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Ha6op pna onpepeneHus Mmytauun B reHe 23S pPHK Chlamydia
trachomatis B nosmumusax 2057 n 2058

Kar. N2 SNP-CT2057/2058-100

HasHaueHue

Ha6op npenHasHayeH ons npoBedeHns aHanmaa o6pa3suoB OHK ¢ Lenbio BbiSBNEHWS 3aMEHbI B
nosunumsax 2057 n 2058 reHa 23S pPHK Chlamydia trachomatis, npvBOASLLEN K PAIBUTUIO
PE3NCTEHTHOCTM K MAKPOMMOOM.

Onucaxue

Chlamydia trachomatis — BWL XNAMAOWUA, SBASIOWMXCH OBAUIOTHBIMU  BHYTPUKIETOYHBIMU
napasnMTamn. HdekLms, BbI3BBAHHAS XNAMUANSIMA, MOPAXAET, B OCHOBHOM, MOYEMOJSIOBYIO CUCTEMY,
N SBNSIETCS CAMOV PACMPOCTPAHEHHON MPUYMHON HEFOHOKOKKOBBIX YPETPUTOB. [AHHbI HO60P
PEeareHToB No3BosseT onpenenuTs 3aMeHy Hykneotaa (A Ha G/C) B noamumsax 2057 1 2058 B reHe
23S pPHK Chlamydia trachomatis. 2PPeKTMBHOCTb CUCTEMbI OCHOBAHO HA HASMYME OBYX FeH-
cneunduryHbIX NPANMEpPoB U GyOPEeCLEHTHO MEYEHHOro 30HAd. 30HA4 ¢ dmoopodopom Fam
HanpaeneH Ha onpepeneHus OHK Chlamydia trachomatis B uccnegyemom obépasle. 30H4 C
dnyopodopom HEX HanpasneH HO onpefeneHve OMKOro TUMA reHa C MocnefoBATENbHOCTbLIO
HykneoTuaos B nosuumax 2057 n 2058 - AA. YyBCTBUTENBHOCTb CUCTEMBI MO3BONSIET PAGOTATHL C
KonmyectBoM reHomHon AHK oT 5 Hr.

MeToauka uccnegoBaHus

MeTon o6HapyxeHus Mytaumm B reHe 23S pPHK Chlamydia trachomatis OCHOBOH Ha
amnnnoukaumm cneumounyeckoro ydactka OHK 30 cyeT MHOrOKpATHOMO MOBTOPEHWUS LIMKIIOB
geHatypaummn [OHK B uccnegyemon npoée, OTXUra cneumduyeckux ONMrOHYKNeOTUAHbIX
NPArNMepPOB 1 CUHTE3d KOMMIeMeHTApHbIX Lenen JHK ¢ nomMolubto depmeHTa Tag-nonMmepass.
AHONM3 06PA3LA NPOXOOUT B ABYX OTAENbHbIX PEAKLMOHHBIX CMECIX NAPASNIENLHO.

Ma'repm:n uccnepoBaHus

MaTtepunanom gns nposepenus MNUP cnyxat npoébl OHK, BbigeneHHble 13 6MONOrmyeckoro
06pa3LA OOHUM N3 KOMMEPYECKN OOCTYMHbIX HO60POB.
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Coctas Ha6opa

BroMacTtep UDG HS-gPCR (2x) 2x1,5 mn
20x cMmecb npaimepos (CT2057/2058) 1150 mMkn
20x cmecb npaitmepos (CT) 1150 mMkn
OTpULATENbHBIR KOHTPOMb 1x100 mn
MonoxutenbHbin kKoHTponb (CT2057/2058) 1x100 mkn
MonoxutenbHbin KoHTPonb (CT) 1x100 mkn
CrepwunbHas Boga 1x1,5mn

NpoBepexHue uccnegoBaHus

lporokon BbinonHenns aMnanPmuxaynm

A) MNMp1roToBneHne PeakUMOHHBIX CMece

O6LWwmin 06beM PeaKLMOHHOM CMeck — 25 MKTI.

