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CMUCOK COKPALLEHWUIA U OBO3HAYEHUI

Ct — Cycle threshold (noporosbiii LuMKn)

BKO —  BHYTPEHHMI KOHTPO/IbHbIV 0bpasel,

OHK —  [e30KcMpUMBOHYKNeMHOBasA KNCNOTa

OHKaza —  [e30KcMpuboHyKieasa

AHTO —  [1e30KcUpunboHyKneotTnaTpndocoatsl

MK —  MONOXMUTE/bHbIA KOHTPOb

K- — OoTpuuaTenbHbIM KoHTpob MLP

OKO — OTpuMUATeNbHbI KOHTPOAbHBIN 06paseL, IKCTPaKLun

MupP — no/anmepasHaa uenHaa peakuua

Py — perucrpaumoHHoe yaocToBepeHue

TY — TexHW4ecKue ycioBuA

yar — ypauun-AHK-rankosunnasa
HAUMMEHOBAHUE U3OENNA

Habop peareHToB ansa Bbisenenua [OHK Gardnerella vaginalis metogom nonavmepasHon UEMHOM
peakuunm C pOeTekumen B peuMme «peasbHoro BpemeHu» «Amnaulpaim®  G. vaginalis» no
TY 21.20.23-210-09286667-2023.

Janee no TEKCTy ynotpebnsetca KpaTKoe HaMMeHOBaHMe: Habop peareHToB
«Amnanlpainm® G. vaginalis», a Takxe cokpalieHme Habop peareHTOB.
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BBEAEHUE

3aboneBaHMem, ¢ KOTopbIM accoummpyetca G. vaginalis, agnaetcs 6akTepuanbHblit BarmHo3 (BB) —
Hanbosiee pPacnNPoOCTpaHeHHOe MOJMMUKPOBHOE COCTOSIHME Y MKEeHLWMWH PenpoayKTMBHOIO BO3pacTa
(YectHoBa, T. B., 2021).

Gardner H.L. u Dukes C.D. (1980) obHapyxuau G. vaginalis B yporeHUTasbHOM TpaKTe 92 % ¥KEHLUMH C
BB 1 He HawAKM ero y 340pOBbIX. IKCMNEPUMEHT MO BBEAEHUIO YNCTOM KyAbTypbl G. vaginalis Bo Bnaranuue
3[10POBbIX EHLMH NoKasan, uto B 73 % cnyvaeB chopmmpoBanach KapTMHa KAMHUYECKM BblpaxkeHHOro bB.
Mpu atom, G. vaginalis 6binn BblaeneHbl M3 ypeTpbl 96 % MYXKUMH — MOJIOBbIX MAPTHEPOB MKEHLMH C
npusHakamu BB (R. Hammann, 1987).

Swidsinski A. c coasT. (2010) usyyanu Bo3MoKHble NyTH nepeaayuun 6B u B xoae o6cei0BaHNA KEHLLMH,
nmerowmx ¢ bB, 04HOBpPEMEHHO C MX NMONOBbLIMWU NAPTHEPAMU BbISIBUIM CBA3aHHYO popmy G. vaginalis, uto
yKasblBano Ha nepegadvy G.vaginalis 8 Buae 6uonneHkn. Takum obpasom 6bino obBHapyKeHOo, 4TO
buonneHka (ceasaHHas ¢opma) G. vaginalis BbiCTynaeT B KayecTBe WHOEKLMOHHOro areHTa npu BB —
3aboneBaHWA, MMetOWero NoaoBOM NyTb MepefayyM M BOBJEKAKOLWEro B MHOEKUMOHHbIA Mpouecc Kak
YKEHLMH, TaK U MyXKUYMH, X NON0BbIX NapTHEpPoB (KHuraeko, A. B., 2012).

OucbanaHc BarMHasibHOM MUKPOOMOTbI Bbi3BaHHbIM BB, co3paer G6onee GnaronpuATHyO cpeay Ans
3aparkeHus MHOEeKUMaAMM, nepenaBaembiMM  MOMOBbIM NyTem (BUPYC MMMyHogedMUWUTa YesloBeEKa,
Neisseria gonorrheae, Chlamydia trachomatis, Trichomonas vaginalis, BWpyc npocToro repneca-2)
(Shipitsyna, E., 2020), a TaK)Ke, MO AUTEPATYPHbIM AaHHbIM, BO3MO)HA CBA3b C BMPYCOM ManuajioMbl
yenoseKa (Wei, Z.T., 2021).

BB mMoXeT npoBOLMPOBATb OC/AOXKHEHMA 6OepeMeHHOCTHN, NpeXAeBpeMeHHble poabl, a TaKkKe
BbIKMAbIWN U Apyrve HebnaronpuaTHble akywepckue ucxogbl (Leitich, H., 2007; Mania-Pramanik, J., 2009).

B cBA3M C Yem BaXKHO OCYLLECTBAATb AMArHOCTURY G. vaginalis y nuy, ¢ NOO3PEHMEM Ha Haiuuue
MHOEKUNI ypOreHUTaNbHOro TPaKTa U, B AafibHENLIEM, YYNTbIBaTb Pe3y/ibTaTbl B KOMIM/IEKCHOM OLEHKe
MUKpPOdIopbl yPOreHUTaIbHOro TPaKTa.
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1. HASHAYEHUE

1.1. Habop peareHToB «Amnaulpanm® G. vaginalis» npegHasHayeH ANA BbiABAEHUA (KaYeCTBEHHOTO
onpegenenus) OHK Gardnerella vaginalis B8 6uonornyeckom martepuane (COCKOOHbIM maTepuan uau
oTAenfAemoe CM3UCTbIX 060/104EK YPOreHNTAIbHOIO TPAKTa (OTAeNAeMOe CIM3UCTOM 060104KM BRaranmiLa
M COCKOB 3nutenns co caAmsmctoi o06onoukn ypetpbl)) metogom MUP ¢ rubpuamnsaumoHHo-
dnyopecLeHTHON aeTeKLMel NPOAYKTOB aMNANPUKALMU B pEXUME «PeasibHOrO BPEMEHU Y.

1.2. Marepuanom gna nposegenuna MNLUP cayxkat npobbl [JHK, akcTparMpoBaHHble M3 Mccnesyemoro
MmaTepuana ¢ NoMoLLbio Habopa peareHTOB, PEKOMEHA0BAHHOIO B pasaene UHCTPYKUMK «lonoaHnTeNbHOE
obopyaoBaHMe U MaTepuanbi».

1.3. ®yHKUMOHaNbHOE Ha3HayeHue: Habop peareHTOB npeaHasHayeH AAA AWMArHOCTUKK in vitro
(sbinBNeHMe (kayecTBeHHoe onpepeneHve) OHK Gardnerella vaginalis metogom MUP B 6uonornyeckom
mMmaTepuane YesnoBeKa).

1.4. TokasaHuAa K npoBeAeHuto uccnenoBaHuA: Habop peareHTOB MCMNOAb3yeTcA B KAMHUYECKOM
nabopaTopHON  AMArHOCTMKE  ANA  CKPUHWHIOBOTO  MCCNEA0BaHWMA  BMONOTMYEcKoro  maTepuana,
MOJIYYEHHOIrO OT AWUL, C NOAO3PEHMEM Ha Haanune MHOEKUMIt yporeHUTanbHOro TpakTa. Pesynbrathbl
MLP-nccnefoBaHns yunTbIBAtOTCA B KOMMEKCHOM AMAarHocTnke 3abonesaHumA.

1.5. anMEHeHMe Haﬁopa peareHToB He 3aBUCUT OT NONYTALMOHHbIX U p,ew\orpad)mquKmx ACNeKTOoB.

1.6. Habop npeaHasHayeH AnA npodeccMoHanbHOro npumeHeHus. Habop AoNKeH MCNo/b30BaTLCA
TONbKO KBaNMPUUMpPOBaAHHbIM, 0Oy4YyeHHbIM (B 06/1aCTM KAMHMYECKOM 1abopaTopHOM AMArHOCTUKM)
nepcoHanom (Bpauu KAMHMYECKOM nabopaTopum U mMeguuMHCKMe NabopaTopHble TeXHWKKM, 0byyeHHble
MOJIEKYNSIPHBIM BUOIOrMYECKUM METOLNKAM).

2. XAPAKTEPUCTUKUN HABOPA

2.1. dopmbl BbiNycKa, COCTaB U KOMMNEKTHOCTb

Habop peareHTOB BbiNycKaeTcsa B ABYX popmax (coctaB Habopa M KOMNAEKTHOCTb MNOCTABKMU YKasaHbl B
Tabnvue 1 M 2 cooTBeTcTBEHHO). Bce popmbl npegHasHayeHbl ana nposegeHua amnandukaummn AHK c
rmbpnam3auMoHHO-PAYopeCcUEeHTHOM AeTeKunmen MpoAyKTOB amMnandUKaLMM B peXume «peasibHoro
BpemeHu». [lns npoBeAeHUs MOJMIHOIMO MUCCAeAO0BaHUA HEOOXOAMMO MCMO/b30BaTb HAbopbl peareHToB A/1A
aKcTpakummn OHK, pekomeHaoBaHHble B pa3aene «JononHuTtensHoe obopynoBaHMe U maTepuanbi».

dopma BbinycKa 1 BKAtoYaeT cmecb ana nposeaeHua MUP B npobupke obvemom 1,5 nam 2,0 mn ana
003MpOoBaHUA B tobble TUNbl nNpobupok. Popma npeaHasHauyeHa ANA MNPUMEHEHUS COBMECTHO C
amnanduMKaTopaMm MAAHLETHOro M POTOPHOrO TWMa M paccyMTaHa Ha MpPOBEAEHME MCCAeAO0BaHUA
100 o6pa3yoB, BKAOYAA KOHTpoan. Popma MOXKeT ObiTb UCMONb30BaHA KaK AN PYyYHOM pacKanku, TaKk u
COBMECTHO C aBTOMaTUYECKMMM CTaHUMAMMN A8 NPUTOTOBIEHMA U A03MPOBAHUA PEaKLUMOHHbIX CMeCcen.

dopma BbiNycKa 2 BK/tOYaeT cMecb A41A nposeseHus MNLP, packanaHHyO NoZ Npoc/ioliky napaduHa no
cTpunoBaHHbIM (12,5 cTpunos no 8 npobupok) npobupkam obbemom 0,2 ma. Popma npeaHasHayeHa Ans
NPUMEHEHUA COBMECTHO C aMnAMPUKATOPaMM NAAHWETHOrO TWUNA M paccyMTaHa Ha nNpoBeAeHue
nccneposaHma 100 06pasLLoB, BKAKOYAA KOHTPON.
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Tabnanua 1
CocTaB Habopa
PeareHT 06bem, mn Konunuectso OnucaHue

®dopma Bbinycka 1

BydepHbIi pacTBop €O crneunMdUyYeckMmK nparimepamu,
1,20 1 npobupka dyopecueHTHO-MeuYeHbIMU 30HAaMu U gHTO.

Mpo3payvyHas KNAKOCTb.

BydepHbIi pactBop ¢ TepmocTabuabHoi JHK-nonnmepasoi
nupP-6ydpep-H 0,65 1 npobupka Taq, cynbdatom marHuma u ypauun-AHK-rnnkosmnasoi.
Mpo3payHan *KMAKOCTb.

MoNoKNUTENbHBIM KOHTPO/IbHbIN 0bpaseLl.

MUP-cmecb
G. vaginalis

MKO G. vaginalis 0,26 1 npobupkKa
Mpo3payvyHas KNAKOCTb.

OKO 1,10 1 npo6upka OTpuLaTeIbHbIN KOHTPO/bHBIN 06paseL.
Mpo3payvyHas KNMAKOCTb.

K- 0,26 1 npo6upKa OTpuuaTesibHbI KOHTPOJIbHbIM 0bpaseL,.

