DIAMES

Habop ansa onpeneneHus
PUBOCOMHOI'O BEJIKA IgA, G, M

Kam. Ne 14312
Konuyecmeo 196
Mpouszeodumens  : DAI (CLLA)

Memoduka om 12-12-2006

BHumaHue: ocHosol rpu nposedeHUU aHanu3a ecmb OpuauHars
UHCMPYKUUU Ha aHauliCKOM Ssi3bIKe.

NPEAHA3HAYEHUE

TBepaodasoBbiM UMMYHOEPMEHTHbIV aHanu3 pubocomHoro 6enka IgG,
A, M - (ELISAIM®A) komnanmm «[narHocTuk AyTOMEWLH WHK.»
npegHasHaveH Ans onpefeneHvs M MonyKoNnMYeCTBEHHOTro M3MepeHus
IgG, A, M aHTuTen k pbibocomHOoMy Genky B obpasuax 4enoBeyveckux
CbIBOPOTOK. AHanu3 npegHasHayeH pAns obHapyxeHus aHTuten B
OTAenbHOM obpasLie CbIBOPOTKN. Pe3ynbTaThl aHanm3a NPUMEHSI0TCA Kak

CPEACTBO  AMArHOCTMKM  CUCTEMHOM  BOnYaHku.  Tonbko — Ans
AVarHoCTUYECKOro NCMosnb30BaHUS in vitro.

BBEOEHUE

CucteMHad ayToumMmyHHas ©GonesHb XapakTepu3yeTcs  Hanuunem
LUVMPKYIMPYIOLLMX @yTO-aHTUTEN, HanpaBfieHHbIX Ha LUMPOKWIA CNekTp
KNEeTOYHbIX  aHTureHoB. CuctemHas BomyaHka (SLE), o06bl4HO

YNOMUHAIOLLASACS KaK BONM4YaHka, Hambornee nsBectHa M3 aTux HGonesHen.
[pyrne BO3MOXHble 0ONE3HUM COEAUHUTENBbHOW TKaHW  BKIKOYalT
cMmellaHHoe 3aboneBaHWe COeAMHWUTENbHOW TkaHu, cuHapom Llerpena,
CKIIepoaEPMUIO M NMOMMMMO3NT/AepMaToMMo3nT. bonbluas yactb MoxeT
ObITb AgMarHoCTMpoBaHa KMMHWYECKMM OOCrefoBaHMeM W UX aHTUTENo
npodunupyeT K pasnuyHbiM  BOBMEYEHHbIM aHTUreHaMm, KoTopble
BkrtovatoT dsDNA, SM, RNP, Ro, La, Scl-70, Jo-1 v ructoHbl. MoaTtomy,
MMMYHOMIOTMYECKMe  aHanu3bl Ha  ayToaHTUTena nonesHbl  Ans
OWarHOCTUKU U NMPOrHOCTUYECKUE OLIEHKN ayTOUMMYHHOWN GornesHu.

NPUHUUN TECTA

TBepaoasoBbii UMMYHOMEPMEHTHBIN aHanM3 KomnaHun «[uarHocTuk
AyTomenwH WHK.» npegHasHaveH ansa onpegenexus IgG, A, M aHTuTen Kk
aHTureHam pubocomHoro Genka. OuWlleHHble aHTUreHbl PUBOCOMHOro
G6enka dukcupyloTcs Ha nyHke B TBepgow pase MWKPOIYHKH.
Pa3baBneHHble aHanuM3npyemble CbIBOPOTKM [A00aBMAOTCA B KaXayo
nyHKky. Ecnv npucyTcTByloT aHTWTena, KOTopble pacrno3HaloT aHTUreH,
OPMUPYIOTCH KOMMIEKChbl aHTUreH-aHTuTeno. lMocne wHkyGauuu ans
yOaneHnss HEeCBA3aHHOrO aHTMTena MpOMbIBAOTCS JNyHKU. DepMmeHT,

MeYeHHbI aHTu-vyenoseveckuM IgG, M n A, pobaenseTcss B Kaxayw
nyHky. Ecnu npucyTcTByeT aHTUTEno, KoHbloraT CBs3blBaeTcsi C
KOMMekcamm aHTUTENO-aHTUrEH. Mocne VHKYGauum NYHKN

NPOMbIBaAOTCA, YTOObI yoanntb HecBs3aHHbIN KOHblorat. B KaXXayr JTYHKY
nobasnsietcs pactBop cybcTtparta. lNMpu Hanuuum cepmeHTa cy6eTpaT
n3meHseTt uBer. MNocne MHKY6aLUMOHHOro nepvoaa peakuus
OCTaHaBInMBaeTCH, n NWHTEHCUBHOCTb LBeTa d)OTOMeTpVNeCKVI
N3MepsieTcs, NPOBOASA HEMPSIMOE U3MepeHMe creumduyeckoro aHTutena
B ob6pasLe naumeHTa.

