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Instructions For Use in multiple languages are available on our website: www.canterburyscientific.com under the “Products and Instructions for Use™ section. A paper version can be obtained
by fax +64 3 3433342 or e-mail: info@canterburyscientific.com.

This product contains human or animal source materials and should be treated as potentially infectious.

Le mode d'emploi est disponible en plusieurs langues sur notre site internet : www.canterburyscientific.com dans la rubrique « Products and Instructions for Use [Produits et mode
d'emploi] ». Un exemplaire papier peut étre obtenu en envoyant une demande par fax au +64 3 3433342 ou par e-mail a l'adresse : info@canterburyscientific.com.

Ce produit contient des substances d'origine animale ou humaine et doit, par conséquent, étre considéré comme un produit potentiellement
infectieux.

Gebrauchsweisungen in mehreren Sprachen stehen auf unserer Website zur Verfligung: www.canterburyscientific.com im Bereich ,,Produkte und Gebrauchsanweisungen®. Ein gedruckte
Version kann per Fax tiber +64 3 3433342 oder per E-Mail angefordert werden: info@canterburyscientific.com.

Dieses Produkt enthalt Ausgangsstoffe menschlichen und tierischen Ursprungs und muss als potenziell infektiés gehandhabt werden.

Las Instrucciones de uso estan disponibles en mdltiples lenguas en nuestra pagina web: www.canterburyscientific.com en la seccion “Productos e instrucciones de uso”. Puede solicitar un
ejemplar impreso en el n. © de fax +64 3 3433342 o en el correo electrénico: info@canterburyscientific.com.

Este producto contiene materiales de origen humano o animal y debe ser manipulado como potencialmente infeccioso.
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Sul nostro sito Web sono disponibili le istruzioni per I'uso in varie lingue: www.canterburyscientific.com nella sezione "Products and Instructions for Use" (Prodotti e istruzioni per I'uso).
E possibile ricevere una versione cartacea inviando un fax al numero +64 3 3433342 o scrivendo un‘e-mail all'indirizzo: info@canterburyscientific.com.

Questo prodotto contiene materiali di origine umana o animale e deve essere trattato come potenzialmente infettivo.

Op onze website is de gebruiksaanwijzing in meerdere talen beschikbaar: zie www.canterburyscientific.com onder het gedeelte “Producten en gebruiksaanwijzingen". Gedrukte versies
kunnen worden aangevraagd via fax +64 3 3433342 of e-mail: info@canterburyscientific.com.

Dit product bevat materialen van menselijke en dierlijke oorsprong en moet worden behandeld als mogelijk infectieus.

No nosso site da internet, podera encontrar Instrucdes de Utilizagdo em varias linguas: www.canterburyscientific.com na seccdo "Produtos e Instrucdes de Utilizacdo". Podera obter uma
versdo em papel pelo fax +64 3 3433342 ou e_mail: info@canterburyscientific.com.

Este produto contém materiais de origem humana ou animal e deve ser considerado como potencialmente infeccioso.

A Hasznalati utasitas tobb nyelven elérhetd honlapunkon a www.canterburyscientific.com cimen, a ,,Products and Instructions for Use” (Termékek és Hasznalati utasitasok) cimi részben.
A nyomtatott verzi6 fax (+64 3 3433342) vagy e-mail (info@canterburyscientific.com) tjan szerezheté be.

Ez a termék emberi, illetve allati forrasbol szarmazé anyagokat tartalmaz, és potencialisan fert6z6 anyagként kell kezelni.

Bruksanvisning pa flera sprak finns pa var hemsida: www.canterburyscientific.com under avsnittet “Produkter och bruksanvisningar”. En pappersversion kan erhallas via fax +64 3 3433342
eller e--post: info@canterburyscientific.com.

Denna produkt innehaller material av humant eller djurursprung och ska behandlas som potentiellt smittsam.

Birgok dilde Kullanim Talimatlar1 Web sitemizde mevcuttur: *Products and Instructions for Use” (Uriinler ve Kullanim Talimatlar1) boliimii altinda www.canterburyscientific.com adresinde.
Basili siiriim faks +64 3 3433342 veya e-posta ile saglanabilir: info@canterburyscientific.com.

Bu Urlin insan veya hayvan kaynakli materyaller icermektedir ve potansiyel olarak bulasici oldugu disindlerek islem yapiimalidir.

