HABOP UDA

AnA ONPEAENEHUA AHTUTE KNACCA IgG
K KANCYJIbHOMY AHTUIEHY
BUPYCA JMNWTEUHA-BAPP

1405-2, EBV VCA I9G

Kamarnoe. Ne : 1405-2
Konuyecmeo 196
lNpoussodumens: DAI (CLUA)

Memoduka om 06-21-2010

OcHoeoli _npu npogedeHuu aHanusa sie/isemcs opusuHars
UHCMPYKUUU Ha aHa/ulckoM Si3biKe, 8/10XeHHOU 8 Habop.
Homep u Odama 8epcuu opusuHana u _nepegoda
— UHCMpYKUUU O0/IKHbI cogrnadame.

OBILLASI UHOOPMALMS

KonuyecTtBo TectoB 96 TecTOoB

Tect EBV VCA IgG ELISA
MeTon NDA: TeepaodasHbin
MMMYHOCOPGEHTHbIW aHanu3
MpuHumnn Henpsimon UDA: aHTUreHHOE NOKpbITHE

naacTuH

KayecTBeHHbIN MMoNoXUTEeNbHLIA U
oTpuuaTenbHbIi KOHTponu u noporoBoe
3HaveHue (cut-off)

[Avana3oH o6HapyxeHus

O6pasey 10 MKN CbIBOPOTKM
CneunduryHocTb 98.3 %
YyBCTBUTENBHOCTb 98.1 %
O6Lwee Bpemsi ~ 60 MUH.
CpoK XpaHeHus 14 mec.

*ITabopamopHbie aHanu3bl He Mo2ym 6bimb €OUHCMEEHHbLIMU Kpumepusimu Orsi
MeOUUYUHCKO20 3aKrtodeHus1. Micmopus 6ones3Hu nayueHma u nocredyouue
mecmal 00/KHbI 6biMb MPUHSIMbI 80 8HUMaHUE

APMHLUUN

Hactosilwas cucrema aHanuaa paspaboTaHa Ans onpegeneHnss aHTuTen

knacca IgG Kk KkancynbHOMy aHTUreHy Bupyca OnwTeriHa-bapp B

obpasuax 4YenoBeyecKkoW CbIBOPOTKU. JlyHku B MIacTMaccoBbIX

MUKPOIYHOUHbIX MOMOCKax CeHCMbUnManpyoTcst naccuBHon abcopbumeit

C aHTUreHom Bupyca dnwTerHa-bappa. Npoueaypa aHanu3a Bkno4YaeT

TPY UHKYDOaUMOHHBIX aTana:

1. AHanusvpyemble  CbIBOPOTKM  pa3baBnsitoTcs  NOCTaBMSiEMbIM
pasbaBuTeneMm obpasua. PasbaBuTen obpasua coOoepXUT aHTu-
YyeroBeyeckoe aHTUTeno knacca IgG, KoTopoe ocaxaaeT v yaanset
IgG n peBmaTougHbI chbakTop M3 obpasua, octaBnss IgG ans
cB060OHOro B3aMOAEeNCTBUSA C 3adPUKCUPOBAHHBIM @aHTUTEHOM.

2. B nyHkvn gobaBnsieTca nepokcuaasa, KOHbIrMpoBaHHAs KO3MWUHbBIM
aHTu-4yenoseyveckum IgG (cneumduyHas y-uemnouvka) M nnaHwet
MHKYbupyetcs. KoHbloraT BcTynaet B peakuuto ¢ IgG aHTutenom,
3ahmKCpoBaHHbLIM B TBepAoWn ase Ha aTtane 1. [ins yaaneHus He
BCTYMNMBLLErO B PeaKLMo KOHboraTa NnpoMbIBakTCst NYHKM.

3. JlyHkKM Ha  MWKPOTMTPAUMOHHOM  MraHweTe, cogepxaiyue
3aUKCUPOBaHHBIM  KOHbIOraT — Mepokcmaasbl  MHKYOMpyloTca  C
pactBopom cybcTpaTta nepokcupasbl. mgponus  cyberpata
nepoKkcuaaso NpousBoauT uaMeHeHue LBeTa. Mocne HekoToporo
BPEMEHN peakuuss OCTaHaBNMBAETCA W  WHTEHCMBHOCTb LBeTa
pacTtBopa nsmepsieTcs doTOMETPUYECKUM MEeTOOM.
MHTEHCMBHOCTL LIBETa pacTBopa 3aBWUCUT OT  KOHLEHTpauuu
aHTUTen B aHanu3mpyemoMm nepBnyYHOM obpasLie.

3ABOP OBPA3LIOB

PekomeHpyeTcsa nposoanTb 3abop obpasuos B cootBeTcTBUMM ¢ NCCLS
nokymeHtom  M29:  3awmta  coTpygHwukoB — nabopatopui  OT
VHMEKLIMOHHBIX 6onesHew.

