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HaGbop MDA
Ans onpeaeneHus aHTMTen Knacca IgG k
TUPEOUOHOU NEPOKCUAOA3E (TPO)
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Mpouszeodumens  : DAI (CLUA)

Memoduka om 12-06-2008

BHumaHue: ocHogol npu npoeeOeHuu aHanuza ecmb opucuHarl
UHCMpyKUuu Ha aHanulckoM si3biKe.

NPEOHA3HAYEHUE

Cuctema TBeppodasoBoro uMmmyHodepmeHTHoro aHanmusa TPO IgG
(ELISA/M®A)  komnaHum  «[uarHoctnk AytomenwH UHk.»  (OAN)
npegHasHadeHa  ONsl  KAYeCTBEHHOr0 M MOJYKONMYECTBEHHOMO
onpegenenns IgG aHTMTEn Kk TupeomgHow nepokcupase (TPO) B
cbiBOpoTKe 4YenoBeka. Cuctema aHanu3 npegHasHadeHa Kak CpeacTBO
ONarHoCTUKM TupeouaHbix 6onesHen. Tonbko AN AUMArHOCTUYECKOro
ncnonbL3oBaHus in vitro.

3HAYEHUE U KPATKOE ONMUCAHUE
TvpeougHble aHTMTEna (aHTuTena LWWUTOBWAHOMN >Xernesbl) XapakTepHbl
ONs nauMeHToB ¢ 6onesHbio XalwmmMoTo U [Mpeiieca.

Hanuuue aHTMTEN WMTOBMOHOM Xenesbl B cbiBOpoTkax 80% naumeHToB
C 3TUMM OBYMSI GONE3HsIMM MPUBENO K pEKOMeHZauuu, YTo aHanus
HEKOTOpbIX ~ TUMOB  aHTUTEn LUMTOBMOHON  Xene3bl  OOJKEH
ncnonb3oBaTbca Ans obcnegoBaHusa noboro naumeHTa ¢ 306o0m. XoTs
aHTUTena  LWMTOBMOHOW >Xene3bl NPeuMyLLEeCTBEHHO CBsi3aHbl C
bonesHsmm Xawmmoto unu [penBca, OHM MOryT ObiTb OOHapyXeHbl B
CbIBOPOTKAax MauMeHToB C ApyrMMy GonesHsMM Kak Tuna Mukcedema,
rpaHynemMaTo3Hblii TUPEOUAUT, HETOKCUYHBIA MOYKOBUAHBIA 306 M pak
WWUTOBNOHOW Xene3bl. AHTUTENA LWMUTOBUOHOM enesbl TaKkke
obHapyxuBaloTcss B OOMbLIMHCTBE  cry4yaeB  NMMAOLMTapHOro
TMpeouauta B AeTel, U pegko B MauueHTax co  3foKayecTBEeHHOMN
aHemvien n cuHgpomom Lerpena.

APUHLUUN TECTA

Cnctema TBepgoda3oBoro MMmyHodepMeHTHoro awanusa TPO IgG

(MDA) OAUN paspaboTtana ans onpegenexus IgG aHTUTen kK TpeongHomn

nepokcupase (TPO) B cbiBopoTkax YernoBeka. [lonocku nnactmMaccoBbix

NYHOK CEHTU3MPYIOTbCA MacCuMBHbIM nornoweHnem TPO aHTureHom.

Mpouenypa aHanusa BkoyaeT 3 MHKYOALMOHHBIX 3Tana:

1.  AHanusupyemble CbIBOPOTKM (OOMKHbIM 0bpasom pasbaBneHbl)
MHKYOMPYIOTCA B  MUKPOMNYyHKaX, MOKPbITbIX aHTureHom. Jlioboe
aHTUreH cneuudmyeckoe aHtTUTEno B obpasue CcBs3blBaeTCH C
3aUKCUPOBAHHBIM  aHTUreHoMm. [ns  yaaneHus HecBsi3aHHOro
aHTMTena M Apyrux KOMMOHEHTOB CbIBOPOTKM MPOMbIBAETCS
nnaHwer.

2. B nyHkv no6aBnsieTcs KOHbIOTMPOBaHHbBIN NEPOKCUAA30M KO3MUHBIA
aHTU-yenoBeveckuii IgG (cneundmyeckast y Lenoyka) U nnaHweT
MHKybupyeTcsi. KoHbloraT B3aumopeiictByeT ¢ IgG aHTUTENOM,
3amMKcpoBaHHbLIM B TBepaow ase dTtana 1. [OAns yganeHus
HecpearvpoBaBLUEro KoHblorata NpoOMbIBalOTCS NYHK.

3. MukponyHku, cogepxawune 3aUKCUPOBaHHBIN KOHBblOraT
nepokcunaasbl MHKYOUPYIOTCA C pacTBOpoM cybcTpaTa nepokcuaasbl.
'voponua cybcTpaTta nepokcnaason NponsBoanT M3MEHeHWe LBeTa.
Mocne onpeaeneHHoro nepuoaa BpEMEHM peakuus
OCTaHaBnMBaeTCcA U (POTOMETPUYECKN U3MEPSIETCA MHTEHCUMBHOCTb
uBeTa pacTBopa. VIHTEHCMBHOCTb LBeTa pacTBopa 3aBWCUT OT
KOHLIEHTpaLUuM aHTMTena B nepeoHavarnbHoi npobe Ans aHanusa.

