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WHCTPYKUUA

No NpUMEHEeHNI0 Habopa peareHToB
ansa soiasnenus AHK mukpoopraHmnamos poga Ureaplasma
(U.parvum v U.urealyticum) B KnHN4YeCKOM MaTtepuarne
MeToaoM nonumepasHoun uenHon peakumm (MUP)

C rmépunan3saunoHHo-dNyopecLEeHTHON AeTeKUnen

«AmnnuCeHc Ureaplasma spp.-FL»
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CMUCOK COKPALLEHUNA
B Hactodwen  MHCTPYKUMM  MPUMEHSATCA  criefyroluue
coKpalleHnst 1 0603HaYEHUS:

BKO-FL - BHYTPEHHMWI KOHTPOSbHbIN 06pa3e|:|, ans Ha6oE)OB c
rmépmnan3aunoHHO-NyopeCcLEeHTHON AeTeKUMNen

ZInInin - MHEKUMKM, NnepefaBaeMble NOSIOBbIM NMyTEM

OKO - OTpULUATENbHbIN KOHTPOINbHLINM 0bpasel

MKO - NONOXNUTENbBHbIN KOHTPOSbHbIN 06pasey

rnupP - nonuMmepasHas LenHaa peakumsa

FEP - oniyopecuUeHTHas AeTeKUNSA N0 K KOHEYHOW TOYKE»

FRT - oniyopecLEeHTHas AeTEKUNA B PEXNME «pearnibHOro BpeMeH»
- ®egepanbHoOe rocygapCTBEHHOE yuYpexaeHne Hayku

OryH yHmMmMad «UeHTpanbHbIn Hay4yHO-UCccnegoBaTeNbCKUM UHCTUTYT

PocnotpebHagsopa | anngemunosnorum» degepansHon crnyxbbl N0 Haa3opy B cepe
3aWmMThLl NpaB NnoTpebutenen n 6naronony4ymsi YenoBeka

HA3HAYEHUE

Habop peareHtoB «AmMnnunCeHc  Ureaplasma spp.-FL»
npegHasHadeH panga BbigsneHna [OHK  mukpoopraHuamoB popa
Ureaplasma (U.parvum w U.urealyticum) nytem amnnudukauum
cneuuduyeckoro dparmeHta [OHK [gaHHbIX MWUKpOOpraHM3amoB
metogom [UP ¢ rmbpunamnsaumnmoHHo-pnyopecueHTHON OeTeKUMEN
npoayktoB amnnupukaumn. Martepmanom ana nposenerHus [LP
cnyxat npobbl OHK, nonyyeHHble nytem akcTtpakunn [OHK w3
COCKODHOro oTaensaemMoro Crmsnctblx 06orovek yporeHuTasrbHOro
TpakTta, o0OpasLoB MO4M, CeKpeTa npencTaTenbHOM Kenesbl
yenoBeka. [nsa oakctpakumn (Bblgenenusa) [OHK wucnonb3yoTca
Habopbl peareHToB, pekomeHaoBaHHble  OI'YH LHNND
PocnoTtpebHaasopa.
BHUMAHUE! Pesynbtathl NLUP-nccnegosaHusa yyutbiBalOTCA B
KOMIMMEKCHOW aAnarHocTuke 3aboneBaHus.

NMPUHLUWUN METOOA

BoisiBrneHne mukpoopraHuamoB poga Ureaplasma (U.parvum n
U.urealyticum) metogom nonumepasHon uenHom peakunmn (MUP) ¢
rmopunan3aunoHHoO-IyopecLEeHTHON OeTeKuMen BKNOYaeT B cebs
Tpn 9Tana: oaKkcTpakumo (Bblgenenne) [OHK wu3  obpasuos
KMMHNYECKOro Matepuana, amnnudukauuo dgparmenHta OHK
OaHHbIX MUKPOOPraHM3MoB U rmbpmnamnsaumoHHO-pIIyopeCUEHTHYIO
AeTekuuto, Kotopasi npon3soanTcst NMMbo HenocpeaCcTBEHHO B Xo4e
MUP (BapunaHt FRT), nnb6o nocne ee 3aBepweHus (BapmnaHt FEP).
OkcTpakuma OHK u3 knuHndeckoro matepuana npoBoAUTCA B

cTp. 3 n3 25

Peructpanus MH e Pocspgpasranzope
www.nevacert.ru | info@nevacert.ru



NPUCYTCTBUMN BHYTPEHHEro KOHTpoOsibHoro ob6bpasua (BKO-FL),
KOTOPbIA MO3BOSIAET KOHTPOSIMPOBATb BbIMNOSIHEHWE Mpoueayps.l
nccnegoBaHMa Ona Kaxgoro obpasua. 3aTeM € NOfyYeHHbIMU
npobamn [OHK npoBoauntca peakuuss amnnmdpukauum dparMmeHTa
OHK U.parvum wn U.urealyticum npu nomoLiy cneunduyHbiX K Hemy
npamvepoB w©n depmeHta Tag-nonumepasbl. B cocrase
peakuMOHHOM CMeCu TMPUCYTCTBYKOT dorlyopecueHTHO-MeYeHble
ONMUrOHYKNeoTnAgHble  30HAObl,  KOTOpble  rMbpuamMsylTCca C
KOMMNreMeHTapHbIM ydacTkom amnnndpuumpyemon OHK-muwenn, B
pesynbTate 4ero nNpoucxoguT HapacTaHue MHTEHCUBHOCTHU
donyopecueHumMn. IOTO NO3BOSISIET PErucTpmpoBaTb HaKoMNieHue
cneumguyeckoro npoaykrta amnnudukaumm nytem U3MepeHus
WHTEHCUBHOCTHU donyopecueHTHOro curHana. HeTtekumns
donyopecueHTHOro CcurHana npu ucnosnb3oBaHun BapuaHta FEP
ocywecTtensetrca nocrnie  okoHdaHuna  TILUP ¢ nomowbto
donyopecueHTHoro [NLP-geTektopa, a npu  UCMNOJSib30BaHUU
BapunaHta FRT - HenocpenctBeHHo B xode [MLUP ¢ nomoulbto
amnnudukatopa ¢ cuctemon getekumn rnyopecueHTHOro curHana
B PeXMMeE «peanbHOro BpeMEHN.

BAPUAHTbI U POPMbI BbiIlMYCKA HABOPA PEATEHTOB
Habop peareHTOB BbinyckaeTcs B 2 BapuaHTax.

BapuaHt FEP

Habop peareHTOB BbinyckaeTcda B 7 hopmax KoMNnekTaumu:
Popma 1 BkNoYaeT Komnnekt peareHToB «[lLP-komnnekT»
BapuaHT FEP (npobupkn 0,5 mn).

Popma 2 BkN4vaeT Komnnekt peareHToB «[1LP-komnnekT»
BapuaHT FEP (npo6upku 0,2 mn).

®opma 3 BkMYaeT KoOMNIekT peareHToB «[l1LP-komnnekT»
BapuaHT FEP-1000 (npo6bupkn 0,5 mn).

Pdopma 4 Bk4aeT KomnnekTbl peareHToB «[MLIP-komnnekT»
BapuaHT FEP (npobupkun 0,5 mn), «QHK-cop6-AM» BapuanT 100,
«TpaHcnopTHyto cpeny ¢ mykonutukom (TCM)» 100 npobupok no
0,5 mn.

Popma 5 Bkw4vaeT KomnnekTbl peareHToB «[LP-komnnekT»
BapnaHT FEP (npo6bupku 0,5 mn), «dHK-copb6-AM» BapuaHT 100,
«TpaHcnopTHyto cpeay ansa maskos» 100 npobupok no 0,5 mrn.
Popma 6 Bk4aeT KomnnekTbl peareHToB «[LP-komnnekT»
BapuaHT FEP (npobupku 0,2 mn), «dHK-copb6-AM» BapuaHT 100,
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«TpaHcnopTHyto cpeny ¢ mykonutukom (TCM)» 100 npobupok no
0,5 mn.
Popma 7 BKkN4YaeT Komnsiektol peareHToB «[1LIP-koMnnekT»
BapuaHT FEP (npobupkun 0,2 mn), «OQHK-cop6-AM» BapuanT 100,
«TpaHcnopTHyto cpeay ana maskos» 100 npobupok no 0,5 mr.

dopmbl kKoMmnnekTaumm 1, 2 n 3 npegHasHa4veHbl 4Na nNpoBeaeHus
amnnudpukaummn OHK  Ureaplasma spp. ¢ rbpmnansaunoHHO-
donyopecueHTHON AeTekumen no  «KOHEeYHOoM Toukex». [ns
nposegeHud NONHOro MUP-nccnepoBaHus Heobxoanumo
Mcnonb3oBaTb KOMMMEKTbl peareHToB Anga akcTpakuum [OHK,
pekomeHgoBaHHble PI'YH LUIHNNG PocnotpebHaasopa.

