DIANEE

Ha6bop MDA
ANA onpegerieHnsi B CbIBOPOTKE UMK Nnasme
CBOBOAHOIO TECTOCTEPOHA

Kam. Ne 129247
Konuyecmeo : 96
Mpousgodumenb : DAI (CLLA)

Memoduka om 09-09-2010

BHumaHue: ocHosol npu npoeedeHuu aHanusa siensemcsi opuauHas
UHCMPYKYUU Ha aHafl. si3biKe.

AHanus Free Restosterone ELISA
MMMYHOCOpP6EHTHBIN aHanus ¢
MeTton
npMMeHeHneM PUKCUPOBaHHbIX (hepMeHTOB
MpuHuMn KOHKYpUpYHOLWUIA KOHBIOrMPOBaHHbLIN
nepokcugason UPA
Ounana3oH 0-100 nr/mn
obHapyxeHus
O6pasey 20 MKN CbIBOPOTKU
CneuundunyHocTb 100%
YyBCTBUTENBHOCTbL 0,6 nr/mn
O6wee Bpems ~110 MUH.
Cpok rogHocTH 12-14 mec.
NMPEAHA3HAYEHUE
[aHHbI HaGop ABNSETCA KOHKYPEHTOCMOCOOHbIM KONMOPUMETPUYECKUM
METOAOM AN KOMMYECTBEHHOTO  OMNpeferneHuss  KOHLEeHTpauuu

cBobogHoro TECTOCTEepOHa B CbIBOPOTKE U Niasme.

KNMMHUYECKOE 3HAYEHUE
(Cm. 8 opuzuHane uHCmpyKuuu).

APUHLUMN

CBobGoHbIi TecTOoCTEPOH (aHTUreH) B obpasue KOHKypupyeT c
NepokcMaa3on XpeHa TeCTOCTEPOHOM (hePMEHT-MEYEHHbIV aHTUreH) 3a
CBSi3blBaHME K OrpaHUYEHHOMY YWCIy aHTU-TECTOCTEPOH (aHTuTeno)
CTOPOH Ha MUKponnaHLwieTe (TBepaast dasa).

Mocne vHkybauun cBsA3biBaHWe / cBOBOAHOE pasferieHve NpoBOAUTCS
npocToun TBepAoda3oBoOV NPOMbIBKON.

PepmeHTHBI cybeTpat (H.02) n TMB cybetpat (TMB) pobasnsercs.
Mocne wucTeueHnss BpeMeHW, [OCTATOMHOTO AN pasBUTUA okpaca,
depMeHTHas peakuuss ocTaHaBnuBaeTcs U onpegenseTcs abcopbums.
KoHueHTpauusa ceobofHoro TectocTepoHa B obpasue BbluMCNAeTCH Ha
6ase cepuu cTaHAApTOB.

WNHTeHCMBHOCTL Okpaca o6paTHO MponopuuoHanbHa  KOHLEHTpauun
cBObOAHOro TecTtocTepoHa B obpasue. PTecTocTepoH B KpOBU CBSA3aH C
SHBG (60%) 1 B HM3KOM KonmyecTBe C anbbymmHom 1-2%, TONbKO
onpefeneHne cBoboOHOroO TecTocTepPOHa AaeT BO3MOXHOCTb OLEHUTb
6uronormyeckyto akTMBHOCTb FOPMOHa.

PEATEHTbI, MATEPUAIbI U UHCTPYMEHTAPUN

1. NocTtaBnsiemble B Habope peareHTbl U MaTepuanbl

1. CtaHpapTbl cBo60oAHOro TectoctepoHa (6x)(1 cpn. = 1 mn).

2. Konwbtorar, 1 6yTbinka, 15 Mn, TecTOCTEpPOH, KOHBIOrMPOBAHHLIN C
nepokcmMaason.

3. TloKpbITbI MUKponnaHweT (1 genumbli MukponnaHweT). JTyHku
NoKpbITble aHTUTeNnamu knacca lgG K TeCTOCTEPOHY.

4. TMB-cy6cTpar (1 6yTtbinka), 15 mn.
H20,/TMB 0,26 r/n (n3beraiite KOHTaKTa C KOXeMn).

5. Cron-pactBop (1 6yTbinka), 15 mn.
H2S0O4 0,15 monb/n (u3beraiiTe KOHTaKTa C KOXEN).

6. KoHLU. npoMbIBOYHbIN pacTBOp 10x (1 ByTbinka = 50 M)
NaCl 160 r/n; TBuH-20 10 r/n
20 MM dhocdpaTHbIn Bydep, pH 7,4.

2. Heob6xoaumbie MaTepuanbl, HO He NnocTaBnsAeéMble
,D,I/ICTI/IJ'IJ'II/IpOBaHHaH BoAa.

3. flononHuTenbHble MaTepuanbl U UHCTPYMEHTapun
ABTOMaTUYECKUn 4O3aTop.
MnaHweT-puaep.

lMpumeyaHue:

XpaHume ece peazeHmbl npu 2-8°C & memHome.

Bckpbigalime nakem ¢ MUKPOMIaHWemoM, mosbKo Koeda docmueaHyma
KOMHamHasi memrepamypa U HeMeOneHHO 3aKkpbigalme rocrne
ucrosnb308aHUs.
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lMocne eckpbimus MukponnaHwema om ocmaemcsi cmaburnbHbiM 00
OKOHYaHUs1 cpoka 200Hocmu Habopa. He ydansime  adee3usHbie
MOKPLIMUST Ha HE yMUITU3UpOBaHHbIX MOTOCKaXx.

NMPEAOCTEPEXEHUE

. PeareHTbl cogepxart Rroclin 3007 B kayecTBe KOHCepBaHTa.

. W3beravite nonagaHns nNpsiMoro CONMHEYHOro cBeTa, MeTasnsnoB Uim
okcuaaHToB Ha peareHT TMB/H,0,.

. Heobxogumasi MakcumanbHasi TOYHOCTb MNpU  PacTBOPEHUM U
BHECEHWWN peareHToB.

. He ucnonb3yiite peareHTbl C pasHbIMU CEPUAMMU.

. He ncnonb3yinte BbICOKO reMonuanpoBaHHble o6pasLbl.

. OTOT MeTon  [JaeT BO3MOXHOCTb  onpefeneHus cBobogHoro
TecTocTepoHa B Ananasoxe 0,06 nr/mn — 100,0 nr/mn.

. KnuHuyeckoe 3HaveHwe onpeneneHnss cBoGOAHOro TecTOCTepOHa
MOXeT ObITb HEBEpHbIM, €cnvM nauuMeHT nopaasarsncs Tepanuu
KOPTU3OHOM, HaTypanbHbLIMA WU CUHTETUYECKMMMU CTEpOuaaMM.

. Mpn wmcnonb3oBaHUM aBTOMATMYECKOro annaparta nonb3oBaTesnb
HeceT OTBETCTBEHHOCTb 3a npaBuUIbHOCTb npoBeAeHus
nccneaoBaHus.

NMPOLIEAYPA

1. NogroToBka ctaHaapTa (So, S1, Sz, S3, S4, Ss)

Mepen ncnonb3oBaHueM, cmellanTe 5 MUHYT BpaLLaloLLM MUKCEPOM.
CrtaHpapTbl  MMeloT  crnefylowylo  KOHUeHTpauuio — cBobogHoro
TectoctepoHa: 0, 0,2, 1,0, 4,0, 20,0 u 100,0 nr/mn. Mocne BCKPbITUS
cTaburneH wecTk MecsiLies npu +4°C.

2. NoaroTtoBka o6pa3ua

OnpeneneHne CcBOOOAHOrO TECTOCTEPOHA MOXET MPOBOAUTCH Ha
nnasme u CbIBOPOTKE, MOMYYEHHIX OT NauMeHTOB HaTowak. XpaHuTe
obpasey npu -20°C, ecnu onpegeneHne He NpoBoauTCst B AeHb cbopa
06pasuoB.

3. MoaroToBKa NPOMbLIBOYHOrO pacTBopa

Mepen wucnonb3oBaHvem pas3baBbTe cogepxumoe nakoHa "KoHu.
npomblBoYHOro pacteopa 10X" AMCTMNNMPOBaHHON BOAOW A0 KOHEYHOro
obbema 500 mn. [Ons MeHbwMx ob6bemMoB cobnioganTe nponopumto
pasbasneHunst 1:10. PasbaBneHHbI MPOMbIBOYHBIN pacTBop cTabuneH B
TeyeHne 30 agHewt npu 2-8°C. B KOHLIEHTPMPOBaAHHOM MPOMbIBOYHOM
pacTBope BO3MOXHO HabniogaTtb npucyTcTBUMe KpucTannoB. B aTom
crnyyae nepemMeluvMBaniTe MpuU KOMHATHOMW TemnepaTtype A0 MOfHOoro
pacTBopeHust kpucTannoB. [ns 6Gonblwen TwatenbHocTn pasbaBbTe
Lenyto ByTbINKY KOHLLEHTPUPOBAHHOTO NMPOMbLIBOYHOrO pacteopa Ao 500
Mn. Takxe OCTOPOXHO MepemMecTuTe BO BPeMsi MPOMbIBKU OyTbInKy,
3aTeM nepemMeLlanTe 40 MOMHOro PacTBOPEHUs KPUCTarnnos.

NMPOLIEAYPA AHAINU3A

Mockonbky He06Xx0AVMMO MPOBOAUTL onpeaeneHne B Aybne, NpUrotToBbTe
[ABe NyHKN ANs KaxOon M3 NATu Tovek kanmbposBoyHon kpuson (0-5), aee
Ans kaxporo obpasua v ogHy ans bnaxka. BHecuTe:

CraHgapt O6paseL BnaHk
CraHgapr (0-5) 20 mkn - -
O6paseL - 20 mkn -
KoHbtorat 100 mkn 100 mkn —

NHkyBupyiiTe npu 37°C 1 yac.
YpanuTe cogepXxumoe Kaxaoun fyHku, npomownTte nyHkn 3 pasa 300 mkn

pa3baBMeHHOro  MPOMbIBOYHOrO  pacTsopa. [lomHocTbio — yaanuTe
NPOMbIBOYHbIV PacTBOp.
| TMB cybcTpat | 100 mkn | 100 mkn | 100 mkn |

WHkyBupyiiTe npu KOMHaTHOW TemnepaTtype (22-28°C) 15 MuHYyT B
TEeMHoTe.

Cron-pacteop |  100wmkn |  100wmknm | 100 mkn |

CuutanTte abcopbuunto (E) npu 450 HM npoTme BGnaHka.

KOHTPOJIb KAYECTBA

Kaxpgasa  nabopatopus  [oMmkHa  aHanuMavMpoBaTb  KOHTpoONM €
HOpMarnbHbIM, HU3KAM W BbICOKMM YPOBHEM CBOOGOAHOrO TECTOCTEpPOHa
AN MOHUTOPUHra NpoBeAeHVs aHanusa. Tabnuubl KOHTpons kayecTsa

OOMKHbI  3anoNHATLCA ONna  KOHTPOMsA KayecTBa NOCTaBMNsAeMblX
peareHtoB. Kaxpas nabopaTopusi [OMKHa ycTaHaBnMBaTb CBOM
AnanasoHbl U3MepeHus.

OrPAHNYEHWA NPOLIEAYPLI

Mwukpobuonorudecku 3arpAsHeHHble obpasupl He OOMXHbI
ncnoneb3oBaTca B aHanuse. Bucoko nunemuyeckne nnm
remonuavpoBaHHble 06pasubl Takke He [OMKHbl MCMonb30BaTCs.

MunetupoBaHve oO6pasuoB He AOMKHO npeBblwats 10 MuUHyT. [pu
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ucrnonb3oBaHuM Gonee 4Yem oOOHOro nNnaHWeTa pekoMeHayeTcs OAUN = 0,957* (PUA) + 0,953

NOBTOPUTb KPUBYID OTBETHOM A03bl. [JobaBneHue cybcTpaTHOro M cTomn- R?=0,937

pacTBopa AOMKHO MPOBOAUTCA B OAMHAKOBOW MocrefoBaTenibHoCTW BO

nsbexaHne nobOro OTKMOHEHWS BO BpeMeHu peakuuun. [lpu YTUNU3ALMUA OTXOOO0B

MCMONb30BaHMM KOMMbIOTEPHOW 00paboTknm AaHHbIX ANs  noacyeta PeareHTbl [OMXKHbI  yTUNM3MpOBaTbCA C  COOMIOAEHWEM  MECTHbIX
pe3ynbTaToB  aHanusa, OXuaaemble  3HayeHuss  kanubpaTtopos TpeboBaHwui.

obsizatenbHo 6yayT Huxe Ha 10% OT yCTaHOBMEHbIX KOHLLEHTPaLUIA.

PE3YNbTATbI JINTEPATYPA

1. CpeaHsna abcop6uusn (Cm. 8 opuzuHane uHCmpyKuuu).
Bbluncnute cpegHioto  abcopbuunto  (E,) COOTBETCTBEHHO TOYKam

CTaHAapTHOWM KpMBOW M Kaxxaoro obpasua.

2. KanubpoBoyHasi kpuBas
BuiBeanTe 3HaYeHus ctaHpgaptoB (Em) NpOTMB  KOHLUEHTpauuu. UHOOPMALINA OJ15 3AKA3A:
OKkcTpanonupynTe NUHWIO, KOTOopasi MPOXOAUT Yepes TOYUKM.

umn «qUAMEB»
3. BbluncneHue pesynbTtaToB Yn. YopHoeona, 97, 2. MeaHo-PpaHKkoecK, 76005
WHTepnonupynte 3HavyeHus obpa3uoB Ha CTaHOapTHOW KpuBOW Ans Ten.: (0342) 775122
NornyyYeHnss COOTBETCTBYIOLLMX 3HAYEHWNI KOHLEHTPaLMK, BbIP&KEHHbIX B Ten/cpakc: (0342) 775612
nr/mn. E-mail: info@diameb.ua

www.diameb.ua
PE®EPEHTHOE 3HAMEHUE

MepgunaHa CpeaHee OvanasoH
*1CO nr/mn
nr/mn
3A0poBble MyX4MHbI 14 137 4,5-42
XKeHWuHbI: oBYynaALmMS 1,3 1,4%£0,9 HO-4,1
OparnbHble 0,9 1,120,6 0,3-2,0
KOHTpauenTuBbl
lMoctmeHonaysa 0,8 0,9+0,5 0,1-1,7

NMPOAYKTUBHOCTb u XAPAKTEPUCTUKU

ToyHOCTb

1. Bapnauus B aHanuse

Bapuauus B aHanuse 6bina onpegeneHa namepeHnem pennukara (15x)
Tpex pasHbix 06pa3uoB CbIBOPOTKM B OOHOM aHanu3e. BapnabenbHocTb
B aHanu3e coctasnsiet < 10%.

2. Bapnauua mexay aHanusamu

Bapunauna wmexagy aHanusamu Obina  onpedeneHa  M3MepeHUsMU
pennmkaToB Tpex PasHbiX KOHTPOIIbHbLIX CbIBOPOTOK M ABYX 06pasuos
cbiBopoTkM 10 pasnuyHbix napTuii. BapnabenbHocTb Mexay aHanm3amu
coctasuna < 10%.

YyBCTBUTENLHOCTb

Mpenen 4yBCTBUTENBHOCTU pacCUUTLIBANCSA JNIMHENHOW perpeccuen ot
cpenHen abc. Hynesoro ctaHgapTta v ctaHgapTa 1, 3atem gobaensnock
2-e CO abc. HyneBoro crtaHpapTa. Camasi Huskas onpegensiemas
KOHUEeHTpaums cBobogHoro TectoctepoHa coctaensiet 0,06 nr/mn.

CneuundunyHoctb

CneundnyHocTb ObiNla oueHeHa NyTeM MW3MEPEHUSI SIBHOW peakumu
aHanusa Ha criegylolne NoTeHUManbHO NepeKkpecTHo-pearvpyoLme
aHanuTbl M BIMSIIOLWME BeLlecTBa (aHTUKoarynsiHTel). [lepekpecTHas
peakuusa Ha ypoBHe 50% 3a meTogoM AGpaxama ykasaHa B Tabnuue:

Ananut MepekpecTHan
peakTMBHOCTb %
TecTocTEpPOH 100
LernapotecTtocTepoH 0,00008
AHOpPOCTEHAMOH 0,0043
AHOpOCTEPOH 0,00029
OrEA-C 0,00007
KopTtuson <0,00001
KopTun3oH <0,00001
17-B-acTpaguon 0,00005
ScTpoH <0,00001
MpenHn3oH <0,00001
17-a-3TMHUNACTpaguon <0,00001
HoprecTpen 0,00001
[aHason <0,00001
AnbJocTepoH <0,00001
LinTpaT HaTtpus <0,00001
SOTA <0,00001
"enapvH <0,00001
Koppensuus

Habop cBoGopgHoro TtectoctepoHa komnaHum LOAWN 6bin cpaBHeH C
HacToAwwmM Habopom. O6pasLpbl CbIBOPOTKM 24 XEeHLWMH U 17 MyX4uH
nccnenoBanucb obeMmun cuctemamm aHanmaa.

JlnHelHas perpeccus Bbina onpefeneHa cnegyowmm obpasom:
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