TPUAOATUPOHIH (T3),
TECTOBUI HABIP (IMYHO®JTYOPECLLEHLIIA)

Triiodothyronine (T3) Test Kit (Immunofluorescence)

Kam. N°: 52026050 Jama sunycky iHcmpykuii: 14-04-2025

Bepcis: A/7

OCHOB0I0 _npu__nposedeHHi aHANi3y € opu2iHan _iHcmpyKuii
aHenilicekolo M0o8ot, 8knadeHoi 8 Habip. Homep i dama eepcii
opueiHany ma nepeknady iHCmpyKuyii no8uHHi cnisnadamu.

1.HA3BA MPOAYKTY
3aranbHa Ha3Ba: TpunoaTUPOoHiH (T3), TectoBuin Habip (IMyHodnyopecueHuis).
Toprosa Ha3Ba: T3.

2.NMAKYBAHHA

Cneundikauia 1: 25 TecTiB/Habip
Cneundikauia 2: 50 TecTiB/Habip
KoHTponb AKocTi (onuiHo):

Kart. N2: 52026050
Kart. N2: 52027050

Cneundikauia: PiBeHb 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 NOKA3AHHA

na in vitro KinbKiCHOro BM3HayYeHHA piBHA TPUNOATUPOHIHY y CMpoBaTLi, Nnasmi
abo LinbHill KPOBi NOAVHN. B OCHOBHOMY BMKOPUCTOBYETbCA ANA AiarHOCTUKM
3aXBOPIOBaHb LNTOBUAHOI 3a/1031.

Tinbkn ana npodecinHOro BUKOPUCTaHHA.

4. NPUHLUUN TECTY
3milanTe 3pa3oK KPOBi 3 PO3UMHHMKOM, MOTIM JofalTe Cymiw B MopT AnAa

3pa3ka Ha TecTOBil KapTui, TPUAOATMPOHIH Yy 3pa3Ky 3B'A3yeTbCcA 3
MOHOKIOHAIbHUM ~ aHTUTIIOM A0  TPUNOATUPOHIHY, AKe 3'efHyeTbcA 3
bnyopecueHTHUMM  YacTUHKaMK, YTBOPIOIOUM  KOMMIEKC — ¢iyopecyeHmHi

4ACMUHKU-GHMUMINno-aHmuzeH. Llei  iMyHHUIA  KOMMAEKC Mirpye B3[0BX
HiTpoLentonosHoi membpaHun i pgocarae TectoBoi 30HM (T). OnyopecueHTHI
YaCTUHKM-aHTUTING, AKI He 3B'A3anMcA 3 aHTUreHOM, MOTiM 3B'AXYTbCA 3
nonepeAHbO HaHECEHVM KOH'IOrOBaHVMM aHTUreH TpUNOATUPOHIHY. Takum
UYMHOM, IHTEHCUBHICTb  dnyopecueHuii obepHeHO nponopuiiHa  piBHIO
TpuioATMPOHIHY y  3pa3Ky. AHTWTIIO, WO 3anuMwwmnoca, 3'efHaHe 3
dnyopecLeHTHUMM YacTUHKaMK, BOCATaE 30HM KOHTpoio AkocTi (C) i 3B’A3yeTbca
3 nonepeAHbO HaHeceHVM |gG KposrKa 3 METOI0 KOHTPOSIO.

5.0CHOBHI KOMMNOHEHTN TA AOAATKOBE HEOBXIAHE OBJIAQDHAHHA

TecToBWIn Habip CKNapaeTbCcA 3 TeCTOBOI KapTW, MArHiTHOI KapTh, PO3YMHHMKA

AN1A 3pa3ka, KOHTPOSIIO AKOCTI (OMNUiiHO) Ta IHCTPYKLUii.

