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PhosphoLipid-DAC
®OCOONUNNAbI  DEPMEHTATUBHO-®OTOMETPUYECKMNI
XOJIMHOKCUAA3A/NEPOKCUAA3A
ToNbKO ANS AMArHOCTUKM «in Vitro»

XpaHutb npu 2-8°C

Kop 3062P50

NPUHUMN METOOA

®ochonmnuasl, NOCPeaCTBOM peakuuil, ONMUCaHHbIX HWxe, obpasyer

OKpaLLEHHbI KOMMEKC.

WNHTEHCMBHOCTb ~ OKpPacku,  M3MepeHHOlW Nnpu  ANMHE  BOJHbI

505(x£10) nm, NPONOpPLUMOHAabHA KOHLEHTpaumu docdonunuaost2.

dochoamnuabl + H0 _ PocdomnasaD o xonun + guaekaHoun
XomunOxcudasa

XonuH + 20, + H,0 fomnCreudasa o

50 mn

6eTaHnH + H,0,

2H,0;, + 4-AMUHOGHTUMMPUH + ANXA0pOGEeHoN — fleporcudasa o yyyoH

+ 4H,0

COCTAB HABOPA
Reagent A 50 ml pH 7,55
Tpuc 6ydep 50 mmol/I
[OuxnopodeHon 2,1 mmol/I
Reagent B 5%10 ml
docconunasa D 400 U/1
XonumHokcuaasa 2200 U/I
Mepokcnpaasa 3600 U/I
4-aMUHOAHTUNUPUH 1 mmol/I.
Phospholipids Standard 5ml

CraHgapt dpocdonunugos 300 mg/dl

XPAHEHME U CTABUJIbHOCTb PEATEHTOB

HeBckpbiTbie peareHTsl npu 2-8°C cTabunbHbl 4O CPOKa, yKasaHHOro
Ha aTukeTke. Pabounii peareHt npu 2-8°C cTabune 3 Hepenm, npu
15-25°C-7 pHeit.

Phospholipids Standard nocne BCKpbITUSA, MpU XPaHEHWW NAOTHO
YKYNOpeHHOM, cTabuneH 1 mecsy npu 2-8°C.

Mpu3Hakun HenpurogHocTM Pabouero peareHTa: npucyTCTBue
B3BECU, MYTHOCTb, abcopbuns KOHTpons > 0,16 npu 505(+£10) nm
(ktoBeTbl Ha 1 cm).

OBPA3Lbl ANA UCCNEAOBAHUSA
CbiBOpOTKa (Nnasma).
docdhonmnuasl npy 2-8°C cTabunbHbl 3 CYTOK.

PE®EPEHTHBIE BEJIMNY4UHbI

B3pocnbie: 125-275 mg/dl.

CoaepxaHue $ochonmnuaos B CbIBOPOTKE 3/0POBbIX  NaLUEHTOB
NPUMEPHO PaBHO COAEPXaHWIO XonectepuHa. [pu  WU3MeHeHuu
X0NnecTepuHa cneayeT NpoBepuTb U coaepxaHune bocdommnuaos.
MNpuBeaeHHble pedepeHTHble BENYMHbI OPUEHTUPOBOYHDI.
PekomeHayeTcsi B KaxAoW nabopaTopuu yCTaHOBUTbL COBCTBEHHblE
pedepeHTHbIE BENYNHBI.

AONOJIHUTENbHOE OBOPYAOBAHUE

AHanusatop, CnekTpoOTOMETP UM TEPMOCTATUPYIOW M HOTOMETP Ha
37°C ¢ unbTpoM 505(x10) nm.

[Lo3atopbl Ha 10 ul 1 1,0 ml. Taiimep.

MEPbI MPEAOCTOPOXHOCTU

Habop npeaHasHauyeH TONbKO A8 AWArHOCTUKM in vitro.

06pasLbl A0MXHbI pPaccMaTpuBaTbCs Kak MOTEHUManbHO OMacHble W
06pabaTbiBaThCs Kak UHMEKLMOHHbIE.

NPUTrOTOBJIEHUE PABOYNX PEATEHTOB

Pa6ounit peareHT: pacTBOpUTE NpW NepemellnBaHnu COAEPXMMOe
¢nakoHa c Reagent B B 10 ml Reagent A.

