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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 & I'adresse : info@canterburyscientific.com.

a

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 Verfiigung: www.canterburyscientific.com im Bereich ,,Produkte und Gebrauchsanweisungen. Ein gedruckte Version kann
per Fax Uber +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 multiples 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 l'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 Utilizacdo em vérias linguas: www.canterburyscientific.com na sec¢do “"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 verzi6 fax (+64 3 3433342) vagy e-mail (info@canterburyscientific.com) utjan szerezhet be.

Ez a termék emberi, illetve allati forrasbdl szarmazé anyagokat tartalmaz, és potencialisan fert6zé anyagként kell kezelni.

Bruksanvisning pa flera sprak finns pa var hemsida: www.canterburyscientific.com under avsnittet "Produkter och bruksanvisningar”. En pappersversion kan erhéllas 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 Talimatlari Web sitemizde mevcuttur: “Products and Instructions for Use” (Uriinler ve Kullanim Talimatlar1) boliimii altinda www.canterburyscientific.com adresinde. Basili
stirtim 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 disundlerek islem yapiimahdir.

@ HWHcTpyKimute 3a ynorpeba Ha pa3inuyHK e3ULM MOXKETE Jja HaMepHTe Ha Hawus yeOcaiiT: www.canterburyscientific.com B pasznen "Products and Instructions for Use" ("[IpoaykTti 1 HHCTpYKLHH 32
ynorpe6a'"). MoskeTe /1a ce cH0OUETe ¢ TEXHUs XapTHEeH BapuaHT upe3 pakc +64 3 3433342 um va umeiin: info@canterburyscientific.com.

Toau NPOAYKT CbAbpiXKa MaTtepuanu oT YOBELLKU UMK XXKMBOTUHCKU NMpou3xoad n cneapa a ce Tpetupa Kato noTeHumanHo 3apé3eH.

Névod k pouziti v nékolika 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 obsahuje 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 fas via fax ved henvendelse pa tlf.
+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 medziaguy, todél jj reikia laikyti potencialiai infekciniu.

—

. Sivustoltamme 18ytyy kayttdohjeet 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 sisaltaa ihmis- tai elainperaisia lahdemateriaaleja ja sité on kéasiteltava mahdollisen tartuntavaaran aiheuttavana tuotteena.

a Odnyieg ypriong oe dipopeg YAmooeg eivar Stabéoiueg oTov dikTvakd Tomo pag: Www.canterburyscientific.com oty evotnro «IIpoidvra kot 0dnyieg ypriong». ‘Evronn popen propei va Anebdei péow
@a& +64 3 3433342 1 e--mail: info@canterburyscientific.com.

AuUTO TO TTPOIOV TTEPIEXEI UAIKG avBpwTTIvVNG 1) {WIKAG TTPOEAEUONG KAl TTPETTEI VO AVTIMETWTTICETAI WG BUVNTIKA HOAUGUATIKG.

WHCTPYKIMH 110 SKCILTyaTallnK Ha PasHBIX A3bIKAX HMEIOTCS Ha HAllleM HHTepHeT-caiite: www.canterburyscientific.com B paszuene Products and Instructions for Use (ITpoxyKuust 1 HHCTPYKLIUH 110
9KCIUTyaTalnn). ByMaskHy0 BEPCHIO MOKHO TONY4HTh 110 (axcy: +64 3 3433342 unu snexrponnoii moure: info@canterburyscientific.com.

[aHHbIi NpenapaT coaepXXMT MaTepuarbl YerIoBEHECKOro UM XWBOTHOTO NPOUCXOXAEHUS U AOIHKEH pacCMaTpUBaTLCS Kak NOTEHLManbHO
NHULUMPOBAHHbIN.
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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*. Papierovi verziu je mozné ziskat’ faxom na
Cisle +64 3 3433342 alebo e-mailom: info@canterburyscientific.com.

Tento produkt obsahuje materialy ludského alebo zvieracieho pévodu a malo by sa s nim zaobchadzat ako s potencialne infekénym materialom.

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 obtine 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.

Other customers / Autres clients / Andere Kunden / Otros clients / Altri clienti / Overige klanten / Outros clients / Mas tigyfelek / Andra kunder / Diger musteriler / Opyrv knuexTu / Ostatni
zékaznici / Andre kunder / Kiti klientai / Muut asiakkaat / AAoi reAaTeg / EAZE /| Z Db 3D &34k 1 Mpoune knneHTb! / (A1 eSleal /

(o i A/ 7] ]t F 3R A R 35 AR (G A5 ) R dikwww. canterburyscientific.com; £ M3 # 1 “Products and Instructions for Use” (™ il 54 i 5 B 45)
T4y, TR BRSOk, A% EVRI AT R AL FT A +64 3 3433342 B R I%HL T IEME A info@canterburyscientific.com .

FERSEARTRIENME, RIERBEEREMRIXF.
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ABBITITE FREBYEROFEHLEEN TS0, BREEDRAIRMENH D EDE LTEMYFZNCEZEL,

Hudng din sir dung bing nhidu ngon ngit ¢6 sin trén trang web cua ching t6i: www.canterburyscientific.com, trong phan “San pham va Huéng din Sir dung”. Ban c6 thé nhan ban in qua fax theo s:
+64 3 3433342 hodc qua e-mail: info@canterburyscientific.com.

San pham nay chira nguyén liéu cé ngudn gbc tir con nguwdi hodc dong vat, do d6, nén dugc xi ly nhw san pham cé thé lay nhiém.
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Onucanme n npeamnojgaraeMoe HCroJab30BaHue

JKunxuit kouTponbHBIA mpenapat remornoduna Alc extendSURE™[CONTROL] usrorosnsercs

U3 YeJIOBEUECKO KPOBH U COAEPIKUT HOPMAaJIbHBIN reMOorJIo0NH, KOHCEPBAHTHI U cTaduinu3aTopsl. [Ipu pazpabotke
KOHTPOJIBHBIX IIPENapaToB O/IHA U3 IeJIeH — yITydIIeHHas: CTabMiIbHOCTh. KOHTpONBHEIH npenapaT ypoBHS 2
MPOU3BOJUTCS MOCPEICTBOM KOHTPOIHPYEMOTO TIIMKUPOBAHUS N VItro KpoBH Jr0 e, He OONBHBIX THA0ETOM.
KoHTponbHbie penapaThl NpeHa3HaueHbl AJIs HCIIOIb30BaHMs B KAUYECTBE MaTepUAIOB KOHTPOJIA KayecTBa AJIst
CIIeKEHUS 3a MPABIIIFHOCTHIO M TOYHOCTBIO JIAOOPATOPHBIX MPOIEAYP UCTIBITAHIH C IENbI0 KOJMIECTBEHHOTO
onpeaeneHus HbA 1c uist cieIyrommx THIIOB aHATM30B: HOHOOOMeHHOH BOXKX, nMMyHomornyeckoro ananmsa u
(epMEHTaTUBHBIX MPOIICYD. KonkpeTHoe mpuMeHeHHe Ui OTAENbHBIX aHAIM30B CM. B PYKOBOJICTBE 10
SKCIUTyaTaluy aHamu3aTopa. KOHTpoIbHEIH penapaT Hellb3sl NCIIOIb30BaTh

B KauecTBe Kauoparopa.

