Erba H7 ret CON

Haematology Control

Cat. No. Product Name Level Packaging (Content)

HEMO00059 Erba H7 ret CON Low, Normal, High | 3 x 3 mL, Instruction for use
HEMO00060 | Erba H7 ret CONL | Low 1 x 3 mL, Instruction for use
HEMO00061 Erba H7 ret CON N | Normal 1 x 3 mL, Instruction for use
HEMO00062 | Erba H7 ret CON H | High 1 x 3 mL, Instruction for use

ED CEu
INTENDED USE

Erba H7 ret CON is an in vitro diagnostic reagent used for control of the accuracy and precision
of RET measurements on automated haematology analysers H7100. For professional use in
clinical laboratory only.

PRINCIPLE

It is an established laboratory practice to use a stable control to monitor the performance
of diagnostic tests. This control is composed of stable materials that provide a means of
monitoring the performance of haematology blood cell counters. It is sampled in the same
manner as a patient specimen.

DESCRIPTION AND COMPOSITION
Erba H7 ret CON is an in vitro diagnostic material composed of human and porcine cells
suspended in a plasma-like fluid with preservatives.

MEASURED PARAMETERS

Parameter Abbreviation Default Unit
Number of Reticulocyte RET 10"/
Percentage of Reticulocyte RET% %
CALCULATED PARAMETERS

Parameter Abbreviation Default Unit
Low Fluorescent Ratio LFR %

Middle Fluorescent Ratio MFR %

High Fluorescent Ratio HFR %

Immature Reticulocyte Fraction IFR %
Reticulocyte Hemoglobin Expression RHE pg

PREPARATION
The haematology controls are ready to use.

STABILITY AND STORAGE

Store Erba H7 ret CON upright at 2—8 °C when not in use. Protect tubes from overheating and
freezing. Unopened tubes are stable through the expiration date. Opened tubes are stable for
15 days at 2-8 °C if they are handled properly.

MATERIAL REQUIRED BUT IS NOT PROVIDED WITH THE DEVICE
Haematology analyser: H7100, Cat. No. INS00087

ASSAY PROCEDURE
1. Remove tubes from the refrigerator and allow them to warm to room temperature (15-25 °C)
for 15 minutes before mixing.
2. To mix, hold a tube horizontally between the palms of the hands. Do not premix on
a mechanical mixer.
a) Roll the tube back and forth for 20-30 seconds; occasionally invert the tube. Mix vigorously,
but do not shake.
b) Continue to mix in this manner until the red cells are completely suspended. Tubes
stored for a long time may require extra mixing.
¢) Gently invert the tube 8—10 times immediately before sampling.
3. Analyze the sample as instructed in the Quality Control section of the User Manual for your
instrument.
4. After sampling:
a) If tube has been open for sampling, clean residual material from the cap and tube rim
with a lint-free tissue. Replace the cap tightly.
b) Return tubes to refrigerator within 30 minutes of use.

Note: After mixing, product should be similar in appearance to fresh whole blood. In unmixed
tubes, the supernatant may appear cloudy and reddish; this is normal and does not indicate
deterioration. Other discoloration, very dark red supernatant or unacceptable results may indicate
deterioration. Do not use the product if deterioration is suspected.

EVALUATION
The H7100 analyser performs the evaluation automatically.

EXPECTED RESULTS

You can find the assay values sheet on the website https://www.erbalachema.com/en/he-
matology-files/. Search the assay values according to the name of the lot. Verify that the
lot number on the tube matches the lot number on the table of assay values. Assay values
are determined on well-maintained, properly calibrated instruments using the instrument
manufacturer's recommended reagents. Reagent differences, maintenance, operating
technique, and calibration may contribute to inter-laboratory variation.

Assigned values are presented as a Mean and Range. The Mean is derived from repli-
cate testing on instruments operated and maintained according to the manufacturer's
instructions. The Range is an estimate of variation between laboratories and also takes
into account inherent imprecision of the method and expected biological variability of the
control material.

Assay values of a new lot of control should be confirmed before the new lot is put into
routine use. Test the new lot when the instrument is in good working order and quality
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control results on the old lot are acceptable. The laboratory’s recovered mean should be
within the assay range.

For greater control sensitivity each laboratory should establish its own mean and accepta-
ble range and periodically reevaluate the mean. The laboratory range may include values
outside of the assay range. The user may establish assay values not listed on the assay
sheet if the control is suitable for the method.

