HbA1c CALIBRATOR SET

Lot: XXXXXXX; Expiry Date: mm/yyyy

€rba’

dpob6a HbA1c Habop kanubpatopos
JIOT: XXXXXXX; Cpok rogHoCTU: MM/rrrr

Cat. No. Pack Name Packaging (Content) KaT.Ne ®dacoBka

XSYS0057 HBA1C CAL SET 4x0.25ml XSYS0057 4 x 0,25 mn
GY) e C€
INTENDED USE LITERATURE XAPAKTEPUCTUKA YTUIU3ALKUA OTXOO0B
HbA1c Calibrator Set is a set of four liquid-stable calibrators with 1. The Diabetes Control and Complications Trial Research ~ HbA1c Habop kanuGpaTopoB npeAcTaBnsieT CcoBor  KOMMMEKT B COOTBETCTBUM C CYLLECTBYIOLUMMM B K@XA0M CTpaHe npasurnamu Ans

different levels based on human blood material (erythrocytes).

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

STABILITY

Unopened and opened until the end of the indicated month of
expiry if contamination and evaporation are avoided after having
opened the bottles.

Proper storage and handling must be observed.

WARNINGS AND PRECAUTIONS

Reagents of the kit are not classified like dangerous but contain
less than 0.1 % sodium azide classified as very toxic and dange-
rous substance for the environment.

Each individual blood donation used for production of HbA1c
Calb. was found to be non-reactive when tested with approved
methods for HBsAg, anti-HIV-1+2 and anti-HCV. 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

HbA1c Calibrator set is ready to use. Calibrators must be treated
the same way as patient samples. Please refer to the package
insert of the reagent HbA1c, Cat. No. XSYS0054

Calibrator preparation:

Hemolyzing Solution (R3) 500 pl

Calibrator 10 pl

Mix and allow to stand for 5 minutes or until complete lysis is
apparent.

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 calculation. Calibrator values lis-
ted below are specific for this lot number of calibrator only.

WASTE MANAGEMENT
Please refer to local legal requirements.

USED SYMBOLS / UCMOJIb3YEMbIE CUMBO/bI
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KaTtanoxHbit Homep
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2. Little RR, Rohlfing Cl, Wiedmeyer HM, Myers GL et al. The
national Glycohemoglobin Standardization Program: A five-Year
Progress Report. Clin Chem 2001; 47:1985-92.

3. Jeppsson JO, Kobold U, Barr J, Finke A at al. Approved IFCC
Reference method for the measurement of HbA1c in human blo-
od. Clin Cem Lab Med 2002; 40:78-89.

4. Hoelzel W, Weykamp C et al. IFCC Reference system for
measurement of HbA1c in Human Blood and the national stan-
dardization Schemes in the United States, Japan and Sweden: A
Method Comparison Study. Clin Chem 2004; 50:1:1666-74.

5. Biosafety in Microbiological and Biomedical Laboratories.
U.S. Department of Health and Human Services, Washington
1993 (HHS Publication No. [CDC] 93-8395).

ASSIGNED VALUES

Calibrator Value
HbA1c . Calibrator values
Level | Targetvalues according | ..., ging to DCCT/NGSP
to IFCC (mmol/mol): (%):
1 XX.X X.XX %
2 XX.X XXX %
3 XXX XX.X %
4 XXX XX.X %
Expiry Date Manufacturer
Cpok rogHocTu u MpownasoguTerns

In Vitro Diagnostics
WH BUTpO AnarHocTvka

N3 YeTblpex XUOKUX CTabunbHbIX Kanm6paTopoa, C pasnunyHbIMK
YPOBHSIMU KOHLIEHTPALMM, N3rOTOBMEHHBLIX Ha OCHOBE KPOBW YerioBeka
(apuTpouuTOB).

XPAHEHUE

HbA1c Habop kanubpaTopoB A0 M NOCMe BCKPbITUSA CriedyeT XpaHUTb
npu Temnepatype 2-8°C B 3alMLIEHHOM OT CBETa W BbICOKOW
Temneparypbl MecTe.

CTABUNbHOCTb

HbA1c Habop kanubpaTopoB [0 ¥ nocne BCKpbITUS cTabunex
B TeYEHWe BCEro Cpoka FOAHOCTU, YKa3aHHOro Ha ynakoBke, Mpu
VICKITKOHEHNN KOHTAMWUHALMK W BbINapuBaHus.

CobntofjaiiTe yCrioBUsi XpaHeHus Ans COXpaHeHUsi CTabunbHOCTU B
TeyeHWe BCEro Cpoka rogHoCTH.