Hannexamas nabopaTopHas pakTHKa TpeOyeT BHEAPEHUs TPOTPaMMbl KOHTPOJIA KadecTBa BO BcexX 1abopaTopHsiX.
JaHHast mporpaMMa COCTOUT U3 PEryJIIPHOTO aHAIN3a JaHHBIX KOHTPOJIBHBIX IPErnapaToB KBaIH(UIIMPOBAHHEIM
1a00paTOPHBIM MTEPCOHAIIOM H OIIEHKY COOTBETCTBUS 3aI0KYMEHTHPOBAHHBIX PE3yJIbTaTOB AOIYCTUMBIM IIpeaeiaM
naboparopuu. Eciu pe3ynbTaTsl BRIXOIAT 3a 3TH MPEJIEbl, IOBTOPUTE IPOBEPKY KOHTPOJILHOTO Mpenapara u
HCCIIeYHTE MapaMeTpbl MeTo1a, (GaKTOPhl OKPYIKAIOIICH Cpebl

U TeXHUYecKue mprueMsl. Ecu mocie moBTOpHON IPOBEPKH KOHTPOJIFHOTO MpeTnapaTa pe3yIbTaThl MPOI0DKAT
OCTaBaThCS BHE JIOMYCTUMBIX MPEAEIIOB, 00paTUTECh K MPOU3BOIUTEINO KOHTPOJIBHOTO IpenapaTa

3a MOMOIIBIO B TaTbHEHIIIEH NHTEPIPETAIUH.

Kpome Toro, Hagnexamas 1a00opaTopHas IpakTHKa TPeOyeT H30JLIIUN KOHTPOIBHBIX 00pa3IoB U pe3yIbTaTOB OT
00pa31oB U pPe3yIbTaTOB MAIlHEHTOB.

Kiunnveckoe npuMeHenne u3MepeHus remorjioonna Alc

Wsmeperne HbAlc ocobeHHO mone3HO misi OOJNBHBIX AHA0ETOM. YPOBEHb TJIIOKO3bI B KPOBH KOJEOJIETCS
B IIMPOKHX TIpefenax, W MIHOBEHHas IIPOBEpPKa IJIIOKO3BI KPOBH HE OTPaXKaeT YCPEIHEHHOM CHTYalluH.
®opmuposanre HbAlc mpoucxomaut memteHHo (okono 0,05 % B neHb) W HenpepblBHO B TeueHue 120-mHeBHOM
MIPOIOJDKUTENIBHOCTH JKU3HU 3puTponuToB. M3mepenune HbAlc monesHo mist Bpaueil B KadecTBEe JOITOCPOUHOIO
CYMMapHOTO 3Ha9eHHS KOHIIEHTPALUH TTIFOKO35I B KPOBH M TEM CaMbIM MEpHI CTETICHN KOHTPOJIS MITH CAaMOKOHTPOJILT
6ospHOTO qUabeToM. OHAKO KaXkaas 1abopaTopust JOJKHA OIPEENNTh pehepeHTHBIN HHTEPBAJ, COOTBETCTBYIOIIUI
XapakTepUCTHKaM HcclienyeMoi nomynsiuu. Kaxnoe noseieHne ypoBHs HbAlc Ha ouH NpOIEHT COOTBETCTBYET
TIOBBIIIICHHIO CpemHero YPOBHS TITFOKO3BI
B KpoBH Ipuban3utensHo Ha 30 mr/an unu 1,7 mmois/n. Kak npasusio, ypoBHu HbA 1¢ Beimie 10 % cBuaeTeIbCTBYIOT
0 TUIOXOM AHa0eTHIeCKOM KOHTpOJIE, B TO BpeMsl Kak 3Ha4eHHs Mex1y 6,5 % u 7,5 % roBopsT o XopolieM KOHTpOJIe.

Copepxumoe Hadopa

B12396

Onucanue

e JIBa (pmaKoHa KUIKOTO KOHTPOJEHOro npenapara remornoouna Alc extendSURE™ yposus 1 o6bemom
1,0 mut.

e JIBa naKoHa KHIKOTrO KOHTPOJIBHOTO Tpenapara remorioouna Alc extendSURE™ yposns 2 06bemMom
1,0 mut.

e  OnuH cipaBOYHBIN BKIIA IBIIII.

e 3 JloT KoHKpeTHOEe 3HaueHne Ha3HaueHue kapThl
IIpenocrepe:xkenus/npeaynpexaeHust

MPEAYNPEXKIEHUE

IHoTeHUMAIBHO OMOJIOTHYECKH ONTACHBIN MaTepHall

IIpu mpousBoACTBE KOHTPOJEH B KA4ECTBE CHIPhS HCIIONB30BAIUCH YEJIOBEUYECKHE SPUTPOLUTHL. Bce
JJIEMEHTHl OBUTH IOJIYYEHBl OT JIOHOPOB KpPOBH, MpPOBEpPeHbI yTBepxkaeHHbIMH FDA (YmpaBneHuem
0 KOHTPOJNIO 32 TPOAYKTaMM M  JICKAPCTBaMH) METOJaMHM UM  HaiiieHBl  HEraTUBHBIMU
[0 TOBEpXHOCTHOMY aHTureHy rematuta B, antuBI'C, antuBUY 1 u 2, cudumucy. Hu omun meron
HCCIICIOBAHUSI HE MOXET TapaHTHUPOBATH ITOJTHOIN YBEPEHHOCTH, YTO KOHTPOJIBHBIN MpenapaT, CoAepKaii
MaTepHaIbI YeJIOBEYECKOT0 MPOUCXOKACHUS, HE Oynmer cozepKaThb MIePEYNCIICHHBIX
U Ipyrux MHOEKIMOHHBIX areHToB. Hamexammas mabopaTtopHas mpakTuka TpedyeT, YToObI BCe MaTepHaIbl
YEJIOBEYECKOTO MPOUCXOKACHHUSI PACCMATPUBAINCH KAaK MOTCHIMATBHO WH(QHUIMPOBAHHBIC M IOUICKAIN
00pAaIIEHHIO ¢ TAKUMH XK€ IPETOCTOPOKHOCTIMHE, YTO U 00pa3Ibl MAIIUEHTOB.

Crp.3u35 [Hata oonosnenus 2020-04

IFU-018 RU Beimyck Ne 10
Perncrpanus MH B PocanpaBrangsope
www.nevacert.ru | info@nevacert.ru



A IMPEJOCTEPEKEHHUE

O6s3ateanno BHnMatenbHo ITPOUTHUTE nanubiii CIIPABOUYHBIN BKJIAJIBIII nepen
HCI0JIb30BAHUEM KOHTPOJIBLHBIX MAaTEPHUATIOB.

