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BBEOAEHUE
JlabopaTopHass AuMarHoCTMKa B MNpaKTMKe Bpayell aKylepoB-TMHEKOSoroB U

AEepMaTOBEHEPOSIOrOB UrpaeT BaXXHYK pOJb, MOCKOMbKY B nocregHee BpeMs O0CO6EHHOCTbIo
yporeHuTanbHble WHQEeKuMin, B TOM 4uCne nepefaBaeMbiX MNOAOBbIM MNYTEM, SBASETCA
MasIOCMMNTOMHOCTb KJIMHMYECKUX nposiBneHni. B pesynbTate 4ero, nauveHTKM Mo34HO
obpawaloTca K Bpady, HepeaKo YXe Ha CTaauu pasBUTUS OC/I0XHEHWM CO CTOPOHbI
penpoAyKTUBHOW CUCTEMbI.

CoOBpEeMEHHbIN  ANMArHOCTUYECKMA  apCeHan  Bpada-KAMHMUMCTa  Hapsay C
TPaAVLMNOHHBLIMK MeToAaaMu (MUKPOCKONUS 1 BaKTepNoNorM4yeckuii MoCEB) BKIOUAET TaKXe U
MonekynapHo-bnonornyeckme MeToAbl, YTO NO3BONSET NoaobpaTh ANA KaXA0ro KOHKPETHOro
nauneHTa onTMManbHbIN anroputTm obcnenoBaHUS.

Bo3moxxHOCTH 3TMONOrMYECKOmn ANArHOCTUKH BO3byauTenen WHdekumn,
nepegasaeMbix MnonosbiM nyTém (UMMM), 3Ha4YUTENbHO pacwMpuiIncb C MNOsBNEHMEM B
KIIMHUKO-AMarHocTnyeckux nabopatopusax meToAa noimMmepasHoW uenHon peakumun (MUP),
KOTOpbI B KOpPOTKME Cpoku (1-2 AHA) MO3BOSSET YCTaHOBUTb Halnumve WM OTCYyTCTBuE
reHeTM4eckoro Martepmana WHGMEKUMOHHOro areHta B 6uonormyeckom obpasue, B3STOM
HenocpeaCcTBEHHO U3 o4yara MHdekunu.

CnegywowmMm warom B pa3Butum nabopaTopHOW AMarHOCTUKM BO3b6yauTenen
MHGEKLMI CcTano nosiBNneHmne npubopoB U TEXHONOINIA, NO3BOJIAKOLWNX YUMUTbIBATb pe3yabTaThbl
MLP B aBTOMaTMuyeckoM pexunme. Takon BapuaHT MNLUP no3sonsieT, B otnnymne ot 6onee paHHen,
«KJlTaCCMYeCcKon» BepCMU MeToAa, OnpenesniiTb KOJMYECTBO HYK/IEUHOBbIX KMCNOT MCKOMbIX
MWUKPOOPraHnU3MoB.

KauectBeHHass M KOAM4YeCTBEHHas oOueHKa CNOXHbIX MUKPO6HbIX coobuiecTs
cTaHoBuTCcs abconoTHO HeobxoomMmol ANna AMArHOCTUKWM  AUCOMOTUYECKUX HapyLUEeHUH,
NMPUYMHOMN KOTOPbIX SBASIOTCSA YC/IOBHO-MATOrE€HHbIE MUKPOOPraHn3Mbl, KOTOpble B HE6OAbLLINX
KONM4yecTBax MOryT NMPUCYTCTBOBATb B YPOreHMUTaNbHOM TpaKTe Yy 340POBbIX XXEHLMH.

Mpn nepBMyHOM oOb6paleHnM nauMeHTOK, Ha OCHOBaHMW TOJbKO KJAMHUYECKUX
CMMMTOMOB Bpady 4acto O6biBaeT TpyaHO npoBectTn auddepeHumanbHy0 AWArHOCTUKY
MHdEKUMN, BbiI3BaHHbIX BO3byautenamu WMMM, Bupycamu, rpubamm, mn amcbmotmuyeckmx
HapyLlWeHW, KOTOopble SABMASAIOTCA CMAeACTBMEM HapyweHus 6anaHca Mexay YC/0BHO-
naTtoreHHbIMW MUKPOOpPraHMsMamMm W HOpPManbHOM MUKPOMAOpPON BRaranuwia >>XeHLWuH
penpoayKTUBHOro Bo3pacTa (nakrtobaktepusamn).

Habop peareHToB ~ ®EMO®JIOP® CKPUH rno3BonsieT  OUEeHUTb  COCTOsHUe
MUKpOBMOLIEHO3a YpOreHMTanbHOro TpakTa J>KEHLWMWHbl PpenpoayKTMBHOIO  BO3pacTa.
MukpobunoLeHo3 oueHVBalT MNyTEM CpaBHEHWS KOM4YecTBa HOPMalbHOWM MUKPOdAOopbI
(Lactobacillus spp.) c obwein 6aktepnanbHor maccon (OBM). OTCcyTCTBME 3HAYNMbIX Pa3inynin
Mexay 3TuMm nokasatenamu (6onbwas 4vactb 6akTepuanbHOM Maccbl npeacTaBieHa
naktobakTepusMun) cBUAETENbCTBYET O COXPAaHHOCTU HOPMOMNOPHbI.

3HauMMoe yMeHblueHne Konu4yecTtBa Jnaktobaktepuin oOTHocuTenbHO OBM, Kak

npasuio, conposoxgaet WMMM wan cBUAETENbCTBYET O AUCOMOTUYECKUX HapyLleHUsX
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Pa3fIMYHOM CTEMEHU TSAXECTU, MPU KOTOPbIX HA (POHE CHUXEHUA HOPMasibHOM MUKpOQIOpbI

YBENMNYNBAETCA KOJIMYECTBO YC/TOBHO-MATONE€HHbIX 6aKTepm71.

1.2

1.3

HA3HAYEHMUE

HacToswas MHCTpyKuMS pacnpocTpaHsaeTcs Ha Habop peareHTOB ANS CKPUHUHIOBOIO
nccnegoBaHusa MUKpoOdIopbl YPOreHMUTasbHOIMO TpakTa y XXeHWwuH metogom MMLUP B
pexxnMe peanbHoro speMenn (PEMODJIOP® CKPUH).

Habop peareHtoB ®EMO®JSIOP® CKPUH npeaHasHayeH Ana BbigBnenma [AHK
NaTOreHHbIX U YCNOBHO-MAaTOreHHbIX MUKPOOPraHM3MOB C LI€/Ib0 OLEHKN COCTOSIHUS
MUKPOMIOpPbl YPOr€HUTANIbHOrO TpaKkTa Yy XeHwuH metogom [P c petekuwnen
pe3ynbTaToB B peXuMe peasibHOro BpEMEHMU.

Ha6op peareHToB MOXeT 6bITb MCcnoab30BaH B KITMHUKO-ANArHOCTUYECKNX

nabopaTtopusix MeAUUNHCKNX YUpexXaeHUn N Hay4yHO-UCcCcneaoBaTeNbCKON NpaKTUKe.

XAPAKTEPUCTUKA HABOPA
CocTtaB Habopa peareHToB

Habop peareHtoB ®EMO®JIOP® CKPUH BbinyckaeTcs B cneayroowmx acoBKax:

cTaHpapTHasa (MapkupyeTtcs - S), 4Nna aBTOMaTuU3MPOBAHHOMO A03MpoBaHUsS (MapkupyeTcs —

A).
Habop ctaHaapTHon dpacoBku (hacoBka S) BKIKOYAET CAeAylOWME KOMMOHEHTHI:
CrangapTtHasa dacoska (S)
KonnyectBo onpeaeneHunii, Wwr. 24
HoMuHanbHoe
HanMeHOBaHMe KOMMOHEHTaA Konuuectso npobupok
KOJINYEeCTBO KOMMOHEHTA

CMecun anga amnnmdukaumm

A ® Hvn, 24 ctpuna no 8 npobupok no 20 Mkn
3anevartaHHble napaduHoOM
PactBop Tag-nonumepassl MAX 4 npobunpku rno 500 mkn
MuHepanbHoe Macno 4 npobupkun no 1,0 mn
MoNoXuTenbHbI KOHTPOJIbHbIN

P 1 npobupka 160 mkn

obpazeu
KpbIlWKW ang cTtpunos 24 wr.
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Habop dacoBku Ana aBTOMATU3MPOBaAHHOrO A03MpoBaHusA (dacoBka A) BKIOYAET

cnegyrowme KOMNOHEHTDI:

dacoBka A1 aBTOMAaTM3MPOBAHHOIO Ao3npoBaHusa (A)
Konnyectso onpeaeneHum, Wwt. 48
HoMuMHanbHOe Kon4yecTso
HanMeHOBaHMe KOMMOHEHTA Konnyectso npobupok
KOMMOHEHTa
Cmecu gnsa amnnmndunkaumm CTpum 2 cTpuna no 8 npobumpok no 140 mkn
MNnupP-6ydep Crpum-K 2 npobupkun no 600 mMkn
Monnmepasa TexHoTaq MAX 2 npobumpku no 60 Mkn
Bbydep onsa passeaeHuns AHK 4 npobupku no 1,0 mn
MonoxuTenbHbIM KOHTPOJIbHbIN 2 NpoBUPKN no 100 MKn
obpaszeu
MpuHaanexXHoCcTn:
Cp 0 8 npobupo 1owr. i
TpuUMbl N n NpoK
P P P 2 WrT. -
KpbIWwK® A4na ctpmnos
MpuBeaeHa ddacoBka AN WUCNOAb30BaHMA A03uMpylowero yctponctea ATcTpuM Ans  AanbHEWLWero
nposeaeHuns MNMUP Ha getekTupytowem amnnmdbukatope «ATnpanm» (384 nyHkn).

