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LABORATORIES
RevoDx Habip ans
BUABIIeHHA anens HLA
B*57:01 metogom INJ1P

RevoDx HLA-B*57:01 qPCR Kit

IHCTpPYKUifA 3 BUKOPUCTaHHA

C€ [ivo]

fAkicHe BusiBneHHs anens HLA-B*57:01
Ona giarHocTukwM in vitro
Onsa npodpecinHOro BUKOPUCTaHHA

KaTanoxHi Homepu:
1P202430-50 — 50 TecTiB
1P202430-100 — 100 TecTiB
1P202430-500 — 500 TecTiB

Cknag Habopy
. 100 500
KomnoHeHT 50 TecTiB . .
TecTiB TecTiB
1 B*57:01 RM 1 700 mkn 1400 mkn 5x 1400
MK
2 B*57:01 RM 2 50 mkn 100 mkn 500 mkn
B*57:01 M0O3MTUBHUIA KOHTPOSBHUI
3 3pasok 50 mkn 100 mkn 400 mkn
(Positive control)
B*57:01 HeraTtnBHUIA KOHTPONbHWUI
4 3pasok 50 mkn 100 mkn 400 mkn
(Negative control)

TpaHcnopTyBaHHS, 36epiraHHs Ta cTabinbHICTbL

Habopu moxHa TpaHcnopTyBaTh npu TemnepaTtypi Big +2°C go +8°C. Bci KOMNOHEHTH
Habopy RevoDx HLA-B*57:01 qPCR Kit cnig 36epiratn npu Temnepatypi Big -25°C go
-15°C. Cnig yHukaTu 36epiraHHs npu GinblWw BMCOKMX TemnepaTtypax. 3a ymoB
HanexHoro 36epiraHHA BCi KOMMOHEHTWM Habopy 3anuwarTbCs CcTabinbHMMKM 80
3aKiHYeHHs1 TepMiHy NPMAATHOCTI, BKa3aHOro Ha eTukeTui npomykTy. PeareHt B*57:01
RM 1 He mMoxHa 3aMOpOXyBaTU-pO3MOpPOXYyBaTH Ginblue 3 pasis, Le MOXe NpuU3BecTn
0O 3HWKEHHs1 4vyTnuBocTi Habopy. Mpu HeoGXigHOCTI 36inblUEHHS KiNbKOCTI LMKIIB
3aMOpOXXYyBaHHSA-PO3MOPOXYBaHHS, po3ainiTe Habip Ha Kinbka anikeBoT 3py4HOro o6’emy
Ta 36epiraiiTe npu Temnepatypi Big -25°C go -15°C.

MNepenbayeHe BUKOPUCTAHHSA

RevoDx HLA-B*57:01 qPCR Kit — ue MJIP-TecT y peanbHOMy 4aci, npusHa4eHuin ans
SIKICHOTO BUSIBNEHHS HociicTBa anento HLA-B*57:01.

Habip RevoDx HLA-B*57:01 qPCR Kit npm3HaveHuin 4ns NpodecinHOro BUKOPUCTaHHS
KBanicikoBaHMM nabopaTopHMM NepcoHarnomMm, Lo NpPOoMLWoB HaB4aHHA MeTodam MNP y
peanbHOMY 4aci Ta npouegypam Ans AiarHOCTUKK in vitro.

O6MeXeHHS WoAO0 BUKOPUCTAHHSA NPOAYKTY
° BukopucToByBaTH NiLLE 32 NPU3HAYEHHSIM
. Habip RevoDx HLA-B*57:01 gPCR Kit npuaHayeHunii ans giarHocTukw in vitro.
° MoTeHUiMHI MyTauii B LINbOBMX 06MacTsX reHOMY FOAVHW, 3any4yeHux y
peakuii, MOXyTb NPU3BECTU A0 XMOHOHeraTUBHWUX pe3ynbTaTiB TeCTY.

