TPUAOATUPOHIH (T3),
TECT-HABIP (IMYHOO®OJTYOPECLIEHLIA)

Triiodothyronine (T3) Test Kit (Immunofluorescence)

Kar. N2:52026050 Hara Bunycky iHcTpykyii: 24-10-2022

Bepcisa:A/4

OCHOBOWO 11y [1POBEAEHHI aHa/li3y € OpUriHaa [HCTPYKUIT
AHIJIIVICbKOK MOBOIO, BK/IaAEHOI B HabIp. Homep i aara Bepcii
OPUriHA/TY Ta NEPEKNAAY IHCTPYKLII TOBUHHI C1iBAaAATH.

1. HA3BA MPOAYKTY
3aranbHa Ha3Ba: TpunoaTnpoHiH (T3), Tect-Habip (IMyHodnyopecueHuis).
ToproBa Ha3Ba: T3.

2.MAKYBAHHA
Cneumnoikauin 1: 25 TecTiB/Habip
Cneumodikauin 2: 50 TecTiB/Habip
KoHTponb AKocTi (onuinHo):

Kar. N2: 52026050
Kart. N2: 52027050

Cneundikauis: PiseHb 1: 0.5mn (mL) x 1 KaT. N2: 52105051
PiBeHb 2: 0.5mn (mL) x 1 KaT. N2: 52105052
PiBeHb 3: 0.5mn (mL) x 1 KaT. N2: 52105053

3.MPU3HAYEHHA TA MNOKA3AHHA

[lnAa KinbKicCHOro BM3HaYeHHsA /n vitro piBHA TpUAOATUPOHIHY Y CpOoBaTLi, Mnasmi
abo UinbHil KpOBi JIIOANHW. B OCHOBHOMY BMKOPUCTOBYETLCA ANA AiarHOCTUKM
3aXBOPIOBaHb WNTOBUAHOI 3a/103M1.

Tinbku ana npodecinHoro BUKOPUCTaHHA.

4. NPUHUMN TECTY

3miwariTe 3pa3ok KPOBi 3 PO3UMHHMKOM, NOTIM AofaliTe Cymill B NOPT AJ1A 3pa3ka
Ha TecToBil KapTui, TPUAOATUPOHIH Yy 3pa3Ky 3B'A3YETbCA 3 MOHOK/IOHANbHUM
aHTUTINOM Ao  TPUNOATUPOHIHY, AKe 3'€QHYETbCA 3 PnyopecueHTHUMM
YaCTUHKaMV, YTBOPIOIOUN KOMMNEKC @/1yopectieHTHI YaCTUHKN-aHTUTINIO-GHTUIEH.
Llei iMmyHHMI KOMNNEKC Mirpye B3OBX HITPOLIeNoN03HOT MeMbpaHu i gocsarae
TectoBOi 30HU (T). OnyopecueHTHI YaCTUHKWM-aHTUTING, AKi He 3B'A3anuca 3
AHTUreHoM, MOTiM 3B'A3YIOTbCA 3 MOMepPeAHbO HAHECeHWM KOH'IoroBaHVM
aHTUreHom TpUNOATUPOHIHY. TakuM UMHOM, iHTEHCUBHICTb ¢nyopecLeHLil
obepHeHO mponopuiiHa piBHIO TPUROATUPOHIHY Yy 3pa3Ky. 3anulLKn aHTUTIN,
3'eAHaHNX 3 GpYOPECLIEHTHUMMN YaCTUHKaMK, OCATaloTb 30HWN KOHTPOSIIO AKOCTI
(C) i 38'A3yt0TbCA 3 NONEpPeaHbO HaHeceHNM IgG KponmKa 3 MeTO0 KOHTPOSIO.

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

1)  TecT-KapTa CKNafa€TbCcA 3 KOPMyCy KapTu Ta TeCT-CMyXXKW. TecT-CMyXKKa
MICTUTb NAOWAAKY ANA 3pa3ka/MapKyBaNbHy MOLWAAKY, CKIOBOMOKHO,
HiTpoLIenton03Hy MembpaHy, abcopbylounii nanip i nnactuHy 3 NBX.

