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ACCENT-200 ALAT

Nr kat. 7-216 (PL)

ZASTOSOWANIE

Odczynnik ALAT przeznaczony jest do iloSciowego
oznaczania aktywnosci aminotransferazy alaninowej (ALAT)
w surowicy krwi. Stosowany jest w monitorowaniu
oraz jako pomoc w diagnozie stanéw klinicznych zwigzanych
z nieprawidlowa aktywno$cig enzymu. Odczynnik ALAT
przeznaczony jest do stosowania na analizatorach
automatycznych ACCENT-200 (I GEN) / BS-200,
ACCENT-220S / BS-180, ACCENT S120 / BS-230,
ACCENT MC240 / BS-240Pro, ACCENT M320 / BS-360E,
BS-120, ACCENT 400 oraz ACCENT Neo0200. Wyrdb jest
przeznaczony  tylko do diagnostyki in vitro,
przez profesjonalnych uzytkownikow.

PODSUMOWANIE '-2

Oznaczanie podwyzszonej aktywnos$ci aminotransferazy
alaninowej (ALAT, ALT, GPT) w surowicy stuzy gtownie jako
pomoc w diagnozowaniu i do monitorowania chorob watroby
np. ostre zapalenie watroby, martwica hepatocytow,
niedokrwienie watroby, marskos$¢, cholestaza, guz watroby,
leki hepatotoksyczne, zolttaczka mechaniczna. Podwyzszony
poziom ALAT mozna zaobserwowa¢ przy cigzkich
oparzeniach, uszkodzeniach migsni poprzecznie
prazkowanych, zapaleniach migéni, zapaleniu trzustki, zawale
migénia sercowego, mononukleozie zakaznej, urazach,
u pacjentow z podwyzszonym ryzykiem powiktan COVID-19.

ZASADA METODY 3

Optymalizowana, modyfikowana metoda oparta na zaleceniach
Miedzynarodowej Federacji Chemii Klinicznej (IFCC),
bez aktywacji fosforanem pirydoksalu.

ALA

L-alanina + 2-oksoglutaran pirogronian + L-glutaminian

pirogronian + NADH + HT LDy mieczan + NADT
Szybko$¢ zmian absorbancji mierzona przy A=340nm

jest wprost proporcjonalna do aktywno$ci aminotransferazy
alaninowe;j.

ODCZYNNIKI

Sklad zestawu

I-REAGENT 2x35ml
2-REAGENT 1x17,5ml
Ilo$¢ testow:

ACCENT-200 (I GEN) 310
ACCENT-220S 310
ACCENT S120 490
ACCENT MC240 490
ACCENT M320 370
BS-120 310

ACCENT-200 ALAT (I GENERACJA/ Il GENERATION/ Il [TIOKOJIEHUE)

STEZENIA SKLADNIKOW
W ODCZYNNIKU

1-REAGENT

L-alanina 625 mmol/l
LDH 3,3 U/ml
bufor Tris

stabilizatory

regulator pH

detergent

konserwant

2-REAGENT

2-oksoglutaran 62 mmol/l
NADH 1,4 mmol/l
bufor

regulator pH

konserwanty

AKTYWNYCH

STABILNOSC ODCZYNNIKA

Odczynniki przechowywane w temp. 2-8°C zachowuja
trwato$¢ do daty waznosci podanej na opakowaniu. Odczynniki
przechowywane na poktadzie aparatu w 2-10°C sa stabilne
przez 12 tygodni (ACCENT-200 (I GEN), ACCENT M320,
ACCENT S-120).

OSTRZEZENIA 1 UWAGI

= Chroni¢ przed bezposrednim $wiatlem stonecznym
i zanieczyszczeniem!

= Nie nalezy uzywa¢ odczynnikow po uplywie terminu
waznosci podanym na etykiecie.

= Nie nalezy miesza¢ odczynnikow z roznych zestawow
lub serii.

= Nalezy stosowaé $rodki ochrony osobistej, aby zapobiec
kontaktowi z probkami, odczynnikami i kontrolami.

= Nalezy zapozna¢ si¢ z Karta Charakterystyki (MSDS),
ktora zawiera szczegoétowe informacje dotyczace zasad
bezpiecznego przechowywania i stosowania wyrobu.

MATERIAL BIOLOGICZNY *3

Surowica krwi bez §ladow hemolizy.

Polecane jest jak najszybsze oddzielenie czerwonych krwinek
od surowicy. Zawieraja one 3 do 5 razy wyzsza aktywno$é
ALAT niz surowica i hemoliza moze powodowaé
zafalszowanie wynikow.

Nie nalezy zamraza¢ materialu biologicznego. Surowica
moze by¢ przechowywana 3 dni w temp. 15-25°C
lub przez 7 dni w 2-8°C.

Jednak polecamy wykonywanie badan na §wiezo pobranym
materiale biologicznym!

Podczas korzystania z probowek do pobierania nalezy
przestrzega¢ ich instrukcji uzycia i postgpowac zgodnie
z zaleceniami ich producentow.

Material pochodzenia ludzkiego moze by¢ potencjalnie
zakazny. Nalezy stosowaé¢ sie¢ do wszystkich $rodkow
ostroznos$ci podczas standardowej pracy laboratoryjnej.
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WYKONANIE OZNACZENIA

I-REAGENT i 2-REAGENT sa gotowe do uzycia.

Do wykonania proby zerowej nalezy uzywa¢ wody
dejonizowane;j.

Dla analizatorow ACCENT-200 (II GEN), ACCENT-220S
oraz BS-120 przy kazdej kalibracji nalezy wyznaczy¢ tto
odczynnikowe (Reagent Blank). Do wykonania $lepej proby
odczynnikowej nalezy uzy¢ wody dejonizowanej. Zlecajac
kalibracj¢ nalezy zaznaczy¢ typ zadania: Kalib+Pust.Odcz.
Wymagane dzialania:

W przypadku wykonywania oznaczen na analizatorach
ACCENT-200 (I GEN), ACCENT-220S oraz BS-120, moze
wystapi¢, wplywajacy na wyniki oznaczen, efekt
przeniesienia pomiedzy odczynnikami: ALAT - CHOL,
ALAT - CK-MB. W celu uniknigcia tego efektu nalezy
zastosowal si¢ do zalecen =zawartych w instrukeji:
51_03_24_001_ACCENT-200_CARRYOVER.

KONTROLA JAKOSCI

W celu wewngtrznej kontroli jakosci, do kazdej serii oznaczen,

nalezy dotacza¢ surowice kontrolne: CORMAY SERUM HN

(Nr kat. 5-172) i CORMAY SERUM HP (Nr kat. 5-173).