MHCTpYyKUMHUTE 3a yoTpeba Ha pasIMYHU e3ULH MOKETE Jia HaMepuTe Ha Hawus yebeaiiT: Www.canterburyscientific.com s pasnen "Products and Instructions for Use" ("IIpoayktu u
HMHCTPYKLHH 3a ynoTpeba"). Moxere na ce caobuere ¢ TeXHUsl XapTHeH BapuaHT upes (axc +64 3 3433342 wnu na umeiin: info@canterburyscientific.com.

To3un NpoAyKT CbAbpXa MaTepuany OT HYOBELLKW UMK XUBOTUHCKM NPOU3XOA M cneaBa Aa ce TpeTmpa KaTto NoTeHUManHo 3apaseH.

Névod k pouziti v nekolika jazycich je k dispozici na nasich webovych strankach: www.canterburyscientific.com v &asti ,,Vyrobky a navod k pouziti*. Tisténou verzi Ize ziskat faxem
+64 3 3433342 nebo e--mailem: info@canterburyscientific.com.

Tento vyrobek obsahuije lidské nebo zvifeci zdrojové materidly a musi tedy byt povaZovan jako potencialné infekéni.

Brugsanvisninger er tilgangelige pa flere sprog pa vores website: www.canterburyscientific.com i sektionen "Products and Instructions for Use”. En trykt udgave kan fés via fax ved
henvendelse pa tIf. +64 3 3433342 eller e-mail: info@canterburyscientific.com.

Dette produkt indeholder humane eller animalske kildematerialer og skal behandles som potentielt infektigst.

Naudojimo instrukcijas keliomis kalbomis galima rasti miisy interneto svetainéje www.canterburyscientific.com, skyriuje ,,Produktai ir naudojimo instrukcijos“. Popiering versija galima gauti
faksu +64 3 3433342 arba el. pastu info@canterburyscientific.com.

A Sio produkto sudétyje yra Zmogaus ir gyviiny kilmés medziagy, todél jj reikia laikyti potencialiai infekciniu.

Sivustoltamme 6ytyy kayttdohjeet useilla eri kielilla: www.canterburyscientific.com, osa "Tuotteet ja kayttéohjeet”. Voit hankkia tulostetun version faksaamalla numeroon +64 3 3433342 tai
lahettamalla séhkopostia osoitteeseen: info@canterburyscientific.com.

Tama tuote sisaltaa ihmis- tai elainperaisia lahdemateriaaleja ja sité on kasiteltdva mahdollisen tartuntavaaran aiheuttavana tuotteena.

a Odnyieg xpriong o€ d1dpopes yAmooes eivor SidEcileg 6Tov dikTvakd TOTO pog: WWW.canterburyscientific.com oty evomro «IIpoidvta kot 0dnyieg xprione». Evromn poper propei vo,
neoei péow pag +64 3 3433342 7 e--mail: info@canterburyscientific.com.

AuTO TO TTIPOIGV TTEPIEXEI UAIKG avOpWTTIvVNG i CWIKAG TTPOEAEUONG KAl TIPETTEI VO QVTILETWTTIETAl WG dUVNTIKA HOAUGUATIKO.
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AHRBIZEFE FXREBYEEROEHNEEFN TS0, BEEOFREMEAHDELDE LTEIMYFELFEEL,

WHCTPYKIMH O SKCIUTYaTallMK Ha Pa3HBIX A3bIKaX HMEIOTCS Ha HallleM HHTEpHeT-caiiTe: www.canterburyscientific.com B pasznene Products and Instructions for Use (ITpoaykimst 1
MHCTPYKLIHH 110 9KCIUTyaTalui). ByMaxkHyio BEpCHIO MOXKHO MOJy4HTh 110 (akcy: +64 3 3433342 unu snekrponnoii noure: info@canterburyscientific.com.

[JaHHbIVi npenapaTt cofepXUT MaTepuarbl YerIOBEHECKOrO N XKMBOTHOTO NMPOUCXOXAEHUS 1 JOMMKEH paccMaTpuBaThCs Kak NoTeHUMansHo
MHPULMPOBAHHDIN.
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Upute za uporabu na raznim jezicima dostupne su na nasoj web stranici: www.canterburyscientific.com pod odjeljkom ,,Proizvodi i upute za upotrebu. Papirnata se verzija moze dobiti
telefaksom na broj
+64 3 3433342 ili e-postom: info@canterburyscientific.com.

