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1. HA3HAYEHHME

HabGop peareHTOB «XJaMuausi TpaxoMaTUC» MpPEJHA3HAYCH JUIS KauyeCTBEHHOTO
obnapyxenus JJHK Chlamydia trachomatis B oOpa3siax Ouomarepuana 4einoBeKa METOJIOM
noymMepasHoit nenHoi peakiuu  (IILP) ¢ dayopecueHTHON jgereknueld pe3ynbTaToB
aMIUTU(UKAIH B PEKIME PEaTbHOTO BPEMEHH.

Ha6op npennasznaden mns BeisBienus JJHK Chlamydia trachomatis — Bo30yauTemns
yporeHuTanbHOM xnamumuitnoi uHdekumu. Chlamydia trachomatis - rpamorpunarenbHblit
OONMUraTHRIM BHYTPUKIETOUHBI MHKpPOOpPraHU3M cdeprudeckoil (Gopmbl, HOpaxaroluid B
OCHOBHOM MOYETIOJIOBYIO CHCTEMY.

MarepuanoM s WCCIENOBAaHUS SIBISIIOTCS Ma3KH W3 YPOTEHUTAIBHOTO TpakKTa
YeJIoBeKa.

OO6nacte mpuMeHeHHs HaOopa — KIMHHYECKas Ja0opaTopHas JAWArHOCTHKA, HaydHBIC

nccinenoBanud. TOJIBKO IS UCCIIETOBAHMUI In VItro.

2. XAPAKTEPUCTHUKA U3AEJUSA

2.1. IPUHLOUII METOJA

Ananmu3 00pa3IoB BKIIIOYAET CICAYIONIUE ITAIIbI:

1.  IIpo6omoarororka (Beiaenenue JJHK u3 06pa3noB KIMHUYECKOTO MaTepHaa);
2.  Avmumdukanus cnenuduueckux pparmentos JIHK B xone ITIIP-peakiuu;

3. Jlerekums MpoayKTOB aMIUTM(DUKAIIUU B PEKUME PEabHOTO BPEMEHHU.

B mpouecce peakium npoucxoaut ammndukanus ¢parmenta JHK Chlamydia
trachomatis (mpu yc/iOBHHM HAJIUYUSI YKa3aHHOTO MHKPOOPraHHW3Ma B UCXOJHOM KIMHUYECKOM
MaTtepuaine) u aMiuiudukanus ¢pparmeHTa reHa B-riobuHa yenoBeka (YTO CIYKHUT B KayecTBE
KOHTpOJISL B3sITUS Ouosiorndeckoro wmarepuana). s ammmdukanuu crnennduveckoro
yuactka JIHK  wucnonp3yroTcss  OJMTOHYKICOTHUABI M (UIYOPECIEHTHO  MEYCHHbIE
OJIMTOHYKJICOTHIIHbIE 30HABI Tagman. B mnpucyrctBum ¢epmenra Tag-monumepasbl
MPOUCXOUT TUOPHUAN3AIUS OJHMTOHYKICOTHJIOB W 30HIA C KOMIUIEMEHTAPHBIM YYaCTKOM
JHK-mumenn. OOpa3oBaHue CHEUPHUECKOTO MPOAYKTa aMILTH(HUKAIUUA COMPOBOKIACTCS
otmieryieHneM  (ayopeciieHTHOW MeTku (Onaromaps Hammuuio y Taq-monmmepasbl  5'-
AK30HYKJICa3HOW AKTHUBHOCTH) W TOSBICHUEM JIETEKTUPYEMOTO (DIyOpeCIeHTHOrO CHUrHaa,
peructpanusi KOTOPOro MPOBOIUTCS B PEKUME pealbHOr0 BpeMeHH. OIUTOHYKICOTHIHBIS
30H1bI, ucnoib3yembie s Aerekiuu JJHK Chlamydia trachomatis u nerekuuu ¢parmenra
JJHK wuyenmoBeka (BHYTpPEHHHII KOHTPOJIb) HUMEHOT (IYOPECIEHTHBIE METKH C Pa3HBIMH

CIICKTpaMHu TMOIJIOMCHUA W HCIYCKaHHA, UYTO TO3BOJIACT MPOBOAUTH OJHOBPCMCHHYIO
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https://ru.wikipedia.org/wiki/%D0%9C%D0%B5%D1%82%D0%BE%D0%B4_%D0%93%D1%80%D0%B0%D0%BC%D0%B0
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peructparuio  ¢uyopectieHimn 1o aByM kaHaiam (FAM u  HEX). HWuTeHcuBHOCTH
¢duyopecueHIIMM TPSMO TPOTOPLUOHATBHA KOJIMYECTBY MPOAYKTOB aMIUIM(UKAUHA M,
CIJIEZIOBATENIbHO, HAPACTAET C KAXKIBIM IOCIIEAYIOIIUM IIUKIIOM.

