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Chol LDL-Direct.Lq

XOJIECTEPUH LDL
NPAMOV ®EPMEHTATUBHO-®OTOMETPUYECKUA METOZ
BETEPTEHT
ToNbKO ANA AMArHOCTUKK «in vitro»

XpaHutb npu 2-8°C
Kop 3021C80 80 ml
[elicTBME LETepreHToB pacTBOPSIET XONECTEPUH U3 SIMMONPOTENHOB
HU3KOW NMOTHOCTM (LDL), @ XONecTepuH M3 AWUMNONPOTEMHOB
BbICOKOW  MNOTHOCTM  (HDL), NMMNONPOTEMHOB  OYeHb  HU3KOW
nNoTHOCTH (VLDL) 1 XMIOMUKPOHOB OCTAKTCSH HEPaCTBOPUMBIMU.
XonectepuH LDL, nOCpeAcTBOM — peakuuii, OMUCaHHbIX HUXe,
obpa3yeT OKpalleHHbI Komnnekc. Abcopbumsi, n3mepeHHas npu
ANMHe BOMHBI 600 (590-700) Nnm, NpONOPLMOHaNbHA KOHLEHTpaLIMK
xonecrepuHa LDL 1.

3c¢upsl xonectepuHa + H.0

XOH.BCI'EQBB% XonecrepuH + XUpHble

KNCNOTbl

X0/1.0KCMAasa

XonecrepuH +02 + H20 ——————""""3 4-XonecteHoH + Hz0

%gznosz + 4-AMUHOQHTUNUPUH + NepOKCUA3 v\ e iimun +4H,0

COCTAB HABOPA
Reagent A 60 ml pH 7,0
Bydep GOOD 50 mmol/I
XonectepuH 3cTepasa 380 U/I
XonectepuH okcupasa 380 U/I
Katanasa 400 U/ml
N-(2-hydroxy-3-sulfopropyl)-
3,5-dimethoxyaniline (TODS) 0,45 mmol/I
Reagent B 20 ml pH 7,0
Bydep GOOD 50 mmol/I
4-aMUHOAHTUNUPUH 1 mmol/I
Mepokcnpaasa 1000 U/1

Calibrator HDL/LDL
JNinopunnnsnpoBaHHas cbiBOpoTKa. KOHLEHTpaLus XonectepuHa
HDL/LDL yka3aHa Ha ynakoBke

XPAHEHWE U CTABUJIbHOCTb PEATEHTOB
PeareHTbl npu 2-8°C cTabunbHbI 40 CPOKA, YKAa3aHHOTO Ha 3TUKETKe.
MpuU3HaKN HENPUrOAHOCTK: NPUCYTCTBME B3BECU, MYTHOCTb.

OBPA3Lbl AN UCCNEAOBAHUSA
CbIBOpOTKa.
XonectepuH LDL B o6pa3suax npu 2-8°C ctabuneH 7 aHeil.

AONOJIHUTENbHOE OBOPYAOBAHUE

AHanusatop, cnekTpohoToMeTp UAKM TepMocTaTUpytolLnit hoToMeTp
37°C ¢ dpunbTpom 600 (590-700) nm.

BoasiHoit Tepmoctat 37°C.

[o3aTopbl Ha 8, 200, 600 pl. Taiimep.

MEPbI NPEAOCTOPOXHOCTU

Habop npeaHa3HauyeH TONbKO A8 AMArHOCTUKM in vitro.

O6pasLbl CbIBOPOTKM MaLMEHTOB AOMKHBI PacCMaTpUBaTLC Kak
NOTeHLWanbHO onacHble U 06pabaTbiBaThCs Kak UHGbEKLIMOHHbIE.

NPUTOTOBJIEHUE PABOYEIO PEATEHTA

Reagent A 1 Reagent B rotoBbl K MCNONb30BaHUIO.

Pa6ouuit Calibrator HDL/LDL:

Bo ¢nakoH c Calibrator HDL/LDL npuautb 1,0 ml
AMCTUNNNPOBAHHOM BOABI, PacTBOPUTL NPU NepeMeLLnBaHum.

Mpu 2-8°C crabuneH 2 Hepenu, 3aMOPOXEHHbIA NOPUMAMM Mpw
MUHyC 18°C cTabuneH 2 mecsua.

