Kop 3064P200

MPUH

Heopranuueckuit doccop B KuCnol cpepe € MonubaaToMm

®
‘ DAC-SpectroMed s.r.l.
MA-2012, Mongosa, . KulumHes, yn. ApMsHokas, 47, K. 64
Ten.:/+37322/ 574900,574922/23; takc: /+-37322/ 574920
Email: office@dacspectromed.com

www.dacspectromed.com
PT MD 11-15796482-001:2003

Phosph-DAC.Lq

QOCQOEA
®OTOMETPUYECKUN YO-METOA
ToNbKO ANS AMArHOCTUKN «in Vitro»
XpaHutb npu 2-8°C

2x100 Mn

uun METOAA

dopmupyeT pocdoMonnMbAaTHLIA KOMNEKC.
WHTEHCUBHOCTb OKPacKu, U3MepPEHHOM Npu ANNHE BOMHbI

340(£10) nm, NpONopUMOHabHa KOHLEHTpauumu docdopal.

COCTAB HABOPA

Reagent 2x100 ml

AMMOHMS MonnbaaT 0,40 mmol/I
CepHas kucnota 210 mmol/I
[eteprent

Phosphorus Standard 5ml

CraHpapT docdopa, BOAHbIA pacTBop. To4YHas KOHLEHTpauus

docdopa ykasaHa Ha 3TuKeTKe hnakoHa.
XPAHEHWE N CTABUJIbHOCTb PEATEHTOB

PeareHTbl npu 2-8°C cTabuibHbl [0 CpOKa, YKa3aHHOro Ha
peareHToB:
NpuUCYTCTBME B3BECU, MyTHOCTb, abcopbuns Reagent 6onee 0,54

3TUKETKE.

MpusHakn HEeNnpuUroaHocCTn

npu 340(+10) nm (KtoBETHI Ha 1 cm).

OBPA3LbI 419 UCCNEAOBAHUSA
CbiBOpOTKa (NNasMa), cBO60AHas OT reMonn3a.

CbIBOpPOTKY 1

nnasmy Kak MOXHO

3puTpoumMTOoB. docthop crabuneH 7 aHeit npu 2-8°C.

Moua.

MNoaroToBka o6pa3uoB MouM: cobepute CyTOUHbIN 06bEM MOUM
B €MKOCTb, coAepxaluyto 10 ml 10 % HCI. JoseauTe PH pactBopa

1o 2. docchop npu 2-8°C ctabuneH 10 aHeil.

Mepes vcnonb3oBaHueM passeauTe obpasel, B COOTHOWeEHUU 1/10
OUCTUANMPOBAHHOW BOAOW, pe3ynbTaT onpeAeneHns YMHOXbTe Ha

10 (dakTop pa3BeseHus).

PE®EPEHTHBIE BEJINYUHbI
CbIBOpPOTKa, nia3ma’:
B3pocnble: 2,5 - 5,0 mg/dl = 0,80-1,61 mmol/I.

Hetun:

4,0 — 7,0 mg/dl = 1,29-2,26 mmol/I.

Moua®: B3pocnble 0,4 - 1,3 g/24-h.

[laHHble BESMYMHbI OPUEHTUPOBOYHbI, PEKOMEHAYETCS B KaXaoW
nabopatopun onpegeneHvne co6CTBEHHbBIX HOPMaNbHbIX BENNYUH.

AOMNOJIHUTENBHOE OBOPYJOBAHUE

Ananusartop,

37/30/25°C doTtomeTp ¢ dunbTpoM 340(+10) nm.
[losaTtopbl Ha 10 pl v 1,0 ml.

MEPbI NPEAOCTOPOXHOCTH

[aHHbIit Habop npeaHasHaYeH TONbKO AN AMATHOCTUKM in vitro.
O6pasubl aHanu30B MauMEeHTOB AO/MKHbI paccMaTpuBaTbCs Kak
noTeHLUManbHO onacHble u 06pabaTbiBaTbCs Kak UHMEKLMOHHBIE.

MCNONb30BaHUMN
6e30nacHOCTK Npu paboTe C eAKUMU U SLOBUTLIMW BELLECTBAMU.

