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Habip ansa

BusaBneHHs AHK
Neisseria meningitidis

Neisseria meningitidis
qPCR Kit

IHCTpPYKLUiA 3 BUKOPUCTaHHA

AkicHe BuasneHHsa OHK Neisseria meningitidis
Onsa piarHocTukwm in vitro
Onsa npocecinHOro BUKOPUCTaHHSA

KaTanoxHi Homepu:
IP202235-100 — 100 TecTiB
IP202235-500 — 500 TecTiB

C€ [ivo]

Cknap Habopy

KomnoHeHT 100 tectiB | 500 TecTiB

BydepHa cymiw 5x 1400

1 N.meningitidis RM 1 1400 mkn MK
®PepmeHTHa CyMiLll

2 | N.meningitidis RM 2 100 min | 500 mkn
[03UTUBHUIN KOHTPOMBbHUNIA

3 | spasok 100 mkn 200 mkn
N.meningitidis Positive control
HeraTvBHWIN KOHTPONBHWI

4 | 3pasok 100 mkn 200 mkn
N.meningitidis Negative control

TpaHcnopTyBaHHSA, 36epiraHHsa Ta cTabinbHICTb
HabGopu MoxHa TpaHcrnopTyBaTu npu Temnepatypi Big +2°C po
+8°C. Bci komnoHeHTn Habopy RevoDx Neisseria meningitidis
gPCR Kit cnig 36epiratn npu Temnepatypi Big -25°C go -15°C.
Cnig yHukaTn 36epiraHHa npu Binbll BUCOKMX Temnepartypax. 3a
YMOB  HamexHoro  30epiraHHA  BCi  KOMMOHeHTW  Habopy
3anMwarTbCa CTabinbHUMKM [0 3akiHYeHHS TepMiHy MpuaaTHOCTI,
BKaszaHOro Ha etukeTui npoaykty. PeareHtn RM 1 ta RM 2 He
MOXHa 3aMOpPOXyBaTU-pPO3MOPOXyBaTH Binblue 3 pasis, Le Moxe
NpU3BECTUM [0 3HWXEHHS 4yTnuBocTi Habopy. MNpu HeobxigHoCTi
30inNbLUEHHsT KINbKOCTI LMKNIB 3aMOPOXYBaHHS-PO3MOPOXKYBaHHS,
po3ginite Habip Ha kinbka anikeoT 3py4yHoro ob’emy Ta 3bepirante
npu Temnepartypi Big -25°C go -15°C.

MepenbavyeHe BUKOPUCTAHHA

RevoDx Neisseria meningitidis qPCR Kit — ue [JIP-tect vy
peanbHOMY 4aci, Npu3HavYeHun ansa skicHoro susBneHHa [OHK
Neisseria meningitidis.

Mo3nTMBHI pe3ynbTaT He BUKIOYAKTb  KOIHGpeKuii 3 iHwmMMun
natoreHamun. BusaBneHun 306yoHMK MoXe He OyTu OCTaTo4HON
NPUYMHOKD 3aXBOPIOBAHHA. HeraTtuBHiI pe3ynsTaT He BUKIOYAThb
HasBHICTb iH(eKUii i He NOBMHHI BUKOPUCTOBYBATUCA K €AMHA
nigctaBa AnNs NPUAHATTA pilleHb LWoAo MiKyBaHHSA nauieHTa.
HeraTuBHi pesynstati BapTo KOMGiHyBaTW 3 KMiHIYHOK KApTUHOIO,
icTopieto nauieHTa, Ta enigemionoriyHo iHopMauieto.

Habip RevoDx Neisseria meningitidis gPCR Kit npusnavenuin gns
NpogeciiHoOro  BMKOPUCTAHHA  kBaniikoBaHum rnabopaTtopHum
nepcoHarnom, Wo NponLoB HaB4YaHHs meTtogam MNP y peanbHomy
yaci Ta npouenypam ansa giarHoCTukK in vitro.

