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Ureaplasma-Cart-DAC

Kop 4275U1
Kog 4275U20 20 TecTtoB

PT MD 11-15796482-005:2006

Tonbko AN AMarHOCTUKM «in Vitro»

1 Tecr XpaHuTb npm 2-30°C

TecT-kapTpumk Ans BbisiBneHns Ureaplasma Urealyticum

BBEOEHUWE

Ypeannasma (Ureaplasma urealyticum) — ycrnoBHO-NaTOreHHbIN
MWKPOOPraHn3m, KOTOPbIA MNP M3ObITOYHOM KONMMYECTBE MOXET
BbI3BaTb BOCMaNMTENbHbIA NPOLECC B MOYENOSIOBbIX OpraHax. Y
MOAABMSAIOLWEr0 YMCNa >KEHWMH W MYXYMH ypeannasMa He
SABMNAETCA MPUYMHON pas3BUTMSA KaKoro-nnbo naTonornyeckoro

npouecca, T. K. KOMMYECTBO [JaHHOrO  MUKpOOpraHmama
HaxoguTca B npegenax "Hopmbl".

nPUHUUMN

Ureaplasma-Cart-DAC npepHa3HayeH [nsi  KayeCTBEHHOro

akcnpecc onpegenenns Ureaplasma Urealyticum ¢ >KeHckux
LiepBUKanbHbIX TaMMOHOB U MYXCKMX ypeTpanbHbIX TamMnOHOB.
OcHoBoW  TecTa sBnsieTca MembpaHa, npeaBapuTENbHO
MoKpbITas aHTUPOAHBLIM cneunryeckuMm nUnononucaxapugHbIm
(LPS) moHoknoHanbHbIM aHTUTENom Ha TectoBom (T) yyacTke u
KO3bMM  @HTU-MbILWMNHLIM ~ @HTUTENOM Ha KoHTponbHom (C)
yyacTke. B npouecce TectupoBaHusi npoba BCTynaeT B peakuuio
C KOMMOMAHBIMW  30M0TbIMM  NPOTEUH-YacTULaMu, KoTopble
MOKPbITEl  MOHOKMOHAlbHLIM  aHTU-ypeanna3ma aHTMTEnoMm,
3aTeM ABWXETCS BOOMb MeMbpaHbl kanunnsipHeiM MeTogoMm. MNpu
Hanmuun B npobe aHTUreHa Ureaplasma Urealyticum, Ha
TectoBoM (T) ydacTke meMbpaHbl obpa3dyeTcs LBeTHasa nonoca ¢
KOMMMEKCOM «CneumduryHoe aHTUTENo-aHTUTENo K ypeannaama-
KonnougHas 3onoTas vactuua». [lpu OTCYTCTBUM aHTUreHa
ypeannasmbl, NMHUS PO30BOrO LBeTa obpasyeTcs TOMbKO Ha
koHTponeHoMm (C) yyacTke. B kayectBe KOHTpons npoueaypsbl
uBeTHas nomoca Ha KoHTpornbHoM (C) yyacTke mnosiBNsieTcs
BCerga, He3aBNCKMMO OT HanMUumns aHTUreHa ypeannasmel.
YyBCcTBUTENBLHOCTL TECTA — 10* opr./ml.

MATEPWAIbI, BXOOALUME B COCTAB HABOPA

1. TecT-kapTpUAX B MHAMBUAYaNbHOW ynakoBke — 20 LT.
2. Npobupka ans aKCTpakLMm ¢ HaKOHeYHUKOM — 20 L.
3. WraTtne gnsa npobupok — 1 wr.

4. bydep A — 1 cbnakoH.

5. Bydep B — 1 conakoH.

6. CTtepunbHble TaMnoHbl — 20 WT.

7. HCcTpyKums.

XPAHEHUE U CTABUIIbBHOCTb

Habop moxeT xpaHutbcsi npu Temnepatype 2-30°C.

Mpu xpaHeHun n3beratb NPSIMbIX COMHEYHbIX MyYel, BNaxHOCTU
n neperpesa.

