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OcHoeoli_npu npoeedeHuuU aHanusa sienisemcsi opusuHars
UHCMPYKUUU Ha aH2rulcKoM Si3blke, 8/10)XeHHOU 8 Habop.
Homep u OQama eepcuu opusuHana u rnepegoda
" UHCMPYKUUU O0/IXKHbI cosrnadame.

HA3BAHUE U HABHAYEHUE UCMNOJIb3OBAHUA

[aHHbIn Habop sBnsaeTcsa TecT-cuctemon MDA ons KONUYECTBEHHOrO
onpegeneHns aytoaHTuTen knacca IgG k Hykneocome B cbiBOPOTKE Mnn
nnasme 4enoseka. ToMbko ANs NPOCECCUOHANBHOMO UCMONb30BaHUS B
in-Vitro anarHocTuke.

ANPUHLUUN TECTA

YenoBeyeckne HyKIeOCOMbI NPUBUTBLI B JTyHKaX.

AHTUTENa K MPWBWTBIM aHTUreHam, €ecrnvM OHW MPUCYTCTBYIOT B
pa3baBneHHol npobe nauueHTa, CBA3bLIBAKTCA C COOTBETCTBYHOLLUM
aHTUreHoM. MpombiBaHNe TNYHOK yoansiet HecBsI3aHHbIe
HecneuudunyeckMe  KOMMOHEHTbl  CbIBOPOTKM M Mnasmbl.  AHTUM-
YernoBeYyeckne aHTuTena, KOHbKrMpoBaHHble C [lepokcupgason xpeHa
(HRP), wummyHonorndeckn oOHapyXuBalOT CBA3aHHble aHTuTena
nauueHta, copmmupys KOMMMEKC  KOHbloraT-aHTUTENO-aHTUreH.
[MpombiBaHMe nNyHOK yAansieT HeCBSA3aHHbIA KOHbIoraT. PepMeHTHbIN
cybctpat B MNPUCYTCTBMM CBSI3@HHOTO KOHblOrata rugponusyetr C
obpasoBaHMeM cuHel okpacku. [JobaBneHue KWCnoOTbl OcTaHaBnnBaeT
peakuuio, 06pasysi KOHEYHbIV MPOAYKT XEeNToro useTta. VIHTeHCMBHOCTb
3TOr0 XENnToro uBeTa uamepsieTcs ¢otomeTpuydeckn npu 450 Hwm.
KonunuectBo oOKpalmBaHMs NPsiMO  NPOMOPLIMOHANbHO KOHLEHTpaumm
aHTUTen, NPUCYTCTBYOLLUX B UCXOAHOM obpasLe.

KNMHUYECKOE 3HAYEHUE (Cm. OpuauHan uHcmpyKyuu).

COOEPXXUMOE HABOPA

Pa3nensembin MUKponnaHLLeT, cocToswwmi 13 12 ctpunos no 8
s4eeK Kaxablit. [0TOB K UCMONb30BAHMIO. 1
Kanubpatop A 0 Eg/mn, cogepxaluuii CbiBOPOTOUHYt/6ydepHyto
matpudy (PBS, BSA, motowee cpeactso, NaNs 0,09%), xentbii.
['0TOB K UCMOMNb30BAHWO.

Kanubpatop B 12.5 Eg/mn, copepxatyuin aHTutena Hykneocombl B
CbIBOpOTOYHO/ByhepHoit MaTpuue (PBS, BSA, mMotoLLee cpeacTso,
NaN3 0,09%), xenTbiit. [0TOB K MCNONb30BaHMIO.

Kanubpatop C 25 Ep/mn, copepxawuin aHtutena Hykneocombl B
CcbIBOpOTOYHOI/BychepHoit MaTpuue (PBS, BSA, moloLLee cpeacTso,
NaNs3 0,09%), xenTblit. FOTOB K UCNONB30BAHMIO.

Kanubpatop D 50 Ea/mn, copepxawuit aHtutena Hykneocombl B
CbIBOpOTO4HOW/BydhepHoit MaTpue (PBS, BSA, motolLee cpeacTso,
NaNs3 0,09%), xenTblit. FOTOB K UCNONB30BAHMIO.