. IHriGiTopy MJIP B entoatax MOXyTb MpPU3BECTM OO0 XMOHOHeraTuBHMX abo
HeBanigHWX pesyneraTiB TecTy.
. Onsi  oTpyMaHHA [OOCTOBIpHWMX pesynbraTiB  HeobxidHO AoTpuMyBaTWUCh

npaBunbHUX MeTodiB 300py, TpaHCMOPTyBaHHs, 306epiraHHsi Ta 06poGKu
3paskiB.

. Habip npusHayeHwit Ans npodecinHOro BUKOPUCTaHHS  KBanicikoBaHUM
nepcoHarnom, Lo NpoWLLOB BiANOBiAHE HABYAHHS.

. [oTpumyiiTecst IHCTPYKLi 3 BWKOPUCTaHHA A0 HabopiB AN OTPUMaHHSA
onTumaneHux pesyneraris MNP,

. He BukopuctoByiTe Habip nicns  3akiHYEHHA  TepMiHy
KomnoHeHT Habopy 3 pi3HUX cepill He MOXHa 3MmillyBaTh.

npuaaTHOCTI.

Onuc npoaykty

RevoDx HLA-B*57:01 qPCR Kit — ue Habip ons BusiBNeHHs HociicTBa aneni B*57:01
metogom [JIP y peanbHomy wyaci. Mig vac pennikauii AHK y xoai MNP, mivennn
dnyopecueHTHUM BapBHMKOM 30HA ribpnansyeTbes 3 JHK-matpuueto i pyiiHyeTbes 5'-3'

H dihiotech

eHaoHykneasHow aktuehicTio [JHK-nonimepasn Thermus aquaticus (Taq) B Mipy
nofosxeHHs npavimepa MJIP. 3oHA po3wennioeTbea nuwe Togi, konu BiabyBaeTbest
pennikauis OHK, npu Yomy BiabyBaeTbca po3fdineHHs Monekynu cryopecLeHTHOro
6GapBHMKa Ta MOMeKynu racHvka. YTeopeHi npopyktu MJIP MoXHa BUSIBUTM NPOTSIrom
KINbKOX XBWMWH 3aBASKM MiABULLEHHIO PiBHA donyopecueHuii, sike BiabyBaeTbCst
EKCMOHEHLianbHO 3 KOXHUM HaCTYNHUM Lmnknom amnnicdikauii y xoai MIP. Mapametp Ct
(noporoBuin UMKN) — LUe HOMep UMKy amnnidikauii, npu skomy dnyopecueHLis
peakuinHoi cymiwi nepesuLlye ikcoBaHE MOPOroBe 3Ha4YeHHs. [ns nepesipku SKOCTI
eKCTpakuii  HykneiHoBMX KUCMOT Ta MPOXOMXeHHs  amnnidikauii B  Habopi
BMKOPUCTOBYETLCS BHYTPILLHIA KOHTPOMNBbHUIA 3pa3okK.

3aranbHun onuc

HasBHictb anenss HLA-B*57:01 TicHo noe’sizaHa 3 peakuieto rinepyyTnmBocTi Ha
abakasip (AHR), cTaHOM, SIKUIA NOTEHLINHO 3arpoXye XuUTTI0. AGakaBip — Lie NnikapCbKuii
3aci6, KM LUMPOKO BUKOPUCTOBYETLCS Ans nikyaHHa BINI/CHIAy.

Hocii anento HLA-B*57:01 matoTb 3Ha4yHO Buwmin puank po3suTky AHR, ska moxe
NPOSIBNATACA  JIMXOMaHKOK,  BWCWMOM,  LUMYHKOBO-KULLUKOBUMMU  CUMMTOMamMu,
pecnipaTtopHuMM  CUMNTOMaMW  Ta He3gyXaHHAM. Y BaXKux BMNagkax peakuis
rinepyyTNMBOCTI MOXe NPU3BECTM A0 NONiopraHHOi HEAOCTATHOCTI.