2.2 Yncno aHannsnpyembix npob
Habop peareHtoB ®EMO®/IOP® CKPUH B cTaHaapTHOM acoBKe paccuMTaH Ha
24 onpegeneHus, B (pacoBke ANs aBTOMATU3MPOBAHHOIO A03MpoBaHUsS — Ha 48 onpeaeneHuni,

BK/1lOYaa UccneaoBaHUeE NOJTOXUTENbHBIX U OTPULUATENbHbIX KOHTPOJ/IbHbIX O6pa3LI,OB.

2.3 MpuHUMN MeTOoAa

MpMHUMN MeToAa OCHOBAH Ha WCMoOsb30BaHMM npouecca amnaumdpukaumm OHK ¢
MOMOLLLIO NOMMEpasHoK LenHow peakuun (MLUP).

Mpouecc amnamndumKaumm 3aknoHaeTcs B MOBTOPSAOWMXCA LMKNaX TeMrnepaTypHOM
AeHatypaumn [HK, oTxura npanMepoB C KOMMAEMEHTApPHbIMMU MOCNeA0BaTE/IbHOCTIMU WU
rnocneaywowern AOCTPOMKOM MONIMHYKNEOTUAHbIX uUenei C  3Tux npanMmepoB [OHK-
rnonmMmepasomn.

Onsa noBblWeHNs 4YyBCTBUTENLHOCTM M CNEUN@PUYHOCTN peakunu npeasycMoTpeHo
NnpUMeHeHMe «ropsiyero» crapTa, KOTopblii obecneumBaeTcs ANst CTaHAAPTHOM (acoBKu
Habopa peareHTOB MeTOAMKOW MPUroTOB/IEHUS PEaKUMOHHOW CMecu, COCTosLlen M3 ABYyX
CNoeB, pa3fefneHHbIX MPOCNOoNKOM M3 napadwuHa, AN aBTOMaTU3MpPOBaAHHOMW (acoBKU -
Moamdukaunen nonumMmepasbl TexHoTaq MAX. Wcnonb3yembli noaxon WCKAO4YaeT
Hecneundunyecknin oTXUr npanmepos Ha JHK-MuweHn npy HavyanbHOM nNporpese Npobupku.

B cmecn gnsa amnnandukaummn seegeHbl JHK-30HAbI, KaXablh N3 KOTOPbIX COAEPXNUT
dnyopecuUeHTHYIO MeTKy M racutenb dnyopecueHumun. MNpun obpasoBaHua crneumdrUyHoro
npoaykta [AHK-30HA pa3pywaercsd, AenctBue racutens Ha QryopecueHTHY MEeTKy
npeKkpawaeTcs, YTO BeAeT K BO3pacTaHMIO YPOBHS (iyopecueHumn, KOTopbii pukcmpyeTcs

AETEKTUPYIOWMM aMnandukaTopom. KonmyecTBo paspyLlleHHbIX 30HA0B (a, crefoBaTesbHO,
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M  ypoBeHb  JyopecueHUMM)  NponopuMOHasbHO  KONM4YecTBy  06pa3oBaBLUNXCS
cneundunyeckmx aMnaMKoOHOB M N3MepSIETCS Ha KaXaoM uukie amnamdukaumm.

B coctaB AHK-30HA0B, NCNONb3YHOLWNXCSA AN AETEKLMN NMPOAYKTOB amnnmdbumkaumm,
BKJ1tOUEHbI hnyopecueHTHble MeTkn Fam, Hex, Rox n Cy5 (cMm. Tabnuuy 1). icnonb3oBaHue
HECKONbKMX (JIlyOpeCLEeHTHbIX KpacuTenen ro3BosiseT COKPaTUTb KOMYECTBO Npobupok,
MOCKONIbKY MOSIBNSETCHS BO3MOXHOCTb OAHOBPEMEHHO perucTpupoBaTb pesysbTaThl
HECKONIbKMX pasHbliX peakuni amnandukaumy, OAHOBPEMEHHO MpOXoAsWMX B OAHOM
npobupke.

Ons  KOHTpo/as  pacnonoxXeHus CcTpuna B TepMobsioke AeTeKTMPYHoLWero
amnnudumkaTopa B OAHY M3 cMecen ans aMmnandukauum pobasneH OAMIoOHyKneoTug C
dnyopecueHTHOM MeTkoM Rox. OH ucnonb3lyetcsa nNpvbopoM Kak MapKep onpeaeseHus
nonoXxeHus crtpuna B TepMmobnoke. [llocne nNpoxoxaeHus amnamdukaumm nporpaMmma
CpaBHMBAET 3ajaHHOe onepaTopoM pacnosioXXeHne NpobupoK C peasnbHbIM MOMOXKEHUEM
Mapkepa, W, eCcM HaxoauT HecoBnaaeHume, TO npeaynpexaaetr onepatopa o6 3Tow,
OnepaTopy cneayetr nuMbo pacnosioXmTb AaHHblE U3 KaXAoW oTAeNnbHOoW npobupkm B
COOTBETCTBYIOLWEM MOopsaaKe Bpy4UHyto, TM60 NOBTOPUTb UccieaoBaHne gaHHoro obpasua.

B Habope peareHToB PEMO®JIOP® CKPUH B HECKONbKO NMpo6UPOK CO CMecsaMu Ans
amnindumkaumm pobasneH BHYTPeHHUM KoHTponb (BK), npegHa3HaYeHHbIA ANS OLEHKU
3 PeKTUBHOCTN NMPOTEKAHUS NOJIMMEPA3HOM LENHOW peakuuu.

Habop peareHtoB ®EMO®/IOP® CKPUH BKkatouaeT: cMeck ana MUP-amnnudukaumm,
cneumnduyHyo ans Bcex 6aktepuih (obwass 6akTepuanbHas Macca, OBM), cmMecs,
cneumnduyHyto ans naktobaktepun (Lactobacillus spp.) u cmecu, cneundudHble ans
NMaToOreHHbIX U YCNOBHO-NATOMEHHbIX MMKpoOopraHmamMoB. OgHa U3 cMecen npeAHasHadveHa ans
amnndmkaumm reHomHon AHK yenoBeka (KOHTPO/b B3ATUSA KIIMHUYECKOro MaTepuana, KBM).
KBM wucnonb3yetca Ans MUCKoYeHus ownbok npeaHanutmyeckoro 3tana. B cnyvae
HeAOoCTaToO4YHOro ANns aHanuMsa KoJnyecTBa B34TOro Matepuana TpebyeTca noBTopHoe
nony4vyeHmne KInHU4YeCcKoro matepmana.

WccnenoBaHme € UCNONb3oBaHNEM Habopa peareHToB PEMO®JIOP® CKPUH cocTouT 13
cneaywowmnx stanos: BblgeneHme OHK (npobonogrotoska) wu lNUP-amnnmndukauma OHK B
pexuMme peanbHOro BpeMeHu.

Ons nposeaeHus MUP ucnonb3yloT aeTekTupytowme amnandukaTopbl «ATnpanMi»,
«OTnant?» n AT-96 (000 «HMO AHK-TexHonormns).

Mocne npoxoxaeHus amnandukaumm no nokasaTentd WHAWMKATOPHOro uUKWKia
MPOrpaMMHO paccymMTbiBAETCS KOAMYecTBO obuen bakTepranbHOM Macchl, nakTobakTepuii u
KaXk4oro M3 yC/i0BHO-MATOMEHHbIX MMKPOOPraHm3MoB. [As naToreHHbIX MUKPOOPraHU3MoB

npoBoANTCA Ka4yeCTBEHHbIN aHanms.

