TUPOKCHUH (T4), TECT-HABIP
(IMYHO®JTYOPECLIEHLIA)

Thyroxine (T4) Test Kit (Immunofluorescence)

Kar. N%:52026015 Hara surycky iHcTpykyii: 2025-02-03

Bepcis:A/8

OCHOBOW _1py _POBEAEHHI aHa/i3y € OpuriHan [HCTRYKUI
AHIJIIVICbKOK MOBOIO, BK/IaeHoI B Hablp. Homep i gara Bepcii
OPUriHA/TY Ta NEPEKAAY IHCTPYKLII TOBUHHI C1iBAaAATH.

1. HA3BA MPOAYKTY

3aranbHa Ha3Ba: TecT-Habip  Ans
(ImyHodnyopecueHLis).

ToproBa Ha3Ba: T4

BU3HAUYeHHA TupokcuHy (T4)

2.CKJIA4 HABOPY
Cneumnoikauin 1: 25 TecTiB/Habip
Cneumndikauin 2: 50 TecTiB/Habip
KoHTponb AKocTi (onuinHo):

Kart. N2: 52026015
Kart. N2: 52027015

Cneumndikadis: PiBeHb 1: 0.5mn (mL)x 1 Kart. N2: 52105047
PiBeHb 2: 0.5mn (mL) x 1 Kart. N2: 52105048
PiBeHb 3: 0.5mn (mL) x 1 Kart. N2: 52105049

3. IPU3HAYEHHA TA MOKA3AHHA

Ona in vitro KinbKicHOro BU3HauyeHHs piBHA TupokcuHy (T4) B cuposartui, nnasmi
abo UinbHiA KPOBi NoanHN. B OCHOBHOMY BMKOPWUCTOBYETbCA ANA AiarHOCTUKM
3aXBOPIOBaHb LUTOBUAHOI 331031,

MpoayKT NpU3HaYeHNIA TiNbKN ANsA NPodecinHOro BUKOPUCTaHHA.

4. NMPUHLUNN AHANI3Y

3milanTe 3pa3oK KPOBi 3 PO3UNHHUKOM, MOTIM oAanTe Cymill B MOPT AN1A 3pa3ka
Ha TecToBi KapTui, TUPOKCMH Yy 3pa3Ky 3B'A3YETbCA 3 MOHOK/IOHaNbHUM
aHTMTINOM Ao TUPOKCMHY, AKe 3'€AHaHe 3 (GnyopecueHTHUMM YacTUHKamMW,
YTBOPIOKOUN KOMNNEKC P/1yOpecteHTHI YaCTUHKN-aHTUTIIO-aHTvreH. Lien imyHHWI
KOMMAeKC Mirpye B3OBX HITPOLeN0N03HOI MeMbpaHm i foCArae TeCTOBOI 30HM
(T). ®nyopecueHTHi YaCTUHKK - aHTWTINA, AKi He 3B'A3anNCA 3 aHTUTeHOM, MOTIM
3B'AXKYTbCA 3 nonepefHbO HaHECEHUM KOH'IOrOBaHWM aHTUreHoM TUPOKCUHY.
TakMM 4YMHOM, iHTEHCUBHICTb ¢nyopecLeHLii obepHeHO MponopuiiiHa piBHIO
TupokcurHy y 3pa3ky. Peluta aHTuTIN, 3'€AHaHNX 3 GnyopecLeHTHUMMN YaCTUHKaMK,
[pocsarae 3o0Hn KoHTponto sakocTi (C) i 38'A3ye nonepeAHbo HaHeceHNI IgG KponvKa
3 MeTOI0 KOHTPOJTIO.

5. OCHOBHI KOMMNOHEHTU TA AOAATKOBE HEOBXIAHE OBJIAQDHAHHA
TecToBWIN Habip CKNAJAETLCA 3 TECTOBOT KAPTK, MarHiTHOI KapTu, PO3YMHHUKA ANs
3pas3KiB, KOHTPOMIO AKOCTi (OMLiNHO) Ta IHCTPYKLUii.