BBaxaeTbes, Wo y HociiB anens HLA-B57:01 abakaBip 3B'A3yeTbCA 3 MOMEKYNo
HLA-B57:01, 3miHIOl0MM NpeseHTauilo NenTuaiB iMyHHin cuctemi. Lie Mmoxe Buknukatu
HeadekBaTHY iIMYHHY BiAnOBiAb, LIO NPW3BOAMTL A0 rinepyyTnMeocTi. BignosigHo ao
rinotean 3MmiHeHOro peneptyapy nentuaie, abakasip 3MmiHIOEe Habip nenTuais, Ak
HLA-B*57:01 npeactaBnsie T-kniTMHam, WO 3anyckae UMTOTOKCUYHY T-KMiTUHHY
BiANOBIAb | CNPUYMHSIE NOLUKOOXKEHHS! TKAHWH.

IHcbopmauia woao 6esnekun

. KniHiyHi 3pas3ku cnig po3rnsgatv SK NOTEHUIVHO iHdpekuinHi; 3 Humn cnig
npautoBaTtu B 30Hi 6iobesnekn 1-ro abo 2-ro piBHs.

. Yci oTpumaHi Bigxoau cnif BBaaTh NOTEHUIHO iHbeKuinHumn. 3 HuMmu cnig,
NnoBOAWTUCH Ta YTWUMi3yBaTu BiANOBIAHO A0 MicLeBMX npasun 6e3neku.

. YHukanTe Oyab-sIKOrO KOHTaKTy LUKIpU 3 peareHTamu Habopy. Y Bunaaky
KOHTaKTy peTenbHO NPOMUTN BOZOHO.

. YHuKanTe po3bpusKyBaHHs Ta yTBOPEHHSI aepo30niB.

. Micnst poboTy i3 KNiHIYHMMKM 3pa3kamu Ta peareHTaMn HeOBXiAHO MUTU PYKH.

. IHdpopMmaLiito CTOCOBHO XiMiYHOrO cknagy Ta Ge3neyHoCTi peareHTiB TOLLO
(MSDS information) moxHa oTpumaty BiA BUPOOHMKa YK Oro npeacTaBHKKa
3a 3anuTom.

° Mpw poboTi B nabopaTopii BUKOPMCTOBYBaTU 3aCO6M iHAMBIAYaNbHOTO 3aXMCTY.

. Ha nouatky Ta B kiHUi poboTn paesiHdikynTe yci poboyi NoBepxHi
3He3apaXyBanbHUMKU PO34YMHAMM.
. MepekoHanTecb, WO Yyci po3xigHi MmaTepianM MalTb  MapKyBaHHSs

DNase/RNase-free.

. MoBoabTecsa 3 ycima maTepianamu BignoBigHO A0 npasun poboTu B nabopisx,
WO NPOBOASTb [AOCHIMKEHHS MOIEKYNsPHO-TeHEeTUYHUMU MeTodamy, Lwo6
3anobirT1 nepexpecHin KoHTamiHawii.

. BuikopucTtoByiTe Tinbkv noBipeHi/kanibpoBaHi [03aTopy Ta HAKOHEYHWKM 3
aepo30nbHUM iNLTPOM.

. 36epiraiiTe Habip nogani Big Axepen 3abpyaHeHHs! HYKNEIHOBUMU KUCOTaMu,
ocobnuneo npogykTamu amnnidpikawii.

. Yci maHinynsuii BapTo npoBogutu B okpemumx 3oHax (ekctpakuis OHK/PHK,
NPpUroTyBaHHA peakuiiHX cymillein, amnnidikadisi).

. Yce obnagHaHHA Ta BUTPaTHI MaTepiany Ansi KOHKPETHOI onepaduii NOBUHHI
3HaxoAMTUCA B 30Hi, A€ BUKOHYETbCA US onepauisi, i He MNOBUHHI
nepemilaTmucsa Mix pisHuMmn 3oHamu. PykaBuyku cnig 3amiHioBaTV Npu nepexogi
y KOXHy 30Hy. JTabopaTopHi xanatu NoBWHHiI ByTW oKpeMUMK ONs KOXHOT 30HM i
X HE MOXXHa HOCUTU 3a MeXaMU LiET 30H.

