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

Triiodothyronine (T3) Test Kit (Immunofluorescence)
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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: TpuoaTUpPOoHiH (T3), TecToBuin Habip (IMyHopnyopecueHuin).
ToproBa Ha3Ba: T3.

2.MAKYBAHHA
Cneumndikauis 1: 25 TecTiB/Habip Kart. N2: 52026050
Cneumndikauis 2: 50 TecTiB/Habip Kart. N2: 52027050

KoHTponb AkocTi (0nuinHo):

Cneuudikauis: 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 NMOKA3AHHA

[inAa in vitro KinbKiCHOro BU3HauYeHHA pPiBHA TPUNOATUPOHIHY Y cMpoBaTLi, Nnasmi
a6o UinbHin KpoBi NtofnHN. B OCHOBHOMY BUKOPUCTOBYETLCA A AiarHOCTMKM
3aXBOPIOBaHb WNTOBUAHOI 3a/103M1.

Tinbkn ansa npodecinHOro BUKOPUCTAHHS.

4. NPUHUUN TECTY
3miante 3pa3’ok KpoBi 3 PO3UYMHHMKOM, NOTIM AopanTe cymiw B MOPT AnA

3pa3ka Ha TecCToBi KapTui, TPUNOATUPOHIH y 3pa3Ky 3B'A3yeTbCA 3
MOHOKNOHANbHUM  @aHTUTINOM [0 TPUNOATUPOHIHY, AKe 3'€QHyeTbCA 3
dnyopecueHTHMM  YacTMHKaMK, YTBOPIOIOUM  KOMIMIEKC  ¢yopecyeHmHi

YaCMUHKU-aHmumino-aimuzeH. Llen iMyHHUI KOMNNeKC Mirpye B3[OBX
HiTpoLeniono3Hoi mMembpaHu i pocArae TectoBoi 30HM (T). OnyopecueHTHi
YaCTUHKW-aHTUTING, AKI He 3B'A3annCA 3 aHTUreHoMm, MOTiM 3B'AXYTbCA 3
nonepeAHbO HaHECEHVMM KOH'IOrOBaHVWM aHTUreH TpUNOATUPOHIHY. Takum
UMHOM, iHTEHCUBHICTb  dnyopecueHuii 06epHeHO MponopuiiHa  PiBHIO
TpUNOATUPOHIHY Yy  3pa3Ky. AHTUTINO, WO 3anuwwunocs, 3'egHaHe 3
dnyopecLeHTHMI YaCTUHKaMK, AOCATAE 30HU KOHTposto sikocTi (C) i 3B'A3yeTbCA
3 nonepeaHbo HaHeceHUM IgG KposrKa 3 METOK KOHTPOJIIO.

5. 0CHOBHI KOMMOHEHTW TA AOAATKOBE HEOBXIAHE OBJIAAHAHHA
TecToBUIA Habip CKNAafaAETbCA 3 TECTOBOI KAPTW, MArHiTHOI KapTyh, PO3YMHHMKA
3paskKa, KOHTPOJIO AKOCTi (ONUiNHO) Ta IHCTPYKLUii.

1) TecT-KapTa CKNafaETbCA 3 KOPNycy KapTU Ta TeCT-CMy»KW. TecT-CMy»Ka
MIiCTUTb NNOLWAAKY ANA 3pa3ka/MapKyBasbHY MIOLWAAKY, HITPOLENONO3HY
MembpaHy, abcopbytounii nanip i nnactuHy 3 MBX.

2)  MarHiTHa kapTa: Mictutb iHbopMaLito KprBoi KanibpyBaHHsA AnA Li€l napTil
peareHTiB.

3)  Po3umHHUMK 3paska: OCHOBHUM iHrpegdieHTom € 6ydep Tris-HCl. Moro
po3noginaAoTe no 0.2 ma (mL) Ha NpobGipKy Ana KOXKHOro TecTy.

4)  KoHTponb sKocTi (onuiiiHo): Jliodini3oBaHi MOPOLWKK, NPUTrOTOBMEHI
CaMOCTIiHO, B OCHOBHOMY CK/afialoTbCsl 3 PEKOMOIHAHTHOrO aHTUreHa
TpunopTnpoHiHy Ta ®CB. Yci BOHWM He MICTATb PeYOBWH JIOACHKOrO
NOXOMKEHHA, | € crneyndiyHMMmM ana KoxkHoi napTii. LlinboBi 3HauyeHHA
MO>Ha 3HANTW B CMINCKY LLiIbOBUX 3HaUYEHb.

