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[0 MPUMEHEHHIO MEAMLIMHCKOTO U3/eJTHS 171si AMarHOCTHKM in Vitro
«HaGop peareHToB uist BbisBieHus v uaeHtudukaunn Chlamydia trachomatis w Trichomonas vaginalis
METOJIOM TOJIMMEPA3HOit LIEMHON peakiLiy ¢ eTeKUMeH B pealbHOM BPEMEHH
JUIIJIEKC Ct+Tv auis AMarHOCTHKY in vitroy
no TV 9398-312-17253567-2016

1. HABHAYEHHWE

Ha6op pearentor JUINIEKC Ct+Tv npenHasHadeH ais OJHOBPEMEHHOrO BbISBICHHA H
unentuduxaunu JJHK Chlamydia trachomatis u Trichomonas vaginalis metoaom nojiuMepa3Hot LernHon
peakuuu (TTLP) ¢ ruOpuAN3aLHOHHO-(ITYOPECUEHTHOH JETEKUMEH H BO3MOKHOCTLIO KOJIMYECTBEHHOH
OLEHKH pe3y]bTaToB aHaiu3a B npobax HykieuHoBbix kucioT (HK), BbLAeleHHBIX M3 KIMHMYECKHX
06pa3uoB (OTaeIseMOe CU3UCTBIX 000I0UEK YPOreHHTAILHOIO TPAKTa, CEKPET Mpe/cTaTeIbHON JKese3bl,
0CafIOK MOYH, OT/Ie/IIeMOE KOHBIOHKTHBbI).

O6nacTh MpHUMeHeHHs Habopa - JepMaTOBEHEPOJIOTHS; IMOUIEPKKA KIHHHYECKO nabopaTopHoii
JMArHOCTHKK MHpeKumii nepenasaembix nosnosbiM mytem (MITIIT).

[Mokasanus Kk npumenenuto. Habop pearentor JUIIJIEKC Ct+Tv Moxer ObITh HCMONB30BAH B
KIMHHYECKOl  1aBOpaTOpHOH JMATHOCTHKE /IS  BbisBIeHWs HocuTtelbeTsa Bo3Oyaurened MIIIIT
Chlamydia trachomatis u Trichomonas vaginalis, a Taxke s OLUEHKH S((HEKTUBHOCTH Tepanuu
XJaMMANIHON U TPUXOMOHHA3HOH MHPEKLIUH.

2. XAPAKTEPUCTHUKA HABOPA
2.1. CocraB Habopa.

HaGop JUILJIEKC Ct+Tv BbinyckaeTcs B 5 BApHAHTaX HCMOJTHEHHS.
BapuanTbl HCrosiHeHHsT Habopa pasiMyaroTCs CTENEHbIO OTOBHOCTH PEareHTOR K MPOBEICHHIO aHaI13a
(nepackananHsbiii, OneStep, TwoStep) (Tabu. 1).

Tabnuua 1
No Bapuant Cocras BapuaHTbl pacoOBKH
HCMOJTHEeHHsA

I | TAILIEKC Ct+Tv-PB-120 1. PeakunonHas cmech PB 1 npoGupka — 960 MKn
2. Taq-nonumepasa | mpoGupka — 50 MK
3. Pazbasurens 2 npoGHpKH — 1o 2 M1
4 TTKO HIIIIIT 1 npobupka — 200 MKn

2 | TUILIEKC Ct+Tv-OneStep-PB-60 | 1. AMmiud#KaunoHHas cMech PB-OS | 60 npobupok mo 28 MK
2. [1KO HIIIII | npoGupka — 100 mkn
3. PasbaButens 1 npobupka —1 ma

3 | TMIIEKC Ct+Tv-OneStep-PB-96 | 1. AMnnidukaunonHas cmeck PB-OS | 96 npoGupok no 28 Mk
2, [IKO HIII1IT 1 npoGupka — 100 mMxa
3. Pazbasurenb 1 npobGupka —1 mn

