i idilbiolech Med-Bio-Agro

LABORATORIES

Habip ansa
BusiBneHHs [QHK Neisseria

gonorrhoeae

Neisseria gonorrhoeae qPCR Kit
IHCTPYKLifA 3 BUKOPUCTaAHHA

AxicHe BuaBneHHA OHK Neisseria Gonorrhoeae
Ons pgiarHocTuUKM in vitro.

Tinbkn gna npodecinHoro BVIKOpVICTaHHFc € -

KaTanoxHi Homepwu:
IP202241-100 — 100 TecTiB
IP202241-500 — 500 TecTiB

Cknap Habopy

100 500
K+omnoHeHT : .
TecTiB | TecTiB
1 | N. Gonorrhoeae RM 1 1400 | 5x 1400
MKN MKJT
2 | N. Gonorrhoeae RM 2 100 mkn| 500 mkn
N. Gonorrhoeae No3nTueHui
3 | KoHTpONbHWIA 3pa3ok 100 mkn| 200 mkn
(Positive control)
N. Gonorrhoeae HeratnsHui
4 | KOHTPOnbHUI 3pa3ok 100 mkn| 200 mkn
(Negative control)

TpaHcnopTyBaHHSA, 36epiraHHsa Ta cTabinbHICTb
HabGopu MoxHa TpaHcrnopTyBaTu npu Temnepatypi Big +2°C no
+8°C. Bci komnoHeHTM Habopy RevoDx Neisseria Gonorrhoeae
gPCR Kit cnig 36epiratn npu Temnepartypi Big -25°C po -15°C. Cnig
yHuKaTh 36epiraHHs npu Oinbll BUCOKMX TemmnepaTtypax. 3a ymoB
HanexHoro 30epiraHHA BCi KOMMOHEHTU Habopy 3anuwarTbes
CcTabinbHUMKM [0 3aKiHYEeHHs] TepMiHy NPMAATHOCTI, BKa3aHOro Ha
etukeTui npopykty. PeareHtn N. Gonorrhoeae RM 1 Ta RM 2 He
MOXHa 3aMOpOXyBaTU-po3MOpOXyBaTh Binblie 3 pasiB, Le Moxe
Npu3BECTM OO0 3HWXKEHHS 4yTnuBocTi Habopy. lMpu HeobxigHOCTI
30inNbLUEHHsT  KINbKOCTI  LMKMIB  3aMOPOXXYBaHHSI-PO3MOPOXKYBaHHS,
po3ginite Habip Ha Kinbka aniksoT 3py4Horo o6’emy Ta 3bepirante
npu Temnepartypi Big -25°C go -15°C.

MepenbavyeHe BUKOPUCTAHHA

RevoDx Neisseria Gonorrhoeae qPCR Kit — ue [MJIP-tect y
peanbHOMY 4aci, npu3HayeHuh Ans skicHoro BusiBneHHs [OHK
Neisseria gonorrhoeae y cedi, LepBikanbHUX Ta yporeHiTanbHUX

3pasKax.
Mo3nTMBHI pesynbTaT He BUKMIOYaKOTb  KOiHGeKUil 3  iHWuMK
natoreHamu. BusiBneHuii 306ygHMk Moxe He OyTu ocTaTouvHO

NPUYMHOK 3aXBOPKOBAHHS. HeratuBHi pe3ynbratv He BUKNOYaKTb
HasBHICTb iHMEKUil i He MNOBMHHI BMKOPUCTOBYBATUCHA K €OMHA
nigctaBa Ans MNPUAHATTA  pilleHb LWOAO JiKyBaHHSA nauieHTa.
HeraTtvBHi pesynstat BapTo KOMOiIHYBaTu 3 KMiHIYHOK KapTUHOM,
icTopieto naujieHTa, Ta enigemionoriyHol iHdopmadieto.

