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Habip ans
BusaBneHHa AHK
Mycoplasma pneumoniae

Mycoplasma pneumoniae

qPCR Kit

IHCTpPYKUifA 3 BUKOPUCTaHHA

fkicHe BuaBneHHa OHK Mycoplasma pneumoniae
Onsa piarHoCTuUKM in vitro

Ons npodecinHoro BUKOPUCTaHHSA

KaTanoxHi Homepu:
IP202328-25 — 25 TecTiB
IP202328-100 — 100 TecTiB

C€ [ivo]

Cknap HaGopy

KomnoHeHT 25 tecTiB 100.
TecTiB

BydepHa cymiw

! M.pneumoniae RM 1 350 mkn | 1400 mkn
depmeHTHa CyMiLl

2 M.pneumoniae RM 2 25 mkn | 100 mkn

3 |_|O3VITVIBHVIV! KOHTPOILHNIA 3pa3okK 100 mxn | 100 mkn
M.pneumoniae Positive control

4 HeFaTVIBHVIVI. KOHTpOJ‘II?HVIVI 3pasok 100 mxn | 100 mkn
M.pneumoniae Negative control

TpaHcnopTyBaHHSA, 36epiraHHA Ta cTabinbHICTb
HabGopn MoxHa TpaHcnopTyBaTu npu Temnepatypi Big +2°C po
+8°C. Bci komnoHeHTn Habopy RevoDx Mycoplasma pneumoniae
gPCR Kit cnig 36epiratn npu Temnepatypi Big -25°C go -15°C. Cnig,
yHUKaTn 36epiraHHs npu Binblu BMCOKMX TemnepaTtypax. 3a ymoB
HanexHoro 306epiraHHA BCi KOMMOHEHTM Habopy 3anuialTbes
CcTabinbHMMM OO0 3aKiHYEeHHS TepMiHy NPUAATHOCTI, BKa3aHOro Ha
eTukeTui npogykty. Pearentn M.pneumoniae RM 1 ta RM 2 He
MOXHa 3aMOpOXyBaTU-poO3MOpPOXyBaTh binblie 3 pasiB, Le Moxe
NPU3BECTU OO0 3HWKEHHs 4YyTnuBocTi Habopy. MNpu HeobxigHoCTI
36iNbLUEHHS  KINBbKOCTI LMKNIB 3aMOPOXYBaHHA-PO3MOPOXYBaHHS,
po3ginite Habip Ha kinbka anikBoT 3py4Horo 06’emy Ta 36epiraiite
npv Temnepatypi Big -25°C go -15°C.

MNepenb6avyeHe BUKOPUCTAHHA

RevoDx Mycoplasma pneumoniae qPCR Kit — ue MJIP-tect y
peanbHOMY 4aci, npusHadyeHW Anga skicHoro BusiBneHHs [HK
Mycoplasma pneumoniae.

Mo3nTMBHI pe3ynbTat He BUKMOYaKTb  KOIHGEKUii 3  iHwWuMun
natoreHamn. BusiBnenuni 36ygHMK Moxe He OyTn OCTaTOYHOM
NMPUYMHOIO 3aXBOPIOBaHHS. HeraTtuBHi pe3ynbratv He BUKMYakoTb
HasiBHICTb iH(peKuii i He MOBWHHI BMKOPWUCTOBYBaTUCHA SAK €OuHa
nigctaBa pAns MNPUAHATTA pilleHb WOAO0 MiKyBaHHA nauieHTa.
HeraTuBHi pesynstatu BapTo KOMGIHyBaTW 3 KMiHIYHOK KapTUHOLO,

icTopieto nauieHTa, Ta enigemMionoridyHo iHopmauieto.

Habip RevoDx Mycoplasma pneumoniae qPCR Kit npusHayeHun
ans npodeciiHoro BUKOpPUCTaHHSA kBarnidikoBaHUM nabopaTopHUM
nepcoHanom, Lo NpourLoB HaB4aHHA meTodam [J1P y peanbHomy
yaci Ta npoueaypam Ans AiarHocTukK in vitro.

