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BBEAEHUE

NlabopatopHaa AmarHoCcTMKa B MNpaKTUKe Bpayen  aKylepoB-TMHEKONOroB W
[epMaTOBEHEPONIOroB MUrpaeT BaXHYK poOJib, MOCKOSbKY B nocnegHee BpeMs 0COH6EHHOCTbHO
yporeHuTanbHble WHMEKUN, B TOM 4ucne nepeaaBaeMbiX [MOAOBbIM MNYyTEM, SBNSETCS
MasIOCUMNTOMHOCTb  K/IMHUYECKUX NposBNEeHUA. B pe3ynbTate 4yero, nauMeHTKU no34HO
obpawatoTcs K Bpady, Hepeako yxXe Ha CTaauum pas3BUTUS  OCIO0XHEHUI CO CTOPOHbI
penpoAyKTUBHOM CUCTEMBbI.

CoBpeMeHHbIN AMarHOCTUYECKM apceHan Bpava-KJAnHULMCTa Hapsay C TpaAuuMOHHbIMU
MeTogamMn (MMKpockonusa m 6aKTEPUONOrMYECKUIA MOCEB) BKJIOYAET TaKXE U MOJIEKY/ISPHO-
buonornyeckme MeToAbl, 4YTO MNO3BONSET MNoAobpaTh ANS KaXAoro KOHKPETHOro nauueHTa
ONTUManbHbIA anropuTM obcneaoBaHms.

BO3MOXHOCTN 3TUOMOrMYECKON ANArHOCTUKK BO3byauTenen MH@eKUUii, nepenaBaemMbix
nonosbiM nyTém (WUMMM), 3HaynTeNbHO pacWUpUIUCb C MNOSBEHUWEM B  KJMHWUKO-
AnarHocTnyeckmx nabopaTtopusix MeToaa nonvMepasHowm uenHowr peakuuu (MUP), koTopbii B
KOpoTkMe cpoku (1-2 AHSA) NO3BONSET YCTAaHOBUTb HalMUME UKW OTCYTCTBME FEeHEeTUYeCcKoro
MaTtepuana MHQEKUNOHHOro areHTa B 6uonornyeckom obpasue, B3ATOM HENOCPeACTBEHHO U3
ovyara uHdekumu.

CneaywowuM Wwarom B pa3Butum nabopaTtopHOM AMarHOCTUKKM BO3byamTenen nHdekummn
ctano nossneHne npubopoB M TEXHOMOIMMI, MO3BOMASAKWMX YyuUTbiBaTb pe3ynbTaTthbl [LUP B
aBToOMaTu4yeckoM pexume. Takon BapuaHT [lLUP nossonser, B otnmume oT 6osiee paHHewn,
«KlacCM4Yeckom» Bepcuu MeToda, onpenensaTb KONYECTBO HYKIEMHOBbIX KWCAOT MCKOMbIX
MWUKPOOPraHn3MoB.

KauecTBeHHas M KonmMyecTBeHHas OLeHKa CNOXHbIX MUKPOBHbIX COO6LEeCcCTB CTaHOBUTCS
abconTHO HeobxoaAnMoM AN AMArHOCTUKWU AUCOMOTUYECKUX HapyLUeHUN, NPUYUHOMN KOTOPbIX
ABMSAIOTCA YC/IOBHO-MATOrEeHHbIE MUKPOOPraHM3Mbl, KOTOpble B HeboNblWNX KonMyecTBax MOryT
NMPUCYTCTBOBaTb B YPOreHUTasIbHOM TpaKTe Yy 340POBbIX XXEHLLUWH.

Mpwn nepBMYHOM Ob6paLLeHnn NaLMeHTOK, Ha OCHOBAHMM TOJIbKO KITIMHUYECKNX CUMIMTOMOB
Bpayy u4acto ©6biBaeT TpyaHO npoBectu auddepeHumanbHyl AUMarHoCTUKY WHbeKuun,
Bbl3BaHHbIX BO3byautenammu WIMM, Bupycamn, rpmbamu, m ANCONOTUYECKUX HapYLIEHUN,
KOTOpble SABASAIOTCA CneacTBMEM  HapyweHus 6anaHca Mexay YC/0BHO-MaToOreHHbIMU
MUKPOOpPraHM3MaMm u HOpManbHON MUKPOMIOPON BRaranuvwia >XeHWWH penpoayKTUBHOMO
Bo3pacTa (naktTobaktepusimmn).

Ha6op peareHToB ®EMO®J/IOP® CKPUH no3BONSIET OLLEHUTH COCTOSIHME MUKPO6MOLIEHO3a
YPOreHMTasibHOro TpaKTa XXEHLWHbl pernpoayKTUBHOINO Bo3pacTta. MuMkpobumoueHo3 oueHuBsatoT
NMyTEM CpaBHEHUS KOJM4YEeCcTBa HopManbHoOM Mukpodnopbl (Lactobacillus spp.) ¢ obwen
bakTepuansHoi maccor (OBM). OTCyTCTBME 3HAYMMbIX pPas3nNYMN Mexay 3TUMKU NoKasaTensMu
(6onbwas yactb 6akTepmanbHOM MacChbl NMpeacTaBneHa NnakTtobakTepusmMn) CBUAETENbCTBYET O
COXPaHHOCTU HOpMOMNOPHI.

3HauymMMoe yMeHblUeHMe KonnyecTBa NnaktobakTepuii oTHocutenbHo OBM, kak npaswuno,
conposoxaaeTt UMMM nnn cBMAETENbLCTBYET 0 ANCONOTUYECKNX HAPYLLUEHUSAX PA3/IMYHOM CTEMNEHU
TSXKECTU, Npu KOTOpPbIX Ha OHE CHUXEHUA HOpPMasbHOM MUKPOMdIOpbl YyBEINYMBAETCH
KONIMYeCTBO YC/IOBHO-NATOreHHbIX HakTepuit.
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1 HA3HAYEHMUE

1.1 HacTrosilwas MHCTpyKUuMa pacnpocTpaHsieTcs Ha Habop peareHTOB ANS CKPUHUMHIOBOrO
nccnefoBaHnss MMKPoMIopbl YPOreHUTanbHOro TpakTa Yy XeHWwuH MmetogoMm [LUP B pexunme
peanbHoro BpemeHn (PEMODSIOP® CKPUH).

1.2 Habop peareHtoB PEMO®SIOP® CKPUH npeaHasHaueH Ans Bbiasnenna JHK naTtoreHHbIx
M  YCNOBHO-MaTOMeHHbIX MWKPOOPraHM3MOB C LeAbl OUEHKW COCTOSHMSA  MUKpodIopbl
YPOreHMTanbHOro TpaKTa Yy XeHWwuH MeTtogom [LUP ¢ petekumen pesynbTaTtoB B pexume

peanbHOro BpEMEHMU.

1.3 Ha6op peareHToB MOXeT 6bITb MCMONb30BaH B KIIMHUKO-ANArHOCTUYECKNX na6opaTopM;|x

MEeANLMNHCKNX yqpe>+<,a,eHm71 n HayLIHO-MCCﬂeLI,OBaTeﬂbCKOﬁ NMPpakKTUKe.
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2 XAPAKTEPUCTUKA HABOPA
2.1 CoctaB Habopa peareHToB

Habop peareHtoB ®EMO®J/IOP® CKPUH BbinyckaeTcs B cneaywowmnx ¢acoBkax:
cTaHpgapTHasa (MapkupyeTtca — S), ANs aBTOMaTuU3MPOBAHHOIO A03MpoBaHMs (Mapkupyetca — A).

Habop ctaHaapTHOM dacoBku (dhacoBka S) BKAKOYAET cneayowme KOMNOHEHTbI:

CraHpapTtHasn ¢dacoska (S)
KonnuecTtBo onpeaenenuni, wr. 24
HoMMHanbHOe KoNM4ecTBo
HauvMmeHoBaHMe KOMMOHEHTa KonnuecteBo npobumpok
KOMMOHEHTa
Cmecun ang amnandukaumm
A ® Ham, 24 ctpuna no 8 npobupok no 20 mkn
3anevyaTaHHble napaguHOM
Pacteop Tag-nonnmepasbl MAX 4 npobupku rno 500 Mkn
MunHepanbHoe Macno 4 npobupku rno 1,0 mMn
MONOXNTENbHBIA KOHTPOJIbHbIN
P 1 npobupka 160 mkn
obpasey
KpbIWwKK ansg cTpunos 24 wr.

