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Polymyositis/Scleroderma® IgG

KaT. Homep: PMS8DIV-24
BlueDiver npoTtokon: 02
1. HA3HAYEHME

Ha6op BlueDiver Liver’ 1gG npepgHasHavyeH AnNg onpeaeneHus B YenoBevyeckon cbiBopoTke IgG aHTuTen k Jo-1, PL-7, PL-12, SRP,
Mi-2, Ku, PM-Scl 100 u Scl-70.

2. NPUHUMN AHAJIU3A

[OaHHbln  Habop npeaHasHadeH AN NOCTAHOBKM Ha aHanusaTtope BlueDiver Instrument. TecT o0CHOBaH Ha npuHUMNe
MMMYHO(EPMEHTHOrO aHanmsa. TecT — CTpuUMbl COCTOST M3 MeMbpaHbl, 3aKpernseHHOW B MMacTMKOBOW paMke. B xoae aHanusa
CTpUNbl NocnenoBaTeNlbHO MHKYBUMPYIOTCA B JIyHKax KapTpuaXa C roToBbIMW AN MCMONb30BaHWA peareHTamMu. CHayana cTpunbl
MHKYBUPYOTCS C pa3BeAeHHOW CbIBOPOTKOM NauMeHTa. AHTUTENa, coaepxallnecs B CbIBOPOTKE, CBSA3bIBaOTCA CO cneundudHbiM(n)
aHTureHom(ammn) Ha MeMbpaHe. HecBa3aBLIMeCsS aHTUTENa yAansoTcs B XoAe MNPoMbiBKM. B xope cneaytouwei uMHkybauum B
pactBope AP-KOHbOrata Ko3bUX aHTU-yenosedecknx IgG aHTUTENn epMeHTHbIN KOHbIraT CBA3bIBAETCA C KOMMIEKCOM aHTUreH-
aHTuTeno. Nocne yaaneHus B Xxoae NpPoOMbIBKM HECBSI3aBLUErOCs KOHblOraTa, TeCT — CTpUMbl MHKYBUpYlOTCS B pacTBope cybcTpaTa. B
NpUCYTCTBME CBSI3aBLUErOCs KOHbtorata cybcTpaT rmaponmsyeTcss U OoKpallMBaeT To4Yku (A0Tbl) Ha MembpaHe. WMHTEHCUMBHOCTb
OKpalUMBaHUS NPSAMO NPONOpUMOHanbHa KOHLUEHTpauMn aHTuTen B obpasue.

3. COCTAB HABOPA

A66peBunatypbl:
AP = wenoyHasa docdarasa; BCIP = 5-6pomo-4-xnopo-3-uHgondocdarasa; MIT = MetunusotnasonuHd; NaNs; = Asung HaTtpus; NBT = HutpocmHui
TeTpasonui; TBS = TPUC-coneson 6ydep

TECT - CTPUN KAPTPUAOX
TecT - 3 pa3pensiemMble paMku X 8 TeCT - CTPMMNOB; NOMeLLEeHbI
CcTpuUnbl B a/IlOMUHUEBbLIN NakeT
10 4OTOB Ha KaxJaoM cTpune:
1 NoONoOXuTenbHbI KOHTPONb (C+)
8 aHTUreHos
1 oTpuuaTenbHbI KOHTposb (C-)
KapTpuax 24 kapTpuaxa no 7 NyHOK B KaXXAOM; 3aKfieeHbl
antoMUHUEBOW HONbroi [ n —E'
Bydep ans 1% noauumsa, 1 x 1,4 Mn (KenTbii) n - —E' -E‘ = |-
pasBeaeHus cogepxut:  H,O + TBS « NaCl » Tween + KoHcTepBaHT (MIT) » i - E | Ela
o6pasuoB Kpacutesnb « lNeHoracutesib gl 3 :l'? :. E
Bydep ans 227, 3", 4" n 6" noauuun, 4 x 1,4 mn (6ecUBETHbIN) «| = E :rr
NPOMbIBKK cogepxut:  H,O « TBS « NaCl « Tween + KoHcepBaHT (MIT) « - % =
MeHoracuTens = < g g
®epMeHTHbIN 5%" noauums, 1 x 1,4 mn (KpacHbii) a = (W] (2]
KOHbBlOraT COAEPXKUT: H>0 « TBS « NaCl « KCl » MgCL, + AP-koHbBbtOraT O — C+
KO3bWX aHTU-yenoBeyeckunx IgG aHTuten o Q) |= Jo-1
Crabununzatop  KoHcepBaHT (MIT)+ Kpacutens « O — PL-7 —_—ll=> =[S ;
MeHoracutens Q| |- PL-12 O=l=1=1= > B
Cy6bcTpaT 7" nosnuma, 1 x 1,4 Mn (6neaHo->enTblit) (|| srP
conepxut:  H,O « NaNs(0.05 %) » MgCL; » TBS » NBT « BCIP O~ mi-2
- Crabunusatop - [leHoracutens O)|— Ku
Apyrne dunbTpoBanbHas 6ymara (ans yaaneHus U3NNLKOB O] |~ Pm-sel 100
MaTepuanel | 6ydepa B n. 9.1.16 npoTokona aHanu3a), NomelleHa ()| |~ Sel-70
B a/IlOMUHUWEBbLIN NaKeT BMeCTe C TeCT - CTpMnamu Q i
AOKYyMeHTbI MHcTpykunsa, Ceptudukat aHanmsa, Cnmucok U
aHTUreHoB

