10020467

Hb-Vario Complete Kit

Cat. No.

Packaging (Content)

Hb-Vario Reagent Pack: 2 pcs
Reagent A: 875 ml
Reagent B: 620 ml
Hemolyser Reagent: 1300 ml
Cleaner: 2 x 100 ml
Rinse: 2 x 250 ml
Hb-Vario HbA1c Calibrator Set CM: 1pc
3 x 0.5 ml Level 1
3 x 0.5 ml Level 2
2 x chromatographic column
Microcentrifuge Tube 1.5 ml: 30 pcs
Test Tube 10 ml : 2 pcs
Weekly Cleaning Set: 1 pc
Microfiber swab: 10 pcs
Dropper: 10 pcs

REG00044
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INTENDED USE

The Hb-Vario Complete Kit is intended for the in-vitro quantitative deter-
mination of glycated human hemoglobin, referred to as Hemoglobin A1c
or HbA1c. (IFCC mmol/mol and NGSP %) in human blood using ion-
-exchange high performance liquid chromatography (HPLC) on the Hb-
-Vario™ automated hemoglobin testing system (Hb-Vario™ Analyser).
The Hb-Vario Complete Kit and Hb-Vario™ automated hemoglobin tes-
ting system (Hb-Vario™ Analyser) are intended for Professional Use
Only.

CLINICAL SIGNIFICANCE

Human hemoglobin inside the erythrocytes found in blood undergoes
a non-enzymatic chemical reaction with glucose and its metabolites.'
The rate and extent of this reaction are thought to be dependent on
the average blood glucose concentration during the lifetime of the
erythrocyte.??® Glycated hemoglobin (hemoglobin A1c, HbA1c, A1C,
or Hb1c; sometimes also HbA1c) is a form of hemoglobin that is mea-
sured primarily to identify the average plasma glucose concentration
over prolonged periods of time. It is formed in a non-enzymatic glycation
pathway by hemoglobin's exposure to plasma glucose. Normal levels
of glucose produce a normal amount of glycated hemoglobin. As the
average amount of plasma glucose increases, the fraction of glycated
hemoglobin increases in a predictable way. Because red blood cells
in the human body survive for 8-12 weeks before renewal, measuring
glycated hemoglobin (or HbA1c) can be used to reflect average blood
glucose levels over that duration, providing a useful longer-term gauge
of blood glucose control.

In diabetes mellitus, higher amounts of glycated hemoglobin, indicating
poorer control of blood glucose levels, have been associated with cardi-
ovascular disease, nephropathy, and retinopathy. Monitoring HbA1c in
type 1 diabetic patients may improve outcomes.

Foetal hemoglobin (HbF) is the major form of hemoglobin in the foetus
and neonate. Following birth, the level of HbF falls and is replaced by
HbA in normal individuals. Within 12 months the level of HbF will have
normally fallen <1 % of the total hemoglobin. Higher levels of HbF are
often associated with a range of hereditary haematological disorders
including sickle cell anemia, and thalassemia.

PRINCIPLE

The Hb-Vario Analyser uses pressure cation exchange high performan-
ce liquid chromatography (HPLC) in conjunction with gradient elution
to separate human hemoglobin subtypes and variants from hemolysed
whole blood.>” The separated hemoglobin fractions are detected by ab-
sorption of light at 415 nm. The chromatogram obtained is recorded
and stored by the internal computer. A software program analyses the
chromatogram and generates a results report on the monitor that can
be printed.

SPECIAL CONDITIONS FOR USE STATEMENT(S)

The Hb-Vario HbA1c test should not be used to replace glucose testing
in pediatric patients, pregnant women, or patients with Type 1 diabetes.
HbA1c should not be used to diagnose diabetes during pregnancy or
to diagnose gestational diabetes. HbA1c reflects the average blood glu-
cose levels over the preceding 3 months (the average life of a red blood
cell), and therefore may be falsely low during pregnancy or any other
condition associated with recent onset of hyperglycemia and/or decre-
ased red cell survival.