1) TecT-KapTa CKNafa€TbCca 3 KOPMNycy KapTy Ta TeCT-CMYXKMW. TecT-CMy»KKa
MICTUTb MAOWaAKy ANA 3paska/MapKyBasibHY MIOWAAKY, HITPOLENIoNo3Hy
MembpaHy, abcopbyrounii nanip i nnactmHy 3 NBX.

2)  MarHitHa KapTa: Mictutb iHpopmaLito KpMBOi KanibpyBaHHA ana uiei napTii
peareHTiB.

3)  Po3uuHHMK 3paska: OcHoBHUM iHrpegieHToM € 6ydep Tris-HCl. O6'em
AUBUTVCA Ha €TUKETL PO3UMHHMKA.

4)  KoHTtponb sAkocTi (onuinHo): JliodinizoBaHi NOPOLLKK, MPUrOTOBAEHI
CaMOCTINHO, B OCHOBHOMY CK/1aAaloTbCA 3 PeKOMOIHAHTHOro aHTUreHa
TpuiiogTpoHiHy Ta OCB. Yci BOHM He MICTATb PeEYOBUH JIIOACHKOrO
NOXOMPKEHHA, | € cneundiyHummn ana KoxHoi napTii. LlinboBi 3HaueHHA
MOXHa 3HaNTUN B CMUCKY LiNbOBMX 3HaUYeHb.

5) O6nagHaHHA: 3acTocoByeTbCA Ha aHanisatopax KinbKicHOro
imyHonoriyHoro aHanisy FA20/FA30/FA50/FA120 Bupo6HuutBa Genrui
Biotech Inc.

MpumiTka: KomnoHeHTN HabopiB i3 Pi3HMX NapTii He € B3aEMO3aMiHHUMU.

6. 0bOB’A3KOBI AKCECYAPUY, LLO HE MOCTAYAIKOTbCA 3 HABOPOM

1)  [o3aTopu Ta HaKOHeYHUKK Ana Hux: 100 mkn (ul).
2) Taiimep.
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7.0COBJINBOCTI 3BEPIFAHHA TA TPAHCMNOPTYBAHHA

1)  TectoBwin Habip cnipg 36epiratm npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPUAATHOCTI TECTOBUX KapTOK i PO3UMHHMKA 3pas3KiB y 3anevyaTtaHomy
BUrNALi CTaHoBUTb 24 mMicAui. Micna BigKpPUTTA TecToBOI KapTu Ta
PO3UMHHMKa 3pa3Ka TepMiH 36epiraHHA cTaHoBUTL 1 roguHy npu 18-30 °C
(°C) i Bonorocti 40%-65%. fAkwo Bonorictb >65%, Habip cnig
BVMKOPUCTOBYBATM BiApasy nicna BigKpUTTA.

2) Heposkputnit KA ctabinbHuin npotarom 24 micAui (AvB. €TUKETKY Woao
KOHKpeTHOI faTn) npu Temnepatypi Big -25 °C (°C) go 8 °C (°C), BigHOBNEHMIA
KA cTabinbHuin npoTtarom 6 aHis npu -20 °C (°C) abo 6 aHis npu 2-8 °C (°C) y
TeMpABi , i MOXe ByTU OAMH pa3 3aMOPOXKEHUIT/PO3MOPOKEHNIA.

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

8.BMMOTU OO 3PA3KA

1)  OnTumanbHi 3pa3ku - Lie CBiKa HeremonizoBaHa CMpOBaTKa, Miasma abo
LinbHa KpoB. PeKoMeHIYy€eTbCA BUKOPUCTOBYBATU 3Pa30K BEHO3HOI KPOBI,
OCKiNbKW pe3ynbTaTi 3 iHWMMU PigUHaMK OpraHi3my Ta iHWKXMK 3pa3kamu
MOXYTb 6YTU HETOUHVMM.

