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LABORATORIES

RevoDx Habip ona BussBrneHHs
OHK Aspergillus
RevoDx Aspergillus gPCR Kit

IHCTPYKLUIA 3 BUKOPUCTAHHSA

AkicHe BuaneHHs OHK Aspergillus

ns airHocTukuM in vitro
Tinbkn ana npodecitHOro BUKOPMUCTaHHA

KaTanoxHi Homepwu:
IP202456-25 — 25 TecTiB
IP202456-100 — 100 TecTiB

CEivD




Cknap Habopy

KomnoHeHT 25 tecTtiB (100 TecTiB

BydepHa cymiw

1 Aspg RM-1 350 mKkn 1400 mkn
depmeHTHa CyMiLl

2 Aspg RM-2 25 MKkn 100 mkn

3 BHYTpILLHI KOHTPOMNBHUIA 3pa3oK 75 MK 150 MK
Aspg Internal Control

4 |_|03VITI/IBH'I/I.I/I KOHTPOSbHUIA 3pa3ok 100 MK 100 MK
Aspg Positive Control
HeratmBHMn KOHTPOMNbHUIA 3pa3ok

5 Aspg Negatif Control 100 mn 100 mkn

TpaHcnopTyBaHHSA, 36epiraHHA Ta cTabinbHICTb
Habopu moxHa TpaHcnopTyBaTtuh npu Temnepartypi Big +2°C go +8°C.
Yci komnoHeHTM Habopy RevoDx Aspergillus gPCR Kit cnig
36epiratn npu Temnepatypi Big -25°C po -15°C. Cnig yHukatu
30epiraHHa nNpu  BULMX TemrepaTtypax. 3a YMOBU HaNeXHoro
36epiraHHA BCi KOMMOHEHTUM Habopy 3anuwaioTbCs cTabinbHi Oo
3aKiHYEHHs1 TepMiHy NPUAATHOCTI, BKA3aHOro Ha €TUKETLi NpoayKTy.
PeareHtn ASPG RM 1 He cnig 3amMopoxyBaTu-pO3MOpOXyBaTu
Ginblwe 3 pasiB, OCKINMbKA Le MOXe MNPU3BECTU [0 3HUKEHHS
YyTNMBOCTI Habopy. 3a HeobXigHOCTI 36iMbLUEHHS KiNbKOCTI LMKMIB
3aMOpPOXYBaHHA-PO3MOPOXKYBaHHS,  po3ainiTb Habip Ha  Kinbka
anikeoT 3py4Horo o6’emy Ta 3b6epiraniTe npu Temnepartypi Big -25°C
no -15°C.

MepenbavyeHe BUKOPUCTaAHHA

RevoDx Aspergillus gqPCR Kit — ue MJIP-TecT y pexumi peansHoro
yacy, npusHadeHui ans skicHoro BuasneHHsa JHK rpubis Aspergillus.
Mo3nTMBHI  pesynbTaT He BUKIOYaKOTb KOIHQEKUiT 3  iHWuMK
30ygHukamu. BusiBneHunm areHT moxe He OyTu TOYHOK Ta €OUHON
NPUYMHOK 3aXBOPIOBaHHSA. HeraTmBHi pesynstatm He BUMKIOYaloTb
iHbekuii Ta He NMOBWHHI BMKOPUCTOBYBATUCH AK €4MHA OCHOBAa ANdA
NPUAHATTS pilleHb NPOo NiKyBaHHA nauieHTa. HeraTumBHi pesynsratu
HeobXxigHO MOoeaHYBaTW 3 KINIHIYHMMK CMOCTEPEXEHHSAMMU, iCTOpIEtO
3axBOPIOBAHHSA Ta enigemionoriyHor iHopMalieto.

Habip RevoDx Aspergillus gPCR Kit npusHaveHun pgns
BUKOPUCTaHHS KBanigikoBaHUM nepcoHanoM KniHiyHoi naboparopii,
creuianbHO MPOIHCTPYKTOBaHMM | HaedyeHum metogam [Py
pearnbHOMY Yaci Ta npoueaypam AiarHoCTUKM in vitro.