Do kalibracji analizatorow automatycznych nalezy stosowaé

CORMAY MULTICALIBRATOR LEVEL 1 (Nr kat. 5-174;

5-176) i LEVEL 2 (Nr kat. 5-175; 5-177). Jako kalibratora

0 nalezy uzywa¢ wody dejonizowane;.

Krzywa kalibracyjna powinna by¢ sporzadzana co 12 tygodni

(ACCENT-200 (II GEN), ACCENT M320, ACCENT S-120).

Kalibracja jest zalecana, w ponizszych przypadkach:

=  Po kazdej zmianie serii odczynnikow.

=  Po naprawie serwisowej.

= Jesli kontrole znajduja si¢ poza spodziewanym zakresem.

= Za kazdym razem, gdy uzywany jest nowy zestaw
odczynnikow.

Jesli wyniki kontroli jakosci nie mieszcza si¢ w zakresie

oczekiwanych wartosci lub w zakresie wyznaczonym

w laboratorium, mimo pomyslnie przeprowadzonej procedury

kalibracji, nie nalezy wydawa¢ wynikow. W takim przypadku

nalezy wykona¢ nastgpujace czynnosci:

= Zweryfikowaé, czy odczynniki nie s poza terminem
waznosci.

= Zweryfikowaé, czy wykonano wymagane czynnosci
konserwacyjne.

= Zweryfikowac¢, czy oznaczenie zostalo wykonane zgodnie
z instrukcja uzycia.

= W celu uzyskania pomocy nalezy skontaktowac si¢
z Dzialem Serwisu lub dystrybutorem.

WARTOSCI REFERENCYJNE ¢

surowica / osocze 37°C
kobiety do 34 U/l do 0,58 pkat/l
mezezyzni do 45 U/l do 0,77 pkat/l

Zalecane jest opracowanie przez kazde laboratorium wlasnych
zakresow ~ wartoSci  prawidlowych  charakterystycznych
dla lokalnej populacji oraz rodzaju metody przeprowadzenia
badania.

Podczas podejmowania decyzji klinicznych, wyniki oznaczenia
powinny by¢ oceniane w polaczeniu z innymi danymi, takimi
jak: objawy, wyniki innych badan, wywiad kliniczny.
Nie nalezy diagnozowa¢ na podstawie pojedynczego pomiaru.

ACCENT-200 ALAT (Il GENERACIJA/ Il GENERATION/ Il [IOKOJIEHUE)

CHARAKTERYSTYKA OZNACZENIA

Podane nizej rezultaty uzyskano uzywajac analizatorow
automatycznych: ACCENT-200 (IT GEN), ACCENT MC240
i/lub BS-400. W przypadku przeprowadzenia oznaczenia na
innym analizatorze lub manualnie otrzymane wyniki moga
r6zni¢ si¢ od podanych.

= LoB (granica Slepej préoby)
2,0 U/1 (0,03 pkat/l) — BS-400

= LoD (granica wykrywalnoSci)
3,0 U/1(0,05 pkat/l) — BS-400

= LoQ (granica oznaczalnosci):
8,0 U/N (0,13 pkat/l) — ACCENT-200 (I GEN),
ACCENT MC-240

= Liniowo§¢:
do 1000 U/1 (16,7 pkat/l) — ACCENT-200 (II GEN)
do 1100 U/1 (18,3 pkat/l) - ACCENT MC240

= ZaKres pomiarowy:
8,0 U/1 (0,13 pkat/l) - 1000 U/1 (16,7 pkat/l) —
ACCENT-200 (Il GEN)
8,0 U/1 (0,13 pkat/l) - 1100 U/1 (18,3 pkat/l) —
ACCENT MC240

= Specyficzno$¢ / Interferencje

Kwas askorbinowy do 62 mg/l, trojglicerydy do 1000 mg/dl,
bilirubina do 20 mg/dl, hemoglobina do 0,31 g/dl (dla probek
o niskiej aktywnosci ALAT) i do 2,5 g/dl (dla probek o
wysokiej aktywnosci ALAT) nie wplywaja na wyniki
oznaczenia.

=  Precyzja

Powtarzalno$¢ Srednia | SD [ CV

(run to run) [un] [uny | [%]
ACCENT-200 (Il GEN) | poziom 1 | 328 1,3 |39
n=20 poziom 2 104,5 1,5 1,4
ACCENT MC240 poziom 1 31,4 1,24 | 40
n=20 poziom 2 99,6 1,05 | 1,1
Odtwarzalnosé Srednia | SD | CV

(day to day) [um [Un | (%]
ACCENT-200 (Il GEN) | poziom | | 32,7 1,68 | 5,1
n=80 poziom 2 103,3 3,53 | 3,4
ACCENT MC240 poziom 1 33,6 1,98 | 5,9
n=80 poziom 2 102,7 3,98 | 3,9

= Poréwnanie metody

Porownanie ~wynikow oznaczen ALAT, wykonanych
na ACCENT-200 (II GEN) (y) i na BECKMAN COULTER
AU680 (x), z uzyciem 60 probek surowicy, dato nastgpujace
wyniki:

y=1,0368 x - 0,4275 U/l;

R =1,000 (R — wspotezynnik korelacji)

Porownanie ~wynikow oznaczen ALAT, wykonanych
na ACCENT MC240 (y) i na BECKMAN COULTER
AU680 (x), z uzyciem 60 probek surowicy, dato nastgpujace
wyniki:

y =0,9665 x +1,7925 U/,

R =0,999 (R — wspotczynnik korelacji)
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UTYLIZACJA ODPADOW ’
Po uzyciu, odczynniki powinny by¢ traktowane jako materiat
potencjalnie zakazny i utylizowane z aktualnymi przepisami
prawa.
=  Pozostatosci odczynnikow:
I-REAGENT - 18 01 07
2-REAGENT - 18 01 07
= Oprdznione opakowania
1-REAGENT - 15 01 02
2-REAGENT - 15 01 02
= Scieki z aparatu:
18 01 03*

INCYDENTY 3

W przypadku wystapienia powaznego incydentu, nalezy go

zglosi¢  producentowi (na adres: incidents@cormay.pl)

i wladciwemu organowi panstwa cztonkowskiego, w ktorym

uzytkownik lub pacjent ma miejsce zamieszkania (Urzad

Rejestracji Produktow Leczniczych, Wyrobow Medycznych

i Produktow Biobojczych - incydenty@urpl.gov.pl).

