®
‘ DAC-SpectroMed s.r.l.
MA-2012, Mongosa, . KulumHes, yn. ApMsHokas, 47, K. 64
Ten.:/+37322/ 574900,574922/23; takc: /+37322/ 574920
Email: office@dacspectromed.com
www.dacspectromed.com
PT MD 11-15796482-001:2003

Hb Chr-DAC.Lq

FEMOT/IOBMH, BE3LUMAHUAHDbIA FEMUXPOMHbIA
METOJ C JIAYPWUJ1 CYJIb®@ATOM HATPUA (SLS)

ToNbKO ANS AMArHOCTUKM «in vitro»
XpaHutb npu 2-8°C

Kop 3046H3000 3 x 1000 ml

Mpenmyuwectsa remuxpoMHoro Metoaa (HbChr):

- He WCMoAb3yloTCs  BbICOKOTOKCUYHbIE peareHTbl -  LUaHWAbI,
npeacTaBnsiolMe pUCK AN 340POBbsi 1abopaToOpHOro nepcoHana,
BbI3bIBAIOWME annepruyeckue peakumu, u Tpebylowme cobaAEHNS
[ONOJHUTENbHBIX Mep 6€30MacHOCTH;

- BbICOKAsi CKOPOCTb PeakLuW MO3BOMSET MCMOAb30BaTb AaHHBbINA
METO/, B KayecTBe IKCNpecc-aHanusa.

MeTponoruyeckue XapaKTepucTukn COOTBETCTBYHOT LINPOKO
M3BECTHOMY reMUrnobuHuMaHnaHoMy (HbCN) MeToay2.

MPUHUMN METOAA

FemornobuwH nop  peiicTeueM  TpaHChOPMUpYlOWeEro  peareHTa,

copepxaluero SLS, o6pasyeT OKpalleHHbIH NPOAYKT — FreMUXPOM.
WNHTEHCUBHOCTb OKPACKMW, U3MEPEHHOM NpU ANNHE BONHbI 540(£20) nm
NpOoMOpUMOHabHA KOHLEHTpaLuK remornobunat-2.

COCTAB HABOPA

Reagent 3x 10 ml

KoHLeHTpaT TpaHCHOPMUPYIOLLEro peareHTa.

Hemoglobin Standard 2ml

CraHgapT remornobuHa, KOHUeHTpauus remornobuHa ykasaHa Ha
3TUKeTKe BnakoHa.

XPAHEHWE PEATEHTOB

PeareHTbl Npu 2-8°C cTabunbHbI 40 CPOKA, YKA3aHHOIO Ha STUKETKE.
Pa6ouuit PeareHT xpaHntb npu 18-25°C.

XpaHenne npu 2-8°C HeA0MyCTUMO.

Hemoglobin Standard nocne Bckpbitus npu 2-8°C  cTabuneH
6 MecsiLeB, HO He Bonee cpoka roAHOCTM Habopa.

OBPA3Lbl ANA UCCNEAOBAHUSA
BeHO3Has MM KanunnsipHasi KpoBb, COGpaHHasi 06bIYHbIM NyTEM.
TeMorno6uH cTabuneH 6 el npu 2-8°C.

AOMOJIHUTENbHOE OBOPYJOBAHUE

AHanusatop, cnekTpodoToOMeTp Unu GoTOMETp ¢ BUNLTPOM
540(+20) nm. [o3aTopbl Ha 20 ul 1 5,0 ml. Taiimep.
Mpobupku cTeknsHHble, He o6paboTaHHble IATA.

MEPbI NPEAOCTOPOXHOCTU

Ha6op npeaHasHayeH TONbLKO ANS ANArHOCTUKYM in vitro.

Habop He COAepXHUT SA0BUTbIE U TOKCUYHBIE KOMMOHEHTBI.

MpenapaTbl Ha OCHOBE YenOBEYECKOW KPOBWM M 06pasubl MauuMeHToB
NO/DKHBI  paccMaTpuBaThCs  Kak — MOTEHUManbHO — OmacHble U
06pabaTbiBaThCs Kak MHMEKLMOHHbIE.

NPUTOTOB/IEHUE PABOYUX PEATEHTOB

Hemoglobin Standard rotos K UCnoJfib30BaHu1Io.

Pa6ouunit PeareHt:

1. dnakoH ¢ Reagent foseaute A0 18-25°C, npu HaAMumM ocaaka, He
BCKpbIBas, MOMECTUTe B ropadyl Bogy (50-60°C) 4o nonHoro
pacTBopeHus ocaaka.

