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K201NI

IHCTPYKLUIA 3 BUKOPUCTAHHA HABOPY PEATEHTIB
ansd IMYHO®EPMEHTHOINO BUSHAYEHHSA
TUPEOTPOMHOIO roPMOHY B CYXUX NNAMAX KPOBI
HEMOBJIAT «TTr-HEO-I®A»

1. NIPU3HAYEHHA

1.1. Habip peareHTiB «TTM-HEO-I®A», npu3Ha4YeHWIr ANS KiNbKICHOro BW3HAYEeHHS
KOHUEHTpauii TUPEeoTPONMHOro rOpMOHY B CyxXuUX MasaMax KpoBi HEMOBAAT MeToAOM
TBepAodasHoro iMyHodepMeHTHOr0 aHanisy npu HeoHaTabHOMY CKPUHIHFY FinoTupiosy.

1.2. TupeoTtponHui ropmoH (TTI) — rAMKONPOTEiH 3 MOJIEKYNSIPHOIO Macol 65mM3bko
30 KkBa, CeKpeTyeTbCA nepefaHbOol 4acTkok rinodgisza. Monekyna TII cknagaetbcs
i3 ABOX HEKOBAJIeHTHO 3B'A3aHMX MONINEenTUAHUX naHutoris: anbda- i 6eta-cyb ’ eanHuLi.
CneundiyHicTb i 6ionoriyHy akTUBHICTb FOPMOHY BM3HAYae ioro 6eTta-cy6 ’ €eaMHMuUS.

1.3. lepBUHHUI TiNOTUPIO3 - BpOAXEHE €eHAOKPUHHE 3axBOPIOBaHHS, TMOB'A3aHe
3  MNoOpyweHHAM @dYHKUIOHYBaAHHS  LWMTOBMAHOI 3an03M, 3YCTpiYaeTbCa i3 4acToTow
1:3500-1:4000 nonoris.

BinbHi dpakuii T4 i T3, wo nepebyBatoTb Yy KpoBoobiry, y CBOK 4epry peryniowTb
cekpeuito TTI. Tpu NepBUHHOMY TriNOTUPIO3i LWMUTOBMAHA 3asi03a CEKpPEeTYE HefoCTaTHI
KiNbKiCTb FOPMOHIB i, 0TXe, piBeHb TTI nigBULLEHUNA.

1.4. BuaBneHHs HEMOBAAT 3 TMEPBMHHMM BPOAXEHWM TiNOTMPIO30M 3acHOBaHe
Ha BMKOPUCTAHHI BE/IMYMHU rpaHNYHOI KoHueHTpauii TTT. KoHueHTpauis TTl, Wwo nepesuLlye
rpaHMYyHe 3HaueHHsl, BKA3yE Ha MaToJIorilo, WO BWMarae AoAaTKOBOro sabopaTopHOro
obcTexeHHs. Ana yTOYHEHHS AiarHo3y HeobXigHO BU3HAYUTU KOHUeHTpauito TTT i TUPOKCUHY
(T4) y cnpoBaTui KpoBi.

2. IPUHUMNN POBOTU HABOPY

Bu3Ha4YeHHs TUPEOoTPONMHOro rOpMOHY 3aCHOBaHE Ha BWMKOPUCTAHHI «CeHABiY»- BapiaHTa
TBEpAodasHoOro iMyHoPEepMeHTHOro aHanizy. Ha BHyTpilWHIA NoBepxHi NyHOK nnaHweTa
iMMO6inizoBaHi Muwadi MOHOKNOHanNbHi aHTuUTiNna Ao 6eta-naHutora TTT nAMHWU. Y NyHKax
nnadweTa, Npu AOAaBaHHI AMcKa 3 AOCNIAXYBaHWM 3paskoM, BiabyBaeTbca entouia TIT i
3B'SI3yBaHHA 3 aHTUTINAMM Ha TBepAin ¢asi. Komnnekc, Wwo yTBOp1BCS, BUSBAAIOTb 3@ AOMNOMOrOt0
KOH'toraTa iHLOoro eniTona MMWayYnx MOHOKJIOHaNbHUX aHTUTIN Ao 6eTa-naHutora TTT noaAnHK
3 MepoKcMaason XpiHy. Y pesynbTaTi YTBOPHETLCSA MOB'A3aHUN i3 MNACTUKOM «CEHABIY», LU0
MicTUTb nepokcupasy. MMia dac iHkybauii 3 po3umHoM cybcTpaTy TeTpameTunbeHsuanHa
(TMB) BinbyBaeTbca dapbyBaHHA PO34UMHIB Yy NyHKax. IHTeHCUBHICTb dapbyBaHHA npaMo
nponopuiHa KoHLEeHTpaLii TUpeoTPONHOro ropMoHy B A0C/iAXYBaHOMY 3pa3Ky. KoHueHTpaLito
TUPEOTPONHOro rOPMOHY B AOCHIAXYBaHMX 3paskax BM3Ha4valTb 3@ rpadikoM 3anexHoCTi
ONTUYHOI LWINBbHOCTI BiA BMiCTY TMPEOTPOMHOIro rOpMOHY B KanibpoBaHux npobax.

3. AHAJNTITUYHI XAPAKTEPUCTUKH

3.1. CneundivHicTtb. [lepexpecHa peakuis MUWKUHUX MOHOKIOHANBbHUX aHTUTIN
no 6erta-naHutora TIT 3 iHWKWMKW aHaniTaMn HaBeaeHa B Tabnuui:

AHanit MepexpecHa peakuisn, %
Xr <0.1
nr <0.1
oCr <0.1

3.2. BiprBoproBaHicTb. KoediuieHT Bapiauii pe3ynbTaTiB BU3HayeHHs BMicTy TTI
y TOMYy CaMOMy 3pasKy CyXMX MNASM KPOBi HEMOBAAT 3 BMKOpPUCTaHHAM Habopy «TTIM-HEO-
I®A» He nepesullye 15%.