Erba Lachema recommends running the QC program on a daily basis with low, normal
and high level controls. Perform the calibration, if the results of control bloods are out of
TRACEABILITY

The controls are traceable to the internationally agreed reference method.

1. WBC: A series of 1:500 dilutions are made with calibrated glassware. Counting is
performed on a Coulter Counter Z series instrument. All counts are corrected for
coincidence.

2. RBC: A series of 1:50 000 dilutions are made with calibrated glassware. Counting is
performed on a Coulter Counter Z series instrument. All counts are corrected for
coincidence.

3. HGB: Haemoglobin value is determined by spectrophotometric procedure according
to CLSI Standard H15-A3 and is traceable to ICSH/WHO International Haemiglobin-
cyanide Standard.

4. HCT: Packed cell volume (PCV) is measured by the microhaematocrit procedure
according to CLSI Standard HO7-A3. No correction is made for trapped plasma.

5. MCV: MCV is the calibrated parameter instead of the HCT. The MCV is calculated
from the HCT and RBC using the formula: MCV = HCT x 10/RBC.

6. PLT: A series of 1:126 dilutions are made using calibrated glassware in 1 % ammonium
oxalate. Platelets are counted using a haemocytometer and phase contrast microscopy.

PERFORMANCE CHARACTERISTICS
All performance characteristics of the H7100 haematology systems are listed in the H7100
manual in the specification chapter.

LIMITATIONS

The performance of this product is assured only if it is properly stored and used as de-
scribed in this insert. Incomplete mixing of a tube prior to use invalidates both the sample
withdrawn and any remaining material in the tube.

WARNING AND PRECAUTIONS

For in vitro diagnostic use. To be handled by entitled and professionally educated person.
Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and / or
the patient is established.

POTENTIAL BIOHAZARDOUS MATERIAL

Each human donor/unit used in the preparation of this product has been tested and found
to be negative or non-reactive for the presence of HBsAg, Anti-HCV, NAT testing for HIV-1,
HCV (RNA) and HIV-1/2. Each unit is also negative by a serological test for Syphilis (RPR
or STS). Because no test method can offer complete assurance that infectious agents are
absent, this material should be handled as potentially infectious. When handling or dispo-
sing of tubes follow precautions for patient specimens as specified in biosafety procedures.

Hazards identification in accordance with Regulation (EC) No 1272/2008
Reagents of the kit are not classified as dangerous.

WASTE MANAGEMENT
Erba H7 ret CON should be disposed as potentially infectious material.
Please refer to local legal requirements.

REFERENCES

1. Clinical Laboratory Standards Institute. Reference and Selected Procedures for the
Quantitative Determination of Hemoglobin in Blood: Approved Standard-Third Edition. CLSI
document H15-A3.

2. ClinicalLaboratoryStandardsInstitute. ProcedureforDetermining Packed Cell Volumebythe
Microhematocrit Method: Approved Standard-Third Edition. CLSI document H07-A3.
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Erba H7 ret CON

Hematologicka kontrola

Kat. ¢islo Nazev Hladina Baleni

HEMO00059 Erba H7 ret CON Nizka, Normalni, Vysoka 3 x 3 ml, navod k pouziti

HEMO00060 Erba H7 ret CON L | Nizka 1 x 3 ml, ndvod k pouziti

HEMO00061 Erba H7 ret CON N [ Normalni 1 x 3 ml, ndvod k pouziti

HEMO00062 | Erba H7 ret CON H | Vysoka 1 x 3 ml, ndvod k pouziti
& C €. [vD]
UCEL POUZITI

Erba H7 ret CON je in vitro diagnostické ¢inidlo pouzivané pro kontrolu pfesnosti a spravnosti
méfeni RET na automatickych hematologickych analyzatorech H7100. Pouze pro odborné
pouziti v klinické laboratofi.

PRINCIP

Je zavedenou laboratorni praxi pouzivat stabilni kontrolu pro sledovani vykonu diagnostic-
kych testu. Tato kontrola je sloZzena ze stabilnich materiald umozriujicich sledovani vykon-
nosti hematologickych pocitadel krevnich bunék. Vzorky se odebiraji stejnym zplsobem
jako vzorek pacienta.

SLOZENi
Erba H7 ret CON je in vitro diagnosticky material sloZeny z lidskych a prasecich bunék
suspendovanych v tekutiné podobné plazmé s konzervaénimi latkami.