Phospholipids Standard rotos K MCNONb30BaHUIO.

NMPOLEAYPA ONPERENEHNA

MeToa: KOHeYHas Touka

[invHa BONHbI: 505 (490-550) nm

Temnepatypa: 37°C

BnaHk: no peareHTy

1. BHecuTe B MapkupoBaHHble KIOBETbI:

BnaHk CraHpapTt O6pasey

Pa6ouuii peareHt 1,0 ml 1,0 ml 1,0 ml
Phospholipids Standard - 10 pl -
O6pasey - - 10w

2. CopepxuMoe KIBET TwaTeNbHO NepeMewwainTe W WUHKybupyite
5 MUHYT npwm 37°C.

3. Yutute A6copbuum O6pasuoB (Ags) M Standard (Asy) Npu AnvHe
BOJIHbI 505 nm npoTue bnaHka.

Okpacka cTabunbHa B TeyeHune 30 MUHYT.

BbIYNCIIEHUA

KoHueHTpauns docponmnugos (C,) B 0b6pasue BbluMCNsSETCS MO
cneaywoueit obweit dopmyne: ( Ags /Ast )X Csy = Cos

Mpu ncnonb3zosaHnm Phospholipids Standard:

( Aos /Ast )x 300 = Co (Mg/dl)

mg/dl x 0,0129 = mmol/I

KOHTPOJIb KAYECTBA

[ns  KOHTpOAs XOAa  peakuMu U MNpOUEAypbl  U3MepeHus
peKOMeHAyeTcsl  MCMOMNb30BaTb HOpMasbHble W MaTofnoryeckue
KOHTpO/IbHble CbiBOPOTKM (Sera N-DAC Koa 2055S5 u Sera P-DAC
Koa 2057S5).

Kaxnaas nabopatopus [OMXHA YCTaHOBUTL COBCTBEHHYIO BHYTPEHHIOHO
CUCTEMy KOHTPONS KayecTBa.

METPOJIOTMYECKUE XAPAKTEPUCTUKU

Mpepen yyscTBUTENBHOCTK: 2,54 my/I.

Mpepgen nuHedHocTM: 600 mg/dl. [pu Gonee  BbICOKOI
KOHUeHTpauun passeaute obpasey ¢wuspacteopoM (0,9 %) 1:2,
NOBTOPUTE U3MEpeHUe, pe3ynbTaT X 2.

BocnpousBoAMMOCTb B Npefenax nNepuoaa:

CpesHsis KOHUeHTpaums Cv* n*

121 mg/dl 1,74 % 20

221 mg/dl 0,91 % 20
BOCnpou3BOAMMOCTb OT Nepuoaa K nepuoay:

CpesHsis KOHUeHTpaums Cv* n*

126 mg/dl 2,31 % 20

225 mg/dl 2,05 % 20

* CV — KO3 dULUNEHT BapuaLumn; n — KONUYECTBO ONpeaeneHunil.
YyscTBuTenbHoctb: 1 mg/dl = 0,0014 A

WHTepdepeHuun: AckopbuHoBas Kucnorta, rnwkKosa, 6unnpy6uH,
MoueBas KWCNOTa M reMornobuH He BAUSIOT Ha  pesynbTaT
onpeseneHus. [pyrue nekapcTBeHHble npenapatbl M Cy6CTaHumn
MOTYT BAMATb Ha pesynbrar?34,

PesynbTaTbl MOryT BapbuMpoBaTb B 3aBUCUMOCTM OT MCMOJb3YeMOro
060pYyAOBaHMS UK NpoOLEAypbl ONPeAeNeHus.

ANATHOCTUYECKUE XAPAKTEPUCTUKN

®ochonmnuasl BXOAAT B CTPYKTYPY KNETOUYHbIX W CYEKIETOYHbIX
MeMBpaH, B 3HauMTENbHOM KOJMYECTBE HAaxOoAsTCH B TKaHSX Mo3ra,
HepBoB, neuveHu, cepaua. ®ocdonmnuabl, UMPKYAMpyloLwmne B KPoBH,
B uucne ApYrux GyHKUWA BbINOJHAKT M ponb CTabunusatopos
X0flecTepuHa B niasme KpoBu. OHW MpPensTCTBYIOT KpUCTanaM3aumu
XONECTepuHa U 0CAXAEHWIO Ha CTEHKAX KPOBEHOCHbIX COCY/A0B.