NPEAYNPEXOEHUA U MEPbI MPEAOCTOPOXHOCTHU

PeareHTbl, Bxoaswwme B Habop, He knaccuuumMpoBaHbl Kak onacHble
BellecTBa, HO copepxar MeHee 0,1 % asnga HaTpus, KOTOPbIA
KnaccuuLMpyeTcs Kak TOKCMYHOE UM OnacHoe BellecTBO Ans
okpy>xatoLLeii cpeabl. KpoBb JOHOPOB, Mcronb3yemasi Ans Npon3BoacTBa
kanubpatopa ¥ KOHTPOMNsi, MPOTECTMpOBaHa C UCMONb30BaHNEM
KOMMep4yecknx HabopoB peareHTOB Ha oTcyTcTBue HbsAg, aHTuTen k
BWY 1/2 (HIV-1/2) n anTuten k Bupycy renatuta C (HCV). Mockonbky

AaHHOro Buaa marepuana.

JINTEPATYPA
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ference method for the measurement of HbA1c in human blood. Clin
Cem Lab Med 2002; 40:78-89.

4. Hoelzel W, Weykamp C et al. IFCC Reference system for mea-
surement of HbA1c in Human Blood and the national standardization
Schemes in the United States, Japan and Sweden: A Method Compari-
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KOHUEHTPALWU KANTUBPATOPOB

3apaeHUs Hemnb3si MOSHOCTBbIO WCKIIYUTL, paboTaTb ¢ HaGopom KoHueHTpauum kanuéparopa
KanubpaTopoB Heobxoanmo cobniofas Bce Mepbl NPefoCTOPOXHOCTU. ":_ZC::: 3HaYEHUSA MO CHCTeMe 3HauEHUS NO CUCTEME
NOAroTOBKA IFCC (MMonb/monb): DCCT/NGSP (%):
HbA1c HabBop kannbpaTopoB rotoB k ucnonb3oBaHuio. Pabotate ¢ 1 XX,X XXX %
kanubparopamy HeOBGXOAMMO Tak ke, kak ¢ obpaslamui NalneHTOB. 2 XX XX %
Moxanyiicta, CMOTpUTE WHCTPYKUMIO K Habopy peareHToB Ans - -
onpepenenns HbA1c  (XSYS0054) pgns Gonee  noapoGHOit 3 XXX XXX %
MHbopmaLmm. 4 XXX XX,X %
MoaroToBka kanubparopa:
Femonuavpytowwmii pacteop (R3) 500 mkn
Kanu6patop 10 mkn
Mepemeluath, AaTb NOCTOATb B TeYeHWE 5 MWHYT UNM [0 MOMHOMO
nmaunca.
NMPOLEAYPA
Moxanyiicta, obpaTuTecb K WHCTPYKUMM K Habopy peareHToB Ans
onpepenenust HbA1c ans nonyyexns 6onee noapo6Ho MHdopmMaLmu.
KANMBPOBOY HbIE 3HAYEHUA
3HayeHns1 KOHLIEHTpaLWK kanubpaTopoB paccunTaHbl B COOTBETCTBUM
C YyTBEPXXAEHHbBIM 3TanoHHbIM MeTogom IFCC.
3HayeHnsi B % no cucteme DCCT/NGSP 6binu nepecunTaHbl 13
3Hau4eHuii IFCC.
3HayeHns kannbpaTopoB, ykasaHHbIE HIDKE, MOTYT BbITb MCMOMb30BaHbI
TONbKO A1t AA@HHOTO HOMepa IoTa.
ApTtukyn HaumeHoBaHue kak B PY Howmep PY [ara Bbigaun PY
XSYS0057 Opba HbA1c Habop kanubpatopos »C3 2011/09958 ot 14.05.2019

See Instruction for Use

Mepen vcnonb3oBaHeM
BHUMaTENbHO Mayqal?lTe WHCTPYKUMIO

(T3]
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Storage Temperature
Temneparypa xpaHeHust

Content
C 0 N T CopepxaHue
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HbA1c CALIBRATOR SET

Sarze: XXXXXXX; Datum exspirace: mm/rrrr

HbA1c CALIBRATOR SET

€rba’

Sarza: XXXXXXX; Datum exspiracie: mm/rrrr

Kat. €. Nazev baleni Obsah baleni Kat. €. Nazov balenia Obsah balenia

XSYS0057 HBA1C CAL SET 4 x0,25 ml XSYS0057 HBA1C CAL SET 4 x0,25 ml
) e GO ¢
POUZITI LITERATURA POUZITIE LITERATURA

HbA1c Calibrator Set je sada stabilnich kapalnych kalibratorti na
bazi lidského krevniho materialu (erytrocytt) obsahujici Ctyfi raz-
né hladiny.