®opmbl  koMMnekTauum 4, 5, 6 M 7 npeaHasHadeHbl AOnS
npoBegeHna nonHoro  [MUP-nccnepoBaHna, Bkovass  B3siTUE
KIMMHUYECKOro Mmartepuara, akcTpakumio (BblgeneHue) us Hero OHK n
amnnudukaumo OHK Ureaplasma spp. ¢ rmbpnamnsaumoHHoO-
donyopecueHTHON AeTeKkumMen No «kKOHEYHOM TOYKE.

BapuaHt FRT

Habop peareHTOB BbinyckaeTcsa B 7 popmax KOMMeKTauuu:

Popma 1 BKNo4vaetr Komnnekt peareHToB «[1LP-komMmnnekT»

BapuaHT FRT.

Popma 2 BkNOYaeT KomnrekT peareHToB «[1LP-komnnekT»

BapuaHT FRT-100 F.

Popma 3 BKN4YaeT Komnnekt peareHToB «[1LIP-komnnekT»

BapuaHT FRT-1000 F.

Popma 4 Bkw4aeT KomnnekTbl peareHToB «[MLUP-komnnekT»

BapuaHt FRT, «OHK-cop6-AM» BapuaHT 100, «TpaHCnopTHYO

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

Popma 5 Bkw4vaeT KomnnekTbl peareHToB «[MLUP-komnnekT»

BapnaHt FRT, «OHK-cop6-AM» BapuaHT 100, «TpaHCnopTHyO

cpeay ans maskoe» 100 npobupok no 0,5 mn.

Popma 6 Bkw4aeT KomnnekTbl peareHToB «[LP-komnnekT»

Bapnant FRT-100 F, «[OHK-cop6-AM»  BapuaHT 100,

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

0,5 mn.

Popma 7 BKN4YaeT Komnsiektol peareHToB «[1LIP-koMnnekT»

BapunaHt FRT-100 F, «[OHK-cop6-AM»  BapuaHT 100,

«TpaHcnopTHyto cpeay ana maskos» 100 npobupok no 0,5 mrn.
dopmbl kKoMmnnekTaumm 1, 2 n 3 npegHasHa4veHbl 4Na npoBeaeHus

MUP-amnnudomkaummn OHK Ureaplasma spp. ¢ rmbpuansaunoHHo-
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donyopecuUeHTHON OeTEKUMEN B pexXumMe «pearibHOro BPEMEHWN.
Ona nposegeHuss nonHoro [MUP-nccnegosaHuss Heobxogumo
MCMOSIb30BaTb KOMMMEKTbl peareHtoB Ansa akcTtpakumn [OHK,
pekomeHaoBaHHble PI'YH LUHNNS PocnotpebHansopa.

dopmbl  Komnnektaumm 4, 5, 6 U 7 npegHasHadeHbl A5
nposegeHus nonHoro  [LP-uccnemoBaHus, BKMoYaa  B3ATUE
KNMMHWUYECKOro Martepuana, akcTpakuuio (BblgeneHune) ns Hero JHK u
amnnudpukaumo OHK Ureaplasma spp. ¢ rmmbpnamnsaunoHHO-
donyopecueHTHOW AeTeKumnen B pexmme «peasibHoro BpemMeHm».

AHAJNIUTUYECKUE XAPAKTEPUCTUKU
AHanutuyeckasi YyBCTBUTENbHOCTb

Bupg Hab6op ana | Komnnekr gnsa
TpaHcnopTHas AHanuTtuyeckas
KNUHUYECKOro 3KCTpakumm | amnnudukaumm
cpena YyBCTBUTESILHOCTb
martepuana OHK U AeTekuum
CockoBHOoE «TpaHcnopTHas
oTaensemoe cpeha An «MNuypP-
Ma3sKoB» Unu
CMU3UCTbIX «[AHK-cop6- KOMMMeKT» 3 1
«TpaHcnopTHas 1x10° I'9/mn
obonouek cpena c AM» BapuaHTbI
yporeHuTarnbHoro pea FEP n FRT
Tpakta MYKOSNMUTUKOM
(TCM)»
«MNuyP-
Moua? i «dHK-cop6- KOMMMEKT» 2%10° F3/MIT
AM» BapuaHThI
FEP n FRT

AHanutnyeckasa cneunPuUYHOCTb

OTcyTcTBOBanu Hecneuyuduyeckne peakumm npm TecTUpoBaHUU
obpasuoB [OHK 4yenoeeka n naHenu obpasuoB OHK cnegyrowwmnx
MUKpoopraHnamoB: Gardnerella vaginalis; Lactobacillus spp.;
Escherichia coli; Staphylococcus aureus; Streptococcus pyogenes;
Streptococcus agalactiae; Mycoplasma hominis; Mycoplasma
genitalium; Candida albicans; Neisseria flava;, Neisseria subflava;
Neisseria sicca; Neisseria mucosa; Neisseria gonorrhoeae;
Chlamydia trachomatis; Trichomonas vaginalis; Treponema
pallidum; Toxoplasma gondii; HSV 1 n 2 Tuna; CMV, HPV.

MEPbI MPEAOCTOPOXHOCTHU

Pabota pgormkHa npoBoguMTbCa B nabdopaTopun, BbINOSTHAIOLWEN
MonekynspHo-ononorunyeckue (MNLP) nccneposaHnsa KNMHNYECKOrO
mMartepuana Ha Hanudue Bo3dyauTtenen MHMEKUNOHHbIX BonesHen,

T KonnyecTBo reHOMHbIX 3KBMBANEHTOB MukpoopraHuama (F3) B 1 mn obpasua KIMHUYECKOro
MaTtepuana, MOMELLEHHOrO B YKa3aHHY0 TPAHCMOPTHYIO cpeay.
2 TpebyeTcs npegobpaboTka 06pasLOB MOYN.
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c cobnogeHnemM caHuTapHo-anuagemmyeckux npasun CI1 1.3.2322-

08 «besonacHocTb paboTbl ¢ MukpoopraHuamamu Il — [V rpynn

naTOreHHoCcTn (ornacHoctn) u BO3OyguUTENsAMM napasuTapHbIX

oonesHen», CI1 2.1.7.728-99 «[llpaBuna cbopa, XpaHeHuss Wu

yoaneHns oTxogoB 1e4ebHO-NMPpoMNaKkTUYECKNX YUYPEXOEHUN» W

metoamndecknx ykasaHun MY 1.3.1888-04 «Opranusauma paboTol

npu ncecrnenoBaHnAX MeTo4OM MupP MaTepuana,

MHOULMPOBAHHOIO NaToreHHbIMKU 6Guonorndecknmn areHtamm I —

IV rpynn natoreHHoCTn».

[Mpn paboTe Bceraga crneayeT BbINONHATL crneayoume TpeboBaHus:

- Wcnonb3oBaTb HAKOHEYHUKM C PUNbTpamMm ONs aBTOMaTUYECKNX
aosatopoB. [ns Kaxgonm npouenypbl MCnonb3oBaTb HOBbIN
HaKOHEYHMUK.

- Cnepgyetr paccmaTtpumBaTb o0bpasubl Kak  noTeHuuanbHO
Bbi3blBaOLINE WHAEKUMIO U  XpaHUTb B OMOMNOrM4yeckom
kabuHeTe B cootBetcTBUM C¢ CI1 1.3.2322-08 «besonacHocTb
paboTbl ¢ MukpoopraHuamamu Il — IV rpynn natoreHHocTH
(onacHocTK) 1 Bo30yanTenamMmn napasmtapHblx 6onesHeny.

- Ybupatb W pgesvH@puuupoBaTb pas3nuTble obpasubl KNK
peakTMBbl, WUCMOMb3ya  Ae3nHuuupylowune cpeacrtsa B
cootBetctBun CI1 1.3.2322-08 «besonacHocTb paboTbl C
MUKpoopraHmamamu Il — IV rpynn natoreHHoCTM (onacHoCTn) u
BO3DOyaAnTENAMKU napasmtapHbix 60ne3Hen.