2)  MarnitHa KapTa: Mictutb iHpopmaLito Kp1BOT KanibpysaHHA Ana i€l napTii
peareHTiB.

3)  Po3unMHHMK 3paska: OCHOBHUM iHrpegieHToM € 6ydep Tris-HCl. Voro
po3noginaoTb no 0.2 mn (mL) Ha NPo6ipKy ANA KOXHOrO TecTy.

4)  KoHTponb AKocTi (onuiiiHo): JliodinizoBaHi NOPOLKK, NPUrOTOBNEHI
CaMOCTINHO, B OCHOBHOMY CKNafaloTbCA 3 PEKOMOIHAHTHOrO aHTWreHa
TpuiiogTpoHiHy Ta ®OCB. YcCi BOHWM He MICTATb PEYOBMH JIIOACHKOro
NoXomKeHHs, i € cneundivuHMMmM Ana KoxxHoi napTii. LlinboBi 3HaueHHA MOXKHa
3HaNTW B CNCKY LiNbOBKX 3HAa4Y€EHb.

5)  O6napHaHHA: 3aCTOCOBYETbCA Ha aHasi3aTopax KinbKiCHOro iMyHOMOriYHOro
aHanisy FA50 i FA120 Bupo6HuuTea Genrui Biotech Inc.

MpumiTka: KOMNOHEeHTM HabopiB i3 pi3HUX NapTili He € B3aEMO3aMiHHUMMU.

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

1) [o3aTopu Ta HaKOHEUYHUKK Ana H1x: 100 mxn (pl).
2) Taimep.

lTepekxnagayq Argpivi Tpukiwa

7.0COBJZINBOCTI 3BEPIFTAHHA TA TPAHCMOPTYBAHHA

1) TectoBuin Habip cnig 36epiratv npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPUAATHOCTI TECTOBMX KapTOK i pPO3uMHHMKA 3paskKiB y 3aneyataHoMy
BUrMAAI ctaHoBUTb 18 wmicauis. [licna BigKpWTTA TecToBOi KapTn Ta
PO3UMHHMKA 3pa3Ka TepMiH 36epiraHHA CTaHOBUTb 1 roguHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. fAKwo Bonorictb >65%, Habip cnig
BMKOPUCTOBYBATW Bifipa3y Nicna BigKpUTTA.

2) Heposkputuit KA ctabinbHuii npotarom 18 micauis (AMB. €TUKETKY LWOAO0
KOHKpeTHoI AaTun) npu Temnepatypi Big -25 °C (°C) po 8 °C (°C), BigHOBNEHMI
KA cTabinbHuin npotarom 6 gHis npu -20 °C (°C) abo 6 aHis 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),
KOHTpONIo AKOCTI - Npu -25~8 °C (°C).

8. BUMOT'U 10 3PA3KA

1) OnTMManbHi 3paskuM - Lie CBiXka HeremosnisoBaHa cuMpoBaTKa, mnasma abo
LinbHa KpoB. PeKoMeHAyeTbCA BUKOPUCTOBYBATN 3Pa30K BEHO3HOI KPOBI,
OCKiNbKW pe3ynbTaTyt 3 iHWMMK PiiMHaMM OpraHismy Ta iHWUMK 3paskamu
MOXYTb 6YTN HETOUHVMN.

2) Cuposatka/nnasma: lNicna 3abopy 3paska CMPoBaTKy C/lig AKOMOra LuBuaLe
BijOKpeMUTH, WOo6 YHWMKHYTM remonisy. 3 CUpPOBATKOKW Ta Masmolo
TecTyBaHHA HEeOOXiAHO BMKOHATVW MPOTAromM 24 rofuH MNpW KiMHaTHIN
TemnepaTtypi nicna 3abopy 3paska. 36epiraiiTe cMpoBaTKy Ta nnasmy B
xonoaunbHuUKy npu 2-8 °C (°C) He 6inblue 7 fHIB | B 3aMOPOXXeHOMY CTaHi npu
TemnepaTtypi HUXYe -18 °C (°C) He 6inblue 1 micaua.

