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Habop ansa onpeneneHus

TECTOCTEPOHA
Kam. Ne 120952
Konuyecmeo : 96
lpou3zeodumens : DAI (CLUA)

Memoduka om 03-26-2013

BHumaHue: ocHogol npu npoeedeHuu aHarnusa sejidemcs opuzuHal
UHCMPYKUUU Ha aHeJl. s3blKe.

HA3HAYEHUE
Hactoawmin Habop npeaHasHayeH AN KONUYECTBEHHOro onpeaeneHns
TECTOCTepoHa B CbIBOPOTKE YerlioBeka.

BBEOEHUE
(CMm. B opurnHane UHCTPYKLuM).

APMHUUN AHATTU3A

TecTtoctepoH VIPA ocHoBbIBaeTCSA Ha MPUHLMMNE KOHKYPEHTOCNOCOBHOro
CBSA3bIBAHMSA MeXdy TeCTOCTEPOHOM B aHanusvMpyemom obpasue wu
TectocTepoH-HRP  koHbloraToM, B CTabunbHOM KOnM4YecTBe aHTu-
TecTocTepoHa kponuka. B npouecce vHkyGauum nyHKM, MOKpbITbIE
KO3MUHbIM aHTu-kponuybum IgG uHkybupytotca npu 37°C) B TedeHun 90
MUHYT ¢ 10 MKN CTaHOapToB TECTOCTEPOHa, KOHTponsmu, obpasuamu
nauuneHTtoB, 100 mkn peareHTa TectocTepoH-HRP koHblorata 50 mkn
peareHTa aHTWU-TeCTOCTepoHa kponuka. B TeueHne wmHkybBauun,
3akpenneHHoe konmyectBo HRP-meyeHoro TectoctepoHa KOHKYpUpyeT ¢
3HAOrEeHHbIM TECTOCTEPOHOM B CcTaHaapTe, obpasue, Wnu CbiBOPOTKE
KOHTPOMS ~ KayecTBa Ha  OMpefenieHHbiX  MecTax  CBsi3blBaHUS
cneumdunyHOro aHTUTena TectocTepoHa. TakuM obpa3oM, KONMM4ecTBO
KOHblOraTa nepokcuaasbl TECTOCTEPOHA, WUMMYHOMOMMYECKN CBS3aHHOMO
C JIYHKOW, WHTEHCMBHO YMeEHblUaeTCsl, TaK Kak KOHLeHTpauus
TecTocTepoHa B obpasLe yBenuymMBaeTcs.

3aTem HecBsI3aHHbI KOHBbIOraT nepokcuaasbl TeCTOCTEPOHA yaansieTcs
1 NyHKM npombiBalTcs. 3aTem, gobasnsieTca pactsop TMB peareHTa u
MHKYOMpyeTCsi Mpu KOMHaTHOW Temnepatype B TedeHun 20 MUHYT,
npuBoasi K obpasoBaHuo  cuHero uBeTa. PasButve  uBeTa
ocTaHaBnuBaeTcs gobaeneHvem cTon pactBopa, M abcopbuums
namepsietcs cnektpocotomeTpmnyeckn npu 450 HM. WHTEHCMBHOCTb
obpasoBasLuerocst ugeTta nponopuuoHansHa KOnu4ecTBy
NpUCYTCTBYIOLLErO  (bepMeHTa U MPOTMBOMOSMOXHA  KONMUYECTBY
HenoMeyeHHoro TecTocTepoHa B obpasue. KanubpoBoyHasi kpuBas
nonyvaeTcs NyTem COCTaBreHUst rpaduka KOHLUEHTpauun craHaapTa
npoTMB Mepbl norrolieHnss ceeTa. KoHUeHTpauus TecTocTepoHa B
obpasuax W KOHTpOnsX, aHanuaupyemasl OfHOBPEMEHHO  CO
cTaHgapTamm MoXeT GbITb paccuuTaHa OT KanMbpoBOYHOW KPUBOW.

3ABOP U NPUITOTOBJIEHME OBPA3LIOB

1. [Ons aHanu3a [ofmkHa  WUCMONb3oBaTbCA  TOMbKO — ChbIBOPOTKA
yernoseka.