Hu oauH u3 K3BECTHbIX METOAOB He MOoXeT obecneyvTb MONHY
YBEPEHHOCTb B TOM, YTO OOpasLbl YenoBEeYECKOW KPOBM HE CMOCOOHbI
nepepaBatb MHdekumo. MoaToMy, Bce NPOM3BOAHLIE KPOBWU [OMMKHbI
cYMTaTbCHA NOTEHUMANbHO MHMEKLIMOHHBIMU.

B aTOM aHanuse AOMKHbI MCMNONb30BATLCS TONBKO HEAAaBHO COBpPaHHbIe
W [OMKHbIM 0OpasoM COXpaHeHHble CbIBOPOTKM KPOBM, MOMyYeHHble
0A0OpeHHbIMM  acenTuieckumy npoueaypaMu BeHenyHKuun. Hukakve
aHTVKOArynaHTbl N KOHCEPBaHTLI He A0MKHbI obaBnATLCA. N3berante
1cnonb3oBaHus reMonmu3npoBaHHbIX, TNIMNEMUYECKUX unm
6aKTepronornyeckn 3arpsi3HEeHHbIX CbIBOPOTOK.

XpaHuTe obpasel npy KOMHaTHOW TemnepaType He 6onee 8 yacos. Ecrin
aHanu3 He BbINOMHSETCA B rnpegenax 8 4acoB, CbIBOPOTKM MOryT
xpaHutbes npu 2-8°C He Gonee 48 yacos. Ecnu oxupgaeTtcsa 3agepxka B

aHanu3e, XpaHuTe CbIBOPOTKM Ans aHanu3a npu -20°C wunu Huxe.
M3berainTe LUMKIIOB MHOFOKPATHOIO 3aMopaxvBaHus / pasmopaxnBaHus,
KOTOpble MOryT BbI3blBaTb MOTEPI0 AKTUBHOCTU aHTWTen W [AasaTtb
OLWMBOYHbIE pe3ynbTaThl.

MATEPUAIbI U OBOPYAOBAHUE

TpebyeMble, HO He NocTaBnsieMble MaTepuanbl

MukponnaHLETHbIN cYMTbIBATENb C ANMHOW BOJHbI M3mepeHus 450

HM.

MukponuneTkn ansa TodHoro gosnposanus 10 n 200 mkn.

MHorokaHanbHas nuneTka Ansg ToyHoro gosvposanms (50-200 mkn).

PesepByapbl peareHTOB ANt MHOrOKaHanbHbIX MUMNETOK.

MpomMbiBoYHast ByTbinka Unu cuctTeMa NPOMbIBKU NMaHLWweTa.

OuctunnupoBaHHas Unm EVOHN3NPOBaHHas Boaa.

MepHbIn unnuHap Ha 1 n.

Ceporormyeckune nuneTku.

. OgHopasoBble HAKOHEYHWKW ANsi MNETOK.

10. BymaxHble nonoTeHua.

11. NaGopaTopHbiil TaiMep Ansi cobnoaeHns 3TanoB HKybauuu.

12. KoHTeliHep pgns  OTXOOOB UM Ae3vHduuMpylollee CpeacTso
(Hanpumep: 10% xo3ssaicTBeHHbIn oTbenusaTtens, 0,5% runoxmnoput
HaTpus).

©CeNoGRWGN

NOCTABINAEMbIE MATEPUATDI

Kaxpgpin Habop BknovaeT B cebsA cregylouwme KOMMOHEHTbl B

KONMM4ecTBax, OOCTaTOYHbIX AN MPOBEAEHUs TECTOB, YKa3aHHbIX Ha

3TUKETKe ynakoBku. MNprvMeyaHune: Bce peaKkTUBHbIE peareHTbl coaepxaTt

asug HaTpus B KayecTBe KOHcepBaHTa B koHueHTpauun 0.1 % (w/v).

1. TnaHweT. 96 NyHOK, pacnofioXeHHbIX B ABeHaauaTh, 1x8-nyHO4HbIX
nonockax, MOKpbITbIX WHAKTUBMPOBaHHbIM aHTureHom EBV VCA.
Monocku B pamke ynakoBaHbl B NakeTe C OCYLUMTENEM.

2.  Konwbtorar. Nepokcnagasa xpeHa, KOHBIOTMPOBaHHAs KO3bUM aHTU-
yenoBeyeckuM IgG aHTUTenom (cneumduryHas y-Lenoyka). [oToB Kk
ncnonb3oBaHuto. OauH 15 Mn dnakoH ¢ 6enoin KpPbILKOWA.

3. TNonoxutenbHbIM KOHTPOMb (YenoBeyeckas coeiBopoTtka). OamH 0,35
Mn PfIakoH C KPaCHOW KPbILLKOW.

4. Kanubpatop (4enoBeveckasi cbiBopoTka). OguH 0,5 mn cnakoH ¢
CUHEW KPbILLKOMN.

5. OrtpuuaTtenbHbI KOHTPOMb (YernoBeveckasi cbiBopoTka). OguH 0,35
Mi1 ONIaKOH C 3€NEHON KPbILLKOW.

6. Pasbasutenb obpasua. OgHa 30 mn GyTbinka (3eneHas Kpbiwika),
cogepxawas TeuH-20, ObluMiA  CbIBOPOTOYHBLIA  anbbymMuH 1
docdaTHbIn BydepnanpoBaHHbIN coneBot pacteop (pH 7,2 +/-
0,2). [oToB K  UCMONb30BaHMIO. MpumeyvaHue: nepeg
MCMornb30BaHMEM XOpoLUIO B36onTaTh.

