TPUAOATUPOHIH BUIbHUIA,
TECT-HABIP (IMYHO®NTYOPECLIEHLIA)

Free Triiodothyronine (FT3) Test Kit (Immunofluorescence)

Kar. N2:52026120 Hara sunycky iHcTpykyli: 2025-02-03

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: TPMNOATUPOHIH BiNbHUI, TECT- Habip (IMyHodnyopecueHuin).
ToproBa Ha3Ba: FT3

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

Kar. N2: 52026120
Kar. N2: 52027115

Cneumndikauis: PiBeHb 1: 0.5mn (mL) x 1 KaT. N2: 52105096
PiBeHb 2: 0.5mn (mL) x 1 Kat. N2: 52105097
PiBeHb 3: 0.5mn (mL) x 1 KaT. N2: 52105098

3. IPU3HAYEHHA TA MOKA3AHHA

[nAa KinbKicCHOro BUW3HAYeHHA /n Vitro piBHA TPUNOATMPOHIHY BiNbHOrO B
cupoBaTLi, Nna3Mi Ta LifibHi KpOBi NIOAVHW. B OCHOBHOMY BUKOPUCTOBYETLCA ANA
AiarHOCTNKMN 3aXBOPIOBAHb LMTOBMAHOI 3311031,

TinbKn ana npodecinHoro BUKOPUCTaHHS.

4. NPUHUNN TECTY

Y LboMy aHani3i BUKOPUCTOBYETbCA KOHKYPEHTHUI meToa. lNicna Toro, AK 3pasku,
WO MICTATb TPUNOATMPOHIH BiNbHWUIA, MOBHICTIO 3MillaHi 3 PO3YMHHMKOM AnA
3paskKiB, BiAOMPAETbCA BIANOBIAHA KiNbKiCTb PO3UMHY Ta BHOCUTBLCA B IYHKY ANs
3pa3kKiB. TPVNOATUPOHIH BiNbHUI Yy 3pa3Ky 3B'A3YETbCA 3 MOHOK/IOHaNbHUM
MULWAYUM  aHTWUTINOM 0  TPUNOATUMPOHIHY  BinbHOro, 3'€fHaHoro 3
$nyopecUeHTHUMI YacTUHKaMK, 3 YTBOPEHHAM KOMMneKcy @/yopecyeHTHa
YaCTUHKa-aHTUTINIO-aHTyreH. ToTiM Ueil iMyHHUIA KoMMieke XpomaTorpadiuHo
nepeMmillyeTbCA Y3[0BXK HITPOLENON03HOI MeMOpaHu A0 30HM Bu3HayeHHs (T).
Hesg'AsaHnii KoH'loraT ¢nyopeculeHTHa YacTUHKa-aHTUTINO 3B'A3ye€TbCA 3
nonepefHbO BKPUTUM KOH'IOrOBaHWM aHTUreHOM TPUMOATUPOHIHY BiNIbHOrO i
NPOAOBXYE XxpomaTorpadiyHo nepemiujyBaTnca B 30Hy KoHTponio akocTi (C).
MiueHuii  GnyopecueHTHUMM  YacTVHKaMK  KO3AuYuiA  aHTU-Kponaumin  IgG
3B'A3Y€ETbCA 3 NONepefHbO HaHeCeHNM Kponauum IgG i yTBOPIOE NiHilo KOHTPOo
AKOCTI.  |HTeHCMBHICTb  dnyopecueHLiil  AocnifKyBaHOI 30HM  obBepHeHo
nponopuinHa pisHio TPUAOATUPOHIHY BiNbHOIO B 3pasKy.

5. OCHOBHI KOMMNOHEHTU TA AOAATKOBE HEOBXIAHE OBJIABHAHHA
TecToBuWin Habip CKNagaeTbCA 3 TECTOBOI KAPTW, MarHiTHOI KapTu, PO3UYMHHUKA ANA
3pasKiB, KOHTPOMIO AKOCTi (ONLiNHO) Ta IHCTPYKLUii.

1)  TecT-KapTa CKNafa€TbCcA 3 KOPMyCy KapTu Ta TeCT-CMyXXKW. TecT-CcMy»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)  Po3umHHMK Ana 3pa3kiB: OCHOBHMM iHrpefieHTOM € $pochaTHO-CONbOBUIN
6ydep (OCB). Moro posnoginatotb no 0.2 ma (ML) Ha Npo6ipKy A5 KOXHOTO
Tecty.