KOMMNOHEHTblI HABOPA

AKTUBHbIEe peareHTbl:

1. TnaHweT 13 96 NyHOK, COCTOALWMIM N3 ABEHaALaTb, 1 X 8-NyHOUHbIX
NMOMOCOK, MOKPbITbIX OYULLEHHON 4YerioBEe4YEeCKoW TUPEeOoUOHOMN
nepokcynaason (cteneHb ouncTkn > 98 %). Monockn ynakoBaHbl B

lWTaTMBE W rEepMETU3NPOBaHbl B MakeTe C BbICYLUMBAKOLWUM
CpeacTBOM.
2. KoubtoraT. KOHBLIOIMPOBAHHLIA MNEPOKCUAA30M KO3MUHBLIA  aHTU-

yernoBeyeckuin IgG (cneundmyeckast y-uenodka). [OToBbIA C
ucronb3oaHuio. OgmH 15 Mn cnakoH ¢ 6enbIM Konmnayvkok.

3. TonoxwTenbHbIN KOHTPOMb (Y4enoBedeckast coiBopotka). OanH 0.35
M1 pNakoH C KpacHbIM KOMNMayKoM.
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4,  Kanubpatop A (4yenoseyeckasi cbiBopoTka). OauH 0.35 M chnakoH ¢
6enbiM Konnaykom.

5. Kanu6patop B (4enoseuyeckas coiBopoTka). Oauu 0.35 Mn donakoH ¢

XKENTbIM KOMNMayKoM.

6. Kanubpatop C (4enoBeyeckas cobiBopoTka). OamH 0.35 mn donakoH.
C OpaHXeBbIM KOMMaYKoM.

7. Kanu6patop D (yenoBeyeckasi cbiBopoTka). OamH 0.35 Mn donakoH ¢

CMHUM KOMNaykoM.

OTpuuaTenbHbIi KOHTPONb (YenoBeyeckasi cbiBopoTka). OguH 0.35

M1 (PI1aKoH C 3eMeHbIM KOJNMaykoM.

9. Pasbasutenb obpasua. OgHa 30 mn GyTbinka (3eneHast KpbiLika),
cogepxallass anbbymuH 6blyeit cbiBOpoTkM, TBUH-20 1 docdaT-
BydepusoBaHHbIn consHbin pacteop (pH 7.2 +/- 0.2). NoTOBBIN K
ncnonb3oaxuio. MIPUMEYAHWUE: nepen ncnonb3oBaHnem XopoLuo
nepemewartb. Mpogykt Ne 005CC).

10. TMB: OgHa 15 mn sHTapHasi 6yTbinka (SHTapHas Kpbilwka),
copepxauasa 3,3 ', 5,5 -tetpametunbensnanH (TMB). [oToBbIN K
ncnonb3oBaHuio. Cogepxut DMSO < 15 % (w).

11. Crton pacteop: OgHa 15 wmn  6yTbinka (KkpacHas Kpbilwka)
copgepxawasa 1M H2S0O4, 0.7M HCI. F0TOBbIN K UICNONb30BaHWIO.

12. KoHueHTpaT npombiBodHOro 6ydepa (10X): Pas6asbte 1 4vacTb
KOHLeHTpaTa + 9 yacten [EeVNOoHN3NPOBaHHON nnm
auctunnupoBaHHon Bogdbl. OgHa 100 mn ByTbinka, cogepxalias
docaT-6ydhepn3oBaHHbIN CONsIHBIN pacTBOpP U pacTBop TBUH-20
(cvHni pactBop). MNpumeyanue: 1X pacteBop umeet pH 7.2 +/- 0.2.

©

CnegayoLme KOMMNOHEHTbI He 3aBUCAT OT HOMepa napTum Habopa u MoryT

ncrnonb3oBaTbCa B3anmo3ameHHo B W®PA: TMB, cton pacTtBop u

NPOMbIBOYHBIN Bydep.

3ameyvaHue: Habop Takxke copepxuT:

1. [MepeyeHb  KOMMOHEHTOB, cogepXalun  MHdopmaumio  no
onpeaeneHHon napTuu, BHYTPU ynakoBku Habopa.

2. Bknagbil ynakoBKu € UHCTPYKUMSIMU MO NPUMEHEHMUIO.

NMPEAOCTOPOXHOCTHU

1. [nsa anarHocTnM4eckoro UCnosb30oBaHus in vitro.

2. TMpn c nabopaTopHbiMM peareHTamu cnegyet cobnoaatb
00blYHblE MPEfOCTOPOXHOCTU. B cryyae koHTakTa c rmasamw,
NpoMoNnTe HEMeasnieHHo 6OonbluMM  KONUMYECTBOM BOAbl U
obpartutecb 3a MeONLIMHCKON NMOMOLLbHO. Hocute
COOTBETCTBYIOLLYIO 3aLUUTHYIO oAexay, NepyaTtku, U 3alumTHoe
cpeactBo Ans rmas/nuua. He BAbixanTe nap. YHuYTOXamTe
oTxoAbl, cobniogas BCe MeCTHble, T[OCYyAapCTBEHHblE U
denepanbHbie 3aKOHbI.

3. Jlynkm mukponnaHweta NPA He cogepxaTt >XM3HECNOCOOHbIe
opraHuambl. OgHako, MOMOCKU AOMMKHbI paccMaTpuBaTbCs Kak
MOTEHUWMANBHO BUONOMMYECKN OMACHbLIN MATEPUAN
1 COOTBETCTBYHOLMM 06pa3om obpabaTbiBaThbCS.

