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JINarHoCTHYECKUI peareHT JJIsl KOJTHYeCTBEHHOT0 onpe/esieHus in vitro
aakrataerunaporenassl (JIII') B cbIBOpOTKe WU MIa3Me KPOBH

KOJIOPpUMETPUIECCKUM METOAOM.

Bepcml NMPUJIOKCHU S

CpbIBOpOTKA KpoBH, miia3ma kpoBu: LDH (ne nns
npumeHenusi B CIITA)

01.xx

Ipeanoaaraemoe ucnob3oBanue (He 115
npumenenus B CIIIA)

Pearear ABX Pentra LDH CP npennasnauen s
JIMAarHOCTUYECKOTO KOJMYIECTBEHHOTO OIpeeieHus in Vitro
nakraraeruaporesassl (JIIIT) B CBIBOPOTKE WITH IUTa3Me KPOBH.
3HaueHUs] YPOBHS JIAKTATIAETUAPOTEHA3Bl HCIIONB3YIOTCS JUIS
JIUATHOCTUKH W JIeYeHHs 3a00JeBaHMM II€YEHH, TAKUX Kak
OCTPBI BUPYCHBI TE€MaTHT, LUPPO3 U METAaCTaTHYECKast
KapIHOMA IIEeYeHH, 3a00JIeBaHuii Cepliia, TAKNX KaK MH(pApPKT
MHOKap/ia, a TAKXKe OMyXOJICH JIETKUX U TIOYEK.

Knunuveckuii murepec (1, 2)

Jlakrataernaporenesa (Iar) SIBIISICTCS (bepmeHTOM,
HPEJCTAaBICHHBIM IISITBIO PA3IMYHBIME H30()OpMaMH, KOTOpBIE
KaTaIN3UPYIOT B3aMMHOE NpeBpallenne L-nakraTa u nupysaTta.
JIAI' nmpucyTcTByeT B LUTOIUIa3ME KJIETOK BCEX TKaHEH
YCJIOBCKA H 06Hapy>1<nBaeTc91 B HaWBBICIIMX KOHILECHTpALUAX B
KJICTKaX ME4YeHHU, Cep/lia M CKEJICTHOH MYCKyJIaTypsl U B Ooiee
HHU3KUX KOHLEHTpaluuax B SpUTpoLUTaX, KJICTKaxX
HO/DKEITYyIOYHON JKeNle3bl, MOoYeK M JKedyaka. [loBbIlIeHHas
aktuBHocTh  JI[II'  oOHapyxuBaeTcss IpU  Pa3IUYHBIX
HaTOJIOTHYECKUX COCTOSHHSX, TAKMX Kak HMH(apKT Muokapia,
3abonieBaHuss ~ IeYeHH, 3a00JeBaHMs  CHCTEMBI  KPOBH,
3JI0KaueCTBEHHbIC ONMyXOJIM MK 3abosieBaHus Mbli. OIHAKO B
CBSI3M C OTCYTCTBUEM OpraHHOM CHEU(UYHOCTH  JUIS
i bepeHIMaIBHON UaTHOCTUKH HEOOXOAUMO ONpe/esiCHHe
yposaeii uzodepmenton JIAT wmun ACAT/AJIAT.

Explore the future
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MeTtona (3)

Ontumu3upoBaHHblil aHanu3 cornacHo German Society of
Clinical Chemistry (DGKC).

nar

Mupysat + HAOH + H* <« > [lakrat + HAO*

(JIAI — nmakraraeruaporeHasa)

PearenTtnl

ABX Pentra LDH CP roros k ncnons30BaHumio.

Pearenr 1:

®docdarusrit 6ydep, pH 7,5 64 mmouns/JT

IMupysar 0,81 mmoub/Jl
A3suj HaTpus <11/]
Pearenr 2:

Bydep I'yaca, pH 9,6

HAIH 1,05 mmons/J1
Asun Hatpus <1/l

ABX Pentra LDH CP crenyer ucrnonp30Barh COTIACHO STOMY
IpUMEYaHnio. B poTHBHOM Cilydae MPOM3BOIAUTENb HE MOXKET
rapaHTHPOBATh €0 HaUIeKAIINe pabovne XapaKTePUCTHKH.

Oo6pamenue
1. Cuumure 00a KOJmadka ¢ KacCeThl.