4. HEOBXOAWUMBbBIE MATEPUAJbI

AHanusaTop BlueDiver Instrument

5. HEOBXOAWUMBIE, HO HE NOCTABJISEMbIE MATEPUAJ1bI

Mukpoao3saTtopbl / OgHOpa3oBble NepyaTku

6. XPAHEHUME U CTABUWI1bHOCTb

Habop aonxeH XpaHUTbCS Npu TemnepaTtype oT +2°C go +8°C. HE 3AMOPAXWUBATbD.

Mocne BckpbITUS Habopa HEUCNOoNb30BaHHbIE KapTPUAXM HEOBXOAMMO XpaHUTb Npu TemnepaType 2-8°C B 3allMUWEHHOM OT CBeTa
MecTe, XenaTenbHO B OpUrnHanbHOW yrnakoBke. Heucnonb3oBaHHble CTpUMbl HEO6XOAMMO MOMECTUTb 06paTHO B aftOMUHUEBbLIN
rnakeT, 3aneyaTaTb U XpaHUTb Npu TemnepaType 2-8°C xenaTenbHO B OpPUrMHaNbHOM ynakoBke. [Mpu npaBuIbHOM XpaHEHWUU BCe
KOMMOHEHTbl Habopa CTabunbHbl A0 UCTEYEHUS YKA3aHHOIMO CpoKa roAHOCTU.

7. 3AMEYAHUA U NPEAOCTEPEXAHUA

Habop npegHa3HayeH TObKO AN NMpodecCMOoHaNbHOr0 MCMOJIb30BaHUS ANsl AMArHOCTUKKU in vitro. MocTaHoBKa AaHHoro Habopa
[O/HKHA OCYLWEeCTBASATbCA KBanM@UUMPOBaHHbIM nepcoHanoMm. KoMnoHeHTbl Habopa copepaT NMoTeHuManbHO OnacHble BellecTBa,
n3beramte KOHTaKTa C KOXeW, rnasaMm u CimMsnctbiMu obonodykamu. C obpasuamMm naunmeHToB HeobxoaMMo obpallaTtbCs Kak C
NOTEHLMANIbHO 3apaXXeHHbIMU. YTUNM3auma 0oTxXoAoB: 06pasubl NALUMEHTOB M UCMOSb30BaHHbIE CTPUMbI AOSXKHbI YTUIN3UPOBATLCS
KakK 3apakeHHble. [lpyrve peareHTbl He TpebytoT cneumasnbHON yTUAn3aumMm, ecnm 3Toro He ykasaHo oTaesbHo. KomnaHusa D-tek s.a.
M eé oduumanbHble AUCTPUBBLIOTOPbLI HE HECYT OTBETCTBEHHOCTM 3a yuwep6, NMPUUMHEHHbLIN BCNeACTBME M3MEHEHUs npoueayp,
yKasaHHbIX B JaHHOM pyKOBOACTBE.
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8. CBOP U XPAHEHUE OBPA3LIOB

O6pasubl KpoBW MOryT 6bITb cO6paHbl B 4YUCTble NpobupkM MnuM npobupku, copepxawme DATA, remnapuH unv umTpat. lNocne
oTaeneHus o6pasuoB CbIBOPOTKM WM Ma3Mbl MOXHO XpaHWUTb Mpu TeMmnepaType 2-8°C He 6onee Tpex AHel. Onsa 6onee
ANUTENBHOIrO XpaHeHus o6pasLbl Heo6xoAMMO 3aMopo3uTb A0 -20°C. U3beraliTe NOBTOPHbLIX LIMKIOB 3aMOpPaXxmMBaHUsi/oTTanBaHus.
Mocne pasmopaxunBaHus o6pasubl Bceraa Heo6xoanMMo BCTPSXMBaTb.