OOMeXXeHHSA Woao BUKOPUCTAHHA NPOAYKTY
e  BukopucToByBaTV nuLLE 3@ MPUHAYEHHAM
e Habip RevoDx Neisseria meningitidis

nNpU3HaYeHnn ons giarHoCTUKK in vitro.

e [loTeHuinHi MyTauii B UINbOBUX 0OMacTax reHoMmy
naToreHa, 3anyyeHux Yy peakuii, MOXyTb Npu3BecTU 0
XUBHOHEeraTuBHUX pe3ynbTaTiB TecTy.

e |Hribitopu T[1/IP B enarax MOXyTb nNpuU3BecT A0
XxMbHOHeraTMBHUX abo HeBarnigHUX pesyneTaTtiB TeCTy.

e [lnAa oOTpuMaHHA [OCTOBIPHMX pesynbraTiB  HeoOXigHO
OOTpMMYBaTUCh npaBUIbHUX MeToAiB 360py,
TpaHCcnopTyBaHHs, 36epiraHHsA Ta 06pobkn 3paskiB.

e HabGip npusHaveHun Ans NpodeCinHOrO BUKOPUCTAHHS
kBanidikoBaHMM MepcoHaniom, Lo MPOWLLOB BigMnoBigHE
HaBYaHHS.

e JloTpumymTecs iHCTPYKUi 3 BUKOPWUCTaHHA OO0 Habopis
ANst OTPUMaHHs onTuManbHux pesyneratis MJ1P.

e He BuKopucToByrWiTe Habip micns 3akiHYEeHHA TepMiHy
npuaaTtHocTti. KomMnoHeHTM Habopy 3 pisHUX cepii He
MOXHa 3MilLyBaTy.

gPCR  Kit

Onuc npoaykrty

RevoDx Neisseria meningitidis qPCR Kit — ue TMJP-aHani3 Ha
ocHoBi TagMan-TexHomorii, fka nepeabdaYyae BUKOPUCTaHHS
crneuianbHOro 3oHAy 3 (priyopecueHTHO MITKOK Ha S'-KiHui i
Mornekynot racHuka Ha 3'-kiHui. [Mig yac pennikauii JHK y xogi
MNP, miveHun cdnyopecueHTHMM 6apBHUKOM 30HA, riGpuAN3YyETLCS 3
OHK-matpuueto i pyrHyeTbca 5'-3' eHOoOHyKneasHo akTUBHICTIO
OHK-nonimepasn Thermus aquaticus (Taq) B Mipy NOAOBXEHHS
npavimepa [JIP. 3oHg po3wennioeTbca nuvwe Todi, Komwu
BinbyBaeTbca pennikauis OHK, npu yomy BigOyBaeTbCst po3aineHHs
Monekynu crnyopecLeHTHoro 6apBHMKa Ta MONEKyny racHuka.
YT1BopeHi npogyktu MNJ1IP MoXHa BUSIBUTU NPOTATOM KiflbKOX XBUIUH
3aBOSKU MiABULLEHHIO piBHS dbriyopecueHLii, sike BigbyBaeTbes
€KCMOHEeHUjanbHO 3 KOXHUM HACTYMHUM UMKNom amnnidikauii y
xopi MJIP. Mapametp Ct (NOporoBun UMKM) — L HOMEp LMKy
amnnidpikauii, npyn Akomy cnyopecueHLis peakuinHOi  CyMmiLli
nepeBuLLY€E gikCOBaHe NOPOroBe 3HAYEHHS.

Habip nepegbavae BUKOPUCTaHHSA ChnewjianbHOr0 BHYTPILIHLOMO
koHTponto (PHKasa P niogmHn) anst nepeBipky SKOCTi eKCTpakLii Ta
amnnigikawii.

3aranbHun onuc

Neisseria meningitidis — ue rpamHeratuBHi 0OakTepii, WO
BUKINUKAOTb MEHIHTOKOKOBI iHdekuil. Lli Baxki 3axBoproBaHHs
BKIMHOYaOTb  iH(pekuii 0BGOMOHOK rOMOBHOMO Ta CMMHHOMO MO3KY
(MeHiHriT) | KpOBOTOKY, i YacTo Npu3BoAaTb A0 cmepTi. CumnTomm
MOXYTb BKIHOYATU NNXOMaHKY, ronoBHUIA Ginb i purigHiCTb LK,
iHogi 3 BonamM B M’A3ax. TakoX MOXYTb CnocTepiratucsl HygoTa,
OnioBoTa Ta iHWI cMMmnToMKU. BucunaHHA Ha LWKipi BUHMKAKOTb
NPUGMM3HO y MOMOBUHM BCiX OCI0 3 MEHIHTOKOKOBUM MEHIHTITOM.
MEHIHrOKOKOBMI  MEHIHFT acouiioBaHUWM 3 BUCOKAM  pPiBHEM
CMEpPTHOCTI Ta CTiKMMM HEBPOMOriYHUMKU gedekTammn, ocobnmeo
cepeg HeMOBNAT | fJiTe paHHbOro BiKy. 3a BiACYTHOCTI
aHTMBioTMKOTepanii MEHIHTOKOKOBUI MEHIHTIT 3aBXAW 3aKiHYyeTbCA
netansHo.
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IHpopmauin woao 6esnekun