NPOLEAYPA ONPERENEHUA

Metoa: KOHeuHasl Touka
[invHa BONHbI: 600 (590-700) nm
Temnepatypa: 37°C

BnaHk: no peareHTy

1. floBeauTe TemnepaTypy peareHToB, o6pasuos u doToMeTpa A0
TeMmnepaTypbl peakuuu (37°C).
2. BHecuTe NUNETKoM B KIoBeTY:

BnaHk Calibrator O6pa3sey
Reagent A 900 ul 900 ul 900 pl
Calibrator HDL/LDL - 12 -
O6pasey - - 12

3. TwaTenbHo NepemeluaiiTe u UHKy6upyeTe 5 MUHYT npu 37°C.
4. Yytute abcopbumio obpasua u kanubpatopa (A;).
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 v kanubpartopa (A;) npotue BnaHk
npu 600 (590-700) nm.
8. Bblunmcnute  pasHuuy  mexay —abcopbuusmu
AA,=(Az-A1), 1 Calibrator - AAc= (Az-A1)c.

BbIYNCJIEHUA

KoHueHTpauus xonectepuHa LDL (C,) B 06pasue BbluMCASETCS NO

cnepywleit obwei gopmyne:
AA, _
AA x Cc = Co

dakTop nepecyeta mg/dl x 0,02586= mmol/I

PE®EPEHTHBIE BEJINYUHbI
[Nnsi OLEHKW pUCKa NopaXeHWsi KOPOHapHbIX apTepunii AMepukaHckas
HaunoHanbHasi O6pasosaTensHas MporpamMmma no XONECTEpUHy W
MHOrMe CTPpaHbl MUpa NPUHANN ClEAYOWNE NPeaesbHbIE 3HAUYEHUAZ:
£0 100 mg/dl = 2,59 mmol/| OnTuManbHble

100-129 mg/dl = 2,59 - 3,34 mmol/l  Mpuemnemble

130-159 mg/dl = 3,37 - 4,12 mmol/l  [orpaHuyHble

160-189 mg/dl = 4,14 - 4,90 mmol/l  Bbicokune

> 190 mg/dl = 4,92 mmol/I OuyeHb BblcOKME
[aHHble BENMUYMHbBI OPUEHTUPOBOYHBI.

KOHTPOJIb KAYECTBA

[Ona  KOHTPONMS XOAa peakuun U npouesypbl  WU3MepeHus
peKoMeHAyeTcs MCMonb30BaTb HOPMasibHble W  MaTonoruyeckue
KOHTPO/IbHbIE CbIBOPOTKM.

Kaxpass ~ nabopatopus  [OMKHa  YCTaHOBMUTb
BHYTPEHHI0K CUCTEMY KOHTPO/S KauecTsa.

METPOJIOTMYECKNE XAPAKTEPUCTUKN

Mpepen ywyscTBuTenbHocTn: 3,7 mg/dl = 0,096 mmol/I.
Mpepen nuHeitHocTM: 1000 mg/dl = 25,9 mmol/I.
BocnpousBoAMMOCTb B Npefenax Nepuoaa:

O6pasua -

co6CTBEHHYI0

CpeaHss KOHLEHTpaLms Ccv* n*

146 mg/dl = 3,78 mmol/I 0,7 % 20

210 mg/dl = 5,43 mmol/I 0,6% 20
BocnponsBoAMMOCTb OT Nepuoaa K Nepuoay:

CpeaHss KOHLEHTpaLms Ccv* n*

143 mg/dl = 0,85mmol/I 2,0 % 40

207 mg/dl = 1,30mmol/I 1,7 % 40

* CV — K03 (DULMEHT BapuaLmnn; n — KONMYECTBO ONpefeneHuii.
WHTepdepeHuma: remornobuH ao 5 g/l, nunemus (Tpuramuepuibl
8o 12,9 g/l) n 6unmpybun fo 20 mg/dl He BAUSIKOT Ha pesynbTar
onpeaeneHus. HekoTopble NeKkapcTBEHHbIE MpenapaThbl MOTYT BANATH
Ha xof4 peakunu®.

[aHHble MeTponornyeckne XapakTepucTUKU Obin MOMy4YeHbl Ha
aHanusartope. Pe3ynbTaTbl MOTyT BapbMpoBaTb B 3aBUCMMOCTM OT
1Ccnonb3yeMoro 060py/J0BaHUS MW NPOLEAYPbI ONpeaeneHus.