5)  O6nagHaHHsA: 3acTocoByeTbCA Ha aHanisatopax KinbKicHOro
imyHonoriuHoro aHanisy FA50 i FA120 Bupo6HuuTtaa Genrui Biotech Inc.

MpyimiTKa: KOMNOHEHTW HAabopIB i3 Pi3HMX NAPTIN He € B3AEMO3aMIHHUMU.

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

1) [o3atopu Ta HaKOHEYHUKN AN HUX: 100 mkn (ul).
2) Tainmep.
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7. 0COBJIUBOCTI 36EPIFAHHA TA TPAHCNOPTYBAHHA

1)  TectoBuin Habip cnig 36epiratn npu Temnepatypi 2-30 °C (°C), a TepmiH
NPMAATHOCTI TeCTOBUX KapTOK i PO3UMHHMKA 3pas3KiB Yy 3aneyaTaHOMY
Burnagi craHosutb 18 MmicAuiB. [licna BigKpuTTA TecToBOi KapTh Ta
PO3UMHHIMKa 3pa3Ka TepMiH 36epiraHHs cTaHOBWTb 1 roguHy npu 18-30 °C
(°C) i Bomorocti 40%-65%. fKwo Bonorictb >65%, Habip cnig
BMKOPWCTOBYBATW Bigpasy NiciA BigKpUTTA.

2)  Hepo3skputuii KA cTabinbHuin npotarom 18 micAuiB (4VB. €TUKETKY WoOAO
KOHKpeTHOI AaTn) npu Temnepatypi Big -25 °C (°C) po 8 °C (°C), BigHOBNEHNI
KA cTabinbHui npotarom 6 gHis npu -20 °C (°C) abo 6 gHis npwu 2-8 °C (°C) y
TempsBi , i MOXe 6yTN OANH Pa3 3aMOPOXKEHMNIN/PO3MOPOXKEHWI.

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

8. BMMOTU 0O 3PA3KA

1)  OnTvManbHi 3pa3ku - Le CBiXKa HeremosizoBaHa CMpPOBaTKa, Mnasma abo
LinbHa KpoB. PeKOMeHIYy€eTbCA BMKOPMUCTOBYBaTK 3Pa3oK BEHO3HOI KPOBI,
OCKiNbKM pe3ynbTaTv 3 iHWWUMW PiaNHaMM OpraHiamy Ta iHWYMK 3pa3kammn
MOXYTb OyTW HETOUHVMWU.

2) Cuposatka/nnasma: MNicna 3abopy 3pa3ka cMpoBaTKy Cif AKOMOra LBKALLE
BiJOKPeMUTH, W06 YHUKHYTU remonidy. 3 CMpOBaTKOK Ta MNasMoio
TeCTyBaHHA HeOOXiJHO BMKOHATU NPOTArOM 24 TFOAWH MpPU KiMHaTHIN
Temnepatypi nicnAa 3abopy 3paska. 36epiraiTe cMpoBaTKy Ta nnasmy B
xonoaunbHuky npm 2-8 °C (°C) He 6inblue 7 fHIB i B 3aMOPOXKEHOMY CTaHi
npwv Temnepatypi HUxYe -18 °C (°C) He 6inbLue 1 micauA.

3) LUinbHa KpoB: 3pa3ok LinbHOI KpPOoBi HeoOXifHO NpoaHanisyBaTu Bigpasy
nicns 3a6opy. AKLLO NOro HEMOXIMBO NPOaHani3yBaTn NPOTArom 24 roaviH,
noro cnip 36epirati B xonoaunbHuKy npu 2-8 °C (°C) He 6Ginblue HiX 3 AHi.
3pa3Kky He MOXHa 3aMOPOXKyBaTHU.

4) Tlepep BU3HAYEHHAM 3pa3KkM MOBWHHI OyTM [oBedeHi A0 KiMHATHOI
Temnepatypu. 3aMOpPOXeHi 3pa3ku Cflifi NMOBHICTIO PO3MOPO3UTH, 3HOBY
HarpiTm Ta pobpe nepemiwatn nepes  BUKOPUCTaHHAM.  He
3aMOPOXKyBaTW/PO3MOPOXKYBATN NOBTOPHO.

5) CupoBaTKa NogMHM € HaWbINbLL NiAXOAALLO ANA BM3HadeHHsA, a EATA-K;
pPeKOMEHAYETbCA AK aHTUKOAryNAHT ANA aHani3y Naasmu Ta LinbHOI KPOBI.