3.3. Yyrnusictb. MiHiMmanbHa BiporigHo o6bymoBneHa Hab6bopom <«TTI-HEO-IDA»
KOHUeHTpauis TTI y cyxux nnsMax KpoBi HEMOBNST He nepesuye 3 MKME/MN KpoBi.
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5. BANOBIXXHI 3AX04MI

5.1. MoTeHuiinHM pn3mnkK 3actocyBaHHs Habopy - knac 2a (FOCT P 51609-2000).

5.2. Bci koMnoHeHTM Habopy, 3a BMHSATKOM cTon-peareHTy (5,0% po3unH cipyaHoi
KWUC/I0TK), Y BUKOPUCTOBYBAHUX KOHLEHTPALIiiX € HETOKCUYHUMM.

Po3unH cipyaHoi KMCNOTWM Ma€ ApaTiBHY Ait0. YHUKATW po36pu3KyBaHHSA M NOTpanisiHHA
Ha WKipy 1 cnu3oBi. Mpun noTpannsiHHi Ha WKipy W CM30BI yYpaXxeHy AiNSHKY C/ig NpoMUTKY
BEJINKOIO KiNIbKICTIO MPOTOYHOI BOAU.

5.3. Mpwu poboti 3 Habopom cnia goTpumyBaTuUcb «lpaBui yCcTpow, TeXHiIKM 6e3nekw,
BMPO6HUYOI caHiTapii, npoTuenigeMiyHoro pexuMmy K ocobucToi ririeHn npu poboTi
B nabopatopiax (BiadineHHsX, Bigainax) caHiTapHO-eniAeMionoriYHMx YCTaHOB CUCTEMU
MiHicTepcTBa oxopoHu 3a0pos's CPCP» (Mocksa, 1981 p.).

5.4. lMpwu poboTi 3 Habopom cnig HaasiratM ogHOpas3oBi r'yMoBi abo NNacTUKOBI pyKaBUYKM,
TOMY WO 3pasku KpOBi NOAMHW CAiA pO3rnsafaTth K NOTeHUiMHO iHdikoBaHW MaTepian,
34aTHUM TpuBanuin 4ac 36epiratm 1 nepepasatn BIJ1, Bipyc renatuty abo 6yab-SKUin iHWNI
36yAHWK BipyCHOI iHdeKLii.

6. OBJIAAHAHHA TA MATEPIAJIN,
HEOBXIAHI NP POBOTI 3 HABOPOM

- (OTOMETp BEPTUKASIbHOrO CKaHyBaHHS, WO AO03BOJISE BMMIPIOBATN ONTUYHY LUISIbHICT
YMICTY IYHOK NnaHweTa npu A0BXWHI XBuNi 450 HM;

- opbiTanbHui Welikep (CTpycyBay) ans MikponnaHwerT, weuakicte 600-800 06/x8;

- [o03aTopu 3i 3MiHHMMW HaKOHEYHWKaMK, Lo A03BONAIOTb BiabmpaTy obcsirn B Aiana3oHi
25-250 mkn;

- UMniHAp MipHUI MicTkicTio 500 mn;

- BOAA AUCTWbOBaHa;

- pyKaBW4KM rymoBi abo nnacTukosi;

- nanip dinbTpyBanbHUiA;

-  MPUCTPIN ANs roTyBaHHS AUCKIB i3 nnsiMu (naH4yep);

7. NIAFrOTOBKA PEATEHTIB A1 AHANI3Y

7.1. MNepen npoBedeHHAM aHanisy KomMnoHeHTM Habopy I pocnigxyBaHi 3pasku
cupoBaTky (Mnasmu) KpoBi Cnig BUTpUMATUM Npu KiMHaTHIM TemnepaTypi (+18..+25 °C)
He MeHw 30 xB;

7.2. liarotoBKa naaHWeTa.

Po3kpuTn nakeT i3 nnaHWeToM i BCTAHOBUTM Ha paMKy HeobXifHY KinbKiCTb CTpuMniB.
CTpvnu, WO 3aNUWNANCSA HEBUKOPUCTaHMMU, o6 3anobirtn BNMBY Ha HUX BOIOTU, peTeNIbHO
3aKkneiTM nanepoM Ans 3akfewBaHHs nnadweTta i 36epiratm npu Temnepatypi +2..+8 °C
NpoTSAroM yCbOro CTPOKy npuaaTHocTi Habopy.

7.3. TOoTyBaHHS BiAMMBOYHOIO PO3UMNHY.

Y Bunagky Apo6oBOro BMKOPUCTaHHA Habopy cnia Bigibpatm HeobXxiAHy KinbKiCTb
KOHUEHTpaTy BiAMMBOYHOIO PO3YMHY W pO3BECTM AUCTUIBOBAHOK BOAOW B 21 pas
(1 Mon KOHUEHTpaTy BiAMMBOYHOIrO po3unHy + 20 MO ANCTUNLOBAHOI BOAM).
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8. YMOBW 3BEPIFAHHS TA EKCMJTYATALII HABOPY

8.1. Habip peareHTiB «TTI-HEO-I®A» noBuHeH 36epiratncs B ynakoBui NiANpUEMCTBA-
BUPO6HUKA npu TemnepaTypi +2..+8 °C NpoTAroM ycboro CTPOKy MpWAATHOCTI, 3a3HayeHoro
Ha ynakosui Habopy.

[onyckaeTbca 36epiraHHs (TpaHcnopTyBaHHA) Habopy npu Temnepatypi Ao +25 °C
He 6inbw 5 Ai6. He gonyckaeTbcs 3aMOpOXyBaHHS Linoro Habopy.

