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Free Thyroxine (FT4) Test Kit (Immunofluorescence)
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Bepcisa:A/3

OCHOBOW _1Ipy_IPOBEAEHHI _aHami3y € OpuriHaa [HCTPYKUI
AHITIVICbKOO MOBOK, BKI31EHOI B HAbIp. Homep i gara Bepcii
OPUriHA/TY Ta NEPEKAAY IHCTPYKLII TOBUHHI Cr1iBAaAATH.

1. HA3BA MPOAYKTY
3aranbHa Ha3Ba: TUPOKCUH BinbHUIA, TecToBmin Habip (IMyHodpnyopecueHuis).
ToproBa Ha3Ba: FT4

2.CKJIAA4 HABOPY
Cneumoikauia 1: 25 TecTiB/Habip
Cneumndikauin 2: 50 TecTiB/Habip
KoHTponb AKocTi (onuinHo):

Kat. N2: 52026121
Kat. N2: 52027116

Cneumndikauis: 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 KaT. N2: 52105101

3. IPU3HAYEHHA TA MOKA3AHHA

OnAa /n vitro KinbKicCHOro BM3HaYeHHA PiBHA TUPOKCMHY BiNbHOrO B CMpPOBATL,
nnasmi Ta UiNbHIM KpoBi nioguHW. B OCHOBHOMY BUKOPWUCTOBYETbCA ANA
AiarHOCTNKN 3aXBOPIOBAHb LMTOBMAHOI 3311031,

Tinbkn ana npodeciiHoro BUKOPUCTAHHS.

4. NMPUHUNN TECTY

Y LbOoMy aHani3i BUKOPUCTOBYETbCA KOHKYPEHTHUI MeToa. lNicna Toro, AK 3pasku,
WO MicTATb TUPOKCMH BiNbHWUIA, MOBHICTIO 3MillaHi 3 PO3YMHHMKOM 3pa3KiB,
BifOUPAETbCA BiAMOBIAHA KiNbKICTb PO3UMHY Ta BHOCUTBCA B NYHKY AMA 3PasKiB.
TUPOKCYH BiNlbHUIA Y 3pa3Ky 3B'A3YETbCA 3 MOHOK/TOHAJIbBHUM MULLAYNM aHTUTIIOM
[0 TUMPOKCUHY BiNbHOro, 3'€fHaHOrO 3 QNyOpecUEeHTHMMN YacTUHKamu, 3
YTBOPEHHAM KOMMIEKCY GpnyopecLieHTHa YaCTMHKa-aHTUTINo-aHTuUreH. MoTim uen
iMyHHWI KOMMAEKC XpomaTorpadiuHo nepemilly€eTbea y3A0BXK HITPOLIENONO3HOI
MembpaHn A0 30HM BUu3HauyeHHs (T). He3s's3aHuii KoH'loraT ¢nyopecueHTHa
YaCTUHKA-aHTUTINO 3B'A3YETbCA 3 MOMNepefHbO HaHeCeHUM KOH'IoroBaHUM 3
aHTUreHom  TUMPOKCMHY  BilbHOrO i NpopAoBXye  XpomaTtorpadiyHo
nepemiwlyBatnca B 30Hy KoHTposnto AkocTi (C). MiveHuin ¢nyopecuyeHTHUMM
YacTUHKaMM KO3A4YniA aHTU-Kponaunii 1gG 38'A3yeTbcA 3 nonepefHbo MNOKPUTUM
Kponauum IgG i yTBOPIOE NiHil0 KOHTPOMIO AKOCTI. IHTEHCUBHICTb dryopecueHL;il
focnigKyBaHol AinAHKM obepHeHO nponopuiiiHa piBHIO TUPOKCUHY BiNbHOrO B
3pasky.

5. 0CHOBHI KOMMNOHEHTU TA AOAATKOBE HEOBXIAHE OBJIAQHAHHA
TecToBUIN Habip CKNafaeTbcA 3 TECTOBOI KapTh, MarHiTHOI KapTu, PO3UMHHMKA
3paskKa, KOHTPOSIO AKOCTI (ONUiiHO) Ta IHCTPYKLT.

