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Chol HDL - PR

XOJNIECTEPUH NBN
MPELIMINTUPYIOLLNIA PEATEHT
ToNbKO ANA AMArHOCTUKK «in vitro»
XpaHutb npu 2-8°C

Kop 3023C5

MPUHUMN METOAA
JINNONpOTENHbI OYeHb HU3KOW MAOTHOCTM W AMMONPOTEMHbLI HW3KOM
nnotHoctn (JIHM) B o6pasue NpeunUnUTUPYOTCS B MPUCYTCTBUM
dochoBonbdpamaTa M MOHOB MarHus. Hapocagok COAEPXMT
NMNONpPOTENHbI BbICOKOM naoTHocTH (JIBIMT).

NIBM xonectepuH B pe3ynbTaTe peakuui,
obpa3yeT OKpalleHHbI KOMMNEKC:

Xonecteput aup + H,O0  XonecTepuH sctepasa

5Mn

OMUCaHHbIX HUXe,

Xorecteput -+ KpHble K0T

5
XonecrepuH + /,0; + H,0 XonectepuH okanaasa XonecteH + H,0,
_ ZONECTepVH Oknpasa

2H,0 + 4-AMUHORHTUNVPYH + GeHon Mepokanaasa KpacHblit xuHon + 4H,0
A6copbuus, nsmepeHHas npu anuHe BonHbl 505 (500-550) nm,
NpoMOpLMOHabHa KOHLEHTpaLum xonectepura HDLY2,

COCTAB HABOPA

HDL-PR Reagent 5ml

doctop Bonbdpamat 14 mmol/I
Marnua xnopug 2 mmol/|
Cholesterol Standard 5ml

BoaHbIl pacTBop. XonectepuH 50 mg/dl.

XPAHEHWE N CTABUJIbHOCTb PEATEHTOB

HDL-PR Reagent u Cholesterol Standard npu 2-8°C ctabunbHbl
[0 CPOKa, YKa3aHHOro Ha 3TUKETKe.

MpU3HaKK NOPYMN: NPUCYTCTBUE B3BECH, MYTHOCTb.

OBPA3Lbl ANA UCCNEAOBAHUSA

CbIBOpOTKa (Nna3ma).

JIBM xonectepuH ctabunex npu 2-8°C 7 aHen.

B KayecTBe aHTMKOAryNnsiHTOB  peKOMeHAyeTcs
renapvH, SATA, okcanaTbl U GTOPUAbI.

MCnonb30BaTb

PE®EPEHTHbIE BEJINMWUHbI
PekoMeHAYyOTCS  cnedylolme  nNpedenbHble  Mokasatenu  Ans
NaLMEHTOB C BbICOKOI CTEMeHbI0 pUcka KOpoHapHbIX 3abonesanmir.

HDL Chol:  [lo 35 mg/dl = 0,91 mmol/l — BbICOKMHA.
Bbiwe 60 mg/dl = 1,56 mmol/l — HU3KWiA.
LDL Chol: o 150 mg/dl = 3,88 mmol/l — norpaHuyHbIi.

Bbiwe 190 mg/dl = 4,92 mmol/l — NOBbIWEHHbIIA.
MNpuBeaeHHble pedepeHTHbIE BENNYNHBI OPUEHTUPOBOYHBI.

AOMOJIHUTENbHOE OBOPYJOBAHWUE WU PEATEHTbI

BoasiHoit Tepmoctat 37°C. HacTonbHas ueHTpudyra.

AHanwusatop, cnektpodoTomMeTp, GoToMeTp ¢ GpuabTpoM 500-550 nm.
[Lo3atopbl Ha 20 pl, 50 pl, 500 pl 1 1,0 ml. Taiimep.

Chol-DAC.Lq (koabl 3017C200, 3017C500, 3017C1000).

MEPbI NPEAOCTOPOXHOCTU

Habop npeaHa3HayeH TONbKO AN AMArHOCTUKM in vitro.

O6pasubl aHanW30B NaLUWMEHTOB [AOSXHLI PaccMaTpuBaTbCsl  Kak
NOTeHLWanbHO onacHble U 06pabaTbiBaThCs Kak UHGbEKLIMOHHbIE.

MPUTOTOBNTEHUE PABOYUX PEATEHTOB
PeareHTbl rOTOBbI K UCMO/b30BaHMIO.

