MEDICA ce

REF 10218-4 4 x 39 mn

AJIlbBYMWH (ALB)
Kaxgbli KOHTENHEP COAEPXUT NonesHbin 06bem u3 39 Mn peareHTa.

HA3HA4YEHUE

PeareHT ALB EasyRA® npegHasHayeH Ans KONMYEeCTBEHHOTO onpeaeneHns ansbymnHa B 4enoBeYeCcKon CbIBOPOTKE Unun nna3me (¢
MCMOMb30BaHNEM NUTUMI-rENaprHa B Ka4eCTBE aHTUKOArynsHTa) C MOMOLLbIO KNMHUYEeCKoro Gruoxmmuydeckoro aHanmsatopa MEDICA
EasyRA. MNoka3aTtenu cogepxaHns anb0yMmyMHa MCNomnb3yTcsa Ans AMarHoCTUPOBaHMS U NeYeHMS MHOTOYUCIEHHBIX 3aboneBaHui,
rmaBHbIM 06pa3oM, NEYEHN U NMOYeEK.

Tonbko ANs AUarHoCTUYECKOro NpUMeHeHUs in-vitro. Toneko Ans NpoecCUoHanbHOro NPUMEHeHNS.

KPATKOE COOEP>XAHUE U OBOCHOBAHUE

MNoBbILWeEHWe YPOBHS anbbymuHa B CbIBOPOTKe HabnoaaeTcs peako U Kak NpaBuiio SBMSeTCs pesynbTaTom aernaparauuun. MNpuynHamm
MOHWKXEHHOTO YPOBHS1 CbIBOPOTOYHOO anbByMuHa MOryT SIBNATLCA HEAOCTATOK MUTAHMS, CHKEHWE cuHTe3a Gernka npy 3abonesaHnsx
neyeHu, NPOTENHYPUS NpY HEDPUTMYECKOM CUHAPOME, OTCYTCTBME UMM CHUXKEHUE BCACLIBAHWS MPU KENYA0YHO-KULLEYHBIX
3aboneBaHusx, kaHLepomMaTos, 3acToiHasl cepaeyHasi HeJOCTaTO4HOCTb, NoTepy Gernka npy OBLUMPHBIX NOBPEXKAEHUAX KOXM,
HanpumMep npu gepmatmte unu oxorax? 2,

APMHUMN NPOLUEQYPLI

B peareHTe anb6yMuHa UCMonb3yeTca peakTs GPOMKPE30oBbIN 3eneHblil, onucaHHbli Rodkey® n Bnocneactsum Doumas, Watson, 1
Biggs. 4 CuHe-3eneHbIin UBET, NOABNAOLMNIACA B pedynbTaTe peakumu, namepsetcs B cnektpe 600 HM ¢ MUHUMATbHON ASIMHON BOSHbI
700 HM. IHTEHCKMBHOCTBL LiBETa NponopLuoHarnbHa KOHUEeHTpauumn ansbyMmHa B o6pasue.

PEATEHT

Bpomokpe3onoBbI 3eneHbIN 18,8 mr/gn
UnTpaTHein 6ydep, pH 4,2
CypdakTaHT, KOHCEepBaHT

Mepbl NpeaoCTOPOXHOCTU

1. Tpu paboTe c nobeiMn nabopaTopHbIMK peakTMBamu AOMKHbLI COOMNOAATECA cTaHAapThl 6e30nMacHOCTM Hagnexatlen
nabopatopHoii npaktuku. (CLSI, GP17-A2).

2. PeaktuB cogepxut meHee 0,1% a3naa HaTpuWs, KOTOPbIA MOXET BCTYNaTb B PeakLMio CO CBUHLOBBIMU U MEAHBIMU y4acTKamu
Tpybonposoga ¢ obpaszoBaHMeM B3pbIBOONACHbLIX a3uaoB MeTannos. ObpaTuTech kK Cneumndukaumm no besonacHoctn ans
nonyyeHus nHopmaLuum No pUckKy, NOTEeHUMansHON onacHOCT 1 6esonacHoCTL.

