MEDICA e

REF 10215-4 4 x 29 mn/8 mn

NAKTATOErMOPOIrEHA3A (ngr)
Kaxapbii KOHTENHepP COAepXUT nonesHbln o6bem u3 29 mn peareHta R1 n 8 mn peareHta R2.

HA3HA4YEHUE

PearenT J1AI EasyRA npegHasHayeH Ans KONMYECTBEHHOIO onpeaeneHust akTMBHOCTU nakrataerngporeHassl (141N B yenoseveckon
CbIBOPOTKE 1 Mria3me (C NCnosnb30BaHNEM NUTUIA-renapunHa B Ka4eCTBE aHTUKOArynsiHTa) ¢ NOMOLLbIO KITMHUYECKOro BMOXMMNYECKOro
aHanusatopa MEDICA EasyRA®.

TonbKo Ansa gnarHOCTUYECKOro NpMMeHeHus in vitro. Tonbko Ans npodgeccrnoHanbHOro NpUMMEHEHKS.

KPATKOE COOEP>XAHMWE N OBOCHOBAHUE

JlaktaTperngporeHasa sBnseTca kKoMbmMHaumen n3ohepMeHTOB, YPOBEHb KOTOPbIX NOBLILLIAETCA NPWU MHbapkTe MMoKapAaa,
3ab0neBaHnsIX NeveHn 1 noyvek, MeranobnacTHbIX aHeMUSIX U 3HAUUTENBHOMN MbllueyHol ancTpodum.! InarHos octporo nHgapkTa
MuoKapAa MoXeT GbITb NOATBEPXKAEH HA OCHOBaHWUM KOMGUHaLUMK aHanusa Ha JIAT u kpeaTuHKUHa3y .2

NPUHUMN NPOLEAYPLI
Mpoueaypa AaHHOro hepMeHTaTUBHOMO aHanusa ocHoBaHa Ha pabote Wacker® n gononHenuax Buhl and Jackson®. A
KaTanusupyeT OKUCINEHUE NaKTaTa 4o nupyBaTta v nocnegytoulee socctaHosnenve HAL B HAL-H:

nar
L-Nakrat + HAQl" —— > Mupysat + HAOH + H*

CkopocTb o6pasoBaHusa HAJH (n3mMepeHHasi No ero onTM4Yecko NnoTHocTh B obnactu 340 HM) nponopLuuoHanbHa akTMBHOCTM
nakrtatgermgporeHasel B obpasLe.

PEATFEHTbI

BydepHbin peareHt JIA (R1):

L-NuTtui nakrat 100 mmonb/n
2-MeTtun-2-AmunHo-1-lNMponaxon 600 mMmonb/n
(pH 8,8)

Cy6cTpaTtHbin peareHT AT (R2):
HAL 6 Mmonb/m

MEPbI MPEOOCTOPOXHOCTH

1. Tpu pabote c nobbiMn nabopaTopHbIMKN peakTBaMu SOMKHbI COBnoAaTeCa cTaHaapTel 6e30nacHOCTM Haanexallen
nabopatopHoii npaktuku. (CLSI, GP17-A2).

2. PeaktuBbl cogepxat meHee 0,1% a3nga HaTpus, KOTOPbLIN MOXET BCTYNaTb B peaKLmio CO CBUHLIOBLIMU U MEAHBIMW y4acTkaMm
TpybonpoBoga ¢ obpaszoBaHueM B3pbiBOONACHbIX a3vaos MeTannos. Obpatutech k Cneundukaumm no besonacHocTn Ans
nony4eHns nHdopmaLmm o pUcky, NOTEHUManNbHOM oNacHOCTM 1 6e3onacHoCTy.

3. Kak v npu niobon gnarHoctTuyeckon npouenype, pesynbTaTbl AOMKHbI UHTEPNPETUPOBATHLCS TONBKO B COBOKYMHOCTH C
pesynbTaTaMmy BCEX OCTamnbHbIX aHanM30B U KNMHNYECKOro obcrneoBaHns naumeHTa.

4. He ucnonb3ayinTe BbIMbITbIE MPOBMPKM.

MHCTPYKUUUN NO OBPALLEHUIO, XPAHEHUIO N CTABUITIbHOCTU

[aHHbIN peareHT NocTaBnsieTcsl B rOTOBOM K UCMONb30BaHWIO BuAe. HepacneyaTtaHHbIli peareHT cTabuneH Ao Aathl UICTEYEHMST CpOKa
roAHOCTW Ha 3TUKETKE Npu TemnepaTtype xpaHeHusi 2—8°C. PeareHT cTabuneH BHYTPWU OXNaXaeHHON KaMepbl ANsi peareHToB
aHanusatopa EasyRA B TeyeHue cpoka, 3anporpaMmmMmpoBaHHOro Ha Yvne pagmodactoTHon uaeHtndukaumm (RFID) Ha koHTeliHepe
peareHTa. He ncnonb3yiiTe peareHT, eCnm OH 3aMyTHEH WU HEMNPO3PaYdeH, U eCnu B CbIBOPOTKE HE yAanock ONpeaenuTb U3BECTHbIE
KOHTPOJIbHbIE 3HAYEHUSI.