e KniHiyHi 3paskm cnig po3rnagatyM 8K NOTEHUNHO
iHbeKLUiViHI; 3 HUMKM cnig npauytoBaTn B 30HI Giobesnekn
1-ro abo 2-ro piBHSA, 3anNexHO Bifg 30yaHMKa iHGeKUii.

e Yci oTpumaHi Bigxoou cnig BBaXaTu  MOTEHUIMHO
iHcbekUiHUMKU. 3 HUMK cnig NOBOAUTMCH Ta yTwUMidyBaTu
BiQnoBiAHO 4O MicLeBux npaBun 6esneku.

e  YHukante OyOob-SIKOTO KOHTaKTy LIKipU 3 peareHTamu
Habopy. Y BUNagKy KOHTaKTy peTenbHO NPOMUTU BOAOHO.

e  YHukante po3bpun3KyBaHHS Ta YTBOPEHHSI aepo3oniB.

e [licna pobotu i3 KniHiYHMMMK 3pa3kamMu Ta peareHTamu
HeobXigHO MUTK PYKM.

e |HdopmaLito CTOCOBHO XiMiYHOrO ckragy Ta 6e3neyHocCTi
pearenTiB Towo (MSDS information) moxHa oTpumaty Big,
BMPOOHMKa Y1 MOro NnpeacTaBHMKa 3a 3anvMToM.

e [lpu poboTi B nabopatopii Bukopuctosysatu 3I3.

e Ha nouatky Ta B KiHUi poboTu pesiHdikyhTe yci poboui
NoBEPXHi 3He3apaxyBanbHUMU PO34MHAMM.

e [lepekoHanTecb, WO YyCi pO3XigHi MaTtepianu MakTb
mapkyBaHHst DNase/RNase-free.

e [loBoabTecs 3 ycima maTepianamu BignoBigHO A0 npaBus
pobotn B nabopaTopisx, WO NpoBOASTb AOCHIIKEHHS
MOSEKYNSIPHO-FTEHETUYHUMKN  MeToaamu, Wob 3anobirtu
nepexpecHi KOHTamiHaLil.

e  BuKopuCTOBYITE TiNbkM MOBipeHi/kanidbpoBaHi Jo3aTopu
Ta HaKOHEYHWKM 3 aepo30rbHUM (PiNETPOM.

e 3bepirante Habip nopani Big mxepen 3abpyoHEHHs

HYKNEeIHOBMMM  Kucrotamu, 0ocobrnmBo  npoayKTamu
amnnicpikauii.

e YCi MaHinynsauii BapTo NpoOBOAUTM B OKPEMMX 30HaAX
(excTpakuis OHK/PHK, NPUroTyBaHHs peakuinHmx

cymiwewn, amnnidikadis).

e Yce obnagHaHHSA Ta BUTpaTHi maTtepianu Ons KOHKPeTHoi
onepauii NOBMHHI 3HaxX0OUTUCH B 30Hi, e BUKOHYETLCS LS
onepauis, i He MNOBWHHI NepemillaTnca MK PisHUMU
30Hamu. PykaBu4ky criig 3MiHIOBaTU NPWY NEPEXOAi Y KOXHY
30Hy. JlabopaTtopHi xanat¥ NOBUHHI OyTKM OKpemumun ans
KOXHOT 30HM i iX HE MOXHa HOCUTM 3a MeXaMu LiiET 30HM.

e Po0OTM NOBWHHI BWKOHYBaTUCb B OOHOMY HarpsiMKy,
noymHawum i3 3oHn ekctpakuii OHK/PHK i 3akiHuytoumn
BiQNOBiAHMMM 30HAMW BUKOPUCTAHHS.