HaGop mpenna3znaueH Ui MCHOJB30BAHUS HA aMIUTU(PHUKATOPAX ACTEKTHUPYIOIIUX JUISA
MOCTAHOBKH TMOJMMEPa3HOW IEMHOW peakiuu B pekume peanbHoro Bpemenu (MiniOpticon,
BioRad; AT-96, JIHK-texnonoruss wiam Jpyrue aMIumMuUKaTopel € aHAJIOTHYHBIMHU
TEXHUYECKUMHU XapaKTEPUCTUKAMH).

[Ipu wucnons3oBanuu amiuudukatopoB mnpousBogctBa OO0 «JAHK-texHomorus»
HeoOX0/lMMa YCTaHOBKa BEPCUU NPOTpaMMHOr0 obecrieueHus: He Hike 7.7.5.23. OtraenbHble
MOJIeTH  aMIUTM(UKATOPOB JTAHHOTO TPOM3BOJIUTENST MOTYT TOTpPeOOBaTh W3MEHEHHS
nmapaMeTpoB SKCHO3WIMK CUTHANA. YCTAaHOBKA JIOTIOJTHUTENBHBIX HACTPOEK MOXKET OBITh

BBITNIOJIHEHA POU3BOIUTEIEM HabOpa peareHToB M0 TPeOOBAHUIO 3aKa3UHKa.

2.2. ®OPMBbI BBIITYCKA HABOPA PEATEHTOB

Habop pearenToB «Xnamuaus TpaxOMaTHC» BBITYCKAE€TCA B YETHIPEX Pa3IMUHBIX BapHaHTaX
KOMILJIEKTAI[MH, KOTOpbIE OTJIMYAIOTCS 1O KOJUYECTBY ONpENENIEHHWH, Ha KOTOPOE paccuuTaH
Habop (48/96), u TUITy MPOOUPOK CO CMECHIO I aMIITH(DUKAITUN (TIPOOUPKH/CTPUTIBI):

1) xomrmiektr Ha 48 ompeneiacHui, cMech I aMIUTU(UKAIIMU, 3aleyaTaHHAs BOCKOM, B
pooOupKax;

2) KOMILJIEKT Ha 48 omnpezeneHuit, cMech Uil aMIUTU(PUKAINK, 3a1ie4aTaHHasi BOCKOM, B CTPHIIAX;
3) xommiekT Ha 96 ompeneneHuil, cmech I aMmIUIM(UKALMM, 3aledyaTaHHAs BOCKOM, B
npooupKax;

4) KOMIUIEKT Ha 96 onpeeeHnii, CMeCh JJIs aMIUTM(DUKAITIH, 3aredyaTaHHas BOCKOM, B CTpPHUIIaX;

2.3. COCTAB HABOPA PEATEHTOB

Ha 48 onpenesiennii:

KomnoneHnt Habopa Onucanue O6mwem, | KomnuectBo
MKJI
Cwmech g ammuiukanuu | [Ipo3paunas 6ecupetnas | 10,0 48 npobupok 00beMOM
KUJKOCTb 0,2 M1 nnm 6 CTpUNOB

1o 8 mpobupox
oobeMoM 0,2 mi

Kakaast
PactBop Tag-nonmumepasel | [Ipo3paunas KUAKOCTH 300,0 2 npobupku 06beMoM
0,6 M
[TonoxurenpHbIN [Ipo3paunas kUIKOCTH 75,0 1 npobupka o6reMOM
KOHTPOJIBHBIN 00paserl 0,5 M

(TTKO)




OTpunaTenbHbIMI [Ipo3paunas >kMAKOCTb 150,0 1 mpoGupka 06beMoM
KOHTPOJIbHBIN 00pa3zern 0,5 mn
(OKO)

Kommuiekt Ha 48 ompezneneHuii MO3BOJSIET IpoBecTH aHanu3 48-mu 00pas31oB, BKIIOYas
MIOJIOKUTEIBHBIN U OTPHUIIATEIbHBIA KOHTPOJIBHBIE 00pa3IIbl.