HabGip RevoDx Neisseria Gonorrhoeae qPCR Kit npusHaueHun ans
nNpodecinHOro  BMKOPUCTaHHS  kBaricpikoBaHMM  nabopaTopHUM

nepcoHarnom, Lo NponwoB HaB4aHHA Metodam [P y peansHomy
yaci Ta npouenypam ansa aiarHoCTukK in vitro.

OO6MeXXeHHA WoaAO0 BUKOPUCTAHHA NPOAYKTY

e BukopucTtoByBaTU nule 3a NPU3HAYEHHSIM

e HabGip RevoDx Neisseria Gonorrhoeae
npu3HaYeHnn gnsa giarHoCTUKK in vitro.

e [loTeHuinHi MyTauii B LinbOBMX 06nacTsix reHomy natoreHa,
3anyyeHux y peakuii, MOXYTb npussectn oo
XNOHOHEraTUBHUX pe3ynsTaTiB TECTY.

e |Hribitopu TJIP B enwatax MOXyTb NpU3BEeCTU A0
XnbHoHeraTneHMX abo HeBanigHWX pe3ynsTaTiB TECTY.

e [lnAa OTpUMaHHSA [OCTOBIpPHUX pesynbraTtiB  HeobXigHO
AOTpMMYBaTUCh NpaBuITbHUX MeToaiB 360py,
TpaHCcnopTyBaHHs, 36epiraHHsA Ta 06pobkn 3paskiB.

e HabGip npusHavyeHunn ans npodeciiHoro BUKOPUCTaHHS
KBaniikoBaHMM MNepcoHanoMm, Lo MPONMWOoB BignoBigHe
HaBYaHHS.

e JloTpumymnTecs iHCTPYKLiA 3 BUKOPUCTaHHS A0 Habopis aAns
OTpUMaHHA onTumarnbsHux pesynesraris MNI1P.

e He BuKkopucToByhWTe Habip nicnA 3akiHYEHHS TepMiHy
npuaaTtHocTti. KomnoHeHTM Habopy 3 Ppi3HUMX cepinl He
MOXHa 3MilLyBaTy.

gPCR  Kit

Onuc npoaykrty

MNP-aHani3 y peanbHoMy 4aci Neisseria Gonorrhoeae — e Habip
ana sussneHHs [HK Neisseria gonorrhoeae wmetogom [P y
peanbHomy uyaci. [Mig yac pennikauii OHK y xogi MNJIP, mMivyeHni
rnyopecuUeHTHUM GapBHMKOM 30HA ribpmamnsyetbes 3
OHK-matpuueto i pyrHyeTbca 5'-3' eHOOHYKNeasHoK aKTUBHICTIO
OHK-nonimepasn Thermus aquaticus (Taq) B Mipy NOAOBXEHHS
npavimepa [UJIP. 3oHO poswennioeTbCss nuwe Todi, Konwm
BinbyeaeTbca pennikauis OHK, npn yomy BinbyBaeTbca posgineHHs
Monekynu cnyopecueHTHoro 6apBHMKa Ta MOMEKYNnM racHuka.
YTBopeHi npogyktu MNJ1IP MoXHa BUABUTU MPOTArOM KiflbKOX XBUWIWH
3aBOSKU MIABULLEHHIO piBHA bnyopecueHLii, fke BiabyBaeTbcs
€KCMOHEHLanbHO 3 KOXXHUM HacTymHUM UUKNoMm amnnidpikadii y xoai
MNP. Mapametrp Ct (noporoBui LUMKN) — UEe HOMEP UMUKy
amnnicdpikadii, npu KoMy nyopecueHUis peakuiiHoi  CyMmiLli
nepesuLLye ¢ikcoBaHe MOPOroBe 3HayeHHs. [ns nepesipkuM AKOCTI
€KCTpaKLUii HYKNeiHOBUX KWCMOT Ta NPOXOMXKEeHHs amnnidikauii B
Habopi BUKOPUCTOBYETHLCSA BHYTPILLHIN KOHTPOIbHWIA 3pa3ok.

