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Habip ansa
BusisneHHs AHK
Streptococcus pneumoniae

Streptococcus pneumoniae gPCR Kit

IHCTpPYKLUiA 3 BUKOPUCTaHHA

AkicHe BuaBneHHa OHK Streptococcus pneumoniae
Ons pgiarHocTUKM in vitro

Ans npodecinHoro BUKOpUCTaHHSA

KaTanoxHi Homepwu:
IP202214-100 — 100 TecTiB
IP202214-500 — 500 TecTiB

C€ [ivo]

Cknag Habopy

Ha3Ba koMnoHeHTa 100 TecTig 500 TecTiB

BydepHa cymiw 5 x 1400
S.pneumoniae RM 1 1400 mkn MK

depmeHTHa CyMiLl

2 S.pneumoniae RM 2 100 mKkn 500 Mkn

3 nO3VITVIBHVII{I KOHTPOIbHUI 3pa30K 100 MK 200 MKn
S.pneumoniae Positive control

4 HeraTuBHWIN KOHTPONBbHUIA 3pa3oK 100 MK 200 MKn

(S.pneumoniae Negative control

TpaHcnopTyBaHHs, 30epiraHHA Ta cTabinbHICTL

Habopu MoxHa TpaHcnopTyBatu npu Temnepartypi Big +2°C pgo
+8°C. Bci komnoHeHTM Habopy RevoDx  Streptococcus
pneumoniae qPCR Kit cnig 36epiratn npu Temnepatypi Big -25°C
no -15°C. Cnig yHukatn 36epiraHHss npu  Ginbll  BUCOKUX
Temneparypax. 3a yMOB HamnexHoro 36epiraHHs BCi KOMMOHEHTMU
Habopy 3anuwatoTbca CTabinbHMMM [0 3aKiHYEeHHA TepMiHy

NpMAaTHOCTI, BKAa3aHOro Ha eTUKeTWi npoaykty. PeareHTtun
S.pneumoniae RM 1 Ta RM 2 He MOXHa
3aMOpOXyBaTM-pO3MOPOXYBaTK Ginblwe 3 pasiB, Ue MOXe

NpU3BECTU [0 3HWXEHHS 4yTnuBocTi Habopy. lMpu HeobXigHOCTI
30iNbLUEHHST KiNbKOCTI UMKIIB 3aMOpPOXYBaHHSA-PO3MOPOXKYBaHHS,
po3ainitb Habip Ha Kinbka anikBoT 3py4Horo 06’emy Ta 3b6epiraiite
npu Temnepartypi Big -25°C go -15°C.

MepenbavyeHe BUKOPUCTaAHHSA

RevoDx Streptococcus pneumoniae qPCR Kit — ue MNP-tect y
peanbHOMY 4aci, nMpusHadeHun Ana sikicHoro BusiBneHHs [OHK
Streptococcus pneumoniae y Takux 3paskax: LUifbHa KpoB,
KynbTypy KpOBi, CMIMHHOMO3KOBA piAuMHa, MasKku 3 HOCOIMOTKW Ta
POTOrNOTKN, HOCOIMOTKOBUIA acnipaT/naBax, BpoHX0anbBEONSPHUN
naBax, GpoHxianbHUI acnipaT, MOKPOTUHHSI.

Mo3nTUBHI pes3ynbTaT He BUKNIOYalTb KOIHMeKUil 3 iHWuMK
natoreHamu. BusiBneHuin 30yaHUK MoXe He OyTM ocTaTo4HO
NPUYMHOK 3aXBOPIOBaHHA. HeraTuBHI pe3ynstati He BUKMYaoTh
HasBHICTb iHMEKLii | He MOBWHHI BUKOPWCTOBYBaTUCA AK €QuHa
nigctaBa Ans NPUAHATTS pilleHb LWoAOo JiKyBaHHA nauieHTa.
HeratuBHi pe3ynsratv BapTo KOMOiHYBaTW 3 KIiHIYHOK KapTUHOL,
icTopieto nauieHTa, Ta enigemMionoridyHo iHpopmauieto.