1)  TecT-KapTa CKNafa€TbCcA 3 KOPMyCy KapTu Ta TeCT-CMyXKW. TecT-CMy»KKa
MICTUTb NAOWAAKY ANA 3pa3ka/MapKyBasibHy MOLWAAKY, HITPOLENONO3HY
MembpaHy, abcopbytoumin nanip i nnactuHy 3 MNBX.

2)  MarHiTHa KapTa: MicTutb iHpopmaLiito KpuBOi KanibpyBaHHA An1A Uiel napTii
peareHTiB.

3)  Po34MHHUK 3pa3ka: OCHOBHUM iHrpefieHTOM € docdaTHO-conboBuin bydep
(OCB). AnB. eTnKeTKy AnA 06’'eMy PO3UMHHMKa 3pa3sKa.

4)  KoHTponb AKocTi (onuiiiHo): JliodinizoBaHi NOPOLKK, NPUrOTOBNEHI
CaMOCTIliHO, B OCHOBHOMY CKNlafialoTbCA 3 PeKOMOIHAHTHOro aHTuUreHa
TupokcrHy BinbHoro ta MCB. Yci BOHM He MICTATb PEeYOBWH NIOACHKOTO
NOXOMPKEHHS i € cneundiuHNMM Ans KoXKHOT napTil. LlinboBi 3HaYeHHA MOXHa
3HaNTW B CNWCKY LiNbOBKX 3HAUYEHb.

5)  O6napHaHHA: 3aCTOCOBYETbCA Ha aHasi3aTopax KinbKiCHOro iMyHOOriYHOro
aHanizy FA20/FA30/FA50/FA120 Bnpo6bHuuTsa Genrui Biotech Inc.

MpumiTKa: KOMNOHEHTM HaboPIB i3 Pi3HUX NapTili He € B3aEMO3aMiHHUMW.

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

1) [Jo3aTopu Ta HaKOHEeUYHUKM Ana H1x: 100 mkn (pl).
2) Taihmep.

lTepexnagayq Argpivi Tpukiwa

7.0COBJINBOCTI 3BEPIFTAHHA TA TPAHCMOPTYBAHHA

1) TectoBuin Habip cnig 36epiratv npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPWAATHOCTI TeCTOBMX KapTOK i PO3YMHHMKA 3paskiB y 3aneyaTaHOMY
BUMAAI CTaHOBUTb 24 wmicAui. [licnA BigKpWTTA TecToBOI KapTu Ta
PO3UMHHUKa 3pa3Ka TepMiH 36epiraHHA cTaHoBUTb 1 roguHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. fAkwo Bonoricte > 65%, Habip cnig
BMKOPWUCTOBYBATW Bifpasy nicna BigKpUTTA.

2)  Heposkputuit KA cTabinbHuii npotarom 24 micauis (AMB. ETUKETKY LWOAO
KOHKpeTHoI AaTtu) npu Temnepatypi Big -25 °C (°C) po 8 °C (°C); BinHOBNEHMIA
KA cTabinbHuin npotarom 6 aHie npu -20 °C (°C) abo 1 geHb npun 2-8 °C (°C) y
TEeMHOMY MicLli | MOXe ByTV OfUH pa3 3aMOPOXKEHMIA/PO3MOPOXKEHMWIA.

3) TpaHcnopTyBaHHA: TecToBoro Habopy - npu Temnepatypi 2-30 °C (°C),
KOHTpONIo AKOCTI - Npu -25~8 °C (°C).

8. BMMOr A0 3PA3KA

1) Haitbinb NpuRHATHI 3pa3Ku - Lie CBiXa HeremonisoBaHa cMpoBaTka, niasma
abo uinbHa KpoB. PeKOMeHAy€eTbCsA BMKOPWUCTOBYBATU 3Pa30OK BEHO3HOT
KPOBI, OCKINbKM pe3ynbTaTh 3 iHWUMW PiANHAMW OPraHiamy Ta iHWWUMK
3pasKkamMun MOXyTb BYTU HEAOCTOBIPHUMMU.