The Hb-Vario HbA1c test should not be used to diagnose diabetes in
patients with the following conditions:

. Any condition that alters the life span of the red blood cells, inclu-
ding recent blood loss, transfusion, significant iron deficiency, hemolytic
anemia (including hereditary spherocytosis) or other hemolytic disea-
ses, hemoglobinopathies and thalassemias, as the altered red blood
cell turnover interferes with the relationship between mean blood gluco-
se and HbA1c values.

. Malignancies or severe chronic hepatic and renal disease.

In cases of rapidly evolving Type 1 diabetes, the increase of HbA1c
values might be delayed compared to the acute increase in glucose
concentrations. In these conditions, diabetes mellitus must be diagno-
sed based on plasma glucose concentration and/or the typical clinical
symptoms.

REAGENT COMPOSITION
Reagent A

Phosphate Buffer (pH 7.00)
Sodium Azide

Preservative

Reagent B

Phosphate Buffer (pH 6.57)
Sodium Chloride

Sodium Azide

Preservative

Hemolyser Reagent:
Borate buffer

<0,05 %

<0,05 %

<3 %

QUALITY SYSTEM CERTIFIED
1SO 13485
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Cleaner

Tris Buffer (pH 8.00) 2.5 mmol/l
Subtilisin <0.1 %
Detergent <2%
Rinse

Sodium azide 0,05 %

REAGENT PREPARATION
Reagent A and B, Hemolyser Reagent and Cleaner and Rinse are
liquid, ready to use.

STABILITY / STORAGE

Hb-Vario Complete Kit is stored between 2 and 8 °C.

After unpacking of the secondary packaging: All reagents except, Hb-
-Vario HbA1c Calibrator Set CM to be stored at 2 to 25°C. Component,
Hb-Vario HbA1c Calibrator Set CM to be stored at 2 to 8°C. Product is
stable until the expiration date stated on the product label. After insta-
llation are the reagent pack and chromatographic column stable for one
month or 100 tests (controls included).

CALIBRATION

For calibration use the calibrators provided in the present kit (Hb-
-Vario HbA1c Calibrator Set CM) or Hb-Vario HbA1c Calibrator Set,
REGO00040 if additional calibrator is needed.

The Hb-Vario Reagent Pack is intended to be used in combination with
chromatographic column with the same LOT number.

QUALITY CONTROL

Note: for Hb-Vario Complete Kit it is necessary to order controls
separately.

For quality control Hb-Vario HbA1c Control Set,
recommended.

REGO00041 is

SAMPLES

Blood samples should be collected into EDTA-coated tubes. Whole
blood samples can be directly positioned on the instrument rack. The
analyzer performs automatically the hemolysate at the correct dilution
ratio — refer to Hb-Vario manual for instruction of hemolysate preparati-
on. Samples are stable for seven days between 2 and 8°C.

ASSAY PROCEDURE

1. Use EDTA-anticoagulated whole blood

2. Place the samples on the instrument rack
3. Set up a batch of samples for analysis

Refer to the Hb-Vario user Manual for detailed instructions on using the
Hb-Vario Analyser.

Erba Lachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
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REFERENCE VALUES
HbA1c (mmol/mol)

for non-diabetic 20-42
for glycemic control of a person with diabetes 43 - 60
According to IFCC (%)
for non-diabetic 20-42
for glycemic control of a person with diabetes <6.0
According NGSP (%)
for non-diabetic 4.0-6.0
for glycemic control of a person with diabetes <7.0
UNIT CONVERSION
IFCC = (NGSP - 2,15)/ 0.915
NGSP =0.915 x [FCC + 2.15
mmol/mol = 10 x [FCC
PERFORMANCES
Linearity: 17.7%
Measuring range: 3,8-17,7%
Linear regression:
y = 0,9985x + 0,0538%
R2 =0,9999
PRECISION:
Intra-assay (N=20) Normal Threshold Pathological
Mean (%) 5.4 6.30 8.30
CV (%) 1.35 0.82 1.05
Inter-assay (N=80) Normal Threshold Pathological
Mean (%) 5.05 5.97 7.89
CV (%) 3.12 2.76 2.2
Carryover:

The system demonstrates a carryover < 0.2% HbA1c.