3. Kak v npu niobon anarHoctTuyeckon npouenype, pesynbTaTbl AOMKHbI UHTEPNPETUPOBATHCS TONBKO B COBOKYMHOCTH C
pesynbTaTaMmy BCEX OCTamnbHbIX aHanM3o0B U KNMHUYECKOro obcrneaoBaHns naumeHTa.

4. He ucnonb3yinTe BbIMbITbIE MPOGMPKM.

MHCTPYKLUWMU NO OBPALLUEHUIO, XPAHEHUIO U CTABUIIbHOCTU PEATEHTA

[aHHbIA peareHT NoCcTaBnseTCsl B rOTOBOM K MCMONb30BaHMIO Buae. HepacneyaTtaHHbIi peareHT cTabuneH 4o AaThl UCTEYEHMS CPOKa
roAHOCTW Ha 3TMKETKe Npu Temnepartype xpaHeHus 4—25 °C unu BHyTpy OXNaxaeHHOW Kamepbl ANs peareHToB G1OXMMUYECKOro
aHanu3aTopa Medica EasyRA B TeueHuWe cpoka, 3anporpaMMMpOBaHHOIO Ha Yune pagnoyactoTHon naeHtudukaumm (RFID) Ha koHTeHepe
peareHTa. He ncnonb3yinTe peareHT, eCrnv OH 3aMyTHEH UMW Henpo3payeH Unm ecrnv B CbIBOPOTKE He YAanocb OnpeaennTb U3BECTHbIe
KOHTPOJIbHbIE 3HA4YEeHUA.

OTBOP OBPA3LIOB U XPAHEHUE/CTABUINIbHOCTb

CnepnyeT ncnonb3oBaTth NPO3paYHyro CbIBOPOTKY Mnv nnasmy 6e3 npuaHakoB remonusa. Ans cbopa nnasMbl MOTyT MCNOMNb30BaTHCA
npodupKN ¢ NUTUIA-renapuHOBBLIM MOKpbITUEM. CbIBOPOTOYHbIN ALB cTabuneH B TeyeHne 7 gHeln npu

20—25 °C n 1 mecaua npu 2—8 °C5.

NPOLEOYPA

MpepoctaBnsiemble maTepuanbl
KoHTenHep ans peareHta Medica ALB, REF 10218

Heob6xoaumblie AononHUTenNbHbIE MaTepuanbi

Medica EasyCal Chemistry, REF 10651

Medica EasyQC® Chemistry/Electrolytes — YpoBeHb A, REF 10793
Medica EasyQC Chemistry/Electrolytes — YpoBeHb B, REF 10794
KoHTeriHep kpacutens ans TodHoro aHanusa Medica, REF 10764
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KoHTtelHep Medica Cleaner — Chemistry & ISE, REF 10660 unu
KoHTtelHep Medica Cleaner — Chemistry, REF 10661

MHCTpYKUMM No NnpuMeHeHUuo

[laHHbIl peareHT NOCTaBMseTCA B rOTOBOM K MCMOMNb30BaHUIO BUae. YOanuTe Komnavok v NoMecTUTe peakTus B OTAeNeHne ans
peareHTOB aHanusaTopa EasyRA, pacnonoxeHHoe B 30He Ans peareHToB. [Npu UCnonb30BaHuM TakMm 06pa3oM peareHT ctabuneH
BHYTPV OXMNaXXAeHHON kKamepbl 411l peareHToB aHanm3atopa EasyRA B TeyeHWe cpoka, 3anporpaMmmmMpoBaHHOro Ha uune PYUU Ha
KOHTelHepe peareHTa (Makcumym 60 gHeit). nu, ecnu peareHT nsBnevyeH U3 aHanusatopa, OH cTabuneH npyu XxpaHeHU B
xonoaunsHoi kamepe npu Temnepatype 2—38 °C (3aKpbITbl KONNaykoM) Nnocrie NepBoro yaaneHus Konnayka.