8.2. Habip po3paxoBaHuii Ha NpoBeAeHHS aHanidy B aybnikatax 40 aocniaxyBaHUX 3paskis,
6 kanibpoBaHux Npob (ycboro 96 BU3HAYEHD).

8.3. Y Bunagky apobosoro BukopucTaHHs Habopy komnoHeHTW cnia 36epiratm B Takui
cnoci6:

- CTpUNU, O 3a/ULININCA HEBUKOPUCTAHUMU, HEOOXIAHO peTenbHO 3akneiTM nanepom

ONS 3aKnelBaHHSA nnaHweta W 36epiratm npu Temnepatypi +2..+8 °C npoTtsarom
YyCbOro CTPOKY npuaaTHoCTi Habopy;

- 6ydep ana po3BeneHHs 3pa3kiB, KOH'toraT, cybcTpaT, cTon-peareHT MiCns po3KpuTTs
dnakoHiB cnig 36epiratv npu TemnepaTypi +2..+8 °C npoTAroM ycbOro CTPOKY
npuaaTHocTi Habopy;

- KanibpyBanbHi Micns po3kpuTTa ynakoBku cnif 36epiratv npu Temnepatypi +2...4+8 °C
He 6inbw 1 Micsaus;

- KOHLEHTpaT BiAMMBOYHOr0 PO34YMHY LIO 3a/ULLMBCA HEBUKOPUCTaHUM, cnif 36epiratu
npu Temnepatypi +2...+8 °C npoTsSroM ycboro CTpoky npuaatHocTi Habopy;

- NpUroTOBMIEHMI BIAMMBOYHMI pO3uYMH cniag 36epiraTm npu KiMHaTHIN TeMmnepaTypi
(+18...4+25 °C) He 6inbw 5 gi6 abo npu Temnepatypi +2...+8°C He 6inbw 30 Ai6;

Mpumitka. [licns BUKOPWUCTaHHS peareHTy HeraHO 3akpuBanTe KpUWLWKY dnakoHa.
3akpuBanTe KOXHWUN PakoH CBOEID KPULLKOIO.

8.4. KpoB 6epeTbcsi 3BUMYANHUM CMOCOBOM, CTEpWUSIbHUM ckapudikaTopoM 3 nanbusa abo
n'aTM Kpannew, Wo Maja€, He Topkawuncb 6naHka. Baxnmeo, wWob nnsma KpoBi Ha nanepi
6yno yTBOpeHO MPOCOYYyBaHHSAM BiA OAHi€i Kpanni, a mpocovyBaHHA nanepy 6yno focTaTHIiM
(BMa nnsmu -ogHakoBa no obwuasa 6oku). OTpUMaHi NASMM KPOBi BUCYLYKOTb MNPOTArOM
2-3 rOAMH Y TOPW30HTANIbHOMY MOJIOXKEHHI NpW KiMHaTHIK TemnepaTypi (+18..+ 25 °C),
YHUKaUM NOTPANISHHSA NPAMUX COHSYHUX NMPOMEHIB.

Po3Mip Hackpisb MpoOCOYEHOro KpoOB't0 AMCKA MOBWHEH 6yTW B AiameTpi He MeHWw 12 MM.
Takux guckis (NasM) NoBMHHE BYTU HE MEeHLLEe TPbOX.

3pasku KpoBi, HaHeceHi Ha (pinbTpyBanbHWI Nanip, He NOBUHHI MicTUTN EATA wWo6 yHUKHYTH
BUKPUBIEHHS pe3y/ibTaTiB aHanisy.

8.5. MNpu BukopucTaHHi Habopy Ana npoBeAeHHSs AEKiNbKOX He3aNeXHWX cepiil aHanisis
cnifg MaTh Ha yBasi, WO AN KOXHOro He3aneXxHoOro BM3HauyeHHs HeobxigHa nobynoBa HOBOro
kanibposaHoro rpadika. KpimM Liboro, pekoMeHAy€eTbCS BUSHAUYEHHS KOHLEeHTpaLii TMpeoTPOMNHOro
rOPMOHY B KOHTPOJIbHIA CMpOBaTL.

8.6. [Ins oAepxXaHHSA HafiHWX pe3ynbTaTiB HeobXiAHO CyBOpe AOTPMMaHHS IHCTpyKuii
i3 3acTocyBaHHs Habopy.
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10. OYIKYBAHI 3HAYEHHA TA HOPMMA