JisT UCHOJIB30BAHUA 1P JUATHOCTHUKE B JIABOPATOPHBIX
YCJIOBHUSX IN VITRO.

IIpu McHoab30BaHUM AAHHBIX KOHTPOJAbHBIX nmpenapatoB PEKOMEHIAYETCS naneBath
SAIIUTHYIO OAEXK/Y (ouku, nepuyaTKu U J1a00pPaTOPHBIM Xajiar).

OOpamense W yTuau3anus 3a0paKkoBaHHBIX WM MPOJMTHIX KOHTPOJbHBIX NpeNnapaToB
JAO0JKHBI OCYIIECTBJIATHCH COTJIACHO MPABUJIAM TeXHHUKH 0€30MacHOCTH Balleil JlaGopaTopuu
WJIM MECTHBIM NMOCTAHOBJIEHUSIM.

Jannpnii IPOAYKT COIEPXKUT nedoabmoe koaudectso IMAHUCTOI'O KAJIUS. HE
I'JIOTATD.

SAINIPEHIEHO HCHOJIb30BATbh KOHTPOJIM IIOCJIE HMCTEYEHHS CPOKA
IF'OAHOCTMU; 01HOMOMEHTHO cJieAyeT HCMO0JIb30BATh KOHTPOJIH TOJBKO U3 OTHOM MaAPTHH..

Ipu waamunu BAKTEPHUAJIBHOI'O 3APAKEHUSI wan UBMEHEHUSI LIBETA HA
KOPUYHEBBIU, uwimm OCAJIKA B KOHTpPOJBHBIX mpenaparax (uakoH Heo0X0AMMO
3a0paKoBaTh.

XpaHeHue 1 oOpaleHue

HUznenune CJICAYET XPAaHUTDH B 3AlIIUIIICHHOM OT CB€TAa MECTE, IIPEANNOYTUTEC/IBHO B OpHFHHaHBHOﬁ YInakoBKe.

y HeBckpbIThIe

HepacnakoBaunbie (iakonbl ¢ sxuakuM koutposneMm extendSURE™ Haemoglobin Alc Heo6xomumo
XPaHUTh B BEPTUKAIBHOM MOJIOKEHHM Ipu Temneparype 2-8 °C. KOHTpoau MOXHO HCIIOIb30BaTh 10
TOCTIC/IHErO JIHA MECAIA m, B KOTOPOM HCTEKAET CPOK IOAHOCTH, YKa3aHHOTO Ha OYThUIKE; KOHTPOIU
cTabuIbHbI B TeueHre 30 MecsIeB ¢ 1aThl IPOU3BO/CTBA..

,
i BcekpbiThie

BCKphITHIE (PIaKOHBI KHAKOr0 KOHTPOJILHOTO npenapara remornoouna A lc extendSURE™ neo6xoanmo

XpaHHUTh B BEPTUKAIGHOM MoyiokeHnH mpu 2—8 °C. BCKpBITEIE KOHTPONBHBIE TIPEMapaThl MOXKHO
ucnoap3oBarh B TeueHue 30 AHEH Npu YCIOBUM IUIOTHOM 3akynopku. KoHTposibHBIE mpernapatsl
3arpeleHo 3aMOpakUBaTh U pa3MOPaKUBATh.

IIpoueaypa KoHTpOJISK

JKukue koHTpobHBIE Tpenaparsl reMornoouHa Alc extendSURE ™ rotoBbl K HCTIONIB30BaHUIO, U C HUMH CIIETYET
oOpalarscs Tak ke, Kak ¢ 00pa3laMH HEU3BECTHOTO MAlUEHTa, OCYIIECTBISATh IPOBEPKY

B COOTBETCTBUHU C MHCTPYKLMAMU IIPOU3BOAUTEINS, IIPUIAralOIIMUCS K COOTBETCTBYIOIEMY HHCTPYMEHTY

unu Meroy. IIpodunu smonun KOHTPOIBHBIX MIPENapaToB Ha KOJOHKE CPABHUMBI ¢ T€MOIN3aTaMU IIETbHOH KPOBH

MaryenHTa.

IIpucBauBaHue 3HAYCHUI, 3asIBJICHHE 0 BOCIIPOM3BOAMMOCTH U Pe3yJIbTAThI
AHAJIN30B

3nauenus cpeauero IMEAN| u minanasona RANGE| koHTposBHOTO Mpernapata s reMorioonaa Alc
B xumuueckux cucteMax AU u DxC npusesens! Ha npunaraemoii extendSURE™ crienuguueckoii a1 mapTuu kapre

IIpUCBauBaHUsl 3HAUCHUH.

ILOT SPECIFIC VALUE ASSIGNMENT CARD)| B exunnnax usmepenns [UNITS % (cornacro NGSP [HarmoHansHoii

MIPOrpaMMe CTaHAaPTH3AIUH TITMKO3WINPOBAHHOTO TeMOTTIO0NHA | INGSP ALIGNED)

u MMosb/Moits (cormacHo IFCC [MexayHapoaHoO# (enepanny KITMHUYIECKON XMMUHN U 1a00paTOPHON MEIUIIHEI |
), a TaKkXKe B AMHUNAX U3MEPEHUs I/ U1 1 MMoJIb/I1. Kpome Toro, Ha kaxaoil kapTe NpUBEAEHO 3HAUCHHUE
o01ero reMorsio0rMHa B €IMHUTIAX U3MEPEHUS T/ 17T 1 MMOJIB/JI.

3HaueHus JJIs KOHTPOJIBHOTO nperapara 1 yposHs |Level 1| Harieyatanbl Ha OJHON CTOPOHE KapThl, & 3HAYEHHSI

JUTSL KOHTPOJIBHOTO TIpemiapara 2 ypoBHs |Level 2 — ua npyroii.

JlaHHbBIe pe3yabTaThl ObLIH MMOTyYEHBI B CEPUHU aHAIM30B U SIBIISIIOTCS BOCIIPON3BOJIUMBIMU U CTICHUGMUICSCKUMU JITIS
JIAHHOTO COYETAHUs MHCTPYMEHTA NPOM3BOIMTENS U peakTnBa reMorioduna Alc. MANUFACTURER’S|

INSTRUMENT/HAEMOGLOBIN Alc REAGENT ASSAY] ¢ ucrions30BanieM napTii MHCTPYMEHTOB H
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PEaKTHUBOB, JOCTYITHBIX HA MOMEHT IPOBECHNUS AaHAIN30B, SBITIOTCS CHCHU(IUCCKIMH TS JAHHOH MapTHH KUIKIX
KOHTPOJIbHBIX TpenapaToB reMoriaoonna Alc.
[TockonbKy pe3ysbTaThl aHATH30B 3aBUCAT KaK OT aHATUTHIECKUX HPOLERYP, TaK ¥ OT HEKOTOPBIX IPYTUX
(haKTOPOB, U MOCKONBKY APYTUE aHATUTUIECKUE CUCTEMBI MOTYT JIaBaTh APYTHE Pe3yIbTaThl, PEKOMEHIYETCS, YTOOBI
Kaxxasi 1abopaTopusi ycTaHOBHIIA COOCTBEHHBIE ITPEIeIIbl 3HAYCHNI KOHTPOJIBHBIX IIPENapaToB, HCXOIS U3
MTOBCETHEBHOTO UCTIOJIb30BaHUs TecTa. JIFo0o# pe3ynbTar, BEIXOIAIINNA 32 PAMKH MIPEJICIIOB, YCTAHOBICHHBIX Balllei
naboparopueii, HeoOX0IUMO HUCCIICOBATh.