3aranbHuin onuc

loHopesa - ue iHdeKuis, CnpuynMHeHa rpamMHeraTMBHMMK KOKamu
Neisseria gonorrhoeae, WO € OfHIEl0 3 HAMNOLUMPEHIWMX MPUYNH
3axXBOpKOBaHb Cepef CeKkcyarbHO akTMBHWUX rogen. Ak i iHwi
iHchekuil, wo nepepatoTbca ctateBum wnsaxom (IMCLU), roHopes
HandacTie Bpaxae MOo4e Jopocrie HaceneHHs. IHdekuisa
XapakTepU3yeTbCsl  reHiTanbHUMKM  CUMMATOMaMKu,  TakUMKU  SIK
BUAINEHHs, NeYiHHA MNig Yac CeYOBUMYCKaHHA, He3BUYaMHi BUPa3Ku
abo Bucun. N. gonorrhoeae Bpaxae Cnu3oBi 0BOMOHKM
pPENPOAYKTUBHOIO TPAKTY, LUO BKMAYAKTb LUMIAKY MaTkM, MaTky Ta
MaTKOBi TpPyOM Yy XIHOK, @ TakKOX YpPeTpy Yy >XIHOK i YOmnoBikiB.
MaToreHn nOWMPIOETLCA Mig 4Yac BariHanbHOro, aHanbHoro abo
opanbHOro cekcy. BariTHa XiHka Takox Moxe nepegaTu iHdeEKLUito
CBOIW OUTWUHI Nig 4ac nonoriB. 3apaXeHHs MOXIIMBE HaBiTb 3a
BiJCYTHOCTi CUMNTOMIB Yy HOCisl 36yaHWMKa..

IHcpopmauin wopo 6esnekn

e  KniHiyHi 3pasku cnig po3rnsagaTtn K NOTEHLINHO iHGEKLinHi;
3 HUMK cnig npautoBaTn B 30Hi Giobesnekn 1-ro abo 2-ro
piBHS, 3anexHo Bif 30yaHVKa iHdeKu;i.

e Yci oTpumaHi BigXxoau cnig  BBaXaTu  MOTEHLINHO
iHPEeKUiiHUMK. 3 HUMW cnifg NOBOAMTUCH Ta YTUIi3yBaTh
Bi4NOBIAHO 4O MicLeBux npaBun 6esneku.

e  VYHukante OyOp-sIKOrO KOHTaKTy LIKIpM 3 peareHTamu
Habopy. Y BUNagKy KOHTaKTy peTenbHO NPOMUTU BOAOHO.

e  YHukante po3bpu3kyBaHHsI Ta YTBOPEHHSI aepo30niB.
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e [licna pobotn i3 KniHiMHMMKM 3pas3kamn Ta peareHTamum Hwkye  HaBegeHi  pe3ynbTaT  OOCHIOKEHHS  MepexpecHol
HeobXigHO MUTK PyKK. peakTUBHOCTI, 5K in silico, Tak i metogom 1P,

e |HdopmaLito CTOCOBHO XiMiYHOrO cknagy Ta ©6e3nevyHoCTi
peareHTiB Towo (MSDS information) moxHa oTpumatu Big AHani3 nepexpecHoi peakTUBHOCTI in silico
BMPOOHMKa Y1 MOro npeacTaBHMKa 3a 3anMToM. OpraHiam PesynkraT

Bacillus subtilis Hemae romonorii

e [lpu pobGoti B nabopatopii BuKOopucCTOBYBaTM 3acobu
iHOMBIAYyanbHOro 3axmcTy.

e Ha nouyatky Ta B kiHUi poboTu AesiHikynTe yci poboui
NOBEPXHi 3HE3aPaXYUNMMMUN PO3YNHAMM.