Habop ¢acoBkn Ana aBTOMATU3MPOBAHHOIO J03MpoBaHusa (dacoBka A) BKJOYaeT

cnegyrouwme KOMNOHEHTDI:

dacoBkKa A1 aBTOMAaTU3MPOBaAaHHOro gosupoBaHusa (A)
Konuuectso onpegeneHnin, wr. 48
HOMWHanbHOe KONM4ecTBo
HavMeHoBaHMe KOMMOHEeHTa Konunuyectso npobmpok
KOMMOHEHTa

Cmecu ans amnandukaumm Ctpum 2 cTtpuna no 8 npobupok rno 140 Mkn
MNnuP-6ydep Ctpum-K 2 npobupku no 600 mMkn
Monnmepasa TexHoTaq MAX 2 npobunpkun no 60 mMkn
Bydep ana passeageHus AHK 4 npobupku no 1,0 mn
MoNOXNTENbHbIA KOHTPOJIbHbIN 2 npo6upKy 1o 100 MK
obpasel
MpuHaanexHoCcTu: 10 wr. _
Ctpunbl no 8 npobupok

2 WwT. -
KpbIWK® Ans ctpunos
MpuBeneHa dacoBka A7 MCNOMb30BaHUA Ao3upylowero ycrtponctsa ATcTpuMm pns  panbHenwero
npoBeaeHuns MNLP Ha geTtekTupyloweMm amnnmpukatope «ATnpanim» (384 nyHkn)

2.2 Yncno aHanmsampyembix npob
Habop peareHtoB ®EMO®/IOP® CKPMH B cTaHaapTHO acoBke paccuMTaH Ha
24 onpepenenuns, B dacoBke A/ aBTOMAaTU3MPOBAHHOIO A03MPOBaHUS — Ha 48 onpeneneHun,

BK/1lO4Yada nccnenaoBaHMe noJiIOXKUTENbHbIX U OTpULUATENIbHbIX KOHTPOJIbHbIX O6p33LI,OB.

2.3 MpuHUMN MeToAa
MpuHUMN MeToAa@ OCHOBAH Ha WCMNOMb30BaHWMM npouecca amnandwukaumm AOHK c

NOMOLLbIO NOoMMepasHon uenHon peakumu (MLUP).
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Mpouecc amMnAnduUKauMn 3aKIYaEeTCs B MNOBTOPSHOWNXCA UWKIAX TeMmnepaTypHOM
aeHatypauun [OHK, oTxura npariMepoB C KOMMJIEMEHTAPHbIMM MOCNEeA0BATE/NIbHOCTAMU W
nocneayroLen 40CTPOMKON NOMMHYKNEOTUAHbIX Llenein ¢ 3Tux npamMepos AHK-nonnmepason.

Ona noBbIWEHUS 4YBCTBUTESIBHOCTM UM CreuymdUyHOCTM peakuum npeaycMoTpeHo
NpUMeEHeHne «ropsiyero» crapTa, KoTopbin obecrneunmBaeTca ans ctaHaapTHoM dacosBkn Habopa
peareHToOB MEeTOAMKOM MNpPUroTOB/IEHMS PEaKLUMOHHOM CMecu, CoCToslen u3 ABYX CrIOeB,
pasaesieHHbIX NPOC/IONKOMN 13 napadurHa, 419 aBTOMAaTU3MPOBaHHON acoBkn — moaudurKaumen
nonuMepasbl TexHoTaq MAX. Ncnonb3yembli Noaxod WCKA4YaeT Hecneunduyeckuin oTXUr
npanmeposB Ha JHK-MuweHM Npu HayanbHOM Nporpese npobmMpky.

B cmecn gnsa amnamdukaumm BBepeHbl OHK-30HAbLI, KaXAbl M3 KOTOPbIX COAEPXWUT
dbnyopecueHTHYO MeTKy W racutenb dnyopecueHumn. [pu obpasoBaHus cneymnduyHoro
npoaykta [OHK-30H4 pa3pywaerca, AenctBue racutens Ha  @GAIyYOpPEeCUEHTHYH  METKY
npekpawaeTcs, 4YTO BeAeT K BO3pacTaHWUI0 YPOBHSA (yopecueHumn, KOTopbi dukcnpyeTcs
AeTekTupytowmnMm amnnmdbumkaTtopoMm. Konnyectso paspyLleHHbIX 30HA0B (@, cnefoBaTesibHO, U
ypoBeHb dyopecueHunn) nponopumoHanbHO Koaum4dectsy ob6pas3oBaBLUMXCS crneumnduyecknx
aMMJIMKOHOB N N3MEpPSIETCHA Ha KaXXAoM UMKe aMmnnmdunkaunm.

B coctaB [AHK-30HAOB, MCMonb3ywwuxca ANs AeTeKumu NpoayKTOB amMnandukaummu,
BKtOUeHbl dnyopecueHTHble MeTkM Fam, Hex, Rox n Cy5 (cMm. Ttabnuuy 1). Ucnonb3oBaHue
HECKO/IbKMX (p1yopecueHTHbIX KpacuTesien Mo3BONSIeT COKpaTUTb KOJMYEeCcTBO Npobupok,
MOCKOJIbKY MOSIBAISIETCA BO3MOXHOCTb O4HOBPEMEHHO PErMcTpMpoBaTh pe3ysibTaTbl HECKOIbKUX
pa3HbIX peakuun amnanpukauymm, o4HOBPEMEHHO NPOXOASWMX B O4HOM nNpobupke.

[nsa KOHTpONs pacnonoXxeHus ctpuna B Tepmobnioke geTekTupylowero amnangunkatopa
B O4HY M3 cMecel ans amnnmdukaumm gobaBneH onnroHykneotms ¢ hayopecueHTHOW MeTKOM
Rox. OH ncnonb3syetcss NpMbopoM Kak MapKep onpeaeneHusi NosioxXeHns cTtpuna B Tepmobrioke.
Mocne npoxoxaeHns aMmnandukKauMm nporpamma CpaBHMBAET 3af4aHHOe onepaTtopoM
pacnonoxeHne Nnpobupok C peanbHbIM NOJSIOXEHNEM MapKepa, W, eCN HaxXoAWT HecoBnaaeHue,
TO npeaynpexaaet onepatopa 06 3toMm, OnepaTtopy cneayeTr nmbo pacrnonoXmTb AaHHble U3
KaXxaon oTaenbHo npobumpknm B COOTBETCTBYKOLWEM MNOpsSiAKE BPYYHYK, n11Mbo MoOBTOpUTH
nccnegosaHue gaHHoro obpasua.

B Habope peareHToB ®EMO®JIOP® CKPUH B Heckonbko NpobUMpOK CO CMecsiMu Ans
amnnmdumkaunmm pobasneH BHYTPEHHMI KOHTposb (BK), npegHasHaudeHHblA 4719 OLEHKU
3(pHEeKTUBHOCTM NPOTEKAHMSA NOIMMEPA3HON LLeNHON peakLumu.

Habop peareHtoB ®EMO®/IOP® CKPUH BkntouaeT: cmecb ans [MUP-amnandukaumm,
cneumndunyHyto ans Bcex bakrtepui (obwas bakTepnanbHas macca, ObM), cmMecb, cneymduyHyto
ansa naktobaktepun (Lactobacillus spp.) n cmecu, cneunduryHble ANs NATOreHHbIX U YC/IOBHO-
naTtoreHHbIX MMKpoopraHnamos. OgHa M3 cMecer npegHasHayeHa ana amnandukaumMm reHoMHon
OHK yenoBeka (KOHTpOJib B3SITUS KAMHMYECKOro MaTtepumana, KBM). KBM wucnonb3yercs ans
ncKnyeHna owmnbok npeaHanuTuyeckoro stana. B cnydae HegocCcTaToOuHOro A58 aHanusa

KOJIMYecTBa B3SITOro MaTepuana TpebyeTcsl MOBTOPHOE MoJlyYeHMe KIMHUYECKOro MaTepuana.
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WccnenoBaHne c ucnosfib3oBaHMeM Habopa peareHToB ®EMO®IOP® CKPUH cocTouT M3
cnepywowmx aTanos: BbiageneHne AHK (npobonoarotoska) u MNUP-amnandukaumna AHK B pexume
peanbHOro BpeEMEHMU.

Ona npoBegeHns MUP wucnonb3yloT aAeTekTupytowme amnamdukatopbl «ATnpanmix,
«OTnant?» n AT-96 (000 «HMO AHK-TexHonorus).

Mocne npoxoxaeHns aMnanduKaunm No nokasaTento MHANKATOPHOro LUMK/a NporpaMMHoO
paccymTbiBaeTCca KonuyectBo obwer 6akTepmanbHOM Macchl, NlakTobakTepuit M Kaxaoro us
YC/TOBHO-MATOrEHHbIX MWKPOOPraHn3moB. [N nNaToreHHbIX MUWKPOOPraHM3MOB MNPOBOAUTCSA
KauyeCTBEeHHbI aHanms.

