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Habip ons
BusisrneHHs [AHK

Chlamydia pneumoniae
Chlamydia
pneumoniae qPCR Kit

IHCTPYKLiA 3 BUKOPUCTAHHA

AkicHe BuaBneHHa OHK Chlamydia pneumoniae
Ona piarHocTukwm in vitro

Onsa npod)ecinHOro BUKOPUCTaHHS

KaTanoxHi Homepu:
IP202326-25 — 25 TecTiB
1P202326-100 — 100 TecTiB

C€

IVD

Cknap Habopy

KomnoHeHT 25 TecTiB 100.
TecTiB

BydepHa cymiw

1 C. pneumoniae RM 1 350 mkn | 1400 mkn
®PepmeHTHa CyMmiLL

2 C. pneumoniae RM 2 25 MK 100 mkn

3 |_|O3VITVIBHI/IVI. KOHTPOIbHNI 3pa3okK 100 mcn | 100 mkn
C. pneumoniae Positive control

4 HeFaTI/IBHVIVI.KOHTpOJ'Ib.HVIVI 3pasok 100 mcn | 100 mkn
C. pneumoniae Negative control

TpaHcnopTyBaHHSA, 36epiraHHA Ta cTabinbHICTb
HabGopn MmoxHa TpaHcnopTyBatu npu TemnepaTypi Big +2°C pgo
+8°C. Bci komnoHeHTn Habopy RevoDx Chlamydia pneumoniae
gPCR Kit cnig 30epiratn npu Temnepatypi Big -25°C go -15°C.
Cnig yHukaTn 36epiraHHa npu Ginbll BUCOKMX Temnepartypax. 3a
YMOB HanexHoro 36epiraHHs BCi KOMMOHEHTW Habopy 3anuLalTbLCs
cTabinbHMMM [0 3aKiHYEHHs1 TepMiHy NpMOAaTHOCTI, BKa3aHOro Ha
etukeTui npogykty. PeareHtn C. pneumoniae RM 1 tTa RM 2 He
MOXHa 3aMOpOXyBaTU-po3MopoxyBaTu Ginblie 3 pasie, Le Moxe
Npu3BeCTM A0 3HWKEHHSA 4yTnmBocCTi Habopy. Npu HeobxigHoCTi
36iMbLUEHHS KiNMbKOCTI LMKIIB 3aMOPOXYBaHHS-PO3MOPOXYBaHHS,
po3ainiTe Habip Ha Kinbka anikBoT 3py4yHOro ob’emy Ta 30epiraiTe
npu Temneparypi Big -25°C po -15°C.

MepenbavyeHe BUKOPUCTAHHA

RevoDx Chlamydia pneumoniae gqPCR Kit — ue MJP-tecT y
peanbHOMY 4aci, npu3HavyeHun Ana sqkicHoro BuaBneHHs [OHK
Chlamydia pneumoniae.

[Mo3nTMBHI pesynbTatM He BUKNIOYalOTb KOIHGEKUiT 3 iHWuMK
natoreHamun. BusasneHun 306ygHUK Moxe He OyTu OCTaTo4HON
NPUYNHOK 3axXBOPIOBaHHSA. HeraTuBHI pesynbtaTtu He BUKIOYakTb
HasBHICTb iH(EKUil i He MOBWHHI BMKOPUCTOBYBATMUCA AK €AMHA
nigcrtaBa And MNPUAHATTS pilleHb LWOAO MiKyBaHHA nalieHTa.

HeratuBHi pe3ynsratv BapTo KOMOiHyBaTV 3 KMiHIYHOK KapTMHOLO,
icTopieto nauieHTa, Ta enigemMionoridyHo iHopmauieto.

Habip RevoDx Chlamydia pneumoniae qPCR Kit npusHayeHun ans
npodeciiHoro BUMKOPUCTaHHA  kBarnidikoBaHMM nabopaTopHUM
nepcoHanoMm, Lo NponwoB HaB4YaHHA metodam [J1P y peanbHomy
yaci Ta npoueaypam Anst AiarHoCTUkKK in vitro.