Kanubpatop E 100 Ea/mn, copepxaluuit aHTutena Hykneocombl B
CbIBOpOTOUHON/BYhepHol maTpuue (PBS, BSA, motowee cpeacTso,
NaN3 0,09%), xenTbiit. [0TOB K MCNONb30BaHUIO.

Kanubpatop F 200 Ea/mn, copepxalymii aHTutena Hykneocomsl B
CbIBOpOTOYHO/BychepHoit MaTpuue (PBS, BSA, mMotoLLee cpeacTso,
NaN3 0,09%), xenTbiit. [0TOB K MCNONb30BaHMIO.

KoHtponm  (Monoxutenbhblit 1 OTpuuaTenbHbIl), copepxatime
aHTuTEna Hykneocombl B CbiBOPOTOYHOM/GYchepHoit matpuue (PBS,
BSA, motowee cpeactso, NaNs 0,09%), xentoro ugeta. [oToBbI K
ucronb3oBaHuio. KOHLEHTpaUMsi ykasbiBaeTcs B CEpTUdMKaTe
aHanm3sa.

Bydep ans obpasuos PD; cogepxut PBS, BSA, motowee
cpeacTBo, KoHcepBaHT asuaa Hatpusi 0,09%, XenTbiid, KOHUEHTpaT
(5x). 1 dnakoH 15 mn
depMeHTHbIN KOHBHOTAT, COAEPXaLLMi aHTUYENOBEYECKME aHTUTEN]
lgG, meyeHble nepokcupasoit xpeHa; copepxut PBS, BSA,
[eTepreHT, koHcepBaHT MMpoknuH 0.05%, ceeTno-kpacHblit. [0TOB k
1CTIONb30BaHMIO0.

Pacteop cybctpata TMB, COLePXKUT 3,3, 55-
TeTpameTnnbeHananH. becuBeTHbIN. [OTOB K UCMONb30BaHMIO.
Cron-pacTBop, COAEePXMT KUCNOTY. [0TOB K UCNOMb30BaHWI.
BydepHbIit NPOMBIBOYHBI PACTBOP, COAepXuT Tris, OeTepreHT,
koHcepBaHT aang Hatpus 0.09%; koHueHTpaT (50x)

1x1.5mn

1x1.5mn

1x1.5mn

1x1.5mn

1x1.5mn

1x1.5mn

2 chnakoHa
1.5 Mn Kaxapii

1 dnakoH 15 mn

1 donakoH 15 mn
1 donakoH 15 mn

1 pnakoH 20 Mn

VIHCTPYKUMS MO NPUMEHEHMIO 1wr.
CepTudmkat KOHTPONA KadecTsa 1wr.

TPEBYEMbIE MATEPUANDI

. MuKponnaHLWeTHbI pyaep C AMUMHOW BOMHbI 450 HM; OMLMOHHO:
KOHTPOSNbHbIN (PUNbTP C ANNHOM BOMHbI 620 HM

e [porpammHoe obecneveHne ans puaepa

MHorokaHanbeHbIi AUCNeHcep WNW nuneTka ANs MHOrOKPaTHOro

po3upoBaHus oo6bemom 100 mkn

. BopTeKcHbIN Mukcep

. MuneTkn Ha 10, 100 n 1000 mkn

. Tanmep

e [luctunnupoBaHHas UNn AEVOHU3NMPOBaHHas Boda

. MepHble umnuugpsl Ha 100 n 1000 mn

. MnacTuKoBbIN KOHTENHEP ANSA XPaHEHUs1 MPOMbIBOYHOTO pacTBopa
Habopbl ORGENTEC NPA  asnstotcs noaxogswmumMm  ans
UCMOMb30BaHNA Ha OTKPbITbIX aBTOMaTU3MPOBAHHbLIX MPOLIECCOpPaXx.
Kaxppin aHanua pormkeH OblTb  OUEHEH Ha COOTBETCTBYHOLLEN
aBTOMaTU3MPOBaHHOWM cucTeme. MopgpobHas nHdopmauums

npegocTaBnAaAeTCAd No 3anpocy.

