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CMUCOK COKPALLEHWUIA U OBO3HAYEHUI

Ct Cycle threshold (noporosbiii LMKN)
nnnn MHbEKUNK, NepesatoLLmneca NOS0BbIM NyTEM
B3OMT BOCManuTenbHble 3ab601eBaHMA OpraHOB MaJioro Tasa
BKO BHYTPEHHMIN KOHTPOIbHbIN 0bpasel,
OHK [Ee30KCMPUBOHYKNENHOBAA KNCNOTA
[OHKa3za [e30KCMpPUBbOoHYKNeasa
SHTO ne3okcuprboHykneotuatpmudocdaTsbl
MK NONOXUTENbHbIA KOHTPO/Ib
K- oTpuuaTebHbIM KOHTpoAb MLP
OKO OTpULATENbHbIN KOHTPO/bHBIN 06paseL, sKCTpaKLUm
nupP noaMmepasHas uernHasa peakumsa
Py perucTpauuoHHoe yaocToBepeHne
TY TexHn4yecKkune ycnosma
yar ypauumn-AHK-rnmko3nnasa
HAUMMEHOBAHUE U3OENUNA
Habop peareHToB gns BbiseneHus AHK Treponema pallidum meTonom noavMmepasHoOM LLENHOM peakuun
c netekumen pexume «peasibHoro BpPEMEHN» «AmnnuMpainm® T. pallidum»

no TY 21.20.23-171-09286667-2022.

Ldanee no

ynotpebnsetca KpaTKoe HaMMeHOoBaHue: Habop peareHToB

«AmnanMpanm® T. pallidum», a TakxKe cokpaleHne Habop peareHTos.

Bepcua 30.11.22-1



1. HASHAYEHUE

1.1. Habop peareHToB «AmnauMpanm® T. pallidum» npegHasHayeH ans BblAB/IEHNA
OHK Treponema pallidum B 6uonornyeckom matepuane (COCKOBHbI MaTepran UAn OTAENSEMOE CN3UCTbIX
060104eK YPOreHUTaNbHOIO TPaKTa (OTAeNsemoe CANM3UCTON 0060I0YKM BAAranuwa, COCKOb anuTenuns co
CNM3NCTON 060/I0UKM LEePBMKaNbHOTO KaHala M COCKOb anuTenunsa co caM3ncTon 060104KM ypeTpbl), NPsiMoi
KULLIKWU, POTOI/NIOTKM, OTAENAEMOE MNy3blPpbKOBbLIX BbICbINAaHMUMA U 3PO3MBHO-S3BEHHbIX MOPAXKEHUN KOXKMU U
cAnsncTbix obonoyek) metogom MUP ¢ rmbpmamnsaumMoHHO-PAyopecUeHTHONW AeTeKumel npoayKToB
aMNAMOUKaALMM B PEKMME «PEaIbHOTO BPEMEHM Y.

1.2. Marepuanom gns nposegenua MNUP caykat npobbl [HK, aKcTparupoBaHHble M3 UCCeayemoro
MaTepKnana c NoMoLLLbI HabopoB peareHToB, PEKOMEHA0BaHHbIX B pa3aene MHCTPYKLUMU «JonoNHUTeNbHOE
obopyaoBaHMe U MaTepuanbi».

1.3. ®yHKUMOHaNbHOe Ha3HayeHue: Habop peareHTOB npegHasHayeH AOAA AWArHOCTUKMK in Vvitro
(sbinBneHne JHK Treponema pallidum meTtogom MUP B 6Guonornyeckom matepuase yenoseka).

1.4. TokasaHWA K MpPOBeAEHUIO UccefoBaHUA: Habop peareHTOB MCMO/b3YeTCs B KAMHWYECKOM
NabopaTopHO ANArHOCTUKE AN CKPUHUHIOBOIO UCCNe0BaHUA BMOI0rMUECcKOro maTtepuasna oT Bcex rpynn
HaceneHus, B TOM YMC/e OT /L, C NOA403PEeHMEM Ha MHbEKLMK, Nepeaatowmecs nonosbim nytem (UMMM) BHe
3aBMCMMOCTU OT GOPMbl M cTagum 3aboneBaHUs, a TaKXKe B KOMMNIEKCHOM AMarHOCTMKe 3aboneBaHui
OpraHoB penpoayKTUBHOM cuctembl U B anddepeHuManbHOM AnarHocTuKe 3abonesaHUin opraHOB Masioro
Tasa (B3OMT) y KeHLWMH U ANA MOHUTOPUHra Tepanuu. PesynbTtathbl MLUP-uccnegoBaHuna yuntbiBaoTca B
KOMMN/IEKCHOM AMarHOCTMKe 3aboneBaHus.

1.5. MMpumeHeHne Ha6opa peareHToB He 3aBUCUT OT NONYNALMOHHbIX U p,emorpad)quCKmx dCNeKTOoB.

1.6. MNoTeHumanbHble nosnb3oBaTenu: Habop peareHTOB [O/IKEH  WMCMNOJ/Ib30BATbCA  TOJIbKO
KBaNNPpUUMPOBAHHbIM, 0ByYeHHbIM (B 06/1aCTU KAMHUYECKOW NabopaTopHOW AMarHOCTUKKU) NepcoHaNom
(Bpaun KNUHUYECKoN nabopaTopun U MmeanUMHCKME NabopaTopHble TEXHUKKU, 0B6yYeHHbIe MOEKYNAAPHbIM
6M0OTMYECKMM METOAMKAM).

1.7. an/IMEHFin H360p peareHToB CTPOro Nno HasHa4YeHMK COrnacHO MHCTPYKLMK NO NMPUMEHEHMUIO.

1.8. MpoTMBONOKasaHMA K NpPUMEeHeHWo: HapylweHue LenoCTHOCTM YMaKOBKM, WCTEKWWUA CPOK
rogHocTn, HecobntoaeHue TPebOBaHNN NHCTPYKUMNMN.

2. XAPAKTEPUCTUKUN HABOPA

2.1. ®opmbl BbiNyCcKa, COCTaB U KOMMNIEKTHOCTb

Habop peareHTOB BbiNycKaeTcsa B ABYX popmax (coctaB Habopa M KOMNAEKTHOCTb MNOCTABKMU YKasaHbl B
Tabnmue 1 M 2 cooTBeTcTBEHHO). Bce dopmbl npeaHasHayeHbl ana nposedeHua amnandeukauumn AHK c
rmépuaAnN3aLuMOHHO-PNYOPECLEHTHOM AeTeKUuMen NpoAyKTOB amMnanGUKaAuUMKM B PeEMME «pPeasibHoro
BpemeHu». [nsa npoBeAeHUA NONHOTO UCCAeL0BaHUA HEOBXOAMMO MCMO/b30BaTb HAOOPbI peareHToB ANA
aKcTpakuumn JHK, pekomeHaoBaHHble B pasgene «JononHutensHoe o60pyaoBaHNe U maTepuasbi».

®dopma BbinycKka 1 BKatoyaeT cmecb gns nposegeHus MUP B npobupke obvemom 1,5 nuam 2 ma ans
[031MpOBaHNA B Atobble TuNbl Npobupok. Popma npegHasHayeHa [AA NPUMEHEHUA COBMECTHO C
amnaMdmKaTopaMm NAAHLWETHORO TUNA M PaccinTaHa Ha nposeaeHue uccnenosaHma 100 o6pasyoB., BKAOYAA
KOHTpoAM. Popma MoxKeT ObiTb MCMOMb30BaHA KaK A1 PYYHOM pacKankM, Tak M COBMECTHO C
ABTOMATUYECKMMM CTAHLMAMM ANA NPUTOTOBAEHMA U AO3UPOBAHUA PEAKLIMOHHbIX CMecei.
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dopma BbiNycKa 2 BKAOYAET CMeCb Ana nposBegeHus MNLUP, packanaHHyo noa Npoc/ioiky napadpuHa no

cTpunoBaHHbIM (12,5 cTpunos no 8 npobupok) npobupkam obbemom 0,2 ma. Popma npeaHasHayeHa ANs

NPUMEHEHNA COBMECTHO C aMI'IJ'IM(bVIKaTDpaMM NNAHWETHONro TMNa W pacCinTaHa Ha nNpoBedeHune

nccnenosaHma 100 06pa3Los, BKAOYAA KOHTPOAN.

PeareHT

MuP-cmeco TP

NuP-6ydpep-H

MKO TP
OKO

K-

MuP-cmeco TP

NUP-6ydep-K

MKO TP
OKO

K-

06bem, mn

1,20

0,65

0,26
1,10

0,26

0,01

1,20

0,26
1,10

0,26

KomnoHeHT

Tabnanua 1

CocTas Habopa

Konuuectso

dopma

1 npobupka

1 npobupkKa

1 npobupka
1 npobupkKa

1 npobupka
®dopma

100 npobupok
(12,5 ctpmnos no
8 npobumpok)?

1 npobupkKa

1 npobupka
1 npobupkKa

1 npobupkKa

OnucaHue

Bbinycka 1

BydepHbIin pacTBop co cneyndpuyeckummn npammepamm,
bnyopecueHTHO-MmeYeHbIMM 30HAaMK U AHTO.
Mpo3payHasn *KUAKOCTb.

BydepHbIi pactBop ¢ TepmocTabuabHoin AHK-
nonumepasou Taq, cynbdatom marHma u ypaumn-AHK-
rIMKO3UNa3oin.

Mpo3payHasn *KUAKOCTb.

MonoKnTenbHbIM KOHTPObHLIV 06pasel,.

Mpo3payHasn *KUAKOCTb.

OTpuuaTenbHbI KOHTPObHBIN 0bpasel,.

[Mpo3payvyHas *KMOKOCTb.

OTpuuaTenbHbI KOHTPObHbIN 0bpased,.

Mpo3payHasn *KUAKOCTb.

BbINnyckKa 2

BydepHbIii pactBop co cneundrUyecknmm npaimepamu,
dnyopecueHTHO-MmeYeHbIMU 30HAaMM U AHTO.
Mpo3payHasn *KMAKOCTb, packanaHa B CTPUNOBaHHbIE
npobupku nog, napadpuH 6enoro ugeta.

BydepHbii  pactBop ¢ TepmoctabunbHoit  JHK-
nonnmepason Taq, cynbdpaTom marHus u ypaumn-AHK-
rIMKO3UNa30i.

Mpo3payHasn *KMAKOCTb KPACHOTO LBETA.
MonoKnTenbHbIM KOHTPObHLIN 06pasel,.

Mpo3payHasn *KUAKOCTb.

OTpuuaTenbHbI KOHTPObHbIN 06paseL.

[Mpo3payvyHan *KMOKOCTb.

OTpuuaTenbHbI KOHTPObHbIN 0bpasel,.

Mpo3payHasn *KUAKOCTb.

KomnnekTHOCTb Habopa

Habop peareHTtoB (dpopma Bbinycka 1 nam 2)

MHCTpYKUMA No NpuMeHeHuo Habopa

KpaTkoe pyKoBOACTBO NO NpMMeHeHuto Habopa

KomnnekT BKAaabllwen K Habopy

MacnopTt KayecTBa

! Mpobupku c ronybbim napaprHOM He UCMONb3YIOTCA.
2MeyaTHas BEPCUA MHCTPYKLIMM AOCTYNHa No 3anpocy no TenedoHy (495) 620-08-73.

Bepcma 30.11.22-1

Tabnuvua 2
®dopmar Konuuecrso
- 1
B 31EKTPOHHOM BUAe? Ha odUuLManbHOM
caute NMpoussogutensa: www.nextbio.ru
B BymaxkHOM BUAe 1
B HymaxkHOM BuAe 1
B 3/IEKTPOHHOM BUAE Ha OPpULMANBHOM
caiTe MNponssoautena: www.nextbio.ru
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2.2. MpuHUMN meToAa

MPUHUMN TecTMPOBaHWA OCHOBaH Ha 3KcTpakuum [OHK n3 o6pasuoB uccneayemoro matepuana
COBMECTHO C BHYTPEHHMM KOHTPO/IbHbIM 06pa3uom (BKO-FL3) n ogHoBpemeHHOM amnanduKaumm ydactka
OHK T. pallidum 7 NCKYCCTBEHHO CMHTE3MPOBAHHOM nocnefoBaTesIbHOCTH OHK BKO C
rmbpunansaumoHHo-gpayopecLEHTHON AeTeKUMEN B pexume «peasbHoro BpemeHu». BKO nossonser
KOHTpoAupoBaTb Bce aTanbl MLP-uccnenosanna ana kaxporo obpasua 1 oueHnBaTb BANAHUE MHTMOUTOPOB
Ha pe3ynbTaTbl MNUP-nccnegosanmA.

