%’TBEP)KD,EHA YTBEPXXOAIKO

pukasom PocsgpaBHagsopa HvpekTop PepepanbHoro

ot /B, OR. 2017, Ne 24/ ’/,70/// FOCYAapCTBeHHOFI)'O yupexaeHus
Hayku «LleHTpanbHbiii Hay4YHo-
nccnenosaTenbCKU MHCTUTYT
annaemuonorum» ®epepansHom
cnyx6bl No Haasopy B cohepe
3aluTbl Npas notpebuTenei u

Gnarononyuuns ye Ka
8 VW\T‘/rLB?éﬂoxpoacxwﬁ
L« Q%% > /c;g 2010r.

UHCTPYKLUUA

Nno npumeHeHno Habopa peareHToB
ana ogHospemMeHHoro BbisgereHns JHK Chlamydia trachomatis,
Ureaplasma (Bugos Parvum n Urealyticum) n
Mycoplasma genitalium B KNnMHUYECKOM MaTepuane
MeTodoMm nonnmepasHon uenHoun peakumn (MNLP)

C rmbpnamsaunoHHO-IyopecLEHTHON aeTeKUnen
«AmnnuCenc® C.trachomatis / Ureaplasma /
M.genitalium-MYNbTUNPAUM-FL »



OIrMABJIEHUE

CIMUCOK COKPALLEHUW. ...ttt anes 3
HASHAUEHWUE. ... .. e e et e e e e e e e eeeaaaa s 3
I 0 T LY O 1 PP 3
BAPVAHTbI N ®OPMbI BbIIMTYCKA HABOPA PEATEHTOB. ..., 4
AHAJTTMTUHECKUE XAPAKTEPUCTUKWU. ..o, 7
MEPbBI MPEOOCTOPOXHOCTW. ...t e e e s 8
AOMONHUTENBHBLIE MATEPUATTbI U OBOPYOOBAHWE. ..., 9
B3ATUE, TPAHCNOPTUPOBAHWE N XPAHEHWE NCCINEOYEMOIO MATEPUAJIA. .11
BAPUAHT FEP ...ttt 12
O @ L0 I = R 12
MPOBEAEHUME MUP-UCCIEOOBAHUA. ... 14
OKCTPAKUMA OHK N3 NCCNEOYEMbBIX OBPASLOB. ... 14
MPOBEOAEHUNE AMITTIMOUKALINN. ... 14
A. MNogrotoeka NPoBMPOK ANa NpoBeaeHUST aMMITUAUKALMWN. .....cceeeeeveernieeeeeeeeeennns 14
B. NpoBeaeHNE aMMITUMIMKALMM. ....cceeeiiieeeiiiiie et e ettt e e e e e e e e e e e aa e e e eaaans 15
®JTYOPECUEHTHAA AETEKUNA NMPOAYKTOB AMIMINOUKALNN. ... 16
MHTEPMPETAUUA PESYJIBTATOB. ... 17
YN N o I SR 20
COCTAB. . 20
MPOBEOEHUE MUP-UCCINEOOBAHWUA. ... 22
OKCTPAKUMA OHK N3 NCCIEOYEMbBIX OBPABLOB. ......ccooiviiiiiiiiiieiiiieeeeeeeee 22
MPOBEOEHVE AMIMINOUKALINA C OETEKUMEN B PEXXMME «PEANBHOIO
BPEMEHWM . ..o 23
A. MNogrotoeka NPoBMPOK ANa NpoBeaeHUST aMMITUAUKALMWN. .....cceeevervnnnnieeeeeneeeennns 23
A1. MNogrotoBka NpobMpoK Ansa NpoBeaeHUs aMnnudunkaumm npym NOMoLLm
komnnekTta peareHToB «[lNLP-komnnekT» BapuaHT FRT.........ccooooiiiiiiiii, 23
A2. MNogrotoBka NpobMpOK Ansa NpoBeaeHUs aMnnndunkaumm npym NOMoLLm
komnnekTta peareHToB «[lNLP-komnnekT» BapuaHt FRT-100 F n FRT-1000 F. ....... 23
B. NpoBeneHne amnnudurkaumm ¢ geTekunen B pexmme «pearnbHOro BpeMeHn». . 24
AHANN3 N MHTEPMNPETAUUA PE3YJIBTATOB. ... 25
CPOKTOOHOCTW. YCITOBUA TPAHCITOPTUPOBAHNA N XPAHEHUAL. .................... 29

BapuaHt FEP ®opma 1: B46-100-R0,5-FEP, |JREF] H-1491-2-5; ®opwma 2: |REF] B46-100-R0,2-FEP,
REF] H-1492-2-2; Bapuant FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: [REF] R-B46-F(RG,iQ),
REF] H-1492-1 / [VER] 03.02.10 / cTp. 2 u3 29




CMUCOK COKPALLEHUMNA.
B HacTosLEN MHCTPYKLINK NPUMMEHSATCA  cregyroume
cokpalleHusi 1 0603Ha4YeHus:

BKO-FL - BHYTPEHHUI KOHTPOSbHbIN o6pa3e|:L ans Ha6OE)OB C
rmépmnan3aunoHHO-ITyopeCcUEeHTHON AeTeKUNeNn

2L - MHEeKUNK, nepefaBaemMble NOSIOBbIM NMyTEM

OKO - OTpyLaTeNbHbIN KOHTPOMbHbIN 0bpaseL

MKO - NOJNTIOXXUTENBbHbBIN KOHTPOIbHbLIN 0bpasel|

MnupP - nonnMepasHag uenHasg peakums

FEP - oriyopecuUeHTHas AeTekUna No KKOHEYHOWN TOYKE»

FRT - oriyopecLeHTHas AeTeKUNA B peXNME «peanbHOro BpemMeHmn»
- ®epepanbHoOe rocyfapCTBEHHOE yypexaeHne Hayku

dryH yHMmMS «UeHTparnbHbIM Hay4yHO-UCCNeaoBaTeNbCKUA NHCTUTYT

PocnotpebHagsopa | anuaemuonornny ®eagepanbHon cnyxbbl o Hag3opy B cdepe
3aWmMThl NpaB noTpedbutenen n Gnaronony4ymsi YenoBeka

HA3HAYEHUE

Habop peareHtoB «AMnnuCenc® C.trachomatis / Ureaplasma
/  M.genitalium-MYJIbTUMPAUM-FL»  npegHasHayeH  Aans
ogHoBpeMeHHoro BbigBneHna [OHK Chlamydia trachomatis,
Ureaplasma spp. (sngos Parvum un Urealyticum) n Mycoplasma
genitalium nytem amnnugukauum cneundumyeckoro gparmeHTta
OHK OaHHOro MUKpOOpraHmMsma MeTO40M rnupP C
rmopunansaumnoHHoO-prIyopecueHTHOM aetekumnen NPOOYKTOB
amnnudpukauun. Martepnanom pana nposegeHusa T[ILUP  cnyxar
npobbl AHK, nonydeHHble nytem akcTpakummn OHK M3 cockobHoro
OTAEenAemMoro CrmaucTbix 000NoYeKk YyporeHuTanbHOro TpPakTa,
NPAMON KULLKW, POTOrNOTKW, OTAESNIIEMOro KOHBLIOHKTUBbLI rnas,
obpa3yoB MO4K, cekpeTa nNpeacTaTenbHON Xenesbl Yenoseka. [ns
akcTpakumn (BblgenerHuns) OHK vcnonb3yoTca Habopbl peareHTos,
pekomeHgoBaHHble PI'YH LUHNING PocnotpebHansopa.
BHAMAHMUE. Pesynbtatbl [NLP-uccnegosaHna y4dnTbiBalOTCA B
KOMMMEKCHOM amnarHocTuke 3aboneBaHus.

NMPUHLUUMN METOOA

BuisiBneHne Chlamydia trachomatis, Ureaplasma (Bngos Parvum
7 Urealyticum) 7 Mycoplasma  genitalium MeTOLOM
MYNbTUNSIEKCHON nonumepasHon uenHom peakuyun (MUP) c
rmopunansaumnoHHoO-pyopecUeHTHON geTekumen BKNoYaeT B cebs
Tpn 9Tana: aKcTpakumo (Bblgenenue) [OHK un3  obpasuos
KIMMMHNYECKOro Martepuana, amnnundukauymo dparmeHta [OHK

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, H-1491-2-5; ®opma 2: |REF] B46-100-R0,2-FEP,
REF] H-1492-2-2; Bapuant FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: [REF] R-B46-F(RG,iQ),
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OAHHOIO MMUKpoopraHmamMa u rmbpuansaumMoHHO-(ITYOPECLEHTHYIO
OeTeKUunto, KoTopas npon3sogutcs nmbo HenocpeacTBEHHO B xo4e
MLP (BapuaHT FRT), nnbo nocne ee 3aBeplieHuns (BapnaHt FEP).
IkcTpakuma OHK u3 knuHuyeckoro matepuana npoBOAUTCS B
NPUCYTCTBMN BHYTPEHHEro KOHTposibHoro ob6bpasua (BKO-FL),
KOTOPbIM MO3BOSIAET KOHTPONMPOBaTb BbINOMHEHME MNpouenypbl
nccrnenoBaHMsa Onsa Kaxgoro obpasua. 3ateM € NofyyYeHHbIMU
npobamu OHK npoBoAUTCH peakuus O4HOBPEMEHHOM
amnnudpukauum  gparmeHtos  [OHK Chlamydia trachomatis,
Ureaplasma spp. (BugoB Parvum wn Urealyticum) n Mycoplasma
genitalium npn nomowM cneunduyHbIX K Kaxgomy W3 HUX
npanmepoB W depmeHTa Tag-nonmmepasbl. B cocrtase
peakuMOHHOW CMecCu NpPUCYTCTBYIOT (ornyopeCUeHTHO-MeYeHble
OfIMroHyKNeoTnagHble  30HAObl,  KOTOpble  rMBpuamnsyrTcs C
KOMMieMeHTapHbIM ydyactkoMm amnnmdpuuympyemon OHK-muweHn, B
pe3ynbTate 4ero nNpoOMcXoguT HapacTaHMe  UHTEHCMBHOCTU
donyopecueHumn. K ofMroHykneotTmaHblM 3oHgam, cneumndmnyHbiM K
pas3nn4HbIM AHK-MmuweHam, npuKpenneHsol pasnunyHbie
doryopecueHTHble  MEeTKN. JTO  MO3BONAET  perncTpupoBaTb
HaKonsieHne cneundunyeckoro npoaykra amnnuukaumm Kaxaoou
OHK-MuweHn nytemM namepeHna MHTEHCMBHOCTU pNyOpeCLLEHTHOrO
curHana no COOTBETCTBYHOLLEMY KaHarny. HeTtekuns
donyopecuUeHTHOro curHana npu ucnosib3oBaHun BapuaHta FEP
OoCyLLecTBnaeTcA rnocrne  OKOHYaHud MUP ¢ nomolbo
donyopecueHTHoro [NLP-getektopa, a npu  KUCNONbL3OBaHUA
BapnaHta FRT - HenocpeactBeHHo B xopge [P ¢ nomouisto
amnnudukatopa ¢ cuctemMon getekumm onyopecueHTHOro curHana
B peXume «peanbHOro BpeMeHmy.