Powazny incydent to incydent, ktory bezposrednio

lub posrednio doprowadzit, mogt doprowadzi¢ lub moze

doprowadzi¢ do ktoregokolwiek z ponizszych zdarzen:

= zgon pacjenta, uzytkownika lub innej osoby,

= czasowe lub trwale powazne pogorszenie stanu zdrowia
pacjenta, uzytkownika lub innej osoby,

=  powazne zagrozenie zdrowia publicznego.
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ACCENT-200 ALAT

Cat. No 7-216 (EN)

INTENDED USE

ALAT reagent is intended to determine quantitatively alanine
aminotransferase (ALAT) activity in serum. It is used
to monitoring and as an aid to diagnosis of clinical conditions
associated with abnormal alanine aminotransferase activity.
ALAT reagent is intended to use on automatic analysers
ACCENT-200 (I GEN) / BS-200, ACCENT-220S / BS-180,
ACCENT S120 / BS-230, ACCENT MC240 / BS-240Pro,
ACCENT M320 / BS-360E, BS-120, ACCENT 400
and ACCENT Neo200. It is only for in vitro diagnostics,
for healthcare professional users.

SUMMARY "2

Determinations of elevated alanine aminotransferase activity
(ALAT, ALT, GPT) in serum are mainly used to aid in the
diagnosis and monitor of liver diseases e.g. acute hepatitis,
hepatocyte necrosis, hepatic ischemia, cirrhosis, cholestasis,
liver tumor, hepatotoxic drugs, mechanical jaundice. Increased
levels of ALAT can be observed in severe burns, striated
muscle injury, muscle inflammation, pancreatitis, myocardial
infarction, infectious mononucleosis, trauma, patients with
higher risk of COVID-19 adverse outcome.

METHOD PRINCIPLE ?

Optimized, modified method according to International
Federation of Clinical Chemistry (IFCC), without pyridoxal
phosphate.

L-alanine + 2-0x0glutarate<ﬂbpyruvate + L-glutamate

pyruvate + NADH + He—2p lactate + NAD™

The rate of absorbance changing at A=340 nm is directly
proportional to alanine aminotransferase activity.

REAGENTS

Package

I-REAGENT 2x35ml
2-REAGENT 1x17.5ml
Number of tests:

ACCENT-200 (II GEN) 310
ACCENT-220S 310
ACCENT S120 490
ACCENT MC240 490
ACCENT M320 370
BS-120 310

CONCENTRATION OF THE ACTIVE INGREDIENTS

1-REAGENT

L-alanine 625 mmol/l
LDH 3.3 U/ml
buffer Tris

stabilizers

ACCENT-200 ALAT (I GENERACJA/ Il GENERATION/ Il [IOKOJIEHUE)

pH adjuster

detergent

preservative

2-REAGENT

2-oxoglutarate 62 mmol/l
NADH 1.4 mmol/l
buffer

pH adjuster

preservatives

REAGENT STABILITY

The reagents, stored at 2-8°C are stable up to expiry date printed
on the package. The reagents stored on board
of the analyzer at 2-10°C are stable for 12 weeks (ACCENT-
200 (II GEN), ACCENT M320, ACCENT S120).

WARNINGS AND NOTES

= Protect from direct sunlight and avoid contamination!

= Do not use reagent beyond expiry date printed on the
package.

= Do not mix reagents from different kits or lots.

= Use personal protective equipment to prevent contact
with samples, reagents and controls.

= Please refer to the MSDS for detailed information
concerning safe storage and use of the product.

SPECIMEN %3

Serum free from hemolysis.

Hemolysis should be avoided, since ALAT activity
in erythrocytes is 3 to 5 times higher than in normal serum.
Do not freeze the samples. ALAT activity remains stable
in specimen up to 3 days at 15-25°C or up to 7 days at 2-8°C.
Nevertheless it is recommended to perform the assay
with freshly collected samples!

Follow tube manufacturers’ instructions carefully when using
collection tubes .

Human-origin material should be handled as potentially
infectious. Standard precautions in normal laboratory work are
required.

PROCEDURE

I-REAGENT and 2-REAGENT are ready to use.

Deionised water is recommended as a reagent blank.

For analyzers: ACCENT-200 (II GEN), ACCENT-220S
and BS-120, it is recommended to determine the reagent blank
during each calibration. Deionized water should be used
as reagent blank. When performing calibration, the task type
Calib+Rgt.BIk should be selected.

Actions required:

When performing assays in analyzers: ACCENT-200 (Il GEN),
ACCENT-220S and BS-120 there is a probability of cross-
contamination affecting the tests results: ALAT - CHOL,
ALAT - CK-MB. To avoid this effect follow
the recommendations contained in the instruction
51_03_24 001_ACCENT-200_CARRYOVER.
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QUALITY CONTROL

For internal quality control it is recommended to use

with each batch of samples the CORMAY SERUM HN

(Cat. No 5-172) and CORMAY SERUM HP (Cat. No 5-173).

For the calibration of automatic analysers the CORMAY

MULTICALIBRATOR LEVEL 1 (Cat. No 5-174; 5-176)

and LEVEL 2 (Cat. No 5-175; 5-177) is recommended.

Deionised water should be used as a calibrator 0.

The calibration curve should be prepared every 12 weeks

(ACCENT-200 (IT GEN), ACCENT M320, ACCENT S-120).

Calibration is recommended in the following cases:

= after each change of lot,

= after instrument service,

= if controls lie outside the expected range,

= each time a new reagent kit is used.

If the quality control results do not fall within the expected

values or within the range determined in the laboratory, despite

a successful calibration procedure, do not report results. In this

case, please take the following actions:

=  verify reagents are not out of expiration date.

= verify that the required maintenance has been carried out.

= verify that the procedure has been performed in accordance
with the instructions for use.

= contact the Service Department or distributor
for assistance.

REFERENCE VALUES ¢

serum 37°C
women up to 34 U/I up to 0.58 ukat/l
men up to 45 U/l up to 0.77 ukat/l

It is recommended for each laboratory to establish its own
reference ranges for local population and method principle.
The assay results should be used in conjunction with other data,
such as symptoms, results of other tests and clinical history
to make clinical decisions. It is not recommended to make
clinical diagnosis based on a single result.

PERFORMANCE CHARACTERISTICS

The following results have been obtained using automatic
analysers ACCENT-200 (II GEN) and/or ACCENT MC240
and/or BS-400. Results may vary if a different instrument or a
manual procedure is used.

