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UWHCTPYKUUA

Nno npumeHeHno Habopa peareHToB
ana soigenenusa OHK Trichomonas vaginalis
B KNMMHMYECKOM MaTepuane MeTo4om
nosiumepasHou uenHoun peakumm (MLUP)

C rmopunan3aunoHHO-yopecLEeHTHON AeTeKUunen

«AMnnuCeHc® Trichomonas vaginalis-FL»

AmnnuCeHnc®
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CMUCOK COKPALLEHUN
B  HacTodWwen  MHCTPYKUMM  NPUMEHAKTCA  criegyloume
cokpalleHnsi 1 0603HaYEeHUS:

BKO-FL - BHYTPEHHMUI KOHTPOSbHbIN o6paseEl, ans HaGOE)OB C
rmépmnan3aunoHHO-gOITyopeCcUEeHTHOW AeTeKumen

ZIninin - MHPEKUKNKM, nepesaBaeMble NOSIOBbIM NMyTEM

OKO - OTpyUaTenbHbIN KOHTPOMbHbIN 0bpasew

MKO - NONOXMUTENbHbINM KOHTPONbHbLIM 06pasel,

MupP - nonnMepasHag uenHas peakums

FEP - oriyopecLeHTHas AeTeKUNA N0 KKOHEYHOW TOYKE»

FRT - hniyopecueHTHasa geTekums B pexmme «peanbHOro BpeMeHm»
- ®epeparnbHOe rocyfapCTBEHHOE YUYpexaeHne HayKu

OryH yHMmMa «LleHTpanbHbIN Hay4YHO-UCCeaoBaTeNbCKUM MHCTUTYT

PocnotpebHagsopa | anngemmonorum» degepansHon cnyxObl N0 Haa3opy B cepe
3aWmThl NpaB NnoTpebuTenen n Bnaronosyymsi YenoBeka

HA3HAYEHUE

HabGop peareHtoB «AMnnuCeHc® Trichomonas vaginalis-FL»
npegHasHadeH ona sbigsneHna OHK Trichomonas vaginalis nytem
amnnudukaumm  cneunduyeckoro  gparmeHta [OHK pgaHHoro
MWUKpOOpraHnu3ama MEeTOoO40M rypP C rmopuansaumoHHo-
donyopecueHTHON aeTexkumen NPOAYKTOB amnnmdunkaymn.
MaTepnanom pgna nposegeHna [MUP cnyxat npobbl [OHK,
nonyyeHHble nytemMm akcTpakummn OHK 13 cockobHoro otaensaemoro
CNU3NCTbIX ODOJSIOMEK YPOreHUTanbLHOro TpakTa, obpas3uoB MouM,
cekpeTa npeacrartenbHoun Xenesbl Yenoseka. OAns soigeneHns OHK
MCNonb3ylTcsa Habopbl peareHToB, pekoMeHaoBaHHble OIYH
LUHUNNS PocnotpebHaasopa.
BHAMAHUE! Pesynbtatbl lNLP-uccnepoBaHna yyutbiBalOTCA B
KOMMSIEKCHOW AnarHoctuke saboneBaHus.

NMPUHLUUN METOOA

BoisiBnenne Trichomonas vaginalis meTtooomMm rnosinMmepasHomn
uenHon peakyun (MNUP) c rmbpungmsaumoHHo-pyopecUeHTHON
aeTekuuen BKNYaeT B cebda Tpu atana: aKCTpakumio (BblaerneHue)
OHK wn3 ob6pasuyoB KAMHMYECKOro MaTtepuana, amnindukaumio
dparmeHta OHK gaHHOro mukpoopraHumsama v rmbpmugmsaumoHHO-
donyopecCUeHTHYIO  OeTekuuo, KoTopasi npousBoamTca  nmbo
HenocpeacteeHHo B xope [NUP (BapuaHT FRT), nnbo nocne ee
3aBepweHna (BapuaHt FEP). 3kctpakuus OHK mn3 knvHuyeckoro
mMartepuarna npoBoauTCs B MPUCYTCTBMN BHYTPEHHEr0 KOHTPOJSIbHOIO
obpasua (BKO-FL), «koTopblM NO3BONSIET  KOHTPONMPOBAaTb
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BbINOSIHEHME nNpoueaypbl UCCnegoBaHUA ONs Kaxaoro obpasua.
3atrem c nonyyeHHbiMM npobamn [OHK npoBogutcsa peakumd
amnnudpukaummn  pparmeHta OHK Trichomonas vaginalis npwu
NOMOLLKM CcheundunyHbIX K Hemy npanmepoB M depmeHTa Tag-
nonumepasbl. B cocTtaBe peakyMoOHHOW CMEeCU TMPUCYTCTBYIOT
donyopecueHTHO-MeYEeHbIE  OJIUTOHYKNEOTUAHbIE 30HAbI, KOTOpble
rMopnan3yrTCs C KOMMNIIEMEHTAPHBLIM Y4aCTKOM amMinimpuumnpyemomn
OHK-muweHn, B pe3ynbTaTte 4Yero nNpoUCXOAUT HapacTaHue
WHTEHCMBHOCTU donyopecueHUmMn. OTO MO3BONHAET perncTtpupoBaThb
HakonneHne cneum@uyeckoro npoaykra amnnmukaunm nyTem
N3MEPEHNA MHTEHCMBHOCTU (PriyOpeCcuUEeHTHOro curHana. [detekums
donyopecueHTHOro curHana npu Kucnonb3oBaHUn BapuaHta FEP
OCyLlecTBsgeTcA nocne OKOHYaHUS rnypP C MOMOLLbIO
dnyopecueHTHoro [lNLIP-getektopa, a npu  u1CMNofib30BaHUU
BapmnaHta FRT - HenocpeactBeHHo B xoge [MUP ¢ nomolibto
amnnudukartopa ¢ cuctemon agetekumm dpryopecueHTHOro curHana
B peXume «peanibHOro BpeMeHm».

BAPUAHTbI U ®OPMbI BbIlTYCKA HABOPA PEATEHTOB
HaGop peareHTOB BbiNyCKaeTCcA B 2 BapuaHTax.

BapuaHt FEP

Habop peareHTOB BbinyckaeTcd B 7 hopMax KOMMNneKTaumu:
Popma 1 Bkno4vaetr Komnnekt peareHToB «[1LP-komnnekT»
BapuaHT FEP (npo6upku 0,5 mn).

Popma 2 BKNYaeT Komnnekr peareHToB «[1LIP-komnnekT»
BapuaHT FEP (npobupkn 0,2 mn).

Popma 3 BKN4vaeT Komnnekt peareHToB «[1LP-komnnekT»
BapuaHT FEP-1000 (npo6bupkn 0,5 mn).

Popma 4 BknNwYvaeT KoMmnnektbl peareHToB «[1TLP-komMmnnekT»
BapuaHT FEP (npobupkun 0,5 mn), «OQHK-cop6-AM» BapuanT 100,
«TpaHcnopTHyto cpeny ¢ mykonutukom (TCM)» 100 npobupok no
0,5 mn.

Popma 5 Bknw4vaeT KomnnekTbl peareHToB «[MLP-komnnekT»
BapunaHT FEP (npobwupkn 0,5 mn), «QHK-cop6-AM» BapuaHt 100,
«TpaHcnopTHyto cpeny ana maskos» 100 npobupok no 0,5 mr.
Popma 6 Bk4aeT kKomnnekTbl peareHToB «[MLP-komnnekT»
BapunaHT FEP (npobwupkn 0,2 mn), «QHK-cop6-AM» BapuaHt 100,
«TpaHcnopTHyto cpeny ¢ mykonutukom (TCM)» 100 npobupok no
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0,5 mn.
Popma 7 BkMOYaeT KoMmmnnekTbl peareHToB «[MLIP-komnnekT»
BapuaHT FEP (npobupkun 0,2 mn), «OQHK-cop6-AM» BapuanT 100,
«TpaHcnopTHyto cpeay ana maskos» 100 npobupok no 0,5 mr.

dopmbl kKoMnnekTaumm 1, 2 n 3 npegHasHa4vyeHbl 4Na npoBeaeHus
amnnundukaumn OHK Trichomonas vaginalis ¢ rmbpnansaumnoHHo-
donyopecueHTHON AeTekumen no  «KOHEeYHoM Touke». [ns
nposeneHud NONHOro MU P-nccnepgosanusa Heobxoanmo
MCNOSib30BaTb KOMMMEKTbl peareHTtoB Ans akctpakumn OHK,
pekomeHgoBaHHble PI'YH LUHNNS PocnotpebHansopa.

®opmbl  kOoMMnekTauum 4, 5, 6 M 7 npeaHasHadeHbl AOnS
nposegeHuss nonHoro  [NLP-uccnemoBanusi, BKMOYas  B3ATUE
KIMMHUYECKOro Martepuana, akcTpakuuio (BblgeneHune) ns Hero OHK u
amnnudukaumo OHK Trichomonas vaginalis ¢ rmbpnansaumoHHo-
donyopecueHTHON aeTeKkumMen No «kKOHEYHOM TOYKEY.

