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Cytoplasm® IgG
KaT. Homep: CY6DIV-24

BlueDiver npotokon: 02
1. HA3HAYEHUE
Ha6op BlueDiver Cytoplasm® IgG npeaHasHaueH ans onpeaeneHus B YenoBeuyeckoi cbiBopoTke I1gG aHTUTen k M2/nPDC, Jo-1, PL-
7, PL-12, SRP n Ribosome PO meToaoM nMMyHoaoTa.
2. MPUHUMN AHAJIN3A
[OaHHbln  Habop npeaHasHadeH AN NOCTAHOBKM Ha aHanusaTtope BlueDiver Instrument. TecT o0CHOBaH Ha npuHUMNe
MMMYHO(EPMEHTHOIrO aHanu3a. TecT - CTpUNbl COCTOST U3 MeMbpaHbl, 3aKpensieHHOW B MJacTUKOBOW paMke. B xone aHanusa
CTpUNbl NocnenoBaTeNlbHO UHKYBUPYIOTCA B JlyHKax KapTpuaxa C roToBbIMW Ans MCMNOSb30BaHWs peareHTamu. CHayana CTpunbl
MHKYBUPYIOTCA C pa3BeAeHHON CbIBOPOTKOW MauueHTa. AHTUTeNa, Coaepalinecss B CbIBOPOTKE, CBA3bIBAKOTCA CO cneun@uyHbiM(1)
aHTUreHom(ammn) Ha MembpaHe. HecBsasaBliMecs aHTUTeNa y[analTCs B XoAe NpoMbiBKU. B xone cneaytouwen uHkybauuu B
pactBope AP-KOHbOrata Ko3bUX aHTU-yenosedecknx IgG aHTUTENn epMeHTHbIN KOHbIraT CBA3bIBAETCA C KOMMIEKCOM aHTUreH-
aHTuTeno. Mocne yaaneHuns B xoAe NPOMbIBKW HECBSI3aBLUErocsi KOHblOraTa, TeCT — CTpUMbl MHKY6UpPYIOTCS B pacTBope cybcTpaTa. B
NpUCYTCTBME CBA3ABLUEroCs KOHbiOrata cybcTpaT ruaponusyeTcss M OKpalimBaeT Touku (4oTbl) Ha MeMbpaHe. VIHTEHCMBHOCTb
OKpaluMBaHWUs NPSIMO NMPOMOPLMOHaNbHa KOHLEHTpaunn 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 pa3pensiemMmble paMku X 8 TeCT - CTPMMNOB; NOMeLLEeHbI
CcTpuUnbl B a/IlOMUHUEBbLIN NakeT
8 N0TOB Ha KaX/aoM cTpune:
1 NoONoOXuTenbHbI KOHTPONb (C+)
6 aHTUreHoB
1 oTpuuaTenbHbI KOHTposb (C-)
KapTpuax 24 kapTpuaxa no 7 NyHOK B KaXXAOM; 3aKfieeHbl
antoMUHMeBon honbrom - O —E'
Bydep ans 1% noauumsa, 1 x 1,4 Mn (KenTbii) 2|2 2=l =2
pasBeaeHus cogepxut:  H,O + TBS « NaCl » Tween + KoHcTepBaHT (MIT) » o - E E|E | Ela
o6pasuoB Kpacutensb « [leHoracutens A 3 :l'? :. E
Bydep ans 227, 3", 4" n 6" noauuun, 4 x 1,4 mn (6ecUBETHbIN) «| = E :—-
NPOMbIBKK cogepxut:  H,O « TBS « NaCl « Tween + KoHcepBaHT (MIT) « - a =
MeHoracutesns — < g g
®epMeHTHbIN 5%" noauums, 1 x 1,4 mn (KpacHbii) a = (W] (2]
KOHbBlOraT COAEPXKUT: H>0 « TBS « NaCl « KCl » MgCL, + AP-koHbBbtOraT
KO3bUX aHTU-4enoBe4YeCKnx IgG aHTUTEN * i
Crabununsatop « KoHcepsaHT (MIT)+ Kpacutesns _— =]
HEHOFaCMTeﬂi P (M- Kp o=1=1= 2|>[3]5 [
CybcTtpat 7" nosuums, 1 x 1,4 mna (6negHo->enTblin) Ol|— c+
COAEPXUT: H>0 « NaN5 (0.05 %) « MgCL, « TBS « NBT - BCIP O — M2/nPDC
+ Crabununzatop - [leHoracutesib ) |[— Jo-1
Apyrve dunbTpoBanbHas 6ymara (ans yaaneHus U3NNLKOB Ol |~ PL-7
MaTepuanbl 6ydepa B n. 9.1.16 npoTokona aHanusa), noMelleHa )| |— PL-12
B a/IlOMUHUWEBbLIN NaKeT BMeCTe C TeCT - CTpMnamum ()| |— srpP
AokyMeHTbl | WHcTpykuusa, CeptudukaT aHanmsa, Cnucok (||~ Ribosome PO
aHTUreHoB ) |— ¢-
\ef