KapTpumk Tecta ctabuneH [0 WCTEYEeHMs cpoka FOOHOCTH,
YyKa3aHHOro Ha aTukeTke. KapTpyax [OIKEeH ocTaBaTbCs
Hepacne4vaTaHHbIM 4O ero HenocpeacTBEHHOro NCMONb30BaHUS.
HE 3AMOPAXNBATbD.

MEPbI MPEOOCTOPOXHOCTHU

1. Tonbko gns in vitro AMarHOCTUKN.

2. He ncnonb3oBatb Mo UCTEYEHUN CPOKa FOAHOCTHU.

3. KapTpuox-Tect He MOXeT GblTb UCMOMb30BaH NOBTOPHO.

4. [Ons  o6pasyoB, [AaBWKX MNOMOXMTENbHLIA  pesynbTar,
HeoGxoaAMMO NpOoBEecTV MNoATBepXxaawollee uccrnenosaHue. MNpu
NMoCTaHOBKE OKOHYaTeNbHOro AuarHosa HeobxoaMMO YyYMTbIBaTb
KITMHUYECKYHO OLIEHKY W ncToputo 6onesHn naumneHTa.

5. Tou4HO cnepynTe WHCTPYKUUWM MPW BbIMOSIHEHUM W OLEHKE
pesynbTaToB TecTa.

CBOP U NOOrOTOBKA OBPA3LIOB

Ureaplasma-Cart-DAC MOXeT BbINOMHSATLCS C UCMONb30BaHNEM
KEHCKMX LiepBMKamnbHbIX TaMMOHOB, MYXCKMUX ypeTparbHbIX
TaMMNOHOB 1 Myxckol moun. OBHapyxeHve ypeannasmbl TpebyeT
ObICTPOM M TATEnNbHOW TexXHWku cbopa 06pasLoB KMETOYHOro
mMaTepuana u GUoNornYeckux >XUAKOCTEN, Tak Kak ypeannasma
ObICTPO NormbaeT BHE OpraHn3Ma YernoBeka.
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a) ANA XXeHCKUX LiepBUKanbHbIX 06pa3uoB
1. Mepen cbGopom ob6pa3sua, yganuTe MW3NWLIEK CNU3U K3
aHOOLEepBUKaNbLHOM 06nactu BaTHbiM wWwapukom. OTkas ot
yaaneHus n3bbiTka Crina3v MOXeT NMPUBECTM K MOMNYYEHMIO NTOXKHO-
NOSOXUTENBHOIO pesynbTara.
2. BBeagwuTte CBEXWUW CTEPUNbHBIN TAMMOH B 9HAOLEPBUKANbHbIN
KaHan Tak, 4Tobbl Oonbliasi 4acTb HaKOHEYHMKa CKpbiniacb B

kaHane. [lpoBepHuTe TamnoH Ha 360 rpagycoB B OOHOM
HanpaBneHun, ocTaBbTe Ha 15 cekyHA, 3aTeM W3BNeKuTe
TamnoH. W3beravite 3arpsisHEHWst  3K30LePBUKANbHBIMU 1

BarmMHanbHbIMK KNeTKamu.
b) Ansa myxckux ypetpanbHbix o6pa3uoB
1. [nsa cbopa MyXckux ypeTpanbHbiXx 06pa3sLoB NUCMONb3yHTCS
CTaHAapTHble CTepunbHble TaMnoHbl. [lauveHT He JormkeH
MounTbca 1 vac nepen 3abopom obpasua. Beegute TamnoH B
ypeTpy Ha 2-4 cm, noBepHuTe ero Ha 360 rpagycoB B OA4HOM
HanpaBneHun, octaBbTe Ha 3-5 Cek., 3aTeM MU3BMEKUTE TaMMOH.
2. Hawnyywwi pesynbTtaT AOCTUraeTcsi, ecnv TecTUpoBaHue
npoBoauTCA HeMeasieHHo nocne cbopa obpasua.
C) Ans o6pa3LoB MYXXCKOW MO4U
1. MaumeHT gormkeH cobpaTb 40 M YMCTON NEPBON YTPEHHEN
MOYM B CTEPUIBbHBIN KOHTEWHEP ANS MOYn 6e3 KOHCepBaHTOB.
2. OG6paseL, NepBOA YTPEHHENW MOYM COAEPXKUT HanbonbLuyto
KOHLIEHTpauuio XNamMuaniHoOro aHTurexa.
O6pa3sybl Mo2ym xpaHumbcs oxnaxoeHHbiMu rpu 2-8°C 0o
72 yacos. 3amMopaxkueaHue HeAoMnycmumo.
Bce obpasubl neped ucnonb3oeaHuem 00/mkHbI bbimb 008e0eHb!
00 KOMHamHoU memrepamypsbi.