BapuaHt FRT

Habop peareHTOB BbiNyckaeTcsa B 7 popmax KOMMMeKTauum:

Popma 1 Bkno4vaetr Komnnekt peareHToB «[1LP-komnnekT»

BapuaHT FRT.

Popma 2 BKNYaeT Komnnekt peareHToB «[1LIP-komnnekT»

BapuaHT FRT-100 F.

Popma 3 BKN4vaeT Komnnekt peareHToB «[1LP-komnnekT»

BapuaHT FRT-1000 F.

Popma 4 BknwYaeT KoMmnnektbl peareHToB «[1TLP-komMmnnekT»

BapuaHT FRT, «[OQHK-cop6-AM» BapuaHT 100, «TpaHcnopTHy

cpeay ¢ mykonutmnkom (TCM)» 100 npobupok no 0,5 mn.

Pdopma 5 Bkn4vaeT Komnsiektol peareHToB «[1LIP-koMnnekT»

BapuaHT FRT, «[HK-cop6-AM» BapuaHT 100, «TpaHcnopTHy

cpeay ana maskosy» 100 npobupok no 0,5 mn.

Popma 6 BkNOYaeT KoMmnnektbl peareHToB «[1TLIP-komMmnnekT»

BapmaHt FRT-100 F, «dHK-cop6-AM»  Bapuant 100,

«TpaHcnopTHyto cpeny ¢ mykonutukom (TCM)» 100 npobupok no

0,5 mn.

Popma 7 BKNOYaeT KoMmmnnektol peareHToB «[1LIP-komnnekT»

Bapmant FRT-100 F, «[OHK-cop6-AM»  BapmaHT 100,

«TpaHcnopTHyto cpeny ana maskos» 100 npobupok no 0,5 mr.
dopmbl kKomnnekTaunmn 1, 2 n 3 npegHasHa4veHbl 451 NPoOBEAEHNSA

MU P-amnnndgmkaumnm AHK Trichomonas vaginalis C
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rmopnan3aunoHHoO-PIyopecUeHTHON  OeTeKUMeEn B pexume
«peanbHoro BpemMeHu». [Ona nposegeHna nonHoro  [LP-
nccnegoBaHMa HeEObXOOMMO UCMOSb30BaTb KOMMIEKTbl peareHToB
ana  okctpakumm  [OHK, pekomeHgoBaHHble @OI'YH UWHUND
PocnoTtpebHaasopa.

dopmbl  KOomnnektaumm 4, 5, 6 U 7 npegHasHadeHbl A4
nposegeHus nonHoro  [NLUP-uccnemoBanus, BKMoYaa  B3ATUE
KNUHUYECKOro matepuana, akcTpakumio (BoblaeneHue) ns Hero HK u
amnnundgukaumo OHK Trichomonas vaginalis ¢ rmbpnansaumnoHHo-
donyopecueHTHOW AeTeKumen B pexmme «peasibHoro BpemMeHm».
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AHAJTIMTUHECKUE XAPAKTEPUCTUKU

AHanuntn4yeckas YyBCTBUTEJIbHOCTb

Bug Ha6Gop ans KomnnekTt gnsa
TpaHcnopTHas AHanunTu4yeckas
KNUHUYECKOro 3KCTpaKuMu | amnnudumkaumm
cpena YYBCTBUTESIbHOCTb
MaTepuana OHK M geTekuum
«TpaHcnopTHas
CockobHoe cpena ans
oTaensdemoe «[MuP-
CNUN3NCTbIX Maskos» Nni «AHK-cop6- KOMMNEKT»
«TpaHcrnopTHas 5x102 I'3/mn’
obornouvek cpena c AM» BapuaHTbl FEP
yporeHutarnbHOoro bea n FRT
TpakTa MYKOSTUTUKOM
(TCM)»
«MuP-
o i «[AHK-copb- KOMMNEKT» 3
Moua AM» BapuaHTbl FEP 1x10° T 3/mn
n FRT

AHanutnyeckasa cneundpPuUYHOCTb

OtcyTcTBOBaNM Hecneuuuyeckne peakumm npu TecTUpoBaHUmn
obpasuos [OHK 4enoseka n naHenu obpasuoB OHK cnegyrowwmx
MUKpoopraHnamoB: Gardnerella vaginalis; Lactobacillus spp.;
Escherichia coli; Staphylococcus aureus; Streptococcus pyogenes;
Streptococcus agalactiae; Candida albicans; Mycoplasma hominis;
Ureaplasma urealyticum; Ureaplasma parvum; Neisseria flava;
Neisseria subflava; Neisseria sicca; Neisseria mucosa; Neisseria
gonorrhoeae; Chlamydia trachomatis; Treponema pallidum;
Toxoplasma gondii; HSV 1 n 2 tTuna; CMV; HPV.

MEPbI NPEOOCTOPOXHOCTHU

PaboTta gomkHa npoBoauTbCs B nabopaTtopuun, BbIMOSTHAKOLLEN
MonekynsapHo-ononorunyeckue (MNUP) nccnepoBaHnsa KNMHUYECKOTO
mMaTtepuarna Ha Hanudue Bo3dyauTenen MHMEKUNOHHbIX BonesHen,
c cobnogeHnemM caHutTapHo-anugemmyecknx npasun CI1 1.3.2322-
08 «besonacHocTb paboTbl ¢ MukpoopraHunamamu Il — IV rpynn
naToreHHoCcTn (onacHoctn) u BO3byguTENsMM napasuTapHbIX
6onesHen», CI1 2.1.7.728-99 «[lpaBuna cbopa, XpaHeHUd u
yoaneHnst otxoaoB nevyebHO-NMPpodMMNaKkTUYECKNX YUPEXOEHUN» W
metoamndecknx ykasaHunm MY 1.3.1888-04 «OpraHusauma paboTol
npu ncecnengoBaHUsAX MEeTO40M MnypP MaTepuana,

' KonunyecTBo reHOMHbIX 3KBMBAnNeHToB MukpoopraHuama (F3) B 1 mn obpasua KNMHUYECKOro
mMaTepuana, NoOMEeLLEHHOro B yKa3aHHyI TPaHCMOPTHYIO cpeay.
2 TpebyeTcs npeaobpaboTka 06pasLOB MOYN.
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MHOULMPOBAHHOIO NaToreHHbIMKU 6Guonorndecknmn areHtamm I —

IV rpynn naToreHHoCTu».

[Mpn paboTe Bceraga crneayeT BbINONHATL creayoume TpeboBaHus:

- Wcnonb3oBaTb HAKOHEYHUKM C PUNbTpamMu ONs aBTOMaTUYECKNX
posaTtopoB. [ns kaxgon npouenypbl MCNonb3oBaTb HOBLIN
HaKOHEYHMUK.

- Cnepyetr paccmaTtpmBaTb  0bpasubl  Kak  noTeHuuanbHO
Bbi3blBalOLIME WHAEKUMIO U  XpaHUTb B OMOMNOrM4yeckom
kabuHeTe B cootBetcTBUM C¢ CI1 1.3.2322-08 «besonacHocTb
paboTbl ¢ MukpoopraHuamamu Il — IV rpynn natoreHHoCTH
(onacHocTK) 1 BO30yanTenamMmn napasmtapHblix 6onesHeny.

- Ybupatb W pgesvH@puuupoBaTb pasnuTble obpasubl WNK
peakTuMBbl, WUCMOSb3ya Ae3nHuuupylowune cpeacrtsa B
cootBetctBun CI1 1.3.2322-08 «besonacHocTb paboTbl C
MUKpoopraHmamamu Il — IV rpynn natoreHHoCTH (onacHoCTn) m
BO3DyaAnTENAMK napasmtapHbix 60nesHen».

- YHumuyTOXaTb ob6pasubl M HEUCNoNnb30BaHHbIE pPeakTUBbl B
cooTBeTcTBUN C TpeboBaHnmammn CI1 2.1.7.728-99 «[llpasuna
cbopa, XpaHeHus N yganeHus oTXo4oB  rne4yebHo-
NPOOUNAKTUYECKNX YUPEXKOEHNNY.

BHUMAHMUE! [Npn yganeHun otxogoB nocre amnnudpukauum wm

getekumm — npobupok, copgepxawmx npoayktel [1LP, nocne

amnnndukaumm, HegonycTMMoO MX OTKpbiBaHME N pa3bpbl3rmBaHue

COOEPXKMMOrO, MOCKOMNbKY 3TO MOXET MPMBECTU K KOHTaMWHaLUK

npoaykrammn amniundukaumm nabopaTopHOM 30HbI, 000OpPYaOBaAHUS

N peareHToB.

- [NpumeHaTe Habop CTPOro MO Ha3HA4YEHUK, COrnacHo OaHHOW
NHCTPYKLUMN.