MERENE PARAMETRY

Parametr Zkratka Vychozi jednotka
Retikulocyty — pocet RET 1072/
Retikulocyty — procenta RET% %,
POCITANE PARAMETRY
Parametr Zkratka Vychozi jednotka
Nizky fluorescencéni pomér LFR %
Stredni fluorescenéni pomér MFR %
Vysoky fluorescencéni pomér HFR %
Frakce nezralych retikulocytu IFR %
Exprese hemoglobinu v retikulocytech RHE pg
PRIPRAVA
Hematologické kontroly jsou pfipraveny k pouziti.
STABILITA A SKLADOVANI

Pokud neni kontrola Erba H7 ret CON pouzivana, skladujte ji ve svislé poloze pfi teploté
2-8 °C. Chrante zkumavky pred prehfatim a zmrznutim. Neoteviené zkumavky jsou sta-
bilni do data exspirace. Oteviené zkumavky jsou pfi spravném zachazeni stabilni 15 dnu
pfi teploté 2-8 °C.

POTREBNY MATERIAL, KTERY NENi SOUCASTi BALENI
Hematologicky analyzator: H7100, Kat. ¢. INS00087

POSTUP MERENI
1. Vyjméte zkumavky z chladnlcky a nechte je pfed promichanim temperovat 15 minut
na pokojovou teplotu (15-25 °C).
. Pro promichani vlozte zkumavku vodorovné mezi dlané. Nemichejte na mechanické
trepacce.
a) Rolujte zkumavkou tam a zpét asi 20-30 sekund; ob&as zkumavku otoéte dnem
vzhlru. Michejte dikladné, ale netfepejte.
b) Pokracuijte v michanitimto zptisobem, dokud nebudou ¢ervené krvinky zcela suspendovany.
Zkumavky skladované delsi dobu mohou vyzadovat del$i michani.
c) Pred odebranim vzorku zkumavku opatrné 8—10krat otocte dnem vzhuru.
. Analyzu vzorku provedte podle pokyn(i uvedenych v uzivatelském manuélu vaseho
pristroje v kapitole kontrola kvality.
4. Po odebrani vzorku:
a) Pokud byla zkumavka pro odebrani vzorku oteviena, odstrante zbytky vzorku na
uzavéru a na okraji zkumavky otfenim buni¢inou. Zkumavku tésné uzavrete.
b) Do 30 minut po pouZiti ulozte zkumavky zpét do chladnicky.
Poznamka: Po promichani by mél pfipravek vypadat podobné jako Cerstva plna krev.
U nepromichanych zkumavek se muze supernatant jevit zakaleny a nacervenaly, coz
je normaini a neznamena to zhorseni stavu. Jiné zbarveni, velmi tmavé ¢erveny super-
natant nebo nepfijatelné vysledky mohou indikovat deterioraci. Pfipravek nepouzivejte
v pfipadé podezieni na jeho poskozeni.
VYHODNOCENI
Analyzator H7100 provadi vyhodnoceni automaticky.

OCEKAVANE VYSLEDKY

Atest mlzZete najit na webovych strankach https://www.erbalachema.com/en/hematolo-
gy-files/. Atest hledejte podle Sarze. Ovérte, Ze Cislo Sarze na zkumavce odpovida Cislu
Sarze uvedenému v tabulce atestu. Hodnoty atestu se stanovuji na dobfe udrzovanych,
spravné kalibrovanych pfistrojich za pouziti €inidel doporu¢enych vyrobcem pfistroje. Roz-
dily v ¢inidlech, udrzba, provozni technika a kalibrace mohou pfispét k mezilaboratornim
odchylkam.

Atestované hodnoty jsou prezentovany jako primér a rozsah. Stfedni hodnota je odvozena
z opakovaného testovani na pfistrojich provozovanych a udrzovanych podle pokynu vy-
robce. Rozsah je odhadem variaci mezi laboratofemi a také bere v Gvahu vlastni nepfes-
nost metody a oCekavanou biologickou variabilitu kontrolniho materialu.

Hodnoty testu nové Sarze kontroly by mély byt potvrzeny pfed zahajenim jejiho rutinniho
pouzivani. Otestujte novou Sarzi, kdyz je pfistroj v dobrém provoznim stavu a vysledky
kontroly kvality staré Sarze jsou prijatelné. Ziskany laboratorni primeér by mél byt v rozmezi
testu.
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Pro vétsi citlivost kontrol by si méla kazda laboratof stanovit svij vlastni prumér a pfijatelné
rozmezi a primér pravidelné pfehodnocovat. Laboratorni rozsah mize zahrnovat hodnoty
mimo rozsah atestu. UZivatel muze stanovit hodnoty, které nejsou uvedeny v atestu, pokud
je kontrola vhodné pro danou metodu.