4. KoHTponu 4enoBeyeckol cbiBopoTkn — [MOTEHUMAIIBHO
BVWOMOMMYECKM OMACHbIN  MATEPUAN.  VcxoagHble
mMartepuarbl, OT KOTOPbIX 3TU NPOAYKTLI ObINM NOMy4YeHbl, NyTem
NpoBeEpPKM 0[06pEeHHBbIMM meTogamu okasanucb
oTpuuatensHbiMu K aHTureHy BUY-1, HBsSAg u k aHTuTenam
npotuB Bupyca renatuta C n BUY. OgHako, Tak Kak HuKakon
MeToA TEeCTMPOBaHWA He MOXET MOMHOCTBbI0 rapaHTMpoBaTb
OTCyTCTBUSI  BO3OyauTenenh MHMEKUMI, C 3TUMU MpOAyKTamu
Heobxogumo obpawartbcss € cobnogeHneM 2 ypoBHS
6nobesonacHoOCTH, Kak  PEeKOMEHAOBAHO  PYKOBOACTBOM
LleHTpoB KOHTpONA 3a 6one3HAMW/HaLMOHaNbHbIMU
MHCTUTYTaMn  3apaBooxpaHeHusi  «buobesonacHocTb B
MUKPOOMONornyecknx n GromeanuMHCKMX nabopaTopusix» npu
MCMomnb3oBaHMn  noboro  MoTeHunanbHO  UHEKLMOHHOro
obpasua 4enoBeyveckoi CbIBOPOTKM wnm kpoBw. (Tekywias
pepakumsa; n CrangapT AamuHuctpaumm CLUA no oxpaHe
TpyAa v 300pPOBbS MO BPOXAEHHBLIM NaToreHam KpoBMu.

5. YeTkoe cobniogeHue BpeMeHU U TemnepaTypbl WHKyGaumi
HeobxoAMMO ANs TOYHbIX pe3ynbTatoB.. Bcem peareHTam
HYXXHO NO3BONUTb AOCTUIHYTb KOMHaTHOW TeMmmnepaTtypbl
(20-25°C) nepea Havyanom aHanusa. Bospatute
Heucrnonb3oBaHHble peareHTbl K OXNaXAeHHON TemnepaType
HeMe[eHHO nocre UCMoNb30BaHUS.

6. HenpaBunbHas npoMblBKA MOXET BbI3BaTb OLIMOOYHbIE
NONOXUTENbHbIE unm oLWnBoYHbIE oTpuuaTenbHble
pesynbTaTthl. MNepen nobaBneHnem KoHblorata unu cyberpara
ybeanTtecb, 4YTO MWHUMM3MPOBAHO KonuyecTBo  mnoboro
OCTaTO4YHOro MPOMBIBOYHOTO pacTBopa (Hampumep, MyTeM
NpoMoKaHWs unu  acnupauuv). He nossonsawnTe nyHKam
BbICbIXaTb MeXAy MHKyGauusiMu.

7. PasbaButenb obpasua, KOHTPONb, MPOMbIBOYHbIM Oydep wu
KOHBblOraT —copgepxaT as3ug Hatpus B koHueHTpauumn 0.1 %
(w/v). BbIno ycTaHOBReHo, 4YTO asug Hatpusi obpasyeT
CBVHLIOBbIE WNWN MeAHbIE CONMU a30TUCTOBOAOPOAHON KUCIOTbI
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B nabopaTopHbIX CTOYHO-BOAOMPOBOAHbLIX CUCTEMAX. YTO Npu
yaape MOXeT npuBecTM K B3pbiBy. Bo usbexaHue aTtoro,
TWaTenbHO MPOMbIBaTb PaKOBWMHY BOAOW nocne yTunusauuu
pacTtBopa, coaepKallero asug HaTpusl.

Cton pactBop TOKCUYEH. lMpuunHaeT oxorn. TOKCUYeH npu
BAbIXaHWW, MPU KOHTaKTe C KOXelW W npu rnotaHuu. [lpu
Hec4yacTHOM cnyyae unu ecnu Bbl 4yBcTByeTe cebs nnoxo
HemMeaneHHo obpaTuTech 3a MeQULMHCKON NMOMOLLbIO.

TMB pactsop BPE[EH. PasgpaxuTteneH ansa rnas, cuctembl
OpraHoB AbIXaHUsi U KOXW.

KoHueHTpaT npombiBouHOro 6ydepa - PA3OPAXUTEJb.
PasgpaxuTeneH ons rnas, cucteMbl OPraHoB OblXaHUst N KOXW.
BbiTepeTb OHO NnaHLeTa, YToGbl HE OCTanocCh XUAKOCTU U/unu
OTMneYaTkoB NasnbLEB, KOTOPblE MOrYT U3MEHSITb OMTUYECKYHO
nnotHocTb (Of1) cunTbiBaHMS.

PasbaBneHne wnu npuMelLIMBaHWE 3TUX peareHToB MOryT
BbI3BaTb OLUMBOYHbIE PE3ynbTaThl.
He pomkHbl  mcnomnb3oBaTbCA
n3rotoBuTenen.

TMB pactBop BO BpeMsi WCMONb30BaHWS [AOMKeH ObiTb
6ecLBeTHbIM, O4eHb CBETNO-XEMNTbIM, OYEHb CBETIO-3eNIEHbIM
UM o4eHb cBeTNo-cuHUM. 3arpsisHeHne TMB KoHbloratom unm
OPYrMU  OKUCIIUTENSIMU  MPUYMHSIET  MPEXAEBPEMEHHOE
n3MeHeHuve uBeTa pacteopa. He ucnonbsynte TMB, ecnn aTo
3aMeTHO MOCKHenN B UBeTe.

peareHTbl oT Apyrnx

Hukorga He nunetupoBaTb pToM. MWM3beraTb KOHTakTa
peareHToB 1 06pasLOM MauUMEHTOB C KOXEW W CrU3UCTbIMU
obonoykamu.

M3berate OakTepuanbHOrO 3arpsi3HEHWsi peareHToB.
NonyynTCs HempaBuIbHble pe3ynbTaTbl.

MepekpecTHOe 3arpsi3HeHVe peakTMBOB W/unu o6pasLoB MOXeT
NPUYNHATE OLUMBOYHBIE pe3ynbTaThbl.

MHOropasoBasi CTEKNsHHas nocyda AOSkHa OblTb BbiMbITa U
MOJSIHOCTbLIO OMONACKMBATLCS OT BCEX 4EeTEPreHToB.

M3beraTb 6pbI3roB Mnu obpaszoBaHnsi aapo3onen.

