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1. HASBHAYEHHUE

HaGop peareHtoB «MuKomiIa3Ma XOMHHHUC» TPEAHA3HAYCH JUISI Ka4eCTBCHHOTO
oonapyxenus JJHK Mycoplasma hominis (Bo30yauTens MUKOILTa3MEHHOM HH(EKIMK) METOIOM
nonumepasHoi nenHoi peakmuu (ITLP) ¢ dimyopectieHTHOH AeTeKMel pe3yabTaToB aMIUTH(DUKAIH
B PEXKHME PEaTbHOTO BPEMEHHU.

MarepuanoM JyUisi HCCIEIOBAaHUS SIBISIOTCS Ma3KH M3 YPOTCHHUTAIBHOIO TpakKTa
genmoBeka. OOnmacTh mpuUMeHEHUss Habopa peareHTOB — KIMHHAYECKas JabopaTopHas

JIMarHOCTHKA, HAYYHBIE UCCIICIOBAHUA. TOJIBKO JIJIsl UCCIIEIOBAHUM in Vitro.

2. XAPAKTEPUCTHUKA U3AEJIUSA

2.1. MIPUHOUII METOJA

AHanu3 o0pa3oB BKJIKOYAET CIECIYIOIINE ITAIbL:

1. [Tpo6omnoaroroska (Beiaenenune JJHK u3 00pa3ioB KIMHUYECKOTO MaTepHalia).
2. Ammmudukanus cneruduueckux ¢pparmentos JJHK B xone ITHP-peakunn.

3. Jlerekuusi MpOAYKTOB aMILTU(UKALIUY B PEKUME peaTbHOr0 BpEMEHH.

B mnpomecce peakimu mpoucxoauT amiuinbukanus ¢parmenta JJHK Mycoplasma
hominis (mpu yclnoBUM HamW4YUsl YKa3aHHOTO MHKPOOPraHM3Ma B HMCXOIHOM KIMHUYECKOM
MaTepuaie) U aMIuTupuKanus GparMeHTa reHa B-riioduHa denoBeka (UTO CIY)KUT B KauecTBE
KOHTPOJIS B3ATHsI OMOIornyeckoro marepuana). /s amnaugukanym cnennuyeckoro yqactka
JIHK ucnonb3yroTcsi OJUTOHYKJIEOTHABI U MEUEHBIE OJIMIOHYKIEOTHIHBIE 30HABI Tagman. B
npucyTcTBUM (epmeHTa Taq-momumepasbl NPOUCXOAUT THOPUAM3ALUS OJUTOHYKIEOTHIOB U
30HJa ¢ kKoMIieMeHTapHbIM yuacTkoM JIHK-mumenn. O6pa3zoBanue cnennduueckoro npoaykra
amMITM(UKAIMKA COITPOBOXKAAETCS OTIEIUIEHUEM (hIyOopeclieHTHON MeTKHU (Osarofapsi HaIMuuio
y Taqg-nomumepaspl 5’- HK30HYKJIE€a3HOM AaKTHUBHOCTH) UM TOSBICHUIO JE€TEKTHPYEMOIO
(I1yOopecleHTHOIO CUTHaJIa, PErUCTpalusi KOTOPOro MPOBOJIUTCS B PEXKUME PEAIbHOIO BPEMEHH.
OJNUTOHYKICOTHAHBIC 30HABI, HcHojb3yembie mus perekiuu JIHK Mycoplasma hominis u
nerekunn gparmenta JIHK uenoBeka (BHYTpEHHUIH KOHTPOJIb) UMEIOT (DIyOpECIIEHTHbIE METKU
C Pa3HBIMHU CIIEKTPAaMU IOTJIOLIEHHS M UCITYCKaHUs, YTO MO3BOJIET IPOBOAUTH OJJHOBPEMEHHYIO
peructpanuio  ayopectiennun o AByM kKadHaimam (FAM wu HEX). HuTeHncuBHOCTH
diyopecueHIIMM TMPSMO  MPOIMOPLHOHATbHA KOJWYECTBY MPOAYKTOB aMIUTM(pUKALUK W,
CJIEIOBATENIbHO, HAPACTAET C KaXKJIbIM ITOCIEYIOIIUM LIUKIIOM.

HaGop peareHToB mpenHa3HaueH /s  MCIONB30BaHMS Ha  aMIUIMQuKaTopax
JNETEKTUPYIOIINX [UIsl TOCTAHOBKM TOJIMMEPA3HOM IIEMHOM peakuud B PEKHUME PEealbHOTO
Bpemenn (MiniOpticon, BioRad; AT-96 wiu npyrue amminduKaTtopbl ¢ aHAIOTHYHBIMH

TCXHUYCCKUMHU XapaKTepI/ICTI/IKaMI/I).