4, HEOBXOAWUMBbBIE MATEPUAJbI

AHanusaTop BlueDiver Instrument

5. HEOBXOAWUMBIE, HO HE NOCTABJISEMbIE MATEPUAJ1bI

Mukpogaosatopbl / OgHOpa30BLIE NepyaTku

6. XPAHEHME U CTABUJ/IbHOCTb

Habop aonxeH XpaHUTbCS Npu Temnepatype oT +2°C ao +8°C. HE 3AMOPAXWBATbD.

Mocne BckpbITUS Habopa HEUCNOoNb30BaHHbIE KapTPUAXM HEOBXOAMMO XpaHUTb Npu TemnepaType 2-8°C B 3allMUWEHHOM OT CBeTa
MecTe, XenaTenbHO B OpUrnMHanbHOW yrnakoBke. Heucnonb3oBaHHble CTpUMbl HEO6XOAMMO MOMECTUTb 06paTHO B antOMUHUEBDLIN
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 NPEAOCTEPEXAHUSA

Habop npegHa3HayeH TONbKO AN NMpodecCMOHaNbHOr0 MCMOJIb30BaHUS AN AMArHOCTUKW in vitro. MocTaHoBKa AaHHoro Habopa
[O/HKHA OCYLWEeCTBASATbCA KBanM@UUMPOBaHHbIM nepcoHanoMm. KoMnoHeHTbl Habopa copepaT NMoTeHuManbHO OnacHble BellecTBa,
n3beramte KOHTaKTa C KOXeW, rnasaMm u CamMsnctbiMu obonouykamu. C obpasuamum naumeHToB Heob6xoaAMMo obpallatbCs 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 otaenbHo. KomnaHua D-tek s.a.
M eé odbuumanbHble AUCTPUOBLIOTOPbI HE HECYT OTBETCTBEHHOCTM 3a yuwep6, NMPUUMHEHHbLIN BCNeACTBME M3MEHEHUs npoueayp,
yKasaHHbIX B JaHHOM pyKOBOACTBE.

D-tek Cytoplasm® IgG Kar. Ne CY6DIV-24 Bepcusi: B (03/2012) 1
© IlepeBon Ha pycckuit s3Ik 3AO «bnoXumMak», Mocksa Ten.: (495) 647-27-40
E-mail: elisa@biochemmack.ru www.biochemmack.ru




(Dtek

We Apply Science

8. CBOP U XPAHEHUE OBPA3LIOB

O6pasubl KpoBW MOryT 6bITb cO6paHbl B 4YUCTble NMpobUpkM MnuM Npobupku, copepxawme DATA, renapuH wunuv umtpat. lNocne
oTaeneHus o6pasuoB CbIBOPOTKM WM Ma3Mbl MOXHO XpaHWUTb Mpu TeMmnepaType 2-8°C He 6onee Tpex AHel. Onsa 6onee
ANUTENBHOIO XpaHeHUs o6pasLbl Heo6xo0AMMO 3aMopo3uTb A0 -20°C. U3beraliTe NOBTOPHbLIX LIMK/IOB 3aMOpPaXxMBaHUsi/oTTanBaHus.
Mocne pasmopaxuBaHus o6pasubl Bceraa Heo6xoAnMMOo BCTPSAXMBATb.