C nonyyYeHHbIMM Ha 3Tane aKCTpaKkuuu npobammn AHK npoBoauTca peakumns amnanduKkaumm ydactka AHK
npyv NoMoLM crneumdUYHbIX K 3TOMY Y4acTKy nparimepoB M ¢epmeHTa Tag-nosvmepasbl. B cocrase
PEeaKLMOHHOM CMecH NPUCYTCTBYIOT GAYOPECLEHTHO-MEYEHbIE O/IMFOHYKNEOTUAbI, KOTOPbIEe TMBPUAN3YIOTCA C
KOMM/JIEMEHTapPHbIM y4acTKOM amnanduumpyemon HK-muLweHu, B pe3yibTaTe Yero NpoMcxoauT HapacTaHue
WMHTEHCUBHOCTU dayopecLeHUMN. ITO NO3BOAAET PErMCTPMPOBATb HaKoMieHWe cneumdUyeckoro NpoayKTa
amnanduKaumm nytem n3amepeHmsa MHTEHCUBHOCTU GIYOPECLLEHTHOMO CUFHANA C MOMOLL b aMnanduKkaTopa ¢
CUCTEMOW AeTeKLMU GAYoPeCcUEHTHOIO CUTHANA B PEXXUME «PEASIbHOrO BPEMEHU Y.

Habop coaepUT cucTemMy 3alumMTbl OT KOHTAMUHALMW aMMJIMKOHAaMM 33 CYeT NPUMeHeHUa dpepmeHTa
ypaumn-AHK-rnukosmnnasel (YAr) u Tpudochata paesokcuypuanHa. depmeHTt YOI pacnosHaeT u
KaTanusmpyeT paspyweHune ueneir OHK, cogepawmx pesokcnypmamH, Ho He [AHK, cogepxaliei
[Ee30KCUTUMUAMH. [1e30KcMypuanH oTcyTcTeyeT B NnpupoaHoin HK, Ho Bceraa npucyTcTByeT B aMNINMKOHAX,
NOCKoNbKY TpudocdaT fe30KCUypruanHa BXOANT B cocTaB cMmecn gHT® B peareHTax ana amnamdukaumu.
[e3oKcnypmnamnH genaet KOHTaMUHUPYOLWME aMMNMKOHbI BOCMIPUUMUYMBBIMU K PaspyLUEHNIO depMeHTOM
yaOr po Hayana amnanoukaumm OHK-muweHun, u, cnepoBaTesibHO, OHWM He MOryT OblTb B AajsbHenlem
aMnANPULMpPOBaHBI.

depmeHT YT TepmonabuneH n MHaKTUBMPYETCA NpY HarpesaHMM Bbiwe 50 °C 1 NO3TOMy He paspyluaeTt
aMMJIMKOHbI MULLEHW, HapabaTbiBaemble B npouecce MLP.

Ha 3tane amnanoukaumm OAHOBPEMEHHO B OAHOM NPOGMpPKE aMNANPUUMPYIOTCA Y4acTOK
OHK T. pallidum v nocnegosatenbHocTb BKO. Pe3ynbTatbl amnandukauum perncTtpupyoTca no Asym
Pa3/IMYHbIM KaHanam GpiyopecueHTHOM aeTekumun (cm. Tabaumuy 3).

Tabnuua 3
Cootsetcreue [JHK-muweHen n kKaHanos GpayopecLeHTHOM AeTeKLuun
Kanan gna ¢payopodopa FAM R6G*
OHK-MmuweHb OHK T. pallidum AHK BRO

(sKk30reHHbIN BKO)

MCKycCTBEHHO CMHTE3UpPOBaHHaA

O6nactb amnandmkalmm 47kDa membpaHHbIl 6enokK
noc/nenoBaTeNbHOCTb

2.3. TexHuuyecKkoe 06cnyKMBaHUE U PEMOHT

Habop He NoANeXKUT TEXHUYECKOMY 0BCNYKUBAHUIO M PEMOHTY.

3 BKO-FL BxoauT B coctas Habopa peareHTos, peKkomeHgosaHHoOro lpoussoguTenem ana skctpakumm OHK uns
nuccnegyemoro matepuana.

4 NleTekuma curHana gna payopodopa R6G ocylecTsnfeTca No KaHany AeTeKuum Ana aHanornuHbix ayopodopos HEX,
JOE, Yellow, VIC.
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3. KOHTPO/J1b KAYECTBA

3.1. BHYTPEHHMUI KOHTPOb KauecTsa

3.1.1. OTpuuUaTeNbHbIA U NONOXKUTE/NIbHDbI KOHTPOIU UCCNEeA0BaHUA

[ns OUEHKU KayecTBa MOJIy4aeMbIX Pe3y/bTaTOB KarKAaa rpynna sKCTparMpyembix ob6pasLoB A0/KHa
BK/IIOYATb OTPULATENbHbIN KOHTPOAb 3KcTpakuumu (OKO). Kaxkpgaa uHamBMAayanbHaa noctaHosKa [LP
O0J/IKHA BKAOYATb oTpuuaTenbHbIM KoHTposb MNUP (K-) n nonoxutenbHbliit KoHTpoab (MKO TP). PesynbTtathl
AN KOHTPONEN AO0/MKHbI COOTBETCTBOBaTb 3a/laHHbIM KPUTEpPUAM BanUAHOCTM, yKasaHHbIM B pasgene
«MHTepnpeTauma pesynbTaToBY.

OTpuuaTenbHbI KOHTPObHBIM 06pa3sel, (OKO) TecTupyeTca, HaUMHAA € 3Tana 3KCTPaKLMK, U NO3BOAAET
KOHTPO/IMPOBATb BO3MOMKHYIO KOHTAMMHALMIO ApPYyrMMK o6pasuamu MaM amnamkoHamu. B npobupke c
oTpuULATE/IbHbIM KOHTpOAeM He pgonxHa aetektuposatbcs OHK T. pallidum. B cnyyae HecooTBeTcTBMA
pe3ynbTata, MONAYYEHHOTO AAA  KOHTPOAbHOro obpasua, 3afaHHbIM  KpUTEpPUAM  BaIMAHOCTY,
NOJIOXKUTE/IbHbIE PE3yNbTaTbl ANA UCCAedyeMblX 06pa3L0B B MOCTAHOBKE CYUTAOTCA HEAOCTOBEPHbIMU,
HeobxoAMMO NpeanpUHATL Mepbl NO BbIABAEHUIO U IMKBUAALMMU UCTOUYHMKA KOHTaMUHALMKW U MOBTOPUTD
nccneaoBaHue BCex Uccaesyembix 06pasLoB, B KOTopbix 06HapykeHa OHK T. pallidum v koHTponsA, HaunHaA
C 3Tana aKCTpaKLuu.

OTpuuaTtenbHbii KoHTpoab MUP (K-) TectupyeTcs, HaunHan ¢ atana MNUP, 1 nossonaeT 4ONOJHUTENBHO
KOHTPOIMPOBATb BO3MOMKHYIO KOHTAaMUHAUMIO ApyrMmu obpasuamu uam amnavkoHamu. B npobupke ¢
oTpuUATENbHbIM KOHTPO1IEM He A0XKHa geTekTuposaTbca AHK T. pallidum v BKO. B cnyvyae HecooTBeTCTBUA
pe3ynbTaTa, N0NY4YeHHOro A1 KOHTPOIbHOro 06pa3La 3a43aHHBIM KPUTEPUAM BAIMAHOCTU, MONOXKUTENbHbIE
pe3ynbTaTbl Ans wuccaenyemblx 06pasLoB B MOCTAaHOBKE CYMTAKOTCA HeAOCTOBEPHbIMU, Heobxoaumo
npeanpUHATL Mepbl NO BbIABAEHUIO U IMKBUAALUN UCTOYHUKA KOHTaMMUHAUUM U NOBTOPUTL UCCea0BaHNe
Bcex 06pasyoB., B KoTopbix 06HapyxKeHa AHK T. pallidum v BKO, HaunHan c stana MLP.

B KauecTBe nonoxutenbHoro koHTpona MLUP ucnonbsyetca pearent MKO TP, BxogAwmii B cocTaB Habopa.
B cnyyae HeCoOTBETCTBMA Pe3y/AbTaToOB A/1A NOJIOKUTENBHOIO KOHTPO/IA 3a43aHHbIM KPUTEPUAM BaNAHOCTH,
pe3ynbTaTbl AnA Bcex 06pa3L0B B MOCTAHOBKE CUYMTAKOTCA HeLOCTOBEPHbIMM, TpebyeTcs NOBTOPUTbL
nccneaoBaHue BCeX Uccneayembix 06pa3LoB U KOHTpoel, HaumMHan ¢ aTana MNLP.

3.1.2. KoHTpoab MHrIMbUpoOBaHUA

[na KoHTponsa Bcex 3TanoB uccnefoBaHuA, 3GdeKTUBHOCTM 3KcTpakumm OHK u oueHKW BAMAHMA
nHrnbutopos MLP npeaycmoTpeHo Mcnosb3oBaHWe 3K3oreHHoro BKO, KoTopbiii Ao06aBnseTca B KaXKabli
nccnefyemblit U oTpuLaTeNbHbIA KOHTPOJIbHBIN 06pa3eL, Ha 3Tane 3KCTPaKuuK. PesynbTaTbl MccnenoBaHumA
BKO [0nKHbI COOTBETCTBOBATb 3afaHHbIM KPUTEPUAM BaNUMAHOCTU AN1A OTPULATENbHbIX UccneayemblxX
06pa3LoB, YKasaHHbIM B pasgene «MHTepnpeTauua pesynbratoB». Ecanm B umccnegyembix obpasuax,
oTpuuaTtenbHbix Ha Hannuue OHK T. pallidum, He obHapyxeHa AHK BKO, To pe3ynbTaTbl UccienoBaHuA
AaHHbIX 06pa3suoB CYUTAIOTCA HELOCTOBEPHbLIMM, TpebyeTcA MOBTOPUTb MX aHaNWM3, HauyMHaa € 3Tana
9KCTPaKLUMK.
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3.1.3. MoHuUTOpUHT nabopaTtopum Ha HAIMYME KOHTaAMUHALUKU

PekomeHayeTcsa pa3 B mecAl, NPOBOAUTb MOHUTOPUHI NabopaTopuM Ha KOHTAaMMHALMIO MPOAYKTaMMU
amnandukaumm, uccnegyembiMm 06pasLamu, MONOKUTENbHBIMU KOHTPO/AbHbIMW ob6pasuamn. OueHKa
HaNMYMA/OTCYTCTBUA KOHTaMMHALMM NPOBOAMTCA NYTEM MCCAEA0BAaHMUA CMbIBOB C Pas/NYHbIX OBbEKTOB:
nuneToK, pabounx nosepxHocTel nabopatopHoii mebenu, obopyaoBaHUA U NMOBEPXHOCTEN MOMELLEHUN.
B3aTMe W wuccnegoBaHWe CMbIBOB  caefyeT MPOBOAUTb  COMAacHO  Mpoueaype, OMNUCaHHOM B
MY 1.3.2569-09 «OpraHusauma paboTbl nabopaTopuii, MCNONBL3YIOWMX MeToAbl amnanduKkaumm
HYKNEMHOBbLIX KMUCNOT nNpu paboTe C MaATepUanom, COAEPNKALLMM MUKpoopraHusmbl [-IV  rpynn
natoreHHocTu». Mpu OGHapPyXEHUN KOHTAMMHAUMW HeobxoaMmo npoBecTn 06paboTky nabopaTopum
MOOLLMMU M Ae3UHPULMPYIOLLMMIK PaCcTBOPAMM COrIACHO YKa3aHUAM, onMcaHHbiM B MY 1.3.2569-09. Tak:ke
419 NpeaoTBPaLLEHNS KOHTAMUHALMK 1abopaTopmM UM B KAYeCcTBE Mep NO AEKOHTaMUHaL MK paboymx 30H
pekoMeHAyeTCA UCNOo/b30BaTb PAacTBOP A/1A Ae3aKTUBALUM HYK/IEMHOBbLIX KUCNOT, Hanpumep, «Oauratop»
npoussoactea OO0 «HekcTtbno», Poccua.