CBOP, XPAHEHUE U OBPALLEEHUE C OBPA3LIAMU

e Cobepute o6pasubl LESbHOM KpPOBM, MCMOSb3yst MpuemniemMyto
MeaMLMHCKYI0 TEXHOMOTMIo, n3beras remonuaa.

e [laiTe BO3MOXHOCTb KPOBM CryCTUTLCS U OTAENUTE CbIBOPOTKY

LEeHTpUdYrMpoBaHeM.

. CbiBOpoTka [OSKHA OblTb  YMCTOM M HEremMonu3vpoBaHHOWN.
Heobxooumo wu3beratb reMOSIMTUYECKOW UNU  JINNEMUYECKOWN
CbIBOPOTKMU.

. O6pasLbl 4OMKHbI XpaHUTbes npu 2-8°C [0 5 aHelt vnu npu —20°C
[0 LIeCTn MecsiLeB.

e  [3beraiiTe MOBTOPHOTO 3aMOPaXMBaHUS U  Pa3MOPAKMBAHUA
obpasuoB. 3TO MOXeT MpMBECTM K MOTepe  aKTUBHOCTU
ayToaHTUTenamm.

e He pekomeHOyeTCsl TECTMPOBaHWE WHAKTUBUPOBAHHOW >Kapou
CbIBOPOTKM.

XPAHEHUE U CTABUNIbHOCTb

e  XpaHutb Habop npu 2 - 8 °C B TEMHOTE.

e [lepkaTb MUKPOMMaHLWETHble MyHKA B repMETUYHOM MELLOYKE C
ocyLumTenem.

e  PeareHTbl CTabWnbHbI 4O OKOHYaHUS Cpoka roAHOCTY Habopa.

e He nogpasatb peareHTbl AN aHanu3a BO34ENCTBUIO Temnna, ConHua
UMK CUIMbHOTO CBETa B TEYEHWUN XPaHEHUS 1 UCMOSb30BaHMSI.

e PasbaBneHHbin Oycdep obpasua M NPOMbIBOYHBLIA  Oydep
cTabunbHbl No kpaviHen mepe 30 aHewt npu 2 - 8 °C. PekomeHayeTcs
1cnonb3oBaHve B TOT Xe AeHb.

NPOLEEAYPHBIE 3AMEYAHUA

. He wucnonb3yiite KOMMOHEHTbI Habopa MOcCne OKOHYaHus cpoka
NPUroAHOCTHU.

. He MeHsnTe KOMNOHEHTLI Habopa Mexay pasHbIMY FIOTaMMm.

e  Bce maTepuansl cnegyeT NpPMBECTU K KOMHATHOM TemnepaTtype.

e Bce peareHTbl NMpu Havane aHanu3a [OMKHbl ObiTb rOTOBBI K

pabote. [locne Hayana aHanu3 HeobXOAMMO  MPOBOAUTL

6ecnpepbIBHO AN MONYYEHUA HAAEXHBIX U TOYHbIX Pe3ynbTaToB.
lMpoBoauTe BCe Wwarv aHanusa B yka3aHHOM MOpPSAKe.

Bcerga ncnonb3yiTe cBexyto pa3baBneHHy CbIBOPOTKY.

MuneTypyinTe Bce peareHTbl M 06pasLbl Ha AHO AYEeK.

Ons npenoTBpalleHns 3arpsi3HEHUST MEHAWTE HaKOHEYHUKU Mexay

obpasuamm 1 pasHbIMK KOHTPONAMK Habopa.

e OueHb BaXHO MpOMbIBATb SIYENKU TWwartenbsHo W ygansatb
MOMHOCTBIO  BCK  XMOKOCTb  ANA  MOMyYeHUS  OMTUMAarbHbIX
pe3ynbTaToB.

e  Bce warun nHkybauum [omkHbl NPOBOANTLCS ONPeAeneHHoe BPEMS.

e  KoHTponbHasi  CblBOpOTKa  AOMMKHA  aHanuaupoBaTbCA  Kak
Heun3BeCTHas AN NPOBEPKM peareHToB U aHanmaa.