O6MmeXxeHHs woao BUKOPUCTAaHHA NPOAYKTY

e  BukopuctoByBaTW nuLLe 32 NPUIHAYEHHSAM

e HabGip RevoDx Mycoplasma pneumoniae gPCR Kit
npu3HaYeHn Ansi OiarHoCTUKK in vitro.

e [loTeHuiHi MyTaLii B LiNbOBUX 0bracTax reHomy nartoreHa,
3any4yeHMx y  peakuii, MOXYTb  npu3sBecT A0
XMOHOHEraTMBHUX pe3ynbTaTiB TECTY.

e |HribiTopu TIIP B enwatax MOXyTb nNpu3BeCcT [0
XnbHoHeraTnBHMX abo HeBanigHWX pe3ynsTaTiB TECTY.

e [InAa OTpMMaHHs [OCTOBIpHMX pe3ynbraTiB  HeobXigHo
O0TpUMYBaTUCh npaBUNbHNX MeToAiB 360py,
TpaHcnopTyBaHHs, 36epiraHHa Ta 06pobkn 3paskis.

e Habip npusHaveHun AN npodECINHONO BUKOPUCTaHHS
KBanigikoBaHMM MepcoHanoM, WO MPONLWOB BiAMNOBIgHE
HaBYaHHS.

e [loTpumymnTeCs iHCTPYKLiA 3 BUKOPUCTaHHS A0 Habopis Ans
OTpUMaHHA onTumanbHux pesynesraris [MI1P.

e He BuKkopucToByhTe Habip nicna 3akiHYeHHs TepMiHy
npuaartHocTi. KoMnoHeHT Habopy 3 pi3HUX cepili He MOXHa
3MmiwyBaTu.

Onuc npoAaykTy

RevoDx Mycoplasma pneumoniae gPCR Kit — wue MNJ1P-aHanis Ha
ocHoBi TagMan-TexHomorii, fka nepeadayac BUKOPWUCTaHHSA
crneuianbHOro 3oHAy 3 (priyOpecueHTHO MITKOK Ha 5'-kiHui i
MOrneKkynow racHuka Ha 3'-kiHui. [Mig yac pennikauii OHK y xogi
MNP, MivyeHnin dornyopecLeHTHUM GapBHUKOM 30HA, ribpnansyeTbes 3
OHK-matpuueto i pyinHyetbcs 5'-3' eHOOHYKNea3HOK aKTUBHICTIO
OHK-nonimepasn Thermus aquaticus (Taq) B Mipy NOOOBXEHHS
npanmepa [UJIP. 3oHg poswennoeTbca nuwe Todi, Konu
BiAbysaeTbca pennikauig AHK, npu yomy BiabyBaeTbcs po3aineHHs
Monekynu nyopecueHTHOro 6apBHMKa Ta MOMNEKyny racHuka.
YT1BOpeHi npoayktu MJIP MOXHa BUSBUTU NPOTSArOM KiNlbKOX XBUIMH
3aBOSKM MiABULLEHHIO PIiBHA drnyopecueHLii, ske BigbyBaeTbcs
€KCMOHEHLianbHO 3 KOXXHMM HacTYMHUM UMKIoM amnnicikauii y
xogi MJIP. MapameTtp Ct (nMoporoBwiA LMKMN) — LEe HOMEp UWKIy
amnnidpikauii, npn akomy dryopecueHUis peakuinHOl  CymiLli
nepesuLLye ikcOBaHE NOPOroBe 3HAYEHHS.

Habip nepepbayae BUKOPUCTaHHSA cCneuianbHOMO BHYTPILLHBLOIO
koHTponto (PHKasa P nioavHn) ans nepesipkn SKOCTi ekcTpakuii Ta
amnnidpikauii.