2. HpI/I HaJIMIWHU IICHBI YAAJIUTE €€ C NTOMOIIbIO TJTACTMACCOBOM
TIUIICTKH.
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3. IlomectuTe KacceTy B OXJIKACHHYIO KaMmepy —mid
peareHToB.

Kanubparop

Jlst kKannOpOBKY UCTIONB3YHTE:
ABX Pentra Multical (A11A01652) (1e Briro4YeHo)
10 x 3 mJI (muo¢usu3ar)

KonTtpous 2

HJ'ISI BHYTPEHHETO KOHTPOJIA Ka4ueCTBa chonwyﬁTe:

m ABX Pentra N MultiControl (1300054414) (ue
BKJIFOYEHO)
10 x 5 mJT (muodunusar)

m ABX Pentra P MultiControl (1300054415) (ue
BKJIFOYEHO)
10 x 5 mJI (muodunusar)

Kak1p1it KOHTPOJIB CIIeMyeT aHAIM3HPOBATh SKEIHEBHO 1 (HITH)
TIOCJIe KaTHOPOBKH.

YacroTra aHamm3a KOHTPOJEH M JOBEPHUTEIBHBIE HHTEPBAJBI
JOJDKHBL  COOTBETCTBOBAaTh TAaKOBBIM B  PYKOBOJCTBaX K
11ab0paTOPHBIM HCCIEAOBAHMAM M YKa3aHUSX JUIT KOHKPETHBIX
ctpaH. [Ipm aHanm3e MarepwanoB Ui KOHTPONS KadecTBa
clemyeT coOromaTh peKoMeHIanuu (enepaabHOrO yYpPOBHS,
YpOBHS INTaTa M MECTHOTO YpOBHS. Pe3ynbTaTsl MOIDKHEI
HaXOAWTBCS B TIpEAeNax YCTAHOBJICHHBIX JIOBEPHUTEIBHBIX
nHTepBanoB. Kakmas mabopatopmst [IODKHA — BBIpabOTaTh
MpoLenypy, KOTOPOH HEOOXOAWMO CIIe0BaTh B cCiydae
BEIXOJKAEHHS ~ PE3yJbTaTOB 33 MpeNeNbl  yCTaHOBJICHHBIX
JIOBEPHUTEIHHBIX HHTEPBAJIOB.

Tpebyemblie, HO He MPETOCTABJIsIEMbIE
MaTepuabl 2

B ABTOMATHYECKUH OMOXMMHUYCCKUI
Pentra C200

m Kamu6parop: ABX Pentra Multical (A11A01652)

® Konrtposnu:
ABX Pentra N MultiControl (1300054414)
ABX Pentra P MultiControl (1300054415)

m  CranjapTHOe 1ab0paTopHOE 060pyI0BaHHUE.

AHAIIM3aTOoP:

O6pazen P

OT0 YCTPOICTBO MpeHA3HAYECHO ATl TECTHPOBAHUS MOITY AN
B IIETIOM.

Tunsl o0pa3ua

®  CpIBOPOTKA KPOBH.
® [[na3ma KpoBU B MPOOUPKE C JIUTHS TEIaPUHOM.

Jpyrne aHTHKOAryJsHTBI, I[IOMHMO MEPEYUCICHHBIX, HE
ucnbiTeiBasnck kommnanunein HORIBA Medical, u nostomy nx
HOPUMEHEHHE IS 3TOTO aHAIN3a He PEKOMEHIYIOTCS.

CraéuabHocts (1, 4)

® TIpu remneparype 20-25°C: 7 nneit
® TIpu temneparype 4-8°C: 4 nueit
m TIpu remneparype —20°C: 6 uemenu

Jlns pyTHHHOTO aHalH3a ChIBOPOTKY CIEAyeT XpaHUThb IpH
KOMHATHO# TemIiepatype o npudyriHe 4yBcTBUTENnbHOCTH JI/[-4
u JIJI-5 k HU3KUM TeMmepaTtypam.

PedepenTHblii 1nana3on (5) ©

Kaxxmast maboparopusi JOIKHA yCTAHOBUTH CBOM COOCTBEHHBIE
pedepeHTHble Iuana3oHbl. [IpuBeneHHBIE 37€Ch 3HAYCHUS
HOCSIT TOJIBKO PEKOMEHAATENbHBII XapakTep.

Bspocanie: < 480 [E/JT] (37°C).