ANATHOCTUYECKUE XAPAKTEPUCTUKN

LDL — 3TO OCHOBHOW AWMNONPOTENH, OH MEPEHOCUT XONECTEPUH OT
neyeHu K TkaHsM. [MoBblWEHHOE cogepxaHue LDL-xonectepuHa B
nnasMe NpUBOANUT K aT€POCKNEPO3y — OCHOBHOM NpUUMHE UHdapkTa
MMOKapaa M MHCYNbTOB*S.  CyLIeCTBYET HECKOSbKO —MpPUUMH,
NpMBOASILUMX K MOBbILIEHHOMY YPOBHIO LDL-xonectepuHa: Hedpos,
nabeT, 0OKMPEHNe, HEKOTOPbIE NIEKapcTBa U KypeHue™S.
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COLESTEROL LDL
FERMENTATIV-FOTOMETRIC. DETERGENT

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

Cod 3021C80 80 ml

PRINCIPIUL METODEI

Actiunea detergentilor provoacd dizolvarea colesterolului din
lipoproteinele de densitate joasd (LDL), iar colesterolul din
lipoproteinele de densitate inaltd (HDL), lipoproteinele de densitatea
extrem de joasd (VLDL) si chilomicronii rdmin nedizolvati.
Colesterolul LDL, conform reactiilor descrise mai jos, formeazd un
complex colorat. Absorbtia masuratd la 600 (590-700) nm, este
proportionald concentratiei de colesterol LDL.

colesteraza

Eteri de colesterol + H,0 Colesterol +acizi grasi

col oxidaza

Colesterol + ¥ O, + H,0 Colestenon + H,0,

2H,0, + 4-Aminoantipirind + peroxidaza

TODS Chinoneimin +4H,0

COMPONENTA SETULUI

Reagent A 60 ml pH 7,0
Tampon GOOD 50 mmol/I
Colesterol esteraza 380 U/I
Colesterol oxidaza 380 U/I
Catalase 400 U/ml
N-(2-hydroxy-3-sulfopropyl)-

3,5-dimethoxyaniline (TODS) 0,45 mmol/I
Reagent B 20 ml pH 7,0
Tampon GOOD 50 mmol/I
4-aminoantipirind 1 mmol/I
Peroxidase 1000 U/I

Calibrator HDL/LDL
Ser liofilized. Concentratia colesterolului HDL/LDL este indicatd 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.

PROBE
Ser. Colesterolul LDL in probe este stabil la 2-8°C 7 zile.

ECHIPAMENT ADITIONAL

Analizor, spectrofotometru sau fotometru cu termostat 37°C cu
filtrul 600 (590-700) nm.

Termostat de ap3 37°C.

Dozatoare 8, 200, 600 pl. Taimer.

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 distilatd. Se va dizolva amesecind
continuu. Este stabil la 2-8°C 2 s3ptdmand, congelat in portii la
minus 18°C este stabil 2 luni.

CONTROLUL CALITA]’II

Pentru controlul mersului reactiei si a procedurii de masurare se
recomanda de folosit Seruri pentru control nivelul 1 gi I1.

Se recomanda stabilirea sistemului intern de control in laboratorul
dat.

METODA DE LUCRU

Metoda: punct final
Lungimea de unda: 600 (590-700) nm
Temperatura: 37°C

Instalarea zero: dupa reagent

1. Reagentii, probele si fotometrul se vor incélzi pind la temperatura
reactiei (37°C).

2. Se va pipeta in cuva:

Blanc Calibrator Probd
Reagent A 900 ul 900 pl 900 pl
Calibrator HDL/LDL - 12 pl -
Probd - - 12l
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 fintre absorbtile Probei -
AAp; = (Az-Ay)p, §i Calibratorului - AAc= (Az-Aj)c.

CALCUL
Concentratia colesterolului LDL (Cp,) in proba se va calcula utilizind
formula:
AA,
C.=C
BAAc X Cc o

Conversion factor: mg/dl x 0,02586= mmol/I

VALORI DE REFERIN]’;\
Valorile date mai jos au fost stabilite de Programa Nationald de
Educatie In domeniul colesterolului din SUA si au fost adoptate in
mai multe t&ri in scopul evaludrii riscului bolilor aterocoronariene?:
Pind la 100 mg/dl = 2,59 mmol/I Optimald
100-129 mg/dl = 2,59 - 3,34 mmol/I Acceptabild
130-159 mg/dl = 3,37 - 4,12 mmol/I Limitele admisibile
160-189 mg/dl = 4,14 - 4,90 mmol/l  Tnaltd
> 190 mg/dl = 4,92 mmol/I Extrem de inaltd
Aceste valori suntorientative.

CATRACTERISTICI METROLOGICE

- Limita sensibilitatii: 3,7 mg/dl = 0,096 mmol/I.
- Limita linearitatii: 1000 mg/dl = 25,9 mmol/I.
- Reproductibilitatea in limitele perioadei:

Concentratia medie CVv* n*
146 mg/dl = 3,78 mmol/I 0,7 % 20
210 mg/dl = 5,43 mmol/I 0,6 % 20

- Reproductibilitatea de la perioadd la perioada:

Concentratia medie CVv* n*
143 mg/dl = 3,70 mmol/I 2,0 % 40
207 mg/dl = 5,35 mmol/I 1,7 % 40

* CV — coeficientul; n —numarul de determinari.