! - Tonbko Mogenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6
2 - Tonbko Mopenu 4S1; 4S2; 551; 5S52; 6S1; 652
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Ta6bnuua 1 - BoigsBnsaeMble HabopoM ®EMO®JIOP® CKPUH nokasaTenu, LBeTOBas

MapKupoBKa 6ydepa 1M KaHanbl AeTEKLUN NPOAYKTOB aMnandukaumm

N KaHanbl agetekumn LiseToBas
npo6u MapKupoBka
PKK Fam Hex Rox Cy5 6ydepa

Obuwas 6axkTepnanbHas .
1 | macca (0BM) BK Fony6o
Hopmodnopa -
2 Lactobacillus spp.! BK
Gardnerella vaginalis /
3 Prevotella bivia / BK - -
Porphyromonas spp.
4 Ureaplasma (urealyticum + BK ) )
parvum) s
n
KoHTponb E
5 Candida spp. B3ATMSA Mapkep - 8
maTepuana 3
()
s}
6 Mycoplasma hominis BK Myco_pla_sma -
genitalium
7 Trichomonas vaginalis BK Neisseria Chlamyd|z_:1
gonorrhoeae trachomatis
Herpes
8 Herpes simplex virus 2 BK Cytomegalovirus simplex
virus 1
1 - nop spp. NoApa3yMeBaeTCa WMPOoKasa rpynna MMKPOOPraHn3MoB, KOTOPas OTHOCUTCA K AaHHOMY poay, HO
MOXET HE COOTBETCTBOBATb MOJIHOCTbIO poAy B €ro cucreMatn4eCKkoMm noHNMMaHuUN.

2.4 Bpemsi npoBeaeHus aHanmsa — ot 2,5 4., Bk/o4Yasa atan npobonoaroToBKU.

3 AHAJIMUTUNYECKUE XAPAKTEPUCTUKMU
Mpwn nccnenoBaHUM MUKPOMIOPbl YPOreHNTaNbHOro TPpakTa Y XeHLWMH onpeaenseTcs

KONn4ecTtBo

YCNOBHO-MATONreHHbIX

MWKPOOPraHM3MoB B

TPaHCMOPTHOM

cpeae,

nponopumoHanbHoe obuwenn ob6ceMeHeHHOCTM cooTBeTCTBYHOWero 6uotona. [Ans naTtoreHHbIX

MWUKPOOPraHM3MOB NPOBOANTCHA KaYeCTBEHHbIN aHann3 Hanuuuna JHK.

3.1 CneundunyHoCcTb

Cnucok BbisBNsieMbiXx HAbOpoM nokasaTenen npeacrasneH B Tabnvue 1.

B ob6bpasuax 6uonormyeckoro ™atepuana, cogepxawumx [OHK BbisaBnsemMoro

rnokasaTesnisi, BO BpeMs NpoBeAeHUs aMmnandumkaumm 4eTeKTUpywmn amnnmdmkaTop A0/IKEH
pPEermcTpMpoBaTb 3KCMOHEHUMaNbHbIM POCT YpPOBHSA driyopecueHuMn B COOTBETCTBYIOLLEN
npobupke.

B o6pasuax 6uonornyeckoro ™Matepuana, He cogepxawmx [OHK BbisBnsemoro
nokasaTtens, Npuv npoBeaeHun amnandukaumu

SKCMOHEHUMaNbHbIX  POCT  YPOBHS

dnyopecueHUNM B COOTBETCTBYIOLLEN NpobupKe OTCYTCTBYET.
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3.2 AHanuTM4yeckasl YyBCTBUTENIbHOCTb

Ona Bcex, kpoMme Mycoplasma genitalium, Trichomonas vaginalis, Neisseria
gonorrhoeae, Chlamydia trachomatis, Cytomegalovirus, Herpes simplex virus 1, Herpes
simplex virus 2 - 10000 konwuir/mn.

Ona Mycoplasma genitalium, Trichomonas vaginalis, Neisseria gonorrhoeae,
Chlamydia trachomatis, Cytomegalovirus, Herpes simplex virus 1, Herpes simplex virus 2 -

2000 konun/mn.

3.3 KOHTpoOnb B3ATUA MaTepuana

B ob6pa3uax 6uonornyeckoro matepmana, B KOTOPbIX NMPUCYTCTBYET reHomHas OHK
YenoBeKa AeTEKTMPYIOLWMA aMNInguKaTop A0/IKEH PErMCTPUPOBAThL 3KCMOHEHUNANbHbIA POCT
YPOBHS pnyopecueHumMn B COOTBETCTBYHOLWEN Npobupke.

B obpa3uax 6uonormyeckoro matepmana, B KOTOPbIX OTCYTCTByeT reHomHas [OHK
yenoBeka, nNpu  npoBeaeHUM  aMnanduKaumm  3KCNOHEHUWanbHbIA  POCT  YPOBHS

dbnyopecueHUMM B COOTBETCTBYHOLWEN NPpOobUpKe OTCYTCTBYET.

3.4 AwnarHocTmnyeckasa 4yBCTBUTENbHOCTb: 98-100%
3.5 OnarHoctuyeckasn cneumdunyHocTtsb: 100%
4 MEPbI NPEAOCTOPOXXHOCTU

OpraHusaumsa pabotbl MLUP-nabopatopun, obopyaosBaHne u MaTepuanbl AOMXKHbI
cooTBeTcTBOBaTb TpeboBaHusam NOCT P 52905-2007, meToamMyeckMx ykasaHumim MY 1.3.2569-
09 «OpraHusauma paboTbl nabopatopuin, UCNONL3YIOWKUX MeToAbl amMnandukaymm
HYKNEMHOBbIX KUCNOT, Npu paboTe ¢ MaTepuasnoM, CoAepXallmMMm MMKpoopraHmsmel I-IV rpynn
naTtoreHHocTu», c cobnwogeHmem CaHlnH 3.3686-21 «CaHuTapHO-3nMaAeMMonormyeckme
TpeboBaHuA No NpodunakTnke NHHEKLUMOHHbIX 6onesHen».

Nccnepyemble obpasubl paccMaTpmMBaOTCA KakK NOTEHLUWabHO-OMNAaCHbIE.

K paboTe c HabopoM peareHTOB A0MNYCKAETCA TObKO nepcoHan, obyyeHHbIn MeToAaM
MOJIEKYNSAPHOM AMArHOCTUKK U npasuaam paboTbl B KIIMHUKO-ANArHOCTMYeCcKon nabopatopuu.

MoaroTtoBky u nposeaeHue k MUP cnegyet nposoanTb B MNMLUP-60Kkcax.

NabopaTtopHoe ob6opyaoBaHWe W NPUHAAMEXHOCTU, UCMOSb3yeMble Npu pabote C
HabopoM, AO/MKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeAUTOBAHHbIX
nabopaTtopusx) U NPpOMapKUPOBaHbI.

Ncnonb3oBaHHble 0A4HOPA30Bble MpUHaANexHoctTn (Npobupku, HaKOHEYHUKMN)
OO/MKHbI  cbpacbiBaTbCa B cCrneuuanbHblii KOHTEWHep, coaepXalwni Ae3nHOULMPYILWni
pacTBop.

Mpn paboTte c HABOPOM peareHTOB «B peXWMe peanbHOro BpeMeHW» Mpu yaaneHum
oTXo40B nocne amnnubwukaumm (Npobupok, copepxawmx npoayktbl [MUP) 3anpewaetcs
OTKpbITME MpOBUPOK, TakK KakK 3TO MOXET MPUBECTU K pasbpbi3rMBaHUIO COAEPXKMMOro U

KOHTaMuHauun npoayktamu MUP obopyaoBaHusa, peareHToB U NabopaTOpHOM 30HbI.
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Bce nosepxHocTu B nabopatopum (paboume ctonbl, wWTaTMBbl, 06opyaoBaHue u ap.)
eXeAHEBHO MoABEpralT BMaXHOM ybopke C NpUMMEHeHWeM Ae3nHOULMPYIOLWNX/MOKLWNX
CpeacTB, pernaMeHTUPOBaHHbLIX CaHUTapHbiMK npasunamm CanlnH 3.3686-21.

MoBepxHOCTM paboumx CTOMOB, @ TakXe MoMelleHni, B KOTopbix nposoauTtcsa MLUP,
cnepyet obsasatenbHo, A0 W nocne nposeaeHuss pabot, obnydaTb 6HGakTepuuuAHbIMU
obny4yaTensiMn B TedeHMe o4HOro 4aca.

Mpwn mncnonb3oBaHMn Habopa peareHTOB B KJIMHMKO-AMArHOCTUYeCKon nabopaTtopum
obpa3yloTcs oTXoAbl Knacca B, KoTopblie yTUAM3UPYHOTCS B COOTBETCTBUM C TpeboBaHMSAMMU
CaHlnH 2.1.3684-21 «CaHuTapHOo-anuaeMuosiornyeckme TpeboBaHMS K  COAEepXaHWUIo
TEPPUTOPUIA FOPOACKUX M CENbCKUX MOCESIeHMn, K BOAHbIM 0b6bekTaM, NMUTbEBOW BOAE WU
NMATbEBOMY BOAOCHabXeHuto, aTMocdepHOMY BO34yXY, MOYBAM, >XWbIM MOMELLEHUSM,
3KcnnyaTaumMm Npon3BoACTBEHHbIX, 0OLWECTBEHHbIX MOMELLEHWN, OpraHM3auunm 1 NpPoBEeAEHUIO
CaHUTApHO-NPOTMBO3INMAEMNYECKNX (NPOPUNAKTUYECKNX) MEPOMPUATUIN».

