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HNoHocesieKTUBHBIN 3JIEKTPOA, NPEAHA3HAYCHHBIN /151 KOJIUYECTBEHHOI0
omnpe/eieHHs] HATPHUS B CHIBOPOTKE KPOBH, MJIa3Me KPOBH 1 Mo4e Ha moxayJe ISE

(Pentra C400).

l'[pe)lrlo.naraeMoe HCIIOJIB30BAHUEC

ABX Pentra Sodium-E npenasHayen st KOJIMYECTBEHHOTO
ONpeNesieHus] ~ HATPHS ~ METOAOM  IOTCHIHOMETPHH  C
HCTIONLE30BAHUEM HNOH-CENIEKTUBHOTO ANIEKTPO/Ia u
COOTBETCTBYIOIIMX STATOHHOIO PAacTBOPa, KaauOpaTOpoB H
KoHTponeil. OrmnpeneseHne YpOBHS HATPUSl HCIOIB3YeTCS B
JMarHOCTHKe W JIeYeHHH 3a00NIeBaHUil, MPH  KOTOPBIX
HAPYIIACTCsl DIIEKTPOIUTHBIN GasaHc.

Kaunnnyeckuii unarepec (1)

DJEKTPOINUTHl yYacTBYIOT B OOJBLIMHCTBE METa0OINYECKUX
¢byHkuuit opranumsma. Harpus, Kamuii © XJIOp SBJISIOTCS
Hanbosee BaKHBIMH (PH3HOJOTMYCCKMMH HOHAMH M HauOolee
4acTO  OmpeAe/sieMbIMH  3JekTponuTamMd. OOBIYHO  OHH
IOCTYHAalOT C THIIeH, BCACHIBAIOTCS B IHUINEBApUTEIHHOM
TPaKTE U BBIACISIOTCS ITOYKAMU.

Harpuii siBnsieTcsi OCHOBHBIM BHEKJIETOUYHBIM KaTHOHOM, U €ro
GyHKIMCH SBISETCS TOANCP)KAHHE BOJHOIO OanmaHca W
OCMOTHYECKOTO JaBJICHHUS.

CHu)XeHHe ypOBHS HATpus B IJIa3M€ WM ChIBOPOTKE KPOBHU
uHOrga OOYCIIOBJICHO JUIMTENBHON pPBOTOM WM JAuapeei,
CHIDKCHHEM BCAaChIBAaHMS B IOYKax MM  W30BITOYHOM
3a0epKKOM  skunkoctd. UpesmepHas IOTepsl  KHIKOCTH,
U30BITOYHOE MOCTYIUICHHE HATPUs C NUIIeH U yBeJIMYCHHE
BCACBIBAaHUSI B IIOYKAX SBJISIOTCS OCHOBHBIMHU IPHUYUHAMH
HIOBBILICHUS YPOBHSI HATpUsl.

Boigenenue HaTpusi ¢ MOUYO B 3HAUUTEIILHOM CTENCHU 3aBUCUT
OT KOJIMYECTBA IIOCTYIAIOIIEr0 ¢ IHIIEH HATpus U BOJHOIO
OanmaHca. YPOBCHb HATPUS B MOYC OMNPEHCNIAIOT UIS OILCHKH
(YHKIME TOYEK W BOTHO-3JICKTPOJHUTHOTO W  KUCJIOTHO-
LIEJIOYHOT'O PAaBHOBECHSI.
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Meton

KonndecTBeHHOE OMpeneneHne HATPHs C MOMOIIBI0 MOIYJIS
ISE MeTomoM MOTEHIMOMETPHH C HCIONB30BAHHEM HOH-
CENIEKTHBHOTO JIEKTPOJA.

B npsimoe (HepasBeleHHBIE CBIBOPOTKA U IIa3Ma KPOBH);
m HenpsiMoe (pa3BeileHHAsI MOYa).

XapakTepucTUKHU

m ABX Pentra Sodium-E mnocrasnasercas B OTHENBHBIX
YIAKOBKAX.

m ABX Pentra Sodium-E cienyer ucrosip30Barh COriacHO
9TOMY TPUMEYaHWIO [iss Kanubparopa. B  mpoTHBHOM
cllydyae MPOHM3BOIMTENh HE MOXET TrapaHTHPOBaTh €ro
HaJJIeXKAIHe paboune XapaKTePUCTUKH.