Mpn

Habopa cneayer cobnioaatb

NMPUTOTOBJIEHME PABOYEIr0O PEAFTEHTA
PeareHTbl rOTOBbI K UCMO/b30BAHUIO.

KOHTPOJIb KAYECTBA

Ons

KOHTPOAS XOAa peakuuu W  npoueaypsl

DAC Kop 2057S5).

Kaxnaa

a  nabopatopus  [OMXHa  YCTaHOBWUTb

BHYTPEHHIOI0 CMCTEMY KOHTPOS Ka4yecTBa.

cKopee OTAENUTb

CNeKTPO(OTOMETP MAW TepMOCTaTUpyloWUiA  npu

npasuna

n3MepeHus
peKOMeHAyeTCcsl WCMOo/Mb30BaTb HOPMasbHble M NaTonornyeckue
KOHTpOJ/IbHble CbiBOPOTKK (Sera N-DAC Kopg 2055S5 u Sera P-

COBCTBEHHY10

NMPOLUEAYPA ONPERENEHUA

Metoa: KOHeuHas Touka
[invHa BONHbI: 340(%+10) nm
Temnepatypa: 25/30/37°C
BrnaHk: no peareHTy

1. loBeante Reagent [o TeMnepaTypbl peakuuu.
2. BHecuTe B MapkupoBaHHble npobupku (Mpumeyanve 1,2,3,4):

Bnank CraHpapt O6pasey

Reagent 1,0 ml 1,0 ml 1,0 ml
Phosphorus Standard - 10w -
O6pasey - - 10w

3. TwarenbHO nepeMellaiiTe U UHKYBUPYITe B TEUEHWe 5 MUHYT npu
TeMmnepaType peakuuu.
4. W3mepbTe abcopbumio Ob6pasua (A,) v CraHgapta (As) npu
340 nm npoTuB BnaHk.

BbIYUCNTEHNA
KoHueHTpauus dochopa Bbluncnsercs no gopmynam:
CoiBopoTka (nnasma): (Ag /As; )x Cscx C, = G,
Moua: (A, /Ast)X Cst X Vasn = Coan

mg/dl x 0,323 = mmol/I

METPOJIOTMYECKUE XAPAKTEPUCTUKN

Mpepen yyscTBuTenbHoCTH: 0,07 my/l.

Mpepen nuHeitHocTyn: 15 mg/dl docdopa.

Mpn  6onee  BbICOKOW  KOHUEHTpauuu  passeauTe
¢hn3pacTBopoM 1:2, NOBTOPUTE U3MepeHMe, pe3ynbTaT X 2.
BocnpousBoAMMOCTb B Npefenax Nepuoaa:

obpasey,

CpesHsis KOHLEHTpaums Cv* n*
3,44 mg/dl 0,63 % 20
5,84 mg/dl 0,64 % 20
BOCnpou3BOAMMOCTb OT Nepuoaa K nepuoay:
CpesHsis KOHLeHTpaums Cv* n*
3,45 mg/d| 0,72 % 20
5,83 mg/dl 0,68 % 20

rae: CV-k03(hOULUNEHT BapuaLmun; N-KOMMYECTBO OrNpeaeneHuii.
YyscTButenbHoctb: 1 mg/dl = 0,053 A.

JlOCTOBEPHOCTb: BbINOSIHEH CPABHUTENbHbI aHanu3 Halwero Habopa
C ApyruM KOMMepyeckuM HabopoM Ha 50 obpa3suax.

MNapaMeTpbl IMHEHON perpeccuu 6binK cneay WM :

KoadduuneHT koppensuum: r = 0,9938

JnHeliHas perpeccusi: y = 0,9902x + 0,0749.

WHTepdepeHumna: [lemonus, a Takxe Jpyrue JneKkapcTBEHHble
npenaparbl 1 Cy6CTaHLUMM BAVAIOT Ha pesysbTaT onpeaeneHus®.
PesynbTaTbl MOryT BapbuMpoBaTb B 3aBUCUMOCTM OT MCMOJb3YeMOro
060pyAOBaHMS UK MpOLEeAYpbl ONpeAeneHus.

AWATHOCTUYECKUE XAPAKTEPUCTUKHN

Okono 85 % docdopa coaepxWUTCs B OpraHu3Me B BUAe coneit
docdaTa kanbuus B HEOPraHMYecKon YacTu KOCTH.