- JonyckaTb k paboTe ¢ HAbopom ToMbKO cneumanbHO 0OYYEHHbIN
nepcoHarn.

- He ucnonb3oBaTb HAbOp NO NCTEYEHUN CPOKA FOAHOCTN.,

- Wcnonb3oBaTb ogHOpa3oBLle NnepyaTkn, nabopaTtopHble XxanaThl,
3awmwate rnasa Bo BpemMsa pabotbl ¢ obpasuamn U
peakTnBaMmu. TaTenbHO BbIMbITb PYKM MO OKOHYaHUN paboThl.

-  W3beraTb KOHTAKTa C KOXeW, rmasamMmm U Cnm3ancTton ob6onoYKkon.
[Tpn KOHTaKTE HEMEeAEHHO NPOMbITb NOPaXXEeHHOEe MeCcTo BOAOM
n 0bpaTnUTbCs 3a MEAULMHCKON MOMOLLbIO.

- Cneundukauma no 6esonacHoctn wmatepuanos (MSDS -
material safety data sheet) gocTynHa no 3anpocy.
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- B nabopatopun Henb3s €CTb, NUTb, KYpWUTb, WCMNONb30BaTb
KOCMETUKY, CHUMaTb UM HafleBaTb KOHTAKTHbIE NTUH3bI.

AOONOJIHUTEJIbHbIE MATEPUAITbI U OBOPYOOBAHUE

1. TpaHcnopTHasa cpefna - «TpaHcnopTHada cpeda C MYKOSIMTUKOM
(TCM)» (TY 9398-098-01897593-2009) wunn «TpaHcnopTHas
cpena ans maskosy» (TY 9398-088-01897593-2009), unn gpyrue
pekomeHaoBaHHble OI'YH LIHUNG PocnotpebHag3opa — npu
pabote ¢ dopmamn komnnektauum 1-3 (BapuaHt FEP wu
BapunaHT FRT).

2. Komnnekt peareHtoB anga sblgenenus OHK - «QHK-cop6-AM»
(TY 9398-036-01897593-2009) vnu gpyrne pekoMeHOoBaHHbIE
OIr'yH UHNNDS PocnoTtpebHag3opa — npu paboTte ¢ hopmamu
komnnektaumn 1-3 (BapuaHT FEP n BapmaHT FRT).

3. HononHuTtenbHble  MaTepuansol n obopyooBaHne  Ansd

akcTpakummn [OHK - cornacHoO WMHCTPYKUMM K KOMMSEKTY

peareHToB anga akctpakuum OHK.

Bokc abaktepuanbHon Bo3aywHon cpeabl (MUP-60okc).

LleHTpundpyra/sopTekc.

ABTOMaTM4eCKME O03aTopbl NepeMeHHoro obvema (ot 5 go 20

Mk, npu pabote ¢ «lLP-komnnektom» BapmnaHT FRT-100 F —

oT 5 go 20 mkn n ot 20 go 200 mkn).

7. OgHopasoBble HaKOHEYHUKNM c unbtpom o 100 mMkn B
LUTaTMBAX.

8. WTatmebl gna mukponpobupok o6vemom 0,2 mn nnm 0,5 mn (B
COOTBETCTBUN C UCMNOSb3yEMbIMU KOMMSIEKTAMWN peareHToB).

9. XonoaunbHuk oT 2 Ao 8 °C ¢ MOPO3UNbLHON KaMepPOW He Bbllle
MuHyc 16 °C gna BblgeneHHbix npob OHK.

10.0T1O€enbHbIN Xanart, Wwanoyku, obyBb U OQHOPA30BblE MepyaTKu
no MY 1.3.1888-04.

11.EmMKOCTb Ansa cbpoca HaKOHEYHUNKOB.

[Mpu pabote c «[1LIP-komnnekTom» BapmnaHt FEP:

12.Mporpammupyembin  amnnugukatop (Hanpumep, «Tepumky»
(«dHK-TexHonorusy, Poccunsa), «Gradient Palm Cycler» («Corbett
Research», AscTtpanus), «MAXYGENE» («Axygeny», CLLA),
«GeneAmp PCR System 2700» («Applied Biosystems») unu
aHanornyHble).

13.0nyopecueHTHbin  [1LIP-getektop  (Hanpumep, «AJlA-1/4»
(«BioSany, Jlateuga), «xmHy» («dHK-TexHonormnay, Poccns) nnu

o0 e
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aHanornyHble).
14.MNnacTtukoBada nuneTka Ana MuUHepanbHOro macna (ans paboTbl

c «lMuyP-komnnekrom» BapnaHt FEP-1000).

[Mpn paboTe ¢ «[1LP-komnnekTtom» BapuaHT FRT:

15.Mporpammupyembii  amnnudukaTtop C CUCTEMON OeTeKuuu
donyopecuUeHTHOro curHana B pexume «peanbHOro BpeMeHuy —
npun pabote c «[1LP-komnnekt» BapuanHT FRT (Hanpumep,

«Rotor-Gene» 3000/6000 («Corbett Research», AscTtpanus),

«Rotor-Gene Q» («Qiagen», lepmaHung), «iQ5» («Bio-Rady,

CWA), «Mx3000P» («Stratagene», CLWA), «OT-96» («OHK-

TexHonornay», Poccua) nnm aHanorndHole).

16.0gHopasoBble nonunponuieHoBble Mukponpobupku ans [MLP
obvemom 0,2 mn unu 0,1 mn — npu padote ¢ «lNLP-komnnekT»

BapuaHT FRT-100 F:

a) TOHKOCTEHHble npobupkn ansa lNUP obvemom 0,2 mn c
BbIMYKION KpblWKoW (Hanpumep, «Axygeny», CLUA) - npwu
Mcnonb3oBaHMM Npudopa nnaHWeTHOro TUnNa;

0) TOHKOCTEHHble npobupkn ans lNUP obvemom 0,2 mn c
MNNOCKOW KpblWwKon (Hanpumep, «Axygen», CLUA), wnu
npobupkn ansa TMNUP k «Rotor-Gene», o6bemom 0,1 mn B
cTtpunax no 4 wWwTt. C Kpblwkamm (Hanpumep, «Corbett
Research», Asctpanus; «Qiagen», [epmaHus) — npwu
Mcnonb3oBaHMM Npudopa POTOPHOro Tuna.

B3ATUE, TPAHCITOPTUPOBAHUE N XPAHEHUE UCCINNIEQAYEMOIO
MATEPUAITIA

[Mepeq Hayanom  paboTbl crnegyeT  O3HAKOMUTLCA  C
MEeTOONYECKUMN pekoMeHaauusmm «B3aTve, TpaHCNopTUPOBKA,
XpaHeHue KnunHuyeckoro wmatepuana pgnga [UP-guarHocTtukny,
paspabotaHHbiMn OI'YH LIHUNG PocnotpebHan3opa, Mocksa,
2008 r.

MaTepnanom  Ons  uccrnegoBaHUst  criyaT  COCKODHoe
oTAensieMoe CIM3UCTbIX O0BO0MNoYeK YpPOreHUTanbLHoOro TpakTa,
obpasubl MoYM (0CagoK NepBOM MOPUMN YTPEHHEW MOYN), CEKpeT
npeacTaTenbHOM Xenesbl YerioBeka.
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BAPUAHT FEP

BAPUAHT FEP

COCTAB

Komnnekt peareHtoB «[LUP-komnnekr» BapuaHt FEP -
KOMMNSEKT peareHToB and amnnudpukaumm dparmeHta [OHK
Trichomonas vaginalis ¢ rmbpunansaunoHHO-IyopecLeHTHON
geTekumen No «kKOHEYHOM TOYKE» BKIHOYaeT:

Peakmue OnucaHue O6wbem, Mmn| Kon-eo
110 npobupok
I'IL.I,P-cmer-1 -FL o [Mpo3payvHas 6ecuBeTHas 0.01 06BEMOM 0.5
Trichomonas vaginalis XNAOKOCTb
unun 0,2 mn
MUP-cmeck-2-FL-red MpospauyHast XuakocTe 1,1 1 npo6upka
KpacHoro ueta
NUP-cmecb-PoH-red? lpospauas XuakocTe 0,6 1 npobupka
KpacHoro ueta
MuHepanbHoe macno gnsa NUP* becuBeTHas Bsiakas 4,0 1 dpnakoH
XNOKOCTb
NMKO komMmnnekCcHbIN glpoapaqHaﬂ 0,2 1 npobupka
eCLUBEeTHas XXMUAOKOCTb
MpospayHas
RHK-6ycpep HecLBeTHas XNOKOCTb 0.5 1 npobupka

Komnnekr peareHTOB paccyuMtaH Ha nposefeHne 110 peakunu
amnnudunkaunm, BKIIoHast KOHTPOSIN.

