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TecT-KapTpuaxX 44 BbISBMIEHMS BMpYCa NanuinoMbl Yenoseka tvna 6/11

TonbKo Ans AMarHoCTUKK «in Vitro»

Kopn 4299H1 1 Tect XpanuTb npu 2-30°C

HasHauyeHue

[aHHbIN 3Kcnpecc TecT npeacTaBnsAeT cobow Bu3yarbHbI UMMYHONOTMYECKUA 3KCMPECC aHanm3 ANS Ka4eCTBEHHOro onpeaereHvs
BMpYyCa nanunioMbl YenoBeka Tuna 6/11 (HPV 6/11) B uepBuKanbHbIX Npobax KeHLUH.

PaspgeneHue nanunnomasupyca 4enoBeka Ha TUMbl OCHOBAHO Ha PasfuyuMmn UX KIMHUYECKUX NPOSIBNIEHUIA U NPEAPACNONOXEHHOCTU K
pa3BUTUIO 3rTOKAYECTBEHHOW onyxonu. Bupyc nannnnomsl YenoBeka LWECTOro U OAMHHAALATOrO TUMa OTHOCAT K rpynne HU3KOro pucka
OHKOMorMu. Hanmume aToro BUpyca MOXeT HUKak cebsi He NPOSIBMATb, HO MPU CHUXEHUN UMMYHUTETA UMK NOL BO3OENCTBMEM APYrnX
(haKTOPOB AaHHbIE TUMbI XapaKTepU3yOTCS 0Opa3oBaHNEM reHUTarbHbIX OCTPOKOHEYHbLIX KOHAMUMOM.

MpuHUMN

B npouecce TecTupoBaHuns npoba BCTynaeT B peakuuio C LBETHbIM KOHbIOraTOM, HAHECEHHbIM Ha y4acTok Ans npobbl. CMech 3atem
ABUXEeTCA No MemMbpaHe KanunnsipHeiM METOAOM M BCTYNaeT B peakuMio C peareHTamu, HaHeCeHHbIMU Ha Membpany. Mpu Hanuyum B
npobe gocTtaTovHoro yposHs npotenHoB HPV 6/11 Ha TectoBoM y4vacTke (T) mosiBUTCA LBeTHasi nmonocka. Hanuwuue ynomsiHyTow
MONOCKM O3HaYaeT NOMNOXUTENbHbINA pe3ynbTaT, a ee OTCYTCTBME O3HavYaeT OTpuLUaTeNbHbIN pe3ynbTar.

LiBeTHast nonocka Ha KOHTponbHOM yyactke (C) cnyXuT KOHTponem npouenypbl, ykasbiBas Ha To, 4TO Obin gobasneH 4OCTaTOYHbIN
06beM nNpobbl, 1 NPOM30LWLNo NPOAONbHOE PacnpoOCTPaHeHWe XUAKOCTM Mo meMmbpaHe.

KoMnoHeHTbI HaGopa

20 TecCT yCTPOWCTB B MHAUBMAOYANbHON yNakoBKe Kaxgoe TecT yCTpPOWCTBO COAEPXWUT MOSMOCKY C LUBETHbIM KOHbKratom W
peareHTamu, pacnpegeneHHbIMY Mo COOTBETCTBYHOLUM y4aCTKaM.

2 pnakoHa 6ydepa ans skcTpakuymm — 10 mi docdaTHO-coneron GydepHbli pacTBop

20 npobupok Ans aKCTpakuum [ns noarotoBku peareHTa

2 wratmea [ns ¢pnakoHoB ¢ 6ydepom u npoburpok

1 MHCTPYKUWMS YKasaHusi N0 MCNosb30BaHN0

1 NoNoXuTenbHbIM KOHTPONbHbBIN TaMmoH (no 3anpocy) | Cogepxut knetkn Kacku, MHUUMpOBaHHbIE WHaKTMBMpOBaHHbIM HPV, n
as3ug Hatpus. [Ins BHELHero KOHTporns

1 oTpuuaTesbHbI KOHTPONbHLIA TamnoH (Mo 3anpocy) | He copepxut knetok Kacku, wuHdMumMpoBaHHbX HPV. [Ons BHellHero
KOHTpOSISl.

MaTtepuanbl Heo6xoauMbIle, HO He NocTaBnsieMble
Tanmep. CTepunbHble TaMMOHbI HA MIACTMKOBOWN Nanoyke ¢ HAKOHEYHUKOM U3 NaBcaHa UM BUCKO3bI.