=  LoB (Limit of Blank):
2.0 U/1(0.03 pkat/l) — BS-400

= LoD (Limit of Detection):
3.0 U/1(0.05 pkat/l) — BS-400

=  LoQ (Limit of Quantitation):
8.0 U/1 (0.13 pkat/l) - ACCENT-200 (I GEN), ACCENT
MC240

= Linearity:
up to 1000 U/1 (16.7 ukat/l) - ACCENT-200 (Il GEN)
up to 1100 U/1 (18.3 pkat/l) - ACCENT MC240

= Measurement range:
8.0 U/1(0.13 pkat/1) - 1000 U/1 (16.7 pkat/1) —
ACCENT-200 (I GEN)
8.0 U/1(0.13 pkat/l) - 1100 U/1 (18.3 pkat/l) —
ACCENT MC240

ACCENT-200 ALAT (I GENERACJA/ Il GENERATION/ II [TIOKOJIEHUE)

=  Specificity / Interferences

Ascorbic acid up to 62 mg/l, triglycerides up to 1000 mg/dl,
bilirubin up to 20 mg/dl, haemoglobin up to 0.31 g/dl
(in  samples containing low activity of ALAT)
and up to 2.5 g/dl (in samples containing high activity
of ALAT) do not interfere with the test.

= Precision

Repeatability Mean SD Ccv

(run to run) [un [un] | [%]
ACCENT-200 (I GEN) | level 1 32.8 1.3 3.9
n=20 level 2 104.5 1.5 1.4
ACCENT MC240 level 1 314 1.24 4.0
n=20 level 2 99.6 1.05 1.1
Reproducibility Mean SD CV

(day to day) [un [un] | [%]
ACCENT-200 (Il GEN) | level 1 32.7 1.68 5.1
n=80 level 2 103.3 3.53 34
ACCENT MC240 level 1 33.6 1.98 5.9
n=80 level 2 102.7 3.98 39

=  Method comparison

A comparison between ALAT values determined
at ACCENT-200 (I GEN) (y) and at BECKMAN
COULTER AU680 (x) using 60 serum samples gave
following results:

y=1.0368 x - 0.4275 U/,

R =1.000 (R — correlation coefficient)

A comparison between ALAT values determined
at ACCENT MC240 (y) and at BECKMAN COULTER
AU680 (x) using 60 serum samples gave following results:
y=0.9665 x +1.7925 U/l;

R=0.999 (R — correlation coefficient)

WASTE MANAGEMENT ’
After use, the reagents should be handled as potentially
infectious and disposed of in accordance with local legal
requirements.
=  Reagents residues:
I-REAGENT - 18 01 07
2-REAGENT - 18 01 07
=  Empty packages:
I-REAGENT - 15 01 02
2-REAGENT - 15 01 02
=  Wastewater from the analyzer:
1801 03*

INCIDENTS #

Any serious incydent that has occurred in relations

to the device shall be reported to the manufacturer (webside

adress: incidents@cormay.pl) and the competent authority

of the Member State in which the user and/or the patient is

established.

Serious incident means any incident that directly or indirectly

led, might have led or might lead to any of the following:

= the death of a patient, user or other person,

= the temporary or permanent serious deterioration
of a patient's, user's or other person's state of health,

= aserious public health threat.
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e CORMAY

ACCENT-200 ALAT

Kar.Ne 7-216 (RUS)

MPEAIIOJIATAEMOE UCITOJIb30BAHUE

Pearenr ALAT nmnpesnasHaueH Uil  KOJMYECTBEHHOTO
OmpeJIeTIeHAS AKTHBHOCTH aJTaHMHAMUHOTpaHC(hepasbl
(ALAT) B coBopotke KpoBH. OH  HCHONB3yeTCs
U1 MOHHTOPUHIA U B Ka4ECTBE BCIIOMOIAaTEIbHOTO CPEICTBA
L TAAQrHOCTUKH  KIIMHUYCCKHUX COCTOﬂHHﬁ, CBs3aHHBIX
C aHOMAaJIbHOW AaKTUBHOCTBIO aJaHMHAMHHOTPaHC(hepasbl.
Pearenr ALAT  nmpenHasHaueH JuIi  MCIIOJb30BAHHS
Ha aBToMarndeckux ananuzaropax ACCENT-200 (II GEN) /
BS-200, ACCENT-220S / BS-180, ACCENT S120 / BS-230,
ACCENT MC240 / BS-240Pro, ACCENT M320 / BS-360E,
BS-120, ACCENT 400 u ACCENT Neo0200. PearenTsl
JAOJIKHBI MCTIOJIB30BATHCA TOJIBKO UIsI AHATHOCTUKHA in VitrO,
KBaJTM(UINPOBAHHBIM JJAOOPATOPHBIM NIEPCOHAIIOM.

BBEJEHUE "2

Onpenenenue MOBBIIEHHOMH AKTHUBHOCTH
anannHamuHoTpaHchepassl (AJIAT, AJIT, GPT) B ceiBopoTKe
B OCHOBHOM HCHOJIB3YETCS ISl AMArHOCTUKU U MOHUTOPUHIA
3a00JIeBaHMil TIEUeHH, TAKMX KaK OCTPBIH TeMaTHT, HEKpo3
TeNaToOLUTOB, UIIEMHs NEYEHH, LIUPPO3, XOJIecTas, OMyXOib
MEYECHH, TeMaTOTOKCHYECKHe TMperaparsl, MeXaHWdecKas
skentyxa. [loeimennstii ypoBeHs AJIAT MoxeT HaOmomaThes
NP TSOKEIBIX —OXOrax, TpaBMe IIONEPedHO-I0I0CaTON
MBIIIIBI, BOCHAJICHHM MBINIL, TaHKpeaTHTe, WH}apKTe
MHOKap/a,  HMH(EKIHMOHHOM  MOHOHYKJICO3e,  TpaBMe,
Yy TAIlMECHTOB C MOBBIICHHBIM PHCKOM HEOIAaronpHATHOTO
ucxoga COVID-19.

NPUHLMUI METOJIA 3
OnTUMU3HPOBAHHBIT U MOAMDUIMPOBAHHBI  MeETON,
pa3pabOTaHHBIH C Y4eTOM peKOMEeHAauui MexIyHapogHoN
Ddenepanyn Knunnueckoit Xumun (IFCC),
6e3 mupunokcanbdocdara.