Ta6nuuya 1 - Bbigsnaemble HabopoM PEMO®/IOP® CKPWH nokasaTenu, LBeToBas

MapKkupoBKa bydepa 1 KaHanbl AeTEeKUNM NPOAYKTOB aMnandumnkaumm

Ne KaHanbl getekuum LiBeToBas
- MapKMUpOBKa
npo6npku Fam Hex Rox Cy5 6ydepa
O6uwas 6akTepnansHas _ B o
1 macca (OBM) BK Fony6own
Hopmodnopa - _ _
2 Lactobacillus spp.! BK
Gardnerella vaginalis /
3 Prevotella bivia / BK - -
Porphyromonas spp.
Ureaplasma
4 (urealyticum + parvum) BK
KoHTposib
5 Candida spp. B3ATUSA Mapkep - BecugeTHbIl
MaTepuana
6 Mycoplasma hominis BK Mycqpla;ma -
genitalium
7 Trichomonas vaginalis BK Neisseria Chlamydlg
gonorrhoeae trachomatis
Herpes
8 Herpes simplex virus 2 BK Cytomegalovirus simplex
virus 1
1 - nopa spp. noapasyMeBaeTCcs WMpoKas rpynna MMKPOOPraHM3MOB, KOTopasi OTHOCUTCS K AaHHOMY
poAy, HO MOXeT He COOTBETCTBOBATb MOJIHOCTBIO POAY B €r0 CUCTEMATUYECKOM NMOHMMaHUN

24 Bpemsi npoBegeHus aHanmsa — ot 2,5 4., Bkaw4asa atan npobonoaroToBKU.

1 — tonbko Mogenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6
2 - Tonbko Moaenu 4S1; 4S2; 551; 552; 6S1; 652
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3 AHAJTUTUYECKME XAPAKTEPUCTUKUN

Mpun nccnegoBaHMnM MUKPOMIOPblI YPOreHUTaNlbHOrO TpaKTa Y >XEHLIWH onpeaensietcs
KO/TNYECTBO YCIOBHO-NATOrEHHbIX MWUKPOOPraHN3MoB B TpaHCNOPTHOW cpeae,
nponopunoHanbHoe obueir o6ceMeHeHHOCTM COOTBETCTBYKOWero 6uotona. [Ons NaToOreHHbIX

MUKPOOpPraHnM3MoB NpoBOoAUTCA KayecTBeHHbI aHanus Hanmumsa OHK.

3.1 CneundunyHoCTb

Cnucok BbisiBNsieMblX HAbOpoM nokasaTesien npeacrasneH B Tabnuue 1.

B o6pasuax 6uonornyeckoro matepuana, cogepxawmx AHK BbisBnsemoro nokasartens,
BO BpeMs npoBeaeHns aMmnandukaummn geTekTUpyrowmin amnandukaTop 40XKEH perMcTpmpoBaTtb
3KCMOHEHLUMANbHbIA POCT YPOBHS diyopecueHunn B COOTBETCTBYHOLWEN npobupke.

B o6pa3suax 6uonormyeckoro wmaTtepuana, He cogepxawmx [OHK BbisBnsiemoro
nokasaTens, Nnpu nposeaeHun amnandurkaumm aKCNoHEeHUNanbHbI POCT YPOBHS (iyopecueHumnm

B COOTBETCTBYHOLLEN Npobmpke OTCYTCTBYET.

3.2 AHannTnyeckasa 4YyBCTBUTENbHOCTb

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

Onsa Mycoplasma genitalium, Trichomonas vaginalis, Neisseria gonorrhoeae, Chlamydia
trachomatis, Cytomegalovirus, Herpes simplex virus 1, Herpes simplex virus2 -

2000 konun/mn.

3.3 KoHTponb B34TUA MaTepuana

B obpasuax 6uonorvyeckoro matepuana, B KOTOpPbIX MPUCYTCTBYeT reHomHas [AHK
yenoBeKa AeTeKTUPYOLWNN aMnanduKaTop AO/HKEH perncTpmpoBaTb 3KCMOHEHUWanbHbIA pocT
YPOBHS hnyopecueHLMn B COOTBETCTBYOLWEN npobupke.

B obpasuax 6uonorMyeckoro Matepuana, B KOTOPbIX OTCYTCTByeT reHomHas [OHK
yenoBeka, Npu NpoBeAeHUN aMnIndUKaLMmn 3KCNOHEHLMAabHbIM POCT YPOBHS dyopecueHumn B

COOTBETCTBYHOLEN Npobmpke OTCYTCTBYET.
3.4 AwnarHocTmnueckas 4yBCcTBUTENbHOCTL: 98-100%.

3.5 OnarHocTtuyeckasa cneymduyHocTtb: 100%.
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusaumsa pabotbl TLP-nabopaTtopun, obopynoBaHue w MaTepuanbl  AOMKHbI
cooTBeTcTBOBaTh TpeboBaHmsamM TOCT P 52905-2007, meToamueckmnx ykasaHui MY 1.3.2569-09
«OpraHmsaunsa pabotbl nabopaTtopuii, UCNONL3YHOLWMX MeToAbl aMnaMdUuKaunmm HYKNEUHOBbIX
KWCNOT, nNpu paboTe ¢ MaTepmanom, cogepxalmMm MMKpoopraHmamel I-IV rpynn naTtoreHHoCcTu»,
c cobnoageHnem  CaHluH 3.3686-21 «CaHuTapHO-anuaeMuonorndeckme TpeboBaHus No
npodunakTnke MHPEKLNOHHbIX 6onesHen».

Nccnepyemble 06pa3subl paccMaTpMBalOTCS KakK MOTEHLManbHO-0ONacHbIE.

K paboTte c HabopoMm peareHTOB AOMyCKaeTCcs TONbKO NepcoHan, obydeHHbIn MeToaam
MONEKYNAPHON ANArHOCTUKM U npaBunam paboTbl B KIMHUKO-AMArHoCTuyeckon nabopartopumu.

MoaroTtoBky 1 npoeeaerune k MNMUP cneagyet nposoantsb B MNLIP-60KCax.

NlabopatopHoe obopyaoBaHMe M MNPUHAANEXKHOCTM, UCNONb3yeMble npu paboTe C
HabopoM, AO/MKHbI OblTb COOTBETCTBYHLWMM 06pa3oM MoBepeHbl (B aKKpeAUTOBaHHbIX
nabopaTopusix) U NpOMapKMpOBaHbI.

Ncnonb3oBaHHbIE 04HOPa30Bble MPUHAANEXHOCTU (NPOBMPKM, HAKOHEYHMKWN) AOSKHbI
cbpacbiBaTbCa B cneuManbHbIil KOHTENHeEP, coaepXallunii Ae3nHOULMPYIOLWMA pacTBop.

Mpn paboTe ¢ HabopoM peareHTOB «B peXuMe peasibHOro BPeMeHW» Npu yAaneHun
oTxonoB nocne amnamdbukaunm (Npobupok, coaepxawmx npoaykTtel [MLP) 3anpewaetcs
OTKpbITUE NPOOMPOK, TakK KaK 3TO MOXeT MNpuMBECTM K Ppa3bpbi3rMBaHMIO COAEPXMMOro W
KOHTaMuHauumun npoayktamu MNLP o6bopyaoBaHus, peareHToB U 1abopaTopHOM 30HbI.

Bce noBepxHocTM B nabopatopumn (paboume ctonbl, wWTaTtuebl, obopyaosBaHne n ap.)
eXe[HEBHO NOABepralT BAaXHOW Yybopke C MpUMEHEHUEM Ae3UHPUUNPYIOLWMX/MOOLWMX
CPEACTB, pernamMeHTUpoBaHHbIX cCaHUTapHbIMK npasunamu CaHlnH 3.3686-21.

MoBepxHOCTN paboumx CTONOB, @ TakKXe MNOMeLWeHur, B KOTopbiXx nposoautcs [LP,
cnepnyet obsasatenbHo, A0 W nocne nposefdeHus paboT, obnyyatb 6HakTepuuuaHbIMU
obnyyatensMu B TeyeHne o4HOrro vaca.

Mpn wncnonb3oBaHunM Habopa peareHTOB B KAMHWUKO-AMArHoctnyeckom nabopatopum
0bpa3yloTCca OTX0Abl Kiacca B, KoTopble YyTUAM3UPYIOTCS B COOTBETCTBUM C TpeboBaHuAMM
CaHlunH 2.1.3684-21  «CaHuTapHoO-anugeMmmonormyeckme  TpeboBaHMs K  COAEPXAHUIO
TEPPUTOPUN TOPOACKUX U CeNbCKUX MNOCENeHnIn, K BOAHbIM Ob6bekTaM, MUTbEBOW BOAE WU
NMTbEeBOMY BOAOCHabXeHU, atMochepHOMy BO34YyXYy, MO4YBaM, >XWAbIM MOMELLEHUAM,
aKcnnyaTtauMn Mpou3BOACTBEHHbIX, 06LECTBEHHbIX MOMELeHWNI, OpraHM3aumm m npoBeneHUto
CaHUTapHO-MPOTUBO3NUAEMUYECKNX (MPODUNAKTUYECKNX) MEPONPUATUNIA».