2) Cuposatka/nnasma: lNicna 3abopy 3paska CMPOBaTKy Clig AKOMOra LuBuaLWe
BifoKpeMuUTyY, WO6 YHWKHYTW remonisy. 3 CMpOBaTKOW Ta Mnasmolo
TecTyBaHHA HeOOXiJHO BMKOHaTW MPOTArOM 6 TFOAWH NpW KiMHATHIN
TemnepaTypi nicna 3abopy 3paska. AKLLO 3pa3kn He aHani3ylTbcA Bigpasy,
36epiraiiTe ix B xonoaunbHuky npu 2-8 °C (°C) He 6Ginbwe 7 pHiB i B
3aMOPOXXEHOMY CTaHi Npu TemnepaTypi Hkue -18 °C (°C) He Ginblue 1 micaua.

3) LUinbHa KpoB: 3pa3ok HeobxifHO npoaHanisysaty Bigpasy nicna 3abopy.
AKLLO Lie HeMOXXNNBO 3P06MTY NPOTArom 4 rogunH, 36epiratu inoro npwm 2-8 °C
(°C) B xOnoAWNbHKKY He binblue 3 AHiB. 3pa3kn He 3aMOPOXKYBaTU.

4) Tlepep BW3HAYeHHAM 3pa3kM MOBUHHI OyTW pAoBefeHi [0 KiMHATHOI
TemnepaTypu. 3amopoXeHi 3pas3ku Cnifi MOBHICTIO PO3MOPO3MTK, 3HOBY
HarpiTh Ta pobpe nepemiwaty nepef  BMKOPUCTaHHAM.  He
3aMOPOXKyBaTW/PO3MOPOKYBaTU MOBTOPHO.

5)  CupoBaTKa NoAVHUN € Habinbl NigxoAALwo ANA BM3HAYeHHs, a EATA-K:
peKoMeHAYETbCA AK aHTUKOArynAHT ANA aHani3y nna3Mm Ta LifibHOI KPOBI.

9. NMPOLIEAYPA TECTYBAHHA

YBaXXHO nNpounTanTe IHCTPYKUilO nepen TWUM, AK KOPUCTYBAaTWCA TeCTOBUM

Habopom i CyBOpPO [OTPMMYWTECh [HCTPYKLil ANA OTPUMAHHA HagiiHUX

pesynbtartiB. [lepes BUKOPWUCTaHHAM BCi peareHTW cnifg AOBeCTM A0 KiMHaATHOI

Temnepatypu (18-30 °C (°C)).

1) 3anyck: KnikHitb «STD Mode/Pexum STD» B ronoBHOMY MeHIo, o6 yBiliTu B
iHTepdenc BUMipoBaHHSA, KNaLHiTb «ltem/EnemeHT», o6 BMO6paTn TecToBmin
enemeHT i KnauHitb «Type/Tun», wob Bnbpaty TMn 3paska.

2)  KnikHitb «Homep naprtii/Lot No.», wo6 ysinT1 B iHTepdeic 3unTyBaHHA
KapTOK, MOMICTiTb MarHiTHy KapTy BIiANOBIAHOrO enemeHTa B 30HY
34YMTYBaHHA MarHiTHUX KapTOK; KOMIN MarHiTHY KapTy 6y/e YCrilHO 3UMTaHo,
nepesipTe, UM MarHiTHa KapTa i TeCT-KapTa HaneaTb O OfHi€i maprii.
(MpumiTka: PeareHTn nonepeaHbo BigKkanibpoBaHi i KOHKPETHI NapameTpu
KanibpyBanbHOI KpPUBOI 4NA KOXHOI NapTii peareHTiB 36epiratlotbca Ha
MarHiTHiln KapTi).