9. MPOTOKOJ1 AHAJIU3A

OBLIAA NHPOPMALINA:

MpuHuynn aHanusa:

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

OnucaHue Tecr - CTpunos:

Ha smyeBoi  cTopoHe  CTpUNoOB  COpPHGUPOBaHHbI O6paTHasi CTOpOHa TeCcT - CTpuUMNa COAEPXUT BYKBEHHO -
QHTUTEHbl, KOTOpble BLIFAAAT Kak 6neAHO-ronybble umMdpoBoe 0603HAYEHME U LWITPUX KOA ANA MAEHTUDUKaAUUK
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 NMUEBON CTOpPOHE HaHeCeH HOMep TeCcT — cTpuna u
ABYMEPHbIA  WTPUX KOA AN uAeHTUdbMKauuM TecT -
CTpvna nocsie OKOHYaHUsl aHanusa.

=~ M 0000000000 q
|

MNepen HayanoM aBTOMATUUYECKOrO0 aHanuMsa TeCT — CTPUMbl AOJKHbI ObiTb BPY4YHYH BCTaB/i€Hbl B CrneuuasnbHyto rpebeHky (CM.
MoaroToBka k aHanu3y n. 9.1.4). B xo4e AaHHOW npoueaypbl KaTeropuyeckn 3anpelleHo KacaTtbcs MeMmbpaHbl nanbuamu. Becerpa
HajeBanTe 04HOpPa30Bble NepyaTku, a ANS MaHUNYNSUUIA C TeCT - CTpMNaMn UCNONb3yNTe OAHOPA30Bble NEpPYATKU U NNACTUKOBYHO
paMKy, B KOTOPY BCTaBfieHbl MeMbpaHbl.

(T T TR T A

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

KapTpnax cOCTOUT M3 7 eMKOCTeN C roToBbIMW ANS UCMNONb30BaHWSA peareHTamu. KapTpuaX repMeTMyHO 3akneeH (eMKOCTU C
peareHTaMu pasfefieHbl) anioMUHUEBON (ONLroW, KOTOPYH Heob6XoAMMO yaanuTb nepej HadanoMm aHanusa. locne BCKpbITUS
KapTpuaxa cneauTte 3a TeM, 4TO6bl peareHTbl He MepenuBanuUCb M3 OAHOW eMKOCTM B Apyryto. ObpaTHasi CTOpOHa KaXaoro
KapTpuaxa coaepxuTt 6yKBeHHO — uMdbpoBoe 0603HaUYeHMe U WTPUX KOA AN MAeHTUPUKaLMM aHanu3aTopoM TUNa KapTpuaxa wu
HoMepa noTta. lepes HayanoM aHanuMsa KapTpUAXW Heob6XOAMMO BCTaBUTb B CrneuuvanbHbli AepxaTenb ANsS KapTpuaxen (cM.
MoarotoBka Kk aHanu3y n. 9.1.10). MepeaHAs n 3a4HSAS CTOPOHA KapTpuaxa MMeloT 1 TpeyronbHbid U ABa (CBEPXY W CHU3Y)
KBaZpaTHbIX BbICTYNa ANS MNPaBWIbHOM OPUEHTaLUMN KapTpuaxa B AepxaTene.

CooTHoweHne CTPUIbI/KAPTPULIKN
TecT — CTpuNbl U KapTPUAXM U3 OAHOIO M TOro e Habopa MMEKT OAUH M TOT Xe HOMep NoTa M 06pas3yloT NoT — cneunduyeckue
napbl. He nbiTaliTecb aHanu3nMpoBaTb B OAHOW Mape TeCT — CTPUMbl U KapTPUAXM U3 pasHbIX N0TOB, T.K. S06ble HECOOTBETCTBUS
6yayT ono3HaHbl aHanusaTopoM BlueDiver instrument n aHanu3 6yaet octaHoBMeH. s aHanu3a MOXHO MCMOb30BaTb Napbl TeCT
- CTpUN/KapTpuax w3 pasnunyHbix HabopoB. OaHako, ToNbKO Habopbl, UMelLlWMe OAMHAKOBbLIM MNPOTOKON aHanusa (Bpems
MHKYy6aLMM M NocneaoBaTeNbHOCTb), MOXHO CTaBUTb BMeCTe B OAHOW MOCTaHOBKE (Bceraa CBepsinTe HOMEep MPOTOKONA, YKa3aHHbIN
Ha BepXy NepBOW CTpaHWULbl AAHHOW UHCTPYKUUK).
9.1 NMoaroToBkKka K aHanNU3y

