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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 & 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.

e[} 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) cimii részben.
A nyomtatott verzié fax (+64 3 3433342) vagy e-mail (info@canterburyscientific.com) itjan szerezhet6 be.

Ez a termék emberi, illetve allati forrasbdl szarmazé anyagokat tartalmaz, és potencialisan fertéz6 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 Talimatlar) 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 distnilerek islem yapilmahdir.

@ MHCTpyKUMHUTE 3a yoTpeba Ha pasIMYHU e3ULH MOKETE Jia HaMepuTe Ha Hawus yebeaiiT: www.canterburyscientific.com s pasnen "Products and Instructions for Use" ("[Ipoayktu u
HMHCTPYKLHH 3a ynoTpeba"). Moxere na ce crobuere ¢ TeXHUs XapTHEH BapuaHT 4pe3 dakc +64 3 3433342 unm na umeiin: info@canterburyscientific.com.

Tosu NPOAYKT CbAbpXa MaTtepuanu OoT YOBELLKU UMK XXKMBOTUHCKU NMPpouU3xoad v cneasa fa ce Tpetupa Kato NnoTeHumanHo 3apé3eH.

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.

w Brugsanvisninger er tilgengelige pa flere sprog pa vores website: www.canterburyscientific.com i sektionen “Products and Instructions for Use”. En trykt udgave kan fis 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.

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

. Sivustoltamme 16ytyy kdyttdohjeet useilla eri kielilla: www.canterburyscientific.com, osa "Tuotteet ja kdyttdohjeet”. Voit hankkia tulostetun version faksaamalla numeroon +64 3 3433342 tai
lahettamalla sahkopostia osoitteeseen: info@canterburyscientific.com.

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

g Odnyieg ypriong oe dipopeg YAbooeg eivar Stabéoueg oTov SikTvakd TOmo pag: Www.canterburyscientific.com oy evotnro «IIpoidvra kot 0dnyieg yprione». Eviomn popen propsi va
Medel pécw ag +64 3 3433342 1) e--mail: info@canterburyscientific.com.
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ARBITITE FRESBYREORMNEEN TS0, BEEDAREMAHLEDE L TEBRYFN S,

VIHCTpYKLMH 110 SKCIUTyaTalMy Ha Pa3HbIX A3bIKaX HMEIOTCs Ha HAllleM HHTepHeT-caiite: www.canterburyscientific.com B pasnene Products and Instructions for Use (ITpoxykuus i
MHCTPYKIIUHM 10 SKCTLTyaTalnH). bymMakHyro BepcHio MOKHO NONyunTh 1o dakcy: +64 3 3433342 nnu snektporHoii moure: info@canterburyscientific.com.

[aHHbIV NpenapaT coaep>XvT MaTepuanbl YeNoBEeYeCKOro U XMBOTHOTO NMPOUCXOXAEHNS U AOMKEH paccMaTpuBaTbCst Kak NOTeHUMansHo
MHULUMPOBAHHbIN.
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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 st dostupné na nasej webovej stranke: www.canterburyscientific.com v ¢asti ,,Produkty a pokyny na pouzitie*. Papierova verziu je mozné ziskat'
faxom na &isle +64 3 3433342 alebo e-mailom: info@canterburyscientific.com.

Tento produkt obsahuje materialy fudského alebo zvieracieho povodu 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 tiparitd 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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Onucanue U NpeJHa3HAYCHUE

TeunuTe KOHTPOIHM MaTepUay 3a xemornooun A lc extendSURE™ Ce TIPUTOTBAT OT YOBEIIKA
KPBB U ChABbPKAT HOPMaJIeH XeMOTJIOOWH, KOHCEpBaHTH M cTabmim3atopy. KoHTpoIHUTE MaTepuanu ca
(hopMynrpaHu IO HAYMH, OCUTYPSBAIL O-ToysiMa cTabmiTHOCT. KOHTpOIHUAT MaTepuan 3a HUBO 2 ce
MIPOM3BEK 1A IIOCPEACTBOM MPOLeC Ha KOHTPOJIUPAHO UH 6UmMpo TIMKUPaHe HA HeTHa0eTHYHA KPBB.
KoHTposHuTE MaTeprany ca npeHa3HAueHH 3a U3I0J3BaHe KaTo MaTepHaIIM 32 KOHTPOJI Ha Ka4YeCTBOTO