Mepbi npeaoCcCTOPOXKHOCTH

Tonbko Ansa npodeccnoHanbHOM ANarHOCTUKM in Vitro.

MpeaHa3HayeH TONbKO ANs OAHOPa30BOro UCMONb30BaHUS.

He ncnonb3oBaTtbk nocne ncTte4eHns cpoka rogHOCTM UK NpU NOBPEXAEHUN YNAKOBKW.

M3beraTb nepekpecTHOro 3arps3HeHus npob, ncnonb3ys Ans coopa kaxgon HOBOW NPOOGbI HOBLIN KOHTENHEP

Mepepn BbINONHEHMEM TECTUPOBAHNA BHUMATENbHO MPOYMTaTh UHCTPYKLMIO

He cnepyeT npuHMmathb nuuly, NUTb UKW KypuTb B MoMmelleHne, rae paboTatotT ¢ npobamu. ObpawaTteca ¢ npobamu, kKak ¢

noTeHuManbHO MHMUMpoBaHHbIMKM. CobniogaTtb Mepbl MPedoCTOPOXKHOCTM MO MUKpobuonoruyeckon 6e3onacHOCTU B TeveHue

BCEW npoueaypbl W YTUNM3MPOBaTb COrMACHO CTaHAAPTHOW npoueaype. Mcnomnb3oBaTe 3alUMTHYHO OAEXAY, TaKyl Kak

nabopaTopHbIf XxanaT, 04HOPa30Bble NepyaTku 1 3aLmUTy ANs rna3 Npu TeCTMpoBaHMmn Npob.

7. He B3aumo3aMeHsATb 1 He CMeLLMBaTb peareHTbl U3 pasHbiX NapTuii. He MeHATb KpbILWkU hnakoHOB C pacTBOPOM.

8. Tllocne 3aBepLueHWs Npoueaypbl TECTUPOBaHUS TaMMoHbl cneqyeT obpaboTtath B aBToknase npu 121°C MuHuMym 20 MuHyT. Minu
xe obpabortatb 0,5% pacTBOpoM runoxnopuaa Hatpusa (Mnv obbldHbIM OTOEenuBaTenem) B TeYeHWe vaca nepeq ytunusaumen.
Mcnonb3oBaHHbIe MaTepuarnsl criegyeT yTUNn3npoBaTh COrMacHO 3aKOHOA4AaTeNbCTBY.

9. He NpvMeHATb LMTOMNOMNYECKYIO LLETOYKY Y 6epeMeHHbIX.

XpaHeHue 1 cTabunbHOCTb

1. Habop cnegyet xpaHuTb npu Temnepatype 2-30°C OO MCTEYeHMs Cpoka OEeViCTBUS, YKasaHHOro Ha ynakoBke. 3amopaxusBaHue
HeZonyCcTMMO.

2. TecT A0 MCNONb30BaHMA AOIMKEH OblTb 3aneyaTaHHbIM.

3. CnegyeT npuHumaTtb Mepbl AN 3alMTbl KOMMOHEHTOB Habopa OT 3arpssHeHus. He ucnonb3oBaTb, €CnvM eCTb NPU3HAKK
MWKPOBHOro 3arpssHeHus unu npeumnutaumn. bronormyeckoe 3arps3HeHWe NUNETOK, KOHTEMHEpPOB WNW peareHToB MOXeT
NPUBECTU K MOXHBLIM pe3ynbTaTam.

ourwNE

C6op 1 xpaHeHue Npo6

OueHb BaxxHO kayecTBO Npob. KneTku anuTenus werkn MaTku cobmparoTcsl npy NoMoLLM TaMmnoHa.

Ans yepsukarnbHbix npob:

1. Wcnonb3oBaTtb TOMbKO CTEPUSbHbIE TAMMOHBI HA NITACTUKOBOW Nanoyvke ¢ HAKOHEYHUKOM 13 NMaBcaHa Uy BUCKO3bI.

He pekomeHayeTcs ncnonb3oBaTb TAMMOHbI HA 4EPEBAHHON Nanovke UM ¢ BaTHbIMW HAKOHEYHUKaMW.

