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CMUCOK COKPALLEHWIA U OBO3HAYEHUI

Ct — Cycle threshold (noporosbliit LnKA)

B3OMT — BOCManuTesibHble 3a60/1eBaHMA OPraHOB Masnoro Tasa
BKO —  BHYTPEHHWI KOHTPO/IbHbIN 0b6paseL,

M — TEeHOMHble 3KBUBANEHTbI

OHK —  [e30KCUPUDBOHYKAEMHOBAA KMUCNOTA

[JHKasza —  [Ae30KcnpunboHyKneasa

AHTO —  Ae30KcupuboHykneotnatpudocodatsbl

nnnn —  uHPeKUMK, NepesatoLnecs NoSOBbIM NyTEM

K1 — KanmbpoBouHbIl 0bpasel, 1

K2 — KanmbpoBouHbIl 0bpasel, 2

K- — oTpuuaTenbHbli KOHTpoAb-MLP

OKO —  OTpuUATeNbHbIA KOHTPObHbIM 06pa3eL, IKCTPaKLuun
nup — NoJMmepasHas LuenHaa peakuua

Py —  perucrpauMoHHoe yaocToBepeHmne

TY — TexHU4YecKue ycnosumsa

yar — ypauun-AHK-rnnkosnnasa

HAUMMEHOBAHUE U3OENUA

Habop peareHTOB A/1a BblABNEHMA U KoamdyecTBeHHoro onpegenenus OHK Trichomonas vaginalis
METOA0M MOJIMMEPA3HOM LEMHOM peakummn ¢ ETEKUMEN B PEXUME «PeanbHOro spemerHn» « Amnamipanm®
T. vaginalis» no TY 21.20.23-102-09286667-2020.

[anee no TeKkcTy ynoTpebnsetcA KpaTkoe HaumeHoBaHWe: Habop peareHToB «Amnanlpanm®
T. vaginalis», a Tak»Ke cokpalleHne Habop peareHToB.
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1. HASHAYEHUE

1.1. Habop peareHtoB «Amnaulpaiim® T. vaginalis» npeaHasHayeH [ANa  BbIABNEHMA MU
KonunyectBeHHoro onpegenenuns OHK Trichomonas vaginalis B8 6uonormyeckom matepuane (COCKOGHbIN
MaTepuan Wan oTaensaemoe CAM3UCTbIX 060JI0YEK YPOTreHWUTANbHOrO TPaKTa (oTaensaemoe CAM3UCTOW
060/104KM BAaranmLLa, COCKob aNUTENNs Co CAU3UCTOM 060I0UKM LLEPBUKANBHOIO KaHana, CocKob anutenusa
CoO cau3ucToit 060/IOUKM  ypeTpbl), MO4Ya, CeKpeT npeacTaTenbHOW Xenesdbl) metogom MUP ¢
rmbpunansaumoHHo-GpIyopecLEHTHON AeTeKUMel MNPOoAYKTOB aMMIMPUKaUMM B pPeXMMe «peasibHOro
BPEMEHWN».

1.2. Martepuanom ans nposegeHua MUP cayxat npobbl AHK, sKcTparMpoBaHHble U3 MUCCAeayeMoro
maTepurana c NOMOLLbIO HabOPOB peareHToB, PEKOMEHA0BAHHbIX B pa3ae/ie MHCTPYKUMK «[lononHuTenbHoe
obopyaoBaHMe U matepuanbi»

1.3. ®yHKUMOHaNbHOE Ha3HauyeHWe: Habop npeaHasHauyeH ANA AMArHOCTUKWM in Vitro (BbiiBNeHME U
KonumyectBeHHoe onpegenenne OHK Trichomonas vaginalis metogom MUP B 6uonormyeckom martepuane
yesioBeKa).

1.4. TMokasaHMA K npoBefeHuto uccienoBaHus: Habop peareHTOB WCMONb3YETCA B KJAMHUYECKOM
NlabopaTopHO ANArHOCTUKE A1 CKPUHMHIOBOIo UCCeA0BaHUA BMOOrMYEecKoro matepumana ot BCex rpynn
HaceneHus, B TOM YMC/Ie OT /1L, C NOA03PpeHMEM Ha MHbEKLMK, Nepeaatowmecs nonosbim nytem (UMMM) sHe
3aBUCUMOCTN OT GOPMbl M cTagMn 3ab0JsieBaHUA, a TaKKe B KOMIMJIEKCHOW AMarHocTuke 3aboneBaHui
OpraHoB PenpoayKTUBHOWN cucTembl U B anddepeHumanbHOM gMarHoctmke 3aboneBaHuii opraHoB Manoro
Tasa (B3OMT) y KeHWUH U Ana MOHUTOPUHra Tepanun. Pesynbtatbl MUP-nccnegoBaHma yuntbiBatoTca B
KOMMNIEKCHOWN AMarHOCTMKe 3aboneBaHus.

1.5. MpumeHeHue Ha6opa peareHToB He 3aBUCUT OT NONYNALMOHHbIX U p,emorpacbmqecmx aCMnekKToB.

1.6. MNoTeHumanbHble nonb3oBatenn: Habop peareHTOB AO/KEH  WMCMNO/Mb30BaTbCA  TOJbKO
KBaNMPUUMPOBAHHBIM, 0ByYeHHbIM (B 06/1aCTU KAMHUYECKOW NabopaTopHOW AMarHOCTUKKM) NepcoHanom
(Bpaun KnnHMYecKon nabopatopun U MeauUMHCKME NabopaTopHble TEXHUKKU, 0ByYeHHble MONEKYNAPHbIM
610/1I0rMYECKMM METOANKAM).

1.7. MpumeHATb Habop peareHTOB CTPOro N0 Ha3HAYE€HMIO COrNACHO MHCTPYKLMM MO NPUMEHEHMIO.

1.8. MpoTMBONOKasaHWA K NpUMEHeHWto: HapylweHue LeNoCTHOCTM YNaKOBKM, WCTEKWMIA CPOK
ro4HoCTH, HecobnoaeHne TpeboBaHWUIA MHCTPYKLMMK.

2. XAPAKTEPUCTUKUN HABOPA

2.1. ®opmbl BbiNyCKa, COCTaB U KOMNIEKTHOCTb

Habop peareHTOB BbiMycKaeTca B TPEX ¢popmax (coctaB Habopa M KOMMNEKTHOCTb MOCTaBKM yKasaHbl B
Tabamue 1 1 2 cooTBETCTBEHHO). Bece Tpu dopmbl NpeaHasHauveHbl ana nposegeHusa amnanbukaummn AHK c
rMbpuan3aLMOHHO-GYOPECUEHTHON AeTeKUMen MpoAyKTOB amnauduKauMm B PeXMMe «peasibHoro
BpemMeHu». s npoBefeHUn NOJHOro McCefoBaHUA HEOBX0AMMO MCNOb30BaTb HAbOpbl peareHToB 4/A
aKkcTpakuumn JHK, pekomeHgosaHHble B pasgene «JononHutensHoe obopyaoBaHne u maTepuanbi».

dopma BbinycKa 1 BkAtoYaeT cmechb ana nposegeHus MNLUP, packanaHHyto nNoa Npoc/ioliKy napaduHa no
npobupkam obvemom 0,2 mn. Popma npegHasHayeHa O1A NPUMEHEHUA COBMECTHO C aMniMduKaTopamm
NAaHLIETHOro M POTOPHOrO TMMA M paccyMTaHa Ha nposedeHue uccnegosaHuna 100 ob6pasuos, BKAOYaA
KOHTPOAN.
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dopma BbinycKa 2 BKAOYaeT cmecb gasa nposegerHua [LUP 8 npobupke obvemom 1,5 mn ana
0031poBaHuA B Atobble Tunbl Npobupok. Popma npegHasHayeHa A1A MPUMEHEHUA COBMECTHO C
amnandurKaTopamm MNIaHWETHOTO U POTOPHOrO TWUMA M paccyMTaHa Ha nposegeHue uccnegosaHuna 100
06pa3LoB, BKAOYAA KOHTpoau. Popma MoXKeT OblTb MCNOMb30BaHA KaK AfA PYyYHOM pacKanKku, Tak M
COBMECTHO C aBTOMATUYECKMMM CTaHLMAMM ANA NPUTOTOBAEHMA U A03MPOBaHMA PEAKLNOHHbIX CMECEN.

dopma BbinycKa 3 BK/tOYaeT cmecb A41A nposeaeHua MNLUP, packanaHHyo noj npocnoiky napaduHa no
cTpunoBaHHbIM (12,5 cTpunos no 8 npobupok) npobupkam obbemom 0,2 mn. dopma npesHa3HayeHa AN
NPUMEHEHUA COBMECTHO C aMiAMPUKATOPaMM NAAHWETHOTrO TUMA M paccyMTaHa Ha nNpoBefeHue
nccnepgosaHma 100 06pasLLOB, BKAKOYAA KOHTPOIN.
Tabnumua 1
CocTaB Habopa

O6bem,
mn

PeareHT Konunuecteo OnucaHue

®dopma Bbinycka 1

BydepHbii  pactBop co chneunduyeckumn - npanmepamm,
MUP-cmecb TV 0,01 100 npobupoK | bnyopecueHTHO-MeUYeHbIMU 30HAaMU U AHT.
Mpo3payHan KMAKOCTb, packanaHa noa napaduH.

BydepHbIli pacTBop ¢ TepmocTabunbHon HK-nonMmepasoi Taq,
nupP-6ydep-K 1,20 1 npobupka | cynbdatom marHma n ypauun-AHK-rnmkosnnason.
Mpo3payHan }KMAKOCTb KPACHOTO LBeTa.
MoNoKUTENbHbIM KOHTPO/IbHbIN 06pa3eu, AHK-kanmbpatop.

K1 complex 0,26 1 npobupka
Mpo3payHas KMUAKOCTb.
K2 complex 0,26 1 npo6upKa MonoXKuTeNbHbIM KOHTPOJIbHLIN 06pa3eu, AHK-kanmbpatop.
Mpo3payHan XMAKOCTb.
OKO 1,10 1 npobupka | OTpuLaTeIbHbIN KOHTPO/IbHbIN 06paseL,. Mpo3payHas KULKOCTb.
K- 0,26 1 npobupka | OTpuLaTe/IbHbIN KOHTPO/IbHBIN 06paseL. Npo3payHasn KULKOCTb.

®dopma Bbinycka 2

BydepHbii  pactBop co chneunduyeckumn  npanmepamm,
MNLUP-cmecb TV 1,20 1 npobupka | dnyopecueHTHO-MeYeHbiMM 30HAaMM U AHTO.
Mpo3payHan KUAKOCTb.

BydepHbIli pacTBop ¢ TepmocTabunbHon AHK-nonmmepasoi Taq,
nupP-6ydep-H 0,65 1 npobupka | cynbdatom marHma n ypauun-AHK-rnmkosnnason.
Mpo3payHan KUAKOCTb.
MoNoXKMUTENbHBIW KOHTPObHLIV 0bpaseu, AHK-kannbpaTop.

K1 complex 0,26 1 npobupka
Mpo3payHas XMUAKOCTb.
K2 complex 0,26 1 npo6upka MonoXKnTeNbHbIA KOHTPO/IbHLIN 06pa3eu, AHK-kanmbpatop.
Mpo3payHan KUAKOCTb.
OKO 1,10 1 npobupka | OTpuLaTe/IbHbIN KOHTPO/IbHBIN 06paseL. Mpo3payHasn KULKOCTb.
K- 0,26 1 npobupka | OTpuLaTeNIbHbIN KOHTPO/IbHBIN 06paseL,. Mpo3payHas KUAKOCTb.

dopma Bbinycka 3

100 npobupok | BydepHblt  pactBop CcO  cneumduyeckumM  npaimepamm,
(12,5 ctpunos | ¢payopecueHTHO-MeYeHbIMU 30HAAMU U gHTO.

no 8 Mpo3payHaa XMAKOCTb, packanaHa B CTPUMNOBaHHble NPOBUpKK

npobupok)! | nog napaduH 6enoro upera.
BydepHbIlt pacTBop ¢ TepmoctabunsHoin AHK-nonnmepasoi Taq,

MNuP-6ydep-K 1,20 1 npobupka | cynbdpatom marHua un ypaumn-AHK-rnmukosmnnasomn.
Mpo3payHan KUAKOCTb KPAaCHOTO LBeTa.
MonoXKuTeNbHbIA KOHTPO/IbHLIN 06pa3eu, AHK-kanmbpatop.

MUP-cmecb TV 0,01

K1 complex 0,26 1 npobupka
Mpo3payHan KUAKOCTb.
K2 complex 0,26 1 npo6upKa MonoXunTenbHbIM KOHTPOIbHLIN 0bpasel, AHK-kannbpaTtop.
Mpo3payHan KUAKOCTb.
OKO 1,10 1 npobupka | OTpuUATENbHbIN KOHTPO/bHbLIN 06pa3eL. [po3payHan KULKOCTb.
K- 0,26 1 npobupka | OTpuUATENbHbIN KOHTPO/bHbLIN 06pa3eL. [po3payHan KULKOCTb.

! Mpobupku c ronybbim napaprMHOM He NCMOMb3YIOTCA.
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Tabnnua 2
KomnnekTHocTb Habopa

KomnoHeHT dopmart Konunuecrso
Habop peareHToB (dopma Bbinycka 1,2 1
unu 3)
B 9/IEKTPOHHOM BUAE Ha opULUMaNbHOM caliTe
NHCTpyKuMa no npumeHeHuto Habopa . -
MpoussoanTena: www.nextbio.ru

KpaTkoe pyKoBOACTBO MO NPUMEHEHUIO

P Py A P B HymaxkHOM BUAe 1
Habopa
KomnnekT BKAagblwein K Habopy B HymaxkHOM BuAe 1

B 9/IEKTPOHHOM BUAE Ha opULUMaNbHOM caliTe
MacnopT KayecTBa . -
MpoussoanTena: www.nextbio.ru

2.2. MpuHUMN metoaa

MpUHUMN TECTUPOBaAHMA OCHOBaH Ha 3KcTpakuuu [OHK un3 obpasuoB wuccneayemoro matepuana
COBMECTHO C BHYTPEHHUM KOHTPObHbIM 06pasuom (BKO-FL? ) n ogHOBpeMeHHON aMnanduKaLmm ydacTka
OHK T. vaginalis n NCKyCcCTBEHHO CMHTE3MPOBAHHOM nocnegosatensHoctn AHK BKO ¢ rubpuamnsaumoHHo-
dnyopecueHTHON aeTekumen B «peanbHOM BpemeHu». BKO no3BosseT KOHTpoAnpoBaTh Bce aTanbl MLUP-
NUccnefoBaHUA [AsA KarKaoro obpasua M oueHMBaTb BAWAHME WHIMOMTOPOB Ha pesynbTtatbl [LUP-
nccnegoBaHuA.

C nonyyeHHbIMM Ha 3Tane 3KCTpakumm npobamm HK npoBoguTca peakuma amnandmnkaumm yyactka JHK
npyv nomoluM cneumduyHbIX K 3TOMY Y4acTKy npaimepos u depmeHTta Tag-nonumepasbl. B cocrtase
PEeaKUMOHHOM CMecK NPUCYTCTBYIOT GyOpecLEeHTHO-MeuYeHble O/IMTOHYKNEOTUAbI, KOTOpble rMbpuaunsyoTca
C KOMMJEMEHTAPHbIM Yy4yacTKom amnanounumpyemort AHK-muweHn, B pesyabTaTe 4ero npoucxoaut
HapacTaHWe  WMHTEHCMBHOCTM  dayopecueHUMW. DTO  MO3BOASET  PEermcTpuMpoBaTb  HaKomaeHue
cneunduyeckoro NpoayKTa amnamduKkaumm nyTem MsmepeHmsa MHTEHCUBHOCTU $GyOPECLLEHTHOTO CUTHaNa ¢
NOMOLbIO aMNAnPUKaATOPa C CUCTEMOW AeTeKumn (GAYOPECUEHTHOrO CUrHana B PeEXMME «PeanbHoro
BPEMEHU Y.

KonnuectseHHoe onpeaeneHne [OHK T. vaginalis ocHOBbIBaeTCA Ha CyLWECTBOBAHUN NHENHOM
3aBUCUMOCTU MeXKIY UCXOAHOW KoHueHTpauunen AHK-muweHn B uccnegyemom obpasue v UMKAOM Havana
SKCMOHEHUMaNbHOTO yBenyeHusa dayopecueHTHoro curHana (noporosbiit umkn, Cycle threshold, Ct). Mpwu
npoBeAeHUM KOoMYeCcTBEHHOro Tecta, amnandukauma AHK m3 uccnesyembix 06pasLoB MNpoBoamTCA
ofHoOBpeMeHHO ¢ Kanmbpatopamm K1 complex n K2 complex — obpas,amm ¢ M3BECTHOM KOHLEHTpaLMeit
OHK-muweHeir. Mo pesynbTaTam amnanduKaumMm KanmbpaTopoB CTPOUTCA KanuMbpoBOYHAs /IMHMA, MO
KOTOPOI MpoUCXoauT onpeaeneHne KoHueHTpaumm JHK-muweHn B uccneayembix obpasuax.

KoHueHTpauma [OHK T. vaginalis npepctaBneHa abcontOTHbIM 3HayeHMEeM KoHueHTpauuin [OHK
MMUKPOOPraHNU3MOB, OTPAXKAKOLWMM KOJMYECTBO FTEHOMHbIX 3KBMBANEHTOB K/ETOK MUKPOOpPraHn3ama B 1 mn
6uonornyeckoro obpasua (M/mn).

Habop coaepKUT cMCTeMy 3aLUMTbl OT KOHTAMUHALMW aMMIMKOHAMM 33 CYET NPUMeHeHUAa dpepmeHTa
ypauun-AHK-rnnkosmnnasel  (YAF) u Tpudocdata paesokcuypuamHa. depment YOI pacnosHaeT wu
KaTanusmpyet paspyweHune ueneir [OHK, cogep)kawmx pesokcuypuamH, Ho He [AHK, cogepxkauei
OEe30KCUTUMUAMH. [Jle30KCMypuanH oTcyTcTByeT B NnpupoaHon [AHK, Ho Bceraa npucyTCTBYET B aMMNIMKOHAX,
MOCKO/NIbKY TpudocdaT Ae30KCMypuaMHa BXOOUT B cOCTaB cMecn gHTD B peareHTax gaa amnandukaumu.
[e30KcnypruanH genaet KOHTaMUHUPYIOWME aMNAMKOHbI BOCMPUUMYMBBIMU K PaspyLUEHMIO depMeHTOM

2 BKO-FL BxoguT B cocTaB Habopa peareHTOB, peKOMeHAoBaHHOro MpoussoauTenem Ana skcTpakuum OHK wn3
nccnegyemoro matepuana.
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YOI po Havyana amnanédukaumm OHK-muweHn, u, cnegoBaTenibHO, OHM He MOTYT ObiTb B Aa/ibHeNLIem
amnandULMpPoBaHbI.

depmeHT YOI TepmonabuneH u HaKTUBMpPYETCA Npu HarpesaHuu Bbiwe 50 °C 1 nosTomMy He paspyllaeT
aMM/IMKOHbI MULLIEHM, HapabaTbiBaemble B npouecce MLP.

Ha stane amnanduKaumm ogHOBpPeMEHHO B OAHON npobupke amnamduumpytotca ydactok OHK
T. vaginalis n nocnegoBaTenbHocTb BKO. Pe3synbTaThl amnaMduKaumm perucTpmpyrotca no 2 pasanyHbiM
KaHanam ¢ayopecueHTHOM aetekumm (cm. Tabauuy 3).

Tabnnua 3
CootsetcrBue [JHK-muweHen n KaHanos payopecueHTHON AeTEeKuun
KaHan ansa ¢pnyopodopa FAM R6G?
OHK-muweHb OHK T. vaginalis (3K3cﬂ's:|<Hir(ﬁoBKO)
Oacr annmsan il R

2.3. TMpocnexmBaemocTb 3HaueHuit Kannbpatopos K1 complex un K2 complex

M3mepeHne 3HaAYEHUN KOHUEHTpauum KanubpatopoB K1 complex u K2 complex npowussoautcs
OTHOCUTEe/NIbHO pabounx KanubpatopoB npousBoactBa OO0 «HeKkctbrno». KoHueHTpauuio paboumx
KannbpaToposB onpeaenstoT CTaHAAPTU3MPOBAHHOW METOAMKOW NPSMOro U3MEPEHUA KOHLUEHTpauuu
KOHTPO/IbHbIX 00pasuoB Ha OCHOBE TreHHO-MOAMDUUMPOBAHHbLIX KOHCTPYKUMMA C  MCNONb30BaHUEM
cnektpodpotomeTpa. KoapduumeHT Bapuaumm M3IMEPEHUN aTTECTOBAHHOIO 3HAYeHUsA KOHUEeHTpauui
KanunbpaTtopos K1 complex n K2 complex coctaBnser He 6onee 5% (c ypoBHEM 0BEPUTENBLHON BEPOATHOCTH
95%).

3. KOHTPO/J1b KAYECTBA

3.1. BHYTpeHHMWI1 KOHTPONb KauecTBa

3.1.1. OTpuuaTenbHbIN U NONIOXKUTENbHbIN KOHTPOJIN UCC/Ie0BaHUSA

[NA OUEHKM KayecTBa NOMy4aemblx Pe3y/abTaTOB Kakaaa rpynna sKcTparMpyembix 06pasLoB AONKHA
BKIOYATb OTPULATENbHbIA KOHTPO/IbHbIN obpasew, (OKO). Karkpaa wvHOMBMAyanbHaa noctaHosKa [MLP
AONXKHa BKAKOYATb OTPULATENbHbIA KOHTPOb (K-) 1 nonoxKuTenbHble KOHTpoau (Kannbpatopbl K1 complex
n K2 complex). PesynbTaTbl 415 KOHTPOJIEN AO/IXKHbI COOTBETCTBOBATL 3aZ4aHHbIM KPUTEPUAM BaULHOCTH,
YKa3aHHbIM B pasgene «MHTepnpeTtauma pesynbTatosy.

OTpuuaTenbHbI KOHTPObHBIN 06pasel, (OKO) TecTupyeTca, HauMHanA € 3Tana sKCTPaKLMK, U NO3BOAIAET
KOHTPO/IMPOBATb BO3MOXKHYIO KOHTAaMUHAUMIO ApyrMmu obpasuamu uamM amnaMkoHamu. B npobupke c
OTPULATENBHbIM KOHTPO/MEM He Ao/KHA petekTuposatbca AHK T. vaginalis. B cnyvyae HecooTBeTcTBMA
pe3ynbTaTta, MONYYEHHOTO A/A  KOHTPONbHOrO 006pasua, 3af4aHHbIM  KPUTEPUAM  Ba/MAHOCTY,
NONIOXKUTE/IbHbIE pe3ynbTaTbl ANA uUccaedyemblx 06pa3L0B B MOCTAaHOBKE CYMTAOTCA HEAOCTOBEPHbIMYU,
HeobxoAMMO NPeAnpUHATL MepPbl NO BbIABAEHWUIO U INKBUAALMU UCTOYHMKA KOHTaMMHAUMKU U MOBTOPUTb
nccnefoBaHue Bcex ncciesyembix 06pasLos, B KoTopbix 06HapykeHa AHK T. vaginalis, n KoHTpona, HaunHan
C 3Tana 3KCTPaKLUMu.

3 fletekuma curHana ana dayopodopa R6G ocyllecTBAAETCA NO KaHany AeTeKuun Ana aHanormuHbix dayopodopos HEX,
JOE, Yellow, VIC.
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OTpuuaTenbHbI KOHTPObHbLIV 0bpasel, (K-) TecTupyeTca, HauMHanA ¢ 3Tana amnanduKauum, u No3soasAeT
KOHTPO/IMPOBAaTb BO3MOXKHYIO KOHTAMMHALMIO ApYyrMMM 06pasuamu mam amnankoHamu. B npobupke c
OTPULATENBHbIM KOHTPOMEM He Ao/mKHa getekTuposatbea AHK T. vaginalis. B cnyyae HecooTBeTcTBUA
pe3ynbTata, MOJYYEHHOrO AN8  KOHTPO/IbHOrO 06pasua, 33afaHHbIM - KpUTEPUMAM  BanMAHOCTH,
MONIOXKUTENbHbIE PEe3yAbTaTbl ANA Uccaefyemblx 06pa3LLOB B NOCTAHOBKE CYMTAOTCA HELOCTOBEPHbIMM,
HeobxoAMMO NPeAnpUHATL Mepbl NO BbIABAEHUIO U JIMKBUAALMU UCTOYHUKA KOHTaMUHAUMKU U MOBTOPUTb
nccnefoBaHue Bcex nccneayemoix 0b6pasLos, B KoTopbix 06HapyrkeHa JHK T. vaginalis n KOHTpONA, HaYMHaA
C 3Tana amnanduKaumm.

B KauecTBe NOM0XKMUTENBHOIO KOHTPOIA MCNONb3YIoTCA peareHTbl K1 complex n K2 complex, Bxogsiwme B
cocTaB Habopa. B cnydyae HecOOTBETCTBMA Pe3yNbTAaTOB A/ MOMOMUTENbHbIX KOHTPOJEeW 3adaHHbIM
KpUTEPMAM BaNMAHOCTM, pe3ynbTaTthl A1A BCex 0b6pa3uoB B NOCTAaHOBKE CUMTAIOTCA HEAOCTOBEPHbIMM,
TpebyeTcA NOBTOPUTL UCCea0BaHME BCEX UCCeAyeMbIX 0BPa3LoB U KOHTPOIEN, HauMHas ¢ aTana MLUP.

3.1.2. AHanus Kanmbposku

KonnuyectBeHHaa oueHKa KoHueHTpauum AHK T. vaginalis B uccnegyembix obpasuax nposBoauTca
OTHOCUTE/IbHO KOJIMYECTBEHHO OXapaKTepPM30BaHHbIX KaAnMbpoBoUHbIX 06pasyoB K1 complex n K2 complex.
UccnepoBaHne KanmbposouHbix ob6pasyoB K1 complex u K2 complex npoBoautca napannenbHo ¢
nccnefoBaHnem obpasuos, HaumHaa c atana [LUP. OnpepeneHne KoHueHTpauum OHK npoussoamtca B
COOTBETCTBUM C 334aHHbIMM 3HAYEHUAMU KOHLEHTPaAUUW KannbpoBOuYHbIX o06pa3uos K1 complex wu
K2 complex “ nonyyeHHbIMU 3HaAYeHUAMU MoporoBoro uukaa (Ct) ana KannmbpoBouHbIX 06pasuLoB
K1 complex n K2 complex 1 uccnegyembix 06pasuoB. I¢HeKTUBHOCTb KaiMbpPOBKM A01XKHA YKAaAbIBaTbCA B
3a4aHHbIN aMana3oH. Ecan addeKTMBHOCTL KanuMbpoBKM BbIXOAUT 3a Npedenbl FPaHUYHbIX 3HAYeHUM,
HeobxoaMmo NOBTOPUTL UccneadoBaHuMe ¢ aTana MLUP.

3.1.3. KoHTponb uHrmbuposaHusa 1 Kauectsa 3abopa marepmana

[Ona KOHTpONA Bcex 3TanoB MccnenoBaHuA, 3GPeKTMBHOCTU 3KcTpakuum OHK n oueHKn BAMAHMUA
nHrnbutopos MLP npeaycmoTpeHo ucnonb3oBaHuWe 3K3oreHHoro BKO (peareHT BKO-FL), KoTopbit
[ob6aBnseTca B KarKAabl Mccnegyemblii M OTpULATENIbHBIA KOHTPObHbIA 06pasel, Ha 3Tane 3KCTPaKLMW.
Pesynbtatbl uccneposaHma BKO [onXHbl COOTBETCTBOBATb 33aJaHHbIM KPUTEpUAM BaaWAHOCTU ANA
NONOXUTENbHBIX  W© oTpuLaTeNbHbIX  MCCneayemMblx — 06pasLoB,  YKasaHHbIM B pasgene
«MHTepnpeTauma pesynbtatoB». Ecan B uccneayembix obpasuax He obHapykeHa OHK BKO, To pe3ynbTaTthl
nccneaoBaHNA AaHHbIX 06pa3L0B CYMTAOTCA HEAOCTOBEPHBIMU, TPebyeTcs NOBTOPUTL MX aHANN3, HAUMHAsA
C 3Tana 3KCTpaKumu.

3.1.4. MOHUTOPUHT NabopPaTOPUMN HA HAAMUME KOHTaMUHaLUN

PekomeHayeTca pa3 B Mecsl, NPOBOAUTb MOHUTOPUHT 1abopaTopMM Ha KOHTaMMHALMIO NMPOAYKTaMM
amnandukaumm, uccregyembiMm 06pasLamM, MONOKUTENbHBIMW KOHTPOJIbHbIMK 0bpasuamu. OueHKa
HaNMuMA/OTCYTCTBUA KOHTaMMHALMM NPOBOAMTCA NyTEeM WMCCNEAO0BaHMA CMbIBOB C Pa3/iMyHbIX OOBHEKTOB:
NUNeToK, pabouymx noBepxHocTen nabopaTtopHoin mebenn, 06opyL0BaAHUA U NOBEPXHOCTEN MOMELLEHWUN.
B3ATMe 1 uccnenoBaHMe CMbIBOB C/ieAyeT NPOBOANTb COMaCcHO npoueaype, onvcaHHon B MY 1.3.2569-09
«OpraHmsauna paboTtbl 1abopaTopuit, MCNONL3YIOWMX METOAbI aMNIUPUKaALMU HYKNEUHOBBIX KUCAOT Npu
paboTe c mMaTepuasom, CoAepPKAWUM MUKpoopraHmamsbl I-IV rpynn natoreHHocTM». MNpu obHapyxReHUn
KOHTaMMHaUUK Heobxoammo nposect 06paboTKy nabopatopun MoWUMU U Ae3UHOUMLMPYIOWUMU
pacTBOpamMM COrNacHO YKasaHuAMm, onucaHHbim B MY 1.3.2569-09. Takxke pana npenotspaweHma
KOHTaMMHauMmM nabopatopum MAM B KayecTBe Mep Mo AEKOHTaMMHauuMu paboumx 30H pekomeHayeTcA
MCNo/ab30BaTb PACTBOP ANA AE3aKTUBALUM HYKNEUHOBBIX KMCNOT, Hanpumep, «Onuratop» Npou3BOACTBA
00O «Hekctbno», Poccus.
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3.2. PeKomeHAyemble KOHTPOJibHble maTepuanbl

B KauecTBe KOHTPOJIbHbIX MATEpPManoB A48 NPOBEPKMU 3anBNAEHHbIX QYHKLMOHANbHbIX XapaKTEPUCTUK
Habopa mMoryT 6bITb MCMO/Ib30BaHbl 3aPErMCTPUPOBAHHBIE Ha TeppuTopun Poccuiickoit Pepepaummn naHenm
KOHTPONbHbIX 00pasLoB, NpegHasHayYeHHble ANA NPOBEAEHMA BHYTPEHHEro M BHELWHEro KOHTponew
KauyecTBa flabopaTopHbIX nccnegoBaHmii no obHapykenuto OHK T. vaginalis.

4. OTPAHUYEHUA METOOUKU UCCNNEAOBAHUA

4.1. Habop npumeHAeTCA TONbKO ANA ANATHOCTUKM in vitro.

4.2. Habop npegHasHauyeH gna paboTbl TONbKO C UCCAEAyeMbIM MaTepuasom, yKasaHHbIM B pasgesne
«HasHauyeHuMe». UccnegoBaHue ApyrMx BUAOB BUONOTMUYECKOrOo maTepmnana MOXKET NPUBECTU K NOYUYEHUIO
HeZL0CTOBEPHbIX PE3Y/IbTaTOB.

4.3. TlonyyeHue [OOCTOBEPHbIX pe3ynbTatoB obecneumsBaeTrca  BbiNoAHeHMeM  TpeboBaHWi,
npeabaABASeMbIX K B3ATUIO, TPaAHCMOPTUPOBAHMIO, XPaHEHWUI0 M MNoAroToBKe 06pasuoB MCCAeayemoro
maTepuana (cm. pasgen «Mccnegyemblii matepuan»).

4.4. C nomoubto Habopa Bo3morkHO MMLUP-uccnegosaHme Tonbko npob AHK, akcTparmpoBaHHbIX U3
nccneoyemoro matepuasia COBMECTHO C  BHYTPEHHMM  KOHTPOAbHbIM obpasuom — BKOFL. bes
ncnonb3oBaHuA BKO FL HEBO3MOKHO NpOBECTM OLEHKY BaANAHOCTU NOCTaHOBKMW.

4.5. Habop npeaHasHayeH ana npodeccuoHanbHOro npumeHeHus. Habop AonXeH UCNo/ib30BaTbCA
TONbKO KBanUpUUMPOBaAHHbIM, OBydYeHHbIM (B 06/1aCTU KAMHMYECKON NabopaTopHOW AMarHOCTUKM)
NepcoHanom (Bpauu KAMHUYECKOW NabopaTtopum M mMeauUMHCKME NabopaTopHblie TeXHUKM, 0bydyeHHble
MOJIEKYNAPHbIM BUONOrMYECKUM METOANKAM).

4.6. MNpu paboTe c Habopom cnegyeT UCNOIb30BaTb TOILKO aMMIMPUKATOPbI C CUCTEMON AETEKUUM
$byopecLLeHTHOrO CUTHaNa, XapaKTEPUCTUKIM KOTOPbIX YA0BAETBOPAIOT TPEOOBAHMAM, YKa3aHHbIM B pasaene
«dononHutenbHoe o6opyaoBaHMe U MaTepUanbi».

5. MEPbI NPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa fo/kHa NpoBOAUTLCA B Nabopatopun, BbINOAHAOWENA MONEKYAAPHO-OMONOrMYeckue
(MLP) nccneposaHma 61osorMyeckoro matepuana Ha Haimumne Bo3byautenelt HGEKLMOHHbIX BonesHei, ¢
cobnoaeHnem caHuTapHo-anugemuonoruyeckmx npasun CM 1.3.2322-08 «BesonacHocTb paboTbl ¢
MMKpoopraHnamamm -V rpynn natoreHHOCTM (ONacHOCTU) M BO3OYyAMTENs MU NapasuTapHbIX BonesHen»,
CaHlNuH 2.1.3684-21 «CaHuUTapHO-aNugeMmnonornyeckme TpeboBaHUA K COAEPrKaHUID TeppuTopuit
rOpoACKUX U CENbCKUX NOCENEHU, K BOAHBIM O0ObeKTaM, NMUTbLEBOM BOAE U MUTLEBOMY BOAOCHABKEHWIO,
aTMochepHOMYy  BO3ZyXy, MO4YBaM, KWAbIM  MOMELLEHMAM, 3IKCNAyaTauMm  MNPOU3BOACTBEHHbIX,
OOLLECTBEHHbIX MOMELLEHUN, OpraHM3auMM W  NPOBEAEHUID  CAHUTAPHO-MPOTUBOINUAEMUYECKMX
(npodunakTUUeckMx) MeponpuUATUAY U METoAMYECKUX yKasaHui MY 1.3.2569-09 «OpraHuszauua paboTsbl
nabopatopuii, UCNONb3YIOWMX MEeToAbl aMNIMUKALMM HYKIEUHOBBIX KMCIOT Npu paboTe ¢ maTepuasiom,
cogeprkalmm MUKpoopraHmamel |-V rpynn natoreHHOCTU».

5.2. Tlpu paboTe HeoHX0AMMO BCeraa BbINOAHATL cieaytowme TpeboBaHMA:

- MpumeHATb Habop CTPOro NO Ha3HaYeHWUIo B COOTBETCTBUM C AaHHOMN UHCTPyKUMen. OTKAOHEeHUe oT
NPONUCaHHbIX NpoLeayp M NOPAAKa AEUCTBUA MOXKET NPUBECTMU K NONYYEHWNIO HEAOCTOBEPHbIX Pe3yAbTaTos
aHanusa.
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- JlabopaTopHbIli npouecc [oMKeH ObiTb OAHOHaNpPaBAeHHbIM. AHanW3 ciegyetr NPOBOAMTL B
OTAEeNbHbIX MomelleHMax (3oHax) B cootBetctBMM ¢ MY 1.3.2569-09. He Bo3Bpawartb 06pasupl,
obopyaoBaHMe 1 peareHTbl B 30HY, B KOTOpoW Bblna NpoBeaeHa Npeaplaylias crtagma npouecca.

- PaccmatpumBaTtbh uccnegyemble 06pasubl Kak MHPEKUMOHHO-ONAcHble, OpraHW3oBbIBaTb PaboTy u
XpaHeHue B cooTBeTcTBUM ¢ Cl 1.3.2322-08.

- YbupaTb U Ae3nHOUUMPOBATL pPas3nTble 06pasubl MAK peareHTbl, UCNONb3yA Ae3nHOULMpYyoLne
cpeacTsa B cootBetcTBmm ¢ CIM 1.3.2322-08.

- YpanAtb HEeMCnosb30BaHHbIe peareHTbl, peareHTbl C WUCTeKWMM CPOKOM TOAHOCTHU, a TaKXkKe
MCNONb30BaHHbIE peareHThl, yﬂaKOBKy4, b6uonormyeckni N\aTepmanS, BK/1KO4aA matepuanbl, UHCTPYMEHTbI U
npegmeTtbl, 3arpA3HeHHblE 61oN0rMYeckum MaTepumanom, B COOTBETCTBUMU C Tp66OBaHMﬂMM
CaHluH 2.1.3684-21.

BHUMAHMUE! Mpu yaaneHun oTxodoB nociae amnandukaumm (Npobupok, cogepskawmx npoayKtsl MLP)
HeAoMNyCTUMO OTKPbIBAaHWE NPOBUPOK M Pa3bpbI3rMBaHUE COAEPHKMMOTO, MOCKO/IbKY 3TO MOXKET NPUBECTU K
KOHTamMMHauuu npoayktamu MLP nabopaTopHO 30HbI, 060PYAOBAHUA U peareHTos.

- WUcnonb3oBaTb U MEHATb NPU KaKAol onepauumn oAHOPa30Bble HAKOHEYHUKU AN aBTOMATUYECKUX
[03aTopoB ¢ PpuabTpom. OgHOPA30BYO NIACTUKOBYIO nocydy (NpobupKWM, HAKOHEYHWMKKM) HeobxoaAnmo
cbpacbiBaTb B CNELMA/IbHbINA KOHTEMHEP, COAEPKALWMIA Ae3nHOMUMpPYIOLLEe CPeaCTBO, KOTOPOE MOXKET ObITb
NCMNO/Ib30BaHO A/1A 06e33aparknBaHUA MeaNLUMHCKUMX OTXOA0B.

- Habop npegHa3HayeH A4 OAHOKPATHOrO npumeHeHus Ana nposegeHua [MLUP-uccnegoBaHus
YKa3aHHOro KonmyecTtsa 06pasuoBs (cm. pasgen « Dopmbl BbIMyCKa, COCTaB M KOMM/IEKTHOCTbY).

- K pabote ¢ Habopom AonycKaeTcs TO/bKO NepPCcoHas, 0by4YeHHbIM MeTogam MOJIEKY/IAPHOM ANArHOCTUKU
M NpaBuaam paboTbl B KIMHUKO-AMArHOCTUYECKOW 1abopaTopun B yCTaHOB/IEHHOM NopsaaKe (B COOTBETCTBUM C
TpeboBaHuamu CIM 1.3.2322-08).

- He wucnonb3osatb Ha6op, €C/IN HapyweHa BHYTPEeHHAA ynakKoBKa WU BHELLHUN BUO, peareHta He
COOTBETCTBYET ONNCAHULIO.

- He ncnonb3osaTtb Habop, ecan He cobAOAANUCH YCAOBUA TPAHCMOPTUPOBAHMA U XPaHEHUA COTNACcHO
WNHCTPYKLMMW.

- He cmelumnBaTb peareHTbl pasHbIX CEpUA.
- He ucnonb3oBaTb Habop NO UCTEYEHUM CPOKA FOAHOCTH.

- Wcnonb3oBaTb 04HOPA30Bble HEONYAPEHHbIE NEpPYaTKK, NabopaTopHble XanaThbl, 3alMLLATL [1a3a BO
Bpems paboTbl c 06pasu.aMm U peareHTamu. TLaTeNbHO BbIMbITb PYKM NO OKOHYaHMM paboTbl. Bece onepauumn
NPOBOAATCA TONbKO B NEpUYaTKax 418 UCK/IOUYEHNA KOHTAKTa C OpraHM3MOM YesioBeKa.

- He ecTb, He NUTb U He KypuUTb B NpOLECCe UCNONb30BaHMA Habopa. M36eraTb KOHTaKTa peareHToB C
KOXeMl, rna3samu un camsucton obosioukon. He rnotatsb.

- an KOHTaKTeé HemensieHHO MPOMbITb NMOpa*XeHHOe MeCTO 60NbWNM KONINYECTBOM BO4OblI U npun
n10XOmMm CamMo4yBCTBUU O6paTMTbCFI 3a Me,EI,VILI,I/IHCKOﬁ NOMOLUbHO. I'Ile nonagaHnMnM BHYTPb, PBOTY HeE
BbI3blBATb, MPOMOJIOCKATb POT BOAOIZ, O6paTV|TbC'r'I K Bpayy npu na1oxXom Camo4vysCTBUN.

5.3. an Mcnoaib3oBaHUn no Ha3Ha4YeHUo n CO6I'II-0,EI,€HMM BbllenepeyncneHHbIX mep
npeaoCTopoOXKHOCTH Ha6op 6e3onaceH. PeareHTbl Ha6opa coaepKat HaTpuAa asng B KOHUEHTPaUnn He 6onee

0,1 % v cOOTBETCTBEHHO He KﬂaCCVId)MLLVIDYI-OTCFl KaK OonacHble N He Tp86yIOT COGI’II’O,D,EHVIFI cneunanbHbIX Mep
npegocTopoXKHOCTH.

4 Hemcnonb3oBaHHbIE peareHTbl, peareHTbl C UCTEKLMM CPOKOM FOAHOCTM, UCMO/b30BAHHbIE PEAreHTbl, YNaKoBKa
OTHOCATCA K KN1acCy ONAacHOCTU MeANUMHCKUX oTxoa08 .

5> BUONOrMYECKMIA MaTepuan, BKIKOYaA MHCTPYMEHTLI M NPeaMETbl, 3arpA3HEHHbIE MATEPUaNoM, OTHOCATCA K Knaccy
0NacHOCTN MeAULIMHCKMX 0TX0A08B b.
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5.4. Cneunduryeckune Bos3aenctemsa Habopa Ha opraHM3mM YenoBeKa:

- KaHueporeHHbIt adpPeKT oTCyTCTBYET.
- MyTareHHoe gelicTeme oTCyTCTBYET.

- PenpoayKktnBHaa TOKCMYHOCTb OTCYTCTBYET.

6. AONO/THUTE/NIbHOE OBOPYAOBAHUE U MATEPUAbI

6.1. Bs3aTue uccnegyemoro matepuana

6.1.1. TpaHcnOpTHAaA cpefa A1A B3ATUA, TPAHCNOPTMPOBAHMA N XpaHEHNA BUONOrMYECKOro maTepuana
(oTaensemoro cansmncTbix 060/104EK YPOreHUTabHOIO TPaKTa), coaepxallan bypepHo-coeBon pacTBop ¢
MYKO/IUTUKOM, KOHCEPBAHTOM W cTabunamsatopom (Hanpumep, «TpaHCMOPTHaA cpefa C MYKOJUTUKOM
«Amnaunlpainm TCM», PY Ne ®CP 2012/14205 nau apyras, 3apernctpuposaHHasn 8 PO).

6.1.2. 30HA, p4nAa B3ATMA OMONOrMYECKOro maTepuana C MOBEPXHOCTU CAMBUCTbIX 060JsI04YeK
YpOreHWUTaNbHOro TPaKTa (Bnaranuvila, LEepBMKaNbHOrO KaHana, YpeTpbl) OOHOKPATHOrO MNPUMEHEHWUS,
CTepPWUNbHbINA, U3TOTOB/IEHHBI M3 NONMPONMAEHA, COCTOALLMI U3 TON0BKM (paboyas 4acTb) M pydku. Pabouas
YacTb 30H43 MOKET OT/IaMbIBaTbCA MO MMEIOLLENCA HaceuKe.

6.1.3. EMKOCTb AN8 B3ATUA, TPAHCMOPTUPOBKU U XPaHEHUA MOYM, CEKpeTa NpeacTaTeslbHOW Xenesbl
(obbemom go 150 mn) OAHOKPATHOrO MPUMEHEHWA, CTEPUNbHasA, C 3aBUHYMBAIOLLENCA WAU MNOTHO
3alLEe/IKMBAIOLLLENCA KPbIWKOW, N3rOTOBAEHHAA U3 NOANMNPONUAEHA.

6.2. lpepBaputenbHaa NOAroToBKa uccaeayemoro matepmana

6.2.1. MpeaBaputenbHas 06paboTka moun

6.2.1.1. TpaHcnopTHasA cpeaa AN B3ATUA, TPAHCNOPTUPOBAHMA U XpPaHeHUs BMosornyeckoro matepmana,
cogeprkallan KoHcepBaHT, uan dusmnonornyeckuii pacteop (0,9 % pactBop HaTpPUS XJ0pMaa) CTEPUIbHDBIN,
WAN BaKyyMHble NpobupKku ansa 3abopa mouu.

6.2.1.2. MuKpoueHTpUdYyKHble 04HOPA30BbIE NOIMMNPONKIEHOBbIE NJ0THO 3aKpbiBatowWwMeca NPobupKu
obbemom 1,5 mn.

6.2.1.3. OgHOpPa3oBble HAKOHEYHMKWN 15 [03aTOPOB NepemMeHHoro obvema c dpuabTpom 4o 1000 mKA.
6.2.1.4. OgHOpPa30Bble HAKOHEYHMKWN 18 [033aTOPOB NepemMeHHOro obvema 6e3 punbtpa Ao 200 mKA.
6.2.1.5. lWTatmBebl Ana npobupok ob6bemom 1,5 mn.

6.2.1.6. MuKkpoueHTpudyra ana npobupok tmna «dnneHaopd» obbemom 1,5 mn c ycKopeHuem He
meHee 10 000 g.

6.2.1.7. BakyymHbIli oTcacbiBaTeNb MEAULMHCKUIN C KONBOM-N0BYLWIKOW ANA yAaneHns Haaocafo4HOoM
KUOKOCTH.

6.2.1.8. Boprekc.

6.2.1.9. ABTOMaTM4eCcKuit o3aTop nepemeHHoro ob6bema Ha 1000 mKn.

6.3. 3Kcrpakuyma HK u3s nccnegyembix obpasuos

6.3.1. Habop peareHTOB Ana 3KcTpakuum [AHK, 3apeructpupoBaHHbit B PO 1 cooTBeTCTBYHOLMIA
cnepytowmm TpeboBaHUAM:

- Ha6op nossosAaeT sblgenatb AHK uns 6uonormyeckoro maTepuana (omenﬂemoe C/IN3UCTbIX 06oN0YEK
YPOreHUTanbHOro TpakKTa (OTAEI'IFIGMOG CAN3UCTOM 060/104KM Bnaraauvula, COCKOD 3nuTenna co CAN3UCTOM
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060/104KM LEPBMKANbHOTO KaHafia, COCKOO 3nNUTeNMs Co CAM3UCTOM 060JIOYKM YpeTpbl), mMova, Cekper
npeacraTesibHOM Kefesbl) 414 NocneayoWwero nccne4oBaHMa METOA0M NOAMMEPA3HON LEMNHOM peaKkLuuu;

Habop He OTHOCKTCA K 3KCNpecc-meToaam aKcTpakumm OHK;

- Habop no3BonseT uccnenoBatb 0bpasupbl 06bemom He meHee 100 MKn;

- cocTaB Habopa BK/t0MaEeT BHYTPEHHUI KOHTPO/IbHbIN 0bpasel;

- Habop No3BO/IAET NPOBOAUTb 31tOLMIO0 oumLLeHHoN JHK B 06beme He meHee 100 mKn.

B xo4e npoBeAeHMA KNMHUYECKUX UCMbITaHMI Baanpaumnto npowen Habop peareHToB «MarHollpaim
®ACT» (PY Ne P3H 2019/8043).

6.3.2. lononHUTeNbHbIE MaTepUanbl U 060pyaoBaHUE, HeobxoanMsble ana akcTpakumm AHK, — cornacHo
WMHCTPYKLMM K Habopy peareHTOB aaa akcTpakumm OHK.

6.4. AmnanduKauma, geTekuma NPoAyYKTOB amnanduKaumum, aHaaus u UHTepnpertaums
pe3ynbTaToB

6.4.1. OgHopa3oBble NoAnnponuaeHoBble NPobupkn, ceoboaHble ot AHKas, cneayowmx Bnaos (npu
MCNosb30BaHUKN GOPMbI BbiMyCKa 2):

- 3aBUHYUMBalOWMeECA I'IpO6MpKM N KPbIWKN K HUM NN NNOTHO 3aKpbiBatowmeca I'IpO6MpKM obbemom
1,5 mn - gna npurotTosneHnA peaKLLMOHHOVI CMeECH,

- TOHKOCTeHHble npobupku ana NMUP o6bemom 0,2 M/ € BbINMYKION U NIOCKON ONTUYECKU MPO3PadYHOM
KPbILWKOM UK NPobUpKn o6bemom 0,2 M1 B CTpMMax no 8 WT. C NPo3payHbIMM KpbllKamm — A1 NpoBeaeHun
MLUP npu ncnonbzoBaHUM Npnbopa NAaHLWeTHOro TMNa;

- TOHKOCTeHHble npobupku ana MNLUP ob6bemom 0,2 M C NAOCKOM KpbIWKOM nan npobupkm ana MLP
ob6bemom 0,1 mn B cTpunax no 4 Wr. ¢ KpblWwWKammn — ana nposegenunsa MNUP npu ncnonbsosaHmm npubopa
POTOPHOro TMNa.

6.4.2. OgHOopa3oBble HAaKOHeYHMKK, cBoboaHble oT [HKa3, ana posatopos nepemeHHoro obbvema ¢
dunbTpom o1 100 go 1000 mKA.

6.4.3. lTatTnebl ana npobupok obvemom 0,2 mn mam 0,1 mn (B COOTBETCTBMM C WUCNONAb3YEMbIMU
npobupkamu gas MLP).

6.4.4. Bokc abakTepunanbHoi Bo3ayLwHoM cpeapl (MLUP-60Kc).
6.4.5. LleHTpudyra-BopTeKc.
6.4.6. ABTOMaTU4YeCKMe 403aTopPbl NepemMeHHoro oobema.

6.4.7. CTaHumMa aBTOMATU4YECKaA C moaynem onAa NpuUrotTossieHMA U paCKankn peaKLMOHHbIX cmecen u
KOMMNNEKT pPacxXoAHbIX mMaTepunanoB K Hel cornacHo UHCTpYKumKn MNpounssoautensa, - nNpu UCnoab3OBaHUM
d)OprI BblMyCKa 2B Ccalydae npurotosneHuA peaKLl,I/IOHHOﬁ CMECH C MCNONb30BaHMEM aBTOMATMUYECKOM
CTaHUwun.

6.4.8. Mporpammupyemblii aMnANPUKATOP C CUCTEMOM AeTeKLMM GAyopecLEeHTHOro CUrHaNa B pexxume
«peanbHOro BpeMeHu» poTopHoro Tmuna (Hanpumep, Rotor-Gene Q), "M60 NaaHWeETHOro TMNa (Hanpumep,
QuantStudio 5, uam C1000 Touch B Komnnekte c moaynem CFX96), 3apeructpupoBaHHble B PO u
COOTBETCTBYHOLLME Cneayrolmm TpeboBaHUAM:

- Ha/MyMe He3aBUCMMbIX KaHasoB dsiyopecueHTHoON aetekuun ana ¢ayopodopos FAM u R6G co
CneayowmmMmmn XxapakTepucTMKamm:

Pemc%%gr_cugls? I%%Q%’b%%ppaaﬂamope 12
www.nevacert.ru | info@nevacert.ru



Tabnunua 4
Tpebyemblie XapaKTepUCTUKKN KaHaNoB ¢lyopecLeHTHOM AeTeKkuum

[ANUHbI BONH, HM

KaHan ana ¢nyopodopa Bo36y:xaeHus JeTteKkuun
MuHumym Makcumym MuHnmym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580

- 4na nprMbopoB NAAHLWETHONO TUMA HaIMYME NOAOIrPEBAEMON KPbILWKK € TemnepaTtypoi 6onee 100°C;
- TOYHOCTb NogaeprkaHna Temnepatypol < 0,4 °C;
- CKOpOCTb Harpesa He meHee 2 °C/cek;

- CKOPOCTb OXnaxaeHuns He meHee 1 °C/cek.
6.4.9.XonoannbHuK ot 2 Ao 8 °C.
6.4.10.0TaenbHbIN XanaT, Wanoyku, obyBb U 04HOPA30BbIE NepyaTKM B cooTeTcTBMM ¢ MY 1.3.2569-09.

6.4.11.EmKoCTb ans cbpoca HAaKOHEYHMKOB.

7. UCCNEAYEMbIA MATEPUAN

MaTepunanom ana nccnepoBaHUA CAYKUT

- COCKOBHbIN maTepuran UAu oTaensemoe CAN3UCTbIX 060104YEK YPOreHUTaNbHOro TpakTta (oTaenaemoe
CN3NCTOM 060MI0MKM BRarasnlLia, COCKOb 3NUTENNA CO CAU3UCTON 0DONOYKU LEpPBUMKANbHOTO KaHana u
COCKOB anuTenma co cAn3ncTol 060104KKN YPeTpbl);

- Moua;
- CEeKpeT npeacTaTe/ibHOM Kenesbl.

B3ATWe, TPaHCMOPTMPOBAHME W XpaHeHWe wuccaeayemoro 6MoorMYeckoro Mmatepuana caepyet
NPOBOAWTL B COOTBETCTBUM C HUMKEMNEPeYUCNEeHHbIMU TpeboBaHWAMM, HECOBAIAEHNE KOTOPbIX MOMKET
NPMBECTM K NOAYYEHWUIO HEKOPPEKTHBIX PE3y/IbTaTOB UCCNEL0BAHMA.

7.1. MasKu co cam3mncToii 060n104KHK BRaranmwa

B3ATMe maTepuana npoBecTM M3 3aAHe6OKOBOro CBOAa BAaraiMila C MNOMOLLbIO CTEPUbHOTO
04HOPA30BOro 30HAA-TAMMOHA WM YHUBEPCANbHOrO 30HZA B NPOOMPKY C TPAHCMOPTHOM cpeaow C
MYKO/IMTUKOM B COOTBETCTBMM MHCTPYKLUMEN NO MPUMEHEeHMI0 30HAa. Heo6Xx0AMMO MaKCMMaabHO NOHO
cobpatb oTaensemoe. Pabouyylo MNOBEPXHOCTb 30HAA MOMECTUTb B TPAHCMOPTHYK cpedy, obiomas
NIACTUKOBYIO OCHOBY. [lOMYCTUMO MUHUMAJIbHOE NMPUCYTCTBME NPUMECEN B BUAE C/IM3UN U KPOBM.

BHUMAHMUE! Bo nsbexaHne KOHTaMUHaLMK, HENb3A 06pe3aTh 30HA, HOXHULAMMK !

BUONOTMYECKMIA MaTepuan, NMOMELLEHHbIA B TPAHCMOPTHYIO cpeady, XPaHUMTb M TPaHCMOPTMPOBATb
COrNacHo c/ieayrowmm TpeboBaHNAM:

- NpuW KOMHaTHoM Temnepatype (8o 25 °C) — B TeueHue 45 aHel;

- npu Ttemnepatype oT 2 Ao 8 °C — B TeueHue 4 mecAueB;

- npu TemnepaType oT MUHyC 24 fo muHyc 16 °C — B TedyeHue 1 roaa;
- Npu TemnepaType He Bbile MUHYC 68 °C — AANTeNbHO;
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NMBO COrNacHoO MHCTPYKLMM K UCMO/b3YeMOM TPaHCMOPTHOM cpeae.

JonycKkaeTca nnwb O4HOKPaTHOE 3aMOpaXKMBaHMe-OTTanBaHne maTtepuana.

7.2. Cockob6bl anuTenusa co canM3ncTon 060104KU LLepBUKANbHOTO KaHana

I'Iepe,u, nonyyeHnem martepuana C/inm3b U otgenaemoe Bnarasimila C NnoOBepxHOCTH LeNKM MaTKK yYOanunTb
CTepuUibHbIM Map/sieBbiM TaMMOHOM.

B3ATMe maTepuana NpoOBecTM M3 LEepPBMKANbHOrO KaHana C MOMOLbIO CTePWU/IbHOM OZHOPa30BOW
LLePBMKAbHOM LUTOLLETKM UM YHUBEPCAIBbHOIO 30HAA B NPOBMPKY C TPAHCMOPTHOM Ccpesoi B COOTBETCTBUM
C UHCTPYKLMEN No NpMMEHEHMIO umToLleTkM / 30Haa. Mpu MCNoNb30BaHUKN YHUBEPCAbHOMO 30HAa 06bem
COCKOBHOro otaensemoro byaer meHblue. [ONycTMMO MWHMMANbHOE NPUCYTCTBUE MpPUMeECEN B BuAe
LLEPBMKANbHOM CIN3M U KPOBM.

Buonorvyeckuii maTepuas, NOMELLEHHbIM B TPAHCMOPTHYIO Cpeay, XPaHUTb U TPaHCNOPTUPOBATb
cornacHo cneayrowmnm TpeboBaHUsM:

- NpwW KOMHaTHoM Temnepatype (8o 25 °C) — B TeueHue 45 gHel;

- npu Temnepatype ot 2 8o 8 °C — B TeueHue 4 mecALEB;

npu TemnepaType oT MUHYC 24 a0 muHyc 16 °C — B TeueHue 1 roaa;
- Npu TemnepaType He Bbilwe MUHyC 68 °C — onTeNbHO;
nMb0o COrNacHo MHCTPYKLMKM K MCMONb3yEMOI TPAHCMOPTHOM cpeae.

JonyckaeTtca nnwb O4HOKpPaTHOE 3aMOpaXKMBaHMe-oTTanBaHne maTtepumana.

7.3. Cockobbl anuTenns co CAN3UCTO 060104KK ypeTpbl

B3ATve anuTennanbHoro cockoba M3 ypeTpbl MPOBOAMTbL C MOMOLLBIO CTEPUIBHOIO OAHOPA30BOrO
YHUBEPCANbHOro 30HAA B NPOBMPKY C TPAHCNOPTHOM Cpeaoi C MyKOIMTUKOM B COOTBETCTBUM MHCTPYKLMEN
no NPMMeHeHUIo 30HAa. JoNycTMMO MUHMMabHOE NPUCYTCTBUE NPUMECEN B BUAE CM3U U KPOBMU.

Buonorvyecknin matepuan, NOMELLEHHbIA B TPAHCMOPTHYIO cpeay, XPaHWUTb M TPAHCNOPTUMPOBATb
COracHO ceayoWwmnm TpeboBaHUAM:

npu KOMHaTHol Temnepatype (8o 25 °C) — B TeueHue 45 gHel;

npu Temnepatype ot 2 ao 8 °C — B TeyeHue 4 mecaues;

npu TemnepaTtype oT MUHYC 24 1o MnHyc 16 °C — B TeueHue 1 roaa;
- Npu TemnepaType He Bbile MUHYC 68 °C — AAnTeNbHO;
NMbOo COrNacHO MHCTPYKLMMU K MCMONb3YEMOI TPAHCMOPTHOM cpeae.

JonycKkaeTca nnwb OAHOKPaTHOE 3aMOpaXKMBaHMe-oTTanBaHne maTtepuana.

7.4. Moua
7.4.1.NopAapoK cbopa

eHWwuHbl g aHanusa oTOMPAlOT NepBylo MOPUMIO YTPEeHHeM Mouu B Koauyectse 15—-25 mn B
CneLmManbHyo eMKOCTb M3 NOANNPONUAeHa gns cbopa buonornyeckoro matepuana obvemom o 150 ma, ¢
33aBMHYMBAIOLLENCA MW NNOTHO 3aLLENKMBAOLLENCA KpblwKoi. COOp MOYM NMPOBECTM NOC/E TLLATENIbHOMO
TyasleTa HapyHbIX MNONOBbIX OpraHoB. KenaTenbHO 3aKNaAbiBaTb TAMMNOH BO Baranuvuie nepen cbopom
maTepuana gnsa npesynpexaeHna KOHTAaMUHaALMM MOYM OTAENAEMbIM M3 BRaraauwa. Takxke He cneayet
Npon3BoAUTb CHOP MOUM BO BPEMA MEHCTPYaLLUK.
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Y MY}XUMH NpU MOYEUCMYCKaHUN HEOHXO0AMMO 0CBOHOANTL HapyKHOE 0TBEPCTUE MOUYENCTYCKATEIbHOTO
KaHa/na, NOMIHOCTbIO OTTAHYB KOXKHYIO CKNaaKy. nsa aHanu3a oTbMpaloT nepsyto NOPLMIO YTPEHHE MOUK B
KonmyecTse 15 — 25 ma B cneuunanbHyo EMKOCTb M3 NosiMnponuieHa ans cbopa buonornyeckoro matepmana
obbemom Ao 150 mn, ¢ 3aBMHYMBALOLLENCA AN NAOTHO 3aLLENKMBAIOLLENCA KPbILLKOW.

B cnyyae ecnum c6op MoUM OCYLLLECTBAAETCA B EMKOCTb 6e3 peareHToB A1 KoHcepBaumm 1 ctabuamnsaumm,
[AOMyCKaeTca XpaHeHWe M TPaHCNoPTMPOBaHWe 06pasL,oB MOYM A0 NPOBeAeHNA NpesobpaboTku:

- NpW KOMHaTHOW TemnepaType — B TeYeHne 6 4acos;

- npu Temnepatype oT 2 4o 8 °C — B TeyeHue 1 cyToK;

npu TemnepaType oT MUHYC 24 a0 muHyc 16 °C — B TeueHune 1 Hegenu;
- Npu TeMnepaType He Bbilwe MUHYC 68 °C — oANTeNbHO.

Mpu ocywecTBneHMM cbopa MOUYM B EMKOCTb C TPAHCMOPTHOM CPeaoi UM peareHTaMu 4151 KOHCepBaLUK
M ctabunmsaumm, xpaHeHue o06pasLOB MoUYM A0 nNposBedeHUAa npeAobpaboTKM MNPOBOAUTL COracHO
WMHCTPYKLMM K UCNONb3YEMOIN eMKOCTU anaa cbopa.

[lonyckaeTcs Wb OAHOKPATHOE 3aMOpPaKMBaHWe-0TTanBaHMe maTepuana.

7.4.2. NpepBaputenbHasa o6paboTKa

®nakoH c moYyoi B36onTaTb. MepeHecT 1 MA MoYU, UCNOJb3YA HAKOHEYHUK C PUIBTPOM, B CTEPUIBHYIO
0AHOpPa30BYyto NPobUpKy obbemom 1,5 ma. UeHTpudyrmposatb 5 mun npm 10 000 g. Mpu Hanmumm 601bLLIOTO
KOAMYecTBa COMel pecycneHaMpoBaTb TOJIbKO BEPXHWM CAol ocagka coneit B obbeme 1 mn
$M3MONOrMYEcKoro pacTBopa CTePUNbHOTO MW TPAHCMOPTHOW cpeabl M 3aTeM CHOBa KOHUEHTPUPOBATb.
Mcnonb3ya BaKyyMHbI OTcacbiBaTe/lb C KOJI6OM-M0BYLUKOM, NOJMIHOCTbIO YAANUTb CynepHaTaHT, UCMONb3ys
ONA Kaxaoro obpasla oTaenbHbI HaKOHeYHUK 6e3 ¢duabTpa, He 3axBaTbiBas o0cadok. K ocaaky nobasutb
200 MK $M3NONOrMYECKOTo PacTBOpa CTEPUALHOIO WAW TPAHCMOPTHYIO cpedy B ob6beme, yKasaHHOM B
MHCTPYKLMMK NO ee NpumMeHeHuto. TwaTenbHO nepemellaTbh COAEPKMMOE Ha BOPTEKCE.

YcnoBua xpaHeHuAa npeaBapuTenbHo 06paboTaHHbIX NPo6 MOYM aHaANOMMYHbl YCOBUAM XpaHEHUA
maTepuana fo npenobpaboTku.

7.5. CeKpert npeacraTtesibHOMN XKenesbl

Mepes nonyyYeHMEM CceKpeTa MNpeAacTaTeslbHOW Kenesbl T0/IOBKY MOA0OBOTO 4YneHa ob6bpaboTtaTb
CTEPU/IbHBIM BaTHbIM TamMnoHoM. CeKpeT NpocTaTbl 3abpaTh Noc/ie NPeaBapuUTENbHOr0 Macca)ka npocTaThl
yepes NPAMYH KMLIKY. Bpay NpoBOAMT MaccaK C HaAaBANMBAHMEM HECKOIbKMMU IHEPTUYHBIMU ABUNKEHUAMM
OT OCHOBaHUA K BepxyluKe. ocse OKOHYaHMA Maccaska NnpeAacTaTesibHOM Kefesbl ee CeKPeT B Ko/nyectse
0,5 -1 mn cobpaTb B 04HOPA30BYIO NAACTUKOBYIO NPOBMPKY 06BEMOM 2 M1 UM KOHTEHEP.

MpY HEBO3MOXKHOCTM MONYYUTb CEKPET CPA3y NOC/e Maccarka NPocTaTbl, CObpaTb NEPBYO MOPLMI0 MOYU
(B KOTOPOW COAEPKUTCA CEKpeT NpeacTaTeNbHON Kenesbl) B Koandectse 15 —25 ma (cM. nopsagaok cbopa
moun).

,U,OI'IVCKBETCFI XpaHeEHNE U TPaHCNOPTUPOBaAHUE O6p33LI,OB CeKpeTa rlpep,CTaTeanoﬁ »xenesbl 40
nposeaeHMA MccnegoBaHnA:

NpW KOMHATHOM TeMnepaType — B Te4eHUe 6 4acos;

- npu TemnepaType ot 2 go 8 °C — B TeueHue 1 cyToK;

- npu TemnepaType oT MUHYC 24 a0 muHyc 16 °C — B TeueHune 1 Hegenu;

- Npu TemnepaType He Bbile MUHYC 68 °C — AAnTeNbHO.

JonycKaeTca Avwb 0AHOKPATHOE 3aMOpaXKnMBaHMe-oTTaMBaHMe maTepuana.
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8. MPOBEAEHUE UCCNNEAOBAHUA

UccnepgoBaHMe [OMIKHO MNPOBOAUTBCA MPU HOPMAJIbHbBIX MOKAa3aTensX MUKPOKAMMATA KJAWMHUKO-
AMarHoctnyeckoin nabopatopun®:

- TemnepaTypa okpyKatowiero sosayxa ot 20 go 28 °C;

- OTHOcuTenbHasa BAaxHocTtb 40 — 75 %.

8.1. 3kKcrpakuua OHK u3 ucchegyemoro marepuana

Ona akctpakumm OHK ucnonb3osaTb Habopbl peareHToB, pPeKomMeHAOBaHHble [MpousBoguTenem B
pasgene «JononHuTenbHoe obopyaoBaHMe U MaTepuanbl». MopagoK paboTbl c HAbopamu N5 IKCTPAKLUK
OHK cmoTpute B MHCTPYKLUMM MO UX NPUMEHEHMUIO.

BHUMAHUE! [pu npoBeaeHUM wUccnegoBaHUA HeaonyCTUMO WCMNO/b30BaHME  3KCMpecc-MeToaoB
aKcTpakuum JHK.

Kaxgas rpynna sKcTparMpyembix 06pasLoB A0/KHA COMPOBOXAATbCA MOCTaHOBKOW OTPULLATE/IbHOIO
KoHTponsa (OKO) B ogHOM noBTOpE.

Mpn nposeaeHnn akcTpakumm OHK mcnonb3oBaTb cnegytowme obbembl peareHTOB M UCCAeLyeMbIX
06pasuos:

- obbvem peareHTa BKO-FL — 10 mKkn B npobupky ana OKO, a TaKKe B KarKayro Npobupky ¢
nccnegyembimum obpasuamu;

- 0bbem uccnegyemoro obpasua — 100 MKn B NPpoBMpPKK gns uccnegyembix 06pasLos;

- obbem peareHTa OKO — 100 mKn B npobupky ana OKO;

- obbem peareHTa, ucnosnbzyemoro Anaa sntounn JHK, — 100 mka.

8.2. NMoprotoBKa peareHToB AnA amnandpuKaummn

8.2.1.Mpwu ncnonbzoBaHuu popmbi BbinycKa 1.

8.2.1.1.0T106paTtb HeobxoamMmoe Koaunyectso npobupok c MUP-cmecbio TV ana amnandukaumm OHK
nccnenyemblx U KOHTPO/IbHbIX 06Pa3LoB.

8.2.1.2.Y6eantbca, 4to napaduH MoSHOCTbIO MOKPbLIBAET PAcTBOP Ha AHE NPOO6MPOK. B npoTMBHOM
Cnyyae, He UCNOo/1b30BaTb AaHHble NPOBUPKK.

8.2.1.3.Ha noBepxHocTb napaduHa BHectM no 10 mkn MLUP-6ydepa-K, npu sTom OH He A0MKeEH
NpoBasIMBaTbCA NOA NPOCAOMKY NapaduHa n cmelwmsaTtbea ¢ MNLUP-cmecsto.

8.2.2.Mpu ncnonbzoBaHuu Gopmbl Bbinycka 2.

BHUMAHUE! KomnoHeHTbl peakuMOHHOMW CMecu c/eayeT CMelnBaTb HenocpeacTBEHHO nepes
nposegeHunem MLP.

BHUMAHUE! B cnyyae npurotoB/ieHMA PeaKLMOHHON CMecuM C MOMOLLbIO aBTOMATMYECKOWM CTaHLMUK
cnepymTe yKasaHUAM MHCTPYKLUKM MO €€ UCMO/Ib30BaHMIO.

8.2.2.1.Paccumtath obbembl MUP-cmecn TV u MUP-6ydepa-H, Tpebylowmecs ana npurotoBaeHUs
peakuMoHHoM cmecn (cm. Tabauuy 5). Cmecb roToBUTb Ha OOLLEEe YNCNO UCCAEAYEMbBIX U KOHTPOAbHbIX
06pa3LoB NAOC 3aNac He MeHee Yem Ha OAHY peaKLuio.

6 VYkasaHbl AONycTMMble HOPMbI TEMMEpaTypbl UM OTHOCWUTENbHOW BAAXHOCTM BO3Ayxa B paboyeit 30He

NPOW3BOACTBEHHbIX MOMELLEHUI B cooTBeTcTBUM C TpebosaHuamm TOCT 12.1.005-88 «Cuctema CTaHAapTOB
6e3onacHocTM Tpyaa. Obwme caHUTapHO-TUrneHnYeckne TpeboBaHMA K BO3AyXy paboyelt 30HbI».
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Tabnnua 5
PacueT 06beM0OB KOMNOHEHTOB PeaKLMOHHOK CMecH
PeareHT 0O6bem, MKn O603HaueHua
NLP-cmecs TV 10,0%(N+1) N — KoAMYecTBo aMnIMbULMPYEMBbIX

I'ILI,P-6yd)ep-H 5,0*(N+1) 06pa3LI,OB, BK/1l04aA KOHTPO/IN

8.2.2.2.Mepemellatb coaepxmmoe npobupok c NMUP-cmecbio TV 1 NUP 6ydepom-H, ocaamts Kanam Ha
BOpTEKCe.

8.2.2.3.0106paTb HEO6XOAMMOE KO/AMYECTBO MNPOBUMPOK uAM CcTpunoB Anda amnandukaumm [OHK
nccaefyemblix M KOHTPObHbIX 06pasyoB. Beibop Npobupok ans amnanduKkaLmMm 3aBUCUT OT MCNONb3YEMOTO
amnanduKaTopa ¢ CUCTEMON AETEKLUN B PEXKMME «PeasibHOTO BPEMEHU Y.

8.2.2.4.BHecTn B NpobMpPKM nNo 15 MKA NpUrotoBJeHHON peakLuMOHHOU CMEeCH.

BHMMAHMUE! Hencnoib30BaHHbIE OCTATKU PEAKLMOHHOM CMECU XPaHEHWUIO HE NOAJIEKaT.

8.2.3. MMpu ucnonbsosaHnn ¢opmbl BbinycKa 3.

8.2.3.1.0106paTb HeobXxoAMMOE KOAMYECTBO CTPUMNOBaHHbIX npobupok c MUP-cmecbto TV ana
amnandukaummn JHK nccnenyembix M KOHTPOJIbHbIX 06Pa3LLOB.

8.2.3.2.Y6eanTbCa, YTO NapaduH MONHOCTbIO MOKPbIBAaeT PacTBOpP Ha AHe NpobupoK. B nNpoTMBHOM
C/lyyae, He UCMOo/b30BaTb AaHHbIe NPOBUPKK.

8.2.3.3.Ha nosepxHocTb napadpuHa BHectv no 10 mkn MLUP-6ydepa-K, npu sTom OH He [OMKeEH
NpoBasnMBaTbCA Mo NPOCAOMKY NapaduHa u cmewwmsaTbea ¢ MNLUP-cmecsto.
8.3. BHeceHue npob6 AHK, npoBeaeHMe amnanpuKauum n aeTekumm

BHUMAHMUE! Mpn pobasneHmn npob [AHK, sKcTparMpoBaHHbIX C MOMOLLbO HAabopoB peareHToB AN
NpoBeAEHUA 3KCTPAKLUUM METOAOM COpPOLMM Ha cCUMAMKArene WAM MArHWUTHOM cemapauuu, Heobxoaumo
nsberatb NonagaHua copbeHTa B PEaKLMOHHYIO CMECh.

BHUMAHMUE! MNpu pyyHom aHanm3e (KayecTBeHHbIN popmaT) NporpammmnpoBaHme 1 3anyck amnamduKaTopa
NPOBOAUTb COrMNACHO MHCTPYKUMW NO ero npumeHeHuto. PekomeHayemble napameTpbl  AnA
NPOrpaMmmnpoBaHmMa amnaMdUKaTOPOB YKasaHbl BO BKA3AblWe, Mpuaaraemom K Habopy. [Mpu
NCNo/sIb30BaHMM MporpammHoro obecneyeHma FRT Manager nporpammupoBaHMe amnandukaTopa
YCTaHaB/INBAETCA aBTOMATUYECKMN.

8.3.1. BHecTu B noAroToB/ieHHbIe NPOBUPKU € peakLMOHHOM cmecbkto no 10 mKkn npob AHK, nonydyeHHbIX
B pe3y/ibTaTe 3KCTPaKLUW.

8.3.2. BHecTv B NoAroToBAEHHbIE MPOBUPKU C PEAKLMOHHON CMECbI0 KOHTPOIbHbIE 06pa3Lbl.
Mpu npoBeaeHNM KaueCcTBEHHOrO aHaNu3a:
a) NonoxxutenbHbiit KoHTpob MLUP — B ogHY Npobupky ansa ob6pasua K2 sHectn 10 mkn K2 complex.

6) OTpuLaTeNbHbIN KOHTPO/b IKCTPAKLMK — B 04HY NPoBUpPKY ana obpasua OKO BHecTy 10 mKAa npobbil,
3KcTparnpoBaHHoii u3 OKO.

B) OTpuuaTenbHbI KOHTpoAb MNLP — B ogHYy NpobupKy ana obpasua K- BHectn 10 mkn peareHTa K-.
Mpu npoBeaeHUM KONUYECTBEHHOIO aHaNu3a:
a) Obpasew K1 — B ogHy npobupKy BHecTn 10 mka K1 complex.

6) O6pasew, K2 — B oaHy npobupky BHecTn 10 mkn K2 complex.

Perﬂc%%gr_cmms? I%ﬁ'g%bzc;%p;pasﬂansope

www.nevacert.ru | info@nevacert.ru

17



B) OTpuLaTeIbHbIA KOHTPOb SKCTPAKLUNKN — B OAHY Npobupky ans obpasua OKO sHecTu 10 mKn npobbl,
3KcTparnpoBaHHo u3 OKO.

r) OTpuuartenbHbiit KoHTpob MUP (K-) — B oaHy npobupky ana obpasua K- BHect 10 mkn peareHTa K-.

8.3.3. 3anporpamMmMmmnpoBaTb aMmnanPUKaToOp C CUCTEMOM AETEKLMM B PEXKUME «PeasibHOro BpeMeHn» ana
BbINONHEHUA eAMHOW NPOorpaMmmbl aMnAnGUKaLMK U AeTeKUnn GayopecLLeHTHOro curHana (cm. Tabauuy 6).

BHUMAHMUE! lMporpammunpoBaHue M 3anyck amnandukatTopa NpoBoAUTb COrNAcHO WHCTPYKLMU MO ero
npuMeHeHuto. PekomeHayemble MapameTpbl AAA NPOrpaMMUMpPOBAHMA aMNAMPUKATOPOB YKasaHbl BO
BK/aZbllle, Mpuaaraemom K Habopy.

Tabnuua 6
EguHana nporpamma amnandpuKaumm m getekummn ¢ayopecueHTHOro curHana
o JleTekumna no KaHanam gna Konnuecteo
Lnkn Temnepartypa, °C Bpemsa dnyopodopos UAKNOB

1 50 15 muH - 1
2 95 15 muH - 1

95 10c -
3 45

60 20c FAM, R6G’

MpumeyaHue - C NCNo/b30BaHNEM €4MHON MPOrpPamMmmMbl MOXKHO O4HOBPEMEHHO MPOBOAUTL B O4HOM
npubope noboe coyeTaHMe TECTOB, BK/IOYAA TECTbl C 06paTHOM TpaHcKpunuuen n amnandurkaumen. Mpu
OZHOBPEMEHHOM MPOBEAEHNM HECKOIbKMX TECTOB AeTeKUMA PyopPeCLLEeHTHOrO CMrHaaa HasHavyaeTca u no
OPYrMM MCnosib3yeMbiM KaHanam, NMOMMMO YKasaHHbIX B Tabauue. B cnyyae ecnm B ogHom npubope
OLHOBPEMEHHO MPOBOAATCA TECTbl TONbKO Ans BbiaBaeHus AHK, MOXHO yaanntb U3 AaHHOW NpOrpaMmbl
nepsblii WwWar obpaTHoM TpaHcKpunumum (50 °C — 15 MUHYT) 418 SKOHOMUU BPEMEHM

8.3.4.YCcTaHOBUTb NPOBMPKN AN CTPUMbI B AYENKM PEeaKLLMOHHOIo Moayns npubopa.

MpumeuaHue - PekomeHayeTcs nepes NOCTaHOBKOM B aMNANGUKATOP NIAHLWIETHOTO TUMNa 0CaAuTb Kanu
CO CTEHOK NPOBMPOK Ha BOPTEKCE.

8.3.5. 3anycTuTb BbINOJIHEHWE NPOrPamMMbl aMAAMPUKALUK C AeTeKumnen GayopecueHTHOro cCurHana.

8.3.6. Mpubop nNpPoBOAUT perncTpaunio ¢GayopecueHTHOro CUrHana aBTOMATUYECKU B pexume
«peanbHOro BpemMeHmn».

8.4. AHanNu3 1 BblUUC/IEHUE Pe3yNbTaTOB

BHUMAHMUE! Mpu py4yHOM aHanmse 06paboTKy [AaHHbIX (PAYOpPecUeHTHbIX KPWBbIX), MOAYYEHHbIX B
nporpaMmmHom obecrneyeHun npubopa, ucnosblyemoro ana nposeaeHusa MUP c getekumein B perkume
«peanbHOro0 BPEMEHW», MPOBOAUTb COMMACHO WHCTPYKUMM MO €ero npumMeHeHuto. PekomeHayemble
napameTpbl g1 06paboTKM AaHHbIX YKa3aHbl BO BKAAAbILIe, MpuUaaraeMom K Habopy.

BHUMAHMUE! KonnuyecTBeHHbI aHanu3 pes3y/ibTaToB BO3MOXHO MPOBOAUTb TO/IbKO B aBTOMATUYECKOM
peXKMMe C UCMoJIb30BaHMeM NporpammHoro obecnedeHna FRT Manager (000 «UHTep/labCepBuc», Poccus,
PY Ne P3H 2019/8870) cornacHo pyKOBOACTBY No/ib30BaTes, BbibpaB METOAMKY, YKa3aHHYIO BO BK/Iadpllle,
npuaaraemom K Habopy. PyKoBOACTBO MONb30BATENA pPA3MELLEHO Ha oduumanbHom cante 000
«WHTepNabCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/.

7 fletekuma curHana ana dayopodopa R6G ocyllecTBAAETCA NO KaHany AeTeKuun Ana aHanormuHbix dayopodopos HEX,
JOE, Yellow n VIC.
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O6paboTKa 1 pacyeT pe3ynbTaTOB NPOUCXOAUT HA OCHOBAHUM Hannuus (UM OTCYTCTBUS) NepecevyeHuns
KpuBol dnyopecueHuUmm S-obpasHoit (cMrmoobpasHoit) ¢popmbl C YCTAaHOBNEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NMOoporosoi JIMHUEN, YTO onpeaenseT Haandme (MM oTcyTCcTBMe) ana gaHHoi npobbl AHK 3HaueHun
noporosoro uukna (Ct) B cootseTcTByiollei rpadpe Tabauubl pesynbratoB. [MapameTpbl 06paboTKM
bNYyopecLEeHTHBIX KPMBbLIX 3aBUCAT OT UCMOAb3yemMol mogenn amnamdukaTopa (cm. BKaagblw K Habopy u
WMHCTPYKLMIO MO NPUMEHEHUIO aMMNMPUKATOPa).

KpuBble HakonieHusa ¢GayopecueHTHOro CUrHana aHaNM3MpPYoTca Mo ABYM KaHanam fetekuuu (cm.

Tabnuuy 7).
Tabnuua 7
Detekuua ¢pnyopecueHTHOro curHana
KaHan ana ¢pnyopodopa FAM R6G
MpoayKT amnandumkalmm OHK T. vaginalis BKO-FL

Ha ocHOBaHWK NOAYYEHHbIX 3HaYeHMIA Noporosoro umkaa (Ct) M 3aaaHHbIX 3Ha4YEHNIM KOHLEeHTpaunn ans
KanmbpatopoB CTpoOMTCA KanuMbpoBOYHas KpuBaAa, MO KOTOPOM MNPOBOAUTCA aBTOMATUUYECKUIA pacyeT
KOHLEHTpaumm reHomHbIx aksusaneHTos [IHK T. vaginalis 8 1 mn 6uonornyeckoro obpasua (M/mn).

8.5. WUHTepnpeTtauua pesynbTatos
MHTepnpeTaymio pesyabTaToB NPOBOAAT B ABYX BapMaHTax:

- B KayecTBeHHOM ¢opmaTte BPY4YHYIO B COOTBETCTBMWU C Tabauuen 8 n BKAaAblleM, NPUIAraembiMm K
Habopy. PesynbTaT Mcciea0BaHUA CYUTALOT AOCTOBEPHbBIM, €C/IN PEe3Y1bTaTbl, MOYYEHHbIe A1 KOHTPObHbIX
06pa3L0B, COOTBETCTBYIOT KPUTEPUAM BaIMAHOCTU, YKa3aHHbIM B Tabauue 10;

- B KaYeCTBEHHOM M KoJimyecTBeHHOM ¢opmate B aBTOMATUYECKOM PEXMME C MCMOJIb30BaHMEM
nporpammHoro obecneveHuna FRT Manager (OO0 «WUHTep/labCepsuc», Poccus, PY Ne P3H 2019/8870)
COMNacHO PYKOBOACTBY MO/Mb30BATENA, BbIOPAB METOAMKY, YKa3aHHY0 BO BKAaApllle, Npuiaraemom K
Habopy. PykoBoAcCTBO Mosib30BaTesNs pasmelleHo Ha odpuumanbHom cante 000 «UHTep/labCepBuc» no
agpecy: https://www.interlabservice.ru/service/frt/. Wcnonb3yemble B nporpamMmHom obecneyeHun
aNropuUTM MHTEPNpPETALMM PE3YNbTaTOB ANA UCC/iefyeMbIX 06pa3L 0B U KPUTEPUM BAIMAHOCTU PE3yIbTAToB.,
NoslydeHHbIX ANA KOHTPONEeW, npeacTaBaeHbl B Tabamuax 9 n 10 cooTBETCTBEHHO.

Tabnunua 8
MHTepnpeTauua pe3ynbTaToB A4Na uccnegyembix obpasuos
npu NpoBeAeHNUU KaueCTBeHHOro aHanamsa

Pe3synbtar UHTepnpetauma

3HayeHune Ct no KaHany ana payopodopa FAM He onpeaeneHo u
no KkaHany ans ¢nyopodopa R6G He onpeaeneHo unm onpeaeneHo
Bbilwe rpaHMUYHOro®

HeBanuaHblif!

C6o11 BKO! TpebyeTca NnoBTOPUTb aHaNu3

3HauyeHue Ct no KaHany ana ¢nyopodopa FAM onpegeneHo Bbiwe
rpaHWYHOro, a no KaHany gna ¢ayopodopa R6G He Bbiwe | Pe3ynbTaT HEAOCTOBEPHDI/COMHUTENbHDIN
rpPaHn4HoOro

3HayeHne Ct no KaHany ana ¢nyopodopa FAM onpeaeneHo He

HKT. inalis 06
Bbllle rPaHUYHOro A vaginatls obhapymeha

3HauyeHue Ct no KaHany ana ¢nyopodopa FAM He onpepeneHo, a
no KaHany ana o¢nyopooopa R6G onpeaeneHo He Bblwe OHK T. vaginalis He o6HapyeHa
rpPaHU4YHOro

8 ['paHnuHble 3HaueHna Ct yKasaHbl BO BKNaAbllle, Npuaaraemom K Habopy.
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Tabnnua 9
MHTepnpeTauua pe3ynbTaToB ANAa uccneayembix obpasuos
npu NpoBeaeHUN KOIMYECTBEeHHOro aHaAu3a

Pe3synbtar UHTepnpetauma

3HauyeHue Ct no KaHany gna ¢nyopodopa FAM He onpeaeneHo v no
KaHany ana ¢nayopodopa R6G He onpeaeneHo uau onpepeneHo
BbilWe rPaHMUHOro°

HeBanuaHbii!

C6oii BKO! TpebyeTca noBTOpUTb aHaNM3

PaccuMtaHHOe 3HavyeHue KoHueHTpaumn [OHK no KaHany Aana

¢dnyopodopa FAM HaxoguTca B npeaenax JIMHEMHOro AuanasoHa DOHK T. vaginalis o6Hapy»eHa B
uMamepeHua Habopa, npu 3Tom 3HayeHne Ct no KaHany Ans KOHUeHTpauum Xx10¥r3/mn
dnyopodopa R6G onpegeneHo He Bbile FPAaHUYHOIO

DHK T. vaginalis o6HapyxeHa B
KOHLEeHTpauum meHee 2 x 102 I'3/mn ana
OTAENAEMOro CAU3UCTbIX 060/104EK
YPOreHUTanbHOro TpaKTa, cekpeTa
npeacTaTenbHOW Xenesbl

PaccumMtaHHOe 3HauyeHne KoHueHTpaumn HK no KaHany gna
dnyopodopa FAM meHbLue HUXKHEro npegena IMHEUHOro
AnanasoHa usmepeHus Habopa, Npu 3Tom 3HaveHue Ct no KaHany

ana ayopodopa R6G onpepeneHo He Bbile rPaHUYHOrO
unn mexee 4 x 10% 13/mn ana obpasuos

MOouMn
PaccuMtaHHoe 3HayeHue KoHueHTpaumn [OHK no KaHany ana

dnyopodopa FAM Bblwe BepxHero npeaesna IMHEMHOro guanasoHa DOHK T. vaginalis o6HapyeHa B
uMsmepeHua Habopa, npu 3Tom 3HayeHne Ct no KaHany Aans KOHUeHTpauun 6onee 1x107 13/mn

¢nyopodopa R6G onpegeneHo He Bbile FPAaHUYHOIO

3HayeHue Ct no kKaHany gna ¢ayopodopa FAM He onpegeneHo, a no

HKT. inali
KaHany gna onyopodopa R6G onpeaeneHo He Bbille rPAaHUYHOrO A vaginalis we oBHapyxena

Tabnunua 10
Kputepuun BaangHocT1 gas KOHTPO/IbHbIX 06pa3uos

Pe3ynbTaTbl amnanduKaumm no KaHany gna ¢pnyopodopa

KoHTponb
FAM R6G
OKO
. OnpepeneHo 3HayeHue Ct He
(oTpUuaTeNbHBI KOHTPO/b 3HayeHue Ct oTcyTCcTBYET 9
BblLLE rPAHUYHOIO
3KCTPaKuuK)
K- 3HayeHue Ct oTcyTcTBYET
(oTpuuaTenbHbI KOHTPOb MLLP) YICTBY
K1 complex (K1) OnpeaneneHo 3HavyeHue Ct
K2 complex (K2) OnpepaeneHo 3HavyeHue Ct He Bbllwe rpaHUYHOro
K1 complex (K1) Mokasatensb adpdpekTuBHocTH (E) ana KanmbpaTopoB yKNagbiBaeTca B AnanasoH
K2 complex (K2) 0,8-1,2

8.6. B03MOXKHble oWKOKK U pekomeHaauun no ux peweHutro

8.6.1. [1ns oTpMuUaTENbHOTO KOHTPOANSA 3KCTpakumm (OKO) no kaHany ana payopodopa FAM onpeaeneHo
3HayeHue NoporoBoro uukaa (Ct). BeposTHa KOHTaMUHaUMA NabopaTopUn NPOAYKTaMM amnIUUKaLUU UK
KOHTaMMHaLMA PeareHToB UK nccaedyembix 06pasLoB Ha KaKOM-MHB0 3Tane uccnegosaHus. Heobxognumo
npeAnpuUHATL Mepbl NO BbIABAEHUIO U IMKBUAALMN UCTOYHUKA KOHTaMMUHALNM N NOBTOPUTL UCCNea0BaHME
BCcex 06pasLoB, B KOTOpbIX 06HapyrkeHa JHK BbisBAsemoro Bo3byantens, HaumMHas ¢ 3Tana akcTpakuumn AHK.

8.6.2. Ana otpuuatenbHoro KoHtpona TMUP (K-) no kaHwany pana d¢ayopodopa FAM u/wan
R6G/HEX/JOE/VIC onpeaeneHo 3HayeHne noporosoro uukna (Ct). BepoAaTHa KoHTamuUHauus nabopaTtopumm

°TpaHuuHble 3HaueHna Ct yKasaHbl BO BKNaAblLLe, Npuaaraemom K Habopy.
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npoAyKTamm amnanduKaumMm nam KoHTaMMHaUMA peareHToB, nccaeayemolx 06pasLoB Ha Kakom-n1Mbo 3Tane
MUP-nccnepoBaHns. Heobxoammo npeanpuHATb Mepbl MO BbISBAEHUIO W NMKBMAAUMU WUCTOYHMKA
KOHTamuHauumM 1 nostopuTb [MUP-uccnepoBaHne ana Bcex 06pasuoB, B KOTOpbIX O6HapyxeHa AHK
BbIABAEMOro Bo3byantens, HaunHas c atana amnandukauymm JHK.

8.6.3. Ecnmn nokasatenb apdekTnBHOCTU E Npu nocTpoeHnmn KannbposoyHoi npsamoit meHee 80 % nam
6onee 120 %, HeobxoAMMO MPOBEPUTb MPABUILHOCTb 3a4aHHbIX 3HAYeHUN KOHueHTpauuit [OHK-
KannbpaTopos B COOTBETCTBUM C BKAaAbILEM K Habopy peareHTOB M NPaBUAbHOCTb BbIBPaHHOrO yYpoOBHSA
NoporoBon ANHUK. Ecam npu npaBuabHO 3afaHHbIX KOHUEHTPAUMAX KanmbpaTopoB M ypoBHE NOPOroBom
NIMHUK noKasaTenb 3OPEKTMBHOCTM He yKNagblBaeTca B Tpebyembl AManasoH, ciedyeT MNOBTOPUTb
nuccnepoBaHue, HaumHaa ¢ atana MUP.

8.6.4. [ina nccnegyemoro obpasua onpegeneHo 3HayeHne NoporoBOro LMKAAQ, NPy 3TOM Ha rpaduke
dnyopecueHLMN OTCYTCTBYET YY4ACTOK XapaKTEPHOro 3KCNOHeHLUManbHOro nogbema (rpaduk npeacrasnsier
coboii NpubAn3UTENbHO MPAMYIO INHUIO). HeobxoaMmo NpoBepuUTb MPaBUIbHOCTbL BbIBPAHHOTO YPOBHA
NMOpPOroBOM JIMHWUM MU NapameTpoB pacyeTa 6a30BoOM MHUK. ECM pe3ynbTaT nosyvyeH npu NpaBUIbHOM
YPOBHE NOPOroBoi AMHMK (6a3oBon NMHUK), TpebyeTca NOBTOPHO NPOBECTM amMmnNAUdUKALUIO U AETEKUMIO
Ansa atoro obpasua.

8.6.5. B ciyyae noayyeHUa HeBasUAHbIX UM HeAOCTOBEPHbIX/COMHUTE/IbHbIX pe3ynbTaToB TpebyeTca
NoBTOpHOE uccnedoBaHMe o6pasua, HauMHaA C 3Tana SKCTPaKUMM HYKNEUMHOBbIX KWUCAOT. B cnydae
BOCMPOU3BOAMMOrO pesy/sbTaTa PEKOMEHAYeTCAa MOBTOPHO MPOBECTU B3ATUE, MpeABapUTE/bHYIO
NOAroTOBKY U McCaeaoBaHWe 06pasua.

8.7. [marHocTu4yecKoe 3Ha4YeHue nosy4eHHOro pesynbrtaTa

MUP-nccnepoBaHne ABNSETCA OOAHMM M3 METOLOB BCECTOPOHHEro o06c/iefoBaHUA MauMeHTa, Ha
OCHOBAHWM KOTOPbIX JIeYalimii Bpay YCTaHaB/NMBaeT AMarHo3 U BblIBMpPaAeT MeponpuaTUA MO JIeYEHUIO
nauneHTa. PesynbTaTbl, MNOJIiyYeHHble NPW MCNONb30BaHMM Habopa, cnedyeT paccmaTpuBaTb W
WMHTEPNPETUPOBATb B COYETAHUM C AaHHbIMU APYTUX KIMHUYECKMX U NabopaToOpHbIX UCCAea0BaHUNA.

9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Mpeaen obHapy»eHnal

Mpepen obHapyxkeHna Habopa «Amnanlpaiim® T. vaginalis» 6bin onpeaeneH ¢ UCNoNb30BAHMEM MPOOUT-
aHanu3a ¢ 95%-0i AOBepPUTENBHOMN BEPOATHOCTbIO (CM. Tabsimuy 11).

3HayeHMs XapaKTEPUCTMKK, YKaszaHHble B Tabauue 11, gocTuratoTcs Npu cobnoaeHnn NPaBws, YKasaHHbIX B
pasgene «Mccnepyemblii mateprany.

Tabnumua 11

Mpepen obHapyeHUa Habopa

BMONOrMYecKMii MaTepnan Mpepen 96Hapy)|(eum| 95%-bli1 foBepUTENIbHBIN UHTEPBan,
no Probit 95%, A/mn r3/mn

oTAenaemoe caM3ncTon 060104KM

BN1ara/uviLa, COCKOb anuTenuns co

CAN3MCTOMN 0600UKM LEepBUKaNbHOIO 5x10! 3,29x10' — 9,30x10?

KaHaja 1 cocKob anutenuns co

CAN3NCTOM 060/104KM YPeTPbI
CeKpeT npeacTaTeNbHOM Xenesbl 5x10! 3,15x10' — 7,74x10?

Mmoua 1x10? 8,27x10% — 1,38x10?

10 Mpepen obHapyeHMa — 95%-0e MNONOMKMTENbHOE MNOPOrOBOE 3HAYEHWE KOHLEHTpaummn (KoHueHTpauma AHK
BbIABNAEMOro Bo36yauTens, npu Kotopoii 95% TecToB 4atoT NONOXKUTENbHbIN pe3ybTaT).
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9.2. JIuHelHbIA ANANA30H U3MEPEHUA U Npeaen UsmepeHus

[dnanasoH, B KOTOPOM Habop AaeT AMHENHbIN OTBET, NpuBeaeH B Tabauue 12. Mpenen nsmepeHna Habopa

ABNIAETCA HUXKHUM Npeaesiom JIMHEHoro AnanasoHa namepeHuna Ha60pa. YKa3aHHble 3Ha4YeHuA XapPaKTEPUCTUKHN

[AOCTUratoTCA NpU cobN0AEHUN NPABUA, YKa3aHHbIX B pasaene «Mccnesyemblii matepuany.

Tabnumua 12

NnHeliHblii aMana3oH nsmepeHua Habopa

buomartepuan

oTAeNAeMOe C/IM3NCTON 060/104KMN BAarannLa, Cockob anutenmsa co
CN3UCTON 060N0YKM LLEPBMKANBHOMO KaHaNa U COCKOb anuTenma co
CAN3NCTOM 060104KM YPETPLI, CEKPET NPEACTATENbHON Kenesbl

MO4a

9.3. AHanutMyeckas cneuyndpuyHoOCTb

JInHeHbIN ANANa30H U3MepPEeHHUs,
r_3/mn

2x10%- 1x107

4x10% - 1x107

Habop peareHToB 06HapyxunBaeT Tonbko dparmeHT OHK T. vaginalis.

AHanutnyeckas cneumdpuyHoctb Habopa «Amnaulpanm® T. vaginalis» oueHuBanacb TECTUPOBAHMEM

OHK muKkpoopraHmamos v BupycoB (cm. Tabanuy 13) n reHomHol [HK yenoseka. AHK muKpoopraHMsmos 1

BMPYCOB B KOHLEHTpauumn He meHee 1x10° I3/mn u reHomHyio [JHK uenoseka BHocMAM B 0Bpasupl

6uonorMyeckoro matepuana, He cogepawme AHK T. vaginalis.

Tabanua 13

MMKpOOpI'aHM3MbI, ucnosib3yembie gnAa oueHKun aHaNUTUYECKOM CI'IGU,MCI)M‘-IHOCTM

Gardnerella vaginalis
Lactobacillus spp.
Enterococcus faecium
Escherichia coli
Staphylococcus spp.
Streptococcus spp.
Candida albicans
Mycoplasma hominis
Mycoplasma genitalium
Ureaplasma urealyticum
Ureaplasma parvum

Neisseria flava

MMuKpOoOopraHusmbl 1 BUPYCbI

Neisseria subflava
Neisseria sicca
Neisseria gonorrhoeae
Neisseria mucosa
Treponema pallidum
Toxoplasma gondii
Chlamydia trachomatis
HSV |
HSV I
CMV
HPV 16

Mpwu TectpoBaHmm obpasyos [HK BbilenepeyncieHHbIX MUKPOOPraHM3MOB M BUPYCOB, U reHomHoin JHK

YyenoBeKa C MCNO0J1Ib30OBaHNEM Ha6opa nepeKpecTHbIX peaKLl,VIﬁ BbIAB/IEHO He 6bl/10.

9.4. BOCHpOM3BOAMMOCTb N NOBTOPAEMOCTb U3MEpPEHUA

BOCI'IpOM3BOLI,VIMOCTb M NOBTOPAEMOCTb M3Mep6HMﬁ C nomouwbko Ha6opa OUueHuBaIn nytem

TECTMPOBaHMA pasBeaeHU MoAeIbHbIX 06Pa3LLIOB B TPEX AMana3oHax KoOHLEeHTpaumn (cm. Tabamuy 14 n 15).

MogaenbHble 06pa3supl

OblNM  NPUTOTOB/IEHDI

passBegeHMeM cTaHZapTHoOro obpasua npeanpuATUs,

cogepxawero AHK T. vaginalis, B 6uonornyeckom matepuane. Kaxabii obpasel, npoxogun Bce 3Tanbl

nccnepoBanus (akctpakumio AHK, amnandukaumio AHK 1 aetekumio pesynbratos).
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TecTMpoBaHMe KaXKAoro passedeHua A1A OLEHKM MNOBTOPAEMOCTM nposoauiock B 48 nosTopax, Ana
OLLEHKM BOCMPOU3BOANMMOCTM — B 96 MOBTOPAX.

Tabnuua 14
HOBTOpHeMOCTb nimepeHua
UcxopHoe 3HaueHue CpeaHee UsmepeHHoe CraHpapTHoe e e
KOHUueHTpauun AHK 3HAYeHMe KOHLLeHTpaLuum, OTK/IOHeHue (SD),
. Bapmauuum (CV), %
T. vaginalis, T3/mn log1o logio
1,0x10° - 3,0x103 3,18 0,09 2,77
1,0x10% - 3,0x10* 4,17 0,09 2,14
1,0x10° - 3,0x10° 5,18 0,09 1,70
Tabnuua 15
HOBTOPHEMOCTb namepeHuA
UcxopgHoe 3HaueHue CpepHee usmepeHHoe CraHaapTHOEe e T
KOHUueHTpauun JHK 3HaYeHue KOHLLeHTpaLuum, OTKNOHeHue (SD),
. Bapuauum (CV), %
T. vaginalis, T3/mn logio log1o
1,0x10% - 3,0x10° 3,32 0,22 6,77
1,0x10* - 3,0x10* 4,31 0,22 5,10
1,0x10° — 3,0x10° 5,31 0,20 3,79

9.5. [lpaBuUNbHOCTb U3MepeHuUs

MpaBUAbHOCTb M3MEPEHMA C NOMOLLbO Habopa «Amnanlpanm® T. vaginalis» 6blna onpegeneHa nytem

TecTMpoBaHMA CTaHAapTHoro obpasua npeanpuatna B 120 nosTopax (cm. Tabaunuy 16).

UcxopHoe 3HaueHue
KOHUueHTpauun JHK
T. vaginalis, logio

4,74

MpaBunbHOCTb U3MEpPEeHUA

YcraHOBNAEHHOe 3HaYeHue

KOHUeHTpauuu, logio

5,70

Tabnunua 16

CuctemaTuuecKan norpewHocTb (B)

log1o

0,04

%

0,60

9.6. [AmarHocTuyecKkasa cneuyudUUHOCTb U AUArHOCTUUYECKAA YYBCTBUTENIbHOCTb

[na onpepeneHna AnMarHOCTMYECKON cneumduUHOCTU U OMArHOCTUYECKOM YyBCTBUTENbHOCTU Habopa
«Amnnulpaiim® T. vaginalis» 6blnn ncnonb3osaHbl No 700 ob6pa3LoB Kaxaoro suaga 6GuomaTtepuana,
npeaycMOTPeHHOro HasHa4YeHMemM Habopa peareHToB.

B KauecTBe Habopa CpaBHeEHWsA, C MOMOLLbI KOTOPOro YCTaHaBAMBanM Hanuume/otcytcteue [HK
T. vaginalis ncnonb3osanca Habop peareHTos «Amnanlpanm® NCMT» (PY Ne P3H 2015/3168).
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Tabnunua 17
Pe3ynbTaTbl TeCTMPOBaHMUA 06pa3L,oB GMoNoruueckoro matepmana ¢ NOMoLyblo Habopa
«AmnaunNpaiim® T. vaginalis»

Uccnepyemble 06pasubi Pe3ynbTaTbl TECTUPOBAHUA
Tun Konunuecrso O6pa3upbl Amnaulpanm® T. vaginalis = Ha6op cpaBHeHus
CockobHblit maTepuan MonoxutenbHbIx 150 150
Unun otaenaemoe
6 700
CMSUCTLIX ODONOUEK OTpuuaTenbHbIx 550 550
YPOreHUTanbHOro TpaKTa
MonoxutenbHbIx 151 151
Moua 700
OTpuuaTenbHbIx 549 549
CeKpeT npeacTaTenbHOi 200 MonoXunTenbHbIX 150 150
Kenesel OTpuuaTenbHbIX 550 550

3HayYeHUs AMarHoCTMYeckom cneuyMdUYHOCTU U AMArHOCTUYECKOM YyBCTBUTENbHOCTM Habopa
«AmnavNpanm’® T. vaginalis» ¢ foBEpUTENbHOM BEPOATHOCTbIO 95 %, pacCUMTaHHbIE, UCXOAA U3 MONYYEHHbIX
OaHHbIX, NpuBeAeHbI B Tabanue 18.

Tabnunua 18
[narHocTmyeckme xapakTepuctuku Habopa pearentos «Amnaullpaiim® T. vaginalis»

BAwnarHoctuueckas AunarHoctuueckas
Tun o6pasyoB
cneundUIHOCTD YYBCTBUTENbHOCTb
COCKOBHbIV MaTepuan uam
oTAeNsemoe CM3NCTbIX 06onoYeK 100 % (99,5 % — 100 %) 100 % (98,0 % — 100 %)
YPOreHUTaAbHOro TpaKkTa
Moua 100 % (99,5 % — 100 %) 100 % (98,0 % — 100 %)
CekpeT npeactaTenbHOM Kenesbl 100 % (99,5 % — 100 %) 100 % (98,0 % — 100 %)

9.7. OueHKa BAMAHUA nHTepdepupylomnx BeLLecTs

BavsaHue wuHTepdepupylowMX BewecTs, MNOTEHUMANbHO COOEPMKALUMXCA WAUM  NPUCYTCTBYIOWMX B
nuccnegyemom 6uomatepuane, Ha 3ddektmBHocTb MUP npu ucnonbsosaHum Habopa «Amnaunllpanm®
T. vaginalis» oTcyTcTByeT. He BbIABAEHO MHIMBMPOBaHME peakummn amnanduKkaumm npyn gobasneHmmn K obpasuam
buomaTeprana Ha 3Tane 3KCTPaKUMM MHTepbepupylolwmx BewecTs, NpeacTaBfieHHbiXx B Tabauue 19, B
MaKCMMa/IbHO BO3MOKHOW KOHLIEHTPaLIMM ANS KaXKaoro Buaa buomarepuana.

OTcyTcTBUE BAMAHUA WHTEPdEPUPYIOWMX BeLLECTB A1A 00OpasuLoB OTAENSEMOro CAM3UCTOM 0D004KM
YPOreHUTasIbHOrO TpaKTa (NyOpUKaHTbl, CEMEHHas XWUAKOCTb, aHTUCENTUK «MUpaMUCTUH», WUTPAKOHa30AN,
METPOHMAA30/1, MOYEBUHA, MYLIMH, reMOr10OUH FrOPMOHbI ANAPOrecTepoH M NporectepoH) 6610 NOKa3aHo B
UCNbITaHMAX C UCNO/Ib30BaHUEM Habopa A/1A aKcTpakummn «MarHolMpaim GACT» (PY Ne P3H 2019/8043).

Tabnnua 19

NHTepdepupylowme BewecTsa, UCNO/Ib30BaHHbIE NPU TECTUPOBaHUMN Habopa peareHToB
KoHueHTpauua uHtepdepeHTa B

Bug 6uomarepuana WHTepdepeHT R ——
MYLMH 0,23 mr/100 mkn
Mmoua remornobuH 0,20 mmonb/100 mKkn
MOYeBMHa 0,033 Mmonb/100 mKn
MYLIMH 0,23 mr/100 mKn
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KoHueHTpauus uHtepdepeHTa B

Bup 6uomarepuana UnTepdepeHT obpasue
CEeKpeT NpeACTaTeNbHOM remornobuHx 0,20 mmonb/100 mkn
»enesbl MOYEBUHA 0,033 mmos1b/100 mKn
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10. ycnoBuA XPAHEHUA, TPAHCNOPTUPOBAHUA U MPUMEHEHUA HABOPA

10.1. CpoK rogHOCTH

Cpok rogHoctTn Habopa cocTaBnseT 12 mecaues OT AaTbl U3roToBaeHUA. Mocae BCKPbITUSA peareHTbl
MCMONb30BaTb A0 UCTEYEHMA CPOKa rogHOCTM Habopa. Habop ¢ UCTEKLLIMM CPOKOM FrOAHOCTM MPUMEHEHMIO
He NoaNexuT.

10.2. TpaHcnopTupoBaHue

Habop TpaHcnopTMpoBaTb Npu Temnepatype oT 2 Ao 8 °C Bcemu BUAAMM KPbITbIX TPAHCMOPTHbIX CPeacTs
B TEPMOKOHTEMHEpaX C X/1af03/1eMeHTaMn Uan B aBTopedpurkepatopax. He gonyckaeTtca 3amopaknuBaHue
peareHToB.

JonyckaeTcsa TpaHcnopTUpoBaHue npu temnepatype ot 8 ao 25 °C He 6onee 3 cyToK.

Habop, TpaHCNOPTUPOBAHHbIN C HapyLleHMEeM YKa3aHHOIo TeMNepPaTypHOro pPexmnma, NPUMeHeHUIo He
NOANENKMT.

10.3. XpaHeHue

Habop xpaHuTb npun TemnepaType oT 2 Ao 8 °C B 3alUMLLEHHOM OT CBETa MECTe B TeYEHME BCErO CPOKA
rogHocTn Habopa. He gonycKaeTcs 3amoparkMBaHWe peareHTos.

PeareHTbl Nocne BCKPLITUA XPaHUTb B TEX Ke YC/I0BUAX, YTO U peareHTbl A0 BCKPbITUA. HeBCKpbITble U
BCKpPbITble peareHTbl CTabu/bHbl B TEYEHME CPOKa rOA4HOCTM, YKa3aHHOrO Ha 3TUKeTKe, nNpu cobatoaeHum
YKa3aHHbIX YCNOBUIN XpaHEHUA. PeakuMoHHas cmecb, npurotoBaeHHan u3 MUP-cmecn TV n MNUP-6ydepa-H,
XPaHEeHMUIO He NOAJIEKMUT.

Habop, XpaHUBLUNICA C HapyLUEHWEM YKA3aHHOIO PeXKMMA XPaHEHWUS, NPUMEHEHMIO HE NOLNIEXKUT.

11. TAPAHTUU NPOU3BOAUTENA

Mpons3BoguTeNb rapaHTUPyeT COOTBETCTBME XapaKTepWUCTUK Habopa TpeboBaHMAM, YKasaHHbIM B
TEXHWMYECKOM W IKCNAYaTaUMOHHOM [OOKYMEHTaUuMM, B TEYEeHWe YKa3aHHOro CpoKa roAHocTM npu
cobntofeHNM BCex YyCA0BUIA TPAHCNOPTUPOBAHMA, XPaHEHUA U MPUMEHEHMS.

Peknamaumn Ha KayectBo Habopa «Amnaulpanm® T. vaginalis» HanpaenATb B agpec NpousBoanuTens
000 «Hekctbno»: 111394, r. Mocksa, yn. MonmmepHas, 8 cTp. 2, Ten. (495) 620-08-73, e-mail: info@nextbio.ru.

Mpy BbIABNAEHUWN HexKenaTesbHbIX peakuuini NMpu Mcnosb3oBaHWMM Habopa, ¢aKkToB M OBCTOATENLCTB,
CO34alOWNX Yrpo3y KM3HM W 340POBLIO TParkKaaH M MeAUUMHCKUX PaboTHWKOB MNpu obpaweHun wu
aKcnayatauum Habopa, pekomeHAyeTcA HanpaBuTb CoobLLeHME MO aApecy, yKasaHHOMY Bbille, UM B
YMO/HOMOYEHHYIO TOCYZLAPCTBEHHYIO PEeryvMpylollyto opraHusaumto (B Poccuitickoit degepauumn —
depepanbHana cayxkba no Hagsopy B cdepe 34paBOOXpPaHEHWUA) B COOTBETCTBUM C AEUCTBYIOLLMM
3aKOHOAATe/IbCTBOM.

KOHCVJ'IbTaLI,VII-O no pa60Te C Haﬁoporv\, a TaKXe no BOnpocCam, Kacarownmmca KayecTtBa Ha6opa, MOXHO
NONy4YUTb NO KOHTAKTaM, YKa3aHHbIM Ha Od)MLl,VlaﬂbHOM canTte MNpounssogutena: www.nextbio.ru.
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12. CMMBO/JIbl, UCMOJ/Ib3YEMBbIE B AJOKYMEHTALU U NPOU3BOAUTENA

REF

LOT

IVD

> B

Homep no Katanory

Koa napTtum

MeauvymHcKkoe nsagenve ana
ANArHoCTUKMU in vitro

Cofep»KMMoro AoCTaToOUYHO ANs
nposeAeHNA N-KoAN4YecTsa
TectoB

Ob6paTtnTechb K MHCTPYKLUM NO
NPUMEHEHUIO

OcTtopoxkHo! ObpaTuTech K
MHCTPYKLUMKU NO NPUMEHEHUIO
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TemnepaTypHbIN
AManasoH

He ponyckatb

nonagaHnAa CoOnHe4YHoro

CBEeTa
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KpaTkoe pykoBoACTBO

no NpUMeHeHuo Habopa peareHToB A5 BbIABNEHUA U
KonmyectBeHHoro onpegenenua AHK Trichomonas
vaginalis MeToa0M NONMMEepPasHOM LLEeNHOM peakumm ¢
AeTeKuMe B pexxnme «peasibHoro BpemMeHmn»

«Amnaunlpanm® T. vaginalis»

no TY 21.20.23-102-09286667-2020

«AmmmIlIpaiim® T. vaginalis»

dopma Bbinycka 1

P2070-41

000 «Hekctbuo», Poccus, 111394,
u r. Mocksa, ya. NMonvmepHas, 4. 8, ctp. 2

Ten. (495) 620-08-73, e-mail: info@nextbio.ru

COCTAB

KomnoHeHT

MuP-cmecs TV

MNLUP-6ydep-K

K1 complex
K2 complex
OKO

K-

OnucaHue

Mpo3payHasn
KUOKOCTb,
packanaHa nog
napaduH
Mpo3payHan
UOKOCTb
KpacHoro
uBeTa
Mpo3payHan
UOKOCTb
Mpo3payHan
UOKOCTb
Mpo3payHan
UOKOCTb
Mpo3payHan
KMOKOCTb

O6bem,
mn

0,01

1,20

0,26
0,26
1,10

0,26

Konunuecteo

100 npobupok

1 npobupkKa

1 npobupkKa
1 npobupka
1 npobupka

1 npobupka

Habop peareHTOB paccyMTaH Ha NpoBeAEHWE UCCAefOBaHMA
100 06pa3su,0B, BKAOYAA KOHTPO/INU.

Bep Pernctpanus MH & Pocsgpasragzope
www.nevacert.ru | info@nevacert.ru

BHUMAHMUE!

Mepea NCMNoNb30BaHNEM Habopa peareHTOB
HeobX0AMMO O3HAKOMWTLCA C WHCTPYKUMEH Mo ero
NPUMEHEHUIO. MHCTPYKUMA PasMeLLEHA B 3/IEKTPOHHOM
BMAEe Ha oduumanbHom caiTe [NpowusBoauTens:
www.nextbio.ru (ana ee nonyyeHua Heobxogmum
cB06OAHbI BecnepeboiiHbIi JOCTYN B UHTEPHET).

MATEPUAN ONnA UCCNEQOBAHUA

v COCKOGHbI MaTepuan MM OTAENAEMOE C/M3UCTbIX
060M104YeK YypOreHWTaNbHOro TpakTa (oTaensemoe
CcM3ncTon 0b0N0YKM Bnaranuila, cockob anutenus
CO CAU3NCTON 0BONOYKM LLePBMKANbHOIO KaHana u
COCKObB anuTenna co cAM3NCTo 060N104YKKN YPeTpbI);

<\

MOYa;
v/ ceKpeT npeacTaTeNnbHOM Kenesbl.

KOMMMNEKTHOCTb

KomnoHeHT dopmar

Habop peareHTOB dopma Bbinycka 1

MHCTpYKuMA no B 3/1IEKTPOHHOM BUAE NO ajgpecy:

npMMeHeHuto www.nextbio.ru
Macnopt B 9/IEKTPOHHOM BUAE NO ajpecy:
KayecTBa www.nextbio.ru
KpaTtkoe
B BymaykHOM BuAe

PYKOBOACTBO
KomnnekT

o 8 BymarkHom Buae
BKNAAbIWeEN
XPAHEHUE

YcnoBua xpaHeHua Habopa

2°C..8°C
B 3aLLMLLEHHOM OT CBETa mecTe



SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANIA

Ona skctpakuumn OHK ncnonb3oBaTb Habopbl peareHTOB, peKoMeHAOoBaHHble [poM3BOAMTENEM B UHCTPYKLMUN MO

npumeHeHunto Habopa «Amnaulpaiim®
WHCTPYKLMU MO UX NPUMEHEHWIO.

T. vaginalis». Nopsagok paboTbl ¢ Habopamu ana akcTpakunmn JHK cmoTpute B

O6bembl peareHToB U Uccaegyemblx 06pasLOB, UCNOAb3YEMbIE MPU IKCTPaKUMKM JHK ¢ noMoLLbio peKoMeHAayeMbIX

Ha60pOB peareHToB, YKa3aHbl B Ta6nmu,e HUXe.

BKO-FL?

Uccnepyemble 0bpasubl
OKO

PearenTt gna snouymn AHK

Do6asnsemblii peareHT / o6pasel,

10 mkn B Kaxayto npobupky

100 mKn B NPOBUPKKN ANna nccnegyemolx o6pasuos

100 mkn B NpobumpKky Ans OKO (oTpuMLAaTENbHOTO KOHTPOAA 3KCTPaKLMK)
100 mkn B Kaxkayto npobupky

AMNINOUKALMA C AETEKLMEN B PEXXUME «PEAJZIbHOTO BPEMEHW»

BHUMAHMUE! [ina BHeceHUs B NpobMpKn peareHTos, Nnpob [HK 1 KOHTPOAbHbIX 06pa3LLOB MCNOAb30BaTh OHOPA30BbIEe

HaKOHEYHUKU C d)MJ'IpraMM.

1. Otobpatb HeobxogmMmoe KoamyectBo Npobupok c MUP-cmecbto TV gna amnandukaumm AHK unccnegyembix wm

KOHTPO/IbHbIX 06pa3LoB.

2. BHecTu B noarotoBsieHHble npobupku MNLUP-6ydep-K 1 06pasubl cornacHo Tabanue:

BHect no 10 mkn
MNLUP-6ydep-K

BHect no 10 mkn

Do6asnaembliii peareHT / 06pasel,

B npobupku c MLP-cmecbto TV Ha noBepXxHOCTb NapaduHa
BHUMAHMUE! MNLP-6ydep-K He gonxkeH npoBannsBatbecs nog napaduH.

BHUMAHMUE! /36eratb nonagaHusa copbeHTa B peakLMOHHYH CMECH.

Mpo6bl AHK, aKkcTparnpoBaHHOM U3
nccnegyemoro obpasua

Mpobbl, 3KcTparnposBaHHoi ns OKO

PeareHT K-

K2 complex (npu nposedeHuu
KayecmeeHHO020 U Koau4ecmaeHHo20
aHanu3a)

K1 complex (npu nposedeHuu mossKo
Kosau4ecmeeHH020 aHAsU3a)

B MPOBUPKM Ans nccnegyemoix 0bpasuos

B NPO6MpPKy ana obpasua OK (oTpuLaTeIbHOro KOHTPO/IS SKCTPAKLLUN)
B NPO6MpPKy ans obpasua K— (oTpuuatenbHoro KoHTpons MLUP)

B NpobupKy ana obpasua K2

B NpobupKy ansa obpasua K1

3. MMpu py4HOM aHanM3e 3anporpammmnpoBaTb amnaMdUKaTop C CUCTEMON AETEKLMUU B PEXUME «PeasibHOro BpeMeHM»

COrnacHoO UHCTPYKUMKU MO ero npuMeHeHUO AnA BbINONTHEHNA Cﬂ@AyPOLLI,Eﬁ nporpammsol:

EauvHas nporpamma amnnud)m(au,uu n geTekummn ¢nyopecu,eH'rHoro CUrHana

Lukn Temnepatypa, °C
50
95
95
3
60

[eTteKuma no KaHanam ana Konnuectso
Bpemsa
ényopodopos LMKNOB

15 muH - 1
15 muH - 1

10c -

45
20c FAM, R6G?

1 BKO-FL BxoguT B cocTaB Habopa peareHToB, pEKOMeHA,0BaHHOTO Mpon3BoauTenem gnsa akcTpakummn AHK 13 uccnegyemoro matepumana.
2 leteKkuma curHana ana ¢ayopodopa R6G ocyLLecTBAAETCA MO KaHaly AeTeKUMKU Ana aHanornyHbix ayopodopos HEX, JOE, Yellow, VIC.

Pernctpanua MU B Pocagpaerapzope
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MpumeyaHua

1) PekomeHayemble NapameTpbl a8 NPOrpamMmmMmMpoBaHMA amnaNPUKATOPOB YKasaHbl BO BKAAAbllLe, Npuaaraemom K
Habopy.

2) B cnyyae, ecnv B ogHOM nprbope oAHOBPEMEHHO NPOBOAATCA TECTbI TONIbKO AN BbiABAeHMA JHK, MOXHO yaanuTb 13
yKasaHHol nporpammsbl nepsbii war (50 °C — 15 MUH) Ans SKOHOMUKN BPEMEHMN.

BHUMAHMUE! MNpu ncnonb3zoBaHMn nporpammHoro obecneveHusa FRT Manager nporpammupoBaHuMe amnandukaTopa
YCTaHaB/IMBAETCA aBTOMATUYECKM.

4. YCTaHOBUTb NPOBMPKM B AYEKM peakLMOHHOro Moayna npubopa.
MpumeyaHue - PekomeHayeTcA nepes NnocTaHOBKOW B aMNaMGUKATOP MIAHWETHOro TMNa OCcafauTb Kanau CO CTEHOK
NpobMpoK Ha BOpTEKCE.

5. 3anycTuTb BbINOJHEHWE NPOrpaMmmbl amnandUKaumm ¢ getekumen GayopecueHTHOro CUrHana CornacHoO MHCTPYKUUK
no NPUMEHEHMIO UCMOb3yeMoro amnanduKkaTopa.

AHANN3, BbIMUCNEHUE U UHTEPNPETALUA PE3Y/IbTATOB

BHUMAHMUE! Mpu pydyHOM aHanmse obpaboTKy AaHHbIX (PAYyopecUEeHTHbIX KPUBbLIX), MOJYYEHHbIX B MPOrpamMmHOM
obecneyeHUn npubopa, mMcnonbayemoro ana nposeaeHua MLP ¢ geTekumen B pexuMMe «peanbHOro BPeMeHUY,
NPOBOAMTb COFIACHO MHCTPYKLMM MO ero NpumeHeHuto. PekomeHayemble napameTpbl A1 06paboTKM AaHHbIX YKa3aHbl
BO BK/1aApllle, MpMaaraemMom K Habopy.

AHanus, BblMUCNEHME U NHTEPNPETALMIO PE3YbTAaTOB MOXKHO NPOBOAMUTD:

- B KAYeCTBEHHOM W KO/IMYEeCTBEHHOM ¢GoOpMaTe B aBTOMATMYECKOM PeXMME C WMCMO/Ib30BaHMEM MPOrpPaMmMHOro
obecneveHns FRT Manager (OO0 «WHTep/labCepsBuc», PoccuaA) cornacHo pPyKOBOACTBY MOJib30BaTeNsn, BblOpaB
METOAMKY, YKa3aHHyl BO BK/Jadbllle, MpuaaraeMom K Habopy. PykoBOACTBO Mo/ib30BaTes pPasMELLEHO HaA
odpuumanbHom carite 000 «UHTep/labCepsurc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B Ka4ecTBeHHOM popmaTe B PyYHOM pexRMMe C MOMOLLbIO NporpammHoro obecneyeHmsa npmbopa, UCNob3yemoro ans
nposegeHua MLUP c geTekuumeln B pexnume «peasibHOr0 BPEMEHW», COMMAaCHO MHCTPYKUUKW MO ero NpUMEHEHUIO U
WMHCTPYKLMM K Habopy.

Pernctpanua MU B Pocagpaerapzope
Bepc”@vﬁ%@iﬁ:mm | info@nevacert.ru 3
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KpaTkoe pykoBoACTBO

Nno NpUMeHeHuo Habopa peareHToB A5 BbIABNEHUA U
KonmyectBeHHoro onpegenenua AHK Trichomonas
vaginalis MeToa0M NONMMEepPasHOM LLEeNHOM peakumm ¢
AeTeKuMe B pexxnme «peasibHoro BpemMeHmn»
«Amnaunlpanm® T. vaginalis»
no TY 21.20.23-102-09286667-2020

«AmmmIlIpaiim® T. vaginalis»

®dopma BbinycKa 2

2070-42

000 «Hekctbuo», Poccua, 111394,
M r. Mocksa, yn. NMonmmepHas, 4. 8, ctp. 2

Ten. (495) 620-08-73, e-mail: info@nextbio.ru
COCTAB
06bem,
KomnoHeHT OnucaHue o Konunuecrso
MNuP-cmecb TV fpospaunas 1,20 1 npobupkKa
KUOKOCTb
. . [Mpo3payHasn
nupP-6ydep-H SKIIKOCTb 0,65 1 npobupkKa
K1 complex fpospainan 0,26 1 npobupka
UOKOCTb
K2 complex Mpospaunas 0,26 1 npobupkKa
KUOKOCTb
OKO fpospaunas 1,10 1 npobupkKa
KUOKOCTb
K- fpospainan 0,26 1 npobupkKa
UOKOCTb

Habop peareHTOB paccynTaH Ha NPOBeAEHME UCCAEAO0BAHNSA
100 06pa3uoB, BK/IOYAA KOHTPOAM.

Pern us MH 8 PocagpaBragzope
Bepw&@%&.m | info@nevacert.ru

BHUMAHMUE!

Mepea NCMO/Ib30BaHNEM Habopa peareHTOB
HeobXoAMMO O3HAKOMWTLCA C WHCTPYKUMEW Mo ero
NPUMEHEHUIO. MHCTPYKUMA PasMeLLEHA B 3/IEKTPOHHOM
BMAE Ha oduumanbHom caliTe [poussoguTens:
www.nextbio.ru (gns ee MnoJiydeHus Heobxoaum
cB0b6OAHbI BecnepeboiiHbIi JOCTYN B UHTEPHET).

MATEPUAN ONnA UCCNEQOBAHUA

v COCKOBHbIA MaTepuan MM OTAENAEMOE C/M3UCTbIX
060n104eK YypOreHWTaNnbHOro TpakTa (oTaensemoe
CnM3ncTon 0b0N0YKM Bnaranuila, cCockob anutenus
CO CAU3NCTON OBO/IOYKM LLePBMKANbHOIO KaHana u
COCKOD anuTenna co cN3NCToM 060104KKN YPeTPbI);

<\

Mouya;
v ceKpeT npeAcTaTenbHOM Xenesbl.

KOMMJ/EKTHOCTb

KomnoHeHT dopmar

Habop peareHToB dopma Bbinycka 2

MHCTpYKumMa no
NpUMEHeHMIo

B 3/1IEKTPOHHOM BUAeE MO agpecy:
www.nextbio.ru
B 3/IEKTPOHHOM BUAE MO agpecy:

MacnopT KayecTBa .
www.nextbio.ru

KpaTkoe
B BymaykHOM Buae
pPYyKOBOACTBO
Komnnekr
o B bymaxkHOM Buae
BKagblWen
XPAHEHUE

YcnoBua xpaHeHua Habopa

2°C...8°C
B 3aLLMLLEHHOM OT CBETa MecTe



SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANIA

Ona akctpakummn OHK mncnonbsosatb Habopbl peareHTOB, peKOMeHA0BaHHble Mpon3BoguTenem B MHCTPYKLMK NO
npumeHeHnto Habopa «Amnaulpaim’ T. vaginalis». NMopagok paboTbl ¢ Habopamn ana skcTpakumm JHK cmoTtpute B
WHCTPYKLMW MO UX MPUMEHEHMUIO.

O6bembl peareHToB U Uccnegyemblx 06pasLOB, UCMONb3yeMble NPKM 3KcTpakumm AHK ¢ nomolbio pekomeHayembIx
HabopoB peareHTOB, YKa3aHbl B TabauLe HUKe.

Do6asnsemblii peareHT / o6pasel,

BKO-FL! 10 mkn B Kaxkayto Npobupry

Uccnepyemble 0bpasubl 100 mkn B NPOBUMPKM ana nccnesyembix obpasyos

OKO 100 mkn B NPo6buMpKy ana OKO (oTpuUATENbHOTO KOHTPOJIA SKCTPaKLMK)
PeareHT gna sanoumn AHK 100 mkn B KaXKAayto NpobupKy

AMNINOUKALMA C AETEKLMEN B PEXXUME «PEAJZIbHOTO BPEMEHW»

BHUMAHMUE! [ina BHeceHUs B NpobupKn peareHTos, Nnpob [HK 1 KOHTPOAbHbIX 06pa3LIOB MCNOAb30BaTh OHOPA30BbIE

HaKOHEYHUKU C d)MJ'IpraMM.

1. PaccunTtaTb 06bEMbI peareHToB, HeobxoaMmble A1A NPUTrOTOBAEHUA PEaKLMOHHOM CMeCK, cornacHo Tabauue:

KomMmnoHeHT peaKLMOHHO cmecH 06Bbem, MKn 0603HayeHun
NUP-cmech TV 10,0%(N+1) N — KOAMYeCTBO amnAUPUUMPYyeMbix 06pasLoB,
MNLP-6ydep-H 5,0%(N+1) BKJII0YAs KOHTPOAM

BHMUMAHMUE! KomnoHeHTbI peakLMOHHOW CMecH cneayeT CMeLnBaTb HENOCPEACTBEHHO nepes, nposeaeHmem MLP.