He nopgsepratb peareHTbl CUMbHOMY CBETY B TeyeHue
XpaHeHWst Unu nHKyGaLumn.

Mo3BonsAss MWKPOMYHOYHLIM MOMOCKaM W LWTaTUBY [AOCTUYb
KOMHaTHOW TemnepaTypbl A0 OTKPbITUS 3aLUMTHON OGOMOYKM,
3TO MPeAoXPaHUT NYHKN OT KOHAEHCaLUK.

[MpombIBOYHLIV pacTBOp AofKeH ObiTb cobpaH emKocTb Ans
otxogoB. O6pabotarite nepepaboTaHHbin pactBop 10%
oTbenuBaowmm BewectBoM (0.5 % rvnoxnopuTom HaTpusi).
M3beraTb BNMSIHUS UCnapeHns oTOenvBaTens Ha peareHThbl.
Mpepoctepexenne: >Xugkue oTxoAabl npu  kucnotHom pH
OOIKHbI  ObITb  HeWTpanuaoBaHbl nNepen AobaBneHvem B
pactBop oTbenuBaTens.

He ucnonbsoBaTtbnnaHwet NPA, ecnv nonocka nHaukatopa Ha
MeLLoYKe BbICYLLUMBAIOLLEro CpeAcTBa npesBpaTunach C CUHero
LiBeTa B pO30BbIN.

He nos3BonsTb KOHbIOraty BCTynaTb B KOHTaKT C €MKOCTAMMU
unn npubopamu, KOTopble, BO3MOXHO, Nepes 3TUM coaepxanm
pacTBOp C CcoAepXaHWeM a3uaa HaTpus B KayecTBe
KoHcepBaHTa. OcTaToyHble KonuMyecTBa asuga HaTpus MoryT
YHUYTOXWTb (hepMeHTaTUBHOE AeNCTBNE KOHbloraTa.

He noaBepraTb HWKakoW W3 aKTUBHbLIX PeareHToB BMUSIHUIO
pacTBopa C codepxaHvem oTbenusaTtens unm nmobbiX CUMbHbIX
apomMaTtoB B pacTBopax oTbenveatowmx Belects. OcTtaTtoyHble
KonuMyecTBa oTOenuBaroLLero BelecTsa (rMnoxnoputa HaTpus)
MOTYT YHUYTOXWUTb Ouonornyeckoe [dencTBME MHOTUX U3
aKTVBHbIX peareHToB 3TOro Habopa.

MoryT

TPEBYEMbIE, HO HE NMOCTABNAEMbIE MATEPUATbI

. MukponnaHweTHbI cumTbiBaTens Ans WUPA ¢ gnvHOM BOMHbI
namepenus 450 HM.

MuneTkn cnocobHble k TouHOMY pacnpegenenuio 10-200 mkn.

MHorokaHanbHble NUNETKNW AN TovHoro pacnpegeneHus (50-200

MKJ1).

e  EwmKocTu c peareHTamu Ansi MHOroKaHarbHbIX NMUMNETOK.

e [lpombiBOYHas ByTblnka UKW cMcTEMa NPOMbIBKA MUKPOITYHOK.

e [luctunnupoBaHHas Unn 4EMOHM3NPOBaHHas BoAa.

e MepHbIi uyunuHAp Ha 1 n.

e Cepororuyeckme NUnNeTkm

e OpHopa30Bble HAKOHEYHWKM ANs MUMNETOK.

e  BymaxHble nonoteHua.

e  JlabopaTopHbIi TalMep ANs MOHUTOPMHra 3TanoB UHKyGaumu.

e BaHHOouka Ans  yTunu3auMum  OTXOAOB U Ae3uHduumpylollee
cpeacteo (npumep: 10% 6biToBon oTbenunsatens, 0,5% runoxnoput
HaTpus).

ycnoBusa XPAHEHUA

7.
8.
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XpaHnTb HEBCKPLITLIN Habop npu 2-8°C.
MpenBapuTeENbHO — MOKPLITbIE  MUKPOMYHOYHbIE  MOJIOCKM:
XpaHutb npu  2-8°C. JlMwHME nonocky [OSMKHbl  ObiTb
HEMEANeHHO TMOBTOPHO 3aneyaTaHbl C  BbICYLUMBAKOLLMM
CpeAcTBOM U BO3BpALLEHb! A1 COOTBETCTBYHOLLETO XPaHEHUS.
[Monockn yctonumebl B TeyeHne 60 AHen nocre TOro, Kak
MeLlo4YeK Obin OTKPbIT U AOMKHLIM 06pa3oM BTOPUYHO 3aKPbIT,
1 MHOMKaTOP OCTaeTCs CUHUM.
KoHbtoraT. XpaHuTs npu 2-8°C. HE SAMOPAXVBATbD.
Kanubpatop, NOMoXWTenbHbIA M OTpULATENbHBLIA KOHTPOIb!
XpaHuTb npu 2-8°C.
TMB. XpaHuTb npu 2-8°C.
KoHueHTpaT npombiBodHoro 6ycdepa (10X). Xpauutb npu 2-
25°C. Pa3baBneHHbIi NpoMbIBOYHBIN Bydep (1x) ctabuneH B
TeyeHue 7 AHeN ecnu XpaHWTb MpW KOMHaTHOW TemnepaTtype
unn 30 gHen npu 2-8°C.
PasbaBuTtenb obpasua. XpaHuTb npu 2-8°C.
Cton pacTtBop. XpaHutb npu 2-25°C.

CBOP OBPA3LIOB

1.

OBLUAA
1.

PekomeHayeTca npoBoauTtb 3abop 06pasLoB B COOTBETCTBUN C
NCCLS pgokymeHTom M29: 3awmta coTpyaHukos nabopatopui
OT UH(PEKLMOHHBIX BONE3HEN.