2) CwuposaTka/nnasma: Micna 3abopy 3paska cMpoBaTKy C/lif AKOMOra LBKALLe
BifoKpeMuTy, WO6 YHUKHYTW remonidy. 3 CMpOBATKOW Ta MJa3molo
TeCTyBaHHA HeOOXigHO BUKOHATU MNPOTAromM 24 TrOAWH MpPU KiMHATHIN
TemnepaTypi. 3pa3oK cTabinbHUn npotarom 7 pHiB npu 2-8 °C (°C), a
3aMOPOXKEHOMY CTaHi Npu Temnepatypi Hukue -18 °C (°C) He 6Ginbe 1
micaus.

3) LUinbHa KpoB: 3pa3oK LinbHOI KpoBi HeobXigHO npoaHanisysBatu Bigpasy
nicns 3abopy. AKLLO NOro HEMOX/VMBO NPOaHani3yBaTyi NPOTArom 24 roauH,
noro cnipg 36epiratn B xonoawnbHUKy npu 2-8 °C (°C) He 6inblie 3 gHiB.
3pasKy He MOXHa 3aMOPOXKyBaTU.

4) lNepep BW3HAUEHHAM 3pa3kyM MOBMHHI OyTW poBedeHi O KiMHATHOI
TemnepaTypu. 3aMOpOXeHi 3pa3ku Cnif MOBHICTIO PO3MOPO3WTH, 3HOBY
HarpitTh Ta pgobpe nepemiwaty nepej  BUKOPUCTaHHAM. He
3aMOPOXKyBaTW/PO3MOPOXKYBaTV MOBTOPHO.

5) CupoBaTka JIIOAVHU € HaMGINbLL MigXOAALWO ANA BU3HauyeHHs, a EATA-K,
PEKOMEHAYETbCA AK aHTUKOAryNAHT ANA aHanisy naasmu Ta LinbHOT KpoBi.

9. MPOLIEAYPA TECTYBAHHA

YBaXKHO MpounTanTe iHCTPYKUilo nepel TWM, AK KOPWUCTYBaTUCA TeCTOBUM

Habopom i CyBOpO HAOTpUMYMNTECb IHCTPYKUil. [epes BUKOPUCTaHHAM BCi

peareHTV Cnig AoBecT Ao KimHaTHoI Temnepatypu (18-30 °C (°C)).

1) 3anyck: KnikHitb «STD Mode/Pexum CtaHfapT» B rOIOBHOMY MeHIO, o6
yBIilTU B iHTepdenc BUMipIoBaHHS, KnauHiTb «ltem/EnemeHT», wob Bmbpatu
TECTOBWI eNleMeHT, | KnauHiTb «Type/Tun», o6 BMbpaTh TUn 3paska.

2)  KnikHiTb «Homep naprii/Lot No.», Wwo6 yBiliTM B iHTepdEeNc 3UnTyBaHHA
KapTOK, MOMICTiTb MarHiTHy KapTy BiAMOBIGHOTO enemeHTa B 30HY
3UMTyBaHHA MarHiTHUX KapToK; KONMW MarHiTHy Kapty Oyae ycniwHO
34MTaHO, NepeBipTe, UM € MarHiTHa KapTa i TeCToBa KapTa 3 OAHIei naprii.
(MpumiTka: PeareHTn nonepeaHbo BigKanibpoBaHi, i KOHKPETHI NapameTpu
KanibpyBanbHOI KPUBOI AnA KOXHOI MapTii peareHTiB 36epiraloTbcs Ha
MarHiTHI KapTi).

3) TMpouepypa KOHTPOMO AKOCTi: PekomeHAyeTbCA  3BepHyTMCA [0
KepiBHULTBA 3 eKcrulyaTauil npunagy Ta BAKOPUCTOBYBaTV KOHTPOJb AKOCTI
Genrui, o6 nepekoHaTUCs, WO LiNiboBe 3HaUeHHS KOHTPOJIIO AKOCTI TeCTy
3HaxoAMTbCA Miff KOHTpoOnem Mig yac npoueaypu TecTyBaHHA nicnA
KanibpyBaHHsA. KOHTPOni AKOCTI CNlif BUKOPMCTOBYBATU HACTYMHVIM YMHOM.
a) [lepen BMKOPUCTaHHAM [OBEAiTb KOHTPOMb AKOCTI [0 KiMHATHOI