BHMMAHMUE! B cnyyae NnpuroToBaeHMA PeakLMOHHOM CMECHK C MOMOLLbIO aBTOMATUUYECKOM CTaHLUMM CieynTe YKasaHUsam
WHCTPYKLMM MO €€ UCNO/Ib30BAHMIO.

2. MNepepn cmelwnBaHNEM peareHToOB nepemeLlaTb cogepxumoe npobupok c MLUP-cmecbio TV u MUP-6ydepom-H, ocaantb
Kanau Ha BOpTeKce.

3. MpUroToBUTb PEAKLMOHHYIO CMECb B OTAENbHOM NPobupkKe, A06aBMB KOMMNOHEHTbI B 06beMax, PacCiMTaHHbIX B N. 1.
MepemeLwaTb cMeCb M 0CAANTb Kanjin Ha BOPTEKCeE.

4. OT1obpaTb HEObX0AMMOE KONYECTBO NPOOBUPOK UK CTPMNOB Ans amnamdukaumm AHK nccnesyembix U KOHTPObHbIX
06pa3uos..

5. BHecTV B noarotoBneHHble NPOBUPKM peakLUMOHHYH cMecb U 06pasLbl cornacHo Tabauue:

Dob6asnaembliii peareHT / o6pasel,
BHecTu no 15 mkn
MpUroToBAEHHOM PeaKLMOHHOM CMecH B NPOBMPKN N5 UcciesyemblxX U KOHTPOAbHbIX 06pa3L,oB
BHecTu no 10 mKkn
BHUMAHMUE! N36eratb nonagaHusa copbeHTa B peakLMOHHYIO CMECh.

Mpobbl AHK, aKkcTparMpoBaHHOM U3
nccnegyemoro obpasua

Mpobbl, 3kcTparnposaHHoli ns OKO B NpobupKy ana obpasua OKO (oTpuLLaTeNlbHOrO KOHTPOIA SKCTPAKLMUK)
PeareHT K— B NpobMpKy ans obpasua K— (oTpuuatenbHoro KoHTpons MNLP)

K2 complex (npu nposedeHuu

KayecmeeHH020 U  Ko/au4ecmeeHHo20 | B Npobupky gns obpasua K2

aHanusa)

K1 complex (npu nposedeHuu mosbKo
KosuyecmeeHHO20 aHAU3a)

B NPOBUPKKN ANnA nccnenyemolx o6pasuos

B NpobuMpKy ans obpasua K1

BHUMAHMUE! Hencnonb3oBaHHbIE OCTAaTKU PEAKLMOHHOM CMECU XPAaHEHUIO HE NOAJIEXKaT.

1 BKO-FL BxoguT B cocTaB Habopa peareHToB, peKOMeHA,0BaHHOTO MNpon3BoauTenem gnsa akcTpakummn AHK us uccnegyemoro matepumana.

Peructpanua MU g Pocagpaerapzope
Bepcv‘@vﬂ%.r@vr?c]irt.m | info@nevacert.ru 2



6. Mpu py4yHOM aHaNM3e 3aNporpaMmmnpoBaTb amrnaMOUKaTOP C CUCTEMOM AETEKLUM B PEKMME «PEasIbHOTO BPEMEHU»
COMNAaCHO MHCTPYKLMM NO €ro MPUMEHEHMIO A1 BbINOJHEHUA CAeaytoweit Nporpammbl:

EAWHaA nporpamma amnanduKauum u getekumm ¢piyopecL,eHTHOro CUrHana

. [eTteKuma no KaHanam ans Konunuyectso
Lnkn Temnepatypa, °C Bpemsa
¢dnyopodopos LUKNOB

50 15 muH - 1
95 15 muH - 1
95 10c -

3 45
60 20c FAM, R6G?

MpumeyaHua

1) PekomeHayemble NapameTpbl a8 NPOrpamMmmMmMpoBaHMA amnaNPUKATOPOB YKasaHbl BO BKAAAbllLe, Npuaaraemom K
Habopy.

2) B cnyyae, ecnm B ogHOM nprubope oAHOBPEMEHHO NPOBOJATCA TECTbI TONbKO AN BbiABAeHUA AHK, MOXHO yaanuTb 13
yKasaHHol nporpammsbl nepsbii war (50 °C — 15 MUH) NS SKOHOMUKN BPEMEHMN.

BHMUMAHMUE! MNpu ncnonb3zoBaHMn nporpammHoro obecneveHnsa FRT Manager nporpammupoBaHMe amnandukaTopa
YCTaHaB/IMBAETCA aBTOMATUYECKM.

7. YCTaHOBWTb NPOBMPKM MAK CTPUNbI B AYENKK PeakLMOHHOro Moayaa npubopa.
MpumeyaHue - PekomeHayeTca nepes NocTaHOBKOW B aMNANGUKATOP MNAAHWETHOro TMNa OCafAMTb Kanau CO CTEHOK
nNpo6bMpoK Ha BopTeEKce.

8. 3anycTuTb BbINOJAHEHWE MPOrPamMmMbl aMNANPUKaALUK C AeTeKunelt GyopecLeHTHOro CUrHANA COMTacCHO MHCTPYKLMM
no NPUMEHEHMIO0 UCMOb3yeMoro amnanduKkaTopa.

AHANN3, BBIMUCNTEHUE U UHTEPMNPETALIUA PE3YJ/IbTATOB

BHUMAHMUE! lMpu py4yHOM aHanmse ob6paboTKy AaHHbIX (PYOPECLEHTHbIX KPUBbLIX), MOJYYEHHbIX B MPOrpamMmHOM
obecneyeHnn npubopa, ucnonblyemoro Ans nposedeHus [LUP ¢ geTeKkuumein B pexmnme «peasbHOro BpemeHuy,
NPOBOANTb COrNIACHO MHCTPYKLUMM MO ero npMmeHeHuto. PekomeHayemble napameTpbl 414 06paboTKM AaHHbIX YKa3aHbl
BO BK/adpllle, NpuaaraeMom K Habopy.

AHanus, BbIMUCNEHME U UHTEPNPETALUIO PE3YIbTAaTOB MOXHO NPOBOANUT:

- B Ka4YeCTBEHHOM M KOAMYECTBEHHOM (opmMaTe B aBTOMATUMUYECKOM pPEXMME C MCMO/Ib30BAaHMEM MPOrpamMmmMHOro
obecneveHuns FRT Manager (000 «NHTep/labCepBuc», Poccma) cornacHo pyKoBoACTBY NONAb30BaTeNs, BbIbpaB METOAUKY,
YKa3aHHyl0 BO BKaaAbllwe, npuaaraemom K Habopy. PykoBoacTBo nonb3oBaTensa pasmelleHo Ha opuumanbHOM calite
000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B KayecTBeHHOM dopmaTe B PyYHOM PeXMME C MOMOLLBIO NPOrpamMmmMHoro obecneyeHus npubopa, MCNosib3yemoro
ona nposepenunn MUP ¢ getekumen B pexkume «peasibHOro BPEMEHWU», COTMAaCHO MHCTPYKLUWU MO ero NPUMEHEHUIO U
WHCTPYKLMK K Habopy.

2 leteKkuma curHana ana ¢ayopodopa R6G ocyLLecTBAAETCA MO KaHaly AeTeKUMKU Ana aHanornyHbix ayopodopos HEX, JOE, Yellow, VIC.

Peructpanua MU g Pocagpaerapzope
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KpaTkoe pykoBoACTBO

no NpUMeHeHuo Habopa peareHToB A5 BbIABNEHUA U
KonmyectBeHHoro onpegenenua AHK Trichomonas
vaginalis MeToa0M NONMMEepPasHOM LLEeNHOM peakumm ¢
AeTeKuMe B pexxnme «peasibHoro BpemMeHmn»
«Amnaunlpanm® T. vaginalis»
no TY 21.20.23-102-09286667-2020

«AmmmIlIpaiim® T. vaginalis»

dopma Bbinycka 3

P2070-43

000 «Hekctbuo», Poccus, 111394,
u r. Mocksa, yn. NMonMmepHas, 4. 8, ctp. 2
Ten. (495) 620-08-73, e-mail: info@nextbio.ru
COCTAB
M
KomnoHeHT OnucaHue 06'\1: ! Konunuecrso
Mpo3payHasn
)KEI K%CTb 100 npobupok
MnupP-cmecb TV A ! 0,01 (12,5 cTtpunos
paCKanaHa

oz, napaduH no 8 npobupok)?
Mpo3payHan
XKNAKOCTb
KpacHoro
ugeTa
Mpo3payHan
XUAKOCTb
Mpo3payHan
XUAKOCTb
Mpo3payHan
XUAKOCTb
Mpo3payHan
UIAKOCTb
Habop peareHTOB paccyuTaH Ha NpoBefeHne UCCAefoBaHUA
100 06pa3syoB., BK/IOYAA KOHTPO/IN.

nupP-6ydep-K 1,20 1 npobupkKa

K1 complex 0,26 1 npobupkKa

K2 complex 0,26 1 npobupkKa
OKO 1,10 1 npobupka

K- 0,26 1 npobupkKa

1 Npobupku c ronybbim napadpnHOM He UCNONb3YIOTCA.

BepcPemctpanuis MH B Pocsgpasranzope
www.nevacert.ru | info@nevacert.ru

BHUMAHMUE!
Mepep, MCNO/Ib30BaHNEM Habopa peareHTOB
HEeobXoAMMO 03HAaKOMMUTbCA C WHCTPYKUMEN no ero
npumeHeHuo. UHCTPYKUMA pasmelleHa B 3/1eKTPOHHOM
BMAE Ha oduuManbHom caliTe [poussoauTens:

www.nextbio.ru (ana ee nonyyeHua Heobxogmum
cB06OAHbI BecnepeboiiHbIi fOCTYN B UHTEPHET).

MATEPUAN ONnAa UCCNEQOBAHUA

v/ COCKOGHbIA MaTepuan MaM OTAENAEMOE C/M3UCTbIX
060n104eK ypOreHWTaNbHOro TpakTa (oTaensemoe
CcnM3ncTon 0b60N0YKM Bnaranuila, cockob anutenus
CO CAU3NCTON 0BONOYKM LLePBMKAZbHOIO KaHana u
COCKOD anuTenna co cN3NCTo 060104YKKN YPeTPbI);

<\

MOYa;
v ceKpeT npeacTaTeNnbHOM Kenesbl.

KOMMNNEKTHOCTb

KomnoHeHT dopmar
Habop
peareHToB dopma Bbinycka 3

MHCTpYKumMa no B 3/1IEKTPOHHOM BUAE NO ajgpecy:

NPUMEHEHMUIO www.nextbio.ru
MacnopT B 9/IEKTPOHHOM BUAE NO ajpecy:
KayecTtBa www.nextbio.ru
KpaTtkoe
B BymaykHOM Buae

PYKOBOACTBO
KomnnekTt

o 8 BymarkHom Buae
BKNaZblwen
XPAHEHUE

YcnoBua xpaHeHua Habopa

2°C...8°C
B 3aLLMLLEHHOM OT CBETa mecTe



SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANIA

Ona akctpakummn AHK mncnonb3sosatb Habopbl peareHTOB, peKOMeHA0BaHHble Mpon3BoguTenem B UHCTPYKLMU NO
npumeHeHnto Habopa «Amnaullpaiim’ T. vaginalis». Nopagok paboTbl ¢ Habopamu ana skcTpakuum JHK cmoTpute B
WHCTPYKLMW MO UX MPUMEHEHMUIO.

Ob6bembl peareHTOB U UccaeayemMbix 06pasLoB, NCNOb3yemble NpU sKCTpakuun AHK ¢ nomolubto pekomeHayembIx
HabopoB peareHTOB, YKa3aHbl B TabauvLe HUxKe.

Do6asnsemblii peareHT / o6pasel,

BKO-FL? 10 mkn B KaxkAyto Npobupky

Nccnepyemble 0bpasybl 100 mkn B NPOBMpPKKN ans nccneayembix ob6pasLos

OKO 100 mkn B NpobumpKy Ans OKO (oTpuMLAaTENbHOTO KOHTPOAA 3KCTPaKLMK)
PeareHT gna antoumn AHK 100 mkn B Kaxkayto npobupky

AMNINOUKALMA C AETEKLMEN B PEXXUME «PEAJZIbHOTO BPEMEHW»

BHUMAHMUE! [ina BHeceHUs B NpobMpKn peareHTos, Nnpob [HK 1 KOHTPOAbHbIX 06pa3LLOB MCNOAb30BaTh OHOPA30BbIEe
HAaKOHEYHMKMN € PUAbTPamu.

1. Otobpatb HeobxoaMmoe KO/IMYeCTBO CTPMMOBAHHbIX MNpobupok c [MUP-cmecbto TV gna amnanédukaumm OHK
nccnenyemMbix U KOHTPOIbHbIX 06Pa3LoB.
2. BHecTu B noarotoBsieHHble npobupku MNLP-6ydep-K 1 06pasubl cornacHo Tabanye:

Do6asnaembliii peareHT / 06pasel,
BHectu no 10 mkn

MNuP-bydpep-K

BHectn no 10 mkn

B Npobupku c NMUP-cmecbio TV Ha noBepxHOCTb NapadmHa
BHUMAHME! MLP-6ydep-K He gonxKkeH npoBannsBaTbca nog napaduH.

BHUMAHMUE! /36eratb nonagaHusa copbeHTa B peakLMOHHYH CMECH.

Mpo6bl AHK, aKkcTparnpoBaHHOM 13

NCCAeYEMOro 06pasLa B MPOBUPKM Ans ncciegyemoix 06pasuos

Mpobbl, sKcTparnposaHHoM ns OKO B NPo6MpKy aas obpasua OK (oTpMLaTeNbHOro KOHTPOS SKCTPaAKLLMK)
PeareHt K- B NpobupKy ans obpasua K— (oTpuuatenbHoro KoHTpons MNLP)

K2 complex (npu nposedeHuu

Ka4yecmeeHH020 U Koau4ecmeeHHo20 B NpobupKy ans obpasua K2

aHanu3a)

K1 complex (npu nposedeHuu mosbko

Kosu4yecmeeHHo2o GHCI/'IUBG) B npo6MpKy AnA o6pa3u,a K1

3. MMpu py4HOM aHanM3e 3anporpammmnpoBaTb amnaMdUKaTop C CUCTEMON AETEKLMUU B PEXUME «PeasibHOro BpeMeHM»
COrNacHO MHCTPYKLMM MO ero NpMMeHEHUI0 ANA BbINOJAHEHUA CAeaytoLein Nporpammbl:

EanHaa nporpamma amnnmbm(au,uu n geTekummn ¢nyopecu,eH'rHoro CUrHana

. JeTteKkuuma no KaHanam gna Konuuectso
Lnkn Temnepatypa, °C Bpemsa
ényopodopos LMKNOB
50 15 muH - 1
95 15 muH - 1
3 95 10c - 45
60 20c FAM, R6G3

2 BKO-FL BxoauT B cocTaB Habopa peareHToB, pekomeHa0BaHHOro Mpounssoantenem ans skcTpakumm HK 13 nccneayemoro matepuana.
3 leTekumn curHana ansa payopodopa R6G ocyliecTBaseTcA No KaHany AeTekunu ana aHanorndHeix ayopodopos HEX, JOE, Yellow, VIC.

Bepcvﬁellp?c'iopzdr_%dlﬂ MH e Pocagpasragzope 2
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MpumeyaHua

1) PekomeHayemble NapameTpbl a8 NPOrpamMmmMmMpoBaHMA amnaNPUKATOPOB YKasaHbl BO BKAAAbllLe, Npuaaraemom K
Habopy.

2) B cnyyae, ecan B ogHOM npunbope oAHOBPEMEHHO NPOBOAATCA TECTbl TONLKO ANA BbiABnaeHuA JHK, MoXXHO yaanuTb
M3 YKa3aHHoM nporpammsbl nepsbli war (50 °C — 15 MUH) g1 SKOHOMUU BPEMEHMU.

BHUMAHMUE! MNpu ncnonb3zoBaHMn nporpammHoro obecneveHusa FRT Manager nporpammupoBaHuMe amnandukaTopa
YCTaHaB/IMBAETCA aBTOMATUYECKM.

4. YCTaHOBWTb CTPUMbI B AYEMKM peakLMOoHHOro moayna npubopa.
MpumeyaHue - PekomeHayeTca nepes NnocTaHOBKOW B aMNAMGUKATOP MIAHWETHOro TMNa OCafauTb Kanau CO CTEHOK
NpobMpoK Ha BOpTEKCE.

5. 3anycTuTb BbINOJIHEHWE NPOrpaMmmbl amnandUKaumm ¢ getekumen GayopecueHTHOro CUrHana CornacHoO MHCTPYKUUK
No NPUMEHEHMIO UCMOb3yeMoro amnamnduKkaTopa.

AHANN3, BbIMUCNEHUE U UHTEPNPETALUA PE3Y/IbTATOB

BHUMAHMUE! Mpu pydyHOM aHanmse obpaboTKy AaHHbIX (PAYyopecUEeHTHbIX KPUBbLIX), MOJYYEHHbIX B MPOrpamMmHOM
obecneyeHUn npubopa, mMcnonbayemoro ana nposeaeHua MLP ¢ geTekumen B pexuMMe «peanbHOro BPeMeHUY,
NPOBOAMTb COFIACHO MHCTPYKLMM MO ero NpumeHeHuto. PekomeHayemble napameTpbl A1 06paboTKM AaHHbIX YKa3aHbl
BO BK/1aApllle, MpMaaraemMom K Habopy.

AHanus, BblMUCNEHME U NHTEPNPETALMIO PE3YbTAaTOB MOXKHO NPOBOAMUTD:

- B KAYeCTBEHHOM W KO/MYeCTBEHHOM ¢GoOpMaTe B aBTOMATMYECKOM PeXMME C WUCMO/b30BAaHMEM MPOrPaMmMHOro
obecneyeHunss FRT Manager (OO0 «UHTep/labCepBuc», Poccus) cornacHoO PyKOBOACTBY NOAb30OBaTend, BblOpas
METOAMKY, YKa3aHHyl BO BK/Jadbllle, MpuaaraeMom K Habopy. PykoBOACTBO Mo/ib30BaTesIl PasMELLEHO HaA
opuumanbHom cante 000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B KauecTBeHHOM dopmaTe B PyHHOM peEXMME C NOMOLLbIO NPorpaMmHoro obecneveHus npubopa, NCNoab3yemoro s
nposegeHua MLUP c getekumeln B pexnume «peasbHOro BPEMEHW», COMMacHO MHCTPYKUUW MO ero NpUMEeHEHUo u
WHCTPYKLMM K Habopy.
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