2. OG6Cpasupl He HyXgawTcsa B CheuvanbHoW  npeaBapuTeNibHON
obpaboTke.

3. O6pasubl CbIBOPOTKM MOFyT XpaHUTbCA 00 24 4acoB npu 2-8°C un
OOIDKHbI - 3amMopaxusaTbCs  Mpu -10°C unn  Huxe npu 6Gonee

ANUTENIBHOM  XpaHeHuu. He Ucrnonb3ayinTe CUMbHO
remMosIM3npoBaHHbIe UMK NUNeMmyeckne obpastibl.
4. [lpumeyaHue: He OO/MKHLI  UCMOIL308AMbLCS o6pa3sybl,

codepxawue a3ud Hampusi.

PEATEHTbI

Mocmaensiemble 8 Ha6ope Mamepuarnbi:

1. KosnuHble aHTU-kponuubu |gG-NoKpbITEIE MWUKPOTUTPOBalbHbIE
NYHKM, 96 NyHOK.

2. PecpepeHTHbIE cTaHAapThbl TectocTepoHa: 0, 0,1, 0,5, 2,0, 6,0 n 18
Hr/mn. XXugkue, no 0,5 Mn Kaxabli, roTOBbIE K UCMOMNb30BaHUIO.

3. PeareHT Kponu4bLEro aHTU-TECTOCTEPOHA (PO30BOrO LiBeTa), 7 MIl.

4. PeareHT TectocTepoH-HRP koHblorata (cuHero useta), 12 mn.

5. TectocTtepoH koHTponb 1 wu 2, xwuagkmi, 0,5 mn, rotoBbIi K
MCMONb30BaHMIO.

6. TMB peareHT (ogHO3TanHbIN), 11 Mn.

7. Crton pacteop (1 N HCI), 11 mn.

Tpebyemble, HO He nocmaeJsisieMbie Mamepuarsbl:
e  TouHble nuneTku: 10, 50, 100 mkn n 1,0 mn.
e  OaHoOpasoBble HAKOHEYHWUKWN ANt MUNETOK.
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OuctunnupoBaHHas Unu 4eMOHU3NPOBaHHas Boaa.
BuixpeBoi cMecuTenb unu ero aHanor.
Abcopbupytowas bymara nnm 6ymaxHoe nonoTeHue.
MwunnumeTtpoBas bymara.

MUKPOTUTPOBAaNbHbIV NNAHLWETHbIA CHYUTBIBATENMD.

NPUITOTOBJIEHUE PAFEHTOB

1. [lpuBegute Bce peareHTbl, 4YTO OyayT UCMONBL30OBATLCA K
KOMHaTHoW TemnepaType (18-25°C).

2. OG6pasubl C 0XMOAEMbIMU KOHLEHTpauusiMu TecTocTepoHa 6Gonee
yem 18 Hr/mMn MoryT OblTb MpoaHanM3npoBaHbl KONMUYECTBEHHO
nyTem pasbaeneHus pasbaBuTenem, pacnonaraeMbiM NpoaaBLOM.

NPOLIEAYPA AHANU3A

1. TNomectute B AepxaTerne Xenaemoe KONMUYECTBO MOKPbIThIX NYHOK,
KOTopble OyAyT MCNONb30BaTbCS.

2. Tunetkon BHecuTe 10 MKN Kaxgoro craHgapTa,
obpasLa B COOTBETCTBYHOLUME MYHKU.

3. Brecute 100 mkn peareHTta TecTtocTepoH-HRP koHblorata B
Kaxkayto NyHKy.

4. Pacnpegenute 50 MKn peareHTa KponmMybero aHTU-TecTocTepoHa B
KadKayto NYHKY.

5. TwamenbHo nepemewalime 8 meyeHue 30 cek. OYeHb 8aXXHO
nonHocmbio nepemMewams.

6. WHkybupywite 90 muHyT npm 37°C.

7. TlpoMonte nyHKU AUCTUNNIMPOBAHHOM WU  OEVMOHU3NPOBaHHON
BoAoW 5 pa3 u BbLITPsIXHUTE WX copepxumoe. (He mcnonb3oBaTb
NPOTOYHYIO BOAY).