Mpo3payHasn KMOKoCTb.
®dopma Bbinycka 2

BydepHbIi pactBop cO crneunduyeckumm npanmepamu,
dnyopecueHTHO-MeYeHbIMM 30HAaMU U AHTO.

Mpo3payHaa KMAKOCTb, pacKkamaHa B CTPUNOBAHHblE
npobupku nog napaduH 6enoro uBeTa.

BydepHbIi pacTBop ¢ TepmocTabunbHoi AHK-nonnmepason
MNuP-6ydep-K 1,20 1 npobupka Taq, cynbdatom marHus u ypauun-AHK-rnnkosmnasoit.
Mpo3payHan »KUAKOCTb KPACHOTO LBETa.

MoNoXMTENBHbI KOHTPOJIbHbIN 06paseL.

100 npobupok
0,01 (12,5 ctpunos no
8 npobumpok)?

MUP-cmecb
G. vaginalis

MKO G. vaginalis 0,26 1 npobupka
Mpo3payHan *KMAKOCTb.

OKO 1,10 1 npo6upka OTpuuaTesibHbI KOHTPOJIbHbIM 0bpaseL,.
Mpo3payvyHas KNAKOCTb.

K- 0,26 1 npobupka OTpuuaTenbHblli KOHTPOJIbHBIN 0bpaseL,.

Mpo3payvyHas KNAKOCTb.

Tabnuvua 2
KomnnekTHOCTb Habopa
KomnoHeHT dopmar Konuuecrso, wr.
Habop peareHToB (dopma Bbinycka 1 uam 2) - 1
AHCTPY A o NpAEHEHHO HaGopa e Tewaemens wowrbia -
KpaTkoe pyKoBOACTBO N0 NpUMeHeHuto Habopa B BymarkHom Buae 1
KomnnekT BKNaabllwen K Habopy B HymaxkHOM BuAe 1

B 9/1eKTPOHHOM BUAe Ha odunLMaNbHOM canTe
MacnopT KayecTBa . -
MpowussoanTens: www.nextbio.ru

2.2. MpuHUMN metoga

MPUHUMN TecTMPOBAHWA OCHOBaAH Ha 3KcTpakumu [OHK n3 obpasuoB uccnesyemoro matepuana
COBMECTHO C BHYTPEHHUM KOHTPO/bHbIM 06pa3uom (BKO-FL3) n oaHoBpemeHHOM amnandukaumm ydactka
OHK  G.vaginalis ©n  WCKYcCTBEHHO  CUMHTE3UPOBAHHOW  nocnegosatensHoctv JAHK  BKO ¢
rmépunamnsaumoHHO-GAYyopecUEHTHOW AeTeKuMen B pexunme «peasbHoro BpemeHu». BKO nossonser
KOHTpoaMpoBaTb Bce 3Tanbl [LP-uccnepoBaHua ana  Kaxgoro obpasua M oOueHMBaTb BAMAHME
MHIMBUTOpPOB Ha pesynbTaThbl MNLP-UccnegoBaHus.

! Mpobupku c ronybbim napaprHOM He UCMONb3YIOTCA.

2 MNeyaTHan BepcuA MHCTPYKLMM AOCTYMNHA NO 3anpocy no TenedoHy (495) 620-08-73.

3 BKO-FL BxoauT B cocTas Habopa peareHTOB, pekomeHAoBaHHOro [poussogutenem gna skcrpakumm AHK un3
uccnefyemoro matepuana, uam npuobpertaercs 4ONONHUTENbHO.
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C nonyyYeHHbIMM Ha 3Tane aKcTpakuum npobammn AHK npoBoauTca peakumns amnanduKkaumm ydactka AHK
npy nomowm crneumduyHbIX K STOMY Yy4acTKy npanmepoB M depmeHTa Tag-nosammepasbl. B cocrase
PEeaKLMOHHOMN CMecK NPUCYTCTBYIOT GAYOPECLEHTHO-MEYEHbIE O/IMFOHYKNEOTUAbI, KOTOPbIE TMBPUAN3YIOTCA C
KOMMJIEMEHTapHbIM  y4acTKom amnanébuumpyemoin OHK-muweHn, B pesynbtaTe 4Yero npoucxoauT
HapacTaHWe UHTEHCUBHOCTU GayopecLEeHL M. ITO NO3BONAET PEMMCTPUPOBATL HAKoMNAeHMe cneumduyIecKoro
NpoAyKTa amnavbuKaumm nytem WU3MEPEeHWA WHTEHCUMBHOCTU (G/IYOPECLLEHTHOTO CUrHasa C MOMOLLbHO
amnanduKkaTopa c cUcTemoi aetekummn GayopecLLeHTHOrO CUFHANA B PEXMME «PeasibHOTro BPEMEHNY.

Habop coaepKMT cuCTeMy 3aMUTbl OT KOHTAMMHAUMKU aMMJIMKOHaMM 33 CYeT NPUMeHeHUs depmeHTa
ypaumn-AHK-rnukosmnnasel (YAr) u Tpudocdata pesokcuypugmHa. PepmeHTt YT pacnosHaeT u
KaTanusmpyet paspyweHune ueneir [OHK, cogepkawmx aesokcnypuamH, Ho He [AHK, cogepxkauei
OE30KCUTUMUAMH. [Je30KCcnypuanH otTcyTcTByeT B npupogHoin AHK, Ho Bceraa npucyTcteyeT B aMnIMKOHAX,
NOCKO/IbKY TpudocdhaT Ae30KCUypuamHa BXoaMT B cocTaB cmecn AHT® B peareHTax Ans amnanouKkauum.
[e30KcnypruanH genaet KOHTaMUHUPYIOWME aMNANKOHbI BOCMPUUMUYMBBIMU K PaspyLUeHU0 GepMeHTOM
YOl po Hayana amnanduKkaumm OHK-mulieHu, U, cnenoBaTesibHO, OHUM He MOTyT 6biTb B AanbHeiliem
amnanduumpoBaHbl.

depmeHT YOI TepmonabuneH n MHaKTUBUPYETCA NpU HarpeBaHMM Bbiwe 50 °C M NO3TOMY He paspyluaeTt
aMMJIMKOHbI MULLEHW, HapabaTbiBaemble B npouecce MLP.

Ha stane amnandoukaumm OAHOBPEMEHHO B OAHOM NPOGMpPKE aMNANPULMPYIOTCA Y4acToOK
OHK G. vaginalis n nocneposaTenbHoctb BKO. Pe3ynbTaThl amnanduKauum pPerucTpupyrtotca no Asym
Pa3/IMYHbIM KaHanam GpiyopecueHTHOM aeTekumm (cm. Tabaumuy 3).

Tabnuua 3
Cootsetcreue [JHK-muweHen n kKaHanos GpayopecLeHTHOMN AeTeKLUun
Kanan gna ¢payopodopa FAM R6G*
OHK-MmuweHb OHK G. vaginalis ARR BKO

(3Kk30reHHbIN BKO)

MCKycCTBEHHO CMHTE3NpPOBaHHaA

O6nactb amnamduKkaLmnm Tuf gene
nocnefoBaTesIbHOCTb

2.3. TexHuuyecKoe 0bcnyKnBaHUE U PEMOHT

Habop He NoANeKUT TEXHUYECKOMY 0OCNYKUBAHUIO M PEMOHTY.

3. KOHTPO/J1b KAYECTBA

3.1. BHYTpPeHHMI1 KOHTPONb KayecTBa

3.1.1. OTpuuaTenbHbI¥ U NONOXKUTENbHbIN KOHTPOAU UCCIe0BaHUSA

Ona oueHKM KayecTBa NoJsiydaembiX pes3ynbTaToB KaKaaa rpynna aKCTparnpyembix 06pasLoB A0/XKHA
BK/IlOYATb OTPULATE/IbHbIN KOHTPO/b 3KCTpakuumn (OKO). Kaxpgasa wHamBMAayanbHaa noctaHoBka [MUP
[OJ/KHA BKAOYATb OTpULATENbHbIN KOHTpoAb MLUP (K-) M nonoxutensHbii KoHTponb (MKO G. vaginalis).
PesynbTaTbl AN KOHTPOJIEN A0/MKHbI COOTBETCTBOBATb 3a4aHHbIM KPUTEPUSIM BaAUAHOCTM, YKa3aHHbIM B
pasgene «MHTepnpeTauma pesynbTaToB».

4 [leTekuma curHana ana eayopodopa R6G ocyliecTBaseTca No KaHany AeTeKuun ANA aHanormyHbix ¢payopodopos
HEX, JOE, Yellow.
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OTpuuaTenbHblt KOHTPObHbIN 06pa3el, (OKO) TecTupyeTca, HauMHaA € 3Tana KCTPaAKLMK, U NO3BOAIAET
KOHTPO/IMPOBATb BO3MOMKHYIO KOHTaMMHaUMIO ApyrMmu obpasuamu uam amnivkoHamu. B npobupke c
oTpuLaTe/IbHbIM KOHTpPOJIeM He AoJiKHa getektuposatbca AHK G. vaginalis. B cnyyae HecooTBeTcTBUA
pe3ynbTaTa, MONYYEHHOIO A/1A  KOHTPOAbHOrO 06pasua, 3a4aHHbIM  KPUTEPUAM  Ba/IMAHOCTH,
NOJIOXKUTE/IbHbIE PEe3yNbTaTbl ANA UCCaedyemblX 06pa3L0B B MOCTAHOBKE CYMUTALOTCA HEAOCTOBEPHbLIMU,
Heobxo4MMO NpeAnpUHATL Mepbl NO BbIABAEHUIO U IMKBUAALMUM UCTOUYHMKA KOHTaMUHALUMKU U MOBTOPUTD
uccnegoBaHWe Bcex Uccneayemblx 06pasLoB, B KoTopblx obHapyxeHa OHK G. vaginalis, n KoHTpons,
Ha4YMHaA C 3Tana 3KCTPaAKLUU.

OTpuuaTtenbHbit KoHTpoab MUP (K-) TectupyeTtcs, HaunHan ¢ atana MNUP, 1 no3sonaeT 4ONOJAHUTENBHO
KOHTPO/IMPOBATb BO3MOMKHYIO KOHTaMMHaUMIO ApyrMmu obpasuamu uam amnivkoHamu. B npobupke c
oTpuuaTtenbHbiM KoHTponem [MUP He ponkHa getektuposatbes OHK G. vaginalis v AHK BKO. B cnyuae
HecoOTBETCTBMA pe3ynbTaTa, MONYYEHHOrOo ANA  KOHTPOJbHOrO obpasua 3agaHHbIM - KpUTEpUAM
BaJIMAHOCTA, TMOJIOXKMTENbHbIE pe3y/bTaTbl AN WUccneayemblx 06pasuoB B MNOCTAHOBKE CYMTAMOTCA
HeAOCTOBEPHbIMK, HEOBX0AMMO MNPEeAnPUHATL Mepbl MO  BbIABAEHUIO U JIMKBMAAUMM  WMCTOMHUKA
KOHTaMMHauUMM U NOBTOPUTb UCCAedoBaHWe Bcex obpasyoB, B KOTopbix obHapy:eHa AHK G. vaginalis n
BKO, HaunHasa ¢ sTana lMUP.

B KayectBe nonoxutenbHoro KoHTpons MUP mcnonbsyetcs peareHt MKO G. vaginalis, Bxopawmin B
coctaB Habopa. B cnyyae HecoOTBETCTBUA pPe3yNbTaToOB ANA MOJIOXKMUTENbHOIO KOHTPOAA 3afaHHbIM
KPUTEPUSIM BaNNOHOCTM, pe3y/abTaTbl ANA BCeX 06pa3L0B B NMOCTAHOBKE CUMTAIOTCH HEAOCTOBEPHbIMU,
TpebyeTcA NOBTOPUTL UCCAEA0BAHME BCEX UCCAeayeMblIX 06pa3L,0B U KOHTPOel, HaunHanA ¢ atana MLUP.

