DIANEE

HABOP U®A A1 ONPEQENEHUS
CBOBOAHOIO TUPOKCUHA (T4)

Kam. Ne : 31462
Konuyecmeo mecmoe : 96
lpou3zeodumernb : DAI (CLLA)

Memoduka om 03-14-2013

BHumaHue: ocHosol npu nposedeHuu aHasnusa seridemcs opucuHar
UHCMPYKUUU Ha aHearl. A3blKe.

AHanus Free T4 ELISA
M UMMyHOCOpPOEHTHbIN aHanus ¢
eTon
npuMeHeHeM PUKCUPOBaAHHbIX (PePMEHTOB
MpuHUMn KoHKypeHTHbIN DA
Owvana3oH 0-7,40 Hr/mn
ObOHapyXeHus
O6paseuy 50 Mkn
CneuunduryHoCcTb 97 %
YyBCTBUTENBLHOCTb 0,314 Hr/mn
O6Lwee Bpems ~ 75 MUH.
Cpok rogHoCTH 12-14 mec.
HA3HAYEHME
KonunuyecTBeHHOe onpeaeneHne KOHUEHTpauMn cBOGOAHOIO TUPOKCHHA B
CbIBOPOTKE YyeroBeka MeToA0oM MWKPOMaHLWeTHOro

MMMYHODEPMEHTHOIO aHanusa.

KPATKOE ONMUCAHUE N OBBbACHEHUE AHANU3A

TupokcnH (T4) TUPOWMAHOW FOPMOH, KOTOPbIA LMPKYyNMpyeT B KpOBMW, B
OCHOBHOM B KOMIMJIEKCHOW hopMe C NpPOTEMHOM-HOCUTENeM, FMaBHbIM
06pa3oM TUPOKCUH-CBSA3aHHbIM rnobynuHom (TBG). Tonbko cBobogHas
(HecBsi3aHHas) YacTb T4 oTBETCTBEHHasi 328 BMONOrMYeCcKyto aKTUBHOCTb.
Korga koHUeHTpauus npoTenHa-HocuTens pacTeT, npu GepemeHHoCTH,
obLwmin ypoBeHb T4 n3MeHseTCs, TOrAa Kak KOHLEeHTpaumsi cBo6oaHOro
T4 octaeTtca B HOpMamnbHbIX rpaHuuax. [loaTomy u3mepeHue
KOHLUEeHTpaumn csobogHoro T4 6Gonblue CBA3AHHO C  KIMUHUYECKUM
cTatycoMm, 4Yem ypoBeHb obuiero T4. Hanpumep, poct obwero T4
CBfA3aHHbIN C  OEepemMeHHOCTbl, MPUMEMOM  KOHTpaUenTMBOB M
3CTPOreHHOW Tepanuewn, WHorga pesynbTaT YpoBHs ob6wero T4
HaxoAmuTCsl 3a HOPManbHbIMU rPaHULAMK, TOrAa Kak KOHLEHTpauus
cBobogHoro T4 ocTaeTcsi B HOpMaribHbIX YCTAHOBIIEHHbIX rpaHuUax.
MackupoBaHme naTonornM4eckon TUPOUAHON YHKLUMM MOXET Takke
NposiBNATLCA MpWU TUNep- U TUNOTUPOUAHBIX YCMOBUAX YBENUYEHWeM
KoHUeHTpaumn TBG. O6wuii T4 moxeT ObiTb yBENMYEH U CHUXEH
naMeHeHnamn  TBG, 4to ecTb pesynbTaTtoMm HOpMarbHbIX
YCTaHOBMNEHHbIX ypoBHeN. KoHueHTpauusa csobogHoro T4 packpbiBaeT
aKTyarnbHbIV KNMHUYECKWI CTaTyC NaLMEHTOB.

3T0T Habop MEeTOO0NOrM4ecKkn nocraensiet onTUManbHyto
YYBCTBUTEMBHOCTb, YTO TpebyeTcA  HEeCKONbKUMU  TEXHUYECKUMMU
MaHunynsuuamu.  CTaHgapT cbiBOpoTkM, obpasel, nauveHTa wnu
KOHTpONb cHavana pobasnseTcs B JIYHKY MVKPOMMAHLLETKM.
[obaBnsieTcs  KOHblOraT  3H3WM-T4, nocrne  4Yero  peakTaHThl
cMmelumBatoTes.  [lpoucxoauT peakumsi KOHKypupoBaHus mexay T4

3H3VMHBIM KOHBlOraToM U obpasuom csobogHoro T4 3a orpaHuyYeHHoe
YMCINO CBA3AHHbIX aHTUTEN, UMMOBUMN3NPOBAHHBLIX HA CTOPOHAaX JyHOK.
Mocne oTAeneHVs CBA3AHHOIO aHTUTENa 3H3MMHbLIM KOHbloratom T4 oT
HECBSI3aHHOTO  3H3UMHBIM ~ KOHBbIOraToM T4, aKTMBHOCTb  3H3MMa,
NPUCYTCTBYIOLLErO Ha MOBEPXHOCTH NYHKN KONUYECTBEHHO onpeaenseTcs
peakumen c cybcTpaToM Ans BbipabaTbiBaHMs LBeTA.

