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MHCTPYKLUWUA

no npMmMeHeHuto Habopa peareHTOB
«AC-UDPA-Tupoua-aHtn-Tr»
TecT-cuctema UMMyHodepMeHTHas ANns KONMYeCcTBEHHOro onpeaeneHus
ayToaHTUTEN K TUPOrnooynuHy

1. HazHauyeHue

1.1. Habop peareHtoB «[C-NDPA-Tupoua-aHtn-Tr» npegHasHayeH AN
KONMYEeCTBEHHOIO onpeaeneHnst ypoBHS ayToaHTuTen K TupornobynuHy (Tr) B CbIBOPOTKE
KpOBW Yenoseka npu nomoLm MMMyHoepMeHTHOro aHanunsa (PA).

1.2. AytoaHTuTena kK Tr OTHOCATCA B OCHOBHOM K knaccy IgG. B cbiBopoTke
300pOBbIX NtoAen aHTUTena K Tr MOryT cogep)aTbCsl B KOHUeHTpauum go 100 ME/mn.
KoHueHTpaumMmM aHTK-Tr Bbllle 3TOM0 YPOBHA pacLUeHMBAKOTCA Kak MokasaTtenb
ayTouMmmMmyHHoro npouecca. OnpegeneHne aHTU-Tr MoXeT 6bITb MCNOMB30BaHO ASIS
ONArHoOCTUKM  ayTOMMMYHHbIX  MOPaXeHWh  WUTOBMAOHOM  Xenesbl  (AnddysHbin
TOKCUYECKMI 3006, ayTOUMMYHHbIN TUPEONOMT).

1.3. Habop paccunTtaH Ha npoBefeHve aHanu3a B aybnukatax 40 Hen3BeCTHbIX
npob, ogHa npoba KOHTPOSIbHON CbIBOPOTKM, LLIECTb CTaHAAPTHbIX KanmbpoBO4YHbIX Npob
n ogHa npoba gns onpefeneHns ontudeckon nnotHoctn TMB-CybcTpaTHOro pacrtsopa
npuv o4HOBPEMEHHOM MCMNOSb30BaHUN BCEX CTPUMNOB nriaHwweTa (Bcero 96 onpeneneHun).

B cnyyae pgpobHoro npumeHeHusi Habopa Heobxogumo obdAsaTenbHoe
MCMNONb30BaHNEe BCEX CTaHO4APTHbBIX KaNMBPOBOYHLIX NPO6 Npu KaXgom NOCTaHOBKE.

2. XapaktepucTtuka Habopa

2.1. MpuHUMN gencTBuA.

Ha nepBon cTagum aHanu3a aHTu-Tr, cogepxawmecs B KanmbpoBOYHbLIX WU
nccnegyembix npobax, CBA3bLIBAOTCA C  TUPOrNobynnuHOM, MMMOOBMIN3OBAHHOM Ha
BHYTPEHHEN MNOBEPXHOCTW NyHOK. Ha BTOpon cTtagum aHanmsa cBA3aBLUMECS aHTM-TT
B3aMMOLENCTBYIOT C KOHBLHraToM MOHOKMOHanNbHbIX aHtuten k IgG uenoBeka c
nepokcugason. Konuue STBO . CBSI3ABLUETOCS1  KOHbIOraTa MpsiMo  MpornopLUoHasnbHO
pRAIMIBCTEY T T B vcdfienyBmom obpastie.
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Bo Bpemsa nHkybauun ¢ TMB-CybcTpaTHbIM pacTBOPOM NPOUCXOLMT OKpalLMBaHWe
pacTBopa B fiyHkax. CTeneHb OKpacku NpsMoO NponopUMOHanbHa KOHUEHTpauun aHTu-Tr
B aHanu3aupyemsblx npobax. Nocne namepeHnsa onTM4ecKkom NAOTHOCTM pacTBoOpa B fNyHKax
Ha OCHOBaHUW KanMBpPOBOYHOrO rpaduka paccyMTbiBaeTCA KOHUEHTpauust aHTu-Tr B
nccnegyembix obpasuax.