3.1.2. KoHTponb MHrMbuposaHus

[na KOHTpoAA Bcex 3TanoB uccnepoBaHuA, 3ddeKTUBHOCTM 3KcTpakuum JHK M oueHKW BAMAHMA
nHrnbutopos MNLP npeaycmoTpeHo Mcnonb3oBaHWe 3K3oreHHoro BKO, KoTopbili Ao6aBnseTca B KaxKAbli
nccneayemblin U OTpULLATENbHbIA KOHTPOJIbHbIM 06paseu, Ha 3Tane sKCTpaKumMn. PesynbTaTbl UcCaef0BaHUA
BKO ponkHblI COOTBETCTBOBATb 33a[aHHbIM KPUTEPUAM BAAUMAHOCTU ANA OTPULLATENIbHbIX UCCneayeMbiX
06pa3LoB, YKasaHHbIM B pasgene «MHTepnpeTaumsa pesynbratoB». Ecanm B umccnegyembix obpasuax,
oTpuuaTenbHbix Ha Haanune OHK G. vaginalis, He obHapyKeHa AHK BKO, To pesynbTaTbl UcciesoBaHUA
OaHHbIX 00pa3suUoB CYMUTAIOTCA HELOCTOBEPHbIMM, TPebyeTca MOBTOPWUTb WX aHaNWM3, HayMHaa ¢ 3Tana
9KCTpaKLUmu.

3.1.3. MOHUTOPUHT NabopaTopun HA HAAMUYME KOHTaMUHaLUK

PekomeHayeTca pa3 B MecsL, NPOBOAUTb MOHUTOPUHT NabopaTopuMM Ha KOHTaMWMHALMIO NPOAYKTaMM
amnandukaumm, uccregyembiMm 06pasLamm, MONOKUTENbHBIMU KOHTPO/AbHbIMK ob6pasuamn. OueHKa
HaNMYMA/OTCYTCTBUA KOHTaMMHALMM NPOBOAMTCA NYTEM MCCAEA0BAaHMUA CMbIBOB C Pas/MYHbIX OBbEKTOB:
nuneTok, pabounx nosepxHocTel nabopatopHoii mebenu, obopyaoBaHUA U NOBEPXHOCTEN MOMELLEHUN.
B3ATMe M uccneaoBaHMe CMbIBOB C/ieyeT NPOBOANTb COMTAaCHO npoueaype, onvcaHHon B8 MY 1.3.2569-09
«OpraHusauna paboTtbl 1abopaTopU, NCNONBL3YIOWMX METOAbI aMNANPUKALLUM HYKNENHOBBIX KUCNOT NpU
paboTe C maTepuanom, CoAepKawum MUKpoopraHmsmsbl I-IV rpynn natoreHHocTu». MNpu obHapyxeHUn
KOHTaMMHaUuK Heobxoammo nposecT 06paboTKy nabopatopun MOKWMMU U Ae3UHOULMPYIOWUMU
pacTBOpPaMM COrIAaCHO yKa3aHMAM, onucaHHbim B MY 1.3.2569-09.

TaKKe Ona npegoTBpaLLeHNs KOHTaMUMHAUUK NabopaTopun naM B KavecTBe Mep Mo AeKOHTaMMHauuK
paboymx 30H PEKOMEHAYETCA MCMO/b30BaTb PAcTBOP AN1A A€3aKTMBALMM HYKIEMHOBBIX KMC/IOT, Hanpumep,
«Onuratop» npounssogcrsa OO0 «Hekctbuo», Pocecua.
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3.2. PeKomeHAyemble KOHTPOJIbHble maTepuanbl

B KauyecTBe KOHTPOJ/IbHbIX MaTepuanoB ANA NPOBEPKMU 3aABAEHHbIX QYHKLMOHANbHbIX XapaKTepucTmk
Habopa mMoryT 6bITb MCNONb30BaHbl 3aPErMCTPUPOBaHHbIE HA TeppuTopumK Poccuitickoli Pesepauun naHenm
KOHTPOJIbHbIX 00pasLoB, NpegHasHayeHHble ANA NPOBEeAEHUA BHYTPEHHEro WM BHELHEro KOHTPOoJei
KayecTtBa flabopaTopHbIX nccneaoBaHuii no obHapyxeHuto OHK G. vaginalis.

4. OTPAHUYEHUA METOAUKUN UCCNNEAOBAHUA

4.1. Habop npumeHAeTCA TONbKO ANA AUArHOCTUKM in vitro.

4.2. Habop npegHasHauyeH ga paboTbl TONILKO C UCCNEAYEMbIM MATepPUasom, YKa3aHHbIM B pasaene
«HasHauyeHune». UccnegosaHue ApyrMx BUAOB BUONOTMUYECKOro MaTepuana MOXKeET NPUBECTU K MOAYUYEHMUIO
HeA0CTOBEPHbIX Pe3y/bTaToB.

4.3. lMonyyeHue  [OCTOBEPHbIX  pe3ynbTaToB  obecrneymBaeTca  BbIMOAHEHMEM  TpeboBaHMiA,
npeabaABAAEMbIX K B3ATMIO, TPAHCMOPTUPOBAHUIO W XPaHEHWIo 06pasLoB Uccieayemoro maTepuana
(cm. paspen «Mccnepyemblin matepuany).

4.4. C nomolublo Habopa BoamoxkHo [MUP-nccneposaHmne Tonbko npob AHK, akcTparmpoBaHHbIX U3
nccneayemoro matepuana  COBMECTHO C  BHYTPEHHMM KOHTPO/ibHbiM  obpasuom — BKO-FL. bes
ncnonb3osaHna BKO-FL HEBO3MOXKHO NPOBECTM OLLEHKY BaIMAHOCTM MOCTAHOBKU.

4.5. Habop npepHasHayeH gns npodeccrmoHanbHOro npumeHeHus. Habop fonxeH Mcnosab3oBaTbeA
TONbKO KBanMUUMpOBaHHbIM, 06ydYeHHbIM (B 06/1aCTU KAMHUYECKOM nabopaTopHOW AMArHOCTUKM)
NepcoHanomM (Bpayuu KAMHUYECKOW NabopaTopum u MeAUUMHCKME NabopaTopHble TEXHMKU, ObyyeHHble
MOIEKYNIAPHBIM BUONOTMYECKUM METOAMKAM).

4.6. Mpu pabote c Habopom cnenyeT MCMNOAb30BaTb TOJIbKO aMMINGUKATOPblI C CUCTEMON AeTeKUUn
bNYyopecLEeHTHOro CUrHana, XapaKTEPUCTUKM KOTOPbIX YAOBAETBOPAIOT TPeboBaHMAM, YKa3aHHbIM B
pasgene «lononHuTenbHoe 060pyA0BaHNE U MATEPUANbIN.

4.7. TpumeHATb Habop peareHTOB CTPOro MO Ha3HAYeHMIO COrNacCHO MHCTPYKLMM MO MPUMEHEHMUIO.

4.8. He npvmeHATb HabOp NPU HapyLUEHUM LLENOCTHOCTM YNAaKOBKM M C UCTEKLIMM CPOKOM FroAHOCTY.

5. MEPbI NMPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa fonkHa NpoBoAWUTbCA B Nabopatopuu, BbINOJHANOWEN MONEKYAApHO-bMonornyeckune
(MUP) nccnepgosaHma 6MonorMyeckoro matepmana Ha HanmMune Bo3byautenein MHGEKUNMOHHbIX bonesHel, ¢
cobnogeHnem CaHlnH 3.3686-21 «CaHuTapHO-anuAaemunonormyeckme TtpeboBaHMAa Mo npodunakTuke
MHOEKUMOHHbIX 6onesHen», CaHlMuH 2.1.3684-21 «CaHUTapHO-3NMAEMMONOIMYEecKne TpeboBaHMA K
COAEPXKAHUIO TEPPUTOPUIA FTOPOACKMX U CENbCKUX MOCENEHUM, K BOAHbIM OObeKTam, MUTbEBOW BoAe M
NMUTbEBOMY BOLOCHAOXKEHMIO, aTMOCPEPHOMY BO3AyXY, MOYBAM, KWU/bIM MOMELLEHMAM, ISKCNIyaTaLum
NPOW3BOACTBEHHbIX, OOLLECTBEHHbIX MOMELLEHUI, OpraHM3auuMM W NPOBEAEHWUI0  CaHWUTapHO-
NPOTUBO3NUAEMUYECKUX (MPODUNAKTUYECKUX) MEPONPUATUINY U METOAMYECKUX YKasaHui MY 1.3.2569-09
«OpraHusauma paboTbl 1abOPaATOPUIN, NCMONBL3YIOLMX METOAbI AMNANPUKALUM HYKNEUHOBBIX KUCNOT NpU
paboTe c MaTepmasom, coaepKalLMm MUKpoopraHmuamsl I-1V rpynn natoreHHOCTU».

5.2. Mpu paboTe Heo6x0AMMO BCErZa BbINONHATL Ceaytowme TpeboBaHuUA:

- [MpumeHaTb Habop CTPOro Mo HasHaAYEHMIO B COOTBETCTBUM C AAHHOW MHCTPyKUuMein. OTKNOHEHME OT
MPONUCaHHbIX Mpoueayp W nNopagKka AeNCTBUI MOXKET MpUBECTM K MOJYYEHUIO HEeAOCTOBEPHbIX
pe3y/bTaToB aHaAM3a.
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- JlabopaTopHbii npouecc AomKeH ObiTb OAHOHaMpaB/eHHbIM. AHanM3 cneayet MNPOBOAUTbL B
OTAeNbHbIX MnomelleHnsax (3oHax) B cooTtBeTctBMM ¢ MY 1.3.2569-09. He Bo3Bpauwartb 06pasupl,
obopynoBaHMe U peareHTbl B 30HY, B KOTOPOI Obl/la NpoBeAeHa NpeablayLwan cTagna npouecca.

- PaccmatpuBath uccnegyemble 06pasubl Kak MHOEKLMOHHO-OMACHble, OPraHn3o0BbiBaTb pPaboTty u
XpaHeHue B cooTBeTcTBMM ¢ CanlTnH 3.3686-21.

- Ybupatb M Ae3mHOULMPOBaTb PasnuTble 0b6pasubl MAM peareHTbl, UCNOAb3yA Ae3nHbMUMpyoWwme
cpeacTsa B cootBeTcTBUM ¢ CaHlunH 3.3686-21.

- Ypganatb HeWCno/sb30oBaHHblE peareHTbl, pPeareHTbl C MUCTEeKWWMM CPOKOM rOAHOCTW, a TaKXKe
MCNONb30BaHHbIE peareHTbl, yNakoBKy>, 6BUONOrMyecknii matepuan®, Bkaoyas matepmasnbl, UHCTPYMEHTbI 1
npeameTbl, 3arpAsHeHHble 6MOIONMYECKMM  MaTepuasiom, B  COOTBETCTBMM C  TpeboBaHUAMMU
CaHlunH 2.1.3684-21.

BHUMAHMUE! MNpu yaaneHun otxogoB nocne amnamdukaummn (Nnpobupok, coaepskawmx npoayktsl MLP)
HeA0MyCTUMO OTKpbIBaHWE NMPOBUPOK M pa3bpbi3rMBaHNE COAEPIKUMOTO, NOCKO/IbKY 3TO MOXET MPUBECTU K
KOHTamuHauumn npoayktamu MLP nabopatopHo 30HbI, 060pyA0BaHNA U peareHTos.

- Wcnonb3oBaTb U MeHATb NPU KaXKAoM onepauumn o4HOPa30Bble HAKOHEYHUKM 41 aBTOMaTUUYECKUX
Ao3atopoB ¢ duabTpom. OQHOPA30BYO NAACTUKOBYIO nocyady (MpobupKM, HaKOHEYHWMKU) Heobxoaumo
cbpacbiBaTb B CnewuManbHbIi KOHTEWHEP, COAEeprKalLMi Ae3nHPUUMpPYLOLLEE CPEACTBO, KOTOPOE MOMKET
6bITb MCNONBL30BaHO AN 06e33aparkMBaHMA MeAMULMHCKUX OTXOA0B.