L-amamus + 2-okcornyrapar €221y mupysar + L-rimyramar

mupysat + NADH + H+ «-2% jakrar + NAD+

CKOpOCTb M3MEHEHMSI ONTHYECKOH IUIOTHOCTH, M3MEpEeHHast
npu A=340 HM MO HponopiHoHanbHa akTHBHOCTH ALAT.

PEATEHTBI

CocraB HaGopa

1-REAGENT 2x35wmn
2-REAGENT 1x 17,5 mn
KoumnuecTBo TecToB:

ACCENT-200 (I GEN) 310
ACCENT-220S 310
ACCENT S120 490
ACCENT MC240 490
ACCENT M320 370
BS-120 310

ACCENT-200 ALAT (I GENERACJA/ Il GENERATION/ Il [TIOKOJIEHUE)

KOHIEHTPALIUSI AKTUBHBIX KOMIIOHEHTOB
1-REAGENT

L-anannn 625 MMOITB/TT
LDH 3,3 Ea/mn
oydep Tpuc

CTaOUIN3aTOPBI

perymsitop pH

JIeTepreHT

KOHCEPBaHT

2-REAGENT

2- oKcormyTapar 62 MMOITB/TT
NADH 1,4 Mmmou/a
Oydep

perymsitop pH

KOHCEPBAHTHI

CTABUJIbHOCTH PEATEHTA

Ipu temnepatype 2-8°C peareHThl COXPaHSIIOT CTAOMIBHOCTD
B TEYCHHUE BCEr0 CpPOKa NOJHOCTH, YKA3aHHOTO Ha YIIAaKOBKE.
CrabunbHocTh Ha 60pTy ananmm3aropa npu 2-10°C cocranser
12 memems (ACCENT-200 (II GEN), ACCENT M320,
ACCENT S-120).

NPEAYINPEXJAEHUA U TIPUMEYAHUSL

= JlpenoxpaHATb ~ OT  HPAMBIX  CONHEYHBIX  Jyder
U 3arpsi3HeHns!

= He wucnome3yiiTe peareHT IOCIe HCTEUEHHS CPOKa
TOHOCTH, YKa3aHHOT'O Ha YITaKOBKE.

=  He cMemmBaiite peareHThI U3 pa3HBIX HAOOPOB HITH JIOTOB.

= lcnone3yiiTe cpeicTBa  MHAMBUAYaTbHOH  3alUTHI
JUIS IPEJOTBPAIICHHS KOHTAKTa ¢ 00pa3IaMy, peareHTaMH
1 KOHTPOJIBHBIMH MaTepUaIaMu.

= BHuMaTenbHO MpOYMTAlTe HACHOPT  0E30MacHOCTH
xumuyeckoi mpoaykuun (MSDS), KOTOpBIH COREpIKHT
noApoOHyI0 MH(MOPMANMI0 O TpaBwiax 6e30MacHOro
XpaHEHHUS U UCIIOJIb30BaHUs TOBapa.

BUOJIOTUYECKHUIA MATEPHAJL 3

CBIBOpPOTKa 0€3 CIICJIOB TeMOJTH3a.

OpUTPOLUTHI CIEAyeT KaK MOXKHO CKOpee OTACIHUTh OT
CBIBOPOTKH, IOCKOJIBKY akTHBHOCTh ALAT B HHUX BbllIe
B 3-5 pa3, ¥ TEMOJIN3 MOXKET JIaTh JOKHBIH Pe3y IbTar.

He crnenyer 3aMopakuBaTh OHOJOTHYECKHH MaTepHall.
CBIBOPOTKA MOTYT XPaHHUTBCS JI0 3 CYTOK NPH TeMIIepaType
15-25°C unu 7 cyrok npu 2-8°C.

Tem He MeHee, PEKOMEHJYEeTCs MPOBOJHTH HCCIICIOBAHUS
Ha CBE)KECOOPAaHHOM OHOJIOTHYECKOM MaTepHae.

Ilpu wucroNb30BaHUM TNPOOUPOK I  cOopa  oOpasoB
BHUMATCIILHO CJ'IC}:[yﬁTC HHCTPYKIHUSIM l'lpOI/IZZBDI[I/ITCJ'Ief/’I
MPOOHPOK.

MarepHanbl  YeNOBEYECKOr0  IPOUCXOXKICHUS  JOJDKHBI
06pa6aTBIBaTBCﬂ KaK TMMOTCHIHAJIbHO 3apa>KCHHBIC. Tpeﬁy}OTCﬂ
CTAQHJAPTHBIE MEphl MPEJOCTOPOKHOCTH MPH  OOBIYHOI
nabopaTopHoii pabore.
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MPOLIEJLYPA OIIPEJIEJIEHUS

I-REAGENT u 2-REAGENT rotoBbl K HCIIOJIb30BaHHIO.

B kauecTBe OIaHK-pearcHTa pPEKOMEHJYETCS HCIONb30BaTh
JCHOHU30BAHHYIO BOLY.

Jls ananmuzatopoB ACCENT-200 (II GEN), ACCENT-220S
u BS-120 pexomenmyercs ompenensTb OMaHK peareHTa mpu
KakJol KanuOpoBke. B kauectBe OnaHka peareHTa cliemyer
HCIIONB30BaTh JICMOHU3UPOBAHHYIO BOAY. IIpM BBITOIHEHHH
KanuOpoBKu cienyeT BoIOpaTh Tun 3axaun Calib + Rgt.Blk.
HeoOxonumele aeiicTeus:

I1pu BBIMONHEHNH aHAMM30B Ha aHammu3atopax: ACCENT-200
(I GEN), ACCENT-220S u BS-120 BO3MOXXHO HCKa)KeHHE
pe3y/lbTaTOB ~ AHAIM30B,  BBI3BAHHOE  INEPEKPECTHBIM
3arpsisHeHneM Mexny pearentamu: ALAT - CHOL, ALAT -
CK-MB. UYro6el wusbexars storo sddekra, cuemyiite
PEKOMEHALIMSIM, CoIepIKAIINMCS B HMHCTPYKLUH
51_03_24_001_ACCENT-200_CARRYOVER.

KOHTPO.JIb KAYECTBA

Jl1s. BHYTPEHHETO KOHTpOJIS PEKOMEHIYETCSl MCIHOIb30BaTh

KxouTpoabHele  chiBopotkh CORMAY  SERUM  HN

(Kar.Ne 5-172) 1 CORMAY SERUM HP (Kar.Ne 5-173)

JUIS KaXKJI0HM cepuy u3MepeHuil.