3) MNpoueaypa KOHTPONIO AKOCTi: PeKOMeHAY€ETbCA 3BEPHYTUCA A0 MNOCIOHMKA 3
eKcnyaTauii npunagy Ta BUKOPKCTOBYBATW KOHTPOMb AKOCTI Genrui, WwWo6
nepeKoHaTUCA, WO LiIbOBE 3HAYEHHA KOHTPOIO AKOCTI TeCTY 3HaXOANTbCA
nif KOHTponem Mif vac mpouefypy BMMIPIOBaHHA NicnA KanibpyBaHHA.
KoHTponi AKOCTi cnif BUKOPUCTOBYBATY HACTYMHUM YNHOM.

a) [epep BUKOPWUCTaHHAM [OBefiTb KOHTPONb AKOCTI [0 KiMHaTHOI
TemnepaTypm (18-30 °C (°C)).

b) O6epexHo BiAKpuITEe  KOBMAuYoK
pO36pUN3KyBaHHA BMICTY.

c)  [Hopgawite 0.5 mn (mL) ounweHoi Boauw.

d) 3akpuiiTe nnAWKY KOBMAaykoM Ta 3anuwTe 1i Npu  KiMHaTHIN
TemnepaTypi Ha 15 XBUIWH, 06ePeXHO CTPYCiTb NAALLKY, 06 NOBHICTIO
PO3UNHUTMN CYXMI NOPOLLIOK.

e)  Micnsa NOBHOro PO3YMHEHHA CYXOro MOPOLLKY NOBTOPITb onepatdlito ans
3abopy 3paskKa.

AKWO BUMIPAHI 3HaUYeHHA KOHTPOMIO AKOCTI 3HaXOAATbCA B 3afaHOMY

Ziana3oHi LinboBUX 3HaYeHb, aHani3 KNiHIYHMX 3pa3KiB i aHani3 gaHMX MOXKHa

NPOAOBXUTY; B iHWOMY BUMNAAKY NPUYMHM MNOBUHHI BYTW BUABMEHI nepen

TeCTyBaHHAM.

4)  3abip 3paskis:

L] Hopante 0.1 mn (mL) nnasmu, cupoBaTku abo UiNbHOI KpoBi B
KOHTelHep 3 PO34YMHHUKOM 3pa3Ka, peTeibHO nepemiliante NpoTArom
40-60 cekyHa. BisbmiTb 0.1 Mmn (mL) po3BeaeHoro 3paska, BHeCiTb 1oro
BEPTMKaNbHO B NYHKY [/ 3pa3ka 6e3rnocepeHbo Ha TECTOBIN KapTi Ta
3anycTiTb Tanmep.

MAWKKY,  Wob  YHUKHYTW



5)  BcraBTeliB rHi3go AnA TecToBOi KapTu aHanizaTopa (CTOPOHOIO 3 lyHKOI ANA
3paska BcepeauHy). HatncHite «Measure/BumipaTtn», npunag aBToMaTuyHoO

BM3HaUUTb | po3ApyKye pe3ynbTatm uyepes 10 XxBUMAMH  (AKLWO
BUKopucToByeTbca «Fast Mode/lllBngkuin  pexum», nicna 10 XBUAUH
30BHIWHbOI  iHKy6aLii, WBMAKO BCTaBTe KapTy Ta  HATUCHITb

«Measure/Bumipatuy, nicna 4oro Npunag BUABUTL | PO3APYKYE pe3ynbTath).
Mpumitka: LWo6 oTpumaTn JoKnafHi iHCTPYKUii Woao poboTu 3 npunagom,
3BEPHITbCA O NOCIGHMKA aHani3aTopa KilbKiCHOro iMyHONOriYHOro aHanisy.

10. PEOEPEHCHWIA AIANA30H

PedepeHcHuin giana3oH: 12-22 nmonb/n (pmol/L)

Mpumitka: 3 ornagy Ha reorpadiyHi, eTHiYHI, reHaepHi Ta BiKoOBi BiAMIHHOCTI,
peKOMeHy€eTbCs, Wo6 KoxHa nabopaTopia BCTaHOBJIOBana CBill BRACHW
pedepeHCHMI fianasoH.