2.2. ®OPMbI BbBIITYCKA HABOPA PEAT'EHTOB.

HabGop pearenToB «MuKomia3Ma XOMHHHC» BBITYCKACTCS B YETHIPEX Pa3IMYHBIX
BapHAHTAaX KOMILJICKTAI[MHM, KOTOPBIC OTIMYAIOTCS IO KOJHYECTBY OMpECNICHUH, Ha KOTOpOe
paccuntad Habop peareHToB (48/96), W TuUIy TPOOHMPOK CO CMECBHIO I aMIUTM(PUKALN
(TIpOOUPKHU/CTPHUIIBI):

1) xomIIekT Ha 48 onpeneneHnid, CMech sl aMIUTM(PUKALMHU B IPOOHPKax;
2) KOMIUIEKT Ha 48 ompeaeneHuit, cMech I aMIUTH(PUKAIIIU B CTPUTIAX;
3) koMIUIEeKT Ha 96 onpeaeeHnid, CMeCh JIs aMIUTH(GUKAIIMN B IPOOUPKaX;

4) KOMIUIEKT Ha 96 omnpeneneHuii, CMeCh I aMILTU(PUKAIMK B CTPUTIAX;

2.3. COCTAB HABOPA PEAT'EHTOB

Ha 48 onpenesenuii:

KommnonenT Habopa Onucanue KomnuectBo, 06beM poOupku, 00beM
peareHToB KOMITOHEHTA
CwMmech s IIpo3padnas OecrBEeTHAS KHUIKOCTh 48 ipobupok oovemMoM 0,2 MIT, colepIKAIIUIX
aMIUTHUKAIIH 1o 10 MKJI cMecH KaXKast Wik 6 CTPUIIOB TI0
8 mpobupok, conepxamux 10 MKI cMecH
KaX[as
PactBop [Ipospaunas GecuBeTHAS KUIKOCTh 2 mpobupxu 1o 300 MK

Tag-nomumepassl

ITonoxxuTenbHbIN ITpo3paunas GecuBeTHAs )KUAKOCTb 1 mpoGupka, 75 MK
KOHTPOJIbHBIN
obpazer (ITKO)

OTpunarensHeIit ITpo3paunas GecuBeTHAs )XUAKOCTh 1 mpoGupka, 150 Mk
KOHTPOJIbHBIN
obpazert (OKO)

Kommiekt Ha 48 omnpeneneHuii MO3BONSET MpPOBECTH aHaMu3 48-mMu 00pas3loB, BKIIOUas
MOJIOKUTEIBHBIM U OTPUIIATEIILHBIA KOHTPOJIbHBIE 00Pa3IIbl.

Ha 96 onpenesnennii:

Kommonent nabopa Onucanue KommdecTtBo, 006eM IpOOHPKH, 00BEM
peareHToB KOMIIOHEHTa

CwMmech st IIpo3padHas OecrBETHAS KHUIKOCTh 96 nipodupok 06bemMoM 0,2 MII, CoepIKAIIUX

aMIUTH(QUKAAN o 10 MK cMecH Kakast win 12 cTpumoB 1o
8 mpobupok, cogepxamux 10 MK cMecH
Kaaast

PactBOp IIpo3paunas OecrBeTHAS KHUIKOCTh 4 ipo6upku 1o 300 MK

Tag-mogmmepassl

ITonoxuTenbHBIN [Tpo3paunas GecuBeTHAS JKUAKOCTD 2 npoOUPKH 10 75 MK

KOHTPOJIBHBIN

obpazer (ITKO)

OTpuLaTeNbHBIH [Tpo3paunas GecuBeTHAS JKUAKOCTD 2 npobupku 1o 150 Mk

KOHTPOJIBHBIN

obpazer; (OKO)

Kommekt Ha 96 ompeneneHuii mo3BOJISET NPOBECTH aHANW3 96-Tu 00pasmoB, BKIIIOYAs

MOJIO’KUTEIBHBIN M OTPULIATEIbHBIA KOHTPOJIbHBIE 00pa3IIbI.