He ncnonb3osaTtb Habop peareHToOB:

—  MpUW HapyLweHUn yCNoBUIi TPaHCNOPTUPOBAHMS N XPaHEHUS ;

—  MpW HECcoOTBETCTBMM BHELWHEero Buaa KOMMOHEHTOB, yKa3aHHOMY B MacnopTte K
Habopy peareHToB;

— NPV HapyweHUn BHYTPEHHEN YyNaKOBKM KOMNOHEHTOB Habopa;

— MO UCTEeYEHUIO CpoKa rogHocTu Habopa.

MpuMmeuyaHne - Habop peareHTOB He COQEPXKUT MaTepuasnbl 6MOIOrMYECKOro MPOUCXOXKAEHUS,
BELWECTB, 06/MajaloWmnx KaHUEpPOreHHbIM, MyTareHHbiM [OEWCTBMEM, a TakKXe B/IMSIOWNX Ha
penpoAyKTUBHYIO GYHKUUIO 4enoBeka. [pu MCNO/b30BaHMM MO Ha3HAYeHWto U cobnogeHun Mep

NpPeaoCTOPOXHOCTU ABNAETCA 6€30MacHbIM.
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5 OBOPYOQOBAHVE N MATEPUAIDbI
Mpu paboTe c HabopoM peareHToB PEMODJSIOP® CKPUH HeobxoamMbl o6opynoBaHue
M MaTepwarnbl, NpuBeaeHHbIe B Tabnuue 2.

Tabnuuya 2 - Matepuanbl, 060pyl0OBaHME U peareHTbl

BapuaHT acoBku

Ob6opyaoBaHue n Matepuanbl
S A

MuP-6okc na na
AMNMduKaTop aeTekTupyowmn «4Tnpanm3» aa aa
AMNndbukaTop agetektTupyowmin «ATnant*», AT-96 aa HeT
YcTponcTeo ao3unpyollee ATcTpum HeT na
YCTpoICTBO repmeTmanpytowlee, Hanpumep ATnak HeT Aaa
XonoannbHUK 6bITOBOM C MOPO3U/IBHOM KaMepon Aaa Aaa
Llentpudyra ¢ RCF(g) 13000 Aa Aa
MukpoueHTpudyra-sopTekc ha Aa
LlenTtpudyra ana mukponnanwert MUP (384 nyHku) HeT Aaa
TepMocTaT TBepAOTEbHbIN, NOAAEPXKUBAOLWNIA TemnepaTypy Ao 65 °C aa aa
[lo3aTopbl 3/1EKTPOHHbIE C aAanTepoM W/Wian [o3aTopbl MeXaHUYecKune
nepeMeHHoro obbema OAHOKaHasibHblE U CMEHHbIMW HaKOHEYHMKaMMU,
nossonswwme otbmpatb o0b6bembl xumgkoctn 0,5-10 mkn, 2,0-20 mkn, Ad Ad
10-100 mkn, 20-200 mkn, 100-1000 mkn, 200-1000 mMkn
OaHopas3oBble HaKOHEeYHUKM ¢ DUNbTpoM BMecTUMocTbio 1,0-20 Mkn,
1,0-200 Mkn, 100-1000 MK Ad Ad
MukponnaHuwet MUP (384 nyHkn) HeT aa
MonnMmepHas TepMonaeHkKa ANns MeaULMHCKNX Lenen HeT Aaa
Mpobupkun o6bEMOM 1,5 Mn Aaa Aaa
MepyaTkn oaHopa3oBblie 6e3 Tanbka Aaa Aaa
LLTtaTne «pabouee MecTo» AN CTPUNOBAHHbIX Npo6bUpok 06bEMOM
0,2 Mn Ad Ad
dusmonornyeckmii pacteop (0,9% NaCl) ctepunbHbI nnn
TpaHCnopTHas cpeaa ans 6monpob Ad Ad
EMKOCTb C A@3MHMMLMPYIOLWMM pacTBOPOM AN c6poca MCMOAb30BaHHbIX
HaKOHEYHWKOB, NPOBMPOK U APYIrNX pacxoAHblX MaTepuanos Ad Ad
Komnnekt pnsa Bbigenenns [AHK wn3 6uonormuyeckoro mMartepuana
(pekomeHayeTcs MPOBA-HK-M/OC, MPOBA-TC-M/OC, MPOBA-MY) Ad Ad

3 - Tonbko Mogenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6
4 - Tonbko Moaenun 4S1; 4S2; 551; 552; 6S1; 6S2

11



"~ [IHK-TEXHONOT U

®EMO®JIOP® CKPUH | WUHCTpYKUMSA MO NPUMEHEHUIO | 163-9 ot 18 masa 2023

6 AHAJTINBUPYEMBIE OBPA3LLbI

Ona wnccnepoBaHMa MCMNONb3YHOT COCKOObI anNUTENManbHbIX KNETOK M3 BRaraauwa
(3apgHebokoBblE CBOAbI), YPEeTPbl, LEpBUKaANbHOroO KaHana. B3sAtme, npepobpaboTky u
XpaHeHWe MaTepuana nNpoBoAsST B COOTBETCTBUM C MHCTPYKLMEN K KOMMNJIEKTY peareHToB A/
Bblaenenmsa JHK 13 6mMonornyeckoro matepmana. PekomeHayemble KOMNAEKTbl 4719 BblAEEeHNS
OHK n3 6unonormnyeckoro matepuana: NMPOBA-HK-MJTHOC, MPOBA-IC-MJTHOC n NMPOBA-MY.

6.1 B3saTtne o6pa3uoB cocKoH60OB anuUTENmasnbHbIX KIETOK
B3atTne cockoboB anuTenmanbHbIX KAETOK MPOBOANTCSH CTEPUSIbHbIM OA4HOPA30BbIM
30HAOM B nJlacTukosbie Npobupkn o6bvemomM 1,5 mn ¢ 300 MK cTEpUITIBHOIO PU3NOIOTMYECKOro

pacTBopa uau B NpobMpkM C TpPaHCNOPTHOM Cpeaoi.

6.1.1 O6wwme TpeboBaHus

Onsa nony4vyeHnsa KOPpPeKTHbIX pe3ybTaToB 60/1bloe 3HaUeHne MMeeT KavyeCTBO B3ATUS
obpasua 6uomaTepmana ANA WUCCNeAOBaHWSA, ero XpaHeHue, TpaHCNoOpTUpOBaHME W
npeaBaputensHas obpaboTka.

NccneposaHme MMKpodopbl YpOreHMTanbHOro Tpakta metogom [P oTHocuTcsa K
npssMbiM  MeTodaM JabopaTopHOro uccneaoBaHusl, TO eCcTb obpaseu 6Guomatepuana
aHan3npyeTcsa Ha Hanmume n konmyectso AHK HOpMO- M yCNOBHO-NATOreHHoOM MMKpodnopbl
M Ha Hanuuume HK naToreHHbIX MUMKpoopraHmamMos. O4HOBPEMEHHO aHAIN3NPYETCS Ka4vyecTBO

B3aTUSA 6MomMaTepmana npu NMoMoOLLN KOAUYECTBEHHOM oueHkn reHoMHon OHK yenoBeka.

6.1.2 MaTepwan aAna uccneaosaHum

PeweHne o Heob6X0AMMOCTN uUccnenoBaTb TY WKW UHYIO Nokanusauuio (Brnaranuiie,
ypeTpa, UuepBUKasnbHbIA KaHan) ANS OLUEHKU COCTOSIHUSA YpOreHuTanbHOM MUKpodopbl
NnpMHMMaeT neyawuii Bpay Ha OCHOBAHMW COBOKYMHOCTWU >Xanob nauumeHTa U KIAMHWUYECKOM
KapTWHbI.

XKeHWuHbl HakaHyHe obcreqoBaHUs HE A0MKHbI NPOBOAUTL TyaseT NoN0BbIX OpraHoB
W CrpuHLUEBaHue.

Ona nonydyeHus o06bEeKTUBHOro pesynbTata HeobxoauMo, 4TObbl uUccnenyemblin
MaTepuan cogepxasn BO3MOXHO 6onbliee KONMYeCTBO anUTenunasnbHbIX KINeTOK U MUHUManbHoe
KONMMYEeCTBO CNM3M N NpUMECH KpoBU. HenpasunbHoOe B3ATME BuoMaTepuana MOXET NpUBECTU
K HEBO3MOXHOCTW NOMYy4YEeHNS AOCTOBEPHOro pe3ynbTarta U, BCIeACTBUE 3TOM0, He06X0AMMOCTH

NOBTOPHOro B3ATUA 6buomaTepunana.

6.1.3 OcobeHHOCTM B3ATUS MaTepuana U3 Bnaranmwia

MaTtepuan gosxeH 6biTb B3aT [JO npoBeaeHUss MaHyanbHOro nccneaoBaHums. 3epkano
nepea MaHunynsumen MOXHO CMOYUTb TEMNLIM CTEPWUAbHLIM (DU3NOOTMYECKUM PaCTBOPOM,
nNnpUMeHeHMe aHTUCenTMKoB Ans 06paboTkm 3epkana npoTusonokasaHo. Cockob 6epyT ¢
60KOBOIro MM 3a4HEro HUXXHEro ceoja Bnaranuuia.

