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HbA1c 2R CALIBRATOR SET
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Cat. No. Pack Name Packaging (Content) Kat. €. Nazev baleni Obsah baleni

XSYS0097 HbA1c 2R CALSET | 5% 0,5ml XSYS0097 HbA1c 2R CAL SET | 5x0,5ml
€D, Cce & ce
INTENDED USE LITERATURE POUZITI LITERATURA

HbA1c 2R CALIBRATOR SET is a set of five lyophilized calibrators
with different levels based on human blood material (erythrocytes).

STORAGE AND STABILITY

The calibrators both unopened and opened must be stored at
2-8 °C, protected from light and heat.

Unopened calibrators are stable until the date of expiry stated at
the label.

After opening and reconstitution are calibrators stable for one
week if stored under 2—-8 °C and if contamination and evaporation
are avoided after having opened the vials.

Proper storage and handling must be observed.

WARNINGS AND PRECAUTIONS

Reagents of the kit are not classified like dangerous.

Each individual blood donation used for production of HbA1c 2R
CAL SET was found to be non-reactive when tested with appro-
ved methods for HBs-Ag, HIV-Ag+Ab and HCV-Ab HTLV-1-Ab. As
there is no possibility to exclude definitely that products derived
from human blood transmit infectious agents, it is recommended
to handle the calibrator with the same precautions used for patient
specimens.

PREPARATION

Before use perform reconstitution of all five calibrators by adding
500 pl of Hemolyzing solution (R3) into each vial, mix gently and
allow to stand for 5 minutes. After reconstitution are the calibrators
ready to use. Don’t prepare hemolysate.

PROCEDURE
Please refer to the reagent package insert for instructions for use.

ASSAY VALUES

The calibrator values have been made traceable to the approved
IFCC reference method. Values according to DCCT/NGSP in %
have been derived from the values according to IFCC by calcula-
tion. Calibrator values listed below are specific for this lot number
of calibrator only.

WASTE MANAGEMENT
Please refer to local legal requirements.
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ASSIGNED VALUES

Target Calibrator Value
":_bmc Lot No. | Expiry Date | According to [ According to
evel DCCT/NGSP IFCC
(%) (mmol/mol)

1 XXXXXXX mm/yyyy 0 0

2 XXXXXXX mm/yyyy XX.X XX.X

3 XXXXXXX mm/yyyy XXX XXX

4 XXXXXXX mm/yyyy XXX XXX

5 XXXXXXX mm/yyyy XX.X XX.X
g Expiry Date u Manufacturer

Datum expirace Vyrobce

HbA1c 2R CALIBRATOR SET je sada péti lyofilizovanych kalib-
ratorti na bazi lidského krevniho materialu (erytrocytt) obsahujici
pét riznych hladin.

SKLADOVANI A STABILITA

Neoteviené i oteviené kalibratory se musi skladovat pfi teploté
2-8 °C a chranit pred svétlem a teplem.

Neoteviené kalibratory jsou stabilni do data expirace uvedeného
na obalu.

Po otevreni a rekonstituci jsou kalibratory stabilni po dobu jed-
noho tydne, jsou-li skladovany pfi 2—8 °C a pokud se po otevieni
lahvi¢ek zabrani kontaminaci a odparovani.

Je tfeba dodrzovat nalezité pokyny pro skladovani a manipulaci.

UPOZORNENIi A BEZPECNOSTNi CHARAKTERISTIKY
Cinidla soupravy nejsou klasifikovana jako nebezpe&na.

Kazdy darce krve, jez byla pouzita k vyrobé kalibra¢niho setu
HbA1c 2R CAL SET, byl testovan schvalenymi metodami na pro-
tilatky proti HBs-Ag, HIV-Ag+Ab a HCV-Ab HTLV-1-Ab a vysledek
testu byl negativni. ProtoZe neni mozné definitivné vyloucit, Zze
by produkty z lidské krve mohly prenaset infekéni agens, je do-
poru¢eno zachazet s kalibratorem se stejnou opatrnosti jako se
vzorky od pacientl.