HW oanH 13 N3BECTHbIX METOAOB HE MOXET 06ecneynT NosHy
YBEPEHHOCTb B TOM, 4TO 0OpasLpbl YeroBeYecKON KpoBU He

CMOCOGHbI nepegasaTtb MHEKLMIO. [Moatomy, BCE
Npon3BOAHbIE  KPOBU  [OMKHbI  CYATATBCA  MNOTEHUMAanbHO
VNHEKLMOHHBIMM.

B aTom aHanuse OOMKHbI UCMONb30BaTbCsl TONbKO HEeAaBHO
cobpaHHble U [OIKHBIM 0Dpa3oM COXpaHeHHbIe CbIBOPOTKM
KpOBM, nony4eHHble 0A06PEHHBIMU acenTnyecknmmn
npouenypamy BEHEMYHKUMU. HUKakue aHTUKOarynsiHtbl wnu
KOHCEpPBaHTbI He  [OOMKHbl  AobaenaTbes. N3berante
MCMOMb30BaHNA  FeMOSIM3NPOBaHHbIX,  FIMNEMUYECKUX UK
BGakTepnonorMyeckn 3arpsi3HEHHbIX CbIBOPOTOK.

XpaHuTe obpaseL, Npu KOMHaTHOW TeMnepaType He 6onee yem
8 yacoB. Ecnv aHanu3 He BbINonHseTCcs B npegenax 8 yacos,
CbIBOPOTKM MOryT XpaHutcsi npu 2-8°C He 6onee yem 48 4yacos.
Ecnn oxupaetcs 3afepxka B aHanuse, XpaHWTe CbIBOPOTKM
ons aHanusa npu -20°C wnu Hwxke. W3sberaiTe UMKINOB
MHOTOKPaTHOrO 3aMOpPaXMBaHWs / pasmMopaxuBaHusi, KoTopble
MOryT BbI3blBaTb MOTEPH) aKTUBHOCTM aHTUTen W [JaBaTb
oLWNBOYHbIE pe3ynbTaThl.

NPOLIEAYPA
N3Bnekute oTAaenbHble  KOMMOHEHTbI Ha6opa n3 MecTta
XpaHeHusa N Nno3BOJZiIbTE UM HarpetbCA OO0 KOMHaTHOM

Temnepatypsbl (20-25°C).

OnpepenuTte Tpebyemoe KonNn4ecTBO MUKPOMYHOK. MNposeanTe
LecTb onpedeneHni KoHTponew/kanubpaTtopos (ogHoro
6naHka, OOHOrO  OTpULATENBbHOrO  KOHTPONSA,  YeTbipex
KanmbpaTopoB W OAHOTO MOMOXWUTENbHOTO KOHTPONS OAHOW
npoueaype. bnaHk peareHT AOMKEH NPUMEHSATCS B KaXaoMm
aHanunse. [lpoBepbTe  TpeboBaHMs K  NpoOrpaMMHOMY
obecneyeHunio 1 cuUTLIBaIOLLLEMY YCTPOMCTBY ANA NPaBUMbHbIX
KOHpurypaumn KOHTponewn/kannbpatopos. BosspaTute
HEeMCronb30BaHHbIE MOMOCKN B 3anevyaTblBaloLMINCS MeLLoYeK
C ocywwutenem, repMeTM4HO 3akpoWTe W BO3BpaTUTE Ha
XpaHeHue npu 2-8°C.

NPUMEP CXEMbI NMJTAHLLETA

1 2

BnaHk MaumneHT 2
OTtpuy. koHTponb | MaumeHT 3
Kanunbpatop A MT. A

Kann6patop B
Kannbpatop C
Kannbpatop D
[Monox. KOHTPOnb
MaumneHT 1

I ®OMmmoom >

Mpoeeaute pasbasneHve 1:21 (Hanpum.: 10 MKN CbIBOPOTKK +
200 wmkn pasbasutens obpasua. MNMPUMMEYAHUE: nepegn
MCNOnNb30BaHNEM  XOPOLUO  BCTPSIXHUTE  OTpuuaTenbHbIN
KOHTPOMb, kanubpaTop, MONOXUTENbHbLIA KOHTPOMb U Kaxayto
CbIBOPOTKM nauuneHTa. Pasbasutens obpasua v3meHutcs B

uBeTe, noaTeepxpas TO, 4TO obpa3ey ob6beauHUNCA C
pasbaBuTenem.

B otpenbHble nyHkM pobaBbte 100 MKN Kaxporo
pa3baBneHHOro KoHTpons, kanubpatopa u obpa3ua u3

nnaHweta abcopbeHTa B nnaHweT Ans aHanusa. Y6eaurecs,
CTO 06pasupbl AOMKHbIM 06pa3oM nepemeluaHbl. [ns Kaxgoro
obpasua 1ncnonb3ynTe pasHble HaKOHEYHWKM NUMETOK.



5. B nyHky A1 B kauyectBe GnaHk peareHTa BHecuTe 100 Mkn
pasbasuTens obpasua. MpoBepbTe TpeboBaHus K
nporpaMMHOMY OOecneveHulo 1 CYUTLIBAIOLEMY YCTPOWCTBY
ANs NpaBuIbHbIX KOHUIypauuin NyHkn 6naHka peareHTa.