9. MPOTOKOJ1 AHAJIU3A
OBLUAA NHO®OPMALINA:

MpuHynn aHanusa:

Mocne py4HOW yCTaHOBKM TecT - CTPWUMOB W KapTpuaxxei, npouenypa MHKY6auum u MpOMbIBKM MPOUCXOANT aBTOMaTU4YeCKU C
nomowbio aHanusatopa BlueDiver Instrument, KOTOpbIM, MOrpyxas M BblHUMasi TeCT - MOJIOCKM U3 pacTBoOpoB, obecneunmsaeT
ONTUManbHy Npoueaypy NpPoOMbIBKM U MHKYy6auuun. Becb aHanus3 uaet npu KOMHaTHOM TeMnepaType.

OnucaHue Tecr - CTpunos:

Ha smyeBoi cTOopoHe  CTpUNoOB  COpPHGUPOBaHHbI O6paTHasi CTOpOHa TeCcT - CTpuUMNa COAEPXUT BYKBEHHO -
QHTUTEHbl, KOTOpble BLIFAAAT Kak 6neAHO-ronybble umMdpoBoe 0603HAYEHME U LWITPUX KOA ANA MAEHTUDUKaUUK
Toukn (OOThbl). DTa OKpacka ABAAETCS rapaHTuen Toro, aHanM3aTopoM Tuna TecT — CTpuna M HoMepa noTa.

YTO BCE aHTWUreHbl KOPPEKTHO HaHeceHbl Ha MeMbpaHy.
Okpacka ucuyesaeT B xoAe MpoBefeHWs aHanusa. Takxe
Ha NMUEBOM CTOpPOHE HaHeCeH HOMep TeCcT — CcTpuna u
ABYMEPHbIA WTPUX KOA AN uAeHTUdbMKauum TecT -
CTpvna nocne OKOHYaHUsl aHanusa.

o T
C =-m 0000000000 [ B T I T T
i

MNepen HayanoM aBTOMATUUYECKOro aHanaMsa TeCcT — CTPUMbl AO/KHbI ObiTb BPYYHYH BCTaB/i€Hbl B CrneuuasnbHyo rpebeHky (CM.
MoaroToBka k aHanu3y n. 9.1.4). B xoae AaHHOM Mpouefypbl KaTeropMyecku 3arnpelieHo KacaTbcsl MeMbpaHbl nanbuamu. Bcerpa
HajeBanTe 04HOpPa30Bble NepyaTku, a ANS MAaHUNYNASUUIA C TeCT - CTpUMNaMn UCNONb3yNTe OAHOPA30Bble NEpPYaATKN U NNACTUKOBYHO
paMKy, B KOTOPYI BCTaBfieHbl MeMbpaHbl.

OnucaHune kaprTpumies: (CM. PUCYHOK Ha cTp. 1)

KapTpuax cOoCTOUT M3 7 eMKOCTeN C roToBbIMM AN UCMNONb30BaHWA peareHTamu. KapTpua repMeTMyHo 3akneeH (eMKOCTU C
peareHTaMu pasfefieHbl) anioMUHUEBON (ONLroM, KOTOPYH Heo6XoAMMO yaanuTb nepej HadanoMm aHanusa. locne BCKpbITUS
KapTpuaxa cneauTte 3a TeM, 4TO6bl peareHTbl He MepenuBanuUCb M3 OAHOW eMKOCTM B Apyryto. Ob6paTHasi CTOpOHa KaXaoro
KapTpuaxa coaepxuTt 6ykKBeHHO — uMdbpoBoe 0603HaUYeHMe U WTPUX KOA AN MAeHTUPUKaLMM aHanu3aTopoM TUMa KapTpuaxa u
HoMepa noTta. lepes HayanoM aHanmMsa KapTpUAXW Heob6XOAMMO BCTaBUTb B CrneuuvanbHblii AepxaTenb ANs KapTpuaxen (CM.
MoarotoBka Kk aHanu3y n. 9.1.10). MNMepeaHAs n 3aAHSAS CTOPOHA KapTpuAaxa MMeloT 1 TpeyronbHbi U ABa (CBepXy U CHU3Y)
KBaZpaTHbIX BbICTYNa AN MNPaBWIbHOM OPUEHTaLUMN KapTpuaxa B AepxaTene.

