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Hemo-DAC.Lg
FTEMOT/106UH
METO4 APABKWHA C ®EPPOLUWAHMAOM
ToNbKO ANS AMArHOCTUKK «in vitro»
XpaHutb npu 2-8°C

Kop 3048H2000
Kop 3048H3000

MPUHUMN METOAA
WNoHbI xenesa B reMornobuHe oKMCNATCS GeppoLnaHniom Kanusa Ao

2000 ml
3000 ml

metremornobuHa (dopma remornobuHa), KOTOpbIA pearupyer C
LMaHUAOM, 06pa3ys oKpalleHHbI KOMNIeKC.
WHTEHCMBHOCTb ~ OKPacku,  M3MEPEHHOW  Npu  AJAWHE  BOJHbI

540(£20) nm, NPONOPLUMOHAbHA KOHLEHTPaLMK reMornobuxat:2.

COCTAB HABOPA
Hb-Reagent (KOHLUEHTPMPOBaHHbIW X 25)

Kanus rekcaumanodeppart (I11) 15,2 mmol/I
HaTtpus rugpokapboHat 0,30 mol/I
AueToHUMaHrMApuH 0,14 mol/l

Aposut! He nunetuposars prom!

KOHTaKT peareHTa ¢ KUCI0TOM He AonyCcTum!
Hemoglobin Standard
CraHpapT remornobuHa,
dnakoHa.

KOHLEHTpaLUmMa yKasaHa Ha 3TUKETKe

XPAHEHWE U CTABUJIbHOCTb PEATEHTA
PeareHTbl npu 2-8°C B TEMHOTE CTabW/bHbI 40 CPOKA, YKA3aHHOrO Ha
3TUKETKE.

OBPA3Lbl ANA UCCNEAOBAHUSA

BeHO3Han WM KanuansipHasi KpoBb, CO6paHHas O6bIYHbIM NyTeM C
1CNonb3oBaHUEM renapuHa uav STA B KaUecTBe aHTUKOArysiHTOB.
T'eMorno6uH cTabuneH 6 el npu 2-8°C.

AOMOJIHUTENbHOE OBOPYJOBAHUE
AHanusatop, cnekTpodoToMeTp MM HOTOMETP €
540(+20) nm. Taiimep. Jo3aTopbl Ha 10 pl 1 2,5 ml.

dunbTpOM

MEPbI NPEAOCTOPOXHOCTH

Habop npeaHa3HauyeH TONbKO A8 AWArHOCTUKM in vitro.

0O6pa3sLbl AOMKHbI paccMaTpuBaTbCs Kak MOTEHLMANbHO OMacHbe W
06pabaTbiBaThCs Kak UHMEKLMOHHbIE.

Mpn  ucnonb3oBaHuu  Habopa cnepyer  cobnwpath  npasuna
6e30nacHoOCTH Npu paboTe C AKUMU U SAOBUTHIMU BELLECTBaMM.

KOHTPOJIb KAYECTBA

[N KOHTPONS X04a peakLmu 1 Npouesypbl U3MEPEHNUS peKOMEHAYeTCs
1CNob30BaThb KOMMEPYECKMUE MaTepuasbl Ha OCHOBE LiebHOI KPOBU.
Kaxaasi nabopatopus AOMKHA YCTaHOBUTb COGCTBEHHYIO BHYTPEHHIOK
CUCTEMY KOHTPONS KayecTBa.

NMPUTOTOBJIEHVUE PABOYEI0 PEAFTEHTA

Pa6ouuii peareHT: cofepxuMmoe dnakoHa ¢ Hb-Reagent B36onTaiite,
3aTeM pasBeauTe AUCTUNNMPOBAHHON BOAOK A0 06beMa, yKasaHHOro
Ha 3TUKeTKe (bnakoHa M TLWaTebHO nepeMeluaiiTe.

B Hb-Reagent fonyckaeTcs HanMuMe HeBONbLIOro KOMMYECTBa 0CazKa.
B sToM cnyyae Heob6xoauMMO npu pas3baBneHuMu nepemewmsatb A0
NONHOrO PacTBOPEHUs ocajaKa.

[pyrue o6beMbl roToBUTH Cnedytowmnm obpasom:1 ml Hb-Reagent +
24 ml AUCTUNNMPOBAHHOM BOAbI.