4)  KoHTponb AKocTi (onuiiiHo): JliodinizoBaHi NOPOLKK, NPUrOTOBNEHI
CaMOCTIilHO, B OCHOBHOMY CKJlafialoTbCA 3 PeKOMOIHAHTHOro aHTuUreHa
TpuiiofTMpOoHiHy BinbHoro Ta ®CB. Yci BOHW He MiCTATb PEYOBMWH NOACLKOrO
NOXOMPKEHHS | € cneundiuHNMM Ans KoXKHOT napTil. LlinboBi 3HaYeHHA MOXHa
3HaNTW B CNWCKY LiNbOBKX 3HAa4Y€EHb.

5)  O6napHaHHA: 3aCTOCOBYETLCA Ha aHasi3aTopax KinbKiCHOro iMyHOOriYHOro
aHanizy FA20/FA30/FA50/FA120 Bnpo6HuuTea Genrui Biotech Inc.

MpumiTKa: KOMNOHEHTM HabopiB i3 pi3HUX NapTili He € B3aEMO3aMiHHUMWU.

6. ObOB’A3KOBI AKCECYAPM, LLIO HE MOCTAYAIOTbCA 3 HABOPOM

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

lTepexnagayq Argpivi Tpukiwa

7.0COBJZINBOCTI 3BEPIFTAHHA TA TPAHCMOPTYBAHHA

1) TectoBuin Habip cnig 36epiratv npu Temnepatypi 2-30 °C (°C), a TepMmiH
NPWAATHOCTI TECTOBMX KapTOK i PO3YMHHMKA ANA 3pa3KiB y 3aneyaTtaHoOMy
BUMMAQI CTaHOBUTb 24 micaui. [licnA BigKpWTTA TecToBOI KapTu Ta
PO3UMHHUKa ANA 3pa3KiB TepMiH 36epiraHHA cTaHOBUTL 1 roaunHy npu 18-
30 °C (°C) i Bonorocti 40%-65%. fAkwo Bonorictb > 65%, Habip cnig
BMKOPUCTOBYBaTW Bigpasy nicna BigKpuTTA.

2)  Heposkputuin KA ctabinbHuii npotarom 24 micAuis (AMB. eTUKETKY LWOA0
KOHKpeTHoI Aatu) npu Temnepatypi Bia -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 MicLji | MOXe ByTV OfMH Pa3 3aMOPOXKEHMIA/PO3MOPOKEHMWIA.

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

8. BMMOr A0 3PA3KA

1) Haibinbw NPUNHATHI 3pa3Ku - Lie CBiXa HeremonizoBaHa CMpoBaTKa, Nnasma
abo uinbHa KpoB. PeKOMeHAy€eTbCsA BMKOPUCTOBYBATU 3Pa3oK BEHO3HOT
KPOBI, OCKINbK/ pe3ynbTaTh 3 iHWUMW PiANHAMW OPraHiamy Ta iHWWUMK
3pa3kamm MOXyTb 6YTV HE[OCTOBIPHUMY.

2) CwupoBaTka/nnasma: Nicna 3abopy 3paska CMPOBATKy Chif AKOMOra LWBKALLE
BifOKpeMuUTY, WO6 YHWKHYTW remonisy. 3 CMpOBaTKOW Ta MIasmolo
TecTyBaHHA HeOOXiJHO BMKOHaTW MNPOTArOM 6 TFOAWH MpW KiMHATHIN
TemnepaTypi nicna 3abopy 3paska. AKLLO 3pa3kn He aHani3ylTbCA Bifpasy,
36epiranTe ix B xonogunbHuky npu 2-8 °C (°C) He 6inbwe 7 AHiB i B
3aMOPOXKEHOMY CTaHi Npu TemnepaTypi Hukue -18 °C (°C) He Ginblue 1 micaua.

3) LUinbHa KpoB: 3pa3ok HeobXxifHO NpoaHanisysatw Bigpasy nicna 3abopy.
AKLLO Lie HEMOXNMBO 3POBUTU NPOTArOM 4 roAVH, 36epirati noro npm 2-8 °C
(°C) B xONnoAwNbHKKY He binblue 3 AHiB. 3pa3kn He 3aMOPOXKyBaTU.

4) Tlepep BU3HAYEeHHAM 3pa3KM MOBUHHI OyTW [OoBefeHi O KiMHATHOI
TemnepaTypu. 3amopoXeHi 3pasky Cnifi MOBHICTIO PO3MOPO3MTU, 3HOBY
HarpitTn Ta pobpe nepemiwat nepef  BMKOPWUCTaHHAM.  He
3aMOPOXKyBaTN/PO3MOPOKYBaTUN MOBTOPHO.