1)  TecToBa KapTa CKNIaAa€TbCA 3 KOPMNYyCy KapTu Ta TeCT-CMY»KKU. TecT-cMy»Ka
MICTWUTb MIOWAAKY AN 3pa3ka, CKIIOBONIOKHO, HITPOLIENION0o3Hy MemMOpaHy,
abcopbyrounit nanip Ta nnacTuHy 3 MNBX.

2)  MarHiTHa KapTa: 3 3aBaHTaxeHoto iHbopmMaLli€lo Npo KanibpyBanbHy KpUBy
AnA uiei napTii peareHTis.

3)  Po3umHHUMK AnA 3pa3skiB: OCHOBHUM iHrpefieHToM € 6ydep Tpic-HCl. Aus.
eTVKeTKy Ans 06'eMy PO3UMHHIIKA [J15 3pa3KiB.

4)  KoHTponb AKocTi (onuinHo): JliodinisoBaHi nopowku, nNpUrotToBneHi
CaMOCTIliHO, B OCHOBHOMY CKlafialoTbCA 3 PEeKOMOIHAHTHOrO aHTUreHa
TupokcrHy Ta ®CB. Yci BOHW He MICTATb PEUOBUH NOACHKOFO NOXOMKEHHS i
€ cneundiyHMMmn ana KoXHOI napTii. LlinboBi 3HaUEHHA MOXHa 3HalTN B
CNNCKY LLiJ'IbOBI/IX 3Ha4yeHb.

5)  O6napgHaHHA: 3aCTOCOBYETLCA Ha aHasni3aTopax KinbKiCHOro iMyHONOriYHOro
aHanisy FA20/FA30/FA50/FA120 Bnpo6HuuTea Genrui Biotech Inc.

MpumiTKa: KOMNOHEHTM HaboPIB i3 pi3HMX NaPTili He € B3aEMO3aMiHHUMU.

6. HEOBXIAHI AKCECYAPU, AKI HE NOCTAYAIOTbCA 3 HABOPOM

1) [Jo3aTopu Ta HaKOHeUYHUKM AnA H1x: 100 mkn (L).
2) Taimep.

lTepexnagayq Argpivi Tpukiwa

7.0COBJINBOCTI 3BEPIFTAHHA TA TPAHCMOPTYBAHHA

1) TectoBuin Habip cnip 36epiratv npu Temnepatypi 2-30 °C (°C), a TepMiH
NPWAATHOCTI TECTOBMX KapTOK i PO3YMHHMKA ANA 3pa3KiB y 3aneyaTtaHOMy
BUMMAAI CTaHOBUTb 24 micAuiB. [licnAa BigKpuTTA TeCcToBOI KapTn Ta
PO3UMHHUKa N4 3pa3KiB TepMiH 36epiraHHA cTaHOBUTL 1 roaunHy npu 18-
30 °C (°C) i BonorocTti 40%-65%. AKWO Bonorictb > 65%, Habip cnig
BVMIKOPUCTOBYBATW Bifpasy nicna BigKpuTTA.

2)  Heposkputuit KA cTtabinbHuii npotarom 24 micauis (AMB. ETUKETKY LWOAO0
KOHKPEeTHOI AaT) npu Temnepatypi Big -25 °C (°C) po 8 °C (°C); BigHOBNEHN
KA cTabinbHui npotarom 6 aHie npu -20 °C (°C) abo 3 gHi npu 2-8 °C (°C) y
TeMHOMY MicLji | MOXe 6y TV OAMH pa3 3aMOPOXKEHMIA/PO3MOPOKEHWIA.

3) TpaHcnopTyBaHHA: TecToBoro Habopy - npu Temnepatypi 2-30 °C (°C),
KOHTpONI0 AKOCTI - Npu -25~8 °C (°C).