3) LUinbHa KpoB: 3pa3oK LiNbHOI KpoBi HeobXiAgHO MpoaHanisyBaTh Bigpasy
nicna 3abopy. AKLO MOro HEMOXXNMBO NPOaHanisyBaT NPOTArOM 24 roauH,
noro cnip 36epirati B xonoannbHUKy npu 2-8 °C (°C) He 6inbLue HixX 3 fHi.
3pasKkn He MOXHa 3aMOpPOXKyBaTH.

4) Tlepep BW3HaYeHHAM 3pa3kM MOBUHHI OyTW pAoBedeHi [0 KiMHaTHOI
TemnepaTypu. 3amopoXeHi 3pas3ku Cnifi MOBHICTIO PO3MOPO3MTU, 3HOBY
HarpiTh Ta pobpe nepemiwaty nepef  BMKOPUCTaHHAM. He
3aMOPOXKyBaTW/PO3MOPO>KyBaTU MOBTOPHO.

5) CupoBaTka NoAVHU € Hanbinbw NPUAATHOW AN BM3HaueHHsA, a EATA-K;
peKoMeHAYETbCA AK aHTUKOArynAHT ANA aHani3y nNna3mm Ta LifibHOT KPOBI.

9. NMPOLIEAYPA TECTYBAHHA

YBaXXHO nNpounTanTe IHCTPYKUilo nepen TWUM, AK KOPUCTYBAaTWCA TeCTOBUM

Habopom i CyBOPO AOTPUMYMNTECb IHCTPYKLi, LWo6 oTpuMaTn [OCTOBIPHI

pesynbTatu. lNepen BUKOPUCTaHHAM BCi peareHTW Cnlif AOBECTU A0 KiMHATHOI

Temnepatypu (18-30 °C (°C)).

1) 3anyck: KnikHitb «STD Mode/Pexunm STD» B ronoBHOMY MeHo, o6 yBiliTu B
iHTepdenc BUMiptoBaHHsA, KNaLHiTb «ltem/EnemeHT», o6 BO6paTn TecToBmin
efieMeHT, i KnayHiTb «Type/Tuny, o6 Bubpaty TN 3paska.

2)  KnikHiTb «Homep naprtii/Lot No.», W06 yBiiiTM B iHTeppenc 3unTyBaHHA
KapTOK, MOMICTiTb MarHiTHy KapTy BIiAMNOBIAHOrO efemeHTa B 30HY
3UMTYBaHHA MarHiTHUX KapTOK; KOMIN MarHiTHY KapTy 6yAe YCrilHO 3UMTaHo,
nepesipTe, YN MarHiTHa KapTa i TecToBa KapTta 3 oaHiei naprii. (MpumiTtka:
PeareHT nonepepHbo  BigKanibpoBaHi, | KOHKpeTHi MapameTpun
KanibpyBanbHOI KPUBOI ANA KOXHOI NapTii peareHTiB 36epiratotbca Ha
MarHiTHin KapTi).

3) MNpoueaypa KOHTPONIO AKOCTi: PeKOMeHAY€ETbCA 3BEPHYTUCA A0 MNOCIOHMKa 3
eKcnyaTalii npunagy Ta BUKOPKUCTOBYBATW KOHTPONb AKOCTI Genrui, o6
nepeKkoHaTnCA, WO LinboBe 3HaYeHHA KOHTPOSIO AKOCTI TECTY 3HaXOANTLCA
nif, KOHTpOnem Mg Yac npoueaypu TecTyBaHHA Micna KanibpyBaHHA.
KoHTponi AKOCTi cnip BUKOPUCTOBYBATW HACTYMHM YNHOM.

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

b) Ob6epexHo BigKpUNTE  KOBMAYOK
pOo36pU3KyBaHHA BMICTY.