MprvMeyaHue: NpoBepbTE BHYTPEHHIOK NMOBEPXHOCTb rOPIIOBKHBI KOHTEMHEPA Ha HanuyMe neHbl Nocne yaaneHus KpbILWKi 1
nomeLleHns KoHTenHepa B aHanu3aTop EasyRA. B cnyyae Hanuums neHel yganute ee TaMnoHOM Ui O4HOPa30BOM NUMNETKON A0
npoBeAeHVs UCCMEeAoBaHMS.

KanubpoBka

[ns kannbposku aHanusa pekomeHgyetca Medica EasyCal Chemistry (REF 10651). nanasoH kannbposku (Makcumym 60 aHen)
3anporpammupoBaH Ha yune RFID Ha koHTeWHepe peakTMBoB. Bo Bcex cnyvasx M3MeHeHUs Homepa napTun peakTMBOB NN Hanuyns
COBUIOB B 3HAYEHMAX KOHTPONS kavecTBa TpebyeTcs NoBTOPHAs KanvbpoBka.

KoHTponb kavyecTBa

PekomeHayeTcs npoBedeHVe ABYX YPOBHEW KOHTPOMA aHann3a Ha OCHOBE Yer0BEYECKON CbIBOPOTKW (HOPMarbHbIN M aHOMarbHbIN)
eXeJHEeBHO He3aBNCMMO OT BpEMEHMN NPOBEAEHUS aHanM30B MaTepmaros NauneHToB 1 Npu KaXkgon cMeHe Habopa peareHToB.
OTcyTCTBME BEPHOrO CMEKTpa 3Ha4YeHU Npu aHanuse KOHTPONIbHOro Matepuana MOXeT yKa3blBaTb Ha HapyLLeHne CBOWCTB peareHTa,
HapylweHne paboTbl o6opygoBaHus, unu owmnbkm B npoueaype. MNMpu ncnons3oBaHun kanwbpaTtopos nabopaTtopus JormkHa cobnogatb
yKa3aHusi Mo KOHTPOIIO Ka4yecTBa MECTHbIX 1 dhefeparnbHbIX BNacTen, a Takke Bnacten wraTa.

Pe3ynbTaTthbl
Mocne 3aBeplleHns aHanuaa, aHanusatop EasyRA paccuntaeTt koHueHTpauuio ALB Ha ocHOBe criegytowlero ypaBHeHUs:

[(Ay —Agik)s00 ~(Au —ABIk)700!
ALB (r/gn) = U BIC600 U LS X 3Ha4YeHnekanubpaTom@

[(Ac ~Agik)e0o ~(Ac ~ABik)700]

I'ae Au 1 Ac — 3Ha4YeHNs NOrMoLLEHNA HEU3BECTHOIO obpasLa 1 kanmbpaTopa, COOTBETCTBEHHO; Ak — MOMMOLLEHNE YNCTOrO peareHTa;
SBIk — uncTbIi 06paseL; 1 «3HadYeHne kanmbpaTopa» — KOHLEHTpaums ansbymuHa B kanubpaTope (r/an).

OXWOAEMbIE 3HAYEHUAS
PedepeHcHbIn cnekTp 3HavyeHun ALB B cbiBOpOTKe crieayroLmii:

B3apocnebie: 3,8-5,1 r/gn

OTU 3HAYEHMA SBMNSIOTCH OPUEHTUPOBOYHBLIMU. V3-3a CyLLECTBYIOLLMX pasnmMymin Mexay npubopamm, nabopaTopusiMm n MECTHbIM
HaceneHnem B Kaxaoh nabopaTopun pekoMeHAyeTCH NPOBECTU YCTaHOBNEHNE COOCTBEHHOTO AnanasoHa OXunaaeMblX 3Ha4YEeHNI.