. He ncnonb3yiite NOBTOPHO SYENKN MUKpOMNaHLLeTa.

I1PE,E|,VI1PE)KJJEHVIF| N NPEAQOCTEPEXEHUA
Bce peareHTbl Habopa npeaHasHaveHbl CTPOro Anst AMarHOCTUKK in
vitro.

»  He cmelwmBaiiTe KOMNOHEHTbHI HAOOPOB N3 Pa3NUYHbIX NTOTOB.

» KomnoHeHTbl Habopa coaepxaT MaTepuanbl YeroBeYeckoro
NPOUCXOXOEHUS, KOTOpble NpoTeCTUPOBaHbI MeTogamu,
opobpeHHbiMM FDA, Ha oTcyTcTBME aHTMTEN K renatuty B n BUY.
OpHako, HY OOMH METO[ He MOXeT rapaHTMpoBaTb, YTO NMPOAYKTbI
4YenoBeYeCcKoro NPOUCXOXAEHNS He MHULMPOBAHbI.
CnepoBatenbHo, C peareHTaMu 1 0bpasuamu CbIBOPOTKM crnegyeT
ob6palatbesi Kak ¢ NoTeHUManbHO MHAEKLMOHHO ONacHbIMMU.

»  Wasberante koHTtakta ¢ TMB (3,3',5,5- TeTpameTunbGeH3nanHoOMm).
Ecnu TMB nonan Ha koxy, TLaTenbHO BbIMOWTE BOOOW C MbIIOM.



»  CTon pacTBOp COAEPXWUT KMCMoTy. Ecnn pacTBop monan Ha KOXy,
TLLaTeNbHO NPOMOWTE BOAOW U 06paTuTeCh K Bpayy.

» HekoTopble koMmnoHeHTbl Habopa (Hanp. KoHTponu, 6ydep
06pasLoB 1 GydepHbiil MOKOLLMIA pacTBOpP) coaepxaT as3ui HaTpus B
KayecTBe KOoHcepBaHTa. A3uj HaTpus SABMAETCS BbICOKO TOKCUYHbBIM
N peakTUBHbIM B 4ucTON copme. [Mpu KOHUEHTpauum B MPOAYKTE
0,09% Tem He MeHee He onaceH. Bonpeku knaccudukaummn kak
HEeoMacHbIi, Mbl HACTOSATENbHO pEeKOMeHAyeM 1crnonbL3oBaThb
06bI4Hble NpaBuna 6e3onacHocTu.

» HekoTopble Habopbl cogepxaT [poknnH 300 B KavecTBe
KOHcepBaHTa. pyn YHNUYTOXEHWUN peareHToB, coaepXallux MPOKMWH
300, npomoiTe GonbLIMM KOMMYECTBOM BOAbl Ans pa3baBneHus
KOMPMOHEHTOB [0 HWXE aKTUBHOMO YPOBHSI.

»  Wcnonb3yiite nepyatku npu paboTe ¢ obpasuamu n peareHTamu n
TWaTenbHO MOWTe pyku nocne paboTol.

»  He nunetupyite ptom.

» He ewbTe, He nelnTe, He KypuUTe UNN HE MPUMEHSANTE KOCMETUKY B
MecTtax paboTbl ¢ ob6pasuamu unu peareHTamm Habopa.

»  He ponyckaiiTe KoHTakTa Mexay 6ydepHbiM pacTBOPOM NEpPEKUCH U
NEerko OKMCNSeMbIMW Matepuanamu: MoBbILEHHas TemnepaTypa
MOXET Bbl3blBaTb CMIOHTAHHOE BO3ropaHue.

» [lpupgepxuBanTecb pPYKOBOACTB MO OCYLLECTBMEHWIO KOHTPOMS
KayecTBa B nabopaTopuu, UCMONb3yNTe UCCNEfOBaHUS KOHTpoOnen
n/vnn NyrnMpoOBaHHbIX CbIBOPOTOK. MpuaepxvBanTech
CyllecTByloLlero 3akoHogatenbctBa npu pabote co Bcemu
peareHTamu u obpasuamm.

