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CMUCOK COKPALLEHWIA U OBO3HAYEHUI

Ct — Cycle threshold (noporosbiii LMKA)
BKO —  BHYTPEHHM KOHTPO/bHbIV 06paseL,
OHK —  [Ae30KCMPUDBOHYKIEMHOBAA KMCAOTA
JHKa3za — [e30KcnpuboHyKkneasa

AHTD — pe3oKcnpuboHykneotuatTpudocdatbl
MnK —  MONOXMUTE/IbHbIA KOHTPO1b

K- — oTpuuaTtenbHbIi KoHTponb MLUP

OKO — OTpuUATeNbHbIA KOHTPOAbHbIM 0bpa3eL, SKCTPaKL MK
MNupP — no/snmepasHaa LuenHaa peakuua

Py —  perucrpaumoHHoe yaocToBepeHue
T —  TexHW4ecKue ycnoBua

yar — ypauun-OHK-rankosmnasa

HAUMMEHOBAHWUE U3OENUA

Habop peareHtoB ana BbiaaeHna AHK Mycoplasma hominis metogom noanMmepasHON LLEMHOM
peakuMm C peTekuMen B peXMMme  «peanbHoro BpemeHu»  «Amnaulpaiim® M. hominis» no
TY 21.20.23-195-09286667-2022.

Oanee no TEKCTY ynoTtpebnaetca KpaTKoe HaMMeHoBaHue: Habop peareHToB
«Amnnulpaiim® M. hominis», a TakKe cokpalLieHme Habop peareHToB.
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1. HASHAYEHUE

1.1. Habop peareHToB «AMnaulpaiim® M. hominis» npeaHasHayeH ana sbiasneHuns HK Mycoplasma
hominis B 6uonormyeckom matepuane (COCKOOHbIM MaTepuan WUAN OTAeNsemoe CAUIUCTbIX 06oa04eK
YPOreHUTaNbHOro TPaKTa (oTaensemoe ciM3nUcToin 060104KM BAaraaunila U cockob anUTenuns co CAN3NCTOM
0060/104KM YpeTPbI), MOYa, CEKpeT npeacTaTeNbHOW Kenesbl) metogom MUP ¢ rmbpuamnsaumoHHo-
dnyopecLeHTHON aeTeKLMel NPOAYKTOB aMNANPUKALMM B PEXKUME «pPeasibHOrO BPEMEHU Y.

1.2. Martepuanom gns nposegeHua MNUP cayxat npobbl OHK, sKcTparMpoBaHHbie U3 MUCC/ieayeMoro
MmaTepuana ¢ NoMoLbio Habopa peareHToB, PEKOMEHA0BAHHOIO B pasAenie MHCTPYKUMK «JlonofHUTenbHOoe
obopyaoBaHue U maTepuanbl».

1.3. ®yHKUMOHaNbHOEe Ha3HayeHWe: Habop peareHTOB npeaHasHayeH AAA AWArHOCTUKM in vitro
(sbinBneHne OHK Mycoplasma hominis metogom MNUP B 6uonornyeckom matepuasne Yyenoseka).

1.4. TNoKasaHMA K NpoBeAeHWo uccienoBaHus: Habop peareHToB MCMONb3YETCA B K/IAMHUYECKOM
NabopaTopHOM  AMarHOCTUKE AN CKPUHMHIOBOrO  MUcc/iegoBaHua  Buonoruyeckoro  martepuana,
NONYYEHHOrO OT /UL, C MOAO3PEHMEM HA HanMuMe WHPEKUMA ypOreHWUTaNbHOro TpakTa. PesynbTaThbl
MLP-nccnenoBaHns yunTbIBAOTCA B KOMMJIEKCHOM ANArHOCTUKE 3abo1eBaHuA.

1.5. NpumeHeHue Ha6opa peareHToB He 3aBUCUT OT NONYNTAUNOHHbBIX N p,emorpad)mqecmx aCMneKToB..

2. XAPAKTEPUCTUKU HABOPA

2.1. ¢Oprl BbiMNYCKa, COCTaB U KOMNZIEKTHOCTb

Habop peareHTOB BbiNycKaeTcs B ABYX popmax (coctaB Habopa U KOMNIAEKTHOCTb MNOCTABKMU YKasaHbl B
Tabnanue 1 u 2 cooTBeTcTBEHHO). Bce popmbl npeaHasHauyeHbl Ans nposeaeHus amnandukaumm AHK c
rMopuAN3aLMOHHO-PYOPECLLEHTHON AeTeKUMel NpPoAyKTOB aMnanMGUKaALUMKM B pPeEMME «PeasibHoro
BpemeHu». [ns NpoBeaeHUA NONHOMO UCCNef0BaHUA HEOBXOAMMO MCMO/1Ib30BaTb HAbOPbLI peareHToB ANA
aKcTpakummn OHK, pekomeHgoBaHHble B pa3gene «JononHuTtenoHoe obopynoBaHue U maTepuranbi».

dopma BbinycKa 1 BKAoYaeT cmecb Ans nposegeHus MNUP B npobupke obbemom 1,5 mam 2,0 ma ans
403UpoBaHNA B Atobble TUMNbl Npobupok. Popma npegHasHayeHa AAA NPUMEHEHMA COBMECTHO C
aMmnanduKaTopamm MAAHLIETHOrO M POTOPHOrO TUMa M paccyMTaHa Ha MpPOBeAeHMEe WcCaeaoBaHUA
100 06pa3uoB, BKAOYAA KOHTPoAU. DopmMa MOMKET BbiTb MCNOJIb30BaHA KaK A/1a PYYHOM pacKanku, Tak u
COBMECTHO C aBTOMATUYECKMMM CTaHLMAMU SNA NPUrOTOBAEHUA U A03MPOBAHNA PEAKLMOHHbIX CMECeN.

®dopma BbiNycKa 2 BK/AOYAET cmeck Ansa nposegeHus MLUP, packanaHHyto nog Npocsioiky napaduHa no
cTpunoBaHHbIM (12,5 cTpmnos no 8 npobupok) npobupkam ob6bemom 0,2 ma. Popma npesHasHaveHa ana
NPUMEHEHUA COBMECTHO C aMnAMPUKATOpamMM NAaHWETHOro TWMA M paccyMTaHa Ha npoBeseHue
nccnegosaHma 100 06pasLLoB, BKAKOYAA KOHTPON.
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Tabnnua 1
CocTaB Habopa
PeareHT 06bem, mn Konuuectso OnucaHue

dopma Bbinycka 1

BydepHbIi pactBop co cneunduyeckumn npanmepamm,
1,20 1 npobupka dnyopecueHTHO-MeveHbIMM 30HAAMU U AHTO.

Mpo3payHasn KnUaKoCTb.

BydepHbii pactBop ¢ TepmoctabunbHoin AHK-nonnmepasoi
nupP-bydpep-H 0,65 1 npobupka Taq, cynbdatom marHuma u ypauun-AHK-rnmkosmnasoi.
Mpo3payHasn KNaKocTb.

MonoKNUTeNbHbIM KOHTPObHbIN 0bpasel,.

MUP-cmecb
M. hominis

MKO komnnekc 0,26 1 npobupka
Mpo3payHasn KnMAKoCTb.

OKO 1,10 1 npo6upKa OTpuLaTenbHbI KOHTPOJIbHBIN 0bpasel,
Mpo3payHasn KnMaKoCTb.

K- 0,26 1 npo6upKa OTpuLaTeNbHbIN KOHTPONbHbIN 0bpaseL.

Mpo3payvHasn KNOKocTb.
dopma Bbinycka 2

BydepHbii pactBop co cneunduyeckMmn npanmepamm,
dbnyopecueHTHO-MeYeHbIMU 30HAaMU U AHT®.

Mpo3payHasa KMAKOCTb, packanaHa B CTPUNOBaHHblE
npobupku nog napaduH 6enoro LBeTa.

bydepHbIii pacTBop ¢ TepmoctabunbHoi AHK-nonnmepason
Nnup-6ydep-K 1,20 1 npobupka Taq, cynbdaTom marHiua n ypaunn-AHK-rankosmnason.
Mpo3payHan }KMAKOCTb KPAaCHOrO LBeTa.

MonoXKNUTENbHbIA KOHTPOIbHLIN 06paseL,.

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

MUP-cmecb
M. hominis

MKO Komnnekc 0,26 1 npobupka
Mpo3payvHasn KNaKoCTb.

OKO 1,10 1 npo6upka OTpuLaTeNbHbIN KOHTPOAbHbIN 0bpaseLl,.
Mpo3payvHasa KUOKOCTb.

K- 0,26 1 npo6upka OTpuLaTeNbHbIN KOHTPOAbHBIN 0bpaseLl.

Mpo3payHas KNaKoCTb.

Tabnuua 2
KomnnekTHOCTb Habopa
KomnoHeHT dopmar Konunuecrso
Habop peareHToB (dpopma Bbinycka 1 nnm 2) - 1
KpaTKoe pyKoBOACTBO Mo NpvmMeHeHUto Habopa B BymakHOM Buae 1
KomnneKT BKNagblwei K Habopy B BymakHOM Buae 1

MHCTPYKUMA MO NpUMEHEeHUI0 Habopa M NacnopT KayecTBa pa3mMelleHbl B 3/1EKTPOHHOM BMAE Ha
oduumanbHom cainte MponssoauTtena: www.nextbio.ru

MeyaTHasa BepCUSA MHCTPYKLUMM AOCTYMHa No 3anpocy no tenedoHy (495) 620-08-73.

2.2. MpuHUMN metoaa

MpUHLMN TEecTMPOBaAHMA OCHOBAH Ha 3KcTpakuum [OHK u3 ob6pasuoB wuccrnegyemoro matepuana
COBMECTHO C BHYTPEHHUM KOHTPOAbHbIM 06pa3suom (BKO-FL2) 1 ogHoBpemeHHOM amnaMduKaumm yyacTtka
OHK M. hominis W  WCKyCCTBEHHO  CMHTE3MPOBAHHOM  nocnegosatenbHoctv AHK  BKO ¢
rmépmansaLmMoHHo-PpyopecLLEHTHOM AeTeKunen B perkMme «peasnbHoro BpemeHu». BKO nossonser
KOHTpoAMpoBaTb Bce 3Tanbl [LP-uccnepoBaHus ana  Kaxgoro obpasua W oueHuBaTb BAMAHUE
NMHrMbUTOpPOB Ha pesynbTathl MNLP-UccnegoBaHus.

1 Mpobupku c ronybbim napapuHOM He NCMONb3YIOTCA.
2BKO-FL BxoauT B cocTae Habopa peareHTOB, PeKoMeHoBaHHOro lpoussogutenem Ana 3KcTpakumm AHK u3
nccnegyemoro matepuana, unam npuobperaertca 4ONONHUTENbHO.
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C nonyyYeHHbIMM Ha 3Tane aKcTpakuum npobammn AHK nposoauTca peakuusa amnanduKkaumm ydyactka AHK
npy nomowm crneumduyHbIX K 3TOMY Yy4acTKy npanmepoB u depmeHTa Tag-nonmmepasbl. B cocrase
PEAKLMOHHOM CMeCcK NPUCYTCTBYIOT GNYOPECLEHTHO-MEYEHbIE OIMIOHYKNEOTUAbI, KOTOPbIE TMBPUAN3YIOTCA C
KOMMJIEMEHTAPHbIM  y4acTKom amnanduumpyemoit OHK-muweHn, B pesynbtaTe Yero npomcxoaut
HapacTaHWe UHTEHCUBHOCTM GayopecLEeHLMU. ITO NO3BONAET PEMMCTPUPOBATL HAKoMNAeHMe cneumdruyYeckoro
NpoayKTa amnanduKauum nytem MU3MepeHUs WHTEHCMBHOCTM (IyOPeCcUEeHTHOro CUrHana € MOMOLLbIO
amnamdurKaTopa ¢ CMCTEMOM AeTeKuMm GpyopecLeHTHOro CUrHaaa B pexXUMe «PeasibHOro BpeEMEHUY.