- Habop npepHasHayeH A1a OJHOKPATHOro npumeHeHus ana nposegeHus [MLP-uccnenosaHus
YyKa3aHHOro Konmyectsa 0bpasuoBs (cm. pasgen « Popmbl BbiMyCcKa, COCTAB M KOMMIEKTHOCTbY).

- K pabote c Habopom LoNyCKaeTcA TONbKO NEPCOHas, 06YYEHHbIN METOAAM MONEKYNSPHON ANArHOCTUKM
1 npasunam paboTbl B KAMHUKO-AMArHOCTMYECKOM N1abopaTopmm B YCTaHOBAEHHOM NOPAAKE (B COOTBETCTBUM C
TpeboBaHMamM CaHlMnH 3.3686-21).

- He wncnonb3osBaTtb H360p, €C/IN HapyweHa BHYTPEHHAA YyMNakKOBKa WU BHELIHWUN BUL, peareHta He
COOTBETCTBYET ONMNCaHUIO.

- He ucnonb3oBaTtb Habop, ecnn He cobAOAANNCH YCIOBUA TPAHCNOPTUPOBAHNA U XPAaHEHWA COTIacHO
MHCTPYKLMMW.

- He cmelunBaTh peareHTbl pasHbIX CEpuUiA.
- He ucnonb3osaTtb HAbOP NO UCTEYEHMM CPOKA FOAHOCTH.

- Wcnonb3oBaTtb 04HOPa30Bble HEOMYyAPEHHbIE NEepPYaTKK, NabopaTopHble XanaThl, 3alMLaTb rnasa Bo
Bpema paboTbl ¢ o6bpasuamu M peareHTamu. TULaTEeNbHO BbIMbITb PYKM MO OKOH4YaHMM paboTbl. Bce
onepaumMmn NPoBOAATCA TONbKO B NepyaTKax As UCKAOYEHMA KOHTAKTa C OpraHM3MOoOM YesioBeka.

- He ecTb, He NUTb M He KypuTb B NPOLLECCE UCMONb30BaHWNA Habopa. M3beraTb KOHTAKTa peareHToB C
KOXKeMl, rnasamu u camsucton obonouvkoi. He rnotats.

- TMpK KOHTaKTe HemenJ/IeHHO MPOMBbITb MOPa*KEHHOE MecTo 60/bMM KONMYEeCTBOM BOAbl U MNpuU
NJIOXOM CaMOYYyBCTBUM 0OPaATUTLCA 33 MESUUMHCKOM nomoubto. Mpy nonajaHuM BHYTPb PBOTY He
BbI3bIBaTb, MPOMO/OCKATb POT BOAOM, 06paTUTLCA K Bpady MPM MNI0XOM CaMOYyBCTBUMN.

> Hemcnonb3oBaHHbIE peareHTbl, peareHTbl C UCTEKLIMM CPOKOM FOAHOCTM, MCMONb30BaHHbIE peareHTbl, ynaKoBKa
OTHOCATCA K KAacCy OMacHOCTU MeANLMHCKUX 0TX0408 I.

 BMonOrMueckMini matepman, BKAKOYAA MHCTPYMEHTbI U NpeaMeTbl, 3arpA3HeHHbIe MaTepuanom, OTHOCATCA K Kaaccy
0NacHOCTU MeAULIMHCKMX 0TX0A08B b.
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5.3. MpM  MCNONb30BAaHMM MO  Ha3HayeHWUo W CcobBAOAEHUM  BbllIENEPEUYUCAEHHBIX  Mep
NpeaocTopoXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa cogepraT HaTPUA asua B KOHLEHTpauuu He
6onee 0,1% M COOTBETCTBEHHO HE KNAcCUPULMPYHOTCA KaK oOMnacHble M He TpebylT cobaogeHus
cneumanbHbIX Mep NPeaoCTOPOXKHOCTM, KPOME YKa3aHHbIX B 3TOM pasgesne.

5.4. Cneundunyeckne Bo3genctama Habopa Ha opraHM3m YesoBeKa:
- KaHueporeHHbI 3pdeKT oTCyTCTBYET.
- MyTareHHoe gencTeme OTCyTCTBYET.

- PenpoAayKTWBHasA TOKCUYHOCTb OTCYTCTBYET.

6. AONO/THUTENbHOE OBOPYAOBAHUE U MATEPUANbI

6.1. B3ATMe uccnepgyemoro martepuvana

6.1.1. TpaHcnopTHas cpeda ANA B3ATUA, TPAHCNOPTUPOBAHMA U XpaHeHMsA BUonornyeckoro matepuana
(cocKOBHbIV MaTepuan UAN OTAENAEeMOE C/AM3UCTbIX 0D0JI0YEK YPOreHUTANbHOTO TpaKTa (oTaensemoe
CAN3UCTON 060/I0YKM BAaranvuia U COCKOB 3NUTENMA CO CAM3MCTON 060I0YKM ypeTpbl)), codeprkallan
6ydepHO-coNeBON  pPacTBOP C  MYKOJIMTMKOM, KOHCepBaHTOM W ctabuamsatopom (Hanpumep,
«TpaHcrnopTHasA cpega € MyKoauTUKom «Amnanlpaim TCM» (PY Ne ®CP 2012/14205) wan papyras,
3aperMcTpupoBsaHHan B PO).

6.1.2. 30HA ANA B3ATUA BMONOTMUYECKOro MaTepuana C NOBEPXHOCTU CAMU3UCTbIX 060/104ek (COCKOBHbI
matepuan WM oTAeNAemMoe CAU3UCTbIX 0600YEK YPOreHUTaNbHOro TpaKTa (oTaensdemoe CAN3UCTOM
060/104KM BNaraAnWa U CoOCKob anNuTeNnsa Co CAU3UCTON 0600UKM YPeTpbl)) OAHOKPATHOrO NMPUMEHEHMS,
CTepUNbHbINA. Paboyan yacTb 30HAA MOXKET OT/IaMbIBaTbCA MO MMEIOLLENCA HaceuKe.

6.2. lpepBaputenbHaa NOAroTOBKa uccaeayemoro matepmana

6.2.1. MUKpoueHTpUPYKHble 0AHOPA30Bble NOAUNPONUAEHOBbIE NAOTHO 3aKpbiBatolmMecs NPobUpKU
obbvemom 1,5 ma.

6.2.2. OgHOpPa30Bble HAKOHEYHUKM A1 4,03aTOPOB NepemeHHoro ob6vema ¢ punbTpom Ao 1000 mK.
6.2.3. OgHOpPa30Bble HAKOHEYHUKM 4/1A 403aTOPOB NepemeHHoro obvema 6e3 punbTpa go 200 MK.
6.2.4. ABTOMATUYECKMI A03aTOp NepemeHHoro oo6bema Ha 1000 MKA.

6.2.5. Wtatuebl gnsa npobmpok obbemom 1,5 ma.

6.2.6. MukpoueHTpudyra ana npobumpok Tmna «dnneHgopd» obbemom 1,5 ma ¢ ycKopeHMem He MeHee
10000 g.

6.2.7. BakyymHbIlA OTcacbiBaTe/lb MeAMLMHCKMA C KONOOM-NOBYLIKOW ANA yAaneHua HaaocagoyHoMu
KUOKOCTH.

6.2.8. BopTekc.

6.3. IKcrpakuyma OHK u3 uccnegyemobix o6pasuos

6.3.1. Habop peareHTOB AO/1A 3KCTPAKUUM HYKAEMHOBbLIX KMC/AOT, 3aperucTpmpoBaHHbin B PO 1
COOTBETCTBYHOLWMI CNeayoWmMm TpeboBaHUAM:

- Habop nosBonset Bbigenate AHK u3 6uonorMyeckoro martepuana (COCKOGHbIM maTepuan wau
oTAENAEMOE CM3UCTbIX 060/10YEK YPOTEeHUTANIbHOTO TPaKTa (oTAensemoe CM3UCToN 060/104KM BRaranmnwa
M COCKOB 3NUTeNUsA CO CAM3MCTON OBOMIOYKM YpeTpbl), MoYa, CeKpeT npeAacTaTe/lbHOWM Kesesbl) And
nocieayoLLero nccnefoBaHna MeToLoM NOJMMEPA3HOW LEenHOM peakuuuy;

- Habop He OTHOCUTCA K IKCNpecc-mMmeToAam aKcTpakunm JHK;
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- Habop no3BosAeT uccneaosatb obpasubl o6bemom He meHee 100 mKn;
- Habop no3BosAET NPOBOANTL 3t0LMI0 ounleHHo AHK B o6beme He meHee 100 mKn.

B xo4ie NpoBeAeHUA KAMHUYECKUX UCMbITaHMIA Baauaaumio npowen Habop peareHToB A8 3KCTPaKLMM
[IHK «Mar+oMpaitm® ®ACT» (PY Ne P3H 2019/8043).

6.3.2. lononHutenbHble MmaTepuanbl U obopygoBaHue, Heobxoammble Ansa 3KcTpakumm [AHK, —
COTr/IaCHO MHCTPYKLUNUK K Habopy peareHToB A4 3KcTpakumm JHK.

6.4. AmMnanduKauma, AeTeKkuMa NPOAYKTOB amnauduKauuu, aHaiu3 UM UHTepnpetaums
pe3ynbTaToB

6.4.1. OgHOpa30oBblie NOAMNPONUAEHOBbIe NPobupku, ceoboaHble oT [IHKas, cneayowmx suaos (npu
MCNoNb30BaHUKM GOpMbl BbIMyCKa 1):

- 3aBMHUMBAOLLMECA MPOOUPKU U KPLIWKKM K HUM MAKN NAOTHO 3aKpblBatowwmecs NpobupkmM obbemom
1,5-2,0 mn — Ans NpUroToBAEHMA PEaKLUUOHHOM CMecH;

- TOHKOCTEHHble npobupkn ana [MUP obbemom 0,2 Mn C BbINYKAOM WAM NAOCKOM ONTUYECKU
NPO3PAaYHON KPbIWKOM UM Npobupkn obbemom 0,2 ma B CTpMNax No 8 WT. ¢ NPO3PadYHbIMU KPbILWKaMU —
ana nposeaeHus MNUP npu ncnonb3osaHnmn npubopa NAaHWETHOTO TUMa;

- TOHKOCTeHHble nNpobupkn ans MUP ob6bemom 0,2 Ma C NAOCKOWN KpbIWKOW uan npobupkn gns MLUP
obbemom 0,1 mn B cTpmnax no 4 wWT. ¢ KpbllwKamn — ansa nposeaeHuns MNLUP npu ucnonb3osaHmMn npmubopa
POTOPHOrO TMNa.

6.4.2. OgHopa3oBble HakoHeYyHWKK, cBobogHble oT [AHKas, ana posatopoB nepemeHHoro obbema ¢
dunbTpom o 100 mkn.

6.4.3. WTtatuebl gns npobupok obvemom 0,2 mn mam 0,1 ma (B COOTBETCTBMM C WCMNOb3YEMbIMM
npobupkamu ans MNLUP).

6.4.4. Bokc abakTepuranbHol Bo3ayLHoM cpeabl (MLP-60Kc).

6.4.5. LleHTpndyra-sopTekc.

6.4.6. ABTOMaTHUYEeCKME 103aTOPbl NepeMeHHOro obbema.

6.4.7. CTaHUMA aBTOMaTM4YECKana C MOAyNeM A/ NPUrOTOBAEHMA U PacKanKku PeakUMOHHbIX cMecel u
KOMMM/IEKT PacXoAHblX MaTepuasoB K Hell COrfnacHoO MHCTPYKuuu MpoussoauTens, - Npu UCNOb30BaHUU
¢dopmbl BbiNycka 1 B cAyyae MPUroTOBAEHMA PEAKUMOHHOM CMECH C MCMOb30BaHMEM aBTOMATMUYECKOM
CTaHLMMW.