COMPARISON WITH COMMERCIAL METHOD (Tosoh G8)

Linear regression:

N = 77 samples; range: 5.15-15.23%; Bias: +/-6%
y =0.94x - 0.2284%

R2 = 0.9884

INTERFERENCES

The data are summarized below:

Labile HbA1c — No interference up to 1500 mg/dI.
Triglycerides — No interference up to 1090 mg/dl.

Bilirubine — No interference up to 14.5 mg/dl.

Acetyl Salicylic acid — No interference up to 40 mg/dI.

CarbHb - interference in presence of CarbHb at the tested level of 20
mg/dL.

HAEMOGLOBIN VARIANT INTERFERENCES
The data are summarized below:

HbF — No interference up to 10% of F

HbAS — No interference up to 34.6% of S
HbAC — No interference up to 36.5% of C
HbAD — No interference up to 37.7% of D
HbAE — No interference up to 26.3% of E

WARNING AND PRECAUTIONS

For in vitro diagnostic use. To be handled by entitled and professionally
educated person.

Cleaner contains <0.1 % subtilisin.

Warning

Hazard statements:

H319 Causes serious eye irritation.

Precaution statements:

P264 Wash hands and exposed parts of the body thoroughly after handling.
P280 Wear eye protection.

P305+P351+P338 IF IN EYES: Rinse cautiously with water for several mi-
nutes. Remove contact lenses, if present and easy to do. Continue rinsing.
P337+P313 If eye irritation persists: Get medical advice/attention.

Other reagents of the kit are not classified as dangerous.

Hemolyser reagent contains boric acid. EUH210 Safety data sheet available
on request.

HbA1c Calibrator Level 1 and HbA1c Calibrator Level 2 contains tetrachlo-
rethene. EUH210 Safety data sheet available on request.

(G")\ WARNING - POTENTIAL BIOHAZARDOUS MATERIAL
X

All the individual blood donor lots used to prepare this material were
tested by FDA approved methods and found to be non-reactive for he-
patitis B surface antigen (HbsAG), hepatitis C (HCV), HIV-1 and HIV-2.
No test methods can offer complete assurance that these materials are
free from infective agents. Handle, use and dispose of these calibrators
as if they were human specimens and potentially infective.

FIRST AID
In case of an accidental ingestion, wash up the mouth and drink about
0.5 | of water. On eye contact rinse the eye quickly and thoroughly

QUALITY SYSTEM CERTIFIED

1SO 13485
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with the jet of tap water. Contaminated skin should be washed with
warm water and soap. In all serious cases of health damage consult a
physician.

WASTE MANAGEMENT
Please refer to local legal requirements.

REFERENCES

1. Thorpe SR. & Baynes JW.(1982) in The Glycoconjugates
(Horowitz M.led) Vol.3, p113-132, Academic Press, New
York, USA.

Rahbar S. (1968) Clin Chim Acta, 22, 296.

Koenig RJ. et al (1976) N Eng J.Med 295, 417.

Garlick RL. et al (1983) J Clin Invest 71, 1062.

Ersser RS. et al (1986) Biomed. Chromatogr 1, 183.
Ersser RS. et al (1987) J Auto Chem 9, 92.

Ersser R.S. et al (1991) Biomed. Chromatogr 5, 226.

Nooakrwd

USED SYMBOLS
Lot Number In vitro Diagnostics D}] See Instruction for Use
Catalougue Number d Manufacturer CONT| Content

g Expiry Date

ErbalLachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erbamannheim.com, www.erbamannheim.com

N/195/19/B

/lf Storage Temperature

Date of revision: 3. 4. 2019



10020467

Hb-Vario HbA1c Calibrator Set CM

Cat. No. Packaging (Content)

REG00044 | Level 1: 3 x — 0.5 ml
Level 2: 3 x — 0.5 ml

Chromatographic column: 2 pcs

G,

Lot: xxxxxxx
Expiry: mm/rrrr
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ATTESTED VALUES

Reference system HbA1c level 1 HbA1c level 2

NGSP %
(National Glycohemo-
globin Standardization

Program)

0.00 00.00

IFCC %
(International Federation
of Clinical Chemistry)

0.00 00.00

IFCC mmol/mol
(International Federation
of Clinical Chemistry)

00.00

INTENDED USE

Hb-Vario HbA1c Calibrator Set CM is intended for calibration of
glycated haemoglobin on Hb-Vario Analyser.