OnpepeneHne  coaepxadns  GochonMNUAOB  SBAAETCA  BaXHbIM
1CCNeaoBaHNEM NpN AMarHoCTUKe 3abonesanuii neveHu.
NMPUMEYAHHNA

1. KanmbpoBka BOAHbLIM CTaHAAPTOM MOXET Bbi3BaTb OTK/IOHEHWe,
CBfi3aHHOE C pacTBopuTeneM, B O0COBEHHOCTW npu pabote Ha
HEKOTOPbIX TUMax aHann3aTopoB. B Takux cnyyasx pekoMeHAyeTcs
npoBOANTL KanuMGpOBKY C WCMOMb30BaHMEM CTaHAapTa Ha OCHOBe
cbiBOpOTKM (Multi St-DAC Koa 2051M5).

2. [ins npepfoTBpalieHNs MOAYYEHWUS OWMWBOYHbIX Pe3ynbTaToB npu
onpeaeneHun  hocdonunuUAoB, pPeKoMeHdyeTcs 1Ccnonb3oBaHune
OAHOPa30BOro 1abopaTopHOro MHBEHTapS.
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PhospholLipid-DAC
FOSFOLIPIDE FERMENTATIV-FOTOMETRIC
HOLIOXIDAZA/PEROXIDAZA
Numai pentru diagnosticare «in vitro»
Ase pastrala 2-8°

Cod 3062P50 50 ml

PRINCIPIUL METODEI
Fosfolipidele, prin intermediul reactiilor descrise mai jos, formeaza
un complex colorat. Intensitatea culorii, masuratd la 505(x10) nm,
este proportionald concentratiei fosfolipidelor2.

FosfolipazaD

Fosfolipide + H,0 ————"=_3% Holin + didecanoil
Holin + 20, + HZOM) betanin + H,0,
2H,0, + 4-Aminantipirind + dihlorfenol __Peroxidaza o hinon + 4H,0
COMPONENTA SETULUI
Reagent A 50 ml pH 7,55
Tris tampon 50 mmol/I
Diclorofenol 2,1 mmol/I
Reagent B 5%10 ml
Fosfolipaza D 400 U/1
Holioxidaza 2200 U/I
Peroxidaza 3600 U/I
4-aminoantipirina 1 mmol/I.
Phospholipids Standard 5 ml

Standard de fosfolipide 300 mg/dl

PASTRAREA S1 STABILITATEA REAGENTILOR

Reagentii suntstabili la 2-8°C pina la data indicatd pe etichetd.
Reagentul de lucru este stabil la 2-8°C 3 s3ptdmini, la 15-25°C —
7 zile.

Phospholipids Standard, dupd destupare, este stabil la 2-8°C

1 lund. Se va pdstra intr-un flacon bine inchis.
Semne de deteriorare: prezenta particulelor materiale, turbiditate,
absorbtia controlului > 0,16 la 505(+10) nm (cuva 1 cm).

PROBE
Ser (plasma).
Fosfolipidele suntstabile la 2-8°C 3 zile.

VALORI DE REFERIN]’;\

Maturi: 125-275 mg/dl.

Concentratia fosfolipidelor in ser, la persoanele sdndtoase, este
aproximativ egald cu concentratia colesterolului. Tn cazul, in care
suntdevieri de la valorile normale a colesterolului se recomandd de
verificat gi fosfolipidele.

Aceste valori suntorientative. Se recomandd stabilirea diapazonului
de referintd in laboratorul dat.

ECHIPAMENT ADITIONAL

Analizor, spectrofotometru sau fotometru cu filtrul 505(+10) nm
termostatic la 37°C.

Dozatoare 10 pl 5i 1,0 ml. 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.

La utilizarea setului se vor respecta regulile de securitate prevdzute
pentru lucrul cu substante toxice.