Habip RevoDx Streptococcus pneumoniae gPCR Kit npusHayeHui
Anst NpoecinHOro BUKOPUCTaHHS KBanicikoBaHuM nabopaTtopHum
nepcoHanom, Lo NponwoB Hae4YaHHA meTtodam IMJ1P y peanbHoMy
yaci Ta npoueaypam Ans AiarHocTuku in vitro.

OOMeXXeHHSA WoAO0 BUKOPUCTAHHA NPOAYKTY

e  BukopucToByBaTV nuLLe 3@ NPUIHAYEHHAM

e HabGip RevoDx Streptococcus pneumoniae gqPCR Kit
nNpU3Ha4YeHnn gnsa giarHoCTUKK in vitro.

e [loTeHuinHi MyTauii B LinbOBMX 0bracTsix reHoMy natoreHa,
3anyyeHMx y  peakuii, MOXyTb  Mpu3BecTM [0
XUBHOHEeraTuBHMX pe3ynbLTaTiB TECTY.

e |Hribitopu TP B enwatax MOXyTb MpU3BECTU A0
XMbHOHeraTMBHUX abo HeBarigHUX pesynbTaTtiB TecTy.

e [lnAa OTpUMaHHs [OCTOBIpHUX pesynbraTtiB  HeobXxigHo
OOTpMMyBaTUCh NpaBuIbHUX mMeToziB 360py,
TpaHCNopTyBaHHs, 36epiraHHsA Ta 06pobkn 3paskiB.

e HabGip npusHayeHun ans npodpeciiHoro BUKOPUCTaHHS
KBanigikoBaHMM nepcoHanoM, Lo MNpOWMLIOB BignosigHe
HaBYaHHS.

e JloTpumynTecs iHCTPYKLi 3 BUKOPUCTaHHS 0 Habopis aAns
OTpUMaHHA onTumansHux pesyneraris [P,

e He BukopuctoByinTe Habip nicns 3akiHYEHHS TepMiHy
npupartHocti. KomnoHeHTn Habopy 3 pi3HMX cepin He
MOXHa 3MilLyBaTy.

Onuc npoaykTy

RevoDx Streptococcus pneumoniae gPCR Kit — ue MJIP-aHanis
Ha ocHoBi TagMan-TexHonorii, sika nepenbadYae BUKOPUCTaHHS
crneuianbHOro 3oHAy 3 ryopecUeHTHO MITKOK Ha 5'-kiHui i
Mornekynorw racHuka Ha 3'-kiHui. [ig 4Yac pennikauii AHK y xogi
MNP, miveHnn dnyopecueHTHUM 6apBHUKOM 30HA ribpMAn3yeTbCA
3 JHK-maTpuueto i pynHyeTbes 5'-3' eHAOHYKea3HoK aKTUBHICTHO
OHK-nonimepasn Thermus aquaticus (Taq) B Mipy NOOOBXEHHS
npavmepa [MJIP. 3oHA po3WEnnoeTbCa nuwe Todi, Komu
BinbyeBaetbca pennikauia OHK, npu 4yomy BinbyBaeTbcs
po3gineHHs Monekynu cryopecLeHTHOro 6apBHUKa Ta MOMEKynu
racHvuka. YTBopeHi npogyktn [JIP MOXHa BWABUTU NPOTArOM
KifTbKOX XBWMMH 3aBOSAKW MiOABULLEHHIO PiBHA donyopecueHuii, ske
BiOyBa€eTbCA €EKCMOHEeHUianbHO 3 KOXHMM HaCTYMHUM LIMKITOM
amnnidpikauii y xogi MNP. Mapametrp Ct (noporoBuw umkn) — ue
HOMep UMKy amnnidikadii, npy skoMy chriyopecueHUis peakuinHoi
CyMili nepeBuLLye hikcoBaHe NOporose 3HadeHHs. [nsa nepesipku
AKOCTI  eKCTpakuii  HYKMEIHOBMX KUCAOT Ta  MNPOXOMKEHHS
amnnigikauii B Habopi BUKOPUCTOBYETLCH BHYTPILLHIN
KOHTPONbHUIA 3pa3ok.