OTBOP OBPA3LIOB U XPAHEHUE/CTABUIIbHOCTb

CnenyeT ncnonb3oBaTh NPO3PaYHyl0 CbIBOPOTKY MIn nnasmy 6e3 npusHakoB remonmsa. [ns cbopa nnasmbl MOTyT UCMONb30BATHCS
npoBupKN ¢ NUTUIA-renapuHOBbLIM MOKPbITUEM. OTLEHTPUYIMPYNTE U CHUMUTE CbIBOPOTKY KakK MOXHO CKOpee Nocre B3ATUS, Tak Kak
reMonu3 NpuBOAUT K BbICBOOOXAEHMIO 3HaUuTenbHoro konudyectsa JIAI n3 aputpountoB. ChiBopoToyHas JIAI ctabunbHa B TeveHne 3
OHen npu Temnepatype 2—8°C. B 3amopoxeHHbIx obpasuax akTuBHocTb JIOI HM13ka.
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NPOLIEAYPA

MNpepocraBnsemMble matepuanbl
KoHTelnHep ansa peareHta Medica J1AIN, REF 10215

Heob6xoaumbie gononHuTenbHble mMaTtepuanbi

Medica EasyQC® Chemistry/Electrolytes — YposeHb A, REF 10793
Medica EasyQC Chemistry/Electrolytes — YposeHb B, REF 10794
KoHTelHep kpacutensa ans TodHoro aHanusa Medica, REF 10764
KoHTeriHep Medica Cleaner — Chemistry & ISE, REF 10660 unu
KoHteliHep Medica Cleaner — Chemistry, REF 10661

MHCTpyKuMM No NnpUMeHeHNo

[aHHbIN peareHT NoCTaBNSETCA B FOTOBOM K MCMONb30BaHWIO BUAE. YaanuTe KOnnayok 1 MoOMecTUTe peakTus B OTAeneHne ans
peareHTOB aHanusaTopa EasyRA, pacnonoxeHHoe B 30He Ansa peareHToB. ABTOHOMHas cTabunbHOCTb (Makcumym 60 aHen)
3anporpammupoBaHa B ynne RFID Ha koHTeliHepe peareHTa.

I'Ipumeqarme: nposepbTe BHYTPEHHIOO NOBEPXHOCTb NOPIOBUHbBI KOHTeVIHepa Ha Hanu4ymne neHbl nocrne yaaneHna Kpbiwkn 1
nomMeLleHna KOHTeVIHepa B aHann3aTtop EasyRA. B cny4dae Hann4dua nedbl yoanute ee TaMnoHoOM Unu 0}J,H0pa3OBOl7I nUNeTkon 4o
npoBeneHna nccnegoBaHuA. MCI'IOJ'IbSyVITe oTAeNbHbl€ YNCTblIE TaMMNOHbI UM OQHOPAa30BblE MUNETKN ANA R1 un R2.

KanubpoBka
He npumeHsieTcs.

KoHTponb kayecTBa

PekomeHayeTcsa npoBeaeHue ABYX YPOBHEW KOHTPOIS aHanm3a Ha OCHOBE YernoBEYeCKOW CbIBOPOTKM (HOPMaIibHbIN 1 aHOMaIbHbIN)
eXeJHEBHO B HE3aBUCMMOCTU OT BpeMeHN 3abopa 06pasLoB 1 Npu kaxaon cmeHe Habopa peareHToB. OTCYTCTBME BEPHOIO CreKTpa
3HAYeHU NpY aHanm3e KOHTPOSIbHOrO MaTepuana MOXeT yKa3biBaTb Ha HapyLLEHWE CBOWCTB peareHTa, HapyLueHue paboTbl
obopyaoBaHust unm owmnbku B npoueaype. MNMpu ncnonb3oBaHum kanubpaTopoB nabopatopus AomkHa cobnoaaTte ykaszaHus no
KOHTPOII0 KayecTBa MeCTHbIX U doeeparnbHbIX BriacTel, a Takke BrnacTen wrarta.

PesynbTaTthbl

Mocne 3aBeplueHus aHanu3a aHanusatop EasyRA paccuuteiBaeT koHueHTpaumio JIOIN no nsmeHeHno onTnyeckomn nioTHOCTU B
MUHYTY, 06bEMyY 0Opasua, obwemy o6bEMy peakummn, onuHe nytu (cm), pasHoin 0,6, n monsapHon abcopOumpytoLet cnocobHOCTH,
paBHOM 6,22.