OGcnyxmBaHMe HECKOMNbKMX CTaHAapTHbIX CbIBOPOTOK C  W3BECTHOW
KOHLeHTpaumeln cBo60AHOrO TMPOKCMHA AaeT BO3MOXHOCTb MOCTPOEHWE
rpadvka aKkTMBHOCTM W KOHUeHTpauuu. [pu cpaBHEHWU [aHHbIX
COOTBETCTBYIOLLEN KPUBOW, aKTUBHOCTb HEU3BECTHbIX 00pasLoB MOXeT
N3MEHATLCSA B COOTBETCTBUM C KOHLIEHTPaLWel cBOGOAHOrO TMPOKCUHA.

APUHUMUN

CpasHumerbHbIl  UMMYHO-QbEPMEHMHbIU  aHanu3 —
mMemod 05151 ce0b600H020 T4.

HeobxoauMMbl TOYHble peareHTbl AN conuaHonm dasbl  MMMYHO-
(EepMEHTHOTO aHanusa, BK/toYasi MMMOOWUIM3NPOBAHHOE aHTUTENO,
KOHbIOraT EH3VMHOIO aHTUreHa Y NPUPOAHbLIN aHTUMEH.

Mocne cmewwmBaHMs KMMMOGUNM3MPOBAHHOIO aHTUTENa, KoHbiorata
E€H3MMHOT0 aHTUreHa 1 CbIBOPOTKM, codepKallen NpUpoaHbIi CBOBOAHLIN
aHTUreH, MPOUCXOAMT peaKuusi KOHKYPUPOBAHUS MeXay NpUpOaHbIM

aHanoauyHbIl
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CBOOOAHBIM  @HTUFEHOM W KOHBIOraToM EH3WMHOro aHTWreHa 3a

OorpaHM4YeHHoe 4ucno nepesBefeHHblX B HepacTBOPUMYHO cbopmy

CBSI3aHHbIX ~ CTOPOH.  B3aumopeinctsme  Hwxke  UNAMOCTPUpyeTCH
iy

Elzap + Ag + Abpw —= AgAbew + EMZAgAbey

. k—l’l
ypaBHEHVEM:
Ab.,=  MoHOCneuuduyeckoe  MMMOGUNU3NPOBAHHOE  AHTUTENO
(koHCTaHTa)

Ag= NpunpoaHbI aHTUreH (CMeHHas BenuynHa)

Enzag= KoHbloraT eH3MMHOro aHTureHa (KoHcTaHTa)

AgAb. ,, = Komnnekc aHTUreH-aHTUTENo

Enzagabc.w.= KOMNNeKkc koHbloraT eH3VMHOro aHTUreHa-aHTuTena

K.,= CTeneHb cTabunbHOM accoumnaTMBHOCTU

k..= CTeneHb cTabunbHOM aucaccoumaTMBHOCTM

K=k./k.,= CTtabunbHoe paBHOBeCUue

Mocne ToOro, kak paBHOBECUE [OCTUTHYTO, ppakuMsi CBSI3aHHOrO
aHTUTENa OTAensieTcs OT HEeCBA3aHHOro aHTUreHa JAekaHTauven unu
acnupaumen. AKTUBHOCTb 39H3MMa B ppakuum CBA3AHHOrO aHTutena
o6paTHO MponopuUMOHanbHa KOHLEeHTpauuM npupoaHoro cBo6oaHoro
aHTureHa. lMpu MCNONb30BaHWM HECKOSbKUX PasHbiX  YCTAHOBIEHHbIX
CbIBOPOTOK C W3BECTHOW KOHLIEHTpauuen aHTureHa Ans MoCTPOEeHus
KPUBOW, MOXHO MOMYYUTb KOHLUEHTpaLUU0 aHTUreHOB B HEWU3BECTHbIX
obpasuax.

PEATFEHTbI

MocTaBnsiemble MaTepuanbi:

. PecepeHTHasi 4yenoBseuveckas cbiBopoTtka — 1,0 mn/dn -
3Hayok A-F. Lllectb nakoHOB pedepeHTHON CbIBOPOTKU
TUPOKCUHA C COOTBETCTBYIOLLEN NPUONU3NTENBHOW KOHLIEHTpaumen
0 (A), 0,40 (B), 1,25 (C), 2,10 (D), 5,0 (E) n 7,40 (F) Hr/an. XpaHuTb
npu 2-8°C. [loGaBneHbi KOHCepBaHTbl TOYHBIA YPOBEHb yka3aH Ha
3TUKETKE COrfacHO pasHbIM foTam.

