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Chol HDL-Direct.Lq

XONECTEPWH HDL NPAMOI ®EPMEHTATUBHO-®OTOMETPUYECKMIA
METOA NOJIUMEP/AETEPFEHT
ToNbKO ANS AMArHOCTUKK «in vitro»
XpaHutb npu 2-8°C

Kop 3020C80 80 ml

CoBMeCTHOe [eiicTBME MOJAWUMEPOB U  AETEPreHToB pacTBOpsieT
XONeCTepUH M3 NUMONPOTEMHOB BbLICOKOW nnoTHocTM (HDL), a
XONeCTepUH W3 JIMMONPOTEMHOB  HU3KOK  MaoTHocTM  (LDL),
SIMNONPOTENHOB OYeHb HU3KOW NAOTHOCTM (VLDL) U XMIOMUKPOHOB
OCTaloTCS HEPaCTBOPUMbIMY.

XonectepuH HDL, NOCPeACTBOM peakuMil, OMUCaHHbIX HUXe,
obpa3yeT oKpalleHHblt komnnekc. Abcopbuus, u3MepeHHas npu
A/MHe  BOMHBI  600-700 nm, NpoONopuUMOHanbHa KOHLEHTpaumn
xonecrepuHa HDL 1.

3c¢upsl xonectepuHa + H.0

XOH.BCI'EQBB% XonecrepuH + XUpHble

KNCNOTbI

X0n.0KCuaasa

XonectepuH + % 0 + H,0 ——————> XonecteHoH + H,0

éngOrrzﬂf 4-AMMHOIHTUTMPYH + __MePOKCMAAZA  yyomeitmun +4H;0
COCTAB HABOPA

Reagent A 60ml pH7,0
GOOD 6ydep

XonectepuH okcupasa >1U/ml
DSBmT 1 mmol/I
Reagent B 20ml  pH7,0
GOOD 6ydep

XonectepuH 3cTepasa >1,5U/ml
4-aMUHOAHTUNUPUH 1 mmol/I
AckopbaTtokcugasa > 3,0 KU/ml
[eTeprent 2%
Mepokcnpaasa > 1,3 U/ml

Calibrator HDL/LDL
CblBOpPOTKa NMOGUAN3NPOBAHHAS.
HDL/LDL yka3aHa Ha ynakoBke

KoHueHTpaumus xonectepuHa

XPAHEHWE N CTABUJIbHOCTb PEATEHTOB

PeareHTbl Npu 2-8°C cTabunbHbl 4O CPOKA, YKA3aHHOIO Ha STUKETKE.
MpU3HaK1M HENPUFOAHOCTH: NPUCYTCTBUE B3BECU, MYTHOCTb.
Pa6ouni Calibrator HDL/LDL npu 2-8°C crabuneH 2 Hepenu,
3aMOPOXEHHBI nopumsiMu npu MuHyc 20°C cTabuneH 3 Mecsua.

OBPA3Lbl ANA UCCNEAOBAHUSA

CbiBOpoTKa. XonectepuH HDL B o6pasuax npu 2-8°C crabuneH
7 [Heil. PeareHTbl, cojepxaluMe LMUTpaT, He peKOMeHAyeTcs
CNOMb30BaTh B Ka4ECTBE aHTUKOAryNsHTOB.

PE®EPEHTHbIE BEJIMNMUHDI
KoHueHTpauun xonectepuHa HDL MeHsieTcs C BO3pacTOM W MOJIOM.
[N OUEHKM puUCKa NOpaXeHWsi KOPOHApHbIX apTepui MpPUHATHI
CNeAyIoLmMe NPefenbHbIE 3HaUeHsI2:
0 35 mg/dl = 0,91 mmol/I
Bbiwe 60 mg/dl = 1,56 mmol/|
[laHHble BEMYMHBI OPUEHTUPOBOYHDI.

AOMOJIHUTENbHOE OBOPYJOBAHUE

AHanusatop, CnekTpoOTOMETP UAU TepMocTaTUpyloLWwKii (hoToMeTp
37°C ¢ h1UNLTPOM OCHOBHOM ANMHbI BOMHbLI — 600-700 nm.