BAPUAHTbI 1 ®OPMbI BblIlMYCKA HABOPA PEATEHTOB
Habop peareHTOB BbinNyckaeTcsl B 2 BapuaHTax.

BapuaHt FEP

Habop peareHToB BbinyckaeTcda B 7 dpopmMax KoOMMnekTaumu:

dopma 1 Bknwyaetr komnnekt peareHToB «[l1LP-komnnekT»

BapuaHT FEP (npobupkn 0,5 mn).

dopma 2 BknwYaetr komnrekt peareHToB «[l1LIP-komnnekT»

BapuaHT FEP (npobupkn 0,2 mn).

Pdopma 3 BKw4YaeT Komrsiekt peareHtoB  «[1LIP-komnnekT»

Bapuant FEP ®opwma 1: [REF] B46-100-R0,5-FEP, 1491-2-5; ®opma 2: [REF] B46-100-R0,2-FEP,
REF] H-1492-2-2; BapuaHnT FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: |REF] R-B46-F(RG,iQ),
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BapuaHT FEP-1000 (npo6bupkn 0,5 mn).
dopma 4 BkYaeT kKomnnektbl peareHToB «[l1LIP-komnnekT»
BapuaHT FEP (npobupkn 0,5 mn), «QHK-copb-AM» BapuaHT 100,
«TpaHcnopTHyto cpeny ¢ mykonutukom (TCM)» 100 npobupok no
0,5 mn.
Popma 5 Bknovaetr KommnekTbl peareHToB «[1LIP-komnnekT»
BapnaHT FEP (npobupkun 0,5 mn), «OQHK-cop6-AM» BapuanT 100,
«TpaHcnopTHyto cpeay ana maskos» 100 npodbupok no 0,5 mn.
Popma 6 BknovaeT KoMMekTbl peareHToB «[1LIP-komnnekT»
BapnaHT FEP (npobupkun 0,2 mn), «OQHK-cop6-AM» BapuanT 100,
«TpaHcnopTHyto cpeny ¢ mykonutukom (TCM)» 100 npobupok no
0,5 mn.
Popma 7 BKo4aeT KoMMekTbl peareHToB «[1LIP-komnnekT»
BapunaHT FEP (npob6upkn 0,2 mn), «OHK-cop6-AM» Bapuant 100,
«TpaHcnopTHyto cpeay ana maskos» 100 npobupok no 0,5 mn.
dopmbl kKomnnekTaunmn 1, 2 u 3 npeaHasHayeHbl Ans NpoBeaeHns
amnnucpumkaumm OHK Chlamydia trachomatis, Ureaplasma (Bngos
Parvum wn  Urealyticum) v  Mycoplasma genitalium c
rmopnan3aunmoHHO-PIyopecUeHTHON OeTekumen no «KOHEeYHOoW
TOYKEY. [na nposeaeHns NOJSIHOIo MUP-nccnepgoBaHus
HeO6X0ANMMO MUCMOSb30BaTb KOMMMEKTbl peareHTOB AN SKCTpaKunm
AOHK, pekomeHgoBaHHble PI'YH LIHNNG PocnoTtpebHaasopa.
dopmbl  kKomnnektTaumm 4, 5, 6 n 7 npegHasHaveHbl AOnd
npoeBegeHus nonHoro  [NLUP-uccnegoBaHnsa, BKoYas  B3ATUE
KMMHUYECKOro Martepuara, akcTpakumio (BblgeneHue) ns Hero OHK u
amnnudukauymo JHK Chlamydia trachomatis, Ureaplasma (Bngos
Parvum wn  Urealyticum) wu  Mycoplasma genitalium c
rmopnan3aunoHHoO-pIyopecUeHTHON OeTekunen no «KOHEeYHOW
TOYKEY.

BapuaHTt FRT

Habop peareHTOB BbinyckaeTcs B 7 popmax KOMMeKTaummn:
Popma 1 Bkw4vaetr kKomrniekt peareHtoB «[l1LIP-komnnekT»
BapuaHT FRT.

Popma 2 Bkw4YaeT KomMMsiekTt peareHtoB  «[1LIP-komnnekT»
BapunaHT FRT-100 F.

Popma 3 BKIw4YaeT KomrsiekTt peareHToB  «[1LIP-komnnekT»
BapuaHT FRT-1000 F.

BapuaHt FEP ®opma 1: B46-100-R0,5-FEP, |JREF] H-1491-2-5; ®opwma 2: |REF] B46-100-R0,2-FEP,
REF] H-1492-2-2; Bapuant FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: [REF] R-B46-F(RG,iQ),
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dopma 4 BkYaeT kKomnnektbl peareHToB «[l1LIP-komnnekT»
BapuaHT FRT, «[OHK-cop6-AM» BapunaHT 100, «TpaHCNOpPTHYO
cpeny ¢ mykonutukom (TCM)» 100 npobupok no 0,5 mn.
dopma 5 BkwYaeT komnnektbl peareHToB «[l1LIP-komnnekT»
BapuaHT FRT, «[OHK-cop6-AM» BapunaHT 100, «TpaHCNOpPTHYO
cpeay ana maskos» 100 npobupok no 0,5 mn.
dopma 6 BkoYaeT komnnektbl peareHToB «[l1LIP-komnnekT»
BapuanHt FRT-100 F, «OHK-cop6-AM»  Bapuant 100,
«TpaHcnopTHyto cpeagy ¢ mykonutukom (TCM)» 100 npobupok no
0,5 mn.
Popma 7 BK4YaeT KoOMMekTbl peareHToB «[1LIP-komnnekT»
BapuanHt FRT-100 F, «OHK-cop6-AM»  Bapuant 100,
«TpaHcnopTHyto cpeay ana maskos» 100 npobupok no 0,5 mn.

dopmbl kKomnnekTaunmn 1, 2 u 3 npeaHasHayeHbl Ans NpoBeaeHns
MUP-amnnndumkaunm dparmenHtos OHK Chlamydia trachomatis,
Ureaplasma (Bungos Parvum wn Urealyticum) wn Mycoplasma
genitalium ¢ rMbpnansaunoHHO-PNYOPECLEHTHON OeTeKunen B
peXnme «pearibHOro BpemeHn». [ns nposegenna nosnHoro lNMLP-
nccrnenoBaHmss HeO6XoOMMO MCNONb30BaTb KOMMSIEKTbl peareHTOoB
ona  okctpakumm [OHK, pekomeHpgoBaHHble OI'YH LUHUND
PocnoTtpebHagsopa.

dopmbl  kKomnnekTaumm 4, 5, 6 n 7 npeaHasHaveHbl AOns
npoBegeHns  nonHoro  [NLP-uccneposaHus, BkNoyas  B3dATUE
KNMUHWUYECKOro maTepuana, akcTpakumio (BblgernexHme) n3 Hero OHK n
amnnudpumkauymo JHK Chlamydia trachomatis, Ureaplasma (Bngos
Parvum n  Urealyticum) v  Mycoplasma genitalium ¢
rmopnansaumoHHO-PrIyopecUeHTHOM  OeTeKuMen B pexunme
«pearibHOro BpeMeHu».

BapuaHt FEP ®opma 1: B46-100-R0,5-FEP, |JREF] H-1491-2-5; ®opwma 2: |REF] B46-100-R0,2-FEP,
REF] H-1492-2-2; Bapuant FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: [REF] R-B46-F(RG,iQ),
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AHANTMTUYECKUE XAPAKTEPUCTUKH
AHanuTnyeckasa 4YyBCTBUTENbLHOCTb

Bug e T Komnnekr
P ansa MNuP- Mukpo- AHanutuyeckas
KNMUHUYECKOro | 3KCTpPaKLum
amnnudukaumm | opraHMsMm | YyBCTBUTEJNIbHOCTb
MaTepuana AHK
M AeTeKuum
CockobHoe Chlamydia 2 >
oTaensiemoe «MypP- trachomatis 5x10% T3/mn
CNU3UCTbIX «[QHK-cop6- KOMMNEKT» Ureaplasma 3
obonoyek AM» BapuaHThbI spp. 1077 3/mn
yporeHuTanbHoro FEP v FRT Mycoplasma 3
TpakTa® genitalium 10°T3/mn
Chlamydia 3
«MypP- trachomatis 107 T3/mn
Moua® «[QHK-cop6b- KOMMIEKT» Ureaplasma 2%10°% [3/Mn
AM» BapuaHThI spp.
FEP u FRT Mycqpla}sma 2%10% F3/Mn
genitalium

AHanuTnyeckass 4YyBCTBUTEINbHOCTb B OTHOLUEHUM KaXdoro u3
MWUKPOOPraHM3MOB COXpaHsieTca MU

KOHLUEHTpauum

AHK

AOBYX

MUKpOOpraHnamoB — Ao 10° I3/mn.

AHanuTtnyeckasa cneunpPUYHOCTb
OTcyTcTBOBaNM Hecrneuuguyeckne peakumm rnpu TecTMpoBaHUm

B NPUCyTCTBUN
aHalrim3npyembix

npyrux

BbICOKUX

obpasuoB OHK 4yenoseka n naHenun obpasuos OHK cneaytowmx
MukpoopraHmamoB: Gardnerella vaginalis; Lactobacillus spp.;
Escherichia coli; Staphylococcus spp.; Streptococcus spp.; Candida
albicans; Mycoplasma hominis; Ureaplasma urealyticum;
Ureaplasma parvum; Mycoplasma genitalium; Chlamydia
trachomatis; Neisseria spp.; Neisseria gonorrhoeae; Trichomonas
vaginalis; Treponema pallidum; Toxoplasma gondii; HSV 1 n 2

Tmna; CMV; HPV.

! CockobHOe oTaensemMoe CrmancTbix 060M0YeK YPOreHUTanbHOro TpakTa, MOMELLEHHOE B
«TpaHCNOpTHYIO cpeay A5s Ma3KkoB» UNu « TpaHCNOPTHYO cpeay ¢ MyKonMTUkom (TCM)».
? KonnyecTBO rEHOMHbIX 3KBUBANEHTOB MukpoopraHuama (I3) B 1 mn obpasia KIMHMYECKoro
maTepuana, NoOMeLLEeHHOro B yKa3aHHY TPaHCMOPTHYIO cpeay.
® TpebyeTcs npenobpaboTka 06pa3LOB MOYM.