2. Ans npurotoBneHns Pa6ouero PeareHTa cnejyer UCnonb3oBaTh
cBeXeneperHaHHytw AUCTUNNNPOBAHHY O BOAY KOMHaTHO
Temnepatypbl (+18-25°C).

3. Coaepxumoe dnakoHa ¢ Reagent KOJMYECTBEHHO NepeHecuTe B
MepHylo Konby Ha 1000 ml, Ao6aBbTe A0 METKU AUCTUANMPOBAHHYIO
BOAY ¥ NepeMeluaiiTe, nsberas BCNeHUBaHMS.

Pa6ouuit PeareHT npu 18-25°C ctabuneH He 6onee 6 Mecsues.

NMPOLUEAYPA ONPERENEHUA

MeToA: KOHEYHas Touka

[invHa BONHbI: 540(+20) nm

TemnepaTtypa: 16-25°C

BnaHk: no AMCTUAINMPOBAHHON BOAE

1. MoMecTnTe B MapkupoBaHHble NMpobupku:

CraHpapTt O6pasey

Pa6ouunit PeareHt 2,5 ml 2,5 ml
Hemoglobin Standard 10 pl -
O6pasey - 10

NB: O6beMbl peareHTa, CTaHAapTa v 06pasya MOryT 6biTb MPOMOPLUOHATEHO
N3MEHEHbl B COOTBETCTBMMN C paﬁoqm«t 06bEMOM KIOBETbI aHasnansaropa

2. CopepxuMoe Npobupok TlaTeNbHO CMelaiTe U WHKYbupyiTe B
TeyeHne 5 MUHYT Npu KOMHaTHOI TeMnepaType (16-25°C).

3. Yutute A6copbumio (A) Hemoglobin Standard n O6pasua, npu
AJIMHe BOMHLI 540 Nm NpOTUB AUCTUANNPOBAHHOI BOAbI.

Okpacka cTabunbHa He MeHee 5 4acos.

BbIYUCNTEHNSA
KoHueHTpauns remornobuHa (C,) B obpasue BbluMCASETCS MO
cneaywoleit obwei Gopmyne:
Ao
X Cst = C
ASt St 0

KOHTPOJIb KAYECTBA

MocTaHoBKa KOHTPOMbHLIX NPO6 MPOM3BOAUTCH C  KOHTPOSbHLIMM
pacTBopaMu remornobuHa, OTEYECTBEHHbIMU WM  UMMOPTHLIMK, C
M3BECTHOI KOHLIeHTpaLmei reMornobuna.

PE®EPEHTHbIE BEJINMWUHDI

My>UmnHbI 130 - 160 g/1®
YKeHWwmnHbI 120 - 140 g/
MpuBeaeHHble pedepeHTHble BENMUMHBI OPUEHTMPOBOUHSI.

PekoMeHAyeTCs B Kax4oi NabopaTopuu YCTaHOBUTb COBCTBEHHblE
pecepeHTHble BENUMHDI

METPOJIOTMMECKUE XAPAKTEPUCTUKN
JinHeitHOCTb — B Ananasoxe 30 — 180 g/l.
YyBCTBUTENIbHOCTb — He 6onee 25 g/l.

Koad dpuumneHt Bapmaunm — He 6onee 2%*2.

WHTepdepeHuus:
JloxXHOe MOBbIWEHME — pesynbTaToB  MOXeT Habnwpatecs  npu
rMnepTpUrILEepUAEMum, neiikouuTose (uncno neiikouuToB

npesblwaer 25x10°/7), Hannuum HbC uam HbS, nporpeccupylowwmnx
33601eBaHNAX MEYEHU, NEerko NpeLnnUTUpYLWmUXcs rnobysnHoB,
Hanpumep, Npu MWUENOMHON 6GONe3HW UM npu Makporno6ynmHemMuun
BanbaeHcTpeMa, Y 3asANblX KypuUNblUMKOB BCNEACTBME 06pa3oBaHus
(YHKLMOHaNbHO HeakTUBHOro HbCO.

[laHHble MeTponornyeckne XapaKTepuCTUKW BbiM  MOMy4YeHbl Ha
aHanusatope. PesynbTaThl MOryT BapbMpoBaTb B 3aBUCUMOCTM OT
1Ccnonb3yemMoro 060py/J0BaHUs MW NPOLEAYPbI ONpeaeneHus.