8. BMMOr/ A0 3PA3KA

1) Haitbinb NnpUHATHI 3pa3Ku - Lie CBiXa HeremorsizoBaHa cvpoBaTka, niasma
abo uinbHa KpoB. PeKOMeHAy€ETbCsA BMKOPUCTOBYBATU 3Pa3OK BEHO3HOT
KPOBI, OCKINbK/ pe3ynbTaTh 3 iHWUMW PiANHAMW OPraHiamy Ta iHWWUMK
3paskamMmn MOXyTb BYTU HEAOCTOBIPHUMMU.

2) Cuposatka/nnasma: licna 3abopy 3paska CMPOBaTKy Clig AKOMOra LuBuaLWe
BigoKpeMuUTyY, WO6 YHWKHYTW remonisy. 3 CMpOBaTKOW Ta Mnasmolo
TecTyBaHHA HeOOXiAHO BMKOHATU MPOTArOM 24 roAvH npu KiMHATHIN
TemnepaTypi nicna 3abopy 3paska. AKLO 3pa3Ku He aHani3ylTbcA Bigpasy,
36epiraiiTe ix B xonoaunbHuky npu 2-8 °C (°C) He 6Ginbwe 7 pHiB i B
3aMOPOXEHOMY CTaHi npu Temnepatypi Huxde -18 °C (°C) He 6Ginbwe 1
micaus.

3) LUinbHa KpoB: 3pa3ok HeobxifHO npoaHanisysatw Bigpasy nicna 3abopy.
AKLLO Lie HEMOXNINBO 3pO6UTU NPOTAroM 24 roaunH, 36epiratn oro npu 2-
8 °C (°C) B x0NoAMNbHUKY He Ginblue 3 AHi. 3pa3kn He 3aMOPOXKyBaTU.

4) Tlepep BW3HAYeHHAM 3pa3KM MOBUHHI OyTW poBefeHi O KiMHATHOI
TemnepaTypu. 3amMOpoXeHi 3pas3ku Cnifi MOBHICTIO PO3MOPO3UTK, 3HOBY
HarpiTh Ta pobpe  nepemiwatyn nepef  BMKOPUCTaHHAM. He
3aMOPOXKyBaTW/PO3MOPOKYBaTU MOBTOPHO.

5) CupoBaTKa NoAVHU € HabinbL NigxoAALWoo ANsA BM3HAaYeHHA, a EATA-K;
PEKOMEHAYIOTbCA AK aHTUKOArynAHT A/1A aHani3y naasmum Ta LinbHoi KpoBi.

9. NMPOLIEAYPA TECTYBAHHA

YBaXXHO nNpounTanTe HCTPYKUilO nepen TWUM, AK KOPUCTYBAaTWUCA TECTOBUM

Habopom i CyBOpO [OTPUMYWTECb [HCTPYKLII ANA OTPUMAHHA HagiiHUX

pesynbtartiB. [lepes BUKOPWUCTAHHAM BCi peareHTW cnif AOBeCTM A0 KiMHaTHOI

Temnepatypu (18-30 °C (°C)).

1) 3anyck: KnauHitb «STD Mode/Pexxum STD» B ronoBHOMY MeHIo, o6 yBinTu
B iHTepdenc BMMipOBaHHA, KnauHiTb «ltem/EnemeHT», wWwWo6 BmbpaTn
TECTOBWI eNeMeHT, | KnauHitb «Type/Tuny, wo6 Bnbpat TMn 3pasKa.

2) KnauHitb «Homep naprii/Lot No.», Wo6 yBinTM B iHTepdenc 3unTyBaHHA
KapTOK, MOMICTiTb MarHiTHy KapTy BIiAMNOBIAHOrO efemeHTa B 30HY
3UMTYBaHHA MarHiTHUX KapTOK; KON MarHiTHY KapTy 6yae ycnillHo 34nTaHo,
nepesipTe, UM MarHiTHa KapTa i TeCTOBa KapTa HaneXaTb 4O OAHi€l naprTii.
(MpwmiTKa: PeareHT nonepenHbO BiaKanibpoBaHi i KOHKPETHI NapameTpu
KanibpyBanbHOI KPUBOI ANA KOXHOI NapTii peareHTiB 36epiraloTbca Ha
MarHiTHin KapTi).