Komnnekt peareHtoB «[lLUP-komnnekt» BapuaHT FEP-1000 —
KOMMNIEKT peareHToB ana amnnudoukaumm dparmeHta [OHK

Trichomonas

vaginalis ¢

rmopunansaunoHHo-dIyopecLeHTHOMN
geTekumen No «kKOHEYHOM TOYKE» BKIHOYaeT:

Peakmue OnucaHue O6nem, Kosn-eo
NMuP-cmecb-1-FL MpospayHas 1100 npobupoxk
, . 0,01 obbemom
Trichomonas vaginalis OecuBeTHas XUAKOCTb 0.5 Mmn
NUP-cmecb-2-FL-red lpospatiHas XuakocTe 5,5 2 prakoHa
KpacHoro ueta
MNLP-cmecb-doH-red? lpospayHas XnaKoCTe 2,5 1 cbnakoH
KpacHoro ueta
MuHepanbHoe macno gnsa MNUP* becupeTHas BA3kas 40 1 cbnakoH
XNOKOCTb
NMKO koMnneKcHbIN glpospaqHa;l 1,0 1 npobupka
eCLuBeTHas XXMUAOKOCTb
MpospayHas
RHK-6ycpep HecLBeTHas XUOKOCTb 0.5 2 npoGupkm

Komnnekr peareHToB paccumtaH Ha nposegeHne 1100 peakuumin

3 PeareHT ncnonbayeTtcs npu nccnegosaHmmn npob OHK, BblgeneHHbIx ¢ nomoLlbto Habopos «HK-
cop6-AM» nnn «AHK-cop6-B».
4 PeareHT ncrnonb3yeTcsi Npu NpMMeHeHMn amnnudukatopoB 6e3 TepMoCTaTUPYEMON KPbILIKM
(Hanpumep, «Tepumk», «QHK-TexHonorusa», Poccus).
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BAPUAHT FEP

amnnudunkaunm, BKIoYast KOHTPOIN.

Komnnekt peareHtoB «OHK-cop6-AM» BapumaHt 100° -
KOMMMNEKT peareHToB Ana BblgeneHns [OHK wn3  KnnHu4eckoro
MaTepuana BKIOYaeT:

Peakmuse OnucaHue O6vem, Mmnn| Kon-eo
- MpospayHas becuseTHas
Jlnsnpyrowmn pacteop HUIKOGCTH 30 1 pnakoH
OTMbIBOYHbIN pacTBOp Mpospayinas becuseTHas 100 1 cbnakoH
XNOKOCTb
Copb6eHT yHuBepcanbHbIN CycneHsaus 6enoro useTa 1,0 2 npobupkun
Mpo3payvHas 6ecuBeTHas
TE-6ydep ansa anounn JHK JKIOKOCTb 5,0 2 npobupkun

K  komnnekty peareHtoB  «[HK-copb-AM»  npunaratoTcsa
cnegylowine peareHTbl:

Peakmue OnucaHue O6wvemM, Mmn1| Kon-eo
BKO koMnneKkcHbIN Mpospaunas becuseTHas 1,0 1 npobupka
XNOKOCTb
BKO-FL MpospayHas 6ecupeTHas 1.0 1 npoBupka
XNOKOCTb
OKO MpospayHas 6ecupeTHas 1.2 1 npoBupka
XNOKOCTb

Komnnekt peareHTOB paccuntaH Ha Bblgenenne OHK wn3 100
obpas3uoB, BKIOYasi KOHTPOSN.

TpaHcnopTHasa cpeaa ¢ Mykonutukom (TCM)S:

Peakmue OnucaHue O6nem, M Kon-eo

TpaHcnopTHas cpefa ¢ Mpo3payHas XMOKoCcTb 05

mykonuTukom (TCM) PO30BOrO LBeTa 100 npo6upoK

TpaHcnopTHaa cpeaa Ans Ma3KoB':

Peakmue OnucaHue O6BLem, M Kon-eo

Mpo3payHas GecuBeTHas
XMAKOCTb

TpaHcnopTHas cpena AnAa Ma3KoB 0,5 100 npobupok

NMPOBEAOEHUE NUP-UCCJIEOOBAHUA

ML P-nccnenosaHmne cocTonT M3 crieayowmx aTanos:

- OkcTtpakumsa (BbigeneHune) OHK 13 nccnegyembix (KNMHUYECKNX)
obpasuos;

- [lpoBegeHune amnnudukaymn.

-  @rnyopecueHTHas [OeTekuMa MpoAyKTOB amnnmdpukaumm no

5 BxoauT B coctaB doopm komnnektauumn 4, 5,6 n 7.
6 BxoauT B cocTtaB chopm komnnektaumm 4 n 6.

7 BxoauT B cocTtaB bopm KoMnnekTaumm 5 m 7.
cTp. 12 13 26
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BAPUAHT FEP

«KOHEYHOUN TOYKEY.
- WHTepnpeTtauns pesynbTaToB.

HetanbHasa wHopmMmauusa no npouenype nposeneHna [1LP-
nccrnegoBaHMa B 3aBMCUMMOCTM OT UCMOSMb3yeMoro obopyaoBaHus
n3noxeHa B MeToaAMyecknx pekomeHpgaumax SrydH UHUNS
PocnoTtpebHaasopa «WccnegoBaHme KNMHUYECKOro mMaTtepuana Ha
Hannune OHK Bo3bygutenen UMMM v gpyrux vHdeEKUU opraHoB
penpoaykumn metogom MNUP ¢ rmbpmngmsaumoHHo-prnyopecueHTHON
aeTekumeny.

AKCTPAKUNA OHK U3 UCCNEAYEMbIX OBPA3LIOB

Ona akctpakumn (BbigeneHnsa) OHK mcnonb3yoTcss KOMMMEKTbI
peareHToB, pekomeHgoBaHHble PI'YH LUIHNNS PocnoTtpebHaasopa,
B COOTBETCTBMW C MWHCTPYKUMEN K WCMOSIb3yeMOMY KOMMIEKTY.
OkcTpakuma OHK n3 kaxgoro nccnegyemoro obpasua npoBoguTCs
B NPUCYTCTBUM BHYTPEHHErO KOHTpONbHOro obpasua (BKO-FL).

[Mpn wncnonb3oBaHuM ¢OpPM BbiNycka Habopa 4 — 7 pgn4d
akcTpakumn [OHK wucnonb3dyeTca Bxoasawmnm B Habop KOMMMEKT
peareHToB «[HK-copb6-AM».

NMPOBEOEHVE AMIMTITUOUKALIUA

O6wun obbLeM peakuMOHHOU cmecu — 30 MKn, BKNoYas oobem

npo6bl AHK — 10 mkn.

A. NMogrotoBKa NPoOUPOK ANA npoBeaeHMA amnnncpunkauum

BbiGbop npobupok ana amnnudpmkauumm  3aBUCUT  OT

ucnosibyemoro amnnucukaropa.

Ona BHeceHMA B nNpobupku peareHtoB, npo6 [OHK n

KOHTPOJIbHbLIX O0Opa3uoB  MUCMOMbL3YKTCA OAHOpPa3OBble

HAaKOHEYHUKU ¢ hunbTpamu.

1. OTobpatb Heobxogumoe kKonundectBo npobupok ¢ MUP-
cmecblo-1-FL Trichomonas vaginalis onsa amnnugukaumn
NHK nccnegyemMblx n KOHTPOSbHBIX MPOD.

2. B npobupku ¢ MUP-cmecbro-1-FL Trichomonas vaginalis Ha
NOBEPXHOCTb 3acTbiBWero Bocka BHectu no 10 mkn TLUP-
cmecu-2-FL-red, npmn aToM oHa He JofmKHa npoBanmMBaTbCs NoA
Bock M cmewwmBatbcs ¢ [UP-cmecblo-1-FL Trichomonas
vaginalis.

3. CBepxy pobaButb Kkannw MuHepanbHoro macna ansa [MLUP
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BAPUAHT FEP

(Mpn nucnonb3oBaHUM amnnudukaTopa 6e3 TepMmocTaTMpyemMon
KPbILLKWN).

4. TMpurotoBnTtb 0bpasey «PoH». [na atoro B npodbupky ¢ MLUP-

cmecbro-1-FL  Trichomonas vaginalis Ha nNoOBepPXHOCTb
3acTtbiBwero Bocka BHectn 20 wmkn T(UP-cmecun-®oH-red.
Csepxy pobasutb Kanniw MuHepanbHoro macna gna [LP
(Nnpn nucnonb3oBaHuK amnnudukaTopa 6e3 TepmocTaTMpyemMon
KPbILLKWN).
BHUMAHMUE! PearenT MNLUP-cmMecb-®PoH-red ncnonb3yertcsa npu
nccneposaHmn npo6 AHK, BblAENEHHBLIX C MOMOLWbLID HabopoB
«OQHK-cop6-AM» wunn «[dHK-cop6-B». [lpn wucnonb3oBaHuu
apyrmx — HabopoB  peareHToB  aOns 9kcTpakumm  [OHK,
pekomeHgoBaHHbIX  OI'YH  UHWNSG  PocnoTtpebHansopa,
Heob6XxoaMMO crnegoBaTbh MHCTPYKLUMM K UCNOMb3yeMoMy Habopy.