O6MmexeHHs woano BUKOPUCTAaHHA NPOAYKTY

e  BukopuctoByBaTy nnLLe 3@ NPUSHAYEHHAM

e Habip RevoDx Chlamydia pneumoniae
npu3Ha4YeHn Ansi OiarHOCTUKK in vitro.

e [loTeHUiHi MyTaLii B LiNbOBUX 0BracTax reHomy nartoreHa,
3any4yeHMx y  peakuii, MOXyTb  Mpu3BECTM 10
XMBHOHEraTMBHUX pe3ynbTaTiB TECTY.

e [|HribiTopu TIJIP B enwatax MOXyTb nNpuM3BECTU [0
XnBHOHeraTnBHMX abo HeBanigHWX pe3ynsTaTiB TECTY.

e [Ina OTpMMaHHA [JOCTOBIPHUX pe3ynsTatiB  HeobxigHo
O0TpUMYBaTUCh npaBuIbHUX MeToAiB 360py,
TpaHCnopTyBaHHs, 36epiraHHA Ta 06pobkn 3paskis.

e Habip npusHayeHun AN nPodECINHONO BUMKOPUCTaHHS
KBanigikoBaHMM NepcoHanoM, WO MPOWMLIOB BiAMNOBIAHE
HaBYaHHS.

e [loTpumymnTeCs iHCTPYKLiA 3 BUKOPUCTaHHsS A0 Habopis ans
OTpUMaHHA onTumanbHuXx pesyneraris [NMI1P.

e He BuKkopucToByiTe Habip nicns 3akiHYeHHs TepMiHy
npuaartHocTi. KoMnoHeHT Habopy 3 pi3HUX cepili He MOoXHa
3miwyBaru.

gPCR  Kit

Onuc npoAaykTy

RevoDx Chlamydia pneumoniae qPCR Kit — ue lNJIP-anani3 Ha
ocHoBi TagMan-texHonorii, fka nepeabayae BUKOPUCTaHHS
crneuianbHOro 30HAY 3 (PryoOpecueHTHOK MITKOK Ha 5'-KiHui i
Mornekynow racHuka Ha 3'-kiHui. [Mig vac pennikauii OHK y xopi
MNP, miveHnn donyopecueHTHUM GapBHUKOM 30HA rOGpuanN3yeTbes 3
OHK-matpuueto i pynHyetbcs 5'-3' eHOOHYKNeasHOK aKTUBHICTIO
OHK-nonimepasun Thermus aquaticus (Taq) B Mipy MNOOOBXEHHSA
npanmepa [MJIP. 3oHA po3WennioeTeCa  nuwe  ToAi, Konu
BiabysaeTbca pennikauig [JHK, npn yomy BiabyBaeTbcs po3gineHHs
MOrneKynu nyopecLeHTHOro 6apBHMKa Ta MOMNEKYNN raCcHUKa.
YT1BOpeHi npoayktn MJIP MOXHa BUSBUTU NPOTSArOM KiflbKOX XBUIMH
3aBOSKM MiOBULLEHHIO PiBHSA dbnyopecueHLii, ske BiadyBaeTbcs
€KCMOHEHLianbHO 3 KOXHWUM HacTyMmHUM UMKNoM amnnidikauii y
xogi MJIP. MapameTtp Ct (nMoporoBwiA LMKMN) — LEe HOMEp UWKIy
amnnidikauii, npu akomy drnyopecueHLUis peakuinHOi  CyMmiLli
nepesuLLy€e pikCOBaHE NOPOroBe 3HAYEHHS.

Habip nepenbavae BMKOPUCTaHHS cCneuianbHOro BHYTPILLHBLOMO
koHTponto (PHKasa P nioavHn) ans nepesipkn SKOCTi ekcTpakuii Ta
amnnidpikauii.