Mpunagm

HabGip RevoDx Streptococcus pneumoniae gPCR Kit moxHa
BUKOpUCTOBYBaTH i3 amnnicikatopamu gna MNJIP y peansHomy yaci
BIO-RAD CFX96, Tianlong Gentier 96, Applied Biosystems
QuantStudio5, a Takox npunagamn [OHK-texHonorii cepii OT
(DT-prime, DT-lite). Ane RevoDx Streptococcus pneumoniae
gPCR Kit Takox MOXe BUKOPMCTOBYBATUCb 3 GinbLwicTto
amnnicikatopis anga MJIP y peanbHoMy yaci 3 kaHanamn FAM i
HEX.

3aranbHumn onuc

Streptococcus pneumoniae — Ue rpamno3nTuBHI BakTepii, WO
BUKNMKaOTb BinbLUicTb No3anikapHsHUX MHEBMOHIN. Llel naToreH €
KOMEeHcarioMm i Mpu LpbOMYy 3a3BUYail NOKani3yeTbCst y AnXanbHUX
wnaxax. Handvacrtiwe S. pneumoniae BuKNMKae  iHeKUil
CepeaHbOro Byxa, Cencuc (3apaxeHHs Kposi) y AiTen i THEBMOHIi B
oci6 3 ocrnabneHvM iMyHITETOM Ta ftogen NoXunoro Biky. Takox S.
pneumoniae MOXe CMPUYUHUTU MEHIHTIT (3ananeHHs OBOnoHOK
rONIOBHOIO Ta CMMHHOIO MO3Ky) abo iHdeKLito nasyx.

OcHoBHMI WNAX nepegadi S. pneumoniae — 4Yepe3 npsAMUii
KOHTaKT 3 iH(IKOBaHUMW AMXanbHUMK Kpannsmu, ocobnueo y
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MiCUSAX CKYMYEHHs1 TIoaew.
B3MMKY Ta PaHHbOK BECHOHO.

PiBeHb 3axBOplOBaHOCTI 3pocTae

IHcpopmauis woao 6esnekn

e  KniHiyHi 3pa3ku cnig po3rnsaaaTtu 9k NOTEHUINHO iHGEKLiHI;
3 HMMK cnig npautoBat B 30Hi 6iobe3snekn 1-ro abo 2-ro
piBHS, 3anexHo Big 30yaHVKa iHdeKu;i.

e Yci oTpumaHi Bigxogu cnig BBaXaTu  MOTEHLINHO
iHeKUiiHUMK. 3 HUMW cnig NOBOAMTUCL Ta YTURi3yBaTu
BiQnoBiaHO 40 MicLeBux npaBun 6esneku.

e VYHukamte OyOb-SKOro KOHTaKTy LWKIpM 3 peareHTamu
Habopy. Y BUNagKy KOHTaKTy peTenbHO NPOMUTY BOAOHO.

e  YHukante po3bpun3KyBaHHS Ta YTBOPEHHS aepo3oniB.

e [licna poboTtn i3 KNiHIYHMMKM 3pa3kamy Ta peareHTamu
HeobXigHO MUTK PYKM.

e |HdopmaLilo CTOCOBHO XiMiYHOrO ckragy Ta Ge3nevHocTi
peareHTiB Towo (MSDS information) moxHa oTpumatu Big
BUPOGHMKA Y1 AOrO NpeacTaBHUKA 3a 3anUTOM.

e [lpu poboTi B nabopatopii Bukopuctosysatu 313.

e Ha nouatky Ta B kiHUi poboTu AesiHdikynTe yci poboui
NOBEPXHi 3HE3apaXKyBaNlbHUMUN PO34MHAMM.

e [lepekoHanTecb, WO YCi po3XigHi MaTepianM MawTb
MapkyBaHHss DNase/RNase-free.