7. TMB: OgHa 15 mn  sHTapHas OyTbinka, cogepxawas 3,3, 5,5 —
TeTpameTunbeHsmauH (TMB). MoToB k ncnonb3oBaHuio. CogepxuT
DMSO < 15 % (w).

8. Cron pactBop: OpgHa 15 wmn OyTtbinka (KpacHas Kpbilika),
cogepxawasn 1M H,SO4, 0,7M HCI. [0TOB K nCnonb3oBaHuio.

9. KoHueHTpaT npombiBoyHOro Oydepa (10X): pasbaBbTe 1 yacTb
KOHUeHTpaTa + 9 yacten 0EeVOHN3NPOBaHHOMN nnm
anctunnupoBaHHon Bogbl. OgHa 100 mn 6yTbinka (Mpo3pavHas
Kpbiwka) cogepxmut 10X  KOHLEHTPUPOBAHHbIN docdat-
6ydepunanpoBaHHbIf coneBon pacteop U TBUH-20 (cuHUIA pacTBop).
MPUMEYAHWE: 1X pactBop umeet pH 7.2 +/- 0,2.

Cniefylolime KOMMOHEHTbI He 3aBUCSAT OT HOMepa napTum Habopa wu
MOryT B3ammo3amMeHsiTecs B MOA: TMB, cTon pacTBOp U NMPOMbIBOYHbIV

Oydep.

MpumeuaHue: Habop Takke comepxuT:

1. TlNepeyeHb KOMMOHEHTOB C AeTanbHOM UHdOpMauuen o Ux napTum
BHYTPW ynakoBkn Habopa.

2.  BknagbllW € UHCTPYKUMSIMM NO UCNOSIb30BaHUIO

Tpeb6oBaHUSA K XpaHeHUIo:

1. XpaHuTb HEBCKPbITbIN Habop npu 2-8°C.

2. lNpenBapuTenbHO MOKPbITHIE MUKPOITYHOYHbIE MOSIOCKU: XPaHUTb
npu 2-8°C. JInwHMe Nonockn AoMKHbl ObiTb HEMeaEHHO NOBTOPHO
3aneyaTaHbl C BbICYLUMBAOLIMM CPEACTBOM U BO3BpaLlEHbl Ans
COOTBETCTBYIOLLErO XpaHeHus. [lonocku yctonumebl B TedeHne 60
[OHel nocrie Toro, Kak Mewoyek Obin OTKPbIT U OOMKHLIM 06pa3oM
BTOPUYHO 3aKPbIT, U MHAMKATOP OCTAETCs CUHUM.

3. Konwbiorat: Xpanutb npu 2-8°C. HE 3BAMOPAXWBATb.

4. Kanubpatop, MOMOXWUTENbHbIN W OTpUUaTenNbHbIA
XpaHuTb npu 2-8°C.

5. TMB: Xpanutb npu 2-8°C.

6. KoHueHTpaT npombiBoyHOro Gydepa (10X). XpaHuTe npu 2-25°C.
Pa3baBneHHbI NpOMbIBOYHBIN Bydep (1x) ctabuneH B TedeHune 7
OHEN, ecnu XpaHuTb MpW KOMHATHOW Temnepatype, unu 30 gHen
npu 2-8°C.

7. Pasbasutenb obpasua: XpaHutb npu 2-8°C.

8. Cton pactBop: XpaHutb npu 2-25°C.

KOHTPO/Jb!:



KOHTPOI1b KAYECTBA
1. Bo Bpems kaxgow npoueaypbl aHanuM3a kanubpatop [JorkeH
aHanuanMpoBaTbCs B TpeX  9K3emnnspax. BnaHk  peareHT,
oTpuUaTenbHbLIN W MOMNOXWTENbHBIN KOHTPOMb AOSMKHbI Takke ObITb
BKITHOYEHBI B KaXKOOM aHanuse.
2. BbluucnuTe cpefgHee 3HayeHWe Tpex NyHOK kanmnbpatopos. Ecnu
noboe ©3 Tpex 3HayeHun oTnuyaloTcs Bonbwe yYem Ha 15% oT
cpefHero, oTopocbTe 3TO 3HAYEHWE, U BbIYUCNUTE CpedHEee OCTanbHbIX
OBYX 3HAYEHUN.
3. CpegHee 3HayeHne OI1 «kanubpatopa UK 3HaveHun Ol
NOSIOXKMTENBHOrO U OTPULIATENBHOTO KOHTPONEN AOMKHO HaxoauTcs B
npegenax cnepyoLwmnx A1anasoHoB:

OwanasoH OIN

OTpuuaTenbHbI KOHTPONb <0.250
Kann6patop >0.300
[MoNoXnTENbHBIN KOHTPOSb >0.500

a. Ol oTpuuaTensbHOro KOHTPOnsA, pasgeneHHas Ha cpeaHioto O HM3ko
NoNoXMTENBLHOro CTaHaapTa AomkHa coctaenATte < 0.9.

b. OIN nonoxuTenbHOro KOHTPONS, pasgerneHHas Ha cpegHio Ol Hu3ko
MonoXMTENbLHOro CTaHaapTa AoMKHa cocTaBnATb > 1.25.

c. [Ecnu 3HayeHus  KOHTponel He HaxopATcs B
BbILLEYNOMSAHYTbIX AVanasoHoB, aHanus cnepyet
HeaencTBUTENbHBIM, 1 ero He06X0ANMO NOBTOPUTD.

npegenax
cynTaTb

4. MMonoxutenbHbIA U OTpULATESNbHBIA KOHTPONM MpeaHa3HayeHbl Ans
KOHTPOS CyLLECTBEHHOrO HECOOTBETCTBUSA peareHTa u He rapaHTupyet
TOYHOCTM B NOPOroBOM AMana3oHe aHanusa.

5. B cooTBeTCTBUM C pekoMeHAauusiMy unu TpeboBaHMSIMU MECTHbIX,
rocyfapCTBEHHbIX U/vnn defepanbHbIX MPaBuUn UM akKpeaMTOBaHHbIX
opraHu3auuii, MoryT aHanM3npoBaTbCsl AOMONHUTENbHbIE KOHTPOIN.

6. Mo pekomeHOauusM Hagnexalwieh npaKTUKM KOHTPOns KavecTBa
cmoTpuTe gokymeHT C24 NCCLS: CTaTUCTUYECKMIn KOHTPOMb KavyecTBa
NpY KONMMYEeCTBEHHbIX N3MEPEHUSIX.

NPOLIEAYPA - NOCNEAOBATENbHOCTb

1. HDocTtaHbTe OoTAenbHblE KOMMOHEHTbI Habopa 13 MecTa XpaHeHusi u
No3BOMbTE UM HarpeTbCs A0 KOMHaTHOW Temnepatypbl (20-25°C).

2. OnpepenuTte TpebyeMoe KonuyecTBO MUKponyHok. [poBeguTe
LecTb onpeaeneHnin KoHTponei/kannbpatopos (ogHoro 6naHka,
OQHOro OTpULLATENbHOIO KOHTPOSS, TPeX KanubpaTopoB U OOHOMO
NMONOXMTENbHOTO KOHTpPONs ofHou npouedype. braHwk peareHT
[OOIMKEH NPUMEHSITCS B KaxxaoM aHanuse. MNposepbTe TpeboBaHMs K
nporpaMMHOMY OGECMEYEHNIO U CUUTLIBAKOLLEMY YCTPOWCTBY AMs
npaBuUrbHbIX KOHUrypauuii KoHTpone/kanmbpaTopoB. Bo3spaTtute
HEMCNoNb30BaHHbIE MOSIOCKM B 3anevaTbiBalOLMACA MELLOYeK C
OCyLLUUTENEM, FEepMETMYHO 3aKpOWTE M BO3BpATUTE Ha XpaHeHue
npu 2-8°C.

NMPUMEP CXEMbI MNMAHLUETA

1 2
MauuneHT 3
MaumnenT 4
MT. O

BnaHk

OTpuL. KOHTPOIb
Kanun6patop

Kannbpartop

Kannbpatop
[MonoxuTenbHbIN KOHTPOIb
MauueHT 1

MauuneHT 2

I|O|Mmo|O|w|>

3. Mpoeegute pasbasneHue 1:21 (Hanpumep: 10 MKN CbIBOPOTKM +
200 wmkn pasbaButens obpasua. [MPUMEYAHWE: nepeg
MCMONb30BaHMEM XOpOLIO B36ONTaTb) OTPULIATENIbHOTO KOHTPONS,
Kanubpartopa, NOMOXWTENbHOrO KOHTPOMS W KaXOoW CbIBOPOTKU
nauueHTa.

4. B otpenbHble nyHku aobasbte 100 Mkn kaxporo pasbaBreHHOro
KOHTpOns, kanubpatopa u obpasua uM3 nnaHweTta abcopbeHTa B
nnadHweT ans adanusa. Y6eguTtecb, CTO o0b6pasubl [OMKHbLIM
obpasom nepemewaHbl. [na kKaxgoro obpasua uvcnonb3yinte
pasHble HaKOHEYHWKW NUMNETOK.

5. B nyHky A1 B kadvectBe 6OnaHk peareHta BHecute 100 mkn
pasbaBuTensa obpasua. MpoBepbTe TpebGoBaHWA K MPOrpamMmMHOMY
obecneyeHo 1 CcUMTbIBalOLWEMY YCTPOWUCTBY [AJ1si MpaBWIibHbIX
KOHdMrypaumnm nyHkn 6naHka peareHTa.