10.1. BusBneHHss HeMOBAAT 3 MNEepBMHHMM HeOHaTasbHWM TiNOTMPIO30OM 3acHoBaHe
Ha BWKOPWUCTaHHI BENWYMHWM MOMepefHbO MPUAHATOI rpaHW4YHOI KOHUeHTpauii TTI (cut-
off), sKka BCTaHOBMIIOETbCA EMMNIPUYHO, 3HaK4YM pO3KMA HOPMaNbHUX 3Ha4YeHb Yy nonynauii.
3aranbHOMNPUAHATUM ANSt CKPUHIHFOBUX MEeAMKO-TeHETUYHUX LIeHTpiB PoCii € BUKOpUCTaHHA sik
rpaHuyHa KoHueHTpauia TTI 20 MKME/Mn KpoBi (ekBiBaneHTHO 44 MKME/Mn cuMpoBaTKu npu
rematokpuTi 50-55%). KoHueHTpauia TTI, WO nepeBULLYE IPaHWYHE 3HAYEHHS, BKAa3y€E Ha
naTosorito, WO BMMAara€e A0AAaTKOBOro nabopaTopHOro TeCTyBaHHS. BCi 3pa3ku 3 KOHLEHTpaui€to
Bue 20 MKME/Mn NoBWHHI 6yTn nepeBipeHi MOBTOPHO AN BUK/IOYEHHS XMOHO MO3UTUBHMX
pe3ynbTaTiB. Y BUNaAKy NOBTOPHOMO BUSIB/IEHHS B TOMY XX 3pa3Ky KpoBi KOHUeHTpauii TTI BuLle
rPaHUYHOI CKPUHIHT- nabopaTopis MOBIAOMASE NOMIKAIHIKY 3@ MiCLEM MPOXWBAHHA HEMOBNATU
npo HeobXiAHICTb MOBTOPHOrO B3SATTS KPOBi ANA KiflbKICHOrO BM3HayeHHs piBHS TTT. lpu
KoHueHTpauii TTI Bia 20 no 100 MKME/mn 3abip KpoBi MpoBoANTLCS Ha 6naHK, AOCNIAXKEHHIO
nigaatTb BUCYLWEHI naaMu Kposi. Mpu koHueHTpauii TTT 6inbw 100 MKME/MN cnig opepxatu
CMpoBaTKy KpOBi AN5 MapanenibHOro BU3HayeHHs B Hil TTT, TupokcuHy (T4) i TpUOATUPOHUHA
(T3). Pasom 3 TuM, BignosigHo Ao npasun GLP (IapHoi nabopaTopHOi NpakTUKKW), KOXHa
nabopaTtopid MOBMHHa CaMa BW3HA4YWTU NapaMeTpyM HOPMMW, XapaKTepHi Ans 06CTexyBaHoi
nonynsuii.

Mpumitka. 3HayeHHs TTI 3a3HauyeHi B pO3paxyHKY Ha OAMHULI 06'eMy UiNbHOI KpOBI.
[ns nopiBHAHHA pe3ynbTaTiB WOoA0 3Ha4YeHb CMPOBATKM CNiA 3p0BUTU HAaCTyMNHe nepepaxyBaHHs:

TTI MKME/mMn cuposatku = 2,2 TTI MKME/Mn KpoBi.

3 nuTaHb, AkocTi Habopy «TTM-HEO-I®A»,
cnip 3septatuck B TOB «XEMA» 3a agpecoto:
TOB «Xema» 03022 Kwis, a/c 101

Ten +38 (044) 521-3-521

e-mail: info@xema.com.ua

Internet: www.xema.com.ua
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MHCTPYKUNA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans NMMYHO®EPMEHTHOIO ONMPEAEJIEHUA
TUPEOTPOINMHOIO rOPMOHA B CYXUX NATHAX KPOBU
HOBOPOXAEHHbIX «TTFr-HEO-N®A »

1. HASHAYEHME

1.1. Habop peareHtoB <«TIT-HEO-UDA» npeaHasHayeH AN KOJMYECTBEHHOrO
onpegeneHns KOHLEeHTpaLmm TMPeOTPONHOIro FOPMOHa B CyXMX MNSATHAX KPOBM HOBOPOXAEHHbIX
MeToAoM TBepAodasHOro WMMMYHO(MEPMEHTHOro aHanuMsa Mpu HeoHaTaslbHOM CKPUHUHIe
rmnoTmpeosa.

1.2. TupeoTponHbIf ropMoH (TTI) — MIMKONPOTENH C MOSIEKYIAPHOI Maccoi okono 30 k[a,
cekpeTupyeTcsl nepeaHen gonen rmnodusa. Monekyna TTI COCTOUT U3 ABYX HEKOBaSIEHTHO
CBAI3@HHbIX MOMMNENTUAHbLIX Uenelh: anbda- u 6eTa-cybbeanHuubl. CneunduyHOCTb
n 6MONOrMYEcKyto akTUBHOCTb FOPMOHa onpeaenseT ero 6eta-cybbeanHuua.

1.3. MepBUYHbIA FMNOTUPEO3 — BPOXAEHHOE 3HAOKPMHHOEe 3aboneBaHue, CBA3aHHOe
C HapylweHneM QyHKLUMOHMPOBaHNS LWNTOBUAHOWM Xenesbl, BCTpeyaeTca ¢ yactoton 1:3500-
1:4000 pognos.

Haxopswmecs B kpoBoobpalleHun cBobogHble dpakumm T4 u T3 B CBOK o4epenb
perynupytoT cekpeunto TTT. MNpu NepBUYHOM rMNOTUPEO3E LWMTOBUAHAS XKene3a CekpeTupyeT
HeAoCTaTOYHOe KOJIMYECTBO FOPMOHOB U, crefoBaTesibHO, YpOBeHb TTT MOBbIWEH.

1.4. BbisB/IeHWE  HOBOPOXAEHHbIX C  MEPBUYHBIM  BPOXAEHHbIM  TMMOTUPEO30M
OCHOBaHO Ha WCMNONb30BaHWUM BEWYMHbI MOPOroBOM KOHUeHTpauun TTI. KoHueHTpauus
TTI, npeBblwakWwas MOpPoroBoe 3HayeHMe, yKasblBaeT Ha nartosiornio, Tpebytouyto
[ONoSIHUTENbHOro nabopatopHoro obcnesoBaHus. [ns yTOYHEHMS AMarHosa Heobxoaumo
onpenenutb KoHueHTpauuto TTI n TupokcnHa (T4) B CbIBOPOTKE KPOBM.
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2. IPUHUMN PABOTbl HABOPA