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP,

REF| H-1492-2-2; BapwaHnT FRT ®opma 1: R-B46,

H-1491-2-5; ®opma 2: |REF] B46-100-R0,2-FEP,

H-1491-1-2; ®opma 2: |REF| R-B46-F(RG,iQ),
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MEPbI NPEOOCTOPOXHOCTHU
PaboTta gormkHa npoBoauTbCs B Nnabopatopuu, BbIMOMHAOLWEN

mMonekynapHo-omnonorndeckue (MUP) nccnegosaHna KNMHUYECKOro

Matepuarna Ha Hanuyue Bo3byauTenen MHGEKUMOHHbIX Bore3Hen,

Cc cobntogeHnemMm caHuTapHo-anmgemunyeckux npasun CI1 1.3.2322-

08 «bes3onacHocTb paboTbl ¢ Mukpoopraumamamu Il — IV rpynn

naToreHHocTn (onacHocTn) n BO3DyaAUTENAMW NapasuTapHbIX

b6onesnen», CI1 2.1.7.728-99 «[lpaBuna cbopa, XpaHeHus U

yoaneHns oTxoaoB NevyebHO-NpoMUNakTUYeCcKuX ydpexageHumn» u

metoandecknx ykasaHunm MY 1.3.1888-04 «OpraHusauus paboTbl

npu nccnegosaHmax metogom MNLUP matepmnana, nHpuunpoBaHHOro
natoreHHblMn  Guonornyeckumn  areHtammn Il — IV rpynn

NaTOreHHOCTUY.

[Mpn paboTe Bcerga crieqyeT BbIMOMNHATL criegyowme TpeboBaHus:

- Wcnonb3oBaTb HAKOHEYHUKM C UNbTpamMn ANt aBTOMaTUYeCKNX
aosaTtopoB. [ns Kaxgowm npouenypbl UCMoSib30BaTb HOBBIN
HaKOHEYHWUK.

- Cnepyetr paccmaTtpuBaTb obpasubl Kak  NOTEeHUMarnbHO
Bbi3blBalOLWME WHAEKUMIO U XpaHUTb B  BMONOrmyeckom
kabuHeTte B cootBetcTBMM ¢ CI1 1.3.2322-08 «besonacHocTb
paboTbl ¢ MuKkpoopraHuamamu Il — IV rpynn natoreHHoOCTU
(onacHocTuK) 1 BO3byauTenaMmn napasntapHbix bonesHemny.

- Ybupatb W pges3vHduuupoBaTb pasnutble obpasubl  Unu
peakTuBbl, WUCNONb3ya Ae3vHduuupylowme cpeacresa B
cootBetcTBMn CI1 1.3.2322-08 «besonacHocTb paboTbl C
MUKpoopraHmamamu Il — IV rpynn naTtoreHHocTn (onacHocTn) u
BO30OyaAnTENAMU napasuTapHbiX 6onesHen».

- YHuyTOXaTb oO6pasubl W HEUCNOSib30BaHHbLIE pPeakTUBbl B
cooTBeTcTBMN C TpeboBaHuammn CI1 2.1.7.728-99 «[1paBuna
cbopa, XpaHeHuss W  ypaneHuss  oTxogoB  neyebHo-
NPOOUNAKTUYECKUX YUPEXKOEHNNY.

BHUMAHMUE! [Npn ypnaneHun oTxogoB nocne amnnmdukaumm um

netekunn (Npobupok, cogepxawmx npoayktel MNLP) HegonycTtumo

OTKpblBaHME NPOGUPOK U  pasdpbl3rMBaHMe  COOEPKMMOrO,

MOCKOSIbKY 3TO MOXET MPUBECTU K KOHTaMuHauum npogykramu MNLUP

nabopaTopHOM 30HLI, 0OOPYAOBaHNSA N peareHToB.

- [NpumeHaTb Habop CTPOro nNoO HasHa4YeHWo, COrfacHo OaHHOW
NHCTPYKLUMN.

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, mmgl-z-s; ®opma 2: [REF] B46-100-R0,2-FEP,

REF] H-1492-2-2; BapnaHT FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: |REF| R-B46-F(RG,iQ),
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[onyckaTb K pabote ¢ HA6oOPOM TOSBKO crneumanbHO 00YYEHHbIN
nepcoHann.

He ncnonb3oBaTtb HAbOP NO UCTEYEHUN CPOKA FOAHOCTH.
cnonb3oBaTtb 04HOpa30Bble nepyaTkun, nabopaTtopHble xanarhl,
3awmwiate rnasa Bo BpemMa pabotel ¢ obpasuamu v
peakTnBamu. TaTenbHO BbIMbITb PYKM MO OKOHYaHUN paboThl.
N3beratb KOHTaKTa C KOXEW, rnasamMm U Cnm3mcton 060mnoYKkomn.
[Mpn KOHTaKTEe HEMEASIEHHO NPOMbITb NOPaXXeHHOE MECTO BOAOM
n obpaTnTbCs 3a MEAULMHCKON MOMOLLIBHO.

Cneundukauma no 6OGesonacHoctn wmartepuanos (MSDS -
material safety data sheet) goctynHa no 3anpocy.

B nabopatopum Henb3st €CTb, NUTb, KypuUTb, MCMNONbL30BaTb
KOCMETUKY, CHUMaTb UNK HageBaTb KOHTAKTHLIE NTUH3bI.

AONOJNIHUTENIbHLIE MATEPWUAJIbI U OBOPYOOBAHUE

1.

o 01 &

TpaHcnopTHada cpefa - «TpaHcnopTHasa cpefa C MYKOMUTUKOM
(TCM)» (TY 9398-098-01897593-2009) wnu «TpaHcnopTHas
cpena ona maskos» (TY 9398-088-01897593-2009), wunv gpyrue
pekomeHaoBaHHble OI'YH UHWNO PocnoTtpebHaa3opa — npu
pabote c opmammn komnnektaumm 1-3 (BapmaHT FEP n
BapuaHT FRT).

. Komnnekrt peareHtoB ang sbigenenus OHK - «[OHK-copb6-AM»

(TY 9398-036-01897593-2009) unn gpyrme pekomeHOoBaHHbIe
dIr'yH UHNNOG PocnotpebHan3opa — npu pabote ¢ cdbopmamm
komnnektaummn 1-3 (BapuaHT FEP n BapnaHT FRT).
[ononHuTtenbHble MaTepuansl 1 0bopyaoBaHMe N9 SKCTpaKunm
AHK - cornacHO MHCTPYKUMM K KOMMMEKTY peareHToB AN
akcTpakumnm OHK.

Bokc abakTepuansHoin Bo3gyLuHon cpeabl (MLP-6okce).
LleHTpundoyra/sBopTekc.

ABTOMaTUYECKME [03aTopbl NepemMeHHoro obvema (0T 5 oo
20 mkn, npu pabote ¢ «lNLP-komnnekT» BapuaHT FRT-100 F —
oT 5 0o 20 mkn n ot 20 go 200 mkn).

. OpgHopasoBble HakOHeYyHukn ¢ dunbtpom o 100 mkn B

LUTaTUBAX.
LUTatmBbl ans mukponpobupok obvemom 0,2 wnu 0,5 mn (B
COOTBETCTBMN C WUCMOSIb3YEMbIMU KOMMNMEKTAaMMU peareHToB).
XonogunbHuk oT 2 Ao 8 °C ¢ MOpO3uUnNLHOU KaMepou He Bbllle

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, H-1491-2-5; ®opma 2: |REF] B46-100-R0,2-FEP,

REF] H-1492-2-2; BapnaHT FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: |REF| R-B46-F(RG,iQ),

REF]| H-1492-1 / VER] 03.02.10 / cTp. 9 13 29



MuHyC 16 °C anga sbigeneHHbix npob OHK.
9. OTaenbHbIM Xanart, Wwano4vkn, obyBb U OOQHOPA30Bble MepvaTKu

no MY 1.3.1888-04.
10.EmMKocTb Ans copoca HakOHEYHUKOB.

[Mpwn pabote ¢ «[NLIP-komnnekT» BapuaHT FEP:

11.Mporpammupyembit  amnnuukatop (Hanpumep, «Tepumk»
(«dHK-TexHonorusa», Poccus), «Gradient Palm Cycler» («Corbett
Research», Asctpanus), «MAXYGENE» («Axygen», CLUA),
«GeneAmp PCR System 2700» («Applied Biosystems») wunu
aHarnornyHole).

12.®nyopecueHTHbI  [LUP-getektop  (Hanpumep, «AJIA-1/4»
(«BioSany, JlatBus), «xnu» («AHK-TexHonorua», Poccus) nnm
aHanornyHble).

13.lMnacTukoBasa nuneTka ans MMHeparnbHOro macna (ans paboTobl
c «[MUP-komnnektom» BapmaHT FEP-1000).

[pwn pabote ¢ «[LIP-komnaekT» BapuaHT FRT:

11.lMporpammMmupyemMblin  amnnuukaTtop C CUCTEMOU AeTeKuuu
driyopecueHTHOro curHana B pexume «peasibHoro BpeMeHn» —
npu pabote c «lUP-komnnekt» BapuaHT FRT (Hanpumep,

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

«Rotor-Gene Q» («Qiageny», epmaHus), «iQ5» («Bio-Rady,

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

TexHonornay, Poccus) nnm aHanornyHole).

1. OgHopasoBble nonvnponuneHosble Mukponpobupkn ana MUP
obbemom 0,2 mnn 0,1 mn — npu pabote ¢ «lLP-komnnekT»
BapuaHT FRT-100 F:

a) TOHKOCTeHHble npodbupkn ana [IUP obvemom 0,2 mMn c
BbINYKNOW Kpblwkon (Hanpumep, «Axygen», CLUA) - npwu
MCNosib30BaHUM Npmubopa niaHWeTHOro TMna;

0) TOHKOCTEHHble npobupkn ana [IUP obvemom 0,2 mMn c
NSIOCKOM KpblWwKon (Hanpumep, «Axygeny», CLUA), wnn
npooupkn ansa MNUP k «Rotor-Gene», obbemom 0,1 Mn B
cTpunax no 4 wrt. C kKpblwkamu (Hanpumep, «Corbett
Research», ABcTtpanus; «Qiagen», [epmaHusi) — npu
NCNoJSib30BaHUM Npubopa poTOPHOro TMna.

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, |REF] H-1491-2-5; dopma 2: B46-100-R0,2-FEP,
REF| H-1492-2-2; BapwaHnT FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),
REF| H-1492-1/ 03.02.10 / cTp. 10 13 29



B3ATUE, TPAHCINOPTUPOBAHUE U XPAHEHUE
UCCIIEOAYEMOIO MATEPUAIA

[lepen  Hayvanom  paboTbl  cnegyeTr  O3HAKOMUTbCA  C
METOANYECKUMN pekoMeHfaumamn «Baatne, TpaHCNopTUPOBKA,
XpaHeHne KnuHudeckoro wMatepuana ana [NUP-gunarHoCTukny,
paspabotaHHbiMn PI'YH LUHWNSG PocnotpebHaasopa, Mocksa,
2008 r.

MaTtepnanom  Ons  uUccnegoBaHuUst  cnyXaT  COCKOBHoe
oTaensaemMoe CIM3UCTbIX 0BONOYEeK YpOoreHuUTanbHOro TpakTa,
NPSIMON  KULLKW, POTOrMOTKK, OTAENAEeMOro KOHBbKOHKTUBLI rnas,
obpasubl Mo4M (0OcCagoK NEPBON MOPUUN YTPEHHEN MOYUM), CEKPET
npeacraTteribHOM Xeresbl YerioBeka.