For in vitro diagnostic use only. These calibrators are intended for
use with instruments for the measurement of HbA1c and are desig-
ned to allow calibration to either the American NGSP system or the
International IFCC system.

The chromatographic column is intended for use with Hb-Vario Reagent
Pack supplied within this Hb-Vario Complete Kit, REG00044.

The Hb-Vario Complete Kit and Hb-Vario™ automated hemoglobin
testing system (Hb-Vario™ Analyser) are intended for Professional Use
Only.

PRINCIPLE

HbA1c measurement is used clinically to assess glycaemic control in
diabetes. Calibrators should be used whenever a column or reagent
kit is replaced. The values assigned to these calibrators have been
carefully determined with reference to NGSP and IFCC reference
materials. These materials should be used in accordance with Hb-Vario
user manual.

COMPOSITION

The kit contains 2 chromatographic columns and 6 vials - 3 x 2 levels
of calibrators (0.5 ml). Each vial of calibrator contains a preparation of
freeze dried human whole blood.

STABILITY / STORAGE

Stored unopened between 2 and 8°C, these products are stable until
the expiration date stated on the product label (given that the column is
kept in its humid environment). After reconstitution, the calibrators are
stable for 1 day between 2 and 8°C.

PREPARATION

The column is ready to use, just ensure that the humidifier is still wet
upon opening the container.

For calibrators: remove the stopper carefully. Using a volumetric pi-
pette, measure 0.5 ml of Rinse solution and add to the vial to reconsti-
tute the calibrator. Replace the stopper firmly and mix gently. Allow to
stand for 5 minutes. Visually inspect that all the material has dissolved
before use. Treat the reconstituted calibrator as whole blood and use for
calibration of the Hb-Vario. Do not use time-expired material. Do not use
incompletely dissolved material. Do not use material that has not been
stored in accordance with the recommendations above.

WARNING AND PRECAUTIONS

All the individual blood donor lots used to prepare this material were
tested by FDA approved methods and found to be non-reactive for he-
patitis B surface antigen (HbsAG), hepatitis C (HCV), HIV-1 and HIV-2.
No test methods can offer complete assurance that these materials are
free from infective agents. Handle, use and dispose of these calibrators
as if they were human specimens and potentially infective.

<€rba,
FIRST AID

In case of an accidental ingestion, wash up the mouth and drink about
0.5 | of water. On eye contact rinse the eye quickly and thoroughly
with the jet of tap of water. Contaminated skin should be washed with
warm water and soap. In all serious cases of health damage consult a
physician.

WASTE MANAGEMENT
Please refer to local legal requirements.

USED SYMBOLS
Lot Number In vitro Diagnostics EE See Instruction for Use
Catalougue Number “ Manufacturer CONT| Content
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Hb-Vario Complete Kit

Obsah baleni

Kat ..

Hb-Vario Reagent Pack: 2 ks
Cinidlo A: 875 ml
Cinidlo B: 620 ml
Hemolyzaéni roztok: 1300 ml
Cistici roztok: 2 x 100 ml
Promyvaci roztok: 2 x 250 ml
Hb-Vario HbA1c Calibrator Set CM: 1ks
3 x0,5ml Level 1
3 x0,5ml Level 2
Chromatograficka kolona: 2 ks
Mikrozkumavky 1,5 ml: 30 ks
Zkumavka 10 ml: 2 ks
Set pro tydenni cisténi 1 ks
Tyc€inka: 10 ks
Pipetka: 10 ks

REG00044
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Hb-Vario Complete Kit je uréen pro in-vitro kvantitativni stanoveni glyko-
vaného lidského hemoglobinu, nazyvaného také jako A1c, nebo HbA1c
(IFCC mmol/nol a NGSP %) v lidské krvi pomoci iontové-vyménné vy-
sokoucinné kapalinové chromatografie (HPLC) na Hb-Vario™ automa-
tizovaném systému pro analyzu hemoglobinu (Hb-Vario™ Analyser).
Hb-Vario Complete Kit a Hb-Vario™ Analyser jsou uréeny pouze pro
profesionalni pouziti.