2. Tepepn 3abopom npob cneagyeT ybpaTb U3MMWLLKA CIM3U U3 KaHana LIeWku MaTtkvi npv NoMOLLM OTAEeNbHOro tamnoHa. Beectu
TamnoH ansa cbopa npo6 B LIENKY MaTKu Tak, YTo6bl ObinNy BUOHbI HKHWE BOMOKHA HakoHeYHMKa. BpawaTte TamnoH 15-20 cekyHA,
B 0HOM HarnpaBneHun. OCTOPOXHO BbIHYTb TaMrOH.

3. He nomewartb TamnoH B NpobupKy C TpaHCMOPTHOW Cpeon, NOCKOMbKY Cpefda MOXET okasaTb BIIUSIHWME HAa aHanus, a B JaHHOM
aHanu3e He TpebyeTcs XM3HECNOCOOHOCTM OpraHn3MoB. MNMoMecTUTb TaMMoH B NPOOUPKY ANst SKCTpaKuMKu, ecnn TeCTUpOoBaHue
Oynet npoucxoauTb cpasy xe. Ecnv 310 HeBO3MOXHO, Npoby cnegyet NOMECTUTb B CyXyto NpOOUPKY Anst TPaHCNOPTUPOBKU UMK
XpaHeHusi. MNMpobbl MOXHO XpaHUTb B TeyeHue 24 4acoB npu koMHaTHon Temnepatype (15-30°C) nnn ogHy Hegento npu 4°C unm
He 6onee 6 mecsaueB npu -20°C. MNMepen TecTMpoBaHMeM BCce Npobbl crieayeT AOBECTU A0 KOMHATHOM TeMmnepatypbl (15-30°C).

02.12.2013



mailto:office@dacspectromed.com

MNpoueaypa TecTupoBaHUsA
Meped ucnonb3oeaHuem dosecmu mecm ycmpolicmea, npobbi, 6yghep u/unu koHmposiu 0o memnepamypbi 15-30°C.

1. MoarotosuTtb NPobbl:

e YCTaHOBMWTb YMCTYIO MPOOMPKY AN SKCTPaKkumm B WITaTMB. [loMecTnTb 8 Kanenb 3KCTpakumMoHHOro 6ycepa A B Npobupky.

e [lorpy3ante TamnoH c npoboV nauuMeHTa B NPOOWMPKY ANs SKCTPakuMuM U UHKYOMpoBaTb 2 MWHYTbl NPWU KOMHAaTHOW
Temnepatype. Bo Bpems WHKyGupoBaHusi crnegyeT Bpalwatb TaMmnoH, MpuXumasi K CTeHkaM Mpobupku, 4Tobbl OTXaTb
XKMOKOCTb M3 TAMMOHA C LieNbio NOBTOPHOIO BMUTbLIBAHUS.

e [lo okoHYaHMIO Mepuoaa IKCTpakumym fobaBuTb 8 kanenb JKCTpaKUMoHHoro Bydepa B B mpobupky u akcTparmposaTb
1 MWHYTY BbllIEONMUCAHHBIM METOAOM. 3aTeM MpwkaTb TAMMOH K CTeHKe MPOOWMpPKM, 4TOObI BbPKaTb Kak MOXHO Gonblue
XKMOKOCTUW. YTUNU3MpOBaTb TaMMOH COrMacHO COOTBETCTBYIOLMM NpaBuniam Ans MHMEKLUMOHHbIX areHTOB.

e  OKcTparmpoBaHHble Npobbl CTabuibHbI NPY KOMHATHON TemnepaTtype B TedeHne 60 MUHYT.

2. VsBneyb TecT M3 yMakoBKW W MOBECTUTb Ha YWUCTYI0 POBHYK MOBEPXHOCTb. HaHecTun Ha TecT ycTponcteo ID mauveHTa mnu

KOHTpons. [ns nonyyeHus HaMNyyLWKUX pesynbTaToB aHanu3 crnegyeT BbIMOMHUTL B TeYEHMe Yaca.

3. Hbobasutb 3 kannu (npumepHo 100 pl) akcTparvpoBaHHOW Npobbl M3 NPObMpPKM B MyHKY Ans npobbl Ha kapTpuaxe. M3beratb
06pa3oBaHMs My3bIpbKOB BO3AyXa B NyHKe Ans Npobbl 1 He kanaTb HUKaKyH XXUOKOCTb B OKOLLKO pe3ynbTaToB.
4. TlopoxpaaTb NOSIBMEHMS LBETHbIX NOMNOCOK. Pe3ynbTaT cnegyet cumTbiBaTh Yepes 15 MuHyT. He paccmaTtpuBaTh pesynbTaTt CrnycTd

20 MUHYT.

WHTepnpeTaums pe3ynbTaToB

MonoxutenbHbIN
Ha memb6paHe nossnsoTca ase nonockn. OgHa nonocka nposBnseTcs Ha KoHTponbHoMm (C) yyacTke u
fH apyrasi Ha TectoBoM (T) yyacTke.