(o6wmriobbem(mkr) x 1000)

NAr (ea/n) = (AA/MUH) X
(MonsipHasabcopbupyraLias cnocobHOCH X AnmMHanyTh (cMm) x o6 bemobpasua(mMkr))

Mokasatens B ea/n aktueHocTw JIAI ABNseTCA KONMYECTBOM chepMeHTa, KOTOPLIN okucnsieT oanH mkmonbs/n HAl-H B MuHyTy.

Oxupaembie 3Ha4YeHUs®
PedepeHcHbIn cnekTp 3HadeHun JIOIN B cbiBOPOTKE M NNasme crneayowuin:

My>xunHbl: 80-285 en/n (37°C)
YKeHwmHbl: 103-227 en/n (37°C)

OTU 3HAYEHMA TONbKO NPeAaratTCs B Ka4eCcTBe HOpMbI. 3-3a cylecTBylOWmUX pa3nuyni mexay npubopamu, nabopatopmamu un
JNOKarnbHbIMK NOMYNALMAMN, B KaXA0M nabopaTtopumn peKoMeHAyeTCsl yCTaHOBUTb COOCTBEHHbIV AManasoH OXuaaeMblX 3HAYEHUN.

OrpaHuyeHus npoueaypbl (Hanpumep, ecnu obpasew, BbIXOAUT 3a Npeaenbl AMana3oHa MeToAa)

Ecnu nameHeHne ontuyeckoi NNoTHOCTU B MUHYTY (AA/MUH) 6onblue, yem 0,1082, uto cooTBeTCcTBYET NpmbnuautensHo 800 ea/n, To
Ha aHanu3aTtope 6yaeT BuaeH curHan «SD» (uctolleHue cybetpata). Ecnu onepaTop BbibrpaeT 3Havok «Re-runy», obpasew MOXHO
NMOBTOPHO aHanu3vMpoBaTb, UCNOMb3ysi NONMOBUHY (1/2) ero obbema. PedynbTaTbl NOBTOPHOrO aHanM3a paccyvTbiBaloTCs Ans
oTobpaxeHusi aHanusa meHbLuero oobema obpasua. [laHHas npoueaypa No3BonsieT yBENUUUTL PErMCTPUPYEMBIN Anana3oH aHanu3a
nar oo 1600 ea/n.

PABOYME XAPAKTEPUCTUKU®
Pernctpupyembin guanasoH

Peructpupyemsbin ananasoH coctasnsieT 5-800 ea/n. PacTaHyTein Anana3oH coctaenseT 4,8-1600 ea/n, ecnv ucnonb3syeTcs NonosuHa
o6bema obpasLa cbiBopoTku (pacteop 1:1).
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MorpewHoctb/Koppensuusa (CLSI, EP9-A2)

B cnepytowen Tabnuue npuBeAeHbl AaHHbIE, NOMNyYeHHbIE NPy cpaBHeHUK peareHTa Medica ana JIA (y) B aHanu3atope EasyRA ¢
Xapakrtepuctukamu cxogHoro peareHta gns J1OI (x) B aHanusaTope Roche COBAS MIRA*. MNpuBeaeHHbIe HMKe AaHHbIE SIBNSAOTCS
nokasaTensiMm OQHOKPaTHbIX 3MepeHuii B aHanmsatope EasyRA npoTue cpegHero oT AByX NOBTOPHbLIX 3HAYEHWI, NOYYEHHbIX B
aHanusatope COBAS MIRA.

KonuyecTtso o6pasuoB 59 Pa3max BbIGOpkM oT 500779 en/n
Yrnoson KoagdpUuneHT 0,99 OTpe30ok, oTCcekaeMbli Ha ocu 'y 8,4
KoadhcmumeHT koppenauum 0,9980 YpaBHeHue perpeccum Y =0,99*X + 8,4

B cnenytoulen Tabnuue npuBeAeHbl AaHHbIE, NOMYyYEHHbIE NPU CPaBHEHUN COMOCTaBNEHHbIX 06pa3LoB CbIBOPOTKM (X) 1 Nnasmsbl (y) C
nomoLubto peareHta Medica ana JIAIN Ha aHanusaTope EasyRA. [NpuBefeHHbIe HWXe AaHHble NpeacTaBnsatoT cobon pesynbTathl
OAHOKPATHbIX U3MEPEHU NNasMbl B CPaBHEHWUN CO CPeOHUM OBYX 3HAYEHUIN NOBTOPHbLIX U3MepeHMn 06pasLioB CbIBOPOTKM.