e [loBoabTecs 3 yciMa martepianamu BiAnoBiAHO A0 MpasBun
pobotn B nabopaTopisx, WO MNPOBOAATL AOCHIOKEHHS
MOSEKYNSAPHO-FTeHETUYHUMU  MeTodamu, LWwob 3anobirtu
nepexpecHin KoHTamiHaLii.

e  BukopuctoBynTe Tinbku nosipeHi/kanibposaHi go3aTopu Ta
HaKOHEYHVKN 3 aepo30IbHUM INETPOM.

e 30epiramte Habip nopani Big OxXepen 3abpyoHEHHSA
HYKNeiHOBMMM  KUcnoTamu,  0CoGnMBO  npoayKkTamu
amnnigoikawii.

e YCi MaHinynsauii BapTo NpPOBOAUTM B OKPEMWX 30HaX

(ekctpakuia OHK/PHK, npurotyBaHHS peakuiiHuX cyMmillen,
amnnidikauis).

e Yce obnagHaHHA Ta BWUTPaTHi MaTtepiany ANA KOHKPETHOI
onepauii NOBMHHI 3HAaXOOAUTUCS B 30Hi, A€ BUKOHYETLCS Lisi
onepauid, i He MOBMHHI MepeMiwartuca MK Pi3HUMK
30HamMu. PykaBuYKK cnif 3MiHIOBaTW NpU Nepexoai y KOXKHY
30Hy. JlabopaTtopHi xanaTtv MoBWHHI ByTM okpemumu Ans
KOXXHOI 30HU i IX HE MOXXHa HOCUTM 3a MeXaMu LLiEl 30HW.

e Po0OTM MOBWHHI BWKOHYBaTUCb B OOHOMY HarpsiMKy,
noymHatoum i3 30HM ekctpakuii OHK/PHK i 3akiHuytoum
Bi4NOBIAHMMMW 30HaMV BUKOPUCTAHHS.

Xapakrepuctuku Habopy

Mexa BusBneHHsa (LoD) - AmwnanituyHe pocnigXeHHs
yyTnuBOCTi: [na Bu3HayeHHss Mexi BugasneHHs (LoD) 6yna
nigroToBrneHa cepis po3BedeHb CUMHTETUYHOrO bparmMeHTy reHa
30yaHuKa, Wob oTpumaTty KiHUeBi KoHUueHTpaui 1520, 760, 320, 42
Ta 20 koniin/mn LWNAXOM PO3BEAEHHSA 3paskamu LinbHOI KpOBi,
3ibpaHumu y HeraTuBHUX Ocib, Ang imiTauii kniHiyHKMx 3paskis. OHK
natoreHa ouuwanu 3a pgonomorotd RevoDx Genomic DNA
Purification Kit from Bacteria. KoxHe po3BegeHHss ©6yno
nepesipeHo B 24 nosTOpax. 3Ha4yeHHsa Mexi BuaBneHHsa (LoD)
Oyno po3paxoBaHO LWMAXOM MNpobiT-aHanidy. 3HayeHHs Mexi
BusaBneHHsa (LoD) ctaHoBuno 86 konin/mn. Lie 3Ha4yeHHs LoD 6yno
nigTBEPOIKEHO TecTyBaHHAM popatkoBux 20 pennikaTtiB i3
KOHLeHTpauieto 86 konin/mn. Yci 20 pennikaTiB ganu MO3UTUBHI
pesynstat Ans MiweHi, Takum Oyno nigTBepmkeHo, wo LoD
cTaHoBUTbL 86 koni/mn.

IHKNIO3UBHICTb:

[nsa nocnigoBHOCTEN KOXHOrO reHoTuny, A0CTYNHMX Y 6asax AaHmx
NCBI, 6yno npoBeaeHO iHKMIO3MBHUI aHani3 in silico npanvepis i
30HaiB RevoDx Streptococcus pneumoniae gPCR Kit. Pesynsratu
OOCMiKEeHHS  MoKasanu, WO AiNSHKW, [k po3ni3HatTbCs
po3pobneHumn npanmepamu Ta 3oHaamu, matotb 100% romonorito

3 yciMma [JOCTYNHUMW MOCNIAOBHOCTAMM reHotunie 3 6a3
OaHux/6aHkiB gaHux HauioHanbHOro ueHTpy 6ioTexHonorivYHoi
iHgpopmauii (NCBI).