CrabuneH 6 MecsiueB npu 15-30°C B €MKOCTM M3 TEMHOMO CTeKfa.
3aMopa)mBaHue HegoONycTUMO!

Hemoglobin Standard rotos K MCNonb30BaHWI0. Mocne BCKpbLITUS, B
YKYNOpeHHOM BUAe, cTabuneH npu 2-8°C 6 Mecsues.

NMPOLUEAYPA ONPERENEHUA

MeToA: KOHEeYHasi Touka

[invHa BONHbI: 540(+20) nm

Temnepatypa: 16-25°C

BnaHk: no peareHTy

1. MomecTuTe B MapKupoBaHHbIE NPOBUPKU:

BnaHk CraHpapt 0O6pasey

Hemoglobin Standard - 10 pl -
O6pasey - - 10w
Pa6ouuii peareHT 2,5 ml 2,5 ml 2,5 ml

NB: O6bembl peareHTa, CTaHAapTa v 06pasya MOryT 6biTb MPOMOPLUMOHANTEHO
M3MEHEHbl B COOTBETCTBMMU C paﬁOHMM 06bEMOM KIOBETbI aHasnansaropa

2. CopepxuMmoe npobupok TlATeNbHO CMelaiTe U WHKYbUpyiTe B
TeyeHne 20 MUHYT Npu KOMHATHOM Temnepatype (16-25°C).

3. Yutute A6copbuuio (A) Hemoglobin Standard u O6pasua, npu
540 nm npoTtus BnaHka. Okpacka cTabuibHa He MeHee 2 Y4acos.

BbIYUCNTEHNA
KoHueHTpauus remornobuHa (C,) B obpasue BblUACASETCA MO
cneaywoueit obwei dopmyne:
Ao
X Cst = C
ASt St 0
PE®EPEHTHbIE BEJINMUHDI
My>XUYUHbBI 130 - 160 g/I
YeHWwmHbI 120 - 140 g/I
MpuBeaeHHble pedepeHTHble BE/IMYMHBI OPUEHTUPOBOYHbI.

PekoMeHAyeTCs B Kax4oi NabopaTopuu YCTaHOBUTb COBCTBEHHblE
pedepeHTHbIE BEMNUMHBIE.

METPOJIOTMYECKNE XAPAKTEPUCTUKN

Mpeaen yyBcTBUTENBHOCTU: 20 g/l reMornobuHa.
Mpepen nuHeitHocTyM: oT 20 A0 200 g/l reMorno6uHa.
BoCnpou3BOAMMOCTb BHYTPU CEpUM:

CpepHss KOHLeHTpaums cv* n*

100 g/ 2,3% 20

150 g/ 1,1% 20
BOCNpoM3BOAMMOCTb OT CEPUM K CEPUM:

CpesHsis KOHUeHTpaums cv* n*

100 g/ 3,1% 25

150 g/ 2,1 % 25

* [ae: CV — KoathhULMEHT BapuaLmm; n — KONMUECTBO ONpeseneHuit.
WHTepdepeHuna: N0XHOe MOBbILWEHWEe pe3ynbTaToB Habniaaercs
npu rUNEpTPUrANLEPUAEMUN,  NeiikouuTose (YMCNo  NenKouMTOoB
> 25x10°%/n), Hanuuum HbC uam HbS, nporpeccupylowmnx 3a6one-
BaHWsX MeYeHM, NErko NpeLunUTUpyoWnXcs rnobynmHax (M1enomMHas
6onesHb, MakpornobynnHemus BanbAeHCTpeMa), y 3asAnbiX Kypuib-
LWMKOB BCeACTBUE 06pa30BaHNs PYHKLUMOHANbHO HeakTueHoro HbCO.
Jlunemus co3aaeT NOXHOE BneyaT/eHne BbICOKMX nokasaTenei W3-3a
MYTHOCTU; GUAMPYBUH He BAMSET Ha peakuuio. [pyrue nekapcrsa u
XMMUYECKME BELLECTBA TAKXKe MOryT OKasblBaTb BAUSHME.

[laHHble MEeTPONOrMYeckue xapakTepUCTUKM MOAYUEHbI NPU UCMOAb-
30BaHWW  aHanuszaTtopa. Pe3ynbTaTbl  MOryT  BapbupoBaTb  Mpu
MCNONMb30BAHUM PA3NIUYHbLIX WMHCTPYMEHTOB WMAM Mpoueayp pyu4HOro
onpeaeneHus.