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

- [Ansa obneryeHns NOCTaHOBKM aHanM3a M KOPPEKTHOIO pacrnosfioXXeHUs TecT — CTPUMOB BCcerga Heob6xoaMMo COCTaBnATb

CBOW COBCTBEHHbI NMPOTOKO aHanu3a (C NOMOLLbIO NporpaMMHoOro obecneveHms Dr Dot unu BHeLWHWIA).
- Y6eaumTecb, UTO KapTPUAXW NpaBUIbHO 3aKpensieHbl B AepxaTene.
- Y6eautecb, uTo aHanusatop BlueDiver Instrument noakno4veH.

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

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

2. BBeauTe AaTy M BpeMsl HaxaTueM KHomnku ¥ Ha skpaHe (B C/lyyae MepBOro UCMob30BaHUS UK cBpoca AaHHbIX 06paTUTeCh K
WHCTPYKUMKN K aHanusaTopy BlueDiver instrument) — Ha 3kpaHe nossutca Haanuce “Initialize?”.

3. WHWUManU3npyiiTe aHanu3aTop HaxaTueM KHOMkM ¥ Ha 3KpaHe — JepxaTeNb C 3aXMMOM ANisi TecT - CTpUnoB 6yaeT
aBTOMaTU4YeCKN NepeMeLleH B LeHTpanbHOe NosioXeHne (KAYLWNIA pexnMm) — Ha akpaHe nossuTca Hagnuch “Load strips (24)”.

4. (HE BBOAWTE KONMYECTBO CTPMNOB HA JAHHOM 3TAME). JlocTaHbTe 3a)XUM U3 AepxxaTens, OCTOPOXHO MOTAHYB ero BBepx,
M BCTaBbTe HeobxoauMoe A/l aHanu3a KOJIMYECTBO TeCT — CTPUMOB: AepXa 3aXUM NULEBON CTOPOHOM C NMPOHYMepoBaHHbIMU
NosOXeHUsAMN BBepX (OTKPbITOE MNOJSIOXKEHWE), BCTaBbTe TeCT — CTPUMbl, TaKXe AepXa MUX NUEeBOW CTOPOHOW BBepX, B
COOTBETCTBYHOLMNE OTBEPCTUS B 3aXMMe. YCTaHOBUB TeCT — CTpuUnbl, yb6eamTechb, YTO NNACTUKOBbIE «S3bIUKU» AOCTUTIM CaMOro
BEPXHEro NOMOXEHUS B 3aXUMe.

3ameyaHusa:
- Bcerga HauMHanTe yCTaHOBKY TeCT — CTPUMOB B 3aXWUM HayMHas C CaMOro NepBOro rMosIoXeHUs, He AONYCKAETCa Hanuume
NYCTbIX MECT MeXAy TeCcT — CTpunamu.
- Mocne ycTaHOBKM BCEX TECT — CTPUMOB B 3aXXWM BU3yasbHO ybeauTecb B NpaBUIbHOM BepPTUKASbHOM, FOPU3OHTAIbHOM U
60KOBOM pacnosioXXeHUN TeCT — CTpUMoB. J1lobble OTKIOHEHUS HeobXxoAUMO YCTPaHWTb, YAANMB TECT — CTPUMbl U3 3axuma U
BCTaBWB UX CHOBA.
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Heb0onblWMM yCUIMEM YCTaHOBUTE 3aXUM B AepXaTesb.

BBeanTe KONNMYECTBO UCMOMb3yEMbIX ANS aHanu3a TecT — CTPUMNOB, UCMONb3YS KHOMKK B BUAE CTPENOK Ha 3KpaHe.