3.2. PeKomeHAyemble KOHTPOJIbHble maTepuanbl

B KayecTBe KOHTPOJ/IbHLIX MaTepuasnoB 411 NPOBEPKMN 3aABMEHHbIX QYHKLMOHAMbHBIX XapaKTepUcTuK
Habopa MoryT 6bITb MCNONb30BaHbI 3aPErMCTPUPOBaHHbIE HA TeppuTopumK Poccuitickoli Pesepaumnn naHenm
KOHTPO/IbHbIX 06pasLOoB, MNpeAHa3HayeHHble ANA NPOBeAeHWUA BHYTPEHHEro WM BHELHEro KOHTpoAei
KauecTBa labopaTopHbIX UccnegoBaHuini no obHapyxkeHuto JHK T. pallidum.

4. OTPAHUYEHUA METOAUKU UCCNNEAOBAHUA

4.1. Habop npumeHsieTca TONbKO A1A ANArHOCTUKM in vitro.

4.2. Habop npegHasHauyeH g/a paboTbl TONLKO C UCCNEAYyEMbIM MATePUasomM, YKa3aHHbIM B pasaene
«HasHauyeHuMe». UccnegoBaHue ApyrMx BUAOB BUONOTMUYECKOrO MaTepuana MOXKET NPUBECTU K NOYUYEHMIO
HeZ0CTOBEPHbIX PE3Y/IbTaToB.

4.3. TllonyyeHue  [OOCTOBEPHbIX pe3ynbTaToB  obecnedymBaeTca  BbIMNOAHeHWMeM  TpeboBaHMiA,
npeabaABAAEMbIX K B3ATMIO, TPaHCMOPTUMPOBAHUIO M XpaHeHuto 06pasLoB Mccneayemoro maTtepuana
(cm. pasgen «Mccnegyemblin matepuany).

4.4. C nomolublo Habopa BoamoxkHo MUP-nccneposaHme Tonbko npob AHK, akcTparmpoBaHHbIX U3
nccneayemoro matepuana  COBMECTHO C  BHYTPEHHMM KOHTPO/ibHbiM  obpasuom — BKO-FL. bes
ncnonb3osaHnAa BKO-FL HEBO3MOXKHO NPOBECTM OLEHKY BaIMAHOCTU MOCTAHOBKMU.

4.5. Habop npepgHasHayeH gns npodeccroHanbHOro npumeHeHus. Habop Ao/KeH Mcnoab3oBaTbCA
TONbKO KBaNMPUUMPOBAHHbIM, 0b6yyeHHbIM (B 061aCTU KAMHUYECKOW NabopaTOpHON ANArHOCTUKMK)
NepcoHanoM (Bpayuu KAMHMYECKOM nabopaTopum n MeAMUMHCKME NabopaTopHble TEXHMKU, ObyyeHHble
MOIEKYNIAPHBIM BUONOTMYECKUM METOAMKAM).

4.6. Mpu pabote c Habopom cnenyeT MCMNOAb30BaTb TOJIbKO aMMINGUKATOPbI C CUCTEMON AeTeKUUn
bNyopecLEeHTHOro CUrHaNa, XapakTePUCTUKIM KOTOPbIX YA4,0BAETBOPAIOT TPe60BAHNAM, YKa3aHHbIM B pa3gene
«JononHuTenbHoe obopyaoBaHMe U MaTepuanbly».
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5. MEPbI NPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa fonkHa NpoBoAUTLCA B Nabopatopuu, BbINOJHANOWEN MONEKYAApHO-bMonornyeckune
(MUP) nccneposaHma 6MonorMyeckoro matepmana Ha HanmMune Bo3byautenein MHGEKUNOHHbIX bonesHel, ¢
cobnogeHnem CaHlnH 3.3686-21 «CaHuTapHO-aNnuAemunonormyeckme TtpeboBaHMAa Mo npodunakTuke
MHOEKUMOHHbIX 6onesHen», CaHlMuH 2.1.3684-21 «CaHuUTapHO-3NMAEMMONOIMYeckne TpeboBaHMA K
COAEPKAHUIO TEPPUTOPUIM FTOPOACKMX M CENbCKUX MOCENEeHUIM, K BOAHbIM OObEKTAM, MUTbEBOW BoAE U
NMUTbEBOMY BOAOCHAOXKeHUI0, aTMochepHOMY BO3AyXY, MOYBAM, XW/bIM MOMELLEHUAM, SKCMIyaTaLmum
NPOW3BOACTBEHHbIX, OOLLECTBEHHbIX MOMELLEHUIA, OpraHM3auuMM W NPOBEAEHWUI0  CaHWUTapHO-
NPOTUBO3NUAEMMUYECKUX (NPOPUNAKTUUYECKUX) MEPONPUATUINY U METOAMYECKUX YKasaHuii MY 1.3.2569-09
«OpraHusauma paboTbl 1abOPaATOPUIN, NCMONBL3YIOWMX METOAbI aMNANPUKALUM HYKNEMHOBBIX KUCNOT NpU
paboTe c MaTepmasom, coaepKalLMm MUKpoopraHmuamel I-1V rpynn natoreHHOCTU».

5.2. TMpu paboTe Heo6Xx0AMMO BCeraa BbINOAHATL cneaytowme TpeboBaHMA:

- anMEHHTb Ha60p CTpPOro no Ha3Ha4eHUK B COOTBETCTBUNU C ,D,aHHOVI VIHCprKLI,VIEVI. OTKNOHEeHMe oT
nponncaHHbLIX Npoueayp n nopAaaka AEVICTBMVI MOXET NPUBECTU K NONTYHEHNIO HELOCTOBEPHbIX Pe3y/1IbTaTOB
aHann3a.

- JlabopaTopHbIM nNpouecc A0/KeH OblTb OAHOHANpaB/eHHbIM. AHanu3 cnegyetr nNpPoOBOAUTbL B
oTAeNbHbIX MomelleHMAx (3oHax) B cooTeBetctBMM ¢ MY 1.3.2569-09. He Bo3Bpawatb o06pasupl,
obopyaoBaHMe U peareHTbl B 30HY, B KOTOPOI Bbla NpoBeAeHa Npeablaylian cTaaua npouecca.

- PaccmatpmBatb uccnegyemble 06pasubl Kak WMHOGEKLMOHHO-ONACHble, OpraHU3oBbiBaTb paboTy u
XpaHeHwue B cooTeeTcTBMM ¢ CanlnH 3.3686-21.

- Ybupatb n ae3mHOULMpPOBaTb pPasnuTble 06pasubl UAM peareHTbl, UCNOAb3yA Ae3nHbMUMpyowme
cpeactBa B cootBeTcTBUM € CaHlMH 3.3686-21.

- Y#anATb HEeWcnosib3oBaHHbIE peareHTbl, PeareHTbl C MWCTeKWMM CPOKOM TOAHOCTW, a TaKXke
MCMO/Ib30BaHHbIE peareHTbl, yNakoBKy>, 6BUONOrMuecknii matepuan®, Bkaoyas matepmasbl, UHCTPYMEHTbI 1
npegmeTbl, 3arpsisHeHHble  GMOMIOTMYECKMM  MATepManom, B  COOTBETCTBUM C  TpeboBaHMAMU
CanluH 2.1.3684-21.

BHUMAHMUE! MNpu yaaneHun otxoaos nocae amnamdukaummn (Npobupok, coaepskawmx npoayktbl MLP)
HeAoNyCTMMO OTKPbIBaHWE NPOBUPOK M Pa3bpbI3rMBaHNE COAEPHKMMOTO, MOCKO/bKY 3TO MOXKET MPUBECTU K
KOHTamMuHauuun npoayktamu MLP nabopatopHon 30HbI, 060pyA0BaHMA U peareHTos.

- Mcnonb3oBaTb M MEHATb NPU KaxKaoW onepalumM 0AHOPa30Bble HAaKOHEYHUKU /1A aBTOMATUYECKUX
[o3atopoB ¢ ¢uabTpom. OAHOPA30BYHO NAACTUKOBYH nocyay (MpobupKKM, HAKOHEYHMKKU) Heobxoanmo
cbpacbiBaTb B CnieumasnbHbI KOHTENHEP, CoAepPKaLLMN Ae3nHdULMpyloLee CPeacTBO, KOTOPOEe MOXKET ObiTb
NCNob30BaHO AN 06e33aparkMBaHUA MeAULIMHCKMX OTXO/10B.

- Habop npeaHasHayeH ANA OAHOKPATHOrO NpUMeHeHus ana nposedeHus [LP-uccneposaHms
YKa3aHHOro Koanyectsa 06pasuos (cM. pasgen «Dopmbl BbiNyCKa, COCTaB U KOMMIEKTHOCTbY).

- K pabote c Habopom gonycKaeTca TONIbKO NepcoHas, 0by4eHHbI MeToAaM MONEKYAAPHON AMArHOCTUKM
M NpaBuaam paboTbl B KAMHUKO-ANArHOCTUYECKOW NabopaTopun B YyCTAHOBAEHHOM MopAaKe (B COOTBETCTBUM C
TpeboBaHMAmM CaHlMuH 3.3686-21).

> Hencnonb3oBaHHbIE peareHTbl, peareHTbl C UCTEKLW MM CPOKOM FOAHOCTM, MCMO/b30BaHHbIE peareHTbl, yNaKoBKa
OTHOCATCA K KJaccy OMacHOCTU MeANLMHCKUX 0TX0808 I.

 BronorMueckmnii matepuan, BKKOUYas MHCTPYMEHTb U NpeaMeTbl, 3arpA3HeHHbIe MaTepuanom, OTHOCATCA K Kaaccy
0NacHOCTN MeAULIMHCKMX 0TX0A08 b.
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- He ucnonb3oBaTb Habop, eCcAM HapylleHa BHYTPEHHASA YNaKOBKa WAM BHELWHMI BUA peareHTa He
COOTBETCTBYET OMNMUCaHMIO.

- He ucnonb3oBaTtb Habop, ecnu He cobAOAANNCH YCIOBUA TPAHCNOPTUPOBAHNA U XPaHEHWA COTIacHO
NHCTPYKLMMW.

- He cmelunBaTh peareHTbl pasHbIX CEpuUi.
- He ncnonb3osaTtb HAbOP NO UCTEYEHMM CPOKA FOAHOCTH.

- Mcnonb3oBaTb 04HOPa30Bble HEOMyAPEHHbIE NepYaTkK, NabopaTopHble XanaThl, 3aWMLLATb F1as3a Bo
Bpems paboTbl c 06pasLaMm 1 peareHTamu. TlLaTeNbHO BbIMbITb PYKM MO OKOHYaHMM paboTbl. Bece onepaunmn
NPOBOAATCA TONbKO B NEpYaTKax 418 UCK/IIOUYEHNA KOHTAKTa C OpraHM3MOM YesioBeKa.

- He ecTb, He NMUTb U He KypUTb B NpoLLecce UCNosb3oBaHMA Habopa. N3beraTb KOHTaKTa peareHToB C
KOXeMl, rnasamu u camsucton obosnoukoi. He rnotats.

- TpK KOHTaKTe HemMenJ/IeHHO MPOMBbITb MOPa*KEHHOE MecTo 60/bWMM KONMYeCcTBOM BOAbl U MNpu
NJIOXOM CamMO4YyBCTBUM 0BPaATUTLCA 33 MeAMUMHCKOM nomollpto. lMpy nonagaHnWM BHYTPb PBOTY He
BbI3bIBaTb, MPOMO/OCKATb POT BOAOM, 06paTUTLCA K Bpady MPM MNI0XOM CaMOYyBCTBUMN.