6. WHkyBupyiiTe nnaHweT npu KOMHaTHOM TemnepaTtype (20-25°C)
B Te4YeHumn 25 +/- 5 MUHyT.

7. TlpomoWTe MUKPOMYHOUYHbIE NOonocku 5X.

A. Py4Hasi npoyedypa npomMbi8Ku:

a. DHepruyHO BbITPSAXHUTE XMUOKOCTb U3 FYHOK.

b. 3anonHute Kaxagyl NYyHKY MPOMbIBOYHbIM Bydepom.
YpocToBepuTeCh B OTCYTCTBUM B MyHKax BO3AYLUHbIX
ny3bIpbKOB.

c. NosTopute atanbl a. n b. 4yTobbl B 0OOLWEM KoONMYyecTBe
npoBecTn 5 NpoOMbIBaHUN.

d. BbITpsiXHATE NPOMBLIBOYHBLIA PacTBOP M3 BCEX ITyHOK.
lMepeBepHutTe nnaHweTr Ha OyMaxHOe MOMOTEHLE U XECTKO
nocTyuute, 4Tobbl yAanuTb U3 NYHOK N06OM OCTaTOK MPOMbIBOYHOIO
pactBopa. OcMoTpuTe nnaHLweT, ybeanswncb B OTCYTCTBUM OCTaTKa
NPOMbIBOYHOrO pacteopa. B koHue kaxgoro paboyero AHs
cobupaiiTe NPOMbIBOYHBIA pPacTBOP B €MKOCTb AN OTXO4OB, M
obpabatbiBarite runoxnoputom HaTpusi 0.5% (oTbenuBartenem).

B. Aemomamu3upoeaHHas npoyedypa npombIKu:

Mpn ncnonb3oBaHMKM aBTOMaTM3MPOBAHHON MPOMBLIBOYHOW YCTaHOBKM,
oTperynupyte obbem pacnpegeneHns Ha 300-350  mkn/nyHky.
HactpoiTe umkn npombiBKM Ha 5 npombiBOKk 6e3 3adepxkku mexay
NpoMbIBKaMK. WNaenekute MWUKPOTUTPOBANbHbIN nnaHwer  u3
npomMbiBaTensl, nepeBepHUTE MNNaHwWeT Ha OymaxHoe nonoTeHue u
XKECTKO  MOCTy4uT, 4TOObl yAanmuTb M3 JyHOK NoboW  ocTaTok
NPOMbIBOYHOIO pacTeopa.

8. [Jo6asbTte 100 MK KOHblOraTa B KaXayto NyHKY, BKIOYas NyHKY
6naHka, B TOM Xe TeMmrne M nopsake kak pobasBnsAnuch
oGpasLbl.

9.  WHkyOupyinTe nnaHLwweT npu KOMHaTHOM TemnepaTtype (20-25°C)
B Te4eHun 25 +/- 5 MUHyT.

10. lpomonTe MUKPONYHKK, cneays npoueaype B atane 7.

11. [Oob6asbte 100 mkn pactBopa cybctpata TMB B Kaxayto fyHKY
B TOM Xe TeMne 1 nopsiake kak Aobasnsanucb obpasubl.

12. VHKyGupynTe nnaHLWeT npu KOMHaTHOW Temnepatype (20-25°C)
B TeveHum 10-15 MUHyT.

13. OcTtaHoBuTe peakuuo gobasneHnem 50 Mkn cton pacTtBopa B
Kaaylo NyHKy. BKMoYas NyHKy GnaHka, B TOM xe Temne u
nopsigke kak gobasnsnca TMB. MonoxwutenesHble 06pas3upl 13
CMHero LuBeTa CcTaHyT xenTteiMu. [locne pobasneHus crton
pacTBopa MOCTy4uTe MO NMaHLWeETy HEeCcKoNbko  pas
ybeamBLInCh, 4TO 06pa3Lbl NOMHOCTLIO CMELLaHbI.

14. HacTtpoiiTe cuuTbiBalolWee YCTPOWCTBO ANSA CHUTLIBAHWUS NpU
OnvHe BonHbl 450 HM 1 M3MepbTe onTu4eckyto nnoTHocTb (Of)
Kaxgom nyHkn npoTmB OnaHka peareHTa. [MnaHwert
Heobxogumo cuntath B npegernax 30 MUHYT nocne
pnobasneHysa cTon pacTeopa.

KOHTPOI1Ib KAYECTBA
1. Bo Bpemsi Kaxgon npoueaypbl aHannsa HeobXxoaMmo BKIoYaTb
NOOXWUTENbHbIA  KOHTPOMb.  OTpuuaTtenbHbIl  KOHTPOIb,
kanubpatop A, B, C n D. [HdononHuTtenbHo, Heobxoanmo
BKMoYaTh GnaHk peareHT.
2. Cneuudpukauum AN MONOXMTENbHOTO U OTpULATENbHOIO
KOHTpOMew criegytoLme:

[OMmkKHO 6bITh > 30 ME/Mn
[OMKHO BbITb < 15 ME/Mn

[MonoXnTENbHbBIN KOHTPOIb
OTpuuaTenbHbIA KOHTPOMb

a. Ol oTpuuatenbHOro KOHTPOMs, pas3geneHHas Ha

cpegHiolo Ol MONOXMTENBHOrO KOHTPOMS AOJHKHA
coctaenatb < 0.9.
b. [Ecnu 3HayeHuss KOHTpPONMeMm He HaxoasTcs B

npegenax BbILEYNOMSAHYTbIX AMana3oHOB, aHanus
cregyeT cuaTaTb  HeAeWCTBUTENbHbIM, W ero
HeobxoauMo NOBTOPUTb.

3. [NonoXxutenbHbIA KOHTPOMNb NpeAHa3HavYeH ANsi OTCNEXUBaHNUS
CYLLLECTBEHHOIO HECOOTBETCTBMS peareHTa W He rapaHTupyet
TOYHOCTM B MOPOroBOM Auana3oHe aHanmaa.

4. B coOTBETCTBUM C peKOMeHZauusiMm unu TpeboBaHUAMMU
MECTHbIX, FOCYAapCTBEHHbIX U/unu deaepanbHbIX NpaBun Unu
aKKpeAMTOBaHHbIX  OpraHuW3auui, MOryT —aHanuampoBaTbCsl
[OMOSNHUTENBbHBIE KOHTPOMMW.