Habop coaep»uUT cuctemy 3almTbl OT KOHTAMUHALMKN aMMIMKOHAaMK 3@ CYET NPUMEHEHUA pepmeHTa
ypaumn-AHK-rnukosmnnasel (YAr) u Tpudocdata pgesokcuypugmHa. PepmeHt YAI pacnosHaer u
KaTanusmpyet paspyweHune ueneir [OHK, cogepkawmx paesokcuypmauH, Ho He [HK, cogepxkaiwen
OE30KCUTUMUAMH. [Je30KCcnypmuanH oTcyTcTByeT B npupogHoi [AHK, Ho Bceraa npucyTcTByeT B aMM/IMKOHAX,
NocKkonbKy TpudocdaT fe30KCcuypmuanHa Bxoamut B coctaB cmecn gHT® B peareHTax gna amnavdukauunu.
[e30KcnypruanH genaet KOHTaMUHUPYIOWME aMMIMKOHbI BOCAIPUUMUMBBIMUK K PaspyLUEHUID depMEHTOM
YOI go Havyana amnanédukaumm OHK-muweHn, u, cnepoBaTenibHO, OHM He MOTryT ObiTb B AasibHelwem
amnanduumpoBaHbl.

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

Ha 3Ttane amnanduKaumMm OOHOBPEMEHHO B OAHOW MpobupKke amnaAMPUUMPYIOTCA Y4acToOK
OHK M. hominis n nocnegosatenbHocTb BKO. Pesynbtatbl amnandukauum pPerncTpupyrotca no ABym
pa3NIMYHbIM KaHanam bayopecueHTHOM aeTekuum (cm. Tabanuy 3).

Tabnunua 3
CootBetcreue JHK-muweHei n KaHanos ¢payopecueHTHON geTeKuum
KaHan ana ¢pnyopodopa FAM ROX
OHK-munweHb OHK M. hominis AHK BRO

(sKk30reHHbIN BKO)

MCKycCTBEHHO CMHTE3UpPOBaHHaA

O6nactb amnanduKauum 16S rRNA
nocsefoBaTeNbHOCTb

2.3. TexHuuecKoe obcnyKuBaHue U peMoHT

Habop He NoANEKMUT TEXHUYECKOMY OBCNYKMBAHUIO MU PEMOHTY.

3. KOHTPO/J1b KAYECTBA

3.1. BHYTpeHHMI1 KOHTPONb KauecTBa

3.1.1. OTpuuUaTeNbHbIA U NONOXKUTE/NIbHDbI KOHTPOIU UCCNEA0BaHUA

[na oueHKM KayecTBa NOMYyYaeMbIX Pe3yNbTaTOB KaXKAas rpynna sKcTparnpyemoix 06pa3LoB AOKHA
BK/ItOYATb OTpULATENbHbIA KOHTPOAb 3KCTpakuun (OKO). Kaxkpas uHamMeuayanbHas noctaHoBKa [MLUP
JO/MKHA BKAOYATb OTpuuaTenbHbit KoHTposb MUP (K-) n nonoxutenbHbii KoHTposb (MKO kKomnnekc).
Pe3ynbTaTbl oA KOHTPONEW AOMKHbI COOTBETCTBOBATb 334aHHbIM KPUTEPUAM BaAUAHOCTM, YKa3aHHbIM B
pasgene «MHTepnpeTauma pesynbTaToB».
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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 KOHTpPONEM He A0/KHa aeTektupoBatbca AHK M. hominis. B cnyyae HecooTBeTCTBUS
pe3ynbTata, MOJY4EHHOrO AAA  KOHTPOJIbHOrO 06pasua, 33a4aHHbIM - KPUTEpPUMAM  BaNUOHOCTW,
MONIOXKUTENbHbIE PEe3yAbTaTbl ANA Uccaefyemblx 06pa3LLOB B NOCTAHOBKE CYMTAOTCA HELOCTOBEPHbIMM,
HeobxoAMMO NPeAnpUHATL Mepbl NO BbIABAEHUIO U JIMKBUAALMU UCTOYHMKA KOHTaMUHAUMU U NMOBTOPUTb
nccnefoBaHWe BCex uccnegyemblx obpasuyos, B KOTopbix ob6HapyxeHa AHK M. hominis, n koHTpons,
HAYMHaA C 3Tana 3KCTPAKLUN.

OTpuuaTtenbHbii KoHTponb MUP (K-) Tectupyetcs, HaunHan ¢ atana MNUP, 1 nossonseT 4onosHUTENbHO
KOHTPO/IMPOBATb BO3MOXHYIO KOHTAaMMHAUMIO ApyrMMKn obpasuamu Mam aMnavkoHamu. B npobupke c
oTpUuUATENbHbIM KOHTponem [MUP He pomkHa petektuposatbca AHK M. hominis v BKO. B cayvae
HECOOTBETCTBMA pe3y/ibTaTa, MONYYEeHHOro A/as KOHTpo/sbHOro obpasua 3agaHHbIM - KpUTEpUAM
Ba/IMAHOCTN, MONOXKMUTENbHbIE pPe3yabTaTbl ANA WUccneayemblx 06pasuoB B NOCTAaHOBKE CYMTAOTCA
HefO0CTOBEPHBIMM, HEOOXOAMMO MpeanpPUHATE Mepbl MO  BbIABAEHUIO W AUKBUAAUMM  UCTOYHMKA
KOHTaMMHaLUMM U NOBTOPUTb UCCNedoBaHWe Bcex 06pasyoB, B KOTopbix obHapy:keHa OAHK M. hominis wn
BKO, HaunHasa ¢ atana MUP.

B KayecTse NonoxuTenbHoro KoHTpona MUP ucnonbsyetca peareHT NMKO Komniekc, BXOAALLMI B COCTaB
Habopa. B cnyyae HeCOOTBETCTBMA Pe3yNbTaToB ANA MNONOMKUTENbHOIO KOHTPOAA 3a[aHHbIM KpUTEepUAM
Ba/MAHOCTU, pe3ynbTaThl A/1A Bcex 06pa3suoB B MNOCTAHOBKE CYMTAlOTCA HEeAOCTOBepHbIMK, Tpebyetca
MOBTOPUTb UCCNE0BaHNE BCEX NUCCNedyeMblX 06pa3L0B 1 KOHTPoel, HaumMHaa ¢ atana MUP.

3.1.2. KoHTpoab MHrMbUpoBaHusa

Ona KOHTpOAs BCEX 3TanoB uccienoBaHus, 3¢EdeKTUBHOCTM 3KCTpakumm AHK M OUueHKU BAMAHMA
nHrnoutopos MUP npegycmoTpeHO UCno/sib3oBaHMe 3K3oreHHoro BKO, KoTopbit fobaBaseTca B Karkabii
nccneayemblin U OTpULLaTENIbHbIA KOHTPOJIbHBIM 06pasel, Ha 3Tane aKCTPaKumMn. PesynbTaTtel MccaeaoBaHuA
BKO ponXHbl COOTBETCTBOBATb 33a4aHHbIM KPUTEPUMAM BaNMOHOCTU ANA OTPULLATE/NIbHbIX UCCAeayeMbiX
06pasuoB, YKasaHHbIM B pasgene «MHTepnpeTauua pesynbratoB». Ecanm B uccnesyembix obpasuax,
oTpuUATeNbHbIX Ha Hannune OHK M. hominis, He obHapyeHa AHK BKO, To pesynbTaTbl UcCieA0BaHUSA
OaHHbIX 00pasLLOB CUYMTAIOTCA HELOCTOBEPHbIMK, TpebyeTcA MOBTOPUTb WX aHA/M3, HAauMHaA C 3Tana
3KCTpaKLMu.

3.1.3. MoHUTOpPUHT NabopaTopum Ha HaAMUYME KOHTaMUHAL UM

PekomeHayeTca pa3 B Mecsl, NPOBOAUTb MOHUTOPUHE 1abopaTopmMm Ha KOHTaMMHALMIO NPOAYKTaMM
amnavduKkaummn, muccnesyembimm obpasuamm, MONOKMTENbHbIMU KOHTPOAbHbIMM 0b6pasuamn. OLeHKa
HaNNUYMA/OTCYTCTBMA KOHTaMMHALUMM NPOBOAMTCA MYyTEM WCCAEAO0BAaHWMA CMbIBOB C Pa3/IMUHbIX O6BHEKTOB:
nuneToK, pabounx nosepxHocTei fabopatopHoii mebenn, 060pyAOBaHUA U NOBEPXHOCTEN MOMELLEHUN.
B3sTne M nccnenoBaHWe CMbIBOB CleAyeT NPOBOAMTbL COMMacHO npoueaype, onucaHHon 8 MY 1.3.2569-09
«OpraHmsauma paboTbl 1aboPaTOPU, NCNONB3YIOWMX METOAbI aMMIUPUKALMU HYKNEUHOBBIX KUCIOT NpU
paboTe c maTepuanom, coaeprawum muKpoopraHusmebl I-IV rpynn natoreHHocTu». Mpu obHapyxeHun
KOHTaMMHauun Heobxoammo nposecTn obpaboTky nabopatopum MOWMMU U Ae3UHOULMPYIOLLUMU
pacTBOpPaMM COMNACHO YKasaHMAM, onucaHHbim B MY 1.3.2569-09. TaKkxe pana npeaoTspalleHus
KOHTaMMHaUUK nabopatopmm UM B KayecTBe Mep MO AEKOHTAMUHAUMW paboumx 30H peKoMeHAyeTcs
MCNo/Ib30BaTb PACcTBOP ANA Ae3aKTUBaALMN HYKJIEMHOBBIX KUC/IOT, Hanpumep, «Oauratop» npov3BoACTBa
000 «Hekctbnoy, Poccus.
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3.2. PeKomeHAyemble 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 AAA MNPOBEAEHUA BHYTPEHHErO M BHELWHEro KOHTponei
KauyecTBa f1abopaTopHbIX nccnegoBaHnin no obHapyxernuto AHK M. hominis.

4. OTPAHUYEHUA METOOUKU UCCNTEQOBAHUA

4.1. Habop npumeHAeTCA TONbKO ANA ANATHOCTUKM in vitro.

4.2. Habop npegHasHauyeH gna paboTbl TONbKO C UCCNEeAYEMbIM MATepPUasom, YKa3aHHbIM B pasaene
«HasHayeHue». UccnepgoBaHne apyrnx BUAOB BUONOrMYECKOrO MaTepurasa MOXKET MPUBECTM K MOJTYYEHUIO
HeAO0CTOBEPHbIX Pe3y/bTaToBs.

4.3. TlonyyeHue [OOCTOBEPHbIX pe3ynbTatoB obecneumsBaeTrca  BbiNoAHeHMeM  TpeboBaHWi,
NnpeabaABASEeMbIX K B3ATMIO, TPaAHCMOPTUPOBAHWUIO W XpaHeHWto 06pasLoB MUccieayemoro maTepuana
(cm. pasgen «Mccnegyemblin matepuan»).

4.4. C nomolbto Habopa Bo3moxKHo MMLP-uccnegoBaHme Tonbko npob AHK, aKcTparMpoBaHHbIX U3
nccneoyemoro martepuana  COBMECTHO C  BHYTPEHHMM KOHTPOJibHbiM obpasuom — BKO-FL. bes
ncnonb3osaHuA BKO-FL HEBO3MOKHO NPOBECTM OLUEHKY BaIMAHOCTU MOCTAaHOBKMU.