OrpaHuyeHus Mpoueaypbl (HanpuMep, ecnu o6pasel BbLIXOAUT 3a Npeaernbl AManasoHa MeToaa)
WN3berainte NCnonb30BaHNA reMonuanpoBaHHbIX 06pasLioB CbIBOPOTKM UMK MNNasmbl.

Bruoxmmuuecknn aHanmsatop Medica EasyRA oTmedvaeT Bce pesynbTaThl cBbilwe 7 r/an as Linearity High «LH». Ecnu onepatop
BblOMpaeT 3Ha4ok «Re-run», obpaseL, MOXHO NOBTOPHO aHanNM3npoBaTh, NCMONb3ysa NONoBuHY (1/2) ero obbema. PesynbTathl
NMOBTOPHOIO aHanunsa paccynTbIBaOTCS A4N15 0OTOOpaxeHUsi aHanm3a MeHbluero obbema obpasua. brnarogapsi aTomy permcTpupyemebii
ananasoH aHanusa ALB pacwmpsietcs go 14 r/an.

PABOYUE XAPAKTEPUCTUKWN®

Pernctpupyembin guanasoH
Peructpupyembin ananasoH coctasnsieT ot 0,4 ao 7 r/gn. PactaHyTbin gnanasoH coctaensieT 0,4-14 r/an, ecnu ncnonb3yeTcs
nonosnHa o6bema obpasua ceiBopoTkM (pacTteop 1:1).

MorpewHoctb/Koppensiuusa (CLSI, EP9-A2)

B cnepytowlen Tabnuue npuBeAeHbl AaHHbIE, NOMYyYEHHbIE NPU cpaBHeHUN peareHTa ans ALB (y) B aHanmsaTope Medica EasyRA ¢
XapakTepucTrkamu cxogHoro peareHta ALB (x) B aHanu3aTope Roche COBAS MIRA*. 3HayeHusa Haxoamnuck B AvanasoHe oT 0,66 fo
6,60 r/an. NpuBeaeHHble HUXe OaHHble ABMAOTCS NokasaTensaMu ogHOKpaTHbLIX U3MepeHuin B aHanusaTope EasyRA npoTtus cpegHero
OT ABYX NOBTOPHbIX 3Ha4YeHWI, Nony4YeHHbIX B aHanu3atope COBAS MIRA.

KonuyecTtso obpasuos 43 Pa3max BbIGopku 0,5-6,5r/gn
YrnoBou ko3 uumneHT 0,9651 OTpe3sok, oTcekaeMbli Ha ocu'y -0,0945
KoadhdbmumeHT koppensaumm 0,9859 YpaBHeHue perpeccuu: Y = 0,9651*X-0,0945

* Cobas Mira siensiemcsi 3apeaucmpupogaHHol mopeosoli mapkol Roche Diagnostics, INC., Indianapolis, IN.
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B cnepnytowert Tabnuue npuBeaeHbl AaHHbIE, NOMYYEHHbIE NMPU CPAaBHEHWUU COMOCTaBMNEHHBLIX 0Opa3L0B CLIBOPOTKM (X) 1 Nnasmbl ¢
obpaboTkon nutuii-renapmHoM (y) ¢ nomoLubio peareHTta Medica ansa ALB Ha aHanu3aTope EasyRA. NpuBeaeHHbIE HbKe JaHHbIE
npeacTaBnsAlT cobon peaynbTaThl OOHOKPaTHLIX 3MEPEHWIA NNa3Mbl B CPAaBHEHUN CO CPEAHUM ABYX 3HA4YEHWUI NMOBTOPHBLIX N3MEPEHUI
CbIBOPOTKU.

Konuuyectso obpasuos 71 Pa3max Bbibopku 0,4—6,6 mr/gn
Yrnosou koacppuumneHT 1,0074 MepeceyveHue ocn y -0,0283
Koppensauua 0,9937 YpaBHeHue perpeccuu Y =1,0074*X - 0,0283

PacxoxaeHue pesynbtatoB (CLSI, EP5-A2)

MoBTOpHLIE U3MEPEHUS KaXAO0ro U3 Tpex ypoBHew kanmbposoyHoro (QC) maTepuana npoBoANNMCH ABaXabl B A€Hb B Te4eHWe
20 gHen. N3 aTuX gaHHbIX onpeaensanucb TOYHOCTb BHYTPU psga U3MepeHuin n obLuas TOYHOCTb.