He ncnonb3osatb Habop peareHTOB:

- Mpwu HapyLweHnn YC0BMN TPAHCNOPTUPOBAHMS N XPaHEHUS;
- NPV HECOOTBETCTBMM BHELLHErO BUAA KOMMOHEHTOB, YKa3aHHOMY B nacropTte K Habopy peareHToB;
- Npwu HapyweHnn BHYTPEHHEN YNaKOBKM KOMMOHEHTOB Habopa;

- Mo UCTEUYEHMIO CPOKa rogHOCTU Habopa.

MpnmeyaHune - Habop peareHTOB He cOoAEpPXXMUT MaTepuanbl 6MOIOrMYECcKOro MNPOUCXOXAEHMUS,
BelecTs, 0b/afjaoWwmMx KaHLEPOreHHbIM, MyTareHHbIM AENCTBMEM, @ TaKXe BUSIOWNX Ha PenpoayKTUBHYIO
dyHKUMIO YenoBeka. Mpn NCNOAb30BaHMM MO Ha3HAYEHUIO U COBAOAEHMM Mep NPeAOCTOPOXHOCTM SBASETCS
6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

MNpu pabote c HabopoM peareHToB PEMO®JSIOP® CKPUH HeobxoaMMbl 060pyaoBaHue u

MaTepuanbl, NnpuBeaeHHbIE B Tabnuue 2.

Tabnuua 2 - Martepuanbl, 060pyZlOBaHNE U peareHThbI

BapuaHT cpacoBkm
O6opynoBaHue n MaTepuanbl

S A
MuP-6okc na na
AMnnudukaTop AeTekTUpyowmin «OdTnpanmts Aha Aa
AMnnudukaTop AeTekTupyrowmii «ATnant?», AT-96 Aa HeT
YcTpoiicTBo fo3mpytowee OATcTpum HeT ha
YCTpoICTBO repmeTusnpytowiee, Hanpmmep ATnak HeT ha
XonoaunbHUK 6bITOBON C MOPO3UIIbHOM KaMepoi Aa aa
LlenTpndyra c RCF(g) 13000 aa aa
MukpoueHTpudyra-sopTekc Aha Aa
UeHTpudyra ans mmkponnaHwet MLUP (384 nyHku) HeT aa
TepMocTaT TBEpAOTENbHbIN, NoaAepXuBaloLWni TemnepaTtypy Ao 65 °C na ha
Jo3aTopbl 371eKTPOHHbIE C aAanTepoM U/MNu A03aTOpbl MEXaHUYeCcKue
nepeMeHHoro o6bema ogHOKaHasbHble U CMEHHbIMWU HaKOHEYHUKaMu, 3 3
nossossiowme otbmpaTtb 06beMbl xuakoctn 0,5-10 mkn, 2,0-20 mkn, A A
10-100 Mkn, 20-200 mkn, 100-1000 Mk, 200-1000 mkn
OaHoOpa30Bble HAKOHEYHUKM C DUNBLTPOM BMECTUMOCTbIO 1,0-20 MK, 3 3
1,0-200 MK, 100-1000 MKn A A
MukponnaHweTt MUP (384 nyHkn) HeT ha
NonnmepHas TepMonieHka Ans MeanUMHCKMX Lenen HeT aa
Mpobupkn o6vémom 1,5 mn aa aa
MNMepyaTky ogHOpa3oBble 6€3 Tanbka Aa aa
LLTtatne «paboyee MmecTo» Ans CTPUNOBaHHbIX NMPobupok 06vémom 0,2 mMn na ha
®dusmonornyeckuin pacteop (0,9% NaCl) cTepunbHbIN MK TpaHCNOPTHas cpeaa a a
ans énonpob A A
EMKOCTb C A€3MH(MULIMPYIOLLUM pacTBOPOM AN c6poca UCMONb30BaHHbIX na na
HaKOHEYHMKOB, NPO6UPOK M APYrUX PAcXOAHbIX MaTtepuasos
KomnnekT ansa sbiaenenns HK n3 6uonornyeckoro Mmatepmana a a
(pexomenayetcs NMPOBA-HK-MIOC, MPOBA-IC-MIOC, MPOBA-MY) A A

1 — tonbko Mogenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6
2 - Tonbko Moaenu 4S1; 4S2; 551; 552; 6S1; 652
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6 AHAJTUSUPYEMBbLIE OBPA3LibI

Ons wvccnenoBaHUs UWCNOMb3YHOT COCKOGbI anuTenuanbHbIX KAETOK M3 BAaraauwa
(3apgHebokoBble CBOAbI), YPETPbI, LEPBMKANILHOIO KaHana. Baatne, npeaobpaboTky u xpaHeHue
MaTtepuarna npoBoAsT B COOTBETCTBUM C UHCTPYKLMEN K KOMMIEKTY peareHToB AN BblAeNeHus
OHK wn3 6uonornyeckoro Matepuana. PekomeHayeMble KOMNAeKTbl And BblgeneHuns AHK wu3
6uonornyeckoro Mmatepmana: NMPOBA-HK-TJTKOC, MPOBA-TC-MJTIOC 1 NMPOBA-MY.

6.1 B3aTtne obpa3uoB cockoboB anuTennanbHbIX KNEToK
B3aTne cockob0B 3nUTENMaNbHbLIX KAETOK MpOBOAUTCA CTEPWIIbHBIM OAHOPA30BbIM
30HAOM B MJacTMKOBble Npobupkn obbemom 1,5 mn ¢ 300 MKkN CTepUNbHOrO U3MONOrMYECKOro

pacTBopa wan B Npobupku ¢ TpaHCNOPTHOW Cpeaon.

6.1.1 O6wwe TpeboBaHus

Onsa nonyyeHuUs KOppPEKTHbIX pe3ynbTaTtoB 60nblloe 3HaYeHne MMEET KayeCcTBO B3ATUS
obpasua 6uomaTepmana Ans UCCNeAoBaHWUS, ero XpaHeHwe, TPaHCMopTMpoBaHue U
npeaBapuTenbHas obpaboTka.

NccnepoBaHme Mukpodiopbl yporeHuTanbHoro Ttpakta metogaoMm [UP oTHocuTcsa K
npsiMbiM MeToAaM nabopaTopHOro uccnefoBaHus, TO ecTb obpasey 6Huomatepuana
aHanu3upyeTcs Ha Hanmume un konmyectso [OHK HOpMO- KM YyCAOBHO-MaTOreHHoMn
MUKpodnopbl M Ha Hanmume [AHK naToreHHbiX MUKpoopraHmamoB. OAHOBpPEMEHHO
aHanuM3npyeTcsa KayecTBO B3ATUA buomaTepuana rnpu NoMOLLU KOTMYECTBEHHOM OLEHKU

reHomMHon OHK yenoseka.

6.1.2 MaTepuan ana uccnegoBaHum

PeweHne o Heo6xXxoAMMOCTM MccnefoBaTb TY WAW MHYKO AoKanm3sauuto (Bnaranvue,
ypeTpa, uepBUKasbHbIA KaHan) A9 OUEHKW COCTOSHUS YpPOreHMTanbHON MUKPOdIopbl
NMpUHMMaeT Jfevyalwunnhn Bpad Ha OCHOBAHMWM COBOKYMHOCTM Xanob naumeHTa W
KJIMHUYECKOWN KapTUHBbI.

XKeHWuHblI HakaHyHe obcnefoBaHUS He AO/KHbI MPOBOANTL TyaneT MosioBbiX OPraHoB 1
CnpuHUEBaHMe.

Onsa nonyyeHns o6bekTUBHOro pesynbTaTta Heobxoammo, UuTobbl MCcCneayeMbin MaTepuan
coaep)xan BO3MOXHO 6osibllee KOSIMYECTBO 3MUTENNANbHbIX KAETOK U MUHUMasbHOE
KONMYeCcTBO CNM3M M MNpuUMecu KpoBu. HenpaswnbHoe B3aTMe 6HuMomaTepuana MoxeT
MPUBECTU K HEBO3MOXHOCTWN NONyYEHUS AOCTOBEPHOIro pe3ysibTata W, BCeACTBME 3TOrO,

HeobxoaMMOoCT NOBTOPHOro B3aTusa 6uomaTtepmana.

