TUPOKCUH BIJIbHUNA,
TECTOBUW HABIP (IMYHO®JTYOPECLIEHLIA)

Free Thyroxine (FT4) Test Kit (Immunofluorescence)

Kam. N¢: 52026121 Jama sunycky incmpykuyii: 12-12-2022

Bepcis: A/2

OCHOB0I0 _Npu__NposedeHHi _aHanizy € _opu2iHan _iHcmpykuii
aHenilicekolo _Mo8oto, 8kadeHol 8 Habip. Homep i dama _eepcii
opue2iHamy ma nepekaady iHcmpykuil NnoguHHi cnisnadamu.

1. HA3BA MPOAYKTY
3aranbHa Ha3Ba: TUPOKCUH BinbHUiA, TecToBW Habip (IMyHodnyopecueHLis).
Toprosa Ha3Ba: FT4

2.MAKYBAHHA
Cneumndikauis 1: 25 TecTiB/Habip Kat. N2: 52026121
Cneumndikauis 2: 50 TecTiB/Habip Kat. N2: 52027116

KoHTponb AkocTi (0nuinHo):

Cneuudikauis: PiBeHb 1: 0.5mn (mL) x 1 Kat. N2: 52105099
PiBeHb 2: 0.5mn (mL) x 1 KaT. N2: 52105100
PiBeHb 3: 0.5mn (mL) x 1 KaTt. N2: 52105101

3. MPU3HAYEHHA TA MOKA3AHHA

[na in vitro KinbKiCHOro BM3HayeHHA PiBHA TUPOKCWHY BifIbHOrO B CUPOBATL,
nnasmi Ta UiNbHIM KPOBi NOAWHWN. B OCHOBHOMY BWKOPWCTOBYETbCA [ANA
[iarHOCTUKM 3aXBOPIOBaHb LMTOBMAHOT 3aNn03M1.

Tinbku ansa npodecinHOro BUKOPUCTaHHS.

4. NIPUHUUN TECTY

Y ubomy aHanisi BUKOPUCTOBYETbCA KOHKYPEHTHUI MmeToa. lNicna Toro, Ak 3pasku,
WO MicTATb TUPOKCUH BiIbHNI, MOBHICTIO 3MilaHi 3 PO3YMHHMKOM 3pasKiB,
BilONPAETbCA BiANOBIAHA KiIbKICTb PO3UMHY Ta BHOCUTBLCA B JIYHKY AS1A 3pa3kKiB.
TUPOKCMH BINbHUI Yy 3pa3Ky 3B'A3YETbCA 3 MOHOKIOHANbHUM MULLIAYUM
aHTUTINOM A0  TWMPOKCUHY BiNbHOro, 3'€egHaHoro 3  ¢ayopecueHTHUMU
YacTMHKaMK, 3 YTBOPEHHAM KoMmnnekcy ¢nyopecueHTHa YacTUHKa-aHTUTINO-
aHTureH. MoTiMm uUel IMyHHUA KOMMEKC XpomaTtorpadiyHo nepemillyeTbea
Y3[0BX HiTpoLeniono3Hoi membpaHn [0 30HM Bu3HauveHHA (T). Hess’'AsaHun
KOH'toraT ¢GniyopecleHTHa YacTUHKa-aHTUTINIO 3B'A3YETbCA 3  MonepefHbo
NOKPUTUM KOH'IOTOBaHUM 3 aHTUTeHOM TWPOKCUHY BIifIbHOrO i MPOAOBXKYE
XpomaTorpadiuHo nepemiulyBaTuca B 30HY KOHTponio sakocTti (C). MiyeHun
dNyopecUeHTHMIN YaCTUHKaMM KO3AYMA aHTU-Kponsumin IgG 3B'A3yeTbca 3
nonepeAHbO MOKPUTMM Kponauum IgG i npeacTaBnA€e NiHilo KOHTPOSIO AKOCTI.
IHTeHCKBHICTb dnyopecueHuii gocnigKyBaHoi obnacti o6epHeHO nponopuiiHa
piBHIO TMPOKCUHY BiNbHOTO B 3pa3kKy.