Ovaj proizvod sadrZi ljudski ili Zivotinjski izvor materijala i treba biti tretiran kao potencijalno zarazan.

Pokyny na pouzitie v roznych jazykoch s dostupné na nasej webovej stranke: www.canterburyscientific.com v Gasti ,,Produkty a pokyny na pouzitie®. Papierovii verziu je mozné ziskat’
faxom na Cisle +64 3 3433342 alebo e-mailom: info@canterburyscientific.com.

Tento produkt obsahuje materialy ludského alebo zvieracieho pdvodu a malo by sa s nim zaobchadzat' ako s potencialne infekénym
materidlom.

Instructiuni de utilizare in mai multe limbi sunt disponibile pe site-ul nostru: www.canterburyscientific.com la sectiunea “Products and Instructions for Use” (Produse si instructiuni de
utilizare). Se poate obfine o versiune tipdritd prin trimiterea unui fax la numarul +64 3 3433342 sau a unui e-mail la adresa: info@canterburyscientific.com.

Acest produs contine materiale sursa umane sau animale si trebuie tratat ca fiind un produs potential infectios.
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Onucanme n npeamnojgaraeMoe uCIoJb30BaHue

Kunkuii KOHTpONBLHBIN Npenapat remorinoduna Alc extendSURE™ HU3TOTOBIIAETCA

U3 YEJOBEUECKON KPOBH M COACPKUT HOPMATBHEIN TeMOTJIOONH, KOHCEPBAHTHI U cTabmim3aTopsl. [pu
pa3paboTKe KOHTPOJIbHBIX MPernapaToB OJHa U3 Lieel — yiydlleHHas CTaOuIbHOCTh. KOHTPOJIBHBIN npenapaT
YPOBHSI 2 MPOU3BOMTCS IOCPEICTBOM KOHTPOJIHPYEMOTO TIIMKUPOBAHU iN VItr0 KpoBH JIrO/IeH, HE OOIBHBIX
IMa0ETOM.

KoHTponbHbIe MpenapaTsl MpeIHa3HaYeHb! A1 UCIIOIb30BaHUS B KAYECTBE MATEPHATIOB KOHTPOJIS KauyecTBa
JUTSL CIISKEHHUS 32 TMPABIWIBHOCTHIO H TOYHOCTBIO JTa00OPATOPHBIX POLIEAYP UCIBITAHUH C TETHIO
KoJImaecTBeHHOro onpenenenust HDALC mis cieayromux THITOB aHAIKW30B: HOHOOOMeHHOH BOXKX,
MMMYHOJIOTHYECKOTO aHanu3a U (hepMEHTATHBHBIX MPOIECIYD. ¥ KonkpeTHOE IpUMEHEHHE TS OTIACTBHBIX
AHAJM30B CM. B PYKOBOJCTBE IT0 SKCILTyaTalluK aHamu3aropa. KOHTpoIbHBIH mpenapar Hellb3sl HCIOIb30BaTh
B KauecTBe Kauodparopa.

Hannexamast 1abopaTopHas IpakTHKa TpeOyeT BHEAPEHHUS IPOrpaMMbl KOHTPOJIS KaueCTBa BO BCEX
naboparopusix. [laHHas mporpaMma COCTOUT U3 PEryJISIPHOIO aHaNN3a JaHHBIX KOHTPOJIbHBIX NPENapaToB
KBaNMM(HUIIPOBAHHBIM JTaOOPaTOPHBIM IIEPCOHANIOM U OIIEHKY COOTBETCTBHSA 33l0KYMEHTHPOBAHHBIX
pe3yIbTaToOB JOMYCTUMBIM IIpefenaM JadopaTopur. ECiu pe3yasTaTel BEIXOIAT 3a 3TH MPeesl, HOBTOPHTE
MPOBEPKY KOHTPOJBHOIO Npenapara U UCCIeAyHTe mapaMeTpsl METo1a, (aKTOPI OKPYKAIOILEH cpebl

U TeXHU4ecKue mpuemsl. Eciy nocine NoBTOpHON NPOBEPKH KOHTPOJIBHOTO MPENapaTa pe3ylbTaThl IPOJOKAT
0CTaBaThCS BHE JOIYCTHUMBIX IIPEAENIOB, 00paTHTECh K MPOU3BOAUTEI0 KOHTPOIBHOTO IIpernapara

3a IOMOILBIO B JAJIbHEHMINIEH HHTEPIIPETALUY.