Knuanueckas YYBCTBUTCIHLHOCTDH u CHeL[I/I(i)I/I‘{HOCTI),
TOJIOKUTEIIbHASL MPOTrHOCTUYECKAss IEHHOCThL U OTpULATE/IbHAA
IMPOTHOCTUYECKAad ILEHHOCTH JId 3TOr0 aHaliuTa O0OBIYHO HE
C006H.IaIOTC$I. Bo MHOTOM 3TO CBSI3aHO C TEM, YTO JTaHHBIN
AHaJIMT HE ABJIACTCA CAMHCTBCHHBIM HWHAWKATOPOM I
LOCJICBOr0 Ha3sHA4Y€HUSA W TIIPpUHATHA PEIICHHUA O JICUCHUH
NanueHTa. I[J'IS{ IIOCTaHOBKH JJMAar{Ho3a u BI)I60pa Kypca JICUCHU
CJIE€AYET HCIOJB30BAThL PE3YJIbTAaTbl JPYTUX CTAaHAAPTHBIX
OHMOXUMHUYECKUX TECTOB B COUCTAaHUH C I[pyFOfI
Z[HaFHOCTH‘{eCKOﬁ HH(l)OpMaL[PIefI n OHCHKOﬁ COCTOSIHUA
TNaqueHTa Jeyalnim BpaioM.

a/I3MeHeHue: yiaaeH KOHTPOIb.
PY3menenne: n3menenne pasaena «O6pasen».
CUsmenenue: nobasneHa nHGopMarms.
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XpaHelme H CTA0MWJIBHOCTh

CTa0HJIbHOCTD 10 BCKPBITHS:

CrabuiieH 10 OKOHYaHHMsS YKa3aHHOTO Ha DSTHKETKE CpoKa
TOJHOCTH TIPU XpaHeHuu mpu temneparype 2-8°C. XpaHuth B
3all[UIIEHHOM OT BO3JCHCTBHUS CBETa MeCTe.

CTa0HIbHOCTh NOC/IE BCKPBITHS:

Cwm. pasnen «Paboune xapakrepuctuku Pentra C200».

He 3amopaxuBaTs.

Oo0pameHue ¢ oTX01aMHu

Ilpexxge 4YeM mOpucTymath K paboTe ¢ aHAIH3aTOPOM,
omeparop 00s3aH NPOHTH O00y4YeHHE Yy TPEACTABUTEINS
kommannn HORIBA Medical.

OTBETCTBEHHOCTh 33 IPOBEPKY NPHMEHUMOCTH ITOTO
NOKyMEHTa K HCIOJNIb3yeMOMY DEareHTy JIOKHT Ha
[OJIb30BATENE.

3a TeXHUUYECKOW NOMOILIbI0 obpamaiTech Mo TeaedoHy
+33 (0)4 67 14 15 16.

JIto6bIe cephe3HbIe MPOMCIIECTBHS, HMEBIINE MECTO B CBSI3U
¢ 9KCIUTyaTalueil aHaan3aTopa, HEOOXOOUMO MOBOAHTH 10
CBEZICHMsI NPOM3BOAUTENS M OO YIIOJTHOMOYEHHOTO OpraHa
BJIACTH CTPaHBI, B KOTOPOi HAaXOAHUTCS OmepaTop mpubdopa
W/WIM DaLUeHT.

Oo61mme Mepbl NPeI0CTOPOKHOCTH

Cnenyer  ofOpamarbcs K MECTHBIM  HOPMAaTHBHBIM
TpeGOBaAHHSIM.

Pearent coumepxutr menee 0,1% asuma HaTpust B KauecTBe
KOHCEpBaHTA. A3H HATPHUS MOXKET pearupoBaTh C MEABIO C
00pa3oBaHNEM B3PHIBOOMIACHBIX a3H0B METAJIOB.

d

JanubIit peareHT TpeHa3HaYeH TOJIBKO JUTSL
PO ecCHOHATBHOTO HCIONb30BAHMS ISl AHATHOCTHKH N
vitro.

[lpenHa3sHadeHO Ul WCMONB30BaHHS B J1AGOPATOPHBIX
YCIIOBHSIX.

Vcrionp30BaHne TOJBKO MO HA3HAYEHHIO Bpaya.

Cornmacuo HopmatuBHomy mokymenty (EC) N°.1272/2008
9TOT PEareHT CUMTACTCS OE3BPEIHBIM BELIECTBOM.

He BBINONHATH MHUIIETHPOBAHIE PTOM.

He BOCIOJNHATD KOIMYECTBO PEarcHTOB.