PREPARAREA REAGENTILOR DE LUCRU

Reagentul de lucru: continutul flaconului cu Reagent B se va
dizolva in 10 ml Reagent A. Se va amesteca continu.
Phospholipids Standard este gata de utilizare.

MOD DE LUCRU

Metoda: punct final
Lungimea de unda: 505 (490-550) nm
Temperatura: 37°C

Instalarea zero: dupa reagent
1. Se va pipeta in eprubetele marcate:

Blanc Standard Proba
Reagent de lucru 1,0 ml 1,0 ml 1,0 ml
Phospholipids Standard - 10 pl -
Proba - - 10w

2. Se va amesteca si se va incuba 5 minute la 37°C.
3. Se va nota absorbtia Probelor (Ap,) si Standardului (Asy) la
505(x£10) nm contra Blanc. Culoarea este stabild 30 minute.

CALCUL
Concentratia fosfolipidelor (Cp,) in probd se va calcula utilizind
formula:
Apr
Ast
La utilizarea Phospholipids Standard:
Apr x 300 = Cp, (Mg/dl)
Ast
mg/dl x 0,0129 = mmol/I

X Cs¢ = Cpr

CONTROLUL CALIT;\]'II

Pentru controlul mersului reactiei si a procedurii de mdsurare se
recomanda de folosit seruri normale si patologice pentru control
(Sera N-DAC cod 2055S5 si Sera P-DAC cod 2057S5).

Se recomanda stabilirea sistemului intern de control in laboratorul
dat.

CARACTERISTICI METROLOGICE

Limita sensibilitatii: 2,54 mg/I.

Limita linearitatii: 600 mg/dl. Pentru valori mai ridicate proba se
va dilua cu solutie fiziologicd (0,9%) in raportul 1:2 si se va repeta
mdsurarea. Rezultatul se va inmulti la 2.

Reproductibilitatea in limitele perioadei:

Concentratia medie Cv* n*
121 mg/dl 1,74 % 20
221 mg/dl 0,91 % 20
Reproductibilitatea de la perioadd la perioada:
Concentratia medie CvV* n*
126 mg/dl 2,31 % 20
225 mg/dl 2,05 % 20

* CV — coeficientul de variatie; n — numdrulde determinari.
Sensibilitatea: 1 mg/dl = 0,0014 A

Interferente: Acidul ascorbic, glucoza, bilirubina, acidul uric si
hemoglobina nu influenteazd rezultatul. Se va tine cont de posibila
interferentd medicamentoasd, cit si de interferenta altor substante.
Rezultatele pot varia in dependentd de echipamentul utilizat sau
procedura de determinare.

CARACTERISTICI DIAGNOSTICE

Fosfolipidele se contin in memebranele celulare si subcelulare, tesutul
creerului, nervi, ficat i inimd. Fosfolipidele, care circuld in singe, au
functia de stabilizator al colesterolului in plasma sanguind. Ele
impiedicd cristalizarea si precipitarea colesterolului pe peretii vaselor
sanguine.

Nivelul fosfolipideler in plasmd suntun indice foarte important in
diagnosticarea bolilor ficatului.

NOTE

1. Utilizarea standardului pe bazd de apd pentru calibrare poate
provoca devieri, in special la utilizarea unor tipuri de analizoare. n
acest caz pentru calibrare se recomandd de utilizat standard pe baza
de ser (Multi B St-DAC Cod 2051M5).

2. Tn scopul evitarii erorilor se recomadd de utilizat ustensile de
laborator de unicd folosinta.
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PhosphoLipid-DAC
QUANTITATIVE DETRMINATION OF PHOSPHOLIPIDS
CHO-POD
For «in vitro» use only
Store at 2-8°C

Cod 3062P50 50 ml

PRINCIPLE

Phospholipids are hydrolysed by phospholipase D and the liberated
choline is subsequently oxidized by choline oxidase (CHO) to betaine
with the simultaneous production of hydrogen peroxide. In the
presence of peroxidase (POD) the hydrogen peroxide couples
oxidatively the 4- Aminophenazone (4-AP) and dichlorophenol to
forms a quinonemine dye:
Phospholipids + H,O __PhospholipaseD
Choline + 20, + H,0 __CholineOxidase - getajne + H,0,
2H,0, + 4-AP + Dichlorophenol — P92 Quinone + 4H,0

The intensity of the color measured at 505(+10) nm is proportional
to the phospholipids concentration in the sample.