6.1.3 OcobeHHOCTM B3TUS MaTepuasna u3 Braraauvwia
MaTtepuan gonxeH 6biTb B3aT O npoBeaeHUs MaHyaslbHOMO UCCnenoBaHUS. 3epkaso
nepes MaHuUNynsuMer MOXHO CMOYUTb TEMNbIM CTEPUIbHBIM  (PU3NOSTOrNMUYECKUM
pacTBOpOM, MNPUMEHEHME aHTUCENTUKOB ANst 06paboTku 3epkana NpPOTUBOMNOKA3aHO.
Cockob 6epyT ¢ 60KOBOro WM 3agHEro HMXXHEro Ceo4a Baaranuuia.
Y [pOeBoyek B3ATME MaTepuasa NpoOU3BOAAT CO CAM3UCTOM 060/s104KM npeaasepus
BNnaranuwa, a B OTAENbHbIX Cly4Yasx - M3 3ajHero cBoja Bharanuvwa 4epes

rMMeHalsibHble KOJibLa.
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6.1.4

6.1.5

6.1.6

6.2

Ocob6eHHOCTM B3SITUS MaTepuarna U3 ypeTpbl:

nepen B3aTMem 6uomaTepumana naumMeHTy peKOMeHAYeTCs BO34epXaTbCs OT
MOYEeNCrnycKkaHmsa B TedeHmne 1,5-2 yacos;

HenocpeaCTBEHHO Mepea B3ATMEM buoMaTepuana HapyXHoe OTBepcTue ypeTpbl
Heobxoanmo obpaboTaTb TaMMOHOM (KOTOPbIA MOXHO CMOYUTb CTEPWIbHbIM
dhur3mMonorMYecknMm pacTtBopom);

Npu HaNM4YMK FTHOMHBIX BblaeneHnn cockob pekomMeHayeTcs 6paTb Yepes 15-
20 MMHYT nocne MO4YeucrnyckaHus, npu OTCYTCTBUM BblAeNeHUNn HeobxoanmMo
NPOBECTN MacCax ypeTpbl C MOMOLbIO 30HAA ANS B3ATUA BuoMatepuana;

B YPETPY Y XEHLWMH 30HA4 BBOAMTCA Ha rnybuHy 1-1,5 cM, y aeten maTtepuan ans

nccnenoBaHnsa 6epyT TONbKO C HAPY>KHOIO OTBEPCTUS YPETPbI.

OcobeHHOCTU B3ATUS Martepwuana U3 LuepBmKasibHOro KaHana:

nepej B3ATMeM MaTepmana Heo6xXoAnMO yaannTb BaTHbIM TaMNOHOM C/IM3b U 3aTeEM
obpaboTaTb WelKy MaTKn CTepuiibHbIM HU3MONOTMYECKNM pacTBOPOM;

30H4, BBOAUTCS B LEepBMKaAbHbIN KaHan Ha rnybuny 0,5-1,5 cm;

npu n3BneyYeHnn 30H4a HeoH6X0ANMMO MOSHOCTbIO UCK/UYUTL €ro KacaHue CTeHOK

Bnaranauiia.

MopsaokK B3sTMA MaTepuana B NpobupKy C TPaHCNOPTHOM cpenown

OTKPbITb KPbILWKY NPOOUPKMU.

C nomouwbio 04HOPA30BOro 30HAA cAenaTb COCKOO 3nuTenuasnbHbIX KIETOK U3
cooTBeTcTBYlOWEro 6uotona (Bnaranvuwe, yperpa, UepBuUKanbHbIA KaHan).
MepeHecTn 30H4 C 6uomaTepuanoMm B MnpobupKy C TPaHCNOPTHOM Cpeaon u
TWaTenbHO nponosnowmnTe ero, nsberas pasbpbi3arMBaHUSA XUOKOCTU.

MN3Bneub 30HA4 M3 pacTBopa, MpPUMXKMMasi ero K CTeHKe Mpobupkn, n yaanuTb
M36bITOK >XWAKOCTM C 30HAQ O CTEHKM npobupku. WNcrnonb3oBaHHbIA 30HA
YTUIN3NPOBATb.

Mpn Heob6xooMMOCTK B3ATUS BMOMaTepmnana U3 HeCKOJIbKMX BMOTOMOB MOBTOPUTL
npoueaypy, Kaxabii pa3 3abupas matepuan HOBbIM 30HAOM B HOBYH NpoBGupKy.

MNOTHO 3aKpbITb KPbILWKY NPOBGUPKN, NPOMapKMpoBaTb NpobupKy.

TpaHcnopTMpoBaHWe U XpaHeHWE UCCIIeAyEeEMOro MaTepmana

BHUMAHME! BpeMsa oT B34TUS MaTepuana 4O Hadana uccnenoBaHMst HE AO/MKHO MpeBblilwaTb

24 yacos.

TpaHcnopTMpoBaTb WM XpaHUTb o6pasubl A0 Hayana WCCNeaoBaHWs creayeT npwu

TemnepaTtype ot 2 °C go 8 °C.

B cnyyae HeEBO3MOXHOCTM [AOCTaBKM MaTepuana B slabopaTopuio B TeYeHMe CyTOK

[IONYCKaeTCa 0AHOKPATHOE 3aMopa)kMBaHWe Matepuana.
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7 NMPOBEAEHUE AHAJTU3A

7.1 Boigenenne AHK 13 6mMonormyeckoro matepuana

Boipenenne AHK (npo6onoaroToBKy) MNpOBOAST B COOTBETCTBMW C WMHCTPYKUMER K
MCNONb3yEMOMY KOMMEKTY peareHToB. PekoMeHayeMble KOMNAeKTbl Ana BbigeneHns OAHK u3
6uonornyeckoro Mmatepmana: NMPOBA-HK-TMJTKOC, MPOBA-TIC-MJIIOC, MPOBA-MU.

MpumeuaHune - lNpu ncnonb3oBaHUM AnS B3STUS Buonornyeckoro Matepmana npobuUpok C peakTMBOM
MPOBA-PANNA BbiaeneHmne JHK Heob6xo0aMMoO NpoBOAUTE TOSIbKO C UCNOJb30BaHMeM komnnekTta NMPOBA-HK-
nnatoC.

O BO3MOXHOCTM MCNOJSIb30BaHUSA APYIMX KOMMNEKTOB peareHToB Ans sblaeneHmna JHK ns
6MonorMyeckoro MaTepuana COBMECTHO C Habopom peareHToB ®EMO®JIOP® CKPUH MoXHO

Y3HATb Y NpeEACTAaBUTENA KOMMNAHUMN.

BHUMAHME! KomnnekT ans sbiaeneHns AHK n3 bnonornyeckoro Mmatepuana He BXoAuUT B COCTaB
Ha6opa PEMO®/IOP® CKPUH.

BHWUMAHME! He3zaBncmMMO OT MCNOJIb3yeMOro KoMraekTta ansa sblgenenHnsa JHK ogHoBpeMeHHOo ¢
BblaeneHnem [HK un3 6umonormyeckoro martepumana HeobxoAMMO NpPOBECTM 4yepe3 BCe 3Tarbl
npo6onoaroToBKM oTpuuaTebHbI KOHTPOJIbHLIN 06pa3el (B ero KayecTtBe MOXHO MCMNOJIb30BaTh
dbU3MoNorMyecknin pacTtesop WM TPaAHCNOPTHYK cpeny Aans 6uonpob6 B o0b6beme cornacHo

MHCTPYKLUMM K KOMIMJIEKTY peareHToB ans sblgeneHuns AHK).
7.2 MoarotoBka u nposeneHune MLUP. ®acoska S

BHUMAHME! lNpun npoBeaeHnn BCeEX NOCNeAYOWMX AENCTBUIA creayeT nsberatb BO34ENCTBUS

MPSAMbIX COTHEYHbIX Ny4Yen Ha NpobupKM co cMecbto ans amnamdukauymm!

BHMUMAHME! Cnepyer crtporo cobntogaTb KOMMIEKTHOCTb CTPUMOB M KPbIWEK K HUM.

He ncnonb3oBaTth KpbIWKN K CTpUNam ns apyrux Habopos peareHToB!

7.2.1 TpoMapkupyiTe no oAHOMY CTpUMy CO CMECAMW ANs amMnandukaumm, 3anevyaTaHHbIMU
napaduHoOM Ans Kaxaoro wuccieayemMoro obpasua, MONOXKUTENbHOIO KOHTPOSIbHOIO

obpasua (K+) n oTpnuatenbHOro KoOHTposbHoro obpasua (K-).
MpuMeyvaHune - OAWH CTpuUN paccynTaH Ha uccnegoBaHue ogHoro obpasua.

Hanpumep, HeobxoAMMO npoaHanusnpoBaTb ABa ob6pasua. HyXHO NpoMapkupoBaTb MO
OOHOMY CTpuNy ANs ABYX MCCneayemblx 06pasuoB, oauH cTpun — «K+» M oanH cTpun — «K-—»,

Ob6uee KOMYEeCTBO CTPUMOB — YeTblpe.

7.2.2 BcTpsaxHuTe npobupky ¢ pactBopoMm Tag-nonumepassl MAX B TedyeHue 3-5¢C wu
LUeHTpudyrnpymnte B TedeHme 1-3 ¢ Ha MUKpoUeHTpudyre-sopTekce.

7.2.3 [dobaBbTe B Kaxayrw npobupky, He noBpexaas cior napadwuHa, no 10 Mkn pacteopa
Taqg-nonumepasbl MAX.