Kpome toro, Hagnexamas 1abopaTopHas IpakTHKa TpeOyeT H30JAIUN KOHTPOIBHBIX 00pasIoB U pe3yIbTaToB
0T 00pa3LOB U Pe3yNbTaTOB MAEHTOB.

Kiannnyeckoe npumeHenne usmepenus remorsioouna Alc

Nsmepenne HbBALC ocobenHo 10e3HO At GOJBHBIX qUabeTOoM. YPOBEHb TIIIOKO3bI B KPOBH KOJIEOIETCS
B IIMPOKHX Ipefenax, ¥ MTHOBEHHAas MpPOBEpPKa TIJIIOKO3BI KPOBH HE OTPaKaeT YCPEAHEHHOH CHTYaIlHH.
dopmuposanne HbALC nmpoucxoant memrerno (oxoso 0,05 % B merp) 1 HenpepbiBHO B TeueHue 120-mHeBHOM
TOPOAODKUTEILHOCTH KHU3HH opuTpouutoB. HM3amepenne HDALC mome3sno mis Bpaueil B KadecTBe
JIOJITOCPOYHOT0 CYMMAapHOTO 3HAuUeHWs] KOHIIEHTPAI[MM TJIOKO3bl B KPOBH M TEM CaMbiM MEpbl CTEleHH
KOHTPOJII WM CaMOKOHTpoXsl OompHOTO nuaberom. OmHako Kakgas J1a0opaTopws AOJDKHA OMpPEACIHTH
pedepeHTHBIE HMHTEpBall, COOTBETCTBYIONIMHA XapaKTEpUCTHKaM HccieayeMoi momymsinuu.  Kaxmoe
noBbinieHre ypoBHss HDALC Ha omMH TPOLEHT COOTBETCTBYET MOBBIMICHHIO CPEIHETO YPOBHS TIIFOKO3BI
B kpoBu mpubmmsurensio Ha 30 mr/mt wim 1,7 mmons/n. Kak mpasuio, yposun HDALc Beme 10 %
CBUJICTENIECTBYIOT O IJIOXOM AMabeTHYecKOM KOHTpOJie, B TO BpeMs Kak 3HaueHus mexay 6,5% u 7,5 %
TOBOPST O XOPOIIEM KOHTpOJIE.

Conep:xxknmoe Hadopa

B12397

Onucanue

e JIBa (iakoHa KHUIKOrO KOHTPOIBLHOTO Tpenapara remorioouna Alc extendSURE™ yposus 1
oosemom 1,0 m.

e JlBa (akoHa XKUAKOTO KOHTPOJIBHOTO npenapara reMorsoouna Alc extendSURE™ ypoust 2
oovemom 1,0 m.

e OIuH CIPaBOYHBINA BKIJIAJIBILLL

e 3 Jlor koHKpeTHOE 3HaueHne Ha3nauenue kapTh

Ipenocrepexkenust/npeaynpesxaeHust

HNPEAYIIPEXKJIEHUE

IHoTeHHAJIBHO OMOJIOTHYECKH ONACHBIN MaTepHaJl
HpI/I MIPONU3BOACTBE KOHTpOJ'Ieﬁ B Ka4C€CTBC ChIPpbs HCIOJIb30BAJIMCH YCITIOBCYCCKHUEC SPUTPOLUTHI. Bee
3JIEMEHTBl ObUIM IMOJy4eHbl OT JOHOPOB KPOBH, NMpOBepeHbl yTBepkaeHHbIMU FDA (VYnpaBieHuem
M0 KOHTPOJI 3a TMPOAYKTaMW U JICKQpCTBAaMH) METOJaMH W HAHJIEHbl HETaTHBHBIMU
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0 MoBepxHOCTHOMY aHTuUreHy renatura B, antuBI'C, antuBUY 1 u 2, cudpunucy. Hu onun meron

HCCJIEJOBAHUS HE MOXET TapaHTUpOBaTh IIOJIHOM YBEPEHHOCTH, YTO KOHTPOJIBHBIM IIpenapar,

coz[epmamm‘/i MaTepHrajibl YCJIOBCUCCKOro IMPOUCXOXKICHUA, HE 6y,[[eT COACPIKATh ICPECUNCICHHBIX

U Ipyrux WHQEKIMOHHBIX areHToB. Hamexkarmas nabopartopHas TpakTHKa TpeOyeT, 4ToOBI Bce

MaTepHralibl YC€JIOBEYECKOI'0 IMPOUCXOKIACHNA paCCMaTPUBAJIUCh KaK IMOTCHIHUAJIbBHO HH(bHHHpOBaHHLIC

U IMoAJICXKalIn 06pameHm0 C TaKUMHU K€ NPEAOCTOPOKKHOCTAMU, UYTO U 06pa3HLI IIalMCHTOB.