Mpunagu

Habip RevoDx Chlamydia pneumoniae gPCR Kit wmoxHa
BUKOpUCTOBYBaTH i3 amnnicikatopamu anga MNJP y peansHoMy 4aci
BIO-RAD CFX96, Tianlong Gentier 96, Applied Biosystems
QuantStudio5, a Takox npunagamum [OHK-texHonorii cepii OT
(DT-prime, DT-lite). Ane RevoDx Chlamydia pneumoniae gPCR Kit
TaKOX MOXe BMKOPUCTOBYBATUCb 3 BinbLUiCTIO aMmnnidhikaTopiB Ans
MJIP y peanbHomy yaci 3 kaHanamu FAM i HEX.

3aranbHun onuc

Chlamydia pneumoniae — ue obniraTHi BHYTPILHLOKNITUHHI
GakTepii NIoanHW, 30aTHi BUKNMKATU NMHEBMOHIIO.

C. pneumoniae € nowmpeHum natoreHom: y 50 % mornogi Bikom Ao
20 pokiB BMSBMAKTbLCA aHTMTING OO0 uporo 30yaHuka, a cepen
nopen Bikom 60-70 pokiB — Bxe y 80 %. 3a3Buyan iHGiKyBaHHS
npoxoauMTe  6e3cumMnToMHO abo  CynpOBOMKYETLCS  NErKUMM
cumnTomamn. OgHak iHogi 36yAHMK MOXE CNPUYMHUTU BinbLU TSDKK
pecnipaTopHi 3axBOPIOBaHHS, Taki ik GPOHXIT, APUHIIT, CUHYCUT i
NHEBMOHIs. 3B’A30K Mix iHdekuieto C. pneumoniae Ta XPOHIYHUMM
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3ananbHUMKN  3aXBOPHOBaHHAMU [OCI aKTUBHO OBroBOPHETHLCS.
HakonuuytoTbcst Aokasu Toro, Wo Len 30yOHWK He NuLle BUKIKae
pecnipaTopHi iHMeKUil, a 1 MOxe BigirpaBaT porfb Yy PO3BUTKY
Pi3HOMaHITHUX  3ananbHUX CTaHiB, 30KpPeMa aTepocKeposy,
apTpuTy, acTMu, paky nereHb i XPOHIYHOrO OBCTPYKTUBHOIO

3axXBOPHOBaHHA JereHb.

IHhbopmauin wono 6esneku

e  KniHiuHi 3pa3ku cnig po3rnsgaTy K NOTEHUINHO iHPEeKLinHi;
3 HMMW cnig npautoBatM B 30Hi Giobesnekn 1-ro abo 2-ro
piBHSA, 3anexHo Big 30yaHWKa iHdeKLjii.

e Yci oTpumaHi Bigxoau cnig BBaxaTu  MOTEHUIMHO
iHpeKkUiiHuMK,. 3 HUMKM chig NOBOAUTUCH Ta YTWMi3yBaTh
BiQNOBIAHO 00 MicLeBUx nNpaBun 6e3neku.

e  YHukante Byab-SKOro KOHTaKTY LUKIpKU 3 peareHTamu Habopy.
Y BMNagKy KOHTaKTY PETENbHO MPOMUTU BOLOHO.

e  YHukaWTe po3bpusKyBaHHsi Ta yTBOPEHHS aepos30riiB.

e [licna poboTw i3 KniHiYHUMKM 3paskamu Ta peareHTamu
HeobXigHO MUTK PyKU.

e |HdopmaLito CTOCOBHO XiMiYHOro ckragy Ta 6e3nedHocCTi
peareHTiB Towo (MSDS information) moxHa oTpumatu Big
BMPOOHUKA YM NOro NnpeacTaBHMKA 3a 3anMTOM.

e [lpu poboTi B nabopaTtopii Bukopuctosysatu 3I3.

e Ha noyatky Ta B KiHUi poGoTu faesiHdikyiTe yci poboui
NOBEPXHi 3HE3APAXKYYUNMU PO3YUHAMMU.