Mpunagum

Habip RevoDx Mycoplasma pneumoniae gPCR Kit moxHa
BMKOpPMCTOBYBaTH i3 amnnicikatopamun ans MNP y peanbHomy 4aci
BIO-RAD CFX96, Tianlong Gentier 96, Applied Biosystems
QuantStudio5, a Takox npunagammn [OHK-texHonorii cepii OT
(DT-prime, DT-lite). Ane RevoDx Mycoplasma pneumoniae qPCR
Kit Takoxx Moxe BMKOpUCTOBYBaTUCb 3 GinbluicTio amnnicikaTopis
ana MNP y peansHomy 4vaci 3 kaHanamu ROX i Cy5.

3aranbHum onuc

Mikonnasmnm — uUe HamgpibHiwi Ta HaWnpocTiwi 6akTepii, wWo
HanexaTtb 0o knacy Mollicutes i poauHun Mycoplasmataceae. Ha
BiAMiHY BiA 6inbloCTi iHWKMX 6GakTepi, MikonnasMM He MarTb
CHOPMOBAHOI KMITUHHOI CTiHKW, WO PoOUTb iX HEeYyTIMBMMU [0
6eTa-naktamHux aHTMBIOTMKIB i He posBonde dapbysatn ix 3a

Mpamom. Came BIACYTHICTb KIITUHHOI CTiHKA 3yMOBE  iX
noniMopHy opmy.
Mycoplasma pneumoniae € nNOWWPEHUMU  pecnipaToOpPHUMMK

natoreHamu, 34aTHUM BUKIMKaTK LUMPOKUIA CIEKTP 3aXBOPHOBaHb —
Bif NErkmx iHeKUin BEPXHIX AnXanbHWX LUASXIB 4O TAXKKOI aTMNoBOi
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NHEBMOHIi. Xo4a iHdekuia M. pneumoniae pigko Npu3BoauTb 40
netanbHUX Hacnigkie, uen 30yOHUK 4YacTo € MPUYMHOKD TFOCTPUX
pecnipaTopHMUX 3axBOPIOBaHb i BBaXXAETbCA OAHMM i3 MOXIMBUX
YMHHUKIB PO3BUTKY Tak 3BaHOI «aTMUNOBOI MHEBMOHIi».

IHhbopmauin wopo 6e3nekn

e  KniHiyHi 3pa3sku cnig po3rnagaty sk NOTEHLIMHO IHPEKLinHI;
3 HMUMW cnig npautoBaTM B 30HiI GioGesnekn 1-ro abo 2-ro
piBHSA, 3anexHo Big 30yAHWKa iHdeKLil.

e YCi oOTpumaHi BigxoguM cnig BBaXaTu  MOTEHUIAHO
iHpekuiviHumvn. 3 HVMMK chig NOBOAWUTUCH Ta YTuUNidyBaTu
BiANOBIAHO 00 MicLeBux npasun 6e3neku.

e  YHukante Byab-AKOro KOHTaKTY LUKIpWU 3 peareHTaMmu Habopy.
Y BMNagKy KOHTaKTy peETENbHO MPOMUTU BOLOHO.

e  YHukante po3bpu3KyBaHHsi Ta YTBOPEHHSI aepo30riB.

e [licna poboTn i3 KNiHiYHMMKM 3pas3kaMyM Ta peareHTaMu
HeoOXigHO MUTU pyKW.

e |HdopmaLito CTOCOBHO XiMi4yHOro cknagy Ta 6e3nedHoCTi
pearenTiB Towo (MSDS information) moxHa oTpumaTth Bia
BUPOBHMKA YM AOrO NPEeACTaBHMKA 3a 3annTOM.

e [lpu poboTi B naboparopii BukopuctosysaTtu 313.

e Ha nouatky Ta B KiHUi poGoTu fesiHdikyhTe yci poboui
NOBEPXHi 3HE3aPaXyBanbHUMUN PO34YMHAMMU.

e [lepekoHanTecb, WO BCi po3XigHi MaTepianu MawTb
mapkyBaHHs DNase/RNase-free.