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, |REF] H-1491-2-5; dopma 2: B46-100-R0,2-FEP,

REF] H-1492-2-2; Bapuant FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),
REF| H-1492-1/ 03.02.10 / cTp. 11 13 29
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BAPUAHT FEP

COCTAB

Komnnekt peareHtoB «[LUP-komnnekt» BapuaHt FEP -
KOMMMEKT peareHToB Ans amnnudpukaunm dparmeHtos [OHK
C.trachomatis / Ureaplasma (Bngos Parvum wn Urealyticum) /
M.genitalium ¢ rmbpmnamsaumoHHO-pIyopecUeHTHON AeTeKUnen no

«KOHEYHOWN ToYKe» — BKNKOYaeT:

Peakmue OnucaHue O6nem, mn Kon-eo
MuUP-cmecb-1-FL Moo3pauHas 110 npobupok
C.trachomatis / Ureaplasma / po3p 0,01 o6bemom 0,5

o OecuBeTHas XUAKOCTb
M.genitalium nnm 0,2 mn
NMuP-cmecb-2-FL-red lpospadyHasi Xuakocte 1,1 1 npobupka
KpacHOro upeta
MLP-cmecb-PoH-red’ lpospadHasi Xuakocte 0,6 1 npobupka
KpacHOro upeta
MuHepanbHoe macno ans MUP° iﬁ;ﬁgg:aﬂ BAkas 4,0 1 dpnakoH
NMKO komMnneKkCHbIN glpo3paqHaﬂ 0,2 1 npobupka
eCLIBETHas XXNOKOCTb
[MpospayHas
BHK-6ycep BecLBeTHas XNOKOCTb 0.5 1 npobupka

KomnnekTt peareHTOB paccyutaH Ha npoBeneHne 110 peakuymmn
aMmnnndukauum, BKNKYasa KOHTPOSMN.

Komnnekt peareHtoB «[lLP-komnnekT» BapuaHt FEP-1000 -
KOMMSIEKT peareHTtoB Angd amnnudukaumm dparmenHtos [OHK
C.trachomatis / Ureaplasma (Bugos Parvum wu Urealyticum) /
M.genitalium ¢ rmbpmngmsaumoHHO-pIyopecUEeHTHON AeTeKUnen no
«KOHEeYHOM TOYKe» — BKIKOYaeT.

Peakmue OnucaHue O6nem, mn Kon-eo
NMuP-cmecb-1-FL Moo3pauHas 1100 npobupok
C.trachomatis / Ureaplasma/ 6§c I.E:)eTHaFI KUOKOCT 0,01 o6bemMom
M.genitalium 4 A 0,5 mn
NMUP-cmecb-2-FL-red lpospayHas XMaKoCTe 55 2 (pbnakoHa
KpacHoro upeta

MLP-cmecb-PoH-red’ lpospauHasi Xuakocte 2,5 1 cpnakoH
KpacHoro ueta

MuHepanbHoe macno ans MLUP° becugeTHas B3kas 40 1 cpnakoH
XNOKOCTb

* PeareHT ncnonbayetcs npu nccnegosadnm npob JHK, BbigeneHHbIx ¢ nomoLsio Habopos «[HK-
cop6-AM» nnn «AHK-cop6-B».

®> PeareHT WUCMonb3yeTcs Npy MpUMEHeHUM amnnudrKkaTtopos 6e3 TepMOCTaTMPYEMO KPbILLKYA
(Hanpumep, «Tepumk», « AHK-TexHonorusa», Poccus).

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, H-1491-2-5; ®opma 2: B46-100-R0,2-FEP,
REF| H-1492-2-2; BapwaHnT FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),
REF| H-1492-1/ 03.02.10 / cTp. 12 u3 29



BAPUAHT FEP

OecuBeTHas }XNOKOCTb

Peakmue OnucaHue O6nem, mn Kon-eo
NMKO koMnneKcHbIN glpospaqHaﬂ 1,0 1 npobupka
ecLBeTHas XnaKocTb
OHK-6ydep NpospauHas 0,5 2 npobupku

KomnnekT peareHToB paccuutaH Ha npoBegeHne 1100 peakunu
amnnmdmrkaunm, BKNOYast KOHTPOMM.

KomnnekT peareHtoB «[JHK-cop6-AM» BapuaHT 100° — komnnekt
peareHToB ans BblgeneHns OHK u3 knnHuyeckoro matepuana —

BKITKOYaeT:
Peakmuse OnucaHue O6vem, Mn Kos-eo
- MpospayHas
Nunanpyrownn pacteop BECLIBETHAS KUOKOCTb 30 1 cbnakoH
OTMbIBOYHbIN pacTBOP Mpospatixasi 100 1 donakoH
OecuBeTHas XNOKOCTb
CopO6eHT yHuBepcanbHbIN Cycnenaust Genoro 1,0 2 npobupku
uBeTa
TE-6ydep ansa anounu AHK MpospavHas 5,0 2 npobupku

OecuBeTHas XNOKOCTb

K komnnekty peareHTtoB «HK-cop6-AM» npunaratotcs cnegyrowime

peareHTbl.
Peakmuse OnucaHue O6vem, Mn Kos-eo
BKO koMnneKkcHbIN glpospaqHaﬂ 1,0 1 npobupka
eCLBETHAs XNOKOCTb
BKO-FL glpospaqHaﬂ 1,0 1 npobupka
eCLBETHAs XNOKOCTb
OKO MpospauHas 1,2 1 npobupka

OecuBeTHas XXNOKOCTb

Komnnekr peareHTOoB paccumtaH Ha BblgenenHne [OHK wn3 100
0bpas3uoB, BKIOYast KOHTPOSIN.

TpaHcnopTHas cpeaa ¢ mykonutukom (TCM)':

Ma3KoB

OecuBeTHas XNOKOCTb

Peakmuse OnucaHue O6vem, Mn Kos-eo
TpaHcnopTHas cpeaa c [Mpo3payHas XnaokocTb 05 100 nPoBUPOK
Mykonutukom (TCM) pO30BOro LBeTa '

TpchnopTHaﬂ cpena AnAd Ma3KOB8:

Peakmuse OnucaHue O6BLeM, mn Kon-eo

TpaHcnopTHasa cpena ans [MpospayHas 05 100 NpoBUpoK

® BxoguT B cocTaB dopm kKoMmnnekTaummn 4, 5,6 n 7.
" BxoguT B cocTas hopM KomnnekTauum 4 n 6.
8 BxoguT B cocTaB dopm KoMmnnekTaumm S un 7.

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, |REF] H-1491-2-5; dopma 2:
REF| H-1492-2-2; BapwaHnT FRT ®opma 1: R-B46,

46-100-R0,2-FEP,

H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),
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BAPUAHT FEP

NMPOBEAEHUE MNMUP-UCCINIEAOBAHUA

[MLIP-nccnegoBaHne cOCTOUT U3 CrieayroLLmnx 3Tanos:

- Okctpakum4a (BbliaeneHune) OHK n3 nccnegyemblx (KMMHUYECKUX)
obpasLos;

- [lpoBegeHne amnnudmkauum;

- dnyopecueHTHasa geTekuma npoaykTos amnnmdmkaumm no
«KOHEYHOUN TOYKEX;

- WHTepnpeTtauma pesynbtaToB.

HetanbHas wHoOpmauma no npoueaype nposegeHna [1LP-
nccrnenoBaHMss B 3aBMCMMOCTM OT MCMONb3yeMoro obopynoBaHus
n3noxeHa B MeToAMYECKMX pekomeHpgaumax OSryH UWHUND
PocnoTtpebHag3opa «MccnegoBaHme KIMMHMYECKOro martepuana Ha
Hannune OHK Bo3bygutenen UMM n gpyrux nHdekuuin opraHoB
penpoayKuum MEeTO40M nupP C rmépunansaumoHHo-
donyopecueHTHOW aeTekumeny.

SKCTPAKUUA OHK N3 UCCIIEAYEMbIX OBPA3LI0OB

Ona akctpakumn (Bblgenenus) OHK mMcnonb3ytoTcsa KOMMNEKTb
peareHToB, pekomeHaoBaHHble PI'YH LIHNNG PocnoTtpebHansopa,
B COOTBETCTBMW C WHCTPYKUMEN K WCMNOSb3YyEeMOMY KOMINEKTY.
IkcTpakuma OHK n3 kaxgoro nccnegyemoro obpasua npoBoanTCs
B NPUCYTCTBUN BHYTPEHHEro KOHTporsibHOro obpasua (BKO-FL).

[Mpn wucnonb3oBaHun ¢oOpM BbiNycka Habopa 4 — 7 pgnd
akcTpakumn [OHK wncnonb3dyetcs Bxoodwmin B Habop KOMMNMEKT
peareHToB «[JHK-cop6-AM».

NMPOBEOEHUE AMIMTTIIMUGUKALIUUN

O6owmn oo bLem peakunMoHHon cmecu — 30 MKN, BKIKOYaa o0bLem
npo6bl AHK — 10 mkn.

A. MNogroTtoBka Npobupok Ans nposeaeHUa amnnudukaumm

Bbibop npobupok ana  amnnucpukaumMm  3aBUCUT  OT

ucnosnb3yemoro amnnucgpukartopa.

Ona BHeceHMsas B npobupkn peareHtoB, npo6 [OHK wu

KOHTPOSiIbHbIX 0OOpa3uoB  MUCMOSNb3YOTCA  OAHOpPa3oBbIe

HaKOHEYHUKN ¢ punbTpamu.

1. OtobpaTb Heobxogmmoe Konuyectso npodbupok c¢ MUP-
cmecbro-1-FL C.trachomatis / Ureaplasma / M.genitalium

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, |REF] H-1491-2-5; dopma 2: B46-100-R0,2-FEP,
REF| H-1492-2-2; BapwaHnT FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),
REF| H-1492-1/ 03.02.10 / cTp. 14 13 29



BAPUAHT FEP

ansa amnnuukauum JHK ncenegyemblx n KOHTPOMbHbBIX NPoO.

2. B npobupku c NMUP-cmecblo-1-FL C.trachomatis / Ureaplasma
/ M.genitalium Ha NOBEpPXHOCTb 3acCTbIBLLUENO BOCKA BHECTU MO
10 mkn TUP-cmecu-2-FL-red, npu 39TOM OHaA He [OOSKHa
npoBanueBaTbcs nofd Bock n cmelwumeaTbes ¢ NMUP-cmecbro-1-FL
C.trachomatis / Ureaplasma / M.genitalium.

3. Ceepxy nobasutb Kanmno MMHepanbHoro macna ansa NMUP (npu
ncnonb3oBaHMn amnnudpukatopa 6e3 TepmocTaTUpyemomn
KPbILLKN).