2.2. CocTaB Habopa peareHToB «AC-UDA-Tupouag-aHtu-Try

Tabnuuya 1
XapakTepucTukn peareHToB dopma Bbinycka

MMMYHOCOPBEHT - NAaHLIET NOMCTUPONOBLIN pa3bopHbIn (12 cTpunos
no 8 NMyHOK KaxAabl, pa3bopHOCTb A0 1 NyHKM), B JTYHKaxX KOTOPOro 1 wr.
copbupoBaH HAaTUBHbLIN aHTUreH Tr LUNTOBUAHOW Xene3bl YeroBeKa.
KoHblorat - MOHOKITOHanbHble aHTUTena K IgG yenoBseka, MeYeHHble
nepokcuagason xpeHa. lNpo3payHas unun onanecumpyrowiasa XnakocTb 1 donakoH
XenrToro uBeTa. B KadecTBe KOHCEpBaHTOB COLEPXKUT: 12,0 mn
0,004% reHtamuumHa cynbgat, 0,05% npoknuH 300.
Kannbpatop 0, Kanubpatop 1, Kanubpatop 2, Kanubpatop 3,
Kannbpatop 4, Kanubpatop 5 — cTaHgapTHble KanMbpoBoYHbIe NPoObI
Ha OCHOBE CbIBOPOTKM KPOBW YerioBeKka, atTecToBaHHble no [lepsomy
mMexayHapoaHomy ctaHgapTty IRP 65/093, cogepxalune n3BecTHble 6 chnakoHoB
KonuyectBa aHTU-Tr. [lpospayHble wunm  onanecuupyowme 16 1.0 M
OecuBeTHbIE WNM CBETMO-XENTOro uBeTa XWAOKOCTU. 3HadeHus ’
KOHUEHTpauun aHTu-Tr B KannbpoBOYHbIX Npobax ykasaHbl Ha
9TUKETKax (oNakoOHOB M B aHANMTUYECKOM nacnopTe KadecTsa.
B kauyecTtBe koHcepBaHTOB coaepxart: 0,1% asug HaTpud, 0,1% deHon.
KoHTponbHasi CbIBOpOTKa - CbIBOPOTKA C WU3BECTHbIM COAEpXaHMEM
aHtu-Tr. [lpospayHas wnun onanecuupywowas 6ecuBeTHas wunn
CBETNO-XKENTOro UBeTa XUOKOCTb. 3HAa4YEeHME KOHUEHTpauun aHTu-Tr 1 donakoH
B CbIBOPOTKE YyKa3aHO Ha 3TUKEeTKe dornakoHa M B aHanuMTU4eCKOM 1,0 mn
nacnopTe KadecTsa.
B kauyectBe koHcepBaHTOB coaepxuT: 0,1% asng HaTtpus, 0,1% deHon.
PPC - pactBop Ansa npegBapuTENbHOrO pas3BedeHns CbiBOPOTOK.
[MpospayHaa wunu crerka onanecumpywowas cuHe-puoneToBoro 1 donakoH
LuBeTa XuOokocTb. B kadectBe koHcepBaHToB cogepxut: 0,1% asng 12,0 mn
HaTpus, 0,1% deHon.
BP - 6nok-pactBop Ans paboyero pasBedeHusi CbIBOPOTOK.
[MpospayHaas wnu crerka onanecuupyowasi po3oBoro LBeTa 1 cbnakoH
Xngkoctb. B kauyectBe koHcepBaHTOB coaepxuT: 0,1% asug HaTpus, 12,0 Mn
0,1% heHon.
MP (koHueHTpaT X 25) — MNPOMbLIBOYHBIA pPacTBOpP, KOHLEHTpaT. 1 dnakoH
ﬂPo3paqHaﬂ uUnu cnerka onanecuupyouwias, 6ecuseTHas unmM cBeTHO- 50.0 M
XKENTOro LBeTa XUAKOCTb. ’
TMB-CybcTpaTHbIN pacTBoOp - Npo3payHas becuBeTHast XNMOKOCTb. 1 cbnakoH

14,0 mn
Cton-peareHnT/0,2M - cepHas kucrnota B koHueHTpauuu 0,2 mosnb/n. 1 cbnakoH
[MpospayHaga 6ecuBeTHas XNOKOCTb. 25,0 mn
[MnaHweT onsg npegBapuTernibHOro pasBefeHnsa CbiIBOPOTOK 1 wr.
BnaHk ona noctpoeHnsa KanmbpoBOYHOW KPUBOW 1 Wr.
NHCTPpYKUMA NO NPUMEHEHUIO 1 Wr.




[ononHNTENbHO B KOMMMEKT NOCTaBKN MOTYT ObITb BKITHOYEHDI:

- KpbIlIKa K MOSIMCTMPOSIOBbIM 96-NYHOYHbLIM MflaHWeTaM UM 3awuTHas nieHka
ana MOA nnaHweTos;

- OAHOPAa30Bble HAKOHEYHUKN;

- NIIACTUKOBbIE BAHHOYKWN ANS XUOKNX peareHToB;

- NnacTtukoBasd cKpenka pAOnsd 3akpblBaHWUA Naketa C MMMYHOCOPOEHTOM uMnn
NONMMITUNEHOBBLIN NAKeT C 3aMKOM.

3. AHanUTNYecKue U AMarHOCTUYECKUE XapaKTepucTmku Habopa

3.1. YyscTBUTENbHOCTE. MUHMManNbHaa AOOCTOBEPHO onpeaensiemMas Habopom
KOHLEHTpauus aHTu-Tr B CbIBOPOTKE KPOBUM YenoBeka He npesbiwaeT 10 ME/mn.

3.2. KoathpunumeHT Bapraummn pesyrnbTaTtoB onpeneneHns aHtn-Tr B O4HOM U TOM
Xe obpasue CbiIBOPOTKM KpoBWU C mcnosnb3oBaHnem Habopa «[C-UDA-Tupomng-aHTU-Tr»
He npeBbiwaeT 8%.

3.3. CneundnyHoOCTb. Mcnonb3oBaHue BbICOKOOYULLLEHHOIO Tr ans
ceHcmbunuaaunm cTtpunos obecneynBaeT BbICOKYHO CneumpunYHOCTbL aHannsaa.

3.4. JInHenHoCcTb. 3aBMCUMOCTb KOHLEHTpauMM aHTU-Tr B obpasuax CbiBOPOTKM
KpoBM Npu pasBegeHun nx «Kannbpatopom 0» MMeeT NUHENHLIN XapakTep B AnanasoHe
KOHUEHTpauun kanubpoBoyHbix npob Ne1-Ne5. 3HauyeHne «IUHENHOCTU» OOSMKHO
HaxoanTbcs B npeaenax ot 90 go 110%.

3.5. To4HoCTb. [aHHbIN aHanUTU4YeCKMn napameTp MpoBepsieTcsd TeCTOM Ha
«OTKpbITUE»  a@HTU-Tr —  COOTBETCTBUME  W3MEPEHHOW  KOHUEHTpauum  aHTu-Tr
npegnucaHHon B nNpobe, nMOofyyYyeHHOM nMyTeM CMeLWMBaHUSA paBHbIX 06bLEMOB
KOHTPOJSIbHOM CbIBOPOTKM N KannbpoBoyHon npobbl Ne2. MpoueHT OTKpbITUA cocTaBndaeT
oT 90 no 110%.

3.6. KnuHnyeckasa nposepka. CogepxaHue aHTU-Tr U3Mepsnn B CbIBOPOTKE KPOBH,
B3aton ¢ 9 po 114acos y 250 3gopoBbix nwogen B Bo3pacte oT 21 go 45 ner.
N3mepeHHasa koHUueHTpauna aHTu-Tr He npesbiwana 100 ME/mn B 99,0% cny4yaes.

3.7. PekomeHayetcsa B Kaxgown nabopaTtopum npu  Ucnonb3oBaHuUM Habopa
YTOUYHUTb 3HAYEHUS KOHLEHTpaUuM aHTU-Tr, COOTBETCTBYOLLME HOPMASTbHbIM.