SKCTPAKLUUA OBPA3LA

Ona XeHCKMX LepBUKaNbHbIX UMW MYXCKUX ypeTpanbHbIX
TaMMoOHOB:

1. [OobaeBbTe no 6 kanenb peareHTa A
NpoOMpPKy ANSA 3KCTPaKLUW.

2. Beepgute TamnoH B npobupky, cogepxallylo peareHT A, u
Bpawante B TeyeHve 10 cekyHa, obecneyvBas agekBaTHoOe
nepemMeLlvBaHue.

3. lMomectute npobupky BMEcCTe C TaMMoOHOM B LUTaTUB U
OCTaBbTe NpuY KOMHaTHON TemnepaType Ha 5-10 MUHYT.

4. B npouecce 3KCTpakuuu BpallanTe TamnoH 2-3 pas3a B
TEeYEeHMEe HECKOIbKMX CEKYHA, OTXXMMas ero O CTEHKN NpodupKu, 1
y6eanTech B NONHOM KOHTaKTe peareHTa 1 obpasua.

5. B koHue 5-10 MWHYT MOMHOCTBbIO BBDKMWUTE 3SKCTPaKT M3
TaMnoHa, MOOHSIB ero Haj YPOBHEM XWOKOCTM W  CXaB
3KCTPAKLMOHHYK NPoBUpKy.

6. WsBnekute TamMnoH u3 npobupku U BbIOpPOCLTE €ro B
COOTBETCTBMM C npaBunamm paboTbl C  MHEKUMOHHBIMU
areHTamu, 3aTem fobaBbTe 3 Kannu peareHTta B.

7. OKCTpaKT MOXeT ocTaBaTbCs Mpu KOMHaTHOW Temnepatype
00 30 MUHYT.

[ns o6pa3uoB MY>XCKOM MOYM:

1. UeHTtpudpyrmpyinte cobpaHHyto Mody (okono 20 mn) 10
MUHYT npu 3000 o6/mMmH pns TOro, 4toObl COGpaTb BECb
KNeTOYHbI MaTepuan, KoTopbii MOXeT cogepxatb Chlamydia.

2. 3atem OCTOpPOXHO Cnente cynepHaTaHT u pobaBbTe 6
Kanenb peareHTa A K ocagky B npobupke. Ybegutecb, YTO Bbl
yoanunu cynepHaTaHT NOMHOCTbIO, TaK Kak HenorHoe yaaneHue

B KaXayw TecT-

cynepHaTaHTa MOXeT TNpPUBECTM K  MONyYEHUIO  MOXHO-
NONOXMTENbHOIO pe3ynbTaTa.
3. PecycneHgupyiTe ocafok nyTeM MepeMeLuMBaloLEero

BpaLLeHVsa Unm acnmpaumeri CoOaepXnmMoro Nnpobrnpky BHN3-BBEPX
npuv NoMoLLM 0fHOpa30BOM nuneTkn Ao NosfiHoro
nepemMeLUMBaHus.

4. T[lepeHecuTe cycneHAMPOBaAHHbIA OCaAO0K B 3KCTPAKLUOHHYIO
NpobupKy, MCNoNb3yst OAHOPA30BYHO NUMNETKY, M OCTaBbTe Ha 5-10
MUHYT, 3aTem gobaBbTe 3 Kannu peareHTta B.
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NPOLIEAYPA TECTUPOBAHUA

1. [loBeCTv ynakoBKy C TECTOM 4O KOMHATHOW TeMnepaTypbl.

2. Nepea Hayanom TeCTMPOBaHMS OTKPbITb YNaKoBKY, HaAoOpBaB
no otmeTke. 3Bneyb TECT M3 yNaKoBKN M MOMOXWUTb HA YUCTYHO,
rOPU30HTarnbHY NOBEPXHOCTD.