KOMMOHEHTbI HABOPA

1. MuKkponnaHWeT, MOKPbITbI aHTUreHom pubocomHoro 6Genka: 96
NYHOK, CHabXaeMbIX paMKoW AN NOOCOK U XPaHSALLMXCS B MELUOYKe 13
donbrn C BbICYLUMBAIOLMM CPEACTBOM/MHAMKATOPOM BRaxHoctTn (1
nnaHwer).

2. Pa3baBuTenb CbIBOPOTKW: rOTOBbLIN K Mcnonb3osBaHwio. Coaepxut
npoknuH (0,1%) B kayecTBe KoHcepBaHTa, pH 7,5 +/- 0,2 (1 6yTbinka, 30
).

3. Kanu6patop: uenoBeueckas cbiBopoTka. Asug Hatpus (0,1%) un
neHctpen  (0,01%) pobaBneHbl B KayecTBe  KOHCEPBaHTOB.
Cneunduyeckmun daktop Habopa HaneyaTaH Ha 3TukeTke chnakoHa (1
dnakoH, 0,4 mn).

4. BbICOKO MNOMOXWTENbHbIA KOHTPOSb: YeroBeveckas CblBOPOTKA.
Asug Hatpusa (0,1%) w nenctpen (0,01%) pobGaeneHbl B kayecTse
KOHCEPBAHTOB. YCTAHOBMEHHbIN [Mana3oH HamneyaTaH Ha JTUKeTKe
dnakoHa (1 donakoH, 0,4 mn).

5. HuU3ko nonoXxutenbHbIA KOHTPOIb: YernoBeyeckas CbiBOpOoTKa. A3ng
Hatpua (0,1%) w neHctpen (0,01%) pobaBneHsl B kavecTBe
KOHCEpPBAHTOB. YCTaHOBMEHHbLIN [AMana3oH HamneyaTaH Ha 3TUKeTke
dnakoHa (1 dpnakoH, 0,4 mn).

6. OTpuuaTenbHbIN KOHTPOb: YenoBeyeckas CbiIBOPOTKa. A3ng HaTpus
(0,1%) wn neHctpen (0,01%) pobaBneHbl B KavyecTBe KOHCEPBaHTOB.
YCcTaHOBMEHHbIV Anana3oH HanevaTaH Ha aTukeTke dnakoHa (1 dnakoH,
0,4 mn).
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7. KoHbloraT nepokcupaasbl XpeHa: rOTOBbIA K WCMOMb30BaHMIO.
KosnuHbin anTtu-yenoseydeckun IgG, M u A, coaepxatumnii npoknuH (0,1%)
B KayecTBe kKoHcepBaHTa (1 ByTbinka, 16 mm).
8. PactBop XxpomoreHal/cy6cTpaTta: TeTpametun6eHavauH (TMB).
[oToBbIV K Mcnonb3oBaHuto (1 ByTbinka, 15 mn).
9. MpombiBo4HbIN Bydep (20x koHueHTpaT): Cogepxut TBS, TBUH 1
npoknuH (0,1%) B kKayecTBe koHcepBaHTa (ogHa OyTbinka, 50 mn).
10. Cron pactBop: Cogepxut pactBop H,SO, roToBbIi K
ucnonb3oBaHuto (1 ByTbinka, 15 mn).

NPEOOCTEPEXEHUA

1. Kaxpgas [oHopckasi eduHuua, WCNonb3oBaHHas B NPUrOTOBMEHWM
KanubpaTopa M KOHTpornen Obina npoTecTMpoBaHa onobpeHHbiM FDA
METOAOM Ha Hanmuuue aHTuTena k BWY-1, Takke M NOBEpXHOCTHOMY
aHTUreHy Bwpyca renmatuta B, pama oTpuuaTtenbHbIl  pesynbTar.
MockonbKy He OAMH UX METOAOB aHanu3a He AaeT NOSHOW rapaHTUmM HaHa
otcytctBue BWY-1, Bupyca renatuta B wnu gpyrnx Bosbyautenen
MHdEKUUA, ¢ 3TMMKM obpasuamu/peareHTamy Tak Xe Kak U ¢ obpasuamu
nauneHToB Heobxogumo obpawaTtbcs € cobniogeHMem 2 ypoBHS
bnobesonacHoOCTK, KaK pekomeHayeTcsa Ans Noboro noTeHumanbHO
MHMEKLMOHHOro 0bpasuia CbIBOPOTKM UMM KPOBU YernoBeka.

2. HekoTopble peareHTbl B 3TOM Habope cogepxaT asug HaTpusi B
KauyecTBe KOHcepBaHTa. A3vabl MOryT pearMpoBaTb C OMOBSIHHLIMW WK
Me[HbIMU CTOYHbIMW TpyDamu, obpa3sys B3pbiBYaThble BELLECTBA a3uaoB.
Mpn yHWYTOXEHUWN peareHTOB MPOMbITb GOMbLUMM KONMUYECTBOM BOAbI,
4YTOObI MUHMMU3UPOBATL HArPOMOXAEHUS a3uaa.