e [loBogbTecs 3 ycima MaTepianamu BignoBiAHO A0 NpaBus
pobotm B nabopisx, WO NpoOBOAATb  AOCNIMKEHHA
MOSEKYNSIPHO-TEHETUYHUMW ~ MeTodamMu, Wwob  3anobirtm
nepexpecHin KoHTamiHaLii.

e BukopucToBynTe TiNbKM MOBipeHi/kanibpoBaHi fosatopu Ta
HaKOHEYHVKN 3 aepOo30bHUM (PiNlETPOM.

e 30epirante Habip nogani Big mxepen 3abpyaHEHHs
HyKNeiHOBUMM Kucrnotamu, ocobnmneo npogyktamm
amnnidpikauii.

e Yci maHinynsAuii BapTo MPOBOAMTM B OKPEMWUX 30Hax

(exctpakuis OHK/PHK, npurotyBaHHA peakuiiHUX CyMillen,
amnnigikauis).

e Yce obnagHaHHs Ta BUTpATHI Martepianu Anst KOHKPETHOI
onepauii NOBUHHI 3HaXoAUTUCS B 30Hi, Ae BUKOHYETbCS LA
onepavisi, i He NOBWHHI NepeMILLaTUCA MiXK PiBHUMU 30HaAMMU.
PykaBuukn cnig 3miHoBaTM Mpu nepexoni y KOXHY 30HY.
JlabopaTtopHi xanatn NOBWHHI ByTW OKPEMMMU ONS KOXHOI
30HM i IX HE MOXXHA HOCUTM 3a MEXaMW el 30HM.

e PoG0OTM MNOBUHHI BMKOHYBaTUCb B OZHOMY HanpsMKYy,
noumHaroum i3 30oHM ekctpakuii OHK/PHK i 3akiHuyioum
BiAMOBIAHMMU 30HaMN BUKOPUCTaHHS.

Xapaktepuctukmn Habopy
Mexa BuaBneHHsa (LoD) -
YYTNMBOCTi:

[ns Bu3HaueHHs mexi BusiereHHs (LoD) Byna nigrotoBneHa cepis
po3BedeHb 30yaHMKa, WoO oTpMMaTth KiHuUeBi koHueHTpaui 1120,
760, 130, 45 Ta 24 KYO/Mn Wnsaxom po3BefeHHs 3paskaMi LinbHOT
KpoBI, 3ibpaHnmn y HeratuBHWUX OCiB, ANS iMiTauii KNiHIYHUX 3paskiB.
OHK natoreHa ounwanu 3a gonomorotd RevoDx Genomic DNA
Purification Kit from Bacteria. KoxHe po3seaeHHs 6yno nepesipeHo
B 24 nostopax. 3HayeHHs wMexi BusBneHHa (LoD) 6yno
pO3paxoBaHoO LNAXOM npobiT-aHanidy. 3Ha4eHHs MeXi BUABIMEHHS
(LoD) craHoBuno 92 KYO/mn. LUe 3HaueHHa LoD 6yno
nigTBepoXeHo TecTyBaHHAM gogaTtkoBux 20 pennikatiB i3
KOHUeHTpauieto 92 KYO/mn. Yci 20 pennikatiB ganuv no3vTUBHI
pesynstat Ans  MileHi, Takum Oyno nigTBepaxeHo, wo LoD
cTtaHoBuTb 92 KYO/mn.

AHaniTuyHe pocnigXeHHsA

IHKNO3UBHICTB:

[ns nocnigoBHOCTEN KOXHOIO reHoTUMny, AOCTYNHKX Y 6asax AaHnx
NCBI, 6yno npoBefeHo iHKMWO3WBHWIA aHani3 in silico npanmvepis i
30HaiB RevoDx Mycoplasma pneumoniae qPCR Kit. Pe3synsratn

JOCnipKeHHs  nokasanu, LWo  AiNdHkM, 4K po3nisHarTbCA
po3pobneHumn npanmepamu Ta 3oHgamu, mawotb 100% romonorito
3 yciMma [OCTYNMHUMW MOCMILOBHOCTSAMM reHoTuniB 3 6a3
OaHux/6aHkiB  gaHMx HauioHanbHOro UeHTpy OioTexHonorivyHoi
iHdopmaii (NCBI).