Ona Sl eauunu: 1 Hr/an * 12,9 = nmonb/n

. FT4 depmeHTHbIN peareHT — 13 wmn/cn. OavH  dnakoH
KOHblorata TWPOKCUMH-Nepokcuaasbl xpeHa (HRP) B anbbymuH-
crabunuaupytowlerr ocHoBe Obika. [Jo6aBrneHbl KOHCEpPBaHThI
XpanuTs npu 2-8°C.

. MukponnaHweT C fyHKamu, NOKPbITbIMU aHTUTenomM, 96 myHoK.
OaouH  MukponnaHweT Ha 96 NyHOK MOKPbIT aHTU-TUPOKCUH
CbIBOPOTKOW OBUbI, 3aneyaTaH B allOMWHUEBBLIA MakeT C
ocywmtenem. XpaHuTb npu 2-8°C.

. MpoMbIBOYHbIN pacTBOp — 20 Mn. OauH nakoH, cogepalumi
NOBEPXHOCTHO-aKTMBHOE  BelwecTBo B  doccaTHo-bydepHoM
COJ(;IeBOM pactBope. [Jo6aBneHbl KOHCepBaHTbl XpaHWTb npu 2-
30°C.

. Cy6eTtpar A — 7,0 mn/cbn. OpgHa byThinka, cogepxawas TMb B
6ycepe. XpaHnTb npu 2-8°C.

. Cy6ceTtpat B — 7,0 mn/cbn. OgHa GyThinka, cogepallas nepekuch
Bopopoaa (H,0,) B Gycbepe. XpaHuTts npu 2-8°C.

. Cton pactBop — 8,0 mn/dn. OpgHa OyTbinka, copepxalias
cunbHyto kucnoty (1N HCI) B 6ydepe. XpaHutb npu 2-8°C.

. MHcTpyKkuma nonb3oBaTtens

3ameyaHue 1: He ucnonb3ylme peazeHmMbl 0CIe OKOHYaHUsl CpoKa

npu2o8Hocmu.

3ameyaHue 2: 8ckpbimble peaceHmbl cmabursbHbl 60 OHel rpu 2-8°C.
3ameyaHue 3: BblleykasaHHble peareHThbI ons ogHoro 96-
MUKpOMMaHLleTa.

Heobxogumble, HO He NocTaBnNsAeMble MaTepuanbl:

1. TNuneTkn, cnocobHocTblo BHeceHuss obbema 50 u 100 mkn c
TOYHOCTbIO Gonee yem 1,5%.

2. [wucneHcep Ansi NOBTOPHOrO BHeceHusi obbema 0,100 mn n 0,350
MI C TOYHOCTbIO Bonee yem 1,5%.

3.  MwukponnaHLWeTHbI NpombiBaTenb WMNW chaaenueaiowwas OyTbinka

(Mo BO3MOXHOCTHM).

MuKponnaHLweTHbIVi pUAEp C ANMHHOW BOMHbI Npu 450 HM 1 620 HM.

AbBcopbupytoLlas bymara Ans BbITUPAHNUS MYHOK.

MnactukoBasi obepTka UNM MUKPONNAHLIETHBIAN HakpbliBaTenb ANs

Liara HKybauum.

7.  BakyyMHbI acnupatop (Mo BO3MOXHOCTW) ANSt Wara NpoMbIBaHusI.

8. Tanmep.

9. Marepwuanbl KOHTPONS KadyecTea.

ook

NPEAOCTOPOXHOCTHU
Ans duacHocmuku “in vitro”
He Onsi eBHympeHHe20 unu eHeWHe20 MPUMeHeHUs1 Ha JTF0sX unu
JKUBOMHbIX
C peareHTamMu 1 obpasuamu crnegyet obpallatbCsi Kak ¢ NoTeHumanbHO
VHEKLNOHHBIMM.

3AB0P U NOArOTOBKA OBPA3LIOB



Cobepute obpasubl KpoBU ODObIYHOM BeEHENyHKUMeW npu cobnopeHun
HeobxoaumbIx npaBun  GesonacHocTu. [Onst  MonyyYeHWst  TOYHbIX
pesynbTaToB, HeobxoaMMa YTPEHHSISi CbIBOPOTKA MauUWeHTa, KOTOpbIii
BO3JepxkuBaeTca oT npuema nuim. KpoBb HyHO cobpaTb B 06bI4HYHO
npobupKy C KpacHOW NOMOCKOW AN BEHENYHKLUMU, HE NCNOMNb3YS HUKAKMUX
nobaBok wunu renueBblx OapbepoB. [anite BO3MOXHOCTb  KpOBUW
cryctutbes. LeHTpudyrupyiite obpasel ons oToeneHust CbiBOPOTKU OT
kneTok. O6pa3ubl MoryT 6biTb oxnaxaeHsl npu 2-8°C makcumym o 48
YyacoB. Ecnu He HET BO3MOXHOCTW aHanu3upoBaTb 06pasLbl B TEYEHUU
48 yacoB, OHU MOTyT XpPaHUTbLCS 3amMmopoxxeHHbIMK A0 30 aHer npu -20°C.
M3berainte nNOBTOPHOrO 3amopaxuBaHusi U pasMopaxuBaHus. [lpu
aHanuse B oyonsx tpebyetca 0,100 mn obpasua.