PRIPRAVA

Pred pouZiti nejprve provedte rekonstituci vdech péti kalibratord
pridanim 500 pl hemolyza¢niho roztoku (R3) do kazdé lahvicky,
jemné zamichejte a nechte 5 minut stat. Po rekonstituci jsou kalib-
ratory pripraveny k pouziti. Nepfipravujte hemolyzat.

POSTUP
Prectéte si pfibalovou informaci k soupravé HbA1c 2R, kat. €.
XSYS0096.

HODNOTY

Hodnoty kalibratoru jsou navazany na IFCC referenéni metodu.
Hodnoty dle DCCT/NGSP v % jsou odvozeny z hodnot dle IFCC
vypocétem. NiZze uvedené hodnoty kalibratoru jsou specifické pou-
ze pro tuto $arzi kalibratoru.

NAKLADANI S ODPADY

Na v8echny zpracované vzorky je nutno pohliZet jako na poten-
cionalné infekéni a spolu s pripadnymi zbytky cinidel je likvidovat
podle vlastnich internich predpist jako nebezpecny odpad v sou-
ladu se Zakonem o odpadech. Papirové a ostatni obaly se likviduji
podle druhu materidlu jako tfidény odpad (papir, sklo, plasty).

See Instruction for Use
Ctéte navod k pouziti

In Vitro Diagnostics
In vitro diagnostikum
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ATESTOVANE HODNOTY

Hodnota kalibratoru
HbAlc | & . Datum Podle Podle
hladina Sarze exspirace | DCCT/NGSP IFCC
(%) (mmol/mol)
1 XXXXXXX mm/rrrr 0 0
2 XXXXXXX mm/rrrr XX,X XX,X
3 XXXXXXX mm/rrrr XX, X XX,X
4 XXXXXXX mm/rrrr XX,X XX, X
5 XXXXXXX mm/rrrr XX, X XX,X

Storage Temperature
Teplota skladovani

b Contn
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XAPAKTEPUCTUKA YTUNU3ALUNA OTXOOOB

HbA1c HaGop kanubpaTopoB npefcTaBnsieT cobOoi KOMMIEeKT
13 MATW NMOMUNN3NPOBAHHBLIX KannbpaTopoB, C PasnUyHbIMU
YPOBHSIMU KOHLIEHTPaLWW, W3rOTOBMEHHBIMU Ha OCHOBE KpPOBM
Yyenoseka (3pUTPOLUTOB).

XPAHEHMUE , CTABUIIbHOCTb

HbA1c HaGop kannbpaTopoB HE BCKPbITHIA W BCKPbITbIA AOMKEH
XpaHuTbes npu 2—8 °C, B 3aLUMLLEHHBIMUY OT CBETA U Tenna MecTe.
HeBckpbiTble kanubpaTtopbl CTabunbHbl A0 UCTEYEHUS Cpoka
rOAHOCTU, YKa3aHHOTO Ha ATUKETKe priakoHa.

Mocne BCKPbITUSI N BOCCTAHOBIIEHWSI KanubpaTopbl cTabunbHbI
ofHy Hepenio npu Temnepatype 2—8 °C, usberas koHTamvHauum
1 UCMapeHuns nocre oTKPbITUS hrakoHOB.

Heobxoanmo cobnofath Haanexatllee xpaHeHue v obpatleHuve.