Erba Lachema doporucuje provadét kontrolu kvali
urovni kontrol. Kalibraci provedte, pokud jsou
NAVAZNOST
Kontroly jsou ndvazné na mezinarodné schvalenou referenéni metodu.
1. WBC: Provadi se série fedéni 1:500 pomoci kalibrovaného laboratorniho skla. Pocitani
se provadi na pristroji Coulter Counter fady Z. VSechny pocty jsou korigovany na koincidenci.
. RBC: Provadi se série fedéni 1:50 000 pomoci kalibrovaného laboratorniho skla. Pocitani
se provadi na pristroji Coulter Counter fady Z. VVSechny pocty jsou korigovany na koincidenci.
. HGB: Hodnota hemoglobinu je stanovena spektrofotometricky podle CLSI standardu
H15-A3 s navaznosti na mezinarodni standard ICSH/WHO pro hemoglobinkyanid.
. HCT: Objem sbalenych krvinek (PCV) je stanoven metodou pro mikrohematokrit podle
CLSI standardu H07-A3. Korekce na zachycenou plazmu se neprovadi.
5. MCV: MCYV je kalibrovanym parametrem misto HCT. MCV se vypocita z HCT a RBC
podle vzorce: MCV = HCT x 10/RBC.
6. PLT: Provadi se série fedéni 1:126 pomoci kalibrovaného laboratorniho skla v 1 %
Stavelanu amonném. Trombocyty jsou pocitany pomoci hemocytometru a fazové
kontrastni mikroskopie.

VYKONNOSTNi PARAMETRY
V8echny vykonnostni parametry hematologickych systémd H7100 jsou uvedeny v manualu
H7100 v kapitole specifikace.

OMEZENI

Funkénost tohoto produktu je zaru€ena pouze v pfipadé, Ze je spravné skladovan a pou-
Zivan tak, jak je popsano v tomto navodu k pouZziti. Neuplné promichani zkumavky pfed
pouzitim znehodnoti jak odebrany vzorek, tak veskery zbyvajici material ve zkumavce.

VAROVANI A POKYNY PRO BEZPECNE ZACHAZENI

Urceno pro in vitro diagnostické pouziti opravnénou a odborné zplsobilou osobou.
Jakakoliv zavazna nezadouci prihoda, ke které doslo v souvislosti s timto prostfedkem,
musi byt nahlasena vyrobci a statni autorité.

POTENCIALNE INFEKCNI MATERIAL

Kazdy lidsky darce/jednotka pouzité pfi pfipravé tohoto produktu byla testovana a bylo
Zjisténo, Ze je negativni nebo nereaktivni na pfitomnost HBsAg, Anti-HCV, NAT testovani
na HIV-1, HCV (RNA) a HIV-1/ 2. Kazda jednotka je také negativni na sérologicky test
na syfilis (RPR nebo STS). ProtoZe Zadna testovaci metoda nemlze poskytnout Uplinou
jistotu, Ze infekéni agens chybi, mélo by se s timto materidlem zachazet jako s potencialné
infekénim. Pfi manipulaci nebo likvidaci zkumavek dodrzujte opatfeni pro pacientské vzor-
ky, jak je uvedeno v postupech biologické bezpecnosti.

na denni bazi s nizkou, normalini a vysokou

ysledky kontrolni krve mimo rozmezi.

W

Identifikace nebezpecnosti v souladu s Nafizenim (EC) €. 1272/2008
Reagencie soupravy nejsou klasifikovany jako nebezpecné.

NAKLADANI S ODPADY
Erba H7 ret CON je tfeba zlikvidovat jako potencialné infekéni material.
Likvidace odpadnich materiali musi probihat v souladu s mistnimi predpisy.

REFERENCE

1. Clinical Laboratory Standards Institute. Reference and Selected Procedures for the
Quantitative Determination of Hemoglobin in Blood: Approved Standard-Third Edition. CLSI
document H15-A3.

2. Clinical Laboratory Standards Institute. Procedure for Determining Packed Cell Volume
by the Microhematocrit Method: Approved Standard-Third Edition. CLSI document HO7-A3.
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