. Po60oT MOBWHHI BMKOHYBaTUCb B OZHOMY HanpsiMKy, MOYMHAKYM i3 30HM
ekctpakuii AHK/PHK i 3akiH4ytoum BignoBiAHNMMU 30HaMV BUKOPUCTaHHS.

XapakTepucTuku Habopy

IHKNIO3UBHICTb

AHani3 iHknt3mBHocTi in silico nparimepis Ta 3oHaiB RevoDx HLA-B*57:01 gPCR Kit 6yB
npoeefeHnn Ans nocnigoBHocTel antureHy HLA-B*57:01 , gocTynHux y 6asax gaHux
NCBI. BwpiBHIOBaHHA MoOKasano, Lo AiNsHKK, $Ki po3ni3HaloTbCA pPo3pobrneHumun
npaimepamn Ta 3oHAamu, MawTb 100% romonorito 3 yciMa [OCTYMHUMM
nocnigoBHocTsmMn 3 6as/baHkiB AaHMx HauioHanbHoro ueHTpy 6GioTexHonoriyHoi
iHbopmaii (NCBI).

MepexpecHa peakTUBHICTb

MepexpecHa peakTuBHicTb Habopy RevoDx HLA-B*57:01 qPCR Kit 6yna ouiHeHa 3a
[onomoroto aHanisy in silico. AHanis in silico npaiimepis i 3oHaiB RevoDx HLA-B*57:01
gPCR Kit npot nocnigoBHocTel iHwmx anenis HLA-B*57:01 nokasas, wo Habip €
cneumndivHuM 40 CBOET MilleHi | He Aae nepexpecHoi peakuii 3 LMy anenamu.

MepexpecHa KOHTamiHaLifA

Byno ouiHeHO NOTeHLiiHY NepexpecHy KoHTamiHaLjio Mix 3paskamu. bByno nposeaeHo
M'ATb  pi3Hux noctaHoBok [P i3 ogHOYacHMM TeCcTyBaHHSIM BWCOKOMO3UTUBHUX i
HeraTVBHUX 3paskiB. Y KOXHOMY LMKMi BUKOPWCTOBYBanu 4 BUCOKOMO3UTUBHI 3pasku
HLA-B*57:01 i 4 HeraTmBHi 3pa3ku. MepexpecHoi koHTaMiHaLii He crnocTepiranocs, i
XOOeH i3 3paskiB He BWsBMB O3HaK BMIcTy iHribiTopis MJIP, wo BuaHO 3 amnnidikauii
BHYTPILLHBOrO KOHTPOSHO.

MopiBHANBHI KNiHiYHI BUNpOOyBaHHA

Bcboro 6yno npotectoBaHo 109 kniHiYHMX 3paskiB. 3rigHO 3 pesynbratamu, Aadi,
oTpumaHi Ha Habopi RevoDx HLA-B*57:01 qPCR Kit, cniBnagatots 3 pesynsratamu
iHWKMX HabopiB i3 MapkyBaHHsM CE.



DopatkoBi maTepianu Ta obnagHaHHs
° Habip anst BuaineHHss RevoDx Genomic DNA Purification Kit from Blood
(Kat.Ne: IP201909; IdilBiotech, TypeuunHa)
Awmnnidikatop ansa MNJIP y pexumi peanbHoro Yacy
BignogigHi 3acobu iHAMBIAyanbHOro 3axuUCTy (xanart, pyKaBWUYKK1, OKynsipu)
Mikponinetku (0.5 mkn — 1000 mkn)
HakoHeuHnkn Ana posaTtopiB 3 aepo3ofibHUM DINbTPOM Ta MapkKyBaHHAM
DNase/RNase-free
Mikponpo6ipku 1,5 mn 3 mapkyBaHHsaM DNase/RNase-free
BuxpoBuin 3millyBay (BopTekc)
HacTinbHa mikpoueHTpudyra ans MITP-nnaHweris/cTpun-npobipok
HacTinbHa mikpoueHTpudyra ans npobipok o6'emom 1,5-2,0 mn
Mpob6ipkn abo nnaHwetn ans MNJIP y peansHomy yaci.