NOAroTOBKA PEATEHTOB

1. TpoMbIBOYHbIN Gydep
Pa3baBbTe copgepxuMoe NPOMBIBOYHOIO KOHLEHTpata Ao obbema
1000 mMn AUCTUNNUPOBAHHOW WW HEWOHM3UPOBAHHOMW BOLOW B
NPUrogHOM Afsi XpaHeHUs KOHTenHepe. XpaHuTe Mpu KOMHATHOW
Temnepatype 20-27°C go 60 aHeit.

2. PactBop pabouero cy6cTparta
[Mepenente cogepxumoe sHTapHoro cnakoHa «cybecrpat A» B
YnCTBIN hnakoH «cybeTpat By». HakpoiTe 4ncTbii dorakoH xenTon
KpblLLEeYKOW, YTOObl GbINO nerko oTnMunTe. Cmeluante U xpaHuTte
npu 2-8°C.

lNpumeyaHue:

cuHez0 ysema.

He ucnonb3yliime pa6oyuli cy6cmpam, ecrnu OH

NPOLIEAYPA AHANN3A

lNeped Hawanom aHanusa npusedume 8ce peazeHmbl, peghepeHmHbie

CbIBOPOMKU U KOHMPOIU K KOMHamHol memnepamype (20-27° C).

1. TllpurotoBbTe nNyHKM MWKpOMMaHLWIETa ANA KaX[oro craHjapTa
CbIBOPOTKM, KOHTpons u obpasua Ana aHanusa B Aybnukate. He
MCMonb3oBaHHbIE CTPUMbI BCTAaBbTE Ha3aj B antOMUHUEBbLIN NakeT,
3aneuvaraiite u xpanute npu 2-8°C.

2. Packanante 0,050 mn (50 MKn) cooTBeTCTByHOLEN pedepeHTHO
CbIBOPOTKM, KOHTPONS MM obpasLa B NOMEeYeHHbIE NYHKU.

3. [Hob6aebte 0,100 mn (100 wmkn) pacteopa fT4 depmeHTHOro
KOHBlOraTa B BCE MyHKM.

4. TokpyTuTe MukponmnaHweT octopoxHo 20-30 cek. Ana cMelumBaHns
1 HakKponTe.

5. WHkybupyiiTe 60 MUH. Npy KOMHaTHOM TemnepaTtype.

6. Ypanute cogepXuMMoe — MUKpOMMaHweTa AeKaHTauuen  unum
acnvpauuen. NpomokHUTe nnaHweTKy abcopbupytowern bymarow, B
cnyyae AekaHTauuu.

7. [JobaBbte 300 wMKkn npombiBouHOro Oydepa, AekaHTUpynTe
(cnycTiTe n NpoMOKHWTE) unu acnupupyinte. NMoBTopuTe 3TO ABa
pa3a, 4ToO6 BMecTe noMy4yunoce TpU MpombiBaHus. MoxeT
ncnonb3oBaTbCA aBTOMaTU4YeCKOe WM Py4YHOe YCTPOMCTBO
Ans  npombiBaHusa. lMpu 3TomM cnegynTe PpyKoBOACTBY MO
aKcnnyaTauMmM nNpou3BOAUTENs ANA TOYHOW npoueaypbl
NPOMbIBaHUA. Mpun MCNonbL30BaHUU OyTbINKn co
cAaBrMBaHMEM, HanMoNHUTE KaXpyl JNyHKY NMpu caaBrnvuBaHWUU
KOHTelHepa (M3b6erante BO3AYyLWHbLIX Ny3bipen). [lekaHTUpyTe
npoMbiBaTenb M NOBTOPUTE eLle ABaXAbl.

8. [Hob6aebte 0,100 mn (100 mkn) paboyero cybcTpaTta BO BCE JYHKM.
Bcerna po6aBnATb peareHTbl B OAHOM nopsake Ans
MUHMMU3UPOBAHUA PaCXOXAEHUS BPEMEeHU peakuuu Mmexay
nyukamu. HE BCTPSAXUBAMUTE NNAHWET NOCHNE
AOBABJIEHMA CYBCTPATA.

9.  WHkybupyiTe npu KoMHaTHOWM Temnepatype 15 MuH.

10. [Oob6asbte 0,050 mn (50 mkn) cTonm pacTBopa B KaXAyk NyHKY W
OCTOpPOXHO cMmelwmBariTe 15-20 cek. Bcerga 4o6aBNATL peareHThbl
B OA4HOM Mopsigke AN MWHUMMU3UPOBAHUA PacXOXAEHWS
BpPEeMEeHU peakuun Mexay JyHKamu.