KLINICKY VYZNAM

Lidsky hemoglobin, obsazeny v erytrocytech v krvi, podléha neenzyma-
tické reakci s glukozou a jejimi metabolity'. Rychlost a rozsah této re-
akce zavisi na primeérné koncentraci glukézy v krvi v pribéhu Zivotniho
cyklu erytrocytu®3. Glykovany hemoglobin (hemoglobin Alc, HbA, ,
A1C, nebo Hb, ; nékdy i HbA1c) je forma hemoglobinu, ktera se pri-
marné stanovuje ke zjiSténi primérné koncentrace glukézy v plazmé v
delSim ¢asovém obdobi. Protoze vznika neenzymatickou glykaci hemo-
globinu glukézou pfitomnou v plazmé, v pfipadé normalni koncentrace
glukoézy vznika normalni mnozstvi glykovaného hemoglobinu. Pfi na-
rdstu koncentrace glukézy dojde i ke zvySeni obsahu frakce glykované-
ho hemoglobinu. Vzhledem k tomu, Ze erytrocyty maji v lidském téle zi-
votni cyklus 8 az 12 tydnu, stanoveni glykovaného hemoglobinu (nebo
HbA1c) potom poskytuje informaci o primérné koncentraci glukézy za
tuto dobu. Tim umozriuje dlouhodobou kontrolu hladiny glukézy v krvi.

Vysoky obsah glykovaného hemoglobinu indikuje v pfipadé diabetes
mellitus horSi kompenzaci glukézy v krvi, které je spojeno s kardio-
vaskularnim onemocnénim (nefropatie, retinopatie). Sledovani HbA1c
u diabetikd prvniho typu mize zlepSit vysledky.

Fetalni hemoglobin (HbF) je hlavni forma hemoglobinu u plodu a novoro-
zence. Po narozeni uroven HbF klesa a u zdravych jedinct je nahrazen

HbA. Do 12 mésict véku hladina HbF obvykle klesne pod 1 % celkové-
ho hemoglobinu. Vy$Si hladiny HbF jsou ¢asto spojeny s fadou dédic¢-
nych hematologickych poruch, véetné srpkovité anémie a thalasemie.

PRINCIP

Hb-Vario vyuziva iontoméni€ovou vysokouc€innou kapalinovou chroma-
tografii (HPLC) na katexu s gradientovou eluci k separaci frakci hemo-
globinu v lyzatu lidské krve®7. Detekce rozdélenych frakci hemoglobinu
je fotometricka (415 nm). Zméfené chromatogramy jsou softwarové
zpracovany a ulozeny do interni paméti analyzatoru. Vysledky se zob-
razuji na displeji pfistroje a je mozné je vytisknout.

ZVLASTNI PODMINKY PRO UZIVANI

Test Hb-Vario HbA1c by nemél byt pouzivan jako nahrada stanoveni
glukézy u détskych pacientd, téhotnych Zen, nebo u pacientt s diabe-
tem 1. typu.

HbA1c by nemél byt pouzivan k diagnéze béhem téhotenstvi, nebo
k diagnéze gesta¢niho diabetu. HbA1c popisuje primérnou hladinu
glukézy v prabéhu tfi poslednich mésict (primérna Zivotnost Cerve-
nych krvinek) a proto maze byt fale$né nizka béhem téhotenstvi, nebo
nékterych stavli spojenych s nedavnym nastupem hyperglykemie, ¢i
snizenou zivotnosti erytrocyt(.

Hb-Vario HbA1c analyza by neméla byt pouzivana k diagnostice diabe-
tu u pacientll s nasledujicim onemocnénim:

. Jakakoli onemocnéni pfi kterych doslo ke zméné Zivotnosti Cer-
venych krvinek v€etné nedavné ztraty krve, transfuze, nedostatku Ze-
leza, hemolyticka anemie (véetné dédi¢né sférocytozy), nebo jiného
hemolytického onemocnéni, hemoglobinopatie a thalasemie, protoze
pozménény stav Eervenych krvinek méni vztah mezi primérnou hladi-
nou glukézy a HbA1c.