5. OCHOBHI KOMMNOHEHTU TA AOAATKOBE HEOBXIAHE OBJIAQHAHHA
TecToBUIA Habip CKNapaeTbCA 3 TECTOBOI KapTW, MArHiTHOI KapTW, PO3YMHHMKA
3pasKa, KOHTPOJIO AKOCTi (ONUiNHO) Ta IHCTPYKLi.

1)  TecT-KapTa CKIafaETbcA 3 KOPMycy KapTu Ta TeCT-CMYXKW. TecT-CMy»Ka
MiCTUTb NAOLWaAKY ANA 3pa3ka/MapKyBasbHY MIOLWAAKY, HITPOLIENONO3HY
MembpaHy, abcopbytounii nanip i nnactuHy 3 MBX.

2)  MarHiTHa KapTta: MictuTb iHbopMaLilo KprBOi KanibpyBaHHA Ana Li€l napTii
peareHTiB.

3)  Po3umHHUK 3pa3ka: OCHOBHUM iHrpeaieHToM € dochaTHO-conboBuin bydep
(OCB). Moro poznoginaiotb no 0.2 Ma (ML) Ha NPOGIPKY [N1s KOXKHOIO TeCTy.

4)  KoHTponb sKocTi (onuiiiHo): JliodinisoBaHi MNoOpoOLKKY, NPUrOTOBNEHI
CaMOCTiiHO, B OCHOBHOMY CK/afaloTbCA 3 PEKOMOIHAHTHOrO aHTUreHa
TupokcnHy BinbHoro ta OCB. Yci BOHM He MICTATb PeYOBUH NOACHKOro
NOXOMKEHHSA, | € crneyndiyHMmM ana KoxHoi napTii. LlinboBi 3HauyeHHA
MO>KHa 3HANTW B CMINCKY LLiIbOBUX 3HAUYEHb.

5) O6nagHaHHA: 3acTocoByeTbCA Ha aHanizatopax KinbKicHOro
imyHonoriuHoro aHanisy FA50 i FA120 Bupo6HuuTtea Genrui Biotech Inc.

Mpumitka: KoMNoHeHTN HabopiIB i3 Pi3HUX NAPTIN He € B3aEMO3aMiHHUMU.

6. 060B’A3KOBI AKCECYAPU, LLIO HE NMOCTAYAIOTbCA 3 HABOPOM

1)  [o3aTopu Ta HaKOHEYHUKYM Ans H1X: 100 mkn (ul).
2) Tawnmep.
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7. 0COBJIUBOCTI 36EPIFAHHA TA TPAHCMNOPTYBAHHA

1)  TectoBuin Habip cnig 36epiratn npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPUAATHOCTI TECTOBUX KapTOK i PO3UMHHMKA 3pasKiB y 3aneyaTaHOMy
BurnAagi craHosutb 18 wmicAuiB. [llicna BigkpuTTA TecTtoBoi KapTh Ta
pO3uUMHHMKa 3pa3Ka TepMiH 36epiraHHa ctaHoBUTb 1 roguHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. fKwo Bonorictb > 65%, Habip cnig
BMKOPUCTOBYBATW Bigpa3y Nicna BigKpUTTA.

2) Heposkputuii KA ctabinbHuii npotarom 18 micAuiB (AUB. eTUKETKY LOAO
KOHKpeTHOI Aatu) npu Temnepatypi Big -25 °C (°C) go 8 °C (°C); BigHOBNEHNI
KA cTabinbHuit npotarom 6 axis npu -20 °C (°C) abo 1 aeHb npun 2-8 °C (°C) y
TiHi , i MOXe ByTN OfNH pa3 3aMOPOXKeHNIN/PO3MOPOXKEHNIA.

3) TpaHcnopTyBaHHA: TectoBOro Habopy - mpu Temnepatypi 2-30 °C (°C),
KOHTPOIO AKOCTI - Npwu -25~8 °C (°C).

8. BUMOIn A0 3PA3KA

1)  Haibinblw NpuiAHATHI 3pa3kyM - Ue CBiKa Heremosni3oBaHa CMPOBATKa,
nnasma abo UinbHa KpoB. PeKoMeHAyeTbCA BUKOPUCTOBYBATM 3Pa3ok
BEHO3HOI KPOBI, OCKINbKN pe3ynbTaTy 3 iHWUMW PiguHaMK OpraHiamy Ta
HLIVMY 3pa3Kkammn MOXYTb BYTV HETOUHUMU.