4. Mepbl NpeaoCTOPOXHOCTH

[locTOBEPHOCTEL pPe3ynbTaToB 3aBUCUT OT MPaBUMIbHOMO BbINOMHEHUSA CReaytoLwmx
npasusi NnabopaTopHOM NPaKTUKN:

4.1. TloctaHoBky W®A cneoyeT nNpoBOoAUTb B MNOMELEHUN C  KOMHAaTHOW
Temnepatypou ot 18 go 24 °C.

4.2. Henb3a ncnonb3oBaTtb peareHTbl N3 HABOPOB pasHbIX CEPUN UM CMEeLLnBaTb
NX MPY NPUrOTOBITIEHUN PACTBOPOB, KPOME:

- Hecneunduyecknx komnoHeHTtoB (MNP (koHueHTpatT x 25), TMB-Cy6cTpaTHbIn
pactBop, CTon-peareHT), KOTOpble B3auMMO3aMeHdeMbl BO Bcex Habopax gng
nccnegoBaHMA  FTOPMOHOB M OHKOMapKepos, npomseogctea OO0  «HIO
«[dnarHoCcTn4yeckne CUCTEMbI».

4.3. Henb3a wncnonb3oBaTb peareHTbl MOCMEe WCTEYEHUS CpoKa rOA4HOCTMH,
YyKa3aHHOro Ha ynakoBkKe.

4.4. PactBOpbl FOTOBUTb OCTOPOXKHO, UCKITOYasa Kakoe-nnbo 3arpsa3HeHme.

4.5. Henb3a npoBoanTb (IEPMEHTHYIO pPeakuuio B MPUCYTCTBUN pPeaKTUBHbIX
napoB (kucnoTta, wWenoyvb, anbgernabl) WM NbiK, KOTOpble MOryT MOBAUATH Ha
aKTUBHOCTb KOHblOraTa.



4.6. JlabopaTopHas nocyaa AO0ImKHa ObITb TwaTenbHo NPOMbITa;
npeanoyTUTENbHO NPUMEHEHNE MaTepmanoB O4HOPA30BOro NCNOMb30BaHUA.

4.7. depmeHTHaa peakumss ocobo 4yBCTBUTENbHA K MOHaM MeTannoB. Henb3s
AOMNyckaTb KOHTaKTa MeTaninyecknx npeaMeToB C pacTBOpaMM KOHbiorata unuv
cybeTparTa.

4.8. HeobxoaumMo Mcnosnb3oBaTh YMCTbIA HAKOHEYHUK OM1S KaX4oro obpasua mnm
peareHTa.

4.9. TlpombiBKa NYyHOK - BaXHbl 3Tan MpoBeAeHMs aHanus3a: HeobxoguMmo
cobntogatb peKOMeHO4OBaHHOE KOMMMYECTBO LIMKIMOB MPOMbIBKM U YOEAUTBbCH, YTO JTYHKM
MOMHOCTBLIO 3arofHAKTCA pacTBOpoM. He cnegyet ponyckaTb ocTatka XWOKOCTU B
NyHKax nocre npomMbIBKW. HenpaBunbHO NPOBEOEHHbIN 3Tan NPOMbIBKA MOXET NpUBECTH
K HETOYHbIM pe3yrnbTaTam.

4.10. Henb3a ncnonb3oBaTb OHY U Ty XXe BaHHOYKY ANS BHECEHMUSI KOHborata u
TMB-Cy6cTtpaTHoro pacrteopa.

4.11. HeobxogMmo wmcnonb3oBaTb TOMbKO  BanMAWPOBaHHbIE  [403aTopbl W
obopynosaHue.

4.12. Henb3sa naMeHATb Npouenypy nposegeHnsa aHanusa.

4.13. Henb3a nogBepratb peareHTbl BO3LEWUCTBUKO BbICOKOW TemnepaTtypbl WUIn
NPAMOro COfIHEYHOro cBeTa.

5. WUHcTpyKums no 6esonacHoCTU

5.1. Bce peareHTbl Habopa npeaHasHaveHbl Ana nabopaTopHOM ANAarHOCTUKM.

5.2. CbIBOPOTKM  KpPOBM  YerioBeka, UCMNOoSib3yemble  Mpu  NPUroTOBIEHUM
KanmbpaTopoB N KOHTPOJSIbHOW CbIBOPOTKN, HE COAEpKaT aHTUTeNa K Bupycy renatuta C,
aHtutena k BUY-1,2, aHturen Bupyca renatuta B (HBsAQ), p24 BUY-1 n aHTuTena K
BO3byauTento cudunmca.

5.3. B nomeweHun Cc MMMyHOOMArHOCTMYECKMMM  MaTepuanamm  Henb3q
ynoTpebnatb NuLLy, NUTb, KYpUTb, MPUMEHATH KOCMETUKY.

5.4. Henb3Aa nuneTupoBaTb PTOM.

5.5. MNpun paboTte ¢ uccnegyembiMm obpasuyamm HeobxogmMmo obpalaTtbCa Kak C
NOTEHUManNbHO OnacHbLIMW MaTtepuanamu, T.K. HA OOWUH U3BECTHbIA METOA TECTUPOBAHUS
He MOXET rapaHTUpOBaTb OTCYTCTBNE UHAEKLMOHHbIX areHTOB.

5.6. NMpn pabote c nwbbIM oboOpygoOBaHWEM, KOTOPOE KOHTaKTUpyeT C
uccrnegyemoiMm  obpasuamm K peareHTamu, HeobxoaMmo obpawaTtbCa Kak C
NHEKLMOHHBbIMK MaTepmanamu.

5.7. MNMpu paboTe ¢ Habopom peareHTOB U nccnegyemoiMm obpasuamm Heob6xoanmMo
ncnonb3oBaTh cneuoaexay M ogHopasoBble MNepvaTky, TwiaTenbHO MNPOMbIBATb PYKU
nocne paboTbl C HUMWN.