MoATBEpAUTE BBEAEHHbIE aHHble HaXaTueM KHOMKU ¥ Ha 3KpaHe — JepxXaTeNlb C 3aXMMOM aBTOMAaTUYECKU MepeMecTUTCs B

NOSIOXEHWE rOTOBHOCTWU, YCTAHOBMB TECT — CTPUNbI HaA OTBEPCTUAMMU B [epxXaTene KapTpuaxen — Ha 3KpaHe MosBUTCH

Haanucb “Check alignment”.

Ona npoBepku MpaBUIbHOCTU B3aWMMHOMO PacrofioXeHUs TeCcT — CTPUNOB ucnonb3ynte d@yHkumio “JOG”: Haxmute u

yAepXuBauTe Ha 3KpaHe CTPEeNKy BHU3, MOKa HMXHASA YacTb TECT — CTPUMNOB He AOCTUITHET OTBEPCTUI B AepXXaTene 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
pYKOBOACTBY K aHanusaTopy BlueDiver Instrument.

MoATBEpPAUTE MPaBUIbHOCTb PACMONOXEHNUS TECT — CTPUMOB HaXaTUEM KHOMKW ¥ Ha SKpaHe — aHanM3aTop MOHOCTbLIO OMyCTUT

TeCT — CTpUNbl B OTBEPCTUA U CYUTAET LWITPUX KOAbl Ha TECT — CTpMAax — MNOCAe NOSIHOMO CYUTbIBAHWUSA LITPUX KOAOB Ha 3KpaHe

nosiBMTCA Haanuch “Load reagent”.

3aMeyaHue: B c/lyyae OWMO0K B CYUTbIBAHUM OAHOMO WM HECKOJSIbKUX LUTPUX KOAOB TECT — CTPUMMOB (MUraHWe CBETOAMOAOB),
noxanyncra, obpaTutecb K pykoBOACTBY K aHanusatopy BlueDiver Instrument.

Yaanute antoMuHueBY0 GoNbry C KapTpuaXeh n yCTaHOBUTE UX B AepxaTene ANS KapTpuaxXen noj COOTBETCTBYHOLWMMM TECT —

cTpunamu.

MoATBEpPAMTE OKOHYAHME YCTAHOBKM KapTpUKel HaXaTueM KHOMKW ¥ Ha dKpaHe — aHaju3aTop CUYUTaeT WTPUX KOAbl C

KapTpuaxemn n npoBepuUT COOTBETCTBUE KapTpUAXKEN TecT — CTpuMnaMm — MNOocCJsie MOSIHOMO CYUTbIBAHMUSA LWTPUX KOAOB Ha 3KpaHe

NOSABUTCS KOIMYECTBO BEPHbIX Nap TECT — CTPUMN/KapTpuax.

3aMeyaHue: B c/iyyae OWNBOK B CYUTbIBAHUW OLHOTO UJIM HECKOMbKUX LITPUX KOAOB KapTpUAXKEN WM HEeBEPHbIX nap TecT -
cTpun/KapTpuax (MUraHuwe CBETOAMOA0B), Noxanyncra, obpaTnTecb K pyKoBOACTBY K aHanu3atopy BlueDiver Instrument.

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

nAeHTMdUUMPOBaHHbIM Nno wTpux kogam (Protocol ID xx).

MoaTBepanTe HOMEp NPOTOKOA HaXaTUeM KHOMKMU v _ Ha 3KpaHe noasuTCca Haanuco “Please close cover”.

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

- npeABapuTeNibHasa NPOMbIBKA TECT — cTpunoB (NpeaobpaboTka), TECT — CTPUMbl MHKYBUPYIOTCA BO BTOPOW NIYHKE KapTpuaxen

(BpemMsa nHkybaumm — 1 MMHyTa) — NOC/e OKOHYaHUSA Ha aKpaHe nosBuTCcs Haanuch “Please open cover”.

OTKpO/iTe KPbILIKY aHanM3aTopa W HaXMUTE KHOMKY ¥ Ha SKpaHe — rOpU3OHTasbHbINA AepKaTenb C 3aXMMOM aBTOMaTUYecKu

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

BbiCylumMTe CTpUnbl C NOMOLLbIO BXOASILEN B cOCTaB Habopa ¢unbTpoBasibHOW MOMNOCKWU, OCTOPOXHO MPOMOKHYB TECT — CTPUMbI

BHUW3Y, rAe HaXoAsaTCS CneunanbHble NYHKU ANS BHeCeHUs o6pas3Luos.