MiaroroBka 3pa3kiB

KniHivHi 3pasku cnig po3rnsaati sik NoTeHUiHO iHdeKLiHi; nig yac 3abopy Ta 06pobku
3pas3kiB HeobxigHO [OoOTpuMyBaTMCb 3anobikHuX 3axofiB  wWwoAo  30yAHWKIB, LWO
nepegarTbCs Yepes KpoB (4u iHWKIA BiomaTepiarn, K1 BUKOPUCTOBYETLCS).

Kniniumetn (a Takox denbaliepn, meacectpu, fikapi Ta creuianict, Moe’si3aHi i3
MEAMLMHOK) HecyTb BiANOBIAANbHICTE 38 BMKOPUCTAHHS MpaBUMbHOI Npoueaypu nig
yac 36opy Ta 6e3nevyHoOro TpaHCMOpTYBaHHSA 3pa3kiB Ao naboparopii. [JocToBipHICTb
pesynbraTiB  TECTyBaHHA 3HAYHOK MIpOK 3anexuTb B4 HaNeXHOi NpPaKTUKNW Ha
npeaHaniTMYHOMY eTani, Lo Takox nepegbayae TOUHe i NOBHE TECTYBaHHS.

Micnsi 36opy He 3bepiraiiTe UiNbHY KPOB NpW KiIMHATHI TemnepaTypi AoBlwe 4 roauH.
TpaHcnopTyBaHHSA LinbHOI KPoBi, cupoBaTkun abo nnasmu mae BignosiaatTy AepxaBHUM
abo micueBMM HOpMaM.

MpoTokon

Bupinennsa OHK Ons BuainexHs OHK i3 kniHiyHux 3paskiB cnig BukopucToByBaTh Habip
RevoDx Genomic DNA Purification Kit from Blood. BukopucTaHHsi iHLWMX peareHTiB
MOXe HeraTMBHO BMMWHYTU Ha XapakTepucTuku Habopy. Byap nacka, JoTpumyiiTech
iHCTpYKUiN BuMpoGHWKa obpaHoro Habopy ans BuaineHHss OHK. B igeani onepauii
NOBUHHI NPOBOAMTUCS B TPbOX OKpeMUx 3oHax (ans suaineHHs OHK/PHK, npurotyBaHHs
pearenTie ans MNP, amnnidikauii), Wo6 3anobirti kKoHTamiHaLii.

BHyTpilWwHiN koHTponb BHyTpiwHin koHTponb (BK), miweHHio skoro € PHKasa P
noavHKn, noTpibeH Ans nigTBepAXeHHs noTpannsHHa BugineHoi OHK y peakuinHi
npoGipkn. BHYTPILLHIA KOHTPONb BUKOPWUCTOBYETLCA NSl MOHITOPUHIY edeKTUBHOCTI
ertany ekctpakuii JHK, a Takox ans nepesipku 6yab-sikoro iHribysaHHs MNI1P.

MNo3uTuBHMI KOHTPONb 3HaveHHs Ct NO3UTMBHOMO KOHTPOMIO Mae AopiBHoBaTH 25 + 4,
iHLUi 3HaYeHHs BKa3yloTb Ha HasBHICTb Npobnem.

MpoTokon MNP

1. Po3moposbTe BCi KOMMOHEHTM MpuW KiMHAaTHIN Temnepatypi, kpim B*57:01 RM 2.
Moknagitb komnoHeHT B*57:01 RM 2 Ha nig. PeTenbHO nepemillante KOXXeH KOMMOHEHT,
noTiM ocagiTe Kpanni KOPOTKOYaCHWUM LieHTpudyryBaHHAM. NepeHeciTb yci peareHT Ha
nig abo oxonoaxkyumii Grok.