5)  CupoBaTka NIOAVHN € Hanbinbll NPUAATHOK ANA BU3HauyeHHsA, a EATA-K?
peKoMeHAYETbCA AK aHTUKOArynAHT ANA aHanisy nnasmm Ta LifbHOT KPOBI.

9. MPOLIEAYPA TECTYBAHHA

YBaXXHO nNpounTanTe HCTPYKUilO nepen TWUM, AK KOPUCTYBAaTWCA TECTOBUM

Habopom i CyBOpPO [OTPMMYWTECh [HCTPYKLIl ANA OTPUMaHHA HagiiHUX

pesynbtartiB. [epes BUKOPWUCTAHHAM BCi peareHT cnig AoBeCTM A0 KiMHaTHOI

Temnepatypu (18-30 °C (°C)).

1) 3anyck: KnikHitb «STD Mode/Pexum STD» B ronoBHOMY MeHo, o6 yBiliTu B
iHTepdenc BUMiptoBaHHsA, KNaLHiTb «ltem/EnemeHT», o6 BMOGpaTn TecToBmin
enemeHT, i KnauHitb «Type/Tuny, wo6 Bnbpaty TMn 3paska.

2)  KnikHitb «Homep naprtii/Lot No.», wo6 yBinT1 B iHTEpPdENC 3UnTyBaHHA
KapToOK, MOMICTiTb MarHiTHy KapTy BIiANOBIAHOrO enemeHTa B 30HY
3UMTYyBaHHA MarHiTHUX KapTOK; KON MarHiTHY KapTy 6yae ycnillHo 3unTaHo,
nepesipTe, UM MarHiTHa KapTa i TeCTOBa KapTa HaneXaTb A0 OAHi€l naprTii.
(MpumiTka: PeareHTn nonepeaHbo BigkanibpoBaHi i KOHKPETHI NapameTpu
KanibpysanbHOi KpUBOI ANA KOXHOI napTii peareHTiB 36epiraoTbca Ha
MarHiTHil KapTi).

3) Mpouepypa KOHTPONIO AKOCTi: PeKoMeHAYy€eTbCA 3BEPHYTUCA A0 NOCIOHMKa 3
eKcnyaTauii npunagy Ta BUKOPVCTOBYBATW KOHTPOMb AKOCTI Genrui, WwWob
nepeKoHaTUCA, WO LiIbOBE 3HAYEHHA KOHTPOIO AKOCTI TeCTY 3HAXOANTbCA
nifi KOHTponem nif 4Yac npoueaypy BUMIPIOBAHHA NicNA KanibpyBaHHA.
KoHTponi AKOCTi Cnif BUKOPUCTOBYBATH HACTYMHUM YNHOM.

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

b) O6epexHo BigKpUITE  KOBMAuoK
PO3NUOBaHHA BMICTY.

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

d) 3akpuiiTe nnAWKY KOBMAykoM Ta 3anuwTe 1i Npu  KiMHaTHIN
TemnepaTypi Ha 15 XBUIWH, 06ePeXHO CTPYCiTb NAALLKY, W06 NOBHICTIO
PO34MHWTK niodinisar.

e) MicnAa noBHoOro posuvHeHHA niodinisaTy NOBTOPITL onepauilo AnA
3abopy 3paskKa.

AKWO BUMIPAHI 3HaUeHHA KOHTPOMIO AKOCTI 3HaXOAATbCA B 3afaHOMY

Aiana3oHi LiNboBMX 3HaYeHb, aHaNi3 KNiHIYHMX 3pa3KiB i aHani3 faHUX MOXKHa

NPOAOBXUTY; B iHWOMY BUMNAAKY NPUYMHM MNOBUHHI BYTW BUABMEH nepep

TeCTYyBaHHAM.

4)  3abip 3paskis:

Hopante 0.1 mn (mL) nnasmu, cupoBaTkM abo UiNbHOI KpoBi B
KOHTEMHep pPO3YMHHUKA [AnA 3paskKiB, peTefibHO MepemiwanTe.
Bi3bmiTb 0.1 mn (ML) po3BeaeHoro 3paska, BHECiTb 10ro BepTrKanbHO

NNAWKN, LL|O6 YHUKHYTU



B JIYHKY AN 3pa3ka 6e3nocepefHbO Ha TeCTOBIM KapTi Ta 3anycTiTb
Tanmep.