He rnorare. W30erath KOHTaKTa C KOXKEH W CIM3HCTBIMA
000JI0YKaMH.

Coburofaiite cTaHIapTHBIE MEPBI MPEJOCTOPONKHOCTH IS
71abOpaTOPHBIX UCCIEIOBAHMI.

Kaccersl ¢ peareHTaM SIBISIOTCSL OJHOPA30BBIMH U
MO[UIEXKAT YTHIN3ALNKN COTJIACHO MECTHBIM HOPMATHBHBIM
TpeOOBaHHSAM.

Cwu. otHOCsmiicst k pearenty MSDS.

He wucmone3yiite MpOAYKT NPH BHIMMBIX MPU3HAKAX €ro
OHONIOTHYECKOTO, ~ XHMHYECKOTO0  WIH  (DH3HYECKOTO
YXYILICHUs Ka9eCTBa.

He wcmomp3yiiTe MPOAYKT, €CIH HE COOIIOHAIOTCS
pEKOMEHTyeMbIe YCIOBHSI XpaHeHHs, BKITFOYAs
TEMIepaTypy.

PaGoune xapakrepucruxku Pentra C200

BapuaGesbHOCTb 115 pa3HbIX napTuii ©

BoccraHoBneHne — 06pa3unoB  (CBIBOPOTKM WM ILIa3Mbl),
NPOBEJCHHOE BO BpEeMs BBIIYCKAa TPEX MOCICA0BATEIBHBIX
NapTHil peareHTa Ul KOHTPOJS Ka4yecTBa, MOKA3bIBAET, YTO
BapHabeIbHOCTh MEXIYy MNapTHAMH HAXOAUTCS B Mperernax
cremupuranun: < 10%.

Cvigopomxa Kpoeu, niama Kpoeu

IlepeuncreHHble HUKE paboYne XapaKTEPUCTHKH MOMyYEHbI HA
ananmsatope Pentra C200.

KoanuectBo anamm3oB: npubnusurensuo 121 Tect

CTa0HIbHOCTH peareHTa B aHAIM3aTOpe

Ilocne OTKpBITHS Kaccera pearcHTa, IOMCIICHHAs B
oxnaxaennyo kamepy Pentra C200, craGuibHa B TedyeHue
28 nueii.

Oo0bem obpa3zua: 4 Mxi/Tect

Mpenen obuapyxenus |

[pemen obuapysxkenust ycraHosien cornacao CLSI (NCCLS),
npotokon EP17-A2 (6) u cocrasnser 11,58 E/JI.

l'lpe;[e.rl KOJMYECTBEHHOI'0 ONpeaAcICHUsL 9

IIpesen KOJMMYECTBEHHOTO ONPEAETIEHUs YCTAHOBJIEH COTJIACHO
CLSI (NCCLS), nporokon EP17-A2 (6) u cocrasusier 20 E/JL.

dM3MeneHne: M3MeHeHHe HHPOPMAIMH 06 OGIIMX Mepax MPeI0CTOPOKHOCTH.
®H3meneHue: 1o0aBieHa riasa.

f3menenue: 106aBICHbI TaHHEIC.

91i3MeHeHHe: H3MEHEHHS [PE/IEIa KOJIMIECTBEHHOTO ONPEIEIICHHUSL.
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TOYHOCTH ¥ MPENU3HOHHOCTD
Ilosmopsaemocms (npeyu3uoHHOCHb PE3yI6bManos pada
uzmepenui)

TTOBTOPSEMOCTL COTJIACHO PEKOMEHJIAIMAM, COJAEPKAIIUMCS B
nporokoiie Valtec (7),c ananusom o6pasios 20 pas:

B 2 KOHTPOJIBHBIX 00Opa3iia
m 3 00pa3uos (Huskas / cpeqHsisi / BBICOKask KOHIICHTPALHH)

CpeuHeEe:/s;aqune KB (%)

KoutponbHblii 06paser 1 307 1,72
KonTponbHslit 06pasers 2 502 1,20
Obpaser 1 155 2,07
Ob6pasers 2 299 1,25
Ob6paser 3 850 1,11
Bocnpoussooumocmo (06wan npeyusuonnocms)
BocnpounssoamumocTs, COIJIacHO PEKOMEHIAIINAM,

npencrasienHsiM B CLSI (NCCLS), mporoxon EP5-A2 (8) ¢
JIByKPaTHBIM aHaIu30M 00pasnoB B TeyeHue 20 mHeit (2 cepun
B JIEHB):