11. Cuutante  abcopbumio  Kaxgom  nyHkm npu 450  Hm
MUKPOMNMaHLIETHLIM CYMTbIBaTENEM (MCMOMb3ysi YCTAHOBIEHHYIO
OnuHy BomnHbl 620-630 HM ans MuHMMUM3auum KonebaHun) B
TeveHnn 30 MUH.

KOHTPOI1Ib KAYECTBA

Kaxpas nabopatopusi JOMmKHa aHanMaMpoBaTb KOHTPONW ANsi NPOBEPKM
rpaHvy  ypOBHEMN npu runoTupouausme, eytMpouausame 1
rMNepTMpovMan3Me Ans MOHUTOPWUHra XapakTePUCTUK aHanusa. JTu
KOHTPONMM HyXHO obpabaTbiBaTb kak HeusBecTHble W onpeaenstb
3HayeHMs1 B Kaxaou npoueaype Tecta. HyxHo noctpoutb Tabnuuy
KOHTPOIS KayecTBa AN XapaKTePUCTUK NOCTaBMsSEMbIX peareHToB. [ns
YCTaHOBMNEHUA TEHAEHUMIA, HYXHO WCMOMb30BaTb CTaTUCTUYECKME
MeTodbl  U3yyeHuss naumeHToB. Kaxpgass nabopatopusi  [orkHa
YCTaHOBUTb FpaHuLbl aHanusa. [lpyrue napameTpbl, YTO M3y4aloTcs npu
nccneposanum otpeska 80, 50 n 20% ctaHaapTHOW KPMBOW ykasbiBaloT
Ha BOCMpPOM3BOAMMOCTb Mexay Tectamu. Kpome Toro, makcumarnbHas
abcopbumsa He [oOMmKHa NPOTUBOPEYMTbL NpeablayLuM pesynbTaTam.
CyllecTBeHHas [eBuauMs C YCTaAHOBIEHHbIX XapakTepUCTUK MOXeT
nokasblBaTb W3MEHEHUS MpW  SKCNEpPUMEHTarbHbIX YCINOBUSX UMK
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gerpagaumm  peareHtoBs Ha6opa. Ceexue peareHTbl OOJDKHbI ObITh
MCMOnb30BaHbl ANSA onpegeneHnst NpUYMHbl Bapnauui.

BbIYUCIIEHUE PE3YNIbTATOB

Ona nonyyeHns KOHUEHTpauum cBOOGOAHOTO TUPOKCUHA B HEWU3BECTHbIX

obpasuax ncnonb3yeTcs KpuBasi OTBETHON A03bl .
MomeTbTeE abcopbuuto Nony4eHHyo c
MWKPOMMaHLWeTHOro puaepa, Kak ykazaHo B npumepe 1.

2.  OtmeTbTe Toukamu abcopbumio kaxgoro aybnukata cTaHaapTHOM
CbIBOPOTKM NPOTMB COOTBETCTBYIOLLEN KOHLEHTPauuM cBOGOAHOro
T4 B Hr/gn Ha nuHenHon rpaduyeckont bymare (He BblYMCHSNTE
cpegHee Oy6nunkaToB CTaHAApPTOB CbIBOPOTKM).

3. [poBeauTe onTUManbHyO KPMBYIO Yepe3 OTMEYEHHbIE TOYKH.

4. [Ins onpegeneHusi KOHUEHTpauun cBobodHoro T4 B HEU3BECTHbIX
obpasuax, oTMeTbTe cpefHiol abcopbumio AybGnukaTtoB Kawagoro
HEeM3BEeCTHOTO Ha BepTMKanbHOM ocu rpadwuka, Hangute
nepecekarLUMecsl TOYKM Ha KPUBOW M CYMTaMTE KOHLEHTpauui (B
HF/AN) C ropM3oHTanbHOM ocK rpadmka (MOXXHO BbIMUCNINTL CpeaHee
AybrnukaToB HeM3BECTHbIX, Kak yka3aHo). B mocnepyyuiem npumepe
cpefHsis abcopbums (1,071) nepecekaeTcsi C KpVBOW OTBETHOM
[03bl Npy KOHUeHTpauun csobogHoro T4 1,65 Hr/an.

pacnevyaTku

Mpumeuanue 1: KomnbloTepHoe nporpammHoe obecneveHne obpaboTku
OaHHblX, paspabotaHHoe Ana aHanusoB (MDA), MoxeT Takke
MCMonb30BaTbCs Ans 06paboTkn AaHHbIX.

[lybnukaTtbl HEN3BECTHOrO 3HaYeHNs MOTyT ObITb YCPeAHEHbI KaK yKa3aHo
(Cm. pucyHok 1).