3. AobaButb 3 nomHble Kanmu SKCTparmpoBaHHOIMO pacTsopa B
NyHKY Ans npobbl. M3bezalime nonadaHusi 8 JIyHKY My3bIPbKO8
8030yxa, He Oobaensalime nocnedyrwyro Kanmw npexoe, 4Yem
eriumarnace npedbidywasi.

4. NHkybupywite 5-20 MuHyT npu 15-30° 1 cunTarite pesynbTarsl.
He cunTbiBaTh pe3ynbTaTbl N0 UCTEYEHUN 20 MUHYT.

MHTEPNPETALUA PE3YNIbTATOB

» MonoxutenbHbIn pe3synbTaTt (Positive): ABe LUBeTHble
NOnockKun

Hannune aByx uBeTHbIX nonocok (“T” m “C"), He3aBUCUMO OT

TOro, Kakag W3 HUX MOsSBWMNAacb MNepBONW,  O3Ha4vaeT

NoNoXWTENbHbIN pesynbtaT. [pumevyaHue: obblYHO, YeM Bbille

YPOBEHb aHanuTa, TeM TeMHee TecToBasi nornocka. Ecnu ypoeeHb

aHanuta 6nM3ok K npegeny 4yBCTBUTENbHOCTW, TeCToBasi

nonocka 6yget 6negHon.

» OtpuuatenbHbii pe3ynbTtar (Negative): ogHa LBeTHas
nonocka

Hanvune TOnbko opHOWM uBeTHoW nonockn (C) B  OKOLIKe

pe3ynbTaToB O3Ha4aeT oTpuLUaTenbHbIN pedynbTar.

» HepenctButenbHbIN pe3ynbTar (Invalid)

Mpn oOTCyTCTBUM BUOMMBIX TMOMOCOK, pe3ynbTaT CyYUTaEeTCA

HepencTBUTeNbHbIM. [PUYMHON HeQEeNCTBMTENbHOrO pesynbTaTa

MOXET CNYXWUTb HETOYHOE CrieJoBaHUE MHCTPYKLMAM UMK nopya

TecTa. PekomeHgyeTcsi NOBTOPUTL TECTMPOBAaHME NpoobI.

ONPAHUYEHUA TECTA

OaHHbIn  TecT onpegenseT Tonbko Hanuume Ureaplasma
urealyticum B >KEHCKUX LEepBMKamnbHbIX TaMMOHOB W MYXCKUX
ypeTparnbHbIX TAMMOHOB.

HecmMoTps Ha TO, YTO OaHHbIN TECT SBMASETCA OYEHb TOYHbIM B
onpeneneHun Ureaplasma urealyticum, cywectByeT Hebonbluas
BEPOATHOCTb  JIOXKHbIX  pe3ynbTaToB. Mpun  nmony4veHum
COMHUTENbHBIX  pe3ynbTaToB criegyeT MNpUMEHUTb  Apyrue
KNMUHWYECKUEe MeTOoAbl TECTUPOBAHWS.

Kak n B cny4ae gpyrvx AMarHOCTUYECKUX TECTOB, ONpeaeneHHbIN
KITMHUYECKUI AnarHo3 He CTaBUTCA TOJIbKO Ha OCHOBaHUU
pe3ynbTaToB OAHOro Tecta. Bpay gomkeH oueHuTb pesynbTaThl
BCEX KIMMHNYECKNX 1 NabopaTopHbIX NCCNEA0BaHNUN.

M3YYEHUE YYBCTBUTEJNIbHOCTb

Bbino npoBegeHo BHYTPeHHEE UccregoBaHne ¢ UCNONb30BaHNEM
[aHHOro TecTa U KynbTypbl.

Tectuposanuck 474 npobebl. [MonyyeHbl cnegyowme pesynbTaThl:
AHanutnyeckas 4yBCTBUTENBHOCTL TECTa — 10 opr./ml.
OTHocuTenbHast 4yBcTBUTENBHOCTL Ureaplasma urealyticum -
92,3 %.

OTHocuTenbHasa cneunduyHocTb  Ureaplasma urealyticum -
99,3 %.
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