MHTEPNPETALUUA PE3YNIbTATOB
1. Kanu6partop

1446, TPO
OcHoBbIBasAiCb Ha MCCNeAoBaHWAX 300POBbIX CbIBOPOTOK, GONE3HEHHbIX
CbIBOPOTOK M MexXayHapogHoro cTaHgapta (66/387) BcemupHon
Opranusaunm  3gpaBooxpaHerns (BO3), npowussogutenem  6bino
onpefeneHo MakcumanbHoe 3HayeHvne Hopmbl B ME/Mn n cooTHeceHo ¢
kanubpaTtopamu. KanubpaTtopbl MNO3BOMSAT onpedensTe 3HayYeHue
eaVHUUbl ANA  KaxAoro W3 aHanuavpyembix 06pasuoB. 3HayeHus
eaVHULbI onpeaeneHbl Ans Kaxaon napTun npousBefdeHHoro Habopa u
HaneyaTaHbl B NepeyHe KOMMOHEHTOB, BKIMIOYEHHOM B KaXabl Habop.

2. KoHTponb kayecTtBa

ObpaTtuTech k NnepeyHio cneundmkaumin, BKITOYEHHOMY B Kaxabln Habop.
OT1oT Habop onucbiBaeT XxapakTepHble ANna napTuu  cneuundukauum
Kaxpgoro u3 kanubpaTtopos. Ecnn nio6oin ns kanubpaTtopoB HaxoauTbCA
BHE AnanasoHa. PesynbTaTthl naumeHToB cyuTatTes
HedeNCTBUTENbHLIMU N He MOAAAI0TCH OTHETY.

3. Npeobpa3zoBaHne onTuyeckon nnotHoctu B ME/mn

OnTnyeckne NNOTHOCTM 06pPa3LoB OMpeaenslTcs M3 KanmbpoBOYHON
KpVBOW, BbIBeA€HHON 13 kannbpaTopos. KannbpoBoyHas kpuBas OomkHa
6bITb BblBEAEHA C MCMOMNb30BAaHWEM [aHHbIX COEAMHEHHbIX TOYeK Ans
Kaxgoro us atux 4 kanubpatopos (Ol Ha Y ocu un cooTBeTCTBYylOLLEE
3HavyeHne ME/mn Ha X ocu). cnonb3oBaHue Havnyywe nogobpaHHon
TOYEeYHOW KpuBOW, onpegenute 3HadeHve ME/mn gna kaxgoro u3
06pa3LioB, NPOBEPEHHbIX IKCTPaNoOnALMNENn.

WHTepnpeTaums pe3ynbLTaToB:

Mcnonb3ys 06pasupbl 300poBbIX Ntoaen, bonesHeHHbIe 06pasubl 1
ctaHgapT BO3, nsrotoBuTenb yCTaHOBUN criedytoLe pekomeHgaumm no
MHTepnpeTauumn pesynbLTaToB NauueHToB:

< 25 ME/mn oTpuuaTtenbHbIi
25-30 ME/MN COMHUTENbHbIN®
> 30 ME/MnN NonoXuTenbHbIN

O6pa3Lbl, KOTOpble MOBTOPHO COMHUTESbHbIE AOMMKHbI aHaNU3UpoBaTLCS
anbTepHaTUBHBLIM CEPONIOrMYECKUM METOAOM.

OrPAHNYEHUA AHATTU3A
1. PesynbtaThl aHanu3a He [OMKHbI WHTEPNpeTMpoBaThCA Kak
avarHoctudeckne.  PesynbTaTtbl  [OMMKHbI  MCMOMb30BATHLCS
TOMbKO Kak BCMOMOraTenbHoe CpeAcTBO MpU AMarHocTuKe.
PesynbtaThl  [OMXHbI  WHTEPNpeTMpoBaThCs  BMECTe  C

KITMHMYECKOW OLIEHKOM NnauueHTa.

2. BocnpousBogumble pesynbTaTbl C MUCMONb30BaHUEM CUCTEMbI
MDA  TpebyldT OCTOPOXHOMO  MUNETMPOBAHUS,  YETKOro
cnefoBaHusi nepvodam  MHKyGaumm M TemnepaTtypHbIM
TpeboBaHUsIM, Takxke TLaTenbHOW NMPOMbIBKM aHanM3upyemMbix
NYHOK 1 TLATENbHOIO CMELLUMBaHUSI BCEX PAcTBOPOB.

3.  WUktepuueckue, nunemuyeckue, remonuavpoBaHHble o6pasubl
MOryT MOBMMATb Ha pesynbTatbl 3T0ro MPA. Heobxognmo
n3beraTtb MCNOMb30BaHUA 3TUX TUMNOB 06Pa3LIOB.

OXWUOAEMbIE PE3YJIbTATbI

KnuHunyeckoe wuccnepoBaHve Bkmoumno 80 criyYalHbIX  OOHOPCKMX
HopMarnbHbIX 06pa3uoB. OTHOCUTENBHO 3TON rpynnbl, YeTbipe (5 %) Obinn
nonoxutenbHbiMK, 1 76 (95 %) 6binn oTpULaTENbHLIMU.

PABOYUE XAPAKTEPUCTUKU

CpaBHUTENbLHOE U3yYeHue:

BHyTpeHHee cpaBHUTENbHOE u3yyeHne ObINO npoBeAeHo, 4YTOObI
onpefenvTb 3KBMBAaNeHTHocTb cucTembl UOA TPO IgG OAU pgpyron
KoMmepyeckn pacnonaraemon cucteme NPA TPO IgG. SddekTnBHOCTL
Obinma oueHeHa, wcnomnb3ys 248 obpasuoB, u pesynbTartel Obinu
0606LeHbl B Tabnuue 1 Huxe.