XapakTepucTuku Habopy

Mexa BusiBneHHs (LoD) - AmHaniTuyHe pocnigXeHHsA
yyTnuBocTi: [na Bu3HayeHHs Mexi BusiBneHHs (LoD) 6yna
niarotoBrneHa cepis po3BedeHb CUHTETUYHOrO (parMeHTy reHa
30yaHuKka, Wwob oTpumaty KiHueBi koHueHTpaui 1520, 860, 125, 47
Ta 24 xonii/Mn LWNAXOM pO3BEAEHHS 3pa3kaMu LinbHOI KpOBi,
3ibpaHumK y HeratuBHMX OCi6, Ans imiTauii kniHiyHKX 3paskis. HK
natoreHa ouuwanu 3a pgonomorold RevoDx Genomic DNA
Purification Kit from Bacteria. KoxHe po3BeneHHst 6yno nepeipeHo
B 24 noBTopax. 3HayeHHs Mexi BusiBneHHs (LoD) 6yno
po3paxoBaHo LMAXOM NpobiT-aHanisy. 3Ha4YeHHs MexXi BUSIBNEHHS
(LoD) craHoBuno 70 koniw/mn. Le 3HayeHHss LoD 6yno
nigTBEPOKEHO TeCcTyBaHHsAM gogaTtkoBux 12 pennikaTiB i3
KOHUeHTpauieto 70 konin/mn. Yci 12 pennikatiB ganu nos3vTuBHI
pesynbTatu Ons  MiweHi, Takum Oyno nigTBepmkeHo, wo LoD
ctaHoBuTb 70 Komin/mn.

IHKNIO3UBHICTL:

[nsi NnocnigoBHOCTEN KOXHOIO reHOTMNY, AOCTYNHMX Y 6asax AaHux
NCBI, 6yno npoBefeHo iHKMO3MBHUI aHani3 in silico npavimepis i
3oHaiB RevoDx Neisseria meningitidis qPCR Kit. Pesynsratu
OOCNIMXKEHHA  nokasanu, LWo AiNgHKW, SKi po3ni3HaTbCH
po3pobneHMu nNpariMepamu Ta 3oHgamu, matotb 100% romonorito
3 yciMma [OCTynHMMM MOCMiAOBHOCTAMM reHotunie 3 6as

AaHux/6aHkiB  gaHmx HauioHanbHOro UeHTpy OGioTexHonorivyHoi
iHdpopmauii (NCBI).

MepexpecHa peakTUBHICTb:

MepexpecHa peakTuBHicTb Habopy RevoDx Neisseria meningitidis
gPCR Kit 6yna ouiHeHa sik 3a gonomoroto aHaniay in silico, Tak i 3a
ponomoroto TectyBaHHa metogom MIIP. Anania in silico npanmepis
i 3oHgiB RevoDx Neisseria meningitidis gqPCR Kit npotu
nocnigoBHOCTEN 24 naToreHiB nokasas, WO Habip € cneumdivyHnm
00 CBOEI MilLEHI | He Jae NepexpecHOi peakuii 3 MMM naToreHamu.
MepepaxoBaHi Hwk4ye 23 30ygHWMKIB OynmM  MpoOTECTOBaHi Ha
nepexpecHy peakTuBHicTb MetogoMm [MJIP 3a gonomorot Habopy
RevoDx Neisseria meningitidis qPCR Kit. XuGHONo3uTMBHMX
pesynesTaTiB He BUSIBIIEHO.

Hwkye  HaBegeHi  pesynbtaT  OOCRIAXEHHA  NepexpecHol
peakTUBHOCTI, K in silico, Tak i meTogom 1P,
AHani3 nepexpecHoi peakTMBHOCTI in silico

OpraHi3m Pesynbrar

Hemae romonorii
Hemae romornorii
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
Legionella pneumophila
Mycobacterium tuberculosis
Streptococcus salivarius
Streptococcus pyogenes
Bordetella pertussis
Mycoplasma pneumoniae
Pneumocystis jirovecii (PJP)
Enterococcus dispar
Listeria monocytogenes
Proteus spp.
Saccharomyces cerevisiae
Schizosaccharomyces pombe

Aspergillus niger

Hemae romonorii

Salmonella spp.