4. TpurotoBntb obpasey «®oH». [Ans atoro B npobupky ¢ MUP-
cMmecbro-1-FL C.trachomatis / Ureaplasma / M.genitalium Ha
NOBEPXHOCTb 3acTbiBlwero Bocka BHecTn 20 mkn TMUP-cmecu-
®oH-red. Ceepxy nobaBuTb Kanmnw MMHepanbHOro macrna ans
nuP (npw NCMOJS1Ib30BaHNN amnnudukaTopa oes
TEePMOCTaTUPYEMOM KPbILLIKK).

BHUMAHMUE! PeareHnt MNLUP-cmecb-®oH-red uncnosnb3yerca npu

nccnegosanHum npod [OHK, BblgeneHHbIXx € nomoulbid HabopoB

«QHK-cop6-AM» unn «QHK-cop6-B». lNpn ncnonb3oBaHum gpyrmx

HabopoB peareHTOoB Ana akctpakumm [OHK, pekomeHaoBaHHbIX

oIr'yH UHWNG PocnotpebHagsopa, HeobxoauMmo cnegoBaTth

NHCTPYKLMN K UCNONb3yeMOMY Habopy.

5. B nogrotoBneHHble npobupkn BHectn rno 10 mkn npo6 OHK,
NOMNYYEHHbIX NYTEM 3KCTPaKUMW N3  UCChedyeMblX  Unu
KOHTPOJIbHbIX 06pa3LoB.

6. locTaBUTb KOHTPOSbHLIE peakLUu:

a) oTpuuarenbHbIn KOHTponb MNMUP (K-) — BHecTn B npobupky
10 mkn AHK-6ydepa.
6) nonoxuntenbHbin KOHTponb MNMLP (K+) — BHecTn B npobupky
10 mkn NMKO komnnekcHoro.
B) oTpuuaTesribHbIW KOHTponb 3kcTpakuuu OHK (B-) — BHecTn
B Npobupky 10 mkn npobsbl, BoigeneHHon n3s OKO.
PekomeHayeTca nepeq NOCTAaHOBKOW B amMnnudukaTtop ocaguTb
Kanam  CO  CTEHOK  MnpobuMpoKk  KpaTKOBPEMEHHbIM  (1-3 C)
LeHTpUdyrmpoBaHmeM ¢ NOMOLLbIO LeHTpUdyrn/BopTekca.

b. NpoBeaeHne amnnudpukaumn

1. 3anycTutb Ha aMnnNUdUKaTope COOTBETCTBYIOLLYIO NporpaMmy
TepmoumknupoBaHna «AMnnuCeHc-1-FEP» (cm. Tabn. 1).

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, 1491-2-5; ®opma 2: B46-100-R0,2-FEP,

REF] H-1492-2-2; Bapuant FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),
REF| H-1492-1/ 03.02.10 / cTp. 15 13 29



BAPUAHT FEP

2. Korpa temnepatypa B a4enkax gocturHet 95 °C (pexum naysbl),
nocTaBuTb MNPOBUPKM B A4YenKkn amnnudumkaTopa W HaxaTtb
KHOMKY MpOJOormKeHNa nporpamMmel.

Tabnuua 1.
Mporpamma «AMnnnCeHc-1-FEP»
«Tepuyior «GeneAmp PCR System | «Gradient Palm Cycler»,
2700» «MAXYGEN»
Uukn | Tewmne- Temne- Temne-
paTtypa, |Bpems | Uuknbl | paTypa, | Bpems | Liukrnbl o~ | Bpemsa | LUnknbl
°C °C patypa, °C
0 95 [Maysa 95 MMaysa 95 MMaysa
1 95 5 MUH 1 95 5 MUH 1 95 5 MUH 1
95 2¢C 95 20c 95 2cC
2 65 5c¢ 35 65 25¢ 20 65 10 c 24
72 5c¢ 72 30c 72 10 c
95 2cC 95 20c 95 2c
3 60 10c 9 60 30c 24 60 15¢c 20
72 5c¢ 72 30c 72 10 c
95 2c¢C 95 20c 95 2c
4 60 | 10c | ' 60 | 30c | ! 60 | 15¢ | °
5 10 XpaHeHune 10 XpaHeHune 10 XpaHeHue

NMpumeyaHue. [lporpamMmbl TEPMOUMKNMPOBaAHUA ONA  OPYrux
Mogenen  amMnnuMukaTopoB  OMMCaHbI B  MeToaun4vecKux
pekoMmeHgaumax «lccnegoBaHue KIMHMYECKOro MaTepuana Ha
Hannune OHK Bo3bygutenen UMM n gpyrux nHdekuuin opraHoB
penpoayKuum MeTo40M rupP C rmopmnansaumoHHo-
donyopecueHTHOW aeTekumeny.

3. Tlo OKOHYaHUM BbLINOMHEHUSA MporpamMmMmbl  MNPUCTYNUTb K
donyopecueHTHON AeTeKUUN.

PJIYOPECUEHTHAA OETEKUUA NMPOAYKTOB

AMMITNOUKALUNN

Hdetekuma nposogutca C nomoulbio driyopecueHTHoro [MLP-
geTtekTopa (COrnacHoO WHCTPYKUMW K UCMNONb3yeMomy npubopy)
nyTeM U3MEPEHUSs MHTEHCUBHOCTM (ONTyOPEeCLIEHTHOro curHana no

YeTblpeM KaHanam:

- no kaHany FAM (unn aHanorMyHomy, B 3aBUCUMOCTWN OT MOAENN
npubopa) perncTpupyeTcsi CUrHam O HakKonfeHun npoaykTa
amnnudpukauymmn gparmerHta JHK Chlamydia trachomatis;

- no kaHany HEX (nnu aHanornyHomy, B 3aBUCUMOCTM OT MOAENN
npubopa) perncTpupyeTcss curHasm O HaKOoMfeHun npoaykra

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, H-1491-2-5; ®opma 2: B46-100-R0,2-FEP,

REF] H-1492-2-2; Bapuant FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),
REF| H-1492-1/ 03.02.10 / cTp. 16 13 29



BAPUAHT FEP

amnnndpukaumm OHK Ureaplasma spp. (BugoB Parvum wu
Urealyticum);

- no kaHany ROX (Mnu aHanorn4Homy, B 3aBUCUMOCTWN OT MOAeNn
npubopa) perncTtpupyeTcsi curHam O HakKonneHun npoaykra
amnnndgukaummn OHK Mycoplasma genitalium;

- no kaHany Cy5 (nnn aHanorM4yHomy, B 3aBUCUMOCTU OT MOZenun
npubopa) perncTtpupyeTcsi curHam O HaKoMfeHuM npoaykra
amnnudpukayumn OHK BKO.

BHUMAHWUE! [Oo npoBegeHuss p[geTtekuMnm B NpPOrpaMmmMHOM

obecneyeHun T[ILP-peTtektopa AOOMKHbI ObITb BHECEHbl W

COXpPaHeHbl COOTBETCTBYHLLME HACTPOUKN — CM. BKnagbiw K MMLP-

KOMMNEKTY, a Takke metoamndeckne pekomeHgauum ¢ryH LLHANS

PocnoTtpebHag3opa «WccnegoBaHme KIMMHMYECKOro martepuana Ha

Hannume OHK Bo3byautenen UMMM n gpyrnx nHpekumin opraHos

penpoayKuum MEeTOO0M nupP C rmépuansaumoHHo-

donyopecueHTHOW aeTekumeny.

UHTEPIMPETALUA PE3YIIbTATOB
[TonlydeHHble pe3ynbTaTtbl UWHTEPNPETUPYOT Ha OCHOBaHWUU

OaHHbIX 00 ypoBHe doNyOpeECUEHTHOroO CurHana OTHOCUTENbHO

doHa Mo CcooTBETCTBYIOLWMM KaHanam As1s1 KOHTPOSIbHbIX 06pa3suoB

n npob [OHK, nony4vyeHHbIX nyTeM 3KCTpakuuuM u3 KIIMHUYECKUX

obpasuoB. VHTepnpeTauus npousBOAUTCA aBTOMATUYECKN C

MOMOLLIbIO NporpamMmmMHoro obecneyeHust UCnonb3yemoro npudopa.
[MpyHUMN MHTepnpeTauumn pe3ynbTaToB CrefyoLLnn:

- AHK Chlamydia trachomatis obHapyxeHa, ecnv ana gaHHoun
NpoObbl curHan no kaHany FAM Bbille YCTaHOBIIEHHOro AJs
9TOr0  KaHama MnoporoBoro  3Ha4YeHUa  MOJSIOKUTESIbHOIO
pesyrnbTaTta;

- OHK Ureaplasma spp. (eudoe Parvum wunu Urealyticum)
oOHapyXxeHa, ecnn ans gaHHonm npobbl curHan no kaHany HEX
Bbllle YCTAHOBIIEHHOr0 [Ans 9TOr0 KaHama noporoBoro
3Ha4YeHus;

- OHK Mycoplasma genitalium obHapyXeHa, ecnu ans gaHHOW
npobbl curHan no kaHany ROX Bbllwe YCTaHOBMEHHOrO And
9TOr0  KaHama MoporoBoro  3HayeHuUs  MOJSIOKUTESIbHOIO
pesyrnbraTta;

- AHK Chlamydia trachomatis, Ureaplasma spp. wu
BapuaHt FEP ®opma 1: B46-100-R0,5-FEP, H-1491-2-5; ®dopma 2: B46-100-R0,2-FEP,
REF] H-1492-2-2; Bapuant FRT ®opma 1: R-B4 H-1491-1-2; ¢opma R-B46-F(RG,iQ),
REF] H-1492-1 / [VER] 03.02.10 / ctp. 17 13 29
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Mycoplasma genitalium He oBHapyXeHbl, ecnu Ans AaHHOW
npobbl curHan no kaHanam FAM, HEX wn ROX Huxe
YCTAHOBMEHHbIX AN 3TUX KaHaroB MOPOroBbIX 3HAYeHUN
oTpuuaTesnibHOro pesynbTtaTta, a curHan no kaHany Cy5 Bbiwwe
YCTaHOBJIEHHOIO NOPOroBOro 3HAYEHUS;

- pesynbTaT aHanu3a HeBanuAHbIA, ecnu Ans gaHHou npoObl
cUrHas rno BCEM YeTbIpeEM KaHanam HWXKe YCTaHOBMEHHbIX ONS
9TUX KaHanoB NOPOroBbIX 3HAYEHUN;

- pesynbTaT aHann3a COMHMUTErNbHbIN, eCNX ANa JaHHOW Npo6bl
curHan no kaHany FAM wnm (M) no kaHany ROX Bblwe
YCTA@HOBJIEHHOIO  MOPOroBOr0  3Ha4YeHUs1  OTpuUaTEeSNbHOro
pesynbTarta, HO HWXe MOPOroBoro 3HayYeHWsl MONOXUTESIbHOro
pesynbTata (curHanm  HaxoOuTcsl  Mexay  MoporoBbiMU
3Ha4YEeHUSMMN).