6.4.8. NMporpammupyemblii amnanduKaTop C CUCTEMON AeTeKunn GbayopecLLeHTHOro CUrHana B pexume
«peanbHOro BpPEMEeHW» pPOTOPHOro AM6O MNAAHWETHOro TWMA, 3aperucTpupoBaHHbii B PO #
COOTBETCTBYHOWMI CAeayoWmMm TpeboBaHUAM:

- Ha/inuMe He3aBMCUMMbIX KaHanoB ¢ayopecueHTHOU getekummn gns ¢ényopodopos FAM u R6G co
cnenyowmMmm XxapakTepucTUKamu:

Tabauua 4
Tpebyemble xapaKTepUCTUKM KaHaNoB ¢pyopecL,eHTHON geTeKuum
ANVHbI BOMIH, HM
KaHan ana pnyopodopa Bo3byxaeHus DeTteKkuum
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580

- ANnA npnbopoB NNAHLWETHOro TUMNA HaiMYMe NoAOrpeBaemMon KpbIWKK ¢ TemnepaTypoli 6onee 100 °C;

- TOYHOCTb NogaepXxaHua Temnepatypbl < +0,4 °C;

Bepcna 09.01.24-2 12



- CKopocTb Harpesa He meHee 2 °C/cek;
- CKOpOCTb Ox/axkaeHns He meHee 1 °C/cek.

B xoge npoBeAeHMA KANMHUYECKMX UCMbITaHMI BanuAauMio NPOLWAM ciedylolme nporpammupyemble
amnanMouKaTopbl C CUCTEMON AeTeKumMn GAYOPECLEHTHOIO CUTHana B PEXMME «peasibHOro BpemMeHU»:
Rotor-Gene Q (PY Ne ®C3 2010/07595), C1000 Touch B Komnnekte c moaynem CFX96
(PY Ne &C3 2008/03399), ATnpaiim (PY Ne dCP 2011/10229).

6.4.9. Xon04MNbHUK, NOAAEPKUBAIOLLNI TEMMEPATYPHbIN pexum oT 2 ao 8 °C.

6.4.10. OToenbHbIA  XanaT, LWano4ykn, obyBb M O[HOPA30Bble MepyaTKM B COOTBETCTBMM C
MY 1.3.2569-09.

6.4.11. EMKOCTb A1A cbpoca HaKOHEYHMKOB.

7. UCCNEAYEMbIA MATEPUAN

MaTepuranom A4na UCCNeA0BaHUA CAYKaT:
— COCKOOHbIA MaTepuan WM OTAeNAeMOe CAMBUCTbIX 000/I0YeK YPOreHUTaNbHOTO TPaKTa
(oTaensemoe cansmcToit 060104KM BNAranunLa U COCKob anMTenna co CAM3NCTON 060104UKM YPEeTpbl);

B3ATne, npeaBapuTenbHylo 06paboTKy, TPAHCMOPTUPOBAHME U XpPaHEHMEe  UCCAedyemoro
61oN0rMyeckoro matepuana caegyert NnpoBOAMTb B COOTBETCTBUM C HUMKENEpPeYMCIeHHbIMU TpeboBaHUAMM,
Hecob1to4eHNE KOTOPbIX MOXKET NPUBECTU K MOJTyYEHUIO HEKOPPEKTHBIX PE3Y/IbTaTOB UCCAEA0BaHMA.

7.1. Otpensaemoe cAM3NUCTOM 060/104KK BAaranmLa

B3ATMe maTepuana npoBecTM W3 3aAHebOKOBOro CBOAA BAaraivila C MNOMOLLLIO CTEPUSIbHOrO
04HOPA30BOro 30HAA-TAMMOHA WAW YHMBEPCANbHOrO 30HAA B MNPOBMPKY C TPaHCMOPTHOM cpedoil B
COOTBETCTBUM C MHCTPYKUMEN MO NPUMEHEHUIO 30HAa. HeobxoAMmO MaKcMManbHO MoAHO cobpaTb
otzaensemoe. Pabouyto NOBEPXHOCTb 30HZ4A MOMECTUTbL B TPAHCMOPTHYIO cpeay, 06/10MaB MAacTUKOBYHO
ocHOBY. JJoNyCcTMMO MMHMMAa/IbHOE NPUCYTCTBUE NMPUMECEN B BUAE C/IN3U U KPOBMU.

BHUMAHMUE! Bo nsbexkaHne KOHTaMUHaLMN, HeNb3A 06pe3aTb 30H4, HOXKHULaMK |

Buonornyecknii matepuan, NOMELLEHHbIA B TPAHCMOPTHYI cpeady, XPaHUTb M TPaHCMOPTMPOBATb
COrNacHo cieayrowmm TpeboBaHNAM:

- NpUW KOMHaTHoOM TemnepaTtype (Ao 25 °C) — He 6onee 28 cyToOK;
- npu Temnepatype oT 2 Ao 8 °C — B Te4yeHne 4 mecAaLeB.
B0 COrNacHO MHCTPYKLMM K UCMONb3YEMOM TPAHCMOPTHOM cpeae.

,U,OHYCKBETCFI Nwb OOHOKPATHOE 3aMOpPaXKNBaHNE—OTTanBaHNE MmaTepnana.

7.2. Cockob anuTenua co cansucTo 060104KM ypeTpbl

B3ATMe 3nuTennanbHoro cockoba M3 ypeTpbl MPOBOAMTL C MOMOLLbIO CTEPUIBHOMO 04HOPAa30BOro
YHMBEpPCANbHOrO 30HAA B MNPOGMPKY C TPAHCMOPTHOM CpeAod B COOTBETCTBUM MHCTPYKUMEN Mo
NPMMeHeHUIo 30HAa. JonycTMMO MUHMMAIbHOE NPUCYTCTBUE NPUMECEN B BUAE CNU3M U KPOBMU.

Buonornyecknii matepuan, NOMELLEHHbIA B TPAHCMOPTHYI cpeady, XPaHUTb M TPaHCMOPTMPOBATb
COrNacHo cieayrowmm TpeboBaHnAM:

- NpU KOMHaTHoM TemnepaTtype (a0 25 °C) — He 6onee 28 cyToK;
- npu Temnepatype oT 2 Ao 8 °C — B TeyeHne 4 mecAaLEB.
NMBOo COrNAcHO MHCTPYKLMM K MCMONb3YEMOI TPAHCMOPTHOM cpeae.

,ﬂ,OI'IYCKBETCFI NNb OQHOKPATHOE 3aMOpPaxKnBaHMe-OTTanBaHNE maTepuana.
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8. MPOBEAEHUE UCCNEQOBAHUA

WccnenoBaHWe [O/KHO NPOBOAMTBLCA MPUM HOPMAJbHbIX MOKa3aTeNsX MWKPOKAMMATA KAMHWMKO-
[AuarHocTnyeckon nabopatopum’:

- TemnepaTypa OKpyKatouiero sosayxa ot 20 go 28 °C;

- OTHocuTenbHaA BNaxKHocTb 40 — 75 %.

8.1. 3Kcrpakuma AHK u3 uccneagyemoro martepmana

Ona akctpakumm OHK mucnonb3oBaTb Habopbl peareHTOB, pekomeHAoBaHHble [lpousBoguTenem B
pasgene «JonoaHuTenbHoe obopyaoBaHMe 1 maTepuasbi». Nopagok paboTbl ¢ Habopamm AN SKCTPaAKUUMK
OHK cmoTpuTe B MHCTPYKLUM MO NX NPUMEHEHMUIO.

BHUMAHUE! Tpu npoBeAeHUN WUCCNeAOBAHUS HeAOMYCTUMO WCMNOJ/Ib30BaHME 3KCMNpecc-MeToA0B
aKcTpakuum JHK.

BHUMAHMUE! Kaxkpgas rpynna 3sKcTparmpyembix 06pasuoB AOJI)KHA COMPOBOMKAATLCA MNOCTAHOBKOWM
oTpuuaTtenbHoro KoHTpoaa (OKO) B ogHOM noBTOpE.

B npouecce 3akcTpakumm [OHK ucnonb3oBaTb cregylowme ob6bemMbl peareHToB M UCCAedyeMblX
06pa3uos:

- obbem peareHTa BKO-FL — 10mkn B npobupky ¢ OKO, a Takke B Kaxayt NpobupKy c
uccnenyembiMm 0b6pasLamu;

- obbvem nccnepyemoro obpasua — 100 mka B NpobUpKK Ansa uccnegyembix 06pasLos;

- ob6bem peareHta OKO — 100 mkn B npobupKy ana OKO;

- obbem peareHTa, ucnonbyemoro ana snouum OHK, — 100 mMKA (COrnacHO WHCTPYKUMM MO
NPUMEHEHMIO K UCNOSIb3yeMoMy Habopy ana skcTpakuum HK).

8.2. TloparoTtoBKa peareHToB AnA amnandukauum

8.2.1. Mpu ucnonbsosaHun ¢opmbl BbinycKa 1

BHUMAHUE! KomnoHeHTbl peakuMOHHOM CMecu c/eayeT CMeLllMBaTb HernocpeaCcTBEHHO nepejs,
nposegeHuem MMLP.

BHUMAHUE! B cnyyae npurotoBAeHUA pPeakLUMOHHOM CMeCcU C MOMOLLbIO aBTOMATUYECKOM CTaHLMK
cnepymnTte yKasaHUAM MHCTPYKLUMM MO €€ NCMOJIb30BAHMIO.

8.2.1.1. Paccumtatb o06bembl MUP-cmecu G. vaginalis wn NUP-6ydepa-H, Tpebyowmecs ans
NPUroTOBAEHMA PeakUMOHHOM cmeck (cm. Tabanuy 5). CMecb roToBUTbL Ha obliee YMCA0 UccaedyemblxX U
KOHTPO/IbHbIX 06pa3L0B MKOC 3aMac He MeHee Yem Ha O4HY peaKumio.

Tabnnua 5
PacueT 06beMOB KOMMNOHEHTOB ANA O4HON peakLUOHHOWN cmecu
PeareHT 06bem, MKn 0O603HaueHusn
NuUP-cmeco G. vaginalis 10,0*(N+1) N — KoAWYecTBO amnaudULMpyemblX 06pasLLOB,
nup-6ydep-H 5,0%(N+1) BK/1IO4AA KOHTPON

8.2.1.2. MNepen  cMeWwMBaHMEM peareHTOB nepemeLlaTb cogeprrmumoe npo6bupok C
NUP-cmecblo G. vaginalis v NMLUP-6ydepom-H, ocagmtb Kanam Ha BopTeKce.

7 YKasaHbl A0NYCTUMbIE HOPMbl TemnepaTypbl M OTHOCMTE/NIbHOMN BAAXKHOCTM BO3Ayxa B paboueli 30He
NPOM3BOACTBEHHbIX MOMELLEHUN B COOTBETCTBMM C TpeboBaHmamm [OCT 12.1.005-88 «Cuctema cTaHOapTOB
6e3onacHocTM Tpyaa. ObLwue caHUTapHO-TUrMeHNYecKkme TpeboBaHMA K BO3AyXy paboueit 30HbI».
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8.2.1.3. MpuroToB1UTb pPEaKUMOHHYO CcMecb, [06aBMB KOMMOHEHTbl B 06bemax, pacciuTaHHbIX B
n. 8.2.1.1. NepemeLwaTtb CMeCb 1 0CAZUTb Kanan Ha BOPTEKCeE.