CooTHoweHne CTPUIbI/KAPTPULIKN
TecT — CTpuNbl U KapTPUAXM U3 OAHOIO U TOro e Habopa MMEKT OAUH M TOT Xe HOMep noTa M 06pasyloT NoT — cneunduyeckue
napbl. He nbiTaliTecb aHanu3nMpoBaTb B OAHOW Mape TeCT — CTPUMbl U KapTPUAXM U3 pasHbIX N0TOB, T.K. Sl06ble HECOOTBETCTBUS
6yayT ono3HaHbl aHanusaTopoM BlueDiver instrument n aHanu3 6yaet octaHoBAEH. [N aHanu3a MOXHO MCMOb30BaTb Napbl TeCT
- CTpUN/KapTpuax w3 pasnunyHbix HabopoB. OaHako, ToNbKO Habopbl, UMelLlWMe OAMHAKOBbLIM MNPOTOKON aHanusa (Bpems
MHKy6aLMM M NocneaoBaTeNbHOCTb), MOXHO CTaBUTb BMeCTe B OAHOM MOCTaHOBKE (Bceraa CBepsinTe HOMep MPOTOKONA, YKa3aHHbIN
Ha BepXy NepBOW CTpaHWULbl AAHHOW UHCTPYKUUK).
9.1 NMoaroToBkKka K aHanNuM3y

- MNepen HauyanoMm aHann3a BCe KOMMOHEHTbl Habopa A0MKHbI AOCTUYb KOMHATHOM TeMnepaTypbl (+18°C to +25°C).

- [Ansa obneryeHns NOCTaHOBKM aHanM3a M KOPPEKTHOrO pacrosfioXXeHUs TecT — CTPUMOB BCceraa Heob6xoaMMo COCTaBnATh

CBOW COBCTBEHHbI NPOTOKON aHanu3a (C NOMOLLbIO NporpaMMHoOro obecneveHus Dr Dot unm BHeLWHWIA).
- Y6eauTecb, UTO KapTPUAXW NpaBUIbHO 3aKpenseHbl B AepxaTene.
- Y6eautecb, uTo aHanusatop BlueDiver Instrument noakno4YeH.

Huxe npuBeaeHa NoOCNefOBaTENbHOCTb MOAFOTOBKM K paboTe aHanusaTopa k pabote BlueDiver Instrument, TecT - CTpuUnNos,
KapTpuaxen n obpasuoB nauMeHToB. B cnyyae BO3HWKHOBEHMS MpobrieM obpaTUTeCb K pPyKOBOACTBY K aHanusatopy BlueDiver
Instrument.

1. BknwuuTe aHanusatop BlueDiver instrument n noaoXanTe HEeCKOIbKO CEKYHA, NOKa Ha AMCnee He NosABATCA AaTa U BpeMms.

2. BBeauTe AaTy M BpeMsl HaxaTueM KHomnku ¥ Ha skpaHe (B C/lyyae MepBOro WCMonb30BaHUS WM CBpoca AaHHbIX 06paTUTECh K
WHCTPYKUKUKN K aHanusaTopy BlueDiver instrument) — Ha 3kpaHe nosasutca Haanuce “Initialize?”.

3. VHWUManU3npyiiTe aHanu3aTop HaxXaTueM KHOMkKW ¥ Ha sKpaHe — JepxaTeNb C 3aXMMOM Ansi TecT - CTpUNnoB 6yaeT
aBTOMaTU4YeCKN NepeMeLleH B LeHTpanbHOe NosioxXeHne (KAYLWNIA pexnMm) — Ha akpaHe nossuTca Hagnuce “Load strips (24)”.

4. (HE BBOAWTE KONWNYECTBO CTPMNOB HA JAHHOM 3TAME). JlocTaHbTe 3a)XXUM U3 AepxXaTens, OCTOPOXHO MOTAHYB €ro BBepx,
M BCTaBbTe HeobxoauMoe A/ aHanu3a KOJIMYECTBO TeCT — CTPUMOB: AepXa 3aXUM NNLEBON CTOPOHOM C MPOHYMepoBaHHbIMU
NONOXEHUSAMN BBepX (OTKPbITOE MNOJSIOXKEHWE), BCTaBbTe TeCT — CTPUMbl, TaKXe AepXa MUX NINLEBOW CTOPOHOW BBepX, B
COOTBETCTBYHOLMNE OTBEPCTUS B 3aXMMe. YCTaHOBUB TeCT — CTpUnbl, yb6eanmTechb, YTO NNACTUKOBbIE «SA3bIUKU» AOCTUTIM CaMOro
BEPXHEro NOMOXEHUS B 3aXUMe.

3ameyaHusa:
- Bcerna HauMHanTe yCTaHOBKY TeCT — CTPUMOB B 3aXWUM HayMHas C CaMOro NepBOro rMosIoXeHUs, He AONYCKAETCa Hanuume
NYCTbIX MECT MeXAy TeCT — CTpunamu.
- Mocne ycTaHOBKM BCEX TECT — CTPUMOB B 3aXXWM BU3yasbHO ybeauTecb B NpaBUIbHOM BepTMKASbHOM, FOPU3OHTAIbHOM U
60KOBOM pacnosioXeHUN TeCT — CTpMMoB. J1iobble OTKIOHEHUS HeobXxoAUMO YCTpPaHWTb, YAANMB TECT — CTPUMbl U3 3aXuma U
BCTaBWB UX CHOBA.
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Heb0onblWMM yCcUIMEM yCTaHOBUTE 3aXKUM B AepXaTesb.