Ecnu gna npobbl nonyyeH HeBarMAHbLIA UM COMHUTESbHbIN
pes3ynbTar, TpebyeTcs NOBTOPUTb [MUP-nccnepnosaHue
COOTBETCTBYHOLLEro KNUHN4eckoro obpasua.

PesynbTtaTt lLUP-nccnepgoBaHns cumtaetca AOOCTOBEPHbLIM,
ecnu nony4eHbl npaBuUnbHbIE pe3ynbTaThbl ans
NOJIOXXNUTENbHOro " oTpuuaTenbHOro KOHTpOseu
aMmnnupumkaumMm M oTpULaTEeNbHOro KOHTPOJSIA 3JKCTpaKuuu
OHK, B cooTBeTCcTBMMU C TAON. 2.

Tabnuua 2.
Pe3ynbTaTbl AN KOHTpoONen pa3nnyHbix atanos lNLP-aHanun3a
O603HayeHue
KOHT- KoHTponupyembin CurHan CurHan | CurHan no | pesynbTata B
onb atan MNUP- no KaHanam no KaHany KaHany nporpammax
P nccrnenoBaHusi FAM un ROX HEX Cy5 HEKOTOpbIX
OeTeKToOpoB
H“m:HggggazBoro Huxe Bbiwe
B- OkcTtpakumsa OHK OTPULIATENLHONO NOPOroBoOro | NOpPoroBoro | «—» unm «OK»
3Ha4yeHus1 | 3Ha4YeHus
pesynbTaTta
Hwuxe noporosoro Huke Huke
3Ha4eHus
K- nupP NMoOpOroBoro | NOPoOroBoro «HO»
oTpuLaTeSNIbHOIO
3Ha4yeHMs1 | 3Ha4YeHus
pesynbTaTta
Bb'u;i;f::;:mro Bbiwe Bbiwe
K+ nupP MOPOroBoro | NOPorosoro | «+» unm « OK»
NOMNOXUTENBHOIO
3Ha4yeHMs1 | 3Ha4YeHus
pesynbTarta

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, |REF] H-1491-2-5; dopma 2: B46-100-R0,2-FEP,
H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),
REF| H-1492-1/ 03.02.10 / cTp. 18 M3 29
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BHUMAHMUE!

1. Ecnu gna nonoxutenbHoro koHTpons [TUP (K+) curHan no
kaHanam FAM un (unn) HEX, n (mnn) ROX HmXe noporosoro
3Ha4YeHus NOMOXUTENBHOIo pesyrnbTara, HeobxoaAnMo
NOBTOPUTb amnindukaumio U geTekumio Ans Bcex obpasuos,
ANda KOTOpbIX, COOTBETCTBEHHO, curHan no kaHanam FAM u
() HEX, n (unn) ROX HwKe noporoBoro 3HayeHud
NONOXUTENBbHOro pesyrbTara.

2. Ecnin pna otpuuartenbHoro KoHTpons akctpakumm [OHK (B-)
n/vnn otpuuateneHoro koHTpons MNUP (K-) curHan no kaHanam
FAM unn (n) HEX, nnn (n) ROX, Bblle NOporoBoro 3HavyeHus
NONOXUTENBbHOIO pe3ynbTtaTta, Heobxoaumo nosTopuThb [LP-
nccriegoBaHne  ans Bcex  obpasuoB, And KOTOpbIX,
COOTBETCTBEHHO, CUrHamn no kaHanam FAM mnnu (n) HEX, unn (un)
ROX BbllWe NOPOroBoro 3Ha4eHUs NONoXnTenbHOro pesynsraTa.

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, |REF] H-1491-2-5; dopma 2: B46-100-R0,2-FEP,

REF] H-1492-2-2; Bapuant FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),
REF| H-1492-1/ 03.02.10 / cTp. 19 M3 29
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BAPUAHT FRT
COCTAB

Komnnekr peareHTOB

«MUP-komnnekT»

BapumaHt FRT -
KOMMSIEKT peareHtoB ang amnnndpukaumm dparmentos [OHK
Chlamydia trachomatis, Ureaplasma (Bugos Parvum u Urealyticum)
n Mycoplasma genitalium ¢ rMbpuansaynoHHO-GNYyOpPECLEHTHOMN
OEeTEKUNEN B PEXMME «peanbHOro BpEMEHN» — BKITKOYAET:

Peakmuse OnucaHue O6BLemM, mn Kosn-eo
NnuP-cmecb-1-FL Moo30auHas 6ecLBeTHAS 110 npobupok
C.trachomatis / Ureaplasma/ po3p 4 0,01 obbemom

o XNOKOCTb

M.genitalium 0,2 mn

NMuP-cmecb-2-FL-red lpospauHas xuakocTe 1,1 1 npobupka
KpacHoro ugeta

MKO komMnneKkCHbIN 2p03pa‘-lHa$I 0,2 1 npobupka

ecLBeTHas XNOKOCTb

lMpospayHasd

BHK-6ycpep BecuBeTHas XNOKOCTb 0.5 1 npobupka

Komnnekr peareHTOB paccyutaH Ha nposefeHne 110 peakuyum
amnnudunkaunm, BKIto4ast KOHTPOSIN.

Komnnekt peareHTtoB «[lLUP-komnnekt» BapunaHt FRT-100 F —
KOMMSIEKT peareHtoB Ang amnnndpukaumm dparmenHtos [OHK
Chlamydia trachomatis, Ureaplasma (Bugos Parvum u Urealyticum)
n Mycoplasma genitalium c rmbpunansaymMoHHO-pIyopecUEHTHON
OeTekumen B pexxmmMe «peanbHOro BpeMeHn» — BKNKYaeT:

Peakmue OnucaHue O6BLeM, mn Kon-eo
MUP-cmeck-1-FL MpospayHas 6ecuBeTHast
C.trachomatis / Ureaplasma/ 1,2 1 npobupka
o XNOKOCTb

M.genitalium

MuUP-cmecb-2-FRT Mpospaukas 0,3 2 npobupkun
OecuBeTHas XXUAOKOCTb
lMpospayHasa

Monumepasa (TagF) BECLBETHAS KUKOCTb 0,03 2 npobupkm

MKO kKomnneKcHbIN MNpospaukas 0,2 1 npobupka
GecuBeTHas XNOKOCTb
lNpo3payHasa

BHK-6ycpep 6ecuBeTHas XNOKOCTb 0.5 1 npobupka

Komnnekr peareHToB paccuyutaH Ha nposegeHve 110 peakuyumn
amnnuduKaunm, BKIIoHas KOHTPOSIN.

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP,

-1491-2-5; ®dopma 2:

B46-100-R0,2-FEP,

REF] H
REF| H-1492-2-2; BapwaHnT FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),
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KomnnekTt peareHTtoB «[lLP-komnnekT» BapunaHt FRT-1000 F —
KOMMSIEKT peareHtoB ansa amnnndpukaumm dparmenHtos [OHK
Chlamydia trachomatis, Ureaplasma (Bugos Parvum u Urealyticum)
n Mycoplasma genitalium c rMbpuansaynoHHO-GNYOPECLEHTHOMN
OeTekumen B pexxmmMe «peanbHOro BpeMeHn» — BKNKOYaeT:

Peakmue OnucaHue O6BLemM, mn Kon-eo
NUP-cmeck-1-FL Mpo3pauHas 6ecuBeTHas
C.trachomatis / Ureaplasma/ PO3p H 1,2 10 npo6upok
o XMOKOCTb
M.genitalium
MUP-cmecb-2-FRT Mpo3paviras GecupeTHas 1,2 5 npobupok
XWOKOCTb
Monumepasa (TagF) lpospaunas becuseTHas 0,12 5 npobupok
XWNOKOCTb
NMKO komMmnneKCcHbIN lpospaunas becuseTHas 1,0 1 npobupka
XMOKOCTb
i MpospayHas becuBeTHast
OHK-6ydep KIKOCTD 0,5 2 npobupku

KomnnekT peareHToB paccuutaH Ha npoBegeHne 1100 peakuun
amnnmdurkaunm, BKNOYas KOHTPOM.

Komnnexkt peareHtoB «[JHK-cop6-AM» BapuaHT 100° — komnnekTt
peareHToB ansd BblgeneHnsa OHK v3 knnHuyeckoro matepuana —

BKJTHOYaeT:
Peakmuse OnucaHue O6BLemM, mn Kon-eo
g Mpo3payvHasa 6ecuBeTHas
NMnaupyrowmm pacteop KUAKOCTD 30 1 dpnakoH
OTMbIBOYHbLIN pacTBOp MNpospavHast becuseTHas 100 1 cbnakoH
XNOKOCTb
Cop6eHT yHuBepcanbHbIN CycneHsunga 6ernoro useta 1,0 2 npobupkun
i [Mpo3payvHasa 6ecuBeTHas
TE-6ydep ana anrouuu AHK KATKOCTS 5,0 2 Npodupkun

K komnnekTy peareHTtoB «[JHK-cop6-AM» npunaratotcs crnegyoouwme

peareHThl.
Peakmue OnucaHue O6BLemM, mn Kon-eo

BKO komMmnneKcHbIN MNpospaunas beclpeTHas 1,0 1 npobupka
XNOKOCTb

BKO-FL [Mpo3payvHasa 6ecuBeTHas 1.0 1 npoBupka
XNOKOCTb

OKO MpospayHaga becuBeTHas 1.2 1 npoBupka
XNOKOCTb

Komnnekr peareHTOB paccumtaH Ha BblgeneHne [OHK wn3 100

° BxoguT B cocTaB dopm komnnekTaumm 4, 5,6 n 7.
BapuaHt FEP ®opma 1: B46-100-R0,5-FEP, H-1491-2-5; ®dopma 2: B46-100-R0,2-FEP,
REF] H-1492-2-2; Bapuant FRT ®opma 1: R-B4 H-1491-1-2; tbopma R-B46-F(RG,iQ),
REF] H-1492-1 / [VER] 03.02.10 / ctp. 21 13 29
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0b6pa3uoB, BKIOYasi KOHTPOSIN.
TpaHcnopTHasa cpeaa ¢ mykonutukom (TCM)™:

Peakmuse OnucaHue O6BLemM, mn Kon-eo
TpaHcnopTHasa cpepa ¢ lMpospayHas XMAKOCTb 05 100
MyKonuTukom (TCM) pPO30BOro LBeTa ' npobupok

TpaHcnopTHas cpeAa ANA Ma3KoB™

Peakmus OnucaHue O6BLemM, mn Kosn-eo
TpaHcnopTHaa cpena ans lMpo3payvHaga 6ecuBeTHas 05 100
Ma3KoB XWOKOCTb ' npo6upok

NMPOBEOEHUE NUP-UCCNEOOBAHUA

[MLP-nccnegoBaHne cOCTOUT U3 CrieayroLmnx 3Tanos:

- OkcTtpakumsa (BbliaenerHune) AHK na nccnegyembix obpasuos;

- llpoBegeHne amnnndmkaumm ¢ priyopecueHTHON AeTeKunen B
pexmnMme «peanbHOro BpeMeHN»;

- AHanus n nHTepnpeTauus pesynbLTaTos.