2.4. AHAJIMTHYECKHUE XAPAKTEPUCTUKHA

AHaIMTHYECKAS YYBCTBUTEIbHOCTh. HyKHUI pe/ies1 aHATMTUYECKON YyBCTBUTEIIBHOCTH
Habopa peareHToB - 2000 komwmit/mi. s onpeneneHus aHATUTUYECKONW YyBCTBUTEILHOCTH
UCIOJNIB3YIOT KOHTpOJIbHBIE 00pasiubl npennpustus (KOII), npeacrasnstomue co0oit
MOJTy4E€HHBIC METOJIOM F'eHHOW MHX)eHepuu o0pa3isl iazmuanoi JJHK co BctpoeHHBIM
¢dparmentom, cienupuunsiM 11 JJHK nerekrupyemoro mukpoopranusma. KoHmentpaiuto

KOII-1 u3mepsitot ciekrpodoTomerpuuecku Ha mpudope NanoDrop2000.

AHaauTHYecKass cHeuM(PUYHOCTH. AHaIUTHYECKas crenuuyHOCT, Habopa peareHTOB
«MuKoII1a3Ma XOMUHHUCY» MOATBEPKICHA OTCYTCTBHEM PErHCTpaIii SKCIOHEHIIMAIBHOTO POCTa

¢ryopecueHTHOTO curHaia 1o kanaiay FAM B oTpHIIaTeIbHBIX KOHTPOJIBHBIX 00pa3ax.

JluarnocTuyeckasi YyBCTBUTEJIbHOCTh HAOOpa peareHTOB cocTaBisieT He MeHee 98 % (mpu
pacdeTe 110 (bOpMYJIC BepHYJ'IJ'II/I) U TOATBCPIKIAACTCA B XOAC KIMHUYCCKUX HUCIIBITAHUN Ha
BbIOOPKE KIMHUYECKUX 00pa3IioB.

I[I/laFHOCTI/I'{eCKaﬂ CHeII]/I(l)I/I'lHOCTb. CHGIII/I(l)I/I‘IHOCTI) aHaJIM3a IpU IIOCTAHOBKE TCCTa C
MMPUMCHCHHUCM Ha60pa pearcHToB «MuxkomiaazMa XOMHUHHUCY JI0Ka3aHa METOJJOM CCKBCHUPOBAHUA
IMPOAYKTOB aMHJ’II/I(i)I/IKaI_II/II/I U TIOATBCPIKACHA OTCYTCTBHCM HCCHCI_II/ICI)I/I‘IGCKI/IX MNEPEKPECTHBIX
peakmuit npu TectupoBanuu o6OpasnoB JIHK denmoBeka u manmenu o6pasmoB  JIHK
MHKPOOPraHU3MOB, SIBIISIFOLLIAX CS PEACTABUTEIISIMU HOPMaJIbHOU MUKPOQIIOPbI
YPOTEHUTAJIBHOTO TpPaKTa, YCJIOBHO-TIATOTEHHOW W maroreHHou ¢uopsr (Lactobacillus spp,
Escherichia coli, Gardnerella vaginalis, Candida albicans, Chlamydia trachomatis, Mycoplasma

genitalium, Neisseria gonorrhoeae).

3. MEPBI TIPEAOCTOPOXHOCTH

3.1. IloTrennuanbHbIi puck npumMeHeHust Habopa pearenToB — kiacc 20 (Ilpuka3z M3 Poccum ot
06.06.2012 Ne 4n).

3.2. Bce KOMIOHEHTHl HaOopa peareHTOB B HCHOJIb3YEMbIX KOHIEHTPALMAX SBISIOTCS
HETOKCHYHBIMH.

3.3. MepsI ipeocTopokHocTH - cobmoaerue mpasmit CIT 1.3.2322-08 «be3omacHocTh paObOThI
¢ mukpoopranm3mamu Il - IV rpynm matoreHHOCTH (OMACHOCTH) M BO3OYIUTEISIMH
napasuTapHbIX OoJe3Hei» M MeToauueckux ykazanuid MY 1.3.2569-09 «Opranuzanms
paboThl 1abopaTOpuid, MCIOJB3YIOMUX METOABl AMIUTM(UKAIUN HYKIEHHOBBIX KHCIOT,
npu paboTe ¢ MaTepUaIoM, CoJIepKaliiM MUKpoopranu3msl [-1V rpynn natorenHocT.

3.4. Yrunmszamus oTXoAo0B mpomsBogutcs B coorBerctBum ¢ CanlluH N2.1.7.2790-10

"CaHI/ITapHO-3HI/I,Z[CMI/IOJ'IOFI/I‘-ICCKI/IC TpC6OBaHI/I}I K O6paI_I_ICHI/IIO C MCIMIWHCKHUMU
)



oTxonamu'", cOOp OTXOJOB OCYIIECTBIISIETCS B OJHOPA30BBIC IMAKEThI JKEITOTO IIBETA,

npeaHa3HaYCHHBIC [T YTHIM3AUU MeTUIMHCKUX 0TX010B Kiacca b (TOCT P 50962-96).