9. MPOLIEAYPA TECTYBAHHA

YBaXHO MpounTaniTe iHCTPYKUilO nepen TUM, AK KOPWUCTYBaTUCA TeCTOBUM

Habopom i cyBOpO [HOTpUMyiTeCb IHCTPYKUil. [epen BUKOPUCTaHHAM BCi

peareHTU cnig goBecTn Ao KimHaTHoi Temnepatypwm (18-30 °C (°C)).

1) 3anyck: KnikHitb «STD Mode/Pexum STD» B ronoBHOMY MeHIo, o6 yBiliTn B
iHTepbenc BuMMIpIOBaHHA, KnauHiTb «ltem/EnemeHT», W06 BMOGpaTK
TeCTOBUIA efleMeHT, | KnauHiTb «Type/Tun, Wwob B1nbpaTh TUM 3pasKa.

2)  KnikHitb «Homep naprTii/Lot No.», WwWo6 yBiiiTM B iHTepdenc 3unTyBaHHA
KapToOK, MOMICTITb MarHiTHy KapTy BIiAMOBIAHOrO efnemMeHTa B 30HY
3UMTYBaHHA MarHiTHUX KapToOK; KOMM MarHiTHy Kapty 6yae ycniwHo
34MTaHO, NepeBipTe, YN € MarHiTHa KapTa i TeCcToBa KapTa 3 OfHiel napTii.
(MpwumiTKa: PeareHT nonepeaHbo BigKanibpoBaHi, i KOHKPETHI NapameTpun
KanibpyBanbHOI KpuBOi ANA KOXHOI MapTii peareHTiB 36epiraloTbca Ha
MarHiTHin KapTi).

3) [pouepypa KOHTPOMIO AKOCTi: PeKkoMeHAYeTbCA  3BEPHYTUCA A0
KepiBHMLTBA 3 eKcrlyaTawii npunagy Ta BUKOPUCTOBYBATN KOHTPOMb AKOCTI
Genrui, Wo6 nepekoHaTUCA, WO LifboBe 3HAYEHHS KOHTPOSIIO AKOCTI TecTy
3HaXoOAMTbCA Nif KOHTpONeM nif 4ac npouenypu TecTyBaHHA mnicna
KanibpysaHHs. KOHTPOni AKOCTI cnifi BUKOPUCTOBYBATU HACTYNMHWUM YUMHOM.
a) [epen BMKOPUCTaHHAM AOBeAiTb KOHTPOMb AKOCTI A0 KiMHAaTHOI

Temnepatypu (18-30 °C (°C)).

b) O6epexHo  BigKpuITE  KPUWKY  MAAWKKW, W06  YHUKHYTW
PO36PM3KyBaHHA BMICTY.

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

d) 3akpuiTe nNAWKY KPWILKOWO Ta 3anuMwTe i Npu  KiMHaTHIR

Temnepatypi Ha 15 XBWUIWH, OGEPEXHO CTPYCiTb NAALWKY, Wob
MOBHICTIO PO3YMHUTLN CYXMIA MOPOLLIOK.
e) [licnA NOBHOro PO3YMHEHHA CYXOro MOPOLKY MOBTOPITb onepaLito
AnA Bigbopy 3paskKa.
AKWO BUMIPAHI 3HAYEHHA KOHTPOSMIO AKOCTI 3HAXOAATbCA B 3afaHOMy
nianasoHi UinboBMX 3HauYeHb, aHani3 KNiHIYHWX 3pasKiB i aHani3 gaHux
MO>Ha NPOAOBXNTY; B iHWOMY BUMAaZAKy NPUUYMHUN MOBUHHI ByTN BUABNEHI
nepep TeCTyBaHHAM.
4)  Bigbip 3pa3kis:
Hopaite 0.1 mn (ML) nna3mu, cupoBaTKM abo LinbHOT KPOBI B KOHTEHepP 3
PO3UMHHMKOM 3pa3ka, peTenbHO nepemiwanTe. Bisbmite 0.1 mn (mL)
po3BeAeHOro 3paska, BHeCiTb MOro BepTMKanbHO B JIYHKY ANs 3pa3ka
6e3nocepeaHbO Ha TECTOBIN KapTi Ta 3anycTiTb TamMep.