MepexpecHa peakTUBHICTb:

MepexpecHa peakTuMBHICTb Habopy RevoDx Streptococcus
pneumoniae gPCR Kit 6yna ouiHeHa sik 32 4ONOMOro aHaniay in
silico, Tak i 3a gonomoroto TectyBaHHA MeTtogoM [MJIP. AHani3 in
silico npanmepiB i 3oHaiB RevoDx Streptococcus pneumoniae
gPCR Kit npotu nocnigoBHocTel 26 naTtoreHiB nokasas, Lo Habip
€ crneuungiyHMM OO0 CBOEI MilleHi i He Jae nepexpecHoi peakuii 3
uumn  natoreHamu. [lepepaxoBaHi Hwkve 25 306ygHukiB Oynu
npoTecToBaHi Ha MepexpecHy peakTuBHiCTb MeTtogom [P 3a
ponomoroto Habopy RevoDx Streptococcus pneumoniae gPCR Kit.
XNBHOMO3UTUBHMX pPe3ynkTaTiB HE BUSIBIIEHO.

Hwkye HaBegeHi  pesynbratM  OOCHIMDKEHHS  NepexpecHoi
peakTUBHOCTI, K in silico, Tak i meTogom 1P,
AHani3 nepexpecHoi peakTUBHOCTI in silico

OpraHiam Pesynbrar

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
Hemae romonorii
Hemae romonorii

Bacillus subtilis

Chlamydia pneumoniae
Haemophilus influenzae
Legionella pneumophila
Mycobacterium tuberculosis
Streptococcus salivarius
Streptococcus pyogenes
Bordetella pertussis
Mycoplasma pneumoniae
Pneumocystis jirovecii (PJP)
Enterococcus dispar

Listeria monocytogenes
Neisseria meningitidis

Proteus pneumoniae
Saccharomyces cerevisiae
Schizosaccharomyces pombe
Aspergillus niger

Salmonella pneumoniae
Serratia marcescens

Bipyc naparpuny 1-4 Tunis
Bipyc rpuny A Ta B
EHnTeposipyc (Hanp. EV68)
PecnipaTtopHo-cuHumMTIiansHWi Bipyc
PuHoBipyc

ApeHoBipyc (Hanp. C1 Ad. 71)
MeTanHeBmoBipyc ntoguHu (hMPV)

AHani3 nepexpecHoi peakTuBHocTi metogom MNJIP

OpraHism Dxepeno KoHueHTpauis Pesynbrat
Chlamydia KniHiyHnn He npusHayeHa He
pneumoniae 3pasok OONHMUSA BUMIDY BUSIBIIEHO
Haemophilus KniHiyHun He npu3HayeHa He
linfluenzae 3pa3okK OANHNLIA BUMIpY BUSIBNEHO
Legionella KniHiyHun He npu3HayeHa He
pneumophila 3pasok ognHUUA BUMIDY BUABMEHO
Mycobacterium KniHivHnn He npusHaveHa He
tuberculosis 3pasok OAMHULSA BUMIDY BUSABINEHO
Streptococcus KniHivHnn He npusHayeHa He
pyogenes 3pasok OONHMUSA BUMIDY BUSIBIIEHO
Bordetella pertussis KniHiyHmn He npusHadeHa He