3. PeareHTbl cogepxaT KOHCEPBaHTbI, KOTOpPble MOTYT ObITb SA0BUTLI NP
rrnoTaHum.

4. He nunetnpoBaTb pToM. M3beratb KOHTakTa peareHToB M obpasuoB
NauneHTOB C KOXeW Unn CrmM3ncTbiMm obonoykamu.

5. He no3Bonsitb CTON pacTBOpy BCTynaTb B KOHTAKT C KOXeW unu
rnasamu. [Mpu KOHTaKTe HEMEANEeHHO CMbITb OGOnbLUMM KOMUYECTBOM
BOAbI.

6. N3beraTb GpbI3roB unn o6pasoBaHns a3apo3osiei.

7. He ucnonb3oBaTtb CbIBOPOTKM, MHAKTUBUPOBAHHLIE TEMIIOM.

8. He cmewBaTh 1 He 3aMeHATb peareHTbl PasHbIX NapTUN UNWU ApYruX
npov3BoanTEnen.

9. He pa3baBnsTb 1 He NoaMeLuMBaTh peareHTbl Habopa.

10. He 3arpsisHsiTb NepeKkpecTHO peareHTbl Unu obpasupbl.

11. He wcnonb3oBatb pactBop cybctpata TMB, ecnu oH Hadvan
npespaLLaTbCsa B CUHUNA.

12. MHoropasoBasi CTeknsiHHas nocyga QJofkHa ObiTb BbIMbITa U
MOJTHOCTbLIO OMOMAacKMBaTLCS OT BCEX AETEPreHTOB.

13. He u3MeHATb peareHT M MHKYOaUMOHHblE TemnepaTypbl Bbille WUiv
HIKE KOMHATHOI TemnepaTypsl (21 - 25°C).

14. TlpombiBKa BaxHa. HenpaBunbHO MNpPOMbITbIE MYHKM  AagyT
OWMnBoYHble pe3ynbTaTbl. He no3Bonsante mnyHKe BbICbIXaTb MeXay
MHKybaumamu.

15. 370 nspgenve npegHasHavyeHo Tonbko - ana JUAFHOCTUYECKOIO
MCMNONb3OBAHUA IN VITRO.

TPEBYEMBbIE, HO HE NOCTABJIAEMbIE MATEPUAIDI

1. npOMbIBO‘-IHaﬂ 6yTbIJ'IKa, aBToMaTusnpoBaHHaaA nnu
nonyaBToMaTnyeckasa cuctemMa npoMbIBKM MUKpOMNiaHweTa.
2. MI/IKpOﬂI/IﬂeTKI/I, BKIIIOYAsi MHOrOKaHarsbHble, CNOCOOHbIE K TOYHOMY

pacnpegeneHuio o6bemoB 10-200 mkn (MeHee Yem 3% KB).

3 MepHble umnuHapel Ha 1 n.

4 BymaxHble nonoTeHua.

5. Mpobupkn ons pa3baBneHnsi CLIBOPOTKM.

6 EmKOCT NS MHOrOKaHarbHbIX MUNETOK.

7 HakoHeuYHVKM Ans NMneTok.

8 OuctunnupoBaHHasa unu genoHusmpoBaHHas Boga. CAP tvn 1 unu
aHanor.

. Tanmep € TOYHOCTbLIO N3mMepeHust +/- 1 cex.

10. BanHoukM Ans ytunusaumm otxodoB M 0,5% rmnoxmioput HaTpus
(50 mn otb6enueatens B 950 mn BoAbl).

11, MuKpOMnaHLWETHBIA CYATLIBATENb C OAHOW WMW ABOWHOW ANUHOW
BOJSIHbI M3MepeHua ¢ unbtpoMm 450 HM. [Npn  mcnonb3oBaHUK
[OBOVIHOW ONWHbI BOSHBLI HAacTponTe pedepeHTHbIN unbTp Ha 600-
650 HM. lMpouTnTe pyKOBOACTBO MONb3OBATENS WU CBSXKUTECH C
npousBoguTeneM annapaTta, 4Tobbl YCTaHOBWTH cneuudukalm
paboToCnoco6HOCTH NMUHENHOCTU CYUTBIBATENS.

ycnoBusa XPAHEHUA PEATEHTOB

1. Bce KOMMNOHeHTbI Habopa, KOTopble XPaHATCS NpU UX PEKOMEHOYEMbIX
YCMOBUSAX XpaHEHUS, YCTOWYMBLI A0 AATbl UCTEYEHNSA CPOKa rOAHOCTY Ha
nx aTukeTke. He ncnonb3oBaTtb Nocne NCTEYEHUS UX CPOKa rOAHOCTMU.