Chlamydia pneumoniae

Haemophilus influenzae

Legionella pneumophila

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

Mycobacterium tuberculosis
Streptococcus salivarius
Streptococcus pyogenes
Bordetella pertussis
Mycoplasma pneumoniae
Pneumocystis jirovecii (PJP)
Enterococcus dispar

Listeria monocytogenes
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-CMHUMWTIaNnsHU Bipyc
PuHoBipyc

ApneHosipyc (Hanp. C1 Ad. 71)
MeTtanHesmosipyc nognHu (hMPV)

e [lepekoHanTecb, WO YyCi poO3XigHi MaTepianu MatTb
MapkyBaHHss DNase/RNase-free.

e [loBoabTecs 3 yciMa martepianamu BiAnoBiAHO A0 MpasBun
pobotn B nabopaTtopifx, WO NpoBOAATb [AOCHIAXKEHHS
MOSEKYNSIPHO-FTEHETUYHUMU  MeTodamu, LWwob 3anobirtu
nepexpecHin KoHTamiHaLii.

e  BukopuctoByinTe Tinbku nosipeHi/kanibposaHi fo3aTopu Ta
HaKOHEYHVKN 3 aepo30IbHUM INETPOM.

e 30epiramte Habip nopani Big OXepen 3abpyoHEHHSA
HYKNeiHOBMMM  KucnoTamu,  0coGnvMBO  npoayKTamu
amnnigikawii.

e Yci MaHinynsauii BapTo NPOBOAUTM B OKPEMWX 30HaX
(exctpakuis OHK/PHK, npurotyBaHHs peakuiiHux cymillen,
amnnidikauis).

e Yce obnagHaHHA Ta BWUTPaTHi MaTtepiany ANA KOHKPETHOI
onepauii NOBMHHI 3HAaXOOAUTUCS B 30Hi, A€ BUKOHYETLCS Lisi
onepauid, i He MOBMHHI MepeMiwartnuca MK Pi3HUMK
30HamMu. PykaBuYKM Cnif 3MiHIOBaTW NpU Nepexoi y KOXHY
30Hy. JlabopaTtopHi xanaTtv MoBWHHI ByTM okpemumn Ans
KOXXHOI 30HMU i IX HE MOXXHa HOCUTUM 3a MeXaMu LLiEl 30HW.

e Po0OTM MOBMHHI BWMKOHYBaTUCb B OOHOMY HarpsiMKy,
noymHatoum i3 30HM ekctpakuii OHK/PHK i 3akiHuytoum
Bi4NOBIAHMMM 30HaMV BUKOPUCTAHHS.