C LeJI IpocIesIBaHe TOYHOCTTA U NMPEU3HOCTTA Ha MIPOLELypUTE 3a 1a00OPaTOPHH TECTOBE 3@ KOJIMYECTBEHO
ompeneinsne Ha HDALC npu cineanute BHIOBE aHAIM3H: HOHOQOMEHHA BUCOKOS(EKTHBHA TSUHA
xpomatorpadus (HPLC), umyHoanamus 1 ensumun metomu. UL 3a crenuduHo IpHIoKeHne mpy KOHKPETeH
aHaNn3 BIKTE PHKOBOJICTBOTO 3a paboTa Ha aHaNIHM3aTopa. 3a0paHsaBa ce U3MOI3BAHETO Ha KOHTPOIHUS
MaTepual KaTto Kanmuoparop.

JoOpata 1abopaTopHa IpakTHKa JUKTyBa HEOOXOANMOCTTA OT BHE/IpSIBaHE Ha Iporpama 3a KOHTPOJ Ha
Ka4eCTBOTO BBB BCHUKH JlabopaTopun. Ta3u mporpaMa ce CbCTOM OT PyTHHEH aHAJIN3 HA TE€3U KOHTPOIHU
MaTepuaIy OT CTpaHa Ha 00y4eH JJabopaTopeH IepcoHal U OlleHKa Ha JOKYMEHTUPAHHUTE Pe3yJITaTh CIpsMO
NPUEMIIMBHITE TPaHUIM Ha JlabopaTopusTa. B ciydail ue pesynTaTure ca U3BBH T€3U IPaHUIN, U3ITBIHETE
KOHTpOJIa OTHOBO M NIPOBEPETE MapaMeTpUTe Ha MeToAa, (PAaKTOPUTE HA OKOJIHATA CPENa U TEXHUKHUTE. AKO
CJIe/l IOBTOPHOTO M3ITBJIHEHHE Pe3yNTaThbT(UTe) OCTaHe U3BBH NPUEMIIMBHUTE IPAHUIIN, CE CBBPIKETE C
MIPOM3BOJMTENS HAa KOHTPOJIHUS MaTepHal 3a JIOMBIHUTEIHA IOMOII ITPH THIKYBAaHETO HA Pe3yJTaTHTE.
OcBeH TOBa 100paTa 1adbopaTopHa MPaKTHKa JUKTYBa, Ye KOHTPOIHUTE IPOOH U pe3yNTaTHTE CIIEABA Ja
ObIAT U30JIMPAHK OT MALMEHTCKUTE TIPOOU M pe3yIITaTH.

Kaunu4dno NMPUWIOKCHUE HA U3MEPBaHE HA XeMorJjioouHn Alc

N3mepBaneTo na HbALcC e ocobeHo nomnesHo npu naienTure ¢ auadber. HuBara Ha KpbBHATa 3axap ca
CHJTHO KOJIeOJIMBH M MOMEHTHOTO U3CJIeBaHE HA KPbBHATA 3aXap HE OTPa3siBa CPEAHOTO PaBHHUIILE.
®opmupanero Ha HHALC nactbenBa 6aBro (okxomo 0,05% AHEBHO) M HENPEKBCHATO 1O BpeMe Ha 120-aHeBHUSA
KHUBOT Ha eputporutute. M3mepsanero na HHALC e mose3Ho 3a iekapure KaTo IbJArOCPOYEH HHTErpaj 3a
KOHIICHTpAIIXS Ha KPbBHATA 3aXap U [0 TO3M HAYMH - KATO MSAPKa 3a CTEHICHTA Ha KOHTPOJI HJIH CAMOCTOSITEITHO
yIpaBlieHHE OT CTpaHa Ha manueHTa ¢ quabetr. Bee mak Besika 1abopatopus ciieziBa Ja onpeaeiau pedepeHTeH
MHTEpBaJl, ChOTBETCTBAIIl HA XaPaKTEPUCTUKHUTE HA M3CIICIBAHATA MOy anus. BeSKko MPOICHTHO YBETUYCHHE
B HHBOTO Ha HDALC chOTBETCTBA Ha yBEIHUCHHE B CPEAHOTO HUBO Ha KpbBHATa 3axap oT okoio 30 mg/dL wiu
1,7 mmol/L. Karo o610 mpasmio, Husa Ha HbALC nax 10% o3HauaBat ciab nuabeTHYEH KOHTPOII, JOKATO
CTOMHOCTU MeXAy 6,5% u 7,5% ca mokazaTteaHu 3a J0Obp KOHTPOII.