OctanbHas 4acTb  docdopa  BKk/IHYeHA B 3cTepudukauuio
NPOMEXYTOUHbLIX MPOAYKTOB OB6MEHa caxapoB, a Takxke BXOAUT B
coctaB ochonunuaos, GocdonpoTeMHOB, HYKNEUHOBbLIX KUCIOT U
HyKneoTuaoB. MnodocdateMns MoxeT 6biTb Bbi3BaHa NEPEXOAOM
docdhopa M3 BHEKNETOUHOW  XWAKOCTU BO  BHYTPUK/IETOUHYIO,
NOBbILEHHON 3KCKpeLueit Yyepes noykn (AedekTbl KaHanbLeB noyek,
runepnapatupeo3) wunau notepeit yepe3 XKT (noHoc, peota),
NOHUXKEHHbIM BCACbIBaHUEM B KuiueuHuke®:S.

vnepdocdatemMnss 06bIMHO BO3HMKAET B pe3ynbTaTe MOYeYHO
HELOCTaTOYHOCTM MM rUnonapaTupeosa’s.

NMPUMEYAHUSA
1. PekomeHnpyetcs
MHBEHTaps.

2. B coctaBe 60/bIIMHCTBA MOKWLWMX CPeACTB COAepxutcs docdop,
nosatoMy nepea pa6oToit NabopaTopHyl MOCYAy PeKoMeHAyeTcs
NpOMbITb pa3baBieHHOI a30THO KMCNOTOW, @ 3aTeM NpOMbITb BOAOK.
3. KanubpoBka BOAHbIM CTaHAApPTOM MOXET Bbi3BaTb OTKJOHEHME,
CBsI3aHHOE C pacTBOpUTENeM. PeKoMeHAyeTcs NpoBOAUTL KannbpoBKy
C WCMNONb30BAHWEM CTaHAapTa Ha OCHOBe CbiBOPOTKW (Multi St-DAC
Koa 2051M5).

4. [laHHble  peareHTbl  WCMOMb3YOTCS B aBTOMATUYECKMX
aHanusatopax. B 3TOM cnyyae MHCTpyKUuMM paspabaTbiBatoTcs uan
npefoCcTaBASIoTCs No 3anpocy.

UCnonb3oBaHWe 04HOpPa3oBoro nabopaTopHoOro
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FOSFORUL
FOTOMETRIC UV-METODE
Numai pentru diagnosticare «in vitro»
Ase pastrala 2-8°

Cod 3064P200 2x100 ml

PRINCIPIUL METODEI

Fosforul neorganic, intr-un mediu acid, reactioneazd cu molibdatul
formind complexul colorat fosfomolibdat.

Intensitatea culorii, mdsuratd la 340(x10) nm, este proportionald
concentratiei de fosfor?.

COMPONENTA SETULUI

Reagent 2x100 ml

Molibdat de amoniu 0,40 mmol/I
Acid sulfuric 210 mmol/I
Detergent

Phosphorus Standard 5ml

Standard de fosfor, solutie apoasa.
Concentratia 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,
absorbtia Reagentului peste 0,54 la 340(+10) nm (cuva 1 cm).

PROBE

Ser (plasma):

Nu se va utilza ser hemolizat.

Serul si plasma se vor elibera de eritrocite.

Fosforul in ser si plasma este stabil la 2-8°C 7 zile.

Urina:

Prepararea probelor de urind: Urina nictemerald se va colecta
intr-un vas care continel0 ml 10 % acid clorhidric. pH solutiei se va
ajusta pind la 2. Fosforul este stabil la 2-8°C 10 zile.

Urina se va dilua inainte de utilizare cu apa distilatd in raportul 1/10,
rezultatul determindrii se va inmulti la 10 (factorul de dilutie).

VALORI DE REFERIN]’A

Ser, plasméa®:

Maturi: 2,5 -5,0 mg/dl = 0,80-1,61 mmol/I.

Copii: 4,0 — 7,0 mg/dl = 1,29-2,26 mmol/I.

Urin&%: Maturi 0,4 - 1,3 g/24-h.