OnpeneneHne TUPEOTPONMHOrO rOPMOHAa OCHOBAHO Ha WCMOMb30BaHUU  «CIHABUY»-
BapuaHTa TBepAoda3sHOro WMMMyHOMEpPMEHTHOro aHanu3a. Ha BHyTpeHHeill noBepXHOCTU
JIYHOK MiaHWweTa MMMO6UIN30BaHbl MbIWWHBIE MOHOKJIOHAsIbHble aHTuTena k 6eTa-uenu
TTI uvenoseka. B nyHkax nnaHweTa, npu gobaBneHuuM Aucka C uccreayembiM obpasLoM,
npoucxoauT sntounsa TTT 1 cBsi3biIBaHWE C aHTUTeNamMm Ha TBepaon dase. O6pasoBaBLUMnCS
KOMMJIEKC BbISIBASIOT C MOMOLLbIO KOHbIOraTa Apyroro 3anuMTona MbllWWHbIX MOHOK/IOHabHbIX
aHTUTen k 6eta-uenu TTI yenoseka C nepokcuaason xpeHa. B pesynbTate obpasyetcs
CBSI3aHHbIW C MJacCTUKOM <«C3HABWY», COAEepXalnii nepokcupaasy. Bo Bpems uHkybauum
C pactBopoM cybcTpaTa TeTpameTunbeHsuamHa (TMB) npoMcxoanT okpalimBaHue pacTBOpoB
B JIlyHKaX. MIHTEHCMBHOCTb OKPacku NpsiMo NponopLMoHasibHa KOHLEHTPaLnn TMpPeoTPOMNHOro
ropMoHa B uccneayemom obpasue. KoHLUeHTpaLuuio TUPEoTPONHOro roOpMOHa B UCCEeAyeMbIX
obpasuax onpeaenstoT No KanaMbpoBOYHOMY rpacduKy 3aBUCMMOCTU OMTUYECKOW MNOTHOCTU
OT CcoepXaHusi TMPEOTPOMNHOro rOpMOHa B KanMbpoBOYHbIX Npobax

3. AHAJINTUYECKUE XAPAKTEPUCTUKU
3.1. CneundUNYHOCTD.
MNepekpecTHas peakLms MbILLMHbBIX MOHOKJIOHabHbIX @aHTUTeN Kk 6eTa-uenn TTI c ApyruMum
aHanuMTamu npuBefeHa B Tabnuue:

AHanut MepekpecTtHasa peakumsa, %
Xr <0.1
nr <0.1
oCr <0.1

3.2. BocnpousBoAUMOCTb.

KoachduumeHT Bapnaunm pesynbTaToB onpeaeneHus cogepxanuns TTT B O4AHOM 1 TOM Xe
obpasue cyxmx NSTeH KpOBM HOBOPOXAEHHbLIX C Mcnonb3oBaHueMm Habopa «TTM-HEO-UDA»
He npesblwaeT 15%.

3.3. HyBCTBUTENIbHOCTbD.

MuHMManbHasa focToBepHo onpeaensemMas Habopom «TTM-HEO-UDA» kKoHueHTpaums TTT
B CYXMX MSATHaX KPOBW HOBOPOXAEHHbIX He npesBbllwaeT 3 MKME/Mn kposu.
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5. MEPbl NPEAOCTOPOXXHOCTHU

5.1. MoTeHuManbHbIA pUcK NpuMeHeHns Habopa — knacc 2a (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ncknwo4veHmem cron-peareHTa (5,0% pacTtBop cepHoi
KWUCNOTbI), B UCMOJIb3yEMbIX KOHLEHTPAUUSX SBASIOTCS HETOKCUYHBIMU.

PactBop cepHoil kucnoTbl obnajaeT pasapaxatmolwmm - genicteueM.  U3beraTb
pas6pbi3arnBaHus 1 NonagaHus Ha KOXy W CAnsuctble. MNpu nonagaHum Ha KOXYy U CIM3UCTbIe
NMOPa>KeHHbIN y4acToK cnefyeT NpoMbiTb 60MbLIMM KOSIMYECTBOM MPOTOYHON BOAbI.

5.3. Mpu pabote c Habopom cnepyetr cobnopate «[lpaBuna yCTPOWCTBA, TEXHWUKMU
6e3o0nacHOCTX,  MpPOM3BOACTBEHHOM  CaHUTapuu,  MNPOTMBO3IMUAEMMYECKOrO  pexuma
W NWYHOM rurmeHbl npu pabote B nabopatopuax (OoTAeneHusx, OTAenax) CaHuUTapHo-
3NNAEMMONOTNYECKUX YUYpEeXAEHUN cucTtemMbl MuHWUCTepcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Mpun pabote c Habopom cneayeT HageBaTb OAHOPA30Bble PE3NHOBbLIE WU
nnacTMKoBble MepyaTky, Tak Kak obpasubl KPOBW YesioBeka cnefyeT paccMaTpuBaTb Kak
noTeHUNanbHO WMHMOULMPOBAHHbLIA MaTepuan, CrNoCO6HbIN ANUTEeNbHOE BpEMSi COXPaHSATb
1 nepepasaTb BUY, Bupyc renatuta nnu nwobon apyron Bo3byantenb BUPYCHOW MHMEKLMN.

6. OBOPYOQOBAHUE U MATEPUAIJbI,
HEOBXOAWMBbIE NPU PABOTE C HABOPOM

- (oTOMeTp BepTUKASIbHOIO CKAHWPOBaHWS, MO3BOMSIOWMIA U3MEPSTb  OMTUYECKYHO
MAOTHOCTb COAEPXKXUMOrO JTIYHOK MaHLWeTa Npu AIMHE BOJHbI 450 HM;

- opbuTanbHbIN werikep (BcTpsixuBaTenb) ans MUKPOM/AHLLET, CKOPOCTb
600-800 06/MWH

- [03aTopbl CO CMEHHbIMM HAKOHEYHWKaMM, Mo3BonswWwmMe oTbupate 06bEMBI
B AMana3oHe 25-250 mkn;

- UMAMHAP MEepHbI BMecTUMocTbio 500 mn;

- BOJa AUCTWIIMPOBaHHas;

- MepyaTKu pe3nHOBblE WM MIACTUKOBbIE;

- bymara dwnbTpoBasbHas.