HetanbHasa wHopmauua no npouenype nposegeHna [1LIP-
nccnegoBaHMd B 3aBUCUMOCTM  OT  TMna  MCMOSIb3yeMOoro
obopyaoBaHus U3NoXeHa B MeToaunveckmx pekomengaumsax OryH
LUHUNG  PocnotpebHagsopa «WccnegoBaHne — KITMHUYECKOrO
matepnana Ha Hanuuue [OHK Bosbygutenen WM wn gpyrux
NHEKLUNN opraHoB penpoayKuum MeTo40M MupP C
rmopunansaumnoHHO-PIyopeCcUEHTHOM OETEKLMEN Y.

SKCTPAKUUA OHK U3 UCCNEOYEMbIX OBPA3LIOB

Onsa akctpakummn (BblgenexHnsa) [OHK wcnonb3ytotcs Habopbl
peareHToB, pekomeHagoBaHHble PI'YH LIHUNG PocnotpebHansopa,
B COOTBETCTBUM C WHCTPYKUMEW K unCnonb3yemomy Habopy.
IkcTpakumo OHK mn3 kaxgoro knnHuveckoro obpasua npoBoanTcs
B MPUCYTCTBUN BHYTPEHHEr0 KOHTpONbHOro obpasua — BKO-FL.

[Mpn ncnonbe3oBaHun popMm Bbinycka Habopa 4-7 onga aKCTpakumm
OHK ncnonb3yeTtcs Bxogawmm B Habop komnnekt peareHToB «AHK-
cop6-AM»y.

19 BxoguT B cocTas hopm KomnnekTauum 4 n 6.
! BxoguT B cocTas hopM KomnnekTauum 5 n 7.

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, |REF] H-1491-2-5; dopma 2: B46-100-R0,2-FEP,
REF| H-1492-2-2; BapwaHnT FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),
REF| H-1492-1/ 03.02.10 / cTp. 22 13 29
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NPOBEOEHUE AMMITIM®UKALNU C OETEKLUMEN B PEXXUME
«PEAJIbHOIO BPEMEHW»

A. lNMoarotoBka Npobupok ansa nposeaeHUa amnnudukaumm

Bbibop npobupok agna amnnudpukaumm  3aBUCUT  OT
ucnosnb3yemoro amnnucpukatopa ¢ CUCTEMON [eTeKuMn B
pexunme «peanbHOro BpeMeHmu».

Ona BHeceHMsas B nNpoOupkn peareHtoB, npo6 OHK wu
KOHTPOSIbHbIX O0Opa3uoB  MUCMNOSb3YTCA  OAHOpa3oBbIe
HaKOHEeYHUKN ¢ hunbTpamm.

A1. MNMoaroToBKka NpPoOMPOK AnNA npoBeaeHUs amnnucpukauum
npu nomowm Komnsriekta peareHtoB «lLP-komnnekT» BapuaHT
FRT

O6owmn o6Lem peakuMoHHOM cmecu — 30 MKN, BKIOYasa oobem

npo6bi AHK — 10 mkn.

1. Otobpatb Heobxogmmoe Konuyectso npodbupok ¢ MUP-
cmecblo-1-FL C.trachomatis / Ureaplasma / M.genitalium
ansa amnnudukauun HK nccnegyemblx  KOHTPOMbHbBIX NPOD.

2. Ha nosepxHocTb Bocka BHectu no 10 mkn TLUP-cmecun-2-FL-
red, npyu 3TOM OHa He [OOSHKHA MpPoBanMBaTbCA NOA4 BOCK U
cmewmBatbca ¢ MUP-cmecbro-1-FL  C.trachomatis /
Ureaplasma / M.genitalium.

3. B nogrotoBneHHble npobupkn BHectn no 10 mkn npo6 AOHK,
NONy4YeHHbIX B pes3ynbTaTe 3KCTpakuuuM U3 uccriegyemblx unm
KOHTPOJIbHbIX 06pa3LoB.

4. TlocTaBUTb KOHTPOSIbHbIE peakumn:

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

6) nonoxutenbHbIn KOHTponb NUP (K+) — BHecTn B npobupky
10 mkn NMKO KomnrneKkcHoro.

B) oTpuuaTenbHbIX KOHTponb 3KkcTpakumum [OHK (B-) -
BHecTU B npodbupky 10 Mkn npoOsbl, BelaeneHHom n3 OKO.

A2. MNMopgroTtoBka NpoOUpPOK ANA npoBeaeHUA amnnucpukaumn
npuv nomowm Komnnekra peareHToB «lLP-komnnekT» BapnaHT
FRT-100 F u FRT-1000 F

Oowmn 06 bLEM peakLMOHHON cMecH — 25 MKN, BKIKOYaa 00bLem
npo6bl AHK — 10 mkn.

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, |REF] H-1491-2-5; dopma 2: B46-100-R0,2-FEP,
REF| H-1492-2-2; BapwaHnT FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),
REF| H-1492-1/ 03.02.10 / cTp. 23 M3 29
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1.

o O

Pasmopoautb npobupky ¢ [UP-cmecb-2-FRT. [lepemewarts
cogepxxumoe npobumpok ¢ peareHtamun  MUP-cmecb-1-FL
C.trachomatis / Ureaplasma / M.genitalium, MMUP-cmecb-2-
FRT, nonumepa3sa (TaqF) n ocagntb kannu KpaTKOBPEMEHHbLIM
LueHTpudpyrmposaHmnem (1-2 ¢) ¢ noMoLbo LeHTpudyrn/BopTekca.

. OTobpaTtb HeobXxoaMMOe KONMMYEeCTBO NPOBMPOK MMM CTPUMOB

ansa amnnugukauum HK ncenegyemblX n KOHTPOMbHbBIX NPoO.

Onsa nposegeHnsa N peakuun (Bknodas 2 KoHTtponsa [1LP)

cMmewaTb B otaenbHon npodbupke 10*(N+1) mkn MUP-cmecun-1-FL

C.trachomatis / Ureaplasma / M.genitalium, 5,0*(N+1) mkn

NMUP-cmecn-2-FRT 1 0,5*(N+1) mkn nonumepasbl (TaqgF).

[lepemewlats MOArOTOBMIEHHYKD CMeCb W OCaauUTb  Kanmu

KpaTKOBPEMEHHbIM LeHTpUdyrmpoBaHmem c MOMOLLIbIO

LueHTpudyru/soptekca (1-2 c.).

BHecTn B Kaxgyto npobupky no 15 MK nogrotoBreHHON CMeCH.

B nogrotoBneHHble npobupkn BHectn no 10 mkn npo6 OHK,

MOSTYYEHHbIX B pesynbTaTe 3KCTpakuMm U3 uccnegyembiX Unu

KOHTPOJIbHbIX 06pa3LoB.

[MoCcTaBUTb KOHTPOSbHbIE peaKLni:

a) otpuuartenbHbin KoHTponb lMLUP (K-) — BHecTn B npobupky
10 mkn AHK-6ydepa.

6) nonoxutenbHbin KOHTponb MNLUP (K+) — BHecTn B npobupky
10 mkn MNMKO komnnekcHoro.

B) oTpuuaTenbHbIA KOHTponb 3KcTpakuum [OHK (B-) -
BHecTU B npobupky 10 mkn npobbl, BbiaeneHHon ns OKO.

b. lMpoBegeHne amnnudumkaumm c pAOeTeKuMen B pexume
«peanbHOro BpeMeHn»

1.

3anporpammupoBaTtb npubop (amnnndukatop C CUCTEMOM
OeTeKUUn B pexume «pearibHOro BpeMeHW») Af1s BbINOSIHEHMS
COOTBETCTBYHOLLEN MNpOrpaMmmbl amMniandukauum mn OeTekuum
donyopecueHTHOro curHana « AmMnnmCeHc-1» (cm. Tabn. 3).

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, |REF] H-1491-2-5; dopma 2: B46-100-R0,2-FEP,
REF| H-1492-2-2; BapwaHnT FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),

REF| H-1492-1/ 03.02.10 / cTp. 24 13 29
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Tabnuua 3.
Mporpamma «AMnnuCeHc-1»
Mpu6opbl poTopHoro Tuna 2 Mpu6opbl nnaHweTHoro Tuna =
Livkn Yucno Yucro
Temnepa- Temnepa-
o Bpems NoBTOPOB o Bpewmsi NoBTOPOB
Typa, °C Typa, °C
LIMKIIOB LMKIIOB
1 95 15 MWH 1 95 15 MWH 1
95 5¢ 95 5c¢
2 60 20c 5 60 20c 5
72 15 ¢ 72 15 ¢
95 5¢C 95 5¢C
20c 30c
3 60 aeTekums 40 60 aeTekuus 40
donyopecu. donyopecu,.c
curHana urHana
72 15 ¢ 72 15 ¢

HeTtekuma priyopeCcueHTHOro curHana HasHadaeTcd no KaHanam
aona dpnyopodopos FAM, JOE, ROX n Cy5 (npyu ogHOBPEMEHHOM
NpOBEAEHUN OPYrNX TECTOB Ha3HayaeTcsa OeTekuus M rno gpyrum
NCNOSIb3yEMbIM KaHaram)

2. YcTaHOBUTL MNPOBUMPKM B  SA4YENKM pPeakuMOHHOro MoAayns
npubopa.
3. 3anyctntb  BbINOSIHEHME  MporpaMmbl  amnandukaumm ¢

netekunen dpnyopecueHTHOro cmrHana.
4. 10 OKOHYaHWU BLIMOSTHEHMA MPOrpaMmmbl MPUCTYNUTb K aHannay
pe3ynbTaToB.

AHAIMIN3 U UHTEPNPETALUA PE3YJIbTATOB
AHanu3 peasynbTaToB MPOBOAAT C MNOMOLLbO MPOrpaMMHOro

obecneyveHnsa ucnonbdyemoro npubopa ans nposegeHus [LUP ¢

OeTEKUMEN B pPEXUME «pearibHOro BpPeMEHW». AHanmMaupyoT

KpUBbIE HaKOMEHMUA (PIrIyOPECUEHTHOrO CuUrHana no YeTblpeM

KaHanam:

- no KaHany ana dnyopodopa FAM pernctpmpyetcda curHan,
CBUOETENbCTBYHOLLMA O HAKOMMNEHUU MpoayKTa amMniandukaumnm
dparmeHTa [JHK Chlamydia trachomatis;

- no kaHany gns dnyopodopa JOE peructpupyetcsa curHan,

2 Hanpumep, «Rotor-Gene 3000» «Rotor-Gene 6000», «Rotor-Gene Q» Unn aHanormyHble.
¥ Hanpumep, «iCycler», «iQ5», «Mx3000P», «Mx3000», «AT-96» 1nu aHanornyHble.