- YHumuyTOXaTb o6pasubl M HEUCNoNnb30BaHHbIE pPeakTUBbl B
cooTBeTcTBUN C TpeboBaHmammn CI 2.1.7.728-99 «[llpasuna
cbopa, XpaHeHus N yoaneHus oTXo4oB  re4yebHo-
NPOOUNAKTUYECKNX YUPEXKOEHNNY.

BHUMAHMUE! [Npn yganeHun otxogoB nocrie amnnudpukauum wm

aeTekuum - npobupok, cogepxawmx npoayktol MNUP, Hegonyctumo

OTKpbIBaHME NpPoOMPOK W  pasdbpbl3rMBaHME  COOEPXUMOrO,

MOCKOSIbKY 3TO MOXET MNPMBECTU K KOHTaMMHaUUKM MpoayKTamu

amnnndurkaumm nabopaTopHOM 30HbI, 060OPYAOBaAHNSA U peareHToB.

- [MpumeHATb Habop CTPOro Mo HasHa4yeHWto, COorracHo AaHHOW
NHCTPYKLUMN.

- JonyckaTb K paboTe ¢ Habopom TOSbKO cneumanbHO 00yYEHHbIN
nepcoHarn.

- He ncnonb3oBaTtb HAbop MO UCTEYEHUM CPOKA rOAHOCTM.

- Wcnonb3oBaTb ogHOpa30BLIe NepyaTkun, nabopaTtopHble xanaThl,
3awmuwate rnasa BO BpemMs pabotbl C¢ obpasuamum
peakTnBamu. TaTenbHO BbIMbITb PYKM MO OKOHYaHUN paboThl.
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N3beratb KOHTAKTa C KOXeW, rma3amMmm n CrimnaucTton oOOSI04YKOMN.
[Mpn KOHTaKTE HEMEASIEHHO NMPOMBbITb NOPaXXeHHOE MECTO BOAOU
n obpaTnUTbCs 3a MEAULMHCKON MOMOLLbIO.

Cneundukauma no 6esonacHoctn wmatepuanos (MSDS -
material safety data sheet) gocTynHa no 3anpocy.

B naGopatopun Henb3a ecTb, MUTb, KYpUTb, WCMNOSIb30BaTb
KOCMETUKY, CHUMAaTb UNN HageBaTb KOHTAKTHbIE JINH3bI.

AONONHUTEIIbHbIE MATEPUAIIbI U OBOPYOOBAHUE

1.

ook

8.

Q.

TpaHcnopTHaa cpefa - «TpaHcnopTHas cpefa C MYKOSNMIUTUKOM
(TCM)» (TY 9398-098-01897593-2009) wunn «TpaHcnopTHas
cpena ans maskos» (TY 9398-088-01897593-2009), unn gpyrue
pekomeHaoBaHHble OI'YH LIHUWNG PocnotpebHag3opa — npu
pabote ¢ dopmamn komnnektauum 1-3 (BapuaHt FEP wu
BapuaHT FRT).

Komnnekt peareHtoB ans solgeneHuns OHK - «[HK-cop6-AM»
(TY 9398-036-01897593-2009) unn gpyrme pekoMeHOoBaHHblEe
OIr'yH UHNNS PocnotpebHag3opa — npu paboTte ¢ hopmamu
komnnektaumn 1-3 (BapuaHT FEP n BapmaHT FRT).
[dononHutenbHble  martepuansl W obopyooBaHne  And
akcTpakumn [OHK - cornmacHo WHCTPYKUUM K  KOMMIEKTY
peareHToB Anga akctpakuum OHK.

Bokc abakTepuanbHon Bo3gywHoun cpeabl (MLUP-6oke).
LleHTpundoyra/sopTekc.

ABTOMaTM4YeCKMe aosaTtopbl nepeMmeHHoro obbvema (ot 5 go 20
MKn, npu pabote ¢ «lUP-komnnektom» BapuaHt FRT-100 F —
oT 5 go 20 mkn n ot 20 go 200 mkn).

OpgHopasoBble HakoHeYHuKkM ¢ unbtpom o 100 mkn B
LUTaTMBaX.

LUTatmBbl ans mukponpodupok odovemom 0,2 mn vnu 0,5 mn (B
COOTBETCTBUN C UCMNOSb3yEMbIMU KOMMNIIEKTAMUN peareHToB).
XonoaunsHuk ot 2 o 8 °C ¢ MOPO3UNbHON KaMepoWn He Bbllle
MuHyc 16 °C gna BblgeneHHbix npob OHK.

10.0TpenbHbIN XanaT, wanoykn, obyBb U OOHOPA30BbIE MepvaTKu

no MY 1.3.1888-04.

11.EmMKoCTb Anga cbpoca HaKOHEYHMKOB.
[Mpun pabote c «[l1LlIP-komnnektom» BapuaHTt FEP:

12.Mporpammupyembin  amnnugukatop (Hanpumep, «Tepumky»

(«dHK-TexHonorusa», Poccng), «Gradient Palm Cycler» («Corbett
Research», Asctpanus), «MAXYGENE» («Axygen», CLUA),
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«GeneAmp PCR System 2700» («Applied Biosystems») unu
aHanornyHble).

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

14.MNnacTtukoBada nuneTka Ana MyUHepanbHOro macrna (gnsa paboTbl

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

[Mpun pabote c «[1LIP-komnnaekTomy» BapuaHt FRT:

15.Mporpammupyembin  amnnudukaTtop C CUCTEMOWN OeTeKuuu
donyopecuUEeHTHOro cUrHana B pexume «peanbHOro BpeMeHny —
npu pabote c «lLP-komnnektom» BapuaHT FRT (Hanpumep,

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

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

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

TexHonornay», Poccua) nnm aHanorndHole).

16.0gHopasoBble nonunponunieHoBble Mukponpobupku ans [MLP
obvemom 0,2 mn wnm 0,1 mMn — npm pabote c «[lLUP-

komnnektom» BapmaHT FRT-100 F:

a) TOHKOCTEHHble npobupkn ans lNUP obvemom 0,2 mn c
BbINYKNOW KpblWKon (Hanpumep, «Axygeny», CLUA) - npwu
Mcnonb3oBaHMM Npudopa naHWeTHOro TUNa;

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

B3ATUE, TPAHCINMOPTUPOBAHUE N XPAHEHUE
MCCIIEOYEMOI'O MATEPUATIA

[Mepeq Hayanom  paboTbl crnegyeT  O3HAKOMUTLCA  C
MEeTOANYECKUMN peKkoMeHaauuamn «B3aTne, TpaHCnopTUPOBKA,
XpaHeHue KnuHuyeckoro wmatepuana pgnga [UP-guarHocTtukny,
paspabotaHHbiMn OI'YH LIHUNG PocnotpebHan3opa, Mocksa,
2008 .

MaTtepmnanom  angd ncecnenoBaHus cnyxat  cockobHoe
oTAensiemMoe CINM3UCTbIX O0BOO0MNoYEeK YpPOreHUTanbLHOro TpakTa,
obpasubl Mo4YM (OCagoK NepBOMN MOpPUMN YTPEHHEW MOYWN), CEKpeT
npeacTaTtenbHON Xenesbl YeroBekKa.
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BAPUAHT FEP

COCTAB
Komnnekt peareHTOB

«MUP-koMnnekT»

BapunaHt FEP -
KOMMMNEKT peareHToB AOnd amnnudukaumm dparmenHta [OHK

Ureaplasma sSpp. C rmopunan3aunoHHo-NyopecLeHTHON
AeTekunen Nno «kKOHEeYHOM ToYKE» BKIMOYaeT:
Peakmue OnucaHue O6bem, mn Kos-eo
110 npobupok
EIFLZ;::;ZL:; Qggjss:::; XNOKOCTb 0,01 obwemom 0,5
) nrim 0,2 mn
NMUP-cmecb-2-FL-red lpospasHas XuakocTk 1,1 1 npobupka
KpacHOro LBeTa
NUP-cmecb-PoH-red? lpospauyHast XuakocTe 0,6 1 npobupka
KpacHOro Leta
MuHepansHoe macno gns MNLUP* becueTHan Brakas 4,0 1 pnakoH
XNOKOCTb
NMKO komMmnnekCHbIN 2po3paqHaﬂ 0,2 1 npobupka
€CLBETHas XXNOKOCTb
MpospayHas
RHK-6ydep HecLBeTHas XUOKOCTb 0.5 1 npobupka

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

Komnnekt peareHtoB «[lLP-komnnekT» BapuaHT FEP-1000 —
KOMMNSEKT peareHTtoB and amnnudpukauum dparmeHta [OHK

Ureaplasma

spp. Cc

rmopunan3saunoHHo-dyopecLeHTHON
geTekumen No «kKOHEYHOM TOYKE» BKIHOYaeT:

Peakmue OnucaHue O6bem, M Kos-eo
1100 npobupok

NMUP-cmecb-1-FL MpospayHas 0,01 06LEMOM

Ureaplasma spp. OecuBeTHas XMAOKOCTb 0.5 M

MUP-cmeck-2-FL-red lpospauyHast XuakocTe 5,5 2 chnakoHa
KpacHoro ueta

NUP-cmecb-PoH-red? lpospaunast XuaKocTe 2,5 1 dpnakoH
KpacHoro ueta

MuHepanbHoe macno gnsa MupP4 becugeTHas Brkas 40 1 donakoH
XNOKOCTb

NMKO komMnnekCHbIN 2po3paqHaﬂ 1,0 1 npobupka

€CLIBETHAs XNOKOCTb

MpospayHas

RHK-6ydep HecLBeTHas XUOKOCTb 0.5 2 npobupki

3 PeareHT ncnonbayeTtcs npu nccnegosaHmmn npob OHK, BbigeneHHbIX ¢ noMollbto Habopos «HK-

cop6-AM» nnn «AHK-cop6-B».

