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XXENE30
®OTOMETPUYECKUA METOJ C DEPPO3UHOM
ToNbKO ANA AMArHOCTUKK «in vitro»
XpaHutb npu 2-8°C

Kopa 30561100 2x50 ml

MPUHUNN METOAA

MoHbl xenesa B o6pasue BbICBOGOXAAIOTCS  TyaHUAMHOM U
BOCCTAHaB/MBAOTCS  FMAPOKCMNAMMHOM, — 3aTeM  pearupyior C
heppo3nHoOM, HOPMUPYS OKPaLLEHHbIA KOMMAEKC. WHTEHCUBHOCTb

OKpacku, W3MepeHHOW Mpu AnWHEe BOMHbI 560 (+£20) nm, nponop-
LMOHabHa KOHLEHTpaLum xenesa 123,

COCTAB HABOPA

Reagent A 2x40 ml pH 4,0
lyaHnaunHa xnopua 1,0 mol/I
MmapokcmnammnH 0,6 mol/I
AuetaTHblt bydep 0,4 mol/I
Reagent B 2x10 ml

deppo3nH 40 mmol/I
Ackop6buHoBas kucnorta 200 mmol/I
Iron Standard 5ml

CTaH,ClapT Xefesa, ToYHasa KOHUEHTpauua xenesa yKasaHa Ha
3TUKEeTKe (hnakoHa. BoaHblit pacTeop.

NB Kanu6poBka BOAHbIM CTaHAAPTOM MOXET CTaTb MPUYMHON CHCTEMATHYECKO
ownbku. B 3TOM cnydae peKOMEHAYeTCs: MCMONb30BaTL CbIBOPOTOYHbIN Kanubparop.

XPAHEHWE U CTABUJIbHOCTb PEATEHTOB

PeareHTbl npu 2-8°C cTabunbHbl 4O CPOKA, YKA3aHHOIO Ha STUKETKE.
MpU3HaKM HENPUroAHOCTM PpeareHToB: MpPUCYTCTBME B3BECH,
MYTHOCTb, abcopbums koHTpons 6onee 0,050 npu 560(+20) nm
(ktoBeTbl Ha 1 cm).

OBPA3LbI 419 UCCNEQOBAHUSA
CblBOpOTKaA, renapuHU3npoBaHHas nnasma.
Xeneso B CbIBOPOTKE WM NiasMe CTabunbHo 7 AHel npu 2-8°C.

PE®EPEHTHBIE BEJINYUHbI

CbIBOpPOTKa, Nia3Ma‘:

My»Xu4nHbl: 65-175 pg/dl = 11,6 — 31,3 umol/I.

XeHwmHbl: 50-170 pg/dl = 9,0-30,4 pmol/l.

[laHHble BENMYMHBI OPUEHTUPOBOYHbLI, PEKOMEHAYETCS B  KaxZAoM
nabopaTopuu onpeseneHne co6CTBEHHbIX HOPManbHbIX BEUUNH.

KOHTPOJIb KAYECTBA

[N KOHTPONS X04a peakumu U Npouesypbl U3MEPEHNUS peKOMeHayeTCs
MCMONb30BaTb ~ HOpManbHble WM MAaTONOrMYeckue  KOHTPOSbHblE
CbIBOPOTKM. Kaxaasi nabopatopus LOMKHA YCTaHOBUTb COBCTBEHHYHO
BHYTPEHHIOK CUCTEMY KOHTPO/S KayecTBa.

AOMOJIHUTENbHOE OBOPYJOBAHUE
AHanusatop, cnekTpodoToMeTp MM HOTOMETP C
560 (+20) nm. [o3aTopbl Ha 200 ul 1 1,0 ml.

$unbTpOM

MEPbI MPEQOCTOPO)XHOCTHU

[aHHblit Habop NpeaHa3HaueH TONbKO AN AUATHOCTUKM in vitro.
O6pasubl aHaAM30B MALUMEHTOB AO/KHbI  PAccMaTpuUBaThbCs
NOTEHLMaNbHO onacHble U 06pabaTbiBaTbCs Kak MHHEKLMOHHBIE.