2. MNokpbITble aHTUreHOM fyHKW. Hencnonb3oBaHHbIE MONOCKM AOSKHbI
ObITb HEMENIEHHO BTOPWYHO 3arevaTaHbl B Mellodkax K3 ¢onbrm ¢
BbICYLUMBAIOLLMM CPEACTBOM U MHOMKATOPOM BMaXHOCTM M BO3BPALLEHbI
Ha XpaHeHuo npwu 2-8°C. Ecrn meLuoyek repMeTUYHO 3aKpbITb MIEHKOW,
NyHKkn ycTonumBbl B TedeHne 30 pgHen. Ecnu meliovek BTOPUYHO
3aneyaTaH TepMUYeckuM crocobom, NMyHKN YCTOWYMBBLI A0 OKOHYaHWS MX
cpoka rofHoCTH.



3. Bce pgpyrve peareHTbl XpaHaTcs npwu 2-8°C B wux OpUrMHanNbHbIX
ynaKkoBKax.

4. Xpanuutb 1X (pasbaBneHHbI) NPOMbIBOYHBIA Bydep npyu KOMHaTHOW
Temneparype (21 - 25°C) 0o 5 aHen, unu 1 Hegenio mexay 2 — 8°C.

CBEOP OBPA3LIOB

1. AcenTuyeckn cobepute obpasubl KPOBM BEHEMyHKUMEW, UCMonb3ys
npreMnemyo MeToauKy.

2. CeblBOpoTKa, coAepXaljas BUAMMbIE YacTuLpbl BeLLecTBa [OMKHA
6bITb OTLIEHTPUMYrMpoBaHa Ha HU3KON CKOPOCTHU.

3. CbIBOpPOTKM MOTYT XPaHUTLCHA Npu 2-8°C po 5 aHeit unu npu -20 go -
70°C [0 LWecTn MecsiLieB B HEPa3MOpPaXMBaloLLLENCs kamepe.

4. W3beranTe MNOBTOPHOrO 3amMOpPaXMBaHWA U  Pa3MOPaXUBAHUA
06pa3uoB NaLMeHTOB.

5. Wsberalite ncnonb3oBaHWsi reMONM3NPOBaHHbIX, NUNEMUYECKNX WNn
6aKTepnonormieckm papaxeHHblx CbIBOPOTOK.

NOAroTOBKA PEATEHTOB

1. Bce peareHTbl nepen MCMoNb3oBaHWEM AOMKHbI ObITb U3BNEYeHbl 13
MecTa oXrnaXaeHusl 1 NpuBeaeHbl K KOMHaTHoM Temnepatype (21 - 25°C).
BosBpaTuTe BCe peareHTbl B XONOAWUMBbHUK Cpasy Nocne Ucnonb3oBaHus.

2. Bce o6pasubl M KOHTPONW AOMKHbI ObITb CMelaHbl nepeg
MCMNOMb30BaHNEM.

3. PasbaBute 50 wmn 20X npombiBovHOro Oydepa po 1 n
OUCTURNUPOBAHHOM  U/MNW  AEeMOHU3MPOBaHHOW  BodOW.  XOpOLUO
nepemMeLlarts.

OBLUAA NPOLIEAYPA AHAITU3A

1. OnpegenuTb YUCNO NAaLMEHTOB, KOTOPbIE HYXHO NpoaHanM3MpoBaTb.
[na kaxporo aHanusa kanMbpaTop AOMKEH UCMOMb30BaTbCA B [ABONHOM
ak3emnnspe. Takke BbICOKO MOOXWTENbHbIA KOHTPOSb, OTpULATENbHbI
KOHTpOmnb M GnaHk peareHT (BP) gomkHbl Mcnonb3oBaTbCs B KaXOoM
aHanuse. [poBepbTe nporpaMmHoe obecnevyeHve u TpeboBaHuA K
nnaHweTy ANs NPaBUMbHbLIX NOCTAHOBOK KanubpaTtopa / KoHTpons.
[Mpumep NOCTaHOBKM:

1A BP 2A MauuneHT #2
1B OTpuu,. KOHTPOrb 2B MauveHT #3
1C Kannbpatop 2C MauveHT #4
1D KanuGpatop 2D NauueHT #5
1E KanuGpatop 2E MauneHT #6
1F BbICOKO NONOX. KOHTPONb 2F MauneHT #7
1G Hun3ko Nonox. KOHTPOrb 2G MauneHT #8
1H MauneHT #1 2H MaumneHT #9

2. Ons kaxpon aHanuavpyemol CbIBOPOTKM npoBecTu pasbasneHue
cbiBopoTku 1:21. [lob6aeBbTe 10 Mkn Kaxgoro obpasua cbiBopoTku k 200
MKn pa3baButens obpasua. XopoLo nepemeLlatb.