[o3aTopbl Ha 3, 300, 100 pl. Taiimep.

MEPbI MPEAOCTOPOXHOCTU

Habop npeaHa3HayeH TONbKO A8 AMArHOCTUKM in vitro.

O6pa3subl NaLMeHTOB AOMKHbI PacCMaTpUBATLCS Kak MOTEHUManbHO
onacHble 1 06pabaTbiBaTbCA Kak MHMEKLMOHHbIE.

Bbicokuit
Huskunit

NPUTOTOBJIEHUE PABOYEIO PEATEHTA

Reagent A n Reagent B rotoBbl K MICNONb30BaHMIO.
Pa6ouuit Calibrator HDL/LDL:

Bo ¢nakoH ¢ Calibrator HDL/LDL npuauts 1,0 ml
AMCTUNNNPOBAHHOM BOAbI, PacCTBOPUTL NPU NepeMeLLnBaHum.

NMPOLEAYPA ONPERENEHNA

Metoa: KOHeuHasl Touka
[nuHa BOMHbI: 600-700 nm
Temnepatypa: 37°C

1. [loBeauTe TeMmnepaTypy peareHToB, o6pasuoB W doTomeTpa A0
TeMmnepaTypbl peakuuu (37°C).
2. BHecuTe NUNETKoOM B KioBETY:

BnaHk Calibrator O6pa3sey
Reagent A 900 ul 900 pul 900 pl
Calibrator HDL/LDL - 9ul -
O6pasey - - 9ul

3. TwaTenbHo NepemeluaiiTe u UHKy6upyete 5 MUHYT npu 37°C.
4. Yytute abcopbumio obpasua v kanubpatopa (Ar).
5. BHecuTe NMNeTKoi B KIOBETY:
BnaHk Calibrator O6pa3sey
Reagent B 300 ul 300 ul 300 pl
6. TwaTenbHO NepeMeLanTe n UHKybupyete 5 MUHYT npu 37°C.
7. Yutute abcopbumio obpasua u kanubpaTopa (Az) npotue BnaHk
npu 600-700 nm.
8. Bbluncaute pasHuuy Mexay abcopbumsamu
AA,=(Az-A1), 1 Calibrator - AAc= (Az-A1)c.

O6pasua -

BbIYNCIIEHUA

KoHueHTpauns xonectepuHa HDL (C,) B 06pasue BbluMCAsSETC MO

cneaywleit obwei dopmyne:
AA, -
A x Cc = Co

®akTop nepecyera: mg/dl x 0,0259 = mmol/I

KOHTPOJIb KAYECTBA

[Ona  KOHTPONS X043  peakuMu W npoueaypbl  M3MepeHus
pEeKOMeHAyeTCs WUCMoNb30BaTh HOPMasbHble UM  MaToforuyeckue
KOHTPO/IbHbIE CbIBOPOTKM. Kaxzaas nabopatopus A0NKHA YCTAHOBUTb
COBCTBEHHYI0 BHYTPEHHIOI0 CUCTEMY KOHTPONS KayecTsa.

METPOJIOTMYECKNE XAPAKTEPUCTUKN

Mpepen yysctBuTenbHOCTH: 2,5 mg/dl = 0,065 mmol/I.
Mpepen nuHeitHocTM: 200 mg/dl = 5,18 mmol/I.
BocnpousBoAMMOCTb B Npefenax Nepuoaa:

CpeaHsAs KOHLEeHTpaLms Ccv* n*

32,9 mg/dl = 0,85 mmol/l 0,8 % 20

50,6 mg/dl = 1,31 mmol/I 0,5 % 20
BocnponsBoAMMOCTb OT Nepuoaa K Nepuoay:

CpeaHsAs KOHLEeHTpaLms Ccv* n*

32,8 mg/dl = 0,85mmol/I 1,3 % 40

50,0 mg/dl = 1,30mmol/I 1,5 % 40

* CV — KO3 dULUNEHT BapuaLumn; n — KONMYECTBO ONpeaeneHuil.
WHTepdepeHuusa: remornobux fo 10 g/l, nunemus (Tpuravuepuabl
o 18 g/l) u 6unupybuH o 60 mg/dl He BAMSIOT Ha pe3ynbraT
onpeaeneHuns. HekoTopble neKapcTBEHHbIE NpenapaThl MOryT BAUSITH
Ha xof4 peakunu®.