4 PeareHT ncrnonb3yeTcs Npu NpuMMeHeHMn amnnunudukatopoB 6e3 TepMoCTaTUPYEMON KPbILIKM
(Hanpumep, «Tepumk», «QHK-TexHonorusa», Poccus).

Pernctpanus MU 8 Pocagpasranzope
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Komnnekt peareHTOB paccumtaH Ha nposegeHne 1100 peakuyum
amnnndukauum, BKNYasa KOHTPOSMN.

Komnnekt peareHtoB «OHK-cop6-AM» BapumaHt 100° -
KOMMMNEKT peareHTtoB Ana BblgeneHnsa [OHK wm3  KnuHudeckoro
Matepuana BKMnYaeT:

Peakmue OnucaHue O6vem, Mn Kon-eo
- lNpo3payHas
Jlnsnpyrowmn pacteop GECLEETHAS KUOKOCTb 30 1 cbnakoH
OTMbIBOYHbIN pacTBOpP Q po3patiHas 100 1 dpnakoH
€CLIBETHas XNOKOCTb
Cop0OeHT yHuBepcanbHbIN Cycnietiausi Gernoro 1,0 2 npobupkun
uBeta
MpospayHas
TE-6ycep ana anoummn AHK GECLIBETHAS KUAKOCTD 5,0 2 npobupkm

K  komnnekty  peareHtoB  «[HK-cop6-AM»  npunaratotcs
cnegyroLuimMe peareHTbi:

Peakmue OnucaHue O6wbem, Mn Kos-eo
BKO koMnneKkcHbIN QpOSpa‘-IHaFI 1,0 1 npobupka
eCLBeTHas! XXWOKOCTb
BKO-FL MNpospaviHas 1,0 1 npobupka
OecuBeTHas XXUAOKOCTb
OKO Qp“’pa‘*“a" 12 1 npo6upka
€eCLBETHas XNOKOCTb

Komnnekr peareHToB paccuyutaH Ha BblgeneHne OHK wmns 100
obpa3uoB, BKIOYast KOHTPOSIN.

TpaHcnopTHasa cpega ¢ mykonutukom (TCM)S:

Peakmue OnucaHue O6bem, Mn Kon-eo
TpaHcnopTHas cpepa c [Mpo3payHasg XngkocTtb 05 100 NPOBUDOK
Mykonutukom (TCM) pO30BOro LBeTa ' pobIp

TpaHcnopTHasa cpena Ansa Ma3KkoB’:

Peakmue OnucaHue O6bem, mn Kon-eo

TpaHcnopTHaAa cpena Ans MpospayHas
Ma3KoB OecuBeTHas XXUOKOCTb

0,5 100 npobupok

NMPOBEOEHUE NMUP-UCCINEOOBAHUA

[MLP-nccnepgosaHmne coCcTonUT M3 crieayowmx 3Tanos:

- OKcTtpakums (Bbiaenenune) AHK n3 ncenegyembix (KNMHUYECKNX)
obpasLoB;

- [lpoBegeHne amnnudukaymn.

5 BxoauT B cocTae chopm komnnektauum 4, 5,6 n 7.
6 BxoauT B cocTtaB chopm komnnekTaumm 4 n 6.
7 BxoguT B cocTtaB bopm KoMMekTaumm 5 m 7.
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- dnyopecueHTHada geTekumsa NpoayKToB amnnudukaumm rno
«KOHEYHOWN TOYKe».
- WHTepnpeTtaunsa pesynbtaToB.

[etanbHasa wHdopmauua no npouenype nposepeHuna [1LP-
nccnegoBaHMsa B 3aBMCMMOCTM OT UCMNOMb3yemMoro obopyaoBaHUs
n3noxeHa B MeToaudeckux pekomeHgauusax PrydH UHHAND
PocnoTtpebHaasopa «MccnegoBaHme KNMHMYECKOro MaTepuana Ha
Hannune OHK Bo3byautenen UMM v gpyrnx nHdekunm opraHoB
penpoayKkummn MEeTOO0M nuypP C rmépuamsaunoHHO-
donyopecueHTHON aeTekumen».

SKCTPAKUNA OHK U3 UCCNEAYEMbIX OBPA3LIOB

Ona akctpakumn (BbigeneHnsa) OHK mncnonb3yoTcs KOMMMEKTbI
peareHToB, pekomeHgoBaHHble PI'YH LUIHNNS PocnoTtpebHaasopa,
B COOTBETCTBMU C WHCTPYKUMEN K WCMONbL3YEMOMY KOMMMEKTY.
Okctpakuma OHK n3 kaxgoro nccnegyemoro obpasua npoBoguTCS
B NPUCYTCTBUM BHYTPEHHErO KOHTPOsibHOro obpasua (BKO-FL).

[Mpn wucnonb3oBaHMnM dOpPM BbiNycka Habopa 4 — 7 AN
akcTpakummn [OHK wucnonb3yetca BXxogswunnM B HaAbop KOMMSEKT
peareHToB «[HK-copb6-AM».

NMPOBEAOEHVE AMIMTITUPUKALIUA
O6wmn o6 Lem peakumoHHon cmecu — 30 MKn, BKrnoYyasa oobem
npo6bl JHK — 10 mkn.

A. NMogrotoBKa NPoOUPOK ANA npoBeaeHMA aMmnnncpurkauum
Bbibop npobupok agna amnnudpmkaumMm  3aBUCUT  OT
nucnosib3yemoro amnnucukaropa.

Ona BHeceHMA B nNpobupku peareHtoB, npo6 [OHK n

KOHTPOJIbHbLIX OOpa3suoB  UCMOMb3YKTCA  OAHOpa3OBble

HaKOHeYHUKN ¢ hunbTpamu.

1. OTtobpaTb Heobxogumoe konmyectBo npobupok c¢ MUP-
cmecblo-1-FL Ureaplasma spp. gna amnnudpukauum [OHK
nccrneayembiX U KOHTPOSbHbIX NMPo6.

2. B npobupkn c TMUP-cmecbro-1-FL Ureaplasma spp. Ha
NOBEPXHOCTb 3acTbiBwero Bocka BHectu no 10 mkn TLUP-
cmecu-2-FL-red, npm aTomM oHa He JoSKHa npoBanMBaTbCs Noj
BOCK n cmeLwumsaTtbea ¢ NMUP-cmecbro-1-FL Ureaplasma spp.

3. CBepxy pobaButb Kanniw MuHepanbHoro macna ansa [MUP
(Nnpn nucnonb3oBaHuM amnnudukaTopa 6e3 TepMmocTaTMpyemMon
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KPbILLKWN).

4. TMpurotoBnTtb 0bpasey «PoH». [na atoro B npodbupky ¢ MLUP-
cmecbilo-1-FL Ureaplasma spp. Ha noBepxHOCTb 3aCTbIBLLENO
Bocka BHecTn 20 mkn MNMLUP-cmecu-®oH-red. Ceepxy nobaButb
Kanfw MuHepanbHoro macna ana MNMUP (npn ncnonb3osaHun
amnnndukatopa 6e3 TepmMocTaTUpyeMoun KpPbILLKK).
BHUMAHMWE! PeareHt MLUP-cmecb-PoH-red ncnonb3yeTca npu
nccneposaHmn npo6 [OHK, BblgeneHHbIX ¢ nomouibd HabopoB
«QHK-copb-AM» wunn  «[HK-cop6-B». [llpn wuncnonb3oBaHuu
apyrmx HabopoB peareHToB a4 akcTpakumm  [OHK,
pekomeHgoBaHHbix  OI'YH  UHUMNG  PocnoTtpebHaasopa,
HeoOXoAMMO crnefoBaTb MHCTPYKLUMKU K UCNONb3yeMoMy Habopy.