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

e [loBogbTecst 3 ycima MaTepianamu BigmnoBiAHO OO0 NpaBuI
pobotn B nabopartopisx, WO MPOBOAATbL [AOCHIAXEHHS
MOMEKYINSPHO-TEHETUYHUMKW  MeTodamK, Wob 3anobirtu
NnepexpecHin KoHTamiHauii.

e  BukopucToByinTe TiNbKM NOBipeHi/kanibpoBaHi fo3aTtopu Ta
HaKOHEYHVKN 3 aepOo30fbHUM (PiNIETPOM.

MarTb

e 3bepirante Habip nogani Bi4 mxepen 3abpyaHeHHS
HYKNeiHOBUMMN Kucriotamu, ocobnueo npoaykTramu
amnnidpikauii.

e YCi MaHinynsauii BapTO MNPOBOAMTU B OKPEMMX 30HAX

(exctpakuis OHK/PHK, npurotyBaHHsA peakuiiHUX CyMillen,
amnnidikauis).

e Yce obnagHaHHs Ta BUTpaTHI Martepianu Anst KOHKPETHOI
onepauii NOBUHHI 3HAaXOOAUTUCS B 30Hi, A€ BUKOHYETbCS LA
onepauisi, i He NOBMHHI NepeMilaTncsa MiXx pisHUMM 30HaMMU.
PykaBunykn cnig 3miHOBaTM npyv nepexodi y KOXHY 30HY.
JlabopaTtopHi xanaTn NOBWHHI ByTW OKpEMMMU ANS KOXHOI
30HM i IX HE MOXXHA HOCUTM 3a MEXaMW LiET 30HM.

e Po6OTM NOBUHHI BUKOHYBaTUCb B OOHOMY HamnpsiMKy,
noumHaroun i3 3oHM ekctpakuii OHK/PHK i 3akiHuytoum
BiQNOBIAHMMM 30HaMW BUKOPUCTAHHS.

XapakTepucTuku Habopy
Mexa BusiBneHHa (LoD) -
YYTNMUBOCTI:

[ns BM3HayeHHs1 Mexi BusieneHHs (LoD) Gyna nigrotoBneHa cepis
po3BedeHb CUMHTETUYHOrO dpparmMeHTy reHa 36yaHuka, Wwob
oTpumMaTu KiHueBi koHueHTpaui 1120, 760, 130, 45 Ta 24 KYO/mn
LIMAXOM PpO3BedEeHHS 3pas3kamu  LinbHOI  KpoBi, 3ibpaHnmun y
HeraTMBHMX oOci6, ansa imiTauii kniHiyHMX 3paskiB. JHK natoreHa
oynwann 3a ponomoroto RevoDx Genomic DNA Purification Kit
from Bacteria. KoxxHe po3BeneHHs 6yno nepesipeHo B 24 noBTOpax.
3HayeHHs Mmexi BusBneHHs (LoD) Oyno po3paxoBaHO LUMASAXOM
npobGiT-aHanisy. 3Ha4yeHHs Mexi BusiBneHHs (LoD) craHoBwuno 92
KYO/mn. Le 3HaveHHa LoD 6yno niaTBepOXeHO TecTyBaHHAM
popartkoBux 20 pennikaTiB i3 KoHUeHTpauieto 92 KYO/mn. Yci 20
pennikaTis ganv NO3WTUBHI pe3ynbratv Ans MiweHi, Takum 6yno
nigTBEpAKeHo, Wwo LoD ctaHoBuTb 92 KYO/Mn.

AHaniTuyHe pocnigXeHHs

IHKNO3NBHICTb:
[ns nocnigoBHOCTEN KOXHOIO reHoTuny, JOCTYMHUX Yy 6asax gaHux

NCBI, 6yno npoBeAeHo iHKM3UBHUI aHani3 in silico npanmepis i
3oHaiB RevoDx Chlamydia pneumoniae gPCR Kit. Pesynsratu
JOChipKEHHA  Mokasanu, WO AiNsHKW, SKi  po3ni3HalTbes
po3pobneHnmu npanmepamu Ta 3oHgamu, Mawotb 100% romonorito
3 yciMma [OCTYynHMMW MOCMIAOBHOCTAMM reHoTuniB 3 06as
OaHnx/6aHkiB  gaHux HauioHanbHOro ueHTpy 6ioTexHonorivyHol
iHdopmauii (NCBI).