Oopamenne

1. Ilepen yctaHOBKO#i 271eKTpOAa B MpUOOp ClienyeT yOeAuThCs
B HAJIMYHHU YIUIOTHUTEIBHOTO KOJIBIIA.

2. [Ipm ycraHOBKE OJJIEKTpOJa €ro CcieayeT IIOMeIlaTh B
IIPaBUIBHOE NOJI0XKEHHE, KaK yKa3aHO HUXKeE.
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3. VIUIOTHUTENbHOE  KOJBLO JOJDKHO — pacloyiaratbCsi B
HOJIOKEHUH, KaK II0Ka3aHO Ha pHCyHKe Hwke. Ilpu
YCTaHOBKE Ka)KAOTO 3JIEKTpoJa CJleAyeT He MIOIYyCKaTb
CMEIIEHHS YIUIOTHUTEILHOTO KOJIbLA.

O-ring

4. Nudpopmanust 06 yCTaHOBKE M OOCIY)KHUBAHHH SJICKTPOAA
npuBegeHa B PyKoBoACTBE HOJIB30BATEIS.

Kaau6parop

Jlst KannOpOBKY UCTIONB3YHTE:

ABX Pentra Standard 1 (A11A01717) (ue BxIroueHo)
1x280 mL

ABX Pentra Standard 2 (A11A01718) (ue BriroueHo)
1x100 mL

ABX Pentra Reference 280 mL (A11A01901) (ue
BKJIFOYEHO)

1x280 mL

Kountpoas 2

HJ’IS{ BHYTPCHHETO KOHTPOJIA KaueCTBa HCHOHL3yfITe:

® ToJBKO JUIs aHAJIM3a CHIBOPOTKH/TLIIa3Mbl KPOBH:
ABX Pentra N Control / ABX Pentra N MultiControl
(A11A01653 / 1300054414) (1e BKITIOUEHO)
10 x 5 mL (mmodunusar)
ABX Pentra P Control / ABX Pentra P MultiControl
(A11A01654 / 1300054415) (1e BKIIIOYEHO)
10 x 5 mL (uo¢unusar)

B ToapKo IS aHAJIH3a MOYH:
paspabaTsIBaeTCs

Kask/iplit KOHTPOJIb CJICAYET aHAIU3UPOBATh CIKESIHEBHO U (HITH)
TI0CJIe KaTHuOPOBKH.

YacroTra aHamm3a KOHTPOJEH M JOBEPHUTEIBHBIE HHTEPBAJIBI
JOJDKHBL COOTBETCTBOBAaTh TAaKOBBIM B PYKOBOJCTBaX K
11a00paTOPHBIM UCCIEAOBAHMAM M YKa3aHUSIX JUIT KOHKPETHBIX
crpa. [Ipm aHanm3e MarepuanoB Ui KOHTPOJIS KadecTBa
cilemyer coOmronaTh peKoOMeHIanuH (enepaabHOro  YpPOBHS,
YpOBHS IITaTa M MECTHOTO YpOBHS. Pe3ynbTaThl MOIDKHE
HaXOAWTBCS B TIpeAeNax YCTAaHOBJICHHBIX JIOBEPHUTEIBHBIX
nHTepBanoB. Kaknmas smabopatopust [IODKHA — BBIpaboTaTh
IpoLenypy, KOTOpPOH HEOOXOAMMO ClIef0BaTh B  Cilydae

BBIXOXXJACHUA  PE3YJbTATOB 3a NOPEACJbl  YCTAHOBJICHHBIX
JOBEPUTCIIBHBIX MHTEPBAJIOB.