ANATHOCTUYECKUE XAPAKTEPUCTUKN

[eMOrnobuH — 3TO  KUCNIOPOAOCOAEPXKALLMi  NPOTEUH
KPOBSHbIX ~ KNETOK ~ MO3BOHOYHbIX, OH  ABAseTCS
ene3ocozepxallero Aepusara nopouHa.

CopepxaHue remornobuHa B OpraHu3Me uYenoBeKa 3aBUCWT OT nona,
BO3pacTa, (U3NYECKUX Harpy3ok, MCUXMUECKOTO COCTOSHUS, a Takxke
OT HaNWU4Ms NaToNOrMUYECKUX NPOLECCOB.
MaTonornyeckm HWU3KME YPOBHW reMornobuHa
aHeMWW, 3aMeAneHuM o06pasoBaHUA  KPacCHbIX KPOBSIHbIX — Tenel,
Upe3MepHOW noTepe KPOBM W 3aMEANeHWW [OCTABKM  KPACHbIX
KPOBSHbIX KJIETOK B NEpUdUPHIiHbIE 061aCTU OpraHu3Ma?.
MoBbIWEHHOE  COAepXaHWe  remornobuHa  BbiABNSETCA  NpU
NOJULIMTEMIN, 3PUTPOLNTO3E, AErMApaTaLuu y HOBOPOXKAEHHBIX, Mpu
BPOXAEHHOM  MAM  NpPUOBPETEHHOM  LMaHO3e,  XPOHMYECKUX
3360neBaHuAX Cepaua M nerkux, MOYEYHOM KUCTe M HEKOTOPbIX
3PUTPOMO3TUHMPOM3BOASLLMX OMyXonens4.

KNMHWYECKMI  AMArHo3  [OMKEH  YCTaHaBAMBaTbCs  Ha
MHTErpaLmnmu KIMHUYECKUX U N1abopaTopHbIX AaHHbIX.

KpacHbIX
Hocutenem

BbIABNAKTCA NpuU

OoCHoBe
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HEMOGLOBINA METODA HEMICROM
CU SULFAT LAURIL DE SODIU (SLS)

Numai pentru diagnosticare «in vitro»
Ase pastrala 2-8°C

Cod 3046H3000 3x1000 ml

Avantagele metodei hemicrom(HbChr):

- nu se utilizeazd reagenti extrem de toxici - cianuri, care prezintd un
risc sporit pentru personalul laboratorului, provoacd reactii alergice i
necesitd mdsuri suplimentare de securitate;

- viteza inaltd a reactiei permite de-a folosi aceastd metodd si ca
metodd expres.

Caracteristicile metrologice corespund metodei
(HbCN) care se utilizeazd pe larg pentru
hemoglobineit2.

PRINCIPIUL METODEI

Hemoglobina din probd reactioneazd cu reagentul de transformare,
care contine SLS, formind un complex colorat — hemicrom.
Intensitatea culorii, mdsuratd la 540(x20) nm este proportionald
concentratiei de hemoglobing®2.

hemiglobincianid
determeniarea

COMPONENTA SETULUI

Reagent 3x10 ml
Reagent de transformare, concentrat.
Hemoglobin Standard 2ml

Standard de hemoglobind, concentratia hemoglobinei este indicatd pe
etichetd.

PASTRAREA S1 STABILITATEA REAGENTILOR

Reagentii suntstabili la 2-8°C pind la data indicatd pe etichetd.
Reagentul de lucru p3strarea la 18-25°C.

Péstrarea la 2-8°C este inadmisibild.

Hemoglobin Standard dupd deschidere este stabil la 2-8°C 6 luni,
dar nu mai mult decit termenul de valabilitate a setului.

PROBE
Singe venos sau capilar, colectat in mod obisnuit.
Hemoglobina este stabild la 2-8°C 6 zile.

ECHIPAMENT ADITIONAL

Analizor, spectrofotometru sau fotometru cu filtrul 540(+20) nm.
Dozatoare20 pl i 5,0 ml. Taimer.

Eprubete din sticld, neprelucrate cu Trilon-B.

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 prevadzute
pentru lucrul cu substante toxice.

PREPARAREA REAGENTILOR DE LUCRU

Hemoglobin Standard este gata de utilizare.

Reagentul de lucru:

1. Flaconul cu Reagent se va incdlzi pind la 18-25°C, in cazul aparitiei
precipitatului pe parcursul pastrari, flaconul se va plasa in baia de apd
(50-60°C) fard a se deschide, pind la dizolvarea completd a
precipitatului.