Temnepatypu (18-30 °C (°C)).

b) O6epexHo  BIigKpUITE  KPUWKY  MAAWKKM,  WOO  YHUKHYTM
PO36pM3KyBaHHSA BMICTY.

c¢) [Hopante 0.5 mn (mL) ouniieHoi Bogu.

d) 3akpuiTe nAAWKYy KPWIWLKOKW Ta 3anuMwTe T npu  KIMHATHIN

TemnepaTypi Ha 15 XBWIVH, OGEpexHO CTPYCiTb MIAWKY, LWo6
NOBHICTIO PO3UYNHUTW CYXMIA MOPOLLIOK.
e) [licna NMOBHOro PO3YMHEHHA CyXOro MOPOLLKY MOBTOPITb onepauito
Ins Bigbopy 3paskKa.
AKWO BUMIPAHI 3HaYEHHA KOHTPOMIO AKOCTI 3HAXOAATbCA B 3afaHOMy
Jiana3oHi LinboBMX 3HauyeHb, aHanis KNiHIYHWX 3paskiB i aHani3 AaHux
MOXHa MPOAOBXNTY; B IHWOMY BUMafKy NMPUUYUHU MOBUHHI 6yTW BUABMEHI
nepep TecTyBaHHAM.
4)  Bigbip 3pa3kis:
Lopante 0.1 mn (ML) cupoBatky, nia3mm abo LinbHOT KPOBi B KOHTEHEpP 3
PO3UMHHMKOM ANiA 3pasKiB, peTenbHO nepemiwarite npotarom 40-60
cekyHp (nineTyite 20 pasiB abo nepemiwaite BpyuHy 30 pasiB). BisbmiTb
0.1 mn (mL) po3BegeHoro 3paska Ta BepTMKanbHO KamMHiTb Oro



6e3nocepeaHbo B NYHKY [1A 3pa3ka Ha TeCTOBIi KapTui Ta MOYHITb BigniK
yacy.

5) BcTtaBTe Oro B TrHi3n0O ANA TeCTOBOI KapTu aHasnizaTtopa (CTOpOHOK 3
JIYHKOIO AN1A 3pa3ka BcepeauHy). HatncHitb «Measure/BumipaTtny, npunag
aBTOMATUYHO BU3HAYMTb | PO3APYKYE pe3ynbTati yepes 15 XBUANH (AKLLO
BUKopucToByeTbca «Fast Mode/llBupknin pexum», nicna 15 XBUIUH

30BHIWHbOI  iHKy6aUii, WBMAKO BCTaBTeé KapTy Ta  HATUCHIiTb
«Measure/Bumipatn», nicna  4Yoro npunag  BUABUTb | PO3APYKYE
pesynbTati).

Mpumitka: LWo6 oTpumaTty JOKnafHi iHCTPYKUil Wwoao pobotn 3 npunagom,
3BEPHITbCA A0 MOCIOHMKa aHani3aTopa KilbKiCHOro iMyHONOriYHOro aHanisy.

10. PEOEPEHCHWUW AIANA30H

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

Yepes reorpadiyHi, eTHiUHi, reHaepHi Ta BIKOBI BIAMIHHOCTI, pEKOMEHAYETbCA,
o6 KoXHa NnabopaTopisi BCTaHOB/OBaa CBill BNACHWI pedepeHCHNI Aiana3oH.

11. IHTEPMPETALIA PE3YJIbTATIB

1. Konu Ha koHTponbHin ginaHui (C) 3'ABnsioTbcA dnyopecueHTHi cmyru,
aHani3aTop aBTOMaTMYHO BUABUTb driyopecLieHLiilo Ta poaHarnisye TecToBy
KapTy, @ NOTiM HaAaCTb KiNbKiCHi pe3ynbTaTtu.