KOHTPOJIb KAYECTBA

[na  KOHTPONS X043  peakuMu W npoueaypbl  M3MepeHus
pEeKOMeHAyeTCs WUCMoNb30BaTh HOPMasbHble UM  MaToforuyeckue
KOHTPOJ/IbHbIE CbIBOPOTKM

Kaxpass ~ nabopatopusi — AOMKHA  YCTAHOBUTb  COGCTBEHHYHO

BHYTPEHHIOI0 CUCTEMY KOHTPONS Ka4yecTBa.

NMPOLEAYPA ONPERENEHUA

MeToa: KOHeYHas Touka
[invHa BONHbI: 505 (500-550) nm
Temnepatypa: 16-25°C/37°C
BnaHk: no peareHTy

A. Mpeuunutaumsa
1. loBeaunTe TemnepaTypy HDL-PR Reagent 40 KOMHATHON 16-
25°C.
2. NoMecTuTe B MapKMpoBaHHble NPoBUPKM:
O6pasey 0,5 ml
HDL-PR Reagent 50 pl
3. Copepxumoe NpobMpoK TLATENbHO CMelaiiTe U WHKYbupyiTe
10 MUHYT NpU KOMHaTHOI TeMnepatype (16-25°C).
4. UenTpudyrupyite npu 4000 06/MUH B TeueHne 20 MUHYT.
5. AKKypaTHO cobepuTe HafoCcaaok.
B Konopumerpus
6. [oseaute TemnepaTypy Reagent Habopa Chol-DAC.Lq o
KOMHaTHoI# (16-25)°C.
7. No6aBbTe NUNETKOW B MapKkMpoBaHHble NPO6UPKU:

BnaHk CraHgapt O6pasey
Reagent Chol-DAC.Lqg 1,0 ml 1,0 ml 1,0 ml
Cholesterol Standard - 20 pl -
Hapocapok o6pa3sua - - 20 pl

8. CoaepxuMmoe NpobUpOK TLATENbHO CMelaiiTe U WHKYbupyiTe
10 MUHYT npu 16-25°C nan 5 MuHYT npm 37°C.

9. Yutute Abcopbumio (A) Cholesterol Standard u O6pasua, npu
AnnHe BoAHbI 505 (500-550) nm npoTus BnaHka.

Okpacka cTabunbHa He MeHee 60 MUHYT.

BbIYUCNTEHNA
KoHueHTpaums xonectepuHa HDL (Co) B 06paslie BbluMCASeTCs no
cnepywoueit obwei dopmyne:
(Ao /Ast ) X Cst =Co
mg/dl x 0,0258 = mmol/I
Bbluncnenue copepxanus LDL Cholesterol no dopmyne:
LDL Chol = Total Chol — Triglycerides : 5 — HDL Chol

METPOJIOTMYECKNE XAPAKTEPUCTUKU

Mpepen yysctBuTenbHocTn: 0,3 mg/dl = 0,078 mmol/I.
Mpepen nuHeitHocTU: 275 mg/dl = 7,15 mmol/I.
MoBTOpAeMocCTb (B Npefenax nepnoaa):

CpefHss KOHLEHTpaLums Ccv* n*
30 mg/dl = 0,78 mmol/I 3,3% 20
55 mg/dl = 1,42 mmol/I 2,0 % 20
BocnpousBoaUMOCTb (OT nepuoja K nepuoay):
CpefHss KOHLEHTpaLums Ccv* n*
30 mg/dl = 0,78 mmol/I 4,2 % 25
55 mg/dl = 1,42 mmol/I 3,2 % 25

* CV—K03PULMEHT BapuaLmm; N—KonM4ecTBo onpeaeneHuil.
YyscTBUTENbHOCTb: 24 MA x dI/mg = 927 mA x |/mmol
WHTepdepeHuus: nunemus (Tpuramuepuabl go 10 g/l) He BnauseT
Ha pesynbTaT onpepeneHus. FemornobuH  Bbllwe 5 g/l, 6uAnpy6uH
Bblwe 10 mg/dl, a TakXxe HeKoTopble [pyrue JfeKapCTBEHHbIE
npenapatbl M Cy6CTaHUMWM  MOTYyT  B/AMATb  Ha  pesynbTaTt
onpeaenexns®.

[laHHble MeTpoNorMyeckue XapakTepUCTUKM 6blIM MONyYeHbl Ha
aHanusatope. PesynbTaTbl MOryT BapbWpoBaTb B 3aBUCUMOCTM OT
1Cnonb3yeMoro 060py/J0BaHUs MW NPOLEAYPbI ONpeaeneHus.