NPUTOTOBIEHUE PEATEHTOB

lpuzomoeneHue NPOMbIBOYHO20 pacmeopa

PasbaBbTe copepxumoe cnakoHa C  50-kpaTHbIM  KOHLIEHTpaTOM
NpoMbIBOYHOTO Bydepa AUCTUNNMPOBAHHOW WNU AEUOHU3MPOBAHHOWM
BOAON A0 KOHe4YHoro obbema 1000 mn nepeq UCMOMb30BaHUEM.

lpuzomoeneHue 6ychepa Ansi o6pasyoe

PasbaBbTe cogepxumoe crakoHa ¢ 5-kpaTHbIM KOHUeHTpaToMm Bydepa
o6pasyoB AUCTUNNMPOBAHHOW WNW  OEWOHWU3VPOBaHHOW BOAOW [0
KoHeyHoro o6bema 100 Mn nepep “cnonb3oBaHUEM.

lMpuzomoeneHue obpasya

PasbaBbTe obpasubl nauveHToB 1:100 Gycdepom ans obpasuoB nepeq
aHanusom. Onsa atoro gobasbTe o 10 mkn obpasua 990 mkn 6ydepa
ans obpasua B npobupke M3 nonuctupona. TuwaTtenbHO nepemellanTe.
Kanubpatopbl/KOHTpoN“ roTtoBbl K WCMOMb30BaHWIO, WX HE HYXHO

pa3baBnATb.
NPOLIEAYPA AHANN3A
MpuroTtoBbTE AocTaToyHoe KONM4ecTBO cTpunos ans

KOHTporne/kannépaTtopos 1 Npob nayMeHToB.
1. [o6asbTe 100 MKn kanubpaTopoB, KOHTponen M paszbaBreHHbIX
06pasLoB NaLUMEHTOB B KaXAYH0 AYENKy.
MHky6upynte 30 MUMHYT npu koMH. Temnepatype (20 - 28 °C).
Ypanute copoepxumoe siyeek U TpuXKAbl NpomonTe
300 mMKn NPOMbLIBOYHOrO pacTeopa.
2. [o6asbTe 100 mkn pacTtBopa (hepMEHTHOro KOHblorata B KaXayto
AYENKY.
WHkyBrpynTe 15 MUHYT Npu KOMHATHOM TemnepaType.
Ypanute copepxumoe sveek U TPWKAbl NpomonTe
300 MKN NpOMbIBOYHOrO pacTeopa.
3. [ob6asbTe 100 mkn cybctpata TMB B kaxayto sueniky.
MHKyGupynTe 15 MMHYT Npu KOMHaTHOM Temneparype.
4, [o6asbTe 100 MKN CTON pacTBOpa B KaXAY0 SYEKY U BblAEpXKUTE
5 MUHYT.
CunTaniTe onTUYecKy NnoTHocTb nNpu 450 HM K paccunTanTe
pe3ynbTaTbl. BuxpomaTvnyeckoe u3MepeHvWe npoBoauTe Npu
600-690 HM.

coBnajaeT C  COOTBETCTBYIOLUMM  [OMana3oHOM,  YykasaHHbiM B
CepTudukate KOHTpPONSA kayecTsa, Nnpunaraemom Kk Habopy. Ecnu kakoi-
nmbo M3 yKasaHHbIX KpUTEpMeB He COOTBETCTBYET, pe3ynbTaTbl AOMKHbI
ObITb NpU3HaHbl HeAeNCTBUTENbHLIMU W TECTUPOBaHWE AOMKHO ObiTb
NMOBTOPEHO.

PACYET PE3YJIbTATOB
[nsi KONMMYECTBEHHBbIX Pe3ynbTaToB OTMIOXKMTb OMTUYECKYI MMOTHOCTb
Kaxgoro kanubpaTopa corfacHo KOHUeHTpauuu kanubpaTopa, 4ToObl
nocTpouTb  KanubpoBouHyt  KpuByk.  KoHueHTpauusi  ob6pasuoB
naunMeHToB MOXeT ObiTb 3aTeM OLeHeHa C KanMbpOBOYHOW KPUBOW C
NMOMOLLIO MHTEPMOMALMM.