Jins KaTnOPOBKH ABTOMATUYECKHX aHAIN3aTOPOB

peKOMeHyeTCs HCTIONb30BATh CORMAY

MULTICALIBRATOR LEVEL 1 (Kar. Ne 5-174, 5-176)

u LEVEL 2 (Kat.Ne 5-175, 5-177). B kauectBe 0-kammbparopa

PEKOMEH/LYeTCsl HCIOIb30BaTh ACUOHU30BAHHYIO BOY.

KammbpoBouHylo KpHBYIO CIELYeT COCTaBISTH KaXKJble

12 menem» (ACCENT-200 (I GEN), ACCENT M320,

ACCENT S-120).

KamibpoBka peKkoMeHIyeTcs B CIeTyIONINX CaydasXx:

" [oCie KaKIOH CMEHBI JI0Ta,

®  [ocne CepBHCHOTO 0OCTyKHBaHHMS IPHOOpa,

® ecIM  pe3yNbTaThl  KOHTPOJISL  KauecTBa  HAXOJATCS
3a IpeJielaMy 0)KHJIaeMOT0 JINaIa30Ha,

"  KaXIbIH pa3 TpUH HCIONB30BAHMM HOBOTO Habopa
pEareHToB.

Ecmu pe3ynmbTaThl KOHTpOIS KadecTBa HE COOTBETCTBYIOT

OXHIAEMBIM 3HAYCHUSM WIH [UAMA30HY, ONPEACIICMOMY

B 71a0OpaTOpHHM, HECMOTPS Ha YCIEIIHYI0 HpOIEaypy

KaanOpoBKH, He coolbualiTe o pesynbratax. B aToMm ciyuae,

MOXKAITyHCTa, IPUMHUTE CIIEIyIONUe MEphI:

= y0emuTech, YTO CPOK F'OJHOCTH PEareHTOB HE HUCTEK.

= yOemurech, uYro OBUIO MPOBEAEHO  HEOOXOAUMOE
TEXHUYECKOE 00CITyKHBaHHE.

= ybemuTech, 4TO  mHpouemypa  Oblia  BBINONHEHA
B COOTBETCTBHH C HHCTPYKIIUSIMHU O TIPHMEHEHHIO.

= o0Opatutech 3a momompbio B CepBHUCHBIH  OTAEN
WIH K JUCTPUOBIOTOPY.

PE®EPEHTHBIE BEJIMYUHBI ¢

CBIBOPOTKA 37°C
JKEHILIUHBI 1o 34 En/n 10 0,58 MKkat/n
MY’KUHHBI 10 45 En/n 110 0,77 MKKat/a

Pexomenmyercs, 4ToOBI Kaxkasi 1ab0paTopys ycTaHaBIMBAIa
CBOU COOCTBEHHbIC pe(hepeHTHbIC AUANA30HbI I MECTHOIO
HaceJIeHHUsl ¥ TIPUHIMI METO/1a.

Pesynbratbl ananmsa ciemyeT HCHONIb30BaTh B COYETAHHU
C JPYrMMH JaHHBIMH, TaKHMH KaK CHMIITOMBI, PE3YJIbTaThl
JOpYTMX TECTOB M MCTOpUs OONE3HH, JUIl HPUHATHS

ACCENT-200 ALAT (Il GENERACIJA/ Il GENERATION/ Il [IOKOJIEHUE)

KIIMHAYCCKHUX pemeHHﬁ. He PEKOMCHIYETCS  CTaBUTh
KJIMHHYECKHI THarHo3 Ha OCHOBAHUH OJTHOTO pesyibTrara.

XAPAKTEPUCTHUKH ONNPEJEJIEHUS

OTH METPOJOrUYECKHe XapaKTePUCTHKH OBUIM MOTy4eHB
TMpU  HUCMONB30BAaHMM  ABTOMATHYECKHX  AHAIM3aTOPOB
ACCENT-200 (I GEN) u ACCENT MC240 u/unu BS-400.
PesynpTaThl, ToOmydeHHBle Ha  JPYrMX  aHaIM3aToOpax
U BPYYHYIO, MOTYT OTJIMYATBCS.

=  LoB (npenen 6s1anka):
2,0 Ex/n (0,03 mxkat/i) — BS-400

= LoD (npenen o0Hapy:keHus1):
3,0 Ex/n (0,05 mxkat/m) — BS-400

= LoQ (mpeaeJ KOJU4YECTBEHHOTO ONpPeIeTeH s ):
8,0 Ea/n (0,13 mxkat/m) — ACCENT-200 (II GEN),
ACCENT MC240

= JluHeiiHOCTH:
10 1000 Exn/n (16,7 mxxat/m) — ACCENT-200 (II GEN)
o 1100 Ex/n (18,3 mrkat/m) — ACCENT MC240

= Jluana3oH U3MepeHHuii:
8,0 Ea/n (0,13 mxkat/m) - 1000 Ex/n (16,7 Mxkat/m) —
ACCENT-200 (II GEN)
8,0 En/n (0,13 mxkat/m) - 1100 Ex/n (18,3 Mxkat/n) —
ACCENT MC240

=  Cneunduynocrs / Unrephepenunun

AckopOuHOBass Kuciora 1m0 62 MI/WI, TPUTIHLEPUIBI
no 1000 wmr/mn, Owmupyoun mo 20 Mr/mm, reMorIoOHH
1o 0,31 r/mt (B obpasiax, comepKammx HU3KYI0 aKTHBHOCTh
ALAT) u 1o 2,5 r/nn (B oOpa3uax, COAEpKaIliX BBICOKYIO
akTuBHOCTH ALAT) He BIHSIOT Ha pPe3yJIbTaThl ONPEISICHUM.

= TouHocTh

IosTOpsieMocThL Cpemmee | SD | CV
(MEXKIy CepUsIMH) [Ex/n] | [En/n] | [%]
ACCENT-200 32,8 1,3 |39
(1 GEN) yposerts 1 fors | 15 | 14
=20 YPOBEHB 2 > > K
ACCENT MC240 | ypoBeHs 1 31,4 1,24 | 40
n=20 YpOBEHb 2 99,6 1,05 1,1
Bocnpoussoaumocts Cpennee SD CcvV
(130 JTHSA B JICHB) [En/m] [En/n] | [%]
ACCENT-200 32,7 1,68 51
ypoBeHs 1 > > >
(Hnglg‘f) YpoBeHb 2 103,3 353 | 34
ACCENT MC240 ypoBeHb 1 33,6 1,98 5,9
n=80 YPOBEHB 2 102,7 398 | 39