[laHHble MEeTpoNorMyeckue XapakTepUCTUKM 6blIM MONyYeHbl Ha
aHanusatope. PesynbTaTbl MOryT BapbWpoBaTb B 3aBUCUMOCTM OT
1cnonb3yeMoro 060py/0BaHUs MW NPOLEAYPbI ONpeaeneHus.

ANATHOCTUYECKUE XAPAKTEPUCTUKN

HDL urpaert BaxHy'o poab Npu yAaneHUM XONecTepuHa u3 TKaHen u
nepeHoce ero B neyeHb B BUAE XKENUYHBIX KUCTIOT.

MoHWXeHHoe copepxaHue HDL-xonectepuHa B niasme NpUBOAUT K
aTepockneposy — OCHOBHOW MpuuMHe WHbapKkTa Muokapaa v
MHCYNbTOB*S.  CyllecTBYET HECKOSbKO MPUYMH, MPUBOASIUMX K
NOHWXEHHOMY YpOBHIO HDL-X0MeCTepuHa: OCTpPblE UM XPOHUYECKUE

renatouennionspHble  3abonesBaHusi, BHYTPUBEHHOE  ruUnepanm-
MEHTaLuusl, HapyleHus nuTaHus, AMa6eT, XpoHuueckas aHemus,
MuenonpondepaTMBHbie  paccTpoiicTBa,  6onesHb  TaHXbe,

aHandaaMnonpoTeMHEMHUS, HEKOTOPLIE NIEKApCTBa U KypeHue*S.
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Chol HDL-Direct.Lq

COLESTEROL HDL
FERMENTATIV-FOTOMETRIC. POLIMER-DETERGENT
Numai pentru diagnosticare «in vitro»
Ase pastrala 2-8°C
Cod 3020C80 80 ml

PRINCIPIUL METODEI

Actiunea  polimerilor si  detergentilor provoacd dizolvarea
colesterolului din  lipoproteine de densitate inaltd (HDL), iar
colesterolul din lipoproteinele de densitate joasd (LDL),

lipoproteinele de densitatea extrem de joasa (VLDL) si chilomicronii
ramin nedizolvati.

Colesterolul HDL, conform reactiilor descrise mai jos, formeazd un
complex colorat. Absorbtia, mdsuratd la 600(x20) nm, este
proportionald concentratiei de colesterol HDL *.

colesteraza 3

Colesterol + %2 02 + H,0 M} Colestenon + H,0,

2H,0, + 4-Aminoantipirind + _peroxidaza .
DSBmMT

Eteri de colesterol + H,0 Colesterol +acizi grasi

Chinoneimin +4H,0

COMPONENTA SETULUI

Reagent A 60 ml pH 7,0
Tampon GOOD

Colesterol oxidaza >1U/ml
DSBmT 1 mmol/I
Reagent B 20 ml pH 7,0
Tampon GOOD

Colesterin esteraza >1,5U/ml
4-aminoantipirind 1 mmol/I
Ascorbatoxidaza > 3,0 KU/ml
Detergent 2%
Peroxidaza >1U/ml

Calibrator HDL/LDL
Ser. Concentratia colesterolului HDL/LDL este indicata pe etichetd

PASTRAREA S1 STABILITATEA REAGENTILOR

Reagentii suntstabili la 2-8°C pind la data indicatd pe etichetd.
Semne de deteriorare: prezenta particulelor materiale, turbiditate.
Calibratorul HDL/LDL este stabil la 2-8°C 2 s3ptdmana, congelat
in portii la minus 18°C este stabil 3 luni.