MpumeyaHne 2: DAl moxeT nomoyb nabopaTopum B MNOKynke W
ycTaHoBKe obopyaoBaHus/nporpaMmMHoro obecneyeHust Ans MaMepeHus
1 MHTepnpeTaummn aaHHbix MOA.

Mpumep 1
O6pasey Homep AGc (A) CpeaHee 3HauyeHue
NYHKKN a6ce. (B) (Hr/an)
Kan A A1 2,658 2,612 0,00
B1 2,566
Kan B C1 1,919 1,900 0,45
D1 1,880
Kan C E1 1,339 1,306 1,10
F1 1,273
Kan. D G1 0,769 0,790 2,00
H1 0,811
Kan. E A2 0,396 0,400 5,00
B2 0,404
Kan. F C2 0,215 0,217 7,40
D2 0,219
KoHTp. 1 E2 1,827 1,835 0,50
F2 1,843
KoHTp.2 G2 0,541 0,557 2,70
H2 0,573
MauneHt A3 0,951 0,964 1,65
B3 0,976
PucyHok 1
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KoHueHTpauus fT4 (Hr/an)

*[aHHble, NnpefcTaBneHHble B NnpuMepe 1, TONbKO ANA WANKCTPaLMn v
He MOryT MCMOMb30BaTbCA BMECTO KanMbpOBOYHOWM KPUBOW ONS KaX4oro
aHanusa. YKasaHHble 3Ha4yeHUs p[ns KanuMopaTtopoB SABNAKTLCA
CBOWCTBEHHbLIMW ANs onpeaeneHHoN MX NapTuum.

OXWOAEMbIE AUANA3OHbI 3HAYEHUN
Bbino nposefeHo u3yveHne 3yTMPEOMOHOW B3POCMOW nonynsAuun Ans

onpegeneHuss OXuaaemblX 3Ha4YeHUW IToro TecTta. Pesynbrathl
HaBeaeHbl B Tabnuue 1.
Ta6bnuua 1
B3pocnble BepemeHHble (31

(89 o6pasuoB) obpaseu)
CpegHee 1,40 1,50
CTtaHgapTHOe OTKINOHEeHne 0,30 0,37
OxumaaemMble rpaHuLbl 0,8-2,0 0,76-2,24




BaXXHO MOMHUTb, YTO YCTAHOBMEHHbIE TPaHWULbl OXUAAEMbIX 3HAYEHWUI
ONs «HOpMasibHOM»  MOMyNAUMM  3aBUCMT OT MHOMMX  (DaKTOPOB:
cneundguyYHOCTL MeToaa, TECTUPOBAHHOI NOMYMALMUM, TOYHOCTU MeToaa.
Moatomy, kaxpasi nabopaTopusi AOMKHA ycTaHaBnMBaTb COGCTBEHHbIE
rpaHuupbl.

NAPAMETPbI KOHTPONA KAYECTBA
[na pocTOBEPHOCTM pe3ynbTaToB, criefyloline KpUTEPUN AOIIKHbI
NpUHUMATBLCS:
1.  A6copbuma kanubpatopa 0 Hr/gn gormkHa 6biTe 21,3
2. YeTblpe ”3 LWECTU COBOKYMHOCTEN KOHTpPOMnen [OSDKHbI
nonagatb B YCTaHOBMEHHbIE AManasoHbl.

OrPAHMYEHUA NPOLUEQYPLI

A. XapakTepucTuku aHanusa
BaxHo, 4TO Obl Bpems peakuMum Ans KaXgowh NyHKU Obino
cTabunbHo.

2. PackanbiBaHue 06pasLoB He 4OMmKHO npeBbiwaTbh 10 MUH.

3. Ecnu wucnonb3yetca 6onee 4Yem oOAWH MnaHWeT, Heobxooumo
CTPOUTL eLle 0OHY KPUBYIO.

4. [obaBneHvne pactBOopa cybcTpata npoBOUMPYET KUHETUYECKYHo
peakumto, KoTopasi ocTaHaBnuBaeTca JobaBneHnem cTon pacteopa.
Moatomy pobaBneHne cTon pactBopa WU cybcTpata HyXHO
NPOBOAMTbL C TOW CaMOMn 4acTOTON, YTO Obl HE AonycKkaTb YacoBYIO
[eBUaLMI0 BO BPEMST peakLmu.

5. TnaHweTHbIN puaep M3MepsieT BepTuKanbHO. He TopkanTecb AHa
MYHOK.

6. He npaBunbHoe yaaneHue pacTBopa nNpu acnupauuuM  unm
JeKaHTauuMu Ha Lwware npoMbIBaHWUSI MOXET MPUBECTU K HETOYHbIM
pesynbTaTam.