8.2.1.4. OTobpaTb Heobxoaumoe KOAMYECTBO MNPOOUMPOK uAM cTpunoB ana amnandukaumm AHK
nccnefyemblX W KOHTPOJIbHbIX 06pa3uoB. Bbibop npobupok ana amnamduKaumm 3aBuUCuT  OT
NCNoIb3yeMoro aMmnanduKaTopa ¢ CUCTEMOM AETEKUMM B PEXKUME «PeasibHOro BPEMEHWN Y.

8.2.1.5. BHecTu B NpobMpKM No 15 MKA NpUrotoBJeHHON peaKLMOHHON CMeCH.

BHMMAHMUE! Hencnonb3oBaHHbIE OCTAaTKM PEAKLMOHHOM CMECU XPaHEHUIO He NoaJiexKar.

8.2.2. Mpu ucnonb3osaHnn ¢popmbl BbinycKa 2

8.2.2.1. OTobpaTb Heobxoammoe KonmyecTso ctpunos c NMUP-cmecblo G. vaginalis pna amnanpukaymm
OHK nccneayemblix M KOHTPO/IbHbBIX 06Pa3LLOB.

8.2.2.2. Ybeautbca, 4to napadpuH NOMHOCTbIO NMOKPbLIBAET PACTBOP Ha AHe NpPobupok. B npoTmBHOM
C/lyyae, He NCMONb30BaTb AaHHble NPOBUPKK.

8.2.2.3. Ha nosepxHocTb napadumHa BHecTn no 10 mkn MUP-6ydepa-K, npu 3Tom OH He O0/KEH
NpoBannBaTbCcA NoA NPOCAOMKY NapaduHa U cmewmsaTtbea ¢ MNLP-cmecoto.

8.3. BHeceHue npob OHK, npoBegeHne amnandukaumm u getekumum

BHUMAHMUE! Mpn pobasneHmn npob [AHK, sKcTparMpoBaHHbIX C NOMOLLbIO HAaboOpPOB peareHToB A/
NpoBeAEeHUsA 3KCTPAKLUUMM METOAO0M COpPOLMM Ha CUAMKArene WaM MarHWTHOM cemapauuu, Heobxognumo
nsberatb NnonagaHuA copbeHTa B PeaKLMOHHYIO CMECh.

BHUMAHMUE! Mpu pyyHOM aHanM3e NporpaMmuMpoBaHME M 3amyck amnandukaTopa NPOBOANUTb COrIacHO
WHCTPYKLMM NO ero npuMeHeHuto. PekomeHayemble MapameTpbl  Aa8  NporpammupoBaHuA
amMnAnMPUKATOPOB YKasaHbl BO BKAagblle, npuaaraeMom K Habopy. Mpu Mcnonb30BaHUM NPOrPaMMHOTO
obecneyveHus FRT Manager nporpammmnpoBaHve aMnandurKaTopa yCcTaHaBANMBAETCA aBTOMATUYECKN.

8.3.1. BHecTM B MOArOTOBNEHHblEe MPOBUPKM C pPeakUMoHHOW cmecbto no 10 mkn npo6 [AOHK,
NONYYEHHbIX B pe3ynbTaTe 3KCTPaKLUMN.

8.3.2. BHecTu B NoAroToB/ieHHble NPOBUPKK C peakLMOHHOM CMECbIO KOHTPOJIbHbIE 06pa3Lbl:

a) NoNoXUTENbHbIW KoHTposb MUP — B oaHy npobupky ana obpasua MK BHectv 10 mKa peareHTa
MKO G. vaginalis.

6) oTpuuaTenbHbiM KoHTpob MLUP — B ogHy npobupKky ans ob6pasua K- BHectn 10 mKn peareHTa K-.

B) OTpuLLaTeIbHbIA KOHTPOIb SKCTPAKUMKN — B 04HY NPobupKy ana obpasua OKO BHecT 10 mKa npobbl,
aKcTparupoBaHHoi us OKO.

8.3.3. 3anporpammunpoBaTb aMnAMdUKaTOpP C CUCTEMOIN AETEKUUU B PEKMME «PeasibHOro BpemeHn»
AN BbIMNOJIHEHMA eAMHOW NpPOorpammbl  aMmnaAndUKauMm W aeTekummn GAYOPecUeHTHOro CUrHana
(cm. Tabnnuy 6).

Tabnuua 6
EAMHaﬂ nporpamma amnnmbukau,uu n pgetTekuumn ¢nyopecu,e|-|1'|-|oro CUTHaNa
o JeTtekumna no KaHanam AnA Konuuectso
Linkn Temnepartypa, °C Bpemsa dnyopodopos T

1 50 15 MmuH - 1
2 95 15 MmuH - 1

95 10c -
3 45

60 20c FAM, R6G
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MpumeyaHue - C NCnonb30BaHUEM €ANHON MPOrpamMmmMbl MOXKHO OLHOBPEMEHHO MPOBOAUTL B O4HOM
npubope noboe coyeTaHWe TECTOB, BKAKOYAA TECTbl C 06paTHOM TpaHCKpunumen n amnandukaumein. Mpu
OfHOBPEMEHHOM NPOBEAEHUN HECKONbKUX TECTOB AeTeKuna GpayopecLeHTHOro CUrHaaa Ha3Ha4vaeTca M no
OPYTMM UCMNOJIb3YeMbIM KaHanam, MOMMMO YKasaHHbIX B Tabauue. B ciyyae ecnm B ogHOM npubope
OZHOBPEMEHHO NPOBOAATCA TECTbI TO/ILKO Aa BbiaBneHna AHK, MOXHO yaanuTb U3 AaHHON Nporpammsl
nepBbli Wwar o6paTHol TpaHcKpunumm (50 °C — 15 MUHYT) A4NA SKOHOMUN BPEMEHMN.

8.3.4. Mepes NocTaHOBKOW B amnandMKaTOP NAaHWETHOro TMNa 0CaAWTb Kamniu CO CTEHOK NpPo6MpoK
Ha BOpTeKce.

8.3.5. YcTaHOBUTbL NPOBUMPKM MM CTPUMbI B AYEKU PEAKLLMOHHOTO MoAy s npubopa.
8.3.6. 3anycTuTb BbINOIHEHWE NPOrpammbl amnandrKaumm ¢ geTekumen GbayopecLeHTHOro cUrHana.

8.3.7. Mpubop nNpoBOAMT perncTpaumio GAyopecuUeHTHOro CUrHana aBTOMAaTUYECKUM B peskume
«PeanbHOro BPEMEHUY,

8.4. AHanu3 v BblUUCNIEHUE PE3YNbTATOB
AHanus 1 06paboTKy pe3ynbTaToB MOMKHO NPOBOAUTb:

— B aBTOMAaTUYECKOM peXxume C WCNo/sb3oBaHMEM MporpammHoro obecneveHms FRT Manager
(000 «NHTepNabCepsucy», Poccua, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY MOAb30BaTeNd, Bbibpas
MEeTOAMKY, YKa3aHHYIO BO BKAajbllwe, npuaaraeMom K Habopy. PyKkoBoAcCTBO No/b30BaTeNA pPa3MeLLEHO Ha
oduumanbHom caiite 000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

— B PYYHOM pexMme C MOMOLLbI0 MPOrpamMmmMHOro obecneyeHusa npubopa, UCNoAb3yemoro Ans
nposegseHua MMUP c geTekumeit B peMme «peanbHOr0 BPEMEHWM», COMMACHO MHCTPYKUMKW MO €ero
NMPUMEHEHMUIO U MHCTPYKUMK K Habopy.

BHUMAHMUE! Mpu pyyHOom aHanmse 06paboTKy AaHHbIX (PYOPECUEHTHbIX KPMBbLIX), MNOAYYEHHbIX B
nporpamMmHom obecneuyeHun npubopa, Mcnonb3yemoro ana nposegeHua MUP ¢ geTekumein B pexunme
«peanbHOro BpEeMEeHW», MPOBOAMTbL COIJIaCHO MHCTPYKUUW MO €ero npumeHeHuto. PeKomeHayemble
napameTpbl 414 06paboTKM AaHHbIX YKa3aHbl BO BKAaAbllLe, NpuUaaraeMom K Habopy.

O6paboTKa 1 pacyeT pe3ynbTaToB MPOUCXOAMT Ha OCHOBAHWUM HaMYMA (MM OTCYTCTBUA) NepeceyeHnn
KpuBoi dnyopecueHumm S-obpasHoi (cMrmoobpasHoit) Gopmbl C YCTAHOBAEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBOM SIMHUEN, YTO onpeaensieT Haanume (MM oTcyTcTBUE) ANs AaHHOM npobbl JHK 3HayeHus
noporoeoro umkna (Ct) B cooTtseTcTBylowen rpade Tabauubl pesynbratoB. [lapameTpbl 06paboTku
bNYOpPEeCLEeHTHbIX KPMBbLIX 3aBUCAT OT MUCMONb3YEMOW MOAeNN amnaMduKaTopa (cMm. BKnagbiw K Habopy u
MHCTPYKLMIO MO NPUMEHEHMIO aMNAndUKaTopa).

Kpusble HakonieHua ¢aYOpPecueHTHOro CuUrHana aHaAM3MpyloTca Mo ABYM KaHanam AeTekuumu
(cm. Tabnnuy 7).

Tabnuua 7
DeTteKuma ¢pnyopecueHTHOro curHana
KaHan gna pnyopodopa FAM R6G
MpoayKT amnandukaumm OHK G. vaginalis OHK BKO
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8.5. WUHTepnpeTtauma pesynbtatos
MHTepnpeTaunto pes3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

— BPYYHYIO B COOTBETCTBMM C Tabauuein 8 M BKAagblllem, npuaaraemblM K Habopy. Pesynbtart
MCCNeaoBaHMUA CUMTAIOT AOCTOBEPHbIM, €CAM Pe3ynbTaThl, MOAYYEHHble ANA KOHTPObHbIX 06pasuos,
COOTBETCTBYIOT KPUTEPUSAM Ba/IMAHOCTU, YKA3aHHbIM B Tabnumue 9;

— B aBTOMAaTMYECKOM peXMMe C MWCMNoSb30BaHMEM nporpammHoro obecneyeHus FRT Manager
(000 «NHTepabCepsucy, Poccua, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY MoJib30BaTes, Bbibpas
MEeTOAMKY, YKa3aHHy0 BO BKAaAblle, Mpuaaraemom K Habopy. PyKOBOACTBO No/b30BaTeNA Pa3sMELLEHO Ha
oduumanbHom cante 000 «MHTep/labCepsuc» no aapecy: https://www.interlabservice.ru/service/frt/.
Ncnonb3yemble B MPOrpaMmmMHOM obecneyeHnn airopuTm MHTEPNPETaLmMM pes3yibTaToB 1A UCCeayemMbiX
06pasLOB U KPUTEPUM BaNNAHOCTM PE3YNbTATOB, MOAYYEHHbIX A1A KOHTPO/EeN, NpeacTaBaeHbl B Tabamuax
8 1 9 cooTBeTCTBEHHO.