MepexpecHa peakTUBHICTb:

MepexpecHa peakTuBHiCTb Habopy RevoDx  Mycoplasma
pneumoniae qPCR Kit 6yna ouiHeHa sk 3a 4OMOMOrOK aHaniay in
silico, Tak i 3a gonomorot TecTyBaHHA MeTtogom [JIP.  Awanis in
silico npavimepiB i 3oHaiB RevoDx Mycoplasma pneumoniae qPCR
Kit npotu nocnigoBHocTel 24 naTtoreHiB nokasae, WO Habip €
cneundivHMM 00 CBOET MilLeHi i He Jae nepexpecHoi peakuii 3
ummn  natoreHamn. [lepepaxoBaHi Hwkye 23 30yaHukM 6ynu
NpoTeCcTOBaHi Ha nNepexpecHy peakTuBHICTb metogom [1JIP 3a
aornomoroto Habopy RevoDx Mycoplasma pneumoniae qPCR Kit.
XNBHONO3NTMBHUX pPe3ynbTaTiB HE BUSIBMEHO.

Hwkye HaBedeHi  pesynbratv  OOCHAIDKEHHS  NepexpecHol
peakTUBHOCTI, K in silico, Tak i meTogom IMNJ1P.
AHani3 nepexpecHoiI peakTUBHOCTI in silico

OpraHiam Pesynbrart

Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii

Bacillus subtilis

Chlamydia pneumoniae

Haemophilus influenzae

Legionella pneumophila

Mycobacterium tuberculosis

Streptococcus salivarius

Listeria monocytogenes

Bordetella pertussis

Pneumocystis jirovecii (PJP)
Enterococcus dispar

Neisseria meningitidis

Proteus spp.

Saccharomyces cerevisiae

Schizosaccharomyces pombe

Aspergillus niger

Salmonella spp.

Serratia marcescens

Bipyc naparpuny 1-4 tunis

Bipyc rpuny A Ta B

EHTepoBipyc (Hanp. EV68)

PecnipaTopHO-CUHUMTIaNbHUIN BipyC

PuHoBipyc

ApeHoBipyc (Hanp. C1 Ad. 71)

MeTtanHesmoBipyc noguHn (hMPV)

AHani3 nepexpecHoi peakTuBHocTi metogom MNMJIP

OpraHism hxepeno KoHueHTpauia |Pesynbrar
, . KniHiyHmn He npu3HayeHa He
Chlamydia pneumoniae )
3pasok oavHuUA BUMIpY | BUsIBNeHO
Lo KniHiyHmn He npusHaveHa He
Haemophilus influenzae -
3pasok oavHuLA BUMIipY | BUSIBNEHO
. . KniHiyHmn He npu3HaveHa He
Legionella pneumophila .
3pasok OoOvHWLA BUMIpY | BUABMNEHO
Mycobacterium KniHivHmun He npusHaveHa He
tuberculosis 3pa3ok oavHNUSA BUMIpY | BUSBNEHO
L KniHiyHun He npu3HayeHa He
Listeria monocytogenes )
3pasok oavHULS BUMIipY | BUsiBNeHO
. KniHiyHnn He npu3HayeHa He
Bordetella pertussis p .
3pasok oavHUUS BUMIpY | BUsIBNeHO
Pneumocystis jirovecii KniHivHmn He npusHaveHa He
(PJP) 3pasok OAVHULA BUMIPY | BUSIBIIEHO
. KniHiyHmn He npu3HadeHa He
Enterococcus dispar .
3pasok oavHUUA BUMIpY | BUABNEHO
. , . KniHiyHmn He npu3HayeHa He
Neisseria meningitidis )
3pasok oavHWLA BUMIPY | BUABNEHO
. . KniHiyHun He npu3HayeHa He
Aspergillus niger )
3pasok oavHULSA BUMIpY | BUsIBNEHO
KopoHasipyc nognHm NIBSC (Kat.Ne: | He npusHaveHa He
(229E) 09/132) OAVHMLSA BUMIpY | BUsiBNEHO
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PUHOBIDVC NIBSC (Kat.Ne: | He npusHauyeHa He
Py 08/324) 0OnHMUA BUMIDY | BUSIBIIEHO
. NIBSC (Kat.Ne: s He