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

BHecuTe no 10 mkn 06pasuoB CbiIBOPOTKM/NNasMbl B IYHKU Ansi 06pa3LoB.

MoaTeBepanTe BHECEHMe 06pa3LloB, HaXaB KHOMKY v Ha 3KpaHe noasuTCca Haanucb “Please close cover”.

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

nocnegosatensHoctu (Protocol 02):

9.2 NpoTtokon aHanusa

War OnucaHune Bpems
01. TecT — cTpunbl MHKYBUPYIOTCS B 10% nyHke kapTpuaxa (bygep A8 pazseseHus). Nocne KOHTaKTa C XUAKOCTbIO 30 MUH
BHECEHHbIe B /lyHKM 06pasLibl NauMeHToB BbiCBO60OXAAOTCS 1 pa3BoasaTcs B bydepe
02. 3aXuM rnepeaBuraeTcs Briepesl U TECT — CTPUMbI MHKYBUpPYLoTcs Bo 2°” nyHke kapTpuaxa (Bygep 4718 npoMbIBKM) 2 MUH
03. 3aXuM nepeaBuraeTcs Bnepes U TecT — CTpPUMbl MHKYBMpYOTCa B 3¢ nyHKe kapTpuaxa (bygep 47151 TpoMbIBKI) 2 MUH
04. 3aXxuM nepeaBuraeTcs Bnepes U TecT — CTPUMbl MHKYBMpyoTCa B 6°" NnyHKe kapTpuaxa (bygep 4718 npoMbiBKM) 2 MUH
05. 3axuM nepeaBuraeTcsi Hasad M TECT — CTPUMbl MHKY6UPYIOTCS B 5% NnyHKe kapTpuaxa (KoHbrorar) 10 MuH
06. 3aXuM rnepeaBuraeTcsl Hasad M TECT — CTPUMbl MHKYBUpPYoTcs B 4% nyHke KapTpuaka (Bygep 415 NpoMbIBKM) 2 MUH
07. 3aXuM nepeaBuraeTcs Hasaz v TeCT — CTPUMbl MHKYBUPYIOTCS B 3¢ nyHKe kapTpuaxa (bygep 47151 TpoMbIBKI) 2 MUH
08. 3aXuM nepeaBUraeTcs Hasaz v TeCT — CTPUMbl MHKYBUPYIOTCS BO 20 NyHKe kapTpuaxa (bygep 4718 npoMbiBKI) 2 MUH
09. 3aXuM nepeaBuraeTcs Bnepes U TeCcT — CTPUMbl MHKYBMpYOTCa B VA nyHke kaptpuaxa (Cybcrpar) 10 MUH
10. 3aXuM nepeaBuraeTcs Hasaj v TeCT — CTPUMbl MHKYOBUPYIOTCS B 6°" nyHKe kapTpuaxa (bygep 418 npoMbiBKi) 2 MUH

lMocne okoH4YaHMs MpPOTOKOMA aHanusa AepxaTenb C 3aXWMOM MepeaBuraeTcsa B LUeHTpasibHOe nonoXxeHne (OKAYWUNA pexuMm).
AHanusaTop M3gaeT 3ByKOBOW CUIHas U Ha akpaHe nosiensetrca Haanuck “Finished test”.

AKKYpaTHO MPOMOKHUTE TECT — CTpUMbl Ha HUNbTPOBaNbHOM GyMare u No3BoOJIbTE TECT — CTPUMNAM BbICOXHYTb B TeueHue 10 MUHYT
nepea UHTeprnpeTaunel pesynbLTaTos.
B cnydae mcrionb30BaHus BlueScan Ans MHTeprnpeTauny pe3yabTaToB, MoXaayicTa, He BbIHUMAUTE TECT — CTPUMbI U3 3aXUMa.

COXPAHEHWE AAHHbBIX AHATIU3A

[MpoTokon aHanMsa MOXHO 3arpy3umTb Ha HocuTenb USB, Ha)xaB Ha COOTBETCTBYIOLYI KHOMKY W Creayss MHCTPYKUMAM Ha 3KpaHe
(BctaBbTe ycTpoictBo USB — 3anucb Ha USB — Ypanute ycTpoictBo USB). DToT war He aBnsieTcs obsi3aTeNlbHbIM, 0AHAaKo
peKoMeHAYeTCs ANs perympoBaHmsl U OTCNEXNBaHUS aHaNMU30B.