OOMeXeHHS WoA0 BUKOPUCTAHHSA NPOAYKTY

e RevoDx Aspergillus gPCR Kit npusHadeHun nuwe ans
[iarHocTukuM in vitro.

e [loTeHuiHi MyTauii B UinboBMX 06MacTaAX reHoMy MnaTorely,
3arnyyeHux y peakuii, MOXYTb npu3BecTu no
XMBHOHEeraTMBHUX pe3ynbTaTiB TECTY.

e Llen HabGip BanigoBaHO AN BUKOPUCTaHHA 3 Ma3Kamu 3
HOCOFNOTKM Ta POTOrMOTKM, Ha3othapuHrearnbHUM
acnipatom/naBaxoMm, OGpPOHXOaNbLBEONSAPHMM HNaBaXXOM
(BAL), 6poHxianbHuM acnipaTtom (BAS), MOKPOTUMHHAM i
CnMHHOMO3KoBO pianHoto (CSF). TecTyBaHHA 3 iHWMMM
TUNamu 3paskiB MOXe NpM3BeCTV 40 XMBHUX pe3ynbTaTiB.

e |Hribitopy TJIP B enarax MOXyTb MpM3BECTM OO
XNOHOHeraTnBHUX abo HeBanigHWX pe3yneraTiB TECTY.

e [InAa OTpMMaHHSA [OOCTOBIpHMX pe3ynbraTtiB  HeobxigHo
OOTpMMyBaTUCh NpaBuITbHUX MeToLiB Binbopy,

TpaHcnopTyBaHHS, 36epiraHHA Ta 06pobkK 3paskiB.

e HabGip npusHayeHur pgns  npodpecinHoro BUKOPUCTAHHS
KBanigikoBaHMM MepcoHanom, LWo npouLoB BignoBigHe
HaBYaHHS.

e [loTpumymnTecs iHCTPYKLiN 3 BUKOPUCTaHHA A0 Habopis And
OTpMMaHHSA onTumanbHux pesyneraris MNI1P.

npuaartHocTi. KomnoHeHT Habopy 3 pi3HMX cepii He MoXHa
3MilyBaTu.

Onuc npoaykry

RevoDx Aspergillus gPCR Kit - ue T[IP-aHani3a Ha OCHOBI
TagMan-TexHororii, sika nepegbadyae BUKOPUCTAHHS ChelianbHOro
30HOY 3 PNYOPECLEHTHOK MITKOK Ha S'-KiHUi i MOMNeKyrnolo racHuka
Ha 3'-KiHUi. Mig vac pennikauii OHK y xogi TP, mideHun
rnyopecuUeHTHUM 6apBHMKOM 30HA, ribpmamnsyetbes 3
OHK-maTpuueto i pyrHyeTbca 5'-3' eHOOHYKNeasHo aKTUBHICTIO
OHK-nonimepasn Thermus aquaticus (Taq) B Mipy NOAOBXEHHS
npavmepa [UJIP. 3oHg poswenntoeTbCss  nuwe  Todi, Komwu
BinbyBaeTbca pennikauis OHK, npyu vyomy BinbyBaeTbcst po3aineHHs
mMonekynu crnyopecueHTHOro 6apBHMKa Ta MOMEKYNM racHUKa.
YT1BopeHi npogyktu MJIP MOXHa BUSIBUTU NPOTArOM KiflbKOX XBWUIWH
3aBOSKM  MiABULLEHHIO piBHA dnyopecueHuii, sike BigbyBaeTbCs
€KCMOHEeHLjanbHO 3 KOXXHUM HacTyMHUM LMKNoM amnnidikauii y xogi
MNP. Mapametrp Ct (noporoBum LUMKN) — Le HOMEP LMKy
amnnicpikauii, npum AKkoMy dhnyopecueHLUis peakuinHoi  Cymili
nepesuLLye hikcCoBaHe NOPOroBe 3HAYEHHS.

Habip RevoDx Aspergillus qPCR Kit nepegnbavae BukopucTaHHA
cneuianbHOro BHyTpiWHbOro koHtpornio (PHKasa P nioauHn) gns
nepeBipKM SIKOCTI eKCTpakUii Ta amnnidgikadii.