YciaoBHbIEe 0003HAYeHUsI [IMpeKTHBBI 110 JIAG0OPATOPHOI AMArHOCTHKE in-Vitro
(1VDD, 98/79/EC m 1SO 15223-1:2016)
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:

g0

Caution, consult accompanying documents
Attention, consulter les documents joints
Achtung, Begleitdokumente beachten
Precaucién, consulte la documentacién adjunta
Attenzione, consultare i documenti allegati

Biological Risks
Risques
biologiques
Biogefahrlich
Riesgos biolégicos

Let op, raadpleeg de begeleidende documenten Rischi biologici
Cuidado: consultar os documentos anexos Biologische
Vigyazat! Olvassa el a kiséré dokumentumokat. risico’'s

Forsiktighet, konsultera medféljande dokument
Dikkat, birlikte gelen dokiimana bakin
BHUMaHWe, KoHCynTMpainTe ce ¢ npuapyxasaluuTe

Riscos biol6gicos
Bioldgiai veszély!
Biologiska risker

LOKYMEHTH Biyolojik Riskler
Upozornéni: Seznamte se s doprovodnymi Buonornyxn
dokumenty pvickoBe

Vigtigt, se vedlagte dokumenter

Démesio! Zr. pridétus dokumentus
Huomio, katso oheisasiakirjat

Mpoooxr, oupBoUAEUBEITE Ta TUVOBEUTIKG

Biologicka rizika
Biologisk fare
Biologiniai pavojai
Biologiset vaarat

£yypaga BioAoyikoi
R, SREMIRASAY Kivauvol
2E. fROXEBESE EEERKE
MpepocTtepexeHne, cBepbTECH C EWYER Y XY
COMPOBOANTESNbHBIMU AOKYMEHTaMM Buonoruyeckas

43 yall sl aal; 4uB | ONACHOCTb
Upozornenie, pozrite sprievodnt dokumentaciu Gl el

Than trong, tham khao cac tai liéu di kem Biologické rizika

RUi ro Sinh hoc

Temperature limitation
Température limite
Zulassiger
Temperaturenbereich
Limitacién de temperatura
Limitazione della
temperatura
Temperatuurgrens
Limites de temperatura
Homérséklet-korlatozas
Temperaturgrans
Sicaklik siniri
OrpaHuyeHue Ha
Temnepartypata
Teplotni rozmezi
Temperaturbegraensning
Temperataros ribos
Lampoétilarajoitus
Meplopiopdg Beppokpaaiog
IR PR
SREEHIRR
TemnepaTypHble
orpaHn4yeHns

el sy asaa

Teplotné obmedzenie
Gi¢i han nhiét do

Consult Instructions for Use
Consulter la notice d’emploi
Gebrauchsanweisung beachten
Consulte las instrucciones de
uso

Consultare le istruzioni per 'uso
Raadpleeg de
gebruiksaanwijzing
Consultar as Instrucdes de
Utilizagédo

Olvassa el a Hasznalati
utasitast.

Las bruksanvisningen
Kullanma Talimatlarina Bakin
KoHcynTupaiite ce ¢
MHCTpyKLUMMTE 3a ynoTpeba
Viz Navod k pouZziti

Se brugsanvisningen

Zr. naudojimo instrukcijas
Katso kayttdohje
ZupBouAeuBeire TIG 0Bnyieg

xpriong R
SIAERRAS
ERSAE SR
CsepbTech C UHCTPYKLWeit no
aKcnyataumun
PRI S ) aal
Pozrite pokyny na pouzitie
Tham khdo Hwéng dan S dung

Control
Controle
Kontrolle
Control
Controllo
Controle
Controlo
Kontroll
Kontroll
Kontrol
KoHTponeH
matepuan
Kontrola
Kontrol
Kontrolé
Kontrolli
‘EAeyxog
RiEdm
avkE—IL

Kontrola
Chét kiém chuan

Batch Code (Lot)

Code de lot (Lot)
Chargencode
(Chargenbezeichnung)
Codigo de lote (Lote)
Codice batch (lotto)
Batchcode (partij)
Codigo de Lote (Lote)
Sarzskadd (sarzs)
Batchkod (lot)

Kume Kodu (Grup)

Kop Ha cepus (napTtuga)
Kaéd davky (Sarze)
Batchkode (lot)

Partijos kodas (serija)
Erakoodi (era)

Kwdikég mapTtidag (Maptida)
#S GbR%S)

0y ha—F
Kopn cepuu (naptusi)

(do 5l Al S
Kod sarze

Ma 16 s&n xuét (S6 16)

e
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Authorized Representative in the European Manufacture
Community Fabricant
Représentant agréé pour la C.E.E. Hersteller
Autorisierte EG-Vertretung Fabricante
Representante autorizado en la UE Produttore
Rappresentante autorizzato nella Comunita Fabrikant
europea Fabricante
Geautoriseerd vertegenwoordiger voor de Gyart6é
Europese Gemeenschap Tillverkare
Representante Autorizado na Comunidade Uretici
Europeia Mpownssoauten
Meghatalmazott képvisel6 az Eurdpai Vyrobce
Kozosségben Fabrikant
Auktoriserad representant i EG Gamintojas
Avrupa Birligi'ndeki Yetkili Temsilci Valmistaja
YnbnHomolleH npeacTtasuten B EsponeiickaTa Kataokeuaotig

06LHOCT R

Autorizovany zastupce v Evropském spolecenstvi A—Hh—
Repraesentant i EU MpowussoauTtens
|galiotasis atstovas Europos Bendrijoje Aaiiadl dgall
Valtuutettu edustaja Euroopan yhteiséssa Vyrobca

E&ouciod0Tnpévog avTITTpOCWITOG OTNV Nha san xuét
Eupwrtraikr) Koivémnra
BRI R
BN HEEDEXRRE
YNONHOMOYEHHbIN NPEeACTaBNTENb B
Esponeiickom coobluiecTse

G55V e sl 3 daieal) G gaiall
Opravneny zastupca v Eurépskom spolocenstve
Dai dién duoc uy quyen trong Cong dong Chau
Au