Ha 96 onpenenennii:

Kommnonent Habopa Onucanue O6beM, | KomuuectBo
MEKJT
Cwmech s amromudukanuu | [Ipo3paunas oecupernas | 10,0 96 ipoObupoK 0OBEMOM
JKHAJIKOCTD 0,2 M1 uu 6 CTpUTIOB

o 8 mpoOupox
oobseMoM 0,2 mur

Kaxas

PactBop Tag-monmumepaser | [Ipo3paunast >KUIKOCTb 300,0 4 ipoOupKku 06 BEMOM
0,6 M

[TonoxutenbHbIH [Ipo3paunas KUIKOCTb 75,0 2 IpoOUpKU 0ObEMOM

KOHTPOJIBHBIN 00paselr 0,5 mn

(TTKO)

OTpunaTenbHBIHI [Ipo3paunast >KUIKOCTh 150,0 2 mpoOupKH 00BLEMOM

KOHTPOJIBHBIN 00pasell 0,5 mn

(OKO)

Kommuiekt Ha 96 ompeneneHuil mMo3BoJisieT MPOBECTH aHamu3 96-TH 00pas3IoB, BKIHOYAS

MMOJOKHUTEITBHBIA U OTpI/IHaTCJ'IBHHﬁ KOHTPOJIbHEIC O6pa3I_IBI.

2.4. AHAJIMTUYECKHUE XAPAKTEPUCTUKU

AHaJIUTHYeCKasi YYBCTBUTEJbHOCTh. HIOkHMI Tipenen aHaMMTUYECKON YyBCTBUTEIHHOCTU
Habopa peareHtoB - 1000 xomwmit/min. Jlns ompeneneHUs aHAIUTUYECKOW YYBCTBUTEIBHOCTH
UCIOJIL3YIOT KOHTpoJbHBble o00pasubl mpennpusitus (KOII), mnpencraBnsiomue coboi
MOJIyYeHHBIE METOJOM TeHHOUN uHX)eHepuu oOpa3usl mnazmuaHod JIHK co BerpoeHHBIM
¢parmentom, crneuuduuneiM 11 JAHK nerextupyemoro Mmukpoopranusma. KoHueHTparmio

KOII-1 uzmepsitor cnektpopoTroMerpuuecku Ha npudope NanoDrop2000.

AHaauTH4eckass crneuqupUuIHOCTb. AHaTUTHUECKas CHeNUPUUHOCTH Habopa «XJIaMHuaus
TpaxoMaTuc» TMOJATBEPKAEHA OTCYTCTBUEM  PETUCTPALMM  SKCIOHEHIMAIBHOTO  POCTa

¢yopecLieHTHOTO curHaia 1o kanaay FAM B oTpHLIaTeIbHBIX KOHTPOJIBHBIX 00pa3iax.




JlnarHocTuyeckasi 4yBCTBHTEJIbHOCTh Ha0Opa peareHTOB COCTaBiisieT HE MeHee 98 % (mpu
pacuere mo ¢Gopmyine bepHymin) M MOATBEpXKIAaeTCs B XOJ€ KIMHUYECKUX HCHBITAHUN Ha
BBIOOPKE KITMHUYECKUX 00pa3IoB.

JnarHocruyeckasi cneuuuynoctb. CrnenunuuHOCTh aHaIM3a NPU TOCTAHOBKE TeCTa C
IpUMEHEHHEM Habopa «XjaamMuauds TpaxoMmaTUC» JI0Ka3aHa METOJIOM CEKBEHHUPOBaHUS
IIPOJIYKTOB aMIUIM(UKalMK U HOATBEP)KJIEHA OTCYTCTBUEM HECNEUU(PUUECKUX MEPEKPECTHBIX
peakumii Tpu TectupoBaHuum oo6OpasnoB JIHK wudenoBeka wu manenu o6OpasnoB JIHK
MUKpPOOPIraHHU3MOB, ABJISAIOLLIUXCS IpEICTaBUTENIAMU HOpMaJIbHOU MUKPOQIIOpPbI
YPOTEHUTAIBLHOTO TpaKTa, YCIIOBHO-TATOreHHOW W matorenHoi duopsl (Lactobacillus spp,
Escherichia coli, Gardnerella vaginalis, Candida albicans, Mycoplasma hominis, Mycoplasma
genitalium, Neisseria gonorrhoeae).

3. MEPBI IPEJOCTOPOXXHOCTH

3.1. [NorentmanpHBIl puCK TpuMeHeHHss Habopa — kiacc 20 (Ilpumkaz M3 Poccum ot
06.06.2012 Ne 4#).