A INPEJOCTEPEKEHHUE

O6si3atenbHo BHuMaTeabHo ITPOUTUTE nanubiii CIIPABOYHBIW BKJIAJBIII
nepeja MCMOJIb30BAHHEM KOHTPOJIbHBIX MATEPHAJIOB.

VIS MCHHOJIB30BAHUA TIPU JUATHOCTHUKE B JTABOPATOPHBIX
YCJOBUAX IN VITRO.

IIpn wucnoab30BaHMM [JaHHBIX KOHTpPOJbHBIX mnpenapatoB PEKOMEHIAYETCSA
Hagesatb SAIMTHYIO OJAEX/Y (ouku, mepyaTKH 1 Ja60paTOPHBLIii XaJjar).

Oﬁpamelme H yTRJIU3auus 326paKOBaHHbIX HJIA MTPOJIMTBIX KOHTPOJILHBIX IPpEmapaToB
AOJIZKHBI  OCYIIECTBJIATHCA COIVIACHO MpPaBUJaM TEXHUKH 0e30macHOCTH Ballei
naﬁopaTopm/I HWJINX MECTHBIM INOCTAHOBJICHUSAM.

Hannblii IPOAYKT COAEPXKUT uneboaboe konudectso HMAHUCTOI'O KAJIUS.
HE I'/IOTATbD.

S3ATIPEHIEHO HUCHOJBb30BATH KOHTPOJIU MOCJIE UCTEUEHHUS CPOKA
I'OAHOCTH; onHOMOMEHTHO CJelyeT MCHO0Jb30BATH KOHTPOJM TOJLKO M3 OIHOI
NapTHH.

pu namuuuu BAKTEPUAJIBHOI'O 3APAYKEHUSA nnu U3MEHEHUS LIBETA HA
KOPHUYHEBBIN, nan OCAJIKA B KOHTPOJILHBIX NpenapaTtax (akoH HeoGXoammo
3a0paKoBaTh.

XpaHeHue 1 oOpaleHue

% HeBckpeIThie

HepacnakoBannble (nakoHbl ¢ KuakuMm KoHtposiem extendSURE™ Haemoglobin  Alc
HEOOXOMMO XPaHUTh B BEPTUKAIFHOM MOJ0XKEHUU NpH Temneparype 2-8 °C. KoHTposn MOXHO
HCTIONB30BATH JI0 TIOC/IEHETO IHS MECAIA m, B KOTOPOM HCTEKAET CPOK FOIHOCTH, YKA3aHHOTO HA
OyTBUIKE; KOHTPOJIHN CTAa0MIBHBI B TeueHHe 30 MecAIeB ¢ AaThl IPOU3BOJICTBA.

% BcekpoiThie

BCeKphIThie (IIaKOHBI XKHIKOTO KOHTPOJIBLHOIO mpemnapara remornoouna Alc extendSURE™
HEOOXOIMMO XPaHUTh B BEPTHKAIBHOM TONOKeHHH Tpu 2—8 °C. BCKpBITBIE KOHTPOJIBHBIE
rnpenaparsbl MOXXHO HCIOJb30BaTh B TeueHHe 30 qHEH MpH YCIOBUM IUIOTHOM 3aKyIMOpPKH.
KonTtponpHble npenapathl 3anpenieHo 3aMopakuBaTh U pa3MOPaKUBATh.
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IIpouenypa KOHTpOJIA

Kunxue kouTponbHbIe npenapathl remornoduna Alc extendSURE™ roToBbl kK MCHONB30BaHMIO, M ¢ HUIMH
clenyeT o0pamaThes Tak ke, Kak ¢ 00pa3laMu HEM3BECTHOTO MAIMEHTa, OCYIIECTBISTE IPOBEPKY

B COOTBETCTBUU C MHCTPYKLHUSAMH IIPOU3BOAUTEINS, PUIIAratOIIMMUCS K COOTBETCTBYIOLIEMY HHCTPYMEHTY
nnu Metony. [Ipo¢uu monun KOHTPONIBHBIX MIPENapaToB HA KOJIOHKE CPaBHUMEI C TEMOIN3aTaMH ETbHON
KpOBH TTALICHTA.