4 | JMILIEKC Ct+Tv-TwoStep-PB-60 | 1.Peakunonnas cmech PB-TS 60 npobupok no 21 Mkn
2. TIKO MIIITIT 1 mpobupka — 100 mMkn
3. PazbasuTens 1 npobGupka —1 Mn
4. PactBop Tag-nonumepassl 1 npoGupka - 500 MK

5 |JIATIJIEKC Ct+Tv-TwoStep-PB-96 | I.PeakinonHas cmech PB-TS 96 npobupok no 21 MK
2. [TKO MIIIIIT 1 npo6upxa — 100 MKn
3. Pazbaeurens 1 npoGupka —1 Ma
4. PactBop Tag-nonumepasbl 1 npo6upka - 800 Mk




HaGop paccuntan Ha nposeaenue ananusa 60, 96 i 120 06pasuos, BKIOYAA KOHTPOIbHbIE
obpasupl, u nocnenyroweii hiyopecueHTHol aeTekunn amnanduumuporanHoro dparmenta JIHK metonom
rUOPUAM3aLMH C 30HAAMH «B PEATILHOM BPEMEHH) HA aJaNTUPOBAHHBIX /1Sl 5TOrO NpHOOpaXx.

B cocras KOMIUIEKTaLHH H360p3 BXOJAT rOTOBbLIC K MPHMEHEHHIO pCare¢HThbl.

B cocrar peakiinoHHO#M (aMIIMBHUKALMOHHOMN) cMecH BXOMAT:

- pactBop nHT®;

- pacTBOp crieuMUYHbBIX MpaiiMepoR;

- [TLP-6ydep;

- (myopecueHTHble 30HABI (3 30HAA): 30HA WA crneumduyeckoro (parmMeHTa oaHOro BoO30YAMTENs
coaepkut (Gayopopop FAM, 30HA ana cneurdHYecKoro (parMeHTa BTOPOro BO30YIMTENS COMEPIKHT
¢ayopodop ROX, 30Ha s BHYTpeHHEro KOHTposs coaepikut dayopopop HEX.

- mpaiiMepbl JUIA BbISBJIEHHWA  BHYTpeHHero KoHTpohs (reHomuas JIHK uenoBeka); BHyTpeHHHH
KOHTPOJIb I103BOJIAET KOHTPOJIMPOBATH TMPOLECC MPOXOKAEHUS peaklMu amriMUKallik, a TaKke
TECTHPOBATh HaJM4YHE B NMpo0ax BELIeCTB, HHFMOMPYIOWMX NMOJHMEPa3HYIO LEMHYIO PeakLMio H KayecTBO
Beigenenus JJHK.

AMIUIHpUKALMOHHAS cMech  KOMIUIeKTauuid OneStep MOJHOCTBIO TOTOBAa K ammivdukauuu,
conepxut Tag-noaumepasy;

Peakumonnas cmech komruiektauuit TwoStep tpebyer BHecenus Taq-nonumepassl, BXOAsIIeH B
COCTaB KOMILIEKTa.

[TKO HIIIIIT npencrapnser coGoi KONUYECTBEHHO 0XapaKTepH30BaHHYKO cMech 12 miasMuia co
BCTPOEHHOH BcTaBkoH criequduueckux ¢parmento redomor pozbyaureneit U (C.rrachomatis,
T.vaginalis, N.gonorrhoeae, M.genitalium, U.parvum, U.urealyticum, M.hominis, Ureaplasma spp., HSV
nype 1, HSV type 2 CMV) v uenosexa B auanazosne 5%10° - 5%10° I'D/mn. Bo Bkiazpiie K Kakiol cepum
Habopa peareHTOB yKa3aHa TOYHas KOHUeHTpauus mnazmun B obpasue [IKO MIIIITI, a Ttaxke auanasod
JIOMYCTUMBIX 3HAYSHHUH LIMKIIOB MepecedeHns KpuBoit (hayopecueHUmu ¢ noporopoi nunueii (Ct) ana IMTKO
HIIIIIT Ha pa3nuuHbIX TUNAX aMIUTH(HUKATOPOB.

2.2. punuun meroaa.