BBeamTe KONNMYECTBO UCMOMb3yEMbIX ANS aHanu3a TecT — CTPUMNOB, UCMOMNb3YS KHOMKK B BUAE CTPENOK Ha 3KpaHe.

MoATBEpAMTE BBEAEHHbIE aHHble HaXaTueM KHOMKWU ¥ Ha 3KpaHe — JepXaTeNlb C 3aXMMOM aBTOMAaTUYECKU MepeMecTUTCs B

NOSIOXEHWEe FOTOBHOCTWU, YCTAHOBMB TECT — CTPUNbI HaA OTBEPCTUAMU B [epxXaTene KapTpuaxen — Ha 3KpaHe MosSBUTCH

Haanucb “Check alignment”.

[Ona npoBepku MpaBUIbHOCTU B3aWMMHOMO PacrofioXeHUs TeCcT — CTPUNOB ucnonb3ynte dyHkumio “JOG”: Haxmute u

yAepXuBauTe Ha 3KpaHe CTPEeNKy BHU3, MNOKa HMXHAS YacTb TECT — CTPUMNOB He AOCTUITHET OTBEPCTUI B AepXKaTene KapTpuaxen.

B cnyyae npaBunbHOro pacnosioXXeHUsa TeCT — CTPUMOB OHM HE KacaloTCs KOHTYpPOB OTBEPCTUNA.

3aMeyaHuve: B cny4dae cMeleHus (KOHTaKT TeCT — CTPUMOB C JepXaTeneMm KapTpuaxen), noxanyicra, obpatutecb K
pPYKOBOACTBY K aHanusaTopy BlueDiver Instrument.

MoATBEpPAUTE MPaBUIbHOCTL PACMONOXEHWUS TECT — CTPUMOB HaXaTUEM KHOMKW ¥ Ha SKpaHe — aHanM3aTop MOMHOCTbLIO OMyCTUT

TeCcT — CTpUNbl B OTBEPCTUA U CUYUTAET LWITPUX KOAbl Ha TECT — CTpMAax — MOCAe NOSIHOMO CYUTbIBAHWUSA LUTPUX KOAOB Ha 3KpaHe

nosiBMTCA Haanuch “Load reagent”.

3aMeuaHue: B c/lyyae OWMO0K B CYUTbIBAHUWM OAHOMO WM HECKOJSIbKUX LUTPUX KOAOB TECT — CTPMMOB (MUraHWe CBETOAMOAOB),
noxanyncra, obpaTutecb K pyKoBOACTBY K aHanusatopy BlueDiver Instrument.

Yaanute antoMuUHueEBY0 GONbry C KapTpuakeh n yCTaHOBUTE UX B AepxaTene ANS KapTpuaxXen noj COOTBETCTBYHOLWMMM TECT —

cTpunamu.

MoATBEpPAMTE OKOHYAHME YCTAHOBKM KapTpUKeil HaXaTUeM KHOMKW ¥ Ha dKpaHe — aHaju3aTop CUYUTAaeT WTPUX KOAbl C

KapTpuaxen n npoBepuUT COOTBETCTBUE KapTPUAXEN TecT — CTpuMnaMm — MNOCsie MOSIHOMO CYUTbIBAHMUSA LWITPUX KOAOB Ha 3KpaHe

NOSABUTCS KOIMYECTBO BEPHbIX Nap TECT — CTPUMN/KapTpuax.

3aMeyaHue: B c/iyyae OWNOBOK B CYUTbIBAHWW OLHOIO UM HECKONbKUX LITPUX KOAOB KapTpUAXEN UAN HEBEPHbIX nap TecT -
cTpun/KapTpuax (MUraHuwe CBETOAMOA0B), Noxanyncra, obpaTnTecb K pyKoBOACTBY K aHanusatopy BlueDiver Instrument.

MoATBEpAMTE KOJMYECTBO TeCT - CTPUMOB HaXaTWeM KHOMKM ¢ — Ha 3SKpaHe MosIBUTCS HOMep MpoTOKONa,

nAeHTMdUUMPOBaHHbIM NMo wTpux kogam (Protocol ID xx).

MoaTBepanTe HOMEp NPOTOKOA HaXaTueM KHOMKMU v - Ha 3KpaHe nosasuTCca Haanucob “Please close cover”.

3aKpoiiTe KPbIWKY aHanM3aTopa U HaXMUTE KHOMKY ¥ Ha SKpaHe — HauYHETCs BbIMOSHEHWS MEPBOro Wara NpoLesypbl aHanusa

- npeABapuTeNibHasa NPOMbIBKA TeCT — cTpunoB (NnpeaobpaboTka), TECT — CTPUMbl MHKYBUPYIOTCA BO BTOPOW JIyHKE KapTpuaxen

(Bpemsa nHkybaumm — 1 MMHyTa) — NOC/ie OKOHYaHUSA Ha aKpaHe nosiBuTcs Haanuch “Please open cover”.