AHanis nepexpecHoi peakTuBHocTi metogom MNP

XapaKTePMCT“K“ Ha6°py OpraHiam Mxepeno KoHueHTpauin feayana
Mexa BusiBneHHs (LoD) - AHaniTM4He focnigXeHHs1 YyTnuBOCTI: |Chlamydia KniHivHWi He npusHadeHa oguHuua |He
Ona BusHaueHHa mexi BusiBneHHs (LoD) Gyna nigrotoeneHa cepis [phedmoniae SPasoK__ BUMIDY BUABNEHO
possefeHb 36yaHuKa, Wo6 OoTpUMaTh KiHUEeBi KoHueHTpaui 2430, Haemophilus Kniniqnmi He npusHadena opuHnus [He
810, 270, 90 ta 30 KYO/mMn wnsxoMm po3BedeHHs 3pas3kamu cedi influenzae 3pa3oK UMDY SVABTICHO
N ’ P : A X .p . ’|Legionella KniHiyHui He npu3HadeHa ognHuus [He
3I6pa|:|VIMVI y HeraTvBHWX [0 naToreHy ocib, Ans imMitauii KniHiYHUX | pneumophila 3pa3oK BAMIDY BUSIBMEHO
3paskiB. [IHK natoreHa ounwanu 3a gonomoroto RevoDx Pathogen  [Mycobacterium KniHiqHmit He npu3HadeHa oauHuus [He
DNA/RNA Purification Kit. KoxxHe po3BeneHHst O6yno nepeBipeHo B |fuberculosis 3pasok BUMipY BUSABMEHO
24 nosTopax. 3HaueHHs Mexi BuaeneHHs (LoD) 6yno pospaxosaHo |Streptococcus KniHivHui He npusHadeHa oanHmuus |He
WrsXoM npobiT-aHanisy. 3HaueHHs Mexi BusiBNeHHs (LoD) [RYedenes 3K?'|?|-3|i?4||(-|m7| E:"’;—'EZSHaqua p—— a":aﬂe”o
craHosuno 83 KYO/mn. Le 3HaueHHs .Lol;) 6yno nifTBEpLYKEHO Bordetella pertussis 3pa30K BUMIDY BUABNEHO
TECTYBaHHAM  AOAATKOBIX 20 pennikaTie i3 KoHLeHTpaLieto 8:_3 Mycoplasma Kniniqanmii He NpusHadeHa oguHNLs |He
KYO/mn. Yci 20 pennikaTiB Aanv NO3VTUBHI pe3ynsTatn Ans MilleHi, |pneumoniae 3pasok BUMIDY BUSIBNEHO
Takum Byno nigTeepakeHo, wo LoD ctaHoButb 83 KYO/Mn. Pneumocystis jirovecii |KniHiuHumn He npuaHadeHa oauHuus |He
(PJP) 3pasokK BUMIpY BUSIBNIEHO
|HKJ1I03VIB'HICTb: 3 Enterococcus dispar KniHiyHni He MpusHaJeHa oAMHNLA He
[ns nocrigoBHOCTEN KOXHOMO reHoTwny, AOCTYNHUX y 6asax faHux | 3pasok BUMIpY BUABNEHO
NCBI, 6yno npoeefeHo iHKMIO3WBHUI aHania in silico npanimepis i |Listeria KniniyHni He NpusHaueHa oanHNLA |He
soHgis RevoDx Neisseria Gonorrhoeae qPCR Kit. Pesynbratn [monocytogenes SPAsoK__ BUMIDY BUABIEHO
nokasyloTb, LO  HYKNeoTWAHI  AiNsHKW, ki po3ni3HatoTbCs  |Neisseria meningitidis 5”;"3”:;”” :S'v';'ip”s"'a”e“a OAVHALA ::ﬂBJ‘IeHO
po3spobneHumn npanmepamu ta 3oHaamu, matotb 100% romonorito 3 PadoK__ By
. . . X , , KniHiyHun He npu3HadeHa ognHuus [He
BCiMa AOCTYMHMMM MOCMIAOBHOCTAMU reHoTuniB 3 HauioHanbHoro |Aspergillus niger !
. . o 3pa3okK BUMIPY BUABIIEHO
LeHTpy GioTexHonoriyHoi iHdopmadii (NCBI). NIBSC
KopoHasipyc nognHu (Kar Ne: He npu3HadeHa ognHuus [He
MepexpecHa peakTUBHICTb: (229E) 09/132) BUAMIPY BUABNEHO
MepexpecHa peakTuBHicTb Habopy RevoDx Neisseria Gonorrhoeae NIBSC H
gPCR Kit 6yna oujHeHa sik 3a AONOMOrolo aHaniay in silico, Tak i 3a |Purosipyc (KaT.Ne: HE NpusHasena oanhnuA | He
.. s o . BUMIPY BUABMNEHO
ponomoroto TectyBaHHA meTogoM MNP, AHanis in silico npaviMepis i 08/324)
3oHaiB  RevoDx Neisseria Gonorrhoeae gPCR  Kit npotu NIBSC H
i Y i i i AneHosipyc (KaT.Ne: 2.0x108MO/mn e
nocnigosHocTel 26 naToreHis nokasas, Wo Habip € cneumdiyHm a0 Py A : BUSIBIIEHO
CBOEI MilLeHi i He Jae nepexpecHOoi peakuii 3 UMMM naToreHamu. = 11\1%382?
MepepaxoBaHi Hwk4e 25 36yaHuWKiB Gynu npoTecToBaHi  Ha (/-I\‘/)é/:fwrrizrclyurch (KamNe: He NpuaHadeHa oguHnus |He
nepexpecHy peakTuBHicTb meTogom [JIP 3a pgonomoroto Habopy /1/2003, HIN1) 07/2'9(;)' BUMIpY BUSIBNIEHO
RevoDx NEISSGFIa Gonorrhoeae qPCR Kit . XnbHONO3MTUBHUX Bipyc rpnmy NIBSC He npusHaiena oanHnLA |He
pesynbraris He BUABMEHO. (A/Wyoming/3/2003, |(KaT.Ne: BUMIpY BUSIBNEHO
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H3N2) 07/298)