Y peBoyek B3sATME MaTepuana npou3BOAAT CO CAM3UCToM 0605104KM Npeaasepus
Bfaranumuwa, a B OTAes/bHbIX Cly4dasaX - M3 3a4HEero CeBoja Bharanuvwia 4vepes rmMmeHasibHble

KonbLUa.
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6.1.4 OcobeHHOCTM B3ATUS MaTepuana n3 ypeTpbl:

o nepen B3ATMeM 6uomaTepumana nauneHTy peKOMeHAYETCS BOo3Aep)KaTbCs OT
Mo4YencrnyckaHmsa B TedeHme 1,5-2 yacos;

o HenocpeaCTBEHHO nepej B3saTMeM 6MomMaTepmana Hapy>XHoOe OTBEpPCTME ypeTpbl
Heobxoammo obpaboTaTb TaMnoOHOM (KOTOPbIA MOXHO CMOYUTb CTEPWUbHBLIM
dU13MOMOrMYecKknM pacTBopom);

o MPpU HaAMYMM THOMHbIX BbIAEEHUN COCKOb6 pekomeHayeTcs 6paTb udepes
15-20 MMHYT nocne Mo4YencrnyckaHms, Npu oTCYyTCTBUW BblAeNneHunn Heobxoammo
NpoOBECTM Maccax ypeTpbl C MOMOLLbIO 30HAa ANS B3ATMSA bnomaTtepumana;

. B YPETPY Y XEHLWWMH 30H4 BBOAUTCS Ha rnybuHy 1-1,5 cMm, y geten maTtepuan

ANS UccnenoBaHusa 6epyT TONIbKO C HApY>XHOro OTBEPCTUSA YPETPbI.

6.1.5 OcobeHHOCTM B3STUSA MaTepuaia M3 LepPBMKANbHOIo KaHana:
o nepes B3sTMEeM MaTepuana HeobxoAMMO yAanuTb BaTHbIM TaMMOHOM C/WU3b U
3aTeM obpaboTaThb WeNKY MaTKN CTEPUITbHBIM (DU3MONTOTMYECKUM PaACTBOPOM;
o 30HA4, BBOAMTCSH B LlepBUKasbHbIA KaHan Ha rnybuHy 0,5-1,5 cm;
o npu u3BAeYEeHMN 30HAA HeobXoAMMO MOMHOCTbD WUCKAKUMTL €ero KacaHue

CTEHOK Bnaranuuia.
6.1.6 Tlopsagok B3ATUSA MaTepuana B NpobupKy C TpaHCNOPTHOM cpeaomn

o OTKpbITb KpbIWKY Npobupkw.

o C nomolbio 0AHOPA30BOro 30HAa cAenatb COCKOO snuTenuanbHbIX KNETOK U3
cooTBeTCTBYlOWeEro 6uotona (Bnaranvile, ypeTtpa, LepBuKanbHbIn KaHan).

. MepeHecTn 30HA4 C 6buomaTepuanoMm B NpobUPKY C TPaHCMOPTHOW cpenon u
TWaTenbHO NponosiowunTe ero, nsberas pasbpbi3rMBaHms XXNUAKOCTY.

o N3Bne4yb 30HA4 M3 pacTBopa, NpuMXuMMas ero K cTeHke npobupku, u yaanutb
M36bITOK >XWMAKOCTM C 30HAA O CTeHKM npobupku. WMNCnonb30BaHHbLIA 30HA
yTUAM3MPOBATh.

o Mpn Heobxogmmoctn B3ATUA 6GuomaTepmana M3 HECKONbKUX 6GMoTOMoBs

NoBTOPUTL NMpoLeaypy, Kaxablii pa3 3abupas MaTepuas HOBbIM 30HAOM B HOBYIO

npobupky.
o MAOTHO 3aKpbITb KPbILWKY NPO6MPKK, MPOMapKMPOBaTb NMPobUpKy.
6.2 TpaHcnopTUMpOBaHMe N XpaHeHMe nccneayeMoro Matepuana

BHUMAHME! Bpems oT B34TMA MaTepuana A0 Hayasla uccnenoBaHUs He A0/KHO NpeBbiwaTh
24 vyacos.

TpaHcnopTMpoBaTb U XpaHuTb ob6bpasubl 40 Hayana uccnenoBaHWs crnepyetr npwu
TemnepaTtype oT 2 °C go 8 °C.

B cnyyae HeBO3MOXHOCTW AOCTaBKM MaTepuana B nabopatopuio B TeYeHWe CYyTOK

AONYCKaeTCcd OAHOKpPaAaTHOE 3aMopa>xXmnBaHune MmatTepmana.
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7 NMPOBEAEHWUE AHAJIN3A
7.1 Bbiaenenmne AHK 13 6buonormdyeckoro matepmana

Boinenenme OHK (npobornoaroToBKy) NpPOBOAST B COOTBETCTBUM C MHCTPYKLMEN K
MCMNOJIb3YEMOMY KOMIM/IEKTY peareHToB. PekoMeHAyeMble KOMMNeKTbl Ans eblaenedmns AHK u3
6unonormnyeckoro matepmnana: NMPOBA-HK-MOC, MPOBA-IC-MJOC, NMPOBA-MY.

MpunMmeuvaHwune - MNpnmncnonb3oBaHUM Ans B3ATMSA 6BMOIOrMYECKOro Matepmana npobmnpok C peakTMBOM
MPOBA-PAMNWNA BbineneHne AHK HeobxoanmMo NpoBOAMTL TOMIbKO C UCNoNb30BaHMeM komnnekTa MPOBA-
HK-MJTHOC.

O BO3MOXHOCTM MCMNOJSIb30BaHUS APYIrMX KOMMIEKTOB peareHToB An4 BblaeneHns AHK
13 6BUONOrMYECKOro MaTepumana COBMEeCTHO ¢ Habopom peareHTos PEMO®JIOP® CKPUH MoXHO

y3HaTb Y NpeacTtaBuTeNsl KOMMNaHuu.

BHUMAHME! KomnnekTt gnsa sbigeneHns OHK n3 buonormyeckoro Matepuana He BXOAWT B
coctaB Habopa PEMO®IOP® CKPUH.

BHMUMAHME! HezaBncnMMO OT UCNOSIb3yeMOro KomnnekTa ana sbiaenednsa AHK ogHoBpeMeHHO
¢ BblaeneHvem OHK mn3 6uonormyeckoro Matepmana HeobxoaMmMo NpoOBECTU Yepes BCe Tanbl
npob6onoAroToBKNM OTpULATENbHbIN  KOHTPOSbHbLIN ob6bpaseu (B ero KayecTtBe MOXHO
MCNoAb30BaTb (HU3MONOrMUYECKMN pacTBOP UM TPAHCNOPTHYIO cpeny Anga 6muonpob B obbeme

COMNMacHO MHCTPYKUMKN K KOMMNJIEKTY peareHToB Ans BblageneHnsa AHK).

7.2 MoarotoBka u nposeaeHue MNLP. ®acoska S
BHUMAHME! lNpn npoBeaeHnn BCex nocaeaymowmx 4eNCTBUN cnenyeT nsberatb BO34ENCTBUSA

NPSAMbIX COMHEYHbIX Jlydeil Ha Npo6MpPKM CO CMeCblo Ang aMmnandukaumm!

BHUMAHME! Cneayet crtporo cobniogatb KOMMAEKTHOCTb CTPUMOB W KpbIWEK K HUM. He

MCNONb30BaTh KPbIWKN K CTPMMaM M3 Apyrux HabopoB peareHTos!

7.2.1 TpoMapKupyinTe no ogHOMY CTPUMy CO CMECAMU AN aMnanbuKaLmm, 3anevyaTaHHbIMM
napaduHOM Ana KaXaoro muccneayemoro obpasua, NMoMOXUTENbHOMO KOHTPOJIbHOro

obpasua (K+) n oTpuuatenbHoro KoHTposnbHoro obpasua (K-).
MpumeyvaHune - OAMH CTpUN paccynTaH Ha MccieaoBaHue ogHoro obpasua.

Hanpumep, HeobxooMMo npoaHanM3vpoBaTb ABa obpasua. HyxHO npomMapkupoBaTb Mo
04HOMY CTpUNy ANSA ABYX UCCIeayeMbiX 06pasLoB, oauH cTpun - «K+» 1 ogunH ctpun - «K-».

O6blee KONNM4eCcTBo CTpUNOB - 4YETbIPE.

7.2.2 BcTpaxHute npobupky C pactBopoM Tag-nonmMmepasbl MAX B TeueHue 3-5 c wu
LeHTpudyrupynTe B TedeHume 1-3 ¢ Ha MUKpoueHTpudyre-BopTeKkce.

7.2.3 [JobasbTe B Kaxayo npobupky, He nospexaas cnoi napaduHa, no 10 mkn pacreopa
Tag-nonumepasbl MAX.