Use by YYYY-MM

A utiliser avant AAAA-MM
Verwendbar bis JJJJ-MM
Utilizar antes de MM-YYYY
Utilizzare entro AAAA-MM
Te gebruiken vo6r JJJJ-
MM

Utilizar até AAAA-MM.
Felhasznalhat6: EEEE-HH
Anvands fére AAAA-MM
YYYY-AA ile Kullanim

[a ce nanonaea go NMTT-

Pouzitelné do RRRR-MM
Udigbsdato AAAA-MM
Tinka iki MMMM-mm
Viimeinen
kayttopéaivamaara
KK-VVVV

Hpepopnvia Ajgng MM-
EEEE

KA YYYY-MM-DD (
£-A-A)
ERKARYYYYEMMA
Wcnonb3oBatb A0 YYYY-
MM

G5 O 0 0 o U 4eadal
S@r dung trwéc Thang -
Ngay

European Conformity

Conformité Européenne

Européische Ubereinstimmung

Conformidad Europea

Conformita europea

Europese conformiteit

Conformidade com as normas

europeias

Eurépai megfeleléség

Europeisk 6verensstammelse

Avrupa Uygunlugu

EBponeiicko cboTBETCTBUE

Evropska shoda

EU-konformitet

Europos atitiktis

CE-merkinta

ZUPPOPPWON HE TOUG

EUPWTTATKOUG KAVOVIOHOUG

BN AR INERRS

B T DEE

EBponeiickoe cooTBeTCTBME
Bars sVl s il A sl

Eurdpska zhoda N

Tuén thd Quy dinh Chau Au

Catalog number
Numeéro catalogue
Bestellnummer
Nuamero de
catélogo
Catalogusnummer
Numero di
catalogo
Numero de
catélogo
Katalogusszam
Katalognummer
Katalog numarasi
KaTtanoxeH Homep
Katalogové ¢islo
Bestillingsnummer
Katalogo numeris
Luettelonumero
ApIBu6g
KaTaAdyou
FRERES
HhEnTES
Homep no
Katanory
[
Katalogové ¢islo
S0 danh muc

In Vitro Diagnostic Medical Device
Dispositif médical de diagnostic in
vitro
Medizinisches In-vitro-Diagnostikum
Dispositivo médico de diagnéstico
in vitro
Dispositivo medico per diagnostica
in vitro
Medisch hulpmiddel voor in-
vitrodiagnostiek
Dispositivo médico para diagndstico
in vitro
In vitro diagnosztikai orvosi eszkéz
Medicinsk anordning for in vitro
diagnostik
In Vitro Teghis Tibbi Cihazi
MeauumHcko nsgenve 3a vH BUTPO
[AVarHocTuka
In vitro diagnosticky zdravotnicky
prostredek
Medicinsk udstyr til in vitro-
diagnostik
In vitro diagnostikos medicinos
prietaisas
In vitro -diagnostinen
laéketieteellinen laite
In vitro SiayvwoTiK®
10TPOTEXVOAOYIKG TTPOiOV
SMOMTES T R4
K9} 2 U A E AR 25
MeauuuHckoe ycTpoicTBo Ans
[AvarHocTukm In Vitro

el z A Gl b les
Katalogové ¢islo .
IThiét bj y té chan doan trong éng
nghiém

Beckman Coulter, AU, UniCel u DXC siBistrotcst ToBapHBIMEU 3HaKaMu kommanuu Beckman Coulter, Inc u

3apeructpupoBanbl B USPTO (Begomctso CILA 1o maTeHTaM ¥ TOBapHBIM 3HAKAM).
CANTERBURY

www.canterburyscientific.com

71 Whiteleigh Avenue, Christchurch 8011, HOBAY 3EAAHAUA. Tea.: +64 3 343 3345, dakc: +64 3 343 3342

Emergo Europe
Prinsessegracht 20
2514 AP The Hague
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CANTERBURY

www.canterburyscientific.com
B12397

CrpaBouHasi uHGoOpMaIus

AKuaknii KOHTPOJIbHBIN Npenapar remMorjioduna Alce
ypoBHen 1 u 2

European customers / Clients Européens / Européische Kunden / Clientes europeos / Clienti europei / Europese klanten / Clientes europeus / Eurépai tigyfelek / Europeiska
kunder / Avrupali miisteriler / Esponeiickn knuenTu / Evropéti zakaznici / Europaeiske kunder / Europos klientai / Eurooppalaiset asiakkaat / Eupwraior TreAdTeg / [KKHE % 1 /
FRIN D B %4 | EBponeiickne KNNeHTbI / (s ysY) skl

Elg) 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 & I'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 Verfiigung: www.canterburyscientific.com im Bereich ,,Produkte und Gebrauchsanweisungen®. Ein gedruckte
Version kann per Fax iiber +64 3 3433342 oder per E-Mail angefordert werden: info@canterburyscientific.com.

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

Las Instrucciones de uso estan disponibles en maltiples 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 '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 vérias 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 elérhet honlapunkon a www.canterburyscientific.com cimen, a ,,Products and Instructions for Use” (Termékek és Hasznalati utasitasok) cimii részben.
A nyomtatott verzid fax (+64 3 3433342) vagy e-mail (info@canterburyscientific.com) utjan szerezhetd be.

Ez a termék emberi, illetve allati forrasbol szarmazo6 anyagokat tartalmaz, és potencidlisan fertézé 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 innehdller material av humant eller djurursprung och ska behandlas som potentiellt smittsam.

Tl Bircok dilde Kullanim Talimatlar 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.

a

Bu Urlin insan veya hayvan kaynakli materyaller igermektedir ve potansiyel olarak bulasici oldugu disinulerek islem yapilmaldir.

@ HWHcTpykuunute 3a ynotpeba Ha pa3inuuHU e3ULM MOXKETE Jja HaMepHTe Ha Hawus yeOcaiit: www.canterburyscientific.com B paszzen "Products and Instructions for Use" ("ITpoayxru 1
MHCTPYKLMHK 3a ynoTpe6a"). Moxere 1a ce cjo0ueTe ¢ TeXHHs XapTHeH BapuaHT upe3 dakc +64 3 3433342 wnu na umeiir: info@canterburyscientific.com.

To3u NpoAyKT CbAbpXa MaTepuany OT HYOBELLKW UMW XMUBOTUHCKM NPOU3XOA M cneaBa Aa ce TpeTupa KaTo NoTeHUManHo 3apaseH.

Navod k pouziti v nékolika 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 tilgaengelige pa flere sprog pa vores website: www.canterburyscientific.com i sektionen “Products and Instructions for Use”. En trykt udgave kan fas 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 mogaus ir gyviiny kilmés medziaguy, todél jj reikia laikyti potencialiai infekciniu.