2)  CuiposaTka/nna3sma: MNicna 3a6opy 3pa3ka cMpoBaTKy CNlif AKOMOra LUBMALLe
BiJOKPeMUTH, W06 YHUKHYTU remonidy. 3 CMpOBaTKOK Ta MIasMoio
TecTyBaHHA HeOOXiAHO BMKOHATU MPOTAroM 6 TFOAWMH MpW KiMHATHIN
TemnepaTtypi nicnA 3abopy 3paska. AKLWO 3pa3kmM He aHani3yTbcA Bigpasy,
36epiraiTe ix B xonoaunbHuky npu 2-8 °C (°C) He 6inbwe 7 AHiB i B
3aMOpPOXEHOMY CTaHi Mpu Temnepatypi Hwkye -18 °C (°C) He 6Ginbwe 1
micaus.

3) LUinbHa KpoB: 3pa3ok HeobXigHO MpoaHanisyBaTu Bigpasy nicnA 3abopy.
AKIWO Le HEMOXNIMBO 3pO6UTM NPOTATrOM 4 rofuH, 36epiratv oro npu 2-
8 °C (°C) B xonoannbHUKY He GinbLue 3 fHiB. 3pa3Kku He 3aMOPOXKyBaTH.

4) lepep BU3HAYEHHAM 3pa3KkM MOBWHHI OyTM [oBedeHi A0 KiMHATHOI
Temnepatypu. 3aMOpPOXeHi 3pa3ku Cflifi NMOBHICTIO PO3MOPO3UTH, 3HOBY
HarpiTu Ta Jgobpe nepemiwatn nepes  BUKOPUCTaHHAM.  He
3aMOPOXYBaTN/PO3MOPOXKYBATV MOBTOPHO.

5) CupoBaTKa NoAVHN € HANGINbLW NiAXOAALOW ANA BM3HauYeHHs, a EATA-K2
pPeKOMeHAYETbCA AK aHTUKOAryNAHT ANA aHani3y Nnasmu Ta LinbHOI KPOBI.

9. MPOLIEAYPA TECTYBAHHA

YBaXHO npouunTaniTe iHCTPYKUilO nepen TUM, AK KOPUCTYBaTUCA TeCTOBUM

Habopom i CyBOpO [OTPUMYMTECH IHCTPYKUil AnA OTPUMaHHA HagifiHUX

pe3ynbTatiB. lMepen BMKOPUCTaHHAM BCi peareHTu cnif AOBeCTU A0 KiMHaTHOI

Temnepatypu (18-30 °C (°C)).

1) 3anyck: KnikHitb «STD Mode/Pexum STD» B ronoBHOMy MeHIo, o6 yBiliTn B
iHTepbenc BMMIpIOBaHHA, KnauHiTb «ltem/EnemeHT», W06 BMOpaTh
TeCTOBUIA eleMeHT, | KnauHiTb «Type/Tun, o6 BnbpaTh TUM 3pasKa.

2)  KnikHiTe «Homep naprii/Lot No.», wo6 ysiTh B iHTepdenc 3unTyBaHHA
KapToOK, MOMICTITb MarHiTHy KapTy BIiAMOBIAHOrO efieMeHTa B 30HY
34UNTYBaHHA MarHiTHVMX KapPTOK; KON MarHiTHy KapTy Oyfe ycrilHo 34unTaHo,
nepesipTe, UM € MarHiTHa KapTa i TeCToBa KapTa 3 ogHiei napTii. (MpumiTtka:
PeareHT nonepegHbO  BiAKanibpoBaHi, | KOHKPEeTHi  napameTpu
KanibpyBanbHOI KpuBOi ANA KOXHOI MapTii peareHTiB 36epiraloTbca Ha
MarHiTHin KapTi).