1. PaamMopo3aunTb Npoéupkn ¢ peareHtamm BruoMactep UDG HS-gPCR (2x), 20x cMech npainMepos
(CT2057/2058), 20x cmeck npainmepos (CT), OTpULATENbHBIA KOHTPOSb, [ONOXUTENbHbIA
KOHTpOonb (CT2057/2058), MonoxutensHblin KoHTPOsb (CT) n CTepubHYIO BO4Y- KOXOYO
NPOBMPKY TLLATENBHO NepeMeLLaTb HO BOpTEKCE.

2. C6pOCUTb KAMM XMIOKOCTU CO CTEHOK U KPbILLEK MPOSUPOK, KPATKOBPEMEHHO OTKPYTUB UX HA
MUKpOLEeHTPUdyre.

3. B oToenbHomn npoéupke NpuUroToB1Tb B PEAKLIMOHHBIE CMECH O6BbEMOM A1 HEOBEXOAMMOrO
KonunyecTsa 06pa3Los (N+1, roe N — KonMyecTso MccneqyeMbix 06pasLoB C YYETOM BCeX
KOHTpOsen).

Cocras peakunoHHou cmecu Ha 1 npo6mupky PeakumoHHovi cmecu 1

BroMacTep UDG HS-gPCR (2x) 12,5 mMkn

20x cMech npanmepos (CT), 2,5 Mkn

OHK-maTpuua 10 mMkn
CrepwunbHas Boaa [o 25 Mkn

Cocras peakunoHHou cmecu Ha 1 npo6mupky PeakumoHHovi cmec 2

BroMacTep UDG HS-gPCR (2x) 12,5 mMkn
20x cMmech npaitmepos (CT2057/2058) 2,5 MKn
[OHK-mMaTpuua 10 mMkn
CrepunbHas Boaa [o 25 mkn

4. TIOMeCTUTb TOHKOCTEHHbBIE MPOBUPKN HA LUTATUB «padoyee MeCcTo», 4OBCBUTL OTAENbHLIM
HOKOHEYHWKOM PEaKLIMOHHON CMecK B KaxAayto. MpoMapKUpoBaTb MPOBUPKMN.

5. No6asnTb cooTBeTCTByoLLYIO OHK-MaTpuuy (MonoxutenbHbie KoHTpom, OTpuLaTe N bHbIA
KOHTPOsb M O6paseLt) B PeakLmMOHHYIO cMecCh 11 PEaKUMOHHYIO CMeCh 2 OTaebHbIMU
HOKOHEUYHMKOMMU.

Kontponm stana MLUP:

Q) oTpULaTENbHbIN KOHTPONb MLP (K=) — oTpmuaTebHbI KOHTPOSbHBI 06pA3eLL;
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6) MONOXUTENbHBIN KOHTPOSb MLP (CT)— NonoXuTenbHbIn KOHTPObHBIA 06paseLl,

noaTBepPXAatoWmMI Hanmume amnnnonkaummn OHK Chlamydia trachomatis B 06pasue;

B) NONOXUTENbHLIA KOHTPOSL LP (CT2057/2058) — NOMOXUTESbHbIA KOHTPOSbHLIR 06pA3eL,

nogTeepxaatowmn Hanmume OHK oukoro Tmna Chlamydia trachomatis B o6pasLe.

6. [o6aBUTb OTAENBHBIMU HOKOHEYHNKAMM B MPOBUPKM C FOTOBOM PEAKLIMOHHOM CMECHIO

TECTOBbIE W KOHTPOJbHbIE O6PA3LbI.

7. OCTOPOXHO NepeMeLlaTh 6e3 O6PA30BAHMS My3blPen U COPOCUTL KAMU, UCMOMb3Ys

LeHTPUoYry (MpY 3TOM HEOGXOAMMO UCMOSL3OBATL CMELMANBHBIA POTOP A UCTIOMNb3YEMOro

nIacTuKka).

B) Mpoeenenve MNLP n getekumm ¢riyopecueHTHOro CUrHana

1. BkntounTs aMnnduKaTop € CUCTEMOM AETEKLIMN B PEXMME «PEAsbHOrO BPEMEHN.

2. NoMecTnTb NoaroToBneHHble ana nposenenns NUP npobupkn B sUenkn peakLMOHHOro MOy
npuéopa (MyHKM NMPOHYMEPOBAHbI, 3T HOMEPA UCTIONL3YIOTCS B AAbHENLLIEM As
MPOrPAMMUPOBAHMS MOMOXEHMS MPO6 B AMMIMGUKATOPE).