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, H-1491-2-5; ®opma 2: B46-100-R0,2-FEP,
REF| H-1492-2-2; BapwaHnT FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),
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BAPUAHT FRT

CBUOETENbCTBYHOLMA O HAKOMMNEHUU MpoayKTa amMniandukaunm

NHK Ureaplasma spp. (sudos Parvum u Urealyticum);

- no kKaHany gna dnyopodgopa ROX peructpupyetca curHan,
CBUOETENbCTBYHOLUA O HAKOMMNEHUU MpoayKTa amMnindukaunm
AHK Mycoplasma genitalium;

- Nno KaHany anga dnyopodopa CydS pernctpupyerca curHan,
CBUOETENbCTBYHOLMA O HAKOMMNEHUM NMpoaykra amnnudpukayum
OHK BKO.

PesynbTaTbl MHTEPNPETUPYIOTCS HA OCHOBAHUM Hanmuumsa (Unu
OTCYTCTBUSA) nepeceYyeHns KpUBOW donyopecueHumn C
YCTaHOBNIEHHOW Ha COOTBETCTBYHOLLEM YPOBHE MOPOroBON NUHUEN,
4YTO onpeaenser Hanuume (UM OTCYTCTBME) AN AaHHOM NpoOobI
OHK 3Ha4eHust noporosoro uukna «Ct» B cOOTBETCTBYOLWEN rpade
B Tabnuue pesynbTaToB.

[MpyHUMN MHTepnpeTaunn pe3ynbTaToB CrieayroLWwmi:

- OHK Chlamydia trachomatis obHapyxeHa, ecnn ang gaHHOW
npobbl B Tabnuue pesynbTaTtoB No KaHany ans donyopodopa
FAM onpeneneHo 3HayeHwe noporosoro uukna Ct. MNpu aTtom
KpuBasa donyopecueHuMn gaHHOW npolbl OOSMKHaA nepecekaTb
NOpOroByto NNHUIO Ha y4yacTtke XapaKkTepHOoro
SKCMOHeHUnanbHoro nogbema gonyopecueHumu;

- OHK Ureaplasma spp. (eudoe Parvum wunu Urealyticum)
oOHapyXxeHa, ecnu Ansa gaHHOW NpoObl B Tabnuue pe3ynbLtaTtos
no kaHany pgna pgetekumn dnyopodopa JOE onpeneneHo
3HayeHne noporogoro uukna Ct. [lpu 3tom KpuBas
dnyopecueHuMn  gaHHOM  NpoObl  OOfMKHA  nepecekaTb
NOpOroByto NNHUIO Ha y4yacTtke XapaKkTepHOoro
9KCMOHeHUunanbHoro nogbema goyopecueHumn;

- OHK Mycoplasma genitalium obHapyXxeHa, ecnu aAns gaHHOW
npobbl B Tabnuue pes3ynbTaToOB MO KaHany Ans getekumu
donyopodopa ROX onpenernieHo 3HayeHue MoporoBoro uukna
Ct. lNpun aTom KpuBaga hnyopecueHUNn gaHHOM NpoObl AoMmKHA
nepecekatb [MOPOroOBYKD JIMHUIO Ha Yy4acTKe XapaKTepHOoro
9KCMOHeHunanbHoro nogbema onyopecueHunuy;

- OHK Chlamydia trachomatis, Ureaplasma spp. wu
Mycoplasma genitalium He oOGHapyXeHbl ecnu Ans AaHHOW
npobbl B Tabnuue pes3ynbTaToB COOTBETCTBEHHO MO KaHanam

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, H-1491-2-5; ®opma 2: B46-100-R0,2-FEP,

REF] H-1492-2-2; Bapuant FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),
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ana  dnyopocgopoe FAM, JOE u ROX He onpegeneHo
(oTcyTtcTBYeT) 3HadeHue noporosBoro umkna Ct (kpuBad
donyopecueHUMn He nepecekaeT MNOPOroByk JIMHUIKO), a B
Tabnuue pesynbTatoB No kKaHany ans dnyopodopa Cy5
onpegeneHo  3HadeHMe  noporosoro  uumkna  Ct,  He
npesbllLatoLee ykazaHHoe (rpaHUYHOE) 3HaYEHNE;

- pesynbTaT aHanusa HeBanUAHbIWU, eCnNu ONs AaHHOM Npolbl He
onpegeneHo (OTCyTCTBYeT) 3HayeHue noporosoro uukna Ct no
KaHany gnga getekuun donyopodopa Cy5 m no kaHanam ans
dnyopodgopoe FAM, JOE n ROX. B atom cnyyae TpebyeTtcs
nostopHo nposectn [1LP-nccnenosaHne cooTBETCTBYHOLWLENO
KNMHU4Yeckoro obpasua;

BHUMAHWE! [paHn4dHble 3HadeHus Ct ykasaHbl BO BKagblle K
[MUP-komnnekTy. CM. Takke meTtogmveckne pekomeHpauumn OIryH
LUHUNG  PocnotpebHagsopa «WccnegoBaHne — KITMHUMYECKOrO
matepuana Ha Hanunune [OHK Bosbyautenen WIIMIT n gpyrux
NHMEKUNN opraHoB penpoayKuum MeToL0M MLP C
rmopunansaumnoHHO-PIyoOpeCUEHTHON OeTEKLMNEN .

Pesynbtat lLP-uccnepgoBaHnsa cumtaeTcsi AOCTOBEPHbIM,
ecnu nony4eHbl npaBuUnbHbIE pe3ynbTaThbl Ans
NMOJIOXXNUTENbHOro " oTpuuaTenbHOro KOHTpoOseu
aMmnnupumkaumMm M oTpuULaTeNbHOro KOHTPOJSIA 3KCTPaKuuu
OHK, B cootBetcTBUM C Tabnuuen OLEHKU pe3ynbTaToB
KOHTPOSbHbIX peakuun (Tabn. 4).

Tabnuua 4.
Pe3ynbTaTbl A58 KOHTPONEn pa3nnyHbix atanos lNLP-aHanun3a
. 3HaveHue noporoBoro uukna, Ct
KoHTponupyembin
KoHTponb atan MNUP- no KaHany ans
no KaHany ans
nyopocopoB FAM,
uccrnenoBaHus dony ?O(é) RF:OX dnyopodopa Cy5
B- OkcTpakumsa AHK 3Ha4veHne oTcyTCcTBYET OnpepeneHo shadeHue
MEHbLLE rPaHN4YHOro
K- nupP 3HayeHne oTcyTCTBYET 3HayeHne oTcyTCTBYET
K+ nup OnpepgeneHo 3HayeHne OnpepgeneHo 3HayeHne
MEHbLLUE rPaHNYHOro MEHbLLE rPaHNUYHOro
BHUMAHUE!

1. Ecnn pgna nonoxutenbHoro KoHTpona [UP (K+) 3HaveHwue

NoporoBoro uukrna no kaHanam FAM n (unu) HEX, un (unn) ROX
BapuaHt FEP ®opma 1: B46-100-R0,5-FEP, H-1491-2-5; ®dopma 2: B46-100-R0,2-FEP,
REF] H-1492-2-2; Bapuant FRT ®opma 1: R-B4 H-1491-1-2; ¢opma R-B46-F(RG,iQ),
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OTCYTCTBYET WM [peBblllaeT  rpaHM4yHOEe  3HayeHwue,
HeobxoaMMO MNOBTOPUTL aMnnndukauuo ans Bcex obpasuos,
0N KOTOPbIX OTCYTCTBYeT 3HayeHMe MnoporoBoro LMKNa,
COOTBETCTBEHHO, No KaHanam FAM n (unn) HEX, n (nnn) ROX,

2. Ecnn gna oTtpuuaTtenbHoro KoHTponsa akctpakumm OHK (B-)
nnn/n otpuuatenoHoro koHTtpons lUP (K-) no kaHanam FAM
n/vnn HEX n/vnn ROX 3adukcmpoBaHo 3Ha4YeHMe NOPOroBoro
uukna Ct, Heobxogmmo noBTopuThb [MLUP-nccnepgosanve ans
BCcex o00pas3uoB, [OnNs KOTOpbIX oOnpedenieHo  3HadeHue
NOPOroBOro LMkKria, CooTBeTCTBEHHO, NO KaHanam FAM wnu (n)
HEX, nnn (n) ROX.

BapuaHT FEP ®opma 1: B46-100-R0,5-FEP, |REF] H-1491-2-5; dopma 2: B46-100-R0,2-FEP,
REF| H-1492-2-2; BapwaHnT FRT ®opma 1: R-B46, H-1491-1-2; ®opma 2: R-B46-F(RG,iQ),
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CPOKIoaHOCTW. YCNNOBUA TPAHCINOPTUPOBAHUA U
XPAHEHUA

Cpok rogHocTn. 9 mec. Habop peareHTOB C WUCTEKLWNM CPOKOM
rOOHOCTU NPUMEHEHUIO HE NOLNEXMNT.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNOPTMPOBATbH MNPU
Temnepatype ot 2 oo 8°C He 6onee 5 cyrt. «[MLUP-komMnnekT»
BapyuaHt FRT-100 F wn FRT-1000  F npum nonyyeHun
pa3yKoOMMSIEKTOBATb B COOTBETCTBUM C YKa3aHHbIMU TemrnepaTypamu
XpaHeHUSI.

XpaHeHue. Habop peareHTOB XxpaHUTb Npu TemnepaTtype OT 2 A0
8 °C. MNuP-cmecb-1-FL C.trachomatis / Ureaplasma / M.genitalium
XpaHUTbL B 3awmueHHoMm oT cBeTa mMmecte. [NLUP-cmecb-2-FRT wu
nonumepasy (TagF) XpaHuUTb Npu TemnepaType He Bble MUHYC
16 °C.

YcnoBua otnycka. [Onsa  neyebHo-npodunakTuyecknx  u
CaHUTaPHO-NMPOPUITAKTUYECKNX YYPEXOEHUN.

Peknamaumn Ha kayectBo Habopa peareHtoB «AmMnnuCeHc®
C.trachomatis / Ureaplasma / M.genitalium-MYNbTUMPANM-
FL» Hanpaenate B agpec PIYH [ocynapcTBeHHbI HayyHO-
nccregoBaTenbCkMM  MHCTUTYT — CTaHdapTmsaumMm U KOHTPONS
MeaOuUMHCKMX Buonorndeckux npenapatoB um. J1.A. Tapacesuua
PocnotpebHagsopa (119002 r. MockBa, nep. CuBueB Bpaxek, A.
41), Ten./dpakc (499) 241-39-22, a TakkKe Ha npegnpusTne-
narotoeutens PryH UHWUNS PocnotpebHagsopa (111123 .
MockBa, yn. HoBormpeeBckas, g. 3a), ten. (495) 974-96-42, dakc
(495) 305-54-23, e-mail: obtk@pcr.ru u B oTaen no paboTte cC
peknamaunamMm n opraHmsaumm obydeHus Ten. (495) 925-05-54,
dakc (495) 916-18-18, e-mail: products@pcr.ru.
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