eTomMevoTE

rtioes ge Beppoxpacia Swpariou {18-25 °C) ke
Mexd astd xdBe xpdon, ToroSereite apfows Yo

FMW!\WTMW-MW

NEPIOPIZMOL

1. To npoidn cat6d Sev npdne va YpRopenotsita petd v npepoirnia M.

2. Edv urcdpyouv evSeifng JupofiaC peAsans it uricpflods] SalepSura Tau IpoEVTOG,
artoppiPte 10 $eaAiSio.

3 mwwwmmmmmam

MH

ANTIOEI
pE TO TONIKO

EXKXQPHEH THAON

On péoeg TREG Ttou avaypdgovtal oTo apdv Eviero rpoiheav and enavelknppives avalGoas Kat
ahopativ T cuyxexppdvn ntapriba npoldvrog. Q&oxuwtscnwmo&épmnmnpawmnoﬂ&v«:v
mcmmmamxﬂmun and avefipmra spyaotipa, pe M xprion avtibpaompluv rou &xouv
T £YKOIN TOU KATQOKEUQOT KAt PE GVITPOcUITTELTIG Befypa QUTIS TG TapTisoc papTupa. Ot

Kav anobextd edpn xai va
XPOOWOTIOE T TRIEC TIow TIapEXOvIaR Pdvo

Avarpére am S/van www.qenet.com yia Tnpodopies, OETIKG LE TS Evpiepupived exSboe Tuv
EvleTwv ouoxenaolag.
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ot Saxpooic. o Be
Empaveid
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Liquichek™ Diabetes Control, Levels 1,2 and 3

ANAAYOMENEZ OYZIEX
Agroadpaiphn Ate
Ayoodaipin

orOl
Méan vyr}
Edpog
Movadseq

YIIOXHMEINZEIX

(1) Movaseg NGSP = %, Moviisa IFCC = mmol/mol

@) Ovexxuprptéves TRitq exiPOnoay pe apaiwon 1:300.

A Awv unripxav Swféopa  ScSopiva pixpt v exromwon Tou Tapdvrog,  Znwiote
RUTNPURGTIKES TIANPOPOplES.

§ Adyw nepopopdns ovppetopis 010 TIPOYPOpHA EXBPNONG TRV, Bev QUYKEVTHANKaY
enap) GeBopdva a va TpooSiopidTOV 01 pPEce; TWEC Kal Ta GOSEKTA £lpn TG
CUYKEKDIEVTG ﬁmu.nc{nc TtpooSiopiciod. AV To EpyaoTiipid oag evSiadéperal va oupIETAOKE
G0 TROYPRHLG EXXEIPATNG TR YIQ T SuyKexppstw) Somyncia pooSIopio 100, ETovunfiots
Y€ YO Tomd ypageio me Bio-Rad.

< MONO NA XPHER TE XQPEY. EKTOX H.NLA. - H axéhouen evétia nepopPaver otorgein ya
peddSoug Trov Sev etval Sadéoyeg yia Siayvwotw xprian otic Hvwpéves NoAreleg.
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UNITED STATES, Blo-Rad Laboratories
9500 Jeronimo Road, Irvine, CA 92618

FRANCE, Bio-Rad

3 boulevard Raymond Poincaré

92430 Mames-la-Coquette

Phone: (33) 1-4795-6000 / Fax: (33) 1-4741-9133

[=][e227.10) Befad  njine s California » 92618 ¥ (800) 854-6737 » Telefax (949) 598-1550



Liquichek™ Diabetes Control

Levels 1,2 and 3

171 Level1t 6x1mlL

Level 1 38541

172 Level2 x1
CER i R & R e mooes
172X Tillevel MiniPak 3x 1 mL Level 3 38543
NAMJIENA ORRANICELIA
Uigichok Diabetes Control camienizna Jo 72 uperaby kag auakzirans materifal 22 kaevohs kealcie u swtw pracenga focnestl postupaka 1 Ot e it sk 0 vt
Iaboratorijsikih pretraga 23 analits koji su navedeni u ovim uputama, 2. Sslufaln profzvoda, bedicy ireba bacik.

SAZETAX I RALELD
Koritenje materfala 72 kool koalttete indicirano je kas ehjsidima procjena 198nost keriSlenid meteds § lehwika | sastaw! Je dio dobre
mmw:mmn&nn qummwm

za procieny <Guldeling
for Quality Assurance of Medical Laboratory Examinations fellowing the German Medical Assoctation® {waviio Ri-8AK.

HEAGENS

Ovagjjep pune {judsks knd | i stabbizatore. Kontrola Je 2bog o

reles vaBiam actk 2y

Pﬂml STABLNOS‘I’
Profzved ce

10 de-70°C. Konrela
zumwsmi-mwmm“wmmmmmmﬂmum
lemperaturd). Kad s2 otvorl, s anal bR &2 stabibd 14 dana ke ra2d gt

Nakon odmizavanja kontrola se ne smije ponovno 2amszavath; adbacks preoﬂl materijal,

Ovaj se profzvod transportira v smiznutom oblike.

POSTUPAK

Ovim se prolzvodom reba rukovat! Jednako kao § 8 uzorkom boissnka | obsaditi i skiadu s popratnim uputama 22 nstrument, metody It
reagens koj se kalatf,

Prije vpardbe, kowirsta Feka dosed sahna tzmperators (18 90 25 °0), 2 Je loulnim pelzetma Geha bgane Joobess da se adigura
hemogenact Nakon svaks sparabe, sdraah watlle cavajal 2zatwaral § walite sa 2 de 8°C.
&mmmnm-MammmuumuuwaM
padranja potreino e prodapl wred

3. mai prolzved nije mml]enjan z uporabu m mndard.

DODJE.IVAH.EVHUEDNOS’I‘I
Mww-mmmmwmunmnmwmw
texiav kvedeni su v G reagense pedviane od strane prolzvedala |
WMMthMWMIWMM&MW
prihvatijivog raspona. ipak, srednje vrijednosti aboratnrija mogu odstupati od navedenih wijednasti tigkam roka vatianos®i ove introle,
A g e rodeana b " o

motode proizvodala etova. PreperuiSjive s 0 svald bboratac vepastavl vinsity sredie wiijednosti § platljive raspone,
3 priloene vrijednost korist samo kab smipmice.
Ia © aluriranju umetka com
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Liquichek™ Diabetes Gontrol, Levels 1,2 and 3
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Liquichek™ Diabetes Control, Levels 1,2 and 3
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