Kak

NMPUTOTOBJIEHVUE PABOYEI0 PEATEHTA

Iron Standard rotoB K UCMONb30BaHMIO.

Pa6ouuii peareHT:1 ml Reagent B + 4 ml Reagent A, TwwaTenbHO
nepemelwalite. Pa6ouni PeareHT ctabuneH 6 mecsues npu 2-8°C.

NMPOLUEAYPA ONPERENEHUA

Metoa: KOHeuHas Touka
[invHa BONHbI: 560(%+20) nm
Temnepatypa: 15-30°C

YcTaHoBKa Hyns: no AMCTUNNUPOBAHHON BOAe
1. NoBeauTe TemnepaTtypy Pa6ouero PeareHTa 10 15-30°C.
2. BHecuTe B MapKkMpoBaHHbIE NPOGUPKU:

KoHTponb KoHTponb

peareHTa o6pasua O6pasey Cranpapt
Aunctman. _ _ _
soga 200 pl
O6pasey - 200 pl 200 pl -
Iron
Standard : : : 200l
Reagent A - 1,0 ml - -
PaGouuii 1,0 ml - 1,0 ml 1,0 ml
peareHT

3. TwaTtenbHo nepemelLaiiTe U UHKyBUpYiTe B TeueHne 5 MUHYT npu
TemnepaType 15-30°C.

4. N3mepbTe abcopbunto (Age) KoHTpons O6pasua npu 560 nm npoTtus
AUCTUNNNPOBAHHOM BOAI.

5. W3mepbTe abcopbumio (A,) O6pasua
560 nm NpoTMB KOHTPO/IS peareHTa.

BbIYNCIIEHUA
KoHueHTpauns xenesa (K,) B 06pa3ue BbluiCnseTcs No cneaytouien
obuei popmyne:
AO - AKO
Asc

METPOJIOTMYECKNE XAPAKTEPUCTUKN

Mpepen uyscTBuTeNnbHOCTU: 4 pg/dl = 0,71 umol/l xenesa.

Mpepen nuHeiHocTH: 1000 pg/dl = 179 umol/l xene3a. Mpu 6onee
BbICOKOW KOHLEHTpauuu passeauTe obpasel AUCTUNIMPOBAHHOM
BO/OW 1: 2 M NOBTOPUTE U3MepEHME.

- BocnpousBoAMMOCTb B NpeZenax nepuoaa:

n (Asy) CraHpapta npu

X Kst X Kp = Ko

CpepHAs KOHUEHTpauus cv* n*
103 pg/dl = 18,4 umol/I 22% 20
305 ug/dl = 54,6 umol/I 0,7 % 20

- Bocnpoun3BoaMMOCTb OT Nepuoja K nepuoay:

CpepHAs KOHUEHTpauus cv* n*
103 pg/dl = 18,4 umol/I 2,4% 25
305 ug/dl = 54,6 umol/I 1,7% 25

rae: CV-k03(hOULUNEHT BapuaLmnn; N-KOMMYECTBO OMNpeaeneHnii.
YyscTBuTenbHoctb: 88 mA x di/ug = 4,86 mA x |/ummol.
WHTepdepeHuusn: Memonus u 6unupybuH ao 20 mg/dl He BAUSIIOT Ha
pesynbTaT onpejeneHus. JIMNeMUsi U HEKOTOPbIE NIeKapCTBEHHbIE
npenaparbl U Cy6CTaHUMU* MOryT BAUSTb Ha pesynbTar.