Tpebyemble, HO He IPeTOCTABJIsIeMbIe
MarepHaibl 2

B ABTOMAaTHYCCKUN OMOXUMHUYCCKHIA
Pentra C400 ocuamens! moxynem ISE.
m CrangaptHoe JlabopaTopHoe 000pya0BaHUE.
Onexrpoa: ABX Pentra Reference-E (A11A01741).
m KamnGpaTopsr:
ABX Pentra Standard 1 (A11A01717) (ue BritoueHo)
1x280 mL
ABX Pentra Standard 2 (A11A01718) (ue BiItoueHo)
1 x100 mL
ABX Pentra Reference 280 mL (A11A01901) (ue
BKJIIOYEHO)
1x280 mL
m KoHTpoJu:
ABX Pentra N Control / ABX Pentra N MultiControl
(A11A01653 / 1300054414)
ABX Pentra P Control / ABX Pentra P MultiControl
(A11A01654 / 1300054415)

aHaNu3aTop:

Oo6pa3en (2)

®  ChIBOPOTKa KPOBH.
[Tna3Ma KpoBHM B MPOOHPKE C JUTHUS TCIAPHHOM.
® Moua.

m J[pyrue aHTHKOAryJIsSHTBI, MOMHMO [EpPEYHCICHHBIX, HE
ucnbithiBanuch komnanueir HORIBA Medical, u mostomy
UX MPUMEHEHHUE JUISl 3TOTr0 aHajIn3a He PEKOMEHIYIOTCS.

B [Ipu ucnosnb30BaHUM TENAPUHU3UPOBAHHOM IJIa3Mbl KPOBU
creiyeT yOenuThCs B HAIWYUM NPABHIBHOTO 00beMa KPOBU
B IIpobupke i ee coopa. Ecau ypoBHSA KpoBU B MpoOHUpKax
HEJI0CTAaTOYHO, KOHLEHTpALKs rermapiHa B 00pasiax MOXeT
OBITh MOBBINICHA; KOHLIEHTPAIXS HATPUS MPU U3MEPEHHHU C
HOMOII[bIO HOH-CEIEKTHBHBIX 3JIEKTPOJOB OyeT 3aHMKCHA.

® lcnone3yiite oTHeHTpH(YTHPOBaHHbBIE 00pa3Ibl MOYH.

m CemapalMio CHIBOPOTKM WJIH IUIA3MBI KPOBH  CIIEAYET
BBITIOJIHATh HE3aMEUTHUTENIBHO WM JI0 UcTeueHus: 24 dacoB
IpH XpaHeHuH 00pasia B 3aKpbITOi mpobupke (3).

CTaOuNbHOCTE JJEKTPOJIMTOB B 00pas3lax, XpaHSAIUXCS B
BO3/IyXOHETPOHHIAEMBIX PoOUpKax (3) (mocne cenaparmm):

alI3MeHeHUE: HOBBIH KOHTPOJIb.
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ABX Pentra Sodium-E

15-25°C 4°C -20°C
Harpuii B ceiBopoTke/ 14 nuen 14 nueit CTa0MIBHO
ia3sMe KPOBH:
Harpuii B moue: 14 nuein HIT HIT

PedepenTHblii 1nana3on

Kaxnas naboparopuist H0JKHA YCTaHOBUTH CBOU COOCTBEHHBIC
pedepeHTHbIe auana3oHbl. [IpuBeNCHHBIC 37€Ch 3HAYCHHS
HOCST TOJIBKO PEKOMCHIATEIbHBIN XapakTep.

CeiBoporka/miaszma kposu (1):

Bspocasie 136-145 mmol/L

Moua (1):
Bspocisie 40-220 mmonb/24 u

XpaHeHHe W CTAOMIBHOCTD

:)J'IBKTpOﬂbI B HEBCKPBITBIX YIIAKOBKaX MOXHO YCTaHaBJIMBaTb
IO [aThl, yKa3aHHOM Ha JTHUKETKE YIAKOBKH, IPH XPaHEHHUH
npu temnepatype 15-35°C.

ITocne yctanoBkM B Moxynb ISE amexktpon mmsompeneneHus
HATPHsl MOXKHO HCIIOJB30BaTh B TeUeHHe 12 Mecsues.

Oo0pameHnue ¢ 0oTX0AaMu

Crnenyet oOpalaTbCsi K MCCTHBIM HOPMATHBHBIM TPEOOBAHHUSIM.

OO01mue Mepbl NMPEIOCTOPOKHOCTH

® JlaHHBII ~ SNEKTPOA  TNpEAHA3HAYeH  TONBKO UL
MpO(EeCCHOHANBHOTO HCIONB30BaHUS IS JIHATHOCTUKH N
vitro.