4. ObOPYJTOBAHUE, PEAI'EHTBI U MATEPHAJIBI

1-ii 3Tan — Beigesienue [IHK u3 kiInHu4ecKoro marepuaJja

BHUMAHMUE! Kommiaexkt pearenToB 1ias Bbiaejdenuss [AHK wu3 Ouosorudyeckoro
MaTepHaJia He BXOJAHUT B cOcTaB Ha0opa peareHTOB « MUKOIJIa3Ma XOMUHHUC)

Jns Beinenenus JJHK w3 kmuHUYECKHX 00paslioB MCHOJB3YIOTCS KOMILIEKTHI PEarcHTOB,
PEKOMEHIOBAaHHBIC IS WCIOJIB30BAaHUS B KJIMHUYECKOW JTaOOpaTOpPHON IMAarHOCTHKE TpU
aHayM3e Ma3KoB U3 yporenurtaiabHoro tpakra («IHK-cop6-AM», OOO «Hekct-buo», Poccus;
«OBOM», HTK «dunasm», Poccus; «IHK-DKCIIPECCy, HII® «Jlutex», Poccusa u npyrue
aHAJIOTUYHBIE KOMILJIEKTHI peareHToB). Okcrpakiuio JIHK mpoBoasT coriacHo HMHCTPYKIIUU

IIPOU3BOJUTENS HAbOpa.

Heooxo0umoe ooopyoosanue:

- JIaMHHapHBIA OOKC 2-T0 KJIacca 3allHThl;

nentpudyra st mpodupok BMecTuMocThio 1,5 mut Ha 3000 — 12000 06/mMuH;

- MukporeHtpugyra-soprekc Ha 1500 — 3000 06/muH;

- TBEpAOTENIbHBIA TepMOCTaT A MpoOupok BMecTUMOCThiO 1,5 M tuna Tepmur (OOO
HII® «IHK-Texnonorus», Poccust), moanepxxuparomuii temneparypy 1o + 99°C;

- IHUIETKU-A03aTOPbl IEPEMEHHOT0 00beMa, MO3BOJISIONIUNE OTOMPATh O0BEMBI KUJIKOCTH
5-50; 20-200; 100-1000 mxm;

- OJHOpa30Bble HAKOHEYHHMKH € a3p030JbHbIM (punbTpoM 0,5 — 10; 20-200 Mk,

- eMKOCTh JUIsl cOpoca MCIOJIb30BaHHBIX HAKOHEYHUKOB, MPOOMPOK U JAPYTHX PACXOJHBIX
MaTepHajoB;

- KOHTEHHEp C KPBIIIKOH I J1e3MHPUIIUPYIOIIETO pacTBOPa;

- OTAENbHBIA Xajar, IaoOYkd, OOyBb M TEpPUATKH pPE3UHOBBIE WM IUIACTHKOBBIE,

onHopa3oBbie Mo MY 1.3.2569-09.

2-ii 3Tan - npoBenenue IIP-amniudgukanum U aeTeKnusi NPOAYKTOB aMILIM(PUKALIHN B

peKHMe peaibHOTO BpeMEHH ¢ MOMOIILI0 Hadopa peareHToB « MHKOMIa3Ma XOMHUHHCY

Heob6xo0umoe obopyoosanue:
- IIIIP-60xc ¢ Y ®-mammoit;

- LITaTUB «paboyee MECTO» Uil CTPUIIOBAHHBIX U OOBIYHBIX TPOOUPOK 06BeMoM 0,2 Mt
6



- mukponeHtpudyra-soprexc Ha 1500 — 3000 06/MuH;

- TUINETKH-I103aTOPhl MIEPEMEHHOT0 00beMa, MO3BOJISIONINE OTOMPATh 0OOBEMBI KUIKOCTH
0,5 —10; 5-50; 20-200; 100-1000 mkJ;

- OJHOpPa30BbIC HAKOHEYHHUKH C a3p030JibHEIM (ruibTpoM 0,5 — 10; 20-200 mxur;

- XOJIOAWJIBHUK C MOPO3WIBHOM KaMepoil 17151 XpaHEHHsI UCXOTHBIX PEeareHTOB;

- OTAENBHBIM XajaT, MIANmoO4YKd, OOyBb M IMEpPYAaTKH PE3UHOBBIC WIIU IUIACTUKOBBIE,
onHOpa3zosbie o MY 1.3.2569-09;

- eMKOCTh /s  Je3uHQUIMPYIOUIEr0 pacTBopa sl  cOpoca  MCIOJNb30BaHHBIX
HAKOHEYHUKOB, TPOOUPOK U JIPYTHX PACXOJHBIX MaTEpUaJIOB;

- JIe3MH(PUIUPYIOIIUN PacTBOD;

- TepMoOCTaT MporpamMMHpyeMblii (amrmumudukarop) ans nposenenus [P ¢ perexuueit

dayopecueniuu no 1syM kanaiam FAM u HEX B pexxume «peanbHOTro BpeMeHM».