. Sivustoltamme 18ytyy kayttdohjeet 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 sisaltaa ihmis- tai elainperaisia lahdemateriaaleja ja sité on kasiteltdva mahdollisen tartuntavaaran aiheuttavana tuotteena.

a Odnyieg ypriong oe dipopeg YAmooeg eivon Swbéoueg otov Siktvakd Tomo pag: www.canterburyscientific.com oty evotnro «Ilpoidvra kot 0dnyieg yprione». ‘Eviomn popen pmopei va
Medel pécw ag +64 3 3433342 1) e--mail: info@canterburyscientific.com.

AuTO TO TTIPOIGV TTEPIEXEI UAIKG avOpWTTIVNG i CWIKAG TTPOEAEUCNG KAl TIPETTEI VO QVTILETWTTIETAI WG dUVNTIKG HOAUGUATIKO.

MHCTpYKIMH 1O SKCIUTyaTallii Ha Pa3HEIX A3bIKaX MMEIOTCA Ha HallleM HHTepHeT-caiite: www.canterburyscientific.com B pasnene Products and Instructions for Use (ITpomykuus n
MHCTPYKIHH 110 9KCIUTyaTaunn). byMakHy1o BEPCHIO MOXKHO MOJy4UTh 110 (akcy: +64 3 3433342 niu snexrponnoii noure: info@canterburyscientific.com.

[aHHbIV NpenapaT coaepXuT MaTepuarbl YeNOBEYECKOrO UMM XUBOTHOTO NMPOUCXOXAEHNS U AOMMKEH paccMaTpMBaTbCS Kak NOTeHUUanbHo
MHPULMPOBAHHDIN.

23RS 2l o 3433342 3 64+ o) e Sl A5 dds o Jgean]) (S ala35uY) L) 5 latill" ad www. canterburyscientific.com cus e Ui se (e il saay aladinl) lali ) g
.info@canterburyscientific.com

Aonea (0585 of dainall e Ll e Lgne Jalaill Gang s gan 5l (5 0 Haeme <3 3 ge o il 13 5 iy

Upute za uporabu na raznim jezicima dostupne su na na$oj 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*. Papierovi verziu je mozné ziskat’
faxom na ¢isle +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 §i instructiuni de
utilizare). Se poate obtine o versiune tiparita 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.

Other customers / Autres clients / Andere Kunden / Otros clients / Altri clienti / Overige klanten / Outros clients / Mas uigyfelek / Andra kunder / Diger musteriler / Qpyru knueHTn /
Ostatni zakaznici / Andre kunder / Kiti klientai / Muut asiakkaat / AANoi TreAareg / HAZE /' | Z DO D F 4k / Mpoune knveHTbl / (e AY) ekl /

(oS 7 Aoy 7t R MIE SRR R I ES) . R dbwww.canterburyscientific.com;  7E R34 BfK “Products and Instructions for Use” (7= & 54 A 5 B )
T4y, TR ek, A% EVRI AT R AL FT A +64 3 3433342 BUR % HL T IEME A info@canterburyscientific.com .

FrERSEARSIRENME, RIERDBEEREMRIE.

B MrsERD T O EoEE | 2244 £ 744 b (www.canterburyscientific.com) ¢ " Products and Instructions forUse | + 73 3> CAFT&E 23 - HIFIIRIL 7 7
w7 A (+6433433342) X (LFHET A —/L (info@canterburyscientificcom) TAFTE £9 -

AHEABIZEE FREHYEROFEHNEEN TS0, BEEORAIRMENH D LD E LTEMYFZN S,

Huéng din sir dung bang nhiu ngén ngi c6 sin trén trang web cua ching t6i: www.canterburyscientific.com, trong phan “San pham va Huéng din Sir dung”. Ban c6 thé nhan ban in qua fax
theo s0: +64 3 3433342 hodc qua e-mail: info@canterburyscientific.com.

San phdm nay chira nguyén liéu cé ngudn gbc tir con ngudi hodc dong vat, do do, nén dwoc xi ly nhw san phdm cé thé lay nhidm.
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Onucanme n npeamnojgaraeMoe uCIoJb30BaHue

Kunxuii KOHTpONBHBIH Npenapar remorsnoouna Alc extendSURE™ W3TOTOBJISIETCS

13 YeJIOBEUECKOM KPOBH U COAECPKUT HOPMAJIbHBIA TeMOrIOOMH, KOHCEPBAHThI U CTa0MIN3aTopsl. [lpu
pa3paboTKe KOHTPOJIBLHBIX MPENapaToB OIHA U3 IeJiel — yITydlIeHHas: CTabmIbHOCTE. KOHTpOMBHEIH penapaT
YPOBHSI 2 POU3BOMTCS TOCPEICTBOM KOHTPOJIHPYEMOTO TIIMKUPOBAHUS iN VItr0 KpoBH JIrOICH, HE OOBHBIX
IMa0ETOM.

KonTpossHsle mpemnapaTsl MpeAHa3HAuYeHb] IS HCTIOIh30BAHMUS B KAUECTBE MaTEPHAIOB KOHTPOIIS KauecTBa
IUTSL CIIeKEHHUS 33 IPABUIBHOCTBIO M TOYHOCTBIO TaOOPaTOPHBIX MPOLEYP UCIIBITAHUH C IEIIBI0
KOJIMYECTBEHHOTO onpeneneHus HDALC aj1s ciaemyomux THIIOB aHANN30B: HOHOOOMeHHOH BOXKX,
MMMYHOIIOTHYECKOTO aHAIM3a U (hepMeHTaTHBHBIX nporeayp. L1 KoHKpeTHOe mpuMeHeH e JUIs OTETbHBIX
aHAJM30B CM. B PYKOBOJCTBE I10 HKCILTyaTalluH aHanu3aTopa. KoOHTponbpHbI penapar Helb3sl HCHOIb30BaTh
B KauecTBe Kamodparopa.

Hannexxamas tabopatopHast mpakTHKa TpeOyeT BHEIPEHHS IIPOTrpaMMbl KOHTPOIIS KauyecTBa BO BCEX
naboparopusix. [laHHast mporpaMma COCTOUT U3 PEryJIIPHOIO aHaNN3a JaHHBIX KOHTPOJIbHBIX MPENapaToB
KBATU(UIIPOBAHHBIM J1a00PaTOPHBIM IIEPCOHANIOM U OLIEHKY COOTBETCTBUS 33JOKyMEHTHPOBAHHbIX
Pe3yJIbTaTOB JOMYCTUMBIM TIpefenaM JTadopaTopur. ECiu pe3ynbTaThl BEIXOIAT 3@ 3TH Peesl, HOBTOPHTE
MIPOBEPKY KOHTPOJIBHOTO Npernapara U HCCIeayiTe mapaMeTpsl MeTo1a, (akTOPhI OKPYKAIOIIEH Cpebl

U TEXHUYECKUE IpueMbl. Eciy nocie noBTOpHOM IPOBEPKU KOHTPOJIBHOTO NIpenapara pe3yibTaThl IPOA0IIKAT
0CTaBaThCS BHE JOIYCTUMBIX IIPEAENIOB, 00paTHTECh K MPOU3BOAUTEIIO KOHTPOIBHOTO IIpernapara

3a IOMOILBIO B JAJIbHEHMINIEH HHTEPIIPETALUU.