8. BHecute 100 mkn TMB peareHTa B Kaxgyl IyHKy. OCTOpPOXHO
nepemeluante B TeveHnn 10 cexk.

9.  WHkybupywite 20 MUHYT npu KOMHaTHOM TemnepaTtype (18-25°C).

10. OcTtaHoBuTe peakuuo nytem gobasneHust 100 Mkn cTon pacTBopa B
Kaxkayto NyHKy.

11. OctopoxHo nepemewante B TedeHun 30 cek. O4YeHb BaxHO
y6edumbcss 8 moM, Ymo eecb CUHUU ygem cmail MosIHOCMbIO
KesimbIM.

12. N3mepbTe abcopbuuio npu 450 HM c NOMOLLbIO
MUKPOTUTPOBANbHOIO MNMAaHWETHOro cyuTbiBaTens 8 meyeHuu 15

MUHYmM.

KOHTpONA "

BbIYUCIIEHUE PE3YNIbTATOB

1. Bbluucnute 3HadeHve cpegHein abcopbumm (Agsp) ANS Kaxporo
Habopa pedepeHTHbIX CTaHO4apTOB, KOHTpPoOnen n o6pasLoB.

2. TMocTtpoiTe cTaHOapTHylO KpWBYK OTKNagbiBas cpefHioo
abcopbuunio  MoNyyYeHHyl AOns KaXkgoro craHgapTa NpoTUMB ero
KOHLEHTpauMmM B Hr/Mn Ha Musnumemposeol 6ymaze npu
3HayveHunsax abcopbuum Ha ocK Y 1 KOHLEeHTpaumsx Ha ocu X.

3.  Wcnonb3ysi 3HaueHus cpepHeit abcopbuum ans kaxgoro obpasua,
onpefeniTe COOTBETCTBYHOLLYIO KOHLIEHTPaLU TecToCcTepoHa B
HI/MN Ha KanMBpPOBOYHON KPUBOA.

4. JoBble 3HayeHWs1 norny4veHHble Ans pasbaBrneHHbix 06pasuoB
JOIMKHbI  OblTb  KOHBEPTUPOBAHbI, WUCMOMb3ysl MPU  BbIYMUCIIEHUN
COOTBETCTBYIOLLMIA hakTopa pasbaBneHus.

MPUMEP KANNMBPOBOYHOW KPUBOW

PesynbTaThl TUNMMYHOM NpoLeAypbl aHanu3a cTaHgapTa, BbIMOMHEHHOTO C
YTEHMAMM ONTUYECKOW NNOTHOCTU npu 450 HM nNokKasaHHbIi Ha Y ocu
NpOTMB  KOHLEHTPAUMMN TeCcTOCTepoHa, MoKa3aHHbiXx B ocn  X.
MpumeyaHue: O1a kanMbpoBOYHAsA KpMBas NpeaHasHavyeHa Tornbko Ans
UNNOCTpaUMM, M He [ofKHa MCMofb30BaTbCsl AN BblYUCIEHUS
Hen3BeCTHbIX BeNuUuH. Kaxpas nabopaTopusi B KaXOOM 3KCNEpUMEHTE
.JOMmKHa paspaboTaTb CBOM COOCTBEHHblE OaHHble U KanubpoBOYHYHO
KpUBYIO.

TecTtocTepoH (Hr/mn) A6cop6uus (450 HMm)
0 2432
0.1 1.750
0,5 1.161
2,0 8.32
6,0 0.537
18,0 0.208
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PABOYME XAPAKTEPUCTUKN

1. YyBcTBUTENBHOCTH
MuHumanbHO onpedensiemMas KoOHUEHTpauusa TectoctepoHa WPA npum
namepeHHbelx 2 CO 13 cpefdHero 3HayeHUs HyneBOro craHgapTa
coctasuna 0,05 Hr/mn.

