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CMUCOK COKPALLEHWUIA U OBO3HAYEHUI

Ct — Cycle threshold (noporosbiii LMKN)
BKO — BHYTPEHHWI KOHTPO/IbHbIN 0bpasel,
AHK — Ae30KCUPUBOHYKAEMHOBAs KMCO0Ta
[OHKa3za — Ae30KcnpnboHyKeasa

AHT® — Ae3oKcnpuboHykneotuatTpudocdatol
NnK — NONOXKUTENbHbIA KOHTPO/Ib

K- — oTpuuaTesbHbl KoHTpob MLP

OKO — OTPULLATEIbHBIN KOHTPOJIbHBIN 06paseL, IKCTpaKLuum
MNLupP — NosiMmepasHaa LenHaa peakuua

Py — perucTpauyoHHoe yaoCcToBepeHne
TY — TeXHUYecKkue ycnosus

yar — ypauun-AHK-rankosunnasa

HAUWMEHOBAHWUE U3OENUA

Habop peareHToB ana BbiasneHua [AHK Candida albicans meTtogom noavmepasHoOW LENHOM

peakuunm C pgeTekuMen B peume «peanbHoro BpemeHu» «Amnaulpanm® C.  albicans» no
TY 21.20.23-200-09286667-2022.

Danee no

TeKCTy ynoTtpebnsercs KpaTKoe HaMmeHoBaHMe: Habop peareHTOB

«AmnnulMpaiim® C. albicans», a TakKe cokpauleHne Habop peareHToB.
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1. HASHAYEHUE

1.1. Habop  peareHtoB  «Amnaulpanm®  C. albicans» npegHasHayeH  ans BbIABNIEHNA
OHK Candida albicans B 6uonorniyeckom matepuane (COCKOBHbIN maTepuan UAM OTAENSEeMOE CAN3UCTbIX
0601104EK YPOTreHUTAIbHOIO TPaKTa (oTAensieMoe CANM3NCTON 0600UKM BAaraamLLa U COCKob anutenmsa co
CAM3UCTON 060N104YKKN ypeTpbl), moya) metogom [MUP ¢ rMbpuamnsaumoHHO-PAyopeCcLEHTHOM AeTeKumel
NPOAYKTOB aMMINGUKALNN B PEKMME «PEaSIbHOTO BPEMEHU».

1.2. Matepuanom gna nposegeHua MUP cnyxkaT npobbl OHK, aKcTparmpoBaHHble U3 MUCCeayemoro
MaTepuana c NoOMOLLbIO HAbOPOB peareHTOB, PEKOMEHA0BaHHbIX B pPasaene UHCTPYKLMU «lononHUTenbHoe
obopyaoBaHMe U MaTepuasbi».

1.3. dyHKUMOHaNbHOE Ha3HayeHue: Habop peareHTOB npeaHa3HayeH A1Aa AMArHOCTUKKU in  vitro
(sbinBneHue AHK Candida albicans metogom MNLP B 6MonorMyeckom matepmane YesioBeka).

1.4.ToKkasaHNA K MpoBeAEHUIO MUccneaoBaHMA: Habop peareHTOB MCMOAb3YeTCA B KAMHWYECKOW
NabopaTopHOM AMArHOCTUKE A/1A CKPUHMHIOBOIO UCCeA0BaHNA BUONOTMYECKOro MaTepurana, Noy4YeHHoro
OT /L, C MOAO3PEHMEM HA KaHanao3. PesynbTatbl MUP-MccnefoBaHUA yuMTbLIBAOTCA B KOMIMJIEKCHOM
AMarHocTuKe 3aboieBaHms.

1.5. anMeHeHVIe Ha6opa peareHToB He 3aBUCUT OT NONYNALMOHHbBIX U ,qemorpad)mqecmx aCMnekKToB.

1.6. MoTeHuManbHble  nonb3oBatenu: Habop peareHTOB  [O/MKEH  WMCMNONb30BATbCA  TOJIbKO
KBanUULMPOBaAHHbIM, 0ByUYeHHbIM (B 061aCTU KAMHUYECKOW NnabopaToOpHOM AMArHOCTMKKM) NepcoHanom
(Bpaun KAMHUYecKon nabopatopun U MeaUUMHCKME NabopaTopHble TEXHUKKU, 0ByYeHHble MONEKYAAPHbBIM
610N0TMYECKMM METOAUKAM).

1.7. NpumeHATb Habop peareHToB CTPOro MO Ha3HAYEHUIO COMMAaCcHO MHCTPYKLUMM NO NPUMEHEHMIO.

1.8. MpOTNBOMOKA3aHMA K NPUMEHEHWIO: HAapYLUEHME LieIOCTHOCTU YNaKOBKU, UCTEKLWUIA CPOK FOAHOCTH,
HecobtogeHne TPeboBaHNM UHCTPYKLUMK.

2. XAPAKTEPUCTUKUN HABOPA

2.1. dopmbl BbiNyCKa, COCTaB U KOMMNNEKTHOCTb

Habop peareHToB BbinycKkaeTca B AByX popmax (cocTaB Habopa U KOMMIEKTHOCTb NOCTaBKM YKa3aHbl B
Tabnumue 1 1 2 cooTBeTCTBEHHO). Bce dopmbl BbiNyCcKa NpeaHasHayeHbl Ansa nposegeHns amnamduraummn AHK
Cc rMbpuamnsaumMoHHO-GAYOPECLEHTHON AeTeKuMel NpPoAyKTOB amMnanduKaumMmM B pPeXume «peanbHoro
BpeMeHu». [1nAa npoBeaeHUs MOHOrO UCCAeAO0BaHUSA HEeObX0AMMO MCMNONbL30BaTb Habopbl peareHToB ANA
aKcTpakummn AHK, pekomeHa0BaHHble B pasgene «JonosHuTenbHoe obopyaoBaHMe U MaTepuanbiy.

®dopma BbinycKka 1 BKatoyaeT cmecb gns nposegeHus MUP B npobupke obvemom 1,5 nam 2 ma ans
003MpOoBaHUA B Atobble Tunbl nNpobupok. dopma npegHasHayeHa [asa NPUMEHEHMA COBMECTHO C
amnanduKkaTopamu NAAHWETHOrO M POTOPHOrO TUMA WM paccyMTaHa Ha NpPoBeAeHME WCCAefoBaHMA
100 06pa3yoB, BKAOYAA KOHTpoaM. Popma MOKeT ObiTb MCMOb30BaHa KaK A/ PYYHOW PACKamnKu, TaKk u
COBMECTHO C aBTOMATUYECKMMM CTaHLMAMM A4 NPUFOTOBAEHNA N AO3MPOBAHNA PEAKLMOHHbIX CMECer.

dopma BbiNycKa 2 BK/tOYaeT cmecb A41A nposeseHus MNLUP, packanaHHyO NoZ Npoc/ioiiky napadpuHa no
cTpunoBaHHbIM (12,5 cTpmnos no 8 npobupok) npobrnpkam ob6vemom 0,2 mn. Popma npeaHasHayeHa oS
NPUMEHEHUA COBMECTHO C aMiAMPUKATOPaMM NAAHWETHOrO0 TUMA M paccyMTaHa Ha npoBeAeHue
nccneposaHma 100 06pasLLoB, BKAKOYANA KOHTPON.
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Tabnanua 1
CocTaB Habopa
PeareHT 06bem, mn Konunuectso OnucaHue

®dopma Bbinycka 1

BydepHbii pacTBOp CO cneunduyeckMmu nparimepamu,
1,20 1 npobupka dyopecueHTHO-MeuYeHbIMU 30HAaMu U gHTO.

Mpo3payvyHas KNAKOCTb.

BydepHbIii pacTBop ¢ TepmocTabunbHol AHK-nonnmepason
MNuP-6ydpep-H 0,65 1 npobupka Taq, cynbdatom marHuma u ypauun-AHK-rnnkosmnasoit.
Mpo3payHan *KMAKOCTb.
MoNoKNUTeNbHBIM KOHTPO/IbHbIN 0bpaseLl.

MUP-cmecb
C. albicans

MKO komnnekc 0,26 1 npobupka
Mpo3payvyHas KNAKOCTb.

OKO 1,10 1 npo6upka OTpuLaTeIbHbIN KOHTPO/bHbIN 06paseL,.
Mpo3payvyHas KNMAKOCTb.

K- 0,26 1 npo6upka OTpuuaTesibHbI KOHTPOJIbHbIM 0bpaseL,.

Mpo3payHasn KNOKoCTb.
®dopma Bbinycka 2

100 npobupok | bydepHbii pactBop €O cneumdPpuyeckMmmn npanmmepamu,
(12,5 ctpunos | ¢pnyopecueHTHO-MeuYeHbIMW 30HAaMKN U AHTO.
no 8 Mpo3payHaa KMOKOCTb, packamaHa B  CTPUMOBAHHblE
npobupok)?! npobupku nog napaduH 6enoro uBeTa.
BydepHbIi pactBop ¢ TepmoctabunbHoit AHK-nonmmepasoit
MNLUP-6ydep-K 1,20 1 npobupkKa Taq, cynbdatom marHus u ypaumn-AHK-rnnkosmnasoit.
Mpo3payHan »KMAKOCTb KPACHOTO LBETa.
MoNoXMTENBHbI KOHTPOJIbHbIN 06paseL.

MUP-cmecb

C. albicans 0,01

NMKO Komnnekc 0,26 1 npobupka
Mpo3payvyHasa XMAKOCTb.

OKO 1,10 1 npo6upka OTpuuaTesibHbI KOHTPOJIbHbIM 0bpaseL,.
Mpo3payvyHas KNAKOCTb.

K- 0,26 1 npo6upka OTpuLaTeNIbHbIN KOHTPO/bHbIN 06paseL.

Mpo3payvyHas KNAKOCTb.

Tabnnua 2
KomnnekTHOCTb Habopa
KomnoHeHT ®dopmar Konunuecrso
Habop peareHToB (popma Bbinycka 1 unm 2) - 1
MHCTPYKLMA NO NPUMEHEHUIO Habopa B 371€KTPOHHOM BUAE” Ha Od)VILI,VIaI'Ib'HOM -
calite Mpounssogutens: www.nextbio.ru
KpaTkoe pyKoBOACTBO NO NpMMeHeHUto Habopa B BymaxkHOM BuAe 1
KomnnekT BKnagblwel K Habopy B BymaykHOM Buae 1

B 9/IEKTPOHHOM BUAE Ha OPULMANbHOM
MacnopT KayecTtBa " . -
cavite Npounssoautens: www.nextbio.ru

2.2. MpuHUMN meToaa

MpuMHUMN TecTMpoBaHMA OCHOBAH Ha 3KcTpakuum [AHK u3 obpasuoB uccneayemoro matepuana
COBMECTHO C BHYTPEHHUM KOHTPOAbHbIM 06pasuom (BKO-FL3) n ogHoBpemeHHOM amnandukaumm yyacrtka
OHK C. albicans n ucKyccTBeHHO CUMHTE3MpoBaHHOM nocnegosatenbHocTn JHK BKO ¢ rubpuamnsaumoHHo-
dnyopecLeHTHON AeTeEKUMEN B peXUME «peasibHOro BpemeHn». BKO no3BoaAeT KOHTPOMPOBaTL BCe 3Tanbl
MUP-nuccnesoBaHnsa Ana Kaxkaoro obpasua U oueHMBaTb BAMAHME UHIMBUTOPOB Ha pesynbTatbl [LP-
nccnenoBaHumA.

! Mpobupku c ronybbim napaprHOM He UCMONb3YIOTCA.

2MNeuyaTHas BepPCUA MHCTPYKLMM AOCTYNHa No 3anpocy no TenedoHy (495) 620-08-73.

3 BKO-FL BxoamT B cocTaB Habopa peareHToB, pekomeHgoBaHHOro Mponssoautenem ana skctpakumm AHK us kaxkgoro
nccnegyemoro matepuana.
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C nonyyYeHHbIMM Ha 3Tane aKcTpakuum npobammn AHK nposBoauTca peakumns amnanduKkaumm ydactka AHK
npy nomowm crneumduyHbIX K 3TOMY Yy4acTKy npanmepoB M depmeHTa Tag-nosammepasbl. B cocrase
PEeaKLMOHHOM CMecK NPUCYTCTBYIOT GAYOPECLEHTHO-MEYEHbIE O/IMFOHYKNEOTUAbI, KOTOPbIE TMBPUAN3YIOTCA C
KOMMJIEMEHTapPHbIM y4acTKOM amnanduumpyemon HK-muLweH, B pe3ynbTaTe Yero NpoMcXoauT HapacTaHme
WHTEHCUBHOCTM dayopecueHUnn. ITo NO3BONAET PEruCTPMPOBaTh HaKoMAeHMe cneunduyeckoro npoaykra
amnanduKaumm nytem n3amepeHmsa MHTEHCUBHOCTU GIYOPECLLEHTHOMO CUFHAA C MOMOLLbIO aMnanduKkaTopa ¢
CUCTEMOW AeTeKLMU GAYOPEeCLEHTHOTO CUTHANA B PEXKUME «PEASIBHOFO BPEMEHU Y.

Habop peareHTOB COAEPKUT CUCTEMY 3aLLUTbI OT KOHTaMWHALMM aMIMJIMKOHAaMM 33 CYET MPUMEHEHUS
depmeHTa ypauun-AHK-rankosumnassl (YAr) u tpudocdata gesokcnypmanHa. PepmeHt YAl pacnosHaeT u
KaTanusmpyet paspyweHune ueneir [OHK, cogepkawmx aesokcnypuamH, Ho He [AHK, cogepxkauei
OE30KCUTUMUAMH. [Je30KCcnypuanH otTcyTcTByeT B npupogHoin AHK, Ho Bceraa npucyTcteyeT B aMnIMKOHAX,
NOCKO/NIbKY TpudocdhaT Ae30KCUypuamHa BXoaMT B cocTaB cmecn AHT® B peareHTax Ans amnanouKkaumuu.
[e30KcnypmuanH genaet KOHTaMUHUPYIOWME aMNANKOHbI BOCMPUUMUYMBBIMU K PaspyLUEHMIO GepMeHTOM
yAOr ao Hayana amnandukaumm OHK-mulieHu, U, cnenoBaTesibHO, OHUM He MOryT 6biTb B AanbHeilliem
aMNANGULMPOBaAHDI.

depmeHT YT TepmonabuneH n MHaKTUBMPYETCA NpY HarpesaHuM Bbiwe 50 °C M NO3TOMY He paspyluaet
aMMJIMKOHbI MULLEHW, HapabaTbiBaemble B npouecce MLUP.

Ha stane amnandukaumm ogHOBpEMEHHO B OAHOW NPobMpKe NPoBOAATCA 2 peakLumm — amnambuKauma
y4yactka AHK C. albicans v nocnegosatenbHoct BKO. Pe3ynbTaTel amnandumKaumm perucTpupyoTca no Asym
Pas/IMYHbIM KaHanam GplyopecueHTHOM aeTekuun (cm. Tabauuy 3).

Tabnuua 3
Cootsetcreue [JHK-muweHen n kKaHanos GpayopecLeHTHOMN AeTeKLUun
KaHan gna pnyopodopa FAM ROX
OHK-muweHb [OHK C. albicans AHK BKO

(3Kk30reHHbIN BKO)

MUCKYCCTBEHHO CMHTE3NPOBAHHAA

O6nactb amnandmkalmm ITS-2
nocnenoBaTeNbHOCTb

2.3. TexHuuecKoe 06cnyXuBaHMe U PEMOHT

Habop He NoANeKUT TEXHUYECKOMY 0BCNYKUBAHUIO M PEMOHTY.

3. KOHTPO/J1b KAYECTBA

3.1. BHyTpeHHUI KOHTPO/Ib KayecTBa
3.1.1. OTpuuaTeNbHbIA U NONOXKUTENIbHBIA KOHTPOIN UCCNeA0BaHUA

[Ns OUEHKM KayecTBa MOJIy4aeMbIX Pe3y/ibTaTOB KarKaaa rpynmna aKCTparMpyemblx ob6pasLLoB A0JIKHA
BK/IlOYATb OTPULATE/IbHbIN KOHTPO/Ib 3KCTpakuumn (OKO). Kaxkgana wHamBMAyanbHaa noctaHoBka [MUP
[OJ/KHA BKAOUYATb OTpuuaTenbHbiit KoHTposb MUP (K-) 1 nonosxkutenbHblit KoHTpoab (MKO Komnaekc).
PesynbTaTbl AN KOHTPOJIE A0/KHbI COOTBETCTBOBAaTb 3a4aHHbIM KPUTEPUSIM BaNUMAHOCTM, YKa3aHHbIM B
pasgene «MHTepnpeTauma pe3ynbTaToB».
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OTpuuaTenbHblt KOHTPObHbIN 06pa3el, (OKO) TecTupyeTca, HauMHaA € 3Tana KCTPaAKLMK, U NO3BOAIAET
KOHTPOMPOBATb BO3MOMKHYIO KOHTaMUHAUMIO ApyrMmu obpasuamu uam amnavkoHamu. B npobupke ¢
OTpULATE/IbHBIM KOHTpOeM He Ao/mkHa aetektuposaTtbcs AHK C. albicans. B cnyvae HecooTBeTcTBUA
pe3ynbTata, MOJYYEHHOrO AAA  KOHTPOJIbHOrO 06pasua, 33afaHHbIM - KpUTEpUMAM  BaJIMAHOCTY,
NOIOXKUTE/IbHbIE pPe3ynbTaTbl ANA Uccaenyemblx 06pa3L,0B B NMOCTAHOBKE CUYMUTAOTCA HEAOCTOBEPHbLIMU,
Heobxo4MMO NpeAnpUHATL Mepbl NO BbIABAEHUIO U INKBUAALUM UCTOUYHMKA KOHTaMUHALUMKW U MOBTOPUTb
nccnenoBaHuMe BCex uccneayemMblx 06pasLos, B KOTopbix 06HapykeHa JHK C. albicans, n KOHTpoAs, HaunMHas
C 3Tamna aKCTPaKLUumu.

OTpuuaTtenbHbiii KoHTpob MUP (K-) Tectupyetcs, HaunHan ¢ atana MNUP, 1 no3sonAaeT AONOJAHUTENLHO
KOHTPO/IMPOBaTb BO3MOMHYIO KOHTAMMHALMIO ApYyrMMn obpasuamu AW amnamMkoHamu. B npobupke c
oTpuLaTeIbHbIM KOHTPOIEM HE A0KHbI geTeKkTupoBaTbea AHK C. albicans n BKO. B chyyae HecooTBeTCTBUS
pe3ynbTaTta, MOAYYEHHOTO ANA  KOHTPOAbHOrO o06pasua, 3af4aHHbIM  KpUTEpPUAM  BaMAHOCTH,
NOIOXKUTENbHbIE PE3yNbTaTbl ANA UccaeayemMblx 06pasLoB B NOCTAHOBKE CYMTAKOTCA HELOCTOBEPHbLIMM,
HeobXxo04MMO NpesnpUHATL MEPbl MO BbIABNEHUIO U NINKBUAALUN UCTOYHMKA KOHTAaMMHALMKN U NOBTOPUTb
nccnefoBaHue Bcex 06pasLoB, B KOTopbix 06HapyKeHbl OHK C. albicans n BKO, HaunHasa ¢ atana MLUP.

B KauecTtBe nosoxutesnbHoro KoHTpoas MLUP ncnonbsyetcsa peareHT NMKO Komnaekc, BXoAALWMI B cOCTaB
Habopa. B cnyyae HECOOTBETCTBUA PE3yNbTaTOB A/1A MOMOMKUTENbHOrO KOHTPOANA 334aHHbIM KpUTEPUAM
BaZMAHOCTKN, pe3y/bTaTbl ANA BCeX 0b6pa3LOB B MOCTAHOBKE CUYMTAOTCA HEAOCTOBEPHbIMKW, TpebyeTca
NMOBTOPUTb NUCCIeA0BaHNE BCEX UCCNeAYEMbIX 06Pa3L 0B U KOHTPOJIEl, HauyMHan ¢ aTana MLP.

3.1.2. KOHTpPOAb MHrMb6UpoBaHUA

[na KOHTpoAA Bcex 3TanoB uccnepoBaHuA, 3¢deKTUBHOCTM 3KcTpakuum JHK M oueHKW BAMAHMA
nHrnomtopos MUP npeaycmoTpeHO UCno/sib3oBaHWe 3K3oreHHoro BKO, KoTopblii aobaBnseTcs B KaKAabli
nuccneayemblin U OTpULLATENIbHbIMA KOHTPOJIbHbIM 06pasew, Ha 3Tane sKCTpaKumMn. PesynbTaTel UCCAeA0BaHUA
BKO ponHbl COOTBETCTBOBATb 3afaHHbIM KPUTEPUAM BaAUAHOCTM ANA OTPULATE/IbHBbIX MCCeayemblX
06pasuoB, YKasaHHbIM B pa3gene «MHTepnpeTauma pesynbTatoB». Ecnm B uccnegyembix 06pasuax,
oTpuuaTtenbHbix Ha Hannume OHK C. albicans, He obHapykeHa OHK BKO, To pesynbTaTbl UcciemoBaHus
AaHHbIX 006pasuoB CYUTAOTCA HELOCTOBEPHbLIMM, TpebyeTca MOBTOPWUTb WMX aHaNW3, HauMHaa € 3Tana
3KCTPAKLUMK.

3.1.3. MoHUTOPUHr NabopaTopumn Ha HaANUNe KOHTAaMUHaLMK

PekomeHayeTcsa pa3 B mecAl, NPOBOANTb MOHUTOPUHI NabopaTopuM Ha KOHTAaMMHALMIO MPOAYKTaMMU
amnamdukaummn, uccnesyembiMm obpasLamMu, MONOKUTENbHBIMU KOHTPOAbHbIMM 06pasuamu. OueHKa
HaNMYMA/OTCYTCTBUA KOHTaMMHALMM NPOBOAMTCA NYTEM MCCAEA0BAaHUA CMbIBOB C Pas/MYHbIX OBbEKTOB:
nuneTok, pabounx nosepxHocTeit nabopatopHoi mebenn, obopyAOBaHUA U NMOBEPXHOCTEN MOMELLEHUN.
B3aTme W uccnegoBaHME CMbIBOB  CnefyeT  MpPOBOAWUTbL  COMIAaCHO  npoueaype, OMMCAHHOM B
MY 1.3.2569-09 «OpraHusauma paboTbl nabopaTopuii, MCNONBL3YIOWMX MeToAbl amnanduKkaumm
HYKNEWMHOBbLIX KUCAOT MNpu paboTe C MaATepuanom, COLEPNKALLMM MUKpoopraHmsmbl [-IV  rpynn
naToreHHoctTu». lMpu O06HapyKeHMM KOHTaMMHALUMK Heobxoammo nposect 06paboTKy nabopatopumn
MOIOLLUMM U Ae3UHOULMNPYIOLLMMM PACTBOPAMM COTNACHO YKa3aHUAM, onucaHHbim B MY 1.3.2569-09. Tak:ke
ANA NpeaoTBPaALLEHNA KOHTAMUHALMK NabopaTopmm UK B KAYeCcTBe Mep NO AEeKOHTaMUHaL MM paboymx 30H
peKoOMeHAyeTCcA UCNO/b30BaTh PacTBOP ANA AE€3aKTUBALLUM HYKJIEUHOBLIX KUCNOT, Hanpumep, «Oauratop»
npomnssogcrea OO0 «HekcTtbno», Poccus.

3.2. PeKkomeHAyeMble KOHTPOJIbHble maTepuanbl

B KauecTBe KOHTPOJIbHbIX MaTEPUANOB ANA NPOBEPKM 3aABAEHHbIX QYHKLMOHANbHbIX XapaKTepUCTUK
Habopa moryT 6bITb MCNONL30BaHbI 3aPErMCTPUPOBAHHbIE Ha TeppuTopumM Poccuiickon deaepaumm naHenm
KOHTPO/IbHbIX 06pasLoB, NpegHasHayeHHble A/A NPOBEAEHMA BHYTPEHHEro M BHELWHEro KOHTponew
KayecTBa slabopaTopHbIX UccnegoBaHuii no obHapyxeHuto OHK C. albicans.
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4. OTPAHUYHEHUA METOAUKU UCCNEAOBAHUA

4.1. Habop npuMeHaeTCA TONbKO AN5 AMArHOCTUKM in vitro.

4.2. Habop npeaHasHayeH Ana paboTbl TONABKO C UCCAEAYEMbIM MaTepuanom, yKasaHHbIM B pasaene
«HasHauyeHuMe». UccnegoBaHue ApyrMx BUAOB BUONOTMUYECKOro MmaTepuana MOXKeT NPUBECTU K MNOAYUYEHMUIO
HeZ0CTOBEPHbIX PE3Y/IbTaTOB.

4.3.Mony4yeHne  OOCTOBEpPHbIX  pe3ynbTaToB  obecneumBaetcA  BbiNosiHeHMem  Tpeb6oBaHWIA,
npeabaBAAEMbIX K B3ATWUIO, TPaHCNOPTUPOBAaHWIO, MOAFOTOBKE M XpaHeHWo 06pasLoB McCaesyemoro
martepuana (cm. pasgen «Mccneayemblii matepuan).

4.4. C nomouwbto Habopa Bo3moxkHO [MLP-uccnepoBaHme TonbKo npob AHK, aKcTparMpoBaHHbIX U3
nccnellyemoro martepuasnia COBMECTHO C  BHYTPEHHMM KOHTPOAbHbIM o0bpasuom — BKO-FL. bBes
ncnonb3oBaHnA BKO-FL HEBO3MOXKHO NPOBECTM OUEHKY BaIMAHOCTU MOCTAHOBKMU.

4.5. Habop npegHasHadeH Ana npodeccMoHanbHOro npumeHeHus. Habop A0AXKeH MCNoAb30BaTbCA
TONbKO KBaNMPUUMpPOBaAHHbIM, 0OyuYeHHbIM (B 06/1aCTM KAMHMYECKoM fnabopaTopHOM AMarHOCTUKM)
NepcoHanom (Bpauu KAMHUYECKOM nabopaTtopum U MeguuMHCKME NabopaTopHble TEXHUKWM, 0ByYeHHble
MOIEKYNSAPHBIM BUONOTMYECKMM METOAUKAM).

4.6. Mpu pabote ¢ Habopom credyeT MUCMOMb30BaTb TOIbKO aMMNANGUKATOPbI C CUCTEMOW AeTeKkunu
bYOpPEeCLLeHTHOTO CUIHaNa, XapaKTEPUCTUKM KOTOPbIX YA0BAETBOPAIOT TPe6OBaHMAM, YKa3aHHbIM B pasgene
«dononHuntenbHoe ob6opyaoBaHMe M maTepuanbl».

5. MEPbI MPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa fo/1xKHa NpoBOAUTLCA B N1abopaTopui, BbIMOHAKOLLEA MONeRkynspHo-6uonormyeckne (MLP)
nuccnenoBaHna 6GMoNOrMYEcKOro maTtepuana Ha Haavune Bo3byauTeneit MHPEKUMOHHbIX 6GonesHel, ¢
cobnogeHnem CaHlnH 3.3686-21 «CaHuTapHO-aNugemunonornyeckme TpeboBaHWs MO MNPOPUNAKTUKE
MHOEKUMOHHbIX 6onesHeny», CaHlMuH 2.1.3684-21 «CaHuUTapHO-3NMAEMMONOrMYeckne TpeboBaHMA K
COAEP!KAHUIO TEPPUTOPUIA FTOPOACKMX U CENBbCKUX MOCENEHUM, K BOAHbIM OObeKTam, MUTbEBOW BoAEe U
NMUTbEBOMY BOAOCHAbXKeHUIo, aTMochepHOMY BO3AyXY, MOYBAM, XWJbIM MOMELLEHUAM, SKCMAyaTaLum
NPOW3BOACTBEHHbIX, OOLWECTBEHHbIX MOMELLEHMIA, OpraHM3auuMM W NPOBEAEHWMI0  CaHWUTApHO-
NPOTUBO3NUAEMUYECKUX (MPODUNAKTUYECKUX) MEPONPUATUINY U METOAMYECKUX YKasaHui MY 1.3.2569-09
«OpraHusauma paboTtbl 1abOPaATOPUIN, NCMONBL3YIOLMX METOAbI aMNANPUKALUM HYKIEMHOBBIX KUCNOT MNpU
paboTe c MaTepmasiom, COAEPKALLMM MUKpPOOpraHmuamsl I-1V rpynn natoreHHOCTU».

5.2. Npwu paboTte HeobxoaMMO BCerga BbINOMHATL CAeaytolme TpebosaHus:

- MpumeHaTb Habop CTPOro Mo HasHaAYeHMIO B COOTBETCTBUM C AAHHOW MHCTPyKUuMein. OTKNOHEHME OT
NPONUCaHHbIX Npoueayp M NOPAAKa AEUCTBUA MOXKET NPUBECTM K NOYYEHWNIO HEAOCTOBEPHbIX Pe3y/bTaToB
aHanusa.

- JlabopaTopHblit npouecc A0MKeH OblTb OAHOHanNpaB/ieHHbIM. AHanW3 cnegyetr NPoOBOAMTL B
OoTAeNbHbIX MNomelleHnsax (3oHax) B cooTtBeTctBMM ¢ MY 1.3.2569-09. He Bo3Bpauwartb, 06pasupl,
obopyaoBaHMe U peareHTbl B 30HY, B KOTOpOW bBblla NpoBeaeHa Npeablayluas cTaama npoLlecca.

- PaccmatpmBatb ucciegyemble obpasubl Kak WMHPEKLUMOHHO-ONACHble, OpraHWM30BbIBaTb PaboTy u
XpaHeHue B cooTeTcTBMM ¢ CanlnH 3.3686-21.

- Ybupatb n Ae3mHOULMPOBaTb pPasnuTble 06pasLbl MAM peareHTbl, UCNOAb3yA Ae3nHbMUMpyowme
cpepctBa B cootBeTcTBUM ¢ CaHlMH 3.3686-21.
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- Ypganatb HeUCno/sib30BaHHble peareHTbl, pPeareHTbl C WUCTEeKWWMM CPOKOM rOAHOCTW, a TaKXKe
MCNONb30BaHHbIE peareHTbl, yNnakosKy®*, 6uonornyecknin marepman®, BkAtoYaa matepuanbl, MHCTPYMEHTbI 1
npegmeTbl, 3arpAsHeHHble  6MOIOrMYECKMM  MaTepuasiom, B  COOTBETCTBMM €  TpeboBaHMAMM
CaHluH 2.1.3684-21.

BHUMAHMUE! MNpu yaaneHun otxoaos nocae amnamdukaummn (Npobupok, coaepkawimx npoayktbl MLP)
HeoMNyCTMMO OTKPbIBaHWE NPOBMPOK M Pa3bpbI3rMBaHNE COAEPHKMUMOTO, MOCKO/bKY 3TO MOXKET MPUBECTU K
KOHTamMMHauuun npoayktamu MLP nabopatopHoM 30HbI, 060pYA0BaAHMA U peareHTos.

- Mcnonb3oBaTb U MEHATb MPU KaXKAoM onepauumn oAHOPa30Bble HAKOHEYHUKM A1A aBTOMATUYECKUX
[03atopoB ¢ ¢uabTpom. OQHOPA30BYO NIACTUKOBYIO nocyay (MpobupKM, HaKOHEYHMKU) Heobxogumo
cbpacbiBaTb B CneLManbHbli KOHTEHEpP, coaepiKallmii Ae3snHdUUMpyloLLee CPeACTBO, KOTOPOEe MOXKET 6biTb
MCNob30BaHO Ana 06e33apaxKkmnBaHMa MeaULNHCKUX OTXO0B.

- Habop npeaHasHayeH ANA OAHOKPATHOrO MpUMeHeHus ana nposBedeHus [LP-uccneposaHms
YKa3aHHOro Koanyectsa 06pasLos (cm. pasgen «Popmbl BbiNyCKa, COCTaB U KOMMIEKTHOCTbY).

- K pabote c Habopom A0MNyCKaeTcA TO/IbKO NePCoHas, 06yYeHHbIN MeToaam MONEKYNAPHON ANArHOCTUKM
1 Npasunam paboTbl B KAMHUKO-AMArHOCTUYECKOM 1abopaTopmm B YCTAHOB/IEHHOM MOpPsAKe (B COOTBETCTBUM C
TpeboBaHMAmM CaHlMuH 3.3686-21).

- He wncnonb3osaTtb Ha6op, €C/IM HapyweHa BHYTPEHHAA YyMNakKOBKa WU/IU BHELUHWUN BUL peareHta He
COOTBETCTBYET ONNCAHUIO.

- He ucnonbsosaTtb Habop, ecnn He coba104aNNCh YCNOBMA TPAHCNOPTUPOBAHNA N XPaHEHWUA COrNacHo
MHCTPYKLMW.

- He cmelunBaTh peareHTbl pasHbIx CEpUiA.
- He ncnonb3osaTtb Habop NO UCTEYEHMM CPOKA FOAHOCTH.

- Wcnonb3oBaTb 04HOPa30Bble HeONMyApeHHbIe NepyaTku, NabopaTopHble XanaThl, 3alLMLLaTb [1a3a BO
Bpems paboTbl c 06pasL,aMm 1 peareHTamu. TLaTeIbHO BbIMbITb PYKM MO OKOHYaHMM paboTbl. Bece onepaunmn
NPOBOAATCA TONbKO B NepyaTKax 418 UCKIOYEHNA KOHTAKTa C OpraHM3MOM Ye/ioBeKa.

- He ecTb, He NUTb M He KypwuTb B NpoLLecce UCNoNb30BaHNA Habopa. M36eraTb KOHTAKTa peareHToB C
KOXeMl, rnasamu u camsucton obonoukon. He rnotatsb.

- [lpn KOHTaKTe Hemen/IeHHO MPOMbITb MOpPa*KeHHOoe MecTo 60/bWMM KONMYECTBOM BOAblI U Npwn
nJ10XOM Camo4yBCTBUU O6paTMTbC‘iI 3a Me,CI,MLI,MHCKOﬁ NOMOLLbIO. |_|pl/l nonagaHnMnM BHYTPb pPBOTY He
BblI3blBATb, MPOMNOJIOCKATb POT BO,CI,OVL O6paTMTbC‘r'I K Bpayy npu naoxom Camo4ysCTBUNU.

5.3. Mpwn MCNoNb30BaHUN no Ha3Ha4eHuto n CO6J1POLI,€HI/IM BblillenepevYyncneHHbIX mep
npegocTtopoxKHOCTHN Ha6op 6e3onaceH. PeareHTbl Ha6opa cogeprKat HaTPpnA asna B KOHUEHTPaUNM He b6onee
0,1 % 1 coOOTBETCTBEHHO He Knaccmdmu,mpyrmcsl KaK OonacHble N He Tpe6y+0T CO6IHO,£I,€HMFI cneunanbHbIX Mep
npeaoCcTopoOXKHOCTU, KpOMe YKa3aHHbIX B 3TOM pa3gene.

5.4. Cneunduryeckme Bo3aencTena Habopa Ha OpraHM3m YesloBeKa:
- KaHueporeHHbI 3pdeKT oTcyTCTBYET.
- MyTareHHoe geincTeme OTCYTCTBYET.

- PerIpO,CI,YKTMBHaFI TOKCUYHOCTb OTCYTCTBYET.

4 Hencnonb3oBaHHblE peareHTbl, peareHTbl C UCTEKLWMM CPOKOM FOAHOCTM, UCMO/b30BaHHbIE PEareHTbl, ynakoBKa
OTHOCATCA K K/J1accy OMacHOCTU MeANUMHCKUX 0TX0408 I.

5> BUONOrMYECKMii MaTepuan, BKKOUYAA MHCTPYMEHTb U NpeamMeTbl, 3arpA3HeHHbIe MaTepuanom, OTHOCATCA K Kaaccy
0NacHOCTN MeAULIMHCKMX 0TX0A08 b.
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6. AONO/THUTE/IbHOE OBOPYAOBAHUE U MATEPUAbI

6.1. B3atue uccnegyemoro martepmana

6.1.1. TpaHcnopTHas cpeda AN B3ATUA, TPAHCMOPTUPOBAHMA U XpaHeHUs BUONOrMYEcKOro maTepumana
(cockobHbIM MaTepuan uUAK oTAenNaemoe CAU3UCTbIX 0B0/I0YEK YypOreHUTasbHOro TpaKTa (oTaensemoe
CAnM3nCcTOoN 000/I0YKM BnaranuLia M cockob anuTenua co cAM3MCTON 060/104KM ypeTpbl)), coaeprKalan
6ydepHO-coNeBOM pPacTBOP C  MYKOJIMTUKOM, KOHCEpPBaHTOM W  cTabuamsatopom (Hanpumep,
«TpaHCcnopTHaA cpega C MYKOAUTUKOM «Amnaulpaim TCM» (PY Ne ®CP 2012/14205) wnau gpyras,
3apernctpupoBaHHas B P®).

6.1.2. 30HA AnA B3ATUA 6MONOrMYECKOro maTepmnana C NOBEPXHOCTU CAU3UCTbIX 060104eK (COCKOBHBIN
matepuan UM oTAendemMoe CAMSUCTbIX 0D0N0YEK YPOreHMTaNbHOTO TPaKTa (oTaensemoe CAUM3UCTOM
060/104KM BNAranWa U COCKOb aNUTeNnA CO CU3UCTON 060I0UKM YPeTpbl)) OAHOKPATHOrO NMPUMEHEHMS,
CTepUNbHbINA. Paboyan YacTb 30HA3a MOKET OT/IaMbIBaTbCA MO MMEIOLLENCA HaceuKe.

6.1.3. EMKoCTb AnA B3ATUSA, TPAHCMOPTUPOBKU U XpaHeHUs moun (obbemom Ao 60 mn) oAHOKpaTHOro
NPUMEHEHUA, CTEPUNbHASA, C 3aBUHUMBAIOLLENCA MM NAOTHO 3aLLE/IKUBAIOLLEACA KPbILWKOM, U3rOTOBAEHHAA
“3 noaMnponuaeHa.

6.2. NMpepBaputenbHaa NOAroToBKa uccaeayemoro matepmana

6.2.1.1. TpaHCNopTHasA cpea ANs B3ATUA, TPAHCNOPTUPOBAHUA U XPaHEHUs BMOIOrMYECKOro MaTepuana,
cogepKallas KOHCepBaHT, Uau pusmonormdeckuii pacteop (0,9 % pacTBop HaTpPUA xnopuaa) CTEPUbHBIN.

6.2.1.2. MuKpoueHTpudY>KHble 04HOPa30Bble MOAMNPONUIEHOBbIE NIOTHO 3aKpblBatoLeca NPobupKn
obbvemom 1,5 ma.

6.2.1.3. OgHOpa30Bble HAKOHEYHWUKM 4S8 403aTOPOB NepemeHHoro obbema ¢ punbtpom o 1000 mkn.
6.2.1.4. OgHOpPa30Bblie HAKOHEYHUKN ANA A03aTOPOB NepeMeHHoro obbema 6e3 punbtpa Ao 200 MKA.
6.2.1.5. ABTOMaTUYECKMI f03aTop NepemeHHoro ob6bema Ha 1000 mK..

6.2.1.6. LUtaTnebl gnsa npobmpok obbemom 1,5 ma.

6.2.1.7. MukpoueHTpudyra ana npobupok tmna «dnneHaopd» o6bemom 1,5 Mmn ¢ yCKopeHUem He meHee
10000 g.

6.2.1.8. BakyyMHbIl i OoTcacblBaTe/lb MeOULUMHCKUIA C KONOON-NOBYLWIKON ONA yAaneHUa HaLoCafouHOM
KUOKOCTH.

6.2.1.9. BopTekKc.

6.3. 3kctpakuma OHK u3 uccnegyemobix o6pasuos

6.3.1. Habop peareHTOB ANA 3KCTPAKLUMM HYKJAEMHOBbLIX KUCAOT, 3aperncTpupoBaHHbIn B PO u
COOTBETCTBYHOLWMI CNeayoWmMm TpeboBaHUAM:

- Habop nosBonset Bblgenate AHK u3 6uonorMyeckoro martepuana (COCKOGHbIM maTepuan wau
oTaenAaemoe CAn3UCTbIx 060104YEK YPOreHNTaIbHOrO TpaKTa (oTaensemoe CM3ncToi 060104KM BAaraamwa
M COCKOD 3NUTENMA CO C/IM3UCTON 060/I0UKM YPETpPbI), MOYa) 418 NOCNEAYOWEero UccaefoBaHna MeToLomM
NnosIMMepasHoM LEeNHON peakumu;

- Habop He OTHOCUTCA K 3KCNpecc-MeToaam sKcTpakuuu AHK;
- Habop no3BonseT uccnenosatb obpasubl 06bemom He meHee 100 mKA;

- Habop no3BossfeT NPOBOAUTbL 3t0UMI0 ounweHHol [HK B o6beme He meHee 100 mKaA.
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B Xone nposegeHnNA KAMHNYECKUX MUCMbITaHUI Banaauunto npowien Ha6op peareHToB A/21A 3KCTpakKuun
[IHK «MarHolpaitm® GACT» (PY Ne P3H 2019/8043).

6.3.2. [JononHuTenbHble MaTepuanbl U obopyaoBaHue, HeobxoamMmble ana skcTpakuum JHK, — cornacHo
WMHCTPYKUMK K Habopy peareHTOB AnA 3KcTpakuum AHK.

6.4. AMnauduKauma, [eTekuMa NPOAYKTOB amnauduKaumm, aHanuM3 U UHTepnpetauuns
pe3ynbTaTos

6.4.1. OnHOpa30Bble NOAMMNPONUAEHOBbIE NPobUpKK, ceoboaHblie oT [HKas, cneayowmx suaos (npu
MCNoNb30BaHUKN GopMbl BbIMyCKa 1):

- 3aBMHYMBaAlOLWMECA NPOOUPKN U KPbIWKU K HUM WUAM NAOTHO 3aKpblBarowmeca Nnpobupkmn obbemom
1,5 - 2 Mn — ANa NPUroToBAEHUA PEaKLUUOHHOM CMecK.

- TOHKOCTeHHble Npobupku gna NLUP o6vemom 0,2 MA € BbINYKAOM UAM NAOCKOW ONTUYECKM NPO3PpadHOi
KPbILLKOM UK NPobupKn o6vemom 0,2 M B CTpMMax no 8 WT. C NPo3payHbIMM KpblLKammM — 414 NpoBeAeHuA
MUP npu ncnonb3oBaHUM Npnbopa NAaHLIETHOro TMNa;

- TOHKOCTeHHble nNpobupkn ans MLUP ob6bemom 0,2 Ma C NAOCKOWN KpbIWKOW uan npobupkn gns MLUP
obbemom 0,1 mn B cTpMnax no 4 WT. ¢ KpbilWKamn — ansa nposeaeHuns MNLUP npu ucnons3osaHmMn npmubopa
POTOPHOrO TMNa.

6.4.2. OgHOpPa30Bble HaKOHEYHWMKM, cBoboaHble oT [HKa3, gna no3aTtopoB nepemeHHoro obbema ¢
dunbtTpom go 100 mkn.

6.4.3. lUtatMebl ana npobupok obbemom 0,2 mn unu 0,1 mn (B COOTBETCTBUU C UCMNOb3YEMbIMU
npobupkamu ans MNLP).

6.4.4. BoKc abaKkTepuanbHoW BosayLiHon cpeabi (MLP-60Kc).
6.4.5. LleHTpundyra-sopTrekKc.
6.4.6. ABTOMATMYECKME A03aTOPbI NepeMeHHOro obbema.

6.4.7. CTaHUMA aBTOMATUYECKAA C MoAy/leM AR NPUrOTOBAEHUA M PaCKamnKuM PeakuMOHHbIX CMecei U
KOMMNJIEKT PacxofHbIX MaTepuanoB K Hel COracHO MHCTPyKuuu MpounssoguTend, - Npyu UCNONb30BaHUN
¢dopmbl BbiNycka 1 B c/iydae NPUrOTOBAEHMA PEAKLMOHHOMW CMECU C MCMOb30BAHMEM aBTOMATMUYECKOWM
CTaHuMw.

6.4.8. NMporpammupyemblit amnanduKkaTop ¢ cUcTEMON AeTeKUUN GYOPECLEHTHOIO CUrHAMA B PeXKMUME
«peanbHOr0 BPEMEHW» POTOPHOrO NGO NAAHWETHOro TWMa, 3aperncTpuMpoBaHHbIn B PO n
COOTBETCTBYIOLWNI Cneayowmnm TpeboBaHUAM:

- Ha/nuMe He3aBMCMMbIX KaHafoB ¢ayopecueHTHoM getekuumn pns dayopodopos FAM m ROX co
cnegyowmMmm XxapakTepucTUKamu:

Tabnvua 4
Tpebyemble xapaKTepPUCTUKN KaHaNoB ¢p1yopecu,eHTHOW geTeKuum
ONUHbI BOH, HM
KaHan ansa ¢pnyopodopa Bo36yxaeHus DeTteKkuum
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
ROX 565 585 605 650

Bepcna 07.07.23-1 11



- AnAa npnbopoB NAaHLWETHOro TMNAa Ha/inyMe NnogorpeBaemon KpbiWwKKu ¢ Temnepatypon 6onee 100 °C;
- TOYHOCTb NoaAepKaHua TemnepaTypbl < £0,4 °C;

- CKOpoCTb Harpesa He meHee 2 °C/cek;

- CKOPOCTb OoXnakaeHusa He meHee 1 °C/cek.

B xoge npoBefeHUA KAMHUYECKMX UCMbITAHUA BaAMAALMIO MPOLWAKN Clesytowme Nporpammupyemole
amMNANPUKATOPBI C CUCTEMOWM AeTeKuun GNYOPECLLEHTHOrO CUTHAMa B PEXMME «peasibHOr0 BPEeMEHU»:
Rotor-Gene Q (PY Ne ®C3 2010/07595), C1000 Touch B Komnnekte c¢ moaynem CFX96
(PY Ne ®C3 2008/03399), ATnpaiim (PY Ne dCP 2011/10229).

6.4.9. XonognnbHUK, NogaepXKuBatowmii TemnepaTypHblt pexkum ot 2 go 8 °C.
6.4.10. OTaenbHbIN XanaT, Wano4kun, obysb M 0gHOPa30Bble NepyaTku B cooTBeTcTBumn ¢ MY 1.3.2569-09.

6.4.11. EMKOCTb A5 cOpoca HAaKOHEYHUKOB.

7. UCCNEAYEMbIA MATEPUAN

MaTepmanom Ana nccnenoBaHmA CayXKart:

- COCKOOHbIN MaTepuan uam oTaenseMoe CNmM3nCTbix 060104eK YPOreHUTaNbHOro TpakTa (oTaensemoe
C/IN3UCTOM 060I0UKU BNaraaniLia 1 COCKob aNnUTeNnna co CAN3NCTON 060N10UKKN YpeTpbl);

- MOY4a.

B3ATne, npeaBapuTenbHylo 06paboTKy, TPAHCNOPTUPOBAHME U XpPaHEHWEe  UCCAedyemoro
61oN0rMYecKoro matepmana caeayert NpoBOAMTb B COOTBETCTBUM C HUMKENepeyncieHHbIMU TpeboBaHnAMM,
Hecob1l04eHNEe KOTOPbIX MOXKET NPUBECTU K NOJTyYEHUIO HEKOPPEKTHBIX PE3Y/IbTaTOB UCCNEA0BaHMA.

7.1. OTpenaemoe cAM3UCTO 060/10UKHM BRaranuwa

B3ATMe maTepuana npoBecTM W3 3aAHebOKOBOro CBOAA BAaraivila C MNOMOLLLIO CTEPUSIbHOrO
04HOPA30BOro 30HAA-TAMMOHA WAW YHMBEPCANbHOrO 30HAA B MNPOBMPKY C TPaHCMOPTHOM cpedoil B
COOTBETCTBUM C MHCTPYKUMEN MO NPUMMEHEHUIO 30HAa. HeobxoAMmo MaKcMManbHO MoAHO cobpaTb
otaensaemoe. Pabouylo NOBEpPXHOCTb 30HAA MOMECTUTbL B TPAHCMOPTHYIO cpedy, 06/10MaB MAaCTUKOBYHO
ocHoBY. JonyCcTMMO MUHMMAa/IbHOE NPUCYTCTBUE NMPUMECEN B BUAE CIN3U U KPOBMU.

BHUMAHMUE! Bo nsbexkaHne KOHTaMUHaLMN, HeNb3A 06pe3aTb 30H4, HOXKHULaMK |

Buonornyecknii matepuan, NOMELLEHHbIA B TPAHCMOPTHYI cpeady, XPaHUTb M TPaHCMOPTMPOBATb
COrNacHo cieayrowmm TpeboBaHnAM:

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

ﬂ,OI'IyCKaETCFl NWb OOHOKPATHOE 3aMOpPaKnBaHME—OTTanBaHNE maTephana.

7.2. CocKob anutenuna co cAnsncTon 060104KM ypeTpbl

B3ATMe 3nuTennanbHoro cockoba M3 ypeTpbl MPOBOAMTL C MOMOLLbIO CTEPUIBHOFO 04HOPAa30BOro
YHMBEPCANbHOIO 30HAa B NPOBMPKY C TPAHCNOPTHOM CPeson C MyKOJIMTUKOM B COOTBETCTBUM C UHCTPYKLMEN
no NPMMeHeHUIo 30HAa. JonycTMMO MUHMMaIbHOE NPUCYTCTBUE NPUMECEN B BUAE CAU3U U KPOBMU.
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Buonornyecknii matepuan, NOMELLEHHbIA B TPAHCMOPTHYI cpeady, XPaHUTb M TPaHCMOPTMPOBATb
COrnacHo cieayrowmm TpeboBaHnAM:

- NpUW KOMHaTHoOM TemnepaTtype (g0 25 °C) — He Bonee 28 cyToOK;
- npu Temnepatype oT 2 Ao 8 °C — B Te4yeHne 4 MecALEB;
nmMb0o COrnacHoO MHCTPYKLMKN K MCNOIb3YEMOI TPAHCNOPTHON cpese.

ﬂ,OI'IyCKaETCFl Wb OOHOKPATHOE 3aMOpPaKnBaHME—OTTanBaHNE maTephana.

7.3. Moua
7.3.1. Nopaaok c6opa

Y KeHWMH ana aHanusa oTbmpatoT nepeyto MOPUUIO YTPEHHENM MOYM B Koaumdectee 15—-25mn B
cneumanbHyto emKocTb. C60p MoYM NpPoOBECTM NOC/e TWATENbHOrO TyaseTa Hapy»KHbIX NOIOBbIX OPraHoB.
enatenbHo 3akfagpiBaTb TaMMOH BO Bjaranuile neped cbopom maTtepuana Ana npeaynpexpeHun
KOHTaMMHaLUN MOYM OTAENAEMbIM U3 BNaraauwa. TakKe He cnedyeT Npou3BoAMTL cOOp MOYM BO Bpems
MeHCTpyaumn.

Y MYXUMH Npu MoYeUCNyCcKaHUM HeobXxoaMMO 0CBO6OANTb HaPYKHOE OTBEPCTME MOYEUCNYCKATENBHOTO
KaHana, NOSIHOCTbIO OTTAHYB KOMKHYIO CKAAAKY. [Ina aHanusa oTbmnpatot nepsyo NOPLMIO YTPEHHEN MOYM B
Konunyectse 15 —25 mn B cneymanbHy0 eMKOCTb.

B cnyyae ecnm c6op MouUM OCyLLECTBAAETCA B EMKOCTb 6e3 peareHToB AN KOHCepBaLMn U CTabuamsauuu,
[OMYCKaeTca XpaHeHWe M TPaHCMoPTMPOBaHMe 06pasL,0B MOYM A0 NpoBeaeHNsa NpesobpaboTku:

- npu Temnepatype oT 2 2o 8 °C — B TeyeHne 1 cyTOK;
- npu Temnepatype oT MMHyc 24 Ao munHyc 16 °C — B TeueHue 1 Hegenw;
- Mpw TemnepaType He Bbilwe MUHYC 68 °C — ganTenbHo.

Mpu ocyLecTBAeHUN cbopa MOYM B @MKOCTb C TPAHCMOPTHOM Cpeaoit UK peareHTaMu 411 KOHcepBauum
M cTabunusauummn, xpaHeHue o06pPasLOB MOYM A0 NpoBedeHMA npenobpaboTKM MPOBOAUTL COMMACHO
MHCTPYKLMM K UCTIONIb3yEMOW eMKOCTU ans cbopa.

l£|,OI'IYCKBETCFI Nb OOHOKPATHOE 3aMOpPaxKnBaHMe-0TTanBaHe matepumana.

7.3.2. NpepBaputenbHasa 06paboTka

®nakoH c moyoii B36onTaThb. MepeHecTn 1 Ma MoYM, UCNONb3YA HAKOHEYHUK C GUABTPOM, B CTEPUABHYIO
oZiHOpa30Byto Npobupky ob6bemom 1,5 ma. LleHTpudyruposaTb 5 muH npm 10 000 g. Mpn Hannuum 6onbLLoro
KO/MYEeCcTBA CONEeN pecycneHaAMpoBaTb TOMIbKO BEPXHWM CNOW ocagKa coneit B obbeme 1mn
$M3MONOrMYECcKoro pacTBopa CTEPUIBHOIO MM TPAHCMOPTHOM Cpebl, U 3aTEM CHOBA KOHLEHTPMPOBATD.
Mcnonb3ya BaKyyMHbIN oTcacbiBaTeslb C KOO0M-0BYLIKOM, NMOMHOCTbIO YA4A/IUTb CyNepHaTaHT, UCNO/b3ys
ANA Kaxaoro obpasua oTAenbHbIM HAKOHEYHUK 6e3 dunbTpa, He 3axBaTbiBasa 0CafoK. K ocagky no6asutb
200 MKn $M3MONOrMYECKOTO pacTBOpa CTEPUABHOINO MAM TPAHCMOPTHYKO cpedy B 06beme, yKazaHHOM B
WMHCTPYKLMM NO ee NpumeHeHuto. TWaTenbHO NepemellaTb COAEePKMMOoe Ha BOPTEKCe.

[onyckaeTca xpaHeHue npegBapuUTesibHO 06paboTaHHbIX 06pasLoB MOYM A0 NpoBeseHMUs
nccaenoBaHuA:

- npu Temnepatype oT 2 2o 8 °C — B TeyeHne 1 cyToK;
- npu Temnepatype oT MMHyC 24 1o mnHyc 16 °C — B TeueHue 1 Heaenw;
- Mpu TemnepaType He Bbile MUHYC 68 °C — AAnTenbHO.

I£|,0I'IYCKaETC‘r'I Wb OOHOKPATHOE 3aMOpPa*KnBaHMe-oTranBaHe matepumana.
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8. MPOBEAEHUE UCCNEQOBAHUA

UccnepoBaHWe AOMKHO NPOBOAUTLCA MPUM HOPMAJbHbIX MOKasaTeNnaAX MWMKPOKAMMATA  KAWHWMKO-
AMarHocTnueckon nabopatopmm®:

- TemnepaTypa OKpyKatouiero sosayxa ot 20 go 28 °C;

- OTHocuTenbHaA BnaxKHocTb 40 — 75 %.

8.1. dKctpakuma AHK us nccnegyemoro marepmana

Ona akctpakumm OHK ucnonb3oBaTb Habopbl peareHToB, peKomMeHAOBaHHble [lpousBoguTenem B
pasgene «JonoaHuTenbHoe obopyaoBaHMe 1 maTepuasbl». Nopagok paboTbl ¢ Habopamm AnA SKCTPaAKUUM
OHK cmoTpute B MHCTPYKLUM NO NX NPUMEHEHMUIO.

BHUMAHUE! [llpu npoBeaeHUM wUccnegoBaHUA HeaoonycTMMO WCMNOJIb30BaHME 3KCMpPecc-MeToAoB
aKcTpakumn AHK.

BHUMAHMUE! Kaxkpgas rpynna 3sKcTparMpyembix o06pasuoB [OJI)KHA COMPOBOMKAATbCA MNOCTAHOBKOWM
oTpuuaTtenbHoro KoHTpoaa (OKO) B ogHOM noBTOpE.

B npouecce skcTpakumm JHK ncnonb3osath cnegytolime obbembl peareHToB U nccneayembix 06pasuos:

- obbem peareHTa BKO-FL — 10mKn B npobupky ans OKO, a TakKe B Kaxayl NpobupKy c
nccnepyembimmn obpasuamm;

- obbvem nccnepyemoro obpasua — 100 mka B NpobUpKK Ansa uccnegyembix 06pasLos;
- ob6bem peareHta OKO — 100 mkn B8 npobupKy ana OKO;

- obbem peareHTa, ucnosnbsyemoro ana sawouum AHK, — 100 MKA (cOrnacHo MHCTPYKUMM MO
NPUMEHEHWUIO K UCMOIb3yemMmomy Habopy ana akcTpakumm HK).

8.2. MoproTtoBKa peareHToB ana amnanpuKkauum
8.2.1. NMpu ncnonbsoBaHmnu popmbl Bbinycka 1

BHUMAHUE! KoMMOHEHTbI peaKkLMOHHOM CMecuM cnepyer CMelnBaTb HEMNOCPeACTBEHHO nepejg
nposegeHunem MLP.

BHUMAHUE! B cnyyae npurotoBneHUA pPeakLMOHHOM CMeCcU C MOMOLLbIO aBTOMATUYECKOM CTaHLMK
cnenynTe yKasaHUAM MHCTPYKLMM NO €€ UCMOJIb30BAHMIO.

8.2.1.1. Paccuntatb 06bembl MUP-cmecu C. albicans v NUP-6ydepa-H, Tpebyowmecs ans
NPUroTOBAEHMA PEaKUMOHHON cmecn (cm. Tabaumuy 5). Cmecb roToBUTb Ha obliee Yucno uccnegyembix u
KOHTPOMbHbIX 06Pa3L,0B NAKOC 3anac He MeHee YeM Ha OLHY peakLMio.

Tabnnua 5
PacyeT 06beMOB KOMNOHEHTOB ANA OAHOW PeaKLMOHHOM CMecH
PeareHT 06bem, MKn 0O603HaueHus
MUP-cmece C. albicans 10,0%(N+1) N — KOAMYECTBO amMnAUGULMPYeMbIXx 0B6pPasLLOoB,
I'ILI,P—6y¢ep—H 5,0*(N+1) BK/1l04aA KOHTPO/n

8.2.1.2. MNMepen cmelmMBaHnem peareHToB nepemewarb coaepumoe npo6mMpoK c
NUP-cmecbto C. albicans v NUP-6ydepom-H, ocaantb Kanam Ha BopTeKce.

®YKasaHbl AONYCTUMble HOPMbI TemnepaTypbl M OTHOCUTENbHOM BAAXHOCTM BO3Ayxa B paboyeit 30He
NPOM3BOACTBEHHbIX MOMELLEHUN B COOTBETCTBMM C TpeboBaHuamm [OCT 12.1.005-88 «Cuctema cTaHOapTOB
6e3onacHocTM Tpyaa. ObLne caHUTapHO-TUrMeHNYeckme TpeboBaHMA K BO3AyXy pabouei 30HbI».
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8.2.1.3. MNpUroToB1Tb PeEAKLMOHHYID CMecb, A06aBMB KOMMNOHEHTbl B 06bemax, PacCYUTAHHbLIX B
n. 8.2.1.1. NepemeLwaTtb CMeCb 1 0CAZUTb KaNnn Ha BOPTEKCE.

8.2.1.4. OTobpaTb HEobXoAMMOE KOAMYECTBO MNPOOMPOK MAM cTpunoB ana amnavdukauum [AHK
nccnefyemblx U KOHTPObHbIX 06pasyoB. Beibop npobunpok ans amnandumkaLmm 3aBUCUT OT UCNOb3YEMOTO
amnanMduUKaTopa C CUCTEMOM AETEKLMUM B PEXKUME «PEasIbHOrO BPEMEHW Y.

8.2.1.5. BHecT1 B npobMpKM no 15 MK NpUrotoBeHHON peakLMOHHOU CMecH.

BHMMAHMUE! Hencnonb3oBaHHbIE OCTAaTKM PEAKLMOHHOM CMECU XPaHEHUIO He NoaJiexKar.

8.2.2. NMpu ncnonbsoBaHnu popmbl Bbinycka 2

8.2.2.1. OTobpatb Heobxoanmoe Konmyectso ctpunos ¢ MUP-cmecbio C. albicans pna amnandukaymm
OHK nccneayemblix M KOHTPO/IbHbIX 06Pa3LLOB.

8.2.2.2. Y6eanTtbca, YTo napaduH MOSHOCTbIO MOKPbLIBAET PAcTBOP Ha AHe MPobUpPOK. B nNpoTMBHOM
CNlyy4ae, He NCMONb30BaTb AaHHble NPOBUPKK.

8.2.2.3. Ha noBepxHocTb napadumHa BHect no 10 mkn MNUP-6ydepa-K, npu atom oH He ponxeH
NpoBanBaTbCA NoA NPOCNOMKY NapaduHa n cmewmsaTtbea ¢ MNLP-cmecoto.
8.3. BHeceHue npob OHK, nposeaeHne amnanpuKauum u getekumm

BHUMAHMUE! Mpn pobasneHmn npob [AHK, sKcTparMpoBaHHbIX C NOMOLLbIO HAaboOpPOB peareHToB A/
NpoBeAeHUsA 3KCTPAKLUUMM METOAO0M COpPOLMM Ha CUAMKArene WaM MarHUTHOM cemapauuu, Heobxogumo
nsberatb NnonagaHuA copbeHTa B PeaKLMOHHYIO CMECh.

BHUMAHMUE! Mpu pyyHOM aHanM3e NporpaMmuMpoBaHME M 3amyck amnandukaTopa NPOBOANUTb COrIacHO
WHCTPYKLMM NO €ro NpuMeHeHnt0. PekomeHayemble MapameTpbl 413 NPOrpaMmMMpoBaHNA aMninpUKaTopos
yKa3aHbl BO BK/agbllle, Mpuaaraemom K Habopy. MNpu Mcnonb3oBaHWKM NporpaMmmHOro obecnevyeHus
FRT Manager nporpammunpoBaH1Me aMnanduKaTopa ycTaHaBANMBAETCA aBTOMATUHECKM.

8.3.1. BHecTM B NOArOTOBNEHHbIE MPOBUPKM C peakLMOHHOM cMmecbto No 10 mka npo6 AHK, nonyyeHHbIX
B pe3y/nbTaTe 3KCTPaKLUu.

8.3.2. BHeCTM B No4roTOB/IEHHbIE NPOBMPKMU C PEaKLMOHHOW CMECbIO KOHTPO/IbHbIe 06pasubl:

a) NONOXUTENbHbIN KOHTpoAb MLUP — B ogHy npobupky ana obpasua MK BHectn 10 MK peareHTa
MNKO komnnekc.

6) oTpuuaTenbHbI KOHTPob MLUP — B ogHy npobupKy ans obpasua K- BHecTn 10 mKn peareHTa K-.

B) OTpuMLLaTeNbHbIA KOHTPO/b SKCTPAKLUUKN — B 04HY NPobupKy ana obpasua OKO sHecT 10 mKa npobbl,
aKcTparupoBaHHoi us OKO.

8.3.3. 3anporpamMmmpoBaTb aMnANPUKATOP C CUCTEMOM AETEKLMM B PEXKMUME «PEASIbHOTO BPEMEHU» ANA
BbIMOJIHEHWUA eANHOM NPOrPamMmbl amNANPUKaLMK U geTekumnn GayopecLeHTHOro curHana (cm. Tabaunuy 6).

Tabnuua 6
EAMHaﬂ nporpamma ammimeuKkauum U getekumm ¢ayopecuyeHTHoro CurHazia
porp yop
o JeTtekumna no KaHanam AnA Konunuecteo
T b B
Linukn emneparypa, °C pemsa ST T

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

95 10c -
3 45

60 20 ¢ FAM, ROX
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MpumeyaHue: ¢ NCNONL30BAHMEM €4MHON MPOrpamMmbl MOXKHO OLHOBPEMEHHO MPOBOAWUTL B OAHOM
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) A4NA SKOHOMUN BPEMEHMN.

8.3.4. MNepea NOCTaHOBKOW B aMNANGUKATOP NAAHLLETHOrO TMMNa 0CaAMTb Kamnan Co CTEHOK NPOBMPOK Ha
BOpTEKCE.

8.3.5. YCTaHOBUTb MPOBUPKM UK CTPUMBI B AUEMKKN peakUMOHHOTo Mmoayns npubopa.
8.3.6. 3anycTUTb BbINOAHEHWE NPOrpammbl amnanduKaumm ¢ aetekumein GayopecuUeHTHOro curHana.

8.3.7.Mpubop nposoanUT peructpauunio ¢GAYopecUeHTHOro CUrHasa aBTOMAaTUYECKM B peskume
«PeanbHOro BPEMEHUY,

8.4. AHanu3 u BblYMUCNEHNE PE3YNbTATOB
AHanus 1 06paboTKy pe3ynbTaToB MOMKHO NPOBOAUTb:

- B aBTOMaTMYECKOM peXMme C WCMNo/Jb30BaHWEM NporpammHoro obecneyeHus FRT Manager
(000 «UHTepNabCepsucy, Poccusa, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY MoJib30BaTeNs, Bbibpas
METOAMKY, YKa3aHHyH BO BKAaAblle, Mpuaaraemom K Habopy. PyKoBOACTBO NO/b30BATENA Pa3MELLEHO Ha
oduumanbHom cainte 000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM pEXMME C MNOMOLLbIO NporpammHoro obecrneyeHna npubopa, UCNOsb3yemoro And
nposeaeHua [LUP c peTekumeir B pexXMme «peasibHOro BPEMEHM», COMIaCHO WHCTPYKUMKM MO ero
NPUMEHEHUIO N UHCTPYKLMKN K Habopy.

BHUMAHMUE! MMpu pyyHOom aHanmse 06paboTKy AaHHbIX (PAYOPECUEHTHbIX KPMBbLIX), MOAYYEHHbIX B
nporpaMmHom obecneuyeHur npubopa, Mcnonbsyemoro ans nposegenus MLUP ¢ geTekumen B pexume
«peanbHOro BpPeMeHW», MPOBOAMTb COrMACHO MHCTPYKUUM MO €ero npumeHeHuto. PeKkomeHayemble
napameTpbl 414 06paboTKM AaHHbIX YKa3aHbl BO BKAaApllle, NpuaaraeMom K Habopy.

O6paboTKa 1 pacyeT pe3ynbTaToB MPOUCXOAMT Ha OCHOBAHWUM HaMYUA (MW OTCYTCTBUA) NepeceyeHnn
KpuBoi dnyopecueHumm S-obpasHoi (cMrmoobpasHoit) Gopmbl C YCTAHOBAEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBOM SIMHNEN, YTO onpeaensieT Haanume (MAn oTcyTcTBME) ANs AaHHOM npobbl JHK 3HayeHus
noporosoro uukna (Ct) B cootBeTcTByloWwen rpade Tabauupl pesynbTaToB. [MapameTpbl 06paboTKM
bAyopecUeHTHbIX KpMBbIX 3aBUCAT OT MCMONb3yeMOl mMoaenn amnamdukatopa (cm. BKnagbiw K Habopy u
MHCTPYKLMIO MO NPUMEHEHMIO aMNAnduKaTopa).

Kpusble HakonieHua ¢ayOpPecueHTHOro CurHana aHaauM3MpyloTca Mo ABYM KaHanam AeTekuumu
(cm. Tabnnuy 7).

Tabnuua 7
DeTteKuma ¢pnyopecueHTHOro curHana
KaHan ana ¢nyopodopa FAM ROX
MpoayKT amnandukaumm OHK C. albicans OHK BKO
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8.5. UHTepnpeTtauusa pesynbtatos
MHTepnpeTaunto pes3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

— BPY4YHYlO B COOTBETCTBMM C Tabauuein 8 M BKAagplliem, npunaraembim K Habopy. Pesynbtart
MCcCNeaoBaHUA CUMTAIOT AOCTOBEPHbIM, €CAM Pe3ynbTaThl, MOAYYEHHble ANA KOHTPObHbIX 06pasuos,
COOTBETCTBYIOT KPUTEPUSAM BaIMAHOCTU, YKA3aHHbIM B Tabnuue 9;

—B aBTOMaTMYECKOM pEeXMME C WCMo/b30BaHMEeM MporpaMmmHoro obecneyeHuss FRT Manager
(000 «UHTepabCepsuc», Poccusa, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY MoJib30BaTeNs, Bbibpas
METOAMKY, YKa3aHHy0 BO BKAaAblle, Npuaaraemom K Habopy. PyKoBOACTBO NO/1b30BaTeNA Pa3sMELLEHO Ha
oduumanbHom cante 000 «MHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/.
Mcnonb3yemble B MPOrpaMmmMHOM obecneyeHnn anropuTm MHTEPNpeTaLmMm pesyibTaToB 410 UCC/IenyembixX
06pa3sLOB M KPUTEPUN BAIMAHOCTM PE3YNbTATOB, NOYYEHHbIX A1 KOHTPOAEN, NpeacTaBeHbl B Tabamuax 8
1 9 COOTBETCTBEHHO.

Tabnuua 8
MHTepnpeTauua pe3ynbTtatoB ANA uccneayembix ob6pasuos
Pesynbrar UHTepnpeTtauuma
3HaveHna Ct no KaHanam ana  dayopopopos FAM u ROX HesanupHbii!
He onpeaeneHbl Uaun onpeaenieHbl Bobille rpaHMquro7. Cboun BKO! TDE6VETCH NOBTOPUTb aHaNU3
3HauyeHue Ct no kKaHany gns pnyopodopa FAM onpegeneHo He Bbiwe
rpaHuyHoro. Mpu 310 Bas opecue AHHOM npobbl no ,
p pu 3TOM KpU dnyopecueHUMN gaHHOW Npobbl n LMK C. albicans
OAHHOMY KaHa/sly nepecekaeT MOPOroBYH JIMHUIO Ha YyyacTke
o6HapyKeHa
XapaKTEPHOrO  3KCMOHEHLMANbHOro nogbema  GAyopecueHUUn.
3HayeHue Ct no KaHany gna ¢nyopodopa ROX He yumTbiBaEeTCA.
3HauyeHue Ct no KaHany ana ¢nyopodopa FAM He onpegeneHo uam [HK C. albicans
onpeaeneHo Bbile rPaHUYHOro, a No KaHany ana ¢nyopodopa ROX
He obHapyXeHa
3HauyeHue Ct onpepeneHo He Bbille FPaHUYHOTO.
Tabnuua 9

KpuTepuun BanuaHoOCTU ANA KOHTPO/IbHbIX 06pa3uos

Pe3ynbTatbl amnandukaumm no KaHany gna payopodopa

KoHTtponb
FAM ROX
" OnpepneneHo 3HavyeHue Ct He Bbiwe
OKO (oTpuuaTenbHbl KOHTPOJIb 3HaueHue Ct oTcyTeTByeT pea ;
3KCTPaKLUN) rPaHUYHOrO

MKO Komnnekc (NONOMKUTENbHbIN

N OnpegeneHo 3HayeHme Ct He BblLe FPaHNUYHOrO
KOHTPO/IbHbIN 06pa3el)

K- (oTpuuatenbHbIiii KOHTPOAL MLLP) 3HauyeHue Ct oTcyTCTBYET

7 TpaHWuHble 3HaYeHMs Ct yKasaHbl BO BKaAbllle, Npunaraemom K Habopy.
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8.6. Bo3MOXKHble oWwnbKu n pekomeHaauuun no Ux peweHunto

8.6.1. lnA oTpuuaTenbHOro KOHTPoAA akcTpakumm (OKO) no kaHany ana payopodopa FAM onpeaeneHo
3Ha4eHue noporosoro unkna (Ct). BepoaTHa KOHTaMMHaUMA NabopaTopmm NPOAYKTaMMU aMNANGUKALUN UK
KOHTaMMHALMA peareHToB MAK nccneayemblx 06pasuos Ha KakomM-A11Mb6o 3Tane uccnegosaHusa. Heobxognumo
nNpeanpuUHATbL MepPbl MO BbIABAEHUIO U IMKBUAALMN UCTOYHMKA KOHTAMUHALMKW U NOBTOPUTL UCCAea0BaHMeE
ans Bcex 0bpasLoB., B KoTopbix 06HapyeHa AHK C. albicans, HaunHasa ¢ aTana akcTpakummn OHK.

8.6.2. na otpuuatenbHoro Koutpona MUP (K-) no kaHanam ana ¢nyopodopos FAM u/mnm ROX
onpegeneHo 3HayeHue noporosoro uukna (Ct). BeposTHa KOHTaMMHauMA nabopatopum MNpPoAyKTammu
aMNAnOUKAUMN  MAM  KOHTaMWHaLMA peareHTos, Wccneayemblx 06pa3LoB Ha Kakom-ambo 3sTtane
MUP-nccneposaHua. Heobxoammo npegnpuHATL Mepbl MO  BbIABAEHUIO U JWKBUAAUMU WUCTOYHWMKA
KOHTaMMHaLUKN 1M NOBTOPUTb MCCeL0BaHUe AnsA Bcex 06pasuoBs, B KOTopbix obHapyxeHa OHK C. albicans,
HaumnHanA c aTana amnandukaumnm JHK.

8.6.3. [lnA NofoKMUTENBHOTO KOHTPOIbHOro 06pasua (MKO KomnseKc) 3HayeHme noporosoro uunkna (Ct)
no KaHanam ans payopodopos FAM n/mnm ROX oTcyTCTBYET MAM ONPeae/ieHO Bbillie rpaHnYHoro. BepoAatHa
OWMOKa Ha aTane amnanduKaumm, Heobxoanmmo nposecTy nosTopHo 3T1an MLP ana Bcex oTpuuaTenbHbIxX
06bpasuos.

8.6.4. Ana nccnegyemoro obpasua onpeaesnieHo 3HaYeHMe MNOPOroBOro LMKAA, NMpU 3TOM Ha rpaduke
byopecLeHUNn OTCYTCTBYET YYACTOK XapaKTEPHOMO 3KCMOHEHLMANbHOTO Nogbema (rpadmk npeacraBaser
coboit NpUbAUIUTENBHO MPAMYIO NMHKUIO). HeobXoAMMO MpPoBepUTb MPaBUALHOCTb BbIGPAHHOIO YPOBHA
MOpPOroBol AMHUM UAