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VIDAS T4 (14

VIDAS T4 - Habop peareHTOB Ansi KONMMYECTBEHHOIO onpeaeneHns obLero TMpOKCHa B CbIBOPOTKE U MNias3mMe KpoBu
yenoBeka (ganee no Tekcty VIDAS T4) - npegHasHayveH Ans KONMMYECTBEHHOro onpeaerneHus obliero TupokcuHa (T4) B
CbIBOPOTKE M MnasMe KpOBW YenoBeka (NMTus renapuHaT) MeToaoM (epMeHT-CBA3aHHOro ¢rnyopecLeHTHOro aHanmsa
(Enzyme Linked Fluorescent Assay) Ha aHanu3atopax uMMyHonorudeckmx cepum VIDAS (ganee no TekcTy aHanusaTop,

npubop).

KPATKOE OMNNCAHUE

TupokcuH (T4) — ropMoH, BelpabaTbiBaeMbI LLMTOBUAHON
xeneson. OcHoBHasa ero 4actb (99.9%) cBsizaHa C
TpaHCNOpTHbIMU Genkamu, rnaBHbIM obpasom ¢ TCI
(TMpoKcuHeBA3bIBaoWMA  rMobynuH).  Bbuonornyeckue
ahdekTbl Oka3biBaeT cBOOOAHAsS YacTb ropMoHa (1).

Habop VIDAS T4 npepgHasHavyeH pAnsi OnarHOCTUKK
3aboneBaHui LNTOBUOHOM xenesbl, KOTOpble
XapaKTepuaylTCa CHWXKEHUMEM YPOBHS TUPOKCUHA Yy
NnauueHToB C AMArHo30M MNOTUPEO3 U MOBbLILLIEHUEM Y
naLveHTOB C AnarHo3oM rmneptmpeos (2,3).

B cBsisau ¢ Tem, 4TO pe3ynbTaTt onpeneneHnsl TMPoKcuHa
3aBMCUT OT KOHUEHTpauum B Genkax-nepeHocymkax,
HeobXoaMMO MpoBEPATb CBA3bIBAKOLLYH CMOCOOHOCTb
rOPMOHOB  LLMTOBMAHON Xenesbl. [lpy uHTepnpeTaumm
pe3ynbTatoB  crnegyet  MNpuHMMaTb BO  BHMMaHue
pes3ynbTaTbl APYrnx TecToB, Takmx kak TTI n T3, a Takke
KnHUYeckne aaHHble (4).

Habop VIDAS T4 npegHasHayeH pAnst OnarHOCTUKK

NPUHLUMUN
AHanna OCHOBaH Ha KOMOWHAUMM  KOHKYPEHTHOW
UMMYHODEPMEHTHOM  peakuum U PNyopecUeHTHOro

onpeeneHnst NPoayKToOB peakumm.
HakoHeYHVK CcnyxuT nuneTUpyrLwmm YCTPOWCTBOM U
HocuTeneMm TBepaol dasbl. PeakTuBbl, Heobxooumble
ONs aHanu3a, Haxo4sATcs B NyHKax cTpuna.

Bce 9aTanbl aHanu3a BbIMOMHSKTCS aBTOMATUYECKM.
PeakunoHHas cmecb NEepeHOCUTCS HaKOHEYHWKOM W3
NYHKW B NYHKY ¥ NpY 3TOM NepemMeLLnBaeTCs.

O6pasel, nepeHocUTCA B NyHKY, COAEpXallyld aHTUreH
T4, MeueHHbIh wWwenoYyHon cpocdatason (koHbLOrar).
AHTUreH 1 KOHBbIOraT KOHKYPUPYIOT 3a CalTbl CBA3bIBaHWS
cneuudumyecknx aHtuTen K T4, HaHeCeHHbIX Ha
BHYTPEHHIOIO MOBEPXHOCTb HAKOHEYHUKA.

Ha artane onpegeneHus ocCywecTBNSETCA LMPKYNAUms
peakuMOHHON CMecK B NyHKe, codepxallen cybectpar (4-
meTun-ymbenudepundgocdar). Mpu atom depmeHT,
cofepXalluMncs B peakuMOHHOW CMecu, Katanuaupyet
rmaponuns cybctpata Ao drnyopecumpyowero npogykra

3ab0neBaHuii LWMTOBUAHOM Kenesbl. (4-meTun-ymbenudepoHa), (ryopecLeHUmss  KOToporo
nsmepsietcq npu 450 HM. MHTEeHCUBHOCTb
bnyopecLeHLMM  NPOMOPLIMOHANbHA  KOHLIEHTPaLMM

aHTWUreHa, NPUCYTCTBYHOLLEro B oGpasue.
Ha koHeyHOM aTane npubop paccyuTbiBaeT pesynbrart.
PesynbTaT BbIBOQUTCS Ha NPUHTEP.

COCTAB HABOPA (HA 60 TECTOB) - NOANOTOBKA PEAKTUOBOB:
STR
SPR

60 cTpunos T4 [oTOBbI K NCMOMb30BaAHMIO.

60 HakoHe4HukoB T4 [OTOBbLI K UCMONBb30BaAHNIO.

2x30 HakoHeYHMKM, CEHCNBUNM3NPOBaHHbLIE MOHOKIIOHAMBHBIMU aHTUTENaMM
(MbIwKnHBbIE) K T4.
KoHTponb T4 C1 |loToB K ncnonb3oBaHuio.

CbiBOpOTKa (KpOoBW) Yenoseka™ + L-TMpOKCHH + HaTpus a3ug, 1 r/n.

HanHble MLE copepxat goseputensHbln uHtepsan B HMonb/n ("Control C1
Dose Value Range").

['0TOB K MCMONBL30BaHMIO.

CbiBopoTKa (KpoBW) YernoBeka*® + L-TMpOKCKH + HaTpusa a3ug, 1 r/n.

HanHble MLE cogepxaTt koHUeHTpaumto kanmbpatopa B HMonb/n ("Calibrator
(S1) Dose Value") n poseputensHbeln uHTepBan B "Relative Fluorescence
Value - OTHocuTenbHas BenuunHa ®nyopecueHummn” ("Calibrator (S1) RFV
Range”).

Cneumndukaumm ¢ OCHOBHbIMW AaHHLIMW 3aBOACKUX YCTAHOBOK Ars KanmbpoBsku TecTa:

1 x 3 Mn (Kngkui)

KannbpoBouHbIi pacTBop T4 S1
1 X 4 Mn (Knakui)

e faHHble MLE (Master Lot Entry, BBog AaHHbIX NapTum) NOCTaBnsioTCst ¢ Habopom
unm
o LITPUX-KOA C AaHHbIMW MLE HanevyaTtaH Ha aTUKeTKke KopobKu

1 BKMagpilW B YNaKOBKY C MHCTPYKUMEN MO NPUMEHEHN0 HaxoauTcsa B Habope, Nnnbo ero MOXHO 3arpy3uTb C canta
www.biomerieux.com/techlib.

* PeakTB npollen KOHTPOMb Ha OTCYTCTBME MOBEPXHOCTHOrO aHtTureHa Bupyca renatuta B (HBs) un aHnTuTen k Bupycy
ummMmyHodeduumTa Yenoseka Tunos 1 n 2 (BUY-1 n BUY-2) u Bupycy renatuta C (HCV). Tem He MeHee, MOCKOMbKY HU OAUH 13
CYLLECTBYIOLLMX METOAOB KOHTPONSA He Mg m OffiOCTbI0 rapaHTMpoBaTb MX OTCYTCTBME, Npu paboTe ¢ peakTMBOM HeobXxoAWMO
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HakoHeuyHuKkn

Ha BHYTPEHHIO MOBEPXHOCTb HAaKOHEYHWKA HaHECEHbI
MOHOKMOHanbHble aHTuTena (MbllwmnHble) K T4. Kaxabii
HaKOHEYHWK MapkupoBaH kogom "T4". [octaHbTe
HeobxoAVMOe KOMNMYEeCTBO HaKOHEYHWKOB U3 YMakoBKM
W TWaTenbHO 3aKpoWTe YNaKoBKy nocrne ee
OTKpPbITUA.

Ctpun

Ctpun coctomT 13 10 nyHOK, 3anevyaTaHHbIX ONbrow,
Ha  KOTOPYH  HaHeCeH  LITPUX-KoAd,  HecCylumin
WH(OpMaLMIO O TUME aHanu3a, HoMepe NapTuM U CPoKe
rogHocTu. donbra nepdopuposaHa Hag NyHKOW Ans
BHeceHusa obpasua. NocnegHsis nyHka npeactaBnsieT
cobon kioBeTy, B KOTOPOW MPOMCXOOUT CYUUTbIBAHUE

pesynbTata. [Mpoune NyHKM copepxaT peakTuBbl AMns

aHanusa.
Cocras cTpuna T4
JlyHka PeakTtuBbl
1 JlyHka ons BHeceHus obpasua.
2-3-4-5 [ycTble nyHKu.
6 KoHblorat: npoussogHoe T4, meueHHoe LienoyvHon cocdartason + ANS (0,8 mmonb/n)

+ HaTpus canuuunar (9,3 Mmonb/n) + HaTpus asug, 1 r/n (400 mkn).

MpombiBoYHLIN 6ydhep: Tpuc, NaCl (0,05 monb/n) pH 7,4 + Hatpus asug, 1 r/n (600 mkn).

MpombiBoYHbIN Bydep: Tpuc-TeuH, NaCl (0,05 mone/n) pH 7,4 + HaTpusa a3ug,1 r/n (600 mkn).

MpombIBOYHbIN Bydep: gnataHonamuH* (1,1 mons/n nnn 11,5%) pH 9,8 + HaTpus asug, 1 r/n (600
MKJT).

10 KioBeTa, copepxaiyas cybcTpar: 4-meTun-ymbenndepun-cocdar (0,6
+ guataHonamuu** (0,62 monb/n unu 6,6%, pH 9,2) + HaTpua a3ug, 1 r/n (300 mkr).

MMOnb/1)

* CurHanbHoe croso : ONMACHO

0O603HaYeHne oNacHOCTH

H318 : MNMpu nonagaHum B rMasa Bbi3biBaeT HeobpaTUMbIe NOCNeacTBUS.

H373 : MoxeT BbI3BaTb NOBPEXAEHNE OPraHoOB B pe3ynbTate ANIMTENbHOro UM HEOQHOKPATHOrO BO3AENCTBUS.
H315 : Mpu nonagaHnm Ha KOXY BbI3bIBAET pasgpaxkeHue.

H302 : BpeagHo npu npornatbiBaHUu.

Mepbl NpeJoCTOPOXHOCTH

P280 : Monb3oBaTbCs 3alMTHBIMM NepYaTkaMmn/3aLLMTHOM oaexaon/cpeacTsamMmm 3awmuTel rnas/nuua.

P305 + P351 + P338 : MNPV NMONAOAHUW B TTIA3A: OCTOpOXHO NPOMBbITH fia3a BoAOW B TEYEHME HECKONBbKUX MUHYT.
CHSATb KOHTaKTHbIE NMH3bI, €CMX Bbl MNOSIb3YETECh UMW U ECNW 3TO Nerko caenatb. [pogonkuTe NpomMbiBaHUE rnas.

P309 + P311 : NPV Bo3aeiiCTBMM UMK NAOXOM CamMouyBCTBUN: 06paTuTbes B TOKCUKONOMMYECKWIA LIEHTP unm k
Bpayvy-creumanucTy/TepanesTy.

** CurHanbHoe cnoso : ONMACHO

O6o3HayeHne onacHocTu

H318 : Mpu nonagaHum B rnasa Bbi3biBaeT HeobpaTUMble NOCNeacTBUS.

Mepbl NpeJoCTOPOXHOCTH

P280 : Monb3oBaTbCs 3alMTHBIMK NepyaTkamMun/3aLlLMTHOM ogexaon/cpeacTsamMmu 3awwmuTel rmas/nuua.

P305 + P351 + P338 : NPV MONAOAHWW B TTIA3A: OCcTOpOXHO NPOMBbITh fia3a BoAOW B TEYEHMNE HECKONBbKUX MUHYT.
CHATb KOHTaKTHbIE NWH3bI, €CMX Bbl MONb3yeTECh UMW U €CNW 3TO Nerko caenatb. [pogonkuTe NpomMbiBaHUE rnas.

[ononHutenesHyo nHdopmaumio cMm. B nacnopte 6esonacHoctn matepuana (MSDS).
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HEOBXOOUMbLIE PEAKTMBbl U PACXO[OHbIE
MATEPWAIbI, HE BKITIOYEHHbLIE B HABOP

—MNunetka C OOHOPA30BLIMW HAKOHEYHUKAMKU Ha
200 mkn.

— OpgHopa3soBble nepyaTtku 6e3 Tanbka.

— WMndhopmaumio o apyrnx martepuanax n pacxogHbixX
mMaTepuanax cMoTpuTe B PyKOBOACTBE
nonb3oBaTens.

— MNpwn6op cepumn VIDAS.

MEPbI MPEAOCTOPOXHOCTHU

e TonbKo ANs AMArHOCTUKM in vitro.

¢ [Ins npocheccmoHanbHOro UCNONbL30BaHUA.

e [1aHHbLIN Habop COAEPXKUT BellecTBa
yenoBe4yeckoro npoucxoxaeHusa. Hu oguH us
cywecTBYHOLWMNX MeTOAOB aHanusa He MoXeT
rapaHTMpoBaTb OTCYTCTBMA TPaHCMMUCCUBHbIX
naToreHHbIX areHToB. PekomeHayetcs
obGpawatbcs € 3TUMM  BellecTBaMuU  Kak
noTeHUnanbLHO OnacHbLIMM U B COOTBETCTBUM C
NPUHATLIMA HopMamu (cMm. Laboratory Biosafety
Manual — BO3 - )KeHeBa — nocnegHee nsgaHue).
JaHHbin Habop copaepXuT BellecTBa KMBOTHOIO
npoucxoxaeHns. CeptTndnkaT NPONCXOXAEHNS U/unn
CaHWUTapHOr0 COCTOSIHWSA XMUBOTHBIX, OT KOTOPbIX Bbinn
nonyyeHbl [aHHble MaTepuanbl, He rapaHTupyeT
NOSTHOCTbIO OTCYTCTBUS TPaHCMUCCUBHbIX
naToreHHbIXx areHToB. [lo3TOMy pekomeHayeTcs
obpawatbCca C [AaHHbIMM  NPOAYKTaMM Kak C
noTeHUManbHbIM  UCTOYHUKOM  UHeKuun, T.e. C
cobnogeHnem cTaHaapTHbIX Mep 6e3onacHocTy (He
npornartbiBaTh, He BObIXaTb).

e He wucnonb3ynte HaKOHEYHUKW, €Cnn  ynakoBKa
nospexaeHa.

He wcnonb3ynte noBpexaeHHble  CcTpunbl  (C
noBpexXaeHHON Ponbror Unu NNacTMKoBON YacTblo).
He wvcnonb3yite peakTMBbl MO WCTEYEHUU CpOKa
rOAHOCTW, YKa3aHHOrO Ha 3TUKETKe.

He cmelunBariTe peakTvBbl U3 pasnnyYHbIX NAPTUN.
Wcnonb3yiiTe nepyatkm 6e3 Tanbka, MNOCKOSNbKY
rnonagaHne nopolika B CTPUN MOXeT MpuBEeCcTn K
HenpaBunbHbLIM pe3ynbTaTam.

PeaktuBbl Habopa cogepxaTt HaTpus as3ua, KOTopblv
npu B3auMMOZENCTBUM CO CBUHLOBLIMU W MeOHbIMU
Tpybamn  obpasoBbiBaeT  B3pbiBYaTbie  a3ngbl
metannoB. Ecnu xupgkoctw, copepxawme asug
HaTpWs,, CrVBalOTCA B BOAOMPOBOAHYKO CUCTEMY,
Heobx04MMO NPoMbIBaTb BOJOCTOK BO M3bexaHue mx
HaKonmneHus.

o [IpOMBIBOYHbIV Oydep 9 NyHKM COOEPXKUT OMaCHbIN
peaktme (11,5% pnataHonamuH). (Cm. 0603Ha4veHus
onacHoctv  "H" u Mepbl npegoctopoxHoctn "P"
nepeyvncrneHHble BbILe).

Cybetpatr 10 nyHKkM coOepXuT enkui  peakTvB
(anaTtaHonamuH, 6,6%). (Cm. 0603HayeHus
onacHoctn  "H" u mMepbl npegoctopoxHoctn "P"
nepeyvncrneHHble BbILLe).

Mponutble  XWMAKOCTM  HeobxoAMMO  TLiATerNbHO
BblTUpaTb nocne 06paboTku  geTepreHToMm u
pacTBopoM OblTOBOro oTbenueatens ¢ cogepXxaHuem
HaTpusi rmnoxnopuTa He MeHee 0,5%. WNHdopmauuio
06 ouncTke NPoNvMBOB Ha UNK B Npubope cmoTpuTe B
pyKOBOACTBE nonb3oBatensd. He asToknasupymnTe
pacTBOpbI, coAepxalune otbenmaaTtensb.

o [lpnbop  HeobxoAMMO  perynspHO  YMCTUTb U
Ae3vHduumMpoBaThb (CM. PyKOBOACTBO MOMb3oBaTtens).

XPAHEHUE

e XpaHutb npu 2-8°C.

e He 3amopaxuBaTb peakT1BbI.

o BcKkpbITbI HA60P XpaHUTb Npu 2-8°C.

e [locne BckpbITUS Habopa npoBepbTe LEMNOCTHOCTb
YyNakoBKN C HakoHeyHukamu SPR. He ucnonbayiTe
HaKOHEYHWKW, ECIM yNaKoBKa NoBpeXaeHa.

e TwaTtenbHO, NpU NOMOLUM 3aXUMa, 3aKpbiBauTe
nakeTr C HaKOHeYHMKamu nocne Toro, Kak Bbl
[ocTanu HakoHe4yHuK. Cpa3sy ke nornoxure nakeT
ob6paTHO B XONoAUITbHUK.

e [lpn Hagnexaiwlem XpaHeHUW BCE  PEaKTUBbI
CcTabunbHbI 10 UCTEYEHNSI CPOKa FOOHOCTH.

OBPA3LUbI

Tunbl 06pa3uLoB M cnocobbl 3abopa:

CbiBOpOTKa MM nnasma Kposu Yernoseka (CobpaHHbie B
nutua renapvHaT). He ncnonbsynrte 3ATA.

CornacHo uccnegoBaHUsIM, HUW OOWMH U3 credyoLmnx
daKkTOpOB He OKa3blBaeT BNUSHWSA Ha pe3ynbTaT:

- remonu3 (nocne pobaeneHus remornobuHa: 0-300

MKMOnb/NT (MOHOMED)),
- nunomua  (Npu  BHeceHun nunupos:  0-2  r/n
(3KBMBaNEHTHOrO KONU4YecTBa Tpurnmuepnaa)),
- BunupybumHemus (GunupyouH: 0-265 mkmons /n).
Tem He MeHee, He peKOMEHAYeTCH WCMNonb3oBaTb
obpasubl C npu3Hakamum remonusa, nUNOMUKA UK
xenTtyxu. Ecnun Bo3amMoXxHO, BO3bMuUTE Npoby NOBTOPHO.

C1abunbHOCTbL UccnegyeMbix 06pasLoB:

O6pasubl nocne 3abopa XxpaHWTe B  3aKPbITbIX
npobupkax npu 2-8°C He 6Oonee 48 wyaco. [pu
HeobxoAMMOCTN ANUTENbHOTO XPaHeHUs 3amMopo3bTe
CbIBOPOTKY wunu nnasmy npu —25+6°C. CornacHo
nccnefoBaHuAM, 3aMoposka (40 ABYX MecsueB) He
BMUSIET Ha Ka4eCTBO MoSlyYyaemMblx pe3ynbTaToB.

He nopgepraiiTe 06pasLbl NOBTOPHOWN 3aMOPO3KeE.

MHCTPYKLUUA NO NPUMEHEHUIO

Nogpo6Hble uWHCTPYKUMM cM. B PykoBoactse
nonb3oBaTtens.

CuutbiBaHue gaHHbIX MLE.

Mepeg wcnonb3oBaHMEM KaXOoOW HOBOWM  napTuum
peareHTOB BBeauTe creundukaumm (UNM OCHOBHbIE
JaHHble 3aBOACKMX YCTaHOBOK) B Mpubop, vcnonb3ysi
nanHble MLE (Master Lot Entry, BBoa AaHHbIX napTtum).
Ecnu He BbINONHWUTL 3Ty onepauuio nepen Havyanom
uccrnepgoBaHusA, npubop He CMOXeT pacnedyataTb
pesynbTaTbl.

MpumeyaHue: paHHble MLE Tpebyetca BBecTun
TONbLKO OAUH pa3 AN KaXaowu napTum.

MoxHo BBecTM pgaHHble MLE Bpy4YHyo nubo
aBTOMaTU4YecKu, B 3aBMCMMOCTM OT npubopa (cm.
PykoBoacTBo nonb3oBaTens).
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KanubpoBka

KannbpoBky, wucnonb3yd KanubpoBO4YHLIA pacTBop,
BXOAALWMA B cocTaB Habopa, Heobxoanmo npoBoauTb
0N KaXXOOoW HOBOW MapTUKM peakTMBOB MOCHe BBOAA
OaHHbIX MapTUX, HO HE pexe OA4HOro pasa B 14 agHen.
OT0 HeobGXxooMMO Ans MOCTPOEeHMs1 KanmnbpoBOYHOM
KPMBOWM M KOMMEHCAUMM Bapuauui OaHHbIX, KOTopble
MOrYT BO3HUKHYTb NpY XpaHeHn1 Habopa.

Kann6patop, o0603HayeHHbIn "S1", Heobxoanmo
TecTupoBaTb B TpexkpaTHOM NOBTOPHOCTU
OOHOBpPEeMeHHO (CM. PpYKOBOACTBO Mofib3oBaTtens).
MonyyeHHble 3Ha4YeHUst  PryopecLeHUMn  OOJKHbI
HaxoauMTbCA B Npeaenax avanasoHa OB®.

Ecnv nonyyeHHble 3HaYeHWsi He COOTBETCTBYHOT
OnanasoHy, BbINOMHUTE KannbpoBKy eLle pas.

Mpouenypa aHanusa

1. BblgepxuTte peakTuBbl MUHUMYM 30 MUHYT OO
AOCTUXKEHUs KOMHAaTHOW TeMnepaTypbl.

2. Ons «kaxgoro o6pasua (KanMbpoBOYHOTO MMM
KOHTPOJILHOrO pacTBopa) NMPUroToBbLTE OOUH CTPUN
"T4" n ogunH HakoHeyHuk "T4" SPR. TwartenbHO
3aKpolTe nakeT C HaKOHeYHUKamMu nocne
M3BrNe4YeHUss U3 Hero Tpebyemoro konuyecrtBa
HaKOHEYHWUKOB.

3. Tect o06o3HayeH B npubope kogom "T4".
KanubpoBo4HbIi pacTBop o603HavaeTcs kak "S1" n
TeCcTpyeTcss B TPexXKpaTHOM MOBTOPHOCTMU.
KoHTponb o6o3HavaeTcs kak "C1".

4. TNepemewavite KanmbpoBOYHbIV pacTsop,
KOHTPONbHbIA pacTBop U o6pasubl Ha BopTekce
(Ansa celBOPOTKM MK Mnasmbl OTAENBHO OT OCagka
B Mpobupke).

5. OnAa paHHoOro aHanusa o6bem KannépoBOYHOro
pacTBopa, KOHTPOJIbHOrO pacTBopa M obGpasua
OomkeH coctaBnAaATb 200 mkn.

6. BcataBbTe HakoHeuHuku "T4" n ctpunbl "T4" B
npubop, ybeamBLUMCH, YTO MapKMpOBKA Ha HUX
cosnagaer.

7. HayuuTe aHanus, Kak onucaHo B pykoBoACTBE
nonob3osaTens. Bce aTanbl aHanusa BbINOMHATCA
aBTOMaTU4eCKN.

8. 3akponTe nakoHbl M MoMecTUTe KX 06paTHO B
xonoaunbHuk (2-8 C) nocne otbopa pacTBOpoB
NUNeTKon.

9. Bpems aHanm3a - okono 40 wmuHyT. [locne
OKOHYaHWA aHanusa yganute HakKOHEYHUKM W
cTpunbl 13 npubopa.

10. YTunusmpynte wucnonb3oBaHHble MaTtepuanbl B
COOTBETCTBUW C YCTAaHOBMEHHbIMU NpaBunamu.

YYET U UHTEPMPETALUUA PE3YJIbTATOB

Mocne okoHYaHWA aHanuM3a npubop aBTOMAaTUYECKU
aHanuaupyeT pesynbTaTt. ®dnyopecueHuuss B KloBeTe
ONns cuATbiBaHUS  u3MepsieTcs  ABaxabl:  nepeg
BHECEHMEM PEaKLMOHHOM XMOKOCTU  (KOHTPONbHOE
nsmepeHne dnyopecueHuum cybetpata) u  nocre.
Mpubop paccunTbiBaeT OTHOCUTENBHYIO BENUYMHY
dnyopecuLeHumn BblYMTAHNEM hryopecueHumm
cybcTpata U3 KOHEYHOW BENWUMHbLI chryopecLeHLmn.
OTOT pe3ynbTaTt pacneyaTbiBaeTCs.

Pesynbtat  paccuuTbiBaeTcss C  MCMONb30BaHUEM
KanmbpOoBOYHbIX KPUBLIX, KOTOPbIE XPaHATCHA B NaMmsTu
npubopa (4-napameTpoBas pacyeTHas  MOAEnb).
EanHunubl nameperus: HMonb/n.

O6pa3subl C KkoHueHTpaumen ©OGonee 320 Hmonb/n
cnepyeT passBectM 1/2 4ernoBe4ecKoW CbIBOPOTKMU,
cBobogHon oT T4 (1 obvem obpasua m 1 obbem
YeroBeYeckon CbIBOpPOTKM, cBOGoAHOM oOT T4) u
npoTtecTupoBatb MOBTOPHO. Ecnu  KoadhdpuumeHt
pa3BefeHus He Obln BBeAEH Npu co3gaHum paboyero
nucta (CM. pYKOBOACTBO MOMnb3oBaTens), YMHOXbTE
pesynbTaT Ha ko3UUMEHT pasBedeHuss ans
nonyyeHusi KoHUEeHTpauun obpasua.

PesynbtaTtel Tecta [OIMKHbI WMHTEpNpPeTUpoBaTbCs C
Y4ETOM [JaHHbIX MOSHOro KMMHMYeckoro obcrnenoBaHus
N COCTOSAHUS LLMTOBUOHOWN Xenesbl, MO KpanHen mepe,
onpeaenexHus yposHsa TTT.

KOHTPOJIb KAYECTBA

B kaxabIn Habop BKIOYEH KOHTPOSIbHLIN pacTBoOp.
KoHTponb kavecTBa HeobxoAMMO NpoOBOAUTL Cpasy
nocne BCKPbITUS  oyepegHoro  Habopa, uYTOObI
YAOCTOBEPUTLCS B MPUrOAHOCTU PEaKTUBOB, a Takke
nocrne Kaxpgow kanubposkn. Heobxogmmo nomedvatb
KOHTPONbHbIA pactBop kak "C1", mHaye npubop He
CMOXET  COOTHECTM  MOMyYEeHHble  [OaHHble  C
KOHTPOJbHBIMU 3HAYEHUSMN.

Ecnu nonyyeHHble  KOHTPOSNbHbIE  3HAYEHUs] He
coBnagalwT C MpUEMNEeMbIM Afs HWUX [Auana3oHoM,
pe3ynbTaTbl CYATAOTCS HEAENCTBUTENbHBIMU.

MpumeyvaHue
KoHTponb  kavectBa  cregyeT  MpoBoAUTb B
COOTBETCTBMM C  [OEWCTBYOLMMM  HOpMamu
NONOXEHUSIMU.

OrPAHMYEHUA METOOA

HekoTopble CbIBOPOTKM MOTYT CodepXaTb aHTuTena K
KOMMOHEHTaM  peareHToB, YTO MOXeT MelaTb
onpeneneHuto.  MoatoMy  pesynbTaTtel  criegyeT
WHTEpnpeTpoBaTb C  Y4E€TOM  aHaMHECTUYECKUX
JaHHbIX U pe3ynbTaToB APYriX UCCNEeaoBaHNN.

OWANA30H OXXWOAEMbIX 3HAYEHUA

Onsa Kakaom naGopaTopuu pekoMeHayeTcs
onpeaennTb CBOM pedepeHCHble 3HaYeHus.

Bein  onpepened yposeHb T4 'y 133 u4enosek
(B3pocCnbiX) ¢ HOpMaribHbIM FOPMOHarbHbLIM (POHOM, He
UMEILLMX KaKUX-IMOO Cepbe3HbIX COMyTCTBYHOLNX
3aboneBaHuii. Y 95% obcnenoBaHHbIX ypoBeHb T4
HaxoauTtcs B npegenax 60 - 120 Hmonb/n.

BHumaHue:

Mpu nHTEepnpeTauun pesdynbTaToB crnegyeT NpMHUMaTh
BO BHMMaHWe pes3ynbTaTbl OPYrMX TECTOB, TaKMX Kak
TTI n T3, a TakKe KIMHUYECKUE JaHHbIE.

PE3YNbTATbI UCCNEQOBAHUNA

Mpu nccneposaHun Habopa VIDAS T4 Gbinu nonyyeHsl
criegylowme pesyrnbTaThbl:

OvanasoH namepeHumn

[OwnanasoH wu3mepeHun Habopa VIDAS T4: 6-320
HMOMb/M.

AHanuTuyeckui npegen 4YyBCTBUTENbLHOCTU

HaunmeHbluaa onpegensiemas KoHueHTpauma T4 ¢
BEpPOATHOCTbIO 95%: 6 HMonb/n.
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To4yHOCTb

CxoaonmocTb psga n3aMepeHuii 0gHOro aHanmaa:

Bbino npotectmpoBaHo nATb obpasuoB B 30-kpaTHOW
NOBTOPHOCTM.

ObpaseL 1 2 3 4 5
Cpenrsn 33,0 61,1 93,8]166,6238,5
KOHUeHTpaums, HM/n
KoadpbmumeHT
OTKMNOHEHUS, %

90( 51| 47| 50| 59

O6Lias cxoAMMOCTb pe3ynbTaTos:
MpoBogunuce M3MepeHust NATM 06pa3UoB Ha OJHOM
npubope VIDAS B TeueHne BOCbMU Hegerb.

O6pasel 1 2 3 | 4 5
Cpennss 27,5| 55,3| 85,4/150,8|233,1
KoHLeHTpauusi, HM/n
KoadpcomumeHT
OTKNOHeHus, %

86| 6,2 6,0 50 76

CneunduryHOCTb

CneumdunyHocTb aHTUTEn Kk T4, wncnonb3yembix B
AaHHOM aHanwuse, cregyowas:

CpaBHeHue ¢ Apyrummn metTogaamm

B wuccnegoBaHum wucnonb3oBanu 240 obpasuoB
cbiBopoTkM. OO6pasubl uccnegosanu Ha npubope
VIDAS (Y) w»n napannenbHo JApyrMM  MeToOoM
UMMYHOEPMEHTHOro aHanmaa (X).

Bbino nonyyeHo cnegyoliee ypaBHeHne
annomMeTpuyYecKon KpUBOIA:
Y=0,90X+9,0

r=0,92 (n=240)

YTUITU3ALIUA OTXOOOB

Hewncnonb3oBaHHble peakTuBbl, a Takke nobble gpyrue
KOHTaMWUHMPOBaHHbIE pacxofHble maTepuansl creayet
yTUNU3MpoBaTb B COOTBETCTBUM C Npouedypamu Mo
YTUNU3auuM  MHGEKUMOHHBIX UM NOTEHUManbHO
WHEKLMOHHBIX MaTepUarnos.

Kaxxpas nabopatopusi obsisaHa oOpawaTtbcsi €
MONYyYEHHLIMM OTXOA4AMMU U CTOKAMU B COOTBETCTBUU C
MX TUNOM W CTENEeHbld OMacHOCTM, a Takke
ob6pabaTbiBaTh M YTUNM3MPOBaTL UX B COOTBETCTBUU C
YCTaHOBMNEHHbLIMM NpaBuUaMm 1 Hopmamu.

CMUCOK JINTEPATYPbI

1. BECKERS C. Thyroid hormone synthesis and circulating
thyroid hormones. In : Thyroid diseases, World federation
of nuclear medicine and biology.  Edited by C.
BECKERS, Pergamon Press, 1982, 1-21.

2. BIERSACK H.J., HOTZE A. The clinician and the thyroid.
Eur. J. Nucl. Med., 1991, 18, 761-778.

3. HELFAND M., CRAPO L.M. Screening for thyroid disease.
Annals for thyroid disease. Annals of Internal Medicine,
1990, 112 (11), 840-849.

4. CARAYON P., NICCOLI-SIRE P., LEJEUNE P.J,, et al. -
Recommandation de consensus sur le diagnostic et la
surveillance des maladies de la glande thyroide. Ann. Biol.
Clin.- mai-juin 2002, vol. 60, n°3.

TABJIMLIA CUMBOJIOB N OBO3HAYEHUI

TecTupyemsble MepekpecTHas

KOMMOHEHTB! peakTUBHOCTb, %
L-TvpokcuH 100
D-TupokcuH 83
L-TpuinoaTUPOHWH 2,3
D-TpunoaTMpoHUH 1,8
OunoatnposuH < 0,01
OniioaTMPOHWH <0,01
OundbeHnH < 0,01
MponunTroypaumn <0,01
Hatpua canvumnar < 0,01

MorpewHocTb

3aBUCUMOCTb pe3ynbTaTa OT pa3BeaeHuUs:

Cepun pasBegeHuii Tpex o06pasuoB (B CbIBOPOTKE
KPOBM 4YenoBeka, He cogepxawen T4) Obinm
NpoTecTUpoBaHbl Mo Tpu pas3a. OTHOLIEHWE cpeaHei
N3MEPEHHON KOHLIEHTpPaLUMM K pac4YeTHOWN BbIpaXeHO B
npoueHTax.

CumBon O603Ha4YeHne

Homep no KaTtanory

[Onsa guarHocTuky in vitro

MNarotoButenb

Obpasey | PasseneHue | PacueTHas [M3amepeHHasi [MpoueHT
(Vnwn dbakTop |KoHLEeHTpaL | KoHUeHTpaL | Bocnponaso TemnepaTypHbIi AnanasoH
pasBefeHus) |usa, HMonb/n|us, HMonb/n|  AuMocTK
1 1:1 127,7 127,7 100,0
1:2 63,8 68,0 106,5 g Wcnonb3osaTkb 0
1:4 31,9 36,6 114,7
2 1:1 251,2 251,2 100,0 Koa napTvu
1:2 125,6 121,4 96,6
1:4 62,8 66,2 105,4 [:E] O6paTtutechb k MHCTPYKLUK NO
3 1:1 183,2 183,2 100,0 npUMeHeHuo
12 916 91 98,4 CoaepxMmMoro 4ocTaTouyHO Anis
1:4 45,8 53,4 116,6 W Acep A A
npoBeaeHns N-Konn4yecTsa TecToB
&I [aTa nsrotoBneHus
bioMérieux SA pycckui - 5
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OrPAHNMYEHHAA TAPAHTUA

KomnaHusa bioMérieux rapaHTupyeT, 4tOo paboume XxapakTepuUCTUKM [AaHHOro M3Oenus COOTBETCTBYIOT YKa3aHHOMY
NpeayCMOTPEHHOMY Ha3HAYeHUI0 B TEYEHWe BCEro cpoka 3Kcnryatauuu npu ycrioBUW, YTO CTPOro cobrnoaeHbl Bce
npouenypbl MO  WCMOMb30BaHWIO, XpaHeHUto U1 obpaboTke U Mepbl 6Ge3onacHOCTW, Kak MNOAPOOHO  M3NOXEHO
B MHCTPYKLMSIX MO 3KCMyaTaumu.

3a wucKMoYeHVeM BbIlLEYKa3aHHbIX CriydaeB, KoMnaHus bioMérieux He [aeT HUKakMx rapaHTuil, B TOM 4ucre,
nogpasyMeBaeMbIX rapaHTUIn TOBapHOrO KayecTBa M rapaHTUi COOTBETCTBUS MpeanoriaraeMoMy UCMONb30BaHUI, U He
[aeT Hukakux obs3aTenbcTB, B TOM YMCIEe, SIBHO BbIP@XEHHbIX, NoApa3yMeBaeMbIX WM KOCBEHHbIX, B OTHOLUEHUU
MCMonb30BaHWsA Kakoro-nnbo peareHTa, nporpaMmHoro obecneveHusi, npubopa u pacxodHbIXx maTepuanoB (ganee —
«Cuctemay), OTIIMYHOTO OT YKa3aHHOro B MHCTPYKLMSIX NO 3KCMyaTaumu.

NCTOPUA NEPECMOTPOB

U3meHeHUe KaTeropm7| TMNa

H/M He npumenumo (nepsoe nsgaHue)

KoppekTypa WcnpaBneHne owmnbok B JOKYMEHTaLmUm

TexHu4eckne n3aMeHeHusi [obGaBneHve, nepecmoTp W/wWNM  ydaneHWe  Kacawllencss  npoaykTa
MHdopmaLmm

AOMUHUCTPATUBHbIE BBeneHve nameHeHnin HETEXHUYECKOrO XapakTepa, 3acnyXMBatoLLMX BHUMaHUS

N3MeHeHUst nonb3oBaTens

lpumeyaHue: HesHayumenbHblie  munoegpachckue,  epamMmamuyeckue  USMEHeHuss U
u3MeHeHus1 8 hopmamuposaHuU 8 UCMOPUH 1epPeECMOMPO8 HE BKITHOYEHbI.

Data Homep Tvn nsaMeHeHUn O630p M3MEHEHUN
BbINycKa Bepcumn

AnmuHicTpaTvhble | TABMVILIA CUMBOIOB V1 OBOSHAYEHW

N3MeHeHust NCTOPWA NMEPECMOTPOB
COCTAB HABOPA (HA 60 TECTOB) -
2015/01 06762M TexHECKME NMOArOTOBKA PEAKTMOBOB
U3MEHEHUS MEPbI MPEOOCTOPOXXHOCTW
MHCTPYKUMS MO MPUMEHEHWIO
2018/07 06762N ABMUHUCTPATUBHBIE | A LIAGEHHAS FAPAHTUS]
NU3MEHEHUA

1IN nony4yeHus TEXHUYECKOWN KOHCYNbTaLuun 1 NOAAEPXKKM Npockba obpallaTbCs K yNonHOMOYEHHOMY NPeACTaBMTENI0 NPOM3BOAMTENS Ha TeppPUTOpUn
Poccuickon ®epepauum:
000 «6noMepbe Pyc»
Apgpec: Poccusi, 115230, Mocksa, 1-bii HaratuHckuii npoesg, g. 10, ctp. 1
Ten./dpakc: +7 (495) 221 10 79
TenedoH ropsyen nuHum: 8 (800) 250 10 79
e-mail: info.russia@biomerieux.com
BeG-canT: www.biomerieux-russia.com
B cnyyae BbisiBNeHMst NOGOYHbIX AEACTBUIA, HE YKa3aHHbIX B MHCTPYKLMM NO MPUMEHEHUIO UNW PYKOBOACTBE MO SKCMyaTaumunm MeAULMHCKOTO U3aenus,
HeXxenaTenbHbIX peakumii Npu ero NpMMeHeHnn, ocobeHHoCTe B3avMOAENCTBUS MEANLMHCKUX U3OenuiA mexay cobom, hakToB n 06CTOATENLCTB,
CO3AaKLLMX Yrpo3y XM3HW 1 300POBbIO rpaXaaH U MeANLMHCKMX PabOTHUKOB NPW NPUMEHEHWUMN 1 3KCMnyaTauuy MeauUMHCKUX M3Aenui, HeobxoanmMo
HanpaeuTb coobLeHne, codepKallee yKka3aHHble cBefeHust, B PefeparnbHyto cnyxby no Haa3opy B cdepe 30paBoOOXpaHeHUs B COOTBETCTBUM C
OeNCTBYIOLLMM 3aKOHOAATENBCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, VIDAS n SPR sBnsioTcs Ucnonb3yembiMy, 3aperucTpupoBaHHbIMU WM/UAKM HaxXoasWwmUMmcs B
npoiecce perucTpaumMn TOBapHbIMU 3HaKaMu, MpuHaanexawmmy komnaHum bioMérieux, ogHOM M3 A0YEPHUX WM BXOASILLMX B ee
rpynmny KOMMaHwui.

[pyrve Ha3BaHWsA 1 TOBApPHbIE 3HAKW NPUHAANEXaT UX 3aKOHHbIM BriagerbLam.

M 673 620 399 RCS LYON
bioMérieux SA Tél. 33 (0)4 78 87 20 00
376 Chemin de 'Orme Fax 33 (0)4 78 87 20 90

69280 Marcy-I'Etoile - France www.biomerieux.com



		2020-11-09T17:55:30+0200
	Moldova
	MoldSign Signature