ANATHOCTUYECKUE XAPAKTEPUCTUKN

Xeneso pacnpeaeneHo B OpraHusMe B BWAE CNedyloluux BeLecTB:
reMorno6uH, MUOrno6WH, TKaHW (B OCHOBHOM MeuyeHb, Cene3eHka,
KOCTHbI M03r). Tonbko 0,1 % OT oblero KonuyecTea B OpraHusMe
NpUCYTCTBYET B NiasmMe KpoBW. CbiIBOPOTOUHAs KOHLEHTpauus xenesa
Hapywaercs npu MHOMMX  (U3MONOrMYECKMX W MATONOrUUEcKUx
COCTOSIHUAX. Y 3[40POBbIX NtoAed MOryT HabaAaTbCs exXeAHEBHble
Kone6aHus KoHUeHTpauuu xenesa. [eduuuT xenesa v neperpyska
XENesoM SBNAKOTCS OCHOBHOW naTtonorveit Metabonusma xenesa.
O4Hako HapylleHue MeTabonu3Ma Xenesa BCTpevaercs W npu psge
Apyrux 3aboneBaHuii. CbIBOPOTOYHANA KOHLEHTPALMs Xenesa CHuXeHa
Y MHOTWX, HO He y BCex NauMeHTOB C xenesoaeduuuTHON aHemuel un
Npu  XPOHWYECKWUX BOCMANMTENbHbIX 3aboneBaHusx. M3mepeHue
CbIBOPOTOYHOrO XKeflie3a He AO/KHO MCMOMb30BaThCA Kak TEecT Ans
YCTaHOB/IEHUS XENe304eMUUUTHbIX COCTOSIHUA®S.

Mvnepcuaepo3  accoumupoBaH C  Takumu naronornsamu Kak:
nepHUUMO3Haa, anjactuyeckas W reMouTu4eckas aHemumu
reMoxpoMaTo3, ocTpas JelKeMus, OTpaBfieHMe CBWHLOM, OCTpbIii

renatut, AeduuMT BUTaMuHa B6, Tanaccemus, u36bITOYHOE NeyeHue
XENe3oM, MOBTOPHblE NepennBaHUsl KpOBM, OCTPOE OTpaBfieHue
xenesom (4etu), HedbpuT.

FMnocnaepo3 xapakTepeH ANs Takux COCTOSHWIA:kenesodeduunUTHas
aHEeMUsl, PeMUCCUS MEPHULIMO3HOW aHEMUM, OCTPble W XPOHWUYecKue
MHbeKUMM, pak, Hedpos, TMNOTUPEOMAM3M, COCTOSIHUE nocne
OnepaTMBHOrO BMeLLaTeNbCTBA, KBALIMOPKOP.

Y HOBOPOXAEHHbIX OTMEYaeTCs najeHue COAEpXaHus xenesa B
TEeYEeHWe HEeCKONbKMX YacoB Nocne poAoB.
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Iron Ferr-DAC.Lq
FIER
FOTOMETRIC METODA CU FEROZIN
Numai pentru diagnosticare «in vitro»
Ase pastrala 2-8°C

Cod 30561100 2x50 ml

PRINCIPIUL METODEI
lonii de fier in probd sunt eliberati de guanidinom si se restabilesc de
hidroxilaminom, apoi reactioneazad cu ferozina, formind un complex

colorat. Intensitatea culorii, mdsuratd la 560 (£20) nm, este
proportionald concentratiei de fier %22,
COMPONENTA SETULUI

Reagent A 2x40 ml pH 4,6
Guanidina hlorid 1,0 mol/I
Hidroxilamin 0,6 mol/I
Tampon, acetati 0,4 mol/I
Reagent B 2x10 ml
Ferozin 40 mmol/I
Acid ascorbic 1,0 mol/I
Iron Standard 5ml

Standard de fier, concentratia exactd de fier este indicatd pe etiche
Solutie apoasa.
NB Calibrarea cu standard apos poate fi cauza gregelilor
sistematice. Tn aga caz se recomandd de folosit calibrator cu ser.