3. JocTtaHbTe Tpebyemoe KonNM4ecTBO NIYHOK U3 MELLOYKa y yCTaHOBUTE B
nepxatene ana  nonocok. OcTaBlumMecs Monocku  HeobxoaMmo
repMeTUYHO 3aKpbITb C OCYLUMTENEM/MHANKATOPOM BriaxHocTu. Meluoyep
HeobXOAMMO 3aKkpblTb MNOA BMUSIHUEM Tenna Wnn CKPYyTUTb U KOHel,
3anevaratb NIeHToN. Ecnu uBeT nHamkaTtopa nsmMeHsieTcs Ha U3 CUHero Ha
PO30BEIN, MOMOCKN HE JOMKHbI UCMONb30BaThCS. .

4. MepeHecute 100 MKN npegBapuTenbHO pasbaBrieHHbIX 06pasLoB B
peakuUMOHHble MYHKW, UCNONb3ys MHOTOKaHanbHyo nuneTky. 3enekute n
yoanuTe Kaxabli obpaseu, no kpavHeh Mepe, 3 pasa, 4TOObI
rapaHTupoBaTb COOTBETCTBYylOllee CMeluMBaHMe obpasua nepej
NepeHoCOM B PeakUMOHHYI TNYHKY. Mcnonb3yiiTe HOBble HaKOHEYHWKW
nuMneTok Ans kaxgoro obpasua. [Oob6aebte 100 mkn pasbasutens
CbIBOPOTKM K BriaHk peareHTy.

5 VHkyBrpoBaTb Kaxayro NyHKY npu KOMHaTHOM TemnepaType (21-25°C)
30 MUHYT + /- 1 MuHYyTa.

6. MpoMbITb peakUMOHHBIA NnaHweT 3 pa3a 1x NPOMbIBOYHLIM Bydepom.
BbITpsiXHyTb XMAKOCTb M3 nyHOK. [Mpu Mcnonb3oBaHUM NPOMbIBOYHOM
ByTbINKN, nonyaBToMaTU4ecKoro nnm aBTOMaTU3NPOBAHHOIO
NPOMbIBOYHOrO 060pyAoBaHWA AobaBbTe B Kaxayto NYHKY NPOMbIBOYHbIN
bydep, ybeamBluMCb B OTCYTCTBUM BO3AYLUHLIX My3blPpbKOB B fyHKaXx.
BbITpsiXHNTE BECb MPOMbIBOYHbIN Gydep M3 nyHok. MNoBTOpMTE NPOMBIBKY
ewe 2 pas3a. [ns aBTOMaTM3MPOBAHHOrO 06OPYAOBAHWA MOXET
notpeboBatbCs 4O 5 NpombIBOK. [ocne KOHEYHOWN MPOMbIBKU BbITPSXHUTE
NpOMbIBOYHLIA Oydhep W ypanuTe ocTaTku NpPOMBIBOYHOrO Oydepa,
nocTy4aB pesko NnaHweToM no BymaxHoM nonoTeHue. MNMpoMbIBOYHbLIN
bydep MOXHO cobupaTb B BaHHOYKY W obpabateiBate 0,5%
rMNOXMoOpUTOM HaTpusa (oTbenmeBaTenem) B KOHLE AHS.

7. o6aBbTe 100 MKN KOHBIOraTa B KaXayr NyHKy, BKMOYas NyHKy 6naHk
peareHTa. Mpu gobasnexHuun nsberavite Ny3blpbKOB, MOCKOMbKY OHWU MOTYT
BblAaBaTb OLUMOOYHbIE pesynbTaThl.

8. VIHKybupoBaTb Kaxayto fyHKy Npy KOMHaTHOW Temnepatype (21-25°C)
B TeveHnn 30 MUHYT + /- 1 MUHYTBI.

9. MoBTOPUTE NPOMBIBKY Kak OnNucaHo B aTane 6.
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10. JobaButb B Kaxayto nyHky 100 Mkn pacTBopa xpomoreHa/cybcTpata
(TMB), Bkmtovast nyHKy OnaHK peareHTa, COXpaHsii MOCTOSIHHbIA Temn
fobasneHns Boonb NnaHwera.
11. WHkybupoBaTb Kaxgyld INyHKY PpeakuMOHHOro nnaHweTta npu
KOMHaTHOW Temnepartype (21-25°C) B TedeHun 15 MUHYT + /- 2 MUHYT.
12. Jo6asute 100 mMkn cTon pacTBopa criegys crnocoby gobaBneHus
pacTtBopa xpoMoreHa/cybctpata (TMB), BknounB nyHKy 6GnaHk peareHTa.
MonoxwuTenbHble obpasLbl A0MKHbI NPEBPATUTCH M3 CUHETO B XXENThIN.
OCTOpPOXHO MOCTy4YWTe MnaHLWeT, 4ToObl cMellaTb COAepPXKMMOe MYHOK.
MopoxaaTe MUHUMYM 5 MUHYT 1 NPOBECTN CHYUTLIBAHME.
13. O6paszoBaBLwniicA LBET HEOOXOQMMO cyMTaTb Ha  MNMNAHLWETHOM
cuntbiBatene W®A, obopygoBaHHom 450 HM  dunbTpom. [Mpum
MCMOMNb30BaHUM [BONHOW ANINHbI BOSMHbI, YCTAHOBUTE pedepeHTHbLIN
dunbTp Ha 600 - 650 HM. M3mepATb Kaxaylo ONTUYECKYH MNNOTHOCTb
(OM) ccbinasicb Ha GnaHk peareHT. lNnaHweTt HeobxoauMmo cuuTaTh B
TeyeHun 30 MUHYT Nocre 3aBepLUeHns aHanmaa.