3aranbHun onuc

Acneprunbo3 - ue rpubkoBa iHekLito, Ky CPUYMHAITL rpubn poay
Aspergillus, ski nowwupeHi y pgoskinni. Cnovatky nartoreH iHdikyto
pecnipaTopHy cucTeMy nicns BAMXaHHA CMoOp, SKi  MOXYTb
npopocTaty Ta MOWMPBaTUCh Y TKaHMHaX, WO NPM3BOAUTL A0
pO3BWTKY 3axBOptoBaHb. [laTonoriyHi cTaHn MOXyTb BapiloBaTn B
3anexHoCTi Bif CTaHy iMyHHOI CuUCTEMW rocrnogaps - iHBa3uBHI
dopmn xapakTepHi Ons naudieHTiB 3 ocrabneHum imyHiTeToM, a
Oinbw msarki dopmu (nereHeBuMn acneprinbo3 abo anepriyHun
OpoHXOnereHeBUn  acneprinbo3) cnocTepiraloTbca  y  nogen 3
CYNyTHIMW 3aXBOPIOBAHHAMMW fnereHb. [pu LbOMY CUMATOMW MOXYTb
TaKoX BapitoBaTW Bi4 Nerkux pecnipatopHWX Mpobrnem [0 BaXKuX
CUCTEMHUX 3axBOpIOBaHb, a CMEKTP 3axBOPKBaHb BKIIHOYAE
nereHeBUN acneprinbo3, CUHYCUT, acneprinboMy Ta HaBiTb LUKipHi
nposiBu. EdektuBHa  ouiHka Ta  niKyBaHHA  BUMarawTb
iHOMBIiQyanbHOro  migxogy Ta  cniBnpaui MK Meau4yHUMu
npauiBHUKamu.

IHcpopmauis wopo 6e3nekn

e  KniHiyHi 3pa3sku cnig po3rnagaty sk NOTEHLINHO iHpEKLinHI; 3
HUMK cnig npautoBaTn B 30HI Biobeanekun 1-ro abo 2-ro piBHs,
3anexHo Big 30yaHvKa iHdekuil.

e Yci oTpumaHi BigxoguM cnig  BBaXatu  MNOTEHUINHO
iHpekuiihumn. 3 HMMKM Cnifg NOBOAMTWUCL Ta YTuUMidysBaTtu
BiQNOBIAHO 00 MicueBux npasun 6e3neku.

e  YHukante OyOpb-sIKOro KOHTaKTY LUKIpM 3 peareHTamu Habopy.
Y BMNagKy KOHTaKTy peETENbHO MPOMUTU BOAOH.

e  YHukante po3bpu3KyBaHHsI Ta YTBOPEHHSI aepo30riB.

e [licna po6otn i3 KMiHIYHMMK 3paskamy Ta peareHTaMu
HeobXigHO MUTK pyKU.

e |HdopmaLito CTOCOBHO XiMiYHOro cknagy Ta 6e3neyHocTi
pearenTiB Towo (MSDS information) moxHa oTpumatu Bia
BMPOOHUKa YmM MOro npeacTaBHMKa 3a 3anMTOM.

e [lpu pobGoti B nabopatopii BMKOPUCTOBYBATU
iHAMBIQYyanbHOrO 3aXMCTY.

e Ha nodyatky Ta BKiHUi poboTu AesiHdikyhTe yci poboui
NOBEPXHi 3HE3aPaXyBanbHUMUN PO34YMHAMMN.

e [lepekoHanTecb WO yci po3xigHi MmaTepianu
mapkyBaHHs DNase/RNase-free.

e [loBogbTecs 3 ycima martepianamu BignoBigHO [0 npaBuI
pobotn B nabGopaTtopiax, WO MpPOBOAATL OOCIiAKEHHSA
MOSNEKYNSIPHO-TEHETUYHUMWN  MeToAaMK, WOO  3anobirtm
nepexpecHin KoHTamiHaLii.

3acobu

MarTb

e He BuKopuctoBynTe Habip nicnsi 3akiHYEeHHS TepMiHy
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e  BuKOpuCTOBYMTE TiMbKM MOBipeHi/kanibpoBaHi fo3aTopu Ta
HaKOHEYHWKW 3 aep0o30SbHUM DiNBTPOM.

e 30epirante Habip nopmani Big [Axepen 3abpyaHEHHSN
HYKNeiHOBNMU Kucnotamu, ocobnmeo npoaykramm
amnnidpikauii.

e Yci maHinyndAuii BapTO nNpoBOOUTM B OKPEMUX 30HaxX

(excTpakuis OHK/PHK, npurotyBaHHA peakuiiHux cymillew,
amnnidikauis).