Bipyc rpuny ?:(IETSI\i' He npu3HadeHa ognHuus [He
(B/Jiangsu/10/2003) 07/3'06)' BUMIpY BUSABIEHO
Bipyc imyHopediunTty [NIBSC He
nogunn 1 tuny (BIJ1-1, [(KaT.Ne: 1.25x10°MO/mn BUSBREHO
HIV-1) 16/194)

Bipyc imyHopediunTty [NIBSC He
noguun 2 tuny (BI1-2, [(KaT.Ne: 2.8x105MO/mn BUSIBNEHO
HIV-2) 16/296)

PecnipaTopHO-CUHUMATI z\l}!aBTSl\i' He Npu3HayeHa oauHuus [He
NbHWUIA Bipyc A2 08/120) BUMIpY BUSIBIEHO
Bipyc naparpuny 1 [\:JETS,\% He npu3HayeHa oguHuus [He

Tmny 08/176) BUMIpY BUSIBNEHO
Bipyc naparpuny 2 w:ﬁ\i_ He Npu3HayeHa ognHuus [He

Tmny 08/178) BUMIpY BUSIBNEHO
Bipyc naparpuny 3 E\IKIaBTSI\i' He npusHadeHa ognHuus |He

Tmny 08/118) BUMIpPY BUSIBNEHO
Bipyc naparpuny 4 H(IETS,&E)_ He npu3HadeHa ognHuus [He

Tmny 08/180) BUMIpPY BUSIBNEHO

DopatkoBi MaTepianu Ta obnagHaHHA
e Habip pana BuginenHs [OHK/PHK RevoDx Pathogen
DNA/RNA Purification Kit (Kat. No: IP202302; idil biotech,
TypeuunHa) abo RevoDx Magnetic Pathogen DNA/RNA
Purification Kit (Kat. No: IP202303; idil biotech, Type4yuuHa)
abo pearent DIrEXT OneStep Pathogen DNA/RNA

Extraction Reagent (Kar. No: 1P202319; idil biotech,
TypeyunHa)

e Awmnnigikatop ansa MJ1P y pexumi peansHoro 4Yacy

e BignosigHi 3acobw iHAMBIgyanbHOro 3axucTty (xanar,

pYKaBWYKK, OKyNsipn)

e  Mikponinetku (0.5 mkn — 1000 mkr)

e HakoHeYHWKM Ona 4o3aTopiB 3 aepo30fibHMM (hinbTPoOM Ta
mapkyBaHHsaM DNase/RNase-free

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

e  BuxpoBun 3miwyBay (BopTekc)

e HacTtinbHa MiKpoueHTpudyra
MJIP-nnaHweTiB/cTpmn-npobipok

e HactinbHa MikpoueHTpudyra pans
1,5-2,0 mn

e [lpoGipkn abo nnaHwetun ans MNP y peansHoMy Yaci.