. Zhoubné nebo tézké onemocnéni jater a ledvin

V pfipadé rychle se rozvijejiciho diabetu 1. typu by zvySeni hladiny
HbA1c mohlo byt opozdéno ve srovnani s akutnim nardstem koncen-
trace glukézy. Za téchto podminek musi byt diabetes melitus diagnos-
tikovan z koncentrace glukézy v plazmé a nebo z typickych klinickych
ptiznaku.

SLOZENI CINIDEL

<€rba,

Cistici roztok

Tris pufr (pH 8.00) 2,5 mmol/l
Subtilisin <0,1 %
Detergent <2%
Promyvaci roztok

Azid sodny 0,05 %

PRIPRAVA CINIDEL
Cinidla A a B, hemolyzaéni, &istici a promyvaci roztoky jsou kapalné,
pfipravené k pfimému pouziti.

STABILITA / SKLADOVANI

Hb-Vario Complete Kit se uchovava pfi teploté 2 — 8 °C.

Po otevfeni sekundarniho obalu: VeSkera Cinidla a roztoky, kromé Hb-
-Vario HbA1c Calibrator Set CM, se uchovavaji pfi teploté 2 — 25°C.
Hb-Vario HbA1c Calibrator Set CM se uchovava pfi teploté 2 — 8°C.
Produkty jsou stabilni do uvedeného data exspirace. Po instalaci jsou
¢inidla (Reagent pack) a chromatograficka kolona stabilni po dobu 1
mésice nebo 100 testd (vEetné kontrol).

KALIBRACE

Pro kalibraci pouzivejte kalibratory poskytnuté v tomto kitu (Hb-Va-
rio HbA1c Calibrator Set CM), nebo Hb-Vario HbA1c Calibrator Set,
REG00040 pokud je nutné pouzit dal$i kalibrator.

Hb-Vario Reagent Pack je ur€en k pouziti spole¢né s chromatografic-
kou kolonou se stejnym éislem Sarze.

KONTROLA KVALITY

Upozornéni: k soupravé Hb-Vario Complete Kit je zapotrebi objed-
nat kontroly zvlast.

Ke kontrole se doporuéuje Hb-Vario HbA1c Control Set, REG00041.

VZORKY

Krevni vzorky by mély byt odebirany do zkumavek s EDTA. Vzorky pIné
krve mohou byt umistény pfimo do stojanku analyzatoru, ktery automa-
ticky provede jejich hemolyzu (viz uzivatelsky manual Hb-Vario). Vzorky
uchovaveijte pfiteploté 2—8 °C. P¥itéto teploté jsou stabilni po dobu 7 dni.

Cinidlo A

Fosfatovy pufr (pH 7,00) POSTUP MERENI

Azid sodny <0,05% 1. Pouzijte EDTA nesraZlivou plnou krev

Konzervant 2. Vlozte vzorky do stojanku analyzatoru
3. Zadejte vzorky k analyze do systému analyzatoru

Cinidlo B Podrobné pokyny naleznete v uzivatelském manualu analyzatoru Hb-Vario

Fosfatovy pufr (pH 6,57)

Chlorid sodny REFERENCNi HODNOTY

Azid sodny <0,05% HbA1c (mmol/mol)

Konzervant pro nediabetiky 20-42
pro diabetiky s kompenzovanou glykémii 43 - 60

Hemolyzaéni roztok

Boratovy pufr <3 % Podle IFCC (%)
pro nediabetiky 2,0-4,2
pro diabetiky s kompenzovanou glykémii <6,0

QUALITY SYSTEM CERTIFIED| ErbaLachema s.r.o., Karasek 2219/1 d, 62100 BI’I’]O, Cz
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Podle NGSP (%)

pro nediabetiky 4,0-6,0
pro diabetiky s kompenzovanou glykémii <7,0
PREPOCET JEDNOTEK
IFCC = (NGSP -2,15) /0,915
NGSP = 0,915 x IFCC + 2,15
mmol/mol = 10 x IFCC
VYKONNOSTNi CHARAKTERISTIKY
Linearita: 17,7%
Mérici rozsah: 3,8-17,7%
Linearni regrese:
y =0,9985x + 0,0538%
R2 =0,9999
PRESNOST:
Intra-assay (N=20) Normalni Hraniéni Patologicka
Mean (%) 5.4 6,30 8,30
CV (%) 1,35 0,82 1,05
Inter-assay (N=80) Normalni Hraniéni Patologicka
Mean (%) 5,05 5,97 7,89
CV (%) 3,12 2,76 2,2
Carryover:

Systém vykazuje carryover < 0,2% HbA1c.