5.8. Heobxogmmo wum3beratb pacnnecknBaHuss o6pasuoB WM pacTBOpPOB,
cogepxawmx obpasuybl. [Npu pacnneckMBaHunm HemeasieHHO  Ae3vHduumpoBaTtb
noBepxHOCTb 3% pacTBOPOM XropamMunHa b.

5.9. Heobxognmo wu3beratb koHTakta TMbB-CybeTrpaTtHoro pacrtesopa, cTon-
peareHTa C KOXel U CIIN3NUCTbIMMU.

5.10. lMocne npoBeneHust (PepMEHTHOW peakunm HeobXxoaMMO HeWTpanmsoBaTb
n/vnu aBTOKNaBMpOBaATb pPacTBOpPbl, OTXOAbl MAW NHOObIE XWOKOCTW, coAepxalwime
Guonormyeckne obpasubl Ao cbpoca B KaHanusauuio.  TBepable  OTXoabl
(Mcnonb3oBaHHbIE NMaHLWETbl, HAaKOHEYHUKM K Ao3aTopam, rakoHbl, nabopaTtopHas
nocyaga, ogHOpa3oBble MepyaTku U T.4.) OOMMKHbI BbITb 06e33apaXeHbl NOrpy>KeHnem B
6% pacTtBop nepekucu Bogopoga ¢ 0,5% cuHTeTMYecKoro MowLero cpeacrsa wUnu B
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3% pacTteBop xnopamuHa b. nutenbHOCTb Ae3nHdeKumMn — He MeHee 1 4. [lonyctnumo
NMPUMEHEHNE APYroro paspeLlleHHOro K MPUMMEHEHU0 Ae3NHUUMPYIOLLEro CcpeacTsa.
TBépable 0TX0Abl Takke cnegyeTt obe3BpexnBaTb aBTOKIaBMPOBaHNEM B TeYeHMe vaca
npu Temnepatype oT 124 po 128 °C nop gaeneHnem 1,5 klc/cm? (0,15 MMNa). XXngkue
oTxodbl (MpOoMbIBOYHbIE BOAbl) crnegyeT obes33apaxuBatb [JoOaBneHMEM CyXoro
xnopamuHa b mn3 pacdeta 30 r/n (4NUTENLHOCTL OE3VHMEKUMM — HE MEHee 2 4) unu
KnnayeHnem B TedyeHne 30 MUH, UK aBTOKNaBMPOBaHMEM B TedeHue 1 4 nog gaBrneHnem
1,5 «kl'c/em® (0,15 MrMa) npu Temnepatype oT 124 po 128 °C. WHCTpyMeHTbl U
obopynoBaHue 0O m nocrne pabotel Heobxoaumo npotupatb 2 pa3a 70% 3TunoBbIM

CNUPTOM.

5.11. Xi Hekotopble peareHTbl cogepxat 0,05% npoknuH  300.
Mpoknun 300 0,05% - pasgpaxatoliee BewectBo. MoxeT Bbl3BaTb CEHCMOMNU3aUno nNpu
KOHTakTe C Koxewn. [lpn KOHTaKTe C KoXen NpoMbiTb 06nacTb KOHTakTa 60nblnm
KONMM4eCTBOM Mbifa 1 BOAbI.

6. O6opyaoBaHue n matepuarnbl, Heobxoaumeble npu padbore ¢ Habopom:

— CNEeKTpodOTOMETP BEPTUKANBHOIO CKAHUPOBAHUS, MNO3BOMANOLWNA N3MEPATb
ONTMYECKYH0 MNIOTHOCTb pacTBOpa B NyHKax nraHweTa npu gnuHe BosHbl 450 HMm;

— Wwenkep, NO3BONMSAKLLNA NPOM3BOAUTL BCTPSAXMBaAHME cO ckopocTbio oT 500 go
800 06/MUH;

— TepmocTaT ansa uHkybaumm npu tTemnepatype (37,0 £ 1,0) °C;

— YCTPOWCTBO ANS NPOMbIBaHUS MaHLWWETOB (BoLep);

— [03aTopbl NUMNETOYHbIE MOflyaBTOMAaTUYeCKMe OfHOKaHallbHble C M3MEHAEMbIM
obbemom oTbopa xugkocten: Ha 5-50 mkn; Ha 40-200 mkn; Ha 200-1000 wmkr;
Ha 1000-5000 MKnN ¢ HaKOHEYHUKaMU;

— [03aTop NUNETOYHbIN NOSlyaBTOMATUYECKUA BOCbMWUKaAHAaNbHbIWM, NMO3BONSHOLLINNA
oTbupatb 06BembI xkuakocTn 4o 300 MKM, ¢ HAKOHEYHUKaMK;

— umnuHap MmepHoin (200 mn, 500 mn);

— CTakaH CTeKnsHHbIN (500 mn);

— BOAA OAUCTUNNUPOBAaHHas;

— Bymara dunbTpoBansHasa nabopartopHas;

— nepyaTtku PE3NHOBbLIE UMW NTAaCTUKOBbIE.

7. AHann3snpyemble 06pasubl CbIBOPOTOK KPOBU YerioBeKa

Ana  VCKNYeHNa NOXHbIX pe3ynbTaToB Henb3s noAaBepratb  Uccrnefyemble
o6pasubl TePMOMHAKTMBUPOBAHUIO, HEOOXOANMMO OTOMpaTb M XPaHUTb UX B YCHOBUSIX,
npegoTBpaLlaowmx 6akrepmanbHbii pocT. Kaxabin obpasel, mccrneayemMon CbiBOPOTKU
cnegyet oTbupatb HOBbIM HakoHeyHukoM! OtobpaHHble o00pasubl XpaHuTb Mpu
Temnepartype oT 2 go 8 °C He 6onee 3-x cyTok. bonee anutenLHoe xpaHeHne AONyCTUMO
npu TemnepaTtype He Bbilwe MuHyc 20 °C (o6pasubl MOryT nogeepraTbCs 3aMOpaknBaHmo
n oTTamBaHuio He 6Gonee 1 pasa). Henb3s ucnonb3oBaTb 06pasubl ¢ 6akTepuanbHbIM
POCTOM, BbIpaXeHHbIM reMonun3om u runepnunugemmen. O6pasubl CbIBOPOTKM KPOBMW,
cogep)aliuune arperaTbl N 0Cagok, HEO6XOAMMO OCBETNATb LEeHTPUdYrMpoBaHMeM npu
1000-2000 06/muH B TeveHne 15 muH npu Temnepatype ot 4 o 8 °C.