2. Pentru prepararea Reagentului de lucru se va utiliza apa proaspat
distilatd (+18-25°C).

3. Continutul flaconului cu Reagent se va trece cantitativ intr-o
retortd cotatd de 1000 ml, se va adduga apd distilatd pind la semn,
se va amesteca atent evitind formarea spumei.

Reagentul de lucru este stabil la 18-25°C cel mult 6 luni.

METODA DE LUCRU

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

Instalarea zero: dupd apa distilatd

1. Se va plasa in eprubetele marcate:

Standard Proba
Reagent de lucru 2,5ml 2,5ml
Hemoglobin Standard 10 pl -
Proba - 10 pl
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 5 minute la (16-25°C).
3. Se va nota absorbtia (A) Hemoglobin Standard si Probei, la 540

nm contra apei distilate.
Culoarea este stabild cel putin 5 ore.

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

Apr

X Cst = C

Ast St Pr
CONTROLUL CALITA]’II
Probele de control se vor efectua utilizind solutia de hemoglobina
pentru control cu concentratia cunoscutd a hemoglobinei.

VALORI NORMALE
Bérbati 130 - 160 g/I®
Femei 120 - 140 g/

Aceste valori suntorientative. Se recomandd
de referintd in laboratorul dat

stabilirea diapazonului

CARACTERISTICI METROLOGICE
Linearitatea — 30 — 180 g/I.

Sensibilitatea — cel mult 25 g/I.
Coeficientul de variatie — cel mult 2%"2.

Interferente: Rezultate pozitive false se atestd In caz de
hipertrigliceridemie, leicocitoza (numadrul leicocitelor 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.

CARACTERISTICI DIAGNOSTICE

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

Concetratia hemoglobinei in organismul uman depinde de virstd, sex,
efort fizic, starea psihica cit si de prezenta proceselor patologice.
Nivelul scdzut de hemoglobind se atestd in caz de anemie, reducerea
formarii globulelor rogii, pierderi mari de singe 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 eritropoietine®*.

Diagnosticul clinic se va stabili in baza integrarii datelor clinice si de
laborator.
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HEMOGLOBIN
HEMICHROMIC METHOD WITH SODIUM LAURYL SULPHATE

For «in vitro» use only
Store at 2-8°C

Cod 3046H3000 3x1000 ml

ADVANTAGES

- Hb Chr don't use cyanide — highly toxic reagent that can be
dangerous for the health of laboratory personal, can be reason of
allergic reacts and requires additional precautions

- Hb Chr can be used as express-method because of high reaction
speed

- Metrological characteristics of Hb Chr are corresponding to the same
of HbCN method.

PRINCIPLE

Hemoglobin reacts with sodium lauryl sulphate to form a colored
complex - hemichromic.

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

CONTENT AND COMPOSITION

Reagent 3x10 ml
Concentrate (x100) of transforming reagent
Standard 2ml

Hemoglobin. 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.

Hemoglobin Standard is stable at 2-8°C 6 months after opening,
but not more than expiry date.

SAMPLES
Venous or capillary blood collected by standard procedures.
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
540+20 nm. Timer.

Dropper for 20 pl and 5 ml.

Glass test tubes, not processed EDTA.

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

Hemoglobin Standard provided ready to use.

Working Reagent:

1. Bring the vial with Reagent till 18-25°C. If precipitate present —
heat unopened vial up to 50-60°C until precipitate dissolve.

2. For working reagent preparation fresh distilled water must be used.
3. Dilute the contents of the Concentrated Reagent bottle up to
1000 ml with distilled water. Mix thoroughly. Store the diluted reagent
in a brown glass bottle. Stable for 6 months at 18-25°C.

Do not freeze it.

photometer able to read at

PROCEDURE

Assay conditions

Method: end point

Wavelength: 540+20 nm

Temperature: 16-25°C

Blank: distilled water

1. Pipette into labeled test tubes:

Standard Sample

Hemoglobin Standard, pl 10 -
Sample, pl - 10
Working Reagent, ml 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 5 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
5 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: not more than 25 g/I.

30 - 180 g/l.

less than 2%

Results obtained with this reagent did not show systematic differences

when compared with reference reagents. Details of the comparison
experiments are available on request.

Linearity limit:
Coefficient of variation:

Interferences:

Hipertriglicerinemia, leucocytes (leucocytes more than 25x10%1),
presence of HbC or HbS, progressive liver diseases, may falsely
elevate the hemoglobin concentration. 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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