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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

Habop peareHTOoB pgns  BbiseaeHna w anddepeHumaumn  OHK  Ureaplasma parvum w

Ureaplasma urealyticum metofom NOAMMEpPA3HOM LENHOM peakuun ¢ AeTEKUMEN B PEXUME «peasibHOro
BpemeHn» «Amnaulpanm® U. parvum / U. urealyticum» no TY 21.20.23-193-09286667-2022.

Lanee

no TEKCTY ynoTtpebnaetca KpaTKoe HaMMeHOBaHMe: Habop peareHTOB

«AmnaunMpanm® U. parvum /[ U. urealyticum», a Tak»e cokpalieHvne Habop peareHTos.
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1. HASHAYEHUE

1.1. Habop peareHToB «Amnaulpaiim® U. parvum / U. urealyticum» npeaHasHayeH A1 BbiABAEHUA U
anddeperumaummn OHK Ureaplasma parvum w Ureaplasma urealyticum B8 6uonorndeckom matepuane
(COCKOOHbI MaTepuan MAM OTAeNsemMoe C/M3UCTbIX 000/104eK yporeHUTasbHOTO TpaKTa (oTaensemoe
C/IN3NCTOM 0BONOYKM Bnaranuuia U COCKOb 3anNUTenus Co CAM3MCTON 0BONIOYKM ypeTpbl), Moya, CEKpeT
npeacratenbHol Kenesbl) metogom MUP ¢ rubpmnansaumoHHo-GAYOpPeCcLEeHTHON AeTeKunen NpoayKToB
aMnAMPUKALNKN B PEKMME «PEANIbHOTO BPEMEHM Y.

1.2. MaTepuanom gns nposegeHusa MUP cnyxaT npobbl JHK, aKkcTparMpoBaHHble U3 Ucciedyemoro
maTepmana c NOMOLLbIO HABbOPOB pPeareHToOB, PEKOMEHLOBAHHbIX B Pa3aene MHCTPYKLUMK «[lononHUTeNbHOE
obopyaoBaHue U maTepuranbl».

1.3. dyHKUMOHaNbHOe Ha3HayeHue: Habop peareHTOB npeAHa3HayeH ANA AWMArHOCTUKKU in  Vitro
(sbinBnenne AHK Ureaplasma parvum w Ureaplasma urealyticum metomom MUP B 6uonornyeckom
maTepuane yenoseka).

1.4.ToKkasaHMA K MpoBeAEHUIO UccneaoBaHua: Habop peareHTOB MCNOAb3YeTCA B KAMHWYECKOW
nabopaTopHON AMArHOCTUKeE A/1A CKPUHUHIOBOIO UCCAea0BaHNA BUONOrMYECKOro Matepmana, Noy4eHHoro
OT /1L, C MOA03PEHNEM HA HanMune MHOEKUMIA YPOreHUTaNbHOro TpakTa. PesynbTathl MUP-UccneaoBaHus
YUYMUTLIBAKOTCA B KOMMJIEKCHOW AMArHoCTUKe 3aboneBaHus.

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

1.6. MoTeHuManbHble nonb3oBaTenu: Habop peareHTOB  AO/BKEH  WMCMOAb30BaTbCA  TOJbKO
KBaANPUUMPOBaAHHbIM, 0ByYeHHbIM (B 06/1acTU KAMHUYECKOW nabopaTopHOW AMarHOCTUKK) NepcoHanom
(Bpaun KAMHUYECKOW nabopaTopumn U MeauLMHCKME NabopaToOpHbIe TEXHUKWU, 0ByYeHHbIe MONEKYIAPHbIM
610/1I0rMYECKMM METOANKAM).

1.7. MpumeHATb Ha6op peareHToB CTPOro N0 HasHa4YeHW COrNacHO MHCTPYKUUN NO NPUMEHEHUIO.

1.8. MpoTnBOMNOKa3aHMA K NPUMEHEHUIO: HAapYyLIEeHME LLe/IOCTHOCTU YNaKOBKM, UCTEKLIUIA CPOK rO4HOCTH,
HecobnoaeHUe TpeboBaHUIA MHCTPYKLMN.

2. XAPAKTEPUCTUKUN HABOPA

2.1. ¢Oprl BbiMNyCKa, COCTaB U KOMNZIEKTHOCTb

Habop peareHTOB BbinycKkaeTca B AByX ¢popmax (coctaB Habopa U KOMMNAEKTHOCTb NOCTaBKM YKa3aHbl B
Tabnvue 1 1 2 cooTBeTCTBEHHO). Bce dopmbl BbiNycKa NpeaHasHayeHbl 4na nposegeHuns amnamdurkaummn AHK
Cc rMbpuamsaumMoHHO-GAYOPECLLEHTHON AeTeKuMel NPOoAyKTOB amnanduKauuu B peMme «peasnbHoro
BpeMeHu». [1na npoBeAeHUs NOIHOrO UCCAeAO0BaHUSA HEObXOAMMO MCNONb30BaTb HAabopbl peareHToB ANA
aKcTpakummn OHK, pekomeHgoBaHHble B pasgene «JJononHutenoHoe obopynoBaHue U maTepuanbi».

dopma Bbinycka 1 BKtoyaeT cmecb ans nposegeHus MLUP B npobupke obbemom 1,5 unn 2 mn ans
003MpOBaHUA B Atobble Tunbl NpobupoKk. dopma npegHasHaveHa [asa NPUMEHEHMA COBMECTHO C
amnanduKaTopamm MNAHWETHOrO WM POTOPHOTO TUMA WM pacCyMTaHa Ha NpPoBeAeHUEe WCCAefoBaHMA
100 06pa3yoB, BKAOYAsA KOHTposM. Popma MOKET ObiTb MCMOJIb30BaHa KaK ANA PYYHOW pacKanku, Tak U
COBMECTHO C aBTOMATUYECKMMM CTaHLMAMM ANA NPUTOTOBNEHMA U A03MPOBaHMA PEAKLNOHHbIX CMECEN.

dopma BbINycKa 2 BK/tOYaeT cmecb A41A nposeaenus MNLP, packanaHHyo Noz Npoc/ioliky napaduHa no
cTpunoBaHHbIM (12,5 cTpunos no 8 npobupok) npobupkam obbemom 0,2 mn. dopma npeaHasHayeHa ANn
NPUMEHEHMA COBMECTHO C aMnAMPUKATOpPaMM NAAHWETHOrO0 TUMA M paccyMTaHa Ha npoBefeHue
nccnepgosaHma 100 06pasLLOB, BKAKOYAA KOHTPOIN.
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Tabanua 1
CocTaB Habopa
PeareHT 0O6bem, mn Konuuectso OnucaHue

dopma Bbinycka 1

MLP-cmecb BbydepHbIi pacTBOp CO cneunduUeckMmu npanmepamu,
U. parvum / 1,20 1 npobupkKa dNyopecueHTHO-MmeveHbIMU 30HAAMU U AHTO.
U. urealyticum [Mpo3payHasn KnUAKoCTb.

BydepHbii pactBop ¢ TepmoctabunbHon JHK-nonnmepasoi
nup-6ydep-H 0,65 1 npobupkKa Taq, cynbdatom marHuma u ypauun-AHK-rnmkosmnasoi.

Mpo3payHan KNAKOCTb.
MonoKNUTeNbHbIA KOHTPObHbIN 06pasel,.

MKO kKomnnekc 0,26 1 npobupka
[Mpo3payHasn KnUaKoCTb.

OKO 1,10 1 npo6upka OTpuLaTeNbHbIM KOHTPOJIbHLIN 0bpasel,
Mpo3payHasn K1UAKoCTb.

K- 0,26 1 npoBupKa OTpuLaTENbHbIN KOHTPOAbHbIN 0bpaseLl,.

Mpo3payHas KUAKOCTb.
dopma Bbinycka 2
100 npobupok | bydepHbii pactBop €O cneunduyeckMmn npanmepamm,

DLLP;CA;”?/ 001 (12,5 ctpunos | dnyopecueHTHO-MeYeHbIMM 30HAAMU U AHTO.
P . ! no 8 Mpo3payHaa KMAKOCTb, packanaHa B CTPMMNOBAHHbIE
U. urealyticum 1
Npo6bupok) npobupku nog napaduH 6enoro useTa.
BbydepHbIii pactBop ¢ TepmoctabunbHoi AHK-nonvmepasoit
NuP-6ydep-K 1,20 1 npobupkKa Taq, cynbdatom marHua u ypauun-AHK-rnmkosmnasoin.

Mpo3payHas XMAKOCTb KPACHOTO LBeTa.
MoNoXKNUTENbHBIA KOHTPOIbHLIN 06paseL,.

MKO Komnnekc 0,26 1 npobupkKa
Mpo3payvHasn KNaKocTb.

OKO 1,10 1 npo6upka OTpuLaTENbHbIN KOHTPOAbHbIN 0bpaseLl,.
Mpo3payvyHana KMUOKOCTb.

K- 0,26 1 npo6upka OTpuLaTeNbHbIN KOHTPOAbHbIN 0b6paseLl,.

Mpo3payHan KnUaKoCTb.

Tabanua 2
KomnnekTHOCTb Habopa
KomnoHeHT dopmar Konunuectso
Habop peareHToB (dopma Bbinycka 1 nam 2) - 1
MHCTpYKUMA No npumeHeHuto Habopa B 3/IEKTPOHHOM BUAE’ Ha Od)VILI,VIanb'HOM -
calite MpounssoguTens: www.nextbio.ru
KpaTkoe pyKoBOACTBO MO NpumeHeHuto Habopa B BymarkHOM Buge 1
KomnnekT BKAagblwen K Habopy B bymaxkHOM Buge 1

B 3/1EKTPOHHOM BUAE Ha oPULManbHOM
MacnopT KavecTBa o . -
calite Mpoussogutena: www.nextbio.ru

2.2. NpuHuMn metoaa

MpUHUMN TecTMPOBaHWA OCHOBaAH Ha 3KcTpakumnm [OHK n3 obpasuoB uccnegyemoro matepwuana
COBMECTHO C BHYTPEHHUM KOHTPO/IbHbIM 06pa3uom (BKO-FL) n oaHOBpeMeHHOM aMmnanduKaLmMm y4acTKoB
OHK U. parvum, U. urealyticum v WCKyCCTBEHHO CUHTE3MpoBaHHOM nocnegoBaTenbHocT AHK BKO ¢
rmépunamsaumMoHHO-GAYyOpecLEHTHOW [eTeKuMen B pexume «peanbHoro BpemeHu». BKO nossonser
KOHTpoAupoBaTb Bce aTanbl MLP-uccnegosanuna ana kaxaporo obpasua v oueHnBaTb BANAHUE MHTMOUTOPOB
Ha pe3ynbTaTtbl MNLUP-nccnegosaHuA.

! Mpobupku c ronybbim napaprHOM He NCMOMb3YIOTCA.

2MeuaTHas BEPCUA MHCTPYKLIMM AOCTYNHA NO 3anpocy no TenedoHy (495) 620-08-73.

3 BKO-FL BxoauT B cocTas Habopa peareHTOB, pekomeHoBaHHOro [poussogutenem Ana sKcTpakumm AHK u3
nccnegyemoro matepuana.
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C nonyyYyeHHbIMM Ha 3Tane aKcTpakuum npobammn AHK nposBoauTca peakumns amnanduKkaumm ydyactka AHK
npy nomowm crneumduyHbIX K 3TOMY Yy4acTKy npanmepoB u depmeHTa Tag-nonammepasbl. B cocrase
PEAKLMOHHOM CMeCcK NPUCYTCTBYIOT GNYOPECLEHTHO-MEYEHbIE O/IMITOHYKNEOTUAbI, KOTOPbIE TMBPUAN3YIOTCA C
KOMMJIEMEHTaPHbIM y4acTKOM amnanduumpyemon HK-muweHn, B pe3ynbTaTe Yero NPOMCXoAMT HapacTaHme
WHTEHCUBHOCTM dayopecLeHUUn. ITO NO3BONAET PErucTpMpoBaTh HaKoMAeHMe cneumduyeckoro npoaykra
amnanduKaunmn nytem n3mepeHusa MHTEHCUBHOCTM GIYOPEeCLEHTHOIO CUrHasla C MOMOLLbIO amnanduKkaTopa ¢
cUCTEMOM AeTeKuMmM GAyopecLLeHTHOTO CUTHaNa B PEXUME «PeanbHOro BPEMEHN Y.

Habop coaep»uUT cuctemy 3almTbl OT KOHTAMUHALMKN aMMIMKOHAaMK 3@ CYET NPUMEHEHUA pepmeHTa
ypaumn-AHK-rnukosmnnasel (YAr) u Tpudocdata pgesokcuypugmHa. PepmeHTt YAI pacnosHaeTr u
KaTanusmpyet paspyweHune ueneir [OHK, cogepkawmx paesokcuypmauH, Ho He [HK, cogepxkaiwen
AE30KCUTUMUANH. [Je30KcnypuamMH OTCyTCTBYEeT B NpupoaHon AAHK, Ho Bcerga npucyTCTBYeT B aMMN/IMKOHAX,
NOCKONbKY TpudocdaTt Ae30KCUypuanHa BXxoamTt B cocTaB cmecn aHT®D B peareHTax Ana amnandukaumu.
[e30KCcnypuanH genaet KOHTaMUHUPYIOWME aMMIMKOHbI BOCAIPUUMUYMBBIMUK K PaspyLLleHUt0 depMeHTOM
YOI go Havana amnandukaumm OHK-muweHn, u, cnepoBaTesibHO, OHM He MOTYyT ObiTb B AasibHelwem
aMmnAndULMpPOBaHbI.

depmeHT YOI TEpMOIabUIEH N MHAKTUBMPYETCA NPU HarpeBaHuuy Bbiwe 50 °C 1 nosTomy He paspyliaeT
aMM/IMKOHbI MULLIEHM, HapabaTbiBaemble B npouecce MLP.

Ha atane amnandukaumm ogHOBpeMeHHO B 04HOM NpobupKe npoBoaaTca 3 peakumm — amnamdukaums
yyactkoB OHK U. parvum, U. urealyticum w nocneposatenbHocT BKO. Pesynbtatbl amnivduKkaumm
PErncTpMpyloTcsa No TpemM PasNYHbIM KaHasnam GlyopecueHTHON aeTekummn (cm. Tabaungy 3).

Tabnunua 3
Cooteetcreue JHK-muweHei n kKaHanos ¢payopecueHTHOM geTeKuum
KaHan ana dnyopodopa FAM R6G* ROX
] ) [OHK BKO
OHK-muweHb OHK U. parvum OHK U. urealyticum (sK30reHHbIi BKO)
MCKYCCTBEHHO
urease complex urease complex
O6nactb amnanduKkaumm CUHTE3MpPOBAHHanA
component gene component gene
nocnefoBaTe/IbHOCTb

2.3. TexHuyeckoe ob6cny>KMBaHME U PEMOHT

Habop He NoANeKUT TEXHUYECKOMY 0BCNYKUBAHUIO M PEMOHTY.

3. KOHTPO/J1b KAYECTBA

3.1. BHyTpeHHUIA KOHTPO/Ib KayecTBa
3.1.1. OTpuuaTenbHbIA U NONOXKUTENbHbBIN KOHTPOIN UCCIEA0BaAHMUA

[ns OuEeHKM KayecTBa MOJIy4aeMbIX Pe3y/bTaTOB KarKAaa rpynna sKcTparmpyembix ob6pasLoB A0/1KHa
BK/IlOYATb OTPULATENbHbIN KOHTPOAb 3KcTpakuuu (OKO). Kaxkpgaa uHamBMAayanbHaa noctaHoBKka [MLP
OOJ/IKHA BKAOYaTb OTpUUATeNbHbId KoHTpoab MUP (K-) u nonoxutenbHblt KoHTpoab (MKO Komnnekc).
PesynbTaTbl A4NA KOHTPOJIEM A0/KHbI COOTBETCTBOBATb 3a4aHHbIM KPUTEPUSM BanUAHOCTM, YKa3aHHbIM B
pasgene «MHTepnpeTauma pesynbTaToB».

4 NeTekuma curHana ana payopodopa R6G ocyLLeCTBAAETCA N0 KaHaNy AeTeKUMM And aHanormuHbix dayopodopos HEX,
JOE, Yellow, VIC.
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OTpuuaTenbHbI KOHTPObHLIN 06pa3sel, (OKO) TecTupyeTca, HauMHAA € 3Tana SKCTPaKL MK, U NMO3BONSET
KOHTPO/IMPOBaTb BO3MOMHYIO KOHTAMMHALMIO APYrMMKW obpasuamm MaAM amnamMkoHamu. B npobupke c
OTPULATENbHbIM KOHTPONEM He AO0/KHbI geTektupoBaTecs OHK U. parvum, U. urealyticum. B cnyvae
HECOOTBETCTBMA pe3yabTaTa, NOAYYEHHOO AN KOHTPOIbHOro 06pasya, 3aaHHbIM KPUTEPUAM BaZIMAHOCTY,
MONIOXKUTENbHbIE PEe3yAbTaTbl ANA Uccaefyemblx 06pa3LLOB B NOCTAHOBKE CYMTAOTCA HELOCTOBEPHbIMM,
HeobxoAMMO NPeAnpUHATL Mepbl NO BbIABAEHUIO U JIMKBUAALMU UCTOYHMKA KOHTAaMMUHALUMU U NMOBTOPUTD
nccnefoBaHue Bcex uccnepyemolx 06pasuos, B KoTopbix obHapyKeHbl AHK U. parvum, U. urealyticum, un
KOHTPO/A, HAYMHasA € 3Tana IKCTPaKLMu.

OTpuuaTtenbHbii KoHTponb MUP (K-) Tectupyetcs, HaunHan ¢ atana MNUP, 1 no3sonaeT A0NOJHUTENLHO
KOHTPO/IMPOBaTb BO3MOMHYIO KOHTAMMHALMIO ApYyrMMKW obpasuamum Mam amnaMkoHamu. B npobupke c
OTPULATENBHBIM KOHTPONEM HE JOMXKHbI AeTekTuposaTtbca AHK U. parvum, U. urealyticum v BKO. B cayyae
HEeCOOTBETCTBMA pe3y/1bTaTa, MOAY4YEHHOrO A7 KOHTPOIbHOro 06pasLa, 3a4aHHbIM KPUTEPUAM BANUAHOCTH,
MOMIOXKUTENbHbIE PE3YAbTaTbl ANA Uccaedyemblx 06pa3LLOB B NOCTAHOBKE CYMTAOTCA HELOCTOBEPHbIMM,
HeobXxo4MMO NpesnpUHATL MEpPbl MO BbIABIEHUIO U NIMKBUAALMN UCTOYHUKA KOHTAaMMHALUKN U NOBTOPUTb
nccnefoBaHue Bcex 06pasuoB, B KOTopbix 06HapyxeHbl AHK U. parvum, U. urealyticum v BKO, HaunHana c
stana MNup.

B KayecTse NosoxuTenbHoro KoHTpona MNUP ucnonbsyetca peareHT NMKO KoMmnaeKc, BXOAALLMI B COCTaB
Habopa. B cnyyae HECOOTBETCTBMA Pe3yNbTaToB ANA MNONOMKUTENbHOIO KOHTPOAA 3a[aHHbIM KPpUTEpUAM
Ba/MAHOCTW, pe3ynbTaTtbl A/1A Bcex 06pa3suLoB B MNOCTaHOBKE CYMTAIOTCA HEAOCTOBEpHbIMU, Tpebyertca
MOBTOPUTb UCCNE0BaHNE BCEX NUCCNedyeMblX 06pa3L0B U KOHTPosel, HaumnHadA ¢ atana MUP.

3.1.2. KoHTponb MHrM6MpoBaHUA

[ns KOHTpoO/A Bcex 3TanoB uccnenoBaHuA, 3¢GeKTUBHOCTU 3KcTpakuum OHK M OoueHKU BAMAHMSA
nHrnéutopos MUP npeaycmoTpeHo ncnonb3osaHue 3Kk3oreHHoro BKO, KoTopblit fobaBnsaeTca B KaxKabli
nccneayemblin U OTpuULLaTENIbHbIM KOHTPOJIbHBIM 06pasel, Ha 3Tane aKCTPaKumMn. PesynbTaTtel MccaeaoBaHuA
BKO p[0nXHbl COOTBETCTBOBATb 33a[aHHbIM KPUTEPUAM BaNMAHOCTU ANA OTPULATENbHbIX UCCneayemblxX
06pasuoB, YKasaHHbIM B pasgene «MHTepnpeTauua pesynbratoB». Ecanm B uccnegyembix obpasuax,
oTpuuUaTenbHbIx Ha Hanmune OHK U. parvum w U. urealyticum, He obHapyxeHa JHK BKO, To pe3ynbTaThbl
nccneanoBaHMA AaHHbIX 06pa3LoB CUMTAOTCA HEeLOCTOBEPHbIMU, TPebyeTcA NOBTOPUTL UX aHA/IM3, HAuYMHanA
C 3Tana 3KCTpakuummn.

3.1.3. MOHUTOPUHT NabopaTopumn Ha HaAMUMe KOHTAaMUHaLMUU

PekomeHayeTca pa3 B Mecsl, NPOBOAUTb MOHUTOPUHE 1abopaTopmMM Ha KOHTaMMHALMIO MPOAYKTaMM
amnandukaumm, uccnegyembiMm 06pasLamm, MONOKUTENbHBIMU KOHTPOJIbHBIMK 0bpasuamu. OueHKa
HaNMUNA/OTCYTCTBMA KOHTaMMHAUMM NPOBOAMTCA MyTEM UCCAEAO0BaHMA CMbIBOB C Pa3/IMUHbIX OOBHEKTOB:
nuneToKk, pabounx nosepxHocTein fabopaTtopHoii mebenn, 06opyAOBaHUA U NOBEPXHOCTEN MOMELLEHUN.
B3aTMe W wuccnepgoBaHWe CMbIBOB  cnefyeT  MNPOBOAUTb  COMlaCHO  mpoueaype, OMNUCaHHOM B
MY 1.3.2569-09 «OpraHusauma paboTbl nabopaTopuii, MCNONBL3YIOWMX MeToAbl amnandukaumm
HYKNEWMHOBbLIX KUCAOT MNpu paboTe C MaTepuanom, CcofepKaluimm MUKpoopraHusmbl |-V rpynn
naToreHHocTu». Mpu O0BHapyXEHUN KOHTAMMHAUMWM HeobxooMmo MpPoBecTM 06paboTKy nabopatopum
MOOLLMMU U AE3UHOULMPYIOLLMMKN PACTBOPAMM COTNACHO YKasaHMAM, onmcaHHbIM B MY 1.3.2569-09. Takxke
ONA NpefoTBPaALLEHNA KOHTAMUHALMKM NabopaTopmum UK B KAYecTBe Mep MO AEeKOHTaMUHaL MK paboymx 30H
pekomeHAyeTCA UCNOoAb30BaTb PAcTBOP AJ/1A Ae3aKTUBALUM HYKNENHOBbIX KUCNOT, Hanpumep, «Oanratop»
npounssoactea OO0 «HekcTtbno», Poccus.
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3.2. PeKkomeHAayemMble KOHTPOJIbHble maTepuanbl

B KauecTBe KOHTPOJ/IbHbIX MATepManoB A1A MPOBEPKU 3aABNEHHbIX PYHKUMOHANbHBIX XapaKTepPUCTUK
Habopa mMoryT 6bITb MCMO/Ib30BaHbl 3aPErMCTPMPOBAHHbIE Ha TeppuTopuM Poccuiickoit Pepepaunn naHenm
KOHTPONbHbIX 00pasLoB, NpegHasHa4YeHHble ANA MNPOBEAEHUA BHYTPEHHErO M BHELWWHEro KOHTponei
KayecTBa flabopaTopHbIX nccnegosaHnin no obHapyxernuto AHK U. parvum v U. urealyticum.

4. OTPAHUYEHUA METOOUKU UCCNTEQOBAHUA

4.1. Habop npumMeHAEeTCA TONbKO A5 AMArHOCTUKM in vitro.

4.2. Habop npeaHasHayeH gna paboTbl TONBKO C UCCeAyeEMbIM MATepPUasoMm, YKasaHHbIM B pasaene
«HasHauyeHuMe». UccnegoBaHue ApyrMx BUAOB BMONOTMUYECKOrOo maTepmnana MOXKET NPUBECTU K NOYUYEHUIO
HeZL0CTOBEPHbIX PE3Y/IbTaTOB.

4.3.MonyyeHne  [OCTOBEPHbIX  pe3ynbTaTtoB  obecneynBaeTcA  BbINOSHEHMEM  TpeboBaHWUA,
npeabaABNSeMbIX K B3ATUIO, TPaHCMOPTUPOBAHMIO, MOATOTOBKE W XpaHEeHUo 06pasuoB MUccaeayemoro
maTepuana (cm. pasgen «Mccnesyemblii matepuany).

4.4. C nomouibto Habopa Bo3moxkHO MUP-uccnepoBaHune Tonbko npob OHK, aKcTparMpoBaHHbIX U3
nccneoyemoro martepuana  COBMECTHO C  BHYTPEHHMM KOHTPOJibHbIM obpasuom — BKO-FL. bes
ncnonb3oBaHuA BKO-FL HEBO3MOKHO NPOBECTU OLUEHKY BaIMAHOCTM MOCTAaHOBKMU.

4.5. Habop npeaHasHayeH Ans npodeccroHanbHOro npumeHeHuns. Habop AonxeH UCNo/b30BaTbCA
TONbKO KBanUPUUMpPOBaHHbIM, OBy4YeHHbIM (B 06/1aCTM KAMHMYECKON /1abopaToOpHOM AMarHOCTUKM)
NepcoHanom (Bpauu KAMHUYECKOW NabopaTopum U MeaUUMHCKME labopaTopHble TEXHMKU, OBydyeHHble
MOJIEKYNAPHbIM BUONOrMYECKUM METOANKAM).

4.6.Mpwn paboTe ¢ Habopom cnegyeT UCMO/Ib30BATb TONbKO aMMIMPUKATOPbI C CUCTEMOM AEeTeKuuun
$byopecLLeHTHOrO CUIHaNa, XapaKTEPUCTUKIM KOTOPbIX YA0BAETBOPAIOT TPEOOBAHUAM, YKa3aHHbIM B pasaene
«dononHutenbHoe o6opyaoBaHMe U MaTepUanbi».

5. MEPbI NPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa fomKHa NpoBOANTLCA B 1abopaTopmm, BbINOAHAIOLLEN MONeRYAAPHO-6Monoruyeckue (MLP)
nccnefoBaHua buosornMyeckoro maTtepuana Ha Hanuuume Bo3byauTenelr MHPEKUMOHHbIX GonesHel, ¢
cobnopeHnem CanluH 3.3686-21 «CaHuTapHO-anMaemunonornyeckue TpebosaHMa no npodunakTuke
MHOEKUMOHHbIX 6onesHeny, CaHlMuH 2.1.3684-21 «CaHuUTapHO-aNMAEMMONIOTMYeCcKne TpeboBaHMA K
COOEPKAHNIO TEPPUTOPUIN TOPOACKMX U CENbCKUX MOCENEeHWUN, K BOAHbIM 0b6beKTam, NUTbEBOM BoAe U
NMUTbEBOMY BOAOCHAOKEHUIO, aTMOChEPHOMY BO3AyXy, MOYBAM, KWIbIM MOMELLEHUAM, SKCMayaTaLumu
NPOW3BOACTBEHHbIX, OOLWLECTBEHHbIX MOMELLEHMI, OpraHM3auMnu U NPOBEAEHUID  CaHUTApPHO-
NPOTUBO3NUAEMUNYECKUX (NPOPUNAKTUYECKUX) MEPONPUATUIND U MEeTOANYECKUX YKasaHnin MY 1.3.2569-09
«OpraHmsauma paboTtbl 1abopPaTOPU, NCNONBL3YIOLWMX METOAbI aMNIUPUKALMU HYKNENHOBBIX KUCIAOT Npu
paboTe ¢ MaTepranom, cogepralium MUKpoopraHmambl =1V rpynn naToreHHOCTU».

5.2. Npwu paboTte HeobxoaMMO BCerga BbINOMHATL Caeaytolwme TpeboBaHua:

- MpuMeHATb Habop CTPOro NO Ha3HaYeHWUIO B COOTBETCTBUU C AaHHOMN MHCTPYKUmMe. OTKAOHEeHWe oT
NPONUCaHHbIX NpoLeayp M NOPAAKa AeUCTBUIN MOXKET NPUBECTM K NOYYEHNIO HEAOCTOBEPHbIX Pe3yAbTaToB
aHanusa.
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- JlabopaTopHbIii nNpouecc A0/KeH OblTb OAHOHAMpPaBAeHHbIM. AHanM3 cregyeT MNpPoBOAUTL B
OoTAeNbHbIX MoMmelleHMax (30Hax) B cooTBercTBMM ¢ MY 1.3.2569-09. He Bo3Bpauwartb 06pasupl,
obopyaoBaHMe 1 peareHTbl B 30HY, B KOTOpoW Bblna NpoBeAeHa Npeablaylias cTagma npouecca.

- PaccmaTpuBatb uccneagyemble 0bpasubl Kak MHPEKUMOHHO-ONAacHble, OPraHnM3oBbIBaTh pPaboTy u
XpaHeHune B cooTBeTcTBUM € CaHlnH 3.3686-21.

- Ybupatb U Ae3nHOULMPOBATL pPasinTble 06pasubl AW peareHTbl, UCMOMb3ya Ae3nHbuumnpyowme
cpeactsa B cootBeTcTBUM ¢ CaHlNnH 3.3686-21.

- YAanatb HeWcnonb3oBaHHble peareHTbl, peareHTbl C WCTEKWWM CPOKOM T[OAHOCTU, a TaKKe
MCMONb30BaAHHbIE PEAreHTbl, YNaKoBKy>, GBUOIOrMUecKuUin matepuan’, BKYan matepuarbl, UHCTPYMEHTbI 1
npeameTbl, 3arpAsHeHHble  6MONOTMYECKMM  maTepuasom, B  COOTBeTCTBMM C  TpeboBaHMAMM
CaHllnH 2.1.3684-21.

BHUMAHMUE! MNpu yaaneHun otxodosB nocsae amnavdukaummn (Nnpobupok, coaeprkawmx npoayktbl MLP)
HeAoNyCTMMO OTKPbIBaHWE NPOBUPOK M pa3bpbi3rMBaHNE COAEPIKMMOTO, MOCKO/bKY 3TO MOXKET NPUBECTU K
KOHTamMHauuu npoayktamu MLP nabopaTopHO 30HbI, 060PYA0BAHUA U peareHToB.

- Mcnonb3oBaTb M MEHATb MPU KaxK4oW onepaumyM 04HOPA30Bble HAKOHEYHUKMN 017 aBTOMATUYECKUX
[o3atopoB ¢ ¢duabTpom. OQHOPA30BYIO MNAACTUKOBYIO nocyay (MpobupKu, HakoHeyHMKM) Heobxoaumo
cbpacbiBaTb B CNeLManbHbIA KOHTENHEp, cogepiKalLmii Ae3nHOULMPYIOLLEE CPEACTBO, KOTOPOE MOXKET BbiTb
MCMNO/b30BaHO ANa 06e33apaknBaHMA MegUUNHCKUX OTXOZO0B.

- Habop npegHa3HayeH A4 OAHOKPATHOrO npumeHeHus ans nposedeHua [MUP-ucchnegoBanHus
YKa3aHHOro KonmyecTsa 06pasuoBs (cm. pasgen « Popmbl BbiMyCcKa, COCTAB M KOMMJIEKTHOCTbY).

- K pabote c Habopom A0onycKaeTcs TObKO NePCcoHan, 0byYeHHbI MeToAam MONEKYIAPHON AMArHOCTUKM
1 Npasuaam paboTbl B KAMHUKO-AMArHOCTUYECKOM 1ab0paTopum B YCTAHOBIEHHOM MOPSAKE (B COOTBETCTBUM C
TpeboBaHMAmM CaHlMuH 3.3686-21).

- He wucnonb3osatb Ha6op, €C/IN HapyuweHa BHYTPeHHAA ynaKoBKa WU BHELWHMMN BUA peareHta He
COOTBETCTBYET ONNCaHUIO.

- He ncnonb3osaTtb Habop, ecan He cobAOAANNCH YCNOBUA TPAHCMOPTUPOBAHMA U XPAaHEHMS COMNacHo
WHCTPYKLMMW.

- He cmelwmnBaTb peareHTbl pasHbIX cepuii.
- He ucnonb3oBaTb Habop NO UCTEYEHUM CPOKA FOAHOCTH.

- Mcnonb3oBaTb 04HOPa30Bble HEONyApPEHHbIe NepyYaTkKn, NabopaTopHble XanaThbl, 3alMLLATL [1a3a BO
Bpems paboTbl c 06pasL,aMm U peareHTamu. TILaTeIbHO BbIMbITb PYKMU MO OKOHYaHMM paboTbl. Bce onepaunu
NPOBOAATCA TONbKO B NepyYaTKax 418 UCKIOUYEHNA KOHTAKTa C OpraHM3MOM YesioBeKa.

- He ecTb, He NNTb K He KypUTb B MpoLLecce Ncnoab3oBaHna Habopa. M3beraTb KOHTaKTa peareHTos ¢
KOXeMl, rna3amu u camsucton obonoukon. He rnoratb.

- [pn KOHTaKTe HemegNeHHO MPOMbITb MOpa*KeHHoe MecTo 60NbWNM KONNYECTBOM BOAblI U Npn
N1I0XOM CaMO4yBCTBUU O6paTMTbCFI 3a Me,EI,VILI,MHCKOﬁ nomouwlbto. lNpn nonagaHuUm BHYTPb PBOTY He
BbI3blBATb, MPOMOJIOCKATb POT BOﬂ,Oﬁ, O6paTV|TbC’r'I K Bpayy npu na1oxXom Camo4vysCTBUN.

> Hencnonb3oBaHHbIE peareHTbl, peareHTbl C UCTEKLIMM CPOKOM FOAHOCTM, WCMOMb30BaHHbIE peareHTbl, yNaKoBKa
OTHOCATCA K KN1acCy ONAacCHOCTU MeANUMHCKUX oTxoa08 .

 Buonormueckunit matepuan, BKAKOYAsA MHCTPYMEHTbI M NPEAMETbI, 3arpA3HEHHbIE MaTEPUasoM, OTHOCATCA K Kaaccy
0NacHOCTN MeAULIMHCKMX 0TX0408B bB.

Pemc%%gr_cugls? D:Jlﬁ'gébzcéﬂ;[l)asﬂamope 3
www.nevacert.ru | info@nevacert.ru



5.3.Mpn  MCNONb30BaHMM MO  Ha3HauyeHUO U CcobAlOAEHUM  BbllENEPEUYMCNEHHBIX  Mep
NpeaocTopoXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa coaepyKaT HaTPUA a3ng, B KOHUEHTpaUun He bonee
0,1 % 1 cOOTBETCTBEHHO He KNaccMdUUMPYIOTCA KaK OMacHble U He TPebytoT cobitoaeHnsa cneuuanbHbix mep
NpPeaoCTOPOXKHOCTM, KPOME YKa3aHHbIX B 3TOM pasgesne.

5.4. Cneunduyeckne Bo3aencTena Habopa Ha opraHU3m YesloBeKa:
- KaHugeporeHHbI addeKT oTCyTCTBYET.
- MyTareHHoe AeicTeme OTCyTCTBYET.

- PenpoayKktnBHaa TOKCMYHOCTb OTCYTCTBYET.

6. AONO/THUTE/NIbHOE OBOPYAOBAHUE U MATEPUAbI

6.1. B3atue uccnegyemoro marepmana

6.1.1. TpaHcNoOpTHaA cpeda ANA B3ATMA, TPAHCMOPTMPOBAHUA U XPaHEHUA BMoNOrMYeckoro maTepuana
(COCKOBHbIV MaTepuan uauM oTAeNsemMoe CAU3UCTbIX 000/I0UEK YPOreHWTasIbHOrO TpaKTa (oTaensemoe
CAN3UCTOM 060J/IOYKM Bfaranuwa, COCKOb 3MUTenus co CAM3UCTOM 06O0NOYKM ypeTpbl)), copeprkalwias
6ydepHO-cONEBON  PacTBOP C  MYKOJIMTUKOM, KOHCepBaHTOM WU cTrabunmsatopom (Hanpumep,
«TpaHcnopTHasA cpeaa C MYKOAUTUKOM «Amnaulpaiim TCM» (PY Ne ®CP 2012/14205) wau papyras,
3apernctpupoBaHHas B PO).

6.1.2. 30HA ANA B3ATMA BMONOIMYECKOrOo MaTepuana C NOBEPXHOCTU CIM3UCTbIX 060104eK (COCKOBHbIN
MaTepuan WanM oTaensemoe CAM3UCTbIX 000/104eK YpPOreHWTasNbHOrO TpakTa (oTaensemoe C/AM3UCTOM
060/104KM BfIAranvLLa, COCKOH aNUTENUA CO CM3UCTON 0BO0SI0YKM YPeTpbl)) OAHOKPATHOrO NMPUMEHEHMUS,
CTepUNbHbIN. Paboyas yacTb 30HAA MOXKET OT/IaMbIBaTbCA MO UMEIOLLLEWCA HAaceuKe.

6.1.3. EMKoCTb A/1a B3ATMA, TPAHCMOPTUPOBKM M XPaAHEHWA MOYM, CEKpeTa npeacTatesibHOM Kenesbl
(o6bemom go 60 M) OAHOKPATHOrO NPUMEHEHWs, CTepU/ibHas, C 3aBUHYMBAIOLLENCA WAWU MNOTHO
3alLeKMBAIOLWENCA KPbILWKOW, U3rOTOBAEHHAA U3 NOAUNPONUIEHA.

6.2. NMpepBaputenbHaa NOAroTOBKa Uccaeayemoro marepmana

6.2.1.1. TpaHcnopTHanA cpena oas B3ATUS, TPAHCNOPTUPOBAHUA M XPaHEHMA BMOIOrMYECKOro MaTepmana,
cogeprkallan KoHcepBaHT, uan dusmonorndecknin pacteop (0,9 % pacTeop HaTPUA XI0pPMAA) CTEPUIBHBIN.

6.2.1.2. MuKpoueHTpudYy>KHble 04HOPa30Bble MOAUNPONUIEHOBbIE NAOTHO 3aKpblBatoLmeca NPobupKu
obbemom 1,5 mn.

6.2.1.3. OaHOpa30Bble HAKOHEYHUKWN ANA A03aTOPOB NepemMeHHoro obbema ¢ punbtpom go 1000 mkn.
6.2.1.4. OgHOpa3oBble HAKOHEYHWUKM AN [403aTOPOB nepemeHHoro ob6bema 6e3 dpunbTpa 4o 200 MKA.
6.2.1.5. ABTOMaTUYECKMI f03aTOp NepemeHHoro o6bema Ha 1000 mKkA.

6.2.1.6. LUtatnebl AN NpobMpoK obbemom 1,5 ma.

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

6.2.1.8. BakyyMHbI1 OTcacblBaTe/lb MeAULMHCKUIA C KONBOM-N0BYLLIKON ANs yaaneHua HaaocafouyHoM
XKUAKOCTW.

6.2.1.9. BopTekKc.
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6.3. 3kctpakuma OHK u3 nccnegyembix o6pasuos

6.3.1. Habop peareHTOB ANA 3KCTPAKLMU HYKJAEUHOBbLIX KUCAOT, 3aperucTpMpoBaHHbIN B PO K
COOTBETCTBYIOWMI CreayoWwmm TpeboBaHNAM:

- Habop nosBonseT Bblaenatb OHK n3 6uonornyeckoro matepuana (COCKOBHbIM maTepuan wau
oTaenaemoe CAM3UCTbIX 060/104EK YPOreHUTaIbHOTO TpakTa (oTAenaemoe CAN3UCTON 060N0YKKN BRaraauila
M COCKOD 3nuTenns co CAM3UCTON OBOJIOYKM YPEeTpbl), MoYa, CEKPeT MpeacTaTesibHOM Kenesbl) Ann
nocneayoLLero nccaeaoBaHMa MeTo40M NoMMEPasHOW LenHoW peakumu;

- Habop He OTHOCUTCS K 3Kcnpecc-meToaam aKcTpakumm AHK;
- Habop no3BosAeT UccieaoBaTb 06pasLbl 06bLemMom He meHee 100 mKn;
- Habop No3BO/IAET NPOBOAUTL 3tOLMIO0 oumLeHHoN OHK B 06beme He meHee 100 mKn.

B xo4e npoBeaeHUA KAMHUYECKUX UCMbITaHUIM Bannaaumio npolies Habop peareHToB A/1A SKCTPaKUun
[HK «MarHolpaitm® GACT» (PY Ne P3H 2019/8043).

6.3.2. [lononHuTeNbHbIe MaTepuabl M 06opyaoBaHNE, HeobXxoaMMble ANA SKCcTpakumn OHK, — cornacHo
WMHCTPYKLMM K Habopy peareHTOB aaa akcTpakumm OHK.

6.4. AMnanduKauma, ApeTeKkuUs NPOAYKTOB amnaudpuKauuum, aHanuM3 U UHTepnpetauus
pe3ynbraTos

6.4.1. OgHopa30Bble NoAMMNPONUAEHOBbIE NPobupkK, ceoboaHble ot AHKas, cneayowmx Buaos (npu
Mcnonb3oBaHUKM Gopmbl BbiNycKa 1):

- 3aBMHYMBAOWMECA MPOBMPKM U KPBIWKK K HUM WM NJIOTHO 3aKpblBatoWmecs nNpobupkm obbemom
1,5 - 2 Mn — gns NpUroToBAEHMA PeaKLMOHHOM CMecH.

- TOHKOCTeHHble Npobupku gaa NLP o6bemom 0,2 mA ¢ BbINYKIOM UAM NJIOCKOW ONTUYECKM NPO3PaYHOI
KPbILWKOM MK NPobUpKM o6vbemom 0,2 M1 B CTpMMax no 8 WT. C NPO3payHbIMM KpblLKammM — 414 NpoBeAeHun
MLUP npu ncnonb3oBaHUM Npubopa NNaHLETHOro TMna;

- TOHKOCTeHHble npobupku ana MUP obbemom 0,2 M1 C NAOCKOW KPbIWKOM UamM npobupku ana MNLUP
obbemom 0,1 mn B cTpMnax no 4 wWT. ¢ KpblWKamn — gnsa nposegeHus MNLP npu ucnonb3osaHmm npmbopa
poTOpHOro TUna.

6.4.2. OgHOpa30Bble HaKOHEYHWUKM, cBoboaHble oT [HKas3, ana no3atopoB nepemeHHoro obbema C
dunbTpom oo 100 mKA.

6.4.3. lUtatmebl ans npobupok obbemom 0,2 mn unam 0,1 ma (B COOTBETCTBUM C MCNOAb3YEMbIMU
npobupkamu ana MNLP).

6.4.4. boKc abakTepuanbHoM Bo3ayLwwHon cpeapbl (MLP-60Kc).
6.4.5. UeHTpudyra-soprekKc.
6.4.6. ABTOMATMYECKME 403aTOPbI MEepeMeHHOro obbema.

6.4.7. CTaHUMA aBTOMaTUYeCcKasa C moaynem anAa npurotossieHMA U pPaCKankM peakUMOHHbIX cmeceit u
KOMMNNEKT pPacxXoAHbIX mMaTepunanoB K Hel cornacHo MHCTPYKumKn MpounssoauTtena, - npmM UCNoab3OBaHUM
d)OprI BblMyCKa 18 Clydae npurotossieHuA peaKLLMOHHOVI CMeCu C MCMO/Ib30BaHMEM aBTOMATUYECKOM
CTaHUun.

6.4.8. Mporpammunpyemblit amnandUKaTop C CUCTEMOM AeTeKummn GayopecLeHTHOro CUrHana B pexmme
«PeanbHOro BPEMEHW» POTOPHOro AMBO  MNAHLWETHOrO TWMA, 3aperucTpupoBaHHbIi B PP
COOTBETCTBYIOWMI CAeaytowmm TpeboBaHUAM:

Pemc%%gr_cugls? D:Jlﬁ'gébzcéﬂ;[l)asﬂamope 1
www.nevacert.ru | info@nevacert.ru



- Ha/uyune He3aBMCUMbIX KaHanoB payopecueHTHOM aeTekumn ans ayopodopos FAM, R6G 1 ROX co
cneayroWwnmMm XapakTepucTMKamm:

Tabnuua 4
Tpebyemble xapaKTepUCTUKU KaHaN0B ¢p1lyopecL,eHTHOM AeTeKuum
[ANUHbI BONH, HM
KaHan ana pnyopodopa Bo36y:xaeHus JeTtekuun
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580
ROX 565 585 605 650

- Ana npMbopoB NIaHLWETHOrO TMMA HanYMe NOAOTrPEBAEMON KPbILLKK C TemnepaTypoii 6onee 100 °C;
- TOYHOCTb NogaeprkaHna TemnepaTtypol < 0,4 °C;

- CKOpOCTb Harpesa He meHee 2 °C/cek;

- CKOPOCTb OxnaxaeHuns He meHee 1 °C/cek.

B xoge npoBeAeHUA KAMHUYECKMX UCMbITAHMI BanuAaumio NPOWAM cleaylolme Nporpammupyemble
amnIMOUKATOPbl C CUCTEMOWN AeTeKuMu (GYOPECLLeHTHOrO CUTHaNa B PEXUME «PEeasibHOTO BPEMEHUX:
Rotor-Gene Q (PY Ne ®C3 2010/07595), C1000 Touch B KomnnekTe ¢ moaynem CFX96
(PY Ne ©C3 2008/03399), ATnpaiim (PY Ne dCP 2011/10229).

6.4.9. XonogunbHuK, NoaaepXKuBatowmii TemnepaTypHblit pexxum ot 2 go 8 °C.
6.4.10. OTAoeNbHbIN XanaT, Wanoyku, obysb M 04HOPA30BbIE NepyYaTkM B cooTseTcTBMMU ¢ MY 1.3.2569-09.

6.4.11. EmKOCTb Ans cbpoca HAaKOHEYHMKOB.

7. UCCNNEAYEMbIA MATEPUAN

MaTepunanom ana nccnepoBaHuAa CayKart:

- COCKOBHbI MaTepran UAun oTAeNAemMoe CAN3UCTbIX 060/104EK YPOreHUTaNbHOTO TPaKTa (oTaensemoe
CIM3NCTON 060104KM BAranmLLa U COCKOB aNUTENUA CO CAN3UCTOMN 060104KN YPETPbI);

- MoM3;
- CeKpeT npeacTaTesibHOW Kenesbl.

B3ATne, npeaBapuTenbHylo 06paboTKy, TPaHCNOPTUPOBAaHWE U XpPaHeHWe  UCCaedyemoro
6uosorMyeckoro mateprana caegyert NpoBOAUTL B COOTBETCTBUM C HUMKENEPEUNCIEHHBIMU TPEOOBAHMAMMU,
Hecob/1lo4eHMEe KOTOPbIX MOYKET MPUBECTU K NOJIyYEHUIO HEKOPPEKTHBIX PE3Y/IbTaTOB UCC/eL0BaHMA.

7.1. OTpensemoe cAu3sucToii 060104KHM BRaranmya

B3ATMe maTepuana npoBecTM M3 3a4HeBOKOBOro CBOAAa BAAraAMWEA C MNOMOLLbI CTEPUNLHOMO
04HOPA30BOro 30HAA-TAMMOHA WM YHUBEPCANbHOrO 30HAA B MPOOMPKY C TPAHCMOPTHOW Cpenoi B
COOTBETCTBMM C MHCTPYKUMEN NO MNPMMEHEeHMI0 30HAa. HeobxoAMmo MaKcMmasnbHO MoaHO cobpatb
otaensaemoe. Pabouylo NOBEpPXHOCTb 30HAA MOMECTUTb B TPAHCMOPTHYIO cpedy, 06/0MaB NAacTUKOBYIO
oCHOBY. JONyCcTMMO MMHMMAa/IbHOE NPUCYTCTBUE NPUMECEN B BUAE C/IN3U U KPOBM.

BHUMAHMUE! Bo nsbexaHne KOHTaMUHaL MW, HeNb3 06pe3aTb 30HA, HOXKHULaMK !
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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.

7.2. Cockob anuTenna co cnmsmnctoin 060104Kkm ypeTpbl

B3ATMe 3nuTennanbHoro cockoba M3 ypeTpbl MPOBOAMTbL C MOMOLLbIO CTEPUIBHOrO OAHOPA30BOro
YHUBEPCANbHOIO 30HAa B NPOBUPKY C TPAHCNOPTHOM CPesiol C MyKOJIMTUKOM B COOTBETCTBUM C UHCTPYKLMEN
no NpMMeHeHuIo 30HAa. JonycTMMO MUHMMaIbHOE NPUCYTCTBUE NPUMECEN B BUAE CINM3U U KPOBMU.

Buonorvyeckuii maTepuas, NOMELLEHHbIN B TPAHCMOPTHYIO Cpeay, XPaHUTb U TPaAHCMOPTMPOBaTb
cornacHo cneayrowmnm TpeboBaHusaM:

- NpwW KOMHaTHoM Temnepatype (8o 25 °C) — He bonee 28 cyToK;
- npu Temnepatype ot 2 0o 8 °C — B TeueHue 4 mecALEB;
NMB0 COrNacHoO MHCTPYKLMM K MCMOb3yeMOi TPaHCNOPTHOW cpege.

[lonyckaeTca MLWb OAHOKPATHOE 3aMOpaKMBaHNMe—OTTanBaHWe maTepuana.

7.3. Moua

7.3.1. NMopAapok cbopa

Y XeHWMUH ANa aHanM3a oTbupaloT MepByto MNOPUMIO YyTPpeHHeW Mouu B KosmdyectBe 15-25mn B
cneumanbHyo emKocTb. C60p MoYM NMPOBECTM MOCAe TWATE/IbHOrO TyaneTa HapYMKHbIX MNO0BbIX OPraHoB.
*enatenbHoO 3aKnagpiBaTb TaMMOH BO BAaraauvwe nepes cbopom matepuana gaa npesynpeskaeHvs
KOHTaMMHALMN MOYM OTAENAEMbIM M3 BAaraaumwa. TakKe He cneayeT Npou3BoauTb cbop Moun BO Bpems
MeHCTpyaLun.

Y MY}XUMH Npu MOYenCnyCKaHMM HeobXxoaMMO 0CBOBOAUTL HapYKHOE OTBEPCTUE MOYENCMYCKATE/IbHOTO
KaHana, NoSIHOCTbIO OTTAHYB KOXKHYIO CKNaaKy. s aHannsa oTbMpatoT Nepsyto NOPLMIO YyTPEHHEN Moun B
Konunyectse 15 —25 mn B cneumanbHy0 eMKOCTb.

B cnyyae ecnm c6op MOUM OCYLLECTBAAETCA B EMKOCTb 6€3 peareHToB A1 KOHCepBaLMKY U CTabuansaumm,
[AOMYCKaeTca XpaHeHMe M TPaHCMopPTMPOBaHMe 06pa3L 0B MOYM A0 NpoBeaeHNA NpeaobpaboTku:

- npu TemnepaType ot 2 go 8 °C — B TeueHue 1 cyToK;
- npu TemnepaType oT MUHyC 24 ao muHyc 16 °C — B TeyeHune 1 Hegenw;
- Npu TemnepaType He Bbile MUHYC 68 °C — AnnTenbHO.

Mpu ocylecTBAeHUN cbopa MOUYM B EMKOCTb C TPAHCMOPTHOM Cpeaoi Uan peareHTaMum 4N KOHcepBauum
M cTabunmsauumn, xpaHeHue o6pasLoB MouM A0 NposedeHna npegobpaboTKM MNPoOBOAUTL COFNACHO
MHCTPYKLMM K UCMONb3YEMOW eMKOCTU ans cbopa.

,ﬂ,OI'IyCKBETC’r'I Wb OQHOKPATHOE 3aMOpPaxKmnBaHMe-oTranBaHMe maTtepumana.
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7.3.2. NpepBapuTtenbHasa o6paboTka

®nakoH c moyoii B36onTaTb. MepeHecT 1 Ma MoYn, MCNONb3YA HAKOHEYHUK C GUNBTPOM, B CTEPUJIbHYHO
0ZiHOpPa30BYyto NPobupky ob6bemom 1,5 mn. UeHTpudyrnposatb 5 muH npu 10 000 g. Mpu Hanmunm 6oabLluoro
KO/IMYECTBA CONlEM pPecycneHaMpoBaTb TOJIbKO BEPXHWM CAOW ocagka conen B obbeme 1 mn
$M3MONOTrNYECKOro PacTBOpa CTEPUIBHOIO MM TPAHCMOPTHOM Cpesbl, M 3aTEM CHOBa KOHLEHTPMPOBATD.
Mcnonb3ya BaKyyMHbIN OTcacbiBaTeslb C KO6OM-N10BYLIKOM, NOJHOCTbIO YAANUTb CYNepHaTaHT, UCMONb3ys
ONA Kaxaoro ob6pasua oTaeNnbHbI HAKOHEYHWUK 6e3 ¢ouabTpa, He 3axBaTbiBad OcafoK. K ocagKky no6asutb
200 MKN GM3MONOTMYECKOro PacTBOpPa CTEPUIbHOIO MAW TPAHCMOPTHYIO cpedy B obbeme, yKasaHHOM B
WMHCTPYKLMM NO ee NpuMeHeHuto. TWaTe/IbHO nepemeLlaTtb COAEPHKMMOE Ha BOPTEKCE.

[onyckaetca xpaHeHue npegBapuTesbHO 06paboTaHHbIX 06pasLoB MOYM 40 NpoBeAeHUs
nccaenoBaHUA:

- npu TemnepaType ot 2 go 8 °C — B TeueHue 1 cyToK;
- npu TemnepaType oT MUHyC 24 o muHyc 16 °C — B TeueHune 1 Hegenu;
- Npu TemnepaType He Bbilwe MUHYC 68 °C — AanTenbHo.

JonyckaeTtca nnwb O4HOKpPaTHOE 3aMOpaXKnBaHMe-oTTanBaHne maTtepuana.

7.4. Cekpet npeAacTaTe/ibHOM }Kenesbl

Mepen nonydyeHnem cekpeTa npeacTaTesibHOM ¥Kenesbl T[0/I0BKY MOJI0BOrO0 4YieHa obpaboTaTb
CTePUNbHBIM BaTHbIM TamnoHoM. CeKpeT NpocTaTbl 3abpaTb Nocsie NpeaBapuUTeENIbHOrO MAcCaka NpocTaThbl
Yyepes NPAMYIO KULWIKY. Bpay npoBoANT Mmaccak C HaaaBMBaHNEM HECKO/IbKUMU SHEPTUYHBIMU ABUKEHUAMM
OT OCHOBaHMA K BepxyLKe. [locie OKOHYaHWA Maccayka NpeacTaTeibHOM Kenesbl ee CEKPET B KO/IMYecTBe
0,5-1,0 mn cobpatb B 04HOPA30BYIO MNNACTUKOBYO NPO6MPKY 06bemom 2,0 M1 UNU KOHTEMHED.

Mpy HEBO3MOXKHOCTM NOJIYYUTb CEKPET CPA3y NOCAE MaccayKa NPoCcTaTbl, COBPaTb NEPBYO NOPLUIO MOYM
(B KOTOPOW COAEPKUTCA CEKPET NpeacTaTeNbHOM Kenesbl) B Koandectse 15 —25 mn (cm. nopsaaok cbopa
moun).

JonyckaeTtca xpaHeHue o6pa3u,03 CeKkpeTa HpEACTaTeanOVI »Kenesbl o nposegeHnA nccneaoBaHUA:

- NpuW KOMHaTHoW TemnepaType (o 25 °C) — B TeueHue 6 Yacos;

npu TemnepaTtype oT 2 4o 8 °C — B TeyeHne 1 cyToK;
- npu TemnepaType oT MUHyC 24 o mmHyc 16 °C — B TeueHue 1 Hegenu;
- Npu TemnepaType He Bbilwe MUHYC 68 °C — AnntenbHo.

JonycKkaeTca nnwb O4HOKPaTHOE 3aMoparkKnBaHne-oTTanBaHne maTtepuana.
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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. 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:

- obbem peareHTa BKO-FL — 10 mKkn B npobupky ans OKO, a TaKKe B Kaxkaylo npobupky c
uccnegyembiMm 06pasLamu;

- 0bbem uccneayemoro obpasua — 100 mkna B NpobupKM ans nccnegyembix 0b6pasLos;
- 06bem peareHta OKO — 100 mkn B npobupky ana OKO;

- obbem peareHTa, ucnonbzyemoro ana snwouun AHK, — 100 MKA (COrnacHoO WMHCTPYKUMU MO
NPUMEHEHUIO K UCNOJIb3yeMomy Habopy ana akcTpakuum HK).

8.2. MogrotoBKa peareHToB And aMmnanPUKalumn
8.2.1. NMpu ncnonbsoBaHum popmbl Bbinycka 1

BHUMAHUE! KoMMNOHEHTbl pPeaKLMOHHON CMecu cnepyer CMewmnBaTb HEMOCPeACTBEHHO nepes
nposegeHunem MLP.

BHUMAHUE! B cnyvyae npurotoBAeHUA PeakUMOHHOM CMEeCUM C MOMOLLbO aBTOMATUYECKOM CTaHLUK
cnepyvTe yKazaHUAM UHCTPYKLMK NO ee UCNO/Ib30BaHMIO.

8.2.1.1. PaccuntaTb 06bembl MUP-cmecn U. parvum [ U. urealyticum v NUP-6ydepa-H, Tpebytouimecs
ONA NPUTOTOBAEHNA PeaKUMOHHON cmeck (cm. Tabaunuy 5). CMecb roToBUTb Ha 0bLLEe YMCIO UCCaeayeMblX
M KOHTPO/IbHbIX 06Pa3LL0B NJIOC 3aMac He MEHEE YeM Ha OAHY PeaKkLuio.

Tabnuvua 5
Pacuetr 06bemoB KOMMNOHEHTOB Aana OAHOVI peaKLI,MOHHOVI cmecu
PeareHT 06bem, MKn O603HaueHuA
MUP-cmeck U. parvum /[ U. urealyticum 10,0*(N+1) N — KOAMYecTBO amMnAMGULMPYeMbix OBpPa3LLos,
I'ILI,P-6y¢ep-H 5,0*(N+1) BK/1l0OYaA KOHTPO/U

8.2.1.2. Nepen cmelmMBaHnem peareHToB nepemewartb cogeprumoe nNpobMpoK o
NMuP-cmecobto U. parvum [ U. urealyticum v NMUP-6ydepom-H, ocagnTb Kanam Ha BopTeKce.

7YKasaHbl AOMNYCTUMble HOPMbl TemnepaTypbl M OTHOCUTENbHOM BNaXXHOCTM BO3dyxa B paboyeit 30He
NPOM3BOACTBEHHbIX MOMELLEHUA B COOTBETCTBMM C TpeboBaHmamu [OCT 12.1.005-88 «Cuctema cTaHOapToOB
6e3onacHocTM Tpyaa. Obwme caHUTapHO-TMrneHnYeckne TpeboBaHMA K BO34yXy paboyei 30HbI».

Be 15
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8.2.1.3. MNpuroToB1Tb PeEAKLMOHHYID CMecb, A006aBMB KOMMOHEHTbl B 06bemax, PacCYUTAHHbLIX B
n. 8.2.1.1. NepemeLaTtb CMeCb M 0CagMTb Kanam Ha BOpTEKce.

8.2.1.4. OTobpaTb HeobxoaMMOEe KOAMYECTBO MNPOBUPOK uAM cTpunoB gns amnamédukaumm OHK
nccaefyemblix U KOHTPObHbIX 06pasyoB. Beibop Npobunpok ans amnandmkaumm 3aBUCUT OT UCNOb3YEMOTO
amnandukaTopa ¢ CUCTEMON AETEKLMN B PEKMUME «PeasibHOrO BPEMEHU Y.

8.2.1.5. BHecT1 B NpobuMpKM no 15 MK NpUrotoBeHHON peaKL,MOHHON CMecH.

BHMMAHMUE! Hencnosib3oBaHHbIE OCTATKMU PEAKLMOHHOM CMECU XPaHEHWUIO HE NOAJIeKaT.

8.2.2. NMpu ncnonbsoBaHMu popmbl Bbinycka 2

8.2.2.1. Otobpatb Heobxoaumoe Konndectso ctpunos c MNMUP-cmecbio U. parvum [ U. urealyticum pnns
amnanduraumm AHK nccnepgyembix U KOHTPObHbIX 06pa3LoB.

8.2.2.2. Y6epgunTbCa, YTo napadmH NOAHOCTbIO MOKPbIBAET PacTBOpP Ha AHe Npobupok. B npoTuBHOM
CNyyae, He UCNOoJ/1b30BaTb AaHHble NPOBUPKK.

8.2.2.3. Ha noBepxHocTb napadumHa BHecT no 10 mkn MNUP-6ydepa-K, npu atom oH He ponxkeH
NpoBa/MBaTbCA NOA NPOCAOMKY NnapaduHa n cmewwmsaTtbes ¢ MNLUP-cmecsto.
8.3. BHeceHue npob [HK, nposegeHne amnanduKauum n aetTekumm

BHUMAHMUE! Mpn pobasneHmn npo6 [AHK, sKcTparMpoBaHHbIX C MOMOLLbO HAabopoB peareHToB As
NPoOBeAEHMA 3KCTPAKLMM METOAOM COpbLMM Ha CUAMKarene WaM MArHUTHOM cemapaumun, Heobxoanmo
nsberatb NnonagaHMA copbeHTa B PeaKLMOHHYIO CMECh.

BHUMAHME! lNpu pyyHOM aHann3e NporpammMpoBaHME M 3amnyCcK amnanduKaTtopa NPoBOAUTb COMIacHO
WHCTPYKLMM NO ero NpMMeHeHunto. PekomeHayemble NapameTpbl 413 NporpaMmmMpoBaHma amnanduKaTopos
yKa3aHbl BO BK/agbllle, npuaaraemom K Habopy. Mpu Mcnonb3oBaHUM NPOrpaMmmHOro obecneyeHus
FRT Manager nporpammupoBaHve amnanduKkaTopa yCTaHaBINBAETCA aBTOMATUYECKW.

8.3.1. BHecTn B No4roToBAEHHble NPOOUPKK C peakumoHHOM cmecbto No 10 mka npo6 AHK, nonyyeHHbIX
B pe3y/ibTaTe 3KCTPaKLMK.

8.3.2. BHeCTM B N04roTOB/AEHHbIE NPOBMPKMU C PeaKLMOHHOW CMECbIO KOHTPO/IbHble 06pasLbl:

a) NONOXKUTENbHbIN KOHTposb MUP — B ogHy npobupky ana obpasua MK BHecTn 10 MKn peareHTa
NMKO komnnekKc.

6) oTpuuaTenbHbI KOHTPob MLUP — B oaHy npobupky ans obpasua K- BHectu 10 mKn peareHTa K-.

B) OTpMLLaTEeNbHbIA KOHTPOb SKCTPAKLUKN — B O4HY NPOobupKy Ana obpasua OKO sHecT 10 mKa npobbl,
3KcTparnpoBaHHoi u3 OKO.

8.3.3. 3anporpammmpoBaTb aMnAndMKaTop C CUCTEMON AETEeKLMU B pEXKUME «PeanbHOro BpemeHu» ans
BbINOJIHEHUA eANHOW NPOrPaMmbl aMNANPUKALUN U AeTeKkuun GayopecLeHTHOro curHana (cm. Tabauuy 6).

Tabnuua 6
EguHasa nporpamma amnanduKaumm u getekumm ¢payopecueHTHOro curHana
o [eTeKuusa no KaHanam gns Konuuectso
Linkn Temnepartypa, °C Bpemsa BrYopodbopos T
1 50 15 muH - 1
2 95 15 muH - 1
95 10c -
3 45
60 20c FAM, R6G, ROX
Perﬂc%%gr_cmms? D’lﬁ'gébzcéﬁ;[l)asﬂansope 16

www.nevacert.ru | info@nevacert.ru



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 TUMA 0CaAMTb Kann 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 nposoguT perucTpaumio GAyopecLeHTHOTO CUrHana aBTOMATMYECKU 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
(000 «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 petekumeir B pexXMme «peasibHOro BPEMEHM», COrJIaCHO 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 COMMACHO MHCTPYKUMWM NO ero npumeHeHuto. PekomeHayemble
napameTpbl g1 06paboTKM AaHHBIX YKa3aHbl BO BKAAAbILLIE, MpUaaraeMom K Habopy.

O6paboTKa 1 pacyeT pesyabTaToB NPOUCXOAMUT Ha OCHOBAHUW HaMuMA (MK OTCYTCTBUSA) NepecevyeHus
KpuBol dnyopecueHuum S-obpasHoi (cMrmoobpasHoit) Gopmbl C YyCTAHOBAEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBON IMHWEN, YTO ONpeaenseT Haanyme (MAn OTCyTCTBUE) ANA AaHHOMN Npobbl AHK 3HaveHun
noporosoro uukna (Ct) B cooTBetcTByloWel rpade Tabauubl pesynbraTtos. MapameTpbl 06paboTKM
dNyopecLEeHTHbIX KPMBbIX 3aBUCAT OT UCMONb3yeMol mogenu amnamdukaTopa (cm. BKnaaplw K Habopy u
MHCTPYKLMIO MO NPUMEHEHMIO amnanduKaTopa).

KpvBble HakonneHua ¢ayopecueHTHOrO CUrHana aHaAM3MPYIOTCA MO TPeM KaHalam  AeTekuuu
(cm. Tabnunuy 7).

Tabnuua 7
Jdetekuuna ¢payopecueHTHOro curHana
Kanan ans FAM R6G ROX
¢nyopodopa
MpoayKT .
. . B
amMnAGMKaLAN AOHK U. parvum OHK U. urealyticum OHK BKO
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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 aBTOMAaTM4YECKOM pEeXMMEe C WUCNO/JIb30BaHMEM MporpammHoro obecneyvenuna 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
odunumanbHom caite OO0 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/.
Ucnonb3yemble B NPOrpaMmMHOM 0becrnevyeHnn aaropuTm MHTEPNpPETaLMmn pesynbTaToB 1A nUccaeayemolx
06pa3L0oB U KPUTEPUM BANMAHOCTU PE3y/IbTAaTOB, NOJIYYEHHbIX 417 KOHTPOJ1el, NpeacTaB/ieHbl B Tabavuax 8
M 9 COOTBETCTBEHHO.

Tabnuua 8
MHTepnpeTauua pe3ynbTaToB ANA Uccneayembix ob6pasu,os
Pesynbrar UHTepnpertauma
3HayeHua Ct no KaHanam ana ¢ayopodopos FAM, R6G m ROX HesannaHoiit!
He onpegeneHbl UN onpeaeneHbl Bbille rpaHMqurog. C6om BKO! Tpe6ye'|'c;| NOBTOPUTb aHANN3

3HayeHma Ct no KaHanam ans ¢nayopodopos FAM u/vnn R6G
onpegeneHbl He Bbllle rpaHuMyHoro. [lpy 3TOM  KpuBble
dnyopecueHUMM AaHHOW Npobbl MO AaHHbIM KaHanam nepecekatoT
NMOPOrOBYIO JIMHUIO Ha Y4YacTKe XapaKTEPHOro 3KCMOHEHLUWManbHOro
nogbvema dayopecueHuun. 3HadeHme Ct no KaHany ana dnyopodopa
ROX He yunTbiBaeTcA.

OHK U. parvum n/vnn
DOHK U. urealyticum
o6HapyKeHa

3HayeHma Ct no KaHanam ans ¢nayopodopos FAM u/unn R6G
He onpeAeneHbl MU onpeesieHbl Bbille rPAaHMYHOro, a No KaHany
ona  ¢nyopodopa ROX 3HaueHme Ct onpegeneHo He Bbiwe

OHK U. parvum w/vnn
DOHK U. urealyticum
He o6Hapy)KeHa

rpaHu4YHoro.
Tabnmua 9
KpMTepMM Ba/IMAHOCTU ANA KOHTPOJIbHbIX 06p33LI,OB
PesynbTatbl amnandukaumm no KaHany ana ¢payopodopa
KoHTponb
FAM R6G ROX
OnpegeneHo 3HayeHne
OKO (oTpuuaTenbHbIi KOHTPONb 3HaueHue Ct 3nadeHue Ct P ﬂ(.:t He Bbile
3KCTpaKLmn oTCyTCTBYET oTCyTCTBYET
pakuyv) yrerey yrerey rpaHuyHoro®

MKO Komnnekc (NONOMKUTENbHbIN

N OnpepeneHo 3HayeHue Ct He Bbllle rPaHUYHOro
KOHTPO/IbHbIV 06pasel)

K- (oTpuuaTenbHbiit KoHTposb MLP) 3HaueHue Ct oTcyTCcTBYET

& I'paHMuHble 3HaueHns Ct yKasaHbl BO BKAaAbllle, Npuaaraemom K Habopy.
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8.6. Bo3MOXHble ownbKu n pekomeHaauuun no ux peweHuto

8.6.1. [1na oTpuLaTenbHOro KOHTPOAA akcTpakumm (OKO) no kaHanam ana payopodopos FAM n/mam R6G
onpeaeneHo 3HavyeHue noporosoro uUuMKna (Ct). BepoATHa KOHTaMMHaumsa nabopaTopuu MNPOAYKTaMMU
amMnNANPUKaLMM MAM KOHTaMMHALMA PeareHToB WAWM uccnenyemblx 06pasLoB Ha Kakom-anbo sTtane
nccnenoBaHua. HeobxogmMmo npeAnpUHATL MePbI MO BbIABAEHMIO U IMKBUAALUMU UCTOYHUKA KOHTaMUHALLMK
M TMOBTOPWUTb MUCCNefOoBaHWe ANA Bcex 06pasuoB, B KoTopbix obHapyxeHbl AHK U. parvum u/vinn
OHK U. urealyticum, HaunHas ¢ 3Tana akcTpakummn OHK.

8.6.2. na otpuuartenbHoro KoHTpona MUP (K-) no kaHanam gna payopodopos FAM n/unn R6G, n/mam
ROX onpegzeneHo 3HavyeHWe noporosoro uuMkaa (Ct). BepoaTHa KOHTamMUHaLMA nabopaTtopumn NpoayKTamu
amMNANGUKALMM  UNM  KOHTAaMUHAUMA peareHToB, uUcCaedyemblx 00pasyoB Ha KakoM-anbo 3Ttane
MUP-uccnepoBaHunsa. Heobxoammo npegnpuHATL Mepbl MO BbIABAEHWUIO W AWKBUOAUMM UCTOYHUKA
KOHTaMMHaLUKN 1 NOBTOPUTL UCCNea0BaHNE s BCEX 06pa3yoB, B KOTOPbIX 06HapyeHbl AHK U. parvum
n/vnu OHK U. urealyticum, HaumHan ¢ 3Tana amnandukaumm AHK.

8.6.3. 114 NONOKNUTENbHOTO KOHTPOAbHOrO 0bpasua (MKO KomnaeKkc) 3HayeHne noporosoro uukna (Ct)
no KaHanam gna ¢ayopodopos FAM u/uam R6G, n/unn ROX oTCcyTCTBYeT MAM onpeaeneHo Bbllle
rpaHM4YHoro. BepoATHa owmnbkKa Ha sTane amnandumkaumm, HeobxogmMmo nposectn nosTopHo 3tan MUP ans
BCEX OTpuLaTeNbHbIX 06pa3LLoB.

8.6.4. [ina uccnegyemoro obpasua onpeaeneHo 3HayeHMe NMoporoBoro LMKAa, NPU 3TOM Ha rpaduke
dbnyopecLeHUMM OTCYTCTBYET Y4aCTOK XapaKTEPHOro 3KCMOHeHUManbHOro nogbema (rpaduk npeacrasnser
coboii NpubAN3UTENbHO MPAMYIO INHUIO). HeobxoaMmo NpoBepuUTb MPaBUIbHOCTbL BbIBPAHHOTO YPOBHA
NoporoBoM IMHUM UAM NapameTpoB pacyeTa 6a3080iM AMHUKU. ECM pe3ynbTaT NoayYeH Npu NpaBuUibHOM
YPOBHE NMOPOroBo AMHUKU (6a3oBoI MHKUK), TPebyeTca NOBTOPHO NPOBECTU aMNANGUKALMIO U AETEKLMIO
Ans atoro obpasua.

8.6.5. B c/iyyae nosyyeHUs HeBanAWAHbIX Pe3ynbTaToB TpebyeTcA MOBTOPHOE MccaefoBaHWe 06pasLa,
HauMHaa C 3Tana 3JKCTPAKUUM HYKNEUMHOBBLIX KUCNOT. B c/lyyae BOCMPOM3BOAMMOrO pesysibTaTta
pekomeHAyeTca NOBTOPHO NPOBECTU B3ATUE, NPeABapUTENbHYIO MOATOTOBKY U UCCAef0BaHWe 06pa3La.

8.7. AnarHocTtuyecKoe 3HaYeHue nony4yeHHoro pe3ynbraTta

MUP-uccnepoBaHve ABAAETCA OAHMM M3 METOAOB BCECTOPOHHEro ob6cneAoBaHMA MauMeHTa, Ha
OCHOBAHWWM KOTOPbIX Jieyalluiti Bpay ycTaHaBAWBaeT AMarHo3 M BbIBUPAET MEepPOnpPUATUA MO JIeYeHUIo
nauueHTa. PesynbTaTbl, MO/JyYeHHble NpPW WUCNONb30BaHMM Habopa, cnefyeT paccMaTpuBaTb U
MHTEPNPETMPOBATb B COMETAHWUM C AaHHBIMMU APYIMX KIMHUYECKMX U 1abopaTOpHbIX UCCAeL0BaHUN.
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9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Npepen obHapyxeHus’

Mpepen ob6Hapy»eHus Habopa «Amnaulpainim® U. parvum [/ U. urealyticum» 6bin onpeaeneH c
ncnosib3oBaHWem NpobuT-aHanmnsa ¢ 95%-oli 4oBepUTENbHON BEPOATHOCTLIO (CM. Tabamuy 10).

3HaYeHMA XapaKTEPUCTMKM, YKasaHHble B Tabauue 10, pgocturatotcs npu cobaOAeHUM npaBun,
YKasaHHbIX B pasgene «Mccneayemblit matepumany.

Tabnnua 10

Mpepen o6HapyxeHUa Habopa

Mpepen o6HapyKeHus 95%-bli1 fOBEpPUTE/NIbHbIN
SRR e B no Probit 95%, A/mn uHTepsan, N/mn
COCKOBHbIN maTepuan nam
oTaenaemoe CAn3UCTbIX obonouek
YypOreHuUTaAbHOro TpakTa
(oToenaemoe cnnsuncToit 060104KM
BNaraauLLa U cockob anutenma co

CNN3NCTOM 06010UKM ypeTpbl)
mo4a 1,0x103 8,97x10%-1,11x103

CeKpeT npeAcTaTe/IbHOM Kenesbl 1,0x103 9,20x10% - 1,14x103

COCKOBHbIN maTepuan nam
oTAeNAeMOe C/IM3UCTbIX 06on04EK
YPOreHnTanbHOro TpakTa
(oToenaemoe cnnsmncToit 060104KM
BJaraaunLa U cockob anutenua co
CN3UCTOM 060104KM YpeTpbl)

Moua 1,0x103 8,75x10%-1,16x103
CEeKpeT NpeacTaTeNbHOM Keesbl 1,0x10° 9,25x10% - 1,20x103

1,0x103 9,51x10%—1,12x103
Ureaplasma
parvum

1,0x103 9,35x10% - 1,12x103
Ureaplasma
urealyticum

9.2. AHanuTHM4YecKan cneunPuUIHoOCTb

Habop «Amnaulpainm® U. parvum [/ U. urealyticum» BbiasnseT Tonbko ¢parmeHTtsl AHK U. parvum v
OHK U. urealyticum.

AHanuTMyeckana cneumduyHocTb Habopa oueHMBanacb TecTupoBaHMem J[JHK mMUKpoopraHM3mos,
BMpycoB (cm. Tabanuy 11) u reHomHon AHK yenoseka. HK MUKpOOPraHM3mMoB U BUPYCOB B KOHLEHTpaLMK
He meHee 1x10° konuit/mn n reHomHyto OHK yenoseka B KOHUEHTpauMn 1 MKr/mn BHocuan B o6pasupbl
buonormueckoro matepuana, He cogepsawme AHK U. parvum v OHK U. urealyticum.

Tabnunuya 11
MuKpoopraHMambl U BUPYCbl, UCNOb3yemble A8 OLEeHKNU aHaIMTUYecKo cneundmnyHoCcTu

MMUKpPOOpraHusmbl U BUPYCbl

Gardnerella vaginalis Lactobacillus spp.
Escherichia coli Staphylococcus aureus
Streptococcus pyogenes Streptococcus agalactiae
Mycoplasma genitalium Chlamydia trachomatis
Candida albicans Candida glabrata
Candida krusei Mycoplasma hominis
Neisseria sicca Neisseria subflava
Neisseria mucosa Neisseria gonorrhoeae
HSV | HSV I
CMV Trichomonas vaginalis
HPV -

°Npeaen obHapyxeHna — 95%-0e MNONOMKMTENbHOE MOPOroBoe 3HauYeHWe KOHUEeHTpauuu (KoHueHTpaumsa AHK
BbIABAAEMOro BO36yaunTens, npu Kotopol 95% TecToB AatoT NONOKUTE/IbHbIN pe3yabTaT).
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Mpu TectnpoBaHum obpasuos JHK BbilenepeymncieHHbIX MUKPOOPraHU3MOB, BUPYCOB 1 reHomHon AHK
Yye/ioBEKA C MCMO/Ib30BaHNEM Habopa NepeKkpecTHbIX PeakLMii BbIABAEHO He bbln1o.

9.3. Bocnpon3sogumocTb U NOBTOPAEMOCTb U3MepeHUsa

BocnponssoaMMOCTb M MOBTOPSAEMOCTb Pe3y/abTaTOB C WMCMNO/b30BaHMEM Habopa OUeHMBAAM nyTem
TECTUPOBAHMA MOAENbHbIX 06pa3uoB. MogaenbHble 06pasubl OblIM NPUTOTOBAEHBI MYTEM KOHTaMWHaLMK
obpasuoB OGuomaTtepuana, nNpPeAyCMOTPEHHOr0 Ha3HayeHMem Habopa, CTaHAAPTHbIMM  0bpasuamu
npeanpuatus, cogeprawmmmn OAHK U. parvum v OHK U. urealyticum. Bbinyn npoTecTMpoBaHbl 06pasubl B ABYX
KoHUeHTpaumax [JHK BbiABNAEMbIX MWKPOOPraHWM3MOB, OAHa M3 KOTOPbIX COOTBETCTBOBAasa npegeny
obHapy>keHusa Habopa (1x10% I3/mn), a BTOpas ABYKPaTHO Npesbilana npeaen obHapyerua (2x10° 13/mn).
Kakablit 06pasew, npoxoann Bce aTanbl uccnegoBaHma (akctpakumio OHK, amnandukaumio JHK 1 getekumio
pe3ynbTaToB).

MpY OUEHKe NOBTOPAEMOCTM KO3QOULMEHT BapuaLmn, PAcCYMTaHHbIM MO pesy/bTaTaM onpeaeneHus
NoporoBbIxX LMKNoB gna [HK BbiABASeMbIX MMKPOOPraHM3MOB, He NpeBbiwan 5 %.

Mpw oueHKe BOCNPOMN3BOAUMOCTU KOIGDULIMEHT BapMaLLMKM, PACCYMTAHHBIM MO pe3y/bTaTam onpeaeneHmns
noporosbIx LMKA0B ana [JHK BbiABASsEMbIX MUKPOOPraHM3MOB, He npeBbiwan 10 %.

9.4. AMaI’HOCTM‘-IeCKaﬂ CHEIJ,MdJM‘-IHOCTb n ANarHoCTtuyeckKana 4yBCcrBUTE/IbHOCTb
Ona onpegeneHna AMarHOCTUYECKOM cneumMPpuyHOCTM U ANArHOCTUYECKON YyBCTBUTE/NIbHOCTM Habopa

«Amnanlpanm® U. parvum [ U. urealyticum» 66111 ncnonb3osaHbl 06pasLbl Kaxaoro suaa buomarepuana,
npeaycMoTpeHHOro HazHayeHMem Habopa peareHToB, B KONMYECTBe, YKa3zaHHOM B Tabnuue 12.

B kKayectBe Habopa cpaBHeHWA, C MOMOLLbID KOTOPOro YCTaHaBAMBaAM Hanuuune/oTcyTcTBME
OHK U. parvum v U. urealyticum, wcnonb3oBanca Habop peareHtoB «AmnamCenc® U. parvum [/
U. urealyticum-FL» (PY Ne ®CP 2011/10381).

Tabnunuya 12
Pe3ynbTaTbl TECTUPOBaHMA 06pa3L,0B Guonoruyeckoro matepmana c nomoulbto Habopa
«Amnaulpaiim® U. parvum [ U. urealyticum»

Uccneayembie o6pasupbl Pe3ynbTaTbl TeCTUPOBaAHUA
Tec-r:apﬁy:,;vubm Habop cpaBHeHuA
®
Tun Bo3byguteno Konuuectso O6pasupbl «Amnaulpanm® CLLRRIERT
T ) U. parvum [

U, urealyticum» U. urealyticum-FL»

COCKOBHbIN MaTepwuan

WK oTAensemoe MoNoKMTENbHbIX 192 192
CAN3UCTbIX 060104eK U. parvum
YPOreéHuTanbHoro OTpuruaTenbHbIX 387 387

TpakKTa (oTaensemoe

CAN3NCTOM 060104KM >79
BRArasnLLa v cockob MonoXuTenbHbIX 187 187
anuTenua co U. urealyticum
CAM3UCTON 060N104KN OTpULATENbHBIX 392 392
YpeTpbl)
MonoxuTenbHbIX 151 151
U. parvum
OTpurUaTENbHbIX 350 350
mou4a 501
U i Mono*ntenbHbIX 150 150
- ureaiyticum OTpuruaTenbHbIX 351 351
U. parvum MonoXnTenbHbIX 25 25
Cerper . P OTpuruaTeNnbHbIX 50 50
npeacraTtenbHoOMn 75
senesbl U. urealvticum MonoKnTenbHbIX 25 25
' y OTpuruaTeNnbHbIX 50 50
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3Ha4yeHuA ,D,MaFHOCTMLIECKOVI CI'IELI,VId)VILIHOCTVI n ,D,MaFHOCTMLIECKOVI YyBCTBUTE/IbHOCTU Ha6opa

«Amnanlpanm® U. parvum [ U. urealyticum» c noseputenbHON BepOoATHOCTbIO 95 %, paccuMTaHHble, Ucxoas
M3 NOJIy4EHHbIX AaHHbIX, NpuBeaeHbl B Tabaunue 13.

Tabnuua 13
[OunarHocTnueckue XxapakTepucTMKkn Habopa peareHToB
«Amnaulpaiim® U. parvum [ U. urealyticum»
nmarHocTmuyecKas narHocTmuyeckas
Tun o6pasuyoB Bo3bypurtennb Anarnoctuuecka AnarHoctuyecka
YYBCTBUTENbHOCTb cneunudpUUHOCTD
COCKOGHbIN maTepuan nam
oTAenAemoe CAN3NCTbIX 060n04eK U. parvum 100 % (98,10 % - 100 %) 100 % (99,10 % - 100 %)

YPOreHnTaNbHOro TpakTa

(oToensemoe cnmsmncToit 060104KM

BAIaranLLa U COCKOb anuTenna co
CAU3UCTOM 060N0UKM YPEeTpPbI)

U. urealyticum 100 % (98,10 % - 100 %) 100 % (99,10 % - 100 %)

CeKpeT npeacrarten bHOW Kenesbl

U. parvum 100 % (97,60 % - 100 %) 100 % (98,90 % - 100 %)
Mmoua
U. urealyticum 100 % (97,60 % - 100 %) 100 % (98,90 % - 100 %)
U. parvum 100 % (86,30 % - 100 %) 100 % (92,90 % - 100 %)
( ) ( )

U. urealyticum 100 % (86,30 % - 100 % 100 % (92,90 % - 100 %

9.5. OueHKa BAMAHUA UHTepdepUupyoLLIMX BeLLecTs

BanaHne WHTepdEepUpyoWMX BELLEeCTB, MOTEHUMANbHO COLEPMKALUMXCA WU
nupP npwm

otcytcteyeT. He

NPUCYTCTBYIOWMX B

nccnegyemom 6romaTepuane, Ha apPeKTUBHOCTL MCNONb30BaHMM Habopa

«Amnanfpanm® U. parvum / U. urealyticum» BbIIBIEHO  MHIMOMPOBaHME  peaKLmm
amnandukaumm npu aobasneHun K obpasuam 6uomaTtepuana Ha 3Tane 3KCTPAKUUU MHTEpdEepUpyHoLLIMX

BeLecTs, NpeacTtaBN1EHHbIX B Ta6nv1u,e 14, B MaKCMManbHO BO3MOMKHOM KOHLEHTPaUunn.

OTCyTCTBME BANAHMA MHTEPPEPUPYIOLLMX BELLECTB ANa 06pa3sL,0B COCKOBHOro maTepunana Uav oTAeNAEMOro
C/IM3NUCTbIX 0B0JIOYEK YPOreHUTaZIbHOTO TPaKTa (oTAensemoe C/AU3UCTON 060/0YKM Baraavwa M CocKob
3NUTENNA CO CIM3NCTON 060/I0UKM YpeTPbI) (NyBpUKaHTbI (MHTUMHbIN reib-cmaska Contex Silk Ha cunnkoHoBoM
OCHOBE, WHTUMHBbIA renb-cMaska Durex), cemMeHHas XWAKOCTb, WTPAKOHa30/, METPOHWAA30/, FOPMOHbI
ONAPOrecTepPoH M NporecTepoH) 6bi10 MOKa3aHO B UCMbITAHUAX C UCMO/Ib30BaHMEM Habopa 4718 SKCTpaKumm
«Marnolpaitm® GACT» (PY Ne P3H 2019/8043).

Tabnuua 14
NHTepdepupylowme BewecTsa, UCNONb30BaHHbIE NPU TeCTMpPoBaHUKM Habopa
«Amnnulpaiim® U. parvum [ U. urealyticum»

Bupg 6uomarepuana UHTepdepeHT KoHueHTpauus nHtepdpepeHTa B 06pasue
CockobHbIV MaTepuan unm FremornobuH 200 mr/mn
oTaensemoe CAn3nCTbix obonouek MoueBmHa 0,33 MM/mn
YPOreHnTasbHOrO TPaKTa (oToensemoe MyLuH 2.3 mr/mn
CAN3NCTOM 060N0UKM BRaranunila n
COCKOb 3NUTENNA CO CAU3UCTOIA XnoprekcuanH 0,1%
060/104KM ypeTpbi) MupamucTiH 0,001 %
FemornobuH 200 mr/mn
Moua MouyeBunHa 0,33 mM/mn
MyumH 2,3 mr/mn
FemornobuH 200 mr/mn
CeKkpeT npeacTaTenbHOM Kenesbl MouyeBunHa 0,33 mM/mn
MyumH 2,3 mr/mn

TakXe He BbIABNEHO WHrMbMpoBaHMe peakuun amnauduKaumm npu aobasneHun

6uomatepuana [IHK uenoseka B KoHueHTpauun 1,0x108 konuit/mn.
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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 HapyLEeHWEeM YKa3aHHOIo TeMMNEPATYPHOTO PeXMma, MPUMEHEHUIO 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 gonycKaeTcs 3amoparkMBaHWe peareHTos.

PeareHTbl nocne BCKPbITUA XPaHUTb B TeX e YCN0BUAX, YTO U peareHTbl A0 BCKPbITUA. HeBCKprTbIe n
BCKPbITble peareHTbl CTabubHbl B TEYEHME CPOKA FOAHOCTU, YKAa3aHHOrO Ha 3TUKETKe, npu cobntoaeHnn
yKa3aHHbIX ycnoBwuii XpaHeHus. PeaKLMOHHan CMECb, NpPUroToBAEHHAA us3
MUP-cmecu U. parvum /[ U. urealyticum v NMUP-6ydepa-H, xpaHeHMIO He NOAIEXHT.

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

11. TAPAHTUU NPOU3BOAUTENA

Mpon3BoguTeNb rapaHTUPYeT COOTBETCTBME XapaKTepUCTUK Habopa TpeboBaHMAM, YKasaHHbIM B
TEXHWMYECKOM W IKCNAYaTaUMOHHOM [OOKYMEHTaLuKW, B TeYeHWe YKa3aHHOro CpoKa roAHOCTM Mpu
cobntoaeHNM BCeX YCA0BUI TPAHCMOPTUPOBAHUA, XPaHEHUA U MPUMEHEHWA.

Peknamauumn Ha KayectBo Habopa «Amnaulpanm® U. parvum / U. urealyticum» HanpaBnaTb B agpec
npoussoauTens 000 «HekcTtbuox»: 111394, r. MockBa, yn. MonnmepHas, 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.

Pemc%‘%gr_culgs? D;lﬁ'gébzcéﬂ;[l)asﬂansope 23
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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

ﬁﬁ'géb%éfql)asﬂamope

www.nevacert.ru | info@nevacert.ru
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YTBEPHKOAKO

l[eHepanbHbIA AUpPEKTOP

HABOP PEATEHTOB /191 BbIAB/EHMA U ANGDEPEHUMALUU IHK UREAPLASMA

PARVUM W UREAPLASMA UREALYTICUM METOA0M NOJIMMEPA3HOM LIEMHOW

PEAKUMMW C AETEKUMEN B PEXWUME «PEAJ/IbHOTO BPEMEHW» «AMI/TUNPANM®
U. PARVUM | U. UREALYTICUM» MO TY 21.20.23-193-09286667-2022

®opma Bbinycka 1
®dopma BbiNycKa 2

KpaTkoe pyKoBOACTBO MO NnpumeHeHuto sepcun 28.12.22-1

Jluct yTBEepKaeHus




KpaTkoe pyKoBOACTBO

no NPUMeHeHuto Habopa peareHToB
ANA BblaBneHuA n guddepenumaummn HK
Ureaplasma parvum v Ureaplasma urealyticum
MEeTOA0M MOJIMMEPA3HOM LEeNHOW peakLmm C AeTeKLumen
B peXXMMe «peasibHOro BpemeHmn»
«AmnanMpaim® U. parvum [ U. urealyticum»
noTY 21.20.23-193-09286667-2022

Avmullpaim® U. parvum /
U. urealyticum

®dopma BbinycKa 1

2151-11

000 «Hekctbro», Poccun, 111394,
M r. Mockea, yn. NMonMmepHas, 4. 8, ctp. 2

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

COCTAB
KomnoHeHT OnucaHue 06::'“' Konunuecrso

MLP-cmece Mpo3payHas

U. parvum / )KEI KF:)CTb 1,20 1 npobupka

U. urealyticum A
Mpo3payHan

nupP-6ydep-H JKIKOCTb 0,65 1 npobupkKa

MKO KomnnekKc MpospauHan 0,26 1 npobupkKa
KUOKOCTb

OKO Mpospaunan 1,10 | 1npobupka
KUAKOCTb

K- Mpo3pasiHas 0,26 1 npobupkKa
KUAKOCTb

Habop peareHTOB paccyMTaH Ha NpoBeAeHNe UccneaoBaHuA
100 06pa3syoB, BKAOYAA KOHTPOIU.

Peructpal sii\/lHBPocappaBHansope
BEDCM@‘%.M- .ru | info@nevacert.ru

BHUMAHMUE!

Mepen, MCMNONb30BaHNEM Habopa peareHToB
HeobX0AMMO O03HAKOMMUTbCA C WHCTPYKUMEN Mo ero
npumeHeHno. MHCTPYKUMA pasmelleHa B 3/1eKTPOHHOM
BMAEe Ha oduuManbHom caliTe [poussoauTens:
www.nextbio.ru (ana ee nonyyeHns Heobxoamm AocTyn
B MHTepHeT). NeyaTHan Bepcua MHCTPYKLMM AOCTYMNHa No
3anpocy no tenedoHy (495) 620-08-73.

MATEPUAN ANA UCCNEQOBAHUA

v COCKOBHbIN MaTepuan uau oTaensemoe CAN3UCTbIX
060/104EK YPOreHUTaZIbHOTO TpaKkTa (oTaensemoe
CM3NCTON 060/104KM BAaranmLLa U cockob anutenus
CO CIN3NCTOMN 0BON0OUKM YPETPBI);

<\

Moua;

v/ ceKpeT npeacTaTenbHOM Kenesbl.

KOMNJIEKTHOCTb

KomnoHeHT dopmar

Habop peareHTOB dopma Bbinycka 1

MHCTpyKumnA no
NPUMEHeHu1Io

B 9/1IEKTPOHHOM BUAE MO agapecy:
www.nextbio.ru
B 9/1IEKTPOHHOM BUAE MO agpecy:

MacnopT KayecTBa .
www.nextbio.ru

KpaTtkoe
B bymaxkHOM Buae
pPYKOBOACTBO
KomnnekTt
. B bBymarkHom Buae
BKNaAblLen
XPAHEHME

YcnoBusa xpaHeHuA Habopa

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



SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANIA

[na skctpakumm OHK mncnonbsosaTb Habopbl peareHTOB, peKOMeHA0BaHHble MpousBoaMTenem B UHCTPYKLMK MO
npumeHeHuto Habopa «Amnanlpanm® U. parvum [/ U. urealyticum». Mopsaaok pabotbl ¢ Habopamu ans akcTpakumm OHK
CMOTPUTE B MHCTPYKLUM MO UX NPUMEHEHMIO.

Ob6bembl peareHTOB M nccneayemblix 06pasLOB, Ncnonblyemble Npu sKCTpakuuu AHK ¢ nomolbio pekomeHayemMbix
HabopoB peareHTOB, YKa3aHbl B TabsuvLe HUXKe.

Dob6asnsaembliii peareHT / 06paseLl,

BKO-FL! 10 mKkn B KaXKAyto NPobupKy

Uccnepyemble obpasubl 100 mkn B NpobUpKKM ansa nccaeayemblx obpasLos

OKO 100 mkn B NpobupKy ans OKO (oTpuLaTeibHOro KOHTPOA SKCTPAKLUN)
PeareHnT gna sanoumn AHK 100 mkn B KaXKAyto NpobupKy

AMNIMOUKALUA C AETEKLUEN B PEXXMME «PEAJIbHOTO BPEMEHU»

BHUMAHMUE! Ons BHeceHUs B NpobupKn peareHTos, npob AHK 1 KOHTPOAbHbIX 06Pa3L0B UCMNO/Ib30BaTb OA4HOPa30BbIE
HAKOHEYHUKMU C PUNbTPaMM.

1. PaccunTaTb 06BEMbBI peareHToB, HeE0bXoAMMbIe A1 NPUTOTOBAEHUA PEAKLMOHHOM CMecH, corlacHo Tabauue:

PeareHTt 06Bbem, MKn 0603HaueHus
NuUP-cmecw U. parvum / U. urealyticum 10,0*(N+1) N — KonuyecTBo amnanduumpyembix 06pasLos,
nup-6ydep-H 5,0%(N+1) BKtOYaA KOHTPOAU

BHUMAHMUE! KomMnoHeHTbl peakLLMOHHOW CMeCcK cneayeT CMeLnBaTb HENOCPEACTBEHHO Nepes nposeaeHnem MLP.

BHUMAHME! B cny4ae npMrotoBaeHUA peakLMOHHON CMECU C MOMOLLbI0O aBTOMATUYECKOM CTaHLUK CieAyiTe YKadaHMAM

WHCTPYKLMM MO €€ UCMO/Ib30BaHMIO.

2. Nepeg cmellMBaHWEM peareHToB NepemeLlath cogepumoe npobupok c NMUP-cmecbio U. parvum [ U. urealyticum v
NUP-6ydepom-H, ocaanTb Kannum Ha BopTeKce.

3. MpUroToBUTb peakUMOHHYIO CMECh, A06aBMB KOMMNOHEHTHbI B O6'beMaX, PaCCYNTAHHbIX B M. 1. MNepemewatb cmecb un
0CaauTb Kanin Ha BOpPTEKCE.

4. OTob6paTtb HEObX0AMMOE KONNYECTBO NPOBUPOK MAKN CTPUNOB ANA NposeaeHna amnandurkaummn OHK nccnegyemsix n
KOHTPObHbIX 06pa3yoB. Bbibop npobupok aaa amnanduKaymm 3aBUCUT OT UCNOAb3yeMOTro amnanduKaTopa c CUCTEMON
OETEKUNN B PEXKMME «peasibHOro BpeMeHMU».

5. BHecTn B NOAroToBAEHHbIE I'IpO6VIpKVI PEAKUNOHHYIO CMECb U o6pa3u,b| cornacHo Ta6}'IMLI,eZ

Do6asnaembiii peareHT / 06pasel,
BHecTtu no 15 mkn
MpUroToBAEHHOW PeaKLMOHHOM cMecK B NPOOMPKM AN Uccnenyemblx U KOHTPO/IbHbIX 06pasLoB
BHecTu no 10 mKn
BHUMAHMUE! N36eraTb NnonagaHusa copbeHTa B peakLMOHHYH CMECh.

Mpobbl AHK, 3KcTparMpoBaHHOW U3

nccneyemoro o6pasia B MPOBUPKK A8 ncciegyembix 06pasuos

Mpobbl, 3KcTparnpoBaHHoi ns OKO B NPo6UpKy ana obpasua OKO (oTpuuaTelbHOro KOHTPO/IA SKCTPaKLUUK)
PeareHTa K- B NPO6UpPKy ana obpasua K— (oTpuuatenbHoro KoHTpons MLUP)
PearenTa NMKO Komnnekc B NPobupKy ana obpasua MK (NON0KUTENBHOrO KOHTPONSA)

BHUMAHMUE! Hencnonb3oBaHHbIE OCTAaTKMU PEAKLMOHHOM CMECU XPAaHEHUIO HE NOA/IeXKaT.

1 BKO-FL BxoguT B cocTaB Habopa peareHToB, pekoMmeHg0BaHHOro Mpounssogutenem ana akctTpakuum AHK 13 nccnegyemoro matepuana.

Peructpal s;i\/lHBPocappaBHansope
BEpCMﬁré%.M' .ru | info@nevacert.ru 2



6. Mpu py4HOM aHanM3e 3anporpammMmmpoBaTb ammnaMdUKaTop C CUCTEMOW AETEKUMUN B PEKUME «PeasibHOro BPEMEHMU»
COT/TAaCHO MHCTPYKLMM NO ero MPUMEHEHUIO A1 BbINMOJHEHUA Cneaytowel Nporpammsi:

EauHan nporpamma amnamduKkaumnm u getekumnmn ¢payopecueHTHOro curHana

o Jetekuuna no KaHanam gna Konunuecteo
Lnkn Temnepartypa, °C Bpemsa
¢nyopodopos UMKNOB

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

3 45
60 20¢c FAM, R6G?, ROX

MpumeyvaHus:

1) PekomeHayemble NapameTpbl A8 NPOrpamMmmMMUpPOBaHUA amniMdUKATOPOB yKasaHbl BO BKAaAbllle, NpuUaaraemMom K
Habopy.

2) B cnyyae, ecnv B oaHOM npubope 04HOBPEMEHHO NPOBOAATCA TECTbl TONbKO AN BbiABAeHUA AHK, MOXKHO yaanuTb us
YKa3aHHol nporpammsl nepsbiit war (50 °C — 15 MMH) A1 SKOHOMUM BPEMEHMU.

BHUMAHMUE! lMpu ucnosb3oBaHUK nporpammHoro obecneveHma FRT Manager nporpammupoBaHue amnandukatopa
YyCTaHaB/IMBaAETCA aBTOMATUYECKM.

7. MNepea NOCTaHOBKOM B amnandUKaTop NIAHLWETHOro TUMNa 0CaanTb Kanjin co CTEHOK NPOBMPOK Ha BOpPTEKCE.

8. YCTaHOBUTb NPOBMPKK B AYEIKN peakLMOHHOro moayna npubopa.

9. 3anycTUTb BbINOJIHEHME NPOrPaMMbl aMNANUKALMN C AeTeKLMeN GayopeCcLLEHTHOTO CUTHanNa.

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

AHANWU3, BbIMUCNTEHUE U UHTEPMNPETALIUA PE3YJ/IbTATOB

BHUMAHMUE! Mpu pydyHOM aHanmse ob6paboTKy AaHHbIX (PpAyopecueHTHbIX KPMBbLIX), MOJYYEHHbIX B NPOrpammMHOM
obecneyeHnn npubopa, mcnonbsyemoro Ana nposefeHua MLP ¢ geTekuumeln B pexnmme «peasbHOTO0 BPEMEHU»,
NpPOBOAMTb COFIACHO MHCTPYKLIMM MO €ro NpMMeHeHUt0. PekomeHayemble napameTpbl 414 06paboTKM AaHHbIX YKa3aHbl
BO BKNaAplLle, MpuUaaraeMom K Habopy.

AHann3, BblUMCIEHNE N HTEPNPETALMIO PE3Y/IbTATOB MOMKHO NPOBOAUTD:

— B aBTOMATU4YECKOM pexknme c MUCNO/Ib30BaHMEM NpPoOrpaMmmHoOro obecneyeHus FRT Manager
(OO0 «UNHTEp/TabCepBurC», PoccuaA) cornacHo pyKoOBOACTBY M0J1b30BaTeNA, BbiIbpaB METOAMKY, YKa3aHHYO BO BKAaAblLLE,
npunaraemom K Habopy. PyKoBoAcTBO N0Ob30BaTe A pasMeLl,eHo Ha odpuumnanbHom caite OO0 «UHTep/labCepsurc» no
agpecy: https://www.interlabservice.ru/service/frt/;

— B PYYHOM peXKMMe C NOMOLLbIO NporpammHoro obecnedeHns npubopa, ncnosibyemoro ana nposegeHms MUP c
AETeKLMel B PeXXMMe «peasibHOro BPEMEHN Y, COTZIACHO MHCTPYKLMM MO ero NPUMEHEHUIO U MHCTPYKLMU K Habopy.

2 leteKkuma curHana gna eayopodopa R6G ocyLLecTBAAETCA NO KaHany AeTeKLuMKN 4aa aHanorndHblx ayopodopos HEX, JOE, Yellow, VIC.

Perunctpanua MU B Pocagpaerapzope
BEDCM#%.M- .ru | info@nevacert.ru 3



KpaTkoe pyKoBOACTBO

no NPUMeHeHuto Habopa peareHToB
ANA BblaBneHuA n guddepenumaummn HK
Ureaplasma parvum v Ureaplasma urealyticum
MEeTOA0M MOJIMMEPA3HOM LEeNHOW peakLmm C AeTeKLumen
B peXXMMe «peasibHOro BpemeHmn»
«AmnanMpaim® U. parvum [ U. urealyticum»
noTY 21.20.23-193-09286667-2022

Avmullpaim® U. parvum /
U. urealyticum

®dopma Bbinycka 2

P2151-12

000 «Hekctbuo», Poccus, 111394,
d r. Mocksa, ya. NonvmepHas, 4. 8, cTp. 2

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

COCTAB
KomnoHeHT OnucaHue OGﬂ':JeIM, Konuuecrso
Mpo3payHan
MLUP-cmech *KUAKOCTD, 100 npobupok
U. parvum / packanaHa nog, 0,01 (12,5 cTpunos no
U. urealyticum | napaduH 8 npobupok)?!
6enoro useTa
Mpo3payHan
) ) XUAKOCTb
MNLP-6ydep-K KpacHoro 1,20 1 npobupka
uBeTa
NMKO Komnnekc Mpo3pasiHas 0,26 1 npobupka
UAKOCTb
OKO Mpo3pasiHas 1,10 1 npobupka
XUIAKOCTb
K- fpospaian 0,26 1 npobupka
XUAKOCTb

Habop peareHTOB paccyMTaH Ha NpoBeAeHWe UcciefoBaHUA
100 06pasuoB, BKIOYAA KOHTPOIN.

1 Npobupkm c ronybbim napapuHOM He UCMONb3YIOTCA.

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

BHUMAHMUE!

Mepen, MCMNONb30BaHNEM Habopa peareHToB
HEeobX0AMMO 03HAaKOMMUTbCA C WHCTPYKUMEN no ero
npumeHeHno. MHCTPYKUMA pasmelleHa B 3/1eKTPOHHOM
BUAe Ha oduuManbHom calite [poussoguTens:
www.nextbio.ru (ana ee nonyyeHns Heobxoamm AOCTyN
B UHTepHeT). MNeyaTHan Bepcma MHCTPYKLMU AOCTYMNHA No
3anpocy no tenedoHy (495) 620-08-73.

MATEPUAN ANA UCCNEAOBAHUA

v COCKOBHbIN MaTepuan Uam OTAeNsAeMOE CAU3UCTbIX
060/104eK ypOreHUTaZIbHOTO TPaKTa (oTaensemoe
CNM3UCTOMN 0060/104KM B1ara/inLLa U cockob anutenuns
CO C/IN3UCTOMN 060N104YKN YpeTpbl);

v’ moua;

v cekper I'IpE[l,CTaTEJ'IbHOﬁ Kenesbl.

KOMMJIEKTHOCTb

KomnoHeHT dopmar

Habop peareHTOB dopma Bbinycka 2

UHCTpYKUMA No
npUMeHeHuo

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

B 3/NIEKTPOHHOM BUMAE NO agpecy:

MacnopT KavyecTBa )
www.nextbio.ru

KpaTkoe
B bymaxkHOM Buae
PYKOBOACTBO
Komnnekt
N B bymaxkHOM Buae
BKAAblLLEN
XPAHEHUE

Ycnosusa xpaHeHuA Habopa

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


http://www.nextbio.ru/

SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANIA

[na skctpakumm OHK mncnonbsosaTb Habopbl peareHTOB, peKOMeHA0BaHHble MpousBoaMTenem B UHCTPYKLMK MO
npumeHeHuto Habopa «Amnanlpainm® U. parvum [/ U. urealyticum». MNopaaok paboTbl ¢ Habopamu ana akcTpakumm JHK
CMOTPUTE B MHCTPYKLUM MO UX NPUMEHEHMIO.

Ob6bembl peareHTOB M nccneayemblix 06pasLOB, Ncnonblyemble Npu sKCTpakuuu AHK ¢ nomolbio pekomeHayemMbix
HabopoB peareHTOB, YKa3aHbl B TabsuvLe HUXKe.

Dob6asnsaembliii peareHT / 0bpaseLl,

BKO-FL2 10 mkn B KaXKAyto NpobumpKy

Uccnepyemble obpasubl 100 mKkn B NpOobUpKM ansa nccaeayemblx ob6pasLos

OKO 100 mkn B NpobupKy ans OKO (oTpuLaTeIbHOro KOHTPOA SKCTPAKLUN)
PeareHnT gna sanoumn AHK 100 mkn B KaXKAyto NpobuMpKy

AMNIMOUKALUA C AETEKLUEN B PEXXMME «PEAJIbHOTO BPEMEHU»

BHUMAHMUE! Ons BHeceHUs B NpobupKn peareHTos, npob AHK 1 KOHTPOAbHbIX 06Pa3L0B UCMNO/Ib30BaTb OA4HOPa30BbIE
HAKOHEYHUKMU C PUNbTPaMM.

1. OtobpaTb HeobxoaMmoe KOJMYECTBO CTPUMNOBaHHbIX Npobupok c MNUP-cmecbto U. parvum / U. urealyticum pnna
amnamnduraummn JHK nccnegyembix M KOHTPOIbHbIX 06Pa3LLOB.
2. BHectu B noarotossieHHble Npobupkn MUP-6ydep-K 1 obpasubl cornacHo Tabauvue:
Do6asnaemblii peareHT / 06paseLl,
BHectn no 10 mkn
nuP-6ydep-K

BHectn no 10 mkn

B Npo6bupkm ¢ MUP-cmecbio U. parvum /[ U. urealyticum Ha noBepxHocTb napaduHa
BHMUMAHMUE! NLP-6ydep-K He gonkeH npoBanmeaTbecs nog napadpuH

BHUMAHMUE! N36eraTb nonagaHuaA copbeHTa B peaKkLlMOHHYO CMECh.
Mpo6bl AHK, 3aKcTparnpoBaHHOM
n3 nccnegyemoro obpasua
Mpobbl, 3KCTPArMpoBaHHON U3

B NPO6UPKK a1a uccnegyemblx obpasLos

B NPo6UpKy ana obpasua OKO (oTpmuaTenbHOro KOHTPO/IA SKCTPaKLUMK)

OKO
PeareHTa K- B NPobUpKy ana obpasua K— (oTpuuatenbHoro KoHTpons MLUP)
PeareHnTa NMKO KomnneKc B NPo6UpKy Ana obpasua MK (NoN0KNTENbHOrO KOHTPONSA)

3. Npu py4HOM aHanM3e 3anporpammMmmnpoBaTh ammnandUKaTop C CUCTEMOW AETEKUMUN B PEKUME «PeasibHOro BPEMEHMN»
COMNaCHO MHCTPYKLMM NO €ro MPMMEHEHMIO A/1A BbINOJIHEHUA CNeaytowei Nporpammsi:

EAnHaA nporpamma amnanduKkaumum u getekumm GpayopecLeHTHOro CUrHana

o AeTeKkuuma no KaHanam ana Konuuecteo
Lukn Temnepartypa, °C Bpemsa dnyopodopos T
1 50 15 muH - 1
2 95 15 muH - 1
95 10c -
3 3 45
60 20c FAM, R6G>, ROX
MpumevaHus:

1) PekomeHayemble napameTpbl 414 NPOrpaMmmpoBaHua amnandUKaTopoB yKasaHbl BO BKNadbllle, NpuaaraeMom K
Habopy.

2) B cnyyae, ecnm B ogHOM npubope 04HOBPEMEHHO NPOBOAATCA TECTbI TONLKO A1A BbiABaeHMA AHK, MOXHO yaanutb us
yKasaHHol nporpammsl nepsbii war (50 °C — 15 MUH) ANna SKOHOMUKN BPEMEHN.

2 BKO-FL BxoauT B cocTas Habopa peareHTOB, pekomeHa0BaHHoro Mpounssogutenem ans skcTpakumm AHK 13 uccneagyemoro matepuana.
3 letekuma curHana gna dayopodopa R6G ocylLecTBAAETCA NO KaHany AeTeKLMKN 4aa aHanorndHblix ayopodopos HEX, JOE, Yellow, VIC.
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BHUMAHMUE! MNpu ucnonb3oBaHMM nporpaMmmHoro obecnedveHus FRT Manager nporpammupoBaHue amnanduKkaTopa
YCTaHaB/MBAETCA aBTOMATUYECKU.

4. MNepep, NOCTaHOBKOM B aMNAMOUKATOP NAAHLIETHOTO TMMNA OCaANTb Kanau co CTEHOK NPOBMPOK Ha BOpPTEKCE.

5. YCTaHOBUTb CTPUMbI B AYENKN peakLMOHHOro moaynsa npubopa.

6. 3anycTUTb BbINOJIHEHME MPOTrPaMMbl aMAANOUKALNN C AeTEKUNEN (YOPECUEHTHOIO CUTHaNA.

7. Npubop NPoBOAMT PerncTpaLmnio ¢payopecLeHTHOro CUrHaaa aBTOMaTUYECKU B PEXKMME «PeasibHOro BPEMEHNY.

AHAN3, BbIMUCNIEHUE U UHTEPNPETALIUA PE3YJ/IbTATOB

BHUMAHMUE! lMpn pydyHOM aHanmse ob6paboTKy AaHHbIX (PpAyopecLeHTHbIX KPMBbLIX), MOJYYEHHbIX B NPOrpammHOM
obecneyeHnn npumbopa, ucnonblyemoro aAna nposegeHus TMLUP c aeTekumein B pexkMme «pPeasibHOro BpPeMEHMUY,
NpPOBOAMTb COFNACHO MHCTPYKLMM MO €r0 MPUMEHEHUI0. PeKomeHayeMmble napameTpbl 411 06paboTKM AaHHbIX YKa3aHbl
BO BKNaAplLIe, MpUaaraeMom K Habopy.

AHann3, BblUMCIEHNE N HTEPNPETALMIO PE3Y1bTaTOB MOMKHO NPOBOAMTD:

— B aBTOMAaTUYECKOM  peXuMme C  MCMo/b3oBaHMeM  nporpammHoro  obecneyeHus  FRT  Manager
(000 «MHTepNabCepsuc», Poccus) cornacHo pyKoBOACTBY NO/1b30BaTeNA, BbibpaB MeTOAMKY, YKa3aHHYIO BO BKAaAbllue,
npuiaraeMmom K Habopy. PyKoBOoACTBO No/sib30BaTe A pasmelleHo Ha opuumanbHom cante OO0 «UHTep labCepBuc» no
aapecy: https://www.interlabservice.ru/service/frt/;

— B PYYHOM peXKMMe C NOMOLLbO NporpammHoro obecnedyeHus npubopa, ncnosbsyemoro ana nposegeHus MUP c
OeTeKumnel B pexKMme «peasibHoro BpeMeHU», COrTacHO MHCTPYKLMM NO ero NPUMEHEHUIO M MHCTPYKLUMK K Habopy.
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