5. B nogrotoBneHHble npobupkn BHectn rno 10 mkn npo6 AOHK,
MNOMyYEHHbIX MyTEM 3KCTPaKUMM U3  Uccrneayembix  Unu
KOHTPOJIbHbIX 06pa3LoB.

6. [locTaBuUTb KOHTPOSbHbIE PEeaKLNK:

a) otpuuartenbHbin KOHTponb MUP (K-) — BHecTn B npobupky
10 mkn AHK-6yhepa.
0) nonoxutenbHbin KoHTponb [UP (K+) - BHectn B
npobupky 10 mkn NMNKO komMmnnekcHoro.
B) oTpuuaTenbHbIA KOHTposib 3kcTpakuun OHK (B-) -
BHecTU B npobunpky 10 Mkn npoOsbl, BbligeneHHom n3 OKO.
PekomeHayeTca nepen NOCTaHOBKOW B aMnindukaTtop ocaguTtb
Kanam CcO CTEeHOK MpPoBMPOK KpaTKUM LEHTPUPYrnpoBaHMEM Ha
ueHTpudyre/soptekce (1-3 c).

b. NpoBeaeHne amnnudukaumm

1. 3anyctuTb Ha amnnindukaTope COOTBETCTBYIOLWYIO MporpamMmmy
TepmoumknupoBaHna «AmMnnuCeHc-1-FEP» (cm. Tabn 1).

2. Korga temnepatypa B adeunkax gocturHeT 95 °C (pexum naysbl),
NOCTaBUTbL NPOBUPKM B SYENKM aMmnnmukaTopa U HaxaTb
KHOMKY MPOOOImKEHNA NporpamMmel.
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BAPUAHT FEP

Tabnuua 1
Mporpamma «AMnnuCeHc-1-FEP»
«TebLmK» «GeneAmp PCR «Gradient Palm Cycler»,
pu System 2700» «MAXYGEN»
Temne- Temne- Temne-
Unkn | patypa, |Bpema|Uwuknbl| paTypa, |Bpewms | Luknel| patypa, |Bpewms| Lnknbl
°C °C °C
95 May3a 95 MMaysa 95 Maysa
1 95 5 MWH 1 95 5 MWH 1 95 5 MWH 1
95 2c 95 20c 95 2c
2 65 5c¢ 35 65 25c¢c 20 65 10 c 24
72 5c¢ 72 30c 72 10c
95 2c 95 20c 95 2c
3 60 10 c 9 60 30c 24 60 15¢ 20
72 5c¢ 72 30c 72 10 c
4 95 2c 1 95 20c 1 95 2c y
60 10 c 60 30c 60 15¢
5 10 XpaHeHune 10 XpaHeHune 10 XpaHeHune

[MpumevaHne — [lporpaMmbl TEPMOUMKNMPOBaAHUA AONA OPYrux
Moaenemn aMmnnndumkaTopoB onucaHbl B MeTOaNYECKNX
pekomeHgauusx «lccrnegoBaHue KNMHUYECKOro martepuana Ha
Hannune [OHK Bosbyauntenen UMMM n gpyrux MHdeKunn opraHos
penpoaykumn metogom MNUP ¢ rmbpmnagmsaumoHHo-rnyopecueHTHON
aeTekumeny.

3. Mo OoKOHYaHMWM BbLINOMHEHUST MpPOrpamMmbl  MNPUCTYNUTL K
donyopecueHTHON OeTeKUMN.

PJITYOPECLUEHTHAA OETEKUNA NMPOAYKTOB AMITTIMPUKALINA
[eTtekuma npoBoguTcA C nomoLlbio dryopecueHTHoro [1LP-

geTektopa (corfacHo MHCTPYKUMM K MCronb3yemomy npubopy)

nyTeM N3MEPEeHUA MHTEHCUBHOCTWU (priyOpecLeHTHOro curHamna no

OBYM KaHanam:

- no kaHany FAM (1nu aHanorM4Homy, B 3aBUCUMOCTU OT MOAENN
npubopa) perncTpupyeTcs curHam O HaKOMfeHUM npoaykra
amnnndukauun oparmeHta HK Trichomonas vaginalis.

- no kaHany HEX (unu aHanormyHomy, B 3aBUCUMOCTU OT MOAENN
npubopa) perncTpupyeTcs curHam O HaKOMfeHUM npoaykra
amnnudpukaumn OHK BKO.

BHUMAHWUE! [1o npoBeoeHnss pgetekumm B NPOrpamMmMHOM
obecneveHun NUP-geTekTOpa AOMKHbI ObITb BHECEHBI U COXPAHEHDI
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COOTBETCTBYHOLLME HACTPOMKN — CM. BKnagbiw K N P-komnnekrty, a
Takxe MeToaun4ecKmne pekomMeHgauum OryH LHNNS
PocnoTtpebHaasopa «WccnegoBaHne KNMHUYECKOro maTtepuana Ha
Hannune OHK Bosbyautenen UMM n gpyrux nMHQEKUuin opraHoB
penpoaykumn metogom MNUP ¢ rmbpmnagmnsaumnoHHo-priyopecUeHTHON
aeTekumeny.

UHTEPMNPETALUA PE3YINIbTATOB
[MonyyeHHble peaynbTaTtbl WHTEPNPETUPYIOT HaA OCHOBaAHWUU

OaHHbIX 00 ypoBHE (fyOpeCUEHTHOro CuUrHana OTHOCUTENbHO

dooHa NO COOTBETCTBYIOLIMM KaHarnam Arisi KOHTPOsbHbIX 06pa3LoB

n npod AOHK, nonyyeHHbIX NyTeEM 3KCTPaKuum M3 KINUHUYECKNX

obpasuoB. VHTepnpetauma npou3BOAUTCS aBTOMATUYECKN C

NOMOLLbIO NpOorpaMMHOro obecnevyeHust ncnosibayemoro npubopa.
[MpuHUKMN NHTEpNpeTauun pesynbTaToB CreayoLwuni:

- IOHK Trichomonas vaginalis obHapyXeHa, ecnu Ons AaHHOW
npobbl curHan no kaHany FAM Bblle YCTaHOBMEHHOrO
NOPOroBOro 3Ha4YeHNs NONOXUTENLHOrO pe3ynbTaTa.

- OHK Trichomonas vaginalis He obHapyXeHa, ecnv aAns AaHHOM
npobbl curHan no kaHany FAM Hwmxe ycTaHOBMNEHHOrO
NOPOroBOro 3Ha4YeHUs oTpuuaTenbHOro pesyfibTaTta, a curHan
no kaHany HEX Bblle yCTaHOBNEHHOro NOPOroBoro 3HavYeHus.

- PesynbTaTt aHanu3a HeBanWAHbIW, €cnv ONs AaHHOW npoobl
curHan no kaHany FAM Hwxe yCTaHOBJSIEHHOro MOPOroBOro
3Ha4yeHus oTpuuaTenbHOro pesynbTaTta, U CUrHan no KaHany
HEX HuXe ycTaHOBNEHHOro noporoBoro 3Ha4eHu4.

- PesynbTaT aHannsa COMHUTEsNbHbIW, ECNU AN AaHHOW Npoobl
curHan no kaHany FAM Bbille yCTaHOBMEHHONO MOPOroBoOro
3Ha4YeHns oTpuuaTesrnibHOro pesysibTaTta, HO HWXe MNOopPOroBoro
3Ha4YeHUs1 MNONOXUTENbHOrO pesynbTtaTa (CurHam HaxoauTcd
MeXy NMOpOroBbIMN 3HAYEHUSIMMN).

Ecnu gna npobbl nonyyYeH HeBanuUAHbIA UM COMHUTESNbHbIN
pes3ynbTar, TpebyeTcs NOBTOPUTL MUP-nccneposaHue
COOTBETCTBYHLLEro KnuHndeckoro obpasua.

Pesynbtat [UP-uccnepoBaHus cuyutaeTcsi AOCTOBEPHbIM,
ecnu NoJlyYeHbl npaBusibHble pe3ynbTaTtbl ansa
NOJSIOXKUTENIbHOro 7 oTpuuaTenbHOro KOHTpoOnewn
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amnnucpumkaumm M oTpuuaTeNbHOro KOHTPOSIA 3KCTPaKLUU
IOHK, B cooTBeTCcTBMMU C TAON. 2.