NPEAYNPEXOEHUWE: MEPbI MPEAOCTOPOXHOCTHU
PeareHTbl, BXxogsiLLue B Habop, He coaepkaT onacHble BeLlecTBa.
KpoBb AOHOPOB, Ucnonb3yemas Ans Npou3BoAcTBa kanndpaTtopa
1 KOHTPONS!, MPOTECTUPOBaHAa C UCMONb30BaHNEM KOMMEPHECKUX
HabopoB peareHTOoB Ha oTcytcTBMe HbsAg, aHTuten k BUY
1/2 (HIV 1/2) n aHtuten k Bupycy renatuta C (HCV). Tak kak
PUCK 3apaxeHusi Henb3si MOMHOCTLI WCKMYNTL, pabotaTb
C KanubpaTtopoMm HeOoOXOOMMO OCTOPOXHO, Kak ¢ obpasuamu
naumeHTa.

NOAroTOBKA

Mepen vcnonb3oBaHUEM BbINOMHUTE BOCCTAHOBMEHWE BCEX MATU
kanubpaTopos, Ao6aBuB no 500 MKN reMonMavpytoLLero pacteopa
(R3) B KaxAaplii (hniakoH, OCTOPOXHO Mepemellaiite U fante
nocToATb 5 MUHYT. MNocne BOCCTaHOBNEHUS kanubpaTopbIroToBbI
K MCMonb3oBaHuo. FeMonu3aT roToB K UCMOMb30BaHUIO

NPOLUEOYPA
Moxanyicta, obpatnTecb K WHCTpykuMm Habopa HbAf1c,

3a pekoMeHpauusMu, MO  JanbHenlemy  UCMonb30BaHUI
KannmbpaTopoB.

KANMBPOBOYHbLIE 3HAYEHUSA

3HayeHust kanubpaTtopa paccuMTaHbl B COOTBETCTBUM C

yTBEPXAEHHBIM, pedepeHcHbiM  MeTogom IFCC.  3HaveHus,
cootBetcTBytowme DCCT/NGSP B% O6binu nepecyuTaHbl U3
3HayeHunn IFCC no copmyne. 3HaveHuss DCCT/NGSP u IFCC
MMEIT NUHENHYI0 3aBUCUMOCTb M MOTyT ObiTb MepecunTaHbl,
OTHOCUTENBHO APYT Apyra C NMOMOLLbIO CreAyoLWwmnx popmyn:
IFCC = (HbA1c (NGSP) — 2,15) /0,915

NGSP = 0,915 x HbA1c (IFCC) + 2,15

mmol/mol = 10 x HbA1c (IFCC)

3HauyeHust KkanmMbpaTopoB, yKasaHHble HWxXe, MOryT ObiTb
1CNonb30BaHbl, TONMbKO AN AaHHOTO HoOMepa fnoTa.

MCMNOJNIb3YEMbIE CUMBOIJbI

KaTanoxHslit HoMep LOT

Homep naptun

B cooTBeTCTBUM C CYLLECTBYIOLLMMI B KXAO0W CTpaHe npasunamm
ANA AaHHOro Buaa martepuana
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B Tabnuuax. npuvBeAeHHbIX  HWXe, npeAcTaBneHbl
CEPTUDULINPOBAHHbLIE 3HAYEHUA KATIMEPATOPA HbA1c:

3HAYEHUA KATIMEPATOPA
Homep Howmep Cpok B COOTBETCTBUM C | B COOTBETCTBUM
oL | QEOAHOCEIY DCCT/NGSP clIFCC
(%) (mmol/mol)
1 XXXXxxx | mm/yyyy 0 0
2 XXXXXXX | mm/yyyy XX,X XX,X
3 XXXXXXX | mm/yyyy XX, X XX, X
4 XXxxxxx | mmlyyyy XX,X XX,X
5 XXXXXXX | mm/yyyy XX, X XX, X
Aptukyn HaumeHoBaHnue kak B PY Homep PY Mara Bbigaun PY
XSYS0097 | 3pba HbA1c Habop kanubpatopos | ®C3 2011/09958 | ot 14 mas 2019 ropa

g Cpok rogHoCTn “ Mponssogutens

WH BUTpPO AnarHocTuka

ﬂepe,q ncnonb3oBaHnem
BHUMATENbHO MSy‘-lthTe WHCTPYKUWUIO
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