5. B noarotoBrieHHble npobupku BHecTn no 10 mkn npoo OHK,
MNOSTYYEHHbIX MyTEM  3KCTpaKuMm W3  UCCregyemblX  WUnum
KOHTPOJIbHbIX 06pa3LoB.

6. ocTaBuUTb KOHTPOJSIbHbIE peakumn:

a) otpuuartenbHbin KoHTponb lMLUP (K-) — BHecTn B npobupky
10 mkn AHK-6ydepa.
0) nonoxutenbHbin KoHTponb [UP (K+) - BHectn B
npodupky 10 mkn NMKO komMnneKkcHoro.
B) oTpuuaTenbHbIA KOHTposb 3KcTtpakuum [OHK (B-) -
BHecTUn B npobunpky 10 mkn npoOsbl, BbliaeneHHom n3 OKO.
PekomeHayeTca neped NOCTaHOBKOW B aMnniMdukaTop ocagutb
KansiMm CO CTEeHOK MNpPoOMPOK KpaTKMM LeHTpudyrmpoBaHneMm Ha
ueHTpudyre/soptekce (1-3 c).

B. lNNpoBeaeHne amnnugpmkaummn

1. 3anyctmTb Ha amMnnuMukaTope COOTBETCTBYIOLLYIO MporpamMmmy
TepmouunknmpoBaHus « AmMnnuCeHc-1-FEP» (cm. Tabn. 1).

2. Korga temnepartypa B a4enkax gocturHet 95 °C (pexum nayabl),
NOCTaBUTbL NPOOUPKM B SYENKM amnnmukaTopa M HaxaTb
KHOMKY MPOJOormKEHNA NporpamMmebl.
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Tabnuua 1
Mporpamma «AMnnnCeHc-1-FEP»:
«TebLmK» «GeneAmp PCR System | «Gradient Palm Cycler»,
P 2700 «MAXYGEN»
Temne- Temne- Temne-
LUnkn | patypa, |Bpema |Uuknbl | paTtypa, |Bpems |Uuknbl | paTtypa, |Bpems | Lnknbl
°C °C °C
0 95 Maysa 95 May3a 95 May3a
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 20 65 10 c 24
72 5c¢ 72 30 c 72 10c
95 2c 95 20c 95 2c
3 60 10c 9 60 30c 24 60 15 ¢ 20
72 5c¢ 72 30 c 72 10c
4 95 2c 1 95 20c y 95 2c 1
60 10 c 60 30 c 60 15 ¢
5 10 XpaHeHune 10 XpaHeHune 10 XpaHeHune

[MpumeyvaHne - [lporpamMmbl TEPMOUMKNUPOBAHUA AONA  OPYrnx
mMogenen  amnnudukaTtopoB  OMUCaHbl B  METOAUYECKUX
pekomeHaauunsx «lccnegoBaHue KIMHMYECKOro MaTepuana Ha
Hannune OHK Bo3bygutenen UMMM v gpyrnx nHdekunm opraHoB
penpoayKummn MeTo40M MuP C rmépmnansaunoHHO-
donyopecueHTHON aeTeKkumemn».

3. o  OKOHYaHWK BbINOSIHEHNA MpPOrpamMMbl  MPUCTYMUTL K
donyopecueHTHON OeTeKumN.

PJITYOPECLUEHTHAA OETEKLUUA NMPOOYKTOB

AMMIINPUKALINN
[eTtekumna npoBoguTca C nomollbio dnyopecueHTHoro [1LP-

aeTekTopa (COrnacHO WMHCTPYKUMW K MCNOnb3yemMomy npudopy)

NyTEM U3MEPEHUS MHTEHCUBHOCTM (OSIyOPECLEHTHOrO curHana no

OBYM KaHanam:

- no kaHany FAM (unu aHanormyHomy, B 3aBMCMMOCTM OT MOOENU
npubopa) pPerncTpupyeTcs CcurHam O HaKonneHnn npoaykra
amnnndukaummn pparmenta OHK Ureaplasma spp.

- no kaHany HEX (unn aHanorndyHomy, B 3aBUCUMOCTM OT MOOENU
npubopa) pPerncTpupyeTcs CcurHam O HaKonneHnn npoaykTa
amnnudpukauymmn OHK BKO.

BHUMAHUE! [o nposegoeHua pgetekumm B NporpaMmmMHOM
obecneveHun T[MLUP-petektopa OOMKHbI ObITb BHECEHbI WU
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COXpaHeHbl COOTBETCTBYHOLWME HACTPOUKM — cM. BKnagbiw K [LIP-
KOMMNIEKTY, a Takke metoamndeckmne pekomeHgauum OIryH LUHUANS
PocnoTtpebHaasopa «MccnegoBaHme KNUHUYECKOro MaTepuana Ha
Hanndne OHK Bo3bygutenen UMM v gpyrnx nHdekunm opraHoB
penpoayKummn MeTo40M MuP C rmépmnansaunoHHO-
donyopecueHTHON aeTeKkumen».

UHTEPMNPETALUA PE3YIIbTATOB
[Mony4yeHHble pe3ynbTaTtbl WHTEPNPETUPYIOT HA OCHOBAHUU

OaHHbIX 00 ypoBHE (NyOpeCcUEHTHOro CuUrHana OTHOCUTENbHO

dooHa NoO COOTBETCTBYIOLWMM KaHasram A5l KOHTPOsbHbIX 06pa3LoB

n npo6 [OHK, nony4yeHHbIX NyTeM SKCTPaKUMKU W3 KIUHUYECKUX

obpasuoB. VHTepnpetauma npou3BOAUTCS aBTOMATUYECKN C

NOMOLLbIO NpOrpaMMHOro obecrnevyeHusi nCnosib3yemoro npubopa.
[MpuHUMN MHTepNpeTaunn pesynbTaToB Creayouni:

- IOHK Ureaplasma spp. obHapyxeHa, ecnn ons gaHHoW rnpoobbl
curHan no kaHany FAM Bbille yCTaHOBMEHHOro MOPOroBoro
3Ha4eHus.

- IOHK Ureaplasma spp. He oOHapyXeHa, ecnn Ons AaHHOW
npoObl curHarn no kaHany FAM Hwxe ycTaHOBMNEHHOro
NOpPOroBOro 3Ha4yeHud, a curHan no kKaHany HEX Bbiwe
YCTaHOBJIEHHOIO MOPOroBOro 3HAYEHUS.

- PesynbTtaTt aHanu3a HeBanWAHbIW, eCcnv ONa OaHHOW Mpoobl
curHan no kaHany FAM Hwxe yCTaHOBJSIEHHOro MOPOroBOro
3Ha4vyeHud, n curHan no kaHany HEX Hwke ycTaHOBIEHHOro
MOPOroBOro 3Ha4YeHus.

Ecnu gna npobbl nonyyeH HeBanuAHbINA pe3ynbTaT, TpebyeTcs
nostoputb [NLP-nccnegoBaHne cooTBeTCTBYHOLWENO KMMHUYECKOro
obpasua.

Pesynbtat [LUP-uccnepoBaHus cuyutaeTcssi OOCTOBEPHbIM,
ecnu NnoslyYeHbl npaBusibHble pe3ynbTaTtbl ansa
NOMOXUTENbLHOro 7 oTpuuaTenbHOro KOHTpoOIeun
aMmnnupumkaumm M oTpuLaTeNbHOroO KOHTPOSIA 3KCTPaKLUU
IOHK, B cooTBeTCcTBUMU C TAbN. 2.
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Tabnuua 2
Pe3ynbTaTtbl ANs KOHTpoNneu pa3nnyHbix 3tanos lNLP-aHann3a
5 CwvrHan no KaHany OGoszHaueHune
KoHTponupyembii pe3ynbTarta B
KoHTponb atan MNUP- nporpammax
uccnegoBaHus FAM HEX HEKOTOpPbIX
AETeKTOpoB
Huxe Bbiwe
B- OkcTpakumsa OHK NOpPOroBoro NoporoBoro « » unn «OK»
3Ha4eHus 3Ha4yeHus
Hwuxe Huxe
K- nupP NoOpOroBoro noporoBoro «HO»
3HaYyeHust 3Ha4yeHus
Bbiwe Bbiwe
K+ nupP NoOpOroBoro NnoporoBoro «+» unm «OK»
3HaYeHus 3Ha4yeHus
BHUMAHUE!
1. Ecriv gna nonoxuternbHoro koHTponsa [MLUP (K+) curHan no

kaHany FAM Huxe noporoBoro 3HayYeHna Heobxoanmo
NOBTOPUTL amMnnudunkaumio n getekuuto ans Bcex obpasuos, B
KOTopbIX He obHapyxeHa [JHK Ureaplasma spp.