8. MoaroTtoBKa peareHTOB AN aHanu3a

lMepea ncnonb3oBaHneM Bce peareHTbl Habopa BbiaepkaTb 30 MUH NpY KOMHATHON
Temnepartype.

8.1. MmmyHocopbeHT. BHMMaHMe: BO M3bexaHMe KOHAEeHCcauuu Brarn BHYTpM
JIYHOK Heo6xoaumo BblaepXaTb MMMYHOCOPOEHT Nnpu KOMHaTHOM TemMnepaTtype B
3aKpbITOM nakete He meHee 30 MUHYT.

BckpbiTb doonbrupoBaHHbi naket, otctynue 1,0 cM OT Kpaa naketa. BblHYTbL 13
nakeTa paMKy n HeobxoauMoe KONMYeCTBO CTPUMOB, BCTABUTb CTPUMbI B PaMKY.

[MakeT ¢ Hencnonb3oBaHHbIMU CTPUNaMK TWATENbHO repMeTU3MpoBaTh C NOMOLLLIO
CKpenkn onsa gonbrmpoBaHHOro naketa (He yaanss ocywmutens!). [1ns aToro kpan nakeTa
cnegyeTt CBepHYTb 2-3 pa3a M 3akpenuTb, HadeB CBEPXY CKpernky Ana ponbrmpoBaHHOro
naketa. Mnn nomMecTUTb BCKPbITbIN PONbIMPOBaHHLIA MakeT C WUMMYHOCOPOGEHTOM B
NONMATUIIEHOBbLIN MakKeT C 3aMKOM.

8.2. P — paboumnii NpombIBOYHbIN pacTtBop. Coaepxnumoe nakoHa ¢ KOHLEHTPaTOM
NPOMbIBOYHOIO pacTBopa TwaTenbHO nepemMewaTsb. [na npurotoeneHus pabodvero [P
HeobXxo4MMOe KONMYECTBO KOHLEeHTpaTa MNPOMbLIBOMHOIO pacTBopa passBectu B 25 pas
BOOOW AucTunnuposaHHon (Hanpumep, kK 10 mn koHueHTpata NP gobasutb 240 mn
BOAbl!). [Mony4yeHHbINn pacTBOp TWATENbHO NepemellaTb.

8.3. PPC - roToB K NnpUMeHeHMUIO.

8.4. BP - roToB K NpUMeEHeHMUI0.

8.5. KoHbtorat — rotoB K NPUMEHEHMIO.

8.6. CtaHgapTHble KannbpoBOYHbIE NPOBLI - TOTOBLI K MPUMEHEHMUIO.

8.7. KoOHTponbHasa CbIBOPOTKA - rOTOBA K MPUMEHEHNIO.

8.8. TMB — CybcTpaTHbI pacTBOP — rOTOB K NPUMEHEHMUIO.

8.9. Cton-peareHT - roToB K NPUMEHEHMUIO.

9. NpoBeaeHune aHanu3sa

9.1. Tllepen nposeageHnem WOA HeobxoauMoO BCTaBUTb B pPaMKy HYXHOE
KONMYecTBO CTPUIMOB.

9.2. MWccnegyemble cCblIBOpOTKM pas3Becti B 10 pas pactBopoMm Ans
npeaBapuTenbHOro passefeHnsa cbiBopoTok (PPC). [Ona 3Toro BHECTM B JIYHKU
BcnomMmoraTenbHoro nnaHweTta 90 mMkn pactBopa, AobaButb 10 MKN CbIBOPOTKM U
TwartenoHo nepemewatb. [lpy 9TOM (PUONETOBO-CUHMIA UBET WU3MEHSIeTCA Ha
3eneHoBaTo-ronybon. PasBefeHHble CbIBOPOTKU HE XPaHUTB!

9.3. CtaHgapTHble KannbpoBoYHble NPOBLI N KOHTPOSTbHYKO CbIBOPOTKY BHOCUTL MO
100 mkn B AByx noBtopax. PekomeHayeTca octaButb 2 nyHkn ansa namepenus O TMb-
CybcTpaTtHoro pacrteopa.

B octanbHble nyHkn mmmyHocopbeHTa BHectu no 90 mkn BP, 3atem no 10 mkn
npenBapuUTeNbHO pa3BeleHHbIX UccrnefyeMblX CbIBOPOTOK (KOHEYHoe pasBefeHune
cbiBopoToK 1:100). Nccnegyemble obpasubl XenatenbHO TecTupoBaTb B AybnukaTtax.
Cogepxumoe InyHOK TwlaTenbHO MepemMelwlatb nurnetuposaHneMm. BHumaHue! Bpems
BHeCeHus obpasuoB He AOMKHO npeBbiwaTtb 10 MUHYT! NMNaHWweT 3aKpbITh KPbILLKOW
WUInn 3aWnUTHOMN NIIEHKOMN.

9.4. BoaMOXHbI fiBe npoueaypbl MHKybaumm nnaHweTa:

Mpoueaypa 1 (tepmocrtar, (37,0 = 1,0) °C):

MnaHweT Bbligepxatb 30 MUWHYT BO BNaXxHOMW Kamepe B TepmocTaTe npwu
Temnepartype (37,0 + 1,0) °C.



[Ona co3pgaHnsa BRaXHOW Kamepbl MNaHWeT 3aKpbiTb KPbILWKOW, Ha KOTOPYHO
MOMNOXWUTb CMOYEHHYIO BOAOM unbTpoBanbHytd 6Oymary, nnaHweT noMecTuTb B
NONUATUMNEHOBBIM NakeT, NOCce Yero Kpas naketa 3aBepHYTb BHU3.