3.2. Bce koMnOHEHTHI HA0OPa B UCIOJIb3YEMBIX KOHIICHTPAIUAX SBJISAIOTCS HETOKCUYHBIMHU.

3.3. Mepsl mpenoctopokHOCTH - cobmoaenue npasui CIT 1.3.2322-08 «be3zonacHOCTh pabOTHI
¢ mukpoopranuzmamu Il - IV rpynm maroreHHocTH (OTACHOCTH) W BO30YIUTEISIMU
Mapa3uTapHbIX OoJie3HEH» W MeToauueckux ykazanuii MY 1.3.2569-09 «Opranuzamnms
paboTel mabopaTtopuii, MCHOJIB3YIOMIUX METOAbl aMIUIM(UKAIMU HYKJIEHHOBBIX KHCIOT,
pH paboTe ¢ MaTepHaoM, CoAepKalluM MUKpoopranuamel [-1V rpynn naroreHHOCTHY.

3.4. Ytunuzanus oTxoA0B TpousBoauTcs B coorBercTBMM ¢ CanllmH N2.1.7.2790-10
«CaHUTapHO-3MUAEMHOJIOTHYECKHEe TpeOoBaHUs K OOpalEeHUI0 C MEAUIUHCKUMHU
0TX0JlaMu», COOpP OTXOJIOB OCYIIECTBIISETCS B OJHOPA30BbIE MAKETHI KEJITOTO IBETA,

npeHa3HAYCHHBIC ISl YTHIIM3AIMH MEIUIIMHCKIX 0TX0/10B Kitacca b (TOCT P 50962-96).

4. OBOPYIOBAHMUE, PEATEHTBI U MATEPUAJIBI

1-# stan — Beigenenue JJHK u3 knuHmueckoro marepuana
BHUMAHMUME! Kommiaekr pearentoB s Bbigedenuss JHK wn3 Omosnormueckoro
MaTepHaJja He BXOAUT B COCTAaB Ha0opa
s Boaenenus JJHK u3 xnuHudeckux oOpa3oB HCTIONb3YIOTCS KOMILIEKTH peareHToB,
PEKOMEH/IOBaHHBIE JUISI UCIOJb30BaHUS B KIMHUYECKOW J1aOOpAaTOPHOW AMArHOCTUKE MpU
aHaimM3e Mas3KoB u3 yporenutanpHoro Ttpakra («AHK-cop6-AM», OOO «Hekcr-buoy,
Poccus), «31OM», HTK «Jluasm», Poccus) u apyrue aHajJoruuHbIe KOMILICKTBI PEareHTOB).

Okerpakuuto JJHK mpoBoasT cornacHo HHCTPYKIIUH TPOU3BOANTEINS Habopa.

6



Heooxooumoe ooopyoosanue:

JaMHUHAPHBIN OOKC 2-T0 KiIacca 3allUThl;

neHTpudyra st mnpoOupok BMecTuMOcThIO 1,5 mut Ha 3000 — 12000 06/mMuH;
MukporeHTpudyra-soprexc Ha 1500 — 3000 06/MuH;

TBEPAOTENbHBIN TEPMOCTAT A MPOOUPOK BMecTUMOCThIO 1,5 mu tuna Tepmur
(OO0 HII® «/IHK-texHomorus», Poccust), moaaepKuBarOUil TEMIIEpaTypy 0
+99°C;

MUIETKU-103aTOPbl  TIEPEMEHHOTO0 00beMa, MO3BOJIAIOLIIUME OTOMpPAaTh OO0BEMBI
s)uakocta 5-50; 20-200; 100-1000 Mkt

OJTHOPa30BbIe HAKOHEYHHUKH C a3p030JbHBIM GuibTpoM 0,5 — 10; 20-200 mki;
€MKOCTh JI1 cOpoca HCIOJIb30BAHHBIX HAKOHEUYHUKOB, MPOOUPOK M JAPYrHX
PacxXoJHBIX MaTEepPHUAJIOB;

KOHTEWHED C KPBIIIKOH JIJIs1 IE3UH(PHUITUPYIOIET0 PacTBOPA;

OTJIENbHBIN XaJlaT, MIANOYKH, 00yBb M MEpPYaTKU PE3UHOBBIE WU IJIACTHKOBBIE,

onmHOpa3oBbie Mo MY 1.3.2569-009.