5.3. Mpu  MCNONb30BaHMM MO HA3HaYeHWO U COBMOAEHWM  BbIlENEPeYNCIeHHbIX  Mmep
npeaocTopoXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa cogepyKaT HaTPMA a3ng, B KOHLEHTpauun He 6onee
0,1 % 1 cOOTBETCTBEHHO He KAaccMULMPYIOTCA KaK OMacHbIe U He TpebyioT cobtoaeHna cneuuanbHbiX mep
NpPesoCTOPOXKHOCTM, KPOME YKa3aHHbIX B 3TOM pasgese.

5.4. Cneunduyeckune Bo3aeincTsmsa Habopa Ha opraHM3mM YenoBeKa:
- KaHueporeHHbI 3pdeKT oTcyTCTBYET.
- MyTareHHoe geicTeue oTcyTCTBYeT.

- PenpoayKTMBHAA TOKCMYHOCTb OTCYTCTBYET.

6. AONO/THUTENNbHOE OBOPYAOBAHUE U MATEPUANbI

6.1. B3ATMe uccnepgyemoro martepuvana

6.1.1. TpaHcnopTHas cpeda ANA B3ATUA, TPAHCNOPTUPOBAHMA U XpaHeHMsA BUonornyeckoro maTepmana
(coCKOBHbIV MaTepuan UAM OTAENAEeMOe C/AM3IUCTbIX 0D0JI0YEK YPOreHUTANbHOTO TpaKTa (oTaensemoe
CAn3UCTON 060M104YKM BAaraaua, cocKkob 3NUTENMA CO CAM3UCTON 060/I0YKM LEepPBMKANbHOrO KaHana M
COCKOb 3nuTeNnA Co CAN3UCTON 060N10UKM YPEeTPbI), MPAMOI KULLKK, POTOMIOTKU, OTAENAAEMOE Ny3blPbKOBbIX
BbICbIMAHWUIMA M 3PO3MBHO-A3BEHHbLIX MOPAXKEHUM KOXKM U CAMBUCTbIX 06O0/I0YEK), coaep:Kalas
6ydepHO-cONEBON  pPacTBOP C  MYKOJIMTUKOM, KOHCepBaHTOM W cTrabuamsatopom (Hanpumep,
«TpaHcnopTHas cpesa € MyKoauTUKom «Amnaulpaiim TCM» (PY Ne &CP 2012/14205) wau Agpyras,
3aperucTpupoBaHHas B PO).

6.1.2. 30HA ANA B3ATUA BMONOTMUYECKOro MaTepuana C NOBEPXHOCTU CAU3UCTbIX 060/104ek (COCKOBHbI
MaTepuan UM oTaensieMoe CAMBUCTbIX 0D0JI0YEK YPOreHUTaNIbHOTO TPaKTa (oTAensemoe C/AU3NUCTON
060/104KM BAlaramLLa, COCKOB aNUTENNS CO CIM3UCTOM 060/10YKM LiePBUKaIbHOTO KaHa1a U COCKOb anuTenus
CO CAN3MCTON 06010UYKN YPEeTpPbl), NPAMOIN KULIKKU, POTOTNOTKWN, OTAENAEMOE My3blPbKOBbIX BbICbIMAHWUIA U
3PO3MBHO-A3BEHHbIX NOPAMKEHUI KOXKMU U CIU3UCTbIX 060/104EK) OAHOKPATHOIO NMPUMEHEHUSA, CTEPUIBbHDBIN.
Paboyas YacTb 30HAA MOXKET OT/IaMbIBaTbCA MO MMEIOLLENCS HaceukKe.

Bepcma 30.11.22-1 10



6.2. IKcrpakuma OHK u3 uccnegyemobix o6pasuos

6.2.1. Habop peareHTOB AO/1A 3KCTPAKUUM HYKAEMHOBbLIX KMC/IOT, 3aperucTpupoBaHHbin B PO
COOTBETCTBYHOLWMI CNeayoWmnm TpeboBaHUAM:

- Habop nosBonset Bblgenate AHK u3 6uonorvyeckoro martepuana (COCKOGHbIM maTepuan wau
oTAenAemoe CAU3UCTbIX 060/104eK YPOreHNTaNbHOrO TPaKTa (oTaenaemoe CIM3NCTON 060104KM BNaranuLLa,
COCKOb 3nuTenna co cAn3uCcToi 060I0YKM LIepBUMKAZIBHOMO KaHana M COCKOb 3anuTenns co CAM3UCTOM
060/104KM  ypeTpbl), MNPAMON  KWULKKW, POTOI/NIOTKK, OTAENAEeMOE MNy3blPbKOBbIX BbICbIMAHUIA U
3PO3MBHO-A3BEHHbIX MOPAXKEHUIN KOXM W CAMIUCTBIX 060/04eK) ANA NOC/AedyloWero uccaeoBaHuUs
MEeTOA0M NOJIMMEpPasHOM LeNHOW peakumu;

- Habop He OTHOCUTCS K 3KCNpecc-MeTogam aKcTpakunmn JHK;
- Habop nossonseT uccnenosatb 06pasubl 06bemMom He meHee 100 MKn;
- Habop no3BosAeT NPOBOAUTL 3t0UMI0 ouneHHol [HK B o6beme He meHee 100 mKn.

B Xxoge nposegeHnA KAMHNYeCKuUxX MUCNbITaHUM BamMaauuto npowen H360p peareHToB 4174 3KCTpakunn
[IHK «Marwofpaiim ®ACT» (PY Ne P3H 2019/8043).

6.2.2. lononHUTeNbHbIE MaTepuabl n 0bopyaoBaHMe, Heobxoanmsble ana akcTpakumm AHK, — cornacHo

WMHCTPYKUMN K Habopy peareHTOB AnA sKcTpakunm AHK.

6.3. AmnauduKauma, getekuua NpoayKToB amnanduKkaumum, aHanms u MHTepnperTaymn
pe3ynbTaTtoB

6.3.1. OgHopa3oBbie noaMnponuaeHoBble Npobupku, ceobogHble ot AHKas, cneayowmx Buaos (npu
ncnonb3oBaHMK GOpPMbI BbiMycka 1):

- 3aBMHYMBAIOLLMECA NMPOOUPKM U KPLIWKM K HUM MAKN NAOTHO 3aKpblBatowmeca Npobupkm obbemom
1,5 -2 mn — gnsa npuroToBAeHMA PeakuMOHHOMN CMeCH.

- TOHKOCTeHHble Npobupku ana MNUP o6bemom 0,2 M € BbINYKAOM AN NIOCKOM ONTUYECKM NPO3paYvHOM
KPbIWKOM MM NpobupKkn o6bemom 0,2 M1 B CTPMUMNAX MO 8 LT. C NPO3PaYHbIMU KPbILLKaMW.

6.3.2. OgHopa3oBble HakoHeYyHWKK, cBobogHble oT [AHKas, ana posatopoB nepemeHHoro obbema ¢
dunbtTpom go 100 mkn.

6.3.3. WTtatmebl gns npobupok ob6vemom 0,2 ma.

6.3.4. bokc abakTepuranbHol Bo3aywHou cpeabl (MLP-60Kc).
6.3.5. LleHTpudyra-sopTekKc.

6.3.6. ABTOMATUYECKME [,03aTOPbI NepeMeHHOro obbema.

6.3.7. CTaHUMsA aBTOMaTU4YecKan C moay/nem ANA NPUroTOBAEHMA U PAacKanKy pPeakLMOHHbIX CMecei U
KOMMJIEKT PAcXoAHbIX MATEPUasioB K Hel COrlacHO MHCTpyKkumu lNpoussoauTensn, - Npu UCNONb30BaAHUM
dopmbl BbiNycKka 1 B cayyae MPUroTOB/IEHMA PEAKUMOHHOM CMECU C MCMOJIb30BAaHMEM aBTOMATUYECKOM
CTaHUuu.
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6.3.8. Mporpammmpyemblii amnanduKaTop ¢ cUCTEMON AeTeKkunn GAyopecLLeHTHOro CUrHana B pexume

«peasibHOro BpemeHmn» nNJaaHWeTHOro Tuna, 3aperMCTpMpOBaHHbll\/’1 B PO un COOTBeTCTByl'OLLI,Mﬁ cneayrouwmm

TpeboBaHMAM:

Ha/uMe He3aBMCMMbIX KaHanoB ¢ayopecueHTHOW aeTekuun ans ¢ayopodopos FAM m R6G co

cneayrouwmmMmmn XapaKTtepnuctukamm:

Tabnvua 4
Tpebyemble xapaKTepUCTUKM KaHaNoB ¢pyopecL,eHTHON geTeKuum
ONUHbI BONH, HM
KaHan ansa ¢pnyopodopa Bo3byxaeHusn OeTteKkuum
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580

HaNn4Me NoaorpeBaemMomn KpblILWKKU ¢ TemnepaTypoi 6onee 100 °C;
TOYHOCTb NoAAepKaHMa Temnepatypsbl < 0,4 °C;
CKOPOCTb Harpesa He MeHee 2 °C/cek;

CKOPOCTb OXna)kaeHnsa He meHee 1 °C/cek.

B xoa4e npoBeAeHMA KAMHUYECKUX WUCMbITaHWMIA BanuAauMio Npowan ciegylowme nporpammupyemble

amnanGUKaTopbl € cMcTeMon AeTeKkuun GAYOpecLEeHTHOro CUMrHasa B PeXMme «peasibHoro BpemMeHu»:
C1000 Touch B kKomnnekte c moaynem CFX96 (PY Ne ©C3 2008/03399), ATnpaiim (PY Ne dCP 2011/10229).

6.3.9. XonoannbHuk ot 2 no 8 °C.

6.3.10. OTAenbHbIM XanaT, Wanoyku, obyBb 1 0AHOPA30BbIe NepyaTku B cooTBeTcTBumn ¢ MY 1.3.2569-09.

6.3.11. EMKoCTb A/1a cbpoca HaKOHEYHUKOB.

7. UCCNNEAYEMbIA MATEPUAN

MaTepmanom Ana nccnenoBaHmA CyXKart:

oTAensiemoe caM3UCTon 060N04YKM BRaranumLla;

COCKOD anuUTeNns co CIM3MUCTOM 060104KN LEepBUKaIbHOIO KaHana;
COCKOD anuTenma co cN3NCTo 060104YKN YPETPBI;

oTAensemoe CAM3NCToM 060104KM NPAMON KULLKK;

oTAeNAeMoe CAN3UCTOM 060N0YKN POTOTNIOTKY;

oTaenAemoe ny3blpPbKOBbIX BbICbIMaHUN U 3PO3NBHO-A3BEHHbIX nopa)+<eHm71 KOXWN U CAU3SUCTbIX

obonoyek.

B3aTue, TPaHCNOPTUPOBaAHUE WU XpaHEHUE WUCCheayemoro 61onorMyeckoro maTtepunana cneayer

nposoaunTb B COOTBETCTBUU C HUXKenepedncneHHbiMn TDEGOBaHMHMM, HECOGI]IO,D,EHME KOTOPbIX MOXET

NPUBECTU K NONYYEHWNIO HEKOPPEKTHbIX PE3Y/IbTATOB UCCAEA0BAHMA.
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7.1. Otpensemoe cAM3NCTOM 060104KK BRaranmLla

B3ATMe maTepuana npoBecTM W3 3aAHebOKOBOro CBOAA BAaraivila C MNOMOLLLIO CTEPUSIbHOrO
04HOPA30BOro 30HAA-TAMMOHA WM YHUBEPCANbHOrO 30HZA B MPOBGMPKY C TPaHCMOPTHOM cpenol B
COOTBETCTBUM MHCTPYKUMEN MO MPUMEHEHMIO 30HA4a. HeobxoaMMoO MaKcMMasbHO TMOJHO cobpatb
otaensaemoe. Pabouylo NoBEpPXHOCTb 30HAA MOMECTUTbL B TPAHCMOPTHYIO cpedy, 06/10MaB MAACTUKOBYHO
ocHOBY. JONyCTMMO MUHMMAa/IbHOE NPUCYTCTBUE NMPUMECEN B BUAE CIN3U U KPOBM.