OTKpO/Te KpbILIKY aHanM3aTopa M HaXMUTE KHOMKY ¥ Ha SKpaHe — rOpU3OHTasbHbINA AepXKaTelb C 3aXMMOM aBTOMaTUYecKu

ABUraeTcs K Kpako aHanM3aTtopa WU HaKNOHAET TeCT — CTPUMbl — 3KpaHe NosBUTCA Haanuch “Dry strips”.

BbiCylunMTe CTpUnbl C NOMOLLbIO BXOASILEN B cOCTaB Habopa ¢unbTpoBasibHOW MOMNOCKM, OCTOPOXHO MPOMOKHYB TECT — CTPUMbI

BHUW3Y, rAe HaXoAsaTCS CneunanbHble NYHKW ANS BHeCeHUs o6pa3Luos.

MoaTeBepanTe OKOHYaHWE Npeablaylen CTaann, Haxas KHOMKY v 5 Ha 3KpaHe nossuTca Haanuco “Apply samples”.

BHecuTe no 10 mkn 06pas3uoB CbiIBOPOTKM/MNa3Mbl B IYHKU Anst 06pa3LoB.

MoaTeBepanTe BHECeHMe 06pa3LoB, HaXaB KHOMKY v Ha 3KpaHe noasuTCca Haanucb “Please close cover”.

3aKkpoiiTe KpbIlKY aHanuM3aTopa M HaxMuTe KHOMKY ¥ — HayHeTCsl aBTOMaTMYeCKOe BbIMOMHEHWE aHanusa B CrlefyloLell

nocnegosatensHoctu (Protocol 02):

9.2 NMpoTtokon aHanusa

War OnucaHune Bpems
01. TecT — cTpunbl MHKYBUPYIOTCS B 10% nyHke kapTpuaxa (bygep An1a pazseseHus). Nocne KOHTaKTa C XUAKOCTbIO 30 MUH
BHECEHHbIE B /lyHKM 06pasLibl NaUMeHTOB BbiCBO60XAAOTCS 1 pa3soasaTcs B bydepe
02. 3aXuM rnepeaBuraeTcs Briepesl U TECT — CTPUMbI MHKYBUpPYIoTCsa Bo 2°” nyHke kapTpuaxa (Bygep 4718 npoMbIBKM) 2 MUH
03. 3aXuM nepeaBuraeTcs Bnepes U TeCcT — CTPUMbl MHKYBMpYOTCa B 3¢ nyHKe kapTpuaxa (bygep 47151 TpoMbIBK) 2 MUH
04. 3aXuM nepeaBuraeTcs Bnepes U TecT — CTPUMbl MHKYBMpYOTCa B 6°" NnyHKe KapTpuaxa (bygep 418 npoMbiBKi) 2 MUH
05. 3axuM nepeaBMraeTcst Hasad M TECT — CTPUMbl MHKY6UPYIOTCS B 5% NnyHKe kapTpuaxa (KoHbrorar) 10 MuH
06. 3aXuM rnepeaBuraeTcsl Hasad M TECT — CTPUMbl MHKYBUpPYloTcs B 4% nyHke KapTpuaka (Bygep 415 NpoMbIBKM) 2 MUH
07. 3a)uM nepeaBuraeTcs Hasaz U TeCcT — CTPUMbl MHKYOBUPYIOTCS B 3¢ nyHKe kapTpuaxa (bygep 47151 TpoMbIBK) 2 MUH
08. 3aXuM nepeaBUraeTcs Hasaz v TeCT — CTPUMbl MHKYBUPYIOTCS BO 20 NnyHKe kapTpuaxa (bygep 418 npoMbiBKi) 2 MUH
09. 3aXuM nepeaBuraeTcs Bnepes U TecT — CTPUMbl MHKYBMpYOTCa B VA nyHke kaptpuaxa (Cybcrpar) 10 MUH
10. 3aXuM nepeaBuraeTcs Hasaz v TeCT — CTPUMbl MHKYOBUPYIOTCS B 6°" NnyHKe kapTpuaxa (bygep 4718 npoMbiBKi) 2 MUH

lMocne okoH4YaHMS MpPOTOKOMA aHanusa AepxaTesb C 3aXWMOM MepeaBuUraeTcsa B LUeHTpasibHOe nonoXxeHne (OKAYWUNA pexum).
AHanusaTop M3gaeT 3ByKOBOW CUIHan U Ha 3KkpaHe nosiensietca Haanuck “Finished test”.