Ha6op pearentos JUIIJIEKC Ct+Tv ocHOBaH Ha HCMOJIL30BAaHUM METO/Ia NONUMEpa3HOH LEMHON
peaxumu (ITL[P) nns onpenenenus cneurduyeckux yuactkor JIHK Chlamydia trachomatis u Trichomonas
vaginalis myTem HakoruieHHs (aMnIMQUKaLmn) cnetdprIecKux GpparMeHToB.

B pesyibTaTe MHOIOKPATHO MOBTOPSIOLIMXCH LHKI0B ciHTe3a HoBbIX Lenei JITHK, romonornynbix
cnemduueckoi obmacti JIHK-mutnenn, npoucxonut Hakoruienuwe (parmentor JIHK B konuuectee,
JOCTATOYHOM AJ14 JETEKLIHH.

Ananus ¢ ucnonb3oBaHrem Meroaa [TL{P Bkmtouaer 2 3rana:

1. TTpo6omoaroroska (ebiaenenue JTHK).
2. Ipoeenenne INLIP-amnnudukaunm ¢ AeTeKUNeH pe3y/IbTaTOB B PEKUME «PEAIbHOrO BpEMEHM.

[ubpuauzaumuoHHo-GIIyopeciieHTHass AeTeKLHs TO3BONAET MPOBOAHTH PErHCTPalMIO MPOAYKTOB
amrMdHUKaLMK B MpoLecce peakiuH («B peanbHOM BpeMmeHw»). JleTeKums MpoayKToB ammiudukanmu
MPOBOAMTCS B PEAKLIHOHHOM PacTBOpE.

ONUroHyKJIEOTHIHbIM 30H/, HeCYLHH (DIyOpecleHTHYIO MeTKY, creunpHYecKH rubpuamM3yeTcs ¢
aMIUTMKOHOM. B xone mocneayrouieit 3/710HralMd NpOHCXOAWT pa3pylIeHHE 30HJa H BbICBOOOKIEHHE
(hIyopecleHTHOH METKH B PacTBOp, YTO JejaeT BO3MOMKHBIM €€ PerucTpauurio Ha (IIyopeCLEHTHOM
JIeTeKTOope.

[lpy npoBeAeHWH PErHCTpaLK MPOJAYKTOB aMIUIH(HKALMK B MpOLECCe peakuud («B peajibHOM
BPEMEHM») M3MEPEeHHs MPOBOAATCA B KAKAOM LHMKIe ammiudukauuu. C HMCMO/b30BaHUEM ClIELMaIbHO
noao0paHHbIX HACTPOEK aHAIM3UpYIOLlas MporpaMma aBTOMATHYECKH PacCHMTAeT LMK/bl MEpeceyeHus
KPUBBIX HAKOMIEeHHA (IyOpecLeHTHOro curHana ¢ moporopoit auuueid (Ct). 3nauenne Ct obparHO
nponopuHoHaisHO koHueHrpauun JTHK B o6pasue.

[Ipu konuuecTBeHHOM oueHke 3HaveHwe Ct (UMK nepeceueHHs KPUBOH (iyopecleHUHMH ©
noporosoii uHMeH) uccaenyemoro obpasua cpashuBaercs co 3Hauyennem Ct [TIKO (monosurensHoro
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KOHTPOJIbHOTO 06pasiia) ¢ u3secTHoit konuentpauneit. Konuenrpaunsa JAHK Chlamydia trachomatis,
Trichomonas vaginalis v — npu neobxonumocTy — JIHK uenopeka B 00pasue BeIYUC/IAETCA MO bopmyne:

— (Ct o —Ct Obpasya )
COﬁpama - CHK 0] *2

C

vopasma — KOHUEHTpaLWs JIHK Bo3Oymutess (um yenoseka) B HCclieLyeMoM o0pasiie, BblpaKeHHas B

reHOM-2KBHBAJIEHTaX/MJ1,
Cpuxo — KOHLUEHTPALMA MIA3MUAbl, HECYLLeH Creun(puuecKuii ¢parment JJHK cooTseTcTBYyiOLIEro

Bo30Oyautens (wiu uenoseka), B IIKO, BbipaxeHHas B reHOM-3KBHBa/IeHTax/M/1 (MpejCcTaBlIeHa BO
BKJIabIle K HaGopy),
Croﬁmm — LMKJI riepecedeHust KpUBOH (r1yopecUEeHIMH HCCIIeyeMOro obpasua ¢ noporoBoH JHHHEH;