5)  BcTaBTe i10ro B rHi3fo AN1A TECTOBOI KapTy aHanizatopa (CTOPOHOIO 3 JIYHKOIO
anAa  3pas3ka BcepefuHy). HatucHitb «Measure/Bumipatn», npunag
aBTOMATUYHO BM3HAUYNTb | PO3APYKYE pesynbTatit Yepes 10 XBUANH (AKLO
BUKOpucToBY€eTbCA «Fast Mode/llBngkuin  pexum», nicna 10 XBUIUH
30BHIilIHbOT  iHKybaLii, lWBMAKO BCTaBTe KapTy Ta  HaTWCHITb
«Measure/Bumipatuy, nicna 4oro Npunag BUABUTL | PO3APYKYE pe3ynbTatn).

Mpumitka: o6 oTpvmaTn foKNapHi iHCTPYKUii Woao poboTu 3 mpunagom,

3BEePHITbCA 10 NOCIGHMKA aHani3aTopa KilbKiCHOro iMyHONOriYHOro aHanisy.

10. PEOEPEHCHUIA AIANA30H

PedepeHcHuin gianasoH: 2.8-7.1 nmonb/n (pmol/L)

Mpumitka: 3 ornafgy Ha reorpadiyHi, eTHiYHI, reHaepHi Ta BiKOBi BigMIHHOCTI,
peKkoMeHayeTbCA, Wob KoxHa nabopaTopia BCTaHOBAOBana CBili BRaCHUNA
pedepeHcHUin fianasoH.

11. IHTEPMNPETALIA PE3YJIbTATIB

1. Konu Ha koHTponbHiin finaHui (C) 3'ABnAOTbCA GryopecueHTHI cMyru,
aHani3aTop aBTOMaTUUYHO BUABUTL GplyopecLieHLiilo Ta MpoaHanisye TectoBy
KapTy, a NOTIM HaAacTb KiNbKiCHi pe3ynbTaTu.

2. AKwo Ha KoHTponbHiN AinaHui (C) He 3'ABNATLCA GryopecUeHTHI cMyru,
aHani3aTop He MOXe aBTOMAaTUYHO BUABUTY ¢nyopecueHUilo Ta BUAAE
nonepemKeHHs, BKasyloumn Ha Te, WO onepadia HeBipHa abo TecToBa KapTa
nowKoaKeHa. Y LboMy BMNaAKy yBaXKHO MpounTanTe iHCTPYKLito LWe pas i
BMKOHaMTe TeCTyBaHHA 3 HOBOI TECTOBOK KapToLo; AKLLO Npobnema Bce e
iCHy€, HeranHO NPUMUHITL BUKOPWUCTOBYBATU MPOAYKTU LUi€i napTii Ta
3BEPHITbCA 10 CBOrO NOCTavanbHMKa.

3. Konu pesynbtati TeCTyBaHHsA 3pa3ka nepesuuyotb 50 nmonb/n (pmol/L),
npunag nokasye > 50 nmonb/n (pmol/L). Konn pesynbtatyi TecTyBaHHA
meHwe 1 nvmonb/n (pmol/L), npunag nokasye < 1 nmonb/n (pmol/L).

12. MEXXKA BUABJIEHHA

1) Lel TectoBuMin Habip Npu3HauYeHWi TiNbKK ANA AiarHoCTUKK in vitro.

2) [JiarHocTuka Ta NikyBaHHA He MOXYTb I'PYHTYBaTWCA NiMLe Ha pe3ynbTaTax
LUbOro TecTy, TOMy, BPaxoBYyWTe iCTOpil0 XBOpPOOGW Ta iHWi pe3ynbtatu
nabopatopHux TecTiB. KoXHill nabopaTtopii pekoMeHLOBaHO BCTaHOBUTU
BNacHW pepepeHCHWI [iana3oH Ha OCHOBI MoNyNALi 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),
peBmartoigHoro daktopa (P®) < 1200 MO/mn (IU/mL), 3aranbHoro 6inka <
500 r/n (g/L) i HAMA < 1000 Hr/mn (ng/mL) y 3pa3Ky, BOHW He MOBWHHI
BNJIMBATU Ha pe3ynbTaTy TecTy.

2) MoTeHuiiiHa aHanorosa iHTepdepeHLia € HaCTyMHOL: Vloana;: KoHueHTpaLjia
0.2 mKkr/mn (ug/mL); Kapb6imason: KoHueHTpauia 30 MKr/ma (ug/mL);
Tiamason:  KoHueHTpauia 80 wmkr/mn  (ug/mL); MponinTioypayun:
KOHUeHTpauis 300 mkr/mn (ug/mL); Mepxnopat: KoHueHTpauis 2000 MKr/mn
(ug/mL); MponpaHonon: KoHueHTpauia 240 mkr/mn (ug/mL); AmiogapoH:
KOHUeHTpauia 200 mkr/mn (ug/mL); MpeaHi3onoH: KoHueHTpauia 100 MKr/mn

(ug/mL);  TigpoKOpPTM30H:  KOHUeHTpauia 200  mkr/ma  (ug/mL);
OnyoKopTonoH:  KoHueHTpauia 100 mkr/mn  (ug/mL); OkTtpeotna:
KoHueHTpauia 0.3  wmkr/mn  (ug/ml), iHTepdepeHLiiiHe  BigXuneHHa

pe3ynbTaTiB TecTy B mexax  15%.