7.  Wcnonb3yiiTe KOMMOHEHTBI
peareHTbl pa3HbIX yNakoBOK.

B. UHTepnpeTtauus
He ucnonb3yiTe CUNbHO TEMONU3MPOBAHHbIE, NMMEMUYECKME U
3arpsisHeHHble 06pasLbl.

2. Ecnw. o HeKoTOpbIM NpUYMHAM, CYMTHIBAKOTCHA BbICLUME 3HAYEHWS
YyeM HawuBbICLLMIA KanubpaTop, nojasaWiTe ero kak ectb (T.e. > 7,4
Hr/an). He npobyiTte pas3taBnATb ob6paseu. TBG Bapuauuu B
pasHbIX MaTpuKcax He naer BO3MOXHOCTHU
nocnegoBaTenbHOro pastéaeBneHus ceBo6oaHoro T4.

3. B obuwemM, KOHUEHTpauMs TUPOKCUHA 3aBUCUT OT MHOXEeCcTBa
akTopoB:  (PYHKLMOHMPOBAHUSA TUPEOMOHON Xenesbl U ee
perynsauusi, koHueHTpaums TBG u cBasbiBaHWe TuMpokcuHa ¢ TBG.
MoaTtomy, KoHUeHTpauusi obLliero TUpOKcMHa cama no cebe He
[ocTaToyHa [Ans XapaKTePUCTMKM KITMHUYECKOrO cTaTyca.

4. 3HauveHusi obLlero TMPOKCUHA B CbIBOPOTKE MOXET KornebaTtbesi mog
BMMSHMEM Takux akTopoB, Kak OepeMeHHOCTb WnuM npuem
KOHTpauenTuBoB. [MoaTtomy cnegyet npoBoauTb aHanu3 T3 ans
OLLeHKU KOoHLeHTpauun TBG, 4to 6bl yCTaHOBUTL BbI3BaH Nu pocT T4
Bapuauven TBG.

5. YMeHblueHue 3HayYeHus ObLLero TMPOKCMHA MOXET ObiTb Bbl3BaHO
bonesHsMM HegocTaTka MpoTeuHa, Oone3HsAMW nedYeHn, NpUemMom
TEeCTOCTepOHa unu apyrux nekapcts. Tabnuua nekapcTs 1 ycrosus,
4YTO BNUSIIOT Ha BENWYMHbI TUPOKCWMHA, HaBedeHbl B >XypHane
AwmepukaHckon Accoumaumm KnuHuueckon Xvmuu.

6. WHTepnpetaumss FT4 ycnoxHseTcs pasHbIMW NekapcTBaMu, YTO
MOryT BNUSTb Ha CBA3blBaHWE T4 K NPOTEMHOBOMY HOCUTENHO
TUPOWAHOrO rOPMOHAa UNN BNUATL Ha ero metabonuam B T3. MNpun
HEKOTOpbIX ~ He-TUpouAHbIX 3aboneBaHUsiX OUeHKka TupowuAaa
CTaHOBUTCA  OCODOEHHO TsKenblM. HekoTopble nauMeHTbl 3Ton
KaTeropum MoOryT cTpagaTtb OT MNEPBUYHOrO rMNoTUpoMausMa unm
OT KOMMNeCUpyloLero BTOPUYHOrO  runoTupouamsma. B Takmx
crny4yasix pekomeHOyeTCcsl oueHKa YyBcTBUTenbHoro TTI.

7. B pengkmx criyyasx, MOBA3aHHbIX C JKCTPMMAanbHOW Bapuauuven
anbbymuH cBsA3bIBaloWEero crnocobHocTn Ana T4 kak cemenHas
auncanbbymuHoBasi runeptupokcuHemusi (FDH) — npsimasi oueHka
cBoboaHOro T4 MOXET ObITb MOXHOMN.

8. LUwupkynupoBaHme aHTMTENn K T4 UM TOPMOH CBSI3bIBAKOLLNX
MHMIMBUTOPOB MOXET BNUSATb Ha XapakTepuUcTUKn TecTa.

9. TlenapuH, Kak onucaHo, WMeeT in Vivo u in vitro addekTel Ha
ypoBHM cBobogHoro T4. O6pasubl nNauneHToB, YTO NOAAaBanuchb
renapuHoOBOW Tepanuu OoimkHbl ObiTb coGpaHbl Nnepen 06paboTkown
aHTUKOAryrnsiHTOM.

HE 1151 O6CJIEJOBAHUNS HOBOPOXXOEHHbLIX

TOoro camoro norta. He cmewwBanTe

PABOYUE XAPAKTEPUCTUKU
A. ToyHOCTb

TOYHOCTb BHYTPY M Mexay aHanusamu Gbina onpeaeneHa npu aHanuse
TpPeX pasHbIX YPOBHEW CbIBOPOTKU. [MoflyyeHHble AaHHble MoKasaHbl B
Tabnvuax 2 n 3.