3) MNpoueaypa KOHTPONIO AKOCTi: PeKOMeHAY€ETbCA 3BEPHYTICA A0 MOCIOHMKA 3
eKcnyaTauii npunagy Ta BUKOPKCTOBYBATW KOHTPOMb AKOCTI Genrui, WwWo6
nepeKkoHaTnCA, WO LinboBe 3HaYeHHA KOHTPOSIO AKOCTI TECTY 3HaXOAUTbLCA
nif, KOHTpPOMeM Mif Yac mpouefypy BMMIPIOBAHHA MicnA KanibpyBaHHS.
KoHTponi AKOCTi cnip BUKOPUCTOBYBATM HACTYMHM YUHOM.

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

b)  Ob6epexHo BiAKPUINTE KPULLKY MAALIKY, W06 YHUKHYTW PO3NUIIOBAHHA
BMICTY.

c) [HOopawite 0.5 mn (ML) ounweHoi soauw.

d)  3akpwuiiTe NAALWKY KPULLKOIO Ta 3anumwTe i Npun KiMHaTHI Temnepatypi
Ha 15 XBUNWH, 06epPeXHO CTPYCiTb NAALKY, W06 NOBHICTIO PO3UYNHUTH
nioginisar.

e) Nicna noBHoOro posuvHeHHA niodinizaty NoBTOPITL onepauilo AnA
3abopy 3paskKa.

AKWO BUMIpAHI 3HauYeHHA KOHTPOMIO AKOCTI 3HaXOAATbCA B 3afaHOMY

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

NPOAOBXUTY; B iHWOMY BUMAAKY NMPUYUHW MOBUHHI OyTW BUABNEHI nepen

TeCTyBaHHAM.

4)  3abip 3paskis:

HopawnTe 0.1 mn (ML) cupoBaTtku, Nnasmm abo LinbHOI KPOBi B KOHTENHEp 3

PO3UMHHUKOM 3pa3ka, peTenbHO nepemiwarnte npotarom 40-60 cekyHp

(nineTyiTe 20 pasiB abo nepemiwwarnTe BpyyHy 30 pasi). BisbmiTb 0.1 mn (mL)



pO3BefeHOro 3paska, BHeCiTb MOro BEPTWKaNbHO B JIYHKY AnA 3paska
6e3nocepeaHbOo Ha TECTOBIN KapTi Ta 3anycTiTb Tamep.

5)  BcraBTeiiBrHi3go Ana TecToBoi KapTy aHanizaTopa (CTOPOHOIO 3 NYHKOLO AfiA
3paska BcepeauHy). HatncHitb «Measure/BumipaTtn», npunag aBToMaTUyHO

BMU3HaUUTb | po3ApyKye pe3ynbtatm uyepes 10 XBMAMH  (AKLWO
BUKopucToBy€eTbCA «Fast Mode/llBngkuin  pexum», nicna 10 XBUIMH
30BHIilIHbOT  iHKybaLii, WBMAKO BCTaBTe KapTy Ta  HaTWCHITb

«Measure/Bumipatix, nicna 4yoro npunag BUABUTb | PO3APYKYE pe3ynbraTy).
Mpumitka: LWo6 oTpumaTn JoKnafHi iHCTPYKUii WwWoao poboTn 3 npunagom,
3BEePHITbCA O NOCIGHUKA aHani3aTopa KilbKiCHOro iMyHONOriYHOro aHanisy.