11. IHTEPMNPETALIA PE3YJIbTATIB

1. Konu Ha koHTponbHi pinaHui (C) 3'ABnAOTbCA PnyopecueHTHI cmyru,
aHani3aTop aBTOMaTMYHO BUABUTb GpyopecLeHLilo Ta NpoaHanisye TecToBy
KapTy, a NOTIM HaAacTb KiNbKiCHi pe3ynbTaTu.

2. AKwo Ha KoHTponbHin AinaHui (C) He 3'ABNATLCA GryopecUeHTHI cMyru,
aHani3aTop He MOXe aBTOMATUYHO BUABUTU nyopecueHUilo Ta BUAAE
nonepemKeHHs, BKasyloum Ha Te, WO onepadina HeBipHa abo TecToBa KapTa
nowKoaKeHa. Y LboMy BMNaAKy YBaXKHO MpounTanTe iHCTPYKLito LWe pas i
BMKOHalTe TeCTyBaHHA 3 HOBOI TECTOBOIO KapToOl; AKLLO Npobnema Bce e
iCHy€, HeranHO NPUMUHITL BUKOPWUCTOBYBATU MNPOAYKTU Ui€i napTii Ta
3BEPHITbCA 10 CBOrO NOCTaYanbHMKa.

3. Konwu pe3ynbTaTi TecTyBaHHA 3pa3ka nepesuiyiotb 100 nmonb/n (pmol/L),
npunag nokasye > 100 nmonb/n (pmol/L). Konn pe3ynbTatn TecTyBaHHA
MeHwe 2 nvonb/n (pmol/L), npunag nokasye < 2 nmonb/n (pmol/L).

12. MEXXKA BUABJIEHHA

1) Lel TectoBuMin Habip Npu3HauyeHWi TiNbKK ANA JiarHoCTUKK in vitro.

2)  [JiarHocTuka Ta NikyBaHHA He MOXYTb I'PYHTYBaTWCA NMLIE Ha pe3ynbTaTax
LUbOro TecTy, TOMy, BPaxoBYyWTe iCTOpil0 XBOpPOOGWU Ta iHWi pe3ynbtatu
nabopatopHux TecTiB. KoXHill nabopaTtopii pekomeHLOBaHO BCTaHOBUTU
BNacHW pepepeHCHUI fiana3oH Ha OCHOBI MoNynALii NaLieHTiB.

13. IHTEPOEPYIOUI PEHOBUHU

1) AKwo BmicT remornobivy < 1.0 r/gn (g/dL), Tpurniuepungis < 2000 mr/pn
(mg/dL), xonectepuHy < 1000 mr/gn (mg/dL), 6inipy6iHy < 2 mr/an (mg/dL),
peBmatoigHoro ¢aktopa (P®) < 1200 MO/mn (IU/mL), 3aranbHoro 6inka <
500 r/n (g/L) i HAMA < 1000 Hr/mn (ng/mL) y 3pa3Kky, BOHW He MOBWHHI
BNJIMBATU Ha pe3ynbTaTy TecTy.

2) MMoTeHuiiiHa aHanoroBa iHTepdepeHLia € HacTynHot: L-T3: KoHUeHTpauia
500 Hr/mn (ng/mL); D-T3: koHueHTpauia 500 Hr/mn (ng/mL); rT3:
KOHUeHTpauia 1900 Hr/mn (ng/mL); 3-opo-L-TMpo3uH: KOHUeHTpaLisa
100000 Hr/mn (ng/mL); 3,5-auinopo-L-Tnpo3nH: KoHueHTpauia 100000 Hr/mn
(ng/mL); 3,3'5-TpunoaTMpouToBa KMCNOTa: KOHUeHTpauia 1000 Hr/mn
(ng/mL); 3,3'5,5'-TeTpanioaTmpouToBa Kucnota: KoHueHTpauia 1000 Hr/mn
(ng/mL), iHTepdepeHuiiiHe BigXxuneHHA pe3ynbTaTis TecTy B Mexax + 15%.