CLanmaHne Ha KOMILJIIEKTA

B12396

Onucanue:

e 2 (makoHa Te4eH KOHTPOIEH MaTepHan 3a xemorinooun Alc extendSURE™ | muso 1,
B Kosmm4uecTBo ot 1,0 mL.

e 2 (hakoHa TeueH KOHTPOJIEH MaTepuai 3a xemornooun Alc extendSURE™ | nugo 2,
B KosmmuecTBo ot 1,0 mL.

e | uH(pOPMALMOHEH JIUCT.

e 3 KapTH 3a OnpeesIsHE Ha CrielU(pUUHUTE CTOXHOCTH Ha apTUaTa

Ipeana3zuu mepku/IlpexynpexaeHus

HNPEAYNIPEXJIEHUE

IMoTeHMaIHO GMOJIOTMYHO ONACEH MaTepHuaJl
Karo u3xomen marepuan B IpON3BOJICTBOTO Ha KOHTPOJHTE Ca M3II0JI3BAHN YOBEIIKY YePBEHI KPHBHU KIICTKH.
Bceku eneMeHT e moTydeH OT TOHOPH Ha KPBB U € U3MUTaH MOCPEICTBOM MIPUETUTE METOIN HA
AJMUHHCTpalusATa 1o xpanute u jekapcteara (FDA), kato e yctaHOBEHO, Ue TOi € HepeaKTUBEH 3a
MOBBPXHOCTHUS aHTHT'CH Ha BUpyca Ha xenatuT B, antu-HCV, antu-HIV 1 u 2 u Cudwmmmc. He cpmectByBa
METOJ Ha W3MUTBAHe, AaBalll KaTeTOPUYHA TapaHIIHs, Y¢ KOHTPOJIHUAT MaTepPHa, ChABPXKAI MATCPHATIH OT
YOBEIIIKY POU3XO0JI, HE BKJIIOYBA [MOCOUCHUTE U IPYTH 3apa3Hu areHTu. Jlobpara mabopaTopHa nMpakTuka
IMKTYBA, 9¢ BCHYKH MaTEPHAIH OT YOBEIIKH IPOU3XOJ CIIeBa Aa ObAaT TPETUPAHH KAaTO IIOTCHIHAITHO
3apa3Hd U Ja ce 00padoTBaT ChC CHINUTE MPEANIa3HI MEPKH, H3IION3BAHH IIPH MMPOOUTE OT MALUEHTH.

BHUMAHUE

e Mouas, IPETJIEJAUTE 1o3u MHO®OPMAILMOHEH JIMCT npexn m3noj3BaHe Ha
KOHTPOJIHUTE MaTepHAJIN.
3A YHOTPEBA IIPU HUH BUTPO IMATHOCTHKA |IVD,

Opu wusnonsBaHe Ha Te3n KOHTpon ce IIPEIIOPBYBA Hocene na 3AIIUTHO
OBJIEKJIO (ounna, ppbKaBHIM U J1a00paTOPHA MPECTHIIKA).

e MH3ne3sm or ynorpedéa WM pa3jieTH KOHTPOJIHM MATEPHAJH CJelBa 1a ce TPeTHPAT H
M3XBBPJIAT ChIVIACHO Bammre ja00paTOpHN HAcOKM 3a 0e30IMacHOCT WM ChIVIACHO
MECTHOTO 3aKOHOJATEJICTBO.

e Tosu INPOAYKT CBABPKA maako koanmdectBo KAJIMEB ILIUMAHUJ. HE
HNOI'JTBINAUTE.

Crpannna 3 ot 5 Jara Ha pemakmms: 2019-02
IFU-018 BG W3nanue Ne 8



e HE M3MOJI3BAWTE KOHTPOJIUTE CJIEJ KPASI HA CPOKA HA TOJJHOCT wu
U3M0JI3BaliTe caMo 1O eJHA NAPTH/IA KOHTPOJIH.

e B cayyaii w©wa gmamam  3a MHUKPOBHO 3AMDBPCSIABAHE, KA®SBO
OBE3IBETSBAHE nan YTAHKA B KoHTposIMTE H3XBhpJieTe (IaKoHa.