PROBE
Ser. Colesterolul HDL in probe este stabil la 2-8°C 7 zile.
Tn calitate de anticoagulat se va utiliza citrat.

VALORI DE REFERIN]’;\
Concentratia colesteroluluii HDL se schimbd in dependenta de virsta
Si sex.
Valorile date mai jos au fost stabilite in scopul evaludrii riscului
bolilor aterocoronariene?:
Pind la 35 mg/dl = 0,91 mmol/I
Peste 60 mg/dl = 1,56 mmol/I
Aceste valori suntorientative.

Risc nalt
Risc redus

ECHIPAMENT ADITIONAL

Analizor, spectrofotometru sau fotometru cu termostat
filtrul: lungimea de unda de bazd — 600 — 700 nm.
Dozatoare 3, 300, 100 pl. Taimer.

37°C cu

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

Reagentul A si Reagentul B suntgata de utilizare.

Calibrator de lucru HDL/LDL:

Se va pipeta in flaconul cu Calibrator HDL/LDL 1,0 ml apa
distilata. Se va dizolva amesecind continuu.

METODA DE LUCRU

Metoda: punct final
Lungimea de unda: 600 - 700 nm
Temperatura: 37°C

1. Reagentii, probele si fotometrul se vor incalzi pind la temperatura
reactiei (37°C).
2. Se va pipeta in cuva:

Blanc Calibrator Probd
Reagent A 900 ul 900 ul 900 pl
Calibrator HDL/LDL - 9ul -
Probd - - o
3. Se va amesteca si se va incuba 5 minte la 37°C.
4. Se va nota absorbtia probei si calibrator (A;).
5. Tn cuvd se va adduga:
Blanc Calibrator Probd
Reagent B 300 ul 300 ul 300 pl

6. Se va amesteca si se va incuba 5 minte la 37°C.

7. Se va nota absorbtia probei si calibrator (A;) contra Blanc.

8. Se va calcula diferenta intre absorbtile Probei -
AAp, = (Az-Ay)p, §i Calibratorului - AAc= (Az-Aj)c.

CALCUL
Concentratia colesterolului HDL (Cp,) in probd se va calcula utilizind
formula:
AA, _
AA x Cc = Co

Factorul de recalculare: mg/dl x 0,0259 = mmol/I

CONTROLUL CALIT;\]'II

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

Se recomandd stabilirea sistemului intern de control in laboratorul
dat.

CATRACTERISTICI METROLOGICE

Limita sensibilitatii: 2,5 mg/dl = 0,065 mmol/I.
Limita linearitatii: 200 mg/dl = 5,18 mmol/I.
Reproductibilitatea in limitele perioadei:

Concentratia medie CvV* n*
32,9 mg/dl = 0,85mmol/I 0,8 % 20
50,6 mg/dl = 1,31mmol/I 0,5 % 20
Reproductibilitatea de la perioadd la perioada:
Concentratia medie Cv* n*
32,8 mg/dl = 0,85 mmol/| 1,3 % 40
50,0 mg/dl = 1,30 mmol/I 1,5 % 40

* CV — coeficientul; n —numarul de determinari.

Interferente: Hemoglobina pind la 10 g/I, lipemia (trigliceridele
pind la 18 g/l) si bilirubina pind la 60 mg/dl nu influenteazd
rezultatul. Se va tine cont de posibila interferentd medicamentoasd
cit si de interferenta altor substante*:S.