Tabnuua 1.
KpaTkoe onucaHue cpaBHUTENLHOTO UCCNEAOBAHUS CUCTEMbI
W®A OAU npoTuB KOMMepyecku pacnonaraemoit cuctembl UPA

Cuctema U®A TPO IgG AU

Monox. | Comuut.* OTpuu.| O6Wwe)
Kommepuyeckn | MMonox. 104 12 7 123
pacnonaraem
as cuctema
WA TPO IgG Otpuu,. 7 1 17 125
Ob6uwwe 111 13 124 248

*CoMHuTENbHbIE 06pa3Lybl Oblnn UCKNKOYEHbI U3 BBIYUCTIEHUIA HUXKE.

OTHocuTenbHas® = 1041111 = 93.7% - 95% [loBepuTenbHbIit
UyBCTBUTENBHOCTb nHTepBan 89.1 to 98.2%
OtHocuTenbHas = M7124 = 94.4% -95% [loBepuTenbHblit



cneunuyiHoCTb untepean 90.3 to 98.4%
OTHocuTemnbHOE 2211235 _ 94.0% - 95% [losepuTenbHbii
COBMaaeHue uHtepean 91.0 to 97.1%

*

JoBoavm [0 Balero cBedeHWsi, 4YTO TEPMUH ‘OTHOCWUTEmNbHas
obpalyaeTcs K CpPaBHEHUIO pPe3yrnbTaToB 3TOMO0 aHanuMia K TakoBOMY
nopo6Horo aHanmsa. He Gblno NOMbITKM COOTHECTU pe3ynbTaTbl aHanmaa
c npucyTcTBueM 6GomnesHu wnu oTcyTcTBMEM. Hukakoe cyxaeHue He
MOXeT ObITb COAENaHO UCXOAs U3 CPaBHEHWsi TOYHOCTM aHanm3sa, 4tobbl
npefckasaTtb 6onesHb.

BocnpousBognmocTb

[na onpepeneHns BOCNPOM3BOAMMOCTM U3y4YeHWe NpOBOAWIIOCH B
nometleHun. ToecTb, Gblnn NpoBepeHbl 6 06pa3yoB; 2 oTpuUaTenbHbIX, 2
CUMNbHO MOMOXUTENBHBIX U 2 MONOXUTENbHBLIX 06pas3Lbl, KOTopble Obln
Hefaneko OT TMOPOroBoro 3HaveHuss aHanusa. Kaxgbii  obpasey
eXe[HEeBHO aHanuavpoBarsncst B 8 fyHKkax pennukatoB Ha NpoTskeHun 3
OHen. [lonydyeHHble [aHHble UCMOMb30Barnochb, 4TOoObl onpeaenuTb
BOCMpPOM3BOAMMOCTb W B npedenax v mexgy aHanusamu. KpaTtkoe
onvcaHue u3yyeHus npefactaBneHo B Tabnvue 2 Huxe (CM. 8 KOHue
amou uHcmpyKuuu).

MepekpecTHasi peakTUBHOCTb

[ins oueHKM cUCTEMbl Ha MOTEHLManbHYI0 NEPEKPECTHYI0 PEaKTUBHOCTb K
ApyruM  ayToaHTuTenam, Obinv  npoBepeHbl.ceMHaauate 06pasuos,
KOTOpble OblNM MOMOXUTENbHLI K aHTUTEeNam K SAepHbIM aHTUreHam
(ANA) Ha HEp-2 kneTkax. /13 npoBepeHHbIX 06pa3LoB, HU OAMH He Obin
nonoxuteneH k W®A TPO IgG. 370 wu3yyeHme ykasbiBaeT, 4TO
BEPOATHOCTb  BIIMSIHUS  MUCXOOS U3 MEepPeKPecTHOW  peakTUBHOCTM
ayToaHTUTeN MarnoBepoOSITEH.

CooTHowweHue co BcemupHbiM CTaHgapTom 340poBbst

(NIBSC 66/387)

YT10o6bl OMpeaenuTb  COOTHOLIEHWE TOMYYEHHOr0 U OXWAAEMOro
pesynbtatoB BcemupHbil CtaHgapt 3poposbs (NIBSC 66/387) 6Gbin

INuTepartypa:
(Cm. 8 opueuHarne uHCmpyKyuu,).
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nposepeH Ha aHanuse OAWN. [aHHble 9TOro M3yyeHus npeacrtaBfeHbl B

Tabnuue 3 HUXe (CM. 8 KOHUE 3MoU UHCMPYKUUU).

Ta6bnuua 2. PesynbTathbl 3-4HEBHOIO M3y4YyeHne BOCNPOU3IBOAUMOCTHU

B npegenax aHanu3sa

Mexay aHanu3amu

1- AeHb 2-n foeHb 3-1n feHb CoBoKynHOCTb 3 AHen
CpegHee (ME/mn) | % KB CpegHree (ME/mn) % KB CpegHee (ME/mn) % KB | Cpegnee (ME/mn) | % KB
O6pased 1 77 3.1 55 3.9 79 5.9 69 15
O6pazeu2 | 112 5.8 88 16.4 109 3.0 103 12.6
OGpazeu 3 32 9.2 37 3.8 35 11.8 34 10.7
O6pasey 4 34 4.9 40 1.2 35 12.2 36 121
O6pasel 5 13 24 12 1.9 9 10.4 11 18.4
O6paseL 6 9 6.0 6 1.3 5 17.6 6 30.6

Ta6nuua 3. CooTHoweHne co BcemupHbiM CTaHaapToM
3nopoBbs (NIBSC 66/387)

Pas6aBneHue ME/mn kak Ol (450 | Pesynbrar:
cTaHpaapTta fnpoaHanu3npoBaHo HM) (ME/mn)
Hepa3baBneHHbIN 1000 > 3.000 278
1:2 500 > 3.000 275
1:4 250 2.710 243
1:8 125 1.740 144
1:16 62 0.890 61
1:32 32 0.457 30
1:64 16 0.202 14
1:128 8 0.112 8
NUTEPATYPA

(Cm. 8 opuzuHae UHCmMpyKyuu).
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