BHumaHue! Bo nsbexkaHue KOHTaMUHaALWK, HeNb3A 06pe3aTbh 30HA HOXHULAMM !

Buonornyecknii matepuan, NOMELLEHHbIA B TPAHCMOPTHYI cpeady, XPaHUTb M TPaHCMOPTMPOBATb
COrIacHO cneayoLmMm TpeboBaHUAM:

- NpKW KOMHaTHoM TemnepaTtype (g0 25 °C) — He Bonee 28 cyToK;
- npu TemnepaTtype oT 2 o 8 °C — B TevyeHue 4 mecAuEes;
NMBO COrNAcHO MHCTPYKLMMU K MCMONb3YEMOI TPAHCMOPTHOM cpeae.

I£|,OI'IYCI‘(aETCF| Wb OOHOKPATHOE 3aMOpPaKnBaHMeE—0OTTanBaHME maTephana.

7.2. CocKob6 3nuTenua co cAM3nUCToii 060104KM LePBUKANbHOro KaHana

I'Iepe/J, nonyyeHnem matepuana C/im3b U otaenaemoe Bnarasmila C NOBEPXHOCTU LeMKN MaTKK YOanunTb
CTepUIbHbIM Map/sieBbiM TaMMOHOM.

B3ATMe MmaTepuana MNpPOBECTU M3 LEPBUKANbHOrO KaHana C MOMOLbIO CTePUAbHOM OAHOPa30BOW
LLePBMKaAbHOM LUTOLLETKM UM YHUBEPCAbHOIO 30HAA B NPOBMPKY C TPAaHCMOPTHOM cpesoi B COOTBETCTBUM
C MHCTPYKUMEW MO NPUMEHEHUIO LUToWwEeTKM / 30HA4a. MpU MCNob30BaHWM YHUMBEPCANbHOMO 30HAa 06bem
COCKOBHOro otaensemoro 6yaer meHblue. JONycTUMO MUHUMaNbHOE MNPUCYTCTBME NpuUmeceid B Buae
LLePBMKAIbHOM C/IN3M U KPOBMU.

BuoNOrMYECKMIA maTepuasn, NOMELEHHbIM B TPAHCMOPTHYI Cpeady, XPaHMTb M TPaAHCMOPTMPOBATb
COrNacHo cieayrowmm TpeboBaHnAM:

- NpKW KOMHaTHoOM TemnepaTtype (g0 25 °C) — He Bonee 28 cyToK;
- npu Temnepatype oT 2 Ao 8 °C — B Te4yeHne 4 MmecALEB;
B0 COrNacHO MHCTPYKLMM K UCMONb3YEMO TPAHCMOPTHOM cpeae.

,ﬂ,OI'IyCKBETCFl NNwb OOHOKPATHOE 3aMOpPaXKnNBaHNE—OTTanBaHNE MmaTepnana.

7.3. Cockob anuTenua co cansucTo 060104KM ypeTpbl

B3ATMe 3nuTennanbHoro cockoba M3 ypeTpbl MPOBOAMTL C MOMOLLbIO CTEPUIBHOFO 04HOPAa30BOro
YHMUBEPCANbHOrO 30HAA B NPOBMPKY C TPAHCMOPTHOM Cpeaoit B COOTBETCTBMM C WHCTPYKUMEWH Mo
NPUYMeEHEeHUIO 30HAa. JonycTMMO MUHMMa/IbHOE NPUCYTCTBUE NPUMECEN B BUAE C/IM3U U KPOBMW.

Buonornyecknii matepuan, NOMELLEHHbIA B TPAHCMOPTHYI cpeady, XPaHUTb M TPaHCMOPTMPOBATb
COrIAacHO cneayoLmMm TpeboBaHUAM:

- NpUW KOMHaTHoOM TemnepaTtype (g0 25 °C) — He Bonee 28 cyToK;
- npu Temnepatype oT 2 Ao 8 °C — B Te4yeHne 4 mecALEB;
NMBO COrNAcHO MHCTPYKLMM K MCMONb3YEMOI TPAHCNOPTHOM cpeae.

ﬂ,OI'IyCKaETCFl NWb OOHOKPAaTHOE 3aMOpPaKnBaHME—OTTanBaHME maTephana.
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7.4. Otpensemoe CAU3UCTO 060104UKMU NPAMOI KULLKK

Mepen B3ATMEM Ma3Ka MPOBECTW TLLATENbHbIA TyaseT C MblIOM W BOAOM 061acTM BOKPYr aHa/lbHOIO

OTBEPCTUA.

B3ATMe maTepuana NpPoBECTU C NMOBEPXHOCTU BOKOBbLIX CTEHOK aMMy/ibl MPAMOMN KULWKKU C MOMOLLbIO
CTEPUNbHOMO 30HAA-TaMMNOHA B MNPOGMPKY C TPAHCMOPTHOM CPeaoi B COOTBETCTBMM C MHCTPYKUMEMN no
NPMMeEHEeHMIO 30HAa. JOoNyCcTUMO MWHWMAZbHOE MPUCYTCTBUE NMPUMECEN B BUAE C/IM3WN, KPOBW, THOA U
Ka/0BbIX Macc.

Buonornyecknii matepuasn, NOMELLEHHbIA B TPAHCMOPTHYI cCpeady, XPaHUTb M TPaHCMOPTMPOBATb
COrNacHo c/ieayrowmm TpeboBaHNAM:

- NpKW KOMHaTHoOM TemnepaTtype (g0 25 °C) — He Bonee 28 cyToK;
- npu Temnepatype oT 2 Ao 8 °C — B Te4yeHne 4 mecALEB;
NMBO COrNAcHO MHCTPYKLMM K MCMONb3YEMOI TPAHCNOPTHOM cpeae.

l£|,0I'IYCKBETCF| Nwb OOHOKPATHOE 3aMOpPaKnBaHME—OTTanBaHME maTepmhana.

7.5. OTtaenaemoe CAU3UCTOM 060/104KM POTOrNOTKU

B3ATWe MmaTepuana NPOBECTM C MOBEPXHOCTU MUHAANNH, HEOHbIX AyXKEK U 3afHEl CTEHKU POTOM/OTKM C
MOMOLLbIO 04HOPA30BOr0 CTEPUIBHOIO 30HAA-TaMMOHa B NPOBMPKY C TPAHCMOPTHOM Cpeaoit B COOTBETCTBUM
C UHCTPYKUMEN NO NPUMEHEHMIO 30HAA.

BuonorMyecknii matepuasn, NOMELEHHbIM B TPAHCMOPTHYK CPpeady, XPaHUTb M TPaAHCMOPTMPOBATb
COrNacHo cieayrowmm TpeboBaHNAM:

- NpUW KOMHaTHOM TemnepaTtype (Ao 25 °C) — B TeueHue 72 Yyacos;

- npu Temnepatype oT 2 8o 8 °C — B TeueHue 14 cyTok;

- Mpu TemnepaTtype oT MUHYyC 24 1o MUHyc 16 °C — B TeueHue 3 mecsLes;
NGO COrNAacCHO MHCTPYKLUMM K MCNONb3YyEMON TPAHCNOPTHOM cpeae.

ﬂ,OI'IyCKaETCFl Wb OOHOKPATHOE 3aMOpPaKnBaHMeE—OTTanBaHME maTepmnana.

7.6. Otpensemoe ny3bipbKOBbIX BbICbINaHWUI U 3PO3UBHO-A3BEHHbIX NOPAXKEHUIN KOXKU U
CAN3UCTbIX 0bonoyek

C nopasKeHHbIX Y4aCTKOB YAa/IMTb KOPOUKY M MPU HAIMYMUK BE3UKY NMOKPbILLKY YA3AAUTb CTEPUABHON UTNON.

B3aTtue maTepunana nposect C NOMOLbIKO CTEPUZIBHOTO 30HAOA-TAMIMOHa B np06MpKy C TpaHCI'IOpTHOﬁ
cpe/J,on B COOTBETCTBUUN C VIHCprKLI,VIEf/‘I no NPUMeHeHUIo 30Haa.

Buonornyecknii matepuan, NOMELLEHHbIA B TPAHCMOPTHYIO cpeady, XPaHUTb M TPaHCMOPTMPOBATb
COrNacHo ceayrowmm TpeboBaHNAM:

- NPV KOMHaTHOW TemnepaType (8o 25 °C) — He 6onee 28 cyTOK;
- npu TemnepaTtype oT 2 o 8 °C — B TevyeHue 4 mecAues.
NMBO COrNAcHO MHCTPYKLMM K MCMONb3YEMOI TPAHCMOPTHOM cpeae.

JonycKkaeTca nnwb OAHOKPaTHOE 3aMOpaXKMBaHMe—OTTanBaHWe maTtepmana.
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8. MPOBEAEHUE UCCNEAOBAHUA

UccnepoBaHWe [OMKHO NPOBOAUTLCA MPUM HOPMAJbHbIX MOKa3aTeNnaX MWMKPOKAMMATA  KAWHWMKO-
[AMarHocTnyeckoin nabopatopmm’:

- TemnepaTypa OKpyKatouiero sosayxa ot 20 go 28 °C;

- OTHocuTenbHaA BnaxKHocTb 40 — 75 %.

8.1. 3Kctpakuyma OHK u3 uccnegyemoro marepmana

Ona akctpakumm OHK ucnonb3oBaTb Habopbl peareHToB, peKomMeHAOBaHHble [lpousBoguTenem B
pasgene «ononHuTenbHoe obopyaoBaHMe U maTepuanbl». Nopagok paboTbl ¢ Habopamu Aaa IKCTPaAKUUK
OHK cmoTpuTte B MHCTPYKLUUM MO NX NPUMEHEHMUIO.

BHUMAHUE! Tpu npoBeAeHUN WUCCNEAOBAHUS HeAOMYCTUMO WCMNO/Ib30BaHME 3KCMNpecc-MeToA0B
aKcTpakuum JHK.

IKcTpakuma AHK w3 Kagoro uccnegyemoro obpasua M KOHTposien Heob6xoaMmo NpoOBOAUTL B
npucytcteum BKO. Kaxkpgas rpynna sKcTparMpyembix 06pasLoB [0J/IKHA COMPOBOMKAATHCA MOCTaHOBKOW
oTpuuartenbHoro KoHTpona (OKO) B ogHOM noBTOpE.

B npouecce aKkcTpakumm AHK ncnonb3osath cneaytolme o6bembl peareHToB 1 uccieayembix 06pasLoB:

- obbem peareHTa BKO-FL — 10 mkna B npobupky c OKO, a TaKkKe B KaxKayt NpobupKy ¢ nccnegyemoimm
obpasuamu;
- obbem nccnegyemoro obpasua — 100 mKa B npobupku gnsa nccneayembix ob6pasLos;

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

- obbem peareHTa, ucnonbzyemoro ana sawouum AHK, — 100 MK (cOrnacHo MHCTPYKUMKM MO
NPUMEHEHUIO K UCMOJIb3yeMOMY Habopy Ana akcTpakumm HK).

8.2. TMopgrotosKa peareHToB Ana amnandukaumum

8.2.1. Mpu ncnonb3osaHnn ¢opmbl Bbinycka 1
BHUMAHUE! KomnoHeHTbl peakuMOHHOM CMecu c/leayeT CMeLlMBaTb HEernocpeaCcTBEHHO nepejs,
nposegeHunem MLP.

BHUMAHUE! B cnyyae NpUrotoB/ieHMA PeaKLMOHHOM CMEeCM C MOMOLLbIO aBTOMATMYECKOM CTaHLUM
cneanynTe yKasaHUAM MHCTPYKLMM NO €€ UCMO/Ib30BAHMIO.