ANATHOCTUYECKWUE XAPAKTEPUCTUKN

HDL urpaer BaxHylo ponb Npu yAaneHun xonectepuHa U3 TkaHeii u
nepeHoce ero B NeyeHb B BUAE KEeNUHbIX KUCOT.

TMoHMXeHHoe coaepkaHne HDL-xonectepuHa B nnasMe NpuBOAUT K
aTepockneposy — OCHOBHOW npuuMHe WHdapkTa Muokapaa M
MHCYNbTOB*S,

CyluecTByeT HeCKONbKO MPUYMH, MPUBOAALLMX K TMOHMXKEHHOMY

YPOBHIO HDL-xonectepuHa: ocTpble nnm XpOHUueckue
renatouennonspHbie  3abonesBaHusi, BHYTPUBEHHOE  ruUnepanm-
MEHTaLuusi, HapyleHus nuTaHus, AMa6eT, XpoHuueckas aHemus,
MuenonponbepaTMBHbIe  paccTpoiicTBa,  6onesHb  TaHXbe,

aHandanunonpoTeMHEMMS, HEKOTOPLIE NIEKApCTBa U KypeHune*S.
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Chol HDL - PR

COLESTEROL HDL
PRECIPITARE REAGENT
Numai pentru diagnosticare «in vitro»
Ase pastrala 2-8°C

Cod 3023C5 5ml

PRINCIPIUL METODEI

Lipoproteinele de densitate extrem de joasa (VLDL) si lipoproteinele
de densitate joasd (LDL) din probd se precipitd in prezenta
volframatului de fosfor i ionilor de magneziu. Supernatantul contine
lipoproteine de densitate inaltd (HDL). HDL cholesterol in rezultatul
reactiilor descrise mai jos, formeaza un complex colorat:

Eter de colesterol + H,0 Colesterol esterazg“ Colesterol +Adzi gragi

Colesterol + /20, + H,0 Colesterol oxidazd ~ Colesten + H,0,
et
2H,0, + 4-Amincantipiind + Fenol  Peroxidaza Chinol rogu+ 4H,0
_—>

Intensitatea culorii, masuratd la 505 (500-550) nm, este direct
proportionald concentratiei HDL colesterol.

COMPONENTA SETULUI

HDL-PR Reagent 5ml

Volframat de fosfor 14 mmol/I
Clorurd de magneziu 2 mmol/l
Cholesterol Standard 5ml

Colesterol 50 mg/dl.

PASTRAREA S1 STABILITATEA REAGENTILOR

HDL-PR Reagent si Cholesterol Standard suntstabili la 2-8°C
pind la data indicata pe eticheta.

Semne de deteriorare: prezenta particulelor materiale, turbiditate.

PROBE

Ser (plasma).

HDL colesterol este stabil la 2-8°C 7 zile. Tn calitate de
anticoagulanti se vor folosi heparina, Trilon-B, oxalati si fluoruri.

VALORI DE REFERIN]’;\
Concentratia HDL variaza in dependentd de sex §i virsta.
Se recomandd urmdtoarele valori pentru determinarea riscului
bolilor aterocoronariene:
HDL Chol Pind la 35 mg/dl = 0,91 mmol/I® — risc inalt
Peste 60 mg/dl = 1,56 mmol/l - risc redus.
LDL Chol Pind la 150 mg/dl = 3,88 mmol/I* — risc inalt
Peste 190 mg/dl = 4,92 mmol/Il - risc redus .
Aceste valori suntorientative.

ECHIPAMENT ADITIONAL

Termostat de ap3d 37°C. Centrifugd de masa.

Analizor, spectrofotometru, fotometru cu filtrul 505 (500-550) nm.
Dozatoare 20 pl, 50 ul, 500 pl i 1,0 ml. Taimer.

Chol-DAC.Lq (code 3017C200, 3017C500, 3017C1000).

PRECAUTII

Setul este destinat numai pentru diagnosticare in vitro.

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

PREPARAREA REAGENTILOR DE LUCRU
Reagentii suntgata de utilizare.

CONTROLUL CALITATII

Pentru controlul mersului reactiei si a procedurii de mdsurare se
recomanda de folosit Seruri pentru control nivelul I gi I1.

Se recomandd stabilirea sistemului intern de control in laboratorul
dat.