MepexpecHa peakTUBHICTb:

MepexpecHa peakTuBHicTb Habopy RevoDx Chlamydia pneumoniae
gPCR Kit 6yna ouiHeHa sik 3a gornomoroto aHaniay in silico, Tak i 3a
gonomoroto TectyBaHHA meTogoM [MJIP. AHanis in silico npavimepiB i
30HAiB  RevoDx Chlamydia pneumoniae qPCR Kit npotu
nocnigoBHocTen 26 natoreHis nokasas, WO Habip € cneuyndiyHmM
00 CBOEI MiLLEHi i He Jae NepexpecHOi peakLii 3 UMK naTtoreHamu.
MepepaxoBaHi Hwx4e 25 306ygHukiB Oynu npoTecToBaHi  Ha
nepexpecHy peakTuBHiCTb Metogom [MJIP 3a gonomorot Habopy
RevoDx Chlamydia pneumoniae qPCR Kit. Xn6HONO3MTUBHMX
pesynbsrariB He BUSBIEHO.

Hwk4ye  HaBegeHi pesynbTat  OOCHiAXEHHA  MepexpecHol
PeakTUBHOCTI, SK in silico, Tak i meTogom IMNJ1P.
AHani3 nepexpecHoi peakTMBHOCTI in silico

OpraHi3m Pe3ynbrat

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
Salmonella spp
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 Tvnis

Bipyc rpuny A 1a B

EHTepoBipyc (Hanp. EV68)
PecnipaTtopHo-cuHuUmMTIiansHui Bipyc
PuHoBipyc

ApgeHosipyc (Hanp. C1 Ad. 71)
MeTanHeBmoBipyc noanHu (hMPV)