e Yce obnagHaHHsA Ta BUTpaTHI MaTepiany Ans KOHKPETHOI
onepauil NOBWMHHI 3HAaXOAWTUCS B 30Hi, A€ BWKOHYETbCH LS
onepavuis, i He NOBMHHI NepeMilaTUCa MK Pi3HUMWN 30HaAMW.
PykaBuukn cnig 3MiHOBaTU nNpu nepexodi Yy KOXHY 30HY.
JlTabopaTopHi xanaTn MOBMHHI BYyTW OKpemMumu ANs KOXHOI
30HM i IX HE MOXXHA HOCUTU 3a MEXaMu L€l 30HM.

e PobOTM NOBWHHI BUKOHYBaTUCb B OOHOMY
noynHatoum i3 3oHM ekctpakuii AHK/PHK i
BiANOBIAHVMUN 30HAMW BUKOPUCTaHHS.

HanpsIMKYy,
3aKiH4y4n

Xapakrepuctuku Habopy

AHaniTnyHa YyTnuBICTb:

Ona BusHaveHHs mexi BuaBneHHs (Limit of Detection, LoD) 6yna
nigrotToBrneHa cepis po3BedeHb BTOPWHHOIO CTaHAapTy MaToreHy
ONs OTPMMaHHA KiHueBuX koHueHTpauin 1000, 200, 40, 8 Ta 1.6
konin/mn. AHK ounwanu 3a gonomoroto Habopy RevoDx Pathogen
DNA/RNA Purification Kit. KoxHe po3BeaneHHs TecTyBanu B 24
NOBTOPEHHSIX. Bu3HauyeHa mexa BUSIBNEeHHs - 52 konii/m.

LiarHocTn4yHa cneundidHicTb:

[ns nepesipkn AiarHocTnyHOI cneundivHocTi RevoDx Aspergillus
gPCR Kit 6yno npotectoBaHo 109 HeraTMBHMX KNiHIYHUX 3pa3ku Big,
okpemux goHopiB. XXogeH 3 nepesipeHux 3paskiB He BUSABUBCH
MO3UTUBHUM. TaKMM YMHOM, AiarHOCTMYHa crneumgiyHicTb Habopy
RevoDx Aspergillus gPCR Kit cTtaHoButb = 99 %.

MepexpecHa peakTUBHICTb:

MepexpecHa peakTuBHiCTb Habopy RevoDx Aspergillus qPCR Kit
Oyna nepesipeHa in silico Ta wnaxom noctaHosku MNP, AHani3 in
silico npanmepis i 3oHaiB RevoDx Aspergillus gPCR Kit npotu
nocnigoBHocTen 29 nartoreHiB nokasae, WO Habip Oyage
cneumdiyHMM [0 UiNbOBMX TeHiB BipyciB i He Oyae nepexpecHo
pearyBatM 3 UMMW naToreHamn. 15 naTtoreHHWX MiKpoopraHi3mis,
nepepaxoBaHuMX Hux4ye, OynyM MpoTEeCcTOBaHi Ha nNepexpecHy
peakTuBHicTb MeTtogoM [P 3a ponomoroto RevoDx Aspergillus
gPCR Kit. XnbHono3nTnBHNX pe3yneraTiB He criocTepiranocs.

Hwkye HaBegeHi pesynstaty nepexpecHoi peakTUBHOCTI, 9K Y in
silico, Tak i metogom MIP.

AHani3 nepexpecHoi peakTMBHOCTI in silico

OpraHiam Pe3ynbrart
Bipyc renatuty C Hemae romonorii
LinTomeranosipyc noguHun Hemae romonorii
Bipyc renatuty B Hemae romonorii
KopoHagipyc SARS-CoV-2 Hemae romonorii
KopoHasipyc nioguHun 229E Hemae romonorii
KopoHasipyc ntogmHn OC43 Hemae romonorii
KopoHasiypc nogmHn HKU1 Hemae romonorii
KopoHasipyc ntoamHu NL63 Hemae romonorii
SARS-kopoHaBipyc Hemae romonorii
MERS-kopoHaBipyc Hemae romonorii
AneHoBipyc Hemae romonorii
|_MeTtanHeBMOBIpYC M0ANHU Hemae romonorii
Bipyc naparpuny 1-4 Hemae romonorii
punAtaB Hemae romonorii
EHTepoBipyc Hemae romonorii
PecnipatopHui
CVHLMTIanbHWI BipyC