5. B3ATUE, TPAHCIIOPTUPOBAHUE U XPAHEHUE NUCCJIEAYEMOI'O MATEPUAJIA

Marepuanom Jisi UCCIIEIOBAHUS SIBISIOTCS Ma3KH U3 YPOT€HUTAJILHOI'O TPAKTa YEJIOBEKa.
B3situe, TpaHCIOPTHPOBAaHHWE M XPAaHEHHE HMCCIEIYEMOro Marepuana JOJIKHO MPOBOJIUTHCS B
CTPOTOM COOTBETCTBUM C METOJMYECKUMHU pEKOMEHJauusIMu «B3situe, TpaHCIOPTUPOBKA,
XpaHeHue KiIuHu4eckoro wmarepuana st [ILP-mmarHoctukm», paspabdoranneiMu OBI'YH
«leHTpasIbHBII HAYYHO-UCCIIEIOBATEILCKUN HHCTUTYT dMUIEMUONIOTUN» DefepanbHON CITyKObI
M0 HaJ30py B cepe 3aluThl IpaB noTpeduTeneit u Oxaronony4us yenoeka, Mocksa, 2012 r.

VYcnoBus u cpok XxpaHeHHs: 00pa3LoB OnomaTepuana onpeAenseTcss TUIIOM TPAaHCIOPTHON

Cpefbl, UCIIOJIb30BaHHOM Ul 3a00pa Ma3KOB.

6. MTPOBEJIEHUE UCCJIEJOBAHUA

6.1. SGKCTPAKIIUA JHK U3 KIMHUYECKOI'O MATEPHUAJIA

Hns  oxcrpakiuu  (Beigenenus) JHK w3 xiaumHMueckux o0paslioB  HCMONB3YIOTCS
KOMIUIEKThI pEareHTOB, PEKOMEHIOBAHHBIE /ISl UCIIOJIb30BAHUS B KIIMHIUYECKOH 1a00paToOpHOM
muarHoctuke («IHK-cop6-AM», OOO «Hekct-buo», Poccus; «3/19M», HTK «Jluasmy,
Poccns; «/ITHK-OKCIIPECCy, HII® «JIutex», Poccust m apyrue aHaloOruyHble KOMIUIEKTHI
pearenToB). Jkcrpakuuto JJHK mpoBoasT coriiacHO MHCTPYKIIMH, MPUIaraeMoi K Habopy Juist
Beigencuus JJHK.

[Tonyuennsie o6pasiel JJHK xpansar B Teuenue 1 nenenu npu temmeparype ot 2 no 8°C

WJIM B TEYEHHE rojia pU TeMIlepaType He Bbliie MUHyc 16°C.



6.2. NIIP-AMIIVINM®OUKALIUA
OO0umii 00bEM peakIIMOHHOM cMecH — 25 MKJI, BKJIIO4Yast 00béM npoobl JJHK — 5 M.

6.2.1. B mTatuB mocTaBUTh HEOOXOIUMOE KOJIUYECTBO IMPOOHPOK/CTPUIIOB CO CMECHIO IS
amrupuKanu (B COOTBETCTBUU C KOJIMYECTBOM Mpod u nBe mpobupku s [1IKO u
OKO);

6.2.2 B xaxayro mpoOMpKy, HE MOBpeXxaas ClIoil Bocka, BHeCTH 1o 10 MKI TIIaTteabHO

nepeMenIaHHoro pacTBopa | ag-moiauMepassbl;

6.2.3. 3aKpBITh KPBIIKHA TPOOUPOK;

6.2.4. [ToouepeqHO OTKPBIBAsE KPBIIIKK MPOOHPOK BHECTH B MIPOOHPKHU:

6.2.4.1. B onHy u3 noarotosieHHbIX Tpobupok BHecTH 5 Mk OKO;

6.2.4.2. B npoOupku, npenHa3HadyeHHBIC NI aHAIM3a 00pasIoB, MOOYEPETHO BHECTH I10 5

MKJI aHAJTU3UPYEMBIX TTPO0;
6.2.4.3. B ocraBmyrocs npodupky Baectu 5 Mk [1KO.
6.2.5. YcraHoBuTH Bce MPOOUPKHU B OJIOK JAETEKTUPYIOLIEro aMILuIh(pUKaTopa;
6.2.6. 3amycTuUTh mporpaMMy aMmIU(UKalUd B COOTBETCTBUH C MapaMeTpaMH, yKa3aHHBIMH B

tabnuue 1.
Buumanmue! /I npeqorBpamennsi KOHTAMMHAIIMM IIPY BHECEHNH B NPOOHMPKHU peareHToB,
o0pasnos JIHK # KOHTPOJIBHBIX 00pPa3sHOB PpPEKOMEHAYeTCHd HCHO0Jb30BATH TOJIbKO

OHOPA30Bbl¢ HAKOHEYHHKH € 23P030JIbHBIMHU (PUIbTPAMHU.

Tabaunna 1 — YcaoBusi npoBeieHNs aMILIM(PUKALMHT U 1eTEKIIMH Pe3yJIbTaTOB

[Tporpamma ammIupuKauu

Temneparypa Bpewmst KonnyecTBo HMKI0B
94°C 15 Mmuu 1
94°C 10 cex
58°C 10 cex
72°C 10 cex
94°C 10 cex
o *
58°C 10 cex
72°C 05 cek

10°C — xpaHnenue

Jletexmus GIyopeclieHTHOTO CUTHaja

Cneunduueckuit IpoayKT FAM

BHyTpeHHUIT KOHTPOJIb HEX

- neTeKkus (GIyopecueHTHOro CUurHaia
8




6.3. PETUCTPALIMSA PE3YJIBTATOB

Jlereknust mpOayKTOB aMILTU(UKALUK MIPOBOJUTCS B PEKUME PEATBHOTO BPEMEHH C
UCToNIb30BaHueM jerektupyromiero [MI[P-ammmdukaTopa coriiacHo HHCTPYKIIMH K IPUOODY.
- mno xaHary FAM peructpupyercsi curHajl o HaKOIUICHHM MPOJYKTa aMIUIU(pUKALUU
¢dparmenta JJTHK Mycoplasma hominis;
- mo xanany HEX perucrpupyercss cUrHan O HaKOIUIGHUW MPOAYKTa aMIUTH(PUKAIIUU
¢parmenTa reHa B-rimoOuHa 4YenoBeka (MCIOJIB3YETCS B KAueCTBE KOHTPOJISI B3ATHUS

MaTepuaa).

6.4. AHAJIN3 U UHTEPIIPETALIMSA PE3YJIBTATOB

6.4.1. AHanu3 pe3yabTaToB MPOBOJAT C MOMOLIBIO IPOrPAMMHOIO 00ECHeUeHHs! UCII0JIb3YeMOTo
npubopa ans nposenenus 1P ¢ nerekuueit B pexxume peanbHOro BpeMeHu. Pe3ynbraTsl
UHTEPIPETHPYIOTCS HA OCHOBAaHUHM HaJIW4Us (WIM OTCYTCTBHUS) IEPECEUCHUs KPUBOU
¢uryopecueHIIMM Ha COOTBETCTBYIOIIEM KaHaJeé C MOPOTOBOH JIMHMEH, 4TO ONpenerseT
Halmyue (WIM OTCYTCTBHE) Ui JaHHOM mnpoObl 3HadeHus moporosoro nmukia Ct.
Ananuzupyemast mpoda C4MTaeTCsl MOJ0KUTEIBHOMN, €CIH:

- rpaduk HapacTaHus QIIyOpecUeHIIMA UMeeT (GOpPMY IKCIIOHEHIIUATBHON KPUBOIA;
- JuIs poOkI oTpeieieHo 3HadeHne moporooro mukia Ct mo kanaiam FAM u HEX;
- KpuBas Qayopecrenunu no kasainam FAM u HEX nepecekaer noporopyro JUHHIO Ha
y4acTKe SKIOHEHIIUAIbHOTO POCTA.
6.4.2. IpuHIMT UHTEPIPETALUHN:
VYder pe3ynbpTaToB ClEAyeT HAauYMHATH C Pe3yNIbTAaTOB aMIUTM(UKALINU MOJIOKUTEITHHOTO
(ITKO) u otpunatenproro kKoHTposibHbIX (OKO) 06pasios.