3. 3anporpaMMnpPoBaATL NPUEOP AJ1S BbINOSHEHWS MPOMPAMMBl AMMMGUKALMK U AETEKLMM
$nNyopeCLLEHTHOrO CUrHANA Criefdyst ANropUTMY MPOrPAMMHOIO O6eCNeYeHUs.

Mcrnonb3oBaTh KAHASbLI C ASIMHOM BOSHbI CBETA (BO36yxXaeHWe / aetekums)

. 470+15 1M / 520+15 HM — 3eneHbin crnekTp (Fam)
. 520+10 HM / 558+11 UM — xenTbin cnekTp (VIC/HEX)
3apaTh cnepyoLme NAPAMETPbI KCNEPUMEHTA:

[eKOHTAOMUHALMOHHAS 06paB0OTKa 50 2 MUH 1 _
MpenBapuTensHas 95 3 MUH ] B
AeHaTypaums
[eHaTypauus 95 10 cex -
45
Omxur 55 30 cek Fam, VIC/HEX

B) MHTepripeTaLms pesynsTaTos
AHONM3 PEe3ynbTATOB MPOBOAAT C MOMOLUBIO MPOrPAMMHOIO  OB6EeCreyeHns UCMoSb3yeMoro

npuéopa ang nposefenus MLUP ¢ geTekumen B pexmMe «peasnbHOrO BPEMEHWU». AHANU3MPYIOT
KpvBble HaOKOMMeHWs GpryopeCcLLEHTHOrO CUrHANQA.

PeaynsTaThl MHTEPMNPETUPYIOTCS HO OCHOBAHUM HAMMUMS (MM OTCYTCTBMS) NMepeceyeHus KpUBom
dnyopecueHLUMn C  YCTOHOBMIEHHOM HOA COOTBETCTBYIOLLEM YPOBHE MOPOroBOM  JIMHWEN
(ycTaHOBNMBOETCS B CepeamHe SIMHENHOrO YYACTKA NMPUPOCTA GIyOpPEeCLEHLMN MOSIOXMUTENBHOMO
KOHTPOSS B NIOrapUOMMUECKON LLKASIE), UTO onpedenset Hanvuue (Mnm oTcyTcTeme) Ans AaHHOM
NPO6bI 3HAYEHNS MOPOroBoro Lmkna Ct B COOTBETCTBYIOLLEN rPAdE B TAGMLE PE3YbTATOB.
Pesynbtat amnnméukaumm no KAHAMY CUYMTOETCS MONOXUTENbHBIM, €CM KPMBAS OJHOKPATHO
nepecekaeTcs C MNOPOroBOW NMHMEN B OBMACTM JOCTOBEPHOrO MPUPOCTA GnyopecLeHLnn,
OTPULATENbLHBIM B Cllydae OTCYTCTBUS NMepeceqeHust KPMBOi C NMOPOroBon NMH1en (HeT 3HaueHms
Ct vnn CQg), 1 COMHUTENBHBIM BO BCEX APYrMX Cyddsx. Mou HANMYMM COMHUTENBHOMO PE3yNbTATA
crnepyeT NoBTOPUTL MPOBEAEHNE AHANM3A, HaYMHAS co cTagmm MNMLP.

MpUHLMN MHTEPNPEeTALUMN PE3yJSITATOB CNEAYIOLLMIA:

BaxHo! PesynbtaThl MLP-MCCNenoBaHUS CUMTAIOTCS OOCTOBEPHBIMKW, TOMbKO €CnKM MOoSyYeHsbl
NPABUIIbHBIE PE3YNBLTATH A1 KOHTPOJbHBIX OBPA3LOB B COOTBETCTBMM C TAGAMLEA OLLEHKM
PE3yNbTATOB KOHTPOSIBHbBIX PEAKLIMIA.



TQ6mmuyQa oueHkM pe3ysibTaTOB KOHTPOIbHBIX PEQKLMA

K- n OrtcyTcTyeT unn >38
K+ (CT) Amnnundwvkaumns OHK C. trachomatis <27
K+ (CT2057/2058) Amnnundukaums OHK gukoro tuna C. trachomatis =27

Ha nepBoM aTane aHAnNM3a onpenenstoT NONoOXUTENbHbIE 06PA3LEI MO KaHAy Ansa ¢nyopodopa
Fam, Ha KOTOPOM perncTpupyeTcs CUrHOs, CBUOETENLCTBYIOWMA O HAKOMAEHUW NPOJYKTA
amnnmnéukaumm pparmenta OHK Chlamydia trachomatis.