HpI/ICBaI/IBaHl/Ie 3Haqe1mi71, 3asiBJICHUE 0 BOCIIPOU3BOAUMOCTH M PE3YJIbTAaThI
AHAJIN30B

3nauenus cpearero MEAN| u mianazona RANGE| koHTponsHOTO mpernapaTa s reMorioonna Alc
B xumudeckux cucreMax AU u DxC npusenens! Ha npunaraemoii extendSURE™ crenuduueckoii ans naptuu
KapTe MPUCBAWBAHUS 3HAYCHHH.

|LOT SPECIFIC VALUE ASSIGNMENT CARD| B enunniax namepenus |UNITS| % (cormacao NGSP
[HaunonanbsHO# nporpamMme cTaHIapTH3aLUH TITMKO3WIMPOBAHHOTO reMOrTI00nHa| |NGSP ALIGNED|)

1 MMOJIB/MOITh (cormacHo IFCC [MexayHapoaHoi (enepanuy KITMHUYECKON XUMUU U 1a00paTOPHOM MEIUIMHEI |
IFCC ALIGNED)), a Takxe B eqMHUIIAX U3MEPEHHS /11 1 MMOJIB/J1. KpoMe TOro, Ha KaXkJj0i KapTe MPUBEICHO

3HA4YCHUC O6H.[€FO reMoriioonHa B CANHNIAX U3MCPCHUA I'/,Z[J'I 1 MMOJIB/I.

3HaueHus AJI11 KOHTpobHOTO mpemnapata 1 yposast |Level 1| Hareyatans! Ha OHO# CTOPOHE KapThl, 4 3HAUCHUSI
IUTsL KOHTPOJIEHOTO Tipemniapara 2 ypoBHs [Level 2| — Ha npyroii.

JaHHBIE pe3ynbTaThl OBUIH TOYYCHEI B CEPUH aHATM30B U SBIISIFOTCS BOCIIPON3BOIUMEBIMH U CHIEIA(DUICCKIMHA
JUIS JAHHOTO COYETaHMsI MHCTPYMEHTA MPOU3BOAMTENS U peakTHBa reMorioonHa Alc.

IMANUFACTURER’S INSTRUMENT/HAEMOGLOBIN Alc REAGENT ASSAY] ¢ ncrionssoBanuem
napTuil MHCTPYMEHTOB U PEaKTUBOB, IOCTYIIHBIX HA MOMEHT IIPOBEACHUS aHAJIN30B, SBJISIOTCS
crieU(pUUECKUMU IS JAHHOM MapTUH KUIKUX KOHTPOJIBHBIX MpernapaToB remoriodrnHa Alc.

[TockonbKy pe3ysbTaThl aHAIU30B 3aBUCAT KaK OT aHATTUTUYECKUX MPOLETYDP, TAaK U OT HEKOTOPBIX JPYTUX
(aKTOPOB, U MIOCKONBKY JPYTUE aHATUTHICCKHE CUCTEMBI MOTYT IaBaTh APYTHE Pe3yIbTaThl, PEKOMEHIYETCH,
YTOOBI KaXK1as 1TabOpaToOpusi YCTAHOBMIIA COOCTBEHHBIE MPE/IEIIbl 3HAYSHHUI KOHTPOJIBHBIX MPENapaToB, UCXOAS
U3 IIOBCETHEBHOTO UCIIONIB30BaHNUs TecTa. JIFo00H pe3yapTaT, BRIXOJIINI 32 paMKH MIPE/EIIoB,
YCTaHOBJICHHBIX Ballleii maboparopueii, HeOOXOIMMO UCCIEI0BATE.
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YcaoBHble 0003HaueHNs J{upekTUBBI 10 J1a00pPaTOPHOI TMArHOCTHKE in-Vitro
(IVDD, 98/79/EC u 1SO 15223-1:2016)
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ICONTROL|