Tabnuua 2
Pe3ynbTaTbl A4NA KOHTponeu pasnuyHbix 3Tanos lNLP-
aHanu3a
. CurHan no kaHany O6osnauenne
KoHT- KoHTponupyembin pe3synbTaTta B
OHT
onb atan MNUP- nporpamMmmax
P uccnenoBaHus FAM HEX HEKOTOPbIX
0EeTEeKTOpPOB
Huxe
NOpPOroBoro Bbiwe
B- OkcTpakums AHK 3Ha4yeHus NOpOroBoro «—» nnun «OK»
oTpuLaTenbLHOro 3HayYeHns
pesynbTata
Hwvxe
NOPOroBoro Hwnxe
K- rnuypP 3Ha4eHud NOpPOroBoro «HAO»
oTpvLaTeNbHOro 3HaYeHNs
pesynbTata
Bbiwe
NOpPOroBoro Bbiwe
K+ nupP 3Ha4yeHus MOpOroBoro «+» nunn «OK»
NONOXMTENbHOT 3HaYeHns
0 pesynbTaTa
BHUMAHUE!
1. Ecriv gna nonoxutenbHoro koHTponsa [P (K+) curHan no

kaHany FAM Hwxe noporoBoro 3HaA4YeHUA MONOXUTENBHOIO
pesynbtata HeobxoAMMO MNOBTOPUTb  aMniandukauulo W«
aeTekuuo onsa Bcex obpasuos, B KOTOpPbIX He obHapyxeHa [JHK
Trichomonas vaginalis.

Ecnu ons otpuuatenbHoro KoHTpons akctpakumm OHK (B-)
n/vinn otpuuatensHoro koHTponsa MNUP (K-) curHan no kaHany
FAM BbilLe NOPOroBoro 3Ha4YeHUs NOSIOXKNTENLHOIO pesyribTaTa
Heobxoaumo nosTopuTb  [MUP-nccnepoBanHne ans  Bcex
obpasuoB, B KOoTopbix obHapyxeHa OHK Trichomonas vaginalis,
HaynHaga ¢ atana akcTpakumm HK.

cTp. 17 n3 26

Perunctpamua MU & Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru




BAPUAHT FRT

BAPUAHT FRT
COCTAB

Komnnekt peareHToB

«MUP-komnnekT»

BapuaHT

FRT -

KOMMNSEKT peareHToB And amnnudpukauum dparmeHta [OHK
rmopunansaunoHHo-IyopecLeHTHON
OeTeKUMNEN B PEXNME «pearibHOro BpEMEHN» BKIKOYaeT:

Trichomonas vaginalis ¢

Peakmuse OnucaHue O6nem, mn Kon-eo
NMuP-cmecb-1-FL MpospayHas 110 npobupoxk
, . s 0,01 obbemom

Trichomonas vaginalis OecuBeTHas XUAKOCTb 0.2 Mn

NUP-cmecb-2-FL-red lpo3patiHas XuakocTe 1,1 1 npoBupka
KpacHoro ueta

NMKO komMmnnekCHbIN MNpospaviHas 0,2 1 npobupka
OecuBeTHas XXUAKOCTb
MpospayHas

BHK-6ycpep BecuBeTHas XMAKOCTb 0.5 1 npobupka

KomMmnnekT peareHToB paccuutaH Ha npoBegeHne 110 peakuyuin
amnnudunkaunm, BKIoHast KOHTPOSIN.

Komnnekt peareHTtoB «[lLP-komnnekTt» BapunaHT FRT-100 F —
KOMMNSEKT peareHToB And amnnudpukauum dparmeHta [OHK

Trichomonas vaginalis ¢ mbpunansaunoHHo-IyopecLEeHTHON
geTekumen B pexnme «peasibHoro BpemMeHm» BKNK4YaeT:

Peakmue OnucaHue O6nemM, mn Kon-eo
nL!,P-cmer-1 -FL o MpospayHas 6ecuseTHas 1.2 1 npoBupka
Trichomonas vaginalis XWOKOCTb
NUP-cmecb-2-FRT 2po3paqHaﬂ 0,3 2 npobupku

€CLIBETHas XNOKOCTb
MpospayHas
Monumepasa (TagF) GecUBETHAS KAKOCTh 0,03 2 Npobunpkun
NMKO koMnneKcHbIN glpospaqHa;l 0,2 1 npobupka
eCLBETHas XNAKoCTb
MpospayHas
AHK-6ycpep BecLBeTHas XMOKOCTb 0.5 1 npobupka

Komnnekr peareHTOB paccumtaH Ha nposefeHve 110 peakumin
amnnndukauum, BKNYasa KOHTPOSIN.

KomnnekTt peareHTtoB «[llLUP-komnnekT» BapuaHT FRT-1000 F —
KOMMSIEKT peareHToB And amrnvpukauum dparmedHta [OHK

Trichomonas vaginalis ¢ rmbpnamnsaunoHHO-pIyopecUeHTHON
OeTeKUMen B pexnme «peasibHoro BpeMeHM» BKITKOYaeT:

Peakmue OnucaHue O6vem, Mmn| Kon-eo
I'IL_I,P-cmer-1 -FL o MpospayHas 6ecuBeTHas 1.2 10 npo6rpoK
Trichomonas vaginalis XNOKOCTb
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Peakmue OnucaHue 0O6wvemMm, Mmnn| Kon-eo
NUP-cmeck-2-FRT g'p°3pa””a” 1,2 5 NPOBMPOK
eCLIBETHas XNOKOCTb
MpospayHas
Monumepasa (TagF) BecLBETHAS KUAKOCTS 0,12 5 npobupok
NMKO koMnneKcHbIN glpospaqHa;l 1,0 1 npobupka
€eCLIBETHas XNOKOCTb
MpospayHas
AHK-6ycpep BecLBeTHas XMOKOCTb 0.5 2 Npobupky

KomnnekT peareHToB paccuuTaH Ha nposedeHne 1100 peakuyumn
amnnudunkaunm, BKItoHast KOHTPOSIN.

KomnnekTt peareHtoB «HK-cop6-AM» BapuaHT 1008— komnnekT
peareHTOoB And BblgeneHnsa OHK wn3 knuHmnyeckoro martepuana

BKJ1HOHaeT.

Peakmuse OnucaHue O6nem, mn1| Kos-eo
- Mpo3payvHas 6ecuBeTHas
Jlnanpyrowmn pacteop KNAKOCTD 30 1 pnakoH
OTMbIBOYHbIN pacTBOp Mpospaunas becuseTHas 100 1 cdonakoH
XMAKOCTb
Cop0OeHT yHuBepcanbHbIN CycneHsus 6enoro useTa 1,0 2 npobupkun
MpospayHas 6ecuseTHas
TE-6ycep ana anoummn AHK KWOKOGTD 5,0 2 npobupkm
K  komnnekty  peareHtoB  «[HK-copb6-AM»  npunaratotcs
crneagyrline peareHTbl:
Peakmue OnucaHue O6vLem, Mn Kon-eo
BKO komMnneKcHbIN lNpospayinas becuseTHas 1,0 1 npobupka
XNOKOCTb
BKO-FL lMpo3payvHas 6ecuBeTHas 10 1 npo6upka
XNOKOCTb
OKO Mpo3payvHas 6ecuBeTHas 12 1 npo6upka
XNOKOCTb

Komnnekr peareHTOB paccuiutaH Ha Bblgenenve OHK wn3 100
0bpa3uoB, BKIOYasi KOHTPOSIN.

TpaHcnopTHasa cpeaa ¢ Mykonutukom (TCM)?:

Peakmuse OnucaHue O6nem, mn1| Kos-eo
TpaHcnopTHasa cpepa ¢ [Mpo3payHas X1UaKocTb 05 100
Mykonutukom (TCM) pO30BOro LBeTa ’ npobupok
8 BxoauT B cocTae chopm komnnektauum 4, 5,6 n 7.

9 BxoauT B cocTtaB chopm komnnekTaumm 4 n 6.
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TpaHcnopTHaa cpeaa ans maskoB'o:

Peakmue OnucaHue O6nem, mn1| Kos-eo
TpaHcnopTHaa cpena ans MpospayHas 6ecuBeTHas 05 100
Ma3KoB XNOKOCTb ’ npobupok

NMPOBEOEHUE MNMUP-UCCIIEOOBAHUA

MUP-nccnegoBaHme COCTOUT U3 CriedyoLmnX 3Taros:

- OkcTpakuus (Bblaenenune) AHK 13 nccnegyembix odpasuos.

- [llpoBegeHve amnnudukaumm ¢ qonyopecLueHTHOW OeTekuuen B
pexXmnme «pearibHoro BpeMeHm.

- AHanus v nHTepnpeTauus pesysbTaTos.

HetanbHaa wHQopmauma no npouenype nposegeHus [1LP-
nccnegoBaHusi B 3aBUCMMOCTUM OT TUNa MCMNOoSb3yeMoro odopyaoBaHus
N3NoXXeHa B MeToaMdeckux pekomeHgauusix GIryH LHANSG
PocnoTtpebHansopa «WccnegoBaHne KMHUMYECKOrOo MaTepuana Ha
Hanuune [OHK Bos3dyautenen WM u gpyrmx vHdEKUMin opraHoB
penpoaykumn metogom [lUP ¢ rmbpuamsaumnoHHo-nyopecueHTHOW
aeTekumen.