MOD DE LUCRU

Metoda: punct final
Lungimea de unda: 505 (500-550) nm
Temperatura: 16-25°C/37°C

Instalarea zero: dupa reagent

Precipitare
1. Reagentul se va incdlzi pind la temperatura 16-25°C.
2. Se va pipeta in eprubetele marcate:
Proba 0,5 ml
HDL-PR Reagent 50 pl
3. Se va amesteca bine si se va incuba 10 minute la temperatura
camerei (16-25°C).
4. Se va centrifuga la 4000 tur/min 20 minute.
5. Se va colecta supernatantul cu acuratete.
Colorimetria
6. Reagentul din setul Chol-DAC.Lq se va incdlzi pind la
temperatura (16-25°C).
7. Se va pipeta in eprubetele marcate:

Blanc Standard Proba
Reagent Chol-DAC.Lq 1,0 ml 1,0 ml 1,0 ml
Cholesterol Standard - 20 pl -
Supernatantul probei - - 20 pl

8. Se va amesteca bine, se va incuba 30 minute la temperatura
camerei (16-25°C) sau 10 minute la 37°C.

9. Se va nota absorbtia (A) Cholesterol Standard si Probei, la
505 (500-550) nm contra Blanc.

Culoarea este stabild cel putin 30 minute.

CALCUL
Concentratia colesterolului HDL (Cp,) in probd se va calcula utilizind
formula:
(Ao /Ast ) x Cst = Cpr
mg/dl x 0,0258 = mmol/I
Concentratia colesterolului LDL in probd se va calcula utilizind
formula:
LDL Chol = Total Chol — Triglycerides : 5 — HDL Chol

CARACTERISTICI METROLOGICE

Limita sensibilitatii: 0,3 mg/dl = 0,078 mmol/I.
Limita linearitatii: 275 mg/dl = 7,15 mmol/I.
Reproductibilitatea in limitele perioadei:

Concentratia medie Cv* n*
30 mg/dl = 0,78 mmol/I 3,3% 20
55 mg/dl = 1,42 mmol/I 2,0 % 20

Reproductibilitatea de la perioadd la perioada:

Concentratia medie Cv* n*
30 mg/dl = 0,78 mmol/I 4,2 % 25
55 mg/dl = 1,42 mmol/I 3,2 % 25

* CV—coeficeintul de variatie; n—numdrul de determindri.
Sensibilitatea: 24 mA x dI/mg = 927 mA x I/mmol

Interferente: lipemia (trigliceride pind la 10 g/I) nu influenteaza
rezultatul. Hemoglobina peste 5 g¢/I, bilirubina peste 10 mg/dl, pot
influenta rezultatul. Se va tine cont de posibila interferentd
medicamentoasd cat si de interferenta altor substante .
Carcteristicile metrologice date au fost obtinute folosind analizorul.
Rezultatele pot varia in dependentd de echipamentul utilizat sau
procedura de determinare.

CARACTERISTICI DIAGNOSTICE

HDL mentine un rol important in eliminarea colesterolului din
tesuturi si transportul lui in ficat in formd de acizi biliari.

Nivelul scdzut de HDL-colesterol in plasma conduce la aterosclerozd
— cauza de basd a infarctului cardiac si ictusurilor*S.

Nivelul scdzut a HDL - colesterol este cauzat de: boli
hepatocelulare, acute sau cronice, hiperalimetare intravenoasd,
deregldri in alimentare, diabet, anemie cronicd, dereglari
mieloproliferative, boala Tangier, analfalipoproteinemia, un sir de
medicamente si fumatul*>.
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CHOLESTEROL HDL
PRECIPITATING REAGENT
For «in vitro» use only

Store at 2 - 8°C

Cod 3023C5 5ml

PRINCIPLE

Very low density lipoproteins (VLDL) and low density lipoproteins
(LDL) in the sample precipitate with phosphotungstate and
magnesium ions. The supernatant contains high density lipoproteins
(HDL). The HDL cholesterol is spectrophotometrically measured by
means of the coupled reactions described below.

Cholesterol esters + H,0 —Choksterase o colesterol + Fatty acid

Choloxidase

———""2> % Cholesterone + H,0,

2H,0,+4-Aminoantipyrine+Phenol m} Quinoneimi+4H,0

Cholesterol +1/2 O, + H,0

CONTENTS AND COMPOSITION

HDL-PR Reagent 5ml
Phosphotungstate 14 mmol/|
Magnesium chloride 2 mmol/I
Cholesterol Standard 5mil

Concentration cholesterol is 50 mg/dl.

STORAGE AND STABILITY OF REAGENTS

HDL-PR Reagent and Cholesterol Standard at 2-8C° are stable
until the expiry date shown on the label.