Hemae romonorii

Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romornorii
Hemae romornorii
Hemae romonorii
Hemae romornorii
Hemae romonorii
Hemae romornorii
Hemae romonorii

Chlamydia pneumoniae
Haemophilus influenzae
Legionella pneumophila

Mycobacterium tuberculosis
Streptococcus pneumoniae

Streptococcus pyogenes
Bordetella pertussis
Mycoplasma pneumoniae
Pneumocystis jirovecii (PJP)
Candida albicans
Staphylococcus epidermis
Streptococcus salivarius

AHani3 nepexpecHoi peakTuBHocTi MmeTtogom MNJIP

OpraHi3m Oxepeno Pesynkrar
Hepatitis C virus RNA for
nucleic acid NIBSC (Cat. No: He
amplification techniques (6th 18/184) BUSIBIIEHO
WHO International Standard)
Human Cytomegalovirus
(HCMV) for Nucleic Acid NIBSC (Cat. No: He
Amplification Techniques 09/162)' ’ BUSIBNEHO
(1st
International Standard)
4th WHO International .
Standard for HBV DNA for NIBS1%/(2%2§' No: Bm:?eHo
NAT
Frst WHO Intemational NIBSC (Cat. No: He
20/146) BUSIBNEHO
SARS-CoV-2 RNA
Human coronavirus (229E) NIBS()%/%%% No: Bm:?eHo
Rhinovirus NIBSC (Cat. No: He
08/324) BUSIBIIEHO
. NIBSC (Cat. No: He
Human Adenovirus 16/324) BUSIBIIEHO
Influenza Virus .
(A/Christchurch/1/2003, NIBSC /(2%363' Noo | e
H1N1)
Influenza Virus
. NIBSC (Cat. No: He
(A/Wyoming/3/2003, 07/(298) BMSIBNEHO
H3N2)
Influenza Virus NIBSC (Cat. No: He
(B/Jiangsu/10/2003) 07/300) BUSIBNIEHO
Human Respiratory syncytial NIBSC (Cat. No: He
virus A2 08/120) BUSIBIIEHO
Parainfluenza virus type 1 NIBSO%A(;?)' No: BI/IH:?QHO
. . NIBSC (Cat. No: He
Parainfluenza virus type 2 08/178) BUSIBIIEHO
. . NIBSC (Cat. No: He
Parainfluenza virus type 3 08/118) BUSIBNEHO
. . NIBSC (Cat. No: He
Parainfluenza virus type 4 08/180) BUSIBNEHO

lMpumimka: Ha3eu nodaHi 32i0HO kamaJio2y eupo6HuUKa

MepexpecHa KOHTamiHauiA Byno ouiHEHO MOTEHUiNHY nepexpecHy
KOHTaMiHaujlo MixX 3paskamu. bByno npoBegeHo M'SATb  pi3HUX
nocrtaHosok [MJIP 3 ogHoYacHUM TecTyBaHHAM BMCOKOMO3UTUBHUX i
HeraTMBHWX 3paskiB. Y KOXHOMY UMKNi BuKopucToByBanu 4
BMCOKOMO3UTUBHI 3pa3kn Ha Aspergillus i 4 HeraTuBHi 3pasku.
[NepexpecHoi KoHTaMiHaujii He cnocTepiranocs, i XXoAeH 3i 3pa3kiB He
BMSIBUB O3HaK BMIcTy iHribitopie MJIP, wo 6yno nigTBepmxeHo
BiAMOBIAHOW amnnidikauielo BHYTPILLHLOrO KOHTPOSIHO.

KniHiyHi nopiBHANBHI goCniopKeHHSN

Putosipyc Hewmae romonorii Byno npotectoBaHo 101 KniHiYHWUIA 3pa3ok. 3rioHo 3 pesynbratamu,
. qe . https://mbalabs.com.ua/
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haHi oTpumaHi 3a ponomoroto RevoDx Aspergillus gPCR  Kit
cniBnagaroTb 3 pesynsratamu iHwmx Habopis 3 mapkyBaHHAM CE.