KOHTPOIJIb KAYECTBA

1. Kanubpatop ¥ KOHTPONW OOMKHbI
npowenype aHanumaa.

2. BnaHk peareHT gosmkeH 6biTb < 0.15 Ol npu 450 HM.

3. CpeaHee 3HauveHnue Ol ans kanubpatopa gomkHo 6biTe > 0.30 npu
450 HMm.

4. 3apaHHble 3HayeHWs Ans BbICOKOrO, HU3KOro W OTpuLaTenbHOro
KOHTpONs [OSKHbl ObiTb B WX COOTBETCTBYHOLUMX AManasoHax,
HaneyaTaHHbIX Ha nakoHax. Ecnu 3HayeHus1 KOHTpPOMen BHe Mpeaenos
MX COOTBETCTBYWOLIMX [AMANasoHOB, aHanmu3 [OMPKeH CuuTaThbCs
HeeNCTBUTENBHBLIM, U OH JOMKEH ObITb NOBTOPEH.

5. Ecnu BblleykasaHHbIE KPUTEPUM HE BbIMOSIHEHbI NOCME MOBTOPHOMO
aHanmsa, CBSXWUTeCb C TEXHUYECKON crnyxboin npons3BoauTens.

MCNOMb30BaTbCA B KaXxgow

BbIYUCIIEHUA PE3YINIbTATOB

1. 3HayeHue kanubpaTopa: Bbluncnutb cpegHee 3HayeHue kanumbpartopa
n3 3 onpegeneHun kanubpaTtopa. Ecnu nioboe u3 Tpex 3HayeHwi
KanubpaTtopoB oTnuyaeTtca 6Gonee 4em Ha 15% oT cpepHero.
[MpourHopupyinTe 3HayeHue M BbIMWUCIUTE cpedHee M3 2 OocTanbHbIX
3HaYeHUNn.

2. TNonpaBoyHbIn KOIPUUMEHT: [Ons OTCNEXUBaHWA  MOBCEAHEBHbIX
konebaHuii B aKTMBHOCTM aHanvM3a noA BMUSHWEM  KOMHATHOM
Temnepatypbl M BpeMEHW, MNONpaBOYHbIA KO3PULMEHT onpeaeneH
npoussoauTenem AN Kaxgow napTum  Habopos. [lonpaBouHbIv
KO3ppMUMEHT HaneyaTaH Ha dnakoHe kanmbpaTopa.

3. lMoporosoe 3HayeHune OI1: NoporoeBoe 3HayeHue Ol gns kaxgoro
aHanusa onpefensieTcsi YMHOXEHUEM MOMNpPaBoOYHOr0 Ko3duLMEeHTa Ha
cpefiHee 3HayeHue kanubpaTopa, nonyyeHHoe B atane 1.

4. 3apaHHoe 3HauyeHuve: Bbluvcnute 3agaHHOE 3HayeHwe ANst Kaxgoro
obpasua, pasgenus 3HadeHne Ol obpasua Ha noporoBoe 3HauveHune Orl,
nonyyeHHoe B atane 3.

Mpumep: Ol1, nonyyeHHble Ans kanubpartopa = 0.38, 0.42
CpepHee 3HaveHue Ol ansa kanubpaTopa = 0.40

Of1, nonyyeHHble ANs cbIBOPOTOK nauyneHToB = 0.60
MonpaBoyHbIv KoaddumumeHT = 0.50

Moporoeoe 3HaveHne = 0.50 x ot 0.40 go 0.20

3apaHHoe 3Ha4veHune = ot 0.60/0.20 go 3.00

WMHTEPNPETALUUA PE3YJIbTATOB
3agaHHoe 3HaveHve nHTepnpeTaums
< 0.90 oTpuuaTenbHbIf

0.91 - 1.09 cOMHUTENbHbIN

> 1.10 NONOXNUTENbHbLIN

O6pasubl C 3aJaHHbIMWU 3HAYEeHUsSIMW B COMHUTENBHOM AManasoHe
HOOMKHbI  BbITb  MOBTOPHO MpoaHanuavpoBaHbl. Ecnu nocne aTtoro
pe3ynbTaT  OCTaeTcsl  MPEXHUM,  MpoaHanu3upyiTe  MOBTOPHO

anbTepHaTuBHbIM MeTo4aM Unm npoaHanM3V|py|7|Te HOBBbIV 06paseu,.