6. WHkyOGupynTe nnaHweTt npu komMHaTHOM TemnepaType (20-25°C) B
TeyeHun 25 +/- 5 MUHYT.

7. TlpomowTe MUKPOMNYHOUYHbIE NOnocku 5X.

A. Py4Hasi npoyedypa npomMbi8Ku:

a. Pe3ko BbITPAXHWTE XNAKOCTb M3 NYHOK.

b. 3anonHuTte Kaxayto nyHKy NPoMbIBOYHBIM Bydepom. YaocToBepuTech
B OTCYTCTBWM B NyHKaX BO3AYLUHbIX My3bIPbKOB.

c. MosTopute atanbl a. n b. 4yTobLlI B O6LEM KONMMYeCTBe NpoBecTn 5
NPOMBbIBaHUN.

d. BbITpsixHUTE NPOMBIBOYHBLIA pPacTBOP W3 BCEX JYHOK.
MepeBepHWTe NnaHwWweT Ha GymMaxkHoe MOMOTEHLE U XKECTKO MOCTyuuTe,
4yTobbl YAANUTL M3 NMYHOK Moboi OCTaToK MPOMBIBOYHOrO pacTBopa.
OcwmoTpuTe  nnaHwet, ybeauBluMCb B OTCYTCTBMM  OcTaTka
NPOMBIBOYHOTO pacTBopa. B KoHue kaxgoro paboyero gHa cobupainte
NMPOMBIBOYHBIA PacTBOP B €MKOCTb Af1 OTXOAO0B, W obpabatbiBaiite
runoxnoputom Hatpus 0.5% (otbenunsatenem).

B. Aemomamu3upoegaHHasi npoyedypa npombieKu:

Mpn uncnonb3oBaHUM aBTOMATU3MPOBAHHOW MPOMBLIBOYHOW YCTaHOBKY,

oTperynupyite obbem pacnpegenenns Ha 300-350  MKn/nyHKy.

HacTtpoviTe uukn npombiBKM Ha 5 npombiBOK 6e3 3agepxkku mexay

NpoMbIBKaMK. N3Bneknte  MUKPOTUTPOBAmbHbIA  MNaHwer  u3

npomMbiBaTens, MepeBepHUTe NnaHweT Ha OymaxHoe nomnoTeHue u

XECTKO  MOCTy4uT, 4TOObl yAanuTb W3 NyHOK Mobon  ocTaTok

NPOMBIBOYHOIO pacTeopa.

8. [Nob6aebTe 100 MKn KOHbIOrata B KaXaylo ITyHKY, BKIOYas NyHKY
6naHka, B TOM e Temre 1 nopsake kak 4obasnsanmce oopasubl.

9.  WHkyOupyiiTe nnaHweT npu KOoMHaTHOW Temnepatype (20-25°C) B
TeveHun 25 +/- 5 MUHYT.

10. [MpomonTe MUKPONYHKKM, cneadys npoueaype B atane 8.

11. [Oobasbte 100 mkn pacTtBopa cybctpata TMB B Kaxayw NyHKy B
TOM Xe Temne 1 nopsiake kak fobasnanuce obpasubl.

12. VHKyOGupyinTe nnaHweT npu KomHaTHoW TemnepaTtype (20-25°C) B
Te4yeHun 10-15 MUHYT.

13. OctaHoBuTe peakuuo pobasneHnem 50 Mk cTon pacTBopa B
Kaxayto MyHKy. BKNovas NyHKy 6naHka, B TOM xe Temne v nopsake
kak pobasnanca TMB. MNonoxuTenbHble 06pasubl M3 CUHEro LBeTa
cTaHyT xentbimu. Mocne fobaBneHwsi cTon pacTBopa NocTy4uTe no
nMaHWeTy HecKoNbKo pa3 yb6eauBLUMCL, YTO 0Opasubl MOSIHOCTLIO
CMeLLaHsbl.

14. Hactponte cuuTbiBaloLlee YCTPOWCTBO AN CHMTbIBAHWUS MPWU ONUHE
BONHbl 450 HM M u3MepbTe onTuyeckyt nnoTHocTb (Ol1) kaxagon
NYHKN NpoTMB GnaHka peareHTa. [naHweT HeobxoaMMo cunTaTb B
npegenax 30 MuHYT nocne AobaBneHunsi cTon pacTeopa.

PACHET/MHTEPNPETALNA PE3YNIbTATOB

A. BbluucneHus:

1. KoaghchuyueHm koppekyuu
3HayeHve npegena obHapyxeHust Ol Ans nonoxuTenbHbIX 06pasLoB
ObINO  onpedeneHo  MNpPouU3BOAMTENEM U CKOPPEKTUPOBAHO MO
oTHoweHnto K kanubpatopy. KoaddwuumeHt koppekuun (KK) paet
BO3MOXHOCTb OMNpefenuTb 3HadeHwe npeaena obHapyxeHus ans
NOMOXMTENbHbIX ~ 00pa3UoB U UCMpaBUTb  HE3HAYUTESIbHbIE
exefHeBHble OTKINOHeHUs1 B pe3ynbTaTtax aHanusa. KK onpepensiercs
ONst KaXAoW napTUM KOMMOHEHTOB Habopa B NepeyHe KOMMOHEHTOB B
ynakoBke Habopa.