DopatkoBi MaTepianu Ta obnagHaHHA

e Habip pgna BugineHHs RevoDx Pathogen DNA/RNA
Purification Kit (Cat. Ne: 1P202302; IdilBiotech, Type4unHa)
abo RevoDx Magnetic Pathogen DNA/RNA Purification Kit
(Cat. Ne: IP202303; IdilBiotech, TypeyunHa)

e Awmnnicikatop ans MNP y pexvumi peanbHoro yacy

e BignosigHi 3acobu iHaMBIgyanbHOro 3axucTty (xanar,
pyKaBWYKK, OKynspu)

e  Mikponinetku (0.5 mknn — 1000 mkr)

e  HakoHeYHWKM aNnsa [o3aTopiB 3 aepo3onbHUM GINsTPOM Ta
MapkyBaHHsiM DNase/RNase-free

e  Mikponpobipku 1,5 mn 3 mapkyBaHHsiM DNase/RNase-free

e Buxposun 3miwysay (BopTekc)

e HacrtinbHa mikpoueHTpudyra ans
MNP-nnaHweTis/cTpnn-npobipok

e HacrtinbHa mikpoueHTpudyra ans npobipok o6'emom 1,5-2,0
M

e [IpoGipkn abo nnaHwetn ans MNP y peansHoMy yaci.

MigroroBKa 3pas3kKiB

Llet Habip BanigoBaHO NSt BAKOPUCTAHHS 3 Ma3kaMu 3 HOCOTTIOTKM
Ta  PpOTOrMOTKW,  HasodapuHreanbHUM  acnipaTom/naBa)xom,
BpoHxoanbBeonsapHum nasaxom (BAL), 6poHxianbHum acnipatom
(BAS), MOKPOTUHHAM i cnMHHOMO3KkoBOK pignHoto (CSF). KniHivHi
3pasku Crig po3rnsagatv sk NOTEHUINHO iHGEKUIVHI; nig yac 3abdopy
Ta 00pobku 3paskiB HeobXigHO OOTPUMYBATMCb — 3anoBKHUX
3axofiB.

KniHiunctn (@ Takox denbAwepn, Meacectpu, nikapi Ta
cneuianicTi, NoB’si3aHi 3 MeQUUUHOK) HECYTb BiAMOBIgANbHICTb 3a
BUKOPUCTaHHSA NpaBwWnbHOI npouedypu nig 4ac 36opy Ta
0Oe3neyHoro  TpaHCMOpPTyBaHHA  3pas3kiB o  naboparopii.
[ocToBipHiCTb pe3ynbTaTtiB TeCTyBaHHA 3HAYHOK MIpPOH 3anexuTb
Bif, HamnexHoi MpakTUKM Ha npeaHaniTMYHOMYy eTani, WO TaKoxX
BKITHOYA€E TOYHE | NOBHE JOKYMEHTYBaHHS.

3pa3kun cnig 36epiraTy Ta TpaHCNopTyBaTw
NOKanbHOro 3aKOHOAaBCTBA.

BiAMNOBIAHO A0

MpoTokon

Exkctpakuia OHK Ons BuaineHHa OHK 6axaHo BMKOpPUCTOBYBaTU
RevoDx Pathogen DNA/RNA Purification Kit abo RevoDx Magnetic
Pathogen DNA/RNA Purification Kit. BukopuctaHHa  iHLWMX
peareHTiB MOXe HeraTMBHO BMNMHYTWM Ha pesynerat. byde nacka,
JOTPUMYWTECh iHCTPYKUiW BMpoOHMKa obpaHoro Habopy Ans
suginenHs OHK/PHK. B igeani onepauii noBuHHI npoBoauMTtucsa B
TPbOX OKpemux 30Hax (Ansa suaineHHs OHK/PHK, npurotyBaHHSA
pearenTiB ana MJ1P, amnnicikauii), o6 3anobirtn koHTamiHaLii.

BHYTpiWHiN KOHTPONb BHYTpiWHiN KOHTponb (BK), MilLeHHIo sikoro
€ PHKasa P ntoguHu, notpibeH aonsa nigTBepaXeHHsA noTpanisHHA
BugineHoi [OHK vy peakuiiHi npobipkn. BHYTpIWHiN KOHTPOMb
BUKOPUCTOBYETbCA  ANS  MOHITOPUHry  edpeKTMBHOCTI  eTany
ekcTpakuii [JHK, a Takox ans nepesipkn Oyab-AKOro iHribyBaHHS
MNP. 3HaueHHs Ct BHYTPILIHBOrO KOHTPOMO Mae AopiBHIOBaTK 26 +
4, iHWi pe3ynbTaTi BKa3ylTb HA HAsfABHICTb Npobnemu.