OMPAHUYEHUA

1. PesynmbTathl aHamusa He [OMKHbI  MHTEPNpeTMpoBaTbCA  Kak
avarHoctnyeckve. Pe3ynbTaTbl [OMKHbI MCNOMb30BATbCA TONBKO Kak
BCMoMoraTenbHOe CPeACTBO MpU AMarHocTuke. PesynbTaTbl [OMKHbI
MHTEPNpeTUpPOBaTLCA BMECTE C KITMHUYECKOW OLIEHKON NaumeHTa.

2. B aHanuse [omkHa MCNonb3oBaThCsA TONbKO CbiBOpoTKa. Heobxoaumo
n3beratb  UKTEPUYECKOW,  MUMNEMUYECKOW, FeMONM3MPOBAHHOW W
VHaKTVBVMPOBAHHOW TEMNSIOM CbIBOPOTKM.

3. 3apaHHble 3HayeHuss > 10.00 [omKHbI OblTb 3aduKCMpOBaHbLI CO
3HaveHuem Gonee 10.

4. Ob6pasubl C 3a4aHHBIMW 3HAYEHVWSMWU B COMHUTENbHOM AuanasoHe
[OIMKHbI BbITe MPOaHanNU3nMpoBaHbl MOBTOPHO. Ecnu pesynbTathl Bee ele
COMHUTEnNbHbIE, NMBTOPUTL C UCMOMb30BAHUEM arnbTePHATUBHOIO MeToAa
UM NpoaHanmnsnpoBaTb HOBbIV obpaseL.

OXWOAEMbIE 3HAYEHUA
1. Ona onpedeneHvsi pacnpocTpaHEHHOCTW aHTuTena pubocoMHOro
Genka B nauueHTax C BONMYaHKOW, Ha HaGope AnNs onpepgeneHus



pubocomMHoro 6Genka komnaHuu «[uarHocTuk AyTomeinwH WHk.» 6bina
nposepeHa 451 cbiBOpOTKA OT KOropTbl MAaLMEHTOB C BOMYaHkon. 45
CbIBOPOTOK oKasanucb NONOXNTENbHbIMU co cTeneHbo
pacnpocTpaHeHHOCTH 9,98%. [aHHble yKasblBaltoT, 4yTOo
pacnpocTpaHeHHOCTb aHTuTena pubocomHoro 6Genka B nogen C
BONMYaHKOW aHanorHbl AaHHbIM, KOTOpble MOAHO HaWTW B nuTepatype (12-
20%).

2. AHTuTena k pubocomHomMy 6enky peaku B fogen B HOpMe.

PABOYME XAPAKTEPUCTUKN

YyBCTBUTENLHOCTb U CNELNPUYHOCTb

Pesynbtatel Habopa W®A pubocomHoro Genka IgG, A, M komnaHuu
«[OunarHocTnk AyTomeNnwH WHK.» Obinu CcpaBHEHbl C pe3ynbTaTamu,
nonyyYeHHbIMM B aHanu3e CbiBOPOTKM MO OyXTEprioHW OT KIMHWUYEeCcKW
onpefeneHHol Bon4vaHku (k-Bo = 46) 1 obpasuoB B Hopme (k-Bo = 137).
Tabnuua 1 noaBOANUT UTOT AAHHbIX.

Ta6bnuua 1

YyBCTBUTENBLHOCTL U cneundunyHocTb Habopa NPA pubocomHoro
6enka IgG, A, M komnaHuu «AuarHocTnk AyToMenH VHK.»

Monox. Comuut. = OTtpuuy. Obwee
>1.10 0.91-1.09 <0.90
AHanus MonoxwuT. 46 0 0 46
OyxTepnoHun
OTpuu. 1 0 136 137
Obwee 47 0 136 183
OtHocuTenbHas =46/46 =100% 95% [loBepuTenbHbIil HTEpBanN =
YyBCTBUTENBHOCTb 93.5% - 100%
OtHocutenbHas = 136/137 =99.3%  95% [loBepuTenbHblil MHTEpPBAN =
cneumduiHoCTb 97.8% - 100%
OtHocutenbHoe  =182/183 =99.5%  95% [loBepuTenbHbIil uHTEpBan =
COBMajeHve 98.4% - 100%
Ons OTHOCUTENbHOMN YyBCTBUTENbLHOCTHU Obin BblYMCIEH
pooBepuTenbHbI  uMHTepBan 95%, ponyckas 1  owMOOYHbIN

oTpuuaTtesnbHbl 7] pe3ynbTarT.

TOYHOCTb

ToyHocTb MDA pubocomHoro Genka IgG, A, M koMnaHum «[uarHocTuk
AytomenwH WHk.» 6bina onpegeneHa Bo Bpemsl 8 aHann3oB aHanv3oB 6
pasHbIX CbIBOPOTOK B 3 pasHbiX aHanu3ax. Tabnuua 2 noaBoauT uTOr
AaHHbIX. C ncnonb3oBaHWeM COTBETCTBYHOLLEH MEeTOAMKM Nonb3oBaTerb
pomkeH nonyynTe KB(11) MeHbLie yem 15 %.