4.5. Habop npeaHasHayeH ana npodeccuoHanbHOro npumeHeHuna. Habop A0nXeH UCNo/ib30BaTbCA
TONbKO KBanUPUUMpPOBaHHbIM, OBy4YeHHbIM (B 06/1aCTM KAMHMYECKON /1abopaToOpHOM AMarHOCTUKM)
NepcoHanomM (Bpauu KAMHUYECKOW NabopaTopun M mMeguUMHCKME NabopaTopHble TeXHUKM, 0bydyeHHble
MOJIEKYNAPHbIM BUONOrMYECKUM METOANKAM).

4.6. lNpu paboTte c Habopom cresyeT UCNO/Ib30BaTb TO/ILKO aMnandUKaTopbl C CUCTEMOM AeTeKkuumn
bNYOpPEecLEHTHOrO CUrHaNa, XapaKTEPUCTUKM KOTOPbIX YAO0BNAETBOPAIOT TpeboBaHMAM, yKasaHHbIM B
pasgene «lononHuTenbHoe 0bopyaoBaHNE U MaTepuanbly.

4.7. NpumeHsTb Habop peareHToB CTPOro NO Ha3HAYEHMIO COFTACHO MHCTPYKLMK MO NPUMEHEHMIO.

4.8. He npymeHATb HAbOP NPU HAPYLLIEHMM LLeIOCTHOCTM YNAKOBKM U C UCTEKLINUM CPOKOM FrO4HOCTH.

5. MEPbI NPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa fo/kHa NpoBOAUTLCA B Nabopatopun, BbINOAHAOWENA MONEKYAAPHO-OMONOrMYeckue
(MUP) nccneposaHma 6rosormyeckoro matepmana Ha Hanmuune Bos3byauteneit UHGEKLMOHHbIX bonesHeN, ¢
cobnopeHnem CanluH 3.3686-21 «CaHuTapHO-anugemmonornyeckne tpebosaHMa no npoduaakTuke
MHOEKUMOHHbIX 6onesHeny, CaHlMuH 2.1.3684-21 «CaHuUTapHO-aNMAEMMONIOTMYECKNe TpeboBaHMA K
COLEPKAHNIO TEPPUTOPUIN TOPOACKMX U CENbCKUX MOCENEeHWUI, K BOAHbIM 0ObeKTam, NMUTbLEBOM BoAe U
NMUTbEBOMY BOAOCHABGXKeHWI0, aTMOChEepPHOMY BO3Ayxy, MOYBAM, KWAbIM MOMELLEHUAM, SKCMayaTaLumu
NPOM3BOACTBEHHbIX, OOLWECTBEHHbIX MOMELLEHUI, OpraHM3auuMM W NPOBEAEHUI0  CaHUTAPHO-
NPOTUBO3NUAEMUYECKUX (NPOPUNAKTUUECKUX) MEPONPUATUIND U METOANYECKUX YKasaHuii MY 1.3.2569-09
«OpraHmsauna paboTtbl 1abopaTopuin, CNONL3YIOLWMX METOAbI aMNANPUKALMU HYKNENHOBBIX KUCIOT NpU
paboTe ¢ MaTepranom, cogepralium MUKpoopraHmambl =1V rpynn natoreHHOCTU».

5.2. Tlpu paboTte Heo6X0AMMO BCErAa BbINOAHATbL Cneaytolme TpeboBaHMA:

- anMeHFITb Ha6op CTpPOro no HasHa4eHUK B COOTBETCTBUU C ,El,aHHOVI VIHCprKLI,VIeﬁ. OTKNOHEeHMe oT
nponMcaHHbIX Mnpoueayp W nopAagka AEI‘&CTBMI\;I MOXeT npuBectT K NOAYy4YEHUIO HEeOOoCTOBEPHbIX
pPe3ynbTaToOB aHa/In3a.
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- JlabopaTopHbIii npouecc AO0/XKeH OblTb OAHOHAMpPaBAeHHbIM. AHanM3 ciegyeTr MNpPoBOAUTL B
OTAeNbHbIX MomelleHMax (3o0Hax) B cooTBeTcTBMM ¢ MY 1.3.2569-09. He Bo3BpawaTtb 06pasupl,
obopyaoBaHMe 1 peareHTbl B 30HY, B KOTOpOM Bbina NpoBeaeHa Npeablaylias ctagma npouecca.

- PaccmaTpuBatb uccneagyemble 0bpasubl Kak MHOEKUMOHHO-OMNAacHble, OPraHn3oBbIBaTh PaboTy u
XpaHeHue B cooTBeTcTBUM € CaHlnH 3.3686-21.

- Ybupatb U Ae3snHOULMPOBATL pPasinTble 06pasubl AW peareHTbl, UCNONb3ysa Ae3uHPUuMpyowme
cpeactsa B cootBeTcTBUM ¢ CaHlNnH 3.3686-21.

- YAanatb HEUCnonb3oBaHHble peareHTbl, peareHTbl C WCTEKLWMM CPOKOM TFOAHOCTU, a TaKiKe
MCMONb30BaAHHbIE PEAreHTbl, YNaKoBKy>, 6BUOIOrMUeckuUin matepuan®, BKIKYan matepuarbl, UHCTPYMEHTbI 1
npeameTbl, 3arpAsHeHHble  6MONOTMYECKMM  maTepuasom, B  COOTBeTCTBMM C  TpeboBaHMAMM
CaHllnH 2.1.3684-21.

BHUMAHMUE! MNpu yaaneHum otxogosB nocsae amnandukaumm (npobupok, cogep:kawmx npoayktbl MLP)
HefonNyCTMMO OTKpbIBaHWE NPOBUPOK U pa3bpbi3rMBaHNE COAEPKUMOTO, MOCKOJIbKY 3TO MOXKET NPUBECTMU K
KOHTamMHauuu npoayktamu MLP nabopaTopHO 30HbI, 060PYA0BAHUA U peareHToB.

- Mcnonb3oBaTb M MEHATb MPU KaxK4oW onepaumm 04HOPA30Bble HAKOHEYHUKKU AN aBTOMATUYECKMX
[o3atopoB ¢ ¢ouabTpom. OQHOPA30BYIO MNAACTUKOBYIO nocydy (Mpobupku, HaKOHEYHWUKU) Heobxoaumo
cbpacbiBaTb B CnewuuanbHbli KOHTEHEp, COAEeprKallmMii OAe3nHPUUMPYIOLLEE CPeACTBO, KOTOPOE MOMKET
6bITb MCNONb30BaHO AN 06e33aparkMBaHMA MEAULMHCKUX OTXO40B.

- Habop npegHa3HayeH A1A OAHOKPATHOrO npumeHeHus ans nposegeHua [MUP-ucchegoBaHus
YKa3aHHOro KonmyecTsa 06pasuoBs (cm. pasgen « Popmbl BbIMyCcKa, COCTAaB M KOMMJIEKTHOCTbY).

- K pabote c Habopom AonycKaeTcs TO/IbKO NePCoHan, 0byYeHHbI MeToAam MONEKYNAPHON AMArHOCTUKM
1 npasuaam paboTbl B KAMHUKO-AUArHOCTUYECKON S1ab0paTopumM B YCTAHOBIEHHOM MOPSAKE (B COOTBETCTBUM C
TpeboBaHMAmM CaHlMuH 3.3686-21).

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

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

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

- Wcnonb3oBaTb 0AHOPa30Bble HeOMyAPeHHble NepyaTkn, NabopaTopHble XanaThl, 3aWuiLaTh rnasa Bo
Bpema paboTbl c obpasuamu M peareHTamu. TLATENbHO BbIMbITb PYKM MO OKOH4YaHMM paboTbl. Bce
onepauun NPoOBOAATCA TO/IbKO B MepyaTKax A8 UCKAOUYEHUA KOHTaKTa C OpraHM3MOM YenoBeKa.

- He ecTb, He NNTb N He KypUTb B NpoLecce Ucnosb3osaHMA Habopa. M3beraTb KOHTaKTa peareHToBs ¢
KOXeMl, rna3amu u camsucton obonoukon. He rnoratb.

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

3 Hencnonb3oBaHHbIE peareHThl, peareHTbl C MCTEKWMM CPOKOM FOAHOCTW, MCMONb30BaHHbIE pPeareHTbl, ynakoBKa
OTHOCATCA K KNAccy ONacHOCTM MeAULMHCKUX 0TX0808 .

4 Buonornyecknini matepmasn, BKAOYAA UHCTPYMEHTbI U NpeaMeTbl, 3arpA3HEHHbIe MaTepuanom, OTHOCATCA K Kiaccy
0MacHOCTU MeaMUMHCKMX 0TX0408B b.
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5.3. MpKM  MCNONb30BAaHMM MO  HaA3HaAYeHU0 W CcobAOAEHUM  BbllLENEPEUYMCNEHHBIX  Mep
NpeaocTopoXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa cogeprKaT HaTPMA asug, B KOHUEHTpauuu He
6onee 0,1% M COOTBETCTBEHHO HEe KNAacCMULMPYIOTCA KaK onacHble U He TpebytoT cobntogeHus
crneumasnbHbIX Mep NPeaoCTOPOXKHOCTU, KPOME YKa3aHHbIX B 3TOM pasgene.

5.4. Cneumndunyeckne Bo3aeincTensa Habopa Ha opraHM3m YesloBeKa:
- KaHugeporeHHbI addeKT oTCyTCTBYET.
- MyTareHHoe AeicTeme OTCyTCTBYET.

- PenpoayKktnBHaa TOKCMYHOCTb OTCYTCTBYET.

6. AONO/THUTE/NIbHOE OBOPYAOBAHUE U MATEPUAbI

6.1. B3ATuMe Ucchepgyemoro matepuana

6.1.1. TpaHcnopTHas cpeaa ANA B3ATUA, TPAHCMOPTMPOBAHUA U XPaHEHUA BMoaorMyeckoro matepmana
(COCKOBHbIV MaTepuan uauM oTaensemoe CAUSUCTbIX 000J/I0UEK YpPOreHUTaNbHOro TpakTa (oTaensemoe
CN3UCTOM 060/I0YKM BAarasnLa U COCKOD 3NUTENNs CO CAUM3UCTOM 060JI0UKM ypeTpbl)), coaepskalian
6ydepHO-cONEBON  PacTBOP C  MYKOJIMTUKOM, KOHCepBaHTOM WU cTrabunmsatopom (Hanpumep,
«TpaHcnopTHasA cpeaa Cc MyKoauTUKom «Amnaulpainm TCM» (PY Ne ®CP 2012/14205) wau apyras,
3apernctpupoBaHHas B PO).

6.1.2. 30HA oNA B3ATUA BUONOTMYECKOTO MaTePMana C NOBEPXHOCTU CAMU3UCTbIX 060/104eK (COCKOBHBIN
MaTepuan UM oTAeNsemMoe CAU3UCTbIX OD0NOYEK YPOreHUTANbHOTO TPaKTa (OTAensemoe CAN3UCTOM
060/104KM BNaraamLia U COCKob anuUTenus co CAN3UCToin 060M0YKM ypeTpbl)) O4HOKPATHOIO NPUMEHEHMUS,
CTepuNbHbIN. Paboyan 4acTb 30HAA MOKET OT/1IaMbIBaTbCA MO MMELOLLLEMCA HaceyKe.

6.1.3. EMKOCTb Ana B3ATUA, TPAHCNOPTUPOBKU U XPaHEHUA MOYM, CEKpeTa NpencTaTeslbHOM Kenesbl
(o6bemom go 60 M) OAHOKPATHOrO NPUMEHEHWs, CTepU/ibHas, C 3aBUHYMBAIOLLENCA WAWU MNOTHO
3alLeKMBAIOLWENCA KPbILWKOW, U3rOTOBAEHHAA U3 NOAUNPONUIEHA.

6.2. lpepBaputenbHaa NOAroToBKa Uccaeayemoro marepmana

6.2.1. MuKpoLeHTpudYyKHble 04HOPA30Bble MOMMPONUIEHOBbLIE NAOTHO 3aKpbiBalOLMECA NPOOUPKM
obbemom 1,5 mn.

6.2.2. OaHOpPa30Bble HAKOHEYHUKM A/1A A,03aTOPOB NepemeHHoro obbema ¢ punbTpom Ao 1000 mkn.
6.2.3. OgHOpPa30Bble HAKOHEYHUKM 4/1A 4,03aTOPOB NepemeHHoro obbema 6e3 punbtpa go 200 mkn.
6.2.4. ABTOMaTUYECKMI A03aTOp NepemeHHoro ob6bema Ha 1000 mKkA.

6.2.5. LWWtatuebl gnsa npobmpok ob6bemom 1,5 ma.

6.2.6. MukpoueHTpudyra ana npobmpok Tmna «dnneHgopd» obbemom 1,5 M ¢ ycKOpeHMem He MmeHee
10000 g.

6.2.7. BakyyMHbIN OTCacbiBaTelb MEAMUMHCKUA C KONBOM-NOBYLWIKON O1A yAaNeHWA HagoCafo4HOM
MUIAKOCTU.

6.2.8. BopTekc.

6.2.9. TpaHcnopTHas cpefa A/ B3ATUA, TPAHCMOPTUPOBAHUA U XPaHEeHUs BUOIOrMYECcKOro matepuana,
CoAepKallas KOHCepPBaHT, Unun dusmnonornyeckmnii pactsop (0,9 % pacTBop HaTPWA X0PUAA) CTEPUIBHBIN.
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6.3. IKcrpakuma AHK u3s nccnegyembix o6pasuos

6.3.1. Habop peareHTOB AO/1A 3KCTPAKUMM HYKNEMHOBbIX KWC/AOT, 3aperucTpupoBaHHblii B PO u
COOTBETCTBYIOWMI CreayoWwmm TpeboBaHNAM:

- Habop nosBonseT Bblaenatb AHK mn3 6uonornyeckoro matepuana (COCKobHbIM MaTepuan wau
oTaenaemoe CAM3UCTbIX 060/104EK YPOreHUTaNbHOIO TPaKTa (oTaensemoe CAM3nCToli 060104KM BRaranumiia
M COCKOD 3nuTenmns co CAM3UCTON OBOJIOUKM YPEeTpbl), MOYa, CEKpPeT npeacTaTeNbHOW Kenesbl) ann
nocneayoLLero nccaeaoBaHMa MeTo40M NoIMMEPasHOW LenHoW peakumu;

- Habop He OTHOCUTCS K 3Kcnpecc-meToaam 3KcTpakumm AHK;
- Habop no3BosAeT UccieaoBaTb 06pasLbl 06bLeMom He meHee 100 mKn;
- Habop No3BO/IAET NPOBOAUTL 31tOLMIO0 oumLLeHHoN OHK B o6beme He meHee 100 mKn.

B xoae npoBeAeHUs KANHUYECKMX UCMbITaHWIA BanmMaaumio npoLlen Habop peareHToB A8 SKCTPaKLUK
OHK «MarHolMpaiim® GACT» (PY Ne P3H 2019/8043).

6.3.2. JlononHuTeNbHbIE MaTepuanbl U obopyaoBaHMe, HeobxoaMmble ANA 3KCTpakumm AHK, —

COrNacHO MHCTPYKLMK K Habopy peareHToB aaa akcTpakumm OHK.

6.4. AmnanduKauma, eTeKuus NPoAYKTOB amnanduKaumum, aHanuMs U UHTepnpeTaumua
pe3ynbraTos

6.4.1. OaHOpPa3oBble NOAUMNPONMAEHOBbIe NPobUpKK, ceobogHble oT AHKas, cneayowmux Buaos (npu
MCcnosib30BaHUKU Gpopmbl BbiNycka 1):

- 3aBMHYMBAOWMECA NMPOBMPKM M KPBIWKM K HUM MAM NAOTHO 3aKpblBatoWMecs NpobupKM obbemom
1,5-2,0 mn — gna NpUroToBAEHUA PEAKUMOHHOM CMecH;

- TOHKOCTEHHble npobupkn ana MNUP obbemom 0,2 Ma C BbINYKJON WMAW TMNOCKOM OMNTUYECKM
NPO3PayYHON KPbIWKOW UAKM NPobUpKn obbemom 0,2 M B CTpMMax No 8 WT. C NPO3PaYHbIMU KpPbIWKaMU —
ans nposegeHua MUP npu ncnonb3osaHnn npnbopa naaHWeETHOrO TMNa;

- TOHKOCTeHHble nNpobupku ana MNUP o6bemom 0,2 M € NAOCKOM KpbIWKOM uamM npobupku ana MNLUP
ob6bemom 0,1 mn B cTpunax no 4 Wr. ¢ KpblwWKamn — ana nposegenunsa MNUP npu ncnonbsosaHum npubopa
pOTOpHOro TMNa.

6.4.2. OgHopa3oBble HakoHeYHWKM, cBobogHble oT [AHKas, ana posatopos nepemeHHoro obbvema c
dunbtTpom go 100 mkn.

6.4.3. lUtatmebl ans npobupok obbemom 0,2 M mam 0,1 ma (B COOTBETCTBMM C WCMOb3yEMbIMM
npobupkamu gas MLP).

6.4.4. bokc abakTepumanbHol Bo3ayLwwHow cpeabl (MLUP-60Kc).
6.4.5. LleHTpndyra-sopTekc.
6.4.6. ABTOMaTUYECKME 403aTOPbI NEPEMEHHOro obbema.

6.4.7. CTaHUMA aBTOMATU4YeCKaA C moaynem gnAa NpuUrotossieHMA U packankn peakuMOHHbIX cMmecein n
KOMMNZEKT PacxXxOoA4HbIX maTepuasioB K HeW cornacHo UHCTPYKUUU npOVI3BOAMTEI'IFI, - NpU UCNoJib30BaHWA
d)OprI BbiNyCcKa 1 B cayyae NpurotosaeHuA peaKLLMOHHOVI CMEecU C MCNONb30BAHMEM aBTOMATUYECKOM
CTaHUwun.
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6.4.8. Mporpammmnpyemblii amnamduKaTop ¢ cucTemon aetekumm GayopecLeHTHOro CUrHana B pexxmme
«pPeanbHOro BPEMEHW» pPOTOPHOro AMBO MNAHLWETHOrO TWMa, 3aperucTpupoBaHHbii B PP U
COOTBETCTBYIOWMI Cneaytowmm TpeboBaHUAM:

- Ha/AuyMe He3aBUCMMbIX KaHanos ¢dsyopecueHTHOM aetekuuun ana dayopodopos FAM n ROX co
cneayroWwmmMmm XapakTePUCTUKAMN:

Tabnuua 4
Tpebyemble xapaKTepUCTUKU KaHaN0B ¢p1lyopecL,eHTHOM AeTeKuum
ANNHbI BOMH, HM
KaHan ana dnyopodopa Bo36y:xaeHus JeTtekuun
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
ROX 565 585 605 650

- AN npMbopOoB NAHLIETHOro TUNa Han4YMe NoAorpeBaeMOl KpbILWKK € TemnepaTtypoi 6bonee 100 °C;
- TOYHOCTb NoAAep)KaHua TemnepaTtypbl < 0,4 °C;

- CKOpOCTb Harpesa He meHee 2 °C/cek;

- CKOPOCTb OxnaxaeHuns He meHee 1 °C/cek.

B xoZe NpoBeAeHUsA KAMHUYECKMX WUCMbITaHWIA BanuAauMio Npowau cieayowme nporpammupyemble
amMnAMOUKaTOPbl C CUCTEMOWN AeTeKuMu (GAYOPECcLEeHTHOrO CUTHaNa B PEXMME «PeasibHOro BPEMEHMUY:
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. X0N04MNbHUK, NOAAEPHKMBAIOLWNI TEMNEPATYPHbIN pexum oT 2 go 8 °C.

6.4.10. OToenbHbIA  XanaT, LlWano4yku, obyBb M OAHOPA30Bble MepyaTKM B COOTBETCTBMM C
MY 1.3.2569-09.

6.4.11. EMKOCTb Ana cbpoca HaKOHEYHUKOB.

7. UCCNNEAYEMbIA MATEPUAN

MaTepunanom ana nccnepoBaHmA CayKart:

— COCKOGHbIA MaTepuan WU OTAeNAeMoe CAM3UCTbIX O060M0YEK YPOreHWTaNbHOro TpaKTa
(oToensemoe cAn3MCTOM 060/104KM BAArannLa, Cockob anuTenna co CAM3MCTon 06010UKM YPETPLI);

— MOua;
— CeKperT npeAacTaTe/ibHOM Xenesbl.

B3ATne, npeaBapuTenbHylo 06paboTKy, TPaHCMNOPTUPOBAHWE U XpPaHeHWe  UCcCaedyemoro
6uosorMyeckoro matepmana cnegyert NpoBOAUTL B COOTBETCTBUM C HUMKENEPEUNCIEHHBIMU TPEOOBAHMAMMU,
Hecob/1toaeHMEe KOTOPbIX MOYKET MPUBECTU K NOJIyYEHUIO HEKOPPEKTHBIX PE3Y/IbTaTOB UCC/EL0BAHWA.
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7.1. Otpensemoe cAusncToi 060104KK BAaranmLua

B3ATMe maTepuana npoBecTM M3 3aAHeBOKOBOro CBOAA BAAraAMWa C MNOMOLLbID CTEPUNbHOMO
04HOPA30BOro 30HAA-TAMMOHA WAWM YHUBEPCANbHOrO 30HAA B MNPOBGMPKY C TPAHCMOPTHOMN cpenol B
COOTBETCTBUM C MHCTPYKUMEN NO NPUMMEHEHMI0 30HAa. HeobxoaMmo MaKcMmManbHO MoAHO cobpaTb
otaensaemoe. Pabouylo NoBepxHOCTb 30HAA MOMECTUTb B TPAHCMOPTHYIO cpedy, 06/0MaB NAacTUKOBYHO
ocHoBY. JoNyCcTMMO MMHMMAa/IbHOE NPUCYTCTBUE NPUMECEN B BUAE C/IN3M U KPOBMU.

BHUMAHMUE! Bo nsbekaHne KOHTaMMUHaLMN, HeNb3sA 06pe3aTb 30H4 HOXKHULaMK !

buonorvyecknin maTtepuan, NOMELLEHHbIA B TPAHCMOPTHYIO cpeay, XPaHWUTb M TPAHCNOPTUPOBATb
COrMNacHo cieayowmnm TpeboBaHNAM:

- NpwW KOMHaTHoM Temnepatype (8o 25 °C) — He bonee 28 cyToK;
- npu Temnepatype ot 2 1o 8 °C — B TeueHue 4 mecAuEes.
NMBO COrNAcHO MHCTPYKLMMU K MCNONb3YEMOM TPAaHCMOPTHOM cpese.

JonycKkaeTtca nnwb O4HOKpPaATHOE 3aMOpaXKMBaHMe—OTTanBaHWe maTepmana.

7.2. Cockob anutenus co cnnsncToit 060104KKM ypeTpbl

B3ATWe 3anuTennanbHoro cockoba M3 ypeTpbl NPOBOAMTbL C MOMOLLbIO CTEPUIBHOMO OAHOPA30BOr0
YHUBEPCANbHOrO 30HAA B MNPOBGMPKY C TPAHCMOPTHOM cCpeaoli B COOTBETCTBMM MHCTPYKUMEN MO
NPMMeHEeHUIo 30HAa. JonycTMMO MUHMMA/IbHOE NPUCYTCTBUE NPUMECEN B BUAE CNU3W U KPOBMU.

BuoNOrMYecKMii maTepuan, NOMELLEHHbIA B TPAHCMOPTHYIO cpeady, XPaHUTb W TPaHCNOPTMPOBaTb
COrNacHo cieayrowmm TpeboBaHNAM:

- NpW KOMHaTHOI TemnepaType (a0 25 °C) — He bonee 28 cyToK;
- npu Temnepatype oT 2 go 8 °C — B TeueHue 4 mecAues.
B0 COrNAacHO MHCTPYKLMU K UCNO/b3yeMOM TPAaHCMOPTHOM cpeae.

[lonyckaeTca Wb OAHOKPATHOE 3aMOpaskMBaHMe-OTTanBaHne maTepuana.

7.3. Moua

7.3.1. MNopapok cbopa

Y JKeHWMH gna aHannsa oTbMpaloT MepBylo MOPLMIO YTPEHHEW MOYM B KosamdyectBe 15 — 25 ma B
cneumanbHylo eMKocTb. C60p MoOuYM NPOBECTM MOC/E TLWATENLHOMO TyasneTa Hapy»KHbIX NOJIOBbIX OPraHoB.
*enatenbHO 3aKnagpiBaTb TaMMOH BO BAaraauwe nepes cbopom matepuana gaa npesynpeneHvs
KOHTaMMHALMN MOYM OTAENAEMbIM M3 BAaraaumwa. TakKe He cneayeT Npou3BoauTb cbop Moun BO Bpems
MEHCTpyauuu.

Y  MyXuuMH NpM  MOYEeMCnyCKaHuu  HeobxoaMmo  ocBobOAWMTb  HApPyY)KHOe  OTBepCTMEe
MOYENCNYCKATENIbHOTO KaHana, MOJIHOCTbIO OTTAHYB KOXHYIO CKAagKy. [na aHanvs3a oTbupatoT nepsyto
NopuMIO YTPEHHEN MoYM B KoandecTse 15 — 25 M B cneumnanbHyo eMKOCTb.

B Cnlydae ecnm c60p MO4YM  OCylleCTBNAETCA B €MKOCTb 6es peareHToBs AOnAa KOHCepBauun u
CTa6M}1M3aLI,MVI, AONYCKaeTCA XpaHeHune O6pa3LI,OB MO4YM OO0 npoBeaeHUA npe,a,o6pa60TKM:

- npu TemnepaType ot 2 7o 8 °C — B TeueHue 1 cyToK;
- npu TemnepaType oT MUHyC 24 a0 muHyc 16 °C — B TeyeHune 1 Hepenu;

- Npu TemnepaType He Bbile MUHYC 68 °C — AAnTeNbHO.
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Mpn ocyuwectsneHnn cbopa MOYM B EMKOCTb C TPaHCMOPTHOW CPeaoi MAM peareHTamu Ans
KOHcepBalUuM U ctabunumsaumm, xpaHeHne obpasLoB MOYM A0 NpoBeAeHMA nNpenobpaboTKn NPoBOAUTbL
COrNacHoO UHCTPYKLMU K UCMONb3yeMOoli eMKoCTK ans cbopa.

JonycKkaeTca nnwb O4HOKPaTHOE 3aMOpa*kKMBaHMe-oTTanBaHne matepumana.

7.3.2. MNpeasaputenbHaa obpaboTtka

®dnakoH c mouol B3bonTaTb. MepeHect 1 MA MOYMU, MCMONb3YA HAKOHEYHUK C OGUNBLTPOM, B
CTEPUNIbHYIO OAHOpPa30Byl0 Npobupky obbemom 1,5 mn. LeHTpudyrnposatb 5 muH npmu 10 000 g. Mpwm
HaNYMK BOJIbLLIOTO KONMYECTBA COEeN pecycneHANpPoBaTh TO/IbKO BEPXHWUI CNOM 0caaKa coneld B obbeme 1
MA GU3NONOIMYECKOro pacTBopa CTEPUIbHOIO UM TPAHCNOPTHOM cpeabl U 3aTEM CHOBA KOHLEHTPMPOBATb.
Mcnonb3ya BaKyyMHbIM OoTcacbiBaTe/lb C KONGON-0BYLIKOM, NOMHOCTbIO YAAUTb CyNepHaTaHT, UCMO/b3yA
ONA Kaxkaoro obpasua otTaenbHbI HaKOHEeYHUK 6e3 punbTpa, He 3axBaTbiBan ocaaoK. K ocagky AobaButb
200 MK $M3MOI0TMYECKOTO PacTBOpa CTEPUNBHOIO UAM TPAHCMOPTHYO cpeay B 06beme, yKazaHHOM B
WMHCTPYKLMM NO ee NpumeHeHuto. TuaTenbHO NepemeLlaTb COAEPKMMOe Ha BOPTEKCE.

Jonyckaetca XpaHeHue npeaBapuTenbHo o06paboTaHHbIX 00pasyoB MoYM A0 NPOBeAeHUA
nccnenoBaHus:

- npu Temnepatype oT 2 go 8 °C — B TeueHune 1 cyToK;
- npu TemnepaType oT MUHyc 24 ao muHyc 16 °C — B TeyeHue 1 Hegenu;
- Npu TemnepaType He Bbilwe MUHYC 68 °C — AnnTenbHo.

[lonyckaeTcs Wb OAHOKPATHOE 3aMOpaXKMBaHWe-0TTanBaHMe maTepuana.

7.4. CeKperT npeacraTte/ibHOM }Kenesbl

Mepes nonydyeHuem cekpeTa npeacTaTesibHOM Kenesbl FON0BKY M0AOBOro YjeHa obpaboTtatb
CTePUbHBIM BaTHbIM TammnoHom. CekpeT npocTaTbl 3abpaTb Nocne NpeasapuTEIbHOrO MAccaka NpocTaThl
yepes npAMYK KULWKy. Bpay npoBOAUT MacCaX C HaZaBAMBAHUEM HECKONbKMMU 3SHEPTrUYHbIMU
OBVXKEHUAMM OT OCHOBAHMA K BepxyLULKe. [ocse oKoOHYaHMA Maccaka NpeacTaTe/IbHOM Kenesbl ee CEKPET B
Konmyectee 0,5 — 1,0 mn cobpaTb B OAHOPA30BYI MIACTUKOBYIO MNPobUpKY obbemom 2,0 mn unm
KOHTEeNHep.

MpYM HEBO3MOMKHOCTU MOJIYYMTb CEKPET cpasy Mocae Maccarka npocTaTbl, cobpaTb NepsBylo NOpUMIO
MouM (B KOTOPOW COAEPHKUTCA CEKPET NpeacTaTenbHOW Kenesbl) B Koandectse 15 - 25 ma (cm. nopagok
cbopa moun).

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

npu KOMHaTHoM Temnepatype (8o 25 °C) — B TeueHMe 6 4acosB;

npu Temnepatype ot 2 8o 8 °C — B TeyeHune 1 cyToK;

npu TemnepaTtype oT MUHyC 24 a0 mnHyc 16 °C — B TeyeHue 1 Hepenw;
- Npu TemnepaType He Bbilwe MUHYC 68 °C — annTenbHo.

,ﬂ,OI'IyCKBETC’r'I Wb OOHOKPATHOE 3aMOpPa*KnBaHMe-oTranBaHMe maTtepuana.
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8. MPOBEAEHUE UCCNEAOBAHUA

UccnepgoBaHMe [OMKHO MNPOBOAUTBCA MPU HOPMAJIbHbIX MOKAa3aTensX MUKPOKAMMATA KJAWMHUKO-
AMarHoctnyeckoin nabopatopumn®:

- TemnepaTypa okpyKatowiero sosayxa ot 20 go 28 °C;

- OTHOCUTenbHasA BAaxHocTb 40 — 75 %.

8.1. 3Kctpakuua AHK u3 uccnegyemoro marepmana

Ona akctpakumm JHK ucnonb3osaTb Habopbl peareHToB, pPeKomeHAOBaHHble [MpousBoguTenem B
pasgene «lononHuTenbHoe obopyaoBaHMe N maTepuanbl». Mopagok paboTtbl ¢ Habopamu oA aKCTPaKLUM
OHK cmoTpute B MHCTPYKLMM NO NX NPUMEHEHMUIO.

BHUMAHMUE! Tpu npoBeseHUM WUcCCAefOBAHUA HEAOMYCTUMO WCMO/Ab30BAHWE 3KCMpPecc-MeToL0B
aKcTpakuum HK.

BHUMAHMUE! Kaxkpgas rpynna 3sKcTparMpyembix 06pasyoB AO0/KHA COMNPOBOXKAATbCA MNOCTAHOBKOWM
oTpuuatenbHoro KoHTponaa (OKO) B ogHOM noBTOpE.

B npouecce 3kcTpakuum [AHK wucnonb3osBaTb creaylouwme obbembl peareHToB M Uccaedyembix
06pasuos:

- obbem peareHta BKO-FL — 10mkn B npobupky ¢ OKO, a Takke B Kaaylo npobupky c
nccnegyembimm obpasuamu;

- 0b6bem uccneayemoro obpasua — 100 mKna B NpobupKu ans uccneayembix 0b6pasLos;

- 06bem peareHta OKO — 100 mkn B npobupky ana OKO;

- obbem peareHTa, ucnosbsyemoro ana sawoumm AHK, — 100 mKn (cornacHo MHCTPYKUMWU NO
NPUMEHEHMIO K UCMOJIb3yeMOMY Habopy ana akcTpakumm HK).

8.2. NMopgroToBKa peareHToB Aad amnanduUKauumn

8.2.1. Npu ucnonb3osaHmu Gpopmbl BbinycKa 1

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

BHUMAHUE! B cnyyae npurotoBneHUA PEaKUMOHHOW CMecu C MOMOLLbID aBTOMATUYECKOW CTaHLMM
cnepyvTte yKazaHUAM MHCTPYKLMK NO ee UCNOJ/Ib30BaHMIO.

8.2.1.1. Paccumtath o06bembl MUP-cmecu M. hominis wn TMUP-6ydepa-H, Tpebyowmeca ans
NPUroTOBNAEHMUS PEAKLUMOHHON cmecKn (cm. Tabauuy 5). Cmecb roTOBUTbL Ha 0ObLLee YMCI0 UCCeayemMbIX U
KOHTPO/IbHbIX 06pa3L0B M/KOC 3anac He MeHee Yem Ha O4HY peaKumio.

Tabnuua 5
PacueT 06beMOB KOMMNOHEHTOB ANA O4HON peakLUOHHON cmecu
PeareHT 06bem, MKn 0O603HaueHun
NUP-cmecb M. hominis 10,0*(N+1) N - koanuectBo amnanduumpyembix 06pasLOB,
nup-6ydep-H 5,0%(N+1) BKJ/II04aA KOHTPOAM

8.2.1.2. MNepeg, CMeLlnBaHneEM peareHTOB nepemewartb cogepumoe npobunpok c
NLUP-cmecbio M. hominis n NMUP-6ydepom-H, ocagmTtb Kanam Ha BopTeKce.

> VYKasaHbl AONYCTUMbIE HOPMbI TemrepaTypbl M OTHOCUTENbHOM BAAXKHOCTM BO3fyxa B pabouel 30He

NPOW3BOACTBEHHbIX MOMELLEHUI B COOTBETCTBUM C TpeboBaHuammM [OCT 12.1.005-88 «Cuctema CTaHOApTOB
6e3onacHocTv Tpyaa. ObLine caHUTapHO-TMrMeHnYecKkme TpeboBaHMA K BO3ayXy paboyei 30HbI».
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8.2.1.3. MpuroToB1UTb pPeEaKUMOHHYO cMecb, [06aBMB KOMMOHEHTbl B 06bemax, pPacCUMTaHHbIX B
n. 8.2.1.1. NepemeLwaTb CMeCb 1 0CAAUTb Kan/n Ha BOPTEKCe.

8.2.1.4. OTobpaTb Heobxoaumoe KOAMYECTBO MNPOOUPOK MAM CTpPUNOB ansa amnandukaumm OHK
nccnefyemblX W KOHTPOJIbHbIX 06pasuoB. Bblbop npobupok pas amnavduKauum 3aBUCUT  OT
NCNoIb3yeMoro amnanduKaTopa ¢ CUCTEMOM AETEKUMM B PEXKMME «PeasibHOro BpEMEHN Y.

8.2.1.5. BHecTu B npobMpKM no 15 MKA NpUrotoBJEHHON peaKkLMOHHOU CMeCH.

BHMMAHMUE! Heuncnosib3oBaHHbIE OCTAaTKM PEAKLMOHHOMN CMECU XPaHEHUIO HE NOoAJIerKaT.

8.2.2. Mpu ucnonb3osaHnn ¢opmbl BbiNycKa 2

8.2.2.1. OTobpatb Heobxoanmoe Konnuyectso ctpunos c NUP-cmecblo M. hominis gns amnanduKaumm
OHK uccneayembix M KOHTPO/IbHbIX 06Pa3LLOB.

8.2.2.2. YbepmuTbca, 4To napaduH NOAHOCTbIO MOKPbIBAET PACcTBOP HAa AHe Npobupok. B npoTvBHOM
CNyyae, He UCNOoJ/1b30BaTb AaHHble NPOBUPKK.

8.2.2.3. Ha noBepxHocTb napaduHa BHecTn no 10 mkn MUP-6ydepa-K, npu atom OH He A0NKeEH
NpoBa/MBaTbCA NOA NPOCAOMKY NnapaduHa n cmewwmsaTtbes ¢ MNLUP-cmecsto.

8.3. BHeceHue npob6 AHK, npoBeaeHne amnanpuKkaumum u getekuum

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.

BHUMAHMUE! Mpu py4HOM aHaNM3e NPOrpammMMpoBaHME M 3anycK amnanduKaTopa NPOBOAUTb COFNACHO
MHCTPYKUMM NO ero npuMeHeHuto. PekomeHayemble napameTpbl AAA  NPOrpammMupoBaHuUA
aMnIMOUKATOPOB YKasaHbl BO BKAaApllle, npuaaraemom K Habopy. Mpu MCNonb30BaHUM NPOrpaMmmHOro
obecneuyeHna FRT Manager nporpaMmmpoBaHue amnanduKkaTopa ycTaHaBANMBAETCA aBTOMATUYECKM.

8.3.1. BHecTM B noArotoBneHHble NPOBMPKU C peakuMOHHON cmecbto no 10 mkn npo6 AHK,
NOJIy4EeHHbIX B pe3yibTaTe SKCTPAKLMMK.

8.3.2. BHecT B NoAroToB/eHHble NPOBUPKN C PeaKLMOHHON CMECHIO KOHTPO/IbHbIE 06pa3Lbl:

a) NoNoXuUTeNbHbIA KoHTposb MUP — B ogHy npobupky ans obpasua MK BHectu 10 mKAa peareHTa
NMKO komnnekKc.

6) oTpuuaTenbHbli KOHTposb MUP — B ogHY npobupky ans obpasua K- BHectn 10 mKn peareHTa K-.

B) OTpuLLaTeIbHbIA KOHTPONb SKCTPAKLUUKN — B 04HY NpobupKy ana obpasua OKO sHecT 10 mKa npobbl,
3KcTparnpoBaHHoi u3 OKO.

8.3.3. 3anporpammmpoBaTb amnAMGUKATOP C CUCTEMON AETEKUUU B PEKMME «PeasibHOro BpemeHu»
ONA  BbINONHEHUSA eAWHOW NpOorpaMmmbl  amnanduKaLuMnm W getekumn GyopecLeHTHOro CurHana
(cm. Tabnunuy 6).

Tabnuua 6
EguHana nporpamma amnandpuKaumm u getekummn GpayopecueHTHOro CUrHana
o [eTeKuua no KaHanam anA Konuuecrso
Linkn Temnepartypa, °C Bpemsa dnyopodopos UMKNOB

50 15 muH - 1
2 95 15 muH - 1

95 10c -
3 45

60 20c FAM, ROX
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MpumeyaHue - C UCNONb30BAHNEM €ANHON MPOrpamMmmMbl MOXKHO O4HOBPEMEHHO MPOBOAUTb B O4HOM
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 BPEMEHMU.

8.3.4. MNepen, NOCTAaHOBKOW B aMnAMPUKATOP NAAHLWETHOrO TUMNa 0CaAMTb Kamnanm co CTEHOK NpPobupok
Ha BOpTEKCe.

8.3.5. YCTaHOBUTb NPOBUPKM MAM CTPUMDI B AYENKM PeaKLMOHHOIo moayna npubopa.
8.3.6. 3anycTuTb BbINOJIHEHWE NPOrPaMMbl aMNANPUKaLMK C aeTekumeln GayopecueHTHOro CUrHana.

8.3.7. MNpubop npoBOAUT perncTpaumnto ¢GayopecUeHTHOrO CUrHaNa aBTOMATMYECKU B peXuUme
«peanbHOro BpemeHm».

8.4. AHanus un BbluMCNEHUE PE3YNIbTATOB
AHanus 1 06paboTKy pe3ybTaToB MOMKHO NPOBOAMUTD:

- B aBTOMaTMYeCKOM peXxmMme C MCMo/ib3oBaHWeM nporpammHoro obecnedeHus FRT Manager
(000 «UNHTeplabCepsuc», Poccua, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY NoJib30BaTens, Bbibpas
MEeTOAMKY, YKa3aHHYI0 BO BKAaZblwe, Npunaraemom K Habopy. PykoBoACTBO NONb30BaTeNA pPasMelLeHo Ha
oduumanbHom cainte OO0 «UHTep/labCepBucy» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM peEXMME C MNOMOLLbIO MpPOrpammHoro obecneyeHuss nNpubopa, MCNONb3YEMOro AAs
nposeaeHus [UP c peTtekumein B pexXMMe «pPeasibHOro BPEMEHM», COMMAaCHO WHCTPYKUMM MO €ero
NPUMEHEHUIO N UHCTPYKLUKN K Habopy.

BHUMAHMUE! MMpu pyyHom aHanuse o06paboTKy AaHHbIX (PAYOPECUEHTHbIX KPUBLIX), MOAYYEHHbIX B
nporpammHom obecrnedyeHnn npubopa, ucnonblyemoro ansa nposeaeHua MNLUP c getekumen B pexume
«peanbHOro BPEeMEHW», MPOBOAUTb COIMMACHO WMHCTPYKUMM NO €ro npUMeEHeHUto. PeKomeHayemble
napameTpbl 419 06paboTKM AaHHbIX YKa3aHbl BO BKAaAblle, MpuiaraemMom K Habopy.

O6paboTKa 1 pacyeT pe3ynbTaToB NPOUCXOAUT HAa OCHOBAHUW HaMUUA (MK OTCYTCTBUA) NepeceyeHuns
KpuBol dnyopecueHuum S-obpasHoi (cMrmoobpasHoit) Gopmbl C YCTAHOBAEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBoi IMHWUEMN, YTO ONpeaensieT Haauume (MAKU oTCyTCTBUE) ANA AaHHOoM Npobbl AHK 3HayeHun
noporosoro uukna (Ct) B cooTtBetcTBylowWwel rpade Tabnvubl pesynbratoB. MapameTpbl 06paboOTKM
dNyopecLEeHTHbIX KPUBbIX 3aBUCAT OT UCMO/Ib3yeMON Modenu amnandukatopa (cm. BKAaabllw K Habopy u
MHCTPYKLMIO MO NPUMEHEHUNIO aMniduMKaTopa).

KpvBble HakonneHua ¢NyoOpecUeHTHOTO CUTHaAa aHaAU3MPYTCA MO ABYM KaHanam JeTekuuu
(cm. Tabnunuy 7).

Tabnuua 7
Jdetekuuna ¢payopecueHTHOro cMurHana
KaHan gna pnyopodopa FAM ROX
MpoayKT amnandukaumm OHK M. hominis OHK BKO
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8.5. WUHTepnpeTtauma pesynbTatos
MHTepnpeTaunto pe3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

— BPYYHYIO B COOTBETCTBUM C Tabauuein 8 n BKAagplem, npunaraembiMm K Habopy. Pesynbrart
NCCNeaoBaHMA CYMTAKOT AOCTOBEPHbIM, €CAM pe3ysbTaTbl, MOJIyYEHHble A1 KOHTPOJbHbIX 06pa3Los,
COOTBETCTBYIOT KPUTEPUAM BaZIMAHOCTU, YKa3aHHbIM B Tabnuue 9;

— B aBTOMAaTMYECKOM pPEXMME C WCMNoJib30BaHMEM MporpammHoro obecneveHus 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 MHTEPNpeTaumm pesynbTaToB 4/1A Uccaedyemblx
06pa3LoB N KPUTEPUM BaMLHOCTM PE3yabTAaTOB, NOMYYEHHbIX A8 KOHTPOEN, NpeacTaB/ieHbl B Tabanuax
8 1 9 cooTBeTCTBEHHO.

Tabnuua 8
MHTepnpeTauua pe3ynbTaToB ANA Uccneayembix ob6pasu,os
Pesynbrar WUHTepnpeTtauua
3HayeHne Ct no KaHanam pana onayopooopos FAM un ROX He HeBanuaHbliif!
onpeaeneHo nau onpeaeneHo Bbille rpaHUYHOro®. C6oli BKO! TpebyeTca NoBTOPUTb aHaNuU3
3HauyeHue Ct no KaHany ana ¢nyopodopa FAM onpegeneHo He Bbile
rpaHuyHoro. Mpu sTom Kpueaa dayopecueHUMn AaHHOW Npobbl no LIHK M. hominis
JAHHOMY KaHany nepeceKkaeT MOPOroBYH JIMHWUIO Ha  y4vacTke
obHapyKeHa
XapaKTePHOro  3KCMOHEeHUManbHoro  noavema  dayopecueHUMK.
3HauyeHue Ct no KaHany ana ¢nyopodopa ROX He yumTbiBaeTCA.
e e T et v
PeA P ! VA yopogop He o6HapyKeHa
onpeaeneHo He Bbille FPaHUYHOrO.
Tabnmua 9

KpMTepMM Ba/IMAHOCTU ANA KOHTPOJIbHbIX 06pa3LI,OB
Pe3synbTatbl amnandukaumm no KaHany gna ¢payopodopa

FAM ROX

KoHTponb

OKO OnpepeneHo 3HavyeHue Ct
o 3Ha4veHue Ct oTcyTcTBYeET 5
(oTpULLaTENbHBIN KOHTPOAb IKCTPAKLMK) He BbILe FPaHNYHOro

K-

. 3HayeHue Ct oTcyTcTBYET
(oTpuuaTenbHbIN KOHTpOAb MLP) ¥ ¥

MKO kKomnnekc OnpepeneHo 3HavyeHue Ct He Bblwe rpaHUYHOro

8.6. B0O3MOXHble OWNOKK U peKoMeHAaLUmn Mo UX PELLEHUIO

8.6.1. lna oTpuuATeNbHOrO KOHTponsA 3KcTpakumum (OKO) no KaHany ana  d¢ayopodopa FAM
onpeaeneHo 3HavyeHue noporosoro uUuMKna (Ct). BepoAaTHa KOHTaMMHaumsa nabopaTopuu MNpPoAyKTamMu
amnanduKaLmMm AU KOHTaMMHALMA pPeareHToB WAM uccnepyemblx 06pa3LoB Ha Kakom-anbo sTtane
uccnenoBaHua. Heobxoaumo npeanpuHATbL  Mepbl MO BbIABMEHUIO WM AWKBUMAAUMU  UCTOYHWMKA
KOHTaMMHauun wu nosToputb [UP-uccneposaHne pans Bcex 00pasyoB, B KOTOPbIX OOHapy»KeHa
OHK M. hominis, HauMHas ¢ 3Tana akcTpakumm OHK.

6 I'paHMuHble 3HaueHns Ct yKasaHbl BO BKAaAbllle, Npuaaraemom K Habopy.
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8.6.2. lna otpuuatensHoro KoHtponsa MUP (K-) no kaHanam ana ¢ayopodopa FAM u/uam ROX
onpeaeneHo 3HayeHue noporosoro uUuMkna (Ct). BepoATHa KOHTaMMHaumsa fabopaTopuu MNpoayKTamu
amMNANGUKALMM  UNM  KOHTAaMUHAUMA peareHToB, uUcCaedyemblx 00pasyoB Ha KakoM-anbo 3Ttane
MUP-nccnepoBannsa. Heobxoammo npegnpuHATL Mepbl MO BbIABAEHUIO U JIMKBUAAUMM MCTOYHMKA
KOHTaMWHaLMKN 1 NOBTOPUTb UCCAeaoBaHNe Aa Bcex 06pa3LoBs, B KOTOpbiXx 0bHapyxeHa OHK M. hominis,
Ha4YMHaA ¢ aTana amnanduKkaunm AHK.

8.6.3. ina nonoxutenbHoro KoHTponsa MUP (MKO KomnneKkc) 3HayeHue noporosoro umkna (Ct) nmo
KaHanam gna ¢nayopodopos FAM u/unm ROX otcytcTByeT wauM onpeaeneHo 60/blie rpaHUYHOro.
BeposiTHa owwnbka Ha aTtane amnavduKauum, Heobxoaumo npoBecT nosTopHOo 3Tan MUP gna Bcex
oTpuLUaTebHbIX 06pa3LoB.

8.6.4. na uccnegyemoro obpasua onpeneneHo 3HayeHue noporoBoro LUMK/Q, NPy 3TOM Ha rpaduke
dnyopecLeHLMN OTCYTCTBYET YY4ACTOK XapaKTepPHOro 3KCNoHeHuManbHoro nogbema (rpaduk npeacrasnser
coboi NpUBAM3IUTENBHO MNPAMYIO IMHUIO). HeobxogMmo MpoBepUTb MPaBUMALHOCTb BbIGPAHHOMO YPOBHA
NMOPOroBOM SIMHUU MUAM NAPaMETPOB pacyeTa 6a30BON AMHMK. Ecan pesynbTaT NoayyeH npu NpaBUIbHOM
YPOBHE NOPOroBoi nnMHMK (6a3oBon AMHUK), TpebyeTca NOBTOPHO NPOBECTM amMNANOUKALUIO U AETEKLUUIO
Ansa atoro obpasua.

8.6.5. B cnydae nonydyeHMs HeBanuAHbIX pesynbTaTos TpebyeTcsa MOBTOpHOe MccnedoBaHMe o6pasua,
HauMHaa C 3Tana 3KCTPaKUMWM HYKNEMHOBLIX KUCNOT. B c/iyyae BOCMPOM3BOAMMOro pesy/bTaTta
pekomeHAayeTcsA NOBTOPHO MPOBECTU B3ATME M UCCaed0BaHMe 06pasLa.

8.7. [wmarHocTuyecKoe 3Ha4YeHue nosy4eHHOro pesynbrtaTa

MUP-nccneposaHne ABNAETCA OAHUMM M3 METOZOB BCECTOPOHHEro o6cnefoBaHMA MNalUMeHTa, Ha
OCHOBaHWWM KOTOPbIX JieYalii Bpay yCTaHaBAMBAET AMArHo3 U BbIBMpaeT MeponpUATUA MO NEYEHUIo
nauneHTa. PesynbTaTbl, MOJyYeHHble MNPW MCNONb30BaHMM Habopa, cnedyer paccmaTpuBatb W
MHTEPNPETUPOBATb B COMETAHMUM C AaHHbIMU APYIUX KNMHUYECKMX U NabopaTopHbIX UCCAeA0BaHMUIA.

9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Mpepen obHapyxeHus’

Mpegsen obHapykeHus Habopa «Amnaulpaiim® M. hominis» 6bln onpeseneH C UCNOJIb30BaHUEM
npobuTt-aHanunsa c 95 %-olt 4oBepUTEIbHOM BEPOATHOCTLIO (cMm. Tabauuy 10).

3HaYeHMA XapaKTEePUCTMKM, YKasaHHble B Tabauue 10, pocturatoTcs npu cobalogeHun npasun,
yKa3aHHbIX B pasgene «Mccinegyemblii matepuany.

Tabnunuya 10
Mpepen o6HapyxeHUsa Habopa

oy =
T e e Mpepen o6HapyKeHusa 95 %-bi AOBEPUTENbHbDIN

no Probit 95 %, '9/mn vHTepsan, N/mn
COCKOGHbI  MaTepuan WAM  OTAENAEMOE  CAUBUCTbIX
o6onoquV yporeHuTasbHOro  TpakTa  (oTaensemoe 1x10° 9.11x10? — 1,09x10°
CAN3NCTON 0BONOYKM BRaranuiia M cockob anuTenma co
CAN3NCTOM 060N10UKM YPETPbI)
Mmoua 1x103 9,25x10% - 1,20x103
CeKpeT npeacTaTeNbHOM Xenesbl 1x103 9,23x10% - 1,25x103

7 Mpenen obHapyxeHUs — 95 %-0e MNONOXKUTENbHOE MOPOroBoe 3HauYeHWe KOHUEHTpauuu (KoHueHTpaumsa AHK
BbIABNIAEMOro BO36yauTens, npu KoTopoi 95 % TecToB AatoT NONOKUTE/bHbIN pe3ynbTar).
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9.2. AHanutMyecKan cneyndpuUUHOCTb

Habop «Amnaulpaiim® M. hominis» obHapy»nsaet Tonbko dparmeHT AHK Mycoplasma hominis.

AHanuTuyeckas crneunduyHocTb Habopa oueHMBanacb TecTupoBaHuem J[HK MuKpoopraHusmos,

BMUpycoB (cm. Tabamuy 11) n reHomHol AHK yenoseka. AHK MUKpoopraHM3moB 1 BUPYCOB B KOHLLEHTPALUN

He meHee 1x10° konuii/mn n reHomHyto JHK yenoseka B KOHUEHTpaumn 1 mkr/mn BHocunm B o6pasupbl
b6uonormyeckoro matepuana, He cogepawme AHK Mycoplasma hominis.

Tabnnua 11

MMKpOOpraHVBMbI U BUPYCbl, UCNnoJibdyembie ANnAa OUEeHKU aHaZIMTUYECKOM CHELI,MCIDM‘-IHOCTM

Gardnerella vaginalis
Lactobacillus spp.
Escherichia coli
Staphylococcus aureus
Streptococcus pyogenes
Streptococcus agalactiae
Mycoplasma genitalium
Chlamydia trachomatis
Candida albicans
Candida glabrata

Candida krusei

MMUKpPOOpraHusmbl U BUPYCbl

Ureaplasma urealyticum
Ureaplasma parvum
Neisseria subflava
Neisseria sicca
Neisseria gonorrhoeae
Neisseria mucosa
Trichomonas vaginalis
HSV |
HSV Il
CMmV
HPV

Mpu TectupoBaHun obpasuos AHK BbllenepeyncieHHbIX MUKPOOPraHM3MOB, BMPYCOB W FEHOMHOW
[HK yenoseka c ucnonb3oBaHWeM Habopa NepeKpPeCcTHbIX Peakuuii BbiIABNEHO He Bblno.

9.3. Bocnpon3BoaMMOCTb U NOBTOPAEMOCTb U3MepPeHUsa

Bocnpoun3BogMMOCTb U MOBTOPAEMOCTb Pe3ynbTaToB C MCMO/Ib30BaHMEM Habopa OLeHMBaAAM MyTem
TECTUPOBAHMA MOZEe/bHbIX 06pasLoB. MoaenbHble 06pa3Lbl O6blIM NPUTOTOB/IEHbI MYTEM KOHTaMMUHaAUMK
obpasuoB 6GuomaTepmana, NPesyCMOTPEHHOro HasHayeHMem Habopa, CTaHAAPTHbIMKM 0b6pasLamu
npegnpuatua, cogepawmmm OHK M. hominis. Bblan npotecTMpoBaHbl 06pasupbl B ABYX KOHLEHTpaumMaAx
OHK BblfBASEMbIX MMKPOOPraHWM3MOB (CM. Tabaunubl 12 n 13), ogHa M3 KOTOPbIX COOTBETCTBOBaNA Npeaeny
obHapyxeHua Habopa (1x103T3/mn), a BTOpas [ABYKpaTHO nMpeBbillana npeaen OBHapy>KeHUs
(2x103 I3/mn). Kaxabiii obpasel, npoxoamn Bce 3Tanbl uccneaosaHua (akctpakumio AHK, amnandukaumio
OHK u geTtekumio pesynbLTaTos).
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Tabnnua 12

nOBTopﬂeMOCTb namepeHuAa

CpepHee 3HaueHue = CraHpaptHoe = KoaddpuuueH
NnoporoBoro UMKAQ, = OTK/JOHeHue T Bapuauum
Ctep (SD) (CV), %

KoHueHTpauus,

O6pasey r3/mn

dopma Bbinycka 1
CockobHbIN maTepuan uau otgensemoe

C/M3NCTbIX 060/104EK YPOreHUTaNbHOO 1,0x10° 37,72 0,73 1,94

TpaKTa (oTAensemoe CAM3nCTomn
060104KN Bnaranuvua n COCKOb anuTenua 2 0x103 3641 030 083

CO C/M3MCTOMN 060/104KM YpeTpbi) ’ ’ ’ ’

1,0x103 37,56 0,77 2,05

CeKpeT npeAacTaTeNbHOM Kenesbl
2,0x103 36,49 0,32 0,89
1,0x103 37,61 0,74 1,96

Moua

2,0x103 36,28 0,28 0,78

dopma Bbinycka 2
CoCKObHbIN MaTepuan unu otaensemoe

CN3UCTbIX 060/104EK YPOreHUTaNbHOro 1,0x10° 37,70 0,66 1,74
TpakTa (oTaensemoe CAM3UCTOMN
o060s104KM Bnaraauvuia n COCKOb anuTenus 2 0)(103 36,43 031 0,84
CO CAN3UCTON 0BOIOYKM YPETPbI) ’ ’ ’ ’
1,0x10° 37,69 0,66 1,75
CeKpeT npeacTaTensHOM Kenesbl
2,0x103 36,34 0,32 0,88
1,0x10° 37,90 0,61 1,62
Moua
2,0x103 36,45 0,23 0,62
Tabanua 13
Bocnpoun3ssogumoctb usmepeHus
KoHueHTpauus, CpepHee 3HaueHue = CraHaaptHoe = KoadpdpuuumeH
O6pasew r3/mn NnoporoBoro LUMKAQ, = OTK/JOHeHue T Bapuauum
Ctcp (SD) (CV), %

dopma Bbinycka 1
CocKobHbIN maTepuan uaun otgensemoe

C/IN3UCTbIX 060N10YEK YPOTreHUTANIbHOFO 1,0x10° 38,35 1,21 3,15
TpaKTa (oTAensemoe cAM3ncTomn
060/104KN BNaranvua un COCKOb anuTenna 2,0)(103 36,41 0’30 0,82
CO C/IM3UCTOM 060104KM ypeTpbl)
1,0x103 37,93 1,11 2,93
CekpeT npeacTaTenbHOM Kenesbl
2,0x103 36,52 0,28 0,77
1,0x103 37,96 1,08 2,86
Moua
2,0x103 36,20 0,28 0,77

dopma Bbinycka 2
COCKOOHbI MaTepuan unm otaensemoe

CAM3NCTBIX 060/I04EK YPOreHUTaNbHOMO 1,0x10° 33,11 1,16 3,03

TpaKTa (oTAensemoe CAM3nCTon
060/104KM BAarasmLLa u cockob anutenus 2 0x10° 36.40 027 0.74

CO CAM3UCTON 0BOOYKM YPETPbI) ’ ’ ’ ’

1,0x103 38,61 1,28 3,31

CeKpeT npeAcTaTeNbHOM Kenesbl
2,0x103 36,37 0,30 0,82
1,0x103 38,34 1,21 3,16

Moua

2,0x103 36,40 0,24 0,65
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9.4. [wmarHocTuyecKas CI'IeLIMCbVI‘-IHOCTb n AnarHoctnyecKana 4yBCTBUTE/IbHOCTb

Ons onpegeneHma ANMArHOCTUYECKOW cneunduyHoCcTM M ANMArHOCTUYECKOW YyBCTBUTENbHOCTM Habopa
«Amnaulpaiim® M. hominis»  6blAM  UCNOAb30BaHbl  06pasupl  Kaxaoro Buaa 6HuomaTepuana,
npeaycMoTPeHHOro HasHayeHMem Habopa peareHToB, B KOMYECTBE, YKazaHHOM B Tabauue 14.

B KadyectBe Habopa CpaBHeHWsi, C MOMOLLbIO KOTOPOro YCTaHaBAMBaAM Ha/iuumne/oTcyTcTBME
OHK M. hominis, wvcnonb3oBanca Habop peareHToB «AmnanCeHc® C.trachomatis/ Ureaplasma/
M.genitalium/ M.hominis-MYNbTUMPANM-FL» (PY Ne ®CP 2009/06061).

Tabnuua 14

Pe3ynbTaTbl TECTUPOBaHMA 06pa3L,0B 6MoNorMyeckoro matepmana c nomoLlbio Habopa
«Amnanfpaiim® M. hominis»

Uccnepgyembie 06pasubl Pe3ynbTaTbl TECTUPOBAHUA
Habop cpaBHeHUA
Tectupyembi «AmnanCeHc®
Ha6op C.trachomatis/
UL LRI O6pasub! «Amnaulpanm® Ureaplasma/

M. hominis» M.genitalium/ M.hominis-
MY/IbTUNPANM-FL»
CocKobHbIN maTepuan unm
oTAeNssemoe CN3NCTbIX 060/104eK MonoXunTenbHbIX 135 135
YPOreHUTanbHOro TpaKTa 535
(oToensemoe cnnsmncToit 060104KM
B/1ara/inLLa n cockob anuTenns co OTpuuaTenbHbIX 400 400
CN3UCTOM 060N0UYKM YPETPbI)

MonoxunTenbHbIX 150 150

Moua 550
OTpuuLaTeNnbHbIX 400 400
MonoxunTenbHbIX 50 50

CekpeT npeacTaTenbHOM Kenesbl 100
OTpuuaTenbHbIX 50 50

3HayeHUss AMArHoCTMYECKOM cneumdpuyHOCTM U AMArHOCTUYECKOM YyBCTBUTENbHOCTM Habopa
«Amnnulpaiim® M. hominis» ¢ poBepuTenbHOM BepoAaTHOCTbO 95 %, paccyMTaHHble, Wcxoga U3
NoJly4eHHbIX AaHHbIX, NpMBeAeHbl B Tabaumue 15.

Tabnuua 15

[AmnarHoctMyeckme xapakTepuctukm Habopa peareHtoB «Amnaulpanm® M. hominis»

AunarHocTtuyeckasa AunarHocTtuyeckasa Konunuectso
Tun o6pasuos
YYBCTBUTE/IbHOCTb cneunduryHOCTD obpasuoB
CocKOBHbIN maTepunan nnm
oTaenAemoe CAN3NCTbIX 0bonoyek
YPOreHUTanbHOro TpakTa o o _ o o o/ _ o
(0TAenAEMOe CAMBNCTOM 0BON0YKM 100 % (97,30 % — 100 %) 100 % (99,08 % — 100 %) 535
B/1ara/iMwa 1 cockob anutenms co
CAN3NCTOMN 06010UKM YPETPbI)
Moua 100 % (97,57 % — 100 %) 100 % (99,08 % — 100 %) 550
CeKpeT npeacTaTesibHOM Kenesbl 100 % (92,89 % — 100 %) 100 % (92,89 % — 100 %) 100

Bepcua 02.08.23-2 22



9.5. OueHKa BAUAHUA UHTepPepupyIOLLUX BellecTs

BavaHne uHTepdepupyowmMx BeELLeCcTB, MOTEHUMAZIbHO COAEPMKALUMXCS WAW  MPUCYTCTBYIOWMX B
nccnegyemom bruomaTepuane, Ha 3 PeKTUBHOCTb nupP npwm MCNONb30BaHUN Habopa
«AmnauNpaitm® M. hominis» oTcyTcTByeT. He BbISIBNEHO WHIMOMpOBaHME peakuuu amnandukauun npu
no6aBneHun K obpasuam bMomatepmana Ha sTane 3KCTPaAKUUU MHTEPdEPUPYIOLMX BELLECTB, NPeacTaBAeHHbIX
B TabsiMue 16, B MaKCMMaibHO BO3MOKHOM KOHLIEHTPaLMM.

OTcyTcTBUE BAMAHMA NHTEPdEPUPYIOLMX BELecTB 418 06pa3uoB COCKOOHOro matepuana U OTAENAEMOro
C/IM3NCTON O0DOONIOYKM YPOTreHUTaZIbHOTO TpPaKTa (oTaensdemMoe CAM3MCTOM OBO0/IoYKM Brarasvia M COCKOb
3NUTENNA CO CIN3UCTON 060NIOYKMN ypeTpbl) (NyBpUKaHTbl (MHTUMHbIV renb-cmaska Contex Silk, MHTUMHbBIN
renb-cmaska Durex), cemeHHas XWAKOCTb, WTPAKOHA30/, METPOHMAA30/, TOPMOHbI AUAPOTrecTEPOH WU
nporectepoH) 6blI0 MOKa3aHO B  WCMbITAHMSAX C  WUCMNOJIb30BaHMeM Habopa A4NAa  SKCTpaKumu
«Marnolpaitm® ®ACT» (PY Ne P3H 2019/8043).

Tabnuua 16
UHTepdepupylome BeLww,eCcTBa, MCNOb30BaHHbIE NPU TECTUPOBaHUM Habopa
«Amnaulpaitm® M. hominis»

Bup 6uomartepuana UHTepdepeHT KoHueHTpauua nHrepdepeHTa B obpasue
CockobHbI maTepuan uau FeMorno6uH 200 mr/mn
OTAeNAEMOE C/IM3UCTbIX
060/104€K YPOreHUTaNbHOTO MouesuHa 0,33 MM/mn
TpakKTa (oI,u,enﬂemoe MyLumH 2,3 mr/mn
CU3UCTOM 060/10UKM
B/1ara/nLLa u cockob anutenns MupamuctuH 0,001 %
CO CAN3UCTON 060104KM .
ypeTpb) XnoprekcnaunH 0,1%
FemornobuH 200 mr/mn
CeKpeT npeacratebHoOM MoMeBUHa 0,33 MM/mn
»enesbl
MyumH 2,3 mr/mn
FemornobuH 200 mr/mn
Moua MoyeBuHa 0,33 mMM/mn
MyuuH 2,3 mr/mn

TakXe He BbIABEHO WHIMOMpPOBAHWE peaKkLumu

6uomatepuana JHK uenoseka B KoHueHTpaumn 1,0x108 konuin/mn.
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10. ycnosunAa XPAHEHUA, TPAHCMOPTUPOBAHUA U NPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

CpOK rogHocCT Ha6opa coctasnsaet 12 mecaues OT AaTbl M3roTosaeHuA. MNocne BCKPbITNA peareHTbl
Mcnonb3osBaTb A0 UCTeYEHUA CPOKa rOAHOCTU Ha6opa. Ha6op C UCTEKWWNM CPOKOM FOAHOCTU NPpUMeHeHUo
HEe noanexur.

10.2. TpaHcnopTupoBaHue

Habop TpaHcnopTMpoBaTb Npu Temnepatype oT 2 o 8 °C BceMu BMAAMM KpPbITbIX TPAHCMOPTHbIX
CPeAcCTB B TEPMOKOHTEMHEPAX C XNaJ03/ieMeHTaMUM WM B aBTopedpukepaTopax. He pgonyckaetca
3aMopaKnBaHWe peareHToB.

JonyckaeTca TpaHcnopTUpoBaHue npu temnepatype ot 8 Ao 25 °C He 6onee 3 CyTOK.

Habop, TPaHCNOPTUPOBaHHbIN C HapyLeHWeM YKa3aHHOro TeMNepaTypHOro pexunuma, NPUMMeHeHMUIo He
NOANENKMT.

10.3. XpaHeHue

Habop xpaHuTb npu TemnepaType oT 2 Ao 8 °C B 3aLUMLLEHHOM OT CBETA MECTE B TEYEHNE BCErO CPOKa
rogHocTn Habopa. He gonycKkaeTtcsa 3amoparkMBaHNe peareHToB.

PeareHTbl nocie BCKPbLITUA XPaHUTb B TEX YKE YC/IOBMAX, YTO WU peareHTbl A0 BCKPbITUA. HeBCKpbITbie U
BCKPbITble peareHTbl CTabuibHbl B TEYEHME CPOKA rOAHOCTM, YKAa3aHHOro Ha 3TUKEeTKe, npu cobaogeHum
YKa3aHHbIX YCNOBUA XpaHeHWs. PeakuMoHHas cmecb, npurotosseHHas w3 [LUP-cmecu M. hominis wn
MNLP-6ydpepa-H, xpaHeHMO He NoANEXKMT.

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

11. TAPAHTUU NPOU3BOAUTENA

MponsBoguTeNb rapaHTUPyeT COOTBETCTBME XapaKTepuCTUK Habopa TpeboBaHWMAM, YKasaHHbIM B
TEXHWMYECKOM W IKCMAyaTaUMOHHOM [OKYMEHTaLuMK, B TeYeHWe YKa3aHHOro CpoKa roAHOCTM npu
cobntoaeHM BCeX YCI0BUIA TPAHCMOPTUPOBAHUA, XPaHEHUA U MPUMEHEHWA.

Peknamaumm Ha KadectBo Habopa «Amnaulpaim® M. hominis» HanpaBnsTb B agpec NpousBoamuTens
000 «Hekctbuo»: 111394, r.MockBa, yn. [MNonumepHaa, 8 «cTp. 2, Ten. (495) 620-08-73,
e-mail: info@nextbio.ru.

Mpu BbIABNAEHUM HEKeNaTeNbHbIX Peakuuit Npu MCNoAb30BaHMKM Habopa, GaKToB M OBCTOATENLCTS,
CO34al0WMX Yrpo3y KM3HM W 340POBbI0 TPaKaaH U MeAMUMHCKUX pPaboTHMKOB npu ob6palieHun K
3KCMAyaTauum Habopa, PEKOMEHAYEeTCA HanpaBuTb COObWEeHMEe MO agpecy, YKasaHHOMY Bbilwe, U B
YMNO/IHOMOYEHHYIO FOCYAAPCTBEHHYIO peryaupylolyo opraHmsaumio (B Poccuiickonr  degepaumm  —
depepanbHan cnyxba no Hagsopy B cdepe 34paBOOXPaHEHMA) B COOTBETCTBUM C  AEUCTBYHOWMM
3aKOHOATENIbCTBOM.

KoHcynbTaumio no pa60Te C Ha60pOM, d TaKXe Nno BOMpoCaMm, KacCaloWMMCA KayecCTBa Ha6opa, MOXHO
NONYYUTb MO KOHTAKTaM, YKa3aHHbIM Ha Od)MLI,MaﬂbHOM cauTe Mpoussoauntena: www.nextbio.ru.
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12. CMMBO/JIbl, UCMOJIb3YEMBbBIE B JOKYMEHTALUUN NPOU3BOAUTENA

REF

LOT

IVD

> &
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Homep no Katanory

Kog napTtum
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