SKCTPAKUUA OHK N3 UCCIIEQYEMbIX OBPA3LIOB

Ona okctpakumum (Bblgenennda) [OHK wucnonb3yrotes Habopbl
peareHToB, pekomeHaoBaHHble PI'YH LIHNNG PocnotpebHaasopa, B
COOTBETCTBUMN C MHCTPYKUMEN K NCNONb3yeMOMY Habopy. SKCTpakuus
AOHK n3 kaxgoro knnHu4yeckoro obpasua npoBoauTcst B NpUCYTCTBUN
BHYTPEHHEro KOHTposSibHOro obpasua - BKO-FL.
[Mpn ncnonb3oBaHnn popm Bbinycka Habopa 4-7 onsa aketpakuum OHK
MCMosb3yeTcs BXOOAWMM B HAbop KoMnnekT peareHToB «[HK-copb-
AMp».

NPOBEOEHUE AMMITUM®UKALIMM C OETEKUMEN B PEXKUME
«PEAJIbBHOIO BPEMEHW»

A. lNopgrotroBka NpooUpPoOK Ana nposeaeHUA amnnndpukaummn
Bbibop npobupok ana  amnnudmkaumm  3aBUCUT  OT
ucnonb3yemoro amnnucpukatopa € CUCTEMON [AOeTeKuun B
peXxume «peanibHOro BPpeMeHny.

0 BxoguT B cocTaB hopm KoMnnekTaumm 5 un 7.
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Ona BHeceHMA B nNpobupkn peareHTtoB, npo6 OHK n
KOHTPONbHbLIX  OOpa3uoB MCNOSb3YHTCA ofHOpa30BbIe
HaKOHEYHUKU C hunbTpamMmn.

A1. lNoaroTtoBKa NpobMpoK Ana nposeaeHns amnnudukaumm npum
nomowu Komnnekrta peareHTtoB «[1LP-komnnekr» BapuaHT FRT
O6wunn o6 Lem peakUMoHHOU cmecu — 30 MKN, BKINOYasa o6bLem
npo6bl AHK — 10 mkn.

1. OTobpaTb Heobxogmmoe konmnyectso npodupok ¢ MUP-cmecbo-
1-FL Trichomonas vaginalis pona awmnnudukaumm OHK
nccneagyemMbiX M KOHTPOSbHbIX NPo6.

2. Ha noBepxHocTb Bocka BHecTu no 10 mkn MNUP-cmecun-2-FL-red,
Npy STOM OHa He JOrkKHa npoBanmMBaTtbCA NOL BOCK U
cmewmsatbea ¢ MUP-cmecbro-1-FL Trichomonas vaginalis.

3. B nogrotoBneHHble npobupkmn BHectn no 10 mkn npo6 OHK,
MNONYYEHHbLIX B pe3yrbTaTe 3KCTPaKuMmM U3 UCCredyeMblX W
KOHTPOSbHbIX 06pa3LoB.

4. TlocTaBUTb KOHTPOSbHbIE peakLumm:

a) otpuuatenbHbIn KoHTpornb MNMLUP (K-) — BHecTn B npobupky 10
mkn OHK-6ydepa.

0) nonoxutenbHbin KOHTponb lNLUP (K+) — BHecTn B npobupky
10 mkn NMKO komnnekcHoro.

B) oTpuuaTeribHbIM KOHTpOsb 3KkcTpakumm OHK (B-) - BHecTn B
npobupky 10 Mkn npobsl, BoigeneHHon n3 OKO.

A2. NMoarotoBKa NpooOUpPOK ANA npoBeaeHUA amnnndpukaumm npum
nomown Komnnekrta peareHtoB «[1LP-komnnekT» BapunaHT FRT-
100 F u FRT-1000 F

O6Lwnn o6 LemM peakUMOHHOU cMecu — 25 MK, BKITHoYasa o6bLem

npo6bl AHK — 10 mkn.

1. Pa3moposutb npodupky c [LUP-cmecbro-2-FRT. [lepemewuats
cogepxumoe npobupok ¢ peareHTamn [LUP-cmecb-1-FL
Trichomonas vaginalis, NMUP-cmecb-2-FRT,
nonumepasa (TaqF) ”n ocagutb KanuM KpaTKOBPEMEHHbLIM
LeHTpudoyrmposaHnem (1-2 ¢) ¢ NoMoLLb0 LeHTpudyrn/BopTekca.

2. OtobpaTb HEOBXOOANMOE KONMMYECTBO NPOBMPOK MM CTPUMNOB AN
amnnudpukaumm OHK ncenegyembix 1 KOHTPOSbHbBIX NPo6.

3. Ona nposenenunsa N peakunn (Bkrtodas 2 koHTpons MNLP) cmewaTtb
B otaenbHon npobupke 10*(N+1) wmkn  MUP-cmecun-1-FL
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Trichomonas vaginalis, 5,0*(N+1) mkn TUP-cmecu-2-FRT wu
0,5*(N+1) mkn nonumepasbl (TagF).
4. llepemellatb MOArOTOBIIEHHYD CMECb WU
KpaTKOBPEMEHHbIM LeHTpUdyrmpoBaHnem C
LeHTpudoyrn/sopTekca.
BHecTn B kaxkayto npodbumpky no 15 MKN NnoarotoBrieHHOM CMECH.
B nogrotoBneHHble npobupkn BHecTn no 10 mkn npo6 [OHK,
MNONYyYEHHbLIX B pe3yrbTaTe 3KCTpakuMm U3 UCCregyeMblX WUIu
KOHTPOSbHbIX 06pa3LoB.
7. lNocTaBUTb KOHTPOSbHbIE PeaKUMK:
a) otpuuatenbHbIn KoHTpornb MNLUP (K-) — BHecTn B npobupky 10
mkn OHK-6ydepa.
0) nonoxutenbHbin KOHTponb IMLUP (K+) — BHecTn B npobupky
10 mkn NMKO komMnnekcHoro.
B) oTpuuaTtesribHbIN KOHTporb 3KcTpakuumn OHK (B-) — BHecTn B
npobupky 10 Mkn npobbl, BbliaeneHHon na OKO.

ocaguTb  Kannu
MOMOLL|bIO

o O

b. NpoBeaeHue amnnudmkauum ¢ geTekumen B pexxmme «peanbHOro

BpPeMeHN»

1. 3anporpammupoBaTb npubop (amnnmndukatop € CUCTEMON
AeTekunn B pexumme «pearnbHOro BpeMeHW») Ons BbINOSIHEHUS
COOTBETCTBYIOLLEN MNporpaMmmbl  amnnmdukaumm n  OeTekumm
donyopecueHTHoro curHana «AMnnmCeHc-1» (cm. Tabn. 3).

Tabnuua 3
Mporpamma «AMnnuCeHc-1»

Mpu6opkl potopHoro Tuna'l Mpu6opbl nnaHweTHoro Tuna'?
Temnepa- Hnerio Temnepa- Hinerio
Lnkn o Bpems NMOBTOPOB o Bpems NMOBTOPOB
Typa, °C Typa, °C
LVKIIOB LVKIIOB
1 95 15 MUH 1 95 15 MUH 1
95 5c¢ 95 5c¢
2 60 20c 5 60 20c 5
72 15¢ 72 15¢
95 5c¢c 95 5c¢
20c 30c
3 60 aetekums 40 60 aeTekuns 40
donyopecdu. donyopecd.
curHana curHana
72 15¢ 72 15¢

" Hanpumep, «Rotor-Gene 3000» «Rotor-Gene 6000», «Rotor-Gene Q» nnu aHanormyHole.
2 Hanpumep, «iCycler», «iQ5», «Mx3000P», «Mx3000», «[AT-96» nnu aHanormyHole.
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[eTtekums  dnNyopecueHTHOro CcurHana HasHadaeTcs Mo
kaHanam ans dgnyopodopos FAM n JOE (npu ogHOBpEMEHHOM
npoBeAeHNUN ApYyrMx TECTOB HasHavaeTcss geTekumsa U no
APYrMM UCMonb3yeMbIM KaHanam).

2. YcTaHOBUTbL MPOBMPKM B HA4YENKM pPeakuMoHHOro moaynsd
npubopa.

3. 3anyctutb  BbIMNOSIHEHME nNporpamMmbl  amnnudpukaumm ¢
aetekumen gonyopecueHTHOro curHana.

4. 1o OKOHYaHUKM BbINOSTHEHUS NPOrpaMmmbl NPUCTYNUTb K aHannay
pes3ynbTaTos.