10. PEOEPEHCHUI AIANA30H

PedepeHcHnin fianasoH: 66-181 Hmonb/n (nmol/L)

Mpumitka: 3 ornagy Ha reorpadiyHi, eTHiYHI, reHaepHi Ta BiKOBi BigMIHHOCTI,
peKOMEHIYETbCA, WOo6 KoxHa nabopaTopia BCTaHOBAOBana CBili BRaCHWNA
pedepeHcHNin gianasoH.

11. IHTEPMNPETALIA PE3YJIbTATIB

1. Konu Ha koHTponbHiin finaHui (C) 3'ABnAlOTbCA dyopecueHTHI cmyru,
aHani3aTop aBTOMaTMYHO BUABUTb GpyopecLeHLilo Ta NpoaHanisye TecToBy
KapTy, a NOTIM HaAacTb KiNbKiCHi pe3ynbTaTu.

2. AKwo Ha KoHTponbHIin AinaHui (C) He 3'ABNATLCA GryopecUeHTHI cMyru,
aHani3aTop He MOXe aBTOMAaTUYHO BUABUTW ¢nyopecueHUilo Ta BUAAE
nonepemKeHHs, BKasyloum Ha Te, WO onepadia HeBipHa abo TecToBa KapTa
nowKoaXKeHa. Y LboMy BMNaAKy yBaXKHO MpounTanTe iHCTPYKLito LWe pas i
BMKOHalTe TeCTyBaHHA 3 HOBOI TECTOBOIO KapTolo; AKLLO Npobnema Bce e
iCHy€, HeranHO NPUMUHITL BUKOPWUCTOBYBATU MPOAYKTU Ui€i napTii Ta
3BEPHITbCA 10 CBOrO NOCTavanbHUKa.

3. Konwn pe3ynbTaty TecTyBaHHA 3paska nepesuiyyioTb 320 HMonb/n (nmol/L),
npunag nokasye > 320 umonb/n (nmol/L). Konn pe3synbTaTn TecTyBaHHA
MeHwe 12 Hmonb/n (nmol/L), npunap nokasye < 12 Hmonb/n (nmol/L).

4. 3 UMM TecToBMM HaboOpPOM He CrocTepiraeTbcA XyK-edeKkTy B mexax 320
HMonb/n (nmol/L).

12. MEXXKA BUABJIEHHA

1) Lei TectoBuin Habip Npu3HauyeHWi TiNbKK ANA AiarHoCTUKK in vitro.

2) [JiarHocTuka Ta NikyBaHHA He MOXYTb I'PYHTYBaTWCA NiMLe Ha pe3ynbTaTax
LbOro TecTy, TOMy BpaxoByWTe icTOpil0 XBOpPOOM Ta iHWi pe3ynbTatu
nabopatopHux TecTiB. KoXHill nabopaTtopii pekomeHLOBaHO BCTaHOBUTU
BNacHW pepepeHCHWI [iana3oH Ha OCHOBI MONyNALi NaLieHTiB.

13. IHTEPOEPYIOYI PEHOBUHU

1) Bucoki KoHUeHTpauii remornobiHy, 6inipy6iHy, xonectepuHy, Tpurniuepuais,
HAMA Ta peBmaTtoigHoro ¢daktopa B 3pa3Ky BMiMBaloTb Ha pe3ynbTatu
aHanisy.

14. MOKA3HUKN EOEKTUBHOCTI HABOPY

1) AHaniTMyHa uyTnmBicTb: < 12 HMonb/n (hmol/L)

2) [Jiana3soH niHiiHocTi: 20-320 HMonb/n (nmol/L) (KoediuieHT niHiHOT
Kopenauii: r > 0.9900)

3)  TouHicTb: TOUHICTb B aHanisi: CV < 12%, TOUHiCcTb Mi>k aHanizammn CV < 15%

4)  JocToBipHicTb: -15% < BigxuneHHs % < +15%

5) CneundiuHicTb: Pe3ynbTaTm TecTy 3aranbHOro TpUAOATUPOHIHY Yy
KoHUeHTpauii 500 Hr/mn (ng/mL), 3BOpoTHOro TpPUMOATUPOHIHY Yy
KOHUeHTpauii 50 Hr/mn (ng/mL) 3 yuum HabopoM He NOBUHHI NepeBuLLYBaTH
15 Hr/mn (ng/mL) (19.3 Hmonb/n (nmol/L))