Hemae romonorii

Serratia marcescens

Hemae romonorii

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

Bipyc naparpuny 1-4 Tunis

Bipyc rpuny A ta B

EHTeposipyc (Hanp. EV68)
PecnipaTtopHo-cUHUMTIanbsHUin Bipyc
PuHoBipyc

ApeHoBipyc (Hanp. C1 Ad. 71)
MeTtanHeBmoBipyc noguHn (hMPV)

AHanis nepexpecHoi peakTuBHocTi metogom MNJ1IP

OpraHism Oxepeno KoHueHTpauis Pe3ynbrart
Chlamydia KniHiuHmn He npu3HaveHa He
pneumoniae 3pasok 0OVHMLSA BUMIpY BUSIBNEHO
Legionella KniHiyHmn He npu3HaveHa He
pneumophila 3pasokK OAVHULS BUMIDY BUSIBIEHO
Mycobacterium KniHivHmn He npu3HaveHa He
tuberculosis 3pasok 0oaVIHWLA BUMIPY BUSABMEHO
Streptococcus KniHiyHun He Npu3HayeHa He
pyogenes 3pasok oOVHULSA BUMIDY BUSIBIEHO
Bordetella pertussis KniHiyHmn He npusHadeHa He

3pasok oOVHWLA BUMIpY BUSIBIEHO
Mycoplasma KniHivHmn He npu3HaveHa He
pneumoniae 3pasok 0OVHMLSA BUMIpY BUSIBNIEHO
Pneumocystis KniHivHmn He npu3HaveHa He
jirovecii (PJP) 3pasoK OOUHWLS BUMIpY BUSABIIEHO
] KniHiyHun He Npu3HayeHa He
Enterococcus dispar .
3pasok oOVHULSA BUMIpY BUSIBNIEHO
Listeria KniHiyHun He Npu3HayeHa He
monocytogenes 3pasok oOVHULA BUMIpY BUSIBIEHO
. . KniHiyHmn He npu3HaveHa He
Aspergillus niger .
3pasok oOVHULSA BUMIpY BUSIBNIEHO
Koponasipyc ntoguHn | NIBSC (Kat.Ne: He npusHaveHa He
(229E) 09/132) OANHULIA BUMIPY BUSIBIIEHO
PuHOBIpYC NIBSC (KaT.Ne: He npusHayeHa He
08/324) OOVHWLSA BUMIDY BUABNEHO
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o
ALeHoBipyc NIB1SGC/3(§2)T'N" 2.0x108 MO/mn Bm';ﬁeHo
Bipyc rpuny o-

Wemsihuen | NBSC (e | sermroimens | e
/1/2003, H1N1)

my;m%yzoos, NIBS%Z(ggT.NQ: He MpuaHayeHa He
H3N2) ) oaVHULS BUMIpY BUSIBNEHO
Bipyc rpuny NIBSC (Kat.Ne: He npusHaveHa He
(B/Jiangsu/10/2003) 07/300) OAMHULSA BUMIDY. BUSIBNIEHO
Bipyc imyHogediunTy .

noavHn 1 Tuny NIB1S(§:/1(52)T'NQ' 1.25x10° MO/mn Bm';ﬁeHo
(BIJ1-1, HIV-1)

Bipyc imyHogediunty .

noanHN 2 TUNY NIB?gz(gg)T'Ng' 2.8x10°MO/mn BMFl';J?eHO
(BIJ1-2, HIV-2)

PecnipatopHo-cuHuut | NIBSC (Kat.Ne: He npu3HaveHa He
inbHUN Bipyc A2 08/120) 0OOVHULA BUMIpY BUSBIIEHO
Bipyc naparpwuny 1 NIBSC (KaTt.Ne: He Npu3HayeHa He
Tmny 08/176) oOVHWLA BUMIpY. BUSIBNIEHO
Bipyc naparpuny 2 NIBSC (KaTt.Ne: He npu3HaveHa He
mny 08/178) OAVHULIA BUMIPY BUABNEHO
Bipyc naparpuny 3 NIBSC (KaT.Ne: He npu3HaveHa He
TNy 08/118) 0AVHWLA BUMIpY BUSIBIIEHO
Bipyc naparpuny 4 NIBSC (Kat.Ne: He npu3HaveHa He
TMny 08/180) OAMHULS BUMIpY BUSIBNIEHO

