HDL PREC

Cat. No. Pack Name

Packaging (Content)

BLT00032 HDL PREC 100 R1: 2 x 50 ml, R2 standard: 1 x 5 ml
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INTENDED USE
Diagnostic reagent for quantitative in vitro determination of HDL Cholesterol in
human serum and plasma.

CLINICAL SIGNIFICANCE

High-density lipoproteins (HDL) compose one of the major classes of plasma
lipoproteins. They are synthesized in liver as complexes of apolipoprotein and
phospholipid and are capable of picking up cholesterol and carrying it from arte-
ries to the liver, where the cholesterol is converted to bile acids and excreted into
the intestine.

An inverse relationship between HDL Cholesterol (HDL-C) levels in serum and the
incidence/prevalence of coronary heart disease (CHD) has been demonstrated in
a number of epidemiological studies. The importance of HDL-C as a risk factor for
CHD is now recognized.

Accurate measurement of HDL-C is of vital importance when assessing patient’s
risk for CHD.

PRINCIPLE

Chylomicrons, LDL and VLDL (low and very low density lipoproteins) are precipi-
tated from serum by phosphotungstate in the presence of divalent cations such
as magnesium. The HDL cholesterol remains unaffected in the supernatent and
is estimated using ERBA Cholesterol reagent.

Phosphotungstate
Serum/plasma —————— HDL + (LDL + VLDL + Chylomicrons)

Mg? (Supernatent) (Precipitate)
REAGENT COMPOSITION
R1
Phosphotungstic Acid 0.77 mmol/l
Magnesium Chloride 17.46 mmol/|
R2 standard See bottle label

REAGENT PREPARATION
Reagent is liquid, ready to use.

STABILITY AND STORAGE
The unopened reagents are stable till the expiry date stated on the bottle and
kit label when stored at 2—-8°C.

SPECIMEN COLLECTION AND HANDLING
Use serum, plasma (EDTA).
It is recommended to follow NCCLS procedures (or similar standardized conditions).
Stability in serum / plasma: 24 hours at 20-25°C
7 days at 4-8°C
12 weeks at -20°C
Discard contaminated specimens.

CALIBRATION

Calibration with the standard included in the kit.

QUALITY CONTROL

To ensure adequate quality control, it is recommended to use controls with assayed
values.

UNIT CONVERSION

mg/dl x 0.026 = mmol/l
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EXPECTED VALUES

Adults male:  35.3 - 79.5 mg/dI

Adults female: 42.0 - 88.0 mg/dI

It is recommended that each laboratory verify this range or derives reference
interval for the population it serves.

WARNING AND PRECAUTIONS

For in vitro diagnostic use. To be handled by entitled and professionally educated
person.

Reagents of the kit are not classified as dangerous but contain less than 0.1%
sodium azide - classified as very toxic and dangerous substance for the en-
vironment.

WASTE MANAGEMENT
Please refer to local legal requirements.

ASSAY PROCEDURE

1. PRECIPITATION
Precipitation of LDL, VLDL and Chylomicrons.

Pipette Volumes
Sample or Calibrator 250 pl
Precipitating Reagent 500 pl

Mix well and allow the reaction mixture to stand for 10 minutes at room tempera-
ture, Centrifuge at 4000 r.p.m. (1800 x g) for 10 minutes to obtain a clear super-
natent. Use the supernatent to determine the concentration of HDL cholesterol in
the sample.

2. CHOLESTEROL DETERMINATION

Wavelength: 500 (546) nm

Cuvette: 1cm
Pipette into tubes marked Blank Calibrator Test
Cholesterol Working Reagent 1000 pl 1000 pl 1000 pl
Distilled water 50 pl - -
Calibrator -- 50 pl -
Supernatent -- - 50 pl

Mix well, incubate for 10 min. at 37°C, or 12 min. at 30°C. Read the absorbance
of the Calibrator and each test at 500 (546) nm or 505/670 nm for bichromatic
analysers against reagent blank.

CALCULATIONS

Abs. of Test
HDL Cholesterol = ——— — x Concentration of Calibrator (mg/dl)
(mg/dl) Abs. of Cal.

Applications for automatic analysers are available on request.

ASSAY PARAMETERS FOR PHOTOMETERS
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Mode End Point
Wavelength 1 (nm) 505
Wavelength 2 (nm) 670
Sample Volume (ul) 25/50
Working Reagent Volume (pl) 500/1000
Incubation time (min.) 5
Incubation temp. (°C) 37
Normal Low (mg/dl) 42
Normal High (mg/dI) 79,5
Linearity Low (mg/dl) 0
Linearity High (mg/dl) 125

Concentration of Standard

See bottle label

Blank with Reagent
Absorbance limit (max.) 0.2
Units mg/dl
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NNBIMN XonectepuH

Kat. Ne HasBaHue Ha ynakoBke | dacoBka

BLT00032 | NNBM OCAXA. 100 R1: 2 x 50 mn, R2 CraHgapt: 1 x 5 mn
®Y C€w]
MpumeHeHne

HabGop peareHTOB mpefHasHayeH Tonbko Ans in vitro guarHoctukm JMNBM —
XonecTepuHa B CbIBOPOTKE M Nna3me Yernoseka.