PASTRAREA S1 STABILITATEA REAGENTILOR

Reagentii suntstabili la 2-8°C pind la data indicatd pe etichetd.
Semne de deteriorare: prezenta particulelor materiale, turbiditate,
absorbtia controlului mai mult de 0,05 la 560(+20) nm (cuva 1 cm).

PROBE
Ser, plasma heparinizata.
Ferul este stabil in ser/plasmd la 2-8°C 7 zile.

VALORI DE REFERIN]’;\

Ser si plasma®

Barbati: 65 — 175 pg/dl = 11,6 — 31,3 uM/I
Femei: 50 — 170 pg/dl = 9,0 — 30,4 uM/I
Aceste valori suntorientative. Se recomandd
de referintd in laboratorul dat.

stabilirea diapazonului

CONTROLUL CALIT;\]'II

Pentru controlul mersului reactiei si a procedurii de mdsurare se
recomanda de folosit seruri normale si patologice pentru control.

Se recomanda stabilirea sistemului intern de control in laboratorul dat.

ECHIPAMENT ADITIONAL
Analizor, spectrofotometru sau fotometru cu filtrul 560(+20) nm.
Dozatoare 200 pl si 1,0 ml.

PRECAUTII

Setul este destinat numai pentru diagnosticare in vitro.

Probele pacientilor vor fi considerate ca material potential contagios §i
se vor prelucra analogic celor contagioase.

PREPARAREA REAGENTILOR DE LUCRU
Iron Standard este gata de utilizare.

Reagent de lucru: 1 ml Reagent B + 4 ml Reagent A, amestecati
gentil. Reagentul de lucru este stabil 6 luni la 2-8°C.

MOD DE LUCRU

Metoda: punct final
Lungimea de unda: 560(x£20) nm
Temperatura: 15-30°C

Instalarea zero: dupa apa distilata

1. Reagentul de lucru se va incdlzi pind la temperatura 15-30°C.
2. Se va pipeta in eprubetele marcate:
Blancul Blancul

. A Proba Standard

reagentu lui probei
Apa distilata 200 pl - - -
Proba - 200 pl 200 pl
Iron
Standard B B B 200u
Reagent A - 1,0 ml - -
Reagent de lucru 1,0 ml - 1,0 ml 1,0 ml

3. Se va amesteca bine, se va incuba 5 minute la 15-30°C.

4. Se va mdsura absorbtia (Agp) Blancului Probei la 560 nm contra
apei distilate.

5. Se va mdsura absorbtia (Ap,) Probei si (Asy) Standardului la 560
nm contra Blanc reagentului.

CALCUL

Concentratia fierului (Kp,) in probd se va calcula utilizind formula:
— Ao Bk x Ky = Ko

Ast

CARACTERISTICI METROLOGICE

Limita sensibilitatii: 4 pg/dl = 0,71 pmol/I fier.

Limita linearitatii: 1000 pg/dl = 179 umol/l fier. Pentru valori mai

ridicate proba se va dilua cu apd distilatd in raportul 1:2 si se va

repeta masurarea.

Reproductibilitatea in limitele perioadei:

Concentratia medie Cv* n*
103 pg/dl = 18,4 umol/I 22% 20
305 ug/dl = 54,6 umol/I 0,7 % 20

Reproductibilitatea de la perioadd la perioada:

Concentratia medie Cv* n*
103 pg/dl = 18,4 umol/I 2,4% 25
305 pg/dl = 54,6 umol/I 1,7% 25

*CV—coeficientul de variatie; n-numdrul de determinari
Sensibilitatea: 88 mA x dI/ug = 4,86 mA x I/ummol.

Interferente: Hemoliza si bilirubina pind la 20 mg/dl nu influenteaza
determinarea. Lipemia influenteaza determinarea. Se va tine cont de
posibila interferentd medicamentoasd, cit si de interferenta altor
substante 4 *Cloramfenicol, cisplatin, extrogeni, etanol, dextran de
fier, plumb, metotrexat, contraceptivele perorale conduc la majorarea
rezultatului. Alopurinol, steroizi anabolici, aspirina (doze mari),
carticotropin, cortizon, metformin conduc la micgorarea rezultatelor
determinarii.