AZeHosipyc 16/324) 2.0x10° MO/mn BUSIBREHO
Bipyc rpuny .
(AlChristchurch /1/2003, | NIBSS (Karhe: | He npushasera | He
HINT) ) oaMHULSA BUMIPY | BUSIBNEHO
Bipyc rpuny NIBSC (KaT.Ne: | He npusHadeHa He
(A/Wyoming/3/2003, H3N2) 07/298) oavHMUS BUMIDY | BUSIBIIEHO
Bipyc rpuny NIBSC (KaT.Ne: | He npusHadeHa He
(B/Jiangsu/10/2003) 07/300) OOVIHWLA BUMIPY | BUSABMEHO
Bipyc imyHogediunty .
oy 1 Tuny (BI-1, NIBSC (Karhe: | 1.25x10°momn | | _He
HIV-1) 4) BUSIBIEHO
Bipyc imyHogediumTy .
nognuu 2 Tuny (BIN-2, NIB?gz(ggT'NQ' 2.8x10°MO/mn He
HIV-2) ) BUSIBIEHO
PecnipatopHo-cuHuuTineHn | NIBSC (Kat.Ne: | He npuaHayeHa He
1 Bipyc A2 08/120) oanHUUSA BUMIDY | BUSBIEHO
Biovc naparovny 1 Tun NIBSC (Kat.Ne: | He npusHadeHa He

Py parpuny y 08/176) OAMHULA BUMIPY | BUSIBNEHO
Bibve naparonny 2 Tun NIBSC (Kat.Ne: | He npusHauyeHa He

Py parpuny Y 08/178) OOUHMUSA BUMIDY | BUSIBIIEHO
Bibve naparovny 3 Tun NIBSC (Kat.Ne: | He npusHauyeHa He

Py parpuny Y 08/118) OAMHULUA BUMIpY | BUsiBNeHO
Biovc naparovny 4 Tun NIBSC (Kat.Ne: | He npusHavyeHa He

Py parpuny Y 08/180) oaMHULUA BUMIpY | BUsBneHo
DopatkoBi maTepianu Ta obnagHaHHA

e HabGip ana ekctpakuii RevoDx Pathogen DNA/RNA

Purification Kit (Kat. No: 1P202302; idil biotech, Typeuuuna),

RevoDx Magnetic Pathogen DNA/RNA Purification Kit (Kar.

No: IP202303; idil biotech; TypeuuunHa)

Awmnnidikatop ana MJIP y pexxumi peanbHoro yacy

BignosigHri 313 (xanart, pykaBu4ku, okynspwu)

MikponineTku (0.5 mkn — 1000 mkn)

HakoHeuvHVkn ons [osatopiB 3 aepo3oribHUM iflbTPOM Ta

mapkyBaHHsaM DNase/RNase-free

Mikponpo6ipku 1,5 mn 3 mapkyBaHHsaM DNase/RNase-free

Buxposui 3milyBay (BopTekc)

e HacTtinbHa MikpoLeHTpudyra
MNP-nnaHweris/cTpmn-npobipok

e HacTtinbHa mikpoueHTpudyra ans npobipok o6'emom 1,5-2,0
M1

e [IpobGipkn abo nnaHweTn ansa MNIP y peansHoMy Yaci.

ans

MiaroTroBkKa 3pa3kiB

I3 pgaHMm Habopom MOXHa BMKOPUCTOBYBaTW BCi  3pasku
HYKNEIHOBMX KWCMOT, npuaaTHi ans axanisis metogom gPCR.
KniHiyHi 3pa3ku cnig po3rnagaty sik NoTEeHLINHO iHpeKLinHi; nig Yac
3abopy Ta 06pobku 3paskiB HEOOXiOHO JOTPUMYBATUCh 3aMOBKHMX
3axopiB LWoao 30yaHUKIB, WO NepefarnTbes Yepes KpoB.