® Jcronb30BaHKE TOJIBKO MO HA3HAUCHHIO Bpaya.

® JlaHHBI peareHT KIaCCU(PUIUPYEeTCs KakK HEOMACHBI
cornacHo periamenty (EK) Ne 1272/2008.

m CobnronaiiTe CTaHAapTHBIE MEpbl NMPELOCTOPOXKHOCTH JUIS
71ab0PaTOPHBIX MCCICIOBAHMUIA.

®m PaGorate ¢ mnpubOpPOM CleAyeT B COOTBETCTBHH C
PyKkOBOJACTBOM  [0JIb30BaTelisi B COOTBETCTBYIOLIHMX
YCIIOBHSIX.

B DJIEKTPOJIBI CIIE/YEeT 3aMEHATh B PE3HHOBBIX IIEpYaTKax.

m CM. oTHOCsIIHICS K 31ekTpony MSDS.

B He wucnonw3yiiTe NpOAYyKT NIPU BUAMMBIX ITIPU3HAKax €ro
OMOJIOTHYECKOr0,  XUMHYECKOr0  WIM  (U3HYECKOro
YXYJIILIEHHUs Ka4ecTBa.

® OTBETCTBEHHOCTh 3a IPOBEPKY NPUMEHHUMOCTH 3TOrO
JOKYMEHTa K HCIOIb3yeMOMY OJEKTPOLY JISKHMT Ha
0JIb30BATENE.

Pa6oune xapakrepucruku Pentra C400
Coleopomxa Kposu, niama Kpoeu

O0Bem o0pa3ua

60 mki/ananus 1, 2 w3 9IeKTPOIUTOB

TouHOCTD M NPeuUu3noOHHOCTDb b

Hosemopsemocms (npeyuzuonnocms pesyibmamos paoa
usmepenuii)

[TOBTOPAEMOCTH COTJIACHO PEKOMEHIAIMAM, COAEPKALIUMCS B
nporokoJe Valtec (4),c ananuzom o6pasuos 20 pas:

B 4 KOHTPOJBHBIX 0Opa3ia
m 6 00pasios (Hu3Kas / cpeHsis / BHICOKAsk KOHIICHTPALMH)

Cpenﬂmer;i:ll;x:eﬂue KB (%)
KoutponbHslit o6paserr 1 119,72 0,09
KoutponbHbiit 06pazer 2 118,3 0,10
KontponbHslii 06pazern 3 149,34 0,04
KoutponbHsiii 06pazen 4 148,19 0,07
O6paszer 1 120,04 0,07
Obpasers 2 118,99 0,16
O6paszen 3 140,44 0,04
OG6pasen 4 140,58 0,09
OG6paszen 5 162,07 0,67
Oobpaser 6 161,7 0,46

Bocnpouszsodumocms (06wias npeyusuonnocms)

Bocnpon3BoauMoCTs B cOOTBETCTBHH ¢ pekomeHaarmsiMu CLSI
(NCCLS), mporokoma EP15-A2 (5) ¢  oOpasuamy,
NPOBEPEHHBIMH B TpeX 3K3eMIUsipax B TeueHue 5 mueit (3
CepuH B JICHB).

B 4 KOHTPOJBbHBIX 0Opasua
6 o0pa3ioB (Hu3Kkas / cpexHsis / BRICOKask KOHIICHTPALHH)

PY3menenne: H3MEHEHHE PaGOYHX XapaKTEPHCTHK.
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CpeLlee:n :l-:/ﬁl:e}lﬂe KB (%)
KonTposbHsIii 06pasery 1 116,97 0,55
KonTposbHbIil 00pasery 2 117,47 0,66
KontponbHblii 06pasen 3 147,25 0,55
KoutpombHsblii 06pazen 4 148,33 0,81
Oo6paser 1 120,53 0,63
Oo6paser 2 121,04 0,62
Oo6paser 3 140,58 0,45
Ob6paser 4 141,13 0,74
O6paszen 5 161,31 0,32
O6pasern 6 162,8 0,57

JIMHeHHOCTh U IMana30H H3MepeHus

AHanu3 noaTBepri auanason usmepenuii or 110 mmol/L mo
200 mmol/L.