CARACTERISTICI DIAGNOSTICE

Fierul este repartizat in organism in formd de hemoglobina,
mioglobind, in tesuturi (in deosebi in ficat, splind, maduva osoasd).
Numai 0,1 % din cantitatea totald de fier din organism se afld in
plasma. Concentratia fierului in ser variazd in dependentd de starea
fiziologica si patologicd a persoanei si poate varia pe parcursul zilei gi
la persoanele sdndtoase. Dificitul sau concentratiile mari de fier
suntcauzele de bazd a patologiilor metabolismului de fier,care este
cauzat de un sir de stdri si boli. Concentratia fierului in ser este sub
valorile normale la multi pacienti, dar nu obligator la toti care sufera
de anemie feriprind, in caz de boli inflamatorii cronice. Concentratia
fierului in ser nu se va utiliza pentru stabilrea dignosticului anemie

feripring®S.
Hipersideroza este asociatd cu urmatoarele stdri patologice:
Anemia  Addison-Biermer, hiporegenerativad si hemoliticd,

hemocromatoza, leucemie acutd, intoxicatii cu plumb, hepatitd acutd,
dificit de vitamina B6, talasemie, supratratare cu fier, infuzii repetate
de singe, intoxicdri acute cu fier (copii), nefrita.

Hiposideroza este asociatd cu urmatoarele stati:anemie feriprind,
remisii a anemiei Addison-Biermer, infectii acute si cronice, cancer,
nefroza, hipotireodism, stari post operatorii, cvasiorcor.

La nou-ndscuti concentratia fierului se diminueazd pe parcursul a
citorva ore dupd nastere.
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Iron Ferr—DAC.Lq

IRON
COLORIMETRIC TEST WITH FERROZINE
For «in vitro» use only
Store at 2-8°C

Cod 30561100 2x50 ml
PRINCIPLE
Transferrin-bound ferric ions in the sample are released by guanidine
and reduced to ferrous by means of hydroxylamine. Ferrous ions react
with ferrozine forming a colored complex. The intensity of coloration,
measured at 560(x20) nm, is proportional to iron?,

CONTENTS AND COMPOSITION

Reagent A 2x40 ml pH 4.0
Guanidine chloride 1.0 mol/I
Acetate buffer 0.4 mol/I
Hydroxylamine 0.6 mol/I
Reagent B 2x10 ml

Ferrozine 40 mmol/I
Ascorbic acid 200 mmol/I
Iron Standard 5ml

Concentration is given on the label. Aqueous primary standard.
NB: Calibration with the factor or with the aqueous standard may cause bias. In
these cases, it is recommended to calibrate using a serum based standard.

STORAGE AND STABILITY OF REAGENTS

Reagents are stable at 2-8°C until the expiry date shown on the label
when stored tightly closed.

Indications of deterioration:

Presence of particulate material, turbidity, absorbance of the blank
over 0,050 at 560(+£20) nm (1 cm cuvette).

SAMPLES
Serum or heparinized plasma collected by standard procedures.
Iron in serum or heparinized plasma is stable for 7 days at 2-8°C.

REFERENCE VALUES

Serum and plasma®*:

Men: 65-175 pg/dl = 11.6 — 31.3 pmol/I.

Women: 50-170 pg/dl = 9.0-30.4 pmol/I.

These ranges are given for orientation only; each laboratory should
establish its own reference ranges.

QUALITY CONTROL

It is recommended to use the Sera N and Sera P to verify the
performance of the measurement procedure.

Each laboratory should establish its own internal Quality Control
scheme and procedures for corrective action if controls do not recover
within the acceptable tolerances.

ADDITIONAL EQUIPMENT
Analyzer, spectrophotometer or photometer
560+20 nm. Dropper for 200 pl and 1,0 ml.

able to read at

PRECAUTION
The kit is only for in vitro use. All specimens must be considered
potentially hazardous and handled as infectious.