2-it 3tan — nposeaenue [1IP-ammmdukanmm 1 JeTEKIUs TPOIYKTOB aMIUTU(UKAIINN B

pPEeKUME pealbHOTO BPEMEHH C IMMOMOIIBbI0 Habopa peareHToB «XIIaMHUIUs TPaXOMaTHC»

Heooxo0umoe obopyoosanue:

[ILIP-60kc ¢ Y®-nmammoii;

HITAaTUB «pabodyee MECTO» JJIsl CTPUIOBAHHBIX U OOBIYHBIX MPOOUPOK 0O0BEMOM
0,2 m;

Mukpouentpudyra-soprexc Ha 1500 — 3000 06/muH;

MUNETKU-I03aTOPbl TIEPEMEHHOr0 00beMa, MO3BOJSIONINE OTOUpaTh 0O0BEMBI
skuakoctu 0,5 — 10; 5-50; 20-200; 100-1000 mxi1;

0JIHOPA30BbI€ HAKOHEYHUKH € a3p030JbHBIM punbTpoMm 0,5 — 10; 20-200 mk;
XOJIOIMJIBHHUK C MOPO3HILHOM KaMepoil st XpaHEHUsI UCXOJHBIX PEareHTOB;
OTJIENbHBIN XallaT, MIANOYKH, O0YBb M MEpPYaTKU PE3UHOBBIC WU IJIACTHKOBBIE,
onHopasoBbie o MY 1.3.2569-09;

€MKOCTh JUIsl Je3WH(UIIMPYIOIIET0 pacTBopa i cOpoca HUCHOJB30BAHHBIX
HaKOHEYHHKOB, TPOOUPOK U APYTUX PACXOIHBIX MaTEpUAJIOB;

Ne3MH(PULIHPYIOIUN PacTBOpP;



- TepMOCTaT mporpamMmupyembii (ammudukatop) s mnposenenus I[P ¢
nereknuert ¢ayopecueHuuu mo aBym kaHatam FAM u HEX B pexume

«PCaJIbHOTO BPECMCHW.

5. B3SITUE, TPAHCIIOPTUPOBAHUE U XPAHEHHUE MWCCJIEAYEMOI'O

MATEPHAJIA

B3arue, TpaHCHIOPTUPOBAHME W XpPaHEHUE HCCIEAYEMOro Marepuana JIOJKHO
MIPOBOJUTHECSI B CTPOIOM COOTBETCTBHM C METOAMYECKUMHU peKoMeHauusamu «Bsdarue,
TPaHCHOPTHPOBKA,  XpaHEHHWE  KIMHHYEecKoro  marepuana i [IIP-mumarHoctukmy,
pa3paboTaHHBIMU OBI'VH «leHTpanpHbII Hay4YHO-UCCJIEN0BATEIIbCKUA ~ HHCTUTYT
snuaeMuonorun» denepanbHON Ciy:K0bl MO HaI30py B cdepe 3aluThl IMpaB NoTpeOuTene u
OnmaromnoJryuns yenoBeka, Mocksa, 2012 T.

Marepuanom 11 UCCIIEIOBAHMS SIBISIOTCS MA3KH U3 YPOTCHUTAIIBHOTO TPAKTA YEJIOBEKA.

MaxkcumanbHbIi CpOK XpaHeHus: 00pa3oB Ouomarepuaina He 6osee 24 yacos mipu 4 - 8°C.

6. TMPOBEAEHME UCCJIENJOBAHUA

6.1. 9KCTPAKLUA JHK U3 KIMHUYECKOI'O MATEPUAJIA

Jnst okctpakiuu  (Beiaenenus) JIHK w3 kmmHWYeckux oOpasloB  HUCIHOJIB3YIOTCS
KOMILJIEKThI pEareHTOB, PEKOMEHJOBAHHBIE JJISl UCIOJIb30BAHUS B KJIMHUYECKOH J1a00paTopHOi
muarHoctuke («IHK-cop6-AM», OOO «Hekcr-buo», Poccus; «3[A0M», HTK «/luasmy,
Poccuss m npyrue aHanmoruyHble KOMIUIEKTHI peareHToB). Okctpakiuito JIHK mpoogst

COTJIACHO MHCTPYKIIMH, ITpUjIaraeMoi Kk Habopy mis BeineneHus JJTHK.