KnuHnyeckoe 3HayeHune

JlnnonpoTenHbl Bbicokol nnoTHoctu (JIMBI) oAMH 13 OCHOBHLIX KMAccoB
nnasmeHHbIX NMNONpPoTeNHOB. OHU CUHTE3NPYIOTCS B NeYeHN K13 anonunpoTenHa
A-1 1 bocdonunuaos. OcHOBHAsA NX PYHKLMS - yaarneHue XonectepnHa us CTeHokK
apTepuii 1 BO3BpaLLieHNe ero B neveHb. Tam YacTb XonectepuHa npeobpasyercs
B XKENYHble KUCMOTbl U BbIAENSETCA B KULLEYHMK, @ YacTb BHOBb BKMiovaeTcs B
KNeTouHbIi MmeTabonuam. JIMBIT — xonecTepyH obnagaeT 3awmUTHbIM AecTBUEM,
npensTcTByeT dopMupoBaHuio bnswek n passutuio MBC, 4to noatsepxaeHo
MHOrOYMCIIEHHBIMU NCCMEAOBaHNSIMU.

ToyHoe uamepeHue JMBI — xonectepvHa O4YeHb BaXHO AN OLEHKU pucka
cepAeYHbIX MPUCTYMOB.

MpuHUuMn meTona

XUNOMUKPOHbI, NMMONPOTENAbLI OYEHb HWU3KOW MAOTHOCTM W NUMNonpoTenab
HU3KOW MMOTHOCTM ocaxaatTcs npu gobasneHun GocdoBonbGpamoBo
KMCNOTbl M xnopupa Maruus. [ocne UeHTpudyrmpoBaHusi, HagocapouHas
XKUOKOCTb  COAEPXWUT  ppakuuio  NUNONPOTEUAOB  BLICOKOW  MIIOTHOCTHU,
KoTopasi aHanuaupyeTcs Ha copep)aHue XorecTepuHa C MoMoLLbl Habopa
XONECTEPWH.

docoBonbhpamoBas kucnoTa
= [[B[1 xonectepuH + Ocagok
(JINHM + NNOHM + XrnoMUKpPOHBbI)

CoiBopoTka/llnasma
M92+

CocTaB peareHToB

R1

Ocaputenb
®docoBonbhpamoBas kucnoTta
Marnusa xnopva

R2

CraHpapt

0,77 mmonb/n
17,46 mmonb/n

KoHueHTpauuto cM. Ha drakoHe

MpurotoBneHune pabounx peareHToB
PeareHTbl R1 1 R2 xugkve, rotoBble K UCMOMb30BaHMI0.

CTabunbLHOCTb M XpaHeHUe peareHToB
PeareHTbl R1 1 R2 cTabunbHbl 40 AOCTMXKEHWS YKa3aHHOTO CpoKa rof4HOCTU, ecrn
xpaHsTesa npu 2—8°C.

O6pas3subl

CbIBOpOTKa unv nnasma (renapwx).

MccnepoBaHne npoBogutb B cooTBeTcTBMM C npotokonom NCCLS (nnm
aHanoros).

CTabunbHOCTb!:
24 vaca npn 20-25°C
7 oHen npv 4-8°C

12 Hegenb npwu -20°C
[onyckaeTcsi 04iHOPa30BOE 3aMOpaxuBaHue.
Cpoku XpaHeH st AENCTBUTENbHbI, MPU OTCYTCTBUM KOHTaMUHaL M1 06pasLoB.

Kanu6poska
Mbl pekoMeHzyem Ans kanubpoBKY UCMOMNb30BaTb CTaHAAPT, BXOASLUMIA B COCTaB
Habopa.
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KOHTpOnb Ka4yecTBa
ﬂﬂﬂ npoBeAeHNA KOHTPOIA KaveCcTBa PEKOMEHYHTCA KOHTPOJTbHbIE CbIBOPOTKN,
C aTTeCTOBaHHbIMW 3Ha4YeHUAMU, ONA JaHHOro Metoaa.

KoadhcpmumeHT nepecuera
MmMonb/n = 0,026 x mr/gn

HopmanbHbie BenMunHbI

JMNBIM-cbiBOPOTKA

My>XUnHbI 35,3 -79,5 mr/an, 0,91 — 2,05 mmons/n

YKeHLnHbI 42,0 — 88,0 mr/an, 1,09 — 2,28 mmonb/n

MpuBeAeHHble Auanas3oHbl BeNUYMH cnedyeT paccmaTpuBaTh — Kak
opueHTUpoBoYHble. Kaxxaoi nabopatopum Heo6xoAMMO onpeaensTb CBOU
AnanasoHbl.