SKLADOVANI A STABILITA

Neoteviené i oteviené kalibratory se musi skladovat pfi teploté
2-8°C a chranit pfed svétlem a teplem. Neoteviené i oteviené ka-
libratory jsou stabilni az do konce uvedeného mésice exspirace,
pokud se po otevieni lahvicek zabrani kontaminaci a odparovani.
Je tfeba dodrZovat nélezité pokyny pro skladovani a manipulaci.

UPOZORNENI A BEZPECNOSTNI CHARAKTERISTIKY
Cinidla soupravy nejsou klasifikovana jako nebezpecna, ale ob-
sahuji méné nez 0,1 % azidu sodného, ktery je klasifikovan jako
latka vysoce toxicka a nebezpecéna pro Zivotni prostredi.

Kazdy darce krve, jeZz byla pouZita k vyrobé& kalibracniho setu
HbA1c, byl testovan schvalenymi metodami na protilatky proti
HBsAg, HIV-1+2 a HCV a vysledek testu byl negativni. Protoze
neni mozné definitivné vyloucit, Ze by produkty z lidské krve mohly
prenaset infekéni agens, je doporu¢eno zachazet s kalibratorem
se stejnou opatrnosti jako se vzorky od pacientt.

PRIPRAVA
HbA1c CALIBRATOR SET je pfipraven k pouziti. S kalibratory
je treba zachazet stejnym zplsobem jako se vzorky od pacien-
tl. Prectéte si pribalovou informaci k soupravé HBA1C, kat. ¢.
XSYS0054.

Priprava kalibratoru

Hemolyzaéni roztok (R3) 500 pl

Kalibrator 10 pl

Smichejte a ponechte stat 5 minut nebo do uplného vytvoreni
hemolyzatu.

POSTUP
Precététe si pfibalovou informaci k soupravé HBA1C, kat. ¢.
XSYS0054.

HODNOTY

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

NAKLADANI S ODPADY

Na vSechny zpracované vzorky je nutno pohliZet jako na poten-
cionalné infekéni a spolu s pfipadnymi zbytky cinidel je likvido-
vat podle vlastnich internich predpist jako nebezpeény odpad
v souladu se Zakonem o odpadech. Papirové a ostatni obaly se
likviduji podle druhu materialu jako tfidény odpad (papir, sklo,
plasty).

POUZITE SYMBOLY

Katalogové ¢islo
Katalégové ¢islo

Cislo 8arze

12000119
12000148

1. The Diabetes Control and Complications Trial Research
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lopment and progression of long-term complications in insulin-de-
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2. Little RR, Rohlfing ClI, Wiedmeyer HM, Myers GL et al. The
national Glycohemoglobin Standardization Program: A five-Year
Progress Report. Clin Chem 2001; 47:1985-92.

3. Jeppsson JO, Kobold U, Barr J, Finke A at al. Approved IFCC
Reference method for the measurement of HbA1c in human blo-
od. Clin Cem Lab Med 2002; 40:78-89.

4. Hoelzel W, Weykamp C et al. IFCC Reference system for
measurement of HbA1c in Human Blood and the national stan-
dardization Schemes in the United States, Japan and Sweden: A
Method Comparison Study. Clin Chem 2004; 50:1:1666-74.

5. Biosafety in Microbiological and Biomedical Laboratories.
U.S. Department of Health and Human Services, Washington
1993 (HHS Publication No. [CDC] 93-8395).

STANOVENE HODNOTY

Hodnota kalibratoru
HbA1c — —
hladina | Hodnoty kalibratoru Hodnoty kalibratoru
podle IFCC (mmol/mol): | podle DCCT/NGSP (%):

1 XX, X X, XX %

2 XX, X X, XX %

&) XXX XX, X %

4 XXX XX, X %

Datum expirace
Datum exspiracie

Vyrobce
Vyrobca

In vitro Diagnostikum

HbA1c Calibrator Set je suprava stabilnych kvapalnych kalibrato-
rov na baze ludského krvného materialu (erytrocytov) obsahujica
Styri rézne hladiny.

SKLADOVANIE A STABILITA

Neotvorené aj otvorené kalibratory sa musia skladovat pri teplote
2-8 °C a chranit pred svetiom a teplom. Neotvorené aj otvorené
kalibratory su stabilné az do konca uvedeného mesiaca exspiracie,
ak sa po otvoreni flastiCiek zabrani kontaminacii a odparovaniu.