7.2.4 [OobaBbTe B Kaxaykw npobupky no oAHOW Kanae MuUHepanbHOro macna (npuMmepHo

20 MKJ). 3aKpoKTe KpbIWKN CTPUMOB.
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7.2.5 BctpaxHute npobupku ¢ npenapatom AHK, nonoXmnTenbHbIM KOHTPOJIbHLIM 06pa3Lom
(K+) wn oTpuuatenbHbiM KOHTPOJIbHbIM o06pa3uom (K-) B TeyeHne 3-5 C Ha
MUKpOLEeHTpUdyre-soptekce u  uUeHTpUdyrmpynmte B TedeHune 1-3 C Ha

MUKPOLIEHTPUdYyre-BopTeKce.

BHUMAHME! [na npenoTBpalleHNa KOHTaMumHauum cnepyet nepen BHeceHnem [HK
OTKPbIBaTb KpbIWKY TONbKO TOro CTpuna, B KOTOPbIN 6yaeT BHOCUTbLCSA AaHHbIM obpa3eu, u
3aKpblBaTb e€e nepej BHeceHmeMm crnieaywuwero. [llpenapatel OHK cnegayetr BHOCUTBL

HaKOHEYHUKaMMn C CbMJ'IprOM.

7.2.6 BHecuTe B Kaxayl nNpobupky CTpUNOB ANna uccrneayembix obpasyos, He noBpexaas
cnon napaduHa, no 5,0 Mkn BblaeneHHoro n3 obpasuoB npenapata AHK, 3akpoiiTte
CTpUN KpbIWKON. B cTpunbl MapknpoBaHHble «K+» 1 «K-» OHK He BHOCUTCS.

7.2.7 BHecuTe B Kaxayw nNpobupky cTpuna, MapkupoBaHHOro «K+», He nospexjas cnown
napadmHa, no 5,0 MKA NONOXWUTENLHOrO KOHTposibHOro o6bpasua u3 Habopa
peareHToB, 3aKpONTE CTPMUNM KPbILKOWN.

7.2.8 BHecuTe B Kaxayl npobupky cTtpuna, MapkmpoBaHHoro «K-», He noBpexaas cnom
napaduHa, no 5,0 MKn oTpuUaTenbHOro KOHTPOJbHOrO obpasua, npolweawero Bce
3Tanbl BblaeneHmsa OHK, 3akpoiTe cTpun KpbIWKOMN.

7.2.9 LUeHTpudyrmpymnTe CTpunbl Ha MMKpPOUEHTPUdyre-eopTekce B TeyeHme 1-3 c.

7.2.10 YcraHoBUTe BCe CcTpunbl B 610K AeTeKkTupyrowero amnandumkartopa.

7.2.11 3anyctunte nporpamMMmHoe obecneyeHne RealTime_PCR B pexume «Pabota c
npuéopom». Mpn nepsomM npoeaeHun MNLP nobaebTe dain c napameTpamu Tecta>
Janee n npu nocneaywowmx nocrtaHoBkax aobaBbTe B MPOTOKO/ COOTBETCTBYIOLLMN
TEeCT, YKaxuTe KoOInm4yectso W wunaeHtudukatopbl o06pa3yos, B TOM yucne
OTpUUATENbHOrO W MOJOXMUTENbHOrO0  KOHTPOJIbHbIX  06pa3uoB, OTMeTbTe
pacnosioXeHue CTPUMOB Ha MaTpuLe TepMobioka B COOTBETCTBUU C UX YCTAHOBKOM U

nposeauTe MLP.

Mpn BbIGOpe TecTta B OKHe «3anyck nporpaMMbl aMninandukaunum» LosxkHa

oTobpaxaTtbcs nporpamma, npusenéHHas B Tabnuue 3.

5 - MHCTPYKLMM No A06aBNeHNI0 «roToBbIX (aiiioB C NapaMeTpamMmn TecTa» HaxoAATCA Ha caiiTe B pasaene
"Moppepxka"
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Tabnunuya 3 - MporpaMMa amMnnuduKaunuu ans AETEKTUPYIOLWNX aMnaMbuKaTopoB

«OTnpanm®», «ATnant’» n AT-96

TemnepaTtypa, °C Bpems Pexxum Konuuectso
ONTUYECKMX UMKI0B
MUH c M3MEepEeHUN
80,0 0 30 1
94,0 1 30
94,0 0 30 5
64,0 0 15 v
94,0 0 10 45
64,0 0 15 v
4 | 94 | 0 | 5 | | 1
10 XpaHeHune

7.3

MoarotoBka u nposeaeHue MNUP. ®acoska A8

BHUMAHME! lNpn npoBeaeHnn BCex nocaeayrowmnx 4eNCTBUN cnenyeT nsberatb BO34ENCTBUSA

NPSMbIX COMTHEYHbIX Jlydeil Ha Npo6MpPKM CO CMeChlo Ans aMmnandukaumm!

7.3.1

7.3.2

LleHTpndyrnpynTte ctpunbl co cMecamMu ana amnandukaunm CTtpmm B TedyeHue 1-3 ¢
Ha MUKpoLUeHTpudyre-sopTekce.

BcTpsaxHute npobupku c MUP-6ydepom Ctpum-K n nonumepason TexHoTaq MAX B
TedyeHue 3-5 ¢ n ueHTpudyrupynTe B TedeHue 1-3 ¢ Ha MUKpoLUeHTpudyre-sopTekce.

MpunmeyvaHwne - NonuMmepasy TexHoTaq MAX cneayeT focTaBaTbh M3 MOPO3WJIbHUKA HEMNOCPEACTBEHHO

nepeg ncnosib3oBaHUeEM.

7.3.3

7.3.4

JobaBbTe B npobupky c MUP-6ydepom CTpum-K BCe coaep>XnMMoe BTOPOM Npobunpku
c NuUP-6ydepom Ctpum-K n gByx npobupok c nonmmepason TexHoTaq MAX. 3akpoinTe
KPbILWKY Mpobupku.

BcTpsaxHute npobupky co cMecbio MUP-6ydepa Ctpum-K n nonnmepason TexHoTaq
MAX B TedyeHune 3-5 ¢ n ueHTpudyrmpyinte B TedyeHune 1-3 C¢ Ha MuKpoueHTpudyre-
BOpTeKce.

MpumeyvaHune - Cmecb MUP-6ydepa Crpum-K 1 nonumepasbl TexHoTaq MAX cnegyetr rotoBuTb

HEMNOCPEACTBEHHO Nepes UCnosib3oBaHMEM, XpaHEHUE CMECU HE AO0MYCKaEeTCA.

7.3.5

7.3.6
7.3.7

BHecuTe akkypaTHO, 6e3 o6pa3oBaHMS BO3AYLWIHbIX MNy3blpeli B BOCEMb MPoHMPOK
NycToro ctpuna, nony4dyeHHoro B Habope no 140 mkn cmecu MLUP-6ydepa CtpumM-K un
nonnmepassl TexHoTaq MAX.

MpoMapkunpyinTe NyCcTble CTPUMbl, NONYYeHHble C HABOPOM peareHToB.

BHecuTe B Kaxayto npobupky ctpunos no 100 mkn 6ydepa gnsa passegeHns OHK.

6 - Tonbko Mogenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6

7 - Tonbko Moaenu 4S1; 4S2; 551; 5S52; 6S1; 6S2

8 - Ha nNpuMepe MCNoONb30BaHWUSA A03Mpylollero yctpoictesa ATctpum (000 «HMO AHK-TexHonorus»,
Poccus) ansa panbHenwero npoeeaenus MNLUP Ha geTekTupyoweM amnnmdukaTope.
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7.3.8 BctpaxHute npobupku ¢ npenapatom AHK, nonoXmnTenbHbIM KOHTPOJIbHLIM 06pa3Lom
(K+) wn oTpuuatenbHbiM KOHTPOJIbHbIM o06pa3uom (K-) B TeyeHne 3-5 C Ha
MUKpOLEeHTpuUdyre-soptekce u  uUeHTpUdyrmpynte B TedeHune 1-3 C Ha
MUKpOLEHTpU(yre-BopTekce.

7.3.9 [dobaBbTe akkypaTHO, 6e3 obpa3oBaHMs BO3AYLUHbIX MYy3blpEN B COOTBETCTBYHLIME
npobupku ctpunos ¢ 6ydepom ans passeaeHuns OHK no 40 MkA aHanM3ampyembiX
obpasuos, K+ un K-,

7.3.10 YcraHoBUTE CTpunbl CO cMecsaMu ans amnandukaumm Ctpum, co cmecoio MNMUP-6ydepa
Ctpum-K n nonnmepasbl TexHoTaq MAX, ¢ pa3BeaeHHbiMM obpa3uamm, K+ 1 K-, a Tak
»Ke nycTble cTpunbl, MMKponaaHwet ans MNMUP (384 nyHkn) Ha pabouunn cton OTcTpum
W nposBeanTe A03MpOBaHWUE KOMMNOHEHTOB COrNacHO PyKOBOACTBY MO 3KCN/yataumu K
npubopy.

7.3.11 Tlocne 3aBeplleHns NporpaMmMbl Ha Ao3upylowem ycTtponcree ATCTpuM, akKypaTHoO,
He BCTpsAXuMBasi, MNOMECTUTE MUKPOMJIAHWET B MNOAJIOXKY repMeTU3npyoLwero
ycTponcTtea ATnak.