6.4.2.1. Pe3yabTaThbl aHAJIU32 HEe YYUTHIBAKOTCS, €CJIM:

- Bo Bpems Mpox0oXIeHUs peakiiy JACTEKTUPYIOIINN aMIUTH(PHUKATOp He PerucTPpUpyeT
HKCIIOHEHIIMATIBHBIA POCT YpOoBHS (piryopecuiennuu o kanaiam FAM u HEX B npoOupke ¢
[TKO unu nonyueHHble 3HaUeHHs moporooro nukiaa Ct s ogHOro niM o0oMX KaHaJIoB
BBIIIIE TPAHUYHBIX, YKa3aHHBIX BO BKJIAJIbIIIE K HA0OPY; B IaHHOM CHTYallMu He00X01MMO
MOBTOPHOE HcCIeJ0BaHHe BceX 00pa3loB;

- Bo Bpems mMpox0oXkIeHUs peakiiy AETEKTUPYIOIINN aMIUTH(QHUKATOp He PerucTPHPYeT
9KCMOHEHIMAIBHBIN POCT YPOBHS ()IYOPECIEHIIUH 110 OJHOMY M3 KaHAJIOB B MPOOUPKE C
[TKO wnnu nmonyueHHbIe 3HaYEeHUsI TOpOroBoro ukia Ct Bbllle rpaHUYHBIX, YKa3aHHBIX BO
BKJIQ/IbIIIE K HAOOPY; B IAHHOW CUTYallMM He00X0IUMO MOBTOPHOE MCCJIeJOBaHUE BCeX

0o0pasuoB.;



B npobupke ¢ OKO perucrpupyercsi 3KCIIOHEHIUATBHBI POCT  YPOBHS
dayopeceHIMyu M0 OAHOMY W3 KaHAJIOB, JUOO TO BCeM KaHaimaMm (hIyOpecIeHITUH.
Heo0xoqumo npunsiTue Mep AJs1 ycrpaneHusi KoHtamuHauuu B I[IIP-nabopatopun u
NMOBTOPHOE UCCJIeI0OBaAHNE BCeX 00Pa31oB.

B npobupke ¢ IIKO perucrpupyercsi 3KCIIOHEHIUAIBHBIA POCT  YPOBHS
bayopecueniuu o kaHatam FAM u HEX; B mpooupke ¢ OKO He perucrpupyercsi poct
ypoBHs Quyopectennuu no kaHatam FAM u HEX; B mpobupke ¢ aHaiIM3upyembiM
0o0pa3iioM He perucTpupyercsi pocT ypoBHs GiayopecueHimu mo kaHary HEX wumum
3HaYeHue noporoBoro nukia Ct mpeBblmaer rpanuvHoe 3HavyeHue 33,0. Jdus Takoro
o0pa3ua npoueaypa uccjaeA0BaHHUA J0/LKHA ObITH MPOBeJeHA MOBTOPHO, HAUUHASL CO
craauu Bbijejgenus HK. Ilpu moBropennu pesyiabrara aejiaeTcsl BbIBOA O IJI0OXOM

Ka4veCTBE B3ATUA KIIMHUYECCKOI0o MaTepuaJia, oﬁpaseu JOJIKECH ObITH B3IT IMMOBTOPHO.

6.4.2.2. Pe3yibTaThl aHAJIN3a YYUTHIBAIOTCS, €CJIU:

Bo Bpems npoxoxaeHusi amIuiMpuUKalMyd PETUCTPUPYETCS IKCIOHEHIUATBHBIA POCT
ypoBHs QuryopectieHnmu 1o kanamamMm FAM u HEX B mpobupke ¢ mookuTeabHbIM
KOHTPOJIbHBIM 00pa3IioM;

Bo BpeMs mpoxoxaeHHs aMIUTM(QHUKAIUN OTCYTCTBYET (IYyOPeCUEHTHBIH CHTHAN IO

kanaiaM FAM u HEX B nipoOupke ¢ oTpunaTebHbIM KOHTPOIBHBIM 00pa3oMm;

6.4.2.3. Ilpu cobmoaeHnn TpeOoBaHU MyHKTA 6.4.2.2. 3aKII0YCHUE O HATMYUH JTN00

OTCYTCTBHH B aHAIU3UpyeMoM KinHI4YeckoM oopasue JTHK Mycoplasma hominis
JieaeTcsi B COOTBeTCTBUU ¢ Tabnuneii 2.