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

ECHIPAMENT ADITIONAL

Analizor, spectrofotometru sau fotometru cu cu filtrul 340(+10) nm
termostatic la 37/30/25°C.

Dozatoare 10 pl 5i 1,0 ml.

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 REAGENTULUI DE LUCRU
Reagentii suntgata de utilizare.

CONTROLUL CALITATII

Pentru controlul mersului reactiei si a procedurii de masurare 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.

MOD DE LUCRU

Metoda: punct final
Lungimea de unda: 340(x£10) nm
Temperatura: 25/30/37°C

Instalarea zero: blanc dupd reagent
1. Reagentul se va incdlzi pind la temperatura reactiei.
2. Se va pipeta in eprubetele marcate (Note 1,2,3,4):

Blanc Standard  Probad
Reagent 1,0 ml 1,0 ml 1,0 ml
Phosphorus Standard - 10 pl -
Proba - - 10 pl

3. Se va amesteca §i se va incuba 5 minute la temperatura reactiei.
4. Se va nota absorbtia Probei (Ap;) si Standardului (Asy) la 340
nm contra Blanc.

CALCUL
Concentratia fosforului se va determina utilizind formulele:
Ser (plasma): (Ap; /Ast )X Cst X Cy = Cp,
Tn care:
Urind: (Apr /Ast )X Cst X Vaan = Caan
mg/dl x 0,323 = mmol/I

CARACTERISTICI METROLOGICE

Limita sensibilitatii: 0,07 mg/I.

Limita linearitatii: 15 mg/dl fosfor. Pentru valori mai ridicate
proba se va dilua cu solutie fiziologicd 1in raportul 1:2 si se va
repeta masurarea. Rezultatul se va inmulti la doi.
Reproductibilitatea in limitele perioadei:

Concentratia medie Cv* n*
3,44 mg/dl 0,63 % 20
5,84 mg/dl 0,64 % 20
Reproductibilitatea de la perioadd la perioada:
Concentratia medie CvV* n*
3,45 mg/d| 0,72 % 20
5,83 mg/dl 0,68 % 20

* CV—coeficientul de variatie; n— numdrul de determinari.
Sensibilitatea: 1 mg/dl = 0,053 A.

Veridicitatea: S-a efectuat analiza de comparare a setului dat cu
cu alte seturi similare. Au fost testate 50 probe.

Parametrii regresiei liniare:

Coeficientul de corelare: r = 0,9938

Regresia liniard: y = 0,9902x + 0,0749.

Interferente: Hemoliza influenteaza rezultatul. Se va tine cont de
posibila interferentd medicamentoasa, cit si de interferenta altor
substante®.

Rezultatele pot varia in dependentd de echipamentul utilizat sau
procedura de determinare.

CARACTERISTICI DIAGNOSTICE

Aproximativ 85 % de fosfor se afld in organism sub forma de fosfat
de calciu in partea neorganicd a oaselor, restul se gdseste in
componenta fosfolipidelor, fosfoproteinelor, acizilor nucleici si
nucleotide, participda la procesul de eterificare a produselor
metabolizmului glucidic. Hipofosfatemia poate fi provocatd de
trecerea fosforului din lichidul extracelular n cel intracelular,
excretie sporitd prin rincihi (defecte a canaliculelor renali,
hiperparatireozd) sau pierderi prin tractul gastrointestinal (voma,
diaree), si absorbtia scdzutd in intestin®S.

Hiperfosfatemia se manifesta ca rezultat al insuficientei renale sau
hipoparatireozei®®.

NOTE

1. Tn scopul evitdrii erorilor se recomadd de utilizat ustensile de
laborator de unicd folosinta.

2. Majoritatea detergentilor contin fosfor. Tnainte de utilizare vesela
de laborator se va spdla bine, se va clati cu acid azotic diluat, apoi
din nou se va spala si se va clati cu apa distilata.

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

4. Reagentii dati se utilizeazd si pe analizor automat. Tn acest caz
instructiunea se elaboreazd si se livreaza la solicitare.
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PHOSPHORUS
PHOSPHOMOLYBDATE UV
For «in vitro» use only
Store at 2-8°C

Cod 3064P200 2x100 ml

PRINCIPLE

Inorganic phosphate reacts in acid medium with ammonium
molybdate to from a phosphomolybdate complex with yellow
color.