MpenynpexaeHns n mepbl NPEAOCTOPOXKHOCTN

Habop peareHTOB npegHa3HayeH Ans in vitro gvarHoCTUku npodeccuoHanbHO
obyyeHHbIM nabopaHToM. PeareHTbl Bxogslme B Habop He codepKaT onacHble
BellectBa. PeareHt 2 (Ctangapt) copepxat 0,1% HUTPUT HaTpus, KOTOPbIN
KnaccuuLMpyeTcs Kak OnacHoe 1 TOKCUYHOE BELLECTBO AN OKpY>KatoLLen cpeabl.

YTunusaums ncnonb3oBaHHbIX MaTepuanos

B cooTBeTCTBUM C CYLLECTBYIOLWMMN B KaXKOO0W CTpaHe npaBunaMu Ans AaHHoro
BMAa matepuvana.

lNMpoBeaeHue aHanusa

1. Ocaxpaenue JIMHM + JINOHM + XunomukpoHoB

[06aBUTb B LEHTPUPYKHbIE MPOBUPKYA:

O6pasel / Kanubpatop 250 Mkn

OcaxpatoLwmin pacteop 500 mKkn

XopoLo nepemMeLlatb U OCTaBUTb MpW KOMHATHOW TemnepaType, depe3 10
MWHYT OTLeHTpudyrrposaTb npu 4000 g 10 muHyT. MNocne ueHTpudyruposaHus
OTAEeNUTb MPO3pPayHbil  CyrMepHaTaHT OT ocagka W OnpeaeniTb B HEM
KOHLIEHTPaLMio XxonecTepuHa, ucrnone3ys Habop XONECTEPUH.

2. OnpepeneHue xonectepuHa

[innHa BonHbI: 500 (546) Hm

OnTtuyecknin nyTb: 1cm

Temnepatypa: 37 °C

M3mepeHune: NpoTnB peareHTa cpaBHeHNs (bnaHk)
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I'Iapameprl Aans paGOTbI Ha nonyaBToMaTUu4eCKoOM aHanusaTtope

MeTton KoH.Touka
[nvHa BonHbl 1 (HM) 505
[nvHa BonHbl 2 (HM) 670
O6bem obpasua (Mkn) 25/50
O6beM peareHT 1 (Mkn) 500/1000
O6bem peareHT 2 (Mkn) 0
Temnepatypa uHkybaumm (°C) 37
HanpasneHwve peakuum MoBbileHne
HwxHuin npegen Hopmbl (Mr/an) 42
BepxHuit npegen Hopmbl (Mr/an) 79,5
HwxkHWI Nnpegen nuHenHocTy (Mr/an) 0
BepxHuit npegen nuHenHocTu(mMr/an) 125
KoHueHTpauus ctangapta Cm. Ha cbnakoHe
BnaHk Mo peareHTy
Max numut abcopbumm pab. peareHTta 0,2
EanHnubl mr/an

MunetupoBaHue PeareHT 6naHk O6paseu/kanvbpatop
PeareHT onsa onpegenexus

XonecTepuHa 1000 mkn 1000 mkn
[Ouctun. Boga 50 mkn -
Kanun6patop / CynepHaTtaHT - 50 mkn

Cwmewatb, nHKybuposatb npu 37°C - 10 MuH mnn 12 muH. npu 30°C, nsmeputb

nornowleHve kanubpatopa, obpasua npu YyKasaHHOW [AONVHE BOMHbI, B
BUXpOMaTUYECKOM pexmme.
Pacuer
o6p.
C xon. nnBn = KOHL,. Kan. X A (mr/an, mmonb/n)

Kan.
MpoTokonbl AN UCMONb30BaHUA Ha aBTOMAaTUYECKMX aHanmu3aTopax MoryT
6bITb NOMy4YeHbI MO 3anpocy.
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SYMBOLS USED ON LABELS / CUMBOIJ1bl, UCMNOJIb3YEMBIE HA 3TUKETKAX

E Catalogue Number Manufacturer See Instruction for Use
KatanoxHbin Ne MpownssoauTens CMOTpPETb UHCTPYKLMIO
npu ncnonb3osaHun

Lot Number C CE Mark - Device comply with Storage Temperature
Cepust the Directive 98/79/EC CobntopaTb TeMnepatypy XpaHeHus
3nak CE - cooTBeTCTBME
[OvpexkTtuee 98/79/EC
8 Expiry Date In Vitro Diagnostics CONT Content / CopepxaHue
Cpok rogHocTn Ans in vitro guarHocTukn

QUALITY SYSTEM CERTIFIED M Erba Lachema s.r.o., Karasek 1d, 621 00 Brno, CZ
1SO 9001 1SO 13485 e-mail: diagnostics@erbalachema.com, www.erbamannheim.com

N/58/13/B/INT Date of revision: 30. 9. 2014
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