REAGENT PREPARATION

Iron Standard is ready to use.

Working Reagent: 1 ml Reagent B + 4 ml Reagent A.
Mix thoroughly. Stable for 6 months at 2-8°C.

PROCEDURE

Method: end point
Wavelength : 560 (+20) nm
Light path: lcm
Temperature : 15-30°C
Blank: distilled water

1. Bring the Working Reagent to room temperature (15-30°C).
2. Pipette into labelled test tubes:

Reagent Sample Sample Standard
Blank Blank
Distilled Water, pl 200 - - -
Sample, pl - 200 200 -
Iron Standard, pl - - - 200
Reagent A, ml - 1,0 - -
Working Reagent, ml 1,0 - 1,0 1,0

3. Mix thoroughly and let stand the tubes for 5 minutes at 16-25°C.
4. Read the Absorbance of the Sample Blanks (Asg) at 560 nm
against the distilled water.

5. Read the Absorbance of the Sample (A sampie) and of the Standard
(Ast pl) at 560 nm against the Reagent Blank.

CALCULATIONS
The iron concentration in the sample is calculated using the following
general formula:

A sample - Ass

A X Cstandard X Sample Dilution Factor = Csampie
St

METROLOGICAL CHARACTERISTICS

Detection limit: 4 pg/dl = 0,71 pmol/l iron.
Linearity limit: 1000 pg/dl = 179 pmol/l iron.
For higher values dilute sample 1/2 with distilled water and repeat
measurement.

Repeatability (within run):

Mean Concentration cv n

103 pg/dl = 18,4 umol/I 2,2 % 20

305 pg/dl = 54,6 pmol/l 0,7 % 20
Reproducibility (run to run):

Mean Concentration cv n

103 pg/dl = 18,4 umol/I 2,9 % 25

305 pg/dl = 54,6 pmol/l 2,2 % 25

Sensitivity: 88 mA x dl/ug = 4,86 mA x |/ummol.

Interferences: Bilirubin does not interfere. Do not use hemolyzed or
lipemic sera. Other drugs and substances may interfereS. These
metrological characteristics have been obtained using an analyzer.
Results may vary if a different instrument or manual procedures are
used.

DIAGNOSTIC CHARACTERISTICS

Iron is distributed in the body in a number of different compartments:
hemoglobin, myoglobin, tissues (mainly in liver, spleen, and bone
marrow). Only 0.1% of total body iron is present in plasma. Serum
iron concentration is affected by many physiological or pathological
conditions. Day-to-day variation is quite marked in healthy people.
Iron deficiency and iron overload are the major disorders of iron
metabolism. However, altered iron metabolism is also related to a
number of other diseases.

Serum iron is increased in hemochromatosis, in acute iron poisoning,
in active cirrhosis or acute hepatitis and as a result of increased
transferrin levels®. Serum iron concentration is decreased in many
but not all patients with iron deficiency anemia and in chronic
inflammatory disorders. Measurement of serum iron should not be
used as a test for identification of iron deficiency®®.

Clinical diagnosis should not be made on the findings of a single test
result, but should integrate both clinical and laboratory data.

BIBLIOGRAPHY

1.Garcic A. Highly simple determination of serum
chromazurol B. Clin Chim Acta 1979; 94: 115-119.

2. Paris M, Benoit MO, Rigat B, Progon J. A manual method for the
direct determination of serum iron using new chromogen: Ann Biol
Clin 1986; 44: 511-516.

3.Tietz Textbook of Clinical Chemistry,
Ashwood ER. WB Saunders Co., 1999.
4.Young DS. Effects of drugs on clinical laboratory tests, 3th ed. AACC
Press, 1997.

Friedman and Young. Effec ts of disease on clinical laboratory tests,
3th ed. AACC Press, 1997

iron using

3rd edition. Burtis CA,

22.11.2013