Caution, consult accompanying Biological Temperature limitation Consult Instructions for Control Batch Code (Lot)
documents Risks Température limite Use Controle Code de lot (Lot)
Attention, consulter les documents joints Risques Zulassiger Consulter la notice Kontrolle Chargencode
Achtung, Begleitdokumente beachten biologiques Temperaturenbereich d’emploi Control (Chargenbezeichnung)
Precaucion, consulte la documentacion Biogefahrlich Limitacion de temperatura Gebrauchsanweisung Controllo Cadigo de lote (Lote)
adjunta Riesgos Limitazione della temperatura beachten Controle Codice batch (lotto)
Attenzione, consultare i documenti biolégicos Temperatuurgrens Consulte las instrucciones Controlo Batchcode (partij)
allegati Rischi biologici Limites de temperatura de uso Kontroll Cadigo de Lote (Lote)
Let op, raadpleeg de begeleidende Biologische Hémérséklet-korlatozas Consultare le istruzioni Kontroll Sarzskod (sarzs)
documenten risico's Temperaturgrans per l'uso Kontrol Batchkod (lot)
Cuidado: consultar os documentos Riscos Sicaklik sinir Raadpleeg de KoHTponeH Ktime Kodu (Grup)
anexos biolégicos OrpaHuyeHue Ha gebruiksaanwijzing matepwvan Kop Ha cepus (naptuga)
Vigyazat! Olvassa el a kisér6 Bioldgiai TemnepaTtypaTta Consultar as Instrugoes Kontrola Kaéd davky (Sarze)
dokumentumokat. veszely! Teplotni rozmezi de Utilizacao Kontrol Batchkode (lot)
Forsiktighet, konsultera medféljande Biologiska Temperaturbegraensning Olvassa el a Hasznalati Kontrolé Partijos kodas (serija)
dokument risker Temperataros ribos utasitast. Kontrolli Eréakoodi (erd)
Dikkat, birlikte gelen dokiimana bakin Biyolojik Lampétilarajoitus Lé&s bruksanvisningen ‘EAeyxog Kwdikd TrapTlGag (Naprtida)
BHumaHwue, KoHCynTupaiiTte ce ¢ Riskler Mepiopiopdg Beppokpaciog Kullanma Talimatlarina RIZ M #t= ( %/A "—.T
npuapyXaBalLmMTe AOKYMEHTH B1ONOrnYHM I PRI Bakin avhka—iL Oy ka—
Upozornéni: Seznamte se s puckose SRR KoHcynTupaiite ce ¢ KoHTponb Kop cepun (I'IapTI/Iﬂ)
doprovodnymi dokumenty Biologicka TeMﬂepaTyprle Ol'paHVI‘-leHVIﬂ VHCTPYKUMUTE 3a | Jile (sl Al 2 <
Vigtigt, se vedlagte dokumenter rizika 3 b il yo aas ynoTtpeba Kontrola Kod sarze
Démesio! Zr. pridétus dokumentus Biologisk fare Teplotné obmedzenie Viz Navod k pouziti
Huomio, katso oheisasiakirjat Biologiniai Se brugsanvisningen
Mpoooxn, oupBou)\eueal'Te Ta pavojai Zr. naudojimo instrukcijas
OUVOJEUTIKA £YYpaQpa Biologiset Katso kayttdohje
FE, %wﬂlﬁﬁ[!{‘ymﬁfdé vaarat TupBoUAEUBETE Tig
&. XE*SR BioAoyikoi 05T]VI£§ XpAon
ﬂpep.OCTepe»(eHme CcBEpbTECH C Kivduvol SiER FEEH
CONPOBOAUTENLHBIMU JOKYMEHTaMM EYEERGE ERGAEESR
A )l aal i | EWFEHY R CeepbTech ¢
Upozornenie, pozrite sprievodn 2 VHCTpYKUWEi no
dokumentaciu Buonoruyecka akcnnyaTaumm
A1 ONacHoOCTb AR Shale ) g,
dga glsal) Shalaall Pozrite pokyny na pouzitie
Biologické
riziké
o | =UsEBY C€ ]
Authorized Representative in the Manufacturer Use by YYYY-MM European Conformity Catalog number In Vitro Diagnostic Medical Device
European Communlty Fabricant A utiliser avant AAAA-MM Conformité Européenne Numéro Dispositif médical de diagnostic in