SROVNANi S KOMERCNi METODOU (Tosoh G8)

Linearni regrese:

N =77 vzork( v rozsahu koncentraci 5,15 -15,23 %, Bias +/-6%

y =0,94x - 0,2284%
R?=0,9884

INTERFERENCE

Labilni HbA1c — Bez interference do 1500 mg/dI.
Tiacylglyceridy — Bez interference do 1090 mg/dl.

Bilirubin — Bez interference do 14,5 mg/dl.

Kyselina Acetylsalicylova - Bez interference do 40 mg/dI.

CarbHb — interference CarbHb na testované hladiné 20 mg/dl.

INTERFERENCE OSTATNICH FOREM HEMOGLOBINU

HbF — Bez interference do 10%

HbAS — Bez interference do 34,6%
HbAC — Bez interference do 36,5%
HbAD — Bez interference do 37,7%
HbAE — Bez interference do 26,3%

BEZPECNOSTNi CHARAKTERISTIKY
Uréeno pro in vitro diagnostické pouziti opravnénou a odborné zpuso-
bilou osobou.

Cistici roztok obsahuje <0,1 % subtilisinu.

Varovani

Standardni véty o nebezpecnosti:

H319 Zplsobuje vazné podrazdéni odi.

Pokyny pro bezpeéné zachazeni:

P264 Po manipulaci dikladné omyjte ruce a zasazené ¢asti téla.

P280 Pouzivejte ochranné bryle.

P305+P351+P338 PRI ZASAZENI OCI: Nékolik minut opatrné vypla-
chujte vodou. Vyjméte kontaktni Cocky, jsou-li nasazeny a pokud je Ize
vyjmout snadno. Pokracujte ve vyplachovani.

P337+P313: Pretrvava-li podrazdéni oci: Vyhledejte Iékafskou pomoc/
oSetfeni.

Ostatni ¢inidla nejsou klasifikovana jako nebezpecna.

Hemolyzacni roztok obsahuje kyselinu boritou. EUH210 Na vyZadani je
k dispozici bezpec¢nostni list.

HbA1c Calibrator Level 1 a HbA1c Calibrator Level 2 obsahuiji tetrachlo-
rethen. EUH210 Na vyZadani je k dispozici bezpe¢nostni list.

&

Krev darct pouzitd pro vyrobu kalibrator( byla testovana metodami
schvélenymi FDA a shledana negativni na pfitomnost HBsAg, anti-
HCV a protilatek proti HIV-1 a HIV-2. ProtoZe vsak riziko infekce ne-
muzZe byt nikdy zcela vylouéeno, s produktem je nutno zachazet jako
s potencionalné infekénim lidskym materidlem podobné jako se vzorky
krve pacientt.

VAROVANI - BIOLOGICKE RIZIKO

PRVNi POMOC

PFi ndhodném poziti vyplachnout usta a vypit asi 0,5 | vody, pfi vniknuti
do oka provést rychly a dukladny vyplach proudem cisté vody. Pfi po-
tfisnéni omyt pokozku teplou vodou a mydlem. Ve vaznych pfipadech
poskozeni zdravi vyhledat Iékafskou pomoc.

NAKLADANI S ODPADY

Na vSechny zpracované vzorky je nutno pohlizet jako na potencionalné
infekéni a spolu s pfipadnymi zbytky cinidel je likvidovat podle vlastnich
internich predpisu jako nebezpeény odpad v souladu se Zakonem o
odpadech. Papirové a ostatni obaly se likviduji podle druhu materialu
jako tfidény odpad (papir, sklo, plasty).

QUALITY SYSTEM CERTIFIED

1SO 13485
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Hb-Vario HbA1c Calibrator Set CM

Kat .¢.