MNMpoueaypa 2 (komHaTHasa Temneparypa):

MnaHweT BblaepxaTtb 60 MUHYT Npy KOMHATHOW Temnepatype (3aeck 20-25 °C).

9.5. lNo nucte4yeHnn ykazaHHOrO BpeEMEHWN COAEPXXMMOE FIYHOK yaannTb C NOMOLLbIO
Bowepa (MMM MHOroKaHanbHOM NUNEeTKM) B E€MKOCTb Ana cbopa MHMUUMPOBAHHOMO
mMarepwuana, UMMyHOCOPOEHT NpombiTb 3 pasa padoumm NP, 3anMBas ero 4o Kpaes JyHOK
(He meHee 300 MK B JTYHKY) ¥ yaanssa npoOMbIBOYHbBIA PacTBOP C MOMOLLbIO BoLwlepa (Unu
MHOroKaHanbHoOM NMNeTKN) B €MKOCTb Ans cbopa mHdpuumMpoBaHHoro matepuana. o
OKOHYaHMM MPOMBbIBKM TLLATENbHO YAANUTb OCTATKM XXMAKOCTU U3 NYHOK NOCTYKMBaAHUEM
pamMKu CcO CcTpunamm B MEpPEBEPHYTOM MOMOXEeHUM no dunbTpoBanbHon 6ymare.
He gonyckaTb ocTaTka XXMAKOCTU B NIyHKax niaHweTa.

9.6. Bo BCe nyHKM CTPUNOB, KPOME NYHOK C KoHTporiem TMB-CybceTtpaTHoro
pactBopa, BHecTn no 100 MKN KOHbiOraTa, MiaHwWeT 3aKkpbiTb KPbILWKOW UM 3aLLNTHON
NSIEHKON.

9.7. BoaMOXHbI ABe npouenypbl MHKy6aumm nnaHwerTa:

Mpoueaypa 1 (tepmocrtar, (37,0 = 1,0) °C):

MnaHweT Bblgepxats 30 MWHYT BO BII@XHOW Kamepe B TepmocTtaTte npu
Temnepartype (37,0 + 1,0) °C.

MNMpoueaypa 2 (komHaTHasa Temneparypa):

MnaHweT BblaepxaTb 60 MUHYT Npy KOMHATHOM Temnepatype (3aeck 20-25 °C).

9.8. Cogepxnmoe InyHOK yaanutb B €MKOCTb And cbopa MHMUUMPOBAHHOIO
MaTepwana u nnaHweT NPoMbITb S pas, Kak B n.9.5.

9.9. Bo Bce nyHkM oTMmbIToro nnaHweta BHectn no 100 mkn TMB-Cy6cTtpaTtHoro
pacTBopa ¥ BblaepXaTb NpU KOMHATHOW TeMmnepaTtype B TEMHOTE:

Mpoueaypa 1: 20-30 MUH.

Mpoueaypa 2: 10-20 MuH.

9.10. Peakuuto octaHoBUTL fobaBneHvem B NyHKM no 150 Mkn cTon-peareHTa,
BCTPSAXMBATb CTPUMbl Ha Wenkepe B TedeHne 5-10 cekyHa U NpOBECTU y4eT pesynbTaToB.
Bpemsa mexay octaHoBkown peakumm n namepenmem Ol He fomkHO npeBbiwaTtb 20 MUH.

Cxema nposegeHus NOA npuseneHa B MNpunoxeHum 2.

10. Peructpauus pe3ynbtaTtoB
Peructpauuio pesynbtaTtoB NPOBOAUTL CNEKTPOOTOMETPUYECKU nNpu  AfIMHE
BOSHbI 450 HM.

11. YyeT pe3ynbTaToB

Peakuuio cnegyeT yyuTbiBaTb, €CNU CpedHee 3HayYeHue OnTUYECKOW MNIIOTHOCTU
(OIM) B nyHkax ¢ koHTporiem TMB-Cy6cTtpaTHoro pactsopa - He 6onee 0,1.

Mo pe3ynbTatam U3MepeHun BbIYUCIUTL cpeaHne apudgmeTnyeckme sHadyeHnsa Ol
ans ayénukatoB kKanubpoBo4Hbix 06pa3uoB. Ha TpadapeTte onga kanmbpoBoYHbIX Npob B
NMMHEWHbIX KoopauHaTax MOCTPOUTb KanmnmbpoBOYHYO KpuBYyk: ocb abcumcc X -—
KOHUEHTpauun aHtuten K Tr B KanubpoBoudHbix npobax (ME/mn), ocb opguHat Y -
3HadeHna cpegHen Ol kannbpoBo4HbIX Npob. Mo kanubpoBoYHOMY rpadrKy onpenenuTb
KOHUEHTpauuio aHTu-Tr B nccnegyemblix cbisopotkax. [na obpasuya ¢ Ol Bbiwe, 4em B
kanndposo4vHom npobe Ne5, BbigaeTcst pesynbTaT: 6onble HoMUHaUMM kannbpaTtopa NeS
nnu aToT obpasel omKeH GbiTb MpoTecTupoBaH B Gonblwem pasBegeHun (Ha BP). B



cnyyae  OOMOMHUTENbHOrO  pa3BedeHust obpasua  HeobxoaMMO  U3MEPEHHYHO
KOHLIEHTpaUNIo aHTUTen K Tr yMHOXWUTb Ha bakTop pa3BeneHus.

KoHTponbHasa cbiBOPOTKA CRAYXWT ANS NPOBEPKM TOYHOCTU U OOCTOBEPHOCTM
pe3ynbTaToB. [lonyyYeHHble BeNUYMHbLI KOHUEHTpauun aHTu-Tr B obpasuax cuuTaTb
AOCTOBEPHbIMW, €CNN  BbIMMUCINEHHOEe MO  KanuMbpoBOYHOMY rpaduKy 3Ha4YeHue
KOHLUEHTpauun aHTU-Tr B KOHTPONbHOM oOpa3ue nonagaeT B npegenbl, ykaszaHHble Ha
3TUKETKE (prakoHa.