Ecnu gns otpuuaTtenbHoro KoHTpons akctpakumm OHK (B-)
n/vnn otpuuatenobHoro koHTtponsa lNUP (K-) curHan no kanany
FAM Bbilwe nNOPOroBoro 3Ha4yeHusi HeobxoaMmMO MNOBTOPUTL

[MUP-nccnegosaHne
obHapyxeHa [OHK Ureaplasma spp.,

akcTpakuum OHK.

Perncrpams MH & Pocsppaesansope
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COCTAB

Komnnekt peareHtoB «[lLUP-komnnekt» BapuaHt FRT -
KOMMNIEKT peareHToB And amnnudpukauum dparmeHta [OHK

Ureaplasma Spp. C rmopunansaunoHHo-dyopecLeHTHOM
getekunen B pexnme «pearnbHOro BpemeHm» BKIH4YaeT.
Peakmue OnucaHue O6wbem, mn Kosn-eo
110 npobupok
NMuP-cmecb-1-FL MpospayHas 0,01 06BLEMOM
Ureaplasma spp. OecuBeTHas XXNOKOCTb 0.2 Mn
NUP-cmecb-2-FL-red lpospatiHas XuakocTe 1,1 1 npoBupka
KpacHoro upeta
NMKO komMmnnekCHbIN 2po3paqHaﬂ 0,2 1 npobupka
eCLUBETHas XXUAOKOCTb
MpospayHas
RHK-6ydep HecLBeTHas XUOKOCTb 0.5 1 npobupka

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

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

Ureaplasma Spp. C rmopunansaunoHHo-yopecLeHTHOM
,EI,GTGKLI,I/IGVI B peXnMe «peasibHoro sBpemMmeHmn» BKIMK4YaeT.

Peakmue OnucaHue O6Bem, M Kon-eo
NMUP-cmecb-1-FL MpospayHas 1.2 1 npoBupka
Ureaplasma spp. OecuBeTHas XXUAKOCTb
NUP-cmecb-2-FRT Qp°3pa”“a” 0,3 2 Npo6upkm

eCLBETHas XXNOKOCTb
MpospayHas
Monumepasa (TagF) BecLBETHAS KUAKOCTS 0,03 2 Nnpobupku
NMKO koMnneKcHbIN QpOSpa‘-IHaFI 0,2 1 npobupka
eCLBETHas! XXNOKOCTb
MpospayHas
AHK-6ycep HecuBeTHas XUOKOCTb 0.5 1 npobupka

KomMnnekrt peareHTOB paccuutaH Ha nposBegeHue 110 peakuumin
amnnndukauum, BKNoYasa KOHTPOSN.

KomnnekTt peareHToB «[llLP-komnnekT» BapuaHT FRT-1000 F —
KOMMMEKT peareHToB AOnd amnnndukaumn dparmenHta OHK
Ureaplasma Spp. C rmopunan3saunoHHo-dyopecLeHTHOM
AeTeKkumen B pexmme «peasibHoro BpeMeHn» BKIKOYaerT:
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Peakmue OnucaHue O6wem, M| Kon-eo
NnuP-cmecb-1-FL [Mpo3payvHas 12 10 npoGupoK
Ureaplasma spp. OecuBeTHas XXNOKOCTb
Mpo3payHasn

NUP-cmeck-2-FRT 6§cu§eTHaﬂ AIKOCTS 1,2 |5 npoBupok
lMNpo3payHas

NMonumepasa (TaqgF) 6§CLI,§eTHaFI JKUKOCTb 0,12 5 npobupok

NMKO komnneKcHbIN Qgg&g:::::mmmmb 1,0 1 npobGupka
lNpo3payvHasd

AHK-6ycpep 6§CLI,I§eTHaFI XUOKOCTb 0.5 2 Npobupky

KomnnekT peareHToB paccuuTaH Ha nposedeHne 1100 peakuumn
amnnudunkaunm, BKIoHast KOHTPOIN.

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

Peakmue OnucaHue O6wbem, mnn| Kos-eo
- MpospayHas
INnaunpyrowmn pacteop GECLBETHAS FUMAKOCTb 30 1 dpnakoH
OTMbIBOYHbIN pacTBOp 2 po3patiHas 100 1 cdonakoH
eCLBETHas XNOKOCTb
Cop6eHT yHuBepcanbHbIN Cycnerans Gernoro 1,0 2 npobupkm
uBeTa
lNpo3payHas
TE-6ydep ansa anoumn JHK BecLBETHAs KUAKOCTD 5,0 2 npobupkun
K komnnekty  peareHtoB  «[HK-cop6-AM»  npunaratoTtcs
crnegyrline peareHTbl:
Peakmue OnucaHue O6vem, mn| Kon-eo
BKO komMmnnekcHbIN MpospaiHas 1,0 1 npobupka
OecuBeTHas )XNOKOCTb
BKO-FL Qp“’pa‘*”a" 10 | 1 npoBupka
€CLIBETHas XNOKOCTb
OKO glpospaqHa;l 1,2 1 npobupka
eCLBEeTHas XNAKOCTb

Komnnekr peareHToB paccyutaH Ha BblgeneHne OHK wn3 100
0bpas3uoB, BKIOYast KOHTPOSN.

TpaHcnopTHas cpeaa ¢ Mykonutukom (TCM)?:

Peakmue OnucaHue O6wbem, Mn Kos-eo
TpaHcnopTHasa cpepa ¢ [Mpo3payHas X1aKocTb 05 100 NPoBUPOK
Mykonutukom (TCM) pO30BOro LBeTa

8 BxoauT B coctaB oopm Komnnektauumn 4, 5,6 n 7.
9 BxoguT B cocTaB hopM KomnrnekTaumm 4 u 6.
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TpaHcnopTHaa cpeaa ans maskoB'o:

Peakmue OnucaHue O6nbem, mn Kon-eo
TpaHcnopTHas cpega ansa lNpo3payHas 0.5 100 npo6upoK
Ma3KoB OecuBeTHas XXNOKOCTb

NMPOBEOEHUE NUP-UCCINEOOBAHUA

ML P-nccnegoBaHmne cocTonUT M3 crieayowmx 3Tanos:

- OkcTtpakuums (Bbliaenenune) AHK n3 nccnegyemsix obpasuos.

- [TlpoBegeHne amnnndukaumm ¢ grnyopecueHTHON OeTeKUuuen B
pexmnmMme «peanbHOro BpeMeHMy .

- AHanus v nHTepnpeTaumsa pesynbTaTos.

[etanbHasa wHdopmauua no npouenype nposepeHuna [1LP-
nccnegoBaHMd B 3aBMCMMOCTM  OT  TunMa  UCNONb3yeMOoro
obopynoBaHuS MU3MOXeHa B MeToguyeckux pekomeHgauusx eryH
LIHUWMO  PocnotpebHan3opa «WccnegoBanHue  KNUHMYECKOTO
matepnana Ha Hanudne [OHK Bosbyautenem WM u gpyrmnx
NHpEeKLNI opraHoB penpoayKkuumn MeTo40M MupP C
rmopunan3aunoHHoO-rIyopecUeHTHOM OeTeKLMEN .

SKCTPAKUNA OHK U3 UCCNEAYEMbIX OBPA3LIOB

Ona oakctpakumn (Bbligenennsa) [OHK wvcnonesytotca Habopbl
peareHToB, pekomeHgoBaHHble PI'YH LUIHNNS PocnoTtpebHaasopa,
B COOTBETCTBMM C WHCTpPyKUMEWM K UCNOnb3yemMomMy Habopy.
AkeTpakumo OHK 13 kaxxgoro knuHu4eckoro obpasua NnpoBOAUTCS
B NPUCYTCTBUM BHYTPEHHErO KOHTPOsbHOro obpasua - BKO-FL.
[Mpn ncnonb3oBaHuM opm BbiNycka Habopa 4-7 ons aKcTpakumm
OHK ncnonb3yetca Bxoaswmm B Habop komnnekTt peareHToB «[HK-
cop6-AM».