- YCTPOWCTBO ANsi NPUrOTOBNEHNS ANCKOB M3 NsATHa (NaH4yep)

7. NOArOTOBKA PEATEHTOB A1 AHAJIU3A

7.1. Nepen nposeAeHWeM aHanM3a KOMMOHeHTbl Habopa wn wuccneayemble obpasubl
CbIBOPOTKM  (NNasmbl) KpOBM  c/leAyeT  Bblgep)XaTb MNpuM  KOMHATHOW  TeMmnepaType
(+18...425 °C) He MeHee 30 MUH

7.2. lpurotoBieHne niaHwera.

BcKpbITb NaKkeT C MIaHWeTOM M YCTaHOBUTb Ha paMKy HeobxoauMoe KOSMYeCTBO
cTpmnoB. OCTaBLUIMECS HEeWCNOosb30BaHHbIMW CTpWMbl, YTO6bI MpeaoTBpPaTUTb BO3AENCTBME
Ha HWX Bnaru, TWaTeNbHO 3aKneuTb 6ymMaron Ana 3aknenMBaHWs MaaHWeTa U XpaHUTb Npu
Temnepartype +2...4+8 °C B TeueHue Bcero cpoka rogHoctn Habopa

7.3. lNpurotoBieHne OTMbIBOYHOIO pacTeopa.

B cnyyae agpo6Horo ncrnonb3oBaHns Habopa cneayet otobpatb HEO6X0AMMOE KONTMYECTBO
KOHLUEeHTpaTa OTMbIBOYHOINO pacTBopa W pa3BecTM AUCTUIMPOBAHHOM BoAon B 21 pa3s
(1 Mn KOHUEHTpaTa OTMbIBOYHOIO pacTeBopa + 20 M AUCTUNIMPOBAHHOM BOAbI).
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8. YC/IOBUA XPAHEHUA N SKCNJTYATALUUU HABOPA

8.1. Habop peareHToB «TTI-HEO-U®A» AOMKEH XpaHUTbCA B YMNaKoBKe NpeanpusTus-
n3rotosutens npu temnepatype +2...+8 °C B TeyeHWe BCEro Cpoka roAHOCTU, YKa3aHHOMo Ha
ynakoske Habopa.
[onyckaeTtcs xpaHeHue (TpaHcnopTupoBka) Habopa npu TeMmnepaType Ao +25 °C He 6onee
5 cyTok. He gonyckaeTcsa 3amopaxusaHue Lenoro Habopa.
8.2. Habop paccumTtaH Ha nposeaeHne aHanusa B aybnukatax 40 uccneayemoix 06pasuos,
6 KanMbpoBo4HbIX Npob (BCcero 96 onpeaeneHuit).
8.3. Bcnyyae gpobHoro ncnonb3oBaHust Habopa KOMNOHEHTbLI C/IeAYET XPaHUTb CNeayLWUM
obpasom:
- OCTaBWMECS HEeUCNoJSIb30BaHHbIMU CTPUMbl HEo6XO0AMMO TWATeNbHO 3aKIeuTb
6ymaron Ans 3akfnevMBaHMa MNnaHwetra W XpaHuUTb Npu TemnepaTtype +2..+8 °C
B TeUEHMe BCero cpoka rogHoctn Habopa;

- bydep ansa passegeHus obpasuoB, KOHbiorat, cybcrpaT, cTon-peareHT nocne
BCKpPbITUS (DNAKOHOB c/leAyeT XpaHuTb npu TemnepaTtype +2..+8 °C B TeueHue
BCEero cpoka rogHoctn Habopa;

- KannbpoBOYHble MOC/Ee BCKPbITUS YMNAKOBKW cnefyeT XpaHuUTb Mpu TeMmnepartype

+2...+8 °C He 6onee 1 mMecaua
- OCTaBLMNCA HEWUCMNOSb30BaHHbIM KOHLIEHTpPAT OTMbIBOYHOrO pacTBopa creayeTt
XpaHUTb Npu Temnepatype +2...+8 °C B TeyeHne BCcero cpoka rogHoctn Habopa.

—  TMNPUrOTOB/IEHHbIA OTMbIBOYHbIA pacTBOp CreAyeT XpaHuTb NpU  KOMHaTHOM
Temnepartype (+18...+25 °C) He 6onee 5 cyTok unu npu TemnepaTtype +2..+8 °C
He 6onee 30 cyToK;

MpuMmeyaHue. T[locne WCMONb30BaHUS peareHTa HeMeAsIeHHO 3aKpblBanTe KpbIWKY
dnakoHa. 3akpbiBanTe Kaxabli h1akoH CBOEN KPbILWKON.

8.4. KpoBb 6epeTcsi 06bIYHbIM CMOCOOOM, CTEPWSIbHLIM CKapuduKaTopoM M3 nanbua uam
NATKM, NagawoLen kannen, He kacascb 6naHka. BaxHo, 4yTobbl NSTHO KpoBWM Ha Bymare 6binio
o6pa3oBaHO MpONUTbIBaHMEM OT OAHOWM Kanau, a nponuTbiBaHue 6ymarn 6bi10 AOCTaTOYHbLIM
(Bua NsiTHa oguHakoB € 06eux CTOpoH). MonyyeHHble MATHA KPOBW BbICYLUMBAKOT B TeyeHue
2-3 4acoB B rOPU30HTaJIbHOM MOSIOXKEHMM NPU KOMHaTHOM TemnepaType (+18...+25 °C), usberas
nonagaHus npsMbIX COMTHEYHbIX Nlyyen.