- Interferente: Hemoglobina pind la 5 g/l, lipemia (trigliceridele
pind la 12,9 g/I) si bilirubina pind la 20 mg/dl nu influenteaza
rezultatul. Se va tine cont de posibila interferentd medicamentoasa
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

LDL — lipoproteind de bazd, care transporta colesterolul de la ficat
cdtre tesuturi.

Concentratia inaltd de  LDL-colesterol in plasmd conduce la
aterosclerozd — cauza de bazd a infarctului cardiac si icterelor®S.
Existd o varietate de cause care conduc la sporirea concentratiei
LDL-colesterol: nefroza, diabet, obezitate, un sir de preparate
medicamentoase si fumatul*®.
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CHOLESTEROL LDL
DIRECT DETERGENT
For «in vitro» use only
Store at 2 - 8°C
Cod 3021C80 80 ml
PRINCIPLE
A specific detergent solubilizes the cholesterol from high density
lipoproteins (HDL), very low density lipoproteins (VLDL) and
chylomicrons. The cholesterol esters are broken down by
cholesterol esterase and cholesterol oxidase in a non-color forming
reaction. the LDL cholesterol is then spectrophotometrically
measured at 600 (590-700) nm by means of the coupled rections
described below.

Cholesterol esters + H,0 Chol. esterase Cholesterol + Fatty acid
Cholesterol + /,0,+H,0  Cl ol oxidase ¢ +H0,
2H,0,+ 4-Aminoantipyrine + TODS  Peroxidase, Quinoneimine + 4H,0

CONTENTS AND COMPOSITION

Reagent A 60 ml pH 7,0
GOOD buffer 50 mmol/I
Cholesterol esterase 380 U/I
Cholesterol oxidase 380 U/I
Catalase 400 U/ml
N-(2-hydroxy-3-sulfopropyl)-

3,5-dimethoxyaniline (TODS) 0,45 mmol/I
Reagent B 20 ml pH 6,3
GOOD buffer 50 mmol/I
4-aminoantipyrine 1 mmol/I
Peroxidase 1000 U/I

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 when stored tightly closed and if contaminations are
prevented during their use.

Indications of deterioration: Presence of particulate material,
turbidity.

SAMPLES
Serum (plasma).
Cholesterol LDL in serum or plasma is stable for 5 days at 2-8°C.

ADDITIONAL EQUIPMENT

Analyzer, spectrophotometer or photometer thermostatable at 37°C
able to read at 600 (590-700) nm.

Thermostatic water bath at 37°C.

Doser at 87, 200, 600 pl. Taimer.

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. Stable for 2 week at 2-8°C or for 2 months at -18 °C when
frozen in aliquots.

PROCEDURE

Assay conditions

Method: end point
Wavelength : 600 (590-700) nm
Temperature : 37°C

Blank: against reagent

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 pul 900 pl
Calibrator HDL/LDL - 12 -
Sample - - 12

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
(590-700) nm against Blanc.

8. Calculate the difference between absorbencies Sample —

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

Calibrator
300 pl

Sample
300 pl

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

BAAsample

BAcaiibrator X Cecalibrator = Csample

Conversion factor: mg/dl x 0,02586= mmol/I

REFERENCE VALUES

The following uniform cut-off points have been established by the
US National Cholesterol Education Program and have also been
adopted in many other countries for the evaluation of coronary
artery disease risk.

Up to 100 mg/dl = 2,59 mmol/I Optimal
100-129 mg/dl = 2,59 - 3,34 mmol/I Near optimal
130-159 mg/dl = 3,37 - 4,12 mmol/I Borderline High
160-189 mg/dl = 4,14 - 4,90 mmol/I High

> 190 mg/dl = 4,92 mmol/| Very high

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

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: 3,7 mg/dl = 0,096 mmol/I.
Linearity limit: 1000 mg/dl = 25,9 mmol/I.
Repeatibility (within run):

Mean Concentration cv n

146 mg/dl = 3,78 mmol/I 0,7 % 20

210 mg/dl = 5,43 mmol/I 0,6 % 20
Reproducibility (run to run):

Mean Concentration cv n

143 mg/dl = 3,70 mmol/I 2,0 % 40

207 mg/dl = 5,35 mmol/I 1,7% 40

Interferences: Hemoglobin (5 g/l), lipemia (triglycerides 12,9 g/I)
bilirubin (20 mg/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

LDL is the main lipoprotein transporting cholesterol from liver to
tissues. Increased plasma LDL-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 increased levels of LDL-cholesterol: nephrosis , diabetes,
obesity, some drugs and smoking.
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