2. 3HayeHue npedena obHapyxeHus Of1
[na nonyyeHus 3HaveHus npegena obHapyxeHust O ymHoxbTe KK
Ha cpegHee 3HaveHue kanubpartopa, onpeaeneHHoe BbiLLE.
(KK x cpepgHee Ol kanubpaTopa = 3HayeHuWe npegena obHapyxeHusi
on.

3. 3HayveHus koaghghuyuenma unu koagppuyuenmsi Of1

Bbluucnnte 3HaveHue koadpdpuumeHta unmn  koadpcpuumeHt Ol ans

Kaxgoro obpasua nytem pasgeneHus 3Havenuss ero Ol Ha npepen

o6HapyxeHus Ol n3 atana 2.

lNpumep:

CpepHee OI kannbpatopa = 0,793

KoadhdpuumeHT koppekuun (KK) = 0,25

Mpepen obHapyxeHus ON = 0,793 x 0,25 = 0,198

Ol HeusBecTHoro obpasua = 0,432

KoadhdpuumeHT 3HadeHusi obpasua unu koadpcpmumeHt Ol = 0.432 /

0,198 =2,18

B. UHTepnpeTauuu:

3HayeHus koaduumeHTa unm koadpduumeHTsl Ol MHTepnpeTMpyoTCS
crneaytoLwmm obpasom:

3HaveHne koaduumeHTa unm koadpcuumeHt Or:

OTpuuaTenbHble 06pasupl < 0,90
CoMHUuTeNbHbIE 06pasLbl 0,91 no 1,09
MonoxwuTteneHble obpasubl > 1,10

1. Koacpcpuument ON < 0,90 ykasbiBaeT Ha  OTCyTCTBUE
obHapyxuBaemblx aHTUTen knacca IgG K KancynbHOMY aHTUreHy
BUpyca OnwTenHa-bappa. OTpuuaTenbHbI pesynbTar
cBugeTenscTByeT 06 OTCYTCTBMM TeKyluewh WMHMEKUMW, U AOIMKeH
MHTEPNpeTMpOBaTbCA KakK HepeakTUBHbIN  oTHocuTenbHo 1gG
aHTUTEeNna K KancyrnbHOMY aHTWreHy Bupyca OnwTernHa-bappa.
Takune nuua, cyMTaTCca NOABEPXKEHHBIMU NEPBUYHON MHAEKLMN.

2. Koadpdpuument O > 1,10 aBNseTcs  NOMNOXUTENbHbLIM
oTHocuTenbHO IgM aHTuUTena Kk KancynmbHOMY aHTUreHy Bupyca
OnwTenHa-bappa. [onoxuTenbHbI  pesynbTaT —UCCNeoBaHWs
yKasbiBaeT Ha TekyLiee unm
BO306HOBMEHHOE UHVLIMPOBaHME, U AOMKEH UHTEPNPEeTUPOBaTLCA



KaK peakTUBHbIA OTHOCMTENbHO IgG aHTUTena K KancyrnbHOMY
aHTUreHy Bupyca dnwrtenHa-bappa.

O6pasubl co 3HaveHnamn koadduumernta Ol B COMHUTENHHOM
avanasoHe (0,91-1,09), AomxHbl ObITb MOBTOPHO MPOBEPEHbI
anbTepHaTUBHOM CEpOSIorMYEeCcKOn MeTOAWMKOW, Tuna HenpsMoro
dnyopecueHTHoro aHtutena (H®A) «3ioc CarieHTndmk, WHK.».
Kpome Toro, o6pasubl, KOTOpblE OCTAlOTCSt COMHUTENbHBIMW Nocre
NMOBTOPHOIO  UCCMEeAOBaHNA [OSKHbl  ObiTb  MEpecMOTpeHbl B
npouecce uccneaoBaHnsa Apyroro obpasua AByMa-TpeMsi Hegensmm
nosxe.

YncnoBoe 3HayeHMe KOHEYHOro pesynbTaTa Bbille MOPOroBOro
3HaYeHWss He onpepensieT Hanuuve B HacToswee Bpems IgG
aHTWUTena K kancynbHOMY aHTUreHy Bupyca JnwiTeHa-bappa.

NPEOOCTEPEXEHUA
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[Ons anarHoCTUYecKoro Ucnonb3oBaHus in-vitro.

Mpu obpaweHun c¢ nabopaTopHbIMW peareHTamn HeobxoanmMo
cobntogaTte CTaHAapTHblE NPeAOCTOPOXHOCTU. B criyyae koHTakTa ¢
rnasamu, NpoMonTe HeMeANeHHO GOoNbLIMM KOMMYEeCTBOM BoAbl U
obpatutecb 3a Meanomoulplo.  HocuTe  COOTBETCTBYHOLLYHO
3alWMTHYIO  ofexay, nepyaTku, W 3aluTHoe CpedcTBO  ANs
rmas/nuua. He BapixaiTe nap. YHuYTOXalTe oTXoAbl, cobniogas
BCE MECTHbIE, U FOCYyAapCTBEHHbIE 3AKOHbI.