NMPOBEAEHUE AMMIM®UKALMM C OETEKUMEN B PEXXUME
«PEAJIbHOIO BPEMEHW»

A. NoproroBka Npobupok Ana nposeaeHna amnnucpukaumn
Bbibop npobupok agna amnnudpmkaumMm  3aBUCUT  OT
ucnosiblyemoro amnnucpukaropa € CUCTEMOM AOeTeKuun B
pexunmMme «pearibHOro BpeMeHu».

Ona BHeceHMA B nNpobupku peareHtoB, npo6 [OHK n
KOHTPOJIbHbLIX O0Opa3suoB  MUCMOMb3YKTCA  OAHOpa3OBble
HaKOHeYHUKN ¢ hunbTpamu.

0 BxoamuT B cocTaB hopM KomnnektTaumm 5 un 7.
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A1. MoarotoBKka NpPoOUpPOK ANA npoBeaeHUA amnnudukaumm
npuv nomowm Komnnekra peareHtoB «[lLP-koMnnekT» BapuaHTt
FRT

O6wun o6 Lem peakumoHHon cmecu — 30 MKn, BKnoYyasa oobem

npo6bl AHK — 10 mkn.

1. OTtobpaTb Heobxogumoe konmyectBo npobupok c¢ MUP-
cmecbro-1-FL Ureaplasma spp. ana amnnudpukaumm OHK
nceregyemMbixX U KOHTPOSTbHbIX NPOO.

2. Ha nosepxHocTb Bocka BHecTn no 10 mkn MUP-cmecu-2-FL-
red, Npyu 3TOM OHa He [OOJSIKHa NpoBanmMBaTbCA NOL BOCK U
cmewmBaTtbes ¢ MUP-cmecblo-1-FL Ureaplasma spp.

3. B noarotosneHHble npobupkn BHectn no 10 mkn npo6 AOHK,
MNOSTYYEHHbIX B pesynbTaTe 9KCTpakuuu M3 nccrnegyembix unm
KOHTPOJIbHbIX 06pa3LoB.

4. TlocTaBnTb KOHTPOJIbHbIE peakumn:

a) otpuuartenbHbin KoHTponb MNMUP (K-) — BHecTM B npobupky
10 mkn AHK-6yhepa.

6) nonoxutenbHbin KoHTponb [MUP (K+) — BHectn B
npodupky 10 mkn NMKO komMnneKkcHoro.

B) oTpuuaTenbHbIN KOHTpOsb 3KcTpakumm AHK (B-) - BHecTn
B Npobupky 10 Mkn npobkl, BoigeneHHon n3 OKO.

A2. MoarotoBKka NpPoOUpPOK ANA npoBeaeHUA amnnudukaumm
npu nomowm Komnriekta peareHToB «[lLUP-komnnekT» BapnaHT
FRT-100 F n FRT-1000 F

O6wun o6 LemM peakuMOHHOM CMecHu — 25 MK, BKInoYyasa oobem

npo6bl AHK — 10 mkn.

1. Paamopo3utb npobupky c MNUP-cmecbro-2-FRT. [lNepemewats
cogepxmmoe npobupok ¢ peareHTamum [LUP-cmecb-1-FL
Ureaplasma spp., MNMUP-cmecb-2-FRT, nonumepasa (TagF) wu
0CaguTb Kansv KpaTKkoBpeMeHHbIM LeHTpudyrmposanunem (1-2 c)
C MOMOLLIbIO LIeHTpudpyrmu/BopTekca.

2. OTobpaTb HeobxoaMMOe KONMYecTBO MNPOBUMPOK UM CTPUNOB
ans amnnndgukaunn OHK ncenegyembix U KOHTPOSbHbIX Npoo.

3. na npoeegeHuss N peakumn (Bkiodaa 2 koHTpons [1UP)
cMmellaTb B otaernibHon npobupke 10*(N+1) mkn MLUP-cmecu-1-FL
Ureaplasma spp., 5,0°(N+1) mkn MUP-cmecun-2-FRT un 0,5*(N+1)
MKST nonmmepassbl (TagF).

4. llepemewat MNOArOTOBSIEHHYIO CMECb W 0OcCaguTb  Kanmu
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o O

KpaTKOBPEMEHHbLIM

LeHTpudyru/BopTekca.

BHecTtun B kaxgyto npodbupky no 15 MKn nogrotoBrieHHON CMECH.

B noarotoBneHHble npobupkn BHectn no 10 mkn npo6 OHK,

NOSfly4eHHbIX B pesyribTaTte 9KCTpakumm U3 unccregyembix unm

KOHTPOMbHbIX 06pa3LoB.

[TocTaBUTb KOHTPOSbHbLIE PeaKUN:

a) otpuuartenbHbin KoHTponb MNMUP (K-) — BHecTn B npobupky
10 mkn OHK-6yhepa.

0) nonoxutenbHbin KoHTponb [MUP (K+) -
npooupky 10 mkn NMKO komMnneKkcHoro.

B) oTpuuaTenbHbIM KOHTpONnb 3KcTpakumm [OHK (B-) -
BHeCTU B npodupky 10 mkn npobbl, BbigeneHHon n3 OKO.

LieHTpUdYrmpoBaHnem C  MOMOLLbIO

BHECTN B

b. [lpoBegeHne amnnudmkaumMm C [OeTekKumMen B pexume
«peanbHOro BpeMeHn»

1. 3anporpammupoBatb npubop (amnnudukatop C CUCTEMON
OeTEeKUUN B pexume «pearnbHOro BpeMeHU») ANS BbINOSIHEHUSNA
COOTBeTCTByI-OLI.I,eVI nporpamMmmsl aMHﬂM(bMKaHMM n getekunmn
donyopecueHTHoro curHana «AmMnnmCeHc-1» (cm. Tabn. 3).

Tabnuua 3
MNMporpamma «AMnnuCeHc-1»
Mpu6opbI poTopHoro Tuna'’ Mpu6Gopbl nnaHweTHoro Tuna'2
Yucno Yucno
Temnepa- Temnepa-
Linkn o Bpewms NoBTOPOB ° Bpewms NoBTOPOB
Typa, °C Typa, °C
LIMKIOB LIMKIOB
1 95 15 MUH 1 95 15 MuH 1
95 5c¢ 95 5c¢
2 60 20 c 5 60 20 c 5
72 15¢c 72 15¢c
95 5c¢ 95 5¢
20c 30c
3 60 aetekums 40 60 AeTtekums 40
doryopecu. dniyopecdu.
curHana curHana
72 15¢c 72 15¢c

[eTekunst donyopecueHTHOro curHana HasHadaeTcsl No KaHanam
ansa gnyopodgopos FAM n JOE (npu ogHOBpeMEHHOM NpoBeAeHNN
OPYrnx TECTOB Ha3Ha4aeTcs AeTeKkums 1 No ApyrMm Mcnosib3yembim

" nanpumep, «Rotor-Gene 3000» «Rotor-Gene 6000», «Rotor-Gene Q» unu aHanornyHole.

2 Hanpumep, «iCyclery, «iQ5», «Mx3000P», «Mx3000», «[T-96» unun aHanornyHble.
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KaHanam).

2. YCTaHOBUTbL MPOOMPKM B HAYENKM pPeakUMOHHOro moayns
npubopa.

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

4. 1o OKOHYaHWKM BbINOSTHEHUS NpOrpaMmmbl NPUCTYNUTbL K aHaNnay
pe3ynbTaToB.

AHAIIN3 N UHTEPNPETALUUA PE3YJIbTATOB
AHanua peaynbTatoB MPOBOAAT C MOMOLLBIO MPOrpamMmMHOro

obecnevyeHna ucnonblyemoro npubopa gna nposeneHus MNUP c

OeTekumen B pexume «pearnbHOro BpeMeHn». AHanunaupytoTt

KpuBble HaKonneHnsa gnyopecLeHTHOro curHana no AByM KaHanam:

- no kKaHany gna dnyopocopa FAM pernctpmpyetcs curHan,
CBNOETENbCTBYIOLWNMA O HAKOMMEHUMN nNpoaykTa amMmnnmukaumnm
dparmeHta [JHK Ureaplasma spp.,

- no kKanany ans dnyopodopa JOE peructpupyetrca curHan,
CBNOETENbCTBYIOLWNNA O HAKOMMEHUN NpoaykTa amMmnnmukaumnm
OHK BKO.