Obsah baleni

REG00044

Level 1: 3 x — 0,5 ml
Level 2: 3 x — 0,5 ml
Chromatograficka kolona: 2 ks

D)

Sarze: xxxxxxx
Exspirace: mm/rrrr

ATESTOVANE HODNOTY

C€ ol

Referenéni systém

HbA1c level 1

HbA1c level 2

NGSP %
(National Glycohemo-
globin Standardization

Program)

0.00

00.00

IFCC %
(International Federation
of Clinical Chemistry)

0.00

00.00

IFCC mmol/mol
(International Federation
of Clinical Chemistry)

00.00

POUZITI

Hb-Vario HbA1c Calibrator Set CM je uréen pro kalibraci glykovaného
hemoglobinu A1c na analyzatoru Hb-Vario.

Pro in vitro diagnostické pouziti. Tyto kalibratory jsou uréeny ke kalibraci
analyzatord pro méfeni HbA1c a jsou navrzeny tak, aby umoznily kalib-
raci podle amerického NGSP i mezinarodniho IFCC systému.
Chromatograficka kolona je uréena pro pouziti pouze s €inidly (tj. Hb-
-Vario Reagent Pack) dodavanymi v ramci tohoto Hb-Vario Complete
kitu, REG00044.

Hb-Vario HbA1c Calibrator Set CM a Hb-Vario™ analyzator jsou uréeny
pouze pro profesionalni pouziti.

PRINCIP

Méfeni HbA1c se pouziva ke kontrole glykemického statusu u diabeti-
kd. Kalibratory by mély byt pouzity vzdy pfi vyméné kolony nebo kitu u
analyzatoru Hb-Vario. Hodnoty v kalibratorech byly stanoveny za pou-
ziti NGSP a IFCC referen¢nich materialt. Tyto materialy by mély byt
pouzivany v souladu s uzivatelskou pFiru¢kou Hb-Vario.

SLOZENI
Souprava obsahuje 2 chromatografické kolony a 6 lahvi¢ek — 3 x 2 hla-
diny kalibratoru (0,5 ml). Jako material byla pouzita lyofilizovana lidska
plna krev.

STABILITA / SKLADOVANI

Neoteviené kalibratory jsou stabilni pfi 2-8°C az do data exspirace uve-
deného na Stitku stejné jako chromatografické kolony (za pfedpokladu,
Ze jsou uchovany ve vihkém prostfedi. Po rekonstituci jsou kalibratory
stabilni 1 den pfi 2-8°C.

PRIPRAVA

Chromatograficka kolona je pfipravena k pfimému pouziti. Zkontrolujte,
zda byla ulozena v obalu ve vlhkém prostfedi.

Kalibratory: Opatrné odstrarite uzavér. Napipetujte 0,5 ml promyvaciho
roztoku (Rinse). Uzavfete uzavérem a jemné promichejte. Nechte stat
5 minut. Pfed pouzitim zkontrolujte, zda je cely obsah vialky rozpustén.
PFi kalibraci Hb-Vario zachazejte s pfipravenym kalibratorem jako s pl-
nou krvi.

Nepouzivejte material po uplynuti doby pouzitelnosti ani material, kte-
ry nebyl skladovan dle pfedepsanych podminek. Rovnéz nepouzivejte
nedokonale rozpustény material.

BEZPECNOSTNi CHARAKTERISTIKY

Krev darch pouzita pro vyrobu kalibrator(i byla testovana metodami
schvalenymi FDA a shledana negativni na pfitomnost HBsAg, anti- HCV
a protilatek proti HIV-1 a HIV-2. Protoze vsak riziko infekce nemuze byt
nikdy vylou€eno, s produktem je nutno zachazet jako s potencionalné
infekénim lidskym materialem podobné jako se vzorky krve pacientu.

ﬁrbg
PRVNi POMOC

V pfipadé poZiti je tfeba vyplachnout Usta a vypit asi 0,5 | vody. P¥i
potfisnéni pokozky nebo vniknuti do oka je nutno provést rychly a di-
kladny vyplach proudem Cisté vody. Ve vaznych pfipadech poskozeni
zdravi je nezbytné vyhledat Iékafskou pomoc.

NAKLADANI S ODPADY

Na v8echny zpracované vzorky je nutno pohliZet jako na potencionalné
infekéni a spolu s pfipadnymi zbytky ¢inidel je likvidovat 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).
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