3pasok OOUHMLUSA BUMIDY BUSIBIIEHO
Mycoplasma KniHiyHun He npu3HayeHa He
pneumoniae 3pa3ok OANHNLIA BUMIPY BUSIBNEHO
Pneumocystis jirovecii KniHiyHnn He npu3HayeHa He
(PJP) 3pasok 0gnHWUSA BUMIDY BUSBMEHO
E . KniHiyHmn He npusHayeHa He
nterococcus dispar .
3pasok oanHWUA BUMIDY BUABMEHO
Listeria KniHiyHmn He npusHayeHa He
monocytogenes 3pasok 0oOVHWUA BUMIDY BUABNEHO
. ) P KniHiyHun He npu3HayeHa He
Neisseria meningitidis .
3pa3sok OOUHULUSA BUMIDY BUSIBIIEHO
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; ; KniHivHnn He npu3HayeHa He
Aspergillus niger .
3pasok OVHULSA BUMIDY BUSIBNEHO
Koponasipyc mogutmn | NIBSC (KaT.Ne: He npusHaveHa He
(229E) 09/132) 0aNHUUS BUMIDY BUSIBNIEHO
PuHosipyc NIBSC (Kat.Ne: He npusHaveHa He
08/324) OAMHULA BUMIDY BUSIBNEHO
o
AneHosipyc N'B?g/g(gz;' Ne:t 5 0x 108 MO/MA Bm';ﬁeHo
Bipyc rpuny o
WomSinuen | NESCUGN | e rmieimens | e
/1/2003, H1N1)
Bipyc rpuny NIBSC (Kat.Ne: He npusHayeHa He
(A/Wyoming/3/2003, 07/298) omHN .
H3N2) OVHULSA BUMIPY BUSIBMEHO
Bipyc rpuny NIBSC (KaTt.Ne: He npusHayeHa He
(B/Jiangsu/10/2003) 07/300) OAMHULSA BUMIDY BUSIBNEHO
Bipyc imyHogediuunTt .
o 1 Tiny (BIJ'IY1, N'Bfecm(gf“g' 1.25x105MO/mn He
HIV-1) ) BUSABMEHO
Bipyc imyHogediunTt .
mopn 2 Tuny (BIJ‘IYZ, N'Bfgz(ggtm' 2.8x10°MO/mn He
HIV-2) ) BUSIBNEHO
PecnipatopHo-cuHumTi | NIBSC (KaT.Ne: He npusHayeHa He
NbHWI Bipyc A2 08/120) OAVIHVLA BUMIPY BUSBNIEHO
Bipyc naparpuny 1 NIBSC (Kat.Ne: He npu3HayeHa He
Tnny 08/176) OAMHULSA BUMIDY BUSIBNEHO
Bipyc naparpuny 2 NIBSC (Kat.Ne: He npu3HadeHa He
TUny 08/178) OAMHULA BUMIPY BUSIBNEHO
Bipyc naparpuny 3 NIBSC (KaTt.Ne: He npusHayeHa He
TMny 08/118) oOVHWLSA BUMIDY BUSIBMIEHO
Bipyc naparpuny 4 NIBSC (Kat.Ne: He npusHadeHa He
TUny 08/180) OANHULIA BUMIPY BUSIBIIEHO

DopatkoBi MaTepianu Ta obnagHaHHA
e Habip ansa suainenHs OHK 3 6aktepin RevoDx Genomic
DNA Purification Kit from Bacteria (Kat.Ne: 1P201917;
IdilBiotech, TypeuuuHa)
Awmnnidikatop ana MNJ1P y pexumi peansHoro yacy
BignosigHi 313 (xanart, pykaBu4ku, oKynsipu)
MikponineTtku (0.5 mkn — 1000 mkn)
HakoHe4yHuKkM ans gos3aTtopiB 3 aepo3ofibHUM INsTPOM Ta
mapkyBaHHsM DNase/RNase-free
Mikponpobipku 1,5 mn 3 mapkyBaHHsM DNase/RNase-free
BuxpoBsuii 3milyBay (BopTekc)
e HacTtinbHa MikpoueHTpudyra
MNP-nnaHweris/cTpmn-npobipok
e HactinbHa MikpoueHTpudyra ans
1,5-2,0 mn
e [lpoGipkn abo nnaHweTun anga MNJ1P y peansHomy yaci.

ans

npobipok 06'emom

MigroTroBka 3pa3kiB

KniHiyHi 3pa3ku cnig po3rnagaTt sik MOTEHUIMHO iHdpeKUinHi; nig vyac
3abopy Ta 0OpobkM 3paskiB HEOOXiQHO AOTPUMYBATUCHL 3aNOOIKHMX
3axoaiB Wwoao 30yaHuiKiB, L0 NepeaarTbCs Yepes KpoB.