Cbxpanenue u padora

1 HeoTBOpeH npoaykKT
HeotBopenure ¢uakonu ¢ teuna koutpoia extendSURE™ Haemoglobin Alc tps6Ba na ce
ChXpaHsABAT U3NpPaBeHH, Ha TemiiepaTypa 2-8°C. KoHTponute Moxke /1a ce H3MoJ3Bar 10
TOC/IeTHNS ICH Ha Mecella m, yKa3aH Ha IIHIIETO KaTO CPOK HA TOTHOCT, U Ca CTAGHITHH B
npoabokeHue Ha 30 Mecena cie gaTata Ha MPOU3BOCTBO.

l OTBOpEH NPOAYKT
OtBOpeHuTe (IAKOHH C TEYEH KOHTPOJIEH MaTepual 3a xemornooud Alc extendSURE™
cJIeJ[Ba Jla ce ChXpaHSBAT B U3NpaBeHo mosoxkeHue mpu 2-8°C. Cien oTBapsiHe HAa KOHTPOJIATE
Te Morar Ja ObAaT U3MOJI3BaHU B MPoAbDKeHNe Ha 30 AHH, IpH YCIIOBHE Y€ ce ChbXpaHABaT
ChC 37paBo 3aTBOpeHA Kanauka. He ce npenopbuBa 3aMpa3sBaHe U pa3MpassBaHe Ha
KOHTPOJIHUTE MaTEepHaIIH.

IIpoueaypa 3a KOHTPOJI

TeunnTe KOHTPOIHK MaTepuany 3a xemornooun A lc extendSURE™ ca rorosu 3a ynorpe6a u ciensa na

ce TPeTUpaT MO ChIIMI HAYWH KaTO HEM3BECTHHU MAllMEHTCKH IPOOH, KaKTO U Jia ce OOpaBH C TSAX CHIIIACHO
MHCTPYKIMUTE Ha TPOU3BOAUTEIS, IPUAPYKABAIIM ChOTBETHHS HHCTPYMEHT/MeToI. KOHTpoHKuTe MaTepuanu
MOKa3BaT NpoG I Ha eIyHpaHe OT KOJIOHA, CPABHUMH C XEMOJIM3AT OT LsU1a KPbB Ha MAIUeHT.

Onpe)IeJmHe Ha CTOﬁHOCT, ACKJIapanus 3a npocjaeasiBaHEe U CTOMHOCTH Ha

aHa/JIn3a

CpennaTa CTOMHOCT Ha KOHTPOJHHS MAaTEPUAIl U JIMATIa30HBT 3a xemorio6uu Alc mpu
xumuaauTe cucreMu AU u DXC ca npencrasenu HO}:L_lp06HO B npuiiokeHata Kapra 3a onpeenste Ha
crenu(UYHUTE CTOHHOCTH Ha mapTuaara extendSURE™

[LOT SPECIFIC VALUE ASSIGNMENT CARD| B eunuim ot % (cernacno [NGSP NGSP ALIGNED)) u
mmol/mol (¢ceriacuo [FCC IFCC ALIGNED)), kakTo u B exununu ot g/dL u mmol/L. Chiio Taka, Bcsika KapTa
ChABPIKA MOAPOOHOCTH OTHOCHO CTOWHOCTTA Ha OOIIHUS XeMOTJIOONH B enuHuIm oT g/dL 1 mmol/L.

CTOHHOCTHTE 32 KOHTPOJIEH MaTePHA OT HUBO 1 ca OTIIeYaTaHH OT €JHaTa CTPaHa Ha BCsKa KapTa,

a CTOMHOCTHUTE 32 KOHTPOJIEH MaTePUas OT HUBO 2 ca OTIeYaTaHy OT Apyrara i cTpaHa.

Te3n CTOMHOCTH Ha aHAJIKM3a ca U3BJICUCHH OT IIOBTOPEHU aHAN3H M Ca MPOCICIUMH U ClIeln(DHIHH

3a MHCTpYMEHTAa Ha IPOU3BOIUTEIISI/TECTA ¢ peareHT 3a XxeMorjooun Alc

MANUFACTURER’S INSTRUMENT/HAEMOGLOBIN Alc REAGENT ASSAY] ¢ u3non3eane Ha
WHCTPYMEHTH M peareHTHH MapTHIH, HATMYHU TI0 BpEME Ha aHalln3a ¥ KOHKPETHH 3a Ta3u NMapTuja TeUHU
KOHTPOJIHU MaTepHaIH 32 XeMOTJIo0MH Alc.