JNyHkun nnaHweTta UPA He copepxaT Xu3HecnocobHbIX OpraHM3MoB.
OpHako, nornocku [OIKHbI paccMaTpuBaTbCs Kak
NOTEHUUAJIBHO BUWOOMNACHBLIE MATEPUWAIbI u TtpebytoT
COOTBETCTBYHOLLErO 06paLleHus.

KoHTponu 4enosedyeckolt  cbiBopoTkn - MOTEHUUAIIBHO
BUOONACHBIE MATEPUAINDbI. VcxogHble MaTepuanbl, w3
KOTOpbIA 3TU NPOAYKTbI OblNy Mony4yeHbl, OblNM NOATBEPXKAEHDI
ofoOpeHHbIM MeToAaMu aHanm3a. [lockonbKy — HMKakoW MeTop,
aHanmusa He MOXeT MOJMIHOCTbI rapaHTUpoBaTb OTCYTCTBME
B030OyauTenen UHMEKUMA, 3TU NpoaykTbl TpebyoT obpalleHnss ¢
cobnogeHmem 2 ypoBHA  OMOMOrMYECcKOW  OMACHOCTM  Kak
pekoMeHayeTcsa npu  moboi  NoTeHUManbHO  MHAEKLIMOHHOM
4YenoBeYeCKON CbIBOPOTKE Unu obpasLie KpoBu.
pasbaBuTenb  obpasua, KOHTPONM, MPOMbIBOYHBIN  Bydep,
abcopbeHT 1 KoHBbIOraT cofepxat as3ug HaTpusi B KoHueHTpauun 0,1
% (B/0). A3unpg HaTpus cuMTaeTca Takum, KOTOpbI obpasyeT asuabl
CBMHLA M Meau BO BHYTPEHHeEN kaHanusauum nabopartopum. YTto
MOXeT BbI3BaTb B3pbIB Npu ypaapeHun. Bo usbexaHue aToro,
TWaTenbHO NPOMOWTE paKoBWHY BOAOW Mocne  yTunusauum
pacTBopa C a3vgom HaTpus.

YeTkoe crnegoBaHue oOnMpeferieHHoMy BpeMeHU W TemnepaTtype
MHKy6aumin BaXkHO Anst TOYHbIX pe3yrnbTaTtoB. Bce peareHTbl nepen
HayarioMm aHanu3a AONKHbl ObITb NpUBeAeHbl K KOMHaTHOWM
Temnepartype (20-25°C). HenocpeactBeHHO nocrne Ucnomnb3oBaHnst
HEMCNONb30BaHHbIE  peareHTbl  BepHWTe B Temnepartypy
OXINaXaeHusl.

HenpasunbHoe npoMbIBaHne npuBoAUT K oLwnbo4Ho
NOMOXMTENbHBIM UMM OWKMBOYHO OTpuLATEnbHbIM pe3yrnbTaTam.
Yb6eouTtecb, 4YTO B MNaHWeTax He ocTanocb nwboro ocrtaTtka
NPOMbIBOYHOTO pacTBopa nepen pobaBrneHVMeM KoHbloraTa wnm
pactBopa cybcTpata. He nossonsinte nyHkaMm BbiCbiXaTb MeXdy
MHKYGaumamu.

Cton pactBop TOKCUYEH. MMpuynHsieT oxorn. ToKcuueH npwu
BAbIXaHWW, MPW KOHTaKTe C KOXeW W npu 3arnatbiBaHuu. [lpu
HECYaCTHOM Cry4ae UMM Npu NIOXOM CaMOYYBCTBUM HEMEATIEHHO
obpaTuTech 3a MEANOMOLLBHO.

TMB pacteop BPEOEH. PasgpaxuteneH gna rnas, AbixaTenbHON
CUCTEMbI U KOXW.

KoHueHTpaT npomMbiBoyHoro 6ycdepa ssnsietca PASOPAXXUTENEM.
PasgpaxuTeneH ans rnas, gblxaTernbHOW CUCTEMbI U KOXW.

He octaBnsite Ha AHe nnaHweTa OCTaTKOB XWAKOCTU W/unu
crefoB  nanbueB, KOTOpble  MOTYT  W3MEHSATb  CUYUTbIBAHWN
onTtuyeckon nnotHocTu (OI).

PasbaBneHne unu npuMelLMBaHWE STUX peareHTOB MOXET AaTb
ownboYHble pesynbTaThl.

PeareHTbl OT OpyrMx UCTOYHUKOB WM WU3rOTOBUTENEN HE OOMKHbI
MCMNONb30BaTbCS.