3) [pouepypa KOHTPOMI AKOCTi: PeKkomMeHAYeTbCA  3BepHYTUCA A0
KepiBHMLTBA 3 eKcnulyaTauii npunagy Ta BUKOPUCTOBYBATW KOHTPOMb AKOCTI
Genrui, Wo6 nepekoHaTMCA, WO LifboBe 3HAaYEHHS KOHTPOJIIO AKOCTI TecTy
3HaXoOAUTbCA Nif, KOHTponeM nifg 4ac npouesypu TecTyBaHHA mnicna
KanibpysaHHs. KOHTPOni AKOCTI cAifi BUKOPUCTOBYBATU HACTYNMHMUM YUMHOM.
a) [epen BMKOPUCTaHHAM AOBeAiTb KOHTPOMb AKOCTI A0 KiMHAaTHOI

Temnepatypu (18-30 °C (°C)).

b) O6epexHo  BiKpUITE  KPUWKY  MAAWKK,  WO6  YHUKHYTW
pPO36pn3KyBaHHA BMICTY.

c¢) [Hopgawte 0.5 mn (ML) oumwieHoi Bogw.

d) 3akpuiiTe nnAWKY KpPWLLKOWO Ta 3anuwTte i Npu  KiMHaTHIR

Temnepatypi Ha 15 XBWIVH, 06epexHO CTPyCiTb MAAWKY, LWo6
MOBHICTIO PO3YMHUTUN CYXMNIA MOPOLLIOK.

e) [icnA NOBHOrO PO3YMHEHHA CYXOro MOPOLUKY MOBTOPITb onepaLito
AnA Bipbopy 3paska.

AKWO BUMIPAHI 3HAYEHHA KOHTPOSMIO AKOCTI 3HAXOAATbCA B 3afaHOMy

AianasoHi UinboBUX 3HauyeHb, aHani3 KNiHIYHUX 3pa3KiB i aHanis AaHux

MOXHa NPOAOBXMNTY; B iHWOMY BUMAaZAKy NPUUYMHUN NMOBUHHI ByTN BUABNEHI

nepep TeCTyBaHHAM.

4)  Bigbip 3pa3kis:

L] Nopainte 0.1 mn (mL) nna3mu, cupoBaTkM abo UiNbHOI KpoBi B
KOHTEHEp 3 PO3UYMHHMKOM 3pa3ka, peTeNbHO nepemiwanTe
npotarom 1 xsunuHu. BisbmiTe 0.1 mn (mL) po3seseHoro 3paska,



BHeCiTb /I0Oro BepPTUKaNbHO B JIYHKY AnA 3pa3ka 6e3nocepefHbo Ha
TeCTOBIl KapTi Ta 3anycTiTb Tanmep.

5) BcraBTe ii B rHi3g0 ANA TeCTOBOI KapTy aHasni3atopa (CTOPOHOIO 3 JIYHKOIO
ana  3paska BcepeauHy). HatucHitb «Measure/Bumipatu», npunag
aBTOMATMYHO BU3HAYUTDb i PO3APYKYeE pe3ynbTaTy Yepes 15 XBUAUH (AKLLO
BuKopuctoByeTbca «Fast Mode/lLBuaknin  pexum», nicna 15 XBUAuH
30BHIiWHbOI  iHKy6aUii, WBMAKO BCTaBTe KapTy Ta  HaTUCHITb

«Measure/BumipaTi», nicna 4yoro npunag BUABUTb i PO3APYKYE pe3ynbTaTy).

Mpumitka: LLo6 oTpumaTtv AoknagHi iHCTPYKUil womo pobotn 3 mnpunagom,
3BEPHITbCA 4O MNOCIOHMKa aHani3aTopa KiIbKiCHOro iMyHOMOriYHOro aHanisy.

10. PEOEPEHCHUW AIAMA30H

PedepeHcHui gianasoH: 12-22 nmonb/n (pmol/L)

Mpumitka: Yepe3 reorpadiuHi, eTHiYHi, reHpgepHi Ta BiKOBi BigMIHHOCTI,
pEeKoMeHAYeTbCs, Wob KoXHa nabopartopis BCTaHOBMIOBana CBill BRacHWUiA
pedepeHcHUIA fiana3oH.

11. IHTEPMPETALIA PE3YJIbTATIB

1. Konu Ha KoHTponbHin pginaHui (C) 3'aBnAioTbca GnyopecueHTHi cmyru,
aHani3aTop aBTOMaTUUYHO BUABUTL GriyopecLieHLiilo Ta MpoaHanisye TectoBy
KapTy, a MOTIM HafacTb KiNbKiCHi pe3ynbTaTu.