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

d) 3akpuiiTe nnAWKY KOBMaykoM Ta 3anuwTe 1i Npu  KiMHaTHIN
TemnepaTypi Ha 15 XBUSIMH, 06€peXXHO CTPYCiTb NAALLKY, 06 NOBHICTIO
po3unHUTY niodinisar.

e) Micna noBHoro posuvHeHHA niodinisaTy NoBTOPITL onepauilo AnA
Bin6opy 3paska.

AKWO BUMIPAHI 3HaYeHHA KOHTPOMIO AKOCTI 3HaXOAATbCA B 3aJaHOMY

Ziana3oHi LinbOBUX 3HaYeHb, aHanNi3 KiHIYHMX 3pa3KiB i aHasi3 AaHNX MOXKHa

NPOAOBXUTY; B iHWOMY BUMAAKY NMPUYUHW MOBUHHI OyTW BUABNEHI nepen

TeCTyBaHHAM.

4)  3abip 3paskis:

DoganTte 0.1 mn (mL) nnasmu, cMpoBaTky abo UiIbHOI KPOBi B KOHTEHepP 3
PO3UMHHMKOM 3pa3ka, peTeslbHO nepemiwanTe npoTtarom 40-60 cek.

NAAWKY,  WOo6  YHUKHYTK



BisbmiTb 0.1 mn (mL) po3BeaeHoro 3paska, BHECiTb 10ro BepTMKanbHO B
NYHKY Ans 3pa3ka 6e3nocepeHbO Ha TECTOBIV KapTi Ta 3anycTiTb Taimep.
5)  BcTaBTe 11010 B rHi3f0 AN1A TECTOBOI KapTy aHanisatopa (CTOPOHOIO 3 JIYHKOIO
AnAa  3pa3ka BcepeauHy). HatucHitb  «Measure/Bumipatn», npunag
aBTOMATMYHO BM3HAYUTb | PO3APYKY€E pe3ynbTaTn yepes 15 xBUAUH (AKLWO
BUKoOpucTOBY€eTbCcA «Fast Mode/llBnakuin  pexum», nicna 15 XBunuH
30BHIWHbOI  iHKyOaUii, WBMAKO BCTaBTe KapTy Ta  HaTUCHITb
«Measure/Bumipatuy, nicna 4oro npunag BUABUTL | PO3APYKYE pe3ynbTaTh).
Mpumitka: LLo6 oTpumaTu AOKNafHi iHCTPYKLl Woao poboTn 3 Mpunagom,
3BEPHITbCA A0 NOCIGHMKa aHanizatopa KinbKiCHOro iMyHONOrYHOro aHanisy.

10. PEQOEPEHCHUI OIANA30H

PedepeHcHuin gianasoH: 1.3-3.1 Hmonb/n (nmol/L).

Yepes reorpadiuHi, eTHiuHi, reHaepHi Ta BiKOBi BiAMIHHOCTI, peKOMeHaYy€eTbCA,
W06 KoXHa nabopaTopisn BCTaHOB/OBaNa CBi BNacHWU pepepeHCHWI Aiana3oH.

11. IHTEPNPETALIA PE3YJIbTATIB

1. Konu Ha KoHTponbHiin finaHui (C) 3'ABRAOTbCA dryopecLeHTHI cMyru,
aHanisaTop aBTOMaTMYHO BUABUTb GpnyopecLieHLiio Ta NpoaHanisye TectoBy
KapTy, a NOTiM HaaCTb KinbKicHi pe3ynbtati.

2. fAkwo Ha KoHTponbHin ginaHui (C) He 3'ABNATLCA GryopecUeHTHI cMyry,
aHani3aTop He MoOXe aBTOMATUYHO BUABUTW ¢nyopecueHUilo Ta BUAAE
nonepeaKeHHs, BKasyloun Ha Te, WO onepaLlis HeBipHa abo TecToBa KapTa
noLKoaKeHa. Y LiboMy BUNaAKy yBaXXHO npoumnTanTe iHCTPYKLUilo LWe pas i
BMKOHalTe TeCTyBaHHA 3 HOBOI TECTOBOIO KapTolo; AKLLO Npobnema Bce e
iCHy€, HeranHoO NPUNUHITL BUKOPWUCTOBYBATM MNPOAYKTU Ui€i napTii Ta
3BEPHITbCA A0 CBOrO NOCTayanbHuKa.