Indications of deterioration:

Presence of particulate material, turbidity.

SAMPLES

Serum or plasma collected by standard procedures.

HDL cholesterol in serum is stable for 7 days at 2-8°C.

Heparin, EDTA, oxalate and fluoride may be used as anticoagulants.

REFERENCE VALUES

HDL cholesterol concentrations vary considerably with age and sex.
The following cut-off point has been recommended for identifying
individuals at high risk of coronary artery disease.

HDL Chol:

Up to 35 mg/dl = 0,91 mmol/I High risk

> 60 mg/dl = > 1,56 mmol/I Low risk
LDL Chol:

Up to 150 mg/dl = 3,88 mmol/| High risk

> 190 mg/dl = > 4,92 mmol/| Low risk

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

ADDITIONAL EQUIPMENT

Thermostatic water bath at 37°C. Desktop centrifuge. Analyzer,
spectrophotometer or photometer able to read at 500-550 nm.
Doser at 20 pl, 50 pl, 500 pl and 1,0 ml. Taimer.

Chol-DAC.Lqg (Code 3017C200, 3017C500, 3017C1000).

REAGENT PREPARATION
Reagents are provided ready to use.

PRECAUTION

The kit is only for in vitro use.

However, all the compounds based on human serum and patient
serum specimens must be handled as potentially dangerous and
treated as infectious.

PROCEDURE

Assay conditions

Method: end point
Wavelength : 505 (500-550) nm
Temperature : 16-25/37°C
Blank: against reagent

A. Precipitation
1. Pipette into labeled test tubes:
Sample, ml 0,5
HDL-PR Reagent, pl 50
2. Mix thoroughly and incubate the tubes for 10 minutes at room
temperature (15-25°C).
3. Centrifuge at 4000 rpm. for 10 minutes.
4. Carefully collect the supernatant.
B. Colorimetry
1. Bring the Reagent (Chol-DAC.Lq) to room temperature.
2. Pipette into labelled test tubes:

Blank Standard Sample
Reagent Chol-DAC.Lqg 1,0 ml 1,0 ml 1,0 ml
Cholesterol Standard - 20 pl -
Sample supernatant - - 20 pl

3. Mix thoroughly and incubate the tubes for 10 minutes at room
temperature (16-25°C) or for 5 minutes at 37°C.

4. Measure the absorbance (A) of the Standard and the Sample at
505 (500-550) nm against the Blank.

The colour is stable for at least 30 minutes.

CALCULATIONS
The HDL cholesterol concentration in the sample is calculated using
the following general formula:
(Ao /Ast ) X Cst =Co
mg/dl x 0,0258 = mmol/I
The LDL cholesterol concentration in the sample is calculated using
the following general formula:
LDL Chol = Total Chol — Triglycerides : 5 — HDL Chol

QUALITY CONTROL

It is recommended to use the Control Serum level | and Control
Serum level Il 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.

METROLOGICAL CHARACTERISTICS
Detection limit: 0.30 mg/dl = 0.078 mmol/I.
Linearity limit: 275 mg/dl = 7,15 mmol/I.
Repeatability (within run):

Mean Concentration cv n
30 mg/dl = 0,78 mmol/I 3,3% 20
55 mg/dl = 1,42 mmol/I 2,0% 20
Reproducibility (run to run):

Mean Concentration cv n
30 mg/dl = 0,78 mmol/I 3,9% 20
55 mg/dl = 1,42 mmol/I 4,7 % 20

Sensitivity: 24 mA x dI/mg = 927 mA x I/mmol

Interferences: Lipemia (triglycerides 10 g/lI) does not interfere.
Bilirubin (10 mg/dl) and hemoglobin (5 g/lI) may interfere. Other
drugs and substances may interfere.

These metrological characteristics have been obtained using an
analyzer. Results may vary if a different instrument or a manual
procedure are used.

DIAGNOSTIC CHARACTERISTICS

HDL play an import part in the removal of cholesterol from tissue
and its transportation to the liver for removal as bile acids.
Decreased plasma HDL-cholesterol concentration are positively
correlated with the incidence of atherosclerosic diseases, basis of
myocardial infarction and cerebrovascular accidents.

There are several disease states or environmental influences
associated with reduced levels of HDL: acute or chronic
hepatocellular diseases, intravenous hyperalimentation disorders,
Tangier disease, analphalipoproteinemia, acute stress, some drugs
and smoking.
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