Choline + Phosphatidic acid

CONTENTS AND COMPOSITION

Reagent A 50 ml pH 7,55
TRIS 50 mmol/I
Dichlorophenol 2,1 mmol/I
Reagent B 5%10 ml

PhospholipaseD 400 U/1
Choline oxidase 2200 U/I
Peroxidase 3600 U/I
4- Aminophenazone 1 mmol/I
Phospholipids Standard 5ml

Phospholipids aqueous primary standard 300 mg/dl

STORAGE AND STABILITY OF REAGENTS

All the components of the kit are stable until the expiration date on
the label when stored tightly closed at 2-8°C protect from light and
contaminations prevented during their use.

Working Reagent is stable 3 weeks at 2-8°C, at 15-25°C — 7 days.
Phospholipids Standard once open is stable to 1 month when
stored tightly closed at 2-8°C protect from light and contaminations
prevented during their use.

Indications of deterioration: Presence of particulate material,
turbidity. Blank absorbance at 505 nm >0,16.

SAMPLES
Serum or plasma. Phospholipids are stable 3 days at 2-8°C.

REFERENCE VALUES

Adult: 125-275 mg/dl.

The serum phospholipids concentration in normal healthy individuals
is in about the same concentration range as total cholesterol. Any
change in cholesterol concentration results in a corresponding change
in phospholipids in similar direction.

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

ADDITIONAL EQUIPMENT

Analyzer, spectrophotometer or photometer
505(+10)nm. Pipettes for 10 pl and 1,0 ml. Timer.
Thermostat at 37°C.

able to read at

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

Working Reagents: dissolve the contents of Reagent B in 10 ml
Reagent A. Cap and mix gently to dissolve contents.

Phospholipids Standard is provided ready to use.

PROCEDURE

Assay conditions

Method: end point
Wavelength : 505 (490-550) nm
Temperature : 37°C

Blank: against reagent

1. Pipette into labeled test tubes:

Blank Standard Sample
Working Reagent, ml 1.0 1.0 1.0
Phospholipids Standard,pl - 10 -
Sample, pl - - 10

2. Mix thoroughly and incubate for 5 min. at 37°C.

3. Measure the absorbance (A) of the Standard and the Sample at
505(%+10) nm against the Blank.

The color is stable for at least 30 minutes.

CALCULATIONS
The phospholipids concentration in the sample is calculated using the
following general formula:
A sample
A Standard
When utilization Phospholipids Standard:
(Asampe /Ast ) X 300 = Csample (Mg/dl)

X Cstandard = Csample

mg/dl x 0,0129 = mmol/I

QUALITY CONTROL

It is recommended to use the Sera N and Sera P (code 2055S5,
2057S5) 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:2,54 mg/|

Linearity limit: 600 mg/dl. If the results obtained were greater than
linearity limit, dilute the sample %2 with NaCl 9 g/I.

Repeatability (within run):

Mean Concentration cv n

121 mg/dl 1,74% 20

221 mg/dl 0,91 % 20
Reproducibility (run to run):

Mean Concentration cv n

126 mg/dl 2,31 % 20

225 mg/dl 2,05 % 20

* CV - coefficient of variation n — number of determinations
Sensitivity: 1 mg/dl = 0,0014 A.

Interferences: no influence of ascorbic acid, glucose, bilirubin, uric
acid or hemoglobin was found within the range of physiological
concentration. Other substances and drugs 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

Phospholipids are a complex lipid containing phosphorus. Their
function as the principal components of cell membranes makes
phospholipids essential for all vital processes. The determination of
serum phospholipids is an important clinical test in diagnosis of liver
diseases, especially obstructive jaundice.

NOTES

1. Calibration with the provided aqueous standard may cause a
matrix related bias, especially in some analyzers. In these cases, it is
recommended to calibrate using a serum based standard (Multi St-
DAC, cod. 2051M5).

2. Use clean disposable pipette tips for its dispensation.
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