5) BcTaBTe Oro B rHi3no ANA TeCTOBOI KapTu aHanisatopa (CTOpoHoi 3
NYHKOIO ANA 3pa3ka BcepefunHy). HatucHitb «Measure/BumipaTtu», npunag
ABTOMATMYHO BU3HAUUTb i PO3APYKYE pe3ynbTaty Yepes 15 XBUIUH (AKLO

BuKopuctoByeTbca «Fast Mode/lLBuaknin  pexum», nicna 15 XBUAuH
30BHIiWHbOI  iHKy6aUii, WBMAKO BCTaBTe KapTy Ta  HaTUCHIiTb
«Measure/BumipaTtn», nicna  4oro npwnag BUABUTb | PO3OPYKYE
pesynbTartm).

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

10. PEOEPEHCHUW BIANA30H

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

Yepes reorpadiuHi, eTHiYHi, reHaepHi Ta BiKOBi BiAMIHHOCTI, peKOMeHAYETbCS,
o6 KoXHa NabopaTopia BCTaHOB/IOBAsA CBill BAaCHWI pedepeHCHII Jiana3oH.

11. IHTEPNPETALA PE3YJIbTATIB

1. Konu Ha KoHTponbHiin ginaHui (C) 3'aBnsoTbcA dnyopecueHTHi cmyru,
aHasi3aTop aBTOMaTUUYHO BUABUTL driyopecLeHLilo Ta MpoaHanisye TectoBy
KapTy, a MOTIM HafacTb KiNbKiCHI pe3ynbTaTu.

2. fKwo Ha KoHTponbHin AinaHui (C) He 3'ABRAOTLCA (GryopecUeHTHI cMyru,
aHanisaTop He MoOXe aBTOMaTUYHO BUABWUTW nyopecleHLilo Ta BuAae
rionepemKeHHn, BKasyloum Ha Te, Wo onepallia HeBipHa abo TecToBa KapTa
NoLKoAKeHa. Y LibOMy BUMaAKy YBaXHO NpoyuTanTe iHCTPYKLito Wwe pa3s i
BUKOHalTe TeCTyBaHHSA 3 HOBOIO TECTOBOIO KapTOto; AKLLO Npobnema Bce Le
iCHY€, HeranHoO NPUNWHITL BMKOPWUCTOBYBATW NPOAYKTW Li€l napTii Ta
3BEePHITbCA 1O CBOrO NOCTavanbHMUKa.

3. Konu pesynbTatyt TecTyBaHHA 3pa3ka nepesuuyyioTb 10 HMonb/n (nmol/L),
npunag nokasye > 10 Hmonb/n (nmol/L). Konn pesynbtatyt TecTyBaHHA
MeHwe 0.6 Hmonb/n (nmol/L), npunag nokasye < 0.6 Hmonb/n (nmol/L).

4. Uen tecToBuin Habip He cTBopioe Xyk-epekTy B Mexkax 10 Hmonb/n (nmol/L).

12. MEXKA BUABJIEHHA

1)  Lleit TecToBWi Habip Npu3HAYEHWI TiNbKK 418 BiarHOCTUKM in vitro.

2)  JliarHocTrKa Ta nikyBaHHA He MOXYTb IPYHTYBaTMCA NMLLE Ha pe3ysibTaTax
LbOro TecTy, TOMy, BPaxoBYMTe icTOpilo XBOpoOM Ta iHWi pe3ynbTatin
nabopatopHux TecTiB. KoxHili nabopatopii pekoMeHLOBaHO BCTAHOBUTMW
BRacHuin pedepeHCcHNIA Aiana3oH Ha OCHOBI NOMYNALIl NaLieHTiB.

13. IHTEPQEPYIOUI PEHOBUHU

1)  Bucoki KOHUeHTpauii  remorno6iny, 6inipy6iHy,  XxonectepuHy,
Tpurniuepuais, HAMA Ta peBmatoigHoro ¢akropa B 3pa3Ky BMiMBaloTb Ha
pe3ynbTaTi aHanisy.

14. NOKA3HUKU EQOEKTUBHOCTI HABOPY

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

2) [Oiana3oH fniHinHocTi: 1-10 Hmonb/n  (nmol/L)
kopenauii: r = 0.9900)

3)  TouHicTb: ToUHicTb B aHanisi: CV < 12%, TouHicTb Mix aHanizamu CV < 15%

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

5) CneuudiyHicTb: Pe3ynbTaTi TeCTy Ha BU3HaYeHHA TUPOKCUHY 3arasibHoro y
KOHUeHTpauii 500 Hr/mn (ng/mL), rT3 y KoHueHTpauii 50 Hr/mn (ng/mL) 3
LM HabopoM He MOBWHHI NepeBuLyyBaTi 2 Hr/mMn (ng/mL) (3.07 HMonb/n
(nmol/L))