ANATHOCTUYECKUE XAPAKTEPUCTUKN

[eMOrnobuH — 3TO  KMCNOPOAOCOAEPXKALLMiA  NPOTEenH
KPOBSIHbIX ~ KNETOK  MO3BOHOYHbIX, OH  fABAseTCs
Xene3ocozepxallero Aepusata nopobuHa.

CopepxaHue remornobuHa B OpraHu3Me 4YenoBeKa 3aBUCWT OT nona,
BO3pacTa, (U3NYECKUX Harpy3ok, MCUXMUECKOTO COCTOSHUS, a Takxe
OT HaNUyMs NaToNorMyYECcKUX NpPOLECCoB.
MaTonornyeckm HWU3KME YPOBHW reMornobuHa
aHeMWW, 3aMeAneHuM 06pasoBaHMA  KPacHbIX KPOBSIHbIX — Tenel,
Upe3MepHOW noTepe KPOBM W 3aMEANeHWW [OCTABKM  KPACHbIX
KPOBSHbIX KJIETOK B NEpUdUpHiiHbie 06nacTh opraHuama’®.
MoBbIWEHHOE  COAepxXaHWe  remornobuHa  BbiABAsIETCH  Npu
NOAULIMTEMWN, 3PUTPOLMTO3E, AerMapatauuu y HOBOPOXKAEHHbIX,
BPOXAEHHOM  MAM  NPUOBPETEHHOM  LMaHO3e,  XPOHMYECKMUX
3aboneBaHusIX cepaua W Nerkux, MOYEYHONM KUCTE U HEKOTOPbIX
3PUTPOMO3TUHNPOM3BOASLLMX OMyX0nenss.
KNMHWYeCKUI  AMarHo3  [OMKEH  YCTaHaBAMBaTbCs
MHTErpaLmnmu KIMHUYECKUX U N1abopaTopHbIX AaHHbIX.

KpacHbIX
Hocutenem

BbIABNAKTCA NpuU

Ha OCHoBe
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Hemo-DAC.Lq
HEMOGLOBIN
METODA DRABCHIN CU FEROCIANID
Numai pentru diagnosticare «in vitro»
Ase pastrala 2-8°C

Cod 3048H2000
Cod 3048H3000

2000 ml
3000 ml

PRINCIPIUL METODEI

lonii de fer din componenta hemoglobinei se oxideaza cu ferocianura
de potasiu pind la methemoglobind (o forma a hemoglobinei), care
reactioneazd cu cianidul, formand un complex colorat.

Intensitatea culorii, masuratd la 540(%£20) nm, este proportionald
concentratiei hemoglobineit-2.

COMPONENTA SETULUI
Hb-Reagent (concentrat x 25)

Ferocianurd de potasiu(lll) 15,2 mmol/I
Hidrocarbonat de sodiu 0,30 mol/I
Acetoncianhidrin 0,14 mol/l

Toxic! Pipetarea orald este inadmisibild!
A se evita contactul reagentului cu acid!
Hemoglobin Standard
Standard de hemoglobina,
indicatd pe etichetd.

concentratia hemoglobinei este

PASTRAREA S1 STABILITATEA REAGENTILOR
Reagentii suntstabili la 2-8°C pind la data indicat3 pe etichetd

PROBE

Sange venos sau capilar, colectat in mod obignuit.

Se recomana de utilizat heparina in calitate de anticoagulant.
Hemoglobina este stabild la 2-8°C 6 zile.

ECHIPAMENT ADITIONAL
Analizor, spectrofotometru sau fotometru cu filtrul 540(+20) nm.
Dozatoare 10 pl i 2,5 ml. Taimer.

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.

La utilizarea setului se vor respecta regulile de securitate prevdzute
pentru lucrul cu substante toxice.

CONTROLUL CALIT;\]'I I

Pentru controlul mersului reactiei si a procedurii de mdsurare se
recomanda de folosit materiale comerciale pe bazd de sange integral.
Se recomanda stabilirea sistemului intern de control in laboratorul dat.

PREPARAREA REAGENTILOR DE LUCRU

Reagentul de lucu: continutul flaconului cu Hb-Reagent se va agita
bine, apoi se va dilua cu apd distilatd, volumul este indicat pe
etichetd, se va amesteca bine.