Kniviumctn  (a  Takox denbawepn, MeacecTpu, nikapi Ta
crieujianicTn, NoB’si3aHi i3 MeAMLMHOK) HECYTb BiOMNOBIAANbHICTL 3a
BUKOPWUCTAHHSA MNpaBUNbHOI  npouegypu nig 4ac 36opy Ta
0e3neyHoro TpaHCnopTyBaHHSA 3paskiB o  nabopartopii.
[ocToBipHICTb pe3ynbTaTiB TECTYBaHHSA 3HAYHOKO MIpOK 3anexuTb
Bi, HanexXHOoi NpaKkTUKM Ha npeaHaniTMY4HOMY eTani, WO TaKoX
nepenbayae TOYHE | NOBHE JOKYMEHTYBaHHSI.

Micns 36opy He 36epiranTe LiNbHY KPOB NPU KIMHATHIN TemnepaTypi
goswe 4 roguH. TpaHCMOPTYBaHHS UiNbHOI KPOBi, cupoBaTkn abo
nnasMy Mae BianoeigaTv gep>xaBHUM abo MicLeBMM Hopmam.

Mpotokon

Bupinenns OHK Ons BugineHHs OHK 36ygHuka 3 kniHiYHUX 3paskiB
cnig  BMKOpMCTOBYBaTU Habip RevoDx Pathogen DNA/RNA
Purification Kit ab6o RevoDx Magnetic Pathogen DNA/RNA
Purification Kit. BUKOpUCTaHHA HLWIMX peareHTiB MOXe HeraTuMBHO
BMNIIMHYTU Ha XapakTepucTuku Habopy. byab nacka, [oTpuMmynTech
IHCTPYKUin BUpobHMKa obpaHoro Habopy ans suaineHHs OHK/PHK.

B igeani onepauii NoBMHHI NPOBOAUTUCS B TPbOX OKPEMUX 30HAX
(ans BupainenHsa [OHK/PHK, npurotyBaHHs peareHTiB gnsa TP,
amnnidpikayii), Wwob 3anobirtn koHTamiHaLii.

BHyTpiWHiN KOHTpOnb BHyTpiwHil KoHTponb (BK), MiLueHHIo sikoro
€ PHKa3za P ntogmHu, notpibeH Ans niaTBepmXeHHS NOTpansisiHHA
BugineHoi OHK vy peakuiiiHi npobipku. BHYTpIWHiA KOHTpOnb
BMKOPUCTOBYETbCA  ANS  MOHITOPUHry  edpeKTuBHOCTI  eTany
ekctpakuii OHK, a Takox gons nepesipkn Oyab-siKOro iHribyBaHHs
nne.

No3ntuBHMN KoHTponb 3HavyeHHs Ct NO3MTUBHOIO KOHTPOMNO Mae
aopiBHioBaTM 26 + 4, iHWI 3HA4YeHHs BKa3ylTb Ha HAsBHICTb
npobnem.

MpoTtokon MJIP

1. Po3mopo3sbTe BCi KOMMOHEHTW MpuW KiMHAaTHIN TemnepaTypi,
Kpim M.pneumoniae RM 2. T[loknagitTb KOMMOHEHT
M.pneumoniae RM 2 Ha nig. PeTenbHO nepemilanTte KOXeH
KOMMOHEHT, NoTiM  ocafiTb  Kpanni  KOPOTKOYacHUM
LeHTpudyryBaHHaM. lepeHeciTb yci peareHTu Ha nig abo
OXONOoOXKYHUUIA BroK.