2. To4HOCTb
a. ToyHocmb 6 aHanu3se
ToyHoCTb B aHanuse Obina onpegeneHa nyTeMm aHanusa pennvkaTtos 4
pasHblx 06pasLoB CbIBOPOTKM B OOHOM aHanuse. BapuatuBHOCTb B
aHanuse ykasaHa Huxe:

O6pasubl 1 2 3 4
K-Bo pennukaToB 24 24 24 24
CpegH. TectoctepoHa (Hr/mn) | 0,44 3,7 51 12,7
CO 0,03 0,4 0,4 0,6
KB (%) 6,4 10,0 8,3 5,0

b. TouHOoCMb MexX0y aHanusamu
TouHOoCTb Mexay aHanusamu Obina onpegeneHa nytem aHanusa
pennukatoB 6 pasHbiX 00pa3sLoB CbIBOPOTKM B psge OTAeNbHO

OTKanubpoBaHHbIX aHanu3oB. BapuaTMBHOCTL Mexay aHanusamu
yKa3aHa Huxe:

O6pasubl 1 2 3 4
K-Bo pennukatoB 20 20 20 20
CpegH. TectocTtepoHa (Hr/mn) | 0,45 3,4 5,0 13,3
CO 0,02 0,3 0,2 0,5

KB (%) 4,4 8,4 4,4 3,7

3. WUccnepoBaHue BoCCTaHOBMEHUs
PasnuyHble 06pasubl  CbIBOPOTKM NALMEHTOB W3BECTHbLIX YPOBHEN
TecTocTepoHa 6binn 06beanHEHbI NN NPoaHanM3npoBaHbl B Aybnukare.
CpepnHee BoccTaHoBneHne coctaBsmuno 95,3%.

Ne napbl Oxupaemoe MonyyeHHoe %
(Hr/mn) (Hr/mn) BOCCTaHOBIEHUs!
1 8,7 9,2 105,9
2 9,3 9,6 103,6
3 6,3 5,2 83,2
4 5,0 5,0 99,9
5 2,6 3,3 127,5
6 2,4 2,3 97,5
7 0,66 0,46 70,4
8 0,61 0,46 74,6

4. CneuudcdunyHoCTb
Crepytolwime BewectBa ObinM  NPOBEPEHbl  HAa  MEPEKPECTHYIO
peakTUBHOCTb. [1pOLIEHT yKa3biBaeT Ha NepeKkpecTHY peakTUBHOCTb Mpu
cMelleHnn 50 % No cpaBHEHWIO C TECTOCTEPOHOM.

[laHHble OTHOCUTENbHO MEepPEeKPECTHOW PEeaKTUBHOCTM SISl HECKOJbKMX
3HIOMEeHHbIX 1 (hapMaLEeBTUYECKUX cTeponaoB 0606LLeHbI B criefytoLei
Tabnuue:

MepeKpecTHasi peakTMBHOCTL (%) =10MNy4eHHan KOHUeHTPaLVA TecToCTepoHa , 1qg
KoHueHTpauus ctepouaa

Crepoug MepekpecTHaA peakTUBHOCTb
TecTocTepoH 100%
OurnapoTecTtocTepoH 0.086%
AHnOpocTeHegnoH 0.89%
AHppocTepoH 1.0%

178 ectpagmon 0.05%
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MporectepoH <0.05%
3nuTecTocTepoH <0.05%
17-OH-lMNporectepoH <0.05%
OcTtpuon <0.05%
KopTtuson <0.05%
DHEA-Cynbdar <0.05%
KOHTPOJIb KAYECTBA
KsanuduumpoBaHHas nabopaTopHas npakTvka TpebyeT, 4TOObI
KOHTPONU  UCMONb30BanNMCb B  KaXAOW  KanubpoBOYHOW  KPUBOW.
CrartucTmnyecku BaXkHoe KOINM4YecTBO KOHTponewn [OIMKHO
aHanuM3npoBaTbCs,  YTOObl  YCTAaHOBUTb  CpPefdHWe  3HayYeHus U
npvemnemMble AuanasoHbl, 4TOObl 0bGecneynTb COOTBETCTBYHOLLYIO
abeKkTMBHOCTbL Habopa.
B kayecTBe KOHTponsi peKkomeHgyeTcsi ucrnonb3oBaTb BIO-RAD

LYPHOCHEK IMMUNOASSAY CONTROL SERA. [laHHbIi Habop Takke
NoCTaBNAETCA C BHYTPEHHMMM KOHTPONsAMU, YpoBeHb 1 u 2.