AKKYpaTHO NMPOMOKHUTE TECT — CTpUMbl Ha HUNbTPOBaNbHOM GyMare u No3BoOJIbTE TECT — CTPUMNAM BbICOXHYTb B TeueHue 10 MUHYT
nepea UHTeprnpeTaunel pesynbLTaTos.
B cnydae mcrionb3o0BaHus BlueScan Ans nHTepnpeTauny pe3yabTaToB, MoXaayicTa, He BbIHUMAKUTE TECT — CTPUMbI U3 3aXUMa.

COXPAHEHWE OAHHbBIX AHATIU3A

[MpoTokon aHanMsa MOXHO 3arpy3umTb Ha HocuTenb USB, HaxaB Ha COOTBETCTBYIOLYI KHOMKY W Creayss MHCTPYKUMAM Ha 3KpaHe
(BctaBbTe ycTpoictBo USB — 3anucb Ha USB — Ypanute ycTpoictBo USB). DTOoT war He aBnsieTcs obsi3aTeNlbHbIM, 0AHAaKo
peKoMeHAYyeTCs ANs perynpoBaHmsl U OTCNEeXNBaHUS aHaNMU30B.

10. UHTEPMNPETALMA PE3VYJIbTATOB

MoxeT 6bITb BbIMONIHEHA BW3yasibHas OLEHKa pe3y/bTaToB, O4HAKO HACTOSTENIbHO PEKOMEHAYETCS UCMOJIb30BaTb CKaHWPYHOLLYHO
cucteMmy Dr Dot ans 6onee TOYHOM NONYKOIMYECTBEHHON MHTEPMpPETaLMM pe3ybTaToB.

10.1 BusyanbHaa MHTepnpetayums:

1. [locTaHbTe 3aXUM W3 AepXaTens U yaanuTe TECT — CTPUMbI.
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2. TomectuTe TecT — CTpUMbl NULEBOM CTOPOHOW BBEPX Ha OTMeuYeHHble nonsa wabnoHa Ana WHTepnpeTauuu pesynbTaTos,
BXOASILMI B cocTaB Habopa. OH 6yaeT ykasbiBaTb COOTBETCTBYIOLLMNE MOSIOXKEHUS KOHTPONEN U aHTUFEHOB Ha MeMbpaHe.
3. Cambiii BepxHuit f0T (MonoxuTenbHblit KOHTPOb) A0/MKEH ObiTb NONOXMUTENEH A/S BCEX MALMEHTOB.

Tonbko B TOM cny4dae, eciu [10/10XkKnUTeNbHbIN KOHTPO/Ib OKpalleH, MOXHO YyTBEPXAAaTb, 4YTO pe3y/bTaThl SB/ASKTCS
AOCTOBEPHLIMM, & aHaIn3 rpoBeeH KOPPEKTHO. Ecin camblii BEpXHUIA AOT HEOKPALLEH, TECT SIBJSETCA HEAEUCTBUTEbHbLIM U
He MOXeET 6bIThb UHTEpPrpeTnpoBaH B AaslbHEALLIEM.

4. CpaBHUTe [40Tbl, OTBevawLwme cneumdnyeckum aHTmreHam, ¢ gotom OTpuuatenbHoro KoHTponsa (Bcerga pacrnosioXXeH B caMOM
HU3Y). MHTEHCMBHOCTb OKpacCKuM AOTOB aHTUreHOB MPAMO MNponopuuoHanbHa TUTPY crneumduyecknx aHTuTen B o6pa3uax
naunMeHTOoB.

UHTEHCMBHOCTL okpacku OTpuLaTesibHOro KOHTpO/isi MOXET BapbupoBaThbCsl B 3aBUCUMOCTY OT XapaKkTepucTtuk obpasuya. Ecim
B 0bpasyax naymeHToB HeT nHTepgepupyroLnx seecrts, OTpuyatesnbHbiii KOHTPOb MOXET b6biTb nodTH 6ecyBeteH. HaoboporT,
MHTEHCUBHO OKpalLeHHbI¥ OTpuLlatesbHblii KOHTPO/Ib rOBOPUT O BbICOKOM ypPOBHE Hecreun@dunyeckoro cBsi3biBaHus B obpasye.
[OJIOXUTE/IbHBIN PE3Y/IbTAT:
O6pa3zeL, cuMTaAETCS MOSIOXUTENbHLIM B TOM C/lly4ae, eC/iu MHTEHCMBHOCTb OKPacku [0Ta, OTBEYaloLero sToMy
AHTUreHy, Bbllle, YEM WHTEHCUBHOCTb OKpacku OTpuuaTtenbHoro KoHTpons.
OTPULIATE/IbHbIA PE3YJILTAT:
O6pa3zel, cunMTaeTcs oTpuLaTeNbHbIM B TOM Cllydae, eC/ii MHTEHCMBHOCTb OKPacku A0Ta, OTBeYalolero 3TomMy
AHTUIEHY, HWXE UM CpaBHUMA C MHTEHCMBHOCTb OKpackn OTpuuaTtenbHoro KoHTpons.
10.2 Ucnonb3oBaHue ckaHupylowen cuctembl Dr DOT
1. [ocTaHbTe 3aXWM C TEeCT — CTpMNamMun u3 gepxartens. He BolIHMManTe TeCT — CTpUNbI U3 3aXMUMa.
2. BcTaBbTe 3aXMM C TeCcT — CTpMNaMn NMLEBON CTOPOHOM BHU3 B CreLmanbHOe MeCcTo B KpbllKe ckaHepa BlueScan.
3. OTckaHupyKiTe TecT — CTpUMbl, MICNONb3ys NMporpaMmmHoe obecreveHne Dr DOT.
11. XAPAKTEPUCTUKU AHAJIU3A