= CpaBHeHHe MeTO/12

CpaBHeHue pesyibraToB ompeneneHus ALAT momydeHHBIX
Ha anammsatopax  ACCENT-200 (I GEN) (y)
1 Ha BECKMAN COULTER AU680 (x) ¢ ucronb3oBaHueM
60 00pa3LoB CHIBOPOTKH A0 CIEAYIOLINE PE3YTbTAThI:
y=1,0368 x - 0,4275 Ex/n;

R =1,000 (R — k03 PpunuenT Koppesunn)
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CpaBHenue pesynbratoB onpezencHuss ALAT momydeHHbIX
Ha aHanuzatopax ACCENT MC240 (y) u na BECKMAN
COULTER AUG680 (x) ¢ ucnonb3oBanueM 60 o6pa3ioB
CBIBOPOTKH JIaJIO CIIEAYIOIUE PE3YIbTaThl:

y=0,9655 x + 1,7925 En/;

R =0,999 (R — k03 duIeHT Koppemsimm)

YTUJIN3ALUSI OTXOJ0B
B cooTBeTCTBHY € TOKAIBHBIMU TPEOOBAHHSIMHU.

YTUWIN3ALMS OTXO/10B’
IMocne WCIONB30BAHUS PEAreHThl ClieayeT oOpabaThiBaTh
KaKk MOTEHIMATbHO HWH(EKIHOHHBIE W  yTHIN3UPOBATh
B COOTBETCTBUH C TPEOOBAHUSIMH MECTHOTO 3aKOHO/IATEIbCTBA.
= OcCTaTOYHbBIC PEareHTHI:

1-REAGENT - 18 01 07

2-REAGENT - 18 01 07
= IlycTble yIakoOBKH:

1-REAGENT - 15 01 02

2-REAGENT - 15 01 02
= OKujakue 0TX0/bl U3 aHAI3aTOpA:

1801 03*

UHUUAEHTHI ®

O mo00oM Cepbe3HOM HHIMACHTE, TMPOU30MICAIIEM B CBS3H

C MCIMIMHCKAM U3IeIHEM, JOJDKHO OBITh COOOIICHO

MPOM3BOANTENIO (afpec Ha Beb-caiite: incidents@cormay.pl)

U KOMIIETEHTHOMY OpraHy rocyJapcTsa, B KOTOPOM HaXOUTCs

0JIb30BATEb 1/MJIN TAIHEHT.

Cepbe3Hblil MHIMAGHT O3HAYaeT JII0OOH MHLMJICHT, KOTOPBIi

HPSIMO MIIM KOCBEHHO NPHBEIN, MOT ObI IIPUBECTH HIIH MOXET

TPUBECTH K JTFOOOMY M3 CIIEYIOMINX COOBITHIL:

- CMEPTH IMallMEHTa, IOJIb30BATEIIA WIK APYTroro Jivua,

® BpEeMEHHOE WIM IIOCTOSHHOE CEpPhe3HOE YyXyHIIeHUe
COCTOSIHHSL ~ 37I0POBBSI TIOJTb30BATENS
WM APYTOTO JIUIIA,

= cepbe3Has yrpo3a oOIIECTBEHHOMY 310POBBIO.
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PROGRAM NA ANALIZATORY / APPLICATION for / AJAIITAIMUSA nas:

e ACCENT-200 (II GEN)

Par S
Test Name ALATII R1 200
GEN

Test No 15 R2 50

Full Name ALAT Sample Volume 12

Reference No | 15 R1 Blank

Analy. Type | Kinetic Mixed Reag. Blank

Pri. Wave. 340 nm Concentration 8 1000

Secon. Wave. | 450 nm Linearity Limit 0.2

Trend Descending Substrate Limit 4200

Reac. Time [3 [12 Factor

Incuba. Time | 11 |:| Prozone check

Unit u/i

Precision 0.1 ql I:l q2 l:l q3 |:| q4 |:|
PC | | Abs| |

Calibration Rule

Rule Multi-point Linear

Sensitivity 1

Replicates 2

Interval (day) 84

Difference Limit | 0

SD 0

Blank Response [0 [ 50000

Error Limit 0

Coefficient 0

e ACCENT-2208
Par ters
Test ALATII R1 200
GEN

No 15 R2 50

Full Name ALAT Sample Volume 12

Standard No | 15 R1 Blank

Reac. Type | Kinetic Mixed Rtg. Blank

Pri. Wave. 340 nm Linearity Range 8 1000

Sec. Wave. 450 nm Linearity Limit 0.2

Direction Decrease Substrate Limit 5400

Reac. Time |3 [12 Factor

Incuba. Time | 11 |:| Prozone check

Unit u/i

Precision 0.1 ql I:l q2 l:l q3 I:’ q4 I:l
PC | | Abs]| |

Calibration Rule

Rule Multi-point Linear

Sensitivity 1

Replicates 2

Interval (day) 84

Difference Limit |0

SD 0

Blank Response |0 [ 50000

Error Limit 0

Coefficient 0

ACCENT-200 ALAT (Il GENERACJA/ Il GENERATION/ I1 [TOKOJIEHUE)
51_03_03_002_07

200

50

10

8

1000

0.2

5600

at [ Ja2 [ Ja3[ a4 [ ]

Abs |

e BS-120

Parameters
Test ALATII R1

GEN
No 15 R2
Full Name ALAT Sample Volume
Standard No | 15 R1 Blank
Reac. Type | Kinetic Mixed Rtg. Blank
Pri. Wave. 340 nm Linearity Range
Sec. Wave. | 450 nm Linearity Limit
Direction Decrease Substrate Limit
Reac. Time [3 [12 Factor
Incuba. Time | 16 |:| Prozone check
Unit u/1
Precision 0.1

pC | |

Calibration Rule
Rule Multi-point Linear
Sensitivity 1
Replicates 2
Interval (day) 84
Difference Limit

SD

Error Limit

Coefficient

0
0

Blank Response [0 [ 50000
0
0
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e ACCENT S120