AHani3 nepexpecHoi peakTuBHocTi meTogom MJ1P
OpraHiam [xepeno KoHueHTpauis |Pe3ynbrar
- He npu3HaveHa He
Salmonella spp KniHiyHnin 3pasok .
oAMHULS BUMIDY | BUSIBNEHO
R L He npusHaveHa He
Haemophilus influenzae KniHiyHnin 3pa3ok j
0oAMHULA BUMIDY | BUSIBNEHO
. . A He npusHaveHa He
Legionella pneumophila KniHiyHni 3pa3sok .
OfMHULIA BUMIDY | BUSIBNEHO
Mycobacterium N He npusHadeHa He
. KniHiyHun 3pasok }
tuberculosis OAMHNLIA BUMIPY | BUABMEHO
- He npuaHaveHa He
Streptococcus pyogenes | KniHi4HMI 3pa3ok )
oMHULIA BUMIDY | BUSIBNEHO
. T He npusHadeHa He
Bordetella pertussis KniHiyHnin 3pasok p j
OofMHULIA BUMIDY | BUSIBNEHO
Mycoplasma A He npusHaveHa He
: KninivHWi 3pasok :
pneumoniae OAMHULSA BUMIDY | BUSIBNEHO
Pneumocystis jirovecii KRibiqHUiA He npusHaveHa He
NiHIYHWIA 3pa3ok :
(PJP) oaMHULS BUMIpY | BUsSiBNeHo
. N He npusHadeHa He
Enterococcus dispar KniHiuHni 3pasok .
OfIMHULISA BUMIDY | BUSIBNEHO
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L - He npu3HaveHa He
Listeria monocytogenes KniHiyHun 3pa3ok .
oaVHULS BUMIpY | BUSIBNEHO
. . L - He npu3HaveHa He
Neisseria meningitidis KniHiyHMn 3pa3ok )
oOVHWLSA BUMIpY | BUSIBNEHO
. . - He npusHaveHa He
Aspergillus niger KniHiYHMRn 3pa3ok .
oavHWLA BUMIpY | BUSIBNEHO
KopoHasipyc noguHm NIBSC (Kat.Ne: He npu3HaveHa He
(229E) 09/132) oanHULUA BUMIpY | BUsiBneHo
PUHOBIDYC NIBSC (KaT.Ne: He npu3HaveHa He
Py 08/324) 0oOuVHULSA BUMIDY | BUSIBNEHO
. NIBSC (Kat.Ne: 8 He
ApneHosipyc 16/324) 2.0x10® MO/mn BUSIBHEHO
Bipyc rpuny X
(AlChristchurch /1/2003, [ NIBSC (KarNe: | we noustavena | He
H1N1) ) oavHULSA BUMIpY | BUSIBNEHO
Bipyc rpuny NIBSC (Kat.Ne: He npusHaveHa He
(A/Wyoming/3/2003, 07/298 )
H3N2) ) oavHULSA BUMIpY | BUSIBNEHO
Bipyc rpuny NIBSC (Kat.Ne: He NpusHaveHa He
(B/Jiangsu/10/2003) 07/300) oaVHULA BUMIpY | BUSBAEHO
Bipyc imyHogediumty .
nognuu 1 Tuny (BIN-1, NIB?gM(ng'NQ' 1.25%10°MO/mn He
HIV-1) ) BUSIBMEHO
Bipyc imyHogediumTy .
nonun 2 Tany (BIN-2, | MBS AN 5 gatgomomn | He
HIV-2) ) BUSIBMEHO
PecnipaTopHo-cuHLMTINb NIBSC (Kat.Ne: He npu3HaveHa He
HUN Bipyc A2 08/120) oaVHULA BUMIpY | BUSIBAEHO
Biovc naparovny 1 Tun NIBSC (Kat.Ne: He NpusHaveHa He
Py parpuny y 08/176) oavHULA BUMIpY | BUSBNEHO
Bibvc naparovny 2 Tun NIBSC (Kat.Ne: He npusHaveHa He
Py parpuny Y 08/178) oavHWLA BUMIpY | BUSBNEHO
Bibvc naparovny 3 Tun NIBSC (KaT.Ne: He npu3HaveHa He
Py parpuny Y 08/118) oavHMLA BUMIipY | BUSIBNEHO
Bibve naparovny 4 Tin NIBSC (Kat.Ne: He npu3HaveHa He
Py parpuny Y 08/180) OOVHWLSA BUMIpY | BUSIBNEHO

HDopatkoBi maTepianu Ta oonagHaHHA
e HaGip pana BugineHHs RevoDx Pathogen DNA/RNA
Purification Kit (IP202302), RevoDx Magnetic Pathogen
DNA/RNA Purification Kit (IP202303), a6o peareHT DIirEXT
OneStep Pathogen DNA/RNA  Extraction Reagent
(IP202319)
Awmnnicpikatop ansa MNJP y pexumi peanbHoro vacy
BignosigHi 313 (xanar, pykaBu4ku, okynsipm)
Mikponinetku (0.5 mkn — 1000 mkn)
HakoHeuHnkn Ans pgosartopiB 3 aepos3onbHUM (inbTPoM Ta
mapkyBaHHsaM DNase/RNase-free
Mikponpobipku 1,5 mn 3 mapkyBaHHsAM DNase/RNase-free
BuxpoBui 3milyBay (BopTekc)
e HacTtinbHa MikpoueHTpudyra ana
MJIP-nnaHwerTiB/cTpmn-npobipok
e HacTtinbHa mikpoueHTpudyra ansa npobipok o6'emom 1,5-2,0
M
e [lpobGipkn abo nnaHweTn ana MNJ1P y peanbHoMy yaci.

MigroToBkKa 3pas3kiB

I3 paHum Habopom MOXHa BMKOPMCTOBYBaTU BCi  3pasku
HYKNEIHOBKX KUCMOT, NpuAaaTtHi anga aHanisis metogom qPCR. Habip
Oyno BanigoBaHO ANS BUKOPUCTaHHSA 3i 3pa3kamu KpOBi Ta KyrnbTyp
KpoBi. KniHiYHi 3pa3kn cnig po3rmnsagaTtn SK NOTEHLINHO IHPeKLinHI;
nig 4ac 3abopy Ta obpobku 3paskiB HeoOXiOgHO AOTpMMyBaTUCH
3anobikHMX 3axofiB wWoao 30yAHUKIB, WO nepefarTbesl Yepes
KpOB.

Kniviumctn  (a  Takox denbalepun, MeacecTpu, nikapi Ta
creujianictn, NoB’si3aHi i3 MeaMLMHOK) HeCyTb BiAMNOBIAamNbHICTb 3a
BMKOPUCTaHHS NpaBuibHOI Mnpoueaypu nig 4ac 36opy Ta
0Oe3neyHOro  TpaHCMoOpTyBaHHA  3pa3kiB  go  naboparopii.
[OCTOBIpHICTb pe3ynbraTiB TeCTyBaHHSA 3HAYHOK MIpPOH 3aneXuTb
Bif, HanexXHoi NpakTUKM Ha npeaHaniTMYHOMY eTani, WO TaKoX
nepenbayae TOYHE | MOBHE JOKYMEHTYBaHHSI.

Micnsa 36opy He 36epiraiTe LiNbHY KPOB NpY KIMHATHIN TemnepaTypi
poBlwe 4 rogvH. TpaHCMOpPTyBaHHS UiNbHOI KpoBi, cupoBaTkn abo
nnasmy Mae BignosigaTv gep)xaBHUM abo MicLLeBUM HOpMaM.

MpoTokon

Bupginenna AHK Ona suginenHa AHK 36yaHuka 3 kniHiYHUX 3paskiB
cnig  BukopucTtoByBatn Habip RevoDx Pathogen DNA/RNA
Purification Kit (IP202302) ab6o RevoDx Magnetic Pathogen
DNA/RNA Purification Kit (IP202303), abo peareHT DIirEXT
OneStep Pathogen DNA/RNA Extraction Reagent (IP202319).
BukopucTaHHSl iHWMX peareHTiB MOXe HeratMBHO BMNIMHYTU Ha
XapakTepuctukn Habopy. byab nacka, OOTPUMYMNTECb iHCTPYKLi
BupobHuKa obpaHoro Habopy ans suginenHa OHK/PHK. B igeani
onepauii MOBWMHHI MPOBOAMTUCS B TPbOX OKPEMMX 30Hax (Ans
BugineHHs [OHK/PHK, npurotyBaHHa pearenTiB gna [P,
amnnicdikauii), wob 3anobirtn koHTamiHaLii.

BHyTpiWHin koHTponb BHyTpiwHi koHTponb (BK), milueHHto skoro
€ PHKasa P ntoguHu, notpibeH ons nigTBepaXeHHs noTpanfisHHSA
BugineHoi [OHK vy peakuiviHi npoGipkn. BHyTPIiWHIA KOHTpOmnb
BUKOPUCTOBYETbCA  ANS  MOHITOPUHIY  edeKTMBHOCTI  eTany
ekctpakuii OHK, a Takox ona nepesipku Oyab-siKOro iHribyBaHHS
nne.

Mo3utnBHUN KOHTPONb 3HadyeHHs Ct NO3UTUBHOIO KOHTPONIO Mae
JopiBHioBaTM 26 * 4, iHWI 3HAYeHHs BKa3ylTb Ha HAasBHICTb
npobnem.

MpoTtokon MJIP

1. Po3moposbTe BCi KOMMOHEHTW MpuW KiMHAaTHIN TemnepaTypi,
kpim C. pneumoniae RM 2. Toknagitb komnoHeHT C.
pneumoniae RM 2 Ha nig. PetenbHO nepemiwante KOXeH
KOMMOHEHT, NoTiM  ocafiTb  Kpanni  KOPOTKOYaCHWUM
ueHTpudyryBaHHaM. lNepeHeciTb yci peareHTu Ha nig abo
OXONomXKyHUNiA 6rok.