KniHiunctn (2 Takoxk denbawepun, Meacectpu, nikapi Ta
cneuianictv, NoB’si3aHi i3 MeguUMHOK) HecyTb BignoBiganbHiCTb 3a
BMKOPUCTaHHsI MpaBuUIbHOI Npoueaypw nig vac 36opy Ta 6e3neyHoro
TpaHCMnopTyBaHHA  3pas3kiB go  nabopatopii.  [JOCTOBIpHiCTb
pes3ynbTaTiB TeCTYBaHHS 3HAYHOK MIpOK0 3aneXuTb Bid HanNexHoi
NpakTUKWM Ha npeaHaniTM4HOMy eTani, WO Takox nepenbavae ToO4He i
NOBHE TECTYBAHHSI.

Micns 36opy He 36epiranTe LinbHY KPOB NpuW KiMHaTHI TeMneparypi
aoBle 4 roavH. TpaHCNOPTYBaHHA LiNbHOI KpPOBi, cupoBaTtkn abo
nnasmun Mae BignosigaTn aepxasHUM abo MicLleBMM HOpMaMm.

Mpotokon

BuainenHa OHK [Ona sugineHnsa OHK 30ygHuka 3 kniHiyHMX 3paskis
cnig BukopucTtoByBaTh Habip RevoDx Genomic DNA Purification Kit
from Bacteria. BuKOpuCTaHHsS iHWMWX peareHTiB MOXe HeratMBHO
BNIMHYTW Ha XapakTepucTuku Habopy. byab nacka, goTpumywtech

iHCTPYKUin BUpobHMKa obpaHoro Habopy ansa suaineHHs OHK/PHK.
B ipeani onepauii NOBMHHI MPOBOAMTWCS B TPbOX OKPEMMX 30HAX
(ana BupineHHa [OHK/PHK, npurotyBaHHs pearenTiB ansa [P,
amnnidpikayii), Wwob 3anobirTn koHTamiHaLi.

BHyTpiWHiN KOHTponb BHyTpilWHi KoHTponb (BK), MilleHHIo sikoro
€ PHKasza P noguHn, notpibeH ansa nigTBEpO)KEHHS MOTpanmisiHHSA
BugineHoi OHK vy peakuiiHi npoGipku. BHyTPIiWHIA  KOHTPOSb
BUKOPUCTOBYETLCA ANSt MOHITOPUHIY e(PEeKTUBHOCTI eTany ekcTpakuil
OHK, a Takox ons nepesipku Oyab-sikoro iHribysaHHs MNP,

Mo3utnBHUM KOHTpOnb 3HavyeHHs Ct NO3UTMBHOIO KOHTPOMO Mae
gopiBHioBaTM 28 + 4, iHWI 3Ha4YeHHs BKa3ylTb Ha HasiBHICTb
npobnem.

Mpotokon MNP

1. Po3moposbTe BCi KOMMOHEHTU NpuW KiMHaTHIA Temneparypi,
kpim  S.pneumoniae RM 2. TloknagiTe KOMMOHEHT
S.pneumoniae RM 2 Ha nig. PetenbHo nepemiwante
KOXXEH KOMMOHEHT, MOTiM OocafiTb Kpansi KOpOTKOYaCHUM
ueHTpudyryBaHHsaM. lNepeHeciTe yci peareHTn Ha nig abo
OXONOOKYHUNIA BrOoK.