Se admite prezenta precipitatului in Hb-Reagent. Tn acest caz se
recomandd de amestecat solutia in procesul dizolvarii pind la
dizolvarea completa.

Alte volume se vor prepara din raportul: 1 ml Hb-Reagent + 24 ml
apa distilata.

Este stabil la 15-30°C 6 luni
Congelarea este inadmisibild!
Hemoglobin Standard este gata de utilizare. Dupd deschidere este
stabil la 2-8°C 6 luni intr-un vas bine inchis.

intr-un vas din sticld intunecatd.

METODA DE LUCRU

Metoda: punct final
Lungimea de unda: 540(x£20) nm
Temperatura: 16-25°C

Instalarea zero: blanc dupa reagent

1. Se va pipeta in eprubetele marcate:

Blanc Standard Proba
Hemoglobin Standard - 10w -
Proba - - 10w
Reagent de lucru 2,5ml 2,5ml 2,5ml

NB: Volumul reagentului, standardului si probei pot fi schimbate
proportional conform volumului de lucru a cuvei analizatorului folosit.
2. Se va amesteca bine si se va incuba la (16-25°C) 20 minute.

3. Se va nota absorbtia (A) Hemoglobin Standard si Probei la 540 nm
contra Blanc. Culoarea este stabild cel pitin 2 ore.

CALCULE
Concentratia hemoglobinei (Cp) in probd se va calcula utilizind formula
generald:

A
_ Ap _
At X Cst = Cp
VALORILI NORMALE
Barbati 130 - 160 g/
Femei 120 - 140 g/

Aceste valori suntorientative. Se recomanda stabilirea diapazonului
de referintd in laboratorul dat®

CARACTERISTICI METROLOGIGE

Limita sensibilitatii: 20 g/| hemoglobina.

Limita linearitatii: de la 20 pind la 200 g/I hemoglobina.
Reproductibilitatea in limitele perioadei:

Concentratia medie Cv* n*
100 g/ 2,3% 20
150 g/ 1,1% 20
Reproductibilitatea de la perioadd la perioada:
Concentratia medie Cv* n*
100 g/ 3,1% 25
150 g/ 2,1 % 25
*1in care: CV — coeficientul de variatie; n — numarul de determindri.
Interferente: Rezultate pozitive false se atestd in caz de
hipertrigliceridemie, leicocitozd (numdrul leucocitelor depdseste

25x109/I), prezenta HbC sau HbS, boli avansate ale ficatului,
precipitarea ugoard a globulinelor, ex. mielomatozd sau
macroglobulinemia Valdenstrem, la fumdtori ca rezultat al formarii
HbCO functional neactiv.

Lipemia poate cauza rezultate false din motivul turbiditatii, bilirubuna
nu influenteazd rezultatul. Se va tine cont de posibila interferentd
medicamentoasd, cat si de interferenta altor substante °.

Aceste caracteristici metrologice au fost obtinute la utilizarea
analizorului. Rezultatele pot varia in dependentd de echipamentul
utilizat sau procedura de determinare.

CARACTERISTICI DIAGNOSTICE

Hemoglobina — proteind care se contine in globulele rosii ale
vertebratelor, fixeazd oxigenul din aer la nivelul pldmanelor care apoi
este transportat in tot organismul, la celule. Se considerd purtdtor al
derivatului porfinei.

Concetratia hemoglobinei in organismul uman depinde de varsta, sex,
efort fizic, starea psihica cat si de prezenta proceselor patologice.
Nivelul scdzut de hemoglobind se atestd in caz de anemie, reducerea
formarii globulelor rosii, pierderi mari de sange sau transportul
ingreunat al globulelor rosii cdtre regiunea perifericd a organismului®*.
Nivelul sporit de hemoglobind se atestd in caz de policitemie,
eritrocitozd, dehidratare la nou ndscuti, cianozd congenitald sau
dobinditd, boli cronice ale inimii si pldminilor, chist al rinichiului si alte
tumori eritropoietine3.

Diagnosticul clinic se va stabili in baza integrarii datelor clinice si de
laborator.
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Hemo—DAC.Lqg
HEMOGLOBIN
DRABKIN METHOD WITH HEXACYANOFERRATE
For «in vitro» use only
Store at 2-8°C

2000 ml
3000 ml

Cod 3048H2000
Cod 3048H3000

PRINCIPLE

Ferrous ions of hemoglobin are oxidized to the ferric state by
potassium ferricyanide to form hemoglobin (methemoglobin).
Hemoglobin reacts with cyanide to form hemoglobincyanide
(cyanmethemoglobin) medium forming a colored complex.