2. KiHueBun ob'em peakuinHoi cymiwi (Master Mix)
OTPUMYETLCA  LUNAXOM MHOXEHHS] OKPEMUX peakuinHmMX
o6’emiB M.pneumoniae RM 1 1a M.pneumoniae RM 2 Ha
3aranbHy KinbKiCTb 3paskiB. [lpy UbOMY BpaxoByHOTbCA
AocniaXyBaHi KMiHIiYHI 3pa3kv Ta KOHTPOMbHi 3pasku. [Ona
YHUKHEHHSI MOXMOOK Npu po3KanyBaHHi pPeKoMeHOYETbCS
BpaxoByBaTW A0OATKOBUI 3pa3oK Npu NigpaxyHKy 3aranbHoil
KinIbKOCTi 3pa3kiB.

3. [Ons npuroTyBaHHA MaWcTep-cymiwi gogavte 14  Mkn
M.pneumoniae RM 1 ta 1 mkn  M.pneumoniae RM 2 ans
KOXXHOro  3paska Yy nigrotoeneHi npoGipkn. [licns
NPUroTyBaHHA  MancTep-MikciB  0bBepexHOo nepemiwaTu
cymiw ninetyBaHHAM abo Ha BOPTEKCi Ta ocaguTw Kpansi
KOpOTKOYaCHUM LeHTpudyrysaHHam. BHectn no 15 mkn
npuroToBaHoi cymiwi y npobipku/nnaHwet ana MJIP. Micns
BHECEHHS MaWCTep-MiKCy Yy INyHKM gogamte no 5 Mkn
ekcTparoBaHoi JHK, Nn03UTUBHOrO KOHTPONIO T aHeraTUBHOIO
KOHTPONo Yy BIiAgNoBigHi nNpobipkn. 3akpuTh KPULLKU 4n
3aKneiTV NNaHLWeT Ta 0caanTy Kpanmni LeHTPUAYryBaHHSM.

4. 3anporpamynTte npunag ana  amnnicpikadii - 3rigHo
npoTtokony, HaeegeHoro y Tabnuui 3. Bkasatn o6’em 3paska
20 mkn.

Ta6nuus 3: MNMporpama amnnidikauii

Haasa etany KmbKl(_:Tb Temnepary Yac
umknis pa
AkTuBaLs 1 95°C 2 x8
nonimepasu
95°C 10 cek
Amnnidpikauis* 40
60°C 20 cek

* OeTtekuia conyopecueHuii npu 60°C 3a kaHanamu ROX ta Cy5

5. O6patn BumiptoBaHHsI piBHS dnyopecueHuii npu 60°C 3a
kaHanamu ROX Ta Cy5.

3anyctuTu nporpamy.

MporpamyBaHHa  npunagy Ta  aHania  pesyneraTis
3[iiCHIOBATK BiANOBIQHO A0 IHCTPYKLii BUPOOHUKA.
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AHani3 gaHunx

3HayeHHs Ct Ana nNO3UTMBHOIO KOHTPOMIO MOBUHHO [OPIBHIOBATH
2614, a HeraTMBHWA KOHTPOMb Y BCiX KaHanax MOBWHEH OyTu
HeraTMBHUM. B iHLWIOMY BUNagKy eKCnepuMeHT chifg, NOBTOPUTH.

Pesynstatn  ana
HaCTYNMHUM YMHOM:

KOXHOro

MancTep-Mikcy

iHTepnpeTyBaTH

Mo3utmneHWMA Ha Mycoplasma
pneumoniae

Pesynbrart BanigHui.
36yaHWK He BUSIBNIEHO

HeBanigHui pesynesrart.
3pasok cnig NoBTOPHO
nporecTyBaTu

IHbopmauia ona 3amoBneHHA

pneumoniae gPCR Kit

Hassa npoaykry dacyBaHHSA KaTt.Ne
RevoDx Mycoplasma )
pneumoniae gPCR Kit 25 Tectis IP202328-25
RevoDx Mycoplasma 100 Tectis | 1P202328-100
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