[na paHHoro Habopa pekomeHAyeTcs 4-napameTpuyeckuin C NIMHEWHO-
norapuMnM4eckMmMn KOOpAMHaTaMU MeTOoZ ANS ONTUYECKON MNOTHOCTH 1
KOHLieHTpaLmu.

XAPAKTEPUCTUKU TECTA

Kanu6poska

370 cuctema aHanusa oTKanubpoBaHa B OTHOCUTENbHbLIX YCMOBHbIX
eaMHULaXx, Tak KaKk HYM OQUH MEeXAyHapOAHbIA CNpaBoOYHbIA Npenapar He
[OCTyneH Ans AaHHOro aHanusa.

[Ounana3oH nsamepeHus
PacyeTHbI ananasoH aaHHoro MDA aHanusa coctasnsaet: 0-200 Ea/mn

OxupaemMbie 3Ha4YeHUs

B HopmanbHOM AmanasoHe uccrefoBaHusi ¢ obpasuamMu OT 340pPOBbIX
[JOHOPOB KPOBWU criefylolime AuanasoHbl OblM YCTAHOBMEHbI C 3TUM
aHanmaom NOA: Moporosoe 3HaveHne Cut-off 20 Eg/mn

WHTepnpeTauus pe3ynbTaToB
OTtpuuatenbHbii: < 20 Ea/mn
MonoxuTtensHbin: =20 Ea/mn

JInHenHoCTbL

O6pa3subl NauveHToB, COAEpPXalUMX BbICOKME YPOBHM cneumduyecknx
aHTUTEen, cepunHo pasBogunuM B Oydepe paAnsa obpasua, YTOObI
NPOAEMOHCTPMPOBAaTE AVHAMWYECKU AManasoH aHanusa. AKTUMBHOCTb
ANsA KaXgoro passegeHus 6bina paccyntaHa us kanmbpoBOYHOW KPUBOM.

O6paszey | PasBegenue MonyyeHHoe Oxupaemoe n/o,
3HaveHue, Eg/mn 3HaveHue, Eg/mn %

1 1:100 94.3 94.3 100
1:200 50.3 472 107

1:400 23.6 23.6 100

1:800 12.4 11.8 105

2 1:100 89.6 89.6 100
1:200 43.8 44.8 98

1:400 24.0 224 107

1:800 13.1 11.2 117

Mpenen o6HapyxeHus

DyHKUMOHanNbHasa YyBCTBUTENbHOCTb COCTaBUNa: 0.5 Ea/mn
BocnpoussoaumMmocTtb
BHyTpu TectoBas  TouHocTb:  Koadpcdwmument  Bapumauum  (CV)

paccunTbiBanu Ans Kaxaoro u3 Tpex obpasuoB M3 pesynbtatos 24
onpepeneHwii B ogHOM aHanuse. PesynbTaTthl Anst TOYHOCTM B Npeaenax
aHanusa npueeeHbl B Tabnuue Huxe.

MexcepuitHaa TouHocTb: KoadduumeHt Bapuauum (CV) paccumTbiBanu
AN Kaxgoro u3 Tpex obpasuoB no pesynbtatam 6 onpegeneHwn B 5
pa3nuyHbIX aHanu3ax. Pe3ynbTaTbl ANs BbINOMHEHNS K 3anyCKy TOYHOCTU
npuBefeHbl B Tabnuue Huxe.