ans

npobipok o6'emom

MigroTroBkKa 3pa3kiB

Llen Habip BanigoBaHO AnNs BUKOPUCTAHHSA i3 3paskamu cedi,
yporeHitTanbHummn abo uepBikanbHUMKW Maskamu. KniHidHi 3pasku
cnig po3rnsgatM Sk NOTEHUiNHO iHdbeKuivHi; nig yac 3abopy Ta
06pobkmM 3paskiB HEOOXiAHO OOTPUMYBATMCH 3anobikHUX 3axoaiB.
KniHiunctn (@ Takox denbgwepu, MeacecTpu, nikapi Ta
creuianictn, NoB’si3aHi i3 MegMUWHOK) HEeCyTb BiAMOBIgANbHICTL 3a
BMKOPUCTaHHSI NMpaBuNbHOI Npoueaypw nig vyac 36opy Ta 6e3neyHoro
TpaHCnopTyBaHHA  3pas3kiB no  nabopatopii.  [JOCTOBIpHiCTb
pes3ynbTaTiB TeCTyBaHHSA 3HAYHOK MIpOI0 3anexuTb Bid HanexHoi
NpakTUKM Ha NpeaHaniTM4HOMy eTani, Lo Takox nepenbavae ToOUHe i
NoBHE AOKYMEHTYBaHHS.

Micns 36opy He 36epiravite 3paskym MpW KiMHATHIN TemnepaTypi
posBwe 4 rogvH. TpaHcnopTyBaHHA 3paskiB MOBMHHO Bignosigaty
HauioHanbHMM abo MicueBMM npasuniam.

MpoTokon

Buainenna OHK [Ona sugineHHsa OHK 30ygHuka 3 kniHivHMX 3paskis
cnig  BukopuctoByBatn Habip RevoDx Pathogen DNA/RNA
Purification Kit (Kat. No: IP202302; idil biotech, TypeuyuuHa) abo
RevoDx Magnetic Pathogen DNA/RNA Purification Kit (Kat. No:

IP202303; idil biotech, TypeuunHa) abo peareHT DIirEXT OneStep
Pathogen DNA/RNA Extraction Reagent (Kat. No: 1P202319; idil
biotech, TypeuunHa). BukopucTaHHA IHLWKWX peareHTiB MOXe
HeraTMBHO BMMMHYTW Ha XapakTepucTuku Habopy. byab nacka,
OOTPUMYWTEChb  iHCTPYKUiA BupoGHMKa obpaHoro Habopy Aans
BuaginenHs [OHK/PHK. B igeani onepauii noBuHHIi npoBoantmucsa B
TPLOX OKpemux 3oHax (ansa sugineHHa OHK/PHK, npurotyBaHHS
pearenTiB ans MJ1P, amnnicgikauii), o6 3anobirtn koHTamiHaLii.

BHyTpiWwHiN koHTponb BHyTpiWwHih koHTponb (BK), MileHHIo skoro
€ PHKasza P noguHn, notpibeH ans nigTBepokKeHHs1 NOTpanmisiHHS
BuaineHoi [OHK y peakuinHi npobipkn. BHYTPIWHIA  KOHTPOMb
BMKOPUCTOBYETLCHA ANS MOHITOPUHIY e(peKTMBHOCTI eTany ekcTpakuii
OHK, a Takox ansa nepesipku 6yap-saKkoro iHribysaHHs IMI1P.

Mo3nTUBHUN KOHTpONb 3HayeHHs Ct MO3UTMBHOIO KOHTPOSO Mae
popiBHioBaT 25 + 4, iHWI 3Ha4YeHHA BKa3ylOTb Ha HasBHICTb
npobnem.

MpoTokon MIP

1. Po3amoposbTe BCi KOMMNOHEHTU NPW KiMHaTHIN TemnepaTypi,
kpim N. Gonorrhoeae RM 2. lNoknagite komnoHeHT N.
Gonorrhoeae RM 2 Ha nig. PeTtenbHO nepemillante KOXeH
KOMMOHEHT, MOTiM  OcafiTb  Kpanni  KOPOTKOYacCHWM
ueHTpudyryBaHHaM. lNepeHeciTb yci peareHTn Ha nig abo
OXONOAXKyHUUA Brok.