12. OrpaHu4yeHuns TecTa

12.1. Bce peareHTbl Habopa npegHasHayeHbl ANs onpegeneHns aHTu-1r B
CbIBOPOTKE KpOBW 4Yenoseka. Habop He npegHasHayeH Ana onpegeneHns aHtu-1r B
CrloHe, Nnasme u apyrmx obpasuyax 4enoBe4YeCKOoro Uinm }XMBOTHOMO NMPOUCXOXAEHMS.

12.2. lpn ncnonb3oBaHun OBYyX M 6Gornee nnaHWeToB, peKkoMeHAyeTCsl CTaBUTb
KanmbpoBo4Hble NPO6LI NPY KaXaom NOCTaHOBKE.

12.3. Henb3sa kacaTbCs AHa JTyHOK.

12.4. Pe3ynbTaT TeCTUpPOBaHUA Ha aHTU-Tr cyuTaeTcss MO3UTUBHLIM, €CIu
KOHUeHTpauusa aHtn-Tr npesbiwaet 100 ME/mn. Pe3ynbTaTbl TECTUPOBAHUSA HA aHTUTENA
K TMNO n TupeornobynvHy MCnonb3ylTcs ANs OUEHKU COCTOSIHUS LUMTOBUAHOW >Xenesbl.
3aknyeHne 0 KIIMHNYECKOM guarHo3e He MOXeT OblTb OCHOBAHO TOSbKO Ha pes3yribTaTax
AaHHoro Tecta. B pguarHoctnyeckmx uenax pesynbTaTbl AOOSMKHbl  006s3aTenbHO
MCNoSib30BaTbCA B COMETaHUU C APYrMMU JaHHbIMU: CUMNTOMamMu, obLuen KIMHUYEeCKOM
KapTUHOW, pe3ynbTataMmu UCCnegoBaHnsa Apyrumun Tectamu.

13. YcnoBusi XxpaHeHUA U 3KcnsyaTtaumm Habopa

13.1. Habop peareHTOB JOSKEH XPaHUTBLCS B YNakoBKe NpeanpuaTua-u3roToBuTens
npun TemnepaType oT 2 0o 8 °C B 3alUMLLEHHOM OT CBEeTa MeCcTe B TeYeHne BCEero cpoka
rogHocTn. CpoK rogHOCTU YKasaH Ha ynakoBke Habopa.

13.2. TpaHcnopTupoBaHue Habopa peareHTOB MPOBOAWUTbL MpU TemnepaType OT
2 po 8 °C. [onyctmo TpaHcnopTupoBaHue npu Temnepatype ot 9 ao 20 °C He Gonee
10 cyTOK.

13.3. B cnyvyae ApobHOro wmcnorb3oBaHUA KOMMOHEHTbl Habopa Heobxogumo
XpaHuTb cnegyowmnm obpasom:

- MMyHOCOpPBEHT - nakeT C HEeuCnosib30BaHHbIMU CTpUMaMuU W Ccunmukaresnem
TWaTenbHO repmeTuampoBaTb. [locne nepBoro BCKPbITUS Naketa MMMYHOCOPOEHT
cTabuneH Ha NPOTSPKEHUN CpoKa rogHOCTM Habopa npu Temnepatype oT 2 go 8 °C.

- TP (koHueHTpaT x 25) - nocne BCKPbITUS (priakoHa OCTaBLUMACS
Hencnonb3oBaHHbIM P (KoHUueHTpaT X 25) XpaHuUTb BO (pnakoHe, MNOTHO 3aKPbITOM
BMHTOBOM KPbILIKOW, Ha MPOTSIKEHMM CpoKa rogHOCTM Habopa npu Temnepatype
oT 2 oo 8 °C;

- Pabounn NnpomMbIBOYHbIM pacTBOp, NOArOTOBIEHHbIN K UCMONb30BAHUIO, XPaHUTL B
YUCTOW NIIOTHO 3aKPbITOM €MKOCTU B TeveHue 14 cyT npu KOMHATHOW Temnepartype unuv
28 cyT npn Temnepatype ot 2 go 8 °C.

- PPC - nocne BckpbITUSa priakoHa ocTaBLUMACS Hencnonb3oBaHHbIM PPC xpaHuTb
BO (pnakoHe, MSIOTHO 3aKPbITOM BUHTOBOM KPbILIKOW, Ha MPOTSXKEHUW CPOKa FOAHOCTU
Habopa npn TemnepaType oT 2 go 8 °C.

- BP - nocne BckpbITUA poriakoHa oCTaBLUMACH HEUCNONb3OBaHHbLIM BP xpaHuTb BO
donakoHe, MNSIOTHO 3aKPbITOM BUMHTOBOW KPbLIWKOW, Ha MNPOTSXKEHUM CpoOKa rO4HOCTU
Habopa npn TemnepaTtype oT 2 go 8 °C.



- KoHblorat — nocne BCKpbITUA (priakoHa OCTaBLUMWACA HEUCNONb30BaHHbIM
KOHblOraT XpaHUTb BO (pnakoHe, NNOTHO 3aKPbITOM BMHTOBOW KPbILUKOW, HA NPOTSHXKEHUM
ABYX MecsiLeB nNpu Temnepatype ot 2 o 8 °C.

- CtaHgapTHble KanmbpoBoYHbIie NMPobbl - NOcne BCKPbITUS dhfiakoHa OCTaBLUMECS
HEeNcnonb30BaHHLIMN KaNMBPOBOYHLIE NPOOLI XpaHUTb BO (bnakoHax, NMMOTHO 3aKPbITbIX
BUHTOBbLIMM KpbILLKaMW, Ha NPOTSXKEHUM ABYX MecsaLEB npu Temnepartype ot 2 go 8 °C.

-  KoHTponbHas cbiBOpOTKa - MOCMAe BCKPbITUA  doriakoHa  OCTaBLUYHOCS
HEeNCNoNb30BaHHOMW KOHTPOSbHYIO CbIBOPOTKY XPaHUTb BO (OflakOHe, MMOTHO 3aKpbITOM
BUHTOBOW KPbILLKOW, HAa NPOTSXXEHUM OBYX MecsaLeB npu Temnepatype oT 2 go 8 °C.