6.2. TIIP-AMILTU®UKALIAS

OO0mmii 00bEM peakuMOHHOM cMecH — 25 MKJI, BKJIO4Yast 00béM npodb1 JTHK — 5 Mk,

6.2.1.B mraTuB MocTaBUTh HEOOXOJMMOE KOJIHYECTBO MPOOUPOK/CTPUIIOB CO CMECHIO VIS
amruuKau (B COOTBETCTBUM C KOJIM4eCcTBOM Mpob u ase mpobupku s [IKO u
OKO);

6.2.2.B kaxayro npoOUpKy, HE MOBpexJaas cJIOH BOCKa, BHeCTHM MO 10 MK TIIATENBHO
NepeMeIIaHHoro pacTBopa Tag-rnojnumepassl;

6.2.3.3aKpBITh KPBILIKH TPOOUPOK;

6.2.4.1loouepesHO OTKPBIBAsE KPHIIKH TPOOUPOK BHECTH B MPOOHPKU:

6.2.4.1. B oaHy U3 NOArOTOBJIEHHBIX PoOUpoK BHecTH 5 MK OKO;
8



6.2.4.2. B npoOupku, mpegHa3sHaYCHHbIC I aHAJIn3a 00pa3LoB, IO0YEPETHO BHECTH 10 5
MKJI aHATH3UPYEMBIX MPO0;
6.2.4.3. B ocraBmytocs npobupky Baectu 5 mxi [TKO.
6.2.5. YcTaHoBUTH Bce MPOOUPKH B OJIOK AETEKTUPYIOLIETO aMILTU(UKATOPA;
6.2.6. 3anmyCTHTh pOTpamMMy aMIUTH(PUKAIUU B COOTBETCTBUHU C MapaMeTpaMH, YKa3aHHBIMH B
tabmuue 1.
Buumanue! Jlna mnpenoTBpamieHHsl KOHTAMHMHAIIMU TP BHECEHUM B NPOOHPKH
pearenToB, o0pa3suoB JJHK M KOHTpPOJBLHBIX 00pa3snoB peKOMEHAYeTCsl MCIO0Jb30BaTh

TOJBbKO O0JAHOPAa30BbI€¢ HAKOHCYHHUKH C a3P030JbHBIMU (bl/IJII)TpaMI/I.

Tabumnua 1 — YciaoBusi npoBeieHNs aMIVIN(PUKALMHT U IeTEKIIUH Pe3yJIbTATOB

[Iporpamma ammudukanuu

Temmepatypa Bpewms KonmuecTBo nukios
94°C 15 muna 1
94°C 10 cex
58°C 10 cex 5
72°C 10 cex
94°C 10 cex
58°C 10 cex ™ 40
72°C 05 cex

10°C — xpaneHnue

Jletexnus GpuyopeclieHTHOTO CUTHAja

Creuunpuyeckuit IpoayKT FAM
BuayTpeHnHuii KOHTPOJIb HEX
*

- ACTCKIIMA Q)nyopecueHTHoro CHUIr'Hajia

6.3. PETUCTPALIUS PE3YJIBTATOB

I[eTeKI_II/IH MPpOAYKTOB aMHJII/I(l)I/IKaLII/II/I IMPOBOAUTCA B PCKUME PCAIIBHOIO BPEMCHU C
UCTOJb30BaHueM jeTekTupytouiero [TIP-ammmmdukaropa cornacHo HHCTPYKLUUHU K TPUOOPY:
- mo kaHainy FAM peructpupyercss CUrHajdl O HAKOIUIEHHMM MPOJIYKTa aMIUIM(pHUKALUN
¢parmenrta JJTHK Chlamydia trachomatis;
- mo kaHany HEX peructpupyercs curHajl O HaKOIUIGHHH MNPOJYKTa aMIUTM(UKaIUU
@parMeHTa reta [-rinoOuHa ueoBeka (I/ICHOJ'IL3yeTC${ B Ka4Y€CTBC KOHTPOJIA B3ATHA

MaTepHuana).




6.4. AHAJIN3 U UHTEPIIPETALIUS PE3YJIBTATOB

6.4.1. Aranu3  pe3ylbTaTOB MPOBOJMAT C TMOMOMNIBIO  MPOTPAMMHOIO  OOeCHedeHUs
ucrnoabzyemoro npubopa s nposeaenust [P ¢ nerexuueir B pexume peasbHOTO
BpeMeHHU. Pe3ynbTaThl MHTEPNPETUPYIOTCS Ha OCHOBAHWU HaJIW4Msl (WM OTCYTCTBUS)
nepeceueHsl KPUBOW (PIyOpEeCIeHIIMM Ha COOTBETCTBYIOIIEM KaHalle C IOPOTOBOM
JUHHUEH, YTO OIpeneiseT HajJu4yue (U OTCYTCTBHE) JUIsl JAHHOM MpOoObl 3HAYEHUs
noporooro mukia Ct. Ananusupyemast mpo0a CUUTASTCs MOJIOKUTEILHON, €CIIH:

- rpaduk HapacTaHus (IyopecleHIH UMeeT (OpMy FKCIIOHEHIMAIbHON KPUBOM;
- s IpoOBI OTIpeieIeHo 3HaueHne moporosoro mukina Ct;
- KpuBas  (ayopecleHLUMH TIepeceKaeT IOpPOTOBYI0  JIMHHIO Ha  Y4acTKe

OKIMOHCHIIMAJIBHOT'O pOCTA.