PasBuBLLasica okpacka ctabunbHa B TeveHne 30 BHyTpu ananusa Mexay aHanusamu
MUHYT. CunTaiiTe ONTUYECKYIO NMOTHOCTL 33 3TO Cpepee cv Cpeanee cv
Bpems. O6paseL 3HayeHve [%] O6paseL 3HaueHve [%]
En/mn En/mn
Mpumep NMneTMpoBaHus: 1 26.0 4.5 1 29.0 124
12 3 4 5 & T 8 9 w0 11 12 61.0 3.1 2 68.0 7.3
Al A | P 3 114.0 6.4 3 138.0 5.2
E|l B P2
= L MepekpecTHO pearvpylowme BellecTsa
| O He wHabnioganock WHTepdepeHUMn npu TecTMpoBaHWM 06pa3uoB C
E| C remonu3om (go 1000 mr/an), nunemuert (go 3 r/an TpUrNMUEpuaoB) Unu
FI| F MoBbILLEHHbIM — cofepxaHunem bunupybuHa (go 40 wmr/gn). He
Gl ra Habntoganocb KaKkoro-nmbo BIMSIHUSA npu MCMOSIb30BaHUN
Hf - aHTukoarynsiHtos. OgHako, He pekoMeHAyeTCsl UCrornb3oBaTh 06pasLbl C

P1 ... - obpa3subl nauneHToB, A-F - kanubpatopbl, C +, C-- KOHTpONK

OLIEHKA
[aHHbI TecT cuuTaeTcs AeWCTBUTENbHLIM TONbKo B crnyyae, ecnu Ofl
npu 450 HM ansa Kanubpatopos/KoHTponen n pesynbTaToB KOHTponewn

CUNbHBLIM FEMOSIN30M UK NUNEMUEN.




Pe3ynbTaTthl uccnegoBaHun

Study population n nPeos %

SLE 110 107 97.3
Rheumatoid Arthitis 20 0 0.0
Normal human sera 200 7 35

Clinical Diagnosis

Pos Meg

ORG 528 Pos 107 7
. Meg 3 213

110 220 330

Sensitivity: 97.3 %
Specificity: 968 %
Overall agreement: 97.0 %

OrPAHMYEHMA NPOLIEAYPLI

OToT aHanu3 npegHasHayeH B KavyecTBe [OMArHOCTUYECKOW MOMOLLM.
OnpegeneHHbln KIMUHWYECKUA OMarHo3 He [AOIMKEH OCHOBbIBATbCA Ha
pesynbTaTax OAHOro TecTa, OH [OMmkeH ObiTb caenaH BpayoM nocne
BCEX OLIEHKM BCEX KITMHUYECKUX U NabopaTopHbIX UCCNeAOBaHWIA.

Takke Kaxgoe pelleHVe Ans  Tepanuu  cnegyetT  MpUHUMaTb
VHAMBUAYanbHo.

Bbllwe ykasaHHble NaToONoOrMYyeckue U HopMarbHble AuanasoHbl Ansi
aHTUTen B obpasuax nauueHTa crefyeTt paccMaTpuBaTb TONbKO B
KayecTBe pekomeHdauui. Kaxpgas nabopatopus OormkHa YCTaHOBUTH
cBou cobCTBEHHblE HOpMbl, B cootBeTcTBUM ¢ ISO 15189 wnu gpyrue
gevicTeytowmne npasuna naboparopum.

CXEMA UHKYBALIUU
1. Jo6aBuTtb 100 MKn kanubpaTop, KOHTPOMb UK obpasew, NaumeHTa
> MHky6uposaTtb 30 MUHYT Npu KOMHaTHOW TeMrnepaType
YpanuTb cofepxvumoe sveek W TPUXAbl MPOMbITb
300 mMkn NPOMbLIBOYHOrO pacTeopa

2. Nob6aBuTb 100 Mkn pacTBopa (hepMEHTHOrO KOHbloraTa

> MHky6upoBaTb 15 MUHYT Npu KOMHaTHOW TeMnepaType
Yaanutb cogepXxuMoe sldeek U TpuXKAbl MPOMbITh
300 MK NPOMbLIBOYHOrO pacTeopa

3. Jo6aBuTb 100 Mkn pacTBopa cybcTpaTa
MHkyBrpoBaTb 15 MUHYT Npu KOMHaTHOM TeMnepaType

4. [lo6aBnTb100 MKN cTON pacTBopa
BblgepxaTb 5 MUHYT
Cuuntatb npu 450 HM
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