2. fAkwo Ha KoHTponbHin AinaHui (C) He 3'ABnAOTbCA GyopecLeHTHI cmyry,
aHasni3aTop He MOXe aBTOMATWYHO BUABMTM driyopecueHuilo Ta BUAAE
nonepemxeHHs, BKasyloun Ha Te, O onepaLia HeBipHa abo TecToBa KapTa
NOLWKOoAXKeHa. Y LibOMy BUMaAKy YBaXHO NpoyuTanTe iHCTPYKLiO Wwe pas i
BMKOHAITE TeCTYBaHHA 3 HOBOIO TECTOBOIO KapTolo; AKLLO Npobema Bce Le
iCHY€, HeranHO NPUNWHITL BMKOPWUCTOBYBATW NPOAYKTW Li€l napTii Ta
3BEPHITbCA 4O CBOrO MOCTayasibHUKA.

3. Konwu pesynbTaTy TecTyBaHH=A 3paska nepesullytotb 100 nmonb/n (pmol/L),
npunag nokasye > 100 nmonb/n (pmol/L). Konn pesynbTatn TecTyBaHHA
meHwe 0.3 nmonb/n (pmol/L), npunag nokasye < 0.3 nmonb/n (pmol/L).

12. MEXXA BUABJIEHHA

1) Len TectoBuii Habip NpU3HaYeHNi TiNbKKU 4NA AiarHOCTUKM in vitro.

2)  [liarHocTuKa Ta NikyBaHHA He MOXYTb FPYHTYBaTMCA LLE Ha pe3yfbTaTax
LbOro TecTy, TOMy, BpaxoByWhTe icTopilo XBOpobu Ta iHWi pe3ynbTatnt
nabopatopHux TectiB. KoxHill nabopatopii pekomeH[oBaHO BCTaHOBUTW
BnacHuin pedepeHCcHNIA Aiana3oH Ha OCHOBI NOMYNALl NaLieHTIB.

13. IHTEPOEPYIO4I PEHOBUHU

1) fAkwo BMicT remorno6iHy < 1.0 r/an (g/dL), Tpurniuepuais < 2000 mr/an
(mg/dL), xonecrepuHy < 1000 mr/an (mg/dL), 6inipy6iHy < 2 mr/an (mg/dL),
pesmatoigHoro daktopa (PO) < 1200 MO/mn (IU/mL), 3aranbHoro 6inka <
500 r/n (g/L) i HAMA < 1000 Hr/mn (ng/mL) y 3pa3Ky, BOHW He MOBUWHHI
BMIMBATUN Ha pe3ynbTaTui TecTy.

2) [oTeHuinHa aHanorosa iHTep¢epeHLia € HacTynHoto: L-T3: KoHUeHTpauia
500 Hr/mn (ng/mL); D-T3: koHueHTpauia 500 Hr/mn (ng/mL); rT3:
KOHUeHTpauia 1900 Hr/mn (ng/mL); 3-iopgo-L-TMpo3uH: KoHueHTpauisa
100000 Hr/mn (ng/mlL); 3,5-punopo-L-TnposnH: KoHueHTpauia 100000
Hr/mn (ng/mL); 3,3'5-TpunoaTnpouToBa KMCNoTa: KoHueHTpauia 1000 Hr/mn
(ng/mL); 3,3'5,5'-TeTpaioaTMpoLTOBa KMCnoTa: KoHueHTpauia 1000 Hr/mn
(ng/mL), iHTepdepeHLUiiiHe BiaXMneHHaA pe3ynbTaTis TecTy B Mexkax * 15%.

14. MOKA3HUKU EQOEKTUBHOCTI HABOPY
1) Mexa BuasneHHs: < 0.3 nmonb/n (pmol/L)
2) [HianasoH niHiHocTi: 3-100 nmonb/n  (pmol/L) (KoediuieHT niHinHOT
kopenaujii: r = 0.9900)
) TouHicTb: TOUHicTb B aHani3i: CV < 15%, TouHicTb Mix aHanizamm CV < 15%
4)  DocToBipHicTb: -15% < BigxuneHHsa % < +15%
) TouHicTb KOHTpoOnIo AkocTi: CV < 15%

) OuikyBaHi pe3ynbTaTl KOHTPOJIIO AKOCTI: pe3ynbTaTh TeCTy NMOBUHHI 6yTu B
MeXax LifiboBOro AiianasoHy
7)  Bwmict Bonoru: Bmict Bosiorn KA (niodinizoBaHMiA NOPOLLOK) CTAaHOBUTb <

10%

15.3AXOAM BE3NEKN

1. Micna BigKPWTTA BUKOPUCTOBYIATE TECTOBI KapTh AKOMOra WBMALLE, LWob He
[OMyCTUTU MOTPaniAHHA BOMOrM. He BMKOpPUCTOBYWTE TeCToBi KapTh
NOBTOPHO.