Je potrebné dodrZiavat prislusné pokyny pre skladovanie a ma-
nipuléciu.

UPOZORNENIA A BEZPECNOSTNE CHARAKTERISTIKY
Cinidla supravy nie su klasifikované ako nebezpecné, ale obsahu-
jumenej ako 0,1 % azidu sodného, ktory je klasifikovany ako latka
vysoko toxicka a nebezpecna pre zivotné prostredie.

Kazdy darca krvi, ktorého krv bola pouzita na vyrobu kalibraéného
setu HbA1c, bol testovany schvalenymi metédami na protilatky
proti HBsAg, HIV 1 + 2 a HCV a vysledok testu bol negativny.
KedZe nie je mozné definitivne vylucit, Ze by produkty z ludskej
krvi mohli prenasat infekéné agensy, je odporicané zaobchadzat'
s kalibratorom s rovnakou opatrnostou ako so vzorkami od pa-
cientov.

PRIPRAVA

HbA1c CALIBRATOR SET je pripraveny na pouzitie. S kalibra-
tormi je potrebné zaobchadzat rovnakym spésobom ako so vzor-
kami od pacientov. Preéitajte si pribalovi informaciu k suprave
HBA1C, kat. €. XSYS0054.

Priprava kalibratora

Hemolyzaény roztok (R3) 500 pl

Kalibrator 10 pl

ZmieSajte a nechajte odstat' 5 minut alebo do Uplného vytvorenia
hemolyzatu.

POSTUP
Precitajte si pribalovt informaciu k stprave HBA1C, kat. €. XSYS 0054.

HODNOTY

Hodnoty kalibratora su naviazané na IFCC referen¢nej metdde.
Hodnoty podla DCCT/NGSP v % sU odvodené z hodnét podla
IFCC vypoctom. Nizsie uvedené hodnoty kalibratora su Specifické
len pre tuto $arzu kalibratora.

NAKLADANIE S ODPADMI

Na vSetky spracované vzorky je nutné pozerat ako na potencia-
Ine infekéné a spolu s pripadnymi zvySkami ¢inidiel ich likvidovat
podla vlastnych internych predpisov ako nebezpeény odpad v
sulade so Zakonom o odpadoch. Papierové a ostatné obaly sa
likviduju podia druhu materidlu ako triedeny odpad (papier, sklo,
plasty).

Ctéte navod k pouziti
Citajte navod k pouzitiu

QUALITY SYSTEM CERTIFIED
1SO 13485
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STANOVENE HODNOTY

Hodnota kalibratora

HbA1c — —
hladina Hodnoty kalibratora Hodnoty kalibratora
podla IFCC (mmol/mol): | podra DCCT/NGSP (%):
1 XX, X X,XX %
2 XX,X XXX %
3 XXX XX,X %
4 XXX XX,X %

Teplota skladovani
Teplota skladovania
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HbA1c kaniGpaTtop

Homep naprii: XXXXXXX; TepMmiH ngatHocTi: mm/yyyy

Kat. Ne HasBa ®dacyBaHHA

XSYS0057 HbA1c kanibpatop 4x 0,25 mn
« C€
3ACTOCYBAHHA JNITEPATYPA

Ha6ip HbA1c kanibpatop € HaGopom 4oTMpbOX cTabinisoBaHWUX
KaniopyBanbHUX PO3YMHIB 3 PI3HUMMW PIBHAMW KOHUEHTpaLiii Ha
OCHOBI MaTepiany NACbKOro NOXOAXKEHHS (EPUTPOLIUTIB KPOBI).

3BEPIFAHHA

Kanibpatopu go i nicna nepworo BiAKPUTTS €MHOCTE MaloTb
36epiratucsa 3a Temnepatypu 2—8 °C, i3 3anobiraHHaAM HarpiBaHHs i
Aii ceiTna.

CTABINbHICTb

KaniGpaTtopw Ao i nicnsi nepLuoro BiAKpUTTS EMHOCTEN € cTabinbHUMmn
[0 KiHUS BKa3aHOro Ha eTuKeTUi Micsaus, 3a YMOBWU BiACYTHOCTI
BUMapPOBYBaHHS | KOHTaMiHaLIil.

CnigkynTe 3a AOTPUMAHHSAM npaBun 36epiraHHs | NOBOAXEHHS.