3. Konu pe3ynbtaTi TecTyBaHHA 3pa3ka nepesuilytoTb 10 HMonb/n (nmol/L),
npunag nokasye > 10 Hmonb/n (nmol/L). Konn pesynbTaTyi TecTyBaHHA
MeHLwe 0.6 Hmonb/n (nmol/L), npunag nokasye < 0.6 Hmonb/n (hmol/L).

4. Len TecToBuii Habip He cTBOpPIOE XyK-edpeKTy B Mexax 10 Hmonb/n (nmol/L).

12. MEXKA BUABNIEHHA

1) Llei TecToBmin Habip Npu3HayeHni TiNbKK AnAa fiarHoCTUKK /in vitro.

2)  [JiarHoctuka Ta NikyBaHHA He MOXYTb I'PYHTYBATMCA NIULIE Ha pe3ynbTaTax
LbOro TecTy, TOMy, BpaxoByWTe iCTOpilo XBOpPOOW Ta iHWi pe3ynbTati
nabopatopHux TecTiB. KoXHili nabopatopii peKoMeHLOBaHO BCTAHOBUTU
BNacHW pedepeHCHNI fiana3oH Ha OCHOBI MonynALii nauieHTiB.

13. IHTEPOEPYIOYI PEHOBUHU

1) Bucoki kKoHueHTpaUii remornobiny, 6inipy6iHy, xonectepuHy, Tpuraiuepuais,
HAMA Ta peBmaTtoigHOro ¢aktopa B 3pa3Ky BMiMBalOTb Ha pe3ynbTaTtu
aHanisy.

14. MOKA3HUKN EOEKTUBHOCTI HABOPY

1) Yytnusictb aHanisy: < 0.6 HMonb/n (nmol/L)

2)  [iana3oH niHinHocTi: 1-10 HMonb/n (nmol/L) (KoediuieHT niHiiHOT Kopenauil:
r > 0.9900)

3)  TouyHicTb: TOUHiCTb B aHani3i: CV < 12%, TOUHicTb Mix aHanizamm CV < 15%

4)  [ocToBipHicTb: -15% < BigxuneHHa % < +15%

5)  CneumndiyHicTb: Pe3ynbTaTv TeCTy Ha BU3Ha4YeHHA TMPOKCUHY 3araibHOro y
KOHLeHTpaUii 500 Hr/mn (ng/mL), rT3 y koHueHTpauii 50 Hr/mn (ng/mL) 3 yum
HabopoM He MOBWHHI NepeBulyBaTn 2 Hr/mn (ng/mL) (3.07 Hmonb/n
(nmol/L))

6) TouHictb KA: CV < 15%

7)  OuikyBaHi pe3synbtaty KA: PesynbTaT TecTy MOBUHHI OyTW B Mexax
LinbOBOro AianasoHy

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

15. 3AXOAV BE3MNEKN

1. Ticna BiAKPUTTA BUKOPVCTOBYIITE TECTOBI KapTh AKOMOra WBMUALIE, Wob He
[ONYCTUTU NOTPanAAHHA Bonorn. He BUKOPUCTOBYINTE TeCTOBI KapTu
NOBTOPHO.

2.  KoMnoHeHTM  TecT-Habopy
B3aEMO3aMiHHUMM.

3. [ns pevyoBuH, WO MICTATb Axepena iHpeKuii abo Nifo3PIOETbCS, WO BOHU
MiCTATE  [kepena iHeKuil, NOBWMHHI  OyTU HanexHi npoueaypwu
3abe3neyeHHs 6iobesneku. 3BepHiTb yBary Ha Taki NUTaHHA:

. Basrainte pykaBuuKu Mig yac poboTy 3i 3pa3kom abo peareHToMm.