7.2.4 [obaBbTe B Kaxayt nNpobupky Mo OAHOM Kanne MuHepanbHOro Mmacna (npuMepHo

20 MKN). 3aKpoKnTe KpbIWKN CTPUMOB.
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7.2.5

BcTpaxHute npobupkm ¢ npenapatom  [OHK, N0ONOXWUTENbHbIM  KOHTPOJSIbHbIM
obpasuom (K+) n oTpmuaTtenbHbiM KOHTPOSbHbIM ob6pa3suom (K-) B TeyeHume 3-5 c Ha
MUKpOLEeHTpudyre-sopTekce U UeHTpudyrupymte B  TeyeHnme 1-3Cc  Ha

MUKPOLIEHTPUGYre-BoOpTEKCE.

BHUMAHME! [1na npenoTBpalleHna KOHTaMUHauun cnepgyet neped sHeceHunem [HK oTkpbiBaTb

KPbILWKY TO/IbKO TOro CTpuna, B KOTOpPbIA 6yAeT BHOCUTLCSA AaHHbIM obpasel, M 3akpbiBaTb ee

nepeg BHeceHueM cnegytowero. MNMpenapatol AHK cneagyeT BHOCUTb HaKOHEYHUKaMKU C (PUIBbTPOM.

7.2.6

7.2.7

7.2.8

7.2.9
7.2.10
7.2.11

BHecuTe B kKaxayo NnpobupKy CTpMNoB 414 nccneayemboix o6pasuos, He NoBpexaas crioun
napadwuHa, no 5,0 Mkn BblaeneHHoOro m3 obpasuos npenapata AHK, 3akpolite cTpun
KPbIWKON. B cTpnnbl MapkupoBaHHble «K+» n «K-» [IHK He BHOCUTCS.

BHecuTe B Kaxayt npobupky cTpuna, MapkmpoBaHHOro «K+», He noBpexaasi Cnom
napaduHa, no 5,0 MK NONOXUTENBHOrO KOHTPOJbHOro obpasua u3 Habopa peareHToB,
3aKpoONTE CTPUM KPbILLKOWN.

BHecuTe B Kaxayt npobupky cTpuna, MapkmpoBaHHOro «K-», He noBpexaas Cnowm
napadpuHa, no 5,0 MKA OTpuUATENbHOrO KOHTpPOsbHOro obpasua, npowejwero Bce
aTanbl Bblaenenus HK, 3akpoinTe cTpMn KpbIWKON.

LeHTpudyrmnpyinTte CcTpmnbl Ha MMKpPOLEHTpUdyre-sopTekce B TeyeHmne 1-3 c.
YcTaHoBUTE BCe CTpunbl B 610K AETEKTMpPYOLWero amnangukaTopa.

3anyctuTte nporpamMMmHoe obecneveHne RealTime_PCR B pexunme «PaboTta c npubopom».
Mpu nepsoM npoBeaeHuun MNLP nobaBbTe dann c napametpamu Tectal: [Janee u npwu
nocneayrwmx nocrtaHoskax AobaBbTe B MPOTOKOS COOTBETCTBYHOLMK TeECT, YKaXxute
KONIMYeCcTBO UM unaeHTudukaTopbl 06pasuoB, B TOM 4UCIe OTPUMUATENLHOrO W
NOSIOXUTENBHOIO KOHTPOJSIbHbLIX 06pa3uoB, OTMEeTbTE pacrnofioXeHue CTPUMOB Ha

MaTpuue TepMobsioka B COOTBETCTBUM C UX YCTaHOBKOW M nposeaunTe MLIP.

Mpw BbIGOpE TecTa B OKHe «3anycK nporpaMMbl amnamdukaumm» aosxkHa oTobpa)aTbes

nporpamMMa, npusenéHHas B Tabnuue 3.

1 — MHCTpyKuMM No Ao6aBNeHno «roToBbIX (ainoB C NapaMeTpaMu TecTa» HaxoAsATCA Ha caiTe B pasaene
"Mopnepxka"
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Tabnuua 3 - MporpamMMa aMmnandukaumm Ansg AeTEKTUPYIOLWMX aMnandunkaTopos «ATnpanmis,
«OTnant?» n AT-96

N2 HEn Pexcm KonunuectBo
Temnepartypa, °C ONTUYECKUX
6noka - LUKNOB
MWH C N3MepeHnMn
80,0 0 30
1 1
94,0 1 30
94,0 0 30
2 5
64,0 0 15 v
94,0 0 10
3 45
64,0 0 15 v
4 94 0 5 1
5 103 XpaHeHune
7.3 MoaroTtoBka v nposeaeHue MLIP. ®acoBka A*

BHUMAHME! lNpwn npoBegeHnn BCeX NOCNeAYyOWMUX AENCTBUIA crneayeT nsberatb BO34eNCTBUS

MPSAMbIX COIHEYHbIX Ny4yen Ha NpobupkM Cco cMecbto ans amnamdukaumm!

7.3.1 UeHTpndyrmpynte cTpunbl cO cMecaMmn ang amnnmdukaumm CTpum B TedeHne 1-3 ¢ Ha
MUKpOLEHTpUdyre-sopTeKkce.
7.3.2  BcTpsAxHuTe npobupkun c TMLUP-6ydepom Crtpum-K u nonumepason TexHoTaq MAX B

TeyeHune 3-5 ¢ 1 ueHTpUdyrupyiTe B TeyeHe 1-3 ¢ Ha MUKPOLIEHTpUdYyre-BopTeKce.

MpnmeyaHnune - lNonumepasy TexHoTaq MAX cnepyeTt AoCTaBaTb U3 MOPO3WJIbHMKA HEMOCPeACTBEHHO

nepeg ncnonb3oBaHUEM.

7.3.3 [dobasbTe B npobupky c MNLP-6ydepom Ctpum-K BCce coaepxmMmoe BTOPOM Npobupku C
MuP-6ydepom Ctpum-K n aByx npobmpok c nonmmepaszoin TexHoTagq MAX. 3akpounte
KPbILWKY Npobupku.

7.3.4  BcTrpsaxHuTe npobupky co cMmeckto MUP-6ydepa Ctpum-K n nonnmepasoin TexHoTaq MAX

B TeyeHue 3-5 ¢ n yeHTpudyrmpymnte B TedyeHmne 1-3 c Ha MUKpoUEHTpudyre-BopTekce.

MpnmeyaHune - Cmecb MUP-6ydpepa Crpum-K u nonumepasbl TexHoTaq MAX crnepyer rotoBuTb

HENocpeaACTBEHHO nepej Ucnosib3oBaHMEM, XpaHEHNE CMECU HE AOMYCKaeTCA.

! — Ttonbko Mmogenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6

2 - Tonbko Mogenun 4S1; 4S2; 551; 5S52; 651; 6S2

3 — ponyckaeTcs XpaHeHue npu Temnepartype 25 °C

4 - Ha npuMepe UCMONb30BaHUA Ao3upylowero yctpoictea ATctpum (OO0 «HMO AHK-TexHonorus»,
Poccus) pns panbHenwero nposeaeHus MLUP Ha aeTtekTmpylowem aMmnamdbukaTope
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7.3.5

7.3.6
7.3.7
7.3.8

7.3.9

7.3.10

7.3.11

7.3.12

7.3.13
7.3.14

7.3.15

BHecuTe akkypaTHO, 6e3 o6pa3oBaHuMs BO3AYLWHbIX MNy3blpeli B BOCEMb MNPOBUpPOK
nycToro cTpuna, nosay4veHHoro B Habope no 140 mkn cmecn MLUP-6ydepa Ctpum-K un
nonmnMmepasbl TexHoTaq MAX.

MpoMapKnpymnTe NycTble CTpUnbl, NoJyyYeHHble ¢ HA6OpPOM peareHTOB.

BHecuTe B Kaxayto npobupky ctpunos no 100 mkn 6ydepa ans passeaeHuns OHK.
BcTtpaxHute npobupkn ¢ npenapatoM  OHK, nonoXuTenbHbIM  KOHTPOJSIbHbIM
obpasuyom (K+) 1 oTpuuaTenbHbIM KOHTPOJIbHbIM 06pa3uom (K-) B TeveHue 3-5cC Ha
MUKpOLEeHTpudyre-sopTeKkce n LeHTpudyrmpymnte B  TeuyeHue 1-3 ¢ Ha
MUKpOLEHTpUdyre-sopTekce.

JobaBbTe akkypaTHo, 6e3 obpa3oBaHMs BO34YLIHbIX MNy3blpell B COOTBETCTBYKOLUME
npobupku ctpunoe ¢ b6ydepom ans passegeHns OHK no 40 Mkn aHanmMampyemblix
obpasuos, K+ n K-.

YcTaHoBUTE CTpuUnbl CO cMecaMmn ansa amnnmdukaumm Ctpum, co cMmecbto TMNLP-6ydepa
Ctpum-K n nonnmepasbl TexHoTaq MAX, ¢ passegeHHbiMM obpasuamm, K+ n K-, a Takxe
nycTble cTpunbl, MUKporaHwet ana MNUP (384 nyHkn) Ha pabounnn cton OTCTpuM M
nposeauTe A03UMpPOBaHME KOMMOHEHTOB COrflacHO PYKOBOACTBY MO 3KCrjyatauum K
npubopy.