The intensity of coloration, measured at 540(+20) nm, is proportional
to hemoglobin concentration®2.

CONTENT AND COMPOSITION
Concentrated Reagent (x 25)

Sodium hydrogen carbonate 0.30 mol/I
Potassium hexacyanoferrate (I11) 15.2 mmol/I
Acetone cyanohydrine 0,14 mol/l
Toxic! Do not pipete by mouth!

Never allow reagent to come in contact with acid!

Hemoglobin Standard 2ml

Hemoglobin = 120 g/I. Concentration is given on the label.

STORAGE AND STABILITY OF REAGENTS

Reagents at 2-8°C are stable until the expiry date shown on the label
when stored tightly closed, contaminations are prevented during their
use and are protected from light.

SAMPLES

Venous or capillary blood collected by standard procedures with
heparin or EDTA as anticoagulants.

Hemoglobin in blood is stable for 6 days at 2-8°C.

QUALITY CONTROL

It is recommended to use commercial whole-blood control materials 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 able to read at
540+20 nm. Timer. Dropper for 10 pl and 2,5 ml.

PRECAUTION

For in vitro diagnostics only.

Handle all patients’ samples as potentially dangerous and treat as
infectious.

Precautions established for work with caustic and toxic substances
should be observed while using the reagents.

REAGENT PREPARATION

Working Reagent:

Dilute the contents of the Concentrated Reagent bottle up to 1000
ml with distilled water. Mix thoroughly.

Other volumes can be prepared by mixing in the proportion:

1 ml Concentrated Reagent + 24 ml distilled water.

Store the diluted reagent in a brown glass bottle.

Stable for 6 months at 15-30°C. Do not freeze it.

Hemoglobin Standard provided ready to use

PROCEDURE

Assay conditions

Method: end point
Wavelength : 540 (+£20) nm
Light path: lcm
Temperature : 15-25°C
Blank: against reagent

1. Pipette into labeled test tubes:

Blank Standard Sample
Hemoglobin Standard, pl - 10 -
Sample, pl - - 10
Working Reagent, ml 2,5 2,5 2,5

NB: Volumes of reagent, standard and samples can be proportionally
changed according to the cells working volumes of using analyzers.

2. Mix thoroughly and incubate the tubes for 20 minutes at room
temperature (16-25°C).

3. Measure the absorbance (A) of the Standard and the Sample at
540(%+10) nm against the Blank.

The color is stable for at least 2 hours.

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

A sample

X Cst = Csample
A standard P

REFERENCE VALUES

Men3 130-160 g/I

Women? 120-140 g/I
These ranges are given for orientation only; each laboratory should
establish its own reference ranges.

METROLOGICAL CHARACTERISTICS

Detection limit: 20 g/l.
Linearity limit: 200 g/I.
Repeatability (within run):
Mean Concentration cv n
100 g/ 2,3 % 20
150 g/ 1,1% 20
Reproducibility (run to run):
Mean Concentration cv n
100 g/ 3,1 % 25
150 g/ 2,1 % 25

* CV - coefficient of variation n — number of determinations

Interferences: Lipemia may falsely elevate the hemoglobin
concentration because of turbidity. Bilirubin does not interfere. Other
drugs and substances may interfere®. These metrological
characteristics have been obtained using an analyzer. Results may
vary if a different instrument or manual procedures are used.

DIAGNOSTIC CHARACTERISTICS

Hemoglobin is a red-pigmented, oxygen carrying protein of the red
blood cells of vertebrates. It is a tetramer consisting of two pairs of
unlike polypeptide chains, carrying an iron-containing porphyrin
derivative called heme. Hemoglobin values are influenced by
physiological variations as age, sex, physical exercise, posture,
dehydration and altitude, and by pathological processes. Pathological
levels are encountered in anomies and in polycythemias. Impaired
production of red cells by the bone narrow, excessive blood loss and
impaired delivery of red cells to the peripheral blood are the three
main causes of anemia®®. Increased hemoglobin values are found in
polycythemia vera, erythrocytosis, dehydration, newborns, acquired or
congenital cyanosis, chronic heart and lung disease, renal cysts and a
number of erythropoietin producing tumors®®.

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