6.4.2. TIpuHUMNI MHTEPIPETAIIMU:
VYder pe3ynbTaToB CleAyeT HauYMHATh C Pe3yabTaTOB aMIUTM(UKAIIUN TOJOKHUTEIHHOTO
(ITKO) u otpumnarensroro koHTposbHBIX (OKO) 06pa3iios.
6.4.2.1. Pe3yabTaThl aHAJIN3A HE YYNUTHIBAIOTCS, €CJIN:

- Bo BpeMs mnpoxokIeHHS peakuuu ACTEKTUPYIOIUNA aMIuiupuKatop He
perucTpupyer 3KCIMOHEHIIUATBHBIN POCT YPOBHS (UIyOpecIeHIINHU Mo KaHajgam FAM u
HEX B mpo6upke ¢ I[IKO nnm monydeHHbie 3HaueHus moporooro mukia Ct mjs ogHoro
Wi 000MX KaHAJIOB BBILIE IPAHUYHBIX, YKa3aHHBIX BO BKJIAJIbINIE K HAOOPY; B JaHHOM
CUTYalluM HEO00X0AMMO MTOBTOPHOE HCCJIe0BAHME BCeX 00pa31oB;
- Bo BpeMs mnpoxoxIeHHS peakuuu ACTEKTUPYIOIUNA aMIuiupuKatop He
perucTpupyer SKCIOHEHIMANBHBIM pPOCT YpOBHA (UIYyOpPECHEHIMH MO OJHOMY W3
kaHanoB B npoOupke ¢ [IKO unu nmonydyeHHble 3HaYeHHUs oporosoro ukia Ct Belie
IPaHUYHBIX, YKa3aHHBIX BO BKIAJbIIIE K Ha0Opy; B JAHHOH CHTyallMd He0OXOAUMO
NMOBTOPHOE HcCJIeI0BaHHE BCeX 00pa3loB;
- B npobupke ¢ OKO perucrpupyercsi SKCHOHEHIHAIBHBIA POCT YpPOBHS
¢dyopecueHIIMM N0 OJHOMY M3 KaHaJIOB, JUOO MO BCeM KaHajlaM (hIyopecleHLnu.
Heo0xonumo mnpuHsTHEe Mep IA YycTpaHeHus KoHTtamuHamuu B IIIP-
JIaGopaTopuH ¥ MOBTOPHOE MCCJIeJ0BAHUE BCeX 00pa3LoB.
- B mpobupke c¢ IIKO perucrpupyercsi SKCHOHEHIMATIbHBI POCT YpPOBHSA
¢nyopecueniuu no kananam FAM u HEX; B mpobupke ¢ OKO He perumcrpupyercs
poct ypoBHS ¢ayopecueHumn mo kaHanaMm FAM wu HEX; B mnpobupke c
aHAJM3UPYyEeMbIM O0Opa3lloM He PerucTpUpyercsi pocT YpOBHS (HIyOpeclEeHIUH IO

kanany HEX WJIM Ct Bbime 33 i Takoro oépasua npoueaypa ucciel0BaHusi
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JOJKHA ObITh MmpoBejicHa MOBTOPHO, HAYUHAHA CO CTAIUM BbBIICJICHUSA I[HK HpI/I

MOBTOPCHUU pe3yJbTaTta AeJacrcd BbIBOA O
KIMHUYECKOIro MmarepuaJjia, 06pa3eu HOJIKEH OBITh B34IT IMMOBTOPHO.