6) TouHnictb KA: CV < 15%

7)  OuikyBaHi pe3synbTati KA: Pe3ynbTaTu TecTy MOBWHHI OyTM B Mexax
LinbOBOro AianasoHy

8)  Bmict Bonoru: Bmict Bonorn KA (niodinizoBaHnin NOPOLWIOK) CTaHOBUTL <
10%

(KoediuieHT niHilHOT

15. 3AXOA4U BE3MEKU

1. MicnAa BigKPUTTA BUKOPUCTOBYITE TECTOBI KapTy iIKOMOra LuBuaLLe, 1wob He
[ONyCTUTM NOTpanfiAHHA Bonorn. He BMKOPUCTOBYMTE TECTOBi KapTu
NMOBTOPHO.

2. KomnoHeHTM  TecT-Habopy
B3aEMO3aMiHHUMM.

3. [ns pevyoBuH, Wo MICTATb Axepena iHpeKuii abo Nigo3peTbCA, WO BOHM
MIiCTATb  [pKepena iHOeKUii, MOBWMHHI OyTWM HanexHi npoueaypu
3abe3neyeHHn biobe3neKu. 3BepHiTb yBary Ha Taki NTaHHA:

. BpsaraiiTe pykaBnuKM nig yac poboTu 3i 3pas3kom abo peareHTOM.

. [e3iHdikynTe nponuti 3pasku fesiHdikytoumm 3acobom.

o  [lesiHdikyiiTe abo noBoabTecsa i3 MOTEHUIMHUMK  [pKepenamu
3abpyAHEHHA BCiX 3pa3KiB UM peareHTiB BigMoBigHO A0 MicLeBUX
HOpPM.

pi3HUX  napTiik  He  MOXyTb  byTu
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16. MOACHEHHA IrPA®IYHUX CUMBOJ1IB

EB] 3BepHiTbcA Ao IHCTpyKUii no /ﬂ; TemnepaTypHui
3aCTOCYBaHHIO pexum
Ne noTy g TepMiH NnpugaTHOCTI
[liarHoCcTnYHWIA peareHT
VD . 2
In Vitro CE CE-MapKyBaHHs
@ [ata BupobHuLTBa (s"la\ bionoriuHi pn3unkmn
ud Bupo6HMK ﬁ O6'em
W MicTnTb focTaTHBLO ANA _-.\;:.\:.~ He nigpasaTtv Bnnusy
< n>TecTiB % COHAYHVX MPOMEHIB
® He BrkopuctosyBsatu 36epirat B cyxomy
NOBTOPHO ? micui
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17. NOCUNIAHHA
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Oppenheimer JH. Role of plasma proteins in the binding, distribution and
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18. METPOJIOTI4YHA MPOCTEXKYBAHICTb
Habip npoctexyetbca Ao ceptudikoBaHoro pedepeHcHoro matepiany IRMM-
469.

19. AOBIAKOBA IHOOPMALIA
flkwo Bam noTpibHa ponomora, 3BepHITbCA [0 Biaginy nicnAnNpogaKHoro
06CNyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

Mpopyktn  Genrui  (IMyHodnyopecueHLia) npu3HaueHi Ana  poboTn B
aBTOMaTM30BaHuX nabopatopifax, AKi CyMiCHi 3 aHanizaTopoMm KinbKiCHOro
imyHonoriuHoro aHanisy FA50/FA120.

[ns Baworo KOHKPeTHOro npwunagy Moxe 6yTu po3pobneHa nporpama;
3BEPHITbCA O PO3AiNY NPO NPWNaAn Ha HalwoMmy Beb-caiTi.

I BUPOBHUK
Genrui Biotech Inc. TEHPYW BIOTEK IHK.
4-10F, Building 3 4-100, bydiens 3
Geya Technology Park, TexHonoeziynuti Napk les
Guangming District, 518106 PatioH lyaumin, 518106

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

LlleHb4YxeHb, Kumal
Ten.: + 86-755-26835560
Qakc: + 86-755-26678789
e-nowma: info@genrui-bio.com
Be6: www.genrui-bio.com
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YMOBHOBAXEHWUU NMPEACTABHUK B YKPAIHI

TOB «[JIAMEB TPEV/]»
8yn. CumoHa llemmiopu, 6y0. 25
M. leaHo-@®paHkiecok, 76014, YkpaiHa
men.: +38(0342) 775 122

e-nowma: info@diameb.ua
www.diameb.ua
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