— o6paseL, cynTaeTcs OTpUUATENbHBIM No Hannuuio OHK Chlamydia trachomatis, ecnv Ha KaHane
Fam oTtcyTcTBYeT 3HAUEHWe Noporosoro umkna Ct nnm oHo NpeB.biaeT 38;

— 06pa3seL, cuMTaeTCs MOMOXUTENbHBIM No Hanuuuio JHK Chlamydia trachomatis, ecnn HA KaHane
Fam 3HaueHne Ct npucyTCTBYET M He npeBbiLLaeT 38.

Ha BTOpOM 3Tame aQHANM3a cpedu MOMOXMUTENMbHbIX OBPA3LOB ONPEenensioT MONOXUTENbHbIE
o6pa3ubl no kaHany ang  dnyopodopa HEX, HA KOTOPOM pPErncTpupyeTcs CuUrHan,
CBMOETENbCTBYIOWLMIA O HAKOMMIEHWM MPOAyKTa amnnméukaumm éparmeHta OHK gukoro Tuna
Chlamydia trachomatis:

— 06paseL, CUNTAETCH MOSTIOXUTESBHBIM (DEBUCTEHTHBIM) MO HAMMUMIO MYTALMKM, ECIIM HA KAHANE
HEX oTcyTcTBYeT 3HAYeHMne noporosoro umkna Ct;

— 06pA3eL, CYNTAETCS OTPULIATESbHBIM (HE PE3UCTEHTHBIM) MO HOMMUMIO MyTALMK, €CIIM HA KAHANE
HEX 3Ha4yeHne Ct NpuUCyTCTBYET M HE NpeBbILLAET 38.

Ta6mmuya oLyeHk pe3ysibTaToB [4J18 MCC/IEAYEMbIX O6PA3LOB

OtcyTctByeT Unn >38 OtcyTtctByeT B o6pasue otcyteteyet [HK C. trachomatis
<38 <38 B o6pasue npucytcteyeT OHK C. Trachomatis 6e3
MyTaLum B reHe 23S pPHK
<38 OtcyTtctByeT B o6pasue npucytcteyet OHK C. Trachomatis ¢
MyTaumen B reHe 23S pPHK
OtcyTctByeT Unn >38 <38 COMHUTErbHBIA pPe3ynbTaT, cnenyeT nosTopuTs MLUP
BHumaHwme!

1. Ecnu ng nosioxuTtensHoro koHTpons atana MUP (K+) no karany Fam sHauenne Ct oTeyTeTeyerT,
Heo6xoammo noeTopuTs MLP-nccnenoBaHne ons Bcex 06pa3LoB, B KOTOPbIX HE OBHAPRYXEHO
OHK Chlamydia trachomatis, HaunHas ¢ aTana akcTpakumm OHK.

2. Ecnm ans otpuuatensHoro koHTpona AHK (K-) no kaHany Fam nonyueHo sHadeHme Ct <38,
HEeO6XOAMMO MOBTOPUTL MCCNEOBAHME A1 BCEX O6PA3LIOB, B KOTOPbLIX O6HAPYXeHa AHK
Chlamydia trachomatis, HaunHas ¢ aTana akcTpakumm OHK.

Ycnosust XpaHEHUS

XPAHUTL B MECTE, 3ALLUMLLEHHOM OT NONAAAHMS CBETA: Npu +4 °C — 3 Hepenu; npu -20 °C — Tropg;
He 6onee 50 LMKNOB 3aMOPAXMBAHMS ~PO3MOPAXNBAHUS.

Ycnoeust TPQHCNOPTUPOBKU

TPQHCMOPTUPOBATL B TEPMOKOHTEMHEPAX C OXOXOAKWMMM  aneMeHTamu.  [donyckoeTtcs
NoBbILLEHWE TEMNEPATYPbl OO TEMNEPATYPbI OKPYXAtoLWen cpefpl Npu TPAHCMOPTUPOBKE A0 7
oHen.

Peknamaumm Ha KQUEeCTBO TECT-CUCTEMBI HAMPABNATL NO AAPECY MPOU3BOAUTENSI.
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