The intensity of the color measured at 340(x10) nm is
proportional to the phospholipids concentration in the sample.

CONTENTS AND COMPOSITION

Reagent 2x100 ml pH 7,55
Ammonium molybdate 0,40 mmol/I
Sulphuric acid 210 mmol/I
Detergents

Phosphorus Standard 5ml

Phosphorus aqueous primary standard.

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.
Indications of deterioration: Presence of particulate material,
turbidity. Blank absorbance at 340(+10) nm 20,54.

SAMPLES

Serum or plasma. Free of hemolysis. Serum or plasma should
be removed from the clot as quickly as possible to avoid
elevation of serum phosphorus from hydrolysis or leakage of
phosphate present in erythrocytes. Stability: 7 days at 2-8°C.
Urine (24h): collect the specimen into a bottle containing 10 ml
of 10% v/v hydrochloric acid (HCl) to avoid phosphate
precipitations. Adjust to pH2. Dilute the sample 1/10 with
distilled water. Mix. Multiply the result by 10 (dilution factor).
Stability: 10 days at 2-8°C.

REFERENCE VALUES

Serum or plasma.

Adults: 2,5 - 5,0 mg/dl = 0,80-1,61 mmol/I.

Children: 4,0 — 7,0 mg/dl = 1,29-2,26 mmol/I.

Urine: adults: 0,4 - 1,3 g/24-h.

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

ADDITIONAL EQUIPMENT

Analyzer, spectrophotometer or photometer thermostatic at
37/30/25°C, able to read at 340(x10)nm.

Pipettes for 10 pl and 1,0 ml.

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
Reagents are ready to use.

QUALITY CONTROL

It is recommended to use the Sera N (code 2055S5) and Sera P
(code 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.

PROCEDURE

Assay conditions

Method: end point
Wavelength : 340 (+10) nm
Temperature : 25/30/37°C
Blank: against reagent

1. Pipette into labeled test tubes:

Blank Standard Sample
Reagent 1,0 ml 1,0 ml 1,0 ml
Phosphorus Standard - 10 pl -
Sample - - 10 pl

2. Mix thoroughly and incubate for 5 min. at reaction temperature.
3. Measure the absorbance (A) of the Standard and the Sample at
340 nm against the Blank.

CALCULATIONS

The phosphorus concentration in the sample is calculated using the

following general formula:
A sample

A X Cstandard X Cd = Csample
Standard
Urine:

A sample
A standard
mg/dl x 0,323 = mmol/I

METROLOGICAL CHARACTERISTICS

Detection limit:0,07 mg/|

Linearity limit: 15 mg/dl.

If the results obtained were greater than linearity limit, dilute the
sample ¥ with NaCl 9 g/l water and repeat measurement.
Repeatability (within run):

X Cstandard X V2an = Coan

Mean Concentration cv n

3,44 mg/dl 0,63% 20

5,84 mg/dl 0,64 % 20
Reproducibility (run to run):

Mean Concentration cv n

3,45 mg/dl 0,72 % 20

5,83 mg/dl 0,68 % 20

* CV - coefficient of variation n — number of determinations
Sensitivity: 1 mg/dl = 0,053 A.

Trueness: Results obtained using 50 sample were the following:
Correlation coefficient: r = 0,9938

Regression equation: y = 0,9902x + 0,0749.

Interferences: hemolysis and other drugs and substances 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

Phosphorus is an essential mineral for tissue bone formation and is
required by every cell in the body for normal function. Approximately
85% of body phosphorus is found in bone and in teeth. Low levels of
phosphorus, can be caused by hyperviaminosis D, primary
hyperparathyroidism, renal tubular disorders, antacids or
malabsortion.

High levels of phosphorus can be caused by diet, bone matastases,
liver disease, alcohol ingestion, diarrhea and vomiting.

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. This reagent may be used in several automated analyzers.
Instructions for many of them are available on request.

3. Use clean disposable pipette tips for its dispensation.

4. The majority of detergents contain phosphorus, that’s why it is
recommended to wash the labware with diluted nitric acid, and then
flush with water.
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