JIuHelHOCTh OLEHMBaJach 10 JMANa3oHy M3MEPEHUs B
COOTBETCTBUH C PEKOMEHAANNSIMH, U3JI0KEHHBIMU B POTOKOJIE

CLSI (NCCLS), EP6-A (6).

Koppensinus

N o6pasnos manuentoB koppenupyor ¢ ABX Pentra 400,
B3ATHIM B  KadyeCcTBE OTaloHA B  COOTBETCTBHH  C
pEeKOMEHAusIMA,  U3JIOXKeHHbIMH B mporokoie  CLSI

(NCCLS), EP9-A2 (7).

VpaBHEeHHE [UISI aUIOMETPUYECKON JIMHWH, MOIYYEHHOE ISt
ceiBopoTkr kpoBr (N=96) ¢ wucHons30BaHHEM MPOIELYPHI
perpeccuu ITaccunra-Bs6oka (8):

Y =1,03 X - 4,77 ¢ kosddurmenTom koppensumn r2 = 0,967.

Memawumue BausHus € (9, 10)

T'emornobuH: 3HAYMMOTr0 BIHSHHS HE HAOJFOJACTCS BIUIOTH 110
3Hauenus 1 g/L.

Tpuriuuepuast: 3Ha4YMMOe BIIMSHHE OTCYTCTBYET.

O6mwuit 3HayuMoe BIHUSHHE OTCYTCTBYET.

OunupyOuH:

TIpsmoit 3HaYMMOE BIIMSHHE OTCYTCTBYET.

OrpyOuH:

TIpobenerma: 3HAYMMOro BIIMSHHUS HE HAOII0NAaeTCs BIUIOTH IO
suayenns 1220 pymol/L.

Banbnpoesas 3HAYMMOTrO BIUSHHS HE HaOII0AaeTCs BIUIOTH /IO

KHCIIOTA: 3Hauenus 303,6 pg/mL.

Hpyeue oepanuvenus oanvi HAneom (Young) e eude nepeuns
JIeKapCMEeHHbIX NPenapamos U nepemeHHslx, NOJIYYEHHbIX Npu

npeoeapumenbHoM aHaluze, C U3BECHHbLIM GIUAHUEM HA MY
memoduxy (11, 12).
CTa0uiIbHOCTL KAIMOPOBKH

KaynbpoBka 1o OJHOM TOYKE BBINONHIECTCS aBTOMATHYECKU
Kaxple 15 MUHYT.

KannbpoBka IO JBYM TOYKaM BBINOJHSACTCS aBTOMAaTHYECKU
kaxzaple 120 MuHYyT.

Moua

O0Bem o0pa3na

20 mxi/ananus 1, 2 w3 3IEKTPOIUTOB

TouHOCTD H NMPEU3UOHHOCTD b

Hosmopaemocmo (npeyusuonnocmo pezyrvmamos paoa
uzmepenuii)

[ToBTOPSIEMOCTH COIJIACHO PEKOMEHJIALMIM, COJACPKAIIUMCS B

npotokose Valtec (4),c ananuzom o6pasuos 20 pas:

B 4 KOHTPOJBHBIX 06pa3a
m 6 00pasios (Hu3Kkas / cpeHss / BHICOKAsk KOHIIEHTPAIIHH)

Cpemlme:;l z}:;xl:leﬂue KB (%)
KoutponbHslit o6pazer 1 80,68 2,10
KouTponbHblii 06paser 2 80,37 0,93
KontponbHslii 06pazen 3 163,86 0,24
KoutponbHsiii 06pasen 4 162,53 0,19
O6paszer 1 61,95 0,72
Obpasers 2 64,27 0,75
O6pazen 3 108,78 0,41
Obpaszer 4 92,34 0,44
OG6paszen 5 188,26 0,51
Oobpaser 6 191,09 1,29

Linearity and Measuring Range

Amnanus ToATBepaMI auana3oH usmepenuin or 80 mmol/L mo
300 mmol/L.