7.3.12 T[lpoBeauTe npoueaypy 3anedaTbiBaHUS MUKPOMJaHLWET TEPMOMJIEHKOM COrnacHo
MHCTPYKUMKU K npmnbopy ATnak.

7.3.13 UeHTpudyrmpymnte mmkponnaHuwet npmn RCF(g) 5008 TeueHune 30 c.

7.3.14 YcraHOBUTE MUKpoOM/aHweT B 650K geTtekTumpyowero amnnmdukatopa «OTnpanim»
(384 nyHkwu).

7.3.15 3anyctute nporpamMmMmHoe obecneveHne RealTime_PCR B pexume «Pabota c
npubopom». Mpu nepsom npoBeaeHuun MLP ao6asbTe dhain ¢ napameTpamu Tecta®
Janee n npu nocneaywwmx noctaHoBkax AobaBbTe B MPOTOKO/ COOTBETCTBYIOLLUNA
TEeCT, YKaxXuTe KOAuM4ectBo W wuageHtudukatopbl o6pasuos, B TOM u4ucne
OTpUUaTENbHOrO W MOMOXMUTENbHOrO0  KOHTPOJbHbIX  06pa3uoB, OTMeTbTe
pacnosioxeHne obpa3uos Ha MaTpuue TepMobaoka B COOTBETCTBMU C MX YCTAaHOBKOWN
u nposegute MLP.

8 PETMCTPALUMSA PE3YJIbTATOB AMIJINOUNKALUN

8.1 Pernctpaums curHana dnayopecueHuum npoBoAUTCA NMpU60OPOM aBTOMaTUUECKUM BO

BpeMsi aMnandunkaumm.

8.2 JdeTtekums 1 y4yéT pe3ynbTaToB OCYLLECTBAATCA AETEKTUPYIOWMM aMnandukaTopom
aBTOMaTU4eCKMU.
8.3 Mocne  OKOHYaHuA rnporpamMmbi amnnmdmnkaumm Ha 3KpaHe NnosABUTCS

cooTBeTCTBYIOWEEe MHDOPMAULMOHHOE coobuieHne n 6yaeT npeanoXeHo nepentmn K
aHanuly pes3ynbTatoB. AHanM3 MpoBOAMTCS  aBTOMATM4YECKM MPOrpaMMHbIM

obecneyeHuneM.

9 - MHCTPYKUMM Mo Ao06aBNEHNIO «FOTOBbIX (halioB C NapaMeTpaMm TeCTa» HaxXoAATCS Ha caliTe B pasaene
«Mopnepxka»
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8.4 Ha rpaduke 6yner oTobpaxeHa 3aBMCMMOCTb byopecueHumMm OT HOMepa unkKia ans
Kaxxaon npobupkn B Tepmobrioke. B Tabnunue cnpaBa 6yaeT nokasaH uaeHTUdmnKkaTop
obpa3ua, HasBaHMe nccnenyeMmoro nokasaTens, pe3ysbTaT No KaXxAoMy nokasaTtento
(konn4yecTBO W Auarpamma, MO KOTOPbIM MOXHO CyAUTb O COOTHOLUEHUMU
MWUKPOOPraHW3MOB B KaXaAOM M3 aHanusmpyembix o6pasuos). [Ana Mycoplasma
genitalium, Trichomonas vaginalis, Neisseria gonorrhoeae, Chlamydia trachomatis,
Cytomegalovirus, Herpes simplex virus 1, Herpes simplex virus 2 6ynet npoBeaéH

KauyecCTBeHHbI aHanu3. Mpumep NpuBesieH Ha puUcyHke 1.

Pexxum Hactporikv TMomolp
MpoTokon w7 77| BHAMAS ONTVNECKIX MSMEDEHIA l 48 RealTime_PCR

MpoTokon: Oneparop: Dara. Pesynbtats

B Nz Weenenosatue ‘ Lg ‘ E 2
Tin aHanuaa EwougHos viEg~H B 8055 & 1556 qi‘eMomnoEEﬁ(ﬂﬁg
MeTox. TeomeTpayeckuit (Cp) v o @ Fam v A2 55":':‘.3505 31 ]

v ; ﬂakm?aknepvm 4? —

7000 —

Gard/Pre/Porph 7.3 ——
6000 Ureaplasma_spp. 42 O
Candida_spp

E2 KEM 43
Mapkep

4000 -———ij_ﬁ___k!‘ | M hominis 47

M genitalium

2

DnyopecueHumMa
~

T.vaginalis

=
o
=]

N gonomhoeae
C trachomatis
1000 HSV-2

0 Ccmy
HSV-1

T T y y T
30 35 40 45 30 vl

u u u
10 15 20 5 3
Homep unkna

b Wicana | [ AwiondeOn | x=504y-3818 [log_Y 2 Mwwn |5 Mapesp | M Pexoavie npocmaTpa paec

PucyHok 1 - MpuMep oTobpaxeHns pesynbTaTa UCCNeAoBaHMs B OKHE MPOrpaMMHOro

obecneyeHnsa getekTupyruwero amnandukaTopa.

8.5 Mo pesynbTaTaM aHanu3a MOXHO cdopMMpoBaTb W pacrnedyataTb OTYET (CM.

npunoxenne A).

9 YYET PE3YJIbTATOB PEAKLIUN

9.1 YyeT U uHTepnpeTaums pe3ysbTaTOB peakuuu OCYLWEeCTBASETCA aBTOMAaTU4YeCKU C
nomMoLbto nporpaMmMHOro obecneyeHns, nocrasngdeMoro C AOE€TEKTUPYHOLWNMM

aMnAnduUKaTopomM.

9.2 Mocne npoxoxaeHns amnamdukaumm nporpammHoe obecrneyeHne cpaBHUBaET
33 @aHHOe ONepaTopoM pacnosioxXeHne Npobupok C peasibHbIM MNONOXEHMEM MapKepa
(dbnyopecueHTHOM MeTkn Rox), 1, ecnm HaxoauT HecoBnageHue, TO npegynpexaaer
onepaTtopa o6 atoMm, OnepaTopy cneayer NMbo pacnosioXuTb AaHHble M3 KaXAaon
OTAENbHOM NpoOBUPKKM B COOTBETCTBYHOWEM MNOpsAKe BpPYYHYK, nbo noBTOpUTb

nccnegosaHue gaHHoro obpasua.

18



"~ [IHK-TEXHONOT U

®EMO®JIOP® CKPUH | WUHCTpYKUMSA MO NPUMEHEHUIO | 163-9 ot 18 masa 2023

9.3 Mpn Hannumn B unccnegyemoMm obpasue [AHK MUKpoOpraHM3aMoB, BbISIBASEMbIX
Habopom OEMO®JIOP® CKPUH, B CcTpoke C Ha3BaHWEM MUKPOOpraHm3Ma yKasaHa
umdppa, obo3Havawwas KOAMYECTBO MWUKpoopraHusMa (AeCATUYHbIA norapudgM
KOHLEHTpauum), u ructorpamMma, B rpadmyeckoM Buae otobparkatowasi Koanm4ecTso

AAQHHOIro MMKpoopraHmsama M ero CootTHoweHune ¢ ApyrumMm MMKpoopraHnmamamu.

Ona Mycoplasma genitalium, Trichomonas vaginalis, Neisseria gonorrhoeae,
Chlamydia trachomatis, Cytomegalovirus, Herpes simplex virus 1, Herpes simplex
virus 2 6yaet npoBeAéH KadecCTBEHHbIM aHanmM3 W Mpu HanMunm B WUCCNEnyEMOM
obpasue [OHK ykasaHHbIX HaWMeHOBaHWIA B Tabnuue pe3ynbTaTtoB 6OyaeT

OTOOpaXKEH «+>».

9.4 B pesynbTaTtax aHanmsa Heob6XOAMMO Y4UUTbIBATb 3HAYEHUS KOHTPONS B3ATUSA
maTepmana (KBM). 3HauyeHne KBM MeHbwe 4,0 cneayet uHTeprnpeTvpoBaTb Kak
HefoCTaTOYHOE KOMM4YecTBO MaTepumana. B 3ToMm cnydyae MoxeT noTpeboBaTtbcCs

NMOBTOpPHOE B3ATNE KIIMHNYECKOIro MmatTepmnana.

9.5 B nonoxwmtenbHOM  KOHTpPONbHOM o6pasue pomkeH O6biTb  3aduKCuUpoBaH
NOMOXMUTESNbHbIN pe3ynbTaT: AeCATUYHbLIN JIorapudM KOHUEHTpauum mnu «+». Mpu
NOSYYEHNM OTPULATENbHbBIX 3HAYEHUIN «—>», pe3ysbTaTbl BCEA NOCTAHOBOYHOM Ccepum
CUNTAOT HeAOCTOBEPHbIMWU. B 3TOM cnyyae TpebyeTcs noBTOpHask MNOCTAHOBKA

amnandukaumm Bcen naptum obpasuyos.