. [e3iHikyiTe nponuTi 3pa3ku aesiHdikytounm 3acobom.

. LesiHdikyiiTe abo noBoabTeECA i3 MOTEHUINHUMK  [pKepenamu
3ab6pyAHEHHA BCiX 3pa3KiB Yy peareHTiB BiiNOBIAHO A0 MiCLIEBMX HOPM.

pi3HMX  NapTin  He  MOXyTb  OyTn

[epernagay AHApivi Tpukiwa

16. NOACHEHHA TPA®IYHUX CUMBOJIIB

3BepHiTbcA Ao IHCTPYKLii no /Hf TemnepaTypHUi
3aCTOCYBaHHI0 pexum
N naprTii g TepmiH npraaTHOCTI
[iarHOCTUYHWI peareHT :
In Vitro c € CE-mapKyBaHHsA

[aTa BupobHMLTBa Bionoriuni pnsnkn

IR AESIEREIRE!

Bupo6HmK ﬁ O6’em
MicTnTb foCTaTHLO ANs s:; He nigpasaTtv BNAnBy

< n> TecTiB ) COHAYHUX MPOMEHIB

He BrKkopucToByBaTnt g 36epirati B cyxomy
NOBTOPHO j micui
YnoBHOBaxeHUM
npeacTaBHUK B "
o KaTanorosui N2
@ €Bponencbkomy

CNiBTOBapUCTBI

17.MOCUNAHHA

1.  Wang Z, Lao HM, Liu T, et al. Labelled antibody-based one-step time-
resolved fluoroimmunoassay for measurement of free thyroxine in serum.
Ann Clin Biochem. 2011,48(6): 550-7.

2. Oppenheimer JH. Role of plasma proteins in the binding, distribution and
metabolism of the thyroid hormones. N Engl J Med. 1986; 278:1153-62.

18. METPOJIOIYHA NPOCTEXXYBAHICTb
Habip npoctexyetbca fo cepTudikoBaHoro pepepeHcHoro matepiany IRMM-469.

19. 4OBIAKOBA IHOOPMALIA
AKwo Bam noTpibHa [onomora, 3BepHiTbCA [0 BigAiNy NiCNANPOAaXHOro
06cNyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpopyktn  Genrui  (IMyHodnyopecueHuisa) npu3sHauyeHi pana pobotn B
aBTOMaTU30BaHUX nabopaTopiAx, fAKi CymicHi 3 aHanizaTopom KinbkicHoro
imyHonoriyHoro aHanisy FA50/FA120.

[nA BawWoro KOHKPETHOro npunagy Moxe O6yTn po3pobneHa nporpama;
3BEPHITLCA 10 PO3AiNYy NPO NPWMaAN Ha HalwoMy Be6-caiTi.

I BUPOBHUK
Genrui Biotech Inc. TEHPYY BIOTEK IHK.
4-10F, Building 3 4-10@, bygisna 3
Geya Technology Park, TexHosnoriyHui lNapk lesa
Guangming District, 518106 PavioH yaHmiH, 518106

Shenzhen, China
Phone: + 86-755-26835560
Fax: + 86-755-26678789
e-mail-info@genrui-bio.com
Web: www.genrui-bio.com

DIAMEB

Trade

LleHbyxeHb, Kuravi
Ten.: + 86-755-26835560
Qakc: + 86-755-26678789
e-nowra: info@gentrui-bio.com
Beb: www.genrui-bio.com

YMNOBHOBAXEHWUI NMPEACTABHUK B YKPATHI

TOB [JIAMEB TPEV|[]»
Bys1. CumoHa lNetmopu, 6y4. 25
M. IBaHo-@patKiscoK, 76014, Ykpaita
ren.: +38(0342) 775 122
e-nowra: info@diameb.ua
www.diameb.ua

& (€

IVD| .- A4"°