Pa3Mmep HackBO3b NPOMUTAHHOIO KPOBbIO AMUCKa AO/MKEH 6biTh B AMaMeTpe He MeHee 12 MM.
Takmx ANCKOB (NSTEH) AOMKHO 6bITb HE MEHbLUE TPeX.

O6pasubl KpoBM, HAaHOCUMblEe Ha GWALTPOBasbHYO ByMary, He AOMKHbI cogepxaTb SATA
BO M36exaHne UCKaXeHUs pe3ynbTaToB aHaau3a.

8.5. Npun wucnonb3osaHmn Habopa AN NpoBefEeHUS HECKONbKUX HE3aBUCUMbIX Cepuii
aHanM30B crieqyeT UMeTb B BMAY, YTO A4S KaXAOro He3aBMCUMMOro ornpegeneHvs Heobxoammo
NMOCTPOEHME HOBOro KanuMbpoBOYHOrO rpaduka; KpoMe 3TOro, peKOMeHAYyeTCs onpeaeneHune
KOHLUEHTpaunn TUPEeoTPONHOro rOpMOHa B KOHTPOJIbHOM CbIBOPOTKE.

8.6. [1ns nonyyvyeHWss HaAexXHbIX pe3ynbTaToB HeobxoAuMMo cTporoe cobntoeHune
WHCTpyKUMKn no npuMeHeHuto Habopa.
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10. OOXMAAEMbBIE 3HAYEHUSA N HOPMbI

10.1. ObHapyxXeHne HOBOPOXAEHHbIX C MEPBUYHLIM HeOoHaTaslbHbIM  MMOTUPEO30M
OCHOBAHO Ha WMCMOJIb30BaHWUMN BENNYUHbBI NPeABapUTENbHO NMPUHATON NOPOroBOM KOHLIEHTpaLun
TTT (cut-off), KoTOpas ycTaHaBnMBaeTCa 3MNUPUYECKM, 3HAsA pa3bpoc HOpManbHbIX 3HAYeHUW
B nonynsumu. O6WenpuHATBIM ANS CKPUHWMHIOBBIX MEAMKO-FEHETUYECKMX LeHTpoB Poccum
SIBNSIETCA MCMNOMb30BaHME B KayecTBe MOpPOroBoi KoHueHTpaumwm TIT 20 MKME/Mn Kposwu
(a3kBuBaneHTHo 44 MKME/Mn cbiBOpoTkM npu rematokpute 50-55%). KoHueHTpauusa TIT,
npesbiWaoLLas Noporosoe 3HavyeHne, ykasblBaeT Ha NaTonoruio, TpebytoLlyo A0NONTHUTENIbHOMO
nabopaTopHOro TecTupoBaHusi. Bce o6pasubl C KOHUeHTpaumew Bbiwe 20 MKME/MA Ao/KHbI 6bITb
npoBepeHbl NOBTOPHO A1 CK/IIOYEHUNS JTOXKHOMOSIOXMUTENbHbIX pe3y/bTaTos.

B cnyyae noBTopHOro obHapyxeHus B TOM >e obpasue KpoBW KOHUeHTpauuu TIT
BbIlLE MOPOroBON CKPUHUHM-nabopaTopus yBeAOMASET MOMUKAMHUKY MO MECTY MPOXWUBaHUS
HOBOPOX/JAEHHOr0O O Heo6XoAMMOCTM MOBTOPHOrO B3STUS KPOBWM AN KOJIMYECTBEHHOMO
onpegeneHns yposHs TTT.

Mpn koHueHTpauun TTI ot 20 Ao 100 mkKME/mMn 3abop KpoBu Mpou3BOAUTCA Ha bHnaHk,
nccnefoBaHuIo NOABEPraloTCs BbICYLIEHHbIE NATHA KPOBMU.

Mpu koHueHTpauun TTI 6onee 100 MKME/Mn cneayeT nonyyYuTb CbIBOPOTKY KPOBW ANS
napannenbHoro onpeaeneHus B Heh TTT, TUpokcmHa (T4) n TpuiioaTUpoHnHa (T3).

Bmecte ¢ Tem, B cooTBeTcTBMM C npasBunamm GLP (Xopoweln nabopaTopHOW npakTuku),
Kaxxpaas nabopaTopus AO/MKHa caMa ONpeaenuTb MapaMeTpbl HOPMbl, XapakTepHble Ans
obcneayemoi monynsuuum.

MpuMeuaHue.

3HayeHus TTI ykasaHbl B pacyeTe Ha eAnHMLY obbeMa LenbHOW KpoBWU. [N cpaBHEHUS
pe3ynbTaToB OTHOCUTENBHO 3HAYEHWI CbIBOPOTKW CneayeT Npou3BeCcTU CNeayloLmnin nepecyerT:

TTI MKME/mMn cbiBopoTku = 2,2 TTI MKME/Mn KpoBw.

Mo BonpocaM, kacatowmmMcs kadectsa Habopa «TTMr-HEO-UDA »,
cnepyet obpawatbcs B OO0 «XEMA» no agpecy:

105043, MockBa, a/sa 58,

Ten./dakc: (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbI)

aNeKTpoHHasa noyTa: info@xema.ru; rqc@xema.ru
MHTEPHEeT: WWw.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro cepenca OO0 «XEMA»,
K. 6. H. . C. KOCTpUKUWH
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XEMA
Instruction for use

A solid-phase enzyme immunoassay
for the quantitative determination of TSH in human
newborn blood specimens dried on filter paper
1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of TSH in newborn
blood specimens dried on filter paper.

This kit is designed for measurement of TSH in newborn blood specimens dried on filter
paper. For possibility of use with other sample types, please, refer to Application Notes
(on request). The kit contains reagents sufficient for 96 determinations and allows to analyze
42 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

TSH-Neo ELISA is intended for the quantitative determination of Thyroid Stimulating
Hormone (TSH) in newborn blood specimens dried on filter paper and used as a screening
test for congenital hypothyroidism in babies.

TSH is a glycoprotein with MM ca. 30 kDa which is secreted by the anterior lobe
of the pituitarty gland. TSH molecule is combined from two non-covalently bound polypeptide
chains: alpha-chain and beta-chain. Specificity and biological activity of TSH is caused by its
beta-chain. Congenital hypothyroidism is a hereditary pathology expressed in altered thyroid
function and found with prevalence ca 1:3500 - 1:4000.

Congenital hypothyroidism is characterized by a decreased secretion of thyroid hormons -
T3 and T4, this in turn upregulating TSH secretion and leading to elevated TSH levels
in blood.

Screening of newborns with congenital hypothyroidism is based on cut-off TSH value.
If TSH value obtained is higher that the cut-off, it indicates a possible pathological state and
requires additional laboratory investigations. To confirm the diagnosis, quantification of TSH
and T4 in serum is required.

3. PRINCIPLE OF THE TEST

Thistestisbased ontwo-site sandwich enzymeimmunoassay principle. Tested specimen
is placed into the microwells coated by specific murine monoclonal antibodies to human TSH
B-chain. Antigen from the paperdiscis eluted and captured by the antibodies coated onto the
microwell surfaceUnbound material is removed by washing procedure. Second antibodies -
murine monocnoclonal antibodies to human TSH B-chain, labelled with peroxidase enzyme,
are then added into the microwells. After subsequent washing procedure, the remaining
enzymatic activity bound to the microwell surface is detected and quantified by addition
of chromogen-substrate mixture, stop solution and photometry at 450 nm. Optical
density in the microwell is directly related to the quantity of the measured analyte in the
specimen.
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4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2. This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not present
in the reagents of this kit. All human products, including patient samples, should be considered
potentially infectious. Handling and disposal should be in accordance with the procedures
defined by an appropriate national biohazard safety guidelines or regulations.

4.4. Avoid contact with stop solution containing 5,0% H2S04. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents. Microbial
contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal test
results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens
or kit reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous waste
according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Safety Data Sheet for this product is available upon request directly from XEMA
Co., Ltd.

4.15. The Safety Data Sheet fit the requirements of EU Guideline 91/155 EC.
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5.2.

53

Equipment and material required but not provided

Distilled or deionized water;
Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful but
not essential;

Calibrated micropipettes with variable volume, range volume 25-250 pl;

Microtiter plate shaker. Shaking should be medium to vigorous. Longitudinal shaking
approximately 200 strokes/min, oscillations 600-800/min

Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0.

Puncher to obtain specimen paper discs from dried blood spots.

Storage and stability of the Kit

Store the whole kit at 2 to 8 °C upon receipt until the expiration date.
After opening the pouch keep wunused microtiter wells TIGHTLY SEALED
BY ADHESIVE TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with blood specimens dried on filter paper. Blood is taken
with a sterile scarifier from a finger or a heel. It is essential that blood spots are collected
by application of a single drop of blood on a special blank printed on a filter paper. Layering
of successive drops will lead to elevated results. It is also important that the blood penetrates
the filter paper from one side to the other to produce just the same spot from the both sides.
The obtained pots should be dried in horizontal position for 2-3 hrs at RT (+18...+25 °C)

avoiding

direct sunlight.

Blood spot size should be nlt 12 mm diameter; nlt three such spots should be obtained.
Blood applied on a filter paper should not contain EDTA - it may cause false results.

7.1.

7.2.

7. TEST PROCEDURE

Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...4-25 °C) before use.

All reagents should be mixed by gentle inversion or vortexing prior to use. Avoid
foam formation.

It is recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

Prepare washing solution from the concentrate BUF WASH 21X by 21 dilutions
in distilled water.

Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed
within 3 minutes.

7.3.

See

Assay flowchart
the example of calibration graphic in Quality Control data sheet.
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9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

9.2. Plot a calibration curve on graph paper: OD versus TSH concentration.

9.3. Determine the corresponding concentration of TSH in unknown samples from
the calibration curve. Manual or computerized data reduction is applicable on this stage.
Point-by-point or linear data reduction is recommended due to non-linear shape of curve.

9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value Urll\i:ss‘z;bsaon::l;) j::: ] e e
CAL 1 0 pIU/ml 0.097 g -
CAL2 | 10 pIu/ml 0.217 ;| -
CAL 3 25 pIu/ml 0.348 e
CAL 4 50 pIu/ml 0.634 wl
CAL5 100 pIu/ml 0.930 N ‘ ‘ ‘
CAL6 250 pIu/ml 1.856 ’ T e "

10. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods alone -
all available clinical and laboratory findings should be used by a physician to elaborate
therapeutically measures. Each laboratory should establish its own cut-off value for TSH-Neo.
Based on data obtained by XEMA, the following cut-off is recommended: 20 pIU/ml blood
(equivalent to 44 pIU/ml serum with hematocrit value 50-55%). TSH-Neo value higher than
20 pIU/ml is indicative of possible thyroid pathology which requires additional laboratory
investigations. All samples with values higher than the cut-off should be retested to exclude
false-positive results.

If the retested sample gives elevated results again, a new blood specimen should
be taken from the same newborn.

If the result is within 20-100 pIU/ml, the blood sample is taken on filter paper blank
and dried blood specimen should be investigated.

If the result is higher than 100 pIU/ml, a serum sample should be obtained and used
for quantitative determination of TSH, T4 and T3.

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
HCG <0.1
LH <0.1
FSH <0.1

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 3 pIU/ml.
11.3. Repeatability

RSD, % for the same blood specimen is nmt 15%
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