Chem [ALAT II GEN | No.[_015 ] Sample Type
Chemistry [ ALAT | Print name
Reaction Type [ Kinetic | Reaction Direction
Pri Wave [ 340 nm ] Sec Wave
Unit [ U/ | Decimal
Incubation Time
Blank Time | | | | Reaction Time
Sample Vol Aspirated Diluent Reagent Vol
Stndard (72— Tl [ Jul [ Jw m uL
Decreased [ 72 | uL | 20 JuL | 180 | uL R2 uL
Increased [ ] uL | Jur | | uL
l:l Sample Blank Auto Rerun
Linearity range (Standard) | 8 | | 1200 | Linearity Limit | 0.8 |
Linearity Range (Decreased) [ | [ | Substrate Depletion | 4700 |
Linearity Range (Increased) [ ] | Mixed Blank Abs 40000 ] [40000 ]
R1 Blank Abs [___-40000 | 40000 | On-board Stability Day(s)
Blank Response |___-40000 | [ 40000 | Reagent Alarm Limit [ |
Twin Chemistry [ ] |:| Enzyme Linear Extension
|:| Prozone Check
oo 1 o2 [ vi L o3| | o4 | | v2 | | T
os 1 o0 [ 1 v 101 vral ] pc2 | ] I | ]
I:' Sample Pretreatment I:' Control Pretreatment : Calibrator Pretreatment
[ | Pretreat Sample Vol I:| ulL Pretreat Sample Vol l:| ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Multi-point linear | [ 1 Bottle Changed
Factor I:' Replicates I:| Lot Changed
:I Cal Time
ACCEPTANCE LIMITS
Cal Time Hour
Slope Diff ~ [__] sp [ ]
Sensitivity :| Repeatability
Deter Coeff I:l
ACCENT-200 ALAT (I GENERACJA/ II GENERATION/ II IIOKOJIEHUE) str. / page / ctp. 11/14
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e ACCENT MC240

Chem [ ALAT II GEN

Chemistry [ALAT

Reaction Type | Kinetic

Pri Wave | 340 nm

Unit [ U/

Blank Time |

Sample Type | SERUM
Print name | ALAT

Reaction Direction | negative

I

| \ |
Sample Vol Aspirated
Standard 6 uL ul ulL

Sec Wave
Decimal

ncubation Time

Reaction Time

Diluent Reagent Vol
Rl uL
Decreased | 6 ] uL [ 20 JuL [ 180 ] uL R2 uL
Increased [ ] uL | JuL | ] uL
l:| Sample Blank Auto Rerun
Linearity range (Standard) | 8 | ‘ 1100 | Linearity Limit ‘ 0.8 |
Linearity Range (Decreased) [ | [ | Substrate Depletion [ 5600 |
Linearity Range (Increased) [ ] \ ] Mixed Blank Abs [ -35000 ] [35000 ]
R1 Blank Abs [ -35000 | [ 35000 ] On-board Stability Day(s)
Blank Response [ -35000 | [ 35000 ] Reagent Alarm Limit :l
Twin Chemistry | | l:l Enzyme Linear Extension
I:l Prozone Check
oo 1 o2 [ wvi L o3l | o4 | ] v2 11
os 1 o [ vi [0 vral | pc2 | | 101
l:] Sample Pretreatment :] Control Pretreatment I:l Calibrator Pretreatment
[ | Pretreat Sample Vol I:l ulL Pretreat Sample Vol \:’ ulL
CALIBRATION SETTINGS AUTO CALIBRATION
Math model [ Multi-point linear ] Bottle Changed
Factor \:’ Replicates I:' Lot Changed
|:| Cal Time

ACCEPTANCE LIMITS
Cal Time Hour
Slope Diff [ ] sp [ ]
Sensitivity [ ] Repeatability
Deter Coeff [___]

ACCENT-200 ALAT (I GENERACJA/ IT GENERATION/ I [TOKOJIEHHME)
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e ACCENT M320

oo 1 o [T wn

1 Sample Pretreatment

[ |
CALIBRATION SETTINGS
Math model | Multi- point linear |

Factor [:l Replicates

ACCEPTANCE LIMITS

Cal Time Hour

Slope Diff ] sp [
Sensitivity |:| Repeatability
Deter Coeff [ ]

L]
os [ 1 o6 [T v3 []
I:l Control Pretreatment

Chem [ALAT II GEN ] No.[ 015 ] Sample Type
Chemistry [ ALAT | Print name
Reaction Type [ Kinetic | Reaction Direction
Pri Wave [ 340 nm | Sec Wave
Unit [ U/ | Decimal
Incubation Tim
Blank Time | ] [ ] Reaction Time
Standard !ﬂ;&le&l uL lﬁplrdted JuL | Diluent | uL R1 luL
Decreased | 8 o 20 JuL | 180 ] uL R2 uL
Increased | | uL | JuL | s
l:l Sample Blank Auto Rerun
Linearity range (Standard) ‘ 8 l l 1200 ‘ Linearity Limit | 0.8 |
Linearity Range (Decreased) ‘ [ [ \ Substrate Depletion [ 3300 |
Linearity Range (Increased) \ [ | Mixed Blank Abs 35000 ] [35000 ]
RIBlank Abs [ 35000 ]  [_35000 ] On-board Stability Day(s)
Blank Response | -35000 | [ 35000 ] Reagent Alarm Limit [ |
Twin Chemistry [ | I: Enzyme Linear Extension
l:l Prozone Check

1 o3 | ] 04 | ] v2 ] ]
1 pcr | ] pc2 | | [ ] 1

[ calibrator Pretreatment
Pretreat Sample Vol |:| ulL Pretreat Sample Vol |:| ulL
AUTO CALIBRATION
I:l Bottle Changed
I:] Lot Changed
[ 1cCalTime

ACCENT-200 ALAT (I GENERACJA/ IT GENERATION/ I ITTIOKOJIEHHUE)
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OBJASNIENIA SYMBOLI / SYMBOL EXPLANATION / OUCAHUE CUMBOJIOB

c € Znak CE / CE marking / 3uax CE

Wyrdéb medyczny do diagnostyki in vitro /
IV D In vitro diagnostic medical device / Meauuunnckoe
U3JIeNNe JUIS TUarHOCTHKH in Vitro

Producent / Manufacturer / IIpou3BoauTens

Zawarto$¢ zestawu / Contents of kit /
Coneprxumoe Habopa

LOT Kod partii / Batch code / Cepuiinsblii HoMep
]
2<% Uzy¢ do daty / Use by / Ynorpe6uts nepexn
—
R E F Numer katalogowy / Catalogue numer /
Katanorosslit Homep
IV Dopuszczalna temperatura / Temperature
_/3 limitation / TemmepaTypHbIi pexxuM

Zajrzyj do instrukcji uzywania / Consult
instruction for use / O6paTuTeCh K HHCTPYKINH
110 IPUMEHEHUIO

Trzymac z dala od $wiatta stonecznego /
Keep away from sunlight / Xpanurs Bramm
OT COJTHEYHOTO CBETA

ACCENT-200 ALAT (Il GENERACJA/ Il GENERATION/ Il [TOKOJIEHUE)
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