MPEOOCTEPEXEHUSA ONA NONb30BATENEN

He cywecTtByeT MeToauK, AAOLLMX MOMHYIO rapaHTUIo OTCYTCTBUS BMpYyCa
renatuta B, BUY/JTAB, nnun apyrnx MHEKLMOHHBIX areHToB B peareHTax
Habopa. [loaTomy, BCe MNPOAYKTbl YerioBeYECKOW KpOBM, BKIOYas
obpasubl MauMeHTOoB, [OOIMKHbI PacCcMaTpMBaTbCA KaK MOTEeHUManbHO
VNHEKLNOHHBIMM.

OXWAAEMbIE 3HAYEHUA

HactoatensHo pekomeHayeTcs, 4To 6 kaxaas nabopatopus yctaHoBuna
cobCTBEHHbIE 3HadeHuss HopMbl. TectocTepoH VMDA wnccnegosancs Ha
KNMMHMYeckux nabopaTopHbix 06pa3suax BbIGOPOYHbIX NALNEHTOB.

MyX4mnHbI: et (NoapoCTKM) 0.1 - 0.2 Hr/mn
B3apocnble 3,0 — 10.0 Hr/mn
YKeHWwuHbI: getn (NogpocTkn) 0.1 - 0.2 Hr/mn
donnukynsapHas gasa 0.2 -0.8 Hr/mn
JtoTeanbHas dasa 0.0 - 0.8 Hr/mn

MocT-meHonaysa 0.08 — 0.035 Hr/mn

OrPAHMYEHUA NPOLIEAYPLI

1. [HocTtoBepHble 1 BOCNPON3BOAMMbIE pe3ynbTaTbl ByayT Nony4YeHsbl,
Korga npouedypa aHanu3a BbIMOMHEeHa C MOMHbIM MNOHWMaHWeM
yKasaHui BKNagbiLwa Habopa " npu cobniogeHnm
KBanMuUUMpoBaHHOW NabopaTopHOW NPaKTUKK.

2. Mpoueaypa npomMbIBKKM KpalHe BakHa. HepoctaToyHas npombiBka
npvBedeT K HenomnHoW TOYHOCTU M OLUMOBOYHO MOBbLILLEHHBIM
cunTbiBaHMAM abcopbumm.

3. He wucnonb3yinte B aHanu3e CUMbHO EMOMM3NPOBAHHbIE,

nMneMuyeckne Unu MyTHole obpasLbl.

4.  PesynbraTtbl, MONy4YeHHble OT WCMONb30BaHMs 3Toro Habopa
OOIDKHBI - MCMONb30BaTbC  TOMbKO Kak [AOMOMHEHWE K  ApYruMm
AnarHocTuyeckuMm npoueaypaMm U MHgopmaummu, pacrnonaraemon
BPaY4oM.

XPAHEHUE HABOPA U UHCTPYMEHTAPUA

HeBckpbITble Habopbl AOMKHBbI XPaHUTLCS NOCMNe M3 NofyyYeHus npu 2-
8°C M MUKPOTWTPOBANbHLI NNAHIIET [OMKHbI COAEPXaTbCA B
repMeTUYHOM MakeTe C OCYLUMTENAMM, YTOObI MUHUMU3MPOBATL BMUSIHUE
BNaxHoro Bo3gyxa. OTKpbITble Habopbl OyQyT COXpaHATb CBOMO
aKTMBHOCTb [JO OKOHYaHWs CpoKa TrOoAHOCTM npu  cobniopeHun
BblLLIEYKa3aHHbIX YCNOBUIA XpaHeHns. MUKPOTUTPOBaIbHbIN MNaHWEeTHbI
cunTbiBaTeNb C LUMPUHOW CBETOBOW JOPOXKM 10 HM uNU MeHblue u
AnanasoHoM ontudeckor nnotHocTn 0-3 Ol npu anvHe BonHbl 450 HM
noaxoanT AN UCMoNb3oBaHUA n3MepeHns abcopbuum.

JINTEPATYPA (Cm. B opurnHane MHCTpyKLuu).
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