2. flKwo Ha KoHTponbHin ginaxui (C) He 3'AaBNATLCA byopecLeHTHI cmyry,
aHani3aTop He MOXe aBTOMATUYHO BUABUTW dryopecueHLilo Ta BuAae
rornepeKeHHs, BKasyloun Ha Te, Lo onepalia HeBipHa abo TecToBa KapTa
nowKoaKeHa. Y LboMy BUNagKy yBakHO MpouunTaiiTe iHCTPYKLUilO e pas3 i
BUKOHaliTe TeCTyBaHHA 3 HOBOIO TECTOBOIO KapToIo; AKLLO Npobnema Bce e
iCHY€, HeramHoO NPUNVHITL BUKOPWCTOBYBaATM MNPOAYKTM Li€i napTii Ta
3BEPHITbCA 40 CBOTO MOCTayasbHMKa.

3. Konwu pesynbtaTn TecTyBaHHA 3paska rnepesullytots 10 HMonb/n (nmol/L),
npunap nokasye > 10 Hmonb/n (nmol/L). Konu pesynbtatn TecTyBaHHA
meHue 0.6 Hmonb/n (hmol/L), npyunag nokasye < 0.6 Hmonb/n (nmol/L).

4. Leii TecToBuit Habip He cTBOpIOE XyK-edeKTy B Mexax 10 HMonb/n (nmol/L).

12. MEXXKA BUABJIEHHA

1) Ueit TecToBMiA Habip NpuU3HaYeHW TiNbKK A1st BiarHOCTUKW in vitro.

2)  [iarHocTvKa Ta NikyBaHHA He MOXyYTb I'PYHTYBaTUCA nLLE Ha pe3ynbTaTax
LUbOro TecTy, TOMy, BpaxoByiTe iCTOpilo XBOpobM Ta iHWi pe3ynbTatu
nabopatopHux TectiB. KoxHili nabopatopii pekomeHAoBaHO BCTaHOBUTW
BIACHWIN pedepeHCHMIN Aiana3oH Ha OCHOBI NoNyNALil NaLieHTIB.

13. IHTEPOEPYIO4I PEHOBUHU

1) Bwcoki KOHLeHTpauii  remorno6iny, 6inipy6iHy, XONIECTEPUHY,
Tpurniyepugis, HAMA Ta peBmatoigHoro ¢paktopa B 3pasKy BMIvBalOTb Ha
pe3ynbTaTy aHanisy.

14. NTOKA3HUKU EOEKTUBHOCTI HABOPY

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

2) [Jiana3oH niHiHoCTi: 0.6-10 Hmonb/n  (nmol/L) (KoediuieHT niHiAHOT
Kopenauii: r = 0.9900)

3)  TouHicTb: TOUHicTb B aHanisi: CV < 12%, TouHicTb Mix aHanisamun CV < 15%

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

5)  CneundiuHicTb: Pe3ynbTaTyi TECTY Ha BU3HaueHHA TUPOKCUHY 3araibHOro y
KOHUeHTpauii 500 Hr/mn (ng/mL), rT3 y koHueHTpauii 50 Hr/mn (ng/mL) 3
LMM HabopoMm He MOBWHHI nepesuulyBaTyi 2 Hr/mMn (ng/mL) (3.07 Hmonb/n
(nmol/L))

6) TouHictb KA: CV < 15%

7) OuikyBaHi pe3ynbtatv Kf: Pe3ynbTati TecTy MOBWMHHI OyTM B Mexax
LinboBOro fianasoHy

8)  Bwmict Bonoru: BmicT Bonorn KA (niodinizoBaHM NOPOLLOK) CTaHOBUTb <
10%

15.3AXOAU BE3MEKN

1. MMicnA BiZKPUTTA BUKOPUCTOBYITE TECTOBI KAapTX IKOMOTa LWBKuALWe, Wwob He
JONYCTUTN NOTPaniAHHA Bonorn. He BMKOPUCTOBYWTE TeCTOBI KapTh
NMOBTOPHO.