To4yHoOCTb B aHanuse

[na oueHKn BHYTPWM TECTOBOW TOYHOCTU
OBaguatM  pennukaHToB (HWU3KUWA, CPedHUA W BbICOKUIA

Tpu o6pasLpbl CbIBOPOTKU
AnanasoH

3146Z, Free T4

KpuBOWA) BbINN NpoaHanuanpoBaHbl B OOHOM aHanuse. BHyTpu TectoBas
TOYHOCTb 6bina paBHa 3,25-10,98%.

Tabnuua 2
Huskun (Hr/an) CpepHuin Bbicokuin
(Hr/an) (Hr/ian)
Kon-so 20 20 20
CpegHee 0,550 1,740 3,250
Cco 0,061 0,074 0,106
KB 10,98 4,26 3,25

To4yHOCTb Mexay aHanusamu

[ns oueHkn Mexay TeCTOBOW TOYHOCTM OAMH Ay6nukat Kaxaoro us
Tpex o0pa3oB CbIBOPOTKM (HM3KMN, cpegHV W BbICOKMIN) 6bin
npoaranusuposaH B 10 aHanusax 3a nepuop 6 MecsAleB, YTO BKIOYaeT
NATb pasHbIX HaboOpOB peareHTOB U TPW pasHble TEXHUKW.

Mexay TectoBas TouHOCTb pasHa 6,01 — 10,81%.

Ta6bnuua 3
Hu3skun (Hr/an) CpenHun Bbicokun
(Hr/an) (Hr/an)
Kon-Bo 10 10 10
CpegHee 0,480 1,410 3,490
(ofe] 0,052 0,085 0,279
KB 10,81 6,01 7,90
B. MeTop cpaBHeHusA
[aHHbin  Habop Obin cpaBHEH C TecToM, MpW  UCMONb30BaHWM
pagvoMMMYHHOrO meToaa. Bbinu MCNONb30BaHbI ob6pasupl

TMNOTUPOWAHOW, €yTUPOMAHOW W TMNEPTUPOUAHON MONYNSILMK (3HAYEHNS!
B rpanuuax 0,1-8 Hr/gn). Obwee umcno obpasuoB  197. Cnwmcok
ypaBHeHWs1 KBapaTHOW perpeccun u kodpduumeHT koppensummn Bbinu
KOMMbIOTEPU3NPOBAHBI U CPAaBHEHbI C YCTAHOBIIEHHLIM METOAOM.

Ta6bnuua 4
AHanus nMHeMHoOW perpeccuu
MeToa CpepHee AHanus kBagpaTHon Koadhdp.
(x) perpeccuu Koppensiuumn
[aHHbIi meToa 1,56 Y=0.1034+0.9525* X 0,920
PedepeHTHbIN 1,59
Tonbko He3HauMTenbHOe KOMMYECTBO MOKas3ano PacxoXaeHue Mexay
MeTogamu. YpaBHeHWe KBagpaTHOW perpeccum U KO3ddUUneHT

Koppendauun ykasbiBatloT Ha OTMEHHbIA METOA.

C. YyBCTBUTENBHOCTb

YyscTBMTENBHOCTE Habopa coctaenset 0,05 Hr/gn. YyBcTBUTENMBHOCTHL
6bina nonyyeHa mcxoas u3 BapuabunbHOCTM CbIBOPOTKM M Mcnonb3ys 0
Hr/gn kanubpatopa u wucnomb3ys 2CO  (95%) pns  BblYMCneHUs
MWHUManbHON J03bl.

D. CneuunduryHoCcTb

lMepekpecTHas peaKkTMBHOCTb aHTUTENa TUPOKCMHA K HEKOTOpbIM
BellecTBam Obina oueHeHa npu gobasneHWn BAMSAIOWMX BellecTB B
CbIBOPOTKOBbIN MaTpUKC MNpWU pasHbiX KOHUEHTpauusix. [lepekpecTHas
peakTVBHOCTb Obina BblMMCMEHA Kak COOTHOLUEHWE Mexay [O030M
BMMAIOLLEro BellecTBa W [030M TUPOKCUHA, Heobxoaumon Ans
3aMeLLieHUst TOro CamMoro KonuyecTea BeLLecTBa, KoHbloraTa.

BewecTtBO MepekpecTHas KoHueHTpauus
peakTUBHOCTb

|-TMpoKCUH 1,0000 -
d-TUPOKCUH 0,9800 10 mKkr/an
d-TpUMOATMPOHUH 0,0150 100 mkr/gn
|-TPUNOAOTUPOHMH 0,0300 100 mkr/an
Mopotvposaux 0,0001 100 mkr/mn
[OnnogoTmposvH 0,0001 100 mkr/mn
[nitoa0TMPOHMH 0,0001 100 mKr/mn
TCr H/o 40 mkr/mn
AnbbymuH H/0 40 mkr/mn
PeHnnbyTasoH H/o 10 mKr/mn
DeHnTonH H/0 40 mkr/mn
Canuvumnat H/0 500 mKkr/mn
JINTEPATYPA

(Cm. B opurMHarne UHCTPyKLuK).
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