Ct o — UWHKI TiepeceyeHns KpuBOH (DIyOpecleHUHH MOMOMKHTEILHOTO KOHTPOILHOIO obpasua ¢

MOPOroBOM JTUHHEH;

Konuentpauus JIHK Bo30yauTens MOKET Takke HOPMHPOBATHCA HA KOJIHYECTBO JHK uenosexa,
npucyTCTBYIOLIEE B 00pa3Lie, TAKWM 00pa3oM BBOAMTCS MOMPABKa Ha NOrPEIIHOCTH, CBA3AHHbIC C 3abopom
marepuana. [Ipu stom konuenrpauust IHK Chlamydia trachomatis u3 pacu€ta Ha 10° kieTok uenoBeka
BBIYHCHAETCS MO popmyIie:

CI'S‘."_\L'J ﬂHK CWI‘F
C 5. HHK wenosexa

xonuentpauus JHK Trichomonas vaginalis w3 pacuéra Ha 10° KJIeTOK uenoBeKa BHIYMCISETCS MO
(hopmyne:

*100000

C 15 AHK Trich.vag.
C 1., AHK venosexa

100000

C 5. JJHK Chl.tr - Berancnennas kouuentpauns [{HK Chlamydia trachomatis & obpazue
C ) AHK Trichvag - serancnennas konuentpauns IHK Trichomonas vaginalis B obpasue

C o). JHK uenosexa - porancnennas konuentpauns JHK uenoseka B obpasue

KonuuecTBeHHas oLeHKa HeoOXoauMa Ui MOHWTOPUHIa W KOPPEKTHPOBKHM JIEYEHHMA, a TAKKE And
yuéTa MorpelHoCcTel, CBA3aHHBIX ¢ 3a00poM MaTepHaa.

2.3. Orpann4yeHns MeToaA.

1) Meton TLIP nozsonsier onpeaensts JIHK kak B JKMBBIX, TaK ¥ B MEPTBLIX MHKPOOPraHH3MaXx.
[ostomy IMLIP aHanu3 KIHHWYECKUX 00OpasLoB CliefyeT MpOBOAHTH A0 Havdana aHTUOHOTUKOTEpANHH; B
cilyyae MpUeMa AaHTMOMOTWKOB AHA/TM3 MPOBOMMTCS HE PAHbLUE YETHIPEX - MATH HEACJb M0C/IE 3aBePLICHUA
Kypca JiedeHus ist onpeaeneHns 3P HEKTHBHOCTH Tepariy.

2) Tlpu HanuuMK MyTaLWi B aHATM3UMPYEMOH 00nacTH reHoma, BCJEICTBHE YXYALICHH: rubpuamusaLmu
npatimepos wiu 30108 ¢ JIHK, MoryT HabmoaaTbes I0KHOOTPHLIATENBHBIE PEAKIIHH, 4 TAKIKE 3aHWKCHHC
peanbHoro conepkanust JIHK Bo3Oyaurens B kiuHH4eckom obpasiie.

3) BeneacTue TOro, YTO COACPKAHME KPUNTHYECKOHM IU1a3MMbL B KIETKE Chlamydia trachomatis,
MOJKET BapbupoBaTh OT 4 10 9, KOJMYECTBCHHAs OLCHKA HalIU4Hs miasmuanoi JIHK - He moxker
MOJTHOCTBIO KOPPEJIMpOBaTh ¢ COAEprKaHHeM JaHHOro BO30yAWTENs B KIMHHUYECKOM obpasue. Ilo sToiH
MpUYHHE TpejUlaraemMblii METOJ OMpe/e/eHHs KOHLUEHTPALMK MO3BOJISET MONy4HTh JHIIE OLCHOYHOE
npeacTasnenue o conepxkanuu Chlamydia trachomatis B x1vHu4YecKOM o0paste.

3. AHAJIMTUYECKHUE XAPAKTEPUCTHKH HABOPA

3.1. AnaauTHueckas cnenupuynOCTH