Tbit KaTo CTOMHOCTUTE Ha aHAJIM3a 3aBUCSAT OT METOAUTE 3a aHAIU3, KAKTO U OT HAKOJIKO YTy (haKTopa, U Thii
KaTo € Bh3MOXKHO JIPYTH CUCTEMH 32 aHAIIN3 /1A IOBEJIAT JI0 PA3JIMIHI CTOMHOCTH, € TIPETTOPHUNTEITHO BCSIKA
nabopaTopusl 1a YCTAaHOBH CBOM COOCTBEHN KOHTPOITHH TPAaHHIIN, U3BJICYCHH OT €KEIHEBHOTO U3IMOJI3BaHE HA TeCTa.
Bceku pe3ynrar, monaani U3BbH yCTaHOBEHHTE 0T Barnata tabopartopust rpaHuny, TpsOBa 1a Obie mpoBepeH.
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JupexTuBa 3a uH BuTpo quarnocruka (1VDD, 98/79/EC and 1SO 15223-1:2016), cumBosIn

A\

&

§o

LOT

Katalogové ¢islo

Caution, consult accompanying Biological Temperature limitation Consult Instructions for Control Batch Code (Lot)
documents Risks Température limite Contréle 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)
Precaucién, consulte la documentacion Biogefahrlich Limitacién de temperatura Gebrauchsanweisung Controllo Codigo 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 Codigo 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 siniri Raadpleeg de KoHTponeH Kiime Kodu (Grup)
anexos biolégicos OrpaHuyeHve Ha gebruiksaanwijzing matepuan Kopa Ha cepus (naptuaa)
Vigyazat! Olvassa el a kiséré Bioldgiai TemneparypaTa Consultar as Instrugdes Kontrola Ko6d davky (Sarze)
dokumentumokat. veszély! Teplotni rozmezi de Utilizagédo Kontrol Batchkode (lot)
Forsiktighet, konsultera medféljande Biologiska Temperaturbegraensning Olvassa el a Hasznalati Kontrolé Partijos kodas (serija)
dokument risker Temperataros ribos utasitast. Kontrolli Erakoodi (erd)
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Authorized Representative in the Manufacturer Use by YYYY-MM European Conformity Catalog number In Vitro Diagnostic Medical Device
European Community 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 Européische 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 véér J3JJ-MM Conformita europea catalogo Dispositivo médico de diagnéstico
Comunita europea Fabricante Utilizar até AAAA-MM. Europese conformiteit Catalogusnum in vitro
Geautoriseerd vertegenwoordiger voor de Gyarté Felhasznalhatd: 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-AA ile Kullanim Eurdpai megfeleldség catalogo Medisch hulpmiddel voor in-
Comunidade Europeia Mpoussoguten [a ce n3nonaea go INMr-MM Europeisk NUmero de vitrodiagnostiek
Meghatalmazott képvisel6 az Eurdpai Vyrobce Pouzitelné do RRRR-MM Overensstammelse catalogo Dispositivo médico para
K6z6sségben Fabrikant Udlgbsdato AAAA-MM Avrupa Uygunlugu Katal6gusszam diagnéstico
Auktoriserad representant i EG Gamintojas Tinka iki MMMM-mm EBponeiicko Katalognummer in vitro
Avrupa Birligi'ndeki Yetkili Temsilci Valmistaja Viimeinen kayttopaivaméaara CbOTBETCTBUE Katalog In vitro diagnosztikai orvosi eszkdz
YnbnHOMOLLEH NpeacTaBuTen B KaraokeuaoTn KK-VVVV Evropskéa shoda numarasi Medicinsk anordning for in vitro
EBponerickaTa obLHocT < Hpepogqvm Méng MM-EEEE EU-konformitet KaTtanoxeH diagnostik
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Repraesentant i EU Mpownseoguten | fERAKARYYYYEMMA ZUpHGPQWON HE TOUG &islo [anarHocTika
|galiotasis atstovas Europos Bendrijoje b Wcnonbsosatb Ao YYYY-MM EUPWTTAIKOUG Bestillingsnum In vitro diagnosticky zdravotnicky
Valtuutettu edustaja Euroopan yhteisgssa Axiiadl dgal) G s s v e d 4exdinl | KavovIopoUg mer prostiedek
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Katalogové ¢islo

Beckman Coulter, AU, UniCel u DXC ca teproscku mapku Ha Beckman Coulter, Inc. u ca peructpupanu 8 USPTO.
(Ciryx0a 3a maTeHTH U ThproBcku Mapku Ha CAILL)
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