14. NOKA3HUKN EQEKTUBHOCTI HABOPY

1) Mexa BusaBneHHs: < 1 nmonb/n (pmol/L)

2) [lianasoH niHinHocTi: 1.5-50 nmonb/n  (pmol/L) (KoediuieHT niHifHOT
Kopenauii: r = 0.9900)

3)  TouyHicTb: TOYHICTb B aHanizi: CV < 15%, TOuHicTb Mix aHanizamu CV < 15%

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

5)  TouHicTb KOHTpONIo AKocTi: CV < 15%

6)  OuikyBaHi pe3ynbTaTil KOHTPOJIO AKOCTI: Pe3ynbTaTi TECTYy NOBUHHI 6yTH B
MeXax LifIboBOro AjianasoHy

7)  Bmict Bonoru: Bmict Bonoru KA (niodinizoBaHmin nopoLok) ctaHoBuTb < 10%

15.3AXOAUN BE3MNEKU

1. Micna BiAKPUTTA BUKOPUCTOBYIITE TECTOBI KapTW AKOMOra WBKALIE, Wob He
[ONYCTUTU NOTPanAHHA Bonorn. He BUKOpUCTOBYNTE TeCTOBi KapTu
NOBTOPHO.

2. KOMMOHeHTU TecT-Habopy pi3HUX NapTiil He MOXyYTb Oy TN B3aEMO3aMiHHVMU.

3. [nA peyvyoBuH, WO MicTATb Axepena iHdeKuii abo Nifo3pleTbCA, WO BOHU
MICTATb AKepena iHdeKLii, TOBMHHI ByTU AOTPMMaHI HanexHi npoueaypu
3abe3neyeHHs 6iobe3neku. 3BepHiTb yBary Ha Taki NUTaHHA:

[Mepernagay AHgpivi Tomkiwa

-Bparaiite pykaBnykm nig yac po6oTu 3i 3paskom abo peareHToM.
-fe3iHdikyiTe NponuTi 3pa3km AesiHikyoum 3aco6om.

-fesiHdikyinTe abo NnoBoabTeCH i3 MOTEHLINHUMK JKepenamu 3a6pyAHEHHs
BCiX 3pa3KiB Y peareHTiB BiANOBIAHO A0 MiCLLEeBMX HOPM.

16. NTOACHEHHA TPA®IYHUX CUMBOJIIB

[T 3BepHiTbCA Ao IHCTPYKLii no /Hf TemnepaTypHuin
3aCTOCyBaHHIO pexunm
wor N naprii g TepmiH npupaTHOCTI
[iarHOCTNYHUI peareHT
[ivo] CE-mapKyBaHHsA
In Vitro c € Py
o] [ata Bupo6HMLUTBa &3\ bionoriyHi pu3nkun
ud BUpO6HMK ﬁ 06'em
W Mictutb goctaTHbO AnA ;\gé He nipgasatv Bnavsy
< n>TecTis % COHAYHUX MPOMEHIB
® He BukopucroByBatun 36epiraTvi B Cyxomy
NMOBTOPHO ‘T‘ Micyi
YnoBHOBaKeHWN
npeacTaBHUK B

KaTtanorosun N2

€BponencbKkomy
CniBTOBAPUCTBI
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18. METPOJIOTIHYHA NMPOCTEXKYBAHICTb
Habip npoctexyetbca 3a TecToBMM Habopom AnA BU3HaYeHHA TPUNOATUPOHIHY
BinbHoro (EIXJ1A), BurotoBneHnm komnadieto Roche Diagnostic GmbH.

19. AOBIAKOBA IHOOPMALIA
AKWwo Bam noTpibHa [OMOMOra, 3BEpHITbCA [0 BipAINy NiCNANPOAAXHOro
06cnyroByBaHHs.

21.IHCTPYMEHTU TA 3ACTOCYBAHHA

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

[ina Baworo KOHKPETHOro npuniagy Moxe OyTn po3pobneHa nporpama;
3BEpPHITbCA 40 PO3AiNy NPO NPWNaAN Ha HalwoMmy Beb-cauTi.
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