2. KiHueBun o6'em peakuinHoi cymiwi (Master Mix)
OTPUMYETBLCS  LUMAXOM MHOXEHHS OKpeMUX peakuiiHux
o6’emiB S.pneumoniae RM 1 ta S.pneumoniae RM 2 Ha
3aranbHy KinbkicTb 3paskiB. [lpy LbOMY BpaxoByHTbCH
JocnigpKyBaHi KMiHiYHI 3pasku Ta KOHTPOMbHI 3pasku. Ong
YHUKHEHHS MOXUBOK Mpu po3KanyBaHHi pPeKoOMeHOYETbCA
BpaxoByBaTW  [OOOATKOBUWA  3pa3ok Mpu  MiapaxyHKy
3aranbHol KinbKOCTi 3paskKiB.

3. [Ons npuroTyBaHHsa MancTep-cymiwi aopgante 14 Mkn
S.pneumoniae RM 1 1a 1 mkn  S.pneumoniae RM 2 gns
KOXXHOro 3paska y nigrotoBneHi npo6ipku. [licnga
NpUroTyBaHHA MancTep-mikciB obepexHo nepemiwartu
cymiw ninetyBaHHAM abo Ha BOpTEKCi Ta ocaguTy Kpanni
KOpPOTKOYaCHUM LeHTpudyrysaHHamM. BHectn no 15 mkn
npurotoBaHoi cymiwi y npob6ipku/nnaHwet ana MJIP. Micns
BHECEHHSA MaWcTep-Mikcy Yy NnyHKM popjamte no 5 Mkn
ekctparoBaHoi [OHK y koxHy nyHky. BHectn no 5 mkn
NMO3NTMBHOTO Ta HEraTMBHOIO KOHTPOMK Yy BiANOBIAHi
npoGipkn. 3akpuTU KPWULIKM YW 3akneiTm nnadHwer Ta
0caguTK Kpanni LeHTpUdyryBaHHAM.

4. 3anporpamynTte npunag Agna  amnnidikauii - 3rigHO
npoTokKory, HaeegeHoro y Tabnuui 3. Bkasatu o6’em 3paska
20 mkn.

Ta6nuusa 3: Mporpama amnnigikadyii

Hasga etany | KiNbKicTe | Temnepatyp Yac
LMKniB a
AKTMBal_I,Iﬂ 1 95°C b
nonimepasmu
95°C 10 cex
Amnnidpikauis* 40
60°C 20 cek

* OeTekuin cdonyopecueHuii npu 60°C 3a kaHanamu FAM Ta HEX

5. Ob6patn BuMmiptoBaHHS piBHA doryopecueHuii npu 60°C 3a
kaHanamm FAM Tta HEX.

6. 3anyctutu nporpamy.

7. [lporpamyBaHHa npuragy Ta aHania  pesynbsraTiB
3[iiCHIOBATH BiANOBIAHO A0 IHCTPYKLi BUPOGHUKA.
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AHani3 gaHunx

3HayeHHa Ct Ana NO3WTUBHOMO KOHTPOMIO MOBWMHHO AOpiBHIOBaTU
2814, a HeraTMBHUIA KOHTPOMNb Y BCiX KaHanmax MoBUHEH 6yTu
HeraTuBHWUM. B iHLLOMY BMNaaKy ekcrepumeHT cnig MOBTOPUTK.

Pe3ynbraTi Ans KOXXHOro MancTep-Mikcy iHTeprnpeTyBaTV HAaCTYMHUM
YUHOM:

[o3nTrBHUI Ha
+ +/- Streptococcus
pneumoniae

Pesynetat BanigHui.
36yaHuK He BUSIBNIEHO

HesanigHui pesynerar.
3pa3sok cnig NOBTOPHO

npoTtecTtyBsatn
IHdpopmaLis Ans 3aMOBEHHS
Ha3Ba npogykrty dacyBaHHA Kat.Ne
Eﬁ;ﬁa’; :}g:%tg(é)é%f 100 Tecris IP202214-100
F;ﬁ;ﬁa’;:igz‘gg‘ggi‘ﬁ 500 TecTis IP202214-500
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