2. KiHueBnn ob'em peakuiiHoi cymiwi (Master Mix)
OTPUMYETBLCS  LUNAXOM MHOXEHHA OKpeMWX peakuinHuX
o6’emiB C. pneumoniae RM 1 T1a C. pneumoniae RM 2 Ha
3aranbHy KinbkicTb 3paski. [Mpu UbOMYy BpaxoByKTbCA
OOCNiXXyBaHi KMiHIYHI 3pa3kv Ta KOHTPOmbHi 3pasku. [Ona
YHUKHEHHSA MOXMOOK nNpu po3KanyBaHHi pPeKoMeHOYETbCS
BpaxoByBaTW A0OATKOBUI 3pa3oK Npw MigpaxyHKy 3aranbHol
KifIbKOCTi 3paskiB.

3. [Ons npuroTyBaHHA MancTep-cymiwi gogpamte 14 mkn C.
pneumoniae RM 1 ta 1 mkn C. pneumoniae RM 2 gns
KOXXHOro  3paska Yy nigrotoeneHi npobipkn. [licns
NpuUroTyBaHHA  MancTep-MikciB  0bepexHO nepemiwaTu
CyMill nineTyBaHHAM abo Ha BOpTEKCi Ta ocaguTu Kpanni
KOPOTKOYacHUM LeHTpudyryBaHHam. BHectn no 15 wmkn
npuroToBaHoi cymiwi y npobipku/nnaHwet ana MNP Micns
BHECEHHS MaWCTep-MikCy Yy IyHKM gogamte no 5 Mkn
ekcTparosaHoi [JHK, N03UTUBHOIO KOHTPONIO Ta HeraTMBHOIO
KOHTpOMNto y  BiaMoBiaHi nNpoGipkn. 3akpuTu KPULLKK 4K
3aKneiTv NNaHLWeT Ta ocaauTn Kpanmni LeHTpUAYryBaHHSM.

4. 3anporpamymTe npunag ana  amnnicpikadii  3rigHo
npoTtokony, HaBegeHoro y Tabnuui 3. Bkasatn o6’em 3paska
20 k.

Tabnuus 3: MNMporpama amnnidikadii

Kinbkictb
HasBa etany - Temnepatypa Yac
AKTUBaLis 1 95°C 2 xe
nonimepasu
e 95°C 10 cek
Amnnidikauis 40 60°C 20 cex

* OeTtekuin conyopecueHuii npu 60°C 3a kaHanamu FAM ta HEX
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5. O6patn BuMmiptoBaHHS piBHA dhnyopecueHuii npu 60°C 3a
kananamm FAM ta HEX.
6. 3anyctuTty nporpamy.

7. TNporpamyBaHHs

npunagy Ta

aHani3

pesynberaTis

30iMCHIOBAaTH BigMNOBIQHO [0 iHCTPYKLUii BUpoBHMKa.

AHani3 gaHux

3HayeHHa Ct Ans nNO3MTMBHOIO KOHTPOMIO MOBUHHO AOPIBHIOBATU
2614, a HeraTVBHMI KOHTPOMb Y BCiX KaHanax noBuMHEH OyTwu
HeraTMBHUM. B iHWOMY BUNagKy eKCnepuMeHT chifg, NoBTOPUTH.

Pesynstatn  an4a
HaCTYNMHUM YMHOM:

KOXHOro

MancTep-mikcy

iHTepnpeTyBaTH

+-

MoanTtneHWin Ha Chlamydia
pneumoniae

Pesynerat BanigHui.
30yaHWK He BUSIBNEHO

HesanigHui pesynerar.
- 3pa3sok cnig NoOBTOPHO
nporecTtysatu

IHbopmauia ana 3aMoBNeHHs

Hasea npoaykry ®dacyBaHHA Kat.Ne
RevoDx Chlamydia i
pneumoniae gPCR Kit 25 Tecris IP202326-25
RevoDx Chlamydia }
pneumoniae qPCR Kit 100 Tecrtis IP202326-100
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