Taﬁ.lmua 2 - I/IHTepnpeTamm PE€3yJbTAaTOB UCCJICA0OBAHUSA

Hanuuue guyopecrieHTHOro curHasia
Kanan FAM Kanan HEX
O6paser nojoxutenen Ha Hammaue JJHK Mycoplasma hominis + +
O6paser orpunaresieH a nanuaue JJHK Mycoplasma hominis - +
+ -

7. YCJIOBUSA TPAHCIIOPTUPOBAHUA U XPAHEHUS HABOPA PEATEHTOB

7.1. Cpok rogHoCTH HabOpa peareHTOB— 6 MECSIIEB C JaThl U3TOTOBJICHUSI.

7.2. Ha6op pe€arcHToB € HUCTCKIIUM CPOKOM TI'OJHOCTH HNPUMCHCHUIO HC TOIJICIKHT. CpOK

TOAHOCTH BCKPBITBIX PEArcHTOB COOTBCTCTBYCT CPOKY I'OJHOCTH, YKA3aHHOMY HAa 3THKCTKAX IJIA

HEBCKPLITBIX PCAarcHTOB.

7.3.

TpancnoptupoBanue HaOopa pEareHTOB OCYIIECTBISIOT BCEMU BHUJAMU KPBITOTO

TpaHcnopTa npu Temreparype 2-8 °C B TeueHHe BCEro Cpoka roqHOCTH Habopa peareHToB.
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7.4. YcrnoBus XpaHEHHS OTICIbHBIX KOMIIOHEHTOB Habopa peareHToB «MHUKOTIIa3Ma XOMUHHUC»
yKa3zaHbl Ha ymakoBke. [IpoOupku u cTpumbl co cMecsMd s aMIIuUKalud HEoO0XO0AUMO
XpaHUTh B 3allMILIEHHOM OT CBeTa Mecte npu Temreparype ot 2 no 8 °C. PacTtBop moiaumepasbl
Heo0XO0UMO XpaHUTh Ipu Temneparype ot 2 1o 8 °C.

7.5. 114 nosny4eHus HaJeKHbBIX Pe3yabTaTOB HEOOXOAUMO CTPOroe COOII0eHIE HHCTPYKIIUU IO
MPUMEHEHHUI0 Habopa peareHToB.

7.6. IlpennpusiTue-u3roTOBUTEIh TAPAHTUPYET COOTBETCTBUE HAOOpa peareHTOB TPeOOBaHUSM
TEXHUYECKUX YCJIOBUW TIpH COOJIOJNCHWHM YCIOBUH TPAaHCIOPTUPOBAHUS, XPaHCHHS U

OKCILTyaTallui, YCTaAaHOBJICHHBIX TEXHUYCCKNMU YCIIOBUAMU.

8. YKA3AHMJI 110 YTUIN3ALIUA
8.1. Habopsl, moTepsBIIe CBOM MOTPEOMTEIHCKUE KAuyecTBa B PE3yJIbTAaTe HEHAJICKAIIETO
XpaHEHHS, a TaK)Ke HA0Opbl M HUX KOMIIOHEHTBI C HMCTEKIIUM CPOKOM TOJIHOCTH TOJIICKAT
yrunuzauuu B cooTBeTcTBUM ¢ CanlluH N2.1.7.2790-10 «CaHuTapHO-3MHUIEMHUOIOTHYECKHE
TpeOoBaHUsT K OOpaIleHUI0 ¢ MEIUIMHCKHUMH OTXOJaMU», cOOp OTXOJIOB OCYIIECTBIISETCS B
OJIHOPA30BbIC TMAKETHI JKEJITOTO I[BETA, IMpEeAHA3HAYEHHBbIC IJis YTHJIM3AIUU METUIIMHCKUX
orxonoB kiacca b (TOCT P 50962-96).
8.2. YmakoBka Habopa OTHOCHTCS K OTXOJlaM Kiacca A W YTHIM3UPYETCS C OBITOBBIMHU

OTXOJaMH.

IIo BOIIPpOCaM, KaCarOMUMCs Ka4eCTBa Ha6opa pearcHToB, CJICAYCT o6pa111aTbc;1 B OO0

«Anbpamnabd», Cankr [letepOypr, yn. Akagemuka [TaBnosa 14a, info@alphalabs.ru
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CIHCOK COKPAII[EHHUI:

IIP- nonmmepasHas uenHas peakiusi.

KO- non0XuTeNbHBINA KOHTPOJILHBIN 00pazert

OKO- oTpuraTenbHbIli KOHTPOJIBHBIA 00paser]

CHUMBO.IbI, UCIIOJIb3YEMBIE B IEYATHOM NMPOIYKIIUU:

LOT

IVD

=R

Howmep cepun

Toabko A4 in vitro THATHOCTHKHU

JlaTta u3roroBJjeHust

Cpok rognoctu

XpaHuTh IIPU TeMIleparype
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