Mocne 3aBepLuieHNa NporpaMMbl Ha A03UpYloleM ycTponcTee ATCTpUM, akKypaTHO, He
BCTPSAXMBasA, NMOMECTUTE MUKPOMIAHWET B MOAJSIOXKY FepMETM3MPYIOLLEro YCTPONCTBA
ATnak.

MpoBeanTe npoueaypy 3anedaTblBaHUS MUKPOMJIAHWET TEpPMOMJIEHKON COrlacHo
WHCTPYKUMKN K npmnbopy ATnak.

LeHTpndyrnpynte mukponnanwet npn RCF(g) 100 B TeueHune 30 c.

YcTtaHoBuTEe MuKponnaHweT B 610K geTekTupywuwero amnandukatopa «ATnpanm»
(384 nyHkn).

3anycTtuTte nporpamMMHoe obecneveHune RealTime_PCR B pexume «Pabota c npubopom».
Mpu nepsoM npoBeaeHuun MLP gobaebTe dann ¢ napametpamu Tectal' [Janee u npwu
nocneayrowmx nocrtaHoBkax AobaBbTe B MPOTOKO/S COOTBETCTBYHOLLMN TECT, YKaXuTe
KONMYecTBO W unaeHtudukaTopbl 06pas3uoB, B TOM 4ucne OTpuUaTenbHOro u
NOJIOXUTENBHOIO KOHTPOJIbHbIX 06pa3LoB, OTMETbTe pacrnonoxeHwe obpasuoB Ha

MaTpuue TepMobioKka B COOTBETCTBUM C UX YCTAHOBKOW M npoeauTe MMLLP.

1 — MHCTpyKuMM No Ao6aBNeHno «roToBbIX (ainoB C NapaMeTpaMu TecTa» HaxoAsATCA Ha caiTe B pasaene
«lMopoaepxka»

16



DEMO®JIOP® CKPUH | UHCTPYKLUMSA NO NPUMEHEHUI0 | 163-12 ot 01 okTa6pa 2024 roaa ’AHK-TEXHOHOFMH

8 PETNCTPALUUSA PE3YJ/IbTATOB AMITJTIMOUKALLUN

8.1 Perncrtpauus curHana dniyopecueHumMn NpoBoaMTCS NpnbopoM aBTOMaTUYECKM BO BpeMs
amnnmdukaumm.

8.2 Jetekunsa n y4yéT pe3ynbTaToOB OCYLLECTBAAKTCA AETEKTUPYIOLWMM aMnnamdukaTtopom
aBTOMATUYECKMU.

8.3 Mocne okOHYaHMs MporpaMMbl aMmnNaM@UKaULMM Ha 3KpaHe MNOSIBUTCS COOTBETCTBYHOLLEE

MHpopMaunoHHoe cooblieHne n 6yaet NpeanoXeHo NepemTn K aHanmly pesynbTaToB. AHanu3

npoBOANTCA aBTOMATUYECKN NMpOrpaMMHbIM obecneyeHunem.

8.4 Ha rpadwuke 6ypeTr otobpaxeHa 3aBUCUMOCTb (iyopecueHUnn OT HOoMepa uukna Ans
Kaxgon npobupkn B Tepmobnoke. B Tabnuue cnpaBa 6yaet nokasaH naeHtTndukatop obpasua,
Ha3BaHWEe WCCNeayeMoro nokasaTens, pesy/bTaT Mo KaxAoMy nokasaTento (KoJM4ecTBo U
AvarpamMma, Mno KOTOpPbIM MOXHO CyAWTb O COOTHOLIEHWM MWKPOOPraHW3MOB B KaXKAOM M3
aHanusmpyeMbix obpasuyo). Ona Mycoplasma genitalium, Trichomonas vaginalis, Neisseria
gonorrhoeae, Chlamydia trachomatis, Cytomegalovirus, Herpes simplex virus 1, Herpes simplex

virus 2 6yaet npoBeaéH KayeCcTBeHHbIN aHanm3. MNpumep npuBeneH Ha pucyHke 1.

Pexxwum Hactporikm [Nomolub

MpoTokon 7| AHANNS ONTNECKIX MSMEDEHNI @ RealTime_PCR

MpoTokon: COneparop: Oara: Pesynetatsl

KomreHTapwii:

Nz Wececnenosaque ‘ Lg ‘ E
Tun aHanusa: BuoueHos v Z v d | 88 |1|| EE ”ﬁ| o 1556 qJEMoq:noEE%(img
MeTon: leomeTtpuuecimi (Cp) v & @ Fam W AZ Bar:l:acca 81 I
NakTobakTepim LX: I —
v B2 i =
7000 J— — i
2 Gard/Pre/Pomph 7.3 IR
gLy Ureaplasma_spp. 42 @
Dz B 2L
5000 Candida_spp. -
= E2 KBM 49
Ed Mapkep
% 4000 o -
Sp d——___————________‘ M hominis 47 I
o -
@ F2 BK -
o
S 3000 M genitalium
5 T .vaginalis
2000 G2 BK 35
M.gonorhoeae
C trachomatis
1o T HSV-2
H2 BK 5
o] CMy
HSV-1

T T T T T T T T T T
5 10 15 0 5 30 EE 40 43 50 w
Homep uwukna

"*“LUKEJ‘IE x=b0.4y=3 818 D'—UQ_Y 2 Murn =1 Mapkep “jc PekiMbl NpOCMOTRE AaHHBD
PucyHok 1 - Tlpumep oTobpa)keHuss pe3ynbTaTa WCCIeA0BaHUS B OKHE MpOrpaMmMHOro

obecrneyeHns AeTeKTUpYIoLLLero aMmnandukaTopa.

8.5 Mo pesynbTaTaM aHanMs3a MOXHO cdopMuMpoBaTb W pacnedyatatb  OTYET

(cM. npunoxeHune A).

17



DEMO®JIOP® CKPUH | UHCTPYKLUMSA NO NPUMEHEHUI0 | 163-12 ot 01 okTa6pa 2024 roaa ’ ﬂHK'TEXHUHUrml

9 YYET PE3Y/IbTATOB PEAKLINU

9.1 YuyeT M unHTepnpeTaums pe3ynbTaTOB peakunn OCYLLeCTBNSAETCA aBTOMaTUYeCKU C

MOMOLLbIO NMpOorpaMMHOro OﬁeCI'IeLIEHMFl, NMnoCTaB/IAEMOro C AETEKTUPYIOLLNM aMI'IJ'IMCbMKaTOpOM.

9.2 Mocne npoxoxaeHus amnandukaumn nporpaMmmHoe obecrnedyeHme cpaBHUBaET 3a4aHHoe
onepaTopoM pacrnofioxeHne nNpobupok C peanbHbIM MoaoXeHneMm Mapkepa (hnyopecueHTHOM
MeTkn Rox), 1, ecnm HaxoauT HecoBnaaeHue, To NpegynpexaaeTt onepaTtopa o6 atom, Onepatopy
cnepyet nnbo pacnonoXmTb AaHHbIE U3 KaXAOW OTAENbHOM NpPobuMpKM B COOTBETCTBYHOLLEM

nopsiake Bpy4dHyto, M60 NOBTOPUTb MCCNeAoBaHne AaHHOro obpasua.

9.3 Mpwn Hannumn B nccnegyemom obpasue AHK MukpoopraHmaMoB, BbisiBNsieMblX Habopom
OEMO®JIOP® CKPUH, B CTpOKe C Ha3BaHMEM MUKPOOPraHu3Ma ykasaHa umdpa, o6o03Havatowas
KO/IMYECTBO MUKpOOpraHmama (AecCsATUYHbIA norapudM KOHUEHTpauuu), U rucrtorpamMma, B
rpacdunyeckom Buae otobpaxatowas KOInM4ecTso AaHHOIO MMKPOOPraHmM3Ma U ero COOTHOLWEHne
C APYrMMN MUKpPOOpraHnaMamu.

Ona Mycoplasma genitalium, Trichomonas vaginalis, Neisseria gonorrhoeae, Chlamydia
trachomatis, Cytomegalovirus, Herpes simplex virus 1, Herpes simplex virus 2 6yaeTt npoBeaéH
KauyeCTBEHHbI aHanmM3 n Npu Hannymu B nccneayemom obpasue AHK ykaszaHHbIX HAMMEHOBaHWM

B Tabnuue pesynbtatoB 6yaeT oTobpaxEH «+».

9.4 B pe3synbTaTax aHannsa He06X0AMMO YyUnTbIBaTb 3HAYEHUSI KOHTPOS B3ATMS MaTepuana
(KBM). 3HauyeHne KBM MeHbLie 4,0 cneayeTt MHTepNpeTUpoBaTh Kak He4OCTaTOYHOE KOIMYeCTBO

MaTtepuana. B sTOM cniy4dae MOXeT I'IOTpE6OBaTbC9| NMOBTOPHOE B34ATUE K/IIMHNYECKOIro MaTepumana.

