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CMUCOK COKPALLEHWIA U OBO3HAYEHUI

Ct — Cycle threshold (noporosbiii LMKA)
BKO — BHYTPEHHWI KOHTPO/IbHbIN 0bpasel,
AHK — 0e30KCUPUBOHYKIENHOBAA KMUC/I0Ta
[JHKasza — [e30KcnpUboHyKeasa

AHT® — Ae3oKcnpubornykneotnaTpudocdatsbl
MNK — NONIOXKUTENbHbIA KOHTPO/Ib

K- — oTpuuaTesbHbIi KoHTpob MLP

OKO — OTPULLATENIbHBIN KOHTPOJIbHBIN 06paseL, IKCTpaKumum
MnupP — NosiMMepasHaa uenHaa peakuua

Py — perucTpaumoHHoe yaoCcToBepeHne
TY — TeXHUYECKUe ycnosua

yar — ypaunn-AHK-rankosmnasa

HAUMMEHOBAHWUE U3OENUA

Ha

6op peareHTOB

ana  sbiasnenns OHK  Ureaplasma parvum, Ureaplasma urealyticum,

Mycoplasma hominis, Gardnerella vaginalis, Candida albicans meTonom nonnmepasHoi LLENHOM peakLmn ¢
OEeTEeKUMEN B peXkume «peanbHoro BpemeHmn» «Amnanlpaim® YPO-5» no TY 21.20.23-209-09286667-2023.

[Janee no Tekcty ynotpebnseTtcs KpaTkoe HaumeHoBaHue: Habop peareHToB «Amnaulpaiim® YPO-5»,
a TaKKe CoKpaleHme Habop peareHTos.
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1. HASHAYEHUE

1.1. Habop peareHTOB «Amnnulpaiim® YPO-5» npeaHasHaveH ana BblABNEHMUA
OHK Ureaplasma parvum, Ureaplasma urealyticum, Mpycoplasma hominis, Gardnerella vaginalis,
Candida albicans B 6uonorMyeckom matepuane (COCKOBHbIA maTepuan MAU OTAENieMOoe CAN3UCTbIX
060/104€EK YypOreHMUTaNbHOrO TpaKTa (oTaenaemoe CN3UCTON 060/104KM Baramwa U Cockob anutenuns co
CAN3UCTON 060104YKKN ypeTpbl), moya) metogom MLP ¢ rmbpuansaumoHHO-GAYOPECLEHTHOM AeTeKumeln
NPOAYKTOB aMNAnPUKaLMKN B peXKMUME «PeasibHOro BPeEMEHN».

1.2. MaTepuanom gns nposegeHus MUP cnyxaT npobbl JHK, aKkcTparMpoBaHHble U3 Ucciedyemoro
MmaTepmana c NOMOLLbIO HABbOPOB peareHTOB, PEKOMEHAOBAHHbIX B Pa3aene MHCTPYKLMKN «[lononHUTe bHOoEe
obopyaoBaHMe U maTepuanbl».

1.3. ®yHKUMOHaNbHOE HasHayeHue: Habop peareHTOB npegHasHayeH ANa AWArHOCTUKM in  Vitro
(sbinBnenme  OHK  Ureaplasma  parvum, Ureaplasma  urealyticum,  Mycoplasma  hominis,
Gardnerella vaginalis, Candida albicans metogom lMLP B 6MonorMyeckom matepmane YenoBeKa).

1.4.ToKkasaHMA K MpoBeAEHUIO UccneaoBaHua: Habop peareHTOB MCNOAb3YeTCA B KAMHWYECKOW
nabopaTopHON AMArHOCTUKeE A/1A CKPUHUHIOBOIO UCCAea0BaHNA BUONOrMYECKOro Matepmana, Noy4eHHoro
OT /1L, C MOAO03PEHNEM HA HanMune UHPEKUMIN YyporeHUTaNbHOro TpakTa. PesynbTtaThl MNUP-UccneaoBaHus
YUYMUTLIBAKOTCA B KOMMJIEKCHOW AMArHoCTUKe 3aboneBaHus.

1.5. MpumeHeHMe Habopa peareHToB He 3aBMCUT OT NOMYSALUNOHHbIX U AeMorpapuUecKknx acrneKTos.

2. XAPAKTEPUCTUKUN HABOPA

2.1. ®opmbl BbiNyCKa, COCTaB U KOMMJIEKTHOCTb

Habop peareHTOB BbiNycKaeTcs B AByX ¢dopmax (cocTaB Habopa M KOMMIEKTHOCTb MOCTaBKM yKasaHbl B
Tabamue 1 1 2 cooTBeTCTBEHHO). BCce hopmbl BbiNycKa NpeaHa3HauyeHbl 414 NpoBeaeHus amnandukaumm OHK
C mMbpuansauMoHHO-GAYOPECLLEHTHON AeTeKuMell NPoAyKTOB amMNAnGUKauUM B pPeXMME «peasibHOoro
BpeMeHn». [na npoBeAeHUA NOJAHOro MccieoBaHUA HEOBX0AMMO MCNONAb30BaTb HAbOPbl peareHToB A
aKcTpakuumn HK, pekomeHaoBaHHble B pasgene «[JononHutensHoe o60pyaoBaHne n matepuasbi».

®dopma Bbinycka 1 BrtoyaeT cmecb gns nposegeHua MUP B npobupke obvemom 1,5 mnamn 2 ma ans
003MpOBaHUA B Atobble Tunbl NpobupoK. dopma npegHasHayeHa [aa NPUMEHEHMA COBMECTHO C
amnanduKaTopaMm NAAHWETHOrO M POTOPHOFO TUMA M paccYUTaHa Ha NpoBeAeHWE UCCNef0BaHUA
100 o6pa3yoB, BKAOYAA KOHTposan. Popma MmorxKeT bbiTb MCNOAb30BaHA KaK A8 PYYHOM PACKamnKu, TaKk u
COBMECTHO C aBTOMATUYECKMMM CTaHLUMAMM ANA NPUTOTOBAEHMA U A03MPOBaHMA PEAKLNOHHbIX CMECEN.

®dopma BbiNycKa 2 BKAOYAET cmech AnA nposegeHus MLP, packanaHHyo noa Npocioiky napaduHa no
cTpunoBaHHbIM (12,5 cTpunos no 8 npobupok) npobupkam obbemom 0,2 ma. Popma npeaHasHadeHa AaA
NPUMEHEHUA COBMECTHO C aMnAMPUKATOpamMM MNAAHWETHOrO0 TUMA M paccyMTaHa Ha npoBeseHue
nccneposaHma 100 06pa3LoB, BKAOYAA KOHTPON.

Pemc%%gr_cugls? D:Jlﬁ' % gbzc;gﬂ;gl)asﬂauaope 4
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Tabanua 1
CocTaB Habopa
PeareHT 06bem, mn Konuuectso OnucaHue

dopma Bbinycka 1

BydepHbIi pacTBOp CO cneunduyeckMmmn nparmepamm,
MLP-cmecb YPO-5 1,20 1 npobupkKa dNyopecueHTHO-MeYeHbIMM 30HAaMM U AHTO.

Mpo3payHan }KMAKOCTb.

BydepHbiit pacTBop ¢ TepmoctabunbHoin JHK-nonmmepason
nup-6ydep-H 0,65 1 npobupkKa Taq, cynbdatom maruuma u ypaunn-AHK-rnnkosmnasoit.
Mpo3payHan }KMAKOCTb.

MonoxnTenbHbI KOHTPO/IbHLIN 0bpased,

MKO YPO-5 0,26 1 npobupka n
poO3payHasn }KUAKOCTb.

OKO 1,10 1 npo6upka ﬁTpMLI,aTeanbIVI KOHTPO/bHbIN 0bpaseL.
pO3payHasn XWUAKOCTb.

K- 0,26 1 npo6upka OTpuuaTeNbHbI KOHTPO/IBbHBIN 06paseL,.

Mpo3payHasa *XNAKOCTb.
dopma Bbinycka 2

100 npobupok | bydepHbii pacTtBop CO crneunMdUyYecknmm npamepamu,
(12,5 ctpunos | ¢pnyopecueHTHO-MeYeHbIMU 30HAaMN U AHTO.
no 8 Mpo3payHasa XWAKOCTb, packanaHa B CTPUMNOBAHHblE
npobupok)? npobupku nog napaduH 6enoro LBeTa.
BydepHbIli pacTBop ¢ TepmocTabunbHoi AHK-nonMmepasoi
Nnup-6ydep-K 1,20 1 npobupkKa Taq, cynbdatom marumsa u ypauun-AHK-rnnkosmnasoii.
Mpo3payHasn KUOKOCTb KPAaCHOTO LBeTa.
MonoXKMTENbHBIA KOHTPOJIbHbLIV 06pasel,

MUP-cmecb YPO-5 0,01

MKO YPO-5 0,26 1 npobupkKa n
pO3payHasn *KULKOCTb.
OKO 1,10 1 npo6upka (n)Tpmu,aTeanblm KOHTPO/IbHbI 0bpased,
poO3payHasn }KUAKOCTb.
K- 0,26 1 npo6upka (n)Tpmu,aTeanblm KOHTPO/IbHbIV 0bpased,
pO3payHasn *KUAKOCTb.
Tabnuua 2
KomnnekTHOCTb Habopa
KomnoHeHT dopmar Konuuectso
Habop peareHToB (hopma Bbinycka 1 nau 2) - 1
" B 9N1EKTPOHHOM BuAe? Ha obUUMaNbHOM
HCTPYKLUMA N0 NpMMeHeHuto Habopa . ) . -
caite MpoussoauTens: www.nextbio.ru
KpaTkoe pyKoBOACTBO MO NpumeHeHuto Habopa B BymaykHOM Buge 1
KomnnekT BKAagblwen K Habopy B bymaxkHOM Buge 1

B 3/IEKTPOHHOM BMAE Ha ocbmu,maanom
MacnopT KayecTBa o . -
caunte Npowussoautens: www.nextbio.ru

2.2. MpuHUMN meToaa

MpuWHUMN TecTMpoBaHWMA OCHOBAH Ha 3KcTpakumm OHK n3 o06pasuosB mccnegyemoro martepuana U
oAHOBpeMeHHOM amnanduKkaumm yyactkos [AHK Ureaplasma parvum, Ureaplasma urealyticum,
Mycoplasma hominis, Gardnerella vaginalis w Candida albicans ¢ rnbpunansaunoHHO-GAYOpPECLEHTHON
AeTeKuMei B peXxnme «peasibHoro BpeMeHmn».,

C nony4yeHHbIMKU Ha 3Tane 3KcTpakumu npobamm AHK nposoautcsa peakuma amnandukaumm ydactka AHK
npyv nomoLlm cneumduyHbIX K 3TOMY YydacTKy nparimepoB M ¢epmeHTa Tag-nonvmepasbl. B cocTase
PEeaKLMOHHOMN CMecK NPUCYTCTBYIOT GNYOpPeCLEHTHO-MEYEHbIE O/IMTOHYKNEOTUAbI, KOTOPbIe TM6PUAN3YIOTCA C
KOMMJIEMEHTAPHbIM y4acTKOM amnanduumpyemon HK-muLweHn, B pe3ynbTaTe Yero NPOMCX0AMT HapacTaHme
WMHTEHCUMBHOCTU dayopecueHUMU. ITO NO3BOAET PErMCTPUPOBATb HaKoMeHWe cneumduUyeckoro NpoayKTa
amnaMduUKaLmMm nyTem U3MepeHUs MHTEHCUBHOCTU GIYOPECLLEHTHOTO CUrHaNa C MOMOLLLIO amnanduKaTopa ¢
cUCTEMOM aeTekumm GayopecLLeHTHOTO CUTHaNa B PEXMME «PeanbHOro BPpEMEHN Y.

! Mpobupku c ronybbim napaprHOM He NCMOMb3YIOTCA.
2MeuaTHan BEPCUA MHCTPYKLIMM AOCTYNHA NO 3anpocy no TenedoHy (495) 620-08-73.
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Habop peareHTOB COAEPKUT CUCTEMY 3aLLUTbI OT KOHTaMMUHALMM aMMJIMKOHAMM 33 CYET NPUMEHEHMUA
depmeHnTa ypauun-AHK-rankosumnassl (YOr) u tpudocdata aesokcnypuanHa. PepmeHt YAl pacnosHaeT u
KaTanmsmpyeTt paspyweHue uenen [OHK, copeprkawmx pesokcnypuauH, Ho He [AHK, coapep:kawewn
OE30KCUTUMUAMH. [Je30KcnypmuanH otcyTcTeyeT B npupogHoi AHK, Ho Bcerga npucyTcTeyeT B aMnIMKOHAX,
NOCKONbKY TpudocdaT fe30KCUypruanHa BXoAUT B cocTaB cMmecn gHT® B peareHTax aaa amnavdukaumuu.
[e30KcnypuanH genaet KOHTaMUMHUPYIOWME aMMJIMKOHbI BOCMPUMMUYUBBIMU K pPaspyLleHUt0 dpepMeHTOM
YOI go Havyana amnanédukaumm OHK-muweHn, u, cnepoBaTenibHO, OHM He MOryT ObiTb B AasibHelwem
amnanduumpoBaHbI.

depmeHT YOI TepmonabuneH u HaKTUBMpPYETCA Npu HarpesaHuu Bbiwe 50 °C 1 nosToMy He paspyllaer
aMMIMKOHbI MULLEHM, HapabaTbiBaemble B npouecce MLP.

Ha aTane amnandukauym OJHOBPEMEHHO B OAHOM NpobupKe nNpPoBOAMTCA NATb pPeakuui -
amnamdukaums ydactkos [HK Ureaplasma parvum, Ureaplasma urealyticum, Mycoplasma hominis,
Gardnerella vaginalis v Candida albicans. Pe3ynbtatbl amnanduKaummn perucTpupyoTca no NAT1 pasanyHbim
KaHanam ¢ayopecueHTHOM aetekuum (cm. Tabanuy 3).

Tabnunua 3
CootBetcreue AJHK-muweHeit n KaHanos ¢payopecueHTHON geTeKuum
KaHan ana 3
dnyopodopa FAM R6G ROX Cy5 Cy5.5
] [IHK - . .
OHK-mnweHb OHK U. parvum U. urealyticum OHK M. hominis | OHK G. vaginalis | JAHK C. albicans
O6nacTb urease complex urease complex

16S rRNA Tuf gene ITS-2
amnanduKaumm component gene | component gene

2.3. TexHuyeckoe 06cny>KMBaHME U PEMOHT

Habop He NoANEeXUT TEXHUYECKOMY OBCNYKUBAHUIO U PEMOHTY.

3. KOHTPO/J1b KAYECTBA

3.1. BHYTpeHHUIA KOHTPO/Ib KayecTBa
3.1.1. OTpuuaTENbHDbIA U NONIOXKUTENIbHbIA KOHTPO/IN UCC/IeA0BaHUA

[ns OuEeHKM KayecTBa MOJIy4aeMblX Pe3y/ibTaTOB KarKAaa rpynna sKcTparmpyembix ob6pasLoB A0/KHA
BK/IlOYATb OTPULATENbHbIN KOHTPOAb 3KcTpakuuu (OKO). Kaxkpgaa uHamMBMAyanbHaAa noctaHoBKka [MUP
OOJ/KHA BK/AOYaTb: OTpUuaTeNbHbi KoHTposb MUP (K-) n nonoskutenbHblt KoHTpoab (MKO YPO-5).
Pe3ynbTaTbl A4NA KOHTPOJIEM A0/MKHbI COOTBETCTBOBATb 3a4aHHbIM KPUTEPUSM BanUAHOCTM, YKa3aHHbIM B
pasgene «MHTepnpeTauma pesynbTaToB».

OTpuuaTenbHbI KOHTPOAb 3KcTpakumu (OKO) TecTupyeTca, HauMHaA € 3Tana SKCTPaKLUMK, U NO3BOAAET
KOHTPOIMPOBATb BO3MOMKHYIO KOHTaMWHAUMIO APYrMmMM obpasuamu uam amnavkoHamu. B npobupke c
OTPULATENBHbIM KOHTPO/MIEM HE [A0/KHbI AeTekTupoBaTbca ydactkm OHK U. parvum, U. urealyticum,
M. hominis, G. vaginalis, C. albicans. B cnyyae HeCoOTBETCTBUA pe3ybTaTa, NOJYYEHHOIo A/151 KOHTPOJIbHOTO
06pa3La, 3a4aHHbIM KPUTEPUAM BaNGHOCTU, NOJIOXKUTENbHbIE Pe3ynbTaTbl A1a ucciegyembix 06pasuos B
NMOCTaHOBKE CYMUTAOTCA HeZO0CTOBEPHbIMU. Heob6X0a4MMO NpeanpUHATL MepPbl MO BbIABEHUIO U IMKBUAALMM
MCTOYHMKA KOHTAMWHALMW, M NOBTOPUTb WCCNefO0BaHWE BCeX uccaedyemblx 06pasuoB, B KOTOPbIX
obHapyxeHbl yyactkn AHK U. parvum, U. urealyticum, M. hominis, G. vaginalis, C. albicans w KoHTponen,
HAYMHAA C 3Tana 3KCTPaAKLUU.

3 leTekuma curHana ana payopodopa R6G ocyLLecTBAALTCA MO KaHaNy AeTeKUMM Ana aHanormuHbix dayopodopos HEX,
JOE, Yellow, VIC.
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OTpuuaTenbHbiii KoHTposb MUP (K-) TecTupyeTtca, HauuHas ¢ 3Tana amnanduKkauum, U no3BoNseT
KOHTPO/IMPOBaTb BO3MOMHYIO KOHTAMMHALMIO APYrMMKW obpasuamm MaAM amnamMkoHamu. B npobupke c
oTpuuaTenbHbiM KoHTpoaem MUP He gonxkHo getekTnposatbea AHK U. parvum, U. urealyticum, M. hominis,
G. vaginalis, C. albicans. B cny4ae HecooTBETCTBUA pe3y/bTaTa, NOAYYEHHOrO ANA KOHTPO/IbHOrO 0bpasua,
33[3aHHbIM  KpUTEPUAM BaZIMAHOCTU, TMONOMKUTE/bHblE pe3ynbTaTbl AAA uUccaesyemblix obpasuos B
MOCTAaHOBKE CYMTAIOTCA HELOCTOBEPHbBIMU, HEOBXO0AMMO NPesnNPUHATL MepPbl MO BbIABNEHWUIO U IMKBUAALMM
MCTOYHMKA KOHTAaMMHaLMWM W MOBTOPUTb WCCAeAOBaHWe BCeX Wccaeayemblx 06pasuoB, B KOTOPbIX
obHapyxeHa OHK U. parvum, U. urealyticum, M. hominis, G. vaginalis, C. albicans n KOHTpoOAEN, HAYMHaA C
stana MLUP.

B KauyecTtBe nosioxutenbHoro KoHtponsa MLUP ucnonbsyetca peareHT MNMKO YPO-5, BxoaAwmin B coctas
Habopa. B cnyyae HecooTBeTCTBMA pe3ynbTata A5 NOJIOKUTE/IbHOTO KOHTPOJIA 33aAaHHbIM KpUTEpUam
Ba/IMAHOCTKN, pe3y/bTaTbl AN Bcex 0b6pa3LoB B MOCTAaHOBKE CYMTAOTCA HEAOCTOBEPHbIMW, TpebyeTca
NOBTOPUTb UCCIeA0BaHNE BCEX UCCeayeMbIX 06pa3L0B 1 KOHTPO/Iel, HauymMHan ¢ aTana MLUP.

3.1.2. KoHTponb MHrmbmuposaHus

Ona koHTpona apdeKkTMBHOCTU aKcTpaKumm OHK 1 oueHKM BAMAHUA MHIMbuTOpoB. MLP pekomeHayeTca
ncrnonb3osatb Habop peareHToB «Amnanlpainm® YPO-5» coBmecTHo ¢ Habopom/Habopamu peareHToB and
amnandukauymm npomssoactsa OO0 «HekcTbrMo», ¢ BO3MOMKHOCTbIO OAHOBPEMEHHOW amnanduKkaumm
Yy4acCTKa UCKYCCTBEHHO CUHTE3MPOBAHHOM nocnegoatenbHocT AHK BHYTpeHHEro KOHTPObHOrO 06pasua
(BKO) 1 yuactkoB AHK, npeaHasHauYeHHbIX 418 CKPUHUHIOBOIO MCCNeA0BaHMA BMONOrMYeckoro maTepuana
Ha HaNn4YMe NHPEKLMIN OPraHOB PENPOAYKLNMN.

Pe3ynbTaTbl WccnefoBaHWA [O/MKHbI COOTBETCTBOBATb 33aZaHHbIM  KPUTEPUAM BAJMAHOCTU  OnA
uccneayemblXx M KOHTPOAbHbIX 0OpPasuoB, YKa3aHHbIM B MHCTPYKLUUM K COOTBETCTBYHOLMM Habopam
peareHToB A8 amnanduKalmm.

3.1.3. MOHUTOPUHT NabopaTopumn Ha HaMUMe KOHTAaMUHaLMUU

PekomeHayeTca pa3 B Mecsl, NPOBOAUTb MOHUTOPUHE 1abopaTopmMm Ha KOHTaMWHALMIO NMPOAYKTaMM
amnavduKkaummn, uccnesyembimm obpasuamn, MNONOKMTENbHbIMU KOHTPObHbIMK 0bOpasuamn. OLeHKa
HaNNUYMA/OTCYTCTBMA KOHTaMMHALMM NPOBOAMTCA MYyTEM WCCAEAO0BAaHWMA CMbIBOB C Pa3/IMUHbIX O06BHEKTOB:
nUNeToK, paboumx nosepxHocTen nabopatopHo mebenn, obopyaoBaHUA U NOBEPXHOCTEN MOMELLEHMIA.
B3aTMe u wuccnepgoBaHWe CMbIBOB  cnefyeT  MPOBOAUTb  COMlAaCHO  mpoueaype, OMUCaHHOW B
MY 1.3.2569-09 «OpraHusauma paboTbl nabopaTopuii, MCNONbL3YIOWMX MeToAbl amnandukaumm
HYK/IEMHOBbLIX KWCNOT Mpu paboTe C MaTepuanom, CoAepXawum MUKpoopraHuamel -1V  rpynn
naToreHHocTu». Mpu OGHapyXEHUN KOHTAMMHAUUW HeobxogMmo npoBecTM 06paboTKy nabopatopum
MOOLLMMU U AE3UHOULMPYHOLLMMKN PACTBOPAMM COTNACHO YKasaHMAM, onmcaHHbIM B MY 1.3.2569-09. Takxke
ONA NpeaoTBPaALLEHNA KOHTAMUHALMKM NabopaTopmm UK B KaYecTBe Mep NO AeKOHTaMWHaL MK paboymx 30H
peKkomeHAyeTcA UCNONb30BaTb PacTBOP ANA Ae3aKTUBALUU HYKNEUHOBbIX KUCNOT, Hanpumep, «Oauratop»
npounssogctea OO0 «HekcTtbno», Poccua.

3.2. PekomeHAayemble KOHTPOJIbHble maTepuanbl

B KauecTBe KOHTPOJ/IbHbIX MATEPMANOB A/A NPOBEPKU 3aABAEHHbIX PYHKLUMOHANbHBIX XapaKTePUCTUK
Habopa MoryT 6bITb MCMOJIb30BaHbl 3aPErMCTPUPOBAHHBIE Ha TeppuTopun Poccuiickoit Pegepaupnmn naHenu
KOHTPO/IbHbIX 00pasLoB, NpegHasHayeHHble A1A NPOBEAEHMSA BHYTPEHHEro M BHELWHEro KOHTposel
KadectBa  NabopaTopHbIX  MccnenoBaHui  no  obHapyxeHuto  OHK  Ureaplasma  parvum,
Ureaplasma urealyticum, Mycoplasma hominis, Gardnerella vaginalis, Candida albicans.
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4. OTPAHUYEHUA METOOUKU UCCNEQOBAHUA

4.1. Habop npuMeHaeTCcA TONbKO ANs AMArHOCTUKM in vitro.

4.2. Habop npegHasHayeH 48 paboTbl TONILKO C UCC/eQyeMbiM MaTepMasnom, yKasaHHbIM B pasgene
«HasHayeHue». UccnepgoBaHne apyrnx BUAOB BUOOIrMYECKOrO MaTeprana MOMKET NMPUBECTU K NOYHYEHUIO
HeA0CTOBEPHbIX Pe3y/bTaToB.

4.3.MonyyeHne  OOCTOBEPHbIX  pe3ynbTatoB  obecneymBaeTcs  BblMNOJHEHMEM  TpeboBaHuUM,
npeabsaBAsSEMbIX K B3ATUIO, TPAHCNOPTUPOBAHWUIO, MOArOTOBKE W XpaHeHUo o06pasuoB UcCaeayemoro
maTepuana (cm. pasgen «Mccnegyemblit matepuany).

4.4. Habop npegHasHavyeH gns nNpodeccMoHaNbHOro npumeHeHua. Habop [onxkeH MCNO/b30BaTbCA
TONIbKO KBanUGULMPOBAHHbIM, 0OyYeHHbIM (B 061aCTU KAMHWMYECKOW NabopaTopHOW AMArHOCTUKM)
NepcoHanoM (Bpaun KAMHUYECKOM nabopaTopum U MeAMLMHCKME NabopaTopHble TEXHUKKU, 0byyeHHble
MOJIEKYNIAPHBIM BUOIOTMYECKUM METOONKAM).

4.5.Mpu paboTte ¢ Habopom cneayeT UCMONb30BaTb TOJILKO aMNANGUKATOPbI C CUCTEMOM AETEKLMU
$YOpPECLLEHTHOrO CUrHaNa, XapaKTEPUCTUKM KOTOPbIX YA40BAETBOPAIOT TPE60BAHMAM, YKa3aHHbIM B pasaene
«[lononHutensHoe ob6opyaoBaHve U maTepuanbi».

4.6. MpumeHATbL Ha6op peareHToB CTPOro nNo HasHa4YeHM COrNacHO UHCTPYKLUUN NO NPUMEHEHMUIO.

4.7. He NMPUMEHATb Ha6op NP1 HapyweHnn LenoCTHOCTU YNaKOBKU U C UCTEKLWLIMM CPOKOM roaHOCTHU.

5. MEPbI MPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa goKHa NpoBOANTLCA B 1abopaTopmm, BbINOAHAIOLLEN MONeRYyAAPHO-6Monoruyeckue (MLP)
nccnefoBaHna buosorMyeckoro maTtepuana Ha Hanuuuve Bo3byauTener MHPEKUMOHHbIX GonesHel, ¢
cobnogeHnem CanluH 3.3686-21 «CaHuTapHO-aNuaemunonornyeckue TpeboBaHMa no npodunakTuke
MHOEKUMOHHbIX 6onesHeny, CaHlMuH 2.1.3684-21 «CaHuTapHO-aNMAEMMONorMyeckne TpeboBaHMA K
COLEPKAHUIO TEPPUTOPUI TOPOLCKUX U CENbCKMX MOCENEHWUM, K BOAHbIM O6bEKTAm, NMUTLEBOW BOAE M
NMUTbEBOMY BOAOCHAOXKEHWUIO, aTMOCHEPHOMY BO3AyXy, MOYBAM, KWIbIM MOMELLEHUAM, SKCMAyaTaLumu
NPOW3BOACTBEHHbIX, OOLWLECTBEHHbIX MOMELLEHUIA, OpraHU3auuMM W NPOBEAEHWMI0  CaHWUTapHO-
NPOTUBO3NUAEMUYECKMX (MPODUNAKTUUECKUX) MEPONPUATUI» U METOANYECKUX YKasaHui MY 1.3.2569-09
«OpraHmsauma paboTbl 1aboPaTOPUN, NCNONB3YIOWMX METOAbI aMNAUPUKaALMU HYKNEUHOBBIX KUCIOT Npu
paboTe ¢ MaTepranom, cogepKalimm MmUKpoopraHmuambl -1V rpynn natoreHHOCTU».

5.2. Npwu paboTte HeobxoaMMO BCerga BbINOMHATL Caeaytolwme TpeboBaHua:

- lMpumeHaTb Ha6op CTpOro no HasHa4yeHUo B COOTBETCTBUU C ,CI,aHHOﬁ MHCprKLI,Mel\;I. OTKNOHEHME OT
nponncaHHbIX Npoueayp n nopAaaka AEVICTBMIZ MOXET NPUBECTU K MNONTYHEHUIO HEAOCTOBEPHbIX PE3YN1bTATOB
daHanus3a.

- JlabopaTopHbIli npouecc A0MKeH ObiTb OAHOHaNpaBAeHHbIM. AHanus cneayetr MNPOBOAUTL B
OTAENbHbIX MNoMelleHusax (3oHax) B cootsBeTctBMM ¢ MY 1.3.2569-09. He Bo3Bpawartb 06pasupl,
obopyaoBaHuMe 1 peareHTbl B 30HY, B KOTOpoW Oblna NpoBeaeHa NpeablayLias cTagma npouecca.

- PaccmatpumBaTbh uccnegyemble 06pasubl Kak MHPEKUMOHHO-ONACHble, OpraHM3o0BbIBaTb PaboTy u
XpaHeHue B cooTeeTcTBUM € CaHlnH 3.3686-21.

- Ybupatb U Ae3nHOUUMpPOBaATb pa3inTble 06pasubl MAM peareHTbl, UCMONb3YyA Ae3nHOULMpYLOLLMe
cpeacTsa B cootBeTcTBMM ¢ CaHlnH 3.3686-21.
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- YaanAtTb HEWCNONb30BaHHbIE pPeareHTbl, PeareHTbl C MCTEKLWMM CPOKOM TOAHOCTM, a TaKKe
MCMO/Ib30BaHHbIE peareHTbl, ynakoBKy?, 6MoNOrMuecknii matepuan®, BKAoYas MaTepumasbl, UHCTPYMEHTbI 1
npegMeTbl, 3arpsisHEHHble  6MOIOTMYECKMM  MaTepuanom, B  COOTBETCTBMM C  TpeboBaHMAMM
CanllnH 2.1.3684-21.

BHUMAHMUE! Mpu yaaneHun oTxodoB nociae amnandukaumm (npobupok, cogepskawmx npoayKtsl MLP)
HeAoMNyCTUMO OTKPbIBaHWE NPOBUPOK M Pa3bpbi3rMBaHUE COL4EPHKMMOTO, MOCKO/IbKY 3TO MOXKET MPUBECTU K
KOHTaMWHaumn npoayktamu MLP nabopatopHOM 30HbI, 060pYyA0BaHWNS U PeareHToB.

- Mcnonb3oBaTb U MEHATb NPU KaxkAoM onepaunm oaHOPa3oBble HAKOHEYHUKU A/18 aBTOMATUUYECKMX
Ao3atopoB ¢ ¢puabTpom. OAHOPa30BYO NAACTMKOBYIO nocyay (NMpoBbMpKKM, HaKOHEeYHWMKKM) Heobxoammo
cbpacbiBaTb B CNELMabHbIA KOHTEMHEpP, CoOAEepKaLMi Ae3nHbMUMpyoLLee CpeacTBO, KOTOPOE MOXKET ObITb
NCNOoNb30BaHO AN 06e33aparkMBaHUA MeAULIMHCKUX OTXO/0B.

- Habop npeaHasHayeH [A1A OAHOKPATHOrO NpUMeHeHWs Aans nposedeHua [LUP-uccneposaHua
yKa3aHHOro KosnyecTsa 06pasuos (cm. pasgen « Popmbl BbINycKa, COCTaB M KOMMIEKTHOCTbY).

- K pabote ¢ Habopom AonycKaeTcs TO/bKO NepPCcoHas, 0by4eHHbI MeTogam MOEKYIAPHOMN ANArHOCTUKN
M npaBuaam paboTbl B KAMHMUKO-AMArHOCTUHECKOW NabopaTopun B yCTaHOBAEHHOM NopaaKe (B COOTBETCTBUM C
TpeboBaHuamM CaHlMnH 3.3686-21).

- He ucnonb3oBaTtb Ha6op, €C/IN HapyuweHa BHYTPEeHHAA ynakKoBKa WU BHELWHMMN BUA peareHTa He
COOTBETCTBYET ONNCAHULIO.

- He ncnonb3osatbh Habop, ecan He cobAOAANNCH YCAOBUA TPAHCMOPTUPOBAHMA U XPaHEHMS COMNacHo
NHCTPYKLMMW.

- He cmelunBaTb peareHTbl pasHbIX CEpUA.
- He ncnonb3osaTtb HabOpP MO UCTEYEHWUM CPOKA FOAHOCTM.

- Mcnonb3oBaTb 04HOPA30Bble HEONYyAPEHHbIE NepYaTKK, NabopaTopHble XanaThbl, 3alLMLLATL [1a3a BO
Bpems paboTbl c 06pasuamMm U peareHTamu. TILaTeNbHO BbIMbITb PYKM MO OKOHYaHMM paboTbl. Bce onepaunu
NPOBOAATCA TO/IbKO B NepYaTKax AN UCKAOUEHMSA KOHTaKTa C OPraHM3mMOM YeoBeKa.

- He ecTb, He NWUTb N He KypuUTb B NpoLLeCCe UCNOIb30BaHMA Habopa. M3beraTb KOHTAKTa peareHToB C
KOXeMl, rna3amu un camsucton obonoykon. He rnotathb.

- an KOHTaKTe Hemea/leHHO NPOMbITb Nopa*KeHHOoe MeCTo 601bWLINM KOSIMYECTBOM BOAbl U Npu
N1I0XOM CamMO4yBCTBUU 06paTMTbCﬂ 3a Mep,MLLMHCKOVI nomouwlbto. lNpn nonagaHuu BHYTPb PBOTY He
BblI3blBATb, MPOMO/IOCKATb POT BO,CI,OVI, O6paTMTbCH K Bpayy npu nJ10Xom CaMmo4vyBCTBUN.

5.3.Mpu  nCcnosib3oBaHMM MO  Ha3Ha4YeHUO U CcobNOAEHWM  BbILWENEPEUYUCNIEHHBIX  Mep
NpeaoCcTopoXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa coaepyKaT HaTpUA a3ng, B KOHUEHTpauun He bonee
0,1 % 1 cOOTBETCTBEHHO He KNaccMdMUMPYIOTCA KaK OnacHble U He TPpebytoT cobloaeHna cneunanbHbix mep
NpPesoCTOPOXKHOCTM, KPOME YKa3aHHbIX B 3TOM paszese.

5.4. Cneumduryeckme Bo3aeincTBNA Habopa Ha OPraHN3m YeNoBEeKa:
- KaHueporeHHbIt adpPeKT oTCyTCTBYET.
- MyTareHHoe aelcTBue oTCyTCTBYET.

- PenpoayKTMBHAA TOKCMYHOCTb OTCYTCTBYET.

4 Hencnonb3oBaHHblE peareHTbl, peareHTbl C UCTEKLWMM CPOKOM FOAHOCTM, UCMO/b30BaHHbIE PeareHTbl, YNaKoBKa
OTHOCATCA K KJaccy OMacHOCTU MeANLMHCKUX 0TX0808 I.

5> BuonorMueckunii matepunan, BKAOUYas MHCTPYMEHTbI M MPeAMEeTbl, 3arpa3HEeHHbIe MaTepuanom, OTHOCATCA K Knaccy
0NacHOCTU MeAULIMHCKMX 0TX0a0B b.
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6. AONO/THUTE/IbHOE OBOPYAOBAHUE U MATEPUA/bI

6.1. B3aTne uccnepgyemoro matepmana

6.1.1. TpaHcnopTHasA cpeda AN B3ATUA, TPAHCNOPTUPOBAHUA U XpaHeHUa B1onormyeckoro maTepuana
(COCKOBHbI MaTepuan MAM OTAEeNsieMoe C/M3UCTbIX 0D00/I0YeK YypPOreHWUTasIbHOTO TPaKTa (oTaensemoe
CN3NCTOM 060NOYKM Bnaranvwa, COcKob anutenus co camsmcTon 060/I0YKM ypeTpbl)), coaeprKawan
b6ydepHoO-coNeBOli  pPacTBOpP C  MYKONUTUKOM, KOHCepBaHTOM W cTabunusatopom (Hanpumep,
«TpaHcnopTHanA cpeaa € MYKOAUTUKOM «Amnaulpaim TCM» (PY Ne ®CP 2012/14205) wau apyras,
3apeructpuposaHHas B PD).

6.1.2. 30HA ANA B3ATUA BMONOrMUYECKOrO MaTepmana ¢ NoBEPXHOCTU CAN3UCTbIX 060/104eK (COCKOBHbIN
maTepuan UAM OTAeNaemMoe C/AU3UCTbIX 060N0YEeK YPOreHUTaNIbHOro TpaKTa (oTaensemoe CAMBUCTOM
060/104KK BNaranuuLa, CoCKob anuTenMa co caM3nUCTor 060N0UYKM YypeTpbl)) OQHOKPATHOIO NPUMEHEHMUS,
cTepunbHbIN. Paboyas 4acTb 30HAa MOXKET OT/IaMbIBaTbCA MO UMELOLLLEACA HaceyKe.

6.1.3. EMKOCTb g1 B3ATUA, TPAHCMOPTUPOBKU U XpaHEHUA Mouu (obbemom go 60 ma) ogHOKPATHOro
NPUMEHEHWA, CTEPUbHAA, C 3aBUHYMBAIOLLLENCA UM NIOTHO 3aLL,E/IKUBAIOLLENCA KPbIWKOMW, M3roTOBAEHHAA
13 noannponuaeHa.

6.2. NMpepBaputenbHaa NOAroToBKa Uccieayemoro marepmana

6.2.1.1. TpaHcNopTHanA cpega ANs B3ATUA, TPAHCNOPTUPOBAHNA U XPaHEHUA 6MOI0rMYECKOro maTepunana,
coAepKallas KOHCepBaHT, Unu dpmsnonorudeckmii pacteop (0,9 % pacTBop HaTpMA XA0pUAA) CTEPUNBHDIN.

6.2.1.2. MuKpoueHTpUdYKHblEe 04HOPA30BbIE MNOJNMPONUIEHOBbIE MJIOTHO 3aKPbIBAOLWMECH MPOOUPKU
obbemom 1,5 mn.

6.2.1.3. OgHOpPa30Bbie HAKOHEUYHWUKM AN1A 103aTOPOB NepemeHHoro obbema ¢ punbTpom go 1000 mKA.
6.2.1.4. OgHOpa3oBble HAKOHEYHWUKM AN1A [403aTOPOB NnepemeHHoro ob6bema 6e3 dpuabTpa 4o 200 MKA.
6.2.1.5. ABTOMaTUYECKMI f03aTop NepemeHHoro ob6bema Ha 1000 mKA.

6.2.1.6. LUTaTnebl gna NnpobMpok obbemom 1,5 mn.

6.2.1.7. MukpoueHTpudyra a4na npobMpoK Tmna «dnneHaopd» o6vemom 1,5 M € ycKOpeHMemM He meHee
10000 g.

6.2.1.8. BakyymHbIil oTcacbiBaTeNlb MeAULMHCKUIA C KONBOM-N0BYLLKOW ANA yaaneHna HagocagouHom
XUIAKOCTU.

6.2.1.9. BopTekKc.

6.3. Ikcrpakuyuma OHK u3 nccnegyemobix o6pasuos

6.3.1. Habop peareHTOB ANS 3KCTPAKLMU HYKJIEMHOBbLIX KWUCAOT, 3aperucTpMpoBaHHbIM B PO 1
COOTBETCTBYIOWMNI CAeayoWmm TpeboBaHNAM:

- Habop nosBosseT Bblaenatb OHK mn3 6uonornyeckoro matepuana (COCKOOHbIM maTepuan wau
oTAEeNAeMOE C/IM3UCTbIX 060/104EK YPOTreHUTaNbHOIO TPaKTa (0TAensemoe CM3NCTOM 060104KM BAaranmiLa
N COCKOD 3anNUTeNINA Co CAU3NCTON 060N0YKM YPETPbI), MOYa) 15 NOCAeAyOWEero Nccneg0BaHNA METOL0M
NoAMMEpPA3HOM LLeNHOM peakuuu;

- Habop He OTHOCKTCA K IKCNpecc-meToaam aKcTpakumm JHK;
- Habop nosBonset uccnenosatb 06pasubl 06 bemom He meHee 100 MKA;
- Habop no3BoasfeT NPoBoAUTb 3atoumMto oumweHHon HK B o6beme He meHee 100 mKA.
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B Xone nposedeHUNA KAMHNUYECKUX MUCNbITaHUM Bannaauuno npowien Ha6op peareHToB ANA 3KCTPaKLUUn
[IHK «MarHolpaitm® GACT» (PY Ne P3H 2019/8043).

6.3.2. [lononHuUTeNbHbIE MaTepuanbl U obopyaoBaHue, Heobxoanmble ansa skcTpakuum AHK, — cornacHo
WMHCTPYKLMM K Habopy peareHTOB aaa akcTpakumm OHK.

6.4. AMnauduKauma, peTekuMa NPOAYKTOB amnauduKauumm, aHanuM3 U UHTepnperauus
pe3ynbraTos

6.4.1. OgHopa3oBble NoaMNponnaeHoBble NpobupkK, ceoboaHble ot AHKas, cneayowmx Buaos (npu
ncnoab3oBaHMM GopMbI Bbinycka 1):

- 3aBMHYMBAIOLLMECA NMPOOUPKM U KPLIWKM K HUM MAN NAOTHO 3aKpblBatowmecs npobnpku obvemom
1,5 -2 mn — ansa npuroToBieHUA peakLuMOHHON CMeCH.

- TOHKOCTeHHble npobupku ana MUP o6bemom 0,2 M/ € BbINMYKION U NJIOCKON ONTUYECKU MPO3PadYHOM
KPbILWKOM UM NPobumpkm o6bemom 0,2 M1 B CTPUNAX Mo 8 LWIT. C NPO3PaYHbIMM KPbILLKaMK — A/15 NPOBEeAEHUSA
MLUP npu ncnonbzoBaHUM Npnbopa NAaHLWETHOro TMna;

- TOHKOCTeHHble nNpobupku ana MNUP ob6bemom 0,2 M C NAOCKOM KpbIWKOM nam npobupku ana MLUP
ob6bemom 0,1 mn B cTpunax no 4 Wr. ¢ KpblwWKamn — ana nposegenunsa MNUP npu ncnonbsosaHum npubopa
POTOPHOrO TMNa.

6.4.2. OnHOpPa30Bble HAaKOHEYHWUKK, cBoboaHble oT [HKas, ana gosatopoB nepemeHHoro obbema c
dunbtpom go 100 mkn.

6.4.3. Wtatmebl ana npobupok obbemom 0,2 mn unm 0,1 mn (B COOTBETCTBUM C MUCMNO/b3YEMbIMU
npobupkamu ana NLP).

6.4.4. BoKc abakTepuanbHoW Bo3ayLwHon cpeabl (MLP-60Kc).
6.4.5. UeHTpndyra-soprekKc.
6.4.6. ABTOMATMYECKME 4,03aTOPbI NepeMeHHOro o6bema.

6.4.7. CTaHUMA aBTOMaTMYECKasa C MOAY/iIeM AN NPUroTOB/IEHUA M pacKankn peakUMOHHbIX cMmecel U
KOMMNEKT pacxXxodHbIX MaTepuanos K Hell COrnacHo MHCTPyKuumn MpoussoanTens, - Npu MCNOAb30BaHUU
dopmbl BbiNycka 1 B c/liyyae NMPUroTOBAEHMA PEAKLMOHHON CMECH C MCMO/Ib30BaHMEM aBTOMAaTMYECKOM
CTaHUUN.

6.4.8. Mporpammunpyemblit amnandUKaTop C CUCTEMOM AeTEKUMMU GAYOPECLEHTHOrO CUrHaNa B pexKume
«PeanbHOro BPEMEHW» POTOPHOrO AMBO MNAHLIETHOrO TWMA, 3aperucTpupoBaHHbIi B P
COOTBETCTBYIOWMNI CAeayoWmm TpeboBaHNAM:

- Ha/uuMe He3aBMCMMbIX KaHanoB gpayopecueHTHON geTekumn ana payopodopos FAM, R6G, ROX, Cy5
n Cy5.5 co cnegyrowmmm xapakTepnucTuKamm:

Tabnuua 4
Tpe6yeMb|e XapPaKTEpUCTUKN KaHa/10B d)ﬂyOpECLI,EHTHOﬁ AeTekuuun
[ANUHbI BOMH, HM
KaHan ana dnyopodopa Bo36yxaeHus JOeTtekuun
MuHumym Makcumym MuHumym Makcumym

FAM 450 470 510 530

R6G 515 532 545 580

ROX 565 585 605 650

Cy5 620 640 660 690

Cy5.5 660 690 705 750
Pemc%‘%gr_cmms? 1\;[%% gbzc;éﬁ;gl)asﬂansope 1
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- AN npMbopoB NAHLIETHOro TUNa HaMuYMe NoA0rPEBAEMOI KPbILWKK € TemnepaTtypoi 6onee 100 °C;
- TOYHOCTb Noaaep:KaHusa TemnepaTtypol < 0,4 °C;

- CKOpOCTb Harpesa He meHee 2 °C/cek;

- CKOPOCTb OxnaxaeHuns He meHee 1 °C/cek.

B xofe npoBeAeHUsA KAMHUYECKUX UCMbITaHUIA BafMAauMIo NPOLW/M ceaylowme nporpammupyemble
amnaMoUKaToOpPbl C CUCTEMOWN AeTeKuuu (GAYOPEecLEeHTHOrO CUTHaNa B PeXXMME «PeasibHOro BPEMEHUY:
Rotor-Gene Q (PY Ne ®C3 2010/07595), Applied Biosystems QuantStudio 5 (PY Ne P3H 2019/8446),
C1000 Touch B Komnnekte ¢ moaynem CFX96 (PY Ne ®C3 2008/03399), ATnpaim (PY Ne ®CP 2011/10229).

6.4.9. XonogMnbHUK, NogaepKuBatowmii TemnepaTypHblt pexxum ot 2 go 8 °C.
6.4.10. OTaenbHbIN XanaT, Wano4ku, obysb M 0gHOPa30Bble NepyaTkM B cooTBeTcTBumM ¢ MY 1.3.2569-09.

6.4.11. EmKOCTb ans cbpoca HAKOHEYHMKOB.

7. UCCNEAYEMbIA MATEPUAN

MaTepunanom ana nccnepoBaHuA CNyKart:

- COCKOBHbI MaTepuran uam otaenseMmoe CAn3UCTbIX 060104YEK YPOreHUTaNbHOTO TpaKTa (oTaensemoe
CN3UCTOM 060104KM BNAraauniLLa U COCKOb anuTenns co CM3nCToin 060104KM ypeTpbl);

- MO4a.

B3ATMe, npeaBapuTenbHylo 06paboTKy, TPAHCNOPTUPOBAHWE U XpPaHeHWe  UCCAedyemoro
6uonormyeckoro matepmana cnegyeT NPOBOAMUTL B COOTBETCTBMU C HUMKENEpPeuncneHHbIMU TPeboBaHUAMMU,
Hecob1t04eHMEe KOTOPbIX MOXKET NPUBECTU K NOYYEHUIO HEKOPPEKTHBIX PE3YIbTaTOB UCCNEA0BaHMA.

7.1. OTpensaemoe cAn3NCTON 060104UKM BRaraamLa

B3ATMe maTepuana nposect M3 3aAHeBOKOBOro CBOAAa BAAraAMLLa C MNOMOLLbI CTEPUIbHOMO
04HOPa30BOro 30HAA-TAMMOHA WM YHUBEPCANbHOrO 30HAA B MPOGMPKY C TPaAHCMOPTHOW Cpeaoi B
COOTBETCTBUM C MHCTPYKUMEN NO MNPUMEHEHUIO 30HAA. HeobxoAMmo MaKcMmanbHO noaHo cobpaTb
otaensemoe. Pabouylo NMoBepxHOCTb 30HAA MOMECTMTb B TPAHCMOPTHYIO cpedy, 06/10MaB NiIacTUKOBYIO
ocHoBy. JonyCcTMMO MUHMMa/IbHOE NPUCYTCTBUE NMPUMECEN B BUAE C/IN3U U KPOBM.

BHUMAHMUE! Bo nsbexkaHne KOHTaMUHaLMN, HENb3A 06pe3aTb 30HA4, HOXKHULaMK !

BuonorMyecknii matepuasn, NMOMELLEHHbIM B TPAHCMOPTHYIO cpeady, XPaHUTb W TPaHCNOPTMPOBaTb
COrNacHo c/ieayrowmm TpeboBaHNAM:

- NpW KOMHaTHoM TemnepaType (a0 25 °C) — He bonee 28 cyToK;
- npu Temnepatype ot 2 0o 8 °C — B TeueHue 4 mecALEB;
B0 COrNacHO MHCTPYKLMU K UCMO/Ib3YEMOMN TPAaHCMOPTHOM cpeae.

JonycKkaeTca nnwb OAHOKPaATHOE 3aMOpaXKMBaHMe—OTTanBaHWe maTepmana.

7.2. Cockob anuTenua co cnmsnctoin 060s104kn ypeTpbl

B3ATWe 3nNUTeNnanbHOro cockoba M3 ypeTpbl NPOBOAMTL C MOMOLLbI CTEPUIBHOTO OAHOPA30BOr0
YHUBEPCaNbHOro 30HAa B NPO6UPKY C TPAHCNOPTHOM CPeoi C MyKOIMTUKOM B COOTBETCTBUMN C UHCTPYKLMEN
Nno NpMMeHeHuto 30HAa. JonycTMMO MUHMMaIbHOE NPUCYTCTBUE NMPUMECEN B BUAE C/IM3U U KPOBMU.
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BuonorMyecknin matepuan, NOMELLEHHbIA B TPAHCMOPTHYIO cpedy, XPaHUTb W TPaHCNOPTMPOBaTb
COrNacHo cieayrowmm TpeboBaHnAM:

- NpW KOMHaTHoM Temnepatype (8o 25 °C) — He bonee 28 cyToK;
- npu TemnepaTtype oT 2 fo 8 °C — B TeueHune 4 mecAues;
NGO COrNacHO MHCTPYKLMM K UCNONb3YEMOMN TPAHCNOPTHOM cpeae.

,ﬂ,OI'IyCKBETCH Wb OOHOKPATHOE 3aMOpPaKnBaHNeE—OTTanBaHNE maTepmnana.

7.3. Moua
7.3.1. Nopapok cbopa

Y KeHWMH gnsa aHanusa oTbmMpatoT Nepsyld NOPLMIO YTPEHHENM MouM B Konamyectse 15—-25mn B
cneumanbHyo emKoCcTb. C60p MOYM MPOBECTM NOC/E TLWLATE/IbHOMO TyasleTa HAPYKHbIX MNOAOBbIX OPraHoB.
*enatenbHO 3aKnafpiBaTb TaMMOH BO Bharanauwe nepes cbopom maTepuana Ana npemynpexxaeHus
KOHTaMMHALUN MOYM OTAENAEeMbIM U3 BRaraavua. TakKke He cnefyeT NpousBogUTb CO0p MOYM BO Bpems
MeHCTpyaumun.

Y MY}KUUH NPy MOYEUCNYCKaHN1 HeobX0AMMO 0CBOBOANTL HAaPY>KHOE OTBEPCTUE MOYENCTYCKATE/IbHOTO
KaHana, No/IHOCTbIO OTTAHYB KOMKHYIO CKAaAKy. O1a aHannsa oTbMpatoT nepsyto NOPLMIO YTPEHHEN MOYUY B
Konmyectse 15 — 25 mA B cneumanbHyo eMKOCTb.

B cnyyae ecnum c6op MoUM OCYLLLECTBAAETCA B EMKOCTb 6e3 peareHToB A1 KoHcepBaumm 1 ctabuamnsaumm,
[A0MNyCcKaeTca XpaHeHue 1 TpaHCnopTUpoBaHMe 06pasLoB MOUM A0 NpoBedeHua npegobpaboTku:

- npu TemnepaType oT 2 go 8 °C — B TeueHue 1 cyToK;
- Npu Temnepartype oT MMHyC 24 1o muHyc 16 °C — B TeyeHune 1 Hegenw;
- Npu TemnepaType He Bbile MUHYC 68 °C — AnnTenbHo.

Mpu ocyLecTBaAeHNN cbopa MOUYM B EMKOCTb C TPAHCMOPTHOM Cpeaoi An peareHTaMu AN KOHcepBauum
M CcTabunmsaumm, XxpaHeHWe o06pa3LOB MO4YM [0 NpoBedeHUs npenobpaboTkM NPOBOAUTL COFMIACHO
WHCTPYKLMM K UCNONb3YEMOW eMKOCTU ans cbopa.

,ﬂ,Ol'IyCKaETCFI INWb OOHOKPATHOE 3amMopaKnBaHMe-OoTTanBaHMeE MmaTepumana.
7.3.2. NpegBaputenbHaa 06paboTKa

®nakoH c movom B36onTaTb. MepeHecTn 1 Ma MoOUN, UCNOb3YA HAKOHEYHWK C PUABTPOM, B CTEPUBHYIO
0/ZlHOPa30BYyo NPobupKy ob6bemom 1,5 mn. UeHTpudyrnposatb 5 muH npu 10 000 g. Mpu Hanmnunm 6oabLuoro
KOAMYEeCcTBa CONle pecycneHaAMpoBaTb TOJIbKO BEPXHWM CAOWM ocagka conen B obbeme 1 mn
$13MOoN0rMYeckoro pacteopa CTEPUIbHOIO UKW TPAHCNOPTHOMN Cpeapl, U 3aTeEM CHOBA KOHLEHTPUPOBATL.
Mcnonb3ya BaKyyMHbIN OTcacbiBaTeslb C KO160M-0BYLLKOM, NOJIHOCTbIO YAANUTb CyNepHaTaHT, UCMOb3ys
ONA Kaxaoro o6pasua oTaenbHbI HAKOHEYHWK 6e3 ¢ouabTpa, He 3axBaTbiBada OcafoK. K ocagky no6asutb
200 MK $GM3MON0rMYECKOTO PacTBOpPa CTEPUABHONO WAW TPAHCMOPTHYIO cpedy B obbeme, yKasaHHOM B
WHCTPYKLUMK MO ee NnpumeHeHuto. TaTtenbHO nepemellaTb COAEPKMUMOe Ha BOpTEKCe.

JonyckaeTca xpaHeHue npegBapuTesibHO 06paboTaHHbIX 06pasLoB MOYM [0 MPOBEAEHMA
nccaenoBaHuA:

- npu Temnepatype oT 2 go 8 °C — B TeueHue 1 cyToK;

- npu TemnepaType oT MUHyC 24 a0 muHyc 16 °C — B TeueHue 1 Hegenw;

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

JonycKaeTca Mvwb OAHOKPATHOE 3aMopakMBaHMe-oTTaMBaHWe maTepumana.
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8. MPOBEAEHUE UCCNNEAOBAHUA

UccnepgoBaHMe [OMIKHO MNPOBOAUTBCA MPU HOPMAJIbHbBIX MOKAa3aTensX MUKPOKAMMATA KJAWMHUKO-
AnarHoctnyeckoin nabopatopum®:

- TemnepaTypa okpyKatowiero sosayxa ot 20 go 28 °C;

- OTHOcuTenbHasa BAaxHocTtb 40 — 75 %.

8.1. Kctpakuuma AHK us nccneagyemoro marepuana

Ona skcTpakumn OHK umcnonb3oBaTb Habopbl peareHTOB, pPeKOMeHAOBaHHble [lpou3BoguTenem B
pasgene «JononHuTenbHoe obopyaoBaHMe U MaTepuanbl». MopagoK paboTbl c HAbopamu N5 IKCTPAKLUUK
OHK cmoTpute B MHCTPYKLUMM MO UX NPUMEHEHMUIO.

BHUMAHUE! Tpu npoBeseHUM WUCCAefOBAHUS HeAOMYCTUMO WCMO/b30BAaHWE 3KCMpPecc-MeToLoB
aKcTpakuum HK.

BHUMAHMUE! Kaxkpgas rpynna 3sKcTparMpyembix 06pasyoB A0/XKHA COMNPOBOMKAATbCA MOCTAHOBKOM
oTpuuatenbHoro KoHTpoaa (OKO) B ogHOM noBTOpE.

B npouecce akcTpakummn JHK ncnonb3oBatb caeayolime obbembl peareHToB U uccaegyembix 06pasuyos:
- o0bbem uccnegyemoro obpasua — 100 mka B NpobMpKu ans nccneayembix ob6pasyos;
- obbem peareHTa OKO — 100 mKn B npobupky ana OKO;

- obbem peareHTa, mcnosbsyemoro ana sawoumu OHK, — 100 mKn (cornacHo WHCTPYKUMMU NO
NPUMEHEHUIO K UCNOJIb3yeMomy Habopy A skcTpakuum HK).

8.2. MNogrotoBKa peareHToB Ana amnanduKaumm
8.2.1. Mpu ncnonbsoBaHun popmbl Bbinycka 1

BHUMAHUE! KomnoHeHTbl peakuMOHHOM CMecu cieayeT CMelnBaTb HenocpeacTBEHHO nepej,
nposegeHvem [LP.

BHUMAHUE! B cnyyae npurotoBneHMA PEaKUMOHHOW CMecu C MOMOLLbID aBTOMATUYECKOM CTaHLMK
cnepyvTte yKa3aHUAM MHCTPYKLMK NO ee UCNOJ/1b30BaHUIO.

8.2.1.1. PaccumtaTtb 06bembl MUP-cmecn YPO-5 1 NLUP-6ydepa-H, Tpebylowmecs ana npurotoBaeHns
peakuMoHHON cmecn (cm. Tabaumuy 5). Cmecb roToBUTb Ha obLiee YMCI0 UCCAeAyeMbIX U KOHTPOJIbHbIX
06pa3LoB NAOC 3aNac He MeHee Yem Ha OAHY peaKLmio.

Tabnuua 5
PacueT 06beMOB KOMMNOHEHTOB ANA O4HON peakUUOHHON cmecu
PeareHT 0O6bem, MKn 0O603HauyeHus
MLP-cmecy YPO-5 10,0*(N+1) N - koaunuectBo amnanduumpyembix 06pasLos,
I'ILLP-6y¢ep-H 5,0*(N+1) BK/1l0OYaA KOHTPO/U

8.2.1.2. MNepen cmelLMBAHMEM PeareHTOB NepemellaTb coaepmmoe npobupok c MLUP-cmecbio YPO-5 1
NLUP-6ydepom-H, ocaantb Kanam Ha BopTeKce.

8.2.1.3. MpUroToBUTb PEAKUMOHHYIO CMecb, [00aBMB KOMMOHEHTbl B 0ObEMAx, PaCCYUTAHHBLIX B
n. 8.2.1.1. NepemeLwaTtb CMeCb M 0CagMTb Kanam Ha BOpTEKce.

6YKasaHbl AONYyCTMMble HOPMbl TemnepaTypbl M OTHOCUTENbHOW BAAXHOCTM BO3dyxa B paboueit 30He
NPOM3BOACTBEHHbIX MOMELLEHUA B COOTBETCTBMM C TpeboBaHmamu [OCT 12.1.005-88 «Cuctema cTaHOapToOB
6e3onacHocTM Tpyaa. Obwme caHUTapHO-TUrneHnYeckne TpeboBaHMA K BO3AyXy paboyelt 30HbI».

Be 14
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8.2.1.4. OTo6paTb HeobxoAaMmoe KOAMYECTBO MNPOOMPOK MAM cTpunoB Ans amnandukauymm OHK
nccnenyemblx U KOHTPO/IbHbIX 06pa3LLoB. Bbibop NpobupoK gns amnamduKaumm 3aBUCUT OT UCMOJIb3YEMOTO
amnanduKaTopa ¢ CUCTEMON AETEKLUN B PEKMUME KPEASIbHOTO BPEMEHU Y,

8.2.1.5. BHecT1 B npobMpKn no 15 MKA NpUroToBeHHON peaKLMOHHOMU CMecH.

BHMMAHMUE! Hencnosib3oBaHHbIE OCTATKU PEAKLMOHHOM CMECU XPaHEHWUIO HE NOAJIeKaT.

8.2.2. Mpu ncnonbzosaHu popmbl Bbinycka 2

8.2.2.1. OTobpaTtb HeobxoamMmoe Konundyectso cTpunos ¢ MUP-cmecbio YPO-5 ana amnandukauymm AHK
nccneayembix U KOHTPO/IbHbIX 06pa3LoB.

8.2.2.2. Y6eauTbcs, Yto napadmH NOMHOCTbIO MOKPbIBAET pPacTBOp Ha AHe NpPobupoK. B npoTuBHOM
CNy4ae, He UCNOo/1b30BaTb AaHHble NPOBUPKK.

8.2.2.3. Ha nosepxHocTb napadumHa BHectn no 10 mkn MNUP-6ydepa-K, npu stom oH He ponxkeH
NpPoBaNUBaTbCA NOA NPOCAOMKY NapadunHa u cmewmnsaTbes ¢ MNLP-cmeckto.
8.3. BHeceHue npob [ HK, nposegeHne amnanpuKauum n aetTekumm

BHUMAHMUE! Mpu pobasneHun npob AHK, aKcTparmpoBaHHbIX C MOMOLLbIO HabopoB peareHToB AN
NPoBeAEHMA 3KCTPAKLMM METOAOM COpbUMM Ha CUAMKarene WMAM MarHUTHOW cenmapaumu, HeobxoaAnmo
nsberaTb NonagaHusa copbeHTa B peakLMOHHYO CMECh.

BHUMAHMUE! Mpu py4yHOM aHanM3e NporpaMmMpoBaHME WM 3anycK amnandukaTopa NPOBOAMTL COF/TACHO
WHCTPYKLMM NO €ro NnpuMeHeHnto. PekomeHayemble NapameTpbl 413 NporpaMmmMpoBaHmMa aMniMpuKaTopos
yKa3aHbl BO BK/agbllle, npuaaraemom K Habopy. MNpu Mcnonb3oBaHWKM NporpaMmmHOro obecnevyeHus
FRT Manager nporpammupoBaHvMe aMnandurKaTopa ycTaHaBANMBAETCA aBTOMATUYECKN.

8.3.1. BHeCTM B NoAroToB/eHHble NPOBUPKY C peakLMOoHHOM cmecbkto no 10 mkn npob AHK, nonydeHHbIX
B pe3y/ibTaTe 3KCTPaKLUMM.

8.3.2. BHecCTV B NoAroToB/IeHHbIE MPOBUPKM C peaKLMOHHOM CMECbIO KOHTPO/IbHble 06pas3Lbl:

a) NoNoKuUTenbHbI KoHTponb MUP — B ogHy npobupKy ana obpasua MK BHectn 10 MKn peareHTa
NKO YPO-5.

6) oTpuuaTenbHbIl KOHTPOAb MLUP — B 0aHY Npobupky ana obpasua K- BHecTn 10 mKna peareHTa K-.

B) OTpMLLaTENbHbIA KOHTPO/b SKCTPAKLUMKN — B O4HY NPOobUpKy Ana o6pasua OKO sHecT 10 mKAa npobbl,
3KcTparnpoBaHHoi u3 OKO.

8.3.3. 3anporpammnpoBaTb aMnIMGUKATOP C CUCTEMOM AeTEKLNW B PEXUME «PeasibHOro BpemMeHu» ANs
BbINO/IHEHWNA eAMHOWM NPOrpaMmbl aMIANGUKALUKN U AeTEKLMU GAyopecLeHTHOrO curHana (cm. Tabanuy 6).

Tabnuua 6
EguHasa nporpamma amnanpuKkaumm u getekumm GbayopecueHTHOro CUrHana
o [eTeKuusa no KaHanam gns Konuuectso
Linkn Temnepartypa, °C Bpemsa T e e
1 50 15 muH - 1
2 95 15 muH - 1
95 10c -
3 45
60 20c FAM, R6G, ROX, Cy5, Cy5.5
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MpumeyaHue: ¢ NCNONL30BAHNEM €4MHOIN MPOrPamMMbl MOXKHO O4HOBPEMEHHO MPOBOAUTL B OAHOM
npubope Noboe coyeTaHMe TECTOB, BK/KOUYAA TECTbl C 06paTHOM TpaHcKpunumen n amnandukaumen. Mpu
OAHOBPEMEHHOM MPOBEAEHUM HECKO/IbKUX TECTOB AETEKLMA GYOPECLEHTHOIO CUrHANA Ha3HA4YaeTca U no
OPYrMM MCnosib3yeMbiM KaHanam, NMOMMMO YKasaHHbIX B Tabauue. B cnyyae ecam B oaHom npubope
OAHOBPEMEHHO MPOBOAATCA TECTbl TO/NIbKO ANA BbiABnAeHMA AHK, MOXHO yaanuTb U3 gaHHOW NPOrpaMmmbl
nepBbIi Wwar o6patHoM TpaHcKpunumm (50 °C — 15 MUHYT) 418 SKOHOMUU BPEMEHU.

8.3.4. Nepep NOCTAHOBKOW B aMNAMPUKATOP NAAHLWETHOIO TMMA 0CaAMTb Kanan CO CTEHOK NPOBUPOK Ha
BOpTEKCE.

8.3.5. YcTaHOBUTb NPOOUPKM NMAK CTPUNDI B AYEMKM peakLMOHHOro moayns npmubopa.
8.3.6. 3anycTuTb BbINONHEHWE NPOrPaMMbl aMnandUKaLmMK ¢ geTeKkumein GayopecLeHTHOro CurHana.

8.3.7.Mpubop npoBoguT perucTpaumio GAYyopecLeHTHOTO CUrHana aBTOMATUMUYECKU B pexume
«peanbHOro BpemMeHm».

8.4. AHanu3 n BblUMCNIEHUE Pe3yNIbTAaTOB
AHanus 1 06paboTKy pe3ybTaToB MOMKHO NPOBOAMUTD:

- B aBTOMaTMYECKOM pEXMME C WCMNo/b30BaHMEM nporpammHoro obecnedvenuna FRT Manager
(OO0 «UNHTep/labCepsuc», Poccusa, PY Ne P3H 2019/8870) cornacHo pyKoBoAcCTBY Nosib3oBaTens, Bbibpas
METOAMKY, YKa3aHHyI BO BKAagblle, Npuaaraemom K Habopy. PyKoBoACTBO NONb30BaTeNA Pa3MELLLEHO Ha
odpunumanbHom cainte OO0 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM peEXMME C NOMOLLbIO MpOorpammHoro obecneyeHuss npubopa, MCNOAb3YEMOro AfA
nposeaeHus [LUP c peTtekumein B pexXMMe «pPeasibHOro BPEMEHW», COMMacHO WHCTPYKUMM MO €ero
NPUMEHEHUIO N UHCTPYKLMKN K Habopy.

BHUMAHMUE! MMpu pyyHom aHanmse o06paboTKy AaHHbIX (PAYyOpPecUEeHTHbIX KPUBbIX), MOAYYEHHbIX B
nporpammHom obecnevyeHun npubopa, ucnonblyemoro ans nposegeHus MUP c getekumein B pexrume
«peanbHOro BpPeMeHu», MPOBOAUTb COMNACHO MHCTPYKUMW NO ero npumeHeHuto. PekomeHayemble
napameTpbl g1 06paboTKM AaHHBIX YKa3aHbl BO BKAAAbILLIE, MpUaaraeMom K Habopy.

O6paboTKa 1 pacyeT pe3ynbTaToB NPOUCXOAUT Ha OCHOBAHUW HaMUUA (MK OTCYTCTBUA) NepeceyeHuns
KpuBol dnyopecueHuum S-obpasHoi (cMrmoobpasHoit) Gopmbl C YyCTAHOBAEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBON IMHWEN, YTO ONpeaenseT Haanyme (MAn oTCyTCTBUE) ANA AaHHOM Npobbl AHK 3HayeHus
noporosoro umkna (Ct) B cooTtsetcTBytowei rpade Tabavubl pesynbratoB. MapameTpbl 06paboOTKM
dNyopecLEeHTHbIX KPMBbIX 3aBUCAT OT UCMONb3yeMol mogenu amnamdukaTopa (cm. BKnaaplw K Habopy u
MHCTPYKLMIO MO NPUMEHEHMIO amnanduKaTopa).

KpvBble HaKomn/ieHWs GYOpPecLLeHTHOrO CUrHasla aHaAM3MPYOTCA MO MATUM  KaHalam  AeTekumu
(cm. Tabnunuy 7).

Tabnuua 7
DeTteKuua ¢ayopecueHTHOro curHana
KaHan ana
FAM R6G ROX Cy5 Cy5.5
¢nyopodopa ¥ ¥
MpoayKT OHK U. parvum AHKR OHK M. hominis | AHK G. vaginalis | OHK C. albicans

amnanduKaumm P U. urealyticum ’ -vag ’
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https://www.interlabservice.ru/service/frt/

8.5. UHTepnpeTauua pesynbTaTos
MHTepnpeTaunto pe3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

— BPYYHYIO B COOTBETCTBMM C Tabauuen 8 M BKAagbllem, npunaraembiMm K Habopy. Pesynbtat
NCCNeaoBaHMA CYMTAKOT AOCTOBEPHbIM, €CAM pe3ysbTaTbl, MOJIyYEHHble A1 KOHTPOJbHbIX 06pa3Los,
COOTBETCTBYIOT KPUTEPUAM BaZIMAHOCTU, YKa3aHHbIM B Tabnuue 9;

— B aBTOMaTMYECKOM pEeXMMEe C WCMNoSb30BaHMEM MNporpammHoro obecneveHuss FRT Manager
(000 «UNHTep/labCepsuc», Poccusa, PY Ne P3H 2019/8870) cornacHo pyKoBoAcCTBY Nosib3oBaTens, Bbibpas
METOAMKY, YKa3aHHYI0 BO BK/iagbllwe, NpuaaraeMom K Habopy. PyKoBoAcCTBO NoJ/ib30BaTeNst pasMeLleHo Ha
odpuumanbHom caiite OO0 «MHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/.
Mcnonb3yemble B MPOrpaMmmMHOM obecneyeHnn anropuTm MHTEpPNpeTaumm pesynbTaToB 4/1A UCCNeayeMblX
06pasLOB U KpUTEPUM BaNMAHOCTU pe3ybTaToB, MOAYYEHHbIX 417 KOHTPO/Ien, npeacTasnieHbl B Tabanuax 8
1 9 COOTBETCTBEHHO.

Tabnuua 8
MHTepnpeTauua pe3ynbTaToB ANA Uccneayembix ob6pasu,os
Pesynbrar UHTepnpertauma
3HauveHua Ct no kaHanam ans ¢nyopodpopos FAM n/uam R6G, n/vnn OHK U. parvum w/vnn
ROX, n/vnn Cy5, n/unn Cy5.5 onpeaeneHnbl He Bbille rPaHUYHOro’. OHK U. urealyticum, n/van
Mpu 3Tom Kpusble dayopecueHUUn AaHHoW npobbl no AaHHbiM | AHK M. hominis, n/wnn AHK G. vaginalis,
KaHa/fam nepeceKkaloT MOPOroByld JIMHWUIO HA y4YacTKe XapaKTepHoro u/vnan OHK C. albicans
3KCMOHEHUMaNbHOro nogbema ¢payopecLeHumun. obHapyKeHa

OHK U. parvum n/vnn

3HaueHua Ct no kaHanam ans ¢nyopodpopos FAM u/uam R6G, n/vnn OHK U. urealyticum, n/van
ROX, n/unn Cy5, n/muan Cy5.5 He onpepeneHbl unu onpegenenbl | AHK M. hominis, w/wnn OHK G. vaginalis,
Bblllie rPaHUYHOrO. w/vnu OHK C. albicans

He o6Hapy)KeHa

Tabnmua 9

Kputepuun BaaAngHOCTU ANA KOHTPONbHbIX 06pa3y,oB

Pe3ynbTatbl amninpuKaumm no KaHany gna ¢payopodopa

KoHTponb
FAM R6G ROX Cy5 Cy5.5

MKO YPO-5 .

. . OnpegeneHo 3HayeHue Ct He Bblle rpaHUYHOro
(MoNoKUTENBbHBIN KOHTPObHBIN 0bpaseL,)
OKO

. 3Ha4veHue Ct oTcyTcTBYET
(oTpUUaTENbHBIA KOHTPO/Ib 3KCTPAKLUK)
K-

. 3Ha4veHue Ct oTcyTcTBYET
(oTpuuaTtenbHbi KOHTPOAb MLLP)

8.6. BO3MOXHble OWUOKN U peKoMeHZaLMU MO UX PeLleHUI0

8.6.1. [ina oTpuuaTenbHOro KOHTpoasa akctTpakumm (OKO) no KaHanam ans dnyopodopos FAM u/man
R6G, n/unamn ROX, n/uan Cy5, n/uan Cy5.5 onpegeneHo 3HayeHue noporosoro umkaa (Ct). BeposatHa
KOHTaMMHauua nabopatopmm NpoayKTamm amnanduKkaLmm MamM KOHTaAMUHALMA pPeareHToB, Uccaesyemblx
06pa3LoB Ha KaKom-Mbo 3Tane uccnefoBaHuA. HeobxoaMmo npeanpuHATb Mepbl MO BbIABAEHUIO U
JNIMKBUAALMN UCTOYHUKA KOHTaMMHaLmMuK 1M nosTopuTb MLUP-nccneposaHune ana scex o6pasuos, B KOTOPbIX
obHapyeHbl HK BbiaBAAEMbIX MUKPOOPraHM3MOB, HauMHas € 3Tana 3kcTpakumm AHK.

7 TpaHWuHble 3HadeHns Ct yKasaHbl BO BKAaAbllle, Npuaaraemom K Habopy.

Perﬂc%%gr_cmms? 1\;[% % gbzc;%ﬁ;gl)asﬂansope

www.nevacert.ru | info@nevacert.ru

17



8.6.2. [ina otpuuatensHoro KoHTponsa MNUP (K-) no kaHanam ana ¢ayopodopos FAM n/uan R6G, n/mnn
ROX, n/wnn Cy5, n/nan Cy5.5 onpeaeneHo 3HadeHme noporosoro uukna (Ct). BepoAaTHa KOHTamuHauUma
nabopatopumn npoayktamn amnamduKaumMm UAM KOHTaMMHaLMA PeareHToB, ucciaenyemoblx 06pasLoB Ha
Kakom-nmbo atane MLUP-nccnegosaHmnsa. Heobxoanmo npeanpuHATbL Mepbl NO BbIABAEHUIO U NNKBMAALNMU
MCTOYHUKA KOHTAaMMHALMKN M NOBTOPUTL UCCAea0BaHWe AnA Bcex 06pasLoB, B KOTOPbIX 06HapyKeHbl AHK
BbIAABJIAEMbIX MMKPOOPTraHNM3MOB, HauyMHaA ¢ aTana amnandumkaumm OHK.

8.6.3. 114 NONOXNTENbHOrO KOHTPOIbHOTo 06pasua (MKO YPO-5) 3HaueHne noporosoro uukna (Ct) no
KaHanam ans ¢ayopodopos FAM u/uan R6G, n/uan ROX, u/uan Cy5, n/uamn Cy5.5 oTcytcTByeT uau
npesblWaeT rpaHWyHoe 3HadeHue. HeobxoOAMMO MOBTOPUTbL amMNAMPUKALMIO U AETEeKUMIO ANA Bcex
o06pa3uos.

8.6.4. Ana uccneayemoro obpasua onpeaesneHo 3Ha4YeHMe NMOpPOroBOro LUMKAA, NpM 3TOM Ha rpaduke
dnyopecLeHLMN OTCYTCTBYET YY4ACTOK XapaKTepPHOro 3KCNoHeHuManbHoro nogbema (rpaduk npeacrasnser
coboii NpubAn3UTENbHO MPAMYIO INHUIO). HeobxoaMmo NpoBepuUTb MPaBUIbHOCTbL BbIBPAHHOTO YPOBHA
NMOpPOroBOW JIMHWUM UK NapameTpPoB pacyeTa 6a30Boi AMHUKU. Eciv pe3ynbTaT NosyvyeH Npu NpaBUIbHOM
YPOBHE NOPOroBoi nnMHMK (6a3oBon AMHUK), TpebyeTca NOBTOPHO NPOBECTM amMNANOUKALUIO U AETEKLUUIO
Ansa atoro obpasua.

8.7. AnarHocTtuyecKkoe 3HaYeHue nony4yeHHoro pesysibtata

MUP-uccnepoBaHne naABnsetca oAHMM M3 METOAOB BCECTOPOHHEro obcneaoBaHMA MauMeHTa, Ha
OCHOBaHMM KOTOPbIX Nevyalmii Bpay yCTaHaB/MBaEeT AMAarHo3 M BblOMpPAeT MeponpuUATUA MO JIEYEHUIO
nauueHTa. PesynbTaTbl, MOJIyYeHHble MNPU  WMCNONb30BaHUM Habopa, creayeT paccMaTpuBaTb U
WHTEPNPEeTUPOBaTb B COYETaHMU C AaHHbIMU APYTUX KINHUYECKUX U NabopaTopHbIX UCCeA0BaHNM.
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9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Npepen obHapyxeHua®

Mpepen obHapy*KeHna Habopa «Amnaulpaiim® YPO-5» 6bin1 onpeaeneH ¢ UCNo/sb3oBaHMEM NPOBUT-
aHanm3a ¢ 95%-oli JoBepUTENbHON BEPOATHOCTLIO (CM. Tabamuy 10).

3HaYeHMA XapaKTEPUCTMKM, YKasaHHble B Tabauue 10, pgocturatotcs npu cobaOAeHUM npaBun,
YKas3aHHbIX B pasgene «Mccnegyemblii maTepuan.

Tabnnua 10

Mpepen o6HapyxeHUa Habopa

Mpepen o6HapyKeHus 95%-bli1 f0BEpPUTE/IbHbIN
SRR L] e B no Probit 95%, A/mn uHTepsan, N/mn
COCKOBHbIN maTepuan nam
oTAeNAemMoe CIM3UCTbIX 06ono4eK
YPOreHnTaIbHOro TpakTa
Ureaplasma (oToenaemoe cnnsuncToit 060104KM
parvum BNaranuLa U cockob anmTtenma co

CNN3NCTOM 06010UKM ypeTpbl)
mo4a 5,0x10° 4,07x10% - 6,43x10?

COCKOBHbIN MaTepuan uau
oTaenaemoe CAn3NCTbIX obonouek
YPOreHUTabHOro TPaKTa
Ureaplqsma (oToenaemoe cnnsuncToit 060104KM
urealyticum B/1ara/ivia u cocKob anuTenms co
CN3UCTOM 060104KM ypeTpbl)

Moua 5,0x10? 4,20x10%2 - 6,51x10?

COCKOBHbIV MaTepunan uim
oTAeNAeMOe C/IM3UCTbIX 06onoYEK
YPOreHnTanbHOro TpakTa
Mycoplasma (oToensemoe cnnsunctoit 060104KM
hominis BNaraanLLa U cockob anmTtenma co
CN3UCTOM 060N0UYKM YPeTpbl)

Mmoua 5,0x10? 4,35x10% - 6,71x10%

COCKOBHbIN MaTepuan unau
oTAensiemoe CAN3UCTbIX 060104eK
YPOreHUTabHOro TPaKTa
Gardnerella (oToaensemoe cnmancTon 060104KK
vaginalis B/1arannLa n cockob anuTenms co
CN3UCTOM 06010UKM YPEeTpbl)

Moua 5,0x10? 4,04x10% - 6,70x10?

COCKOBHbI MaTepuan uim
oTaennemoe CM3NCTbIX 060/104eK
] YPOreHnTanbHOro TpakTa
Candida (oTaensemoe cansmnctoit 060104KK
albicans BNaraanLLa u cockob anurtenma co
CNN3UCTO 060N0UKM ypeTpbl)

Mmo4a 50 38-73

5,0x10? 4,08x10% - 6,66x10%

5,0x10? 4,09x10% - 6,30x10%

5,0x10? 3,96x10% — 5,97x10?

5,0x10? 3,71x10% - 6,08x10?

50 35-75

8MNpenen obHapyxeHna — 95%-0e MNONOMKMTENbHOE MOPOroBoe 3HauYeHWe KOHUEeHTpauuu (KoHueHTpaumsa AHK
BbIABAAEMOro BO36yauTens, npu Kotopoli 95% Tectos AatoT NONOKUTENbHbIN pe3ynbTaT).
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9.2. AHanuTHM4YecKan cneynPuUIHOCTb

Habop «Amnaulpainm® YPO-5» BbiasasaeT Tonbko dparmeHtsl AHK U. parvum, U. urealyticum,
M. hominis, G. vaginalis, C. albicans.

AHanutnyeckaa cneundunyHocTb Habopa oueHuBanacb TectupoBaHMem [OHK MUKpoOpraHM3mos,
BMpycoB (cm. Tabanuy 11) u reHomHon AHK yenoseka. JHK MUKpOOPraHM3moB U BUPYCOB B KOHLEHTPALMK
He meHee 1x10°8 konuit/mn n reHomHyto [HK yenoseka B KOHUEHTPaUMM 1 MKr/mn BHOCMAM B 06pasLbl
buosornueckoro matepmana, He cogepxawme OHK U. parvum, U. urealyticum, M. hominis, G. vaginalis,
C. albicans.

Tabnnua 11
MuKpoopraHusmbl U BUPYCbl, UCNOJIb3yeMble ANA OL,eHKM aHaIMTUYECKOoM cneuudpuIHOCTU

MMUKpPOOpraHusmbl U BUPYCbl

Chlamydia trachomatis Streptococcus agalactiae
Escherichia coli Streptococcus pyogenes
Mycoplasma genitalium Staphylococcus aureus
Neisseria mucosa Trichomonas vaginalis
Neisseria gonorrhoeae Lactobacillus spp.
Neisseria subflava Treponema pallidum
Neisseria sicca HPV 16 Tuna
Candida glabrata HSV |
Candida krusei HSV I
Candida parapsilosis cmv

Candida tropicalis -

Mpu TectTupoBaHMM 06pasuoB JHK BbilenepeyncsieHHbIX MUKPOOPraHU3MOB, BUPYCOB 1 reHoMHoM JHK
Yyen0BEeKa C UCNOb30BaHMEM HAbopa NepeKPEeCcTHbIX PeaKLMI BbIABAEHO He Oblno.

9.3. BOCHpOMBBOAMMOCTb U NOBTOPAEMOCTb uamepeHuA

BocnponssoaMMOCTb M MOBTOPSEMOCTb Pe3ybTaTOB C WMCMNO/b30BaHWMEM Habopa OUEHMBANM nyTem
TECTUPOBAHUA MOAeNbHbIX 06pa3uos. MogaenbHble 06pasubl 6blIM NPUTOTOBAEHBI MYyTEM KOHTaMWMHALMK
obpasuoB OuomaTtepuana, nNpPeayCMOTPEHHOro HasHayeHMem Habopa, CTaHAAPTHbIMM  0bpasuamu
npeanpuatua, cogepxawmmm OAHK U. parvum, U. urealyticum, M. hominis, G. vaginalis, C. albicans. Bbinn
npoTecTMpoBaHbl 06pasLbl B ABYX KOHUeHTpaumax AHK BbisBAseMbIX MUKPOOPraHM3MOB, Of4HA M3 KOTOPbIX
COOTBETCTBOBaNA npeadeny obHapyskeHua Habopa (5x102T13/mn ana OHK U. parvum, U. urealyticum,
M. hominis, G. vaginalis, n 50 3/mn gna OHK C. albicans), a BTopas ABYKpaTHO npeBbllana npeaen
obHapykeHusa (1x10% 13/mn AHK U. parvum, U. urealyticum, M. hominis, G. vaginalis, v 1x10? I3/mn ana AHK
C. albicans). Kaxablit obpasel, Npoxoaun Bce 3Tanbl uccnegoBaHus (aketpakumio AHK, amnandukaumio AHK u
OETeKLMI0 pe3yNbTaTos).

Mpu oueHKe NOBTOPAEMOCTU KO3GOUUMEHT Bapuaumm, PacCuMTaHHbIA MO pe3yabTaTam onpegeneHus
NoporoBbIX LMKNoB a4na [HK BbifABASEMbIX MMKPOOPraHU3MOB, He npeBbiwan 5 %.

Mp“ oOLEeHKe BOCMNPOM3BOAMMOCTM KO3IOOUUMEHT Bapuvaumu, pPacCYMTAHHbLIA MO  pesyabTaTam
onpeaeneHnsa Noporosbix LMKA0B gaa AHK BbiABAAEMbIX MMKPOOPraHNM3MOB, He npesbiwan 10 %.

9.4. inarHocTnyeckas cneundUIHOCTb U AUArHOCTMYECKAA YyBCTBUTE/IbHOCTb

[na onpepenenHna AMarHOCTUYECKOW cCneundUYHOCTU U AMArHOCTUYECKOW YyBCTBUTENbHOCTU Habopa
«Amnanlpaiim® YPO-5» 6b11n Mcnonb3oBaHbl 06pasLpl Kaxaoro suaga buomartepuana, npeayCMOTPEHHOMO
Ha3HayeHMeM Habopa peareHToB, B KOJIMYECTBE, YKAa3aHHOM B Tabaumue 12.
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B KayectBe HabopoB CpaBHEHWA, C MOMOLLbIO KOTOPbIX YCTaHaBAMBAAWM Hanuume/OTCyTCTBME B
uccneayemblx obpasuax OHK BbisBAsieMbX MMKPOOPraHM3MOB, WCMOMb30BaNWUCh Ccheaytowme Habopbl
peareHToB: «Peanbect OHK Candida albicans / Gardnerella vaginalis» (PY Ne P3H 2022/16472) ana
onpeaeneHuna Haaumuma wam otcytcrema OHK G. vaginalis v C. albicans, «AmnanCenc® U. parvum [
U. urealyticum-FL» (PY Ne ®CP 2011/10381) ans onpeaeneHvs Hanauumsa uam otcytctema OHK U. parvum n
U. urealyticum, «AmnanCeHc® Mycoplasma hominis-FL» (PY Ne dCP 2009/06559) ana onpeaeneHus Haanuma
nnn otcytctema AHK M. hominis.

Tabnuua 12
Pe3ynbTartbl TeCTMpOBaHUA 06pa3L,oB 6MONOrMYEecKkoro marep1ana ¢ nomoubio Habopa
«Amnaulpaiim® YPO-5»

Uccneayemble 06pasupbl Pe3ynbraTtbl TECTUPOBAHUA

TecTupyembiit Habop Habop Ha6o
«Amnaulpaim® YPO-5» cpaBHeHuA c aBHe:MFI Ha6op
«Peanbect IHK «AzmnuCeHc‘E cpaBHeHuA
Tun Bo3byautenn| Konuuectso  O6pasubi Candida «AmnanCeHc®
dopma dopma - U. parvum [
albicans / . Mycoplasma
Bbinycka 1 BbinycKa 2 U. urealyticum .
Gardnerella “FL» hominis-FL»
vaginalis»
Peznb?b(r( 171 171 He BbiaBnaer 171 He BbiaBnaer
COCKOBHbIN U. parvum Orpuuar
maTepuan SNbHbIX 829 829 He BbiaBnsaer 829 He Bbiasnser
nnm
oTaensemoe U Peznb?b(r( 174 174 He BbiaBnaer 174 He Bbiasnaer
CNUBUCTBIX .
obonouek urealyticum 2;2:?; 826 826 He BbiaBnsaer 826 He BbiaBnsaer
yporeHuTanb Nonosun
HOro TpaKTa TeNbHBIX 166 166 He BbinaBnaet | He BbiaBnset 166
(otpensemoe | M. hominis 1000 Otonuar
CN3UCTOMN eJ'IFl))Hilx 834 834 He Boifanaet | He BbisaBnser 834
060104KHM =
Baaranvuia n onoxm 170 170 170 He BbiAaBnaeT | He BbiasnAeTt
cockob G. vaginalis BET"ZHb:;
anuTenua co puL 830 830 830 He BbiaBnseTt | He BbiaBnser
CN3UCTOMN S"b"""x
060/104KM T;nbit:; 193 193 193 He BbisBnAeT | He BbiaBaser
ypeTpbi) C. albicans
OTtpuuat
807 807 807 He BbiaBnset | He BbiaBnser
eNbHbIX
flonoxu 180 180 He Bbiagnaer 180 He BbiAsnaer
U. parvum TeNbHbIX
Otpuyar 820 820 He BbiaBnser 820 He Bbiasnser
eNbHbIX
flonoxu 174 174 He Bbiagnaer 174 He BbiAsnaer
U. TeNbHbIX
Ivti
urealyticum Otpuuat 826 826 He Bbiasnaet 826 He BbiaBnaet
eNbHbIX
De?b?_ﬁ:( 181 181 He BbiaBnaeT | He BbiaBasAeT 181
moua M. hominis 998
OTpuuar
819 819 He BoisBnaet | He BbisaBnser 819
eNbHbIX
De?b?_ﬁ:( 184 184 184 He BbiaBnseT | He BbiaBnAer
G. vaginalis Oronuar
puL 816 816 816 He BbiaBnAeT | He BbiAaBnser
eNbHbIX
De?b?_ﬁ:( 194 194 194 He BbiaBnseT | He BbiaBnAeTt
C. albicans Oronuar
puLy 806 806 806 He BbiaBnsaeT | He BbiasnAeTt
eNbHbIX
3HayeHusa AmaFHOCTMHECKOVI CﬂeLl,Md)I/IHHOCTVI n ,D,MaFHOCTMHeCKOVI 4YyBCTBUTENIBHOCTU Ha6opa

«AmnanMpaiim® YPO-5» ¢ gosepuTenbHol BepoaTHOCTbIO 95 %, paccuMTaHHble, UCXOAA M3 MOJYYEHHbIX

OaHHbIX, NpuBeaeHbI B Tabanue 13.

Pemc%‘%gr_cmms? 1\;[% % gbzc;éﬁ;gl)asﬂansope
www.nevacert.ru | info@nevacert.ru

21



Tabnuua 13

[varHocTnueckme xapakTepucTukn Habopa peareHToB

Tun o6pasuyoB

COCKOGHbIN maTepuan nam
oTAeNAeMOe CIM3NCTbIX 060N0YEK
YypOreHuUTasIbHOro TPaKTa
(oToensemoe cnmsmncToit 060104KM
BJaraaunLa U cockob anutenma co
CU3UCTOM 060N0UKM YPEeTpbI)

MO4a

«Amnaulpanm® YPO-5»

Bo3bypurtenb

U. parvum
U. urealyticum
M. hominis
G. vaginalis
C. albicans
U. parvum
U. urealyticum
M. hominis
G. vaginalis

C. albicans

[AwvarHoctnyeckas
YyBCTBUTENIbHOCTb

100 % (97,87 % - 100 %
100 % (97,90 % - 100 %
100 % (97,80 % - 100 %
100 % (97,85 % - 100 %
100 % (98,11 % - 100 %
100 % (97,97 % - 100 %
100 % (97,90 % - 100 %
100 % (97,98 % - 100 %
100 % (98,02 % - 100 %

(

)
)
)
)
)
)
)
)
)
100 % (98,12 % - 100 %)

9.5. OueHKa BAMAHUA MHTepPepUupyIoLmnX BeLLecTB

BAuaAHMe MHTEpPhEPUPYIOLLMX

BELLECTB,

noTeHUuManbHO cogeprKallnxca

[unarHoctuyecKkasn
cneumupuUyHOCTb
100 % (99,56 % - 100 %
100 % (99,55 % - 100 %
100 % (99,56 % - 100 %
100 % (99,56 % - 100 %
100 % (99,54 % - 100 %
100 % (99,55 % - 100 %
100 % (99,55 % - 100 %
100 % (99,55 % - 100 %
100 % (99,55 % - 100 %

(

)
)
)
)
)
)
)
)
)
100 % (99,54 % - 100 %)

WM NPUCYTCTBYIOLLMX

B

nccnegyemom bromartepmane, Ha adpdekTMBHOCTb NUP npu Mcnonb3oBaHuM Habopa «Amnanllpainm® YPO-5»
oTcyTCcTBYeT. He BbIABAEHO WHIMOMPOBAHME peakuuu amnanduKaumm npu  fobasaeHnn K 0b6pasLam

6uomaTepmana Ha 3Tane 3KCTPAKUMKM MHTEPEpUpPYIOLLMX BELecTs, NpeacTaBleHHbiX B Tabauue 14, B

MaKCMMaNbHO BO3MOKHOM KOHUEHTpauun.

OTcyTCTBUE BMAHUA MHTEPDEPUPYIOLLMX BELLECTB A/18 06pa3LLoB COCKOBHOro MmaTepuana uam oTaAenNaemoro
C/IM3NUCTbIX 0B0JIOYEK YPOreHUTaZIbHOTO TPaKTa (oTAensemoe C/AU3UCTON 060/0YKM Baraavwa M CocKob
3MNUTENINA CO CIM3UCTON 000I0UKM YpeTpbl) (NyOPMKaHTbI (MHTUMHDIV resib-cmaska Contex Silk Ha cuavMKoHoBOW

OCHOBE, WMHTMMHbIA renb-cMaska Durex), cemeHHas »KWMAKOCTb, WTPAKOHa30/, METPOHMAA30J, FOPMOHbI
ANAPOrecTepoH U nporectepoH) 6bl10 NMOKa3aHO B MCMbITAHMAX C MCMO/b30BaHWEM Habopa 418 SKCTPaKLmK
«MarHolpaitm® ®ACT» (PY Ne P3H 2019/8043).

Bup 6uomarepuana

CocKobHbI MmaTepuan unm

oTAensemoe cam3ncTbix obonoyek
YPOreHWTanbHOro TpaKTa (oTaensemoe
CNM3UCTOM 060/104KM BNaraanLia u

COCKOb6 anuTenma co canusncTom
060104KM ypeTpbl)

Moua

Take He BbIABIEHO VIHI'VI6MpOBaHVIe peakunmn amnnmd)mau,mm npu ,EI,OGBBﬂeHMM

UHTepdepeHT

FemornobuH
MoueBunHa
MyunH
XnoprekcuauH
MupamuncTuH
FemornobuH
MoueBunHa
MyumnH

6uomatepuana [IHK uenoseka B KoHUeHTpauun 1,0x108 konuit/mn.
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Tabnvua 14
UHTepdepupylome Bew,ecTBa, MUCNOb30BaHHbIE NPU TECTUPOBaHUM Habopa
«Amnaulpaiim® YPO-5»

0,1%
0,001 %

200 mr/mn
0,33 mM/mn
2,3 mr/mn

KoHueHTpauus uHtepdepeHTa B obpasue

200 mr/mn
0,33 mM/mn
2,3 mr/mn

K obpasuam
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10. yCnoBuAa XPAHEHUA, TPAHCNIOPTUPOBAHUA U NPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

Cpok rogHoctn Habopa cocTaBnseT 12 mecsAueB OT AaTbl M3roToBAeHUA. locne BCKPbLITUA peareHTbl
MCMONb30BaTb A0 UCTEYEHUA CPOKA roaHOCTM Habopa. Habop ¢ UCTEeKLIMM CPOKOM FOAHOCTU NMPUMEHEHUIO
He NoaNexuT.

10.2. TpaHcnopTupoBaHue

Habop TpaHcnopTMpoBaTth Npu Temnepatype oT 2 Ao 8 °C Bcemn BUAaMM KPbITbIX TPAHCMOPTHbIX CPeacTB
B TEPMOKOHTEMHEpaXx C X/1af03/1eMeHTaMn Unn B aBTopedpuKepaTopax. He gonyckaeTtcs 3amopakuBaHume
peareHToB.

JonyckaeTcsa TpaHcnopTUpoBaHue npu temnepatype ot 8 Ao 25 °C He 6onee 3 CyToOK.

Habop, TpaHCNOPTUPOBAHHbIN C HapyLWeHWeM YKa3aHHOIo TeMNepaTypHOro Pexmnma, NPUMeHeHUIo He
NOANENKMT.

10.3. XpaHeHue

Habop xpaHuTb npu TemnepaType oT 2 Ao 8 °C B 3aLUMLLIEHHOM OT CBETAa MECTe B TEYEHNE BCEro CPOKa
rogHocTn Habopa. He gonycKkaeTtcsa 3amoparkMBaHNe peareHToB.

PeareHTbl nocie BCKPbLITUA XPaHUTb B TEX YKE YC/IOBUAX, YTO W peareHTbl A0 BCKPbITUSA. HeBCKpbITbie U
BCKPbITble peareHTbl CTabuibHbl B TEYEHME CPOKA rOAHOCTM, YKAa3aHHOro Ha 3TUKEeTKe, npu cobaogeHum
YKa3aHHbIX yCnoBUi XpaHeHus. PeakuMOHHas CMECb, NPUroToBNAEHHasn ns3
MLUP-cmecn YPO-5 u MNLP-6ydepa-H, xpaHeHUIO He NoaNeKuUT.

Habop, XpaHUBLUNICA C HAapyLUEHMEM YKA3aHHOIO PeXKMMA XPaHEHUS, MPUMEHEHMUIO HE NOANEKMUT.

11. TAPAHTUU NPOU3BOAUTENA

MponsBoguTeNb rapaHTUPyeT COOTBETCTBME XapaKTepuCTUK Habopa TpeboBaHWMAM, YKasaHHbIM B
TEXHWUYECKOM W IKCNAYaTaUMOHHOW [OKYMEHTaUMM, B TEYEeHWe YKa3aHHOro CpoKa roAHoCTM npu
cobntoaeHNM BCeX YCA0BUI TPAHCMOPTUPOBAHUA, XPaHEHUA U MPUMEHEHWA.

Peknamauymn Ha KadyectBo Habopa «Amnaulpanm® YPO-5» HanpasnaTb B aapec npousBogutens
000 «Hekctbuo»: 111394, r.Mockea, ya. MNonumepHas, 8 ctp. 2, Ten. (495) 620-08-73, e-mail:
info@nextbio.ru.

Mpu BbIABAEHUM HEKeNaTeNbHbIX Peakuuit Npu MCNoAb30BaHMKM Habopa, GaKToB M OBCTOATENbLCTB,
CO34al0WMX Yrpo3y KM3HM W 340POBbI0 TPaKaaH U MEeAMUMHCKUX pPaboTHMKOB npu 0b6palleHun U
3KCMAyaTauum Habopa, PEKOMEHAYEeTCA HanpaBuTb COObWEeHMEe Mo agpecy, YKasaHHOMY Bbilwe, U B
YMNO/IHOMOYEHHYIO FOCYAAPCTBEHHYIO peryaupylowyo opraHmsaumio (B Poccuiickont  Pegepaumm  —
depepanbHan cnyxba no Hagsopy B cdepe 34paBOOXPaHEHWMA) B COOTBETCTBUM C  AEUCTBYHOWMM
3aKOHOATENIbCTBOM.

KoHcynbTaumio no pa60Te C Ha60pOM, d TaKXe Nno BOMpoCaMm, KacCaloWMMCA KayecCTBa Ha6opa, MOXHO
NONYYUTb MO KOHTAKTaM, YKa3aHHbIM Ha od)mu,maanom cauTe MNpoussogutens: www.nextbio.ru.
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12. CUMBO/1bl, UCNMOJIb3YEMBbBIE B JOKYMEHTALUU NPOU3IBOAUTENA

Pemc%%gr_cugls?

Homep no Katanory

Koa naptum

MeauvymHcKkoe nsagenve ana
ANArHoCTUKMW in vitro

CofepKMmMoro AoCTaTo4HO ANs
nposeAeHNA N-KoAN4YecTsa
TectoB

Ob6paTtnTechb K MHCTPYKLUK NO
NPUMEHEHUIO

OcTtoporkHo! ObpaTtuTecsh K
MHCTPYKLUMKU NO NPUMEHEHUIO

D:Jlﬁ' % gbzc;éfql)asﬂausope

www.nevacert.ru | info@nevacert.ru

M3rotoBuTENb

[aTa nsrotosnenun

Mcnonb3oBaTb A0

TemnepaTypHbIN
AManasoH

He ponyckaTtb

nonagaHunAa CoONHe4YHoro

CBEeTa

24



ITpoHyMepoBaHO, CEpeiLIcH0 M IPOILHTO
A5 mucT (2/o8)

FeHcpa.nr.mn anetmp Obmectra ¢




YTBEPHKOAKD

leHepanbHbI AUpeKTop

M. E. CeHnHa

HABOP PEATEHTOB /14 BbIAABNEHUA IHK UREAPLASMA PARVUM,
UREAPLASMA UREALYTICUM, MYCOPLASMA HOMINIS, GARDNERELLA VAGINALIS
CANDIDA ALBICANS METOZ10M NOJIMMEPA3HOW LLEMHOWM PEAKLLIUM
C AETEKUMEN B PEXUME «PEAJIBHOTO BPEMEHW» «AMMIUNPANM® YPO-5»
NO TY 21.20.23-209-09286667-2023

r

®dopma Bbinycka 1
®opma Bbinycka 2

KpaTkoe pyKOBOACTBO Mo npumeHeHuto sepcun 22.05.23-1

JlncT yTBEpXKAeHuA

Perncrpamus MH B Pocanparrangsope
www.nevacert.ru | info@nevacert.ru



KpaTKoe pykoBoOACTBO

Nno NpUMeHeHuo Habopa peareHToB AN BblsiBIEHUS
OHK Ureaplasma parvum, Ureaplasma urealyticum,
Mycoplasma hominis, Gardnerella vaginalis, Candida
albicans meTog0M NOAMMEPA3HOW LLEMHOM peakumnm
C AeTeKuMel B pexKMme «peasibHoro BpemMeHn»
«AmnauMpaiim® YPO-5»
no TY 21.20.23-209-09286667-2023

Ammullpaiim® YPO-5
®dopma Bbinycka 1

2163-11

000 «HekcTtbnoy, Poccus, 111394,
r. Mocksa, yn. MonumepHas, 4. 8, ctp. 2
Ten. (495) 620-08-73, e-mail: info@nextbio.ru

COCTAB
KomnoHeHT OnucaHue OGA:J?M' Konunuecrso
MNuP-cmecb YPO-5 pospaunan 1,20 1 npobupka
YKUAKOCTb
} ) Mpo3payHan
nupP-bydep-H JKIAKOCTb 0,65 1 npobupkKa
MKO YPO-5 po3pasiHan 0,26 | 1npobupka
YKUAKOCTb
OKO Mpo3pasiHas 1,10 1 npobupkKa
KUAKOCTb
K- Mpo3pauHan 0,26 1 npobupkKa
KUOKOCTb

Habop peareHTOB paccunTaH Ha NpoBefEeHME UCCef0BaHMA
100 06pa3uoB, BK/IOYAA KOHTPOIN.

Perucrpamua MU B Pocagpaerapzope
Bepc”ﬁnﬁ.m#.m | info@nevacert.ru

BHUMAHMUE!

Mepen, MCMONb30BaAHNEM Habopa peareHToB
HEeobX0AMMO O3HAKOMMUTbCA C WHCTPYKUMEN MO ero
npumeHeHuto. MHCTPYKUMS pasmelleHa B 3/1EKTPOHHOM
Buae Ha oduumanbHom caiTe [pomsBoguTens:
www.nextbio.ru (ana ee nonyyeHns HeobxoamMm AOCTYN
B MHTepHeT). MNeyaTHas BepPCUA UHCTPYKLMM AOCTYMNHA MO
3anpocy no tenedoHy (495) 620-08-73.

MATEPUAN ANA UCCNEAOBAHUA

v’ COCKOBHbII MaTepuan MAM OTAENAEMOE CAU3UCTbIX
060/104eK ypoOreHWTasIbHOrO TpaKTa (oTaensemoe
CcAnM3ncTon 060104KM BAarasnLia U COCKob anutenuns
CO C/IN3UCTON 060104KN YpeTpbl);

v' Moua.

KOMNJIEKTHOCTb

KomnoHeHT dopmar

Habop peareHTOB dopma Bbinycka 1

MHCTpYKUmMA no
NPUMEHEHUIO

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

MacnopT KayecTBa .
www.nextbio.ru

KpaTkoe
B bymakHOM Buae
pPYKOBOACTBO
Komnnekr
N B 6ymaxkHOM Buae
BKNaZblwen
XPAHEHME

YcnoBua xpaHeHua Habopa

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



SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANIA

Ona skctpakumm OHK ucnonb3osaTb Habopbl peareHTOB, PeKOMeHAOoBaHHble pon3BoauTENEeM B MHCTPYKLMM MO
npumeHeHuntio Habopa «Amnanlpanm® YPO-5». MNopsagok paboTbl ¢ Habopamu gns akcTpakumm OHK cmoTpute B
WHCTPYKLMM MO UX NPUMEHEHWIO.

Obbembl peareHTOB U Ucciegyembix 06pasLLOB, UCNOAb3yeMble NPKU 3KCTPaKuumM AHK ¢ noMoLLblo peKomeHayeMbIxX
HabopoB peareHTOB, YKasaHbl B Tabsnue HUXxe.

Dob6asnsaembiii peareHT / 06paseLl,

Uccnepyemble 06pasuybl 100 mkn B NPOBOMpPKM Ansa uccnegyembix 06pasLos
OKO 100 mkn B NPobupKy ana OKO (oTpMuaTeNbHOro KOHTPOIA 3KCTPAKLMK)
PeareHT gna sanoumn AHK 100 mkn B KaXkAyto Npobupky

AMMNNINOUKALMA C AETEKLUMEN B PEXXUME «PEAJ/IbHOTO BPEMEHW»

BHUMAHMUE! [ina BHeceHUs B NpobupKu peareHTos, Nnpob AHK 1 KOHTPObHbIX 06pPa3LLOB MCNOAL30BaTb OAHOPa30BbIEe

HAKOHEYHMKKN C GUNbTPAMM.

1. PaccuuTaTb 06bEMDI peareHTos, HeO6XOAMMbIe Ana npuroToBaeHmA peaKLI,MOHHOﬁ CMmecH, cornacHo T36}'IVILI,EZ

PeareHT 06Bbem, MKn 0603HaueHns
nupP-cmeco YPO-5 10,0*(N+1) N — KOAMYeCTBO aMMAUPUUMPYEMbIX 06pPa3LoB,
nup-6ydpep-H 5,0%(N+1) BK/IKOYAA KOHTPO/IU

BHUMAHMUE! KomnoHeHTbl peakLMOHHOW CMecH cneayeT CMeLnBaTb HENOCPeACTBEHHO nepes, nposeaeHmem MLUP.

BHUMAHMUE! B ciiy4ae npurotoBaeHUA peakLMOHHON CMECU C MOMOLLbIO aBTOMATUYECKOM CTaHLUK C/ielyiMTe YKa3saHMAM

WHCTPYKLMM MO €€ UCMO/Ib30BaHMIO.

2. MNepen cMelWwMBaHUEM peareHTOB nNepemellatb cogepxumoe npobupok c MUP-cmecbio YPO-5 n MNUP-6ydepom-H,
0CaZUTb Kanan Ha BOpTEKce.

3. MpUroToBUTL PEaKLUMOHHY0 cMecb, 06aBMB KOMNOHEHTbI B 06bemMax, paccumTaHHbIX B M. 1. Mepemelwatb cmech U
0CaZUTb Kanan Ha BOpTeKce.

4. OTo6paTb HeobxoaMMOE KONNYECTBO NPOBMPOK UK CTPUNOB Aaa nposeaeHna amnamdukaummn OAHK nccneayembix um
KOHTPObHbIX 06pa3yoB. Bbibop Nnpobupok ans amnamduKaLmm 3aBUCUT OT MCNOJIb3YEMOTO amMmNandUKaTopa ¢ CMCTEMOM
OEeTEeKUUN B PeXMME «PeasibHOro BpeMeHM».

5. BHecTn B nogrotoBaeHHbIe I'IpO6MpKM peakUMOHHYIO CMECb U o6pa3u,b| cornacHo Ta6/114u,e:

Dob6asnaembliii peareHT / 06pasel,
BHectu no 15 mkn
MpuUroToBNEHHOM PeaKLMOHHON cMecK B NPOBMPKM ANA uccnenyemblx U KOHTPO/IbHbIX 06pasuoB
BHecTu no 10 mKn
BHUMAHMUE! N36eraTb nonagaHns copbeHTa B peakLMOHHY CMECh.