10. UHTEPMNPETALMA PE3VYJIbTATOB

MoxeT 6bITb BbIMONIHEHA BWU3yasibHas OLEHKa pe3y/bTaToB, O4HAKO HACTOSTENIbHO PEKOMEHAYETCS WCMOJSIb30BaTb CKaHWPYHOLLYHO
cuctemy Dr Dot ans 6onee TOYHOM NONYKOIMUYECTBEHHON MHTEPNPETaL MM pPe3ybTaToB.

10.1 BusyanbHaa MHTEepnpetayums:

1. [JocTaHbTe 3aXWM U3 AepxaTens U yaanuTe TecT — CTPUMbI.

2. [lomectuTe TecT — CTpWMbl JIMLEBOI CTOPOHOW BBEPX Ha OTMeYyeHHble Mons wabnoHa ANS WHTepnpeTauun pesynbTaTos,
BXOASALWMI B cocTaB Habopa. OH 6yAeT yKkasbiBaTb COOTBETCTBYIOLUME MOIOXKEHUS KOHTPOJIEN U @aHTUreHOB Ha MeMbpaHe.

3. Cambiii BepxHuit f0T (MonoxuTenbHblit KOHTPONb) A0/MKEH ObiTb NONOXMUTENEH A5 BCEX MALMEHTOB.
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Tonbko B TOM cny4dae, eciu [10710XXKnUTeNbHbIN KOHTPO/Ib OKpalleH, MOXHO yTBEPXAATb, 4YTO pe3y/bTaTbl SBASKTCS
AOCTOBEPHLIMU, & aHasn3 rpoBefeH KOPPEKTHO. ECin camblii BEpXHUIA AOT HEOKPALLEH, TECT SIBJSETCA HEAEHCTBUTEbHbLIM U
He MOXET 6bITb MHTEPIIPETUPOBAH B Aa/IbHENLLEM.

4. CpaBHuTe [0Tbl, oOTBevawLwme cneumdnyeckum aHTureHam, ¢ Agotom OTpuuatenbHoro KoHTponsa (Bceraa pacrnofioXXeH B caMOM
HU3Yy). WHTEHCMBHOCTb OKpacku AOTOB aHTUreHOB MNPsSIMO MpOMopuMOHanbHa TUTPY cneuuduyecknx aHTUTen B 06pasuax
naumeHToB.

UHTEHCMBHOCTL okpacku OTpuLaTesibHOro KOHTpO/isi MOXET BapbupoBaTbCsl B 3aBUCUMOCTY OT XapaKkTepucTuk obpasuya. Ecim
B 0bpasyax naymeHToB HeT nHTepgepupyroLmnx sewects, OTpuyatesnbHbiii KOHTPOb MOXET b6biTb NodTH 6ecyBeTeH. HaoboporT,
MHTEHCUBHO OKpalLeHHbI¥ OTpulatesbHblii KOHTPO/Ib roBOPUT O BbICOKOM ypPOBHE Hecreun@dunyeckoro cBsi3biBaHus B obpasye.
[OJIOXUTE/IbHBIN PE3Y/IbTAT:
O6pa3zeL, cuMTaETCs MOSIOXUTENbHLIM B TOM C/llyYae, eC/iM MHTEHCMBHOCTb OKPacku [0Ta, OTBEeYaloLero sToMy
aHTUreHy, Bblle, YEM WHTEHCUMBHOCTb OKpacku OTpuuartenbHoro KoHTpons.
OTPULIATE/IbHbIA PE3YJILTAT:
O6pa3zey, cumMTaeTcss oTpuLaTeNbHbIM B TOM Cllydae, eC/ii MHTEHCMBHOCTb OKPacku A0Ta, OTBeYatlollero 3TomMy
AHTUIEHY, HWXE WU CpaBHUMA C MHTEHCMBHOCTb OKpackn OTpuuaTtenbHoro KoHTpons.