Tabnuua 8
MHTepnpeTauua pe3ynbTtatoB ANA uccneayembix ob6pasuos
Pesynbrar UHTepnpetauma
3HaueHne Ct no KaHanam Aana ¢nayopodopos FAM un R6G He HeBanupHbin!
onpeaeneHo Uau onpeaesieHo Bblle rPpaHNUYHOro®, C6oii BKO! TpebyeTca noBTOpUTbL aHaNM3
3HaueHue Ct no KaHany ana payopodopa FAM onpepeneHo He Bbile
rpaHunyHoro. Mpu sTom Kpusaa dayopecueHUMU faHHOM Npobbl no [HK G. vaginalis
OAHHOMY KaHany nepecekaeT MOPOroOBYH JIMHUKIO Ha  y4yacTke o6HapyxeHa
XapaKTEPHOrO  3KCMOHEHUManbHOro  nogbema  ¢ayopecueHuuu.
3HaueHue Ct no KaHany gna ¢nyopodopa R6G He yunTbiBaeTcA.
e o e A et
PeA P ! VA yopogop He o6HapyKeHa
onpeAeneHo He Bbille FPAaHUYHOrO.
Tabnuua 9

KpuTepuu BaaMaHOCTU gNA KOHTPO/IbHbIX 06pa3u,oB
Pe3synbTtatbl amnandukaumm no KaHany ana ¢payopodopa

FAM R6G

KoHTtponb

OKO OnpepeneHo 3HaveHue Ct
o 3HayeHue Ct oTcyTcTByeT .
(oTpYLLaTENbHBIN KOHTPObL 3KCTPAKLMM) He BblLL€e FPaHUYHOro

L OnpepneneHo 3HavyeHue Ct
MKO G. vaginalis PeA 3HayeHue Ct oTcyTCcTBYET
He BblLLEe FPaHUYHOro

K-

. 3HaueHune Ct oTcyTCcTBYET
(oTpuuaTtenbHbIi KoHTPOb MLP) yTcTey

8.6. B0O3MOXHble OWNOKU 1 pekomeHaauuum no Ux peweHunto

8.6.1. ns oTpuuUaTeNbHOrO KOHTpPoANs 3KcTpakuum (OKO) no KaHany ana  d¢nayopodopa FAM
onpegeneHo 3HadyeHue noporosoro uukna (Ct). BeposTHa KOHTamuHauua nabopatopum NpPOAyKTamu
amnaMduUKauMnM UAM KOHTAaMMHAUMA peareHToB WM uccnepyembix 06pasyoB Ha Kakom-anbo 3Tane
uccnegoBaHua. Heobxoaumo npeanpuHATbL  Mepbl MO BbIABMEHUIO W JIMKBUAALMM  MCTOYHUKA
KOHTamuHauun un nosToputb [MUP-uccneposaHne pna Bcex 06pa3LoB, B KOTOpbIX OOHapy:KeHa
OHK G. vaginalis, HaunHaa ¢ aTana akcTpakummn JHK.

8 ['paHMuHble 3HaYeHMs Ct yKasaHbl BO BKaAbllle, Npunaraemom K Habopy.
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8.6.2. lna otpuuatensHoro KoHtponsa MUP (K-) no kaHanam gna ¢dnyopodopa FAM u/uan R6G
onpegeneHo 3HadyeHue noporosoro uukna (Ct). BeposTHa KOHTamMMHauMA nabopatopum MNpPoAyKTammu
aMNAnNOUKALUMN  MAM  KOHTaMWHaLMA peareHTos, Wccneayemblx 06pasuLoB Ha Kakom-anbo 3sTane
MUP-uccneposaHna. Heobxoammo npegnpuHATL Mepbl MO BbIABAEHUIO W AUKBUOAUMM UCTOYHMKA
KOHTaMMHaLUKU U NOBTOPUTL MUCCef0BaHWe ana Bcex 0bpasLLoB, B KOTopbix obHapy»keHa OHK G. vaginalis,
HaunHanA c aTana amnamdukaumnm JHK.

8.6.3. ns nonoxutenbHoro KoHTposa MUP (MKO G. vaginalis) 3HayeHne noporosoro uukna (Ct) no
KaHany gna ¢ayopodopa FAM oTcytcTByeT nam onpegeneHo 6o/blie rpaHNYHoro. BepoaTtHa olwmbKa Ha
aTane amnaMdurKaumMm, HeobxoLMMO NPOBECTU NOBTOPHO 3Tan MLUP gna Bcex oTpuuaTebHbIX 06pasLoB.

8.6.4. [ina nccnegyemoro obpasua onpeaeneHo 3HadeHue NoporoBoro LMKAa, Npu 3TOM Ha rpaduke
dyopecLeHUMN OTCYTCTBYET y4aCTOK XapaKTEPHOrO 3KCMOHEHLMANbHOMO Nogbema (rpaduk npeacrasnser
coboli NpnbAN3NTENBHO MPAMYIO NNMHMIO). Heobxoammo NpoBepuTb MPaBUAbHOCTb BbIOPAHHOIO YPOBHA
MOPOroBoM AMHUM UAX NAPaMEeTPOB pacyeTa 6a30BOMN MHUKU. ECiM pe3ynbTaT NosiyyeH Npu NpaBuAbHOM
YpPOBHe Noporosoi AnHUK (6asosoit AMHUK), TpebyeTca NOBTOPHO NPOBECTM amnIMdUKaLMIO U AETEKLMUIO
Ans 3Toro obpasua.

8.6.5. B cnyyae nonydyeHua HeBanMAHbIX pe3ynbTaToB TpebyeTca NoBTOpHOE MccaegoBaHMe obpasua,
HauMHaA C 3Tana 3KCTPaKUMM HYKJEMHOBbLIX KWUCAOT. B ciyyae BOCMPOM3BOAMMOrO pesysibTaTa
peKkoMeHAayeTcs MOBTOPHO NMPOBECTU B3ATME M UCCefoBaHMe 0bpasua.

8.7. [marHocTuyecKkoe 3HaYeHue NONY4YeHHOro pesyabraTa

MUP-uccnepoBaHne ABAAETCA OAHMM M3 METOAOB BCECTOPOHHero o6cnefoBaHMA MauMeHTa, Ha
OCHOBaHWM KOTOPbIX JIeYalMii Bpay YCTaHaBAMBAET AMAarHo3 M BbiIOMPAET MeponpuaTUA NO JIeYeHUID
nauneHTa. Pe3ynbTaTbl, MOJyYeHHble NPW MCNONb30BaHMM Habopa, cneayeT paccmaTpuBaTb U
MHTEPNPEeTMPOBaTh B COMETAHWUM C AaHHbIMM APYIMX KNMHUYECKMX U NabopaTopHbIX NCCAea0BaHUNA.

9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. MNpeaen obHapy>eHua®

Mpepen obHapyxkeHus Habopa «Amnaulpaim® G. vaginalis» 6bin onpegeneH ¢ MCNOAb30BaHUEM
npobuT-aHanmsa ¢ 95 %-on foBepuUTeNbHON BEPOSATHOCTbIO (cM. Tabaunuy 10).

3HauyeHUsa XapaKTEePUCTUKKU, YyKasaHHble B Tabauue 10, gocturatotca npu cobaogeHUn npasun,
YKa3aHHbIX B pasgene «Mcciegyemblii matepuany.

Tabnunua 10
MNpepen obHapyxeHUa Habopa

v Mpeaen obHapy>keHUa | 95 %-blii fOBepPUTE/NbHDBIN
buonornyecknin matepuan ; o

no Probit 95 %, [3/mn uHTepsan, N/mn
COCKOOHbIM  MmaTepuan WAW  OTAENAeMOe  CAUBUCTbIX
060/104eK  YPOreHWUTaNbHOTO  TPaKTa (oTmensemoe
cAmM3uncToit 060N0YKM BRaranvwa W cockob anutenua co

CAN3NCTOM 060/10UKM YPETPbI)

1x103 8,64 x 102 —1,79 x 103

° Npegen obHapyeHna — 95 %-0e MNONOXKMTENbHOE MOPOroBOE 3HAueHWe KOHUeHTpauuu (KoHueHTpaumsa AHK
BbIABAAEMOro BO36yauTens, npu Kotopoi 95 % TecToB Aat0T NONOKUTENbHBIN pe3ynbTaT).
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9.2. AHanutTMyecKana cneynduUUHOCTb
Habop «Amnaulpaiim® G. vaginalis» obHapyknsaeT Tonbko dparmeHT AHK Gardnerella vaginalis.

AHanuTMyeckasa cneunduyHoOCcTb Habopa oueHMBanacb TecTuposaHMem [HK MMKpoopraHusmos,
BMpycoB (cm. Tabaumuy 11) n reHomHol AHK yenoseka. AHK MMKpoOOpraHM3mMoB 1 BUPYCOB B KOHLLEHTPaLUH
He meHee 1x108 konuit/mn n reHomHyo [JHK yenoseka B KOHUeHTpaumm 1 mKr/mn BHOCUAM B 06pasLpl
6uonormyeckoro matepuana, He cogeprawme AHK Gardnerella vaginalis.

Tabnuua 11
MuKpoopraHusmbl U BUPYCbl, UCNO/Ib3yeMble AN1A OLEHKU aHAIMTUUYECKON cneuudpuUyHOCTH

MMKpPOOpPraHusmbl U BUPYCbl

Lactobacillus spp. Ureaplasma urealyticum
Escherichia coli Ureaplasma parvum
Staphylococcus aureus Neisseria subflava
Streptococcus pyogenes Neisseria sicca
Streptococcus agalactiae Neisseria gonorrhoeae
Mycoplasma genitalium Neisseria mucosa
Chlamydia trachomatis Trichomonas vaginalis
Candida albicans HSV I
Candida glabrata HSV I
Candida krusei cmv
Treponema pallidum HPV

Mpu TectupoBaHun obpasuosB [AHK BbllwenepeuncieHHbIX MUKPOOPraHM3MOB, BUPYCOB M F€HOMHOW
[HK yenoBeka ¢ Ucnosb3oBaHWeM Habopa NepeKpPeCTHbIX peaKL it BbiSBNEHO He Bblo.

9.3. Bocnpou3BogMMOCTb U NOBTOPAEMOCTb U3MEpPeHUA

Bocnpon3BogMMOCTb U MOBTOPAEMOCTb Pe3yAbTaToOB C MCMO/b30BaHMEM Habopa oueHWBanM nytem
TECTUPOBAHMA MOZAENbHbIX 06pasuoB. MoaenbHble 06pa3ubl 6blM NPUrOTOBAEHBI NMYTEM KOHTaMWHALMK
obpa3uoB 6OuomaTtepuana, NpPesyCMOTPEHHOrO HasHayeHMemM Habopa, CTaHZapTHbIMKM obpasuamu
npeanpuatus, cogepxawmumm OHK G. vaginalis. Bblan npoTtecTpoBaHbl 06pasLbl B ABYX KOHLEHTPALMAX
[OHK BbIaBAAeMbIX MUKpPOOpPraHMamoB (cm. Tabanupl 12 1 13), ogHa U3 KOTOPbIX COOTBETCTBOBA/a Npeaeny
obHapyeHuna Habopa (1x103T3/mn), a BTOpas [ABYKpaTHO npeBblllana npeaen ObGHapYXKeHus
(2x10% I3/mn). Kaxabii obpasew, npoxoamn Bce sTanbl uccnegosaHua (akctpakumio AHK, amnandukaumio
OHK » geTtekuuio pesynbtatos).