TMB pactBop gomkeH 6biTb 6ecLBETHbIM, OY4EHb CBETIIO XENTbIM,
O4YeHb CBETNO 3efeHbIM WM OYEHb CBETMO CUHUM BO BpeEMS
ncnonb3oBaHus. 3arpsisHeHne TMB C KoHbloratom wunuv Apyrumm
OKUCINIUTENSIMU NPEXAEBPEMEHHO BbI3bIBAaET M3MeHeHue LBeTa. He
ncnonb3ynTte TMB, ecnu 9To OTYETNNBOrO CMHEro LiBeTa.

Hukorga He nuneTtupywte pToMm. M3berante koHTakTa peareHToB U
06pasLoB NALMEHTOB C KOXEN UIn CIIN3MCTbIMM 06004KaMu.
M3berante MUKpOGUONOrMYeckoro 3arpsisBHeHWst peareHToB. MoryT
ObITb MOMYyYeHbl HENpaBUmbHbIE pe3yrnbTaThl.

[MepekpecTHOe 3arpsi3HeHWe peareHToB W/vnum ob6pasuoB MOXeT
BbI3BaTb OLUMBOYHbIE pe3ynbTaThl.

MHoropasoBasi CTeknsiHHasi nocyga [ofbkHa ObiTb BbiMbITa U
NOSHOCTBLIO OMorockaHa, YTobbl 0CBOOOANTCS OT BCEX AEeTEPreHTOB.
M3beranTe 6pbI3r Mnn o6pasoBaHnNs aspo3orsiei.
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He nopgBepraiTe peareHTbl NPSIMbIM COMHEYHBIM Jly4am B TeYeHue
XPaHEeHUs UNu NHKybauun.

MpvBOAA MWKPONYHOYHbIE MONOCKU W AepxaTellb K  KOMHaTHOM
Temnepatype nepes BCKPbITUEM, 3aLUMTUT 3aLUMTHBIA MELIOYEK
TNYHKU OT KOHZEHCaUWN.

MpoMbIBOYHBIN pacTBOp Heobxoaumo cobpaTb B eMKOCTb Ans
otxogoB. OGpaboTtaiiTe pactBop ans otxogoB ¢ 10%
X035MCTBEHHbIM oTbenuBatenem (0,5% runoxmnopuaom Hatpus).
M3bBerante BO3encTBmNA UCnapeHuin oTbenveaTensi Ha peareHTbl.
MpepoctepexeHne: Xugkme otxodbl B kucrote pH AomkHbl BbITb
HeWTpanu3oBaHbl nepen [gobaBneHnem K oTOenvBawLLeEMY
BeLLEeCTBY.

He wucnonbsoBatb nnaHweT WPA, ecnu nomnocka mHAuMkatopa Ha
MELLOYKE BbICYLLUMBAIOLLErO CPeAcTBa MpeBpaTunacb U3 CUHEro
LBeTa B pO30BbIN.

He nosBonsaiTe KoHbOraTty BCTynaTb B KOHTAKT C EMKOCTSIMU,
KOTOpble, BO3MOXHO, MPEXae Coaepanu pacTBOpbl, UMeKLime B
CBOEM COCTaBe as3ng HaTpus Kak KoHcepBaHT. OcTaTouHble
KonuyecTBa asuga HaTpUsi MOTYT YHUMTOXWUTE (DEPMEHTHYIO
[eATenbHOCTb KOHbloraTa.

He nopBepranTe HMKakoM U3 peareHTOB BO3L4ENCTBUIO PacTBOPOB,
cogepxalmx otbenusatowiee BelectBo. OCTaTOYHOE KONMUYECTBO
oTbenvBatowlero BewecTtBa  (rMnoxnopuaa  HaTpusl)  MOXET
YHUYTOXWTb OMOMOrMYecKylo akTMBHOCTb MHOTMX peareHToB U3
aToro Habopa.

OI'PAHVILIEHVIFI NPOLIEAYPbI

BonbwmnHctBo (80%) nuy ¢ MM umetoT nuk Tutpos aHTU-B3B IgG,
npexge YeM OHM  MPOKOHCYMNbTUpPOBanMUCb C BpadoMm  (4).
Takum obpasom, nccnenoBaHne CnapeHHbIX CbiIBOPOTOK C OCTPOM K
BbI3OpaBNMBaloLLel CUMMNTOMATMKOW He CTOMb MNOMne3Ho Ans
bonbwuMHCTBA nauueHtoB ¢ VM ¢ uenbio  onpegeneHus
3HaYNTENbHOrO MBMEHEHWSI B YPOBHE aHTuTenN (4).

TWUTp aHTUTEn B CbIBOPOTKE KPOBW OAHOro obpasua He [OSKeH
ucnonb3oBaTbCsl  ANS  ONpefeneHns  HedaBHeW  MHdekuuu.
PesynbTaThl uccneposaHust aHTM-BOB cnepyer TonkoeaTh B
CoYeTaHUN C KIMMHNYECKON OLEHKON 1 pe3dynbTaTamu uccrnefoBaHus
aHTMTena K Apyrum aHtureHam BOB, 1. e. SBAA, PA, IgG-B3b.
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