9.6 B oTpuuaTenbHOM KOHTPOSbLHOM 06pasue AO0/MKEH 6biTb MOMyYeH OTpUUATENbHbIN
pe3ynbTaT «—» AN CneumMduyeckoro NpoaykKTa U MONOXWUTENbHbIA pe3ynbTaT Ans
BHYTPEHHEro KOHTpons. [pu nony4vyeHMM Apyroro 3HAYeHWUsi, pes3ynbTaTbl BCEW
NMOCTaHOBOYHOW CEPUM CUMTAIOT HEAOCTOBEPHLIMW. B 3TOM cnydae Heo6xoaAMMOo
npoBeaeHne  crneuuasnbHbiIX  MEponpuaTUMA  ANA  YCTPaAHEHUs  BO3MOXKHOM

KOHTaMMHaLKnu.

10 TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCNNTIYATALUA

10.1 TpaHcnopTupoBaHue
TpaHcnopTMpoBaHMe Habopa oCyLLeCcTBASIOT BCEMU BMAAMWU KPbITOrO TpaHCNopTa npu
TemnepaTypax, COOTBETCTBYIOLWUX YCNOBUSAM XpaHEHUS KOMMOHEHTOB, BXOASLWWUX B

cocTtaB Habopa.

10.2 XpaHeHue

10.2.1 Habop peareHTOB cnegyeT XpaHuTb Npu Temnepatype oT 2 °C go 8 °C B TeueHue
BCEro cpoka rogHocTn Habopa, 3a ncki4yeHneM nonmmepasbl TexHoTaq MAX.

10.2.2 TlMonumepasy TexHoTaq MAX cnepyeT XpaHuTb Npu TemnepaTtype oT MmHyc 18 °C ago
MUHYC 22 °C B Te4eHMe BCero cpoka rogHoctn Habopa.

10.2.3 Cwmecn anga amnnudukaumm, 3anedyataHHble napadurHOM U cMecn ana amnandukaumm
CTpuM cnepyet XpaHuTb B 3aWMWEHHOM OT CBETa MecTe B TeUYeHMe BCero Cpoka

rogHocTn Habopa.
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10.2.4 Habopbl peareHToOB, XpaHUBLLUMECSA C HapPYLUEHWEM PEriaMeHTMPOBAHHOMO pexuMma,

NpUMEHEHUIO HE noAasiexar.

10.3 YkKasaHus no akcrnsyaTtaumu
10.3.1 Habop p[omkeH NPUMEHATbLCA COrNacHO AOENCTBYIOLWEN BepCUMU YTBEPXAEHHOMN
WHCTPYKLUMKM NO NMPUMEHEHUID.
10.3.2 Tocne BCKPbITUS YNAaKOBKWM KOMMOHEHTblI Habopa cneayeT XpaHuTb Npu cneayowmx
yCNnoBUSX:
. KOMMNOHEeHTblI Habopa (3a uckatouyeHueM nonmmepasbl TexHoTaq MAX) cneayet
XpaHnTb Npu TemnepaTtype oT 2 °C go 8 °C B TeueHMe BCEro cpoka rogHocTtum
Habopa;
o cMecum 3anedvaTaHHble napaduHoOM 1 cMecn ans amnamdukaumm CTpum cneayet
XpaHUTb B 3alUMLLEHHOM OT CBeTa MecCTe B TeyeHue BCero CpokKa rogHOCTH
Habopa;
o nonumepasy TexHoTaq MAX - npu TemnepaType oT MnHyc 18 °C o muHyc 22 °C
B TEYEHMe BCEro cpoka rogHocTn Habopa.
10.3.3 Habopbl C MCTEeKWMM CPOKOM rOAHOCTU MPUMEHEHUIO HE noanexar.

10.4 [nd nony4vyeHus HaAEXHbIX pe3ynbTaToB Heo6XoAnMO cTporoe cobntaeHune

WMHCTPYKLMWN MO NpUMeHeHUo Habopa.

11 YKA3AHMA NO YTUIIN3ALUMNUN

11.1 Mpwn ncnonb3oBaHMn Habopa peareHTOB B KJMHUKO-AMArHocTuyeckon nabopatopum
obpa3syloTcs oTxoAabl Knacca B, KOTopble YTUIM3UPYIOTCS B COOTBETCTBUU C
TpeboBaHmaMmM CaHlnH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHTOB, NpuweallMe B HENPUrogHoCTb, B TOM 4ucCie B CBA3U C
NcTedyeHMeM Cpoka roAHOCTWU, MOBPEXAEHMEeM YMNakKOBKW, moanexart yTuamsauun B

cooTBeTCcTBUM C TpeboBaHmamu CaHlnH 2.1.3684-21.

12 FAPAHTUN N3FOTOBUTENA

12.1 MpeanpusaTne-ns3roToBuTeNb rapaHTMpyeT CooTBeTCcTBMe Habopa TpeboBaHuaM
TEXHUYECKNX YCIIOBUI Npu COBM0AEHUN YCITOBUIA TPAHCMOPTUPOBAHUS, XPaAHEHUS n
NPUMEHEeHUs1, YCTaHOB/TIEHHbIX TEXHNYECKMMU YCITOBUAMMU.

12.2 Cpok rogHoctm Habopa - 12 wM™ecsueB npu cobnwaeHMn BCeX YCNOBUMA
TPaHCNOPTUPOBAHUSA, XPaHEHUS M IKCNyaTaunmn.

12.3 Habopbl peareHTOB C UCTEKLUMM CPOKOM FOAHOCTU NMPUMEHEHMUIO HE noanexar.
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MpunoxeHune A

Mpumep oTueTa NoO UCcneaoBaHMIO C UCNOJIb30BaHUeM Habopa peareHToB

®EMO®JIOP® CKPUH

JeroTsn
Oata
Homep npobupru
© 1.0, naymwendTa
Mon
WMudropaauus o nafopatopum
BospacT thophaLy paTop
OpraHizauua
Bpau
NpuMedaHne
MageHTudmkaTop obpazua 1556
PesynbTathl
N HaseaHwe wccneqosaHua . OTHOCHTENEHI
Konu4ecTEeHHbIN Lg(X/OBM) T OBl
KoHTponb B3ATWA MATEpHana 1042 @ o .
1 | OGwas GakTepuantHan macca 1% O
HOPMOSN0RA ! ' !
2 | NarTobakTepun | 104 | -32(=01%) 0O i i i
P COHGHETIOOEH HIE IP MSHI ! ' !
3 | candida spp. * | neswimeneso O ; o
MMKOTTIAZMA ! ' !
4 | Ureaplasma spp. * 14 O i i i
5 | M.hominis * 1047 O : Lo
[+ M.genitalium ** He BnmEnedo [ H \ H
OEATATH C-AHASPOGHLIE MMKPC OFTAHWSME] ! ' !
7 | Gard/Pre/Porph 1073 | -08(14-19%) 0O 1 n i
MATOTEHDI ! ' !
] T.vaginalis ** He BnmEnedo [ i i i
9 N.gonorrhoeae = He BnmEnedo [ H \ H
10 C.trachematis ** ve Boimeneds O H | H
11 | HSw-2*= He Boigenedn O 1 Lo
12 | CMV = ve Boimeneds O H [
13 | HSW-1*= He Boigenedn O : -
* ABcomoTi akanes LgiX) H

= KauecTESHHLIN SHanks

JaknueHne
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MpunoxxeHune b

CVMBO/bI, UCMOMNb3YyEMblE MPU MapKUpoBKe Habopa peareHToB

IVD

Tonbko Ang in vitro AnarHOCTUKK

TeMmnepaTypHblii AManasoH

Konunyecrtso onpeneneHMM

loneH no

Cepusa Habopa

JaTta nponssoacTBa

CoAEepXUT MHCTPYKLNIO MO NPUMEHEHUIO

KaTanoxHbIn HoMep

Anpec npoussogutens

i

He ponyckaeTcs BO34ENCTBME COJTHEYHOIO

CBE€Ta
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Mo BomnpocaM, KacawluMMmca KadyecTBa Habopa peareHtoB OEMO®JIOP® CKPUH,
cneayet obpalaTbhCs B CNyX0y KIMEHTCKOWN MOAAEPKKMU.
Cny»x6a KJIMEHTCKOW MoAAEepXKU:
8-800-200-75-15 (ana Poccumn, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ansa ctpaH CHI n 3apy6exbs, 3BOHOK MNaTHbIN).

E-mail: hotline@dna-technology.ru, www.dna-technology.ru

Homep: 163-9
2023-05-18
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AOHK-TexHonorus
117587, r. MockBa, BH. Tep. I'. MyHMUMNanbHbIN OKpyr YeptaHoBo CeBepHoe, Ww. Baplwasckoe,
0.125X, kopnyc 5, atax 1, nom.12
Ten./dakc +7 (495) 640-17-71
Cnyx6a KJIMEeHTCKOWM NoAAEPXKKU:
8-800-200-75-15 (ans Poccun, 3BOHOK 6ecniiaTHbIN)
+7 (495) 640-16-93 (ansa ctpaH CHI 1 3apybexbs, 3BOHOK MNATHbIN)

E-mail: hotline@dna-technology.ru
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