8.2.1.1. Paccumtatb o6bembl MUP-cmecu TP n MNUP-6ydepa-H, Tpebyowmeca gns npurotoBaeHUs
peakunoHHon cmecn (cm. Tabaunuy 5). Cmecb roToBUTb Ha 0bLLee YNCNO UCCAeayEMbIX U KOHTPObHbIX
06pasLLoB NtOC 3aNac He MeHee Yem Ha OAHY peaKkLuio.

Tabnuua 5
PacueT 06beMOB KOMMNOHEHTOB ANA O4HON peakLUOHHOU cmecu
PeareHT 06bem, MKn 0O603HaueHusn
MLP-cmece TP 10,0*(N+1) N — KonMyecTBO amnAndULMpyembix 06pasLos,
MUP-6ydep-H 5,0%(N+1) BKJ/1t04AA KOHTPO/IN

7 YKasaHbl A0NyCTUMble HOPMbI TEeMMepaTypbl M OTHOCUTENbHON BAAXHOCTM BO3AyXxa B paboueit 30He
NPOM3BOACTBEHHbIX MOMELLEHUN B COOTBETCTBMM C TpeboBaHmamm [OCT 12.1.005-88 «Cuctema cTaHOapTOB
6e3onacHocTM Tpyaa. ObLwue caHUTapHO-TUrMeHNYecKme TpeboBaHMA K BO34yXy paboueit 30HbI».

Bepcma 30.11.22-1 15



8.2.1.2. lMepen cmelwmnBaHMEM peareHTOB nepemewaTb cogepxumoe npobupok ¢ MUP-cmecbio TP 1
NUP-6ydepom-H, ocaantb Kanau Ha BopTeKce.

8.2.1.3. MpuUrotoBuUTb PeEaKLMOHHYIO CMecCb, A00aBMB KOMMOHEHTbl B 0ObEMAX, PACCYMTAHHbLIX B
n. 8.2.1.1. NepemeLwaTtb cMeCb 1 0CAZUTb Kanam Ha BOPTEKCe.

8.2.1.4. OTobpaTb HeobxoaMmoe KoAMYecTBO MNPOBMPOK MAM CcTpunoB ans amnandukaumm OHK
nccneayemblx U KOHTPO/IbHbIX 06pa3uoB..

8.2.1.5. BHecTv B npobupKKM no 15 MKA NpUroToBAEHHON peaKLMOHHOW CMecu.

BHUMAHMUE! Hencnonb3oBaHHbIE OCTAaTKM PEAaKLMOHHOM CMECU XPaHEHUIO He NoA/iexKar.

8.2.2. Mpwn ncnonb3osaHnn ¢opmbl Bbinycka 2

8.2.2.1. OTobpaTtb Heobxoaumoe Konmyectso ctpunos c MUP-cmecbio TP gns amnandukaumm OHK
nccneayembix U KOHTPOIbHbIX 06pa3LoB.

8.2.2.2. Yb6epuTbcs, 4To NapaduH MOSIHOCTbIO MOKPbLIBAET PacTBOpP Ha AHe Npobupok. B npoTMBHOM
C/ly4ae, He UCMNOJIb30BaTb AaHHble NPOBUPKM.

8.2.2.3. Ha noepxHocTb napadumHa BHecTn no 10 mkn MUP-6ydepa-K, npu 3Tom OH He A0MKEH
NpoBaMBaTbCA NoA NPOCAOMKY NapadunHa n cmewmsaTtbea ¢ MNLP-cmecoto.

8.3. BHeceHue npob OHK, npoBegeHne amnandukauum u getekumm

BHUMAHMUE! Mpu pobasneHmn npob [AHK, sKcTparMpoBaHHbIX C NOMOLLbIO HabopoB peareHToB A4
NpoBeAeHUA 3KCTPAKLUUM METOAO0M COpbLMM Ha CUAMKArene WAM MArHWTHOM cemapauuu, Heobxogumo
nsberatb NnonagaHMA copbeHTa B PEaKLNOHHYHO CMECh.

BHUMAHMUE! lNpu py4yHOM aHaNn3e NpOrpamMmMUpPOBaHME U 3amnyCcK amnanduKaTtopa NPoBOAUTL COracHO
WHCTPYKLMM NO ero NpUMeHeHu0. PeKomeHayemble MapaMeTpbl A8 NPOrpamMmMmnpoBaHma aMnandrUKaTopos
YyKasaHbl BO BKAagbllle, npuaaraeMom K Habopy. Mpu Mcnonb3oBaHWM MNporpamMmmMHoro obecneyeHus
FRT Manager nporpammunpoBaHvMe aMnanduKaTopa ycTaHaBAMBAETCA aBTOMATUHECKM.

8.3.1. BHecT1 B noarotoB/ieHHble NPOBUPKM C peakUMoHHOM cmecbkto no 10 mka npo6 AHK, nonyyeHHbIx
B pe3y/ibTaTe 3KCTPaKLMK.

8.3.2. BHecT1 B noAroToBeHHble NPOBUPKU C PEaKLUMOHHON CMECbIO KOHTPOIbHble 06pasLbl:
a) NoNOXKUTENbHbIN KOHTPOAb MNLUP — B 0gHY Npobupky ansa obpasua MK BHecT 10 mKkn peareHTa MKO TP.
6) oTpuuaTenbHblit KoHTposb MLUP — B ogHy npobupky ans o6pasua K- BHectn 10 mKn peareHTa K-.

B) OTPULATE/IbHbIN KOHTPO/Ib 3KCTPAKLUMM — B 0AHY NPobupKy ana obpasua OKO sBHecT 10 mKn npo6bl,
3KcTparnpoBaHHoi u3 OKO.

8.3.3. 3anporpammmnpoBaTb aMNANPUKATOP C CUCTEMOW AETEKLINN B PEXKUME «PeasibHOro BpeMeHu» Ans
BbIMNOJIHEHUA eANHOW NPOrPaMmbl aMNANPUKALUN U AeTeKkuun GayopeculeHTHOro curHana (cm. Tabauuy 6).

Tabnuua 6
EanHan nporpamma amnandukaumm n getekumm GpayopecueHTHOro CcMrHana
o [eTeKkuua no KaHanam ans Konuuecrso
Linkn Temnepartypa, °C Bpemsa ST s

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

95 10c -
3 45

60 20c FAM, R6G
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MpumeyaHue - C NCNoNb30BaHUEM €ANHON MPOrpamMmmMbl MOXKHO OLHOBPEMEHHO MPOBOAUTL B O4HOM
npubope noboe coyeTaHWe TECTOB, BKAKOYAA TeCTbl C 06paTHOM TpaHCKpunuuen n amnandukauuein. Mpu
OfHOBPEMEHHOM NPOBEAEHUN HECKONbKUX TECTOB AeTeKuna GpayopecLeHTHOro CUrHaaa Ha3Ha4vaeTca M no
OPYTMM UCMNOJIb3YeMbIM KaHanam, MOMMMO YKasaHHbIX B Tabauue. B ciyyae ecnm B ogHOM npubope
OZHOBPEMEHHO NPOBOAATCA TECTbI TO/ILKO Aa BbiaBneHna AHK, MOXHO yaanuTb U3 AaHHON Nporpammsl
nepBbli Wwar o6patHol TpaHcKpunumm (50 °C — 15 MUHYT) 418 SKOHOMUK BpeMEHMU

8.3.4. Mepea NOCTaHOBKOM B amnNIMdMKaTOP NAAHLWETHOrO TMMNa 0CaAMTh Kanamn Co CTEHOK NPOBUPOK Ha

BOpTEKCe.
8.3.5. YCTaHOBUTbL NPOBUPKM UM CTPUMbI B AYENKU PEAKLMOHHOIO Moayns npubopa.
8.3.6. 3anycTuTb BbINOJIHEHME NPOTrPaMMbl aMMANDUKALNK C geTekumnen GayopecLeHTHOro CUrHana.

8.3.7. MNpubop npoBOAUT perncTpaunto ¢GayopecueHTHOro CUrHana aBTOMATUMYECKU B  pexume
«peanbHOro BpemMeHm».

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

- B aBTOMaTM4YECKOM peXMMe C WCMoab30BaHMeM nporpammHoro obecnevenua FRT Manager
(000 «NHTepNabCepsuc», Poccua, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY MONb30BaTeNd, Bbibpas
METOAIMKY, YKa3aHHYIO BO BKabllle, npuaaraemom K Habopy. PyKoBoACTBO Nosb3oBaTens pasMelleHo Ha
odpunumanbHom cante 000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM peKMMe C MNOMOLLbI MporpammHoro obecnedyeHua npubopa, MCNOAb3yeMOro ANA
nposefeHua MMUP c geTekumeil B peskMme «peasiibHOrO BPEMEHM», COMNacHO MHCTPYKUMKM MO ero
NMPUMEHEHMIO U MHCTPYKLUN K Habopy.

BHUMAHUE! MMpu pyyHom aHanmMse 06paboTKy AaHHbIX (PAYOPECUEHTHbIX KPWBbLIX), MNOAYYEHHbIX B
nporpammHom obecnedyeHnn npubopa, mucnonbdyemoro AnAa nposegeHua MUP c peTtekumnen B perkmme
«peanbHOro BpeMeHW», MPOBOAMUTb COrMNACHO WMHCTPYKUMM NO ero npuMeHeHuto. PekomeHayemble
napameTpbl g1 06paboTKM JaHHbIX YKa3aHbl BO BKAaAblle, MpMUaaraemMom K Habopy.

O6paboTKa 1 pacyeT pe3ynbTaToB MPOUCXOAMT Ha OCHOBAHWUM HaAMYUA (MM OTCYTCTBUA) NepeceyeHnn
KpuBoi dnyopecueHumm S-obpasHoi (cMrmoobpasHoit) Gopmbl C YCTAHOBAEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE MOPOroBoi AMHWUEN, YTO onpeaenseT Haanumne (Man oTcyTCTBMUE) Ana AaHHOM Npobbl AHK 3HaueHus
noporoeoro umkna (Ct) B cooTtsBeTcTBylowen rpade Tabauubl pesynbratos. [lapameTpbl 06paboTku
bYOpPEeCLLEeHTHbIX KPMBbLIX 3aBUCAT OT MCMONb3YEMOW MOoAenn amnamduKaTopa (cMm. BKnagbiw K Habopy u
MHCTPYKLMIO MO NPUMEHEHMIO aMNAndUKaTopa).

Kpusble HakonieHua ¢aYyOpPecueHTHOro CcurHana aHaAuM3MpyloTca Mo ABYM KaHanam AeTekuumu
(cm. Tabnnuy 7).

Tabnuua 7
DeTteKuma ¢pnyopecueHTHOro curHana
Kanan ana ¢nyopodopa FAM R6G
MpoayKT amnandukaumm OHK T. pallidum OHK BKO
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8.5. WUHTepnpeTtauma pesynbtatos
MHTepnpeTaunto pes3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

- BPYYHYIO B COOTBETCTBUM C Tabnuuein 8 W BKNagblem, npuaaraembsiM K Habopy. Pesynbrart
UCCNef0BaHNUA CYUMTAIOT AOCTOBEPHbIM, €CAM Pe3ynbTaTbl, MOJYYEHHble ANA KOHTPONbHbIX 06pasuos,
COOTBETCTBYIOT KPUTEPUAM BaIMAHOCTU, YKasaHHbIM B Tabauue 9;

- B aBTOMAaTMYECKOM peXMme C WCNoAb30BaHMEM nporpamMmmHoro obecnedeHnsa FRT Manager
(000 «NHTepNabCepsucy, Poccusa, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY MoJib30BaTeNs, Bbibpas
METOAIMKY, YKa3aHHYIO BO BKabllie, npuaaraemMom K Habopy. PyKoBoACTBO Nonb30BaTeNs pasMeLleHo Ha
oduumanbHom cate 000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/.
Mcnonbayemble B NpoOrpamMmHoOM obecrnedyeHnn anropuTm MHTepnpeTaummn pesynbTaTtoB 414 ucciegyemblx
06pasLOB M KPUTEPUM BANIMAHOCTU PE3Y/bTATOB, MOYYEHHbIX A1 KOHTPOAEN, NpeAcTas/ieHbl B Tabimuax 8
1 9 COOTBETCTBEHHO.