10.2 Ucnonb3oBaHue ckaHupylowen cuctembl Dr DOT

1. [ocTaHbTe 3aXWM C TEeCT — CTpMNamun u3 gepxartens. He BolHMManTe TeCT — CTpUNbI U3 3aXKUMa.

2. BcTaBbTe 3aXWM C TeCT — CTpMNaMn NMLEBON CTOPOHOM BHU3 B CreLmanbHOe MeCcTo B KpbllKe ckaHepa BlueScan.

3. OTckaHupyKiTe TecT — CTpUMbl, UICNONb3ys NporpammHoe obecriedyeHne Dr DOT.

11. XAPAKTEPUCTUKU AHAJIU3A

11.1 Bocnpou3BoAUMOCTb

Ons kaxaoro aHTuTena 6blM MPOTECTUPOBaHbl KOHTPOJIbHblE 06pasubl CpaBHEHUSI B CTaTUCTUMUECKMX MOBTOpax Ajs pacyeta

BHYTPU- U MeXCepuUiHbIX Ko3dhbdUUMEeHTOB Bapuauun. VIHTEHCMBHOCTb AOTOB fNexana B npejenax ykKa3aHHOro AwuanasoHa, u

CTaHAapTHOE OTKIOHEHME 6bino MeHee 10%.

11.2 YyBCTBUTENbHOCTb U cneuyndUYHOCTDb

M2/nPDC Jo-1 PL-7 PL-12
o = + - i - + =
true positive | false positive true positive | false positive true positive | false positive true positive | false positive
i 48 5 + 22 0 + 3 0 + 3 0
false negative | true negative false negative | true negative false negative | true negative false negative | true negative
- 3 83 - 0 119 % 0 50 2 0 50
Sensitivity 94% Sensitivity 100% Sensitivity 100% Sensitivity 100%
Specificity 94% Specificity 100% Specificity 100% Specificity 100%
SRP Ribosome PO
+ - . -
true positive false positive true positive false positive
% 18 0 + 15 0
false negative | true negative false negative | true negative
5 0 20 - 0 24
Sensitivity 100% Sensitivity 100%
Specificity 100% Specificity 100%

O6pasubl 66U NpoaHanM3nMpoBaHbl (MOATBEPXKAEHUE TMONIOXUTENBHbLIX WAW OTPULATENbHLIX PE3yNbTaToB MO chneunduyeckmnm
aHTUTENAM C MOMOLLbI0 pecepeHCHOro MeTosa) C UCMONb30BaHWEM AAHHOro MeToAa. MIHTEHCMBHOCTb OKpalLUMBaHWUS OLEHMBAnNach C
NMoMoLLbi0 MporpaMMHoro obecrnedeHust Dr Dot. YyBCTBUTENBHOCTb U CcNeundUYHOCTb BbIIM paccumTaHbl ¢ nomouwbio ROC aHanusa
ncxoas U3 ypoBHelt cut-off, M3MepeHHbIX aBTOMaTUUECKU UCMOJb3ys NporpaMMHoe obecneyeHue Dr Dot.

12. OFrPAHUYEHUA METOOA

KnMHWYeCcKMiA AMarHo3 He AO0/HKEH CTaBUTbCA, OCHOBbLIBAsACb TO/IbKO Ha pe3ynbTaTe AMArHOCTUKKU in vitro. [Nns MocTaHOBKMK
AnarHosa Heo6xoAMMO MPOBOAUTL MOJSIHOE KIMHUYECKOEe UCCrieaoBaHne, a TakKe nabopaTopHble TeCTbl, MOCKOIbKY HU OAMH MeTon
HE MOXET UCK/TIOUYUTbL JIOXKHO MOJTOXKUTENbHbBIX U JIOXXHO OTpULATENbHbIX pe3ynbTaToB. B 3Toi CBA3M pekoMeHAyeTcs MCMofib30BaTh
METOA HENpsiIMOro MMMYHOMYOPECLEHTHOrO aHanuMsa, T.K. OH TPaAWLMOHHO CUYMTAEeTCA 30/10TbIM CTaHAApPTOM B AMArHOCTUMKe
aYTOMMMYHHbIX 3a601eBaHuU.
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