PesynbTtaTbl MHTEPNPETUPYIOTCS HA OCHOBAHUM Hanuuua (Unu
OTCYTCTBUSA) nepece4vyeHns KpnBOM donyopecueHumn C
yCTaHOBJIEHHOW Ha COOTBETCTBYIOLLEM YPOBHE MOPOroBON JIMHUNEWN,
YTO onpegensdeT Hanuyuve (UM OTCYTCTBME) ANA OaHHOM NpoObl
AOHK 3HaveHust noporosoro uukna «Ct» B cooTBeTCTBYHOLEN rpade
B Tabnuue pesynbLTaTos.

[MpuHUKMN MHTEepNpeTauum pesynbTaToB CreayoLWni:

- IOHK Ureaplasma spp. obHapyxeHa, ecrnv ans gaHHou npobbl B
Tabnuue pesyneTatoB No KaHany ana dnyopodopa FAM
onpeneneHo 3HayeHne noporosoro umkna Ct. [pn aTomMm Kpmnas
donyopecueHuMn  gaHHOM  npobbl  OOMKHA  nepecekaTtb
NOPOroByto NNHNIO Ha yyacTtke XapakTepHOoro
9KCMoHeHUnanbLHoro nogbema nyopecueHuUni.

- IOHK Ureaplasma spp. He obOHapyXeHa, ecnu Ons OaHHOW
npobbl B Tabnuue pesynbTaTtoB Mo kaHany ans dnyopodopa
FAM He onpepeneHo (OTCYTCTBYeT) 3HaA4YeHME MOPOroBoOro
uukna Ct (kpmBas dornyopecueHUMn He repecekaeT NoporoByto
NUHMIO), a B Tabnuue pesynbTaTtoB Mo KaHany ans gpnyopodopa
JOE onpegeneHo 3HaueHne noporoBoro uumkna Ct, He
npesbillaloLLee ykazaHHoe (rpaHU4YHOe) 3HaYeHKe.
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- PesynbTaT aHanusa HeBanuUAHbIW, €Cnv ONs1 JaHHOW Npobbl He
onpeneneHo (OTCyTCTBYeT) 3Ha4yeHue noporosoro umkna Ct no
KaHany gns gonyopodgopa FAM, n no kaHany ona dgpnyopodopa
JOE 3HaueHne Ct Takke He onpegeneHo (OTCYTCTBYET) WU
NpeBbIlLAeT yKasaHHOEe rpaHuM4yHoe 3Ha4vyeHue. B aTom cnydae
TpebyeTcs NOBTOPHO npoBecTn MUP-nccnegosaHne
COOTBETCTBYHLLENO KIMHUYECKOro obpasua.

BHUMAHMUE! [paHnyHble 3HaveHna Ct ykasaHbl BO BKMagblle K
[MUP-komnnekty. CMm. Takke metoamdeckne pekomeHgaummn OIyH
LUHUNG  PocnotpebHags3opa «WMccnegoBaHue — KNUMHUYECKOTO
matepuana Ha Hanudne [OHK Bosbyautenen WM u gpyrmnx
NHGOEKL M opraHos penpoayKumn MeToA0M MUP C
rmopunan3aunoHHoO-IyopecUEeHTHON OeTEKLMEN .

Pesynbtatr [LUP-uccnepoBaHus cuyutaeTcsi O0OCTOBEPHbIM,
ecnum NnoslyyYeHbl npaBusibHble pe3ynbTaTtbl ans
NOJSIOXXUTENbHOro 7 oTpuuaTenbHOro KOHTponen
aMnnupukaumMm M oOTpULATENIbHOrO KOHTPONS 3KCTpaKuuu
(ebipenennsa) OHK, B cootBeTcTBUM C Tabnuuen OLEHKMU
pe3yfibTaToOB KOHTPOJbHbIX peakuuun (cm. Tabn. 4).

Tabnuua 4
Pe3ynbTaTtbl ANsA KOHTPONeu pasnnyHbix 3tanos [MLP-
aHanun3a
KoHTponupyembin 3HauyeHue noporoBoro uukna, Ct
Kotpons atan MLP- no KaHany ansa no KaHany ansa
nccneposaHnA ¢dnyopodopa FAM ¢dnyopodopa JOE
OnpegeneHo
B- OkcTpakums AHK 3HayeHne oTcyTCTBYET 3Ha4YeHne MeHbLLe
rPaHU4yHOro
K- rnupP 3HayeHne oTCcyTCTBYET 3HayeHne oTcyTCTBYET
OnpegeneHo
K+ nup OnpegeneHo 3HayeHne 3HAYEHME MEHLLLE
MEHbLLE rPaHNYHOTO
rPaHU4HOro
BHUMAHUE!

1. Ecrim gna nonoxuteneHoro koHtponsa [MUP (K+) 3HayeHwue
NOpOroBOro UuUukKna no kKadHany ana dnyopodgopa FAM
OTCYTCTBYEeT WM  TMpEeBbllIaeT  rpaHNU4Hoe  3HayeHue,
HeoObXxoAMMO NOBTOPUTL aMniMdukaumo onga scex obpasuos, B
KOTopbIX He obHapyxeHa [JHK Ureaplasma spp.
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2. Ecnn gna oTpuuatenbHOro KoHTpons akctpakumn OHK (B-)
n/vnn otpuuatensHoro koHTponsa lNUP (K-) no kanany FAM
3admkcmpoBaHo 3Ha4veHue noporosoro uukna Ct, Heobxoanmo
nosTopuTth lNLP-uccnenosaHne ansa Bcex obpasLos, B KOTOPbIX
obHapyxeHa [OHK Ureaplasma spp., HauuMHaa c 9Tana
akcTpakuum OHK.
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CPOK NOOAHOCTMW. YCIIOBUA TPAHCIMOPTUPOBAHUA U
XPAHEHUA

Cpok rogHocTn. 9 mec. Habop peareHTOB C WUCTEKLUMM CPOKOM
ro4HOCTU NPUMEHEHMIO HE NOLNEXMNT.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNOpPTUPOBATbL MNP
Temnepatype ot 2 go 8 °C He 6Gonee 5 cyt. «[lLP-komnnekT»
BapmaHtT FRT-100 F wn FRT-1000 F npu nonydyeHun
pa3yKoMnreKkToBaTb B COOTBETCTBUA C yKa3aHHbIMU
TemnepaTtypamMmm XpaHeHus.

XpaHeHue. Habop peareHTOB XpaHWTb Npu TemnepaTtype oT 2 A0
8 C. lNuP-cmecb-1-FL Ureaplasma spp. XxpaHuTb B 3aliMLLEHHOM
oT cBeTa mecte. NUP-cmechb-2-FRT n nonnmepasy (TaqF) xpaHutb
npu Temneparype He Bbiwe muHyc 16 C.

YcnoBua otnycka. [Ona  nedyebHO-NpoduniakTUYecknx wu
CaHUTapPHO-NPOdUNAKTUHECKUX YUPEXKOEHUN.

PeknamaumMm Ha kadectBO Habopa peareHToB «AMNNMCeHc
Ureaplasma spp.-FL» HanpaBnatb B agpec OI'YH [N'ocyaapCTBeHHbIN
Hay4YHO-UCcneaoBaTeNbCKUA MHCTUTYT cTaHdapTU3aumMmM U KOHTPOIS
MeONUMHCKMX Ouonorndecknx npenapatoB uMm. J1.A. TapaceBuya
PocnotpebHagsopa (119002 r. Mocksa, nep. Cusues Bpaxek, a. 41),
Ten./dakc (499) 241-39-22, a Takke Ha nNpeanpuUsaTUe-U3roToBUTESb
dryH UHWUNS PocnotpebHagsopa (111123 r. Mockea, yn.
HoBornpeesckas, a. 3a), ten. (495) 974-96-42, dakc (495) 305-54-23
e-mail: obtk@pcr.ru) 1 B otaen no pabote c peknamauusiMn u
opraHusaummn obyyenus Ten. (495) 925-05-54, dakc (495) 916-18-18,
e-mail: products@pcr.ru).

OT3blBbl U NpeanoxeHnst o npoaykumm «AMnnnCeHc» MOXHO
OCTaBuUTb,  3anoSfiHMB  aHKeTy  notpebutena Ha  cauTe
www.amplisens.ru.

Basenytomuit HILI /}/‘,{1 Y )/ E.H. Pojnonosa

OI'YH IITHUKD Pocnorpedbnazopa //

cTp. 2513 25

Peructpanua MU B PocagpaeHanzope
www.nevacert.ru | info@nevacert.ru