Représentant agréé pour la C.E.E. Hersteller Verwendbar bis JJJJ-MM Europaische catalogue vitro
Autorisierte EG-Vertretung Fabricante Utilizar antes de MM-YYYY Ubereinstimmung Bestellnummer Medizinisches In-vitro-
Representante autorizado en la UE Produttore Utilizzare entro AAAA-MM Conformidad Europea Namero de Diagnostikum
Rappresentante autorizzato nella Fabrikant Te gebruiken véor JJJJ-MM Conformita europea catalogo Dispositivo médico de diagnéstico
Comunita europea Fabricante Utilizar até AAAA-MM, Europese conformiteit Catalogusnum in vitro
Geautoriseerd vertegenwoordiger voor de Gyarto Felhasznalhat6: EEEE-HH Conformidade com as mer Dispositivo medico per diagnostica
Europese Gemeenschap Tillverkare Anvands fore AAAA-MM normas europeias Numero di in vitro
Representante Autorizado na Uretici YYYY-AAile Kullanim Eurépai megfeleléség catalogo Medisch hulpmiddel voor in-
Comunidade Europeia MpownssoauTen [a ce nanonsea go MTT-MM Europeisk Namero de vitrodiagnostiek
Meghatalmazott kepvisel6 az Eurépai Vyrobce Pouzitelné do RRRR-MM Overensstammelse catalogo Dispositivo médico para
Kozosségben Fabrikant Udlgbsdato AAAA-MM Avrupa Uygunlugu Katalégusszam diagnostico
Auktoriserad representant i EG Gamintojas Tinka iki MMMM-mm Esponeiicko Katalognummer in vitro
Avrupa Birligi'ndeki Yetkili Temsilci Valmistaja Viimeinen kayttopaivamaara CbOTBETCTBUE Katalog In vitro diagnosztikai orvosi eszk6z
YnbnHoMoLLeH npeacTasuTen B KataokeuaoTh KK-VVVV Evropska shoda numarasi Medicinsk anordning for in vitro
EBponeiickata obLHocT Huspognwa Ai¢ng MM-EEEE EU-konformitet KaTanoxeH diagnostik
Autorizovany zastupce v Evropském éf’?éj HEA YYYY-MM-DD (%-H- | Europos atitiktis Homep In Vitro Teshis Tibbi Cihazi
spolecenstvi A—H— El) CE-merkinta Katalogové MeanumHCKo na3genue 3a vH BUTPO
Repreesentant i EU Mpoussoaunten ERKARYYYYEMMA Zuuuopq)wor] HE TOUg Cislo AMarHocTuka
|galiotasis atstovas Europos Bendrijoje b Mcnonk3osatk Ao YYYY-MM EUPWTTOIKOUG Bestillingsnum In vitro diagnosticky zdravotnicky
Valtuutettu edustaja Euroopan yhteiséssa Anbad) deall o o o o J 4erdind | kavOVIOpOUG mer prostifedek
E§ouciodornpévog avTimpoowTiog oTnv Vyrobca Pouzite do RRRR-MM BN & A IAUERR S Katalogo Medicinsk udstyr til in vitro-
Eupumcum Kovétnta BN TD@EE numeris diagnostik
SRR R Esponeiickoe Luettelonumero | In vitro diagnostikos medicinos
D“\JI‘I tEADERXREKE cooTeeTcTBIe ApiBuog prietaisas
}/nonHomoquHbM npeacTaBsuTens B gy da gyl A gise KuTquvou In vitro -diagnostinen
EBponeiickom coobLiecTee Eurpska zhoda BRHS laéketieteellinen laite
AoV de sanall 3 dainall Csaiall 73 ’5‘ Ooy&s In vitro dlayvwaoTikd
Opréavneny zéstupca v Eurépskom Homep no |a1pmsxvo)\ovmo TTPOIGV
spolocenstve Kararnory RIMSERE
[ Y+ /Eﬁﬁﬁliﬁ%%%

Katalogové ¢islo

MeavumHckoe ycTpoincTBO ANs
AuarHocTuky In Vitro

arall 7 A panidll bl
Katalégové gislo

Beckman Coulter, AU, UniCel u DXC siBistrotcst ToBapHbIME 3HaKaMu kommanuu Beckman Coulter, Inc u
3apeructpupoBanbl B USPTO (BegomctBo CLLA mo maTeHTaM ¥ TOBapHBIM 3HAKaM).
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