Tabnuua 8
MHTepnpeTauua pe3ynbratoB ANA Uccneayembix ob6pasuos
Pesynbrar WUHTepnpeTtauuma
3HaueHue Ct no KaHanam pgna o¢nyopodopos FAM u R6G He HesannpHbiii!
onpeAeneHo NN onpepeNeHo Bbllle FPaHUYHOro®, C6o11 BKO! TpebyeTca noBTOPUTL aHaM3

3HauyeHue Ct no kaHany gns pnyopodopa FAM onpegeneHo He Bbiwe

rpaHuyHoro. Mpu sTom Kpusas dayopecueHLMM AaHHOM npobbl no

[AHHOMY KaHany mnepecekaeT MOPOroBYH JIMHWUIO Ha y4yacTke DOHK T. pallidum o6HapyeHa
XapaKTEPHOrO  3KCMOHEHUMaNbHOro nogbema  dayopecueHunu.

3HayeHue Ct no KaHany gnsa ¢ayopodopa R6G He yumTbiBaeTCA.

3HauyeHuAa Ct no kaHany gns ¢nyopodopa FAM He onpegeneHo uam
onpegeneHo Bbile rPAHUYHOrO, a No KaHany ans ¢ayopodopa R6G OHK T. pallidum He o6Hapy:keHa
onpepeneHo He Bbille FPaHUYHOrO.

Tabnuua 9
KpuTepuu BaaM[HOCTU AN KOHTPO/IbHbIX 06pa3u,oB

Pe3ynbTtatbl amnanpukaumm no KaHany ana ¢ayopodopa

KoHTtponb
FAM R6G
OKO
. OnpegeneHo 3HayeHume Ct He Bblwe

(oTpUuaTeNnbHbIN 3HayeHue Ct oTcyTcTBYeT 8

rPaHM4YHOro
KOHTPOJIb SKCTPAKLMK)
K- (oTpuuatenshbii 3HadveHue Ct oTcyTcTByeT
KoHTposb MNLP)
OnpepneneHo 3HavyeHue Ct He Bbie
NKO TP pea 3HayveHue Ct oTcyTcTBYET

rPaHUYHOro

8.6. B0O3MOXHble OWNOKU 1 pekomeHaauuum no Ux peweHunto

8.6.1. s oTpuLaTeNbHOIO KOHTPOAA aKcTpaKkumu (OKO) no kaHany ans payopodopa FAM onpeaeneHo
3Ha4eHuMe noporosoro unkna (Ct). BepoaTHa KOHTaMMHaUMA NabopaTopum NPOAYKTaMU aMNANGUKALUN UK
KOHTaMMHaLMA PeareHToB MAK nccneayemblx 06pasuoB Ha KaKOM-1M60 3Tane ucciegoBaHus. Heobxogumo
NpPeAnpPUHATL MepPbl MO BbIABAEHUIO W IMKBUAALUMN UCTOYHMKA KOHTaMWHALMK M NOBTOPUTbL UCCNeL0BaHMe
ans Bcex 0bpasLoB., B KoTopbix 06HapyxkeHa AHK T. pallidum, HaunHas ¢ aTana akcTpakumm OHK.

8 ['paHMuHble 3HaYeHMs Ct yKasaHbl BO BKaAbllle, Npunaraemom K Habopy.
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8.6.2. lna oTpuuatenbHoro KoHtpona MUP (K-) no KaHanam pgna o¢nayopodopa FAM, u/man
R6G/HEX/JOE/VIC onpeaeneHo 3HayeHne noporosoro umkaa (Ct). BepoatHa KoHTamunHauma nabopatopum
nNpoAyKTaMu amnanduKaL MM MM KOHTAaMUHALNA peareHToB, nccaesyemolx 06pasLLoB Ha KaKom-11Mbo sTane
MUP-uccnepoBaHunsa. Heobxoammo npennpuHATL Mepbl MO BbIABAEHUIO W JNMKBUAAUMM MCTOYHMKA
KOHTaMMHaLUKN 1M NOBTOPUTbL UCCeaoBaHMe AN BCcex 06pasLoB, B KoTopbix 06HapyxeHa AHK T. pallidum,
HaynHan c aTana amnamdukaumnm JHK.

8.6.3. [lns NONOXKMTENbHOIO KOHTPOJIbHOro obpasua (MKO) no KaHany ana payopodopa FAM 3HaueHne
Ct oTcyTcTBYeT wMauM onpegeneHo 6osble rpaHUYHOro. BepoaTHa owunbKa Ha 3tane amnanduKaumm,
HeobxoaMmo npoBecTM NoBTopHO 3Tan MLUP ana Bcex oTpuLaTenbHbIX 06pasLOB.

8.6.4. [ina nccnegyemoro obpasua onpeaeneHo 3HayeHWe NMOoPOroBoro LMKAa, Npu 3TOM Ha rpaduke
dbayopecueHUMN OTCYTCTBYET YY4aCTOK XapaKTEPHOro 3KCMOHEHLMANbHOMO nogbema (rpaduk npeacrasnser
coboii NpUbAN3NTENBHO MPAMYIO NMHUIO). Heobxoammo NpoBepuTb MPaBUAbHOCTL BbIOPAHHOTO YPOBHSA
NMOPOroBoOM AMHUN UAU NaPaMeTPOB pacyeTa 6a30BOiM AMHUU. Ecin pe3ynbTaT NosyyeH Npu nNpaBuibHOM
YpPOBHEe NoporoBoi AnHUK (6a3oBoi AMHUK), TpebyeTca NOBTOPHO NPOBECTM aMmNANOUKALMIO N AeTEeKUUIo
Ans aToro obpasua.

8.6.5. B cnyyae nonydyeHua HeBaNMAHbIX pe3ynbTaToB TpebyeTca NoBTOpHOe MccaegoBaHue obpasua,
HauMHas C 3Tana 3KCTPAKUMM HYKJEMHOBbLIX KUCNOT. B ciyyae BOCMPOM3BOAMMOrO pesysbTaTa
peKkomMeHayeTcs MOBTOPHO NMPOBECTU B3ATUE M UCCef0BaHMe 0bpasua.

8.7. [marHocTuyecKkoe 3HaYeHue NONY4YeHHOro pesyabraTa

MUP-nccneposaHne ABAAETCA OAHUMM M3 METOLO0B BCECTOPOHHEro o6c/nenoBaHUA MNalMeHTa, Ha
OCHOBAHWUM KOTOPbIX Jlevallmii Bpay YCTaHaB/NMBaEeT AMarHo3 U BblbBMpaeT MeponpuaTUA MO NIeYeHUIo
nayMeHTa. Pe3ynbTaTbl, MOJlyYeHHble NPW  WUCNONb30BaHUM Habopa, cneayeT paccmaTpuBaTb U
WMHTEePNPEeTUPOBaTb B COYETAHUM C AaHHbIMU APYITUX KNMHUYECKUX U NabopaTopHbIX UCCAeA0BaHMIA.

9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. MNpeaen obHapy>eHua®

Mpepen obHapyxeHua Habopa «Amnaulpaim® T. pallidum» 6bin onpegeneH ¢ MCNO/Ab30BaHMEM
npobuT-aHanmsa ¢ 95%-oit [OBEPUTENbHOM BEPOATHOCTLIO (CM. Tabamuy 10).

3HaYeHMsA XapaKTEePUCTMKM, YKasaHHble B Tabsauue 10, gocturatotcs npu cobalogeHun npasui,
yKa3aHHbIX B pasgene «Mccnegyemblil matepuany.

Tabnuua 10
MNpepen obHapyXeHUa Habopa
Mpepen 95%-bi
Buonornyeckum MmaTtepuan 06Hapy)KeHml no AOBepMTeanblﬁ

Probit 95%, /mn uHTepBan, N/mn
COCKOOHbIN MaTepuan unm otTaensiemoe CAN3UCTbIX 060104eK

5x10? 3,52x10% - 6,27x10?
YPOreHUTaNbHOro TpakTa
oTAenAemoe CAM3NCTON 060N0UYKM MPAMOIA KULLIKM 5x10° 3,87x10% — 7,04x10?
oTaenAemoe CAN3NCTOM 060104KN POTOT/IOTKM 5x10? 3,64x10% — 6,00x10?
oTAensiemMmoe ny3blPbKOBbIX BbICbINAHUIN U 3PO3MBHO-A3BEHHbIX 5102 3,61x10% - 6,77x102

FIOpa)'KEHVIIZ KOXXM 1 CAN3NCTbIX 06o0YeK

° Npenen obHapyeHns — 95%-0e MNONOMNKUTENbHOE MOPOroBOEe 3HAYEHWe KOHLUEHTpauun (KoHueHTpaumsa AHK
BbIABAAEMOro BO36yauTens, npu Kotopoi 95% TecToB AatOT NOOKMUTENbHbIN pe3yabTaT).
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9.2. AHanutTMyecKana cneynduUUHOCTb

Habop «Amnaulpaiim® T. pallidum» obHapyKmBaeT TonbKo dparmeHT AHK Treponema pallidum.

AHanuTnyeckas cneumMPpuUHOCTb Habopa oueHuBanacb TectupoBaHnem [OHK MMKpooOpraHM3MOB,
BMpycoB (cm. Tabamuy 11) n reHomHol AHK yenoseka. AHK MUKpoOOpraHM3mMoB 1 BUPYCOB B KOHLLEHTPALMK
He meHee 1x106 konuit/mn u reHomHyro [HK yenoseka B KOHUEHTPaUMKM 1 MKr/mn BHocuam B obpasipl
buonormyeckoro matepuana, He cogepawue AHK T. pallidum.

Tabnmua 11
MuKpoopraHusmbl U BUPYCbl, UCNO/Ib3yeMble AN1A OLEHKU aHAIMTUUYECKON cneuudpuyHOCTH

MMKpOOpraHusmbl U BUPYCbl

Candida albicans Ureaplasma parvum
Chlamydia trachomatis Streptococcus agalactiae
Escherichia coli Streptococcus pyogenes
Mycoplasma genitalium Staphylococcus aureus
Neisseria mucosa Trichomonas vaginalis
Neisseria gonorrhoeae HSV |
Neisseria subflava HSV I
Neisseria sicca CMV
Mycoplasma hominis HPV
Ureaplasma urealyticum vzv

Mpu TectMpoBaHum obpasuos JHK BbilenepeymncieHHbIX MUKPOOPraHU3MOB, BUPYCOB M reHomHon AHK
YyenoBeKa C UCNOob30BaHMEM HAbopa NePeKPECTHbLIX PEAKLNI BbIABAEHO He Oblno.

9.3. Bocnpon3BogMMOCTb U NOBTOPAEMOCTb U3MEpPeHUaA

Bocnpon3BoAMMOCTb M MOBTOPAEMOCTb PE3y/bTaToB C WCMO/Ib30BaHMEM Habopa OueHMBaNU nytem
TECTMPOBAHMA MOAENbHbIX 06pa3LoB B ABYX KOHUeHTpaumax (cm. Tabanuy 12 n 13). MogenbHble 06pasubl
6bI1M NPUroTOBAEHbI Pa3BegeHMEeM CTaHAAPTHLIX 06pa3LoB NpeanpuaTusa, cogepkawmx AHK T. pallidum, Ha

TE-6ydepe. Kaxkapiii o6pasew, npoxoaun Bce aTanbl uccneaosaHua (akcTpakumio AHK, amnandukauuio AHK
N OeTEKUMIO pes3y/ibTaTos).