Tabnanua 12
MoBTOpAEMOCTb U3MEPEHUA

CpeaHee 3HayeHune CraHpaptHoe | KoadpduumeH
NoOpoOroBoOro LMKAA,  OTKIOHEHMe T Bapuauuu
Ctep (SD) (cv), %

KoHueHTpauus,

O6pasey [3/mn

dopma Bbinycka 1
COCKOOHbI MaTepuan uam otaensemoe

CAM3NCTBIX 060/I04EK YPOreHUTANbHOMO 1x10* 35,89 0,26 0,72
TpaKTa (oTAensemoe CAM3nCTomn
060/104KM BNaraamLLa U COCKob anutenus 2 % 10* 3530 034 0.97

CO CNM3UCTOM 060104KN YpPeTpbl)
dopma Bbinycka 2
COCKOOHbI MaTepuan uam otaensemoe

CAM3NCTBIX 060/I04EK YPOreHUTANbHOMO 1x 10 35,89 0,29 0,80
TpaKTa (oTAensemoe CAM3nCTon
060104KHN Bnaranuvuia un COCKOb anuTenus 2 x 104 3534 0,49 1.39

CO CNM3UCTOM 060104KN YpPeTpbl)
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Tabnanua 13

Bocnpoussoanumoctb UsmepeHua

CpepgHee 3HaueHue  CraHpaptHoe | KoadpdpuumeH
NoporoBoro UUKAQ,  OTK/IOHEeHue T Bapyauum
Ctep (SD) (CV), %

KoHueHTpauus,

O6pasey [3/mn

dopma Bbinycka 1

COCKOOHbI MaTepuan uam otaensemoe

CAM3NCTBIX 060/I0YEK YPOreHUTaNbHOMO 1x 10 35,88 0,28 0,78
TpaKTa (oTAensemoe CAM3nCTon
060104KN Bnaraauvuia un COCKOb anuTenus 2 x 104 3531 0,40 1.14
CO CNM3UCTOM 060104KK YpeTpbl)
dopma Bbinycka 2
COCKOOHbI MaTepuan uam otaensemoe .
CAM3UCTBIX 060104EK YPOreHUTaNbHOO 1x10 3591 0,29 0,81
TpaKTa (oTAensemoe CAM3nCTon
060/104KM BNaranuLia 1 cockob snutenmna 2 x 10* 3538 052 148

CO CNM3UCTOM 060104KK YpeTpbl)

9.4. [marHocTuyecKkas cneuyndUUHOCTb U AUArHOCTUUYECKAA YYBCTBUTENbHOCTD

[na onpepeneHna ANMarHOCTMYECKON CNeunPpuUUHOCTU U AMArHOCTUYECKOM YyBCTBUTENbHOCTU Habopa
«Amnnulpaiim® G. vaginalis»  6binM  UCNONb30BaHbl  06pasubl  Kaxgoro Buaa 6uomatepuana,
npeaycMOTPEHHOro HasHaYeHMeM Habopa peareHTOB, B KOJIMYECTBE, YKa3zaHHOM B Tabauue 14.

B kKayectBe Habopa cpaBHEHMs, C MOMOLLbIO KOTOPOro YCTaHaBAMBaAM Haauuue/oTCcyTCTBME
OHK G. vaginalis, vwcnonb3zosanca Habop peareHTtoB «Peanbect AHK Candida albicans / Gardnerella
vaginalis» (PY Ne P3H 2022/16472).

Tabnuua 14
Pe3ynbTaTtbl TeCTUpOBaHUA 06pa3LoB 6MoNOrMyeckoro marepumana ¢ nomoubio Habopa
«Amnnulpaiim® G. vaginalis»

MUccnepyembie 06pasiybl Pe3ynbTaTbl TECTUPOBAHUA
TecTupyembilii Habop Hab6op cpasHeHus
«Amnaulpaiim® G. vaginalis» ~ «Peanbect IHK
Tun Konuuecrso 06pasupbl Candida albicans /
dopma 1 dopma 2 Gardnerella

vaginalis»

COCKOBGHbIN maTepuan nam
OTAENAEMOE CNNSNCTBIX MonoXnUTENbHbBIX 410 410 410
060/104€K YPOreHUTaIbHOro
TpakTa (oTaensemoe
CNU3UCTOM 060/10UKM

BNarannLLa n cockob
3NUTENNA CO CAUZUCTOM OTpuuaTenbHbIX 315 315 315

725

060104KN ypeTpbl)

3HayeHWs AMArHoCTMYECKON cneumduyHOCTM U [MArHOCTUYECKOM YyBCTBUTENbHOCTM Habopa
«Amnanlpaim® G. vaginalis» ¢ poBepuTenbHoO BepoATHOCTblO 95 %, paccuMTaHHble, WcxoaAa W3
NoOJIyYeHHbIX AaHHbIX, NpMBeAeHbl B Tabamue 15.

Tabnuua 15
[AunarHocTMyeckue xapakTepucTMkm Habopa peareHtoB «Amnaulpaiim® G. vaginalis»
Tun 06pa3LoB AwarHocTnyeckas AunarHocTtuyeckasa
pasly 4yBCTBUTENIbHOCTb CﬂELI,Md)W-IHOCTb
COCKODOHbI maTtepuan nam otgenaemoe
CI3UCTbIX 060104 EeK OreHnTanbHoro
TpaKTa (oTaensemoe CHY/IF;VICTOVI 060/104KH 100% 100%
P A (99,10 % - 100 %) (98,84 % - 100 %)

BA1ara/imLLa U COCKob anutenuns co
CAN3UCTOI 060N0UKM ypeTpbl)
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9.5. OueHKa BAUAHUA UHTepPpepUpyloLLLIMX BeLLecTs

BavsaHue wuHTepdepupyrowmx BewecTs, MNOTEHUMANBHO COAEPMKALUMXCA WAM  NPUCYTCTBYIOWMUX B
nccnegyemom buomatepuane, Ha 3dPpeKTUBHOCTb nup npu NCM0/1b30BaHUM Habopa
«AmnauNpanm® G. vaginalis» oTtcytcTByeT. He BbIABNEHO WHIMOMPOBAHME pPeakuMy amnandukaumm npwm
nobasneHun K obpasuam Bromatepuana Ha sTane sKCTPAKLMM UHTEPDEPMPYIOLLMX BELLECTB, NPeaCcTaBieHHbIX
B Tabauue 16, B MAaKCMMaNbHO BO3MOXKHOM KOHLEHTPaLUUM.

OTcyTcTBUE BAMAHUA MHTEpdEepUpyroWmMX BewecTs 418 06pasuoB COCKOBHOro matepuana U oTAeNAEMOro
C/IM3NCTON 0DBONOYKM YPOTreHUTAZIbHOTO TpPaKTa (oTaendemoe CAM3MCTOW OOO/MI0YKM Bnarasvlia U COCKOb
3NUTENNA CO CAU3UCTON 060N0UYKM ypeTpbl) (NyBpUKaHTbl (MHTUMHbIN renb-cmaska Contex Silk, MHTUMHbIM
renb-cmaska Durex), cemeHHas XWAKOCTb, WUTPAKOHA30/1, METPOHWAA30/, TOPMOHbI AUAPOrecTepoH W
nporectepoH) OblI0O  MOKa3aHO B  WCMbITAHMAX C  WUCNO/Ib3OBaHWMeM Habopa ANAa  SKCTpaKumu
«MarnolMpainm® ®ACT» (PY Ne P3H 2019/8043).

Tabnuua 16
UHTepdepupylolme BewlecTsa, MICNO/b30BaHHbIe NPU TeCTUPOBaHUM Habopa

«Amnnulpaiim® G. vaginalis»
KoHueHTpauua nitepdpepeHta

Bupg 6uomartepuana UHTepdepeHT Blo6pasue
Femornobun 200 mr/mn
COCKOBHbIN MaTepuan uau otTaensemoe
MoueBuHa 0,33 mM/mn

C/IN3UCTbIX 060104€EK YPOTrEHUTANIBHOTO
TpaKTa (oTaensemoe CAM3UCTon MyuunH 2,3 mr/mn
060/104KM BNaranuLia u cockob anutenma

. MwupamncTnH 0,001 %
CO CU3MUCTOM 060N04KM YpeTpbl)

XnoprekenaunH 0,1%

TaKk)Ke He BbIAB/IEHO WHIMOMPOBaHME peakuunm amnanduKaumm npu aobasneHUn K obpasuam
6uomartepuana JHK uenoseka B KoHueHTpauum 1,0x108 konumit/mn.

10. ycnosuAa XPAHEHUA, TPAHCMOPTUPOBAHUA U NPUMEHEHUA HABOPA

10.1. Cpok rogHOCTH

Cpok rogHoctTn Habopa cocTaBnseT 12 mecsAueB OT AaTbl M3roToBAeHUA. locne BCKPbLITUA peareHTbl
MCMONb30BaTb A0 UCTEYEHUA CPOKa rogHOCTM Habopa. Habop ¢ UCTEeKLIMM CPOKOM FOAHOCTU NPUMEHEHUIO
He NOANENKMT.

10.2. TpaHcnopTUpoBaHue

Habop TpaHcnopTMpoBaTh Npu TemnepaType oT 2 Ao 8 °C B TPaHCNOPTHOM Tape, BCEMU BUAAMMU KPbITbIX
TPaHCMNOPTHbLIX CPEACTB B TEPMOKOHTEMHepax C Xnado3/nemeHTamu WAM B aBTopedpukepatopax. He
[OMYCKAeTca 3aMOparkMBaHNe peareHToB.

JonycKaeTcs TpaHCNopTMpoBaHue npu Temnepatype ot 8 o 25 °C He 6onee 3 cyToK.

Habop, TPaHCNOPTUPOBaHHbIN C HapyLUEHMEM YKa3aHHOro TeMNepaTypHOro pexuma, npuMMeHeHuIo He
NOANIENKMT.
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10.3. XpaHeHue

Habop xpaHuTb Npu Temnepatype oT 2 Ao 8 °C B 3aLMLIEHHOM OT CBETa MecTe B TeYeHue BCero CPpoKa
roaHocTu Habopa. He gonyckaeTca 3aMopakKMBaHMe peareHTos.

PeareHTbl Moc/ie BCKPbITUA XPaHUTb B TeX Xe YC/IOBUAX, YTO M peareHTbl A0 BCKPbITMA. HeBCKpbITbie U
BCKPbITble peareHTbl cTabu/ibHbl B TEYEHME CPOKa FOAHOCTM, YKA3aHHOro Ha 3TUKETKe, Npu cobaroaeHnn
YKa3aHHbIX YC/0BUIA XpaHeHuA. PeakumoHHaa cmecb, npurotoBneHHasa w3 [UP-cmecn G. vaginalis v
MLUP-6ydepa-H, xpaHeHUIO He NOANEKNUT.

Habop, XpaHMBLUMIACA C HAapYLIEHMEM YKa3aHHOrO PeXKMmMa XpaHeHUA, MPUMEHEHMIO HE MOANEKMUT.

11. TAPAHTUU NPOU3BOAUTENA

MponsBoauTenb rapaHTMpyeT COOTBETCTBME XapaKTepUCTUK Habopa TpeboBaHMAM, YKa3aHHbIM B
TEXHWUYECKOM W IKCMIyaTaUMOHHOM [LOKYMEHTaUuMM, B TeYeHWe YKa3aHHOro CpoKa rogHoCTM npu
cobntoaeHUM BCeX YCA0BUIN TPAHCNOPTUPOBAHMA, XPAaHEHUA U MPUMEHEHWA.

Peknamaumm Ha KayectBo Habopa «Amnaulpaim® G. vaginalis» HanpasnaTb B agpec NpoussoanuTens
000 «Hekctbno»: 111394, r.Mocksa, yn. [MNonumepHaa, 8 «ctp. 2, Ten. (495) 620-08-73,
e-mail: info@nextbio.ru.

Mpu BbIABNAEHUM HEXKeNaTeNbHbIX Peakuuit Npu MCNoab3oBaHMKM Habopa, GaKTOB M 0BCTOATENbLCTB,
CO34A0WMX YIPO3y KM3HW W 300POBbIO FPakAaH U MeOMUMHCKMX pPaboTHMKOB nNpu obpaleHun U
aKcnayaTauum Habopa, peKoMeHAyeTca HanpaBuTb cooblieHMe Mo agpecy, YKasaHHOMY Bbile, U B
YMNO/IHOMOYEHHYIO FOCYAAPCTBEHHYIO peryaupylolyto opraHmsaumio (B Poccuiickoir depepaumm —
depepanbHana caykba no Hagsopy B cdepe 34paBOOXPAHEHWA) B COOTBETCTBUM C  LEMCTBYHOWMM
3aKOHOAATeIbCTBOM.

KoHcynbTaumio no pa60Te C Ha60pOM, d TaKXe No BOMpPOCaMm, KaCalowKMMCA KayecCTBa Ha6opa, MOXXHO
NONYYUTb MO KOHTAKTaM, YKa3aHHbIM Ha Od)VILI,VIaI'IbHOM caunTe I'Ipomaso,a,menﬂ: www.nextbio.ru.
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12. CMMBO/JIbl, UCMOJIb3YEMBbBIE B JOKYMEHTALWUU NPOU3BOAUTENA

REF

LOT

IVD

> &
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