KonuyecTteo obpasuoB 47 Pa3max BbIGopkM ot 10 go 696 ea/n
YrnoBon KoaddpuLneHT 0,9975 OTpe30ok, oTCcekaeMbli Ha ocu 'y 2,825
KoadhmumeHT koppenauum 0,9949 YpaBHeHne perpeccuu: Y =0,9975*X + 2,825

* Cobas Mira sensiemcs 3apeaucmpuposaHHoU mopeaosol mapkoli Roche Diagnostics Operations, INC., Indianapolis, IN.

PacxoxpaeHue pesynbtatoB (CLSI, EP5-A2)

lMoBTOpPHbIE U3MEPEHUS KAXO0r0 U3 TPEX YPOBHEW KanmbpoBoyHoro (QC) maTepuana NnpoBoANNMCH ABaXabl B AEHb B Te4EHMe
20 pHen. N3 aTux gaHHbIX onpeaensanncb TOYHOCTb BHYTPU psifia n3MepeHnii n obLas ToHYHOCTb.

MorpelHOCTb BHYTPU psifia U3MepeHuii:

YposeHb QC CO BHyTpM psifa U3MepeHun KB BHYTpu psiga nuamepeHum
en/n ea/n %

331,5 4,0 1,2

204,5 3,3 1,6

99,5 1,3 1,3

O6Lee pacxoxgeHne pesynbTaTos:

YposeHb QC CO o6wero pacxoxaeHnUs pe3ynbLTaToB: KB o6wwero pacxoxpeHns pe3ynbTaToB:
ea/n ea/n %

331,5 7,3 2,2

204,5 4,8 2,4

99,5 1,9 1,9

NuHenHocTb (CLSI, EP6-A)

JlvHeriHble oT 5 go 800 ea/n, ocHOBbIBasACb Ha ypaBHeHUN nuHenHom perpeccnn Y = 1,017*X + 14,48.

BeuwecTBa, co3patowme nomexm (CLSI EP7-A)

MeHee 10% vHTepdepeHUMM KnaccudrLMpoBanoch Kak «0TCyTCTBUE 3HAYMMON MHTEpepeHLnny.

"eMornobuH BbI3bIBaET 3HAYNTENBHYIO MHTEPdepeHumto. He ncnonbaynte npobbl, B KOTOPbLIX MPUCYTCTBYET remMornmna.

OTcyTCcTBUE 3HAUMMOM UHTEpPdepeHUUn BbiNo HaaeHo ANns 3HavyeHun ounmpybuHa go 20 mr/gn.

OTcyTCcTBME 3HAUYMMON HTepdepeHunn 6bIN0 HangeHo Ans 3HavyeHun Tpurnuuepraos Ao 2000 mr/gn (c ucnonb3osanvem Intralipid®).

*Intralipid ssensiemcs 3apeaucmpuposaHHol mopeosoli Mmapkol Pharmacia AB, Clayton, NC.

OHr NpMBOOUT CNMNCOK NMeKapCTBEHHbIX CPpeACcTB 1 OAPYyrux BewecTB, KOTOpble CO3akT I/IHTepCbepeHLI,VIPO npn KNMHNYEeCKNX
nabopaTopHbIX aHanusax’ 8.
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MapameTpbl aHanusa EasyRA (AN

[nvHa BonHbI (HM)

Twn peakumu

HanpasneHve peakumu

MycTown peareHT

MycTon obpasey,

MakcumanbHbI NepBbI MHTepBan. OTCyTCTBME N3MEHEHWI
Bpewms peakuuu

Meprnoan4HoOCTb kKanMbpoBOK (MakcMMarnbHasi)

ABTOHOMHas cTabunbHOCTb peareHTa

CbiBopoTKa/nnasma

O6bem obpasua (Mkn)

O6bem pacteoputens (Mkr)

O6bem peareHTa R1 (mkr)

O6bem peareHTa R2 (Mmkn)

Paspsagbl gecatmuyHon gpobu

(no ymonyanuto)

EOovHMUBI (3HAYEeHUS NO YMOMYaHUIo)
dakTop pasBeaeHns

JInHenHoCTb

MonspHas abcopbupytoLlas cnocobHoCcTb

340
®epmeHT (0)
YBenuyeHue
Het

Het

0,055

4,4 MVH

HeT paHHbIX
60 gHen

7,0
20
132
34

0

ea/n

1:1 (ansa pacwmpeHust cnekTpa nsMepeHnst)
o1 5 0o 800 ea/n

6,22

Medica Corporation, 5 Oak Park Drive Emergo Europe, Westervoortsedijk 60
Bedford, Massachusetts 01730-1413 USA 6827 AT Arnhem, The Netherlands
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