Mpotokon MNIP
1. Po3amopossTe BCi KOMMNOHEHTW Npu KiMHaTHIA Temneparypi,

kpim Aspg RM 2. MNMoknagite Aspg RM 2 Ha nig. PeTtensHo
nepemillante KOXeH KOMMOHEHT, noTiM ob6cagite kpanni

KOPOTKOYAaCHUM  UeHTpudyryBaHHaM.  [lepeHeciTb  yCi
peareHTV Ha nig abo oxonomKyBanbHUA 6rok.
2. KiHueBn ob'em peakuiiHoi cymiwi (Master Mix)

OTPUMYETLCA LUNAXOM MHOXEHHA OKpeMux peakuinHnx

o6’emiB RM 1 and RM 2 Ha 3aranbHy KinbkicTb 3pa3kis. MNpu
LUbOMYy BpPaxoBYKOTbCHA [AOCHIMKYBaHi KNiHiYHI 3paskn Ta
KOHTPONbHi  3paskn. [nsi  YHUKHEHHsT NOXMBOK  npu
poskanyBaHHi pekoMeHOYETbCA BpaxoByBaTW [0AATKOBUNA
3pasoK Npu NigpaxyHKy 3aranbHoi KiNbKOCTi 3paskiB.

3. [ns npurotyBaHHA MancTep-cymiwi gogavite 14 mkn RM 1
Ta 1 mkn RM 2 pgna KoOxHOro 3paska y MiagroToBrEHi
npoOipku. [icna npurotyBaHHSA ManmcTep-Mikcy o6epexHo
nepemiiatv cymiw nineTyBaHHAM abo Ha BoOpTekci Ta

ocaguTW  Kpanni  KOPOTKOYaCHUM  LeHTPUdYryBaHHSM.
BHecth no 15  mMkn  npurotoBaHoi  cymiwi Yy
npoGipku/nnaHweT ans NP Micnsa BHECEHHS

MancTep-Mikcy y NyHKUW goganTe no 5 MKN ekcTparoBaHoi
PHK. BHecTn no 5 MKn NO3UTUBHOrO KOHTPOMbHOIO 3paska
Ta HeratMBHOIO KOHTPOMBHOrO 3paska Yy  BiAMNoOBigHi
NpoOipkn. 3aKpuUTU KPULLIKM YM  3aKMeiTu nnaHweT Ta
ocaguTu Kpanni LeHTPUdYryBaHHAM.

4. 3anporpamynte npunag Aana  amnnidikadii - 3rigHo 3
Tabnuueto. BkasaTtn 06’em 3paska 20 Mk.
Ta6bnuusa 1: lNporpama amnnidikadii.
Has3Ba etan KinbxicTt Mporpama
y uuknie porp
AkTnBauia
nonimepasu
(“rapsimii” 1 95°C, 2 xB
cTapT)
95°C, 10 cek
Amnnidpikauis* 40
60°C, 20 cek
*** Nletekuina donyopecueHuii npn 60°C 3a kaHanamu FAM Ta
HEX

5. OG6patu BumiptoBaHHsi piBHsI donyopecueHuii npu 60°C 3a
kaHanamu FAM ta HEX.

6. 3anyctutn nporpamy.

7. [MporpamyBaHHA npunagy Ta  adHania  pesyneraris
30iMCHIOBATU BIAMOBIAHO A0 iHCTPYKLiT BUpOOHMKa.

AHanis aaHHux

3HadyeHHa Ct no3uTMBHOrO KOHTpomw no kaHany FAM wmae
OopiBHIOBaTN 2614, a HeraTMBHWIA KOHTPOMb Y BCiX KaHanax mae
Oyt HeratuBHuM. B iHWOMYy BunNagky ekcnepumeHT cnig
NOBTOPUTW.

PesynbtaTu cnig iHTEpnpeTyBaTh HaCTYNMHUM YUMHOM:

+ +/- OHK Aspergillus BUABINEHA
OHK Aspergillus HE
- + BUABJEHA. Pesynstat

BanigHun.

HeanigHuin pesynetar. Lien
3pasok crnig nepesipntn
NMOBTOPHO
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IHhbopmauia Ana 3aMOBNEHHS

MpogykTr dacyBaHHs KaT. No.
RevoDx Aspergillus gPCR Kit 25 TecTiB 1P202456-25
RevoDx Aspergillus gPCR Kit 100 TecTiB 1P202456100
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