2. KiHueBun o6’em peakuinHoi cymiwi (Master Mix)
OTPUMYETBLCS  LUMISAXOM MHOXEHHSI OKPEMUX peakUiiHUX
o6’emiB N. Gonorrhoeae RM 1 1a N. Gonorrhoeae RM 2 Ha
3aranbHy KinbKicTb 3paskiB. [lpu UbOMY BpaxoBykTbCHA
OOCNiAXyBaHi KMiHIYHI 3pa3ky Ta KOHTPOMbHI 3pasku. Ons
YHUKHEHHSA NOXnbBOoK Mpwu po3kanyBaHHi peKoMeHAyeTbCH

BpaxoByBaTW  [OAATKOBUW  3pa3oK Mpu  MigpaxyHKy
3aranbHoi KinbKOCTi 3paskiB.
3. [ns npurotyBaHHA MancTep-cymiwi gogante 14 mkn N.

Gonorrhoeae RM 1 ta 1 mkn N. Gonorrhoeae RM 2 gnsa
KOXXHOro 3paska Yy nmigrotoBneHi npoGipku. [licnsa
NPUroTyBaHHA MaiicTep-MikciB obepexHo nepemiartu
CyMill nineTyBaHHAM abo Ha BOPTEKCi Ta ocaguTu Kpanmi
KOpPOTKOYaCHUM LeHTpudyryBaHHaM. BHectn no 15 mkn
npurotoBaHoi cymiwi y npobipku/nnaHwet anga MJIP. Nicns
BHECEHHA MaNCTep-MiKCiB y IyHKu pdopawte no 5 mkn
ekcTparoBaHoi [OHK, no3uTMBHOrO Ta  HEraTMBHOIO
KOHTPOMO y BiANOBiAHI MPOGIpKK. 3aKpUTU KPULLKKA 4K
3akneiTv nnaHLwWweT Ta 0cCaanTUn Kpanni LeHTpUdyryBaHHSM..
4. 3anporpamynTte npunag ana  amnnicikauii - 3rigHo
npoTokony, HasegeHoro y Tabnuui 3. Bkasatu 06’em 3paska

20 mkn.
Ta6nuuysa 3: Mporpama amnnidikadii
KinbkicTb
Has3Ba eTany umknis TemnepaTtypa Yac
AkTuBaLis 1 95°C 2 x8
nonimepasu
95°C 10 cek
Amnnidikauis* 40
60°C 20 cek

* Detekuina donyopecueHuii npu 60°C 3a kaHanamu FAM ta HEX

5. OG6patn BumiptoBaHHa piBHA dnyopecueHuii npn 60°C 3a
kaHanamu FAM ta HEX.

6. 3anyctutn nporpamy.

7. [porpamyBaHHsA nNpunagy Ta aHania  pesynbrariB
3[iCHIOBaTK BiANOBIAHO [0 IHCTPYKLiTi BUPOOHUKa.
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AHani3 gaHux

3HadeHHa Ct gns no3MTUBHOIO KOHTPOMK MOBWHHO AOPIBHIOBATU
28+4, a HeratMBHUI KOHTPOMb Yy BCiX KaHanax MnoBuHeH OyTu
HeraTMBHUM. B iHWOMY BUNagKy eKkcnepuMeHT chnif NoBTOPUTK.

PeayanaTM Ana KOXXHOro MaVICTep-MiKcy iHTepI'IpeTyBaTVI HaCTyNMHUM

YNHOM:

MNo3utuBHun Ha Neisseria

+ +/-
gonorrhoeae
) + Pesynerar BanigHun.
36yOHUK HE BUABMIEHO
- - HesanigHuin pesynbrar.
3pa3ok cnig  NOBTOpHO
npoTecTyBaTu
IHhopmauina gna 3aMoBNEeHHsA
Ha3Ba npogykrty ®dacyBaHHA KatanoxHui
HOMep
RevoDx Neisseria 100 TecTiB IP202241-100

Gonorrhoeae qPCR Kit

RevoDx Neisseria
Gonorrhoeae qPCR Kit

500 TecTiB

1P202241-500
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