HopaTkoBi maTepianu Ta o6nagHaHHA
e HaGip RevoDx Pathogen DNA/RNA Purification Kit (Kar.
No: IP202302; idil biotech, TypewunHa) abo RevoDx
Magnetic Pathogen DNA/RNA Purification Kit (Kat. No:
IP202303; idil biotech, TypeyunHa)
Awmnnidikatop ana MNJ1P y pexumi peansHoro yacy
Bignosigri 313 (xanar, pykaBu4ku, okynsipu)
MikponineTtku (0.5 mkn — 1000 mkn)
HakoHe4Hukn Ans [osatopis 3 aepo3ornbHUM (PinsTpom Ta
mapkyBaHHsaM DNase/RNase-free
Mikponpo6ipku 1,5 mn 3 mapkyBaHHam DNase/RNase-free
BuxpoBui 3milyBay (BopTekc)
e HacTtinbHa MikpoueHTpudyra
MJTP-nnaHweTiB/cTpmn-npobipok
e HactinbHa MikpoueHTpudpyra ans npobipok o6'emom
1,5-2,0 mn
e [pobGipkun abo nnaHwetn ansa MJIP y peansHomy yaci.

ans

MigroTroBKa 3pa3kiB

Llein Habip BanigoBaHo AN BMKOPWUCTaHHS 3i 3paskaMu LinbHOI
KpoBi u4Mm remokynetyp. Kpim Toro, 3 Habopom MoOxHa
BMKOPUCTOBYBATU BCi 3pa3ku HYKNEIHOBUX KWUCMOT, nNpuaaTtHi Ans
aHanisiB metogoM QPCR. KniHiyHi 3pasku cnig posrnsgatv sk
NOTeHUiNHO iHdeKUinHi; nig 4ac 3abopy Ta 00Opobkum 3paskiB
HeobXigHO AO0TpMMyBaTUCh 3anobiKHWX 3axopfiB WoAo 30yaHMKIB,
LLIO NepefalTbCst Yepes KPOoB.

KniHiunctn (@  Takox dpenbawepn, MepcecTpu, nikapi Ta
cneuianict, NOB’A3aHi i3 MeaNUMHOK) HECYTb BiANOBiAaNbHICTL 3a
BMKOPUCTaHHS NpaBunbHOI npoueaypu nig 4ac 36opy Ta
©e3nevyHOro  TpaHCMOPTYBaHHs  3pa3kiB o  naboparopii.
[oCTOBIpHICTb pe3ynbraTtiB TECTYBAHHSI 3HAYHOK MIpOK 3aneXuTb
Bif, HanexXHOi MpaKTUKM Ha npeaHaniTM4HOMY eTani, O TaKoX
nepeabayae TOYHE | MOBHE JOKYMEHTYBaHHS.

Micns 36opy He 36epiranTe WinbHY KPOB NpU KiIMHATHIN Temneparypi
poBlwe 4 roanH. TpaHCNOPTYBaHHS UiNbHOI KpoBi, cupoBaTku abo
nnasmu mMae BignosigaTn aepxasHUM abo MicLLeBMM HOpMaM.

Mpotokon

BuaginenHa OHK [ns sugineHHa [OHK 306ygHuka 3 KniHIiYHUX
3paskiB cnig BukopuctoByBatu Habip RevoDx Pathogen DNA/RNA
Purification Kit abo RevoDx Magnetic Pathogen DNA/RNA
Purification Kit. BukopuctaHHs iHWNX peareHTiB MOXe HeraTMBHO
BMIMHYTW Ha XapakTepucTukn Habopy. Byab nacka, 4OTpuMynTech

iHCTPYKUin BUpOGHMKa obpaHoro Habopy ans suaineHHs OHK/PHK.
B ipeani onepauii NOBUHHI NPOBOANTUCHA B TPbOX OKPEMMX 30HaX
(ana BuaineHHa [OHK/PHK, npurotyBaHHs peareHTiB ans [P,
amnnidpikayii), Wwob 3anobirTn koHTamiHaLi.

BHyTpiWHiN KOHTponb BHyTpiwHin koHTponb (BK), MiweHH0
akoro € PHKasa P nwoguHu, notpibeH ans niaTBepaXeHHs
notpannsiHHs BuaineHoi OHK y peakuiiiHi npoBipku. BHyTpilwHin
KOHTPOIb BUKOPUCTOBYETLCH A1 MOHITOPUHIY ehbeKTMBHOCTI eTany
ekctpakuii AHK, a Takox gons nepesipku Oyab-sikoro iHribyBaHHS
Mne.

Mo3utnuBHUM KOHTPONb 3HayeHHss Ct MO3UTUBHOIO KOHTPOIO Mae
aopiBHioBaTM 28 + 4, iHWI 3HAYEHHs BKa3ylTb Ha HasIBHICTb
npobnem.