OTpuuarentHeii Tonbko ofHa LBeTHasA nosocka nosaenseTcst Ha koHTponbHOM (C) yyacTke. Ha TectoBom (T) yyacTke
¢ I'I noriocka He NnosiBnsieTcs.

KoHTponbHasi nonocka He nosinsieTcs. PesynbTaThl TAkKOro TECTUPOBaHUSA CHUTAIOTCH HEAENCTBUTENBHBIMU.
CnepnyeT nepecMoTpeTb NpoLeaypy M NOBTOPUTL TECTUPOBAHUE C HOBLIM TECT YCTPOMUCTBOM. Ecnn
npobrnema coxpaHseTcsi, HeO6XOAMMO NpekpaTUTb NCNOMb30BaHNe NPOAYKTa U 06pPaTUTLCA K MECTHOMY
anctpubbioTopy.

HepencTBuUTENbHbLIN
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lpumeyaHue:

1. WHTEHCUBHOCTb OKpallnMBaHWUs Ha TECTOBOM (T) y4yacTKe MOXeT BapbnpoBaTbCA B 3aBMCUMOCTU OT KOHUEHTpauun onpegendaemMbix
BelleCTB B np06e. [aHHbIN Ka4eCTBEHHbIN TECT HE onpeaenseT YpOBEHb BELLECTB.
2. HepoctaTouHbln 06bEM I'Ip06bl, HEBEPHO BbINONMHEHHAA npoueanypa unm ncnonb3oBaHWe TecT yCTpOVICTB C UCTEKWMM CPOKOM

rOOAHOCTU ABNAKTCA OCHOBHbIMU NPpUYNHaAMK HEeLENCTBUTENBHOCTH pe3ynbTaToB.

KoHTponb KavyecTBa

*  BHyTpeHHMI KOHTPOMNb Npoueaypbl BKNOYEH B TecT. LiBeTHas nonocka, nossnsowasca Ha koHTponbHoM (C) yyacTtke, cuutaercs
BHYTPEHHMUM NOMNOXUTENbHBLIM KOHTpOnem npoueaypbl. OHa NoATBEepXAaeT AOCTaTOMHOCTL 06bema Npobbl M BEpHOE UCTOMHEHNe
TEeCTUpPOBaHUS.

*  BHelwHne KOHTpoONM mpoueadypbl Mo 3anpocy MOryT 6biTb BKMoYeHbl B Habop Ans obecneyeHnss BEPHOro (PyHKLIMOHMPOBAHMSA
Tecta Ny Ana AeMOHCTpauuu BEepHOCTU AeWcTBUA nabopaHTa. [ns BbIMOMHEHUS MOMOXWTEMbHOrO MW OTPULATENBHOMO
KOHTPONbHOro Tecta HeobXoANMO CriefoBaTh TOM Xe Npoueaype TECTUPOBaHNS, YTO U AN NpoobI.

XapakTepucTuku

OTHocuTenbHast 4yBCTBUTENbHOCTL: 82,4%

OTtHocuTenbHas cneumdudHocTb: 90,7%

AHTUTENa, ucnonb3yemble B JaHHOM TecTe onpefenstoT nanunnomasupyc (HPV) 6 n 11 tuna. lNMepekpecTHas peakums ¢ gpyrumu
opraHnamamu 6bina ndyveHa ¢ ucnonb3oBaHvem cycneHaunm (107 opranHnamos/ml).

Hwxecnegyrowme opraHnambl He Bbinn onpegeneHsl 4aHHbIM TECTOM:

Acinetobacter calcoaceticus

Proteus vulgaris

Salmonella typhi

Acinetobacter spp.

Staphylococcus aureus

Candida albicans

Neisseria catarrhalis

Neisseria gonorrhoea

Neisseria meningitidis

Neiiseria lactamica

Escherichia coli

Gardnerella vaginalis

Streptococcus faecalis

Streptococcus faecium

Pseudomonas aeruginosa

Trichomonas vaginalis

Ureaplasma Urealyticum

Mycoplasma hominis
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