Kpowme Toro, Hajutexainas 1abopaTtopHas MpakTHKa TpeOyeT N30JILUH KOHTPOJIBHBIX 00Pa3LoB U Pe3yJIbTaToB
0T 00pa31oB U Pe3yJIbTATOB MAIUEHTOB.

Kaunuyeckoe NMPUMEHECHUNE H3IMEPECHUA remoryioonHa Alc

Usmepenne HbDALC ocobenHo mone3Ho s OOMBHBIX OHAOETOM. YPOBEHb TIIFOKO3BI B KPOBH KOJICOJIETCS
B IIMPOKUX TMpeaeliaX, ¥ MrHOBEHHAas MpPOBEpPKa TIJIIOKO3bI KPOBH HE OTPaXKaeT YCPEIHCHHON CHTYaIlHH.
®opmuposanrne HbALc nporcxoaut meanenno (oxomo 0,05 % B neHb) 1 HenpepbiBHO B TeueHne 120-aHeBHO#
MPOJO/UKATEIBHOCTH  KM3HH ApUTPOIUTOB. M3mepenne HDALC momesHo s Bpadelik B KadecTBe
JIOJITOCPOYHOT0 CyMMapHOTO 3HAUeHWs KOHIIEHTPAI[MM TJIOKO3bl B KPOBH M TEM CaMbiM MEpbl CTEleHH
KOHTPOJISI WJIM CaMOKOHTpOJsl OosbHOro nuaderom. OnHako Kaxzias abopaTopusi JOJDKHA OIPEleNUTh
pedepeHTHBIii  MHTEpBajl, COOTBETCTBYIOIIMK XapakTepHCTHUKaM HccieqyeMoil momynsmuu. Kaxmoe
noseiieHre ypoBus HDALC Ha omuH MPOLEHT COOTBETCTBYET MOBBIIMICHUIO CPEIHETO YPOBHS TJIFOKO3BI
B KpoBu mnpubmmsurensHo Ha 30 mr/mn wimm 1,7 mmons/n. Kak mpasuino, yposau HbDALc seme 10 %
CBHJICTEILCTBYIOT O TUIOXOM JHA0ETHYECKOM KOHTpOJIe, B TO BpeMs Kak 3HadeHHs Mexnay 6,5% wm 7,5 %
TOBOPSAT O XOPOIIEM KOHTPOJIE.

Copep:xumoe Hadopa

B12397

Onucanue

e JIBa (1akoHa KHUIKOrO KOHTPOILHOTO Tpenapara remoriobuna Alc extendSURE™ yposus 1
oobemom 1,0 m.

e JIBa (1akoHa KHMIKOTO KOHTPOIBHOTO Tpenapara remoriaoouna Alc extendSURE™ yposms 2
oobeMom 1,0 mi1.

e  OnuH CIPaBOYHBIN BKIIAIIBIIII.

e 3 Jlor koHKpeTHOE 3HaueHne Ha3HaueHne KapThl

IpenocrepesxkeHus/npeaynpesxaeHust

HNPEAYIIPEXIEHUE

IHoTeHnManbHO OMOTOTHYECKH ONACHBIM MaTepHAaJl
ITpn mpou3sBOACTBE KOHTPOJIEH B KAaUY€CTBE CBHIPbS HMCIONB30BAIMCh YEIOBEYECKHUE SPUTPOLUTHL Bee
3JIEMEHTHI OBUIM MONY4YEHBI OT JOHOPOB KPOBH, NPOBEpeHBI yTBep:kAeHHBIMH FDA (YnpasineHunem
O KOHTPONIO 3a NPOAYKTAMH H JIEKAPCTBAMH) METOAaMHM M  HAHJEHBl HEraTHBHBIMH
10 IOBEPXHOCTHOMY aHTUreHy renaruta B, antuBI'C, antuBUY 1 u 2, cudpunmcy. Hu ogun meron
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HUCCIICA0BaHUA HE MOXET TapaHTHPOBATH MOJIHOM YBEPECHHOCTH, 4YTO KOHTpOHLHBIﬁ npemnapar,

COZICpPIKAIIMil MaTepHaibl YEJIOBCUSCKOTO MPOHUCXOKACHUS, HEe OymeT comepaTh HEpPeUUCIICHHBIX

U JApyrux uH(eKUHOHHbIX areHToB. Hamexamas naGopaTopHas MpakThka TpeOyeT, 4ToObl Bce

MaT€pHraJIbl YCJIOBEYCCKOI'O IMPOUCXOXKACHUA paCCMATPHUBAJIMCh KaK IMMOTCHIUAJIBHO I/IH(bI/IIII/IpOBaHHBIe

Y TIOJTeXKAIT OOPAIICHUIO C TAKUMH K€ TIPEJOCTOPOKHOCTIIMH, YTO M 00pa3Ibl MAIMEHTOB.

A HNPEJOCTEPEKEHHUE

O6si3atebno BHUMaTeIbH0 ITPOUTUTE nannwiii CIIPABOUYHBIN BKJUIAJIBIII
nepea UCMHOJIb30BAHHEM KOHTPOJbLHBIX MATEPUAJIOB.

JJIs1 UCHHOJIB3OBAHUSA TIPU JUATHOCTUKE B JIABOPATOPHBIX
YCJIOBHUSX IN VITRO.

IIpn wucnoab30BaHMM [JaHHBIX KOHTPOJIbHBIX mnpenapatoB PEKOMEHIAYETCSA
Hagesatb SAIUTHYIO OJAEX/LY (ouku, mepyaTKu 1 JaGopaTOPHBIii Xajar).

OOpauenue  yruiiu3anus 3a0pakoBaHHBIX UJIH MPOJUTHIX KOHTPOJILHBIX MPeNapaToB
JOJKHBI  OCYILECTBJISITHCS  COIJIACHO TMPABWJIAM TeXHUKHU 0e30MacHOCTH Bamei
Ja0opaTOPUH MJIM MECTHBIM MOCTAHOBJICHHSIM.

Jannpiii IPOAYKT COAEPKUT neboabmoe konudectso HIMAHUCTOI'O KAJIUSL.
HE I'/IOTATbD.

SAINPEHIEHO HMCHOJIB30OBATH KOHTPOJIM NMOCJIE UCTEYEHUSA CPOKA
I'OAHOCTH; oaHOMOMEHTHO cJelyeT MCIO0/b30BATh KOHTPOJM TOJBKO M3 OJHOI
NapTHH.

pu nammuuu BAKTEPUAJIBHOI'O 3APAKEHUSA nin U3MEHEHMUS LIBETA HA
KOPUYHEBBIN, nan OCAJIKA B KOHTPOJIBHBIX NpenapaTtax (GJIakoH HeoGXoauMo
3a0paKoBaTh.