B 2 KOHTPOJILHBIX 00pas3ia
m 3 00pa3uos (Huskas / cpeqHsis / BBICOKask KOHIICHTPALHH)

Cpe;me:: ;Jl;aqenne KB (%)
KoutponsHblii 06paser 1 292,30 2,8
KoutposbHblii 06paser 2 487,75 3,1
Oo6paser 1 150,41 3,3
Ob6paser 2 292,14 6,0
Ob6paser 3 862,12 3,1

JIuanazon usmepenuii N

Ananmu3 noxarBepann auanazoH usmepenuit or 20 E/JI nmo
1300 E/JL.

Nuamnazon wu3Mepenuit pacmmped g0 3900 E/JI  mpu
aBTOMATHYECKOM I10CT-Pa3BeICHHH.

JIuneiiHOCTh pearcHTa oreHuBaiach 10 3HadeHus 1300 E/JI B
COOTBETCTBUH C PEKOMEHIALMSAMH, H3JI0KECHHBIMU B IIPOTOKOJIC

CLSI (NCCLS), EP06-Ed2 (9).

Koppesiuus |

Bssiteie y nanuenta o6pasibl: ChIBOPOTKA
KonunvecTBo B34THIX y MaleHTa oopasios: 97

OO6pa3ibl KOPPETUPYIOT ¢ KOMMEPUYECKHM PEarcHTOM, B3STHIM B
KauecTBE ITAIOHHOTO CTaHAApTa COIVIACHO DPEKOMEHIALHUSM,
nsnoxenHpiMu B porokosie CLSI (NCCLS), EP09c (10).
3HaueHus Haxoguiauch B aumanazoHe ot 80,0 E/JI  no
1283,2 E/JL

Qopmyna Uil aJUIOMETPUYECKON JIMHHMM, MOJyuyeHHas ¢
MOMOIIBIO perpeccuoHHoi Metoauku Ilaccuara — bBaGmoka
(11), BBITISAMT CIEAYIOMIAM 00pa3oM:

Y = 0,9953 X - 0,7295 (E/JI)

Tpu 3ToM kosddurenT koppemsun r2 = 0,994,

Memawuiyue BIUTHHS j

I'emornoGuH: He wucnone3yiiTe reMoau3upOBaHHBIN
obpaserl.

Tpurnuuepuasl:  3HAUUMOTO BIHUSIHUS HE HaONIOAaeTCs
BIUIOTh ZI0 KOHIEHTPAUH KOHIIEHTPAIH
TPUTIULEPHUIOB 5,53 MMOJIB/J1
(483,88 mr/aJI).

OOmwuii 3HAaUMMOTO BIHUSHUS HE HaOINIfoaeTcs

OounupyOuH: BIIOTh 10 3HadeHus 500 wmrmons/JI
(29,3 mr/nJl).

[psamoit 3HaynMoOro BIMAHUS He HaOmMogaeTcs

OounupyOuH: BioTe 10 3HadeHus 900 wmrmons/JI
(52,7 mr/nJl).

Hpyeue oepanuuenus danmvi Aneom (Young) e eude nepeums
JIEKAPCMBEHHBIX NPENapamos U NepemMeHHbIX, NOIYYeHHbIX Npu
npedeapumensHoM aHANU3e, C UGECHHBIM GNUSHUEM HA DIMY
memooduxy (12, 13).

CTa0uiIbHOCTH KAJIMOPOBKH

Pearent kamubOpyror B genb 0. CTabWIbHOCTH KanuOpOBKH
MPOBEPSIOT IIyTEM aHali3a 2 KOHTPOJIBHBIX 00pa3IoB.
CrabuapHOCTh KamuOpoBku cocraBisietr 19 aHeid.

Ipumeuanue. Toemophas Kanubposka peKoMeHOYemcs. npu
UBMEHeHUU Napmuu pedzeHmad, a Maxdce eciu pe3yibmanbl
AHAU3a KOHMPOJL 6bIXOO0SM 34 Npeoeivbl YCMAHOBIEHHO20
ouanasona.

Jlurepatypa
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MY3menenye: H3MeHeHNe quanasoHa HU3MEepeHUH.
II/ISMCHCHHC: W3MCHEHHE KOPPEIALNHA.
I3menenue: uamMenenue MHq)OpMauym O MEIIAKOIIUX BIMSHUAX.
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