AHAIN3 N UHTEPINPETALUA PE3YJIbTATOB
AHanum3 pesynbTaToB MPOBOAAT C MNOMOLbLI MPOrpaMmmMHOro

obecnevyeHna ucnonblyemoro npubopa ans nposegenna MNLUP c

OeTeKunen B pexmmMme «peanbHOro BpemMeHm». AHanm3snpyroT KpuBble

HaKonfeHna gonyopecUeHTHOro curHana no AByM KaHarnam:

- no kKaHany gna dnyopodopa FAM pernctpmpyercs curHan,
CBNOETENbCTBYOLWNNA O HAKOMIEHUN NpoaykTa amMmnnmukaumnm
dparmenTa [JHK Trichomonas vaginalis,

- no kKanany ansa dnyopodopa JOE peructpupyetrca curHan,
CBNOETENbCTBYIOLWNMA O HAKOMIEHUN NpoayKTa amMmnnmukaumnm
OHK BKO.

PesynbTtaTbl WHTEPNPETUPYIOTCS HaA OCHOBAHWUM Hanuuus (unu
OTCYTCTBUSA) nepeceYyeHmns KpnBOM donyopecueHumn C
yCTaHOBJIEHHOW Ha COOTBETCTBYIOLLEM YPOBHE MOPOroBON JFIMHUEWN,
4YTO onpedeniseT Hanudue (UM OTCYyTCTBME) ONA OaHHOM npoobl
OHK 3HayeHuns noporosoro uukna «Ct» B cCOOTBETCTBYHOLEN rpade
B Tabnuue pesynbLTaTos.

[MpyHUMN MHTEepnpeTaunn pesynbTaToB Creayowmii:

- IOHK Trichomonas vaginalis obHapyXeHa, ecnu Ons OaHHOW
npobbl B Tabnuue pesynbTaTtoB Mo kaHany ans dnyopodopa
FAM onpegeneHo 3Ha4vyeHue noporosoro uukna Ct. Npu aTom
KpuBasi donyopecueHumMn gaHHoM npobbl OOSMKHa nepecekaTb
NOpPOroByto NUHNIO Ha yyacTke XapaKTepHOoro
9KCMNOHEHUManbLHOro noabema priyopecueHunm.

- IOHK Trichomonas vaginalis He oGHapyXeHa, ecrnn ona aHHOW
npobbl B Tabnuue pesynbTaTtoB Mo kaHany ans dnyopodopa
FAM He onpepeneHo (OTCYTCTBYeT) 3HaA4YeHME MNOPOroBOro
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uukna Ct (kpmBas donyopecueHUMn He rnepecekaeT NoporoByto
NUHMIO), a B Tabnmue pesynbTaToB Mo KaHany ans gpnyopodopa
JOE onpegoeneHo 3HaveHne noporosBoro uukna Ct, He
npesbiatoLee ykazaHHoe (rpaHU4YyHOe) 3Ha4YeHKe.

- PesynbTaTt aHanusa HeBanuUAHbIW, eCnv OS5 JaHHOW Npobbl He
onpegeneHo (OTCYTCTBYeET) 3HadeHune noporosoro umkna Ct no
KaHany gna donyopodopa FAM, n no kaHany gna dnyopodopa
JOE 3HauyeHune Ct Takke He onpeneneHo (OTCYTCTBYET) WK
npeBbIlIaeT ykasaHHOEe rpaHu4yHoe 3HadeHue. B aTom cnydae
TpebyeTcs NOBTOPHO NpPoOBECTU MUP-nccnegoBaHne
COOTBETCTBYHLLEro KnuHn4yeckoro obpasua.

BHAMAHMUE! [paHuyHble 3HavyeHus Ct ykasaHbl BO BKMagbllle K
MUP-komnnekty. CMm. Takke metoamdeckne pekomeHpaummn OIryH

LLHWNO  PocnotpebHap3opa  «lccnepmoBaHue — KNMUHMYECKOTO
matepnana Ha Hanuume [OHK Bos3byautenen WM v gpyrnx
NHpEeKLNI opraHoB penpoayKkuumn MeTo40M MupP C

rmopunan3aunoHHoO-IyopecUeHTHOM OeTEKLMEN .

Pesynbtat [UP-uccnepoBaHus cuyutaeTcs OOCTOBEPHbIM,
ecnu NoJlyYeHbl npaBusibHbIe pe3ynbTaThbl ans
NOJIOXUTESILHOro n oTpuuaTesibHOro KOHTponeun
amnnudmkaumm un oTpULATENIbLHOrO KOHTPOSNA BblAeneHus
AHK, B cooTtBeTcTBMM C Tabnuuen OLEHKM pe3ynbTaToB
KOHTPOJIbHbIX peakuun (Tabn. 4).

Tabnuuya 4
Pe3ynbTaTbl A4NA KOHTponeu pasnuyHbix 3tanos MNLP-
aHanu3a
KoHTponupyembin 3HavyeHue noporoBoro uukna, Ct
KonTpont aran MLP- no KaHany ans no KaHany ans
uccnenoBaHns donyopocdopa FAM c¢dnyopodcopa JOE
B- Boigenenne AHK 3Ha4yeHne oTcyTCTBYET OnpepeneHo sHaueHu1e
MEHbLLUE rPaHN4YHOro
K- MupP 3HayeHne oTcyTCTBYET 3HayeHne oTcyTCcTBYET
K+ nupP OnpepneneHo 3HaveHne | OnpeaeneHo 3HaveHne
MEHbLUE rPaHN4YHOro MEHbLUE rPaHN4YHOro
BHUMAHUE!

1. Ecrim gna nonoxutenobHoro koHTponsa [P (K+) 3HadeHue

MOPOroBoro
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OTCYTCTBYET UMK NpeBbILLIAET rpaHNYHOE 3HaYeHne, Heob6xoaMmo
NOBTOPUTL amnnudukaumio ana Bcex obpasuoB, B KOTOPbIX He
obHapyxeHa [QHK Trichomonas vaginalis.

2. Ecnn pgna oTpuuyatenbHOro KoHTponsa akctpakumm OHK (B-)
nvinn otpuuarenoHoro kKoHtponda [MUP (K-) no kaHany FAM
3ahukcmnmpoBaHo 3HadeHue noporosoro uukna Ct, Heobxogmmo
nosTopuTb MNUP-nccnegosanne ans scex obpasyoB, B KOTOPbIX
obHapyxeHa [OHK Trichomonas vaginalis, Ha4inHas c 9Tana
akcTpakumn OHK.
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CPOK TrogHoCTu. ycnoemA TPAHCMNOPTUPOBAHUA W
XPAHEHUA

Cpok rogHocTU. 9 mec. Habop peareHTOB C WUCTEKLUMM CPOKOM
roqHOCTU NPUMEHEHMIO HE NOANEXMNT.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNOPTUPOBATb MNpU
Temnepatype oT 2 oo 8 °C He 6onee 5 cyt. «[lUP-komnnekT»
BapmaHtT FRT-100 F w»n FRT-1000 F npu nony4vyeHun
pa3yKoMMIIeKTOBaTb B COOTBETCTBUU C yKa3aHHbIMN
TemnepaTtypamMmm XpaHeHus:.

XpaHeHue. Habop peareHTOB XpaHUTb Npu Temnepartype oT 2 Ao
8 °C. TlUP-cmecb-1-FL  Trichomonas vaginalis XpaHuTb B
3awmueHHom ot ceeta mecte. [NLUP-cmecb-2-FRT u nonumepasy
(TagF) xpaHuTb Npun TemnepaTtype He Bbie MUHYyC 16 °C.

YcnoBua otnycka. [Onsa  neyebHo-npodunakTU4ecknx  u
CaHUTaPHO-NPOUITAKTUYECKUX YYPEXOEHUN.

Peknamaumm Ha KkadyecTBo Habopa peareHToB «AMNMCeHc®
Trichomonas vaginalis-FL» Hanpasnate B agpec PIyH
["locynapCTBEHHbLIN Hay4YHO-UccnegoBaTenNbCKUN NHCTUTYT
cTaHgapTM3auMm U KOHTpPONS MeOUUMHCKMX  BUoNnornveckmnx
npenapatoB uMm. J1.A. Tapacesunya PocnoTtpebHagsopa (119002
r. Mockea, nep. CusueB Bpaxek, g. 41), ten./dpakc (499) 241-39-
22, a Takke Ha npegnpuartne-usrotosutens SryH UHUND
PocnotpebHansopa (111123 r. MockBa, yn. HoBorumpeesckas,
O.3a), Tten. (495) 974-96-42, dakc (495) 305-54-23 e-mail:
obtk@pcr.ru) u B otogen no paboTe C peknamauusiMm U
opraHusaumn oby4venus Ten. (495) 925-05-54, dakc (495) 916-18-
18, e-mail: products@pcr.ru).

OT3biBbl M npegnoxeHma o npoaykuum «AMnanCeHc» MOXHO
OCTaBuUTb,  3arofiHUB  aHKeTy  noTpebutens Ha  canTe
www.amplisens.ru.

N

: ” i L £ef
Jaseyroumii HITJT b

®I'VH LHTHHHD Pocniorpebranzopa

E.H. Ponsonosa
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