11.1 Bocnpou3BoAUMOCTb

Ona kaxaoro aHTUTena 6blIM MPOTECTUPOBaHbl KOHTPOJIbHblE 06pasubl CpaBHEHUS B CTAaTUCTUYECKMX MOBTOpax Ass pacyeTa
BHYTPU- N MeXCepUnHbIX KO3IdDPUUMEHTOB Bapuauun. MHTEHCMBHOCTb AOTOB Jfiexana B npeaenax ykKasaHHOro avanasoHa, wu
CTaHAapTHOE OTK/IOHEHME 6bino MeHee 10%.

11.2 YyBCTBUTENbHOCTb U cneyndUYHOCTb

. Jo-1 PL-7 PL-12 SRP
_ - + - + = + -
true positive | false positive true positive | false positive true positive | false positive true positive | false positive
+ 22 : 0 : 3 0 3 0 18 0
false negative | true negative false negative | true negative false negative | true negative false negative | true negative
- 0 119 0 50 0 50 0 20
Sensitivity 100% Sensitivity 100% Sensitivity 100% Sensitivity 100%
Specificity 100% Specificity 100% Specificity 100% Specificity 100%
Mi-2 Ku PM-Scl 100 Scl-70
i i + - + - - —
true positive | false positive true positive | false positive true positive | false positive true positive | false positive
+ 20 0 22 0 10 0 13 0
false negative | true negative false negative | true negative false negative | true negative false negative | true negative
- 0 50 0 50 0 24 0 91
Sensitivity 100% Sensitivity 100% Sensitivity 100% Sensitivity 100%
Specificity 100% Specificity 100% Specificity 100% Specificity 100%

O6pa3ubl 66111 MpoaHaNN3npPoBaHbl (NOATBEPXKAEHUE MOMOXUTENbHBIX UM OTPULATENbHbLIX Pe3yNbTaToB MO CreUndUUecknM aHTuTenam c
noMoLLbi0 pedepeHCHOro Metoaa) C MCMoJSib30BaHMEM AAHHOro Metoda. MHTEHCMBHOCTb OKpallMBaHMS OLIEHMBANacb C MOMOLLBIO
nporpaMMHoro obecneveHuns Dr Dot. YyBCTBUMTENLHOCTb U CNeundUUYHOCTb 6bIM paccuuTaHbl ¢ noMollblo ROC aHanuMsa ucxoas us
YpOBHel cut-off, U3aMepeHHbIX aBTOMaTUUYECKN UCMOJb3ys nporpaMMHoe o6ecrnedeHne Dr Dot.

12. OFPAHUYEHMNA METOOA

KnMHWYeCcKMiA AMarHo3 He AO0/HKEH CTaBUTbCA, OCHOBbLIBAsACb TO/IbKO Ha pe3ynbTaTe AMArHOCTUKKW in vitro. [Nns MocTaHOBKU
AnarHosa Heo6xoAMMO MPOBOAUTL MOJIHOE KIMHUYECKOEe UCCrieqoBaHne, a TakxKe nabopaTopHble TeCTbl, MOCKOIbKY HU OAMH MeTon
HE MOXET UCK/TIOUYUTbL JIOXKHO MOJTOXUTENbHbBIX U JIOXXHO OTpULATENbHbIX pe3ynbTaToB. B 3Toi CBA3M pekoMeHAyeTcs MCMofib30BaTh
METOA HENpsiIMOro MMMYHOMYOPECLEHTHOrO aHanuMsa, T.K. OH TPaAMLMOHHO CUYMTAEeTCA 30/10TbIM CTaHAApPTOM B AMArHOCTUMKE
aYTOMMMYHHbIX 3a601eBaHuUii.
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