- TMB-Cy6CcTpaTHbIM  pacTBOp - [MOCMe BCKPbITUS (priakoHa OCTaBLUMIACS
Heucnonb3oBaHHbiM  TMB-CybcTpaTHbIM  pacTBOp XpaHUTb BO  (ofiakoHe, MfOTHO
3aKpPbITOM BWHTOBOW KPbILIKOW, Ha MPOTSKEHUN [OBYX MECSAUEB MNpu Temnepartype
ot 2 oo 8 °C.

- Cton-peareHT - nocne BCKpbITUS doriakoHa OCTaBLUMWUCA HEUCNonb3oBaHHbIM CTon-
peareHT XpaHuUTb BO bflakoHe, MIOTHO 3aKPbITOM BUHTOBOW KPbILUKOW, HA MPOTSXKEHUU
cpoka rogHocTn Habopa npu Temnepatype ot 2 o 8 °C.

13.4. Ans nony4vyeHnsa HageXxHbiX pe3ynbTaToB HeobxoaMmo cTporoe cobnogeHue
NHCTPYKLMW.

Peknamaumn Ha cneundpmyeckue n pusmyeckme CBOMCTBaA npenapara HanpasnsaTb
B agpec npeanpuatus-unsrotosmutens - OO0 «Hay4Ho-nponsBoaCcTBEHHOE 06beauHeHNe
«[OunarHoctnyeckne cuctemol» 603093, Poccus, r. HwxkHnin Hosropog, yn. AbnoHesas,
a. 22, Ten./dakc: (831) 434-86-83 nnu Ten.: (831) 434-97-12.
E-mail: info@npods.nnov.ru, www.npods.ru.



14. O6bACHEHMe CUMBOJIOB

c € EC MapkupoBka (EBponewckas gupektuea 98/79/CE no in vitro
anarHoctudeckum MY)

IVD Tonbko Ana NabopaTopHOro Mcrnonk3osaHua (in vitro diagnostic)
d MpoussoguTens
REF KaTanoxHbii HOMep

Homep napTtum (cepun)

o TemnepaTypHble npegernbl XpaHeHUs

W KonunyecTtBo onpeaeneHnn
LOT
X+8"C

°C
g Cpok rogHoCTK yncno/mecsau/rog
EXP

Dﬂ Ncnonb3oBaTb MHCTPYKLMIO MO NMPUMEHEHWIO

COD,ep)KVIT pasgpaxarwuwiee seecTBo

Xi

W

15. Cnucok nutepaTypbl
Vole R., “Autoimmune disease of the endocrine system”, Boca Raton FL, CRC Press
(1990).
Vole R., Clin Chem, Vol. 40, 2132 (1994).
Anderson, J.W., et al.: “Diagnostic Value of Thyroid Antibodies” J Clin Endocrinol
Metab; 37:937-944 (1987).
Burek, C.L. and Rose, N.R.: “Detection of autoantibodies” in Gradwaohl’s Clin Lab
Methods and Diagnosis, Ed.8, C.V. Mosby, St. Louis, MO, pp. 1275-1278, (1978).
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MpunoxeHwne 1
MeToabl maTemaTuyeckon o6paboTkn pe3ynbTaToB
[Mpn ydyeTe pe3ynbTaToOB C MOMOLLLI BCTPOEHHOIO WMAW BHELUHEro nporpamMmMHOro

obecneyeHns cnekTpodoToMeTpa PEKOMEHAYETCA WUCMONb30BaTb credylolmne MetTonbl
MaTtemaTnyeckon obpaboTkn pe3yrnbTaToB:

Mapka cnectpocporomerpa
Statfax 2100, 3200 Point-to-point
Tecan Sunrise 4 parameter
Bio-Rad 680 4 PL-Cook-Wilkenson
Multiscan EX Point-to-point

11



¢t

(Z10-T) OTT

CXEMA AHAJIN3A

[MpunoxeHwne 2

[To 90 mxst PPC u 10 Mk uccrnenyeMbix 006pa3ioB (IpOBOIUTE B TUTAHIIETE TS

1 |BHecTnH
MPEIBAPUTEILHOTO PA3BEICHNUS)
[To 100 Mk kanuOpaTOPOB U KOHTPOJIBHOM CHIBOPOTKH B ABYX MOBTOPAX;
2 |Buectn [To 90 mxn BP u no 10 Mk uccieayeMbIX CHIBOPOTOK, IPEIBAPUTETHLHO
pasBeaeHHbix PPC (cm. 1. 1), B IBYX MOBTOpax
3 IMpouenypa 1 IIpouenypa 2
NHKYyOHpOBATH 30wk, 60 mun,
TEpPMOCTaT, KOMHaTHasl TeMIlepaTypa
37°C
IIpoMbITH IJIAHIIET 3 paza, He MeHee 300 MK pabodero NpOMBIBOYHOI'O PacTBOPA
5 | BHecTH l(':Io 100 MKJ1 KOHBIOTaTa BO BCE JIYHKH, KPOME JIYHOK C KOHTposieM TMb-
yOCTpaTHOTO pacTBOpa
IMpouenypa 1 IMpouenypa 2
6 | AukyOupoBaTh 30 wus, 60 wu,
TEpPMOCTaT, KOMHAaTHas TeMIiepaTtypa
37°C
7 IIpoMbITH IJIAHIIET 5 pa3, He meHee 300 MKJI paboyero MpOMbBIBOYHOIO pacTBopa
8 |Buectn [To 100 mxn TMB-Cyb6cTpaTtHoro pacTBopa BO BCE JIyHKH
IMpouenypa 1 IIpouexypa 2
9 | AukyOupoBath 20-30 muH, 10-20 mum,
B TEMHOTE B TEMHOTE
10 | BHectn ITo 150 mxn cron-peareHTra
11 | BcTpsiXHYTh B TeueHue 5-10 cexyHn
12 | Yder pe3yabTaToB 450 am
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