6.4.2.2. Pe3yabTaThl aHAIN3A YYUTHIBAIOTCS, €CJIH:

IJIOXOM Ka4YeCTBC B3ATHA

- Bo Bpems mpoxokeHus amIuIM(pUKalU PEerucTpUPYETCs SKCIIOHEHIMAIbHBIM

poct ypoBHs (hyopecteHuu o kanaitam FAM u HEX B mpoOupke ¢ T0JI0KUTETBHBIM

KOHTPOJIEHBIM 00pa3IoMm;

- Bo Bpems mpoxoxaeHus aMIUTH(UKAIUU OTCYTCTBYET (IIyOPECHEHTHBIH CUTHAI

no kaHaiaM FAM u HEX B npoGupke ¢ oTpuiiaTeibHbIM KOHTPOJIBHBIM 00pa3LoMm;

6.4.2.3. Tlpu cobmonernn TpedoBanmii myHKTa 6.4.2.2. 3aKIII0YSHNE O HATWIHH JTHO0

OTCYTCTBHUH B aHAM3MpyeMoM kimHu4YeckoM oopasie JJHK Chlamydia trachomatis

JeJIaeTcs B coOoTBeTCTBUM ¢ Tabmurieii 2.

Tab6aunua 2 — UHTepnperanus pe3yabTaTOB MCCIe10BAHUS

Hanuuue ¢gnyopeciieHTHOTO curiana
Kanan FAM Kanan HEX
O6paszen mosnoxurenex Ha namnare JTHK Chlamydia trachomatis + +
O6pasen orpuriatesnes Ha Hammaue JTHK Chlamydia trachomatis - +
Pe3ynbTaTr HENOCTOBEPHBII ; :

7. YCJIOBUSA TPAHCIIOPTUPOBAHUSA U XPAHEHUS HABOPA

7.1. Cpox rogHoctu Habopa — 6 MecsLeB C 1aTbl U3TOTOBJIECHUS.

7.2. CpoK roJHOCTH BCKpPBITBIX PEareéHTOB COOTBETCTBYET CPOKY I'OJHOCTH, YKa3aHHOMY Ha
TUKETKAaX JUIsl HEBCKPBITHIX PEAreHTOB.

7.3. Habop peareHTOB C UCTEKIIUM CPOKOM T'OJAHOCTH MPUMEHEHHUIO HE MOIIEKUT.

7.4. TpaHcnopTHpoBaHHE HabOpa OCYLIECTBIISAIOT BCEMU BUAAMHU KpPBITOTO TPAHCHOPTa HpU
temiieparype oT 2 10 8 °C B TeueHue BCero Cpoka roJHocTa Habopa.

7.5. VYcnoBus XpaHeHHMs OTHEIbHBIX KOMIIOHEHTOB Habopa «XyaMuaus TpaxoMaTuc»
yKa3aHbl Ha yrnakoBke. IIpoOMpKH M CTpUmBI CO CMECAMHU s aMIUIM(UKAIUU HE0OX0AUMO
XpaHUTh B 3allMIIEHHOM OT CBeTa MecTe npu Ttemmeparype or 2 no 8 °C. PactBop
nosmmepassl, [IKO u OKO Heo6xonumo xpaHuTh pu Temrneparype ot 2 ao 8 °C.

7.6. Jlns moyrydeHUs: HAJAEKHBIX Pe3yIbTaTOB HEOOXOJUMO CTPOroe COONII0ICHUE HHCTPYKLIUU
10 MPUMEHEHHIO Habopa.

7.7. TlpennpusaTue-U3rOTOBUTENb TapaHTUPYeT COOTBETCTBHE Habopa  TpeOOBaHUIM
TEXHUYECKUX YCIOBMA TIpU COOJIOACHUM YCIOBUHM TPAaHCHOPTHPOBAHUSA, XpAaHCHHUS U
HKCIUTyaTaIlH, YCTAHOBJICHHBIX TEXHUUECKUMH YCIOBHIMH.
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ITo BompocaM, kacaroniumcs KauecTBa Habopa, cienyer oopamarbest B OO0 «Anbhanady,

197022, Canxr IletepOypr, yin. Akagemuka I[lasiosa 14a, spb.alphalabs@yandex.ru

12


mailto:spb.alphalabs@yandex.ru

CIIMCOK COKPAIIIEHUMN:
I P- nonuMmepasHas LieHas peaKLusl.
KO- nosio)xutenbHbIA KOHTPOJIBbHBIN 00pazer

OKO- otpunatenbHbIii KOHTPOJIBHBINA 00pa3ell

CHAMBOJIBI, HCTIOJIb3YEMBIE B IEYATHOM MMPOJIYKIIAM:

LOT

Homep cepun

IVD

ToabKko A4 in vVitro IMarHOCTUKH

JlaTta m3roroBJieHus

Cpox romHocTu

~ Bd 1

XpaHuTh NPU TeMIiepaType
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	для выявления ДНК Chlamydia trachomatis в клиническом материале методом полимеразной цепной реакции (ПЦР) с флуоресцентной детекцией в режиме реального времени