Mpotokon MNP

1. Po3amoposbTe BCi KOMMOHEHTU NpwW KiMHaTHIA TeMneparypi, KpiMm
N.meningitidis RM 2. MNoknagite komnoHeHT N.meningitidis RM 2
Ha nig. PeTenbHO nepemiwanTte KOXEeH KOMMOHEHT, NOTiM ocafiTb
Kpanni KopoTKoYacHMM UeHTpudyryBaHHaMm. [lepeHeciTb yci
peareHTV Ha nia abo oxonomxy4unii Grok.

2. KiHueBu o6’em peakuinHoi cymiwi (Master Mix) oTpumyeTtbes
LMAXOM MHOXEHHS OKpeMux peakuinHux o6’emiB N.meningitidis
RM 1 ta N.meningitidis RM 2 Ha 3aranbHy KinbkicTb 3paskis. [1pu
LbOMY BpPaxoBYHOTbCS OOCHiAXKYBaHi KNiHiYHI 3pa3ku Ta KOHTPOSbHi
3paskn.  [Ons YHWKHEHHss  MOXMBOK  Mpu  po3KanyBaHHI
pekoMeHAYyETbCA BpaxoByBaTK OOAATKOBUIN 3pa3ok Npu NigpaxyHKy
3aranbHoi KinbKOCTi 3paskiB.

3. [Ons npuroTyBaHHa MawncTep-cymiwi agogjanmte 14  Mkn
N.meningitidis RM 1 Ta 1 mkn  N.meningitidis RM 2 ans koxHoro
3paska y nmigrotoBneHi  npobipkn. [licna  npuroTyBaHHA
MancTep-mikciB obepexHo nepemiiati CyMmill nineTyBaHHAM abo
Ha BOPTEKCI Ta ocagntn Kpanni KOPOTKOYaCHUM
LeHTpudyryBaHHsaM. BHectv mo 15 MKN npurotoBaHoi cymiuli y
npobGipku/nnaHwet ana MNP, MMicns BHeceHHA MawcTep-mikcy Y
NyHKM popamte no S mkn ekctparosaHoi [HK, nosumTtBHOrO
KOHTPOI Ta HEraTMBHOIO KOHTPOIIO Y BignoBigHi npobipku. 3akpuTun
KPUWKM 44 3akneiTm  nnaHwer Ta  ocagutu  Kpanni
LEeHTPUAdYryBaHHSAM.

4. 3anporpamyiTe npunag ansa amnnidikauii 3rigHO MpPOTOKOY,
HaBefeHoro y Tabnuui 3. Bkasatn 06’em 3paska 20 mkn.

Ta6nuua 3: Mporpama amnnigikawii

KinbkicTb Temnepat
Hasga etany . Yac
LMKNiB ypa
AKTMBaLA 1 95°C 2 x8
nonimepasu
e 95°C 10 cek
Amnnidikauis® 40
60°C 20 cek

* Oetekuina dpnyopecueHuii npu 60°C 3a kaHanamu FAM ta HEX

5. O6patn BumiptoBaHHA piBHS dnyopecueHuii npu 60°C 3a
kaHanamu FAM ta HEX.

6. 3anyctutn nporpamy.

7. MNporpamyBaHHs Npuragy Ta aHania pesynbraTiB 3A4iMCHI0BATU
BiANOBIAHO A0 IHCTPYKLi BUPOOHUKA.
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AHani3 gaHux

3HayeHHsA Ct ons NO3WTUBHOIO KOHTPOMIO MOBWMHHO OOPIBHIOBATU
28+4, a HeraTvBHWIA KOHTPOMNb Yy BCiX kaHamax MoBWHEH OyTu
HeraTuBHWM. B iHLLOMY BMNaAKy ekcrnepumeHT cnif MOBTOPUTK.

Pedynetath  Ona  KOXHOro  MancTep-Mikcy  iHTepnpetysaTtu
HacCTyMHUM YNHOM:

[MNo3suTtneHMI Ha Neisseria
meningitidis

Pesynbrat BanigHuin.
36yaHWK He BUSIBNEHO

HeBanigHui pesynerar.
3pasok cnig NOBTOPHO
npoTtecTyBatu

IHpopmauina gna 3aMmoBNeHHs

HasBa npoaykrty ®dacyBaHHA KaTt.Ne
RevoDx Neisseria .
meningitidis gPCR Kit 100 TecrTiB 1P202235-100

RevoDx Neisseria .
meningitidis qPCR Kit 500 TecTiB 1P202235-500
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