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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Chol HDL — Direct.Lq

CHOLESTEROL HDL DIRECT DETERGENT
For «in vitro» use only
Store at 2 - 8°C

Cod 3020C80 80 ml
PRINCIPLE
The cholesterol from low density lipoproteins (LDL), very low density
lipoproteins (VLDL) and chylomicrons, is broken down by the
cholesterol oxidase in an enzymatic accelerated non-color forming
reaction.
The HDL cholesterol is the spectrophotometrically measured

600(+20) nm by means of the coupled reactions described below.
Cholesterol esters + H,0 Chol. esterase Cholesterol + Fatty acid

Cholesterol + ,0,+H,0  Chololesterol oxidase Cholestenone + H;0,
—_—

2H,0,+ 4-Aminoantipyrine + DSBmT —Phenol 3 Quinoneimine + 4H,0

CONTENTS AND COMPOSITION

Reagent A 60 ml pH 7,0
Good's buffer

Cholesterin oxidase >1U/ml
DSBmT 1 mmol/I
Reagent B 20 ml pH 7,0
Good's buffer

Cholesterol esterase >1,5U/ml
4-aminoantipyrine 1 mmol/I
Ascorbate oxidase >3,0KU/ml
Detergent 2%
Peroxidase >1U/ml

Calibrator HDL/LDL
Serum. Concentration is given on the label.

STORAGE AND STABILITY OF REAGENTS

Reagents are stable at 2-8°C until the expiry date shown on the
label. Indications of deterioration: Presence of particulate
material, turbidity.

Working Calibrator HDL/LDL is stable for 2 week at 2-8°C or for
3 months at -18 °C when frozen in aliquots.

SAMPLES

Serum (plasma).

Cholesterol HDL in serum or plasma is stable for 7 days at 2-8°C.
Blood anticoagulants with citrat are not acceptable.

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.

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

> 60 mg/dl = > 1,56 mmol/I Low risk
These ranges are given for orientation only; each laboratory should
establish its own reference ranges.

ADDITIONAL EQUIPMENT

Analyzer, spectrophotometer or photometer with cell
thermostatable at 37°C able to read at 600-700 nm.

Doser at 3, 100, 300 pl. Taimer.

holder

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.

REAGENT PREPARATION

Reagent A and Reagent B is provided ready to use.

Working Calibrator HDL/LDL: reconstitute with 1,0 ml of distilled
water.

PROCEDURE

Assay conditions

Method: end point
Wavelength : 600 - 700 nm
Temperature : 37°C

1. Bring the Reagents and the photometer at temperature 37°C.
2. Pipette into labeled test tubes:

Blanc Calibrator Sample
Reagent A 900 ul 900 ul 900 pl
Calibrator HDL/LDL - 9ul -
Sample - - 9ul

3. Mix and incubate for 5 min at 37°C.

4. Read the absorbance of the Sample and Calibrator (A;).

5. Pipette into labeled test tubes:

Blanc

Reagent B 300 ul

6. Mix and incubate for 5 min at 37°C.

7. Read the absorbance of the Sample and Calibrator (A;) at 600-

700 nm against Blanc.

8. Calculate the difference between absorbencies Sample —

BAAsampie= (A2-A1)s and Calibrator — AAcajibrator= (A2-A1)c

Calibrator
300 pl

Sample
300 pl

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

AAsample

AAcaiibrator X Ccalibrator = Csample

mg/dl x 0,0259 = mmol/|

QUALITY CONTROL

It is recommended to use the control serum level | and control
serum level 1l 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: 2,5 mg/dl = 0,065 mmol/I.
Linearity limit: 200 mg/dl = 5,18 mmol/I.
Repeatibility (within run):

Mean Concentration cv n

32,9 mg/dl = 0,85 mmol/| 0,8 % 20

50,6 mg/dl = 1,31 mmol/I 0,5 % 20
Reproducibility (run to run):

Mean Concentration cv n

32,8 mg/dl = 0,85 mmol/| 1,3 % 40

50,0mg/dl = 1,30 mmol/I 1,5% 40

Interferences: Hemoglobin (10 g/1), lipemia (triglycerides 18 g/l)
bilirubin (60mg/dl) 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 a manual
procedure are used.

DIAGNOSTIC CHARACTERISTICS

HDL play an important part in the removal of cholesterol from
tissues and its transportation to the liver for removal as bile acids.
Decreased plasma HDL-cholesterol concentrations 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, severe malnutrition, diabetes,
chronic anemia, myeloproliferative disorders, Tangier disease,
analphalipopro-teinemia, acute stress, some drugs and smoking.
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