2. KomnoHeHTM  TecT-Habopy
B3aEMO3aMiHHVIMMW.

3. [nA peyoBuH, WO MIiCTATb AKepena iHdeKLUil abo Mifo3pIoETbCA, WO BOHN
MicTATb  IxKepena iHdeKUil, NOBWMHHI OyTM HanexHi npouenypu
3abe3neyeHHs 6iobe3nekun. 3BepHiTb yBary Ha Taki MUTaHHSA:

. Bpsrainte pykaBuuku nig yac poboTm 3i 3pa3kom abo peareHToM.

pi3HMX  napTil  He  MOXyTb  6yTun
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. [esiHikyiTe nponuTi 3pasku gesiHdikytounm 3acobom.
[lesiHpikyiTe abo noBoabTecA i3 MOTEHUIMHUMKW  [Xepenamu
3abpyAHEeHHA BCiX 3pa3KiB UM peareHTiB BiAnoOBiAHO A0 MicLeBMX
HOpPM.

16. MOACHEHHA IPA®IYHUX CUMBOJ1IB

[ 3BepHiTbcA Ao IHCTPYKLii no /}f TemnepaTypHuin
3aCTOCyBaHHI0 pexum
Ne noTy g TepMmiH npuaaTHOCT
[iarHOCTUYHWI peareHT
IVD ) CE CE-MapKyBaHHs
In Vitro
~ . -
e [ata Bupo6HULTBa rsl% Bionoriuni pusmnku
ud BUpPO6HUK ﬁ 06'em
W MicTTb foCTaTHBO ANA s;:.\:: He nippasatu BnnmBy
< n>TecTiB % COHAYHMX NPOMEHIB
®\ He BuKopucrosysatu 36epirat B cyxomy
NOBTOPHO j Mmicui
YNoBHOBaXeHUN NpefCcTaBHUK
E B €BpONencbKkomy Katanorosuin N2
CniBTOBapUCTBI

17. MOCUNAHHA
1. Kronenberg HM, Melmed S, Polonsky KS, et al.Williams Textbook of
Endocrinology. Saunders Elsevier, Philadelphia, 12th edition,2011.

2.  DeGroot LJ,Larsen PR, Hennemann G. Transport of thyroid hormone and
cell uptake. The thyroid and its diseases.Wileyand Sons, New York,1984:62-
65.

3. Wada N, Chiba H, Shimizu C, et al. A novel missense mutation incodon 218

of the albumin gene in a distinct phenotype of familial dysalbbuminemic
hyperthyroxinemia in a Japanese kindred J Clin Endocrinol Metab
1997;82(10):3246-3250.

18. METPOJIOTIYHA MPOCTEXKYBAHICTb
Habip npocTexyeTbca 3a TecToBUM HabopoM AnA BU3HAauYeHHA TUPOKCUHY
BinbHoro (EIXJ1A), BurotoBneHum komnaHieto Roche Diagnostic GmbH.

19. AOBIAKOBA IHOOPMALIA
flkwo Bam noTpibHa ponomora, 3BepHITbCA [0 Bigginy nicnANpogaKHoro
06CNyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpopykt  Genrui  (IMyHodnyopecueHLida) npu3HaueHi Aana  poboTn B
aBTOMaTM30BaHMX nabopaTtopifax, AKi CyMiCHi 3 aHani3aTopoMm KinbKiCHOro
imyHonoriuHoro aHanisy FA50/FA120.

[inA Baworo KOHKpeTHoro npwunagy Mmoxe Oyt po3pobneHa nporpama;
3BEPHITbCA A0 PO3AiNY NPO NpUNagmn Ha Halwomy Be6-cawTi.
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