MorpelHOCTb BHYTPU psaga U3mMepeHun:

YpoBeHb QC CO BHYTpM psAfa U3MepeHun KB BHYTpM psipa namepeHui
ripn ripn %

4,6 0,03 0,6

3.1 0,03 0,9

2,7 0,03 1,2

O6Lee pacxoxaeHne pe3ynbTaTos:

YposeHb QC CO o6uero pacxoxaeHusi pesynbLTaToB KB o6uiero pacxoxaeHusi pesynbTaToB
rlgn rign %

4.6 0,05 1,2

3.1 0,03 0,0

2,7 0,03 1,3

NunenHocTb (CLSI, EP6-A)
JlnHenHble o1 0,4 oo 7,0 r/gn, ocHoBbIBasiCb Ha NuHeHon perpeccun Y = 1,0462*X-0,2886.

"paHuua nyctoro obpasua (LOB): 0,00 r/an (CLSI, EP17-A)
Mpenen obHapyxenns (LOD): 0,02 r/gn (CLSI, EP17-A)

BeuwecTBa, co3patowme nomexu (CLSI, EP7-A)

MeHee 10% nHTepepeHUmm KnaccmdrLumpoBanoch Kak «0TCyTCTBUE 3HaYMMON MHTepdepeHLmnm».

3HaunTenbHasa nHtepdepeHunst npy yposHe remornobuHa eeiwe 500 mr/an. sberavite reMmonnamMpoBaHHbIX 0Opa3LOB CHIBOPOTKU UMK
nnasmbl.

OTcyTCcTBUE 3HAYMMON NHTEpdepeHLUn BbINO HAaNaEHO ANs 3HavyeHu GunmupybuHa oo 25 mr/an.

OTcyTCTBYE 3HAYMMOI UHTepdepeHLMmM BbINo HalaeHo Ana sHauyeHuin Tpurnuuepuaos o 1350 mr/an (c ncnonbaosaHuem Intralipid”).

“Intralipid aBnseTcA 3aperncTpupoBaHHoOR TOprosoi Mapkoi Pharmacia AB, Clayton, NC.

HOHr NpMBOOUT CNUCOK NieKapCTBEHHbIX CPeacTB N OAPYrux BewecTB, KOTOpble CO34alT NOMeXN NpU KNMNMHUYECKUX J'I360paTOprIX
VICCJ'Ieﬂ,OBaHVIHX7.
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NAPAMETPbI AHAJTU3A EASYRA (ALB)

OcHoBHas anuHa BosnHbl (HM) 600

BTopuyHasa onuHa BonHbl (HM) 700

Tun peakumm KoHeuHas Touka (2)
HanpasneHue nameHeHnn PeakTtnBa YBenuyenune

YucTbin peareHT Oa (npu kaxagon kannbposke)
YucTbii obpaseL Het

BepxHsas abc. rpaHnua onsa obpasua 0,5

Bpems peakuun 3,6 MUH

Meprnoan4HOCTb KanNMBpoBOK (MakcMarbHasi) 60 gHen

ABTOHOMHas CTabUNbHOCTb peareHTa 60 gHen
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CbiBopoTKa/nnasma

O6bem obpasua (Mkn)

O6bem pacteoputens (Mkrn)

O6bem peakTmsa (MKn)

Paspgenutenn gecatnyHblx gpoben (no ymonyaHumio)
EOouHMUBI (3HaYeHUS NO YMOMYaHuio)

dakTop pasBeaeHus

JInHenHoCcTb

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

2,0

20

160

1

r/gn

1:1 (onsa paclwmpeHusi cnekTpa n3mMepeHnst)
o1 0,4 0o 7,0 r/gn
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