6)  TouHicTb KOHTponto AaKkocTi: CV < 15%

7)  OuikyBaHi pe3ynbTaTvi KOHTPOIO AKOCTi: Pe3y/bTaTh TeCTY MOBUHHI OyTV B
Me>Kax LifIboBOro fianasoHy

8)  Bmict Bonoru: BMicT Bonoru KA (niodinizoBaHnii nopoLwok) ctaHoBuTb < 10%

15.3AXOAN BE3MNEKU

1. MicnAa BiAKPUTTA BUKOPUCTOBYITE TECTOBI KapTW AKOMOra WBMALLE, Wob He
[ONYCTUTU MOTPaniAHHA Bonorn. He BUKOpUCTOBYINTE TecTOBi KapTu
NOBTOPHO.

2. KomnoHeHTM  TecT-Habopy
B3aEMO3aMiHHUMMU.

3. [ins peuvyoBuH, WO MICTATb mKepena iHpeKuii abo NiJO3PIOETLCS, WO BOHU
MiCTATb  [pKepena  iHdeKui, MOBWMHHI  OyTW HaneXxHi npoueaypu
3abe3neveHHs 6iobe3nekun. 3BEPHITb yBary Ha TaKi MMTaHHSA:

-BasraiiTe pykaBnuKm nig yac po6oTu 3i 3paskom abo peareHTom.
-Ae3iHdikyiTe NponuTi 3pasku fe3iHikytourm 3acobom.

-fe3iHikyinTe abo noBoAbTeCA i3 NOTEHLIHUMU [XKepenammn 3abpyaHEHHA
BCiX 3pa3kiB UM peareHTiB BiNOBIAHO [0 MiCLLEB/X HOPM.

pi3HMX  MapTini  He  MOXyTb  OyTun

[Mepernagay AHgpivi Tomkiwa

16. NOACHEHHA rPA®IYHUX CUMBOJ1IB

[T 3BepHiTbCA A0 IHCTPYKLii no /H/ TemnepaTypHuin
3aCTOCYBaHHIO pexum
Ne naprii g TepMiH npupgaTHoCTI
LiarHoCTUYHNI peareHT
D . P C€ CE-MapKyBaHHs
In Vitro
] [ata Bupo6HMLTBa ‘\3\ bionoriuHi pu3nkn
ad Bupo6HuK ﬁ 06’em
W MicTntb gocTaTHbO AnA S He nigaasaTu Ay
< n>TecTiB % COHAYHUX MPOMEHIB
® He BukopucroByBatun 36epiratvi B Cyxomy
NOBTOPHO j micui
YnoBHOBaxeHMN
npeacTaBHUK B .
o Katanorosuii N2
@ €BponencbKkomy
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18. METPOJIOTIHYHA NMPOCTEXKYBAHICTb
Habip npoctexyeTtbca 3a cepTrdikoBaHum pedepeHcHUM MaTepianom IRMM-468.

19. AOBIAKOBA IHOOPMALIA
AKWwo Bam noTpibHa [OMOMOra, 3BEpHITbCA [0 BipAiNy NicNANPOAaXHOro
ob6cnyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpoayktn  Genrui  (IMyHodnyopecueHuid) npusHayeHi pana pobotn B
aBTOMaTM30BaHUX nabopaTopiAx, AKi CyMmiCHi 3 aHani3aTopom KinbKicHOro
imyHonoriyHoro axanisy FA20/FA30/FA50/FA120. [lnA Baworo KOHKPETHOro
npunagy moxe 6yTv po3pobneHa Nporpama; 3BepHITbCA O PO3Ainy Npo npunaau
Ha Halomy Be6-canTi.
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