2. KiHueBui o6’em peakuiiHoi cymiwi (Master Mix) OTPUMYETBCA LUNAXOM MHOXEHHS
oKkpeMmux peakuinHnx o6’emie B*57:01 RM 1 1a B*57:01 RM 2 Ha 3aranbHy KinbkicTb
3paskiB. [pu LbOMY BPaxoBylOTbCSH AOCMIAXYBaHi KNiHIYHI 3pa3ku Ta KOHTPOIbHI 3pasku.
NSt yHWKHEHHs1 NoXnBoK Npu po3kanyBaHHi PeKOMeHAYETbCA BPaxoByBaTh A0AATKOBUIA
3pa3ok Npu NiapaxyHKy 3ararnbHoi KinbKOCTi 3pa3kiB

3. Ona npuroTyBaHHs MaWncTep-cymiwi gogavte 14 mkn B*57:01 RM 1 1a 1 mkn
B*57:01 RM 2 gns KoxHoro 3paska Yy nigroToBreHi npoGipku. Micna npurotyBaHHs
MancTep-MikciB 0bepexxHO nepemilatn Cymill nineTyBaHHAM abo Ha BopTekci Ta
ocaguTK Kpanni KOpoTKOYacHUM LeHTpudyryBaHHAM. BHectn no 15 mkn npurotoBaHoi
cymiwi y npobipku/nnaHwet ans MMP. Micna BHeceHHs MancTep-Mikcy y NyHku gogante
no 5 mkn ekctparoBaHoi [HK, nO3WTMBHOrO Ta HeraTMBHOrO KOHTPOMIB Y BiANOBIOHI
npoGipkn.  3akpuUTM  KPULIKM  Y¥  3akneiTM  nnaHwer Ta  ocaguTu  kpanni
LEeHTpUyryBaHHAM.

4. 3anporpamyiiTe npunag ans amnnidikadii 3rigHo NPoTOKonNy, HaBeAeHOro y Tabnuui
3. BkasaTtu o6’em 3paska 20 Mkn.

Tabnuua 3: Mporpama amnnidikauii
Haaea erany Klnbxu_‘,Tb Temnepaty Yac
LUMKnNiB pa
AxTuBauis o
nonimepasu 1 95°C 2xe
95°C 10 cek
Amnnidpikauis* 40
mMnnidikavis 50°C 20 cox

* OeTekuin donyopecueHuii npu 60°C 3a kaHanamu FAM Tta HEX

5. O6paTtu BuMiptoBaHHsi piBHA donyopecueHuii npu 60°C 3a kaHanamn FAM ta HEX.
6. 3anyctutu nporpamy.
7. lMNporpamyBaHHs npunagy Ta aHania pesynbraTiB 34iicHIOBaTM BiANOBIAHO [0

iHCTPYKUIii BUpOGHUKa.
AHanis gaHux
3HayeHHa Ct Ans NO3WTUBHOIO KOHTPOSMO MOBWMHHO AOpPiBHIOBATU 2514, a HEeraTuBHUN

KOHTPOMb Y BCiX KaHanax noBuHeH ByTW HeraTuBHUM. B iHLIOMY BMNaaKy ekcnepumeHT
cnif NOBTOPUTW.
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PesynbraTty 4nsi KOXHOro MancTep-Mikc

iHTepnpeTyBaTV HACTYMHUM YUHOM:

+-

Anenb HLA-B*57:01 BusiBneHo

Pesynerar

BanigHum. Anenb
HLA-B*57:01 He BMsSIBNeHO

HeBanigHuii pesynbtat. 3pasok cnig
NMOBTOPHO NpPOTECTyBaTU

IHchbopmauis Ana 3aMoBNeHHA

Hasea npoaykry dacyBaHHsA Kat.Ne
RevoDx HLA-B*57:01 gPCR Kit 50 TecTiB 1P202430-50
RevoDx HLA-B*57:01 gPCR Kit 100 TecTiB 1P202430-100
RevoDx HLA-B*57:01 qPCR Kit 500 TecTis 1P202430-500