XpaHeHue u oOpalieHue

HS}ICHI/IG I{IGHYCT XPpaHUTH B 3allIUIIICHHOM OT CBETA MECTC, IPEANOYTHUTECIILHO B OpHFHHaHI:HOI;'I YIIaKOBKE.

' HeBckpbITbie

HepacnakoBannble (UakoHBl ¢ KuakuM KoHTpoiem extendSURE™ Haemoglobin  Alc
HEOOXOMMO XPaHUTh B BEPTUKAIFHOM MOJ0XKEHUU NpH Temneparype 2-8 °C. KoHTponn MoXHO
HCTIOJIb30BaTh JI0 MOCIIEIHErO IHS MECAIA m, B KOTOPOM MCTEKaeT CPOK FOIHOCTH, YKA3aHHOTO Ha
OyTBIJIKE; KOHTPOJIN CTaOMIBHBI B TeueHHe 30 MecsIeB ¢ AaThl IPON3BO/CTRA.

% BcekpboiThie

BCeKphIThie (pIIaKOHBI KHIKOTO KOHTPOJIBHOTO mpenapara remornoouna Alc extendSURE™
HEOOXOJUMO XPaHUTh B BEPTUKAIBHOM MoyokeHUU TIpu 2—38 °C. BCKphITBIE KOHTPOJIBHBIC
MpernapaTsl MOXKHO HCHONB30BaTh B TedeHne 30 AHEH MpW YCIOBUHM IIIOTHOH 3aKyIHOpPKH.
KonTtponsHsie npenapaTsl 3apenieHo 3aMOPaKUBATh U Pa3MOPaKUBATh.

IMIpoueaypa KoOHTpOJIS

XKunxue kouTponbHbIe npenapatbl remornoouna Alc extendSURE™ rotoBbl kK MCHONB30BaHMIO, M ¢ HUIMH
clemyeT o0pammaThes Tak ke, Kak ¢ 00paslaMi HEM3BECTHOTO MAIMEHTa, OCYIIECTBILITE IPOBEPKY

B COOTBETCTBHM C HHCTPYKIHSAMHU IMPOU3BOANTENS, MPUIATAOIIUMHUCS K COOTBETCTBYIOIIEMY HHCTPYMEHTY
i MeToy. [Ipoduimu 310K KOHTPOJILHBIX MPEnapaToB Ha KOJIOHKE CPaBHUMBI C TEMOJIM3aTaMU IeJTbHOU
KpOBH NaIMEHTA.
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IIpucBanBaHue 3HAYECHUI, 3asiBJICHHE 0 BOCIIPOU3BOAMMOCTH U Pe3yJabTaThl
aHAJN30B

3nauenus cpeanero MEAN| u quanasona RANGE| konTponsHOro npemnapara s reMoriioonsa Alc
B xumudeckux cucreMax AU u DxC npusenens! Ha npuiaraemoii extendSURE™ crnenuduueckoit ais naptuu

KapTe NprucBanBaHUA 3HAYCHMH.

|LOT SPECIFIC VALUE ASSIGNMENT CARD| B enunumax uameperus |UNITS| % (cornacao NGSP
[HaunonanbsHO# nporpamMMe cTaHIapTH3aLUH TITMKO3WIMPOBAHHOTO IeMOITI00nHa| |NGSP ALIGNEDD

1 MMOJIB/MOITB (coriacHo IFCC [MexnyHapoaHo# deaepaiyy KIMHAYECKONH XUMHY U 1a00paTOPHON METUITUHEI |
IFCC ALIGNED)), a Takxe B eMHUIIAX U3MEPEHHS T/ 11 1 MMOJIB/J1. KpoMe TOro, Ha KaXkJjoi KapTe MPUBEICHO

3HA4YCHHUC 0611131“0 reMOrJIo0MHa B CAHNIAaX U3MEPCHUA F/I[J'I 1 MMOJIB/TI.

3HaueHus AJI KOHTposbHOTO mpenapata 1 yposast |Level 1| naneyatansl Ha OHO# CTOPOHE KapThl, 4 3HAUCHUSI
JUTsl KOHTPOJIBHOTO Tipemnapara 2 ypoBHs [Level 2| — Ha mpyroii.

JaHHbIe pe3yIbTaThl OBUIH OYYCHBI B CEPUH aHATH30B U SBJISIOTCS BOCIPOU3BOIUMBIME U CHICIIA(DUICCKIMU
IUTSL TaHHOTO COYETaHMS HHCTPYMEHTA IPOU3BOIUTEISI U peakThBa reMorioonHa Alc.

|MANUFACTURER’S INSTRUMENT/HAEMOGLOBIN Alc REAGENT ASSAYl C UCII0JIb30BaHUEM
napTuil MHCTPYMEHTOB U PEaKTUBOB, IOCTYIIHBIX HA MOMEHT IIPOBEACHUS aHAJIN30B, ABJISIOTCS
crenu(pUUeCKUMH JUTS JAHHOM MapTUH XKUIKUX KOHTPOJIBHBIX IpenapaToB remMoraoonHa Alc.

[TockonbKy pe3yabTaThl aHAIU30B 3aBUCST KaK OT aHATTMTUYECKUX MPOLIETYP, TaK U OT HEKOTOPBIX JPYTUX
(aKTOPOB, U MIOCKOJNBKY OPYTHe aHATUTHICCKHUE CUCTEMBI MOTYT AaBaTh APYTHE Pe3yIbTaThl, PEKOMEHIYETCS,
9T00BI KaKIast Ta00paTOpHs yCTAHOBIIIA COOCTBEHHEIE MpeAesbl 3HAYSHU KOHTPOIBFHBIX MPENapaToB, UCXOI
U3 IIOBCETHEBHOTO UCIIONIb30BaHNUs TecTa. JIFo00i pe3ynpTat, BRIXOJIIUI 32 paMKH IIPE/ENIOB,
YCTaHOBJICHHBIX Ballleil Jaboparopueii, HEOOXOIIMMO UCCIIEI0BATH.
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YcaoBHble 0003HaueHNst J{upeKTUBBI 110 J1a00PaTOPHON IMArHOCTHKE in-Vitro
(IVDD, 98/79/EC u 1SO 15223-1:2016)
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Beckman Coulter, AU, UniCel u DXC siBistrotcst ToBapHbIME 3HaKaMu kommanuu Beckman Coulter, Inc u
3apeructpupoBanbl B USPTO (Begomcteo CLLA mo maTeHTaM ¥ TOBapHBIM 3HAKaM).

CANTERBURY

www.canterburyscientific.com

71 Whiteleigh Avenue, Christchurch 8011, HOBAY 3EAAHUA. Tea.: +64 3 343 3345,
dakc: +64 3 343 3342
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