9.5 B nonoXutenbHOM KOHTPOJIbHOM 06pa3ue A0MKeH 6biTb 3aMKCMPOBAH MONOXUTENBHbIN
pe3ynbTaT: AECATUYHbINA forapudM KOHLEeHTpaumn mnu «+>». Mpu NonyvyeHnu otTpuuaTesbHbIX
3HAYeHUN «-», pe3ynbTaTbl BCEW MOCTAaHOBOYHOW CEPWUM CUYUTAKT HEAOCTOBEPHbIMU. B 3TOM

cnydyae Tpe6yeTc9| NMOBTOPHaA NOCTaHOBKa aMI'IJ'Il/ICI)VIKaLI,MVI BCen napTmm O6paBLI,OB.

9.6 B oTpuuaTenbHOM KOHTpPOSibHOM ob6pasue foskeH 6biTb NONy4YeH oOTpuuaTesbHbIN
pe3ynbTaT «—» Ans cneymduyeckoro NnpoaykKta M MosIoXUTENbHbIN pe3ynbTaT A8 BHYTPEHHErO
KOHTpons. Mpu nonyyeHnn aopyroro 3Ha4YeHus, pe3ynbTaTbl BCEN NOCTAHOBOYHOM CEPUM CUMTALOT
HenoCToBepHbIMU. B 3TOM cnyyae Heob6xoAMMO MpoBeAeHMEe creuuanbHbiX MeponpusaTUn Ans

YCTpaHEHUA BO3MOXHOW KOHTaMUHaLUMU.
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10 TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIMJZIYATALNA

10.1 TpaHcnopTupoBaHue
TpaHcnopTupoBaHMe Habopa OCyLeCcTBAAT BCEMU BUMAAMM KpbITOro TpaHCnopTa npu
TemnepaTypax, COOTBETCTBYKOLIMUX YCNOBUAM XPaAHEHUA KOMMOHEHTOB, BXOAAWMUX B COCTaB

Habopa.

10.2 XpaHeHue

10.2.1 Habop peareHTOB CcnegyeTt XxpaHuTb Npun TemnepaTtype oT 2 °C go 8 °C B Te4yeHue BCero
Cpoka rogHoctn Habopa, 3a ucksveHmem nonnmmepasbl TexHoTaqg MAX.

10.2.2 TMMonumepasy TexHoTaq MAX crepyeT XpaHuUTb Mpu TemnepaTtype oT MuHyc 18 °C
00 MunHyc 22 °C B TeyeHue BCero cpoka rogHoctn Habopa.

10.2.3 Cmecu gns ammimdukaumm, 3anedyataHHble napaduHOM M cMecnm ans amnandukauum
CTpuM cnepyeT XpaHuTb B 3alMLLEHHOM OT CBETa MeCTe B TeYeHne BCero Cpoka roaHOCTH
Habopa.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECH C HaApPYLUEHWEM periaMeHTUPOBAHHOIO pexmma,

NMpUMEHEHNI0 HE noanexart.

10.3 YkasaHuda No aKcnayaTaumm
10.3.1 Habop J[oO/mKeH nNpUMMEHSATbCS COrfacHO AEWCTBYKOLWEN Bepcun  YyTBEPXAEHHOWM
WHCTPYKUNU MO NPUMEHEHMUIO.
10.3.2 MMocne BCKpbITUA YMNAKOBKWM KOMMOHEHTbl Habopa creayeT XpaHuUTb MNpu CAeAyloLmnx
yCNnoBusXx:
- KOMMOHeHTbl Habopa (3a wuckiayeHneM nonmMmepasbl TexHoTaq MAX) cneayet
XpaHuTb Npu TemnepaTtype oT 2 °C ao 8 °C B Te4yeHMe BCEro cpoka rogHocTn Habopa;
- CMecu 3anedyaTaHHble napadnHoM u cMmecu ana amnnubwukaumm CTpuM cnepyet
XpaHUTb B 3alUMLLEHHOM OT CBETa MeCTe B Te4YeHue BCEero cpoka rogHocTn Habopa;
- nonuMmepasy TexHoTaq MAX - npu TemMnepaType oT MuHyc 18 °C go MuHyc 22 °C
B TEYEHWEe BCero cpoka rogHocTn Habopa.

10.3.3 Habopbl C UCTEKLWMM CPOKOM FOAHOCTU MPUMEHEHUIO He Noanexar.

10.4 [nsa nony4veHus HaaéXHbIX pe3ynbTaTtoB HeobxoamMMo cTporoe cobntogeHne NHCTPYKUMK

no npuMeHeHuto Habopa.
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11 YKA3AHUA NO YTUWIN3ALNN

11.1 [pu wncnonb3oBaHWn Habopa peareHTOB B KJIMHWKO-AMArHOCTMYECKOW nabopatopuu
obpasyloTcsa oTxoAbl Knacca B, KoTopble yTUAM3MPYHOTCS B COOTBETCTBUM C TpeboBaHUSIMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, NpuweiLllMe B HEMPUIOAHOCTb, B TOM YMC/E€ B CBSA3U C UCTEYEHUNEM
CpoKa TroAgHOCTW, MNOBpeXAEeHWeM YMNakoBKM, nogsexaTr yTuinsaumm B COOTBETCTBUM C
TpeboBaHmsaMM CaHlnH 2.1.3684-21.

12 FAPAHTUN N3ITOTOBUTENA

12.1 MpeanpuaTne-nsroToBuTeNb  rapaHTupyer cooTBeTcTBue Habopa TpeboBaHMSAM
TEXHUYECKNX YCI0BUIN Npun cobNoAeHNM YCNOBUIA TPAHCMOPTUPOBAHUS, XPaHEHNS U MPUMEHEHUS,

YCTAHOBJIEHHbIX TEXHNYECKNMUN YCNTOBUAMN.

12.2 Cpok rogHoctTm Habopa - 12 wMecsueB npu cobnogeHnm BCeX YCNOBUMN

TPaAHCMOPTUPOBAHUS, XPAHEHUS M IKCMyaTauum.

12.3 Habopbl peareHTOB C MCTEKLWIMM CPOKOM FOAHOCTU NPUMEHEHUIO HE NoAJiexar.

Mo BomnpocaM, Kacawlwmumcsa Kayectsa Habopa peareHtoB PEMO®/IOP® CKPUH, cneayet
obpalaTtbCsa B CyX0y KAMEHTCKOM NoAAEPXKMW.
Cnyxb6a KIMEeHTCKOM NOAAEPKKN:
8-800-200-75-15 (ansa Poccun, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ansa crtpaH CHI 1 3apyb6exbs, 3BOHOK MAaTHbIN).

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

Homep 163-12
2024-10-01
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MpunoxxeHune A

Mpumep oTuyeTa Mo UCCeA0BaHUIO C UCMOb30BaHNeEM Habopa peareHToB
®EMO®JIOP® CKPUH

JoroTHN
Oata
Homep npobuprn
T.1.0. naywedTa
Mon
Mudropmauma o nadopatopum
Bospact dopmaly paTop
Opranusayns
Bpau
MNpumedadne
MgedTndmkaTop obpasua 1558
Pe3ynbTathl
Ha HasBaHWE WCCNEeqOBaHUA . | OTHoCHTERBHBI
KonnuecTEEHHBI LaCX/OBM) 8%, oT OBM
KOHTpONb B3ATHA MaTEpHana 04 @ i m
1 | Ofwan GakTepuansHan Macca w3 0O I
HOPMOSNIORA
2 | NaxroBarrepun | 1048 [ a2@0a%) O — b
[P CHOKET OY0EH HIE TP MER : [
3 | Candida spp. * | neswmenens O ; b
MAMIKDTTIASIAA H [
4 | Ureaplasma spp. * 1wt O — | | |
5 | M.hominis* w7 O — o
& M _genitalium ** He BoiABnedo [ ' ! '
OBMTATHO-ARASPOBHEIE MMKPO OFTAHHIME!
7 | Gard/Pre/Porph 1073 | -08(14-19%) O : a| |
MATOTEHS! H | .
& | Twvaginals = HE BhiFENEHD [ | | |
9 N.gonorrhosas ** He BoiABnedo [ ' ! '
10 C trachomatis ** He BoiABnedo [ ' ! '
11 HEW-2 = He BoiABnedo [ ! ' !
12 | CMV = He BoiABnedo [ ! ' !
13 | HSW-1 = He BoiABnedo [ ! ' !
= ABcomoTesi akanes LgixX) i 5 & T &
** KauscTEekHuIl aRanK: DO MpIMITES K2R Wk ana Lg
3aknyerne
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CUMBO/bI, UCMOJIb3YEMbIE NPU MAapKMPOBKE Habopa peareHToB
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