Mpobbl [AHK, 3KcTparMpoBaHHOW U3

MCCneyemoro 06pasLa B NPOBUPKK Ana nccnegyembix 06pasuos

Mpobbl, 3kcTparnposaHHo 3 OKO B NpobUpKy ann obpasua OKO (0TpULATENbHOTO KOHTPOA SKCTPAKLMM)
PeareHTa K- B NPO6UpKy ana obpasua K— (oTpuuatenbHoro KoHTpons MLUP)
PeareHTa MKO YPO-5 B NPo6UpKy ana obpasua MK (NonoKnTenbHOro KOHTPONSA)

BHUMAHMUE! Hencnonb3oBaHHbIE OCTAaTKN PEAKLMOHHOM CMECU XPaHEHUIO He NoAJierKaT.

6. NMpu py4yHOM aHaM3e 3aNpPorpammMmMpPoBaTb amMMIMGUKATOP C CUCTEMOW AETEKUMUN B PEXKUME «PEeasibHOTO BPEMEHU»
COT/ITAaCHO MHCTPYKLMM NO ero MPUMEHEHUIO A1 BbIMOJHEHUA Cneaytowelt Nporpammsi:

Perucrpamua MU B Pocagpaerapzope
Bepc”ﬁré&n@éﬁﬂ:m | info@nevacert.ru 2



EAWHaA nporpamma amnanduKauum u getekumm ¢payopecL,eHTHOro CUrHana

o AeTeKkuuna no KaHanam ana Konunuecteo
Lukn Temnepartypa, °C Bpemsa
dnyopodopos LUKNOB

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

3 45
60 20c FAM, R6G?, ROX, Cy5, Cy5.5

MpumeyvaHus:

1) PekomeHgyemble nNapameTpbl 414 NPOrpaMmmupoBaHus amnandUKaTOPOB yKasaHbl BO BKAAAbIWe, Npuiaaraemom K
Habopy.

2) B cnyyae, ecnm B ogHOM nprbope 04HOBPEMEHHO NPOBOAATCA TECTbl TO/IbKO A1 BbifiBAeHusa AHK, MOXHO yaanutb ns
yKasaHHol nporpammsl nepsbii war (50 °C — 15 MWH) Ana SKOHOMUKN BPpEMEHMN.

BHMUMAHMUE! MNpu ncnonb3zoBaHMm nporpammHoro obecnedveHus FRT Manager nporpammupoBaHMe amnandukaTopa
YCTaHaB/IMBAETCA aBTOMATUYECKM.

7. Mepen NOCTAaHOBKOM B aMNANGUKATOP NAAHWETHOrO TMNA 0CaAMTb Kanam Co CTEHOK NPOBMPOK Ha BOpTEKCe.

8. YcTaHOBUTb NPOOMPKM B AYEKU peakLMOHHOro Mmoayns npubopa.

9. 3anycTuTb BbINOJAHEHWE NPOrPaMMbl aMNANIUKaLMK C AeTeKumeln GayopecueHTHOro curHana.

10. Mpubop NpoBoAUT perncTpaumnio GAyopecLeHTHOro CUrHana aBTOMATUYECKN B PEXUME «PeasibHOro BPEMEHMN Y.

AHANWU3, BbIMUCNTEHUE U UHTEPMNPETALUA PE3YJ/IbTATOB

BHUMAHMUE! MNpu pydyHOM aHanm3e ob6paboTKy AaHHbIX (PAYyopecUEHTHbIX KPUBbLIX), MOJIYyYEHHbIX B NPOrpammHOM
obecneyeHnn npubopa, mMcnonblyemoro Ana nposefeHusa MLUP ¢ geTekuumeln B pexnMme «peasibHOrO0 BPEMEHU»,
NpPOBOAMTb COFIACHO MHCTPYKLIMM MO ero NpuMeHeHUto. PekomeHayemble napameTpbl 414 06paboTKM AaHHbIX YKa3aHbI
BO BKNaAplLle, MpuUaaraeMom K Habopy.

AHanus, BblYUC/IEHNE N UHTEepPNPEeTaLMIO Pe3yNbTaTOB MOXHO MPOBOAUTD:

— B aBTOMAaTU4YECKOM pexxume c MUCNOJIb30BaHNEM NPOrpammHoOro obecneyeHus FRT Manager
(OO0 «MHTep/NabCepBuCY», Poccua) cornacHo pyKOBOACTBY NOJIb30BaTeA, BbiIOpaB METOAMKY, YKa3aHHYIO BO BKAaAblLe,
npunaraemom K Habopy. PyKoBoACTBO NO/b30BaTENSA pasMeLLeHO Ha oduumanbHom calite 000 «UHTep/labCepBuc» no
agpecy: https://www.interlabservice.ru/service/frt/;

— B PYYHOM peXKMMe C NOMOLLbIO NporpammHoro obecnedyeHua npubopa, ncnonblyemoro ans nposegeHusa MUP ¢
OeTeKuMel B peXXnme «peasibHoro BpeMeHn», COrnacHoO MHCTPYKLMM MO ero NPUMEHEHNI0 U MHCTPYKLMKM K Habopy.

1 Nletekuma curHana ana dayopodopa R6G ocyLecTBAAETCA N0 KaHany AeTeKuuMmM 414 aHanorndHbix ¢payopodopos HEX, JOE, Yellow, VIC.

Perucrpamua MU B Pocagpaerapzope
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KpaTKoe pykoBoOACTBO

Nno NpUMeHeHuo Habopa peareHToB AN BblsiBIEHUS
OHK Ureaplasma parvum, Ureaplasma urealyticum,
Mycoplasma hominis, Gardnerella vaginalis, Candida
albicans meTog0M NOAMMEPA3HOW LLEMHOM peakumnm
C AeTeKUMel B pexxMme «peasibHoro BpemeHn»
«AmnauMpaiim® YPO-5»
no TY 21.20.23-209-09286667-2023

Ammullpaiim® YPO-5
dopma BbinyckKa 2

P2163-12

000 «Hekctbuoy, Poccun, 111394,
r. Mocksa, yn. MonumepHas, 4. 8, cTp. 2
Ten. (495) 620-08-73, e-mail: info@nextbio.ru

BHUMAHMUE!

Mepen, MCMNO/Ib30BaHNEM Habopa peareHToB
HEeobX0AMMO O3HAaKOMMTbCA C WHCTPYKUMEA MO ero
npumeHeHuto. MHCTPYKUMS pasmelleHa B 3/1EKTPOHHOM
Buae Ha oduumanbHom cante [powusBoguTens:
www.nextbio.ru (ana ee nonyyeHns HeobxoamMm AOCTYN
B MHTepHeT). MNeyaTHan BepcmA MHCTPYKLMKN AOCTYMHA NO
3anpocy no tenedoHy (495) 620-08-73.

MATEPUAN ANA UCCNEQOBAHUA

v\ COCKODOHbI MaTepuan Uan OTAENAEMOe CAN3UCTbIX
060/104EK YpOreHUTasIbHOTO TpakTa (oTaensemoe
CM3NCTON 060104KM BAaraimLLa M cockob anutenms
CO CIN3NCTOMN 0BONOUKM YPETPBI);

v’ Mmoua.

KOMMJIEKTHOCTb

KomnoHeHT dopmar

Habop peareHToB dopma Bbinycka 2

UHCTpYKUMA No
NPUMEHEHUIO

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

B 3/NIEKTPOHHOM BUMAE NO agpecy:

MacnopT KayecTBa )
www.nextbio.ru

COCTAB
KomnoHeHT OnucaHue OG;EM' Konunuecrso
Mpo3payHan
KUAKOCTD, 100 npobupok
MLP-cmeck YPO-5| packanaHa 0,01 (12,5 cTpunos no
noa napaduH 8 npobupok)?
6enoro ugeTa
Mpo3payHan
) ) KUAKOCTb
MNLP-6ydep-K A 1,20 1 npobupka
uBeTa
MKO YPO-5 Mpospadran | ¢ 1 npo6upka
KUAKOCTb
OKO Mpospaunan |4 4, 1 npo6upka
KUIAKOCTb
K- Mpo3pasiHas 0,26 1 npobupka
KUIAKOCTb

Habop peareHTOB paccyMTaH Ha NpoBeAeHWe UcciefoBaHUA
100 06pasu0B, BK/IOYAA KOHTPOIN.

1 Npobupku c ronybbim napadnHOM He UCMONb3YIOTCA.

BepcyPerictpais MH e Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

KpaTkoe
B bymaxkHOM Buae
PYKOBOACTBO
Komnnekt
o B bBymarkHOM Buae
BKaAblLLen
XPAHEHMUE

YcnoBua xpaHeHua Habopa

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


http://www.nextbio.ru/

SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANA

Ona skctpakumm OHK ucnonb3osaTb Habopbl peareHTOB, PeKOMeHAOoBaHHble pon3BoauTENEeM B MHCTPYKLMM MO
npumeHeHuntio Habopa «AmnanMpanm® YPO-5». MNopsagok paboTbl ¢ Habopamu gns akctpakumm OHK cmoTtpute B
WHCTPYKLMM MO UX NPUMEHEHWIO.

O6bembl peareHToB U nUccneayemblix 06pasLoB, NCNoNb3yemble NPU 3KCTpakuuu AHK ¢ nomolbio pekomeHayembixX
HabopoB peareHTOB, YKasaHbl B Tabsnue HUXxe.

Dob6asnsaembiii peareHT / 06paseLl,

Uccnepyemble 06pasuybl 100 mkn B NPOBOMpPKM Ansa uccnegyembix 06pasLos
OKO 100 mkn B NpobupKy ana OKO (oTpmuLaTeNbHOTO KOHTPOAA 3KCTPAKLMK)
PeareHT gna sanoumn AHK 100 mkn B KaXKAyto NPobupKy

AMMNNINOUKALMA C AETEKUUEN B PEXXUME «PEAIbHOTO BPEMEHW»

BHMUMAHMUE! [ina BHeceHUs B NpobupKn peareHTos, Nnpob AHK 1 KOHTPOAbHbIX 06pa3LLOB MCNONb30BaTh OAHOPA30BbIe
HAKOHEYHMKKN C GUNbTPAMM.

1. OTob6paTb HeObXoAMMOE KOJIMYECTBO CTPUMOBAHHbLIX Npobupok ¢ MAUP-cmecbio YPO-5 gns amnandukaumm OHK
nccnefyemblx U KOHTPO/IbHbIX 06pasLLOB.
2. BHecTu B noarotosneHHble npobupku MLUP-6ydep-K 1 0bpasubl cornacHo Tabauue:
Dob6asnaembiii peareHT / 06paseLl,
BHectn no 10 mkn
MNuP-6ydep-K

BHectn no 10 mkn

B Npobupku c MNUP-cmecbto YPO-5 Ha noBepxHOCTb NapadumHa
BHMUMAHMUE! MNLUP-6ydep-K He gomkeH npoBannBaTbca nog napadpuH

BHUMAHMUE! N36eraTb nonagaHua copbeHTa B peakLMOHHYO CMECh.
Mpo6bl AHK, 3aKcTparnpoBaHHOM
n3 nccnegyemoro obpasua
Mpobbl, 3KCTparMpoBaHHOM K3

B NPOBUPKK Ana nccnegyembix 06pasuos

B NPo6bUpKy ana obpasua OKO (oTpuuaTenbHOro KOHTPO/IA SKCTPAKLUMK)

OKO
PeareHTa K- B NPo6bUpKy ana obpasua K— (oTpuuatenbHoro KoHTpons MLUP)
PeareHTa MKO YPO-5 B NPo6UpKy ana obpasua MK (NoNoKNTENbHOrO KOHTPONSA)

3. Mpn py4yHOM aHanu3e 3anporpammmpoBaThb amnnmd)mxamp C cuctemom AeTekunn B pexmme «peasbHOro BpemeHmn»
COrnacHoO UHCTPYKUUKM No ero npuMeHeHMo0 AnAa BbINONTHEHNA C/'IEAWOUJ,EVI nporpammsol:

EpuHaa nporpamma amnamdukaumum m aetekumm GayopecLeHTHOro curHana

o AeTeKkuuma no KaHanam ana Konunuecteo
Lukn Temnepartypa, °C Bpemsa dnyopodopos UHKNOB
1 50 15 muH - 1
2 95 15 muH - 1
95 10c -
3 3 45
60 20c FAM, R6G*, ROX, Cy5, Cy5.5
MpumevaHus:

1) PekomeHayemble NapameTpbl A8 NPOrpamMmMMpPOBaHUA amnaMPUKATOPOB yKa3aHbl BO BKAaAbllle, NpuUaaraemom K
Habopy.

2) B cnydae, ecnv B oaHOM npubope 04HOBPEMEHHO NPOBOAATCA TECTbl TONbKO AN BbiABAeHUA AHK, MOXKHO yaanuTb us
yKasaHHol nporpammsbl nepsbii war (50 °C — 15 MWH) ana SKOHOMUKN BPEMEHMN.

2 [leTeKkumn curHana ans payopodopa R6G ocyliectBaseTCA No KaHaay AeTeKumu ana aHanorndHeix ¢ayopodopos HEX, JOE, Yellow, VIC.

Perucrpamua MU B Pocagpaerapzope
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BHMUMAHMUE! MNpu ncnonb3oBaHMM nporpammHoro obecnedveHus FRT Manager nporpammupoBaHue amnanduKkaTopa
YyCTaHaB/AMBAETCA aBTOMATUYECKM.

4. Nepep NOCTAaHOBKOM B aMNIMOUKATOP NAAHLIETHOTO TUMA OCaAWTb Kanau cO CTEHOK NPoBUPOK Ha BopTeKce.

5. YCTaHOBUTb CTPUIbI B AYEMKN peakLMOHHOro moayns npmubopa.

6. 3anyCTUTb BbINOJHEHWE NPOTrPAMMbl aMIAUPUKALNK C AeTeKkumen GayopecueHTHOro CUrHana.

7. Npunbop NpoBoAUT perncTpaumio GpyopecLeHTHOro CUrHaNa aBTOMaTUYECKU B PEXUME «PEANbHOTO BPEMEHU Y.

AHA/N3, BbIMUCNEHUE U UHTEPNPETALLUA PE3Y/IbTATOB

BHUMAHMUE! Mpu py4yHOM aHanv3e 06paboTKy AaHHbIX (pyopecueHTHbIX KPWBbIX), NOAYYEHHbIX B MPOTrPamMMHOM
obecneyeHnn npubopa, mMcnonbsyemoro Ana nposefeHua MLUP ¢ geTekumeln B pexnMme «peasbHOTO0 BPEMEHU»,
NPOBOAUTL COMMACHO MHCTPYKLMM MO ero MPUMEHEHUID. PeKomeHayemble napameTpbl gna 06paboTKM AaHHbIX YKasaHbl
BO BKN1aApllle, NpuaaraeMom K Habopy.

AHanus, BbluMCNEHME U MHTEpNpeTaunto pesynbTatoB MOXKHO NPOBOAUTD:

— B aBTOMATUYECKOM pexunme C MCrMoJsib30BaHUEM NporpammHoro obecrneyeHus FRT Manager
(OO0 «MNHTep/TabCepBurc», PoccuaA) cornacHo pyKoBOACTBY M0/1b30BaTeNA, Bbi6paB METOAMKY, YKa3aHHYIO BO BKAabllle,
npunaraemom K Habopy. PyKoBoAcTBO NONb30BaTeNA pa3sMeLl,eHo Ha oduumnanbHom cainte OO0 «MHTep/labCepBurc» no
agpecy: https://www.interlabservice.ru/service/frt/;

— B PYYHOM peXKMMe C NOMOLLbIO nporpammHoro obecnedveHms npubopa, ncnosibyemoro ana nposegeqms MUP c
OeTeKLMel B PeXXNME «peasibHOro BPEMEHN», COrNAaCHO MHCTPYKLMM MO ero NPUMEHEHUIO U MHCTPYKLMKU K Habopy.
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