14. MOKA3HUKN EOEKTUBHOCTI HABOPY

1) Mexa BuaBneHHs: < 2 nmonb/n (pmol/L)

2) [lianasoH niHiiHOCTi: 3-100 nmonb/n  (pmol/L) (KoediuieHT niHiHOT
Kopenauii: r > 0.9900)

3)  TouHicTb: TOUHICTb B aHanisi: CV < 15%, TouHicTb Mix aHanizamu CV < 15%

4)  DocToBipHicTb: -15% < BigxuneHHa % < +15%

5)  TouHicTb KOHTpoOIo AKocTi: CV < 15%

6)  OuiKyBaHi pe3ynbTaT KOHTPOJIO AKOCTI: Pe3ynbTaTy TECTYy NOBUHHI 6yTH B
Me>Kax LifIboBOro fianasoHy

7)  Bwmict Bonoru: Bmict Bonoru KA (niodinizosaHnit nopoLuok) craHosuts < 10%

15.3AXOAN BE3MNEKU

1. MicnA BiKPUTTA BUKOPUCTOBYITE TECTOBI KapTy AAIKOMOTa LIBMALLE, Wo6 He
[ONYCTUTU MOTPaNnAHHA Bonorn. He BUKOPUCTOBYNTE TeCTOBi KapTu
NOBTOPHO.

2. KOMNOHEeHTU TeCcT-HAabopy Pi3HUX NAPTI HE MOXYTb OYTI B3aEMO3aMiHHUMM.

3. [inAa peyvyoBuH, WO MICTATb mKepena iHdeKLuii abo Nifo3PIOETLCS, WO BOHU
MiCTATb  pKepena iHdekuii, MOBMHHI 6yTM HanexHi npoueaypu
3abe3neyeHHs 6iobe3neku. 3BepHiTb yBary Ha Taki NUTaHHA:

-BasaraiiTe pykaBnuKm nif yac po6oTu 3i 3paskom abo peareHTom.
-fesiHdikyiiTe NponuTi 3pasku fesiHdikytourm 3acobom.

-fesiHikyinTe abo noBoAbTeCA i3 NOTEHLIMHUMN [XKepenammn 3abpyaHeHHA
BCiX 3pa3kiB UM peareHTiB BiNOBIAHO O MiCLLEB/X HOPM.

[Mepernagay AHgpivi Tomkiwa

16. NOACHEHHA rPA®IYHUX CUMBOJIIB

[T 3BepHiTbCA A0 IHCTPYKLii No /H/ TemnepaTypHun
3aCTOCYBaHHIO pexum
Ne naprii g TepMiH NpuAATHOCTI
LiarHOCTUYHUI peareHT
[ivo] CE-mapKyBaHHsA
In Vitro c € pry
] [ata Bupo6HMLTBa ‘\3\ bionoriuHi pu3nkn
ad Bupo6HuK ﬁ 06’em
W MicTntb gocTaTHbO AnA e He nigaasaTu Ay
N .
< n>TecTiB % COHAYHUX MPOMEHIB
® He BukopucroByBatun 36epiratvi B Cyxomy
NOBTOPHO j micui
YnoBHOBaxeHMN
npeacTaBHUK B .
o Katanorosuii N2
€BponencbKkomy
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18. METPOJIOTI4YHA NMPOCTEXKYBAHICTb
Habip npocTexyeTbca 3a TecToBMM HabGopoM [N BU3HAauYeHHA TUPOKCUHY
BinbHoro (EIXJ1A), BurotoBneHnm komnadieto Roche Diagnostic GmbH.

19. AOBIAKOBA IHOOPMALIA
AKWwo Bam noTpibHa [OMOMOra, 3BEpHITbCA [0 BipAiNy NiCNANPOAaXXHOro
obcnyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpoayktn  Genrui  (IMyHodnyopecueHuisa) npusHayeHi pana pobotn B
aBTOMaTM30BaHUX nabopaTopiAx, AKi CyMmiCHi 3 aHani3aTopom KinbKicCHOro
imyHonoriyHoro aHanisy FA20/FA30/FA50/FA120.

[na BaWoro KOHKPeTHOro npunagy Moxe O6yTun po3pobneHa nporpama;
3BEPHITbCA 40 PO3AiNy NPO NPWNaAN Ha HalwoMmy Beb-caiTi.
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