Tabnuvua 12
nOBTopﬂeMOCTb nsmepeHuAa
KoHueHTpauus, CpeaHee 3Ha4YeHUe NOPOroBoro CraHpapTtHoe KoadpuumeHT Bapmauum

r3/mn uuKna, Ctep OTK/I0HeHue (SD) (CV), %

dopma Bbinycka 1
5x10? 37,74 0,85 2,25
1x103 36,15 0,28 0,78

dopma Bbinycka 2
5x10? 37,55 0,70 1,87
1x103 36,09 0,32 0,90

Bepcma 30.11.22-1 20



Tabnanua 13
Bocnpoussoanumoctb UsmepeHua

KoHueHTpauus, CpeaHee 3Ha4YeHUe NOPOroBoro CraHpapTHoe KoadpuumeHT Bapmauum
r3/mn uukna, Ctep oTKN0HeHue (SD) (CV), %
dopma Bbinycka 1
5x10? 37,72 0,77 2,04
1x103 36,13 0,29 0,80
dopma Bbinycka 2
5x10? 37,59 0,68 1,82
1x103 36,20 0,31 0,87

9.4. [marHocTuyecKasa cneuymndUUHOCTb U AUArHOCTUUYECKAA YYBCTBUTENbHOCTD

[na onpepeneHna ANMarHOCTUYECKON CNeUnPUUHOCTU U AMArHOCTUYECKOM YyBCTBUTENbHOCTU Habopa
«Amnaulpaiim® T pallidum» 6binM  Mcnonb3oBaHbl  06pasubl  Kaxaoro Buaa 6GuomaTtepuana,
npeAycMOTPEHHOro HasHa4YeHMeM Habopa peareHTOB, B KOIMYECTBE, YKazaHHOM B Tabauue 14.

B kKayectBe Habopa cpaBHeHMs, C MOMOLLbIO KOTOPOro YCTaHaBAMBaAM Haauuue/oTcyTCTBME
OHK T. pallidum, Mcno/sib3oBa/sica Habop
(PY Ne &CP 2009/06558).

peareHToB «AmnanCeHc® Treponema pallidum-FL»

Tabnuua 14
Pe3ynbTaTtbl TeCTUpOBaHMA 06pa3L,0B BMONOrMUecKoro mateprana c nomoLybio Habopa
«Amnaulpaiim® T. pallidum»

Uccnepyemblie 06pasiybl PesynbTaTbl TECTUPOBAHUA

Tectupyembiii Habop Ha6op cpaBHeHusA

Tun Konunuecrso 0O6pasubl «AmnauMpaiim® «AmnanCeHc®
T. pallidum» Treponema pallidum-FL»

COCK06Hb|17| MaTepMaﬂ nnn HOJ'IO)KVITe}'IbeIX 100 100
oTAaensiemoe CIN3UCTbIX 0bonovek 200

YPOreHUTanbHOro TpakTa OTpuuatenbHbix 100 100

oTAenfaeMoe CAN3UCTON 060/104KM 100 MoNOMMUTENbHDBIX 50 50

NPAMON KNLWIKK OTpuLaTesbHbIX 50 50

oTAenfaeMoe CAN3UCTON 060/104KM 200 MoNOMMUTENbHDBIX 100 100

POTOrNOTKM OTpuLaTesbHbIX 100 100

OTAeNAEeMOE My3blPbKOBbIX ONOKUTENBHBIX 50 50
BbICbIMAHUIA U 3PO3UBHO-A3BEHHbIX 100

NopaKeHUI KOXM U CANUCTBIX OTPULATEIbHbIX 50 50

obonouek

3Ha4YeHWa [MarHoCTMYecKon cneumMPuUHOCTM U AMArHOCTUYECKOM YyBCTBUTENILHOCTM Habopa
«AmnnuMpaitm® T. pallidum» c poBepuTenbHOM BEepPOATHOCTLIO 95 %, paccumMTaHHble, UCXO4A U3 NOAYYEHHbIX
OaHHbIX, NpuBeaeHbl B Tabanye 15.

Tabnanua 15
[unarHocTnueckue xapakTepucTtuku Habopa peareHtos «Amnaulpanm® T. pallidum»
ﬂ,Mal’HOCTM‘-IeCKaFI ﬂ,Mal’HOCTM‘-IeCKaFI
Tun o6pasuoB
Cnel.l,Md)M‘lHOCTb YyBCTBUTE/IbHOCTb

COCKOOHbIN MaTepuan unm oTaensiemoe CAN3NCTbIX

100 % (96,38 % — 100 %)
060/104€EK YPOreHUTaIbHOTo TPaKTa

100 % (96,38 % — 100 %)
oTaenaemoe CAM3NCTo 060104KN NPAMOIM KULLIKK 100 % (92,89 % — 100 %)

100 % (96,38 % — 100 %)

100 % (92,89 % — 100 %)

oTaenaemoe CAnM3nCcTot 060104KN POTOrIOTKM 100 % (96,38 % — 100 %)
oTAeNfemoe My3blPbKOBbIX BbICbIMAHUI U 3PO3MBHO-

o 100 % (92,89 % — 100 %)
A3BEHHbIX MOPAXKEHWIA KOXM U CAIN3UCTbIX 0bonoYeK

100 % (92,89 % — 100 %)
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9.5. OueHKa BAUAHUA UHTepPpepUpyloLLLIMX BeLLecTs

BavaHue wuHTepdepupyrowmx BewecTs, MNOTEHUMANBHO COAEPMKALUMXCA WMAM  NPUCYTCTBYIOWNX B
nccnegyemom buomatepuane, Ha 3dPpeKTUBHOCTb nup npu NCM0/1b30BaHUM Habopa
«AmnnuNpanm® T. pallidum» oTcyTcTByeT. He BblABNEHO WHIMOMpoOBaHME peakumm amnanduKaumm npu
nobasneHun K obpasuam Bromatepuana Ha sTane sKCTPAKLMM UHTEPDEPUPYIOLLMX BELLECTB, NPeaCcTaBieHHbIX
B Tabauue 16, B MaKCMMaNbHO BO3MOXKHOM KOHLEHTPaUUM.

OTCyTCTBME BAMAHMA MHTEPdEPUPYIOLLMX BELLECTB A5 06pa3sL,0B COCKOOHOIo maTepuana uav oTAeNAeMOoro
CNN3UCTbIX 060/104EK YPOTEHUTANbHOIO TPAKTa (NyBPUKaHTbI, CEMEHHanA }KUAKOCTb, aHTUCENTUK « MUPaMUCTUHY,
UTPaKOHa30/1, METPOHMAA30/1, MOYEBMHA, MYLMH, FeMOr106MH, FOPMOHbI AMAPOrecTepPOH U NPOrecTepoH) 6110
MOKa3aHO B WCMbITAHMAX C WCMO/Ab30BaHMEeM Habopa g4ia  3KcTpakumu  «MarHolpainm — GACT»
(PY Ne P3H 2019/8043).

Tabnnua 16
UHTepdepupylowme Bew,ecTsa, MCNOIb30BaHHbIE NPU TECTUPOBaHUM Habopa
«Amnaulpaiim® T. pallidum»

Bup 6uomartepuana UHTepdepeHT KoHueHTpauua nHteppepeHTa B o6pasue

COCKOOHbIN maTepuan unm
oTAensemoe CAM3NCTbIX 06o104ek XN0OprekcuaunH 0,1%
YPOreHUTanbHOro TpakTa

oTAenAemoe CM3NUCTON 060N10UKM FNUKOXONAT HaTPUA 111 nr/mn
NPAMOK KULLIKK HaTpWit Taypoxonart ruapat 38 mr/mn
remornobuH 200 mr/mn
oTAenaemoe cansnctoit 060104KM MyuuH 2,3 mr/mn
POTOrNOTKM MMPaMUCTUH 0,001 %
XNIOprekcngmH 0,1%
oTAenAemoe ny3bipbKoBbIX remorno6uH 200 mr/mn
BbICbINAHWI Y 3PO3NBHO-A3BEHHbIX
o MYLMH 2,3 mr/mn
MOPaXKEHU KOXM 1 CAN3UCTbIX
obonouex MUPaMUCTUH 0,001 %

TaKk)Ke He BbIAB/IEHO WHIMOMPOBaHME peakuunm amnanduKaumm npu aobasneHUM K obpasuam
6uomartepuana JHK uenoseka B KoHueHTpaumm 1,0x108 konumit/mn.
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10. ycnosuAa XPAHEHUA, TPAHCNOPTUPOBAHUA U NPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

Cpok rogHoctTn Habopa cocTaBnsfeT 12 mecsAueB OT AaTbl M3roToBAeHUA. locne BCKPbLITUA peareHTbl
MCMONb30BaTb A0 UCTEYEHUA CPOKa roaHOCTM Habopa. Habop ¢ UCTEKLIMM CPOKOM FOAHOCTU NPUMEHEHUIO
He NoaNexXuT.

10.2. TpaHcnopTUpoBaHue

Habop TpaHcnopTMpoBaTb Npy TemnepaTtype oT 2 4o 8 °C BCeEMM BUAAMM KPbITbIX TPAHCMOPTHbIX CPEACTB
B TEPMOKOHTEMHEepax C X71ag03/1eMeHTaMK UAKn B aBTopedpukepatopax. He gonyckaercs 3amopakmBaHve
peareHToB.

[onyckaeTca TpaHCNoOpTUPOBaHMe Npu Temnepatype oT 8 Ao 25 °C He 6onee 3 cyTok.

Habop, TPaHCNOPTUPOBaHHbIN C HapyLlEHWEM YKa3aHHOTro TeEMNEPaTypPHOro pexnuma, NpMMeEHEeHMUIo He
NOANIENKMT.

10.3. XpaHeHue

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

PeareHTbl Noc/ie BCKPbITUA XPaHUTb B TEX e YC/NOBUAX, YTO U peareHTbl A0 BCKPbITMA. HeBCKpbITbie U
BCKPbITble peareHTbl cTabu/ibHbl B TEYEHME CPOKa FOAHOCTM, YKA3aHHOro Ha 3TUKETKe, Npu cobaroaeHnn
YKa3aHHbIX YCNOBUIN XpaHeHUs. PeakuMoHHasa cmeck, npurotosaeHHas ms MNLUP-cmecn TP u NMUP-6ydepa-H,
XPaHEHUIO HE NOANENKNT.

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

11. TAPAHTUU NPOU3BOAUTENA

Mpov3BoguTeNb rapaHTMPYeT COOTBETCTBME XapaKTEePUCTUK Habopa TpeboBaHWAM, YyKasaHHbIM B
TEXHWYECKOM W 3KCMIyaTaUMOHHOM [LOKYMEHTAUMM, B TeYeHWe YKa3aHHOro CpoKa rogHoOCTM npw
cobntoaeHUM BCexX YCA0BUIN TPAHCNOPTUPOBAHMA, XPAaHEHUA U NMPUMEHEHWA.

Peknamauumn Ha KayecTBo Habopa «Amnaulpaiim® T. pallidum» HanpaBnaTb B agpec nNpoussBoauTens
000 «Hekctbno»: 111394, r.MockBa, yn. [lNonumepHas, 8 ctp. 2, Ten. (495) 620-08-73, e-mail:
info@nextbio.ru.

Mpu BbIABNEHWM HEXKEeNaTeNbHbIX PeaKuMit Mpu MUCMoSb30BaHMKM Habopa, $akToB M 06CTOATENbCTB,
CO34A0WMX YIPO3y KM3HW W 300POBbIO MPakAaH M MeOMUMHCKMX PaboTHMKOB Npu obpaweHun U
3KcnAyaTauum Habopa, pPeKoMeHAyeTca HanpaBuTb cooblieHMe Mo agpecy, YKasaHHOMY Bbile, U B
YMNO/IHOMOYEHHYIO FOCYAAPCTBEHHYIO pPeryimpytowyto  opraHmsaumto (B Pocculickori ®epepaumm —
depepanbHana caykba no Hagsopy B cdepe 34paBOOXPAHEHWA) B COOTBETCTBUM C  LEMCTBYHOWMM
3aKOHOAATeIbCTBOM.

HOHCYﬂbTaLI,MPO no pa60Te C Ha60pOM, a TaKXe Nno BonpocCam, KaCalowMMCA KayecCTBa Ha6opa, MOXHO
NONYYUTb MO KOHTAKTaM, YKa3aHHbIM Ha Od)VILI,MafIbHOM cauTe npOM3BO,CI,I/ITEI'IFIZ www.nextbio.ru.
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12. CMMBO/JIbl, UCMOJIb3YEMBbBIE B JOKYMEHTALWUU NPOU3BOAUTENA
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