JIMHEWHOCTh OLIGHMBAJIACH IO JAuamnas’oHy HU3MEpEHHs B
COOTBETCTBUU C PEKOMECHAAIIUAMHU, HU3JIOKCHHBIMH B IIPOTOKOJIC

CLSI (NCCLS), EP6-A (6).

Koppeasiuus

N o6pasuos maruentoB koppenupyior ¢ ABX Pentra 400,
BBITHIM B  KAyeCTBE OJTalOHa B  COOTBETCTBHH  C

CI/I3MCHEHI/IC: U3MCHCHUE HHCI)OpMaLlHH 0 MCIIAKIIWUX BIUAHUAX.
PY3menenne: H3MEHEHHE PAGOYHX XapaKTEPHCTHK.
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CLSI

PEKOMEHAAMAMU, H3J10KCHHBIMHU B

(NCCLS), EP9-A2 (7).

IIPOTOKOJIE

VpaBHeHHE U AIOMETPHUYECKOHW JIMHUH, TMOJYyYEHHOE ISt
moun (N=96) ¢ wucnonb30BaHHEM MPOIEAYPHl  pErpeccuu
IMaccunra-ba6ioka (8):

Y = 1,05 X + 3,46 ¢ xo3bdunmentom koppensuun r2 = 0,967,

CTadnabHOCTh KAJIHOPOBKHU

KamubpoBKka MO OJMHOW TOYKE BBITIONHACTCS ABTOMATHUYECKH
Kaxapie 15 MumyT.

KanuOpoBka MO JBYM TOYKaM BBIMOJIHSIETCS aBTOMATHYECKH
kaxapie 120 MunyT.

Jlutepartypa

1. Scott MG, LeGrys VA, Klutts JS. Electrolytes and
Blood Gases. In: Burtis CA, Ashwood ER, Bruns DE,
eds. Tietz Textbook of Clinical Chemistry and
Molecular Diagnosis. 4th ed. St Louis, Missouri:
Elsevier Saunders (2006): 983-990.

2. Kanai |, Kanai M, Rinshokensaho-teiyo, revised, 30t
edition, Kanehara-syuppan, Tokyo (1993): VIII709.

3. Young DS. Storage of specimen. In: Effects of
Preanalytical Variables on Clinical Laboratory Tests.
1st ed.Washington: AACC Press (1993): 4-269 -
4-278.

4. Vassault A, Grafmeyer D, Naudin C et al. Protocole
de validation de techniques (document B). Ann. Biol.
Clin. (1986) 44: 686-745.

5. User Verification of Performance for Precision and
Trueness. Approved Guideline, CSLI (NCCLS)
document EP15-A2 (2006) 25 (17)

6. Evaluation of the Linearity of Quantitative Analytical
Methods. Approved Guideline, CLSI (NCCLS)
document EP6-A (2003) 23 (16).

7. Method Comparison and Bias Estimation Using
Patient Samples. Approved Guideline, 2"d ed., CLSI
(NCCLS) document EP9-A2 (2002) 22 (19).

8. Passing H, Bablok W. A new biometrical procedure
for testing the equality of measurements from two
different analytical methods. J. Clin. Chem. Clin.
Biochem. (1983) 21: 709-20.

9. Vlatko Rumenjak, Stjepan Milardovic, Ivan Kryhak.
The study of some possible measurement errors in
clinical blood electrolyte potentiometric  (ISE)
analyzers. Clinica Chimica Acta (2003) 335: 75-81.

10. Malinowska E, Meyerhoff M. Influence of Nonionic
Surfactants on the Potentiometric Response of lon-
Selective polymeric Membrane Electrodes Designed
for Blood Electrolyte Measurement.

11. Young DS. Effects of Drugs on Clinical Laboratory
Tests. 4t Edition, Washington, DC, AACC Press
(1997) 3: 143-163.

S.A.S. au capital de 23859980 € - RCS Montpellier 328 031 042 - SIRET 328 031 042 000 42 - APE 332 B

12. Young DS. Effects of Preanalytical Variables on
Clinical Laboratory Tests. 2"d Edition, Washington,
DC, AACC Press (1997) 3: 120-132.

5/5

Hocaenusis Bepcusi 10KyMeHTOB Ha Www.horiba.com


http://toolkits.horiba-abx.com/documentation/search.php