3ACTEPEXEHHSA | 3AXOAU BE3MNEKK

PeareHTn Habopy He knacugikyTbcs Sk HebeaneyHi, ogHak MiCTATb
HaTtpito asua (< 0,1%), skuii knacudikyeTbca Ak HebeaneyHa Ans
HaBKOJIMLIHBOTO CepeaoBulla i TOKCMYHA pevoBMHA. [loHOPCbKi
maTepianu, siki BUKOpUCTaHi Ans BUpoGHMUTBaA Kanibpatopis,
NpoTecTOBaHi Ha BiACYTHICTb aHTUTIN Ao BINT 1/2 (HIV 1/2), aHTureny
Bipycy renatuty B (HbsAg) i aHTuTin go Bipycy renatuty C (HCV).
OcKinbKv HEMOXIUBO NOBHICTIO BUKITIOYNTW MPUCYTHICTb iIHDEKLIRHNX
areHTiB, NpautoBaT HeobXigHoO i3 AJOTpUMaHsM 3axodiB 6e3neku nig
Yyac poboTH 3 NOTEHLIHO iHikoBaHMMU MaTepianamu.

NIAroTOBKA PEAFEHTIB

Habip kanibpatopis HbA1c Calibrator set e rotoBum pgo
BUKOpUCTaHHs. [ligroToBka kanibpatopiB mae BigbyBaTucs 3a
TUMM X npouedypamu, WO # MiAroToBKa 3paskiB nauieHTiB. [uB.
IHCTpyKUito- BknageHHs o Habopy HbA1c, kat. Homep XSYS0054.
MiarotoBka kanibpaTopiB:

lemonisytoumnii posunH (R3) 500 mkn

Kani6patop 10 mMkn

Mepemiwaty i 3anMwnTn Ha 5 XBUNWUH abo A0 NOBHOIO Mi3NCY.

NMPOBEAEHHA AHANI3Y
[ivB. IHCTpyKUito-BKNaAeHHs [0 Habopy peareHTiB.

MPUMUCAHI 3HAYEHHSA KOHLUEHTPALIA

3HaueHHs  KOHUeHTpaui kanibpaTopiB  BiACNiAKOBYHOTbCS A0
pedepeHcHoro metoay, 3ateepaxeHoro IFCC.

HasepeHi Hwx4e sHaveHHs 3rigHo DCCT/NGSP (%) obuncnioioTbest
i3 3HayeHb 3rigHo IFCC i e cneyudivHMMmn Ana gaHoro Homepy naprii
kanidparopis.

YTUNI3AUISA BUKOPUCTAHUX MATEPIANIB
Y BiANOBIAHOCTI 4O Ailounx NpaBumn ANs AaHUX BUAIB MaTepianis.

BUKOPUCTAHI MO3HAYKHN

1. The Diabetes Control and Complications Trial Research Group.
The effect of intensive treatment of diabetes in the development and
progression of long-term complications in insulin-dependent diabe-
tes mellitus. N Engl J Med.1993; 329:977-86.

2. Little RR, Rohlfing Cl, Wiedmeyer HM,Myers GL et al. The nati-
onal Glycohemoglobin Standardization Program: A five-Year Progre-
ss Report. Clin Chem 2001; 47:1985-92.

3. Jeppsson JO, Kobold U, Barr J, Finke A at al. Approved IFCC
Reference method for the measurement of HbA1c in human blood.
Clin Cem Lab Med 2002; 40:78-89.

4. Hoelzel W, Weykamp C et al. IFCC Reference system for mea-
surement of HbA1c in Human Blood and the national standardization
Schemes in the United States, Japan and Sweden: A Method Com-
parison Study. Clin Chem 2004; 50:1:1666-74.

5. Biosafety in Microbiological and Biomedical Laboratories. U.S.
Department of Health and Human Services, Washington 1993 (HHS
Publication No. [CDC] 93-8395).

NMPUNUCAHI 3HAYEHHA

HbA1c 3HayeHHs Kani6partopis
PiseHb | 3rigHo IFCC (Mmonb/Monb): | 3rigHo DCCT/NGSP (%):
1 XX,X X, XX %
2 XX, X X,XX %
3 XXX XX,X %
4 XXX XX,X %

UA YnoBHOBaXeHUI NpeACcTaBHUK B YKpaiHi:
TOB ,,EPBA AIATHOCTUKC YKPATHA“
01042, Kvis, Byn. IOHHA MABIA I, 6ya. 21, ocic 401
Ten. +38-050-4483456
ukraine@erbamannheim.com
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- KaTanoxHuit Homep LOT Homep naprii

. . Mepen BUKOPUCTAHHAM YBAXHO i - .
u BMpOGHUK In vitro giarHocTuka [E BUBITS IHCTPYKLIIO Temnepatypa 36epiraHHsi CONT/| Bwicr
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