2. KomnoHeHTM  TecT-Habopy
B3aEMO3aMiHHVIMMU.

3. [na peuyoBwuH, Wo MicTATb AxKepena iHoeKuil abo Nigo3pETbCA, WO BOHN
MIiCTATb  pKepena iHbeKuii, MOBUHHI  OyTM HanexHi npouenypu
3abe3neyeHHs 6iobe3nekun. 3BepHiTb yBary Ha Taki MUTaHHS:

- Bpsaraiite pykaBuuKkuy nig yac poboTn 3i 3paskom abo peareHTOM.

—  [esiHdikyiiTe nponuTi 3pasku fesiHpikytourm 3acobom.

—  [JesiHdikyiiTe abo noBoAbTecs i3 MOTEHUIMHAMK  [XKepenamu
3abpyAHEHHA BCiX 3pasKiB UM peareHTiB BignoBigHO A0 MicLeBUX
HOpM.

pi3HMX  napTin  He  MOXyTb  6yTu
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16. NTOACHEHHA TPAQIYHNX CUMBOJIIB

3BepHiTbcA Ao IHCTPYKLUii no .
(& P A PyKuU TemnepaTypHUI pexum
3aCTOCYBaHHIO
Ne noty g TepMmiH npuaaTHoCTI
[iarHOCTNYHWIA peareHT
VD . CE-mapKyBaHHA
In Vitro c € PKY
@ [aTa BMpo6HMLTBa ﬁ O6'em
ale He nigpasatv Bnaus
ud BrpobHuK I AR BY
COHAYHMX MPOMEHIB
W Mictutb goctaTHbO Ana s 36epirati B cyxomy
< n> TecTiB j micui
YnoBHOBaxeHW NpeacTaBHUK
E B €BpOMNeENCbKOMY Katanorosuin Ne
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.

Oppenheimer JH. Role of plasma proteins in the binding, distribution and
metabolism of the thyroid hormones. N Engl J Med. 1986; 278:1153-62.
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18. METPOJIOTIYHA NMPOCTEXYBAHICTb
Habip npoctexyetbca fo ceptudikoBaHoro pedepeHcHoro matepiany IRMM-
469.

19. 4OBIAKOBA IHOOPMALIA
flkwo Bam noTpibHa pomomora, 3BepHITbCA O BiAAiNy NicNANPOAaXKHOro
06CNyroByBaHHs.

20.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpopykt  Genrui  (IMyHodpnyopecueHuis) npu3HayeHi Aana  pobotn B
aBTOMaTU30BaHMX Nabopatopifx, AKi CyMiCHi 3 aHani3aTopoM KifbKiCHOro
imyHonoriyHoro aHanisy FA20/FA30/FA50/FA120.

[nAa BawWoro KOHKPEeTHOro npunagy Moxe OyTu po3pobreHa nporpama;
3BEPHITbCA 4O PO3AiNYy NPO NpuIaamM Ha HalWoMy Be6-caiTi.

BUPOBHUK
Genrui Biotech Inc. TEHPYW BIOTEK IHK.
4-10F, Building 3 4-100, byoiena 3
Geya Technology Park, TexHonoziyHuli Mapk es
Guangming District, 518106 PatioH lyaHmiH, 518106
Shenzhen, China LleHbuxeHb, Kumad

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

Ten.: + 86-755-26835560
Qakc: + 86-755-26678789
e-nowma: info@genrui-bio.com
Be6: www.genrui-bio.com
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Trade

YIOBHOBAMEHWUN NMPEACTABHUK B YKPAIHI

TOB «[liame6 mpelio»
8yn. CumoHa lemniopu, 6yOUHoK 25
M. leaHo-OpaHkiecek, 76014, YkpaiHa
men.: +38(0342) 775 122
e-nowma: info@diameb.ua
www.diameb.ua
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