(Tabnuuy 2 3 daHHBIMU MOYHOCMU Habopa pubocoMHO20 6eska cMm.
8 KOHUe OaHHOU uHCMpyKyuu)

NNHEWHOCTb
3apgaHHble  3HaveHus pubocomHoro Genka  KomnaHun«unarHocTuk
AyTomenwH UHK.» ObinM  onpegeneHbl Npu  nocrnefoBaTenbHbIX

ABYKPATHbIX paSGaBJ’IeHVIﬂX 5 NONoXuTernbHbIX CbIBOPOTOK. 3agaHHble

14312, Ribosomal P
3HayeHus1 ObInu cpaBHeHbl C log2 pasbaBneHus nyTem craHAapTHOW
nuHenHon perpeccun. [aHvHble B Tabnuue 3 (cm. 8 KoHue amol
UHCMPYKYUU) YKa3bIBaIoT, YTO aHanu3 nonykonmyecTBeHHbIN.

NEPEKPECTHAA PEAKTUBHOCTb

CbIBOPOTKM, copepxalluye BbICOKWIA YPOBEHb aHTUTeN K MoTeHuWanbHO
nepekpecTHO-peakTUBHbLIM aHTUreHam aHanuavposanucb Habopom NOA
pubocomHoro 6enka komnaHum «duarHocTnk AytomenwH VHK.». [laHHble
B Tabnuue 4 ykasblBalOT, YTO aHTUTena, 4epegywowmecs cC
ayToaHTUreHamy He pearvipyloT NMepekpecTHO C KIMHWYeckuM Habopom
MDA pnbocomHoro 6ernka.

Ta6nuua 4
MepekpecTHasA peaKTUBHOCTb
CbIBOpOTKa Saparoe
4 3HayeHne Wutepnpetaumsa | CneumdunyHoOCTb
npoussoanTens

1 0.21 - Ro
2 0.18 - Ro
3 0.17 - Ro
4 0.13 - La
5 0.09 - La

6 0.10 - La
7 0.09 - Scl-70
8 0.18 - Scl-70
9 0.17 - Scl-70
10 0.15 - Jo-1
11 0.18 - Jo-1
12 0.15 - Jo-1
13 0.38 - Sm
14 0.43 - Sm
15 0.40 - Sm
16 0.19 - RNP
17 0.15 - RNP
18 0.14 - RNP
19 0.14 - DNA

JNlutepartypa:

(Cm. 8 opuzuHane uHCmpyKyuu).



Tabnuua 2
[aHHble TOYHOCTK Habopa pubocomMHoro 6enka

14312, Ribosomal P

Ananus 1 (k-Bo=8) AHanms 2 (k-Bo=8) Ananus 3 (k-Bo=8) ?:I::o“;yzz;‘ anusamu
CblBopoTKa # X CO KB X CO KB X CO KB X CO KB
1 1.57 | 0.117 7.4% 1.62 0.113 7.0% 1.50 0.134 8.9% 1.57 0.127 8.1%
2 1.68 | 0.176 10.5% 1.60 0.095 5.9% 1.66 0.148 8.9% 1.65 0.143 8.7%
3 298 | 0.113 3.8% 2.83 0.128 4.5% 2.74 0.127 4.6% 2.85 0.155 5.5%
4 289 | 0.115 | 4.09% 2.95 0.135 4.6% 2.94 0.068 2.3% 2.92 0.109 3.7%
5 0.29 | 0.027 9.29% 0.18 0.035 19.6% 0.20 0.039 19.6% 0.22 0.056 25.6%
6 0.09 | 0.042 | 46.3% 0.08 0.016 | 20.5% 0.08 0.037 46.5% | 0.10 0.048 48.0%
X = cpegHee 3HayeHune pubocomHoro benka
CO = cTaHgapTHOE OTKIOHEHUE
KB = koadhpmumneHT Bapmnaumm
Ta6bnuua 3
JNuHenHoCTBL
CbiBopoTka #| Hepasbasn. 1:2 1:4 1:8 1:16 1:32 1:64 1:128 r
1 2.70 2.52 2.24 1.93 1.57 1.33 0.98 0.997
2 2.53 2.29 1.99 1.57 1.20 0.86 0.997
3 2.89 2.71 2.47 2.23 1.93 1.57 1.20 0.90 0.994
4 3.68 3.18 2.59 1.94 1.59 1.00 0.68 0.997
5 2.09 1.38 0.94 0.991

WHdopmauns ans 3akasa:

ymn «gUAMEB»
Yn. YopHoBona, 97, r. UBaHo-®PpaHKoBCcK, 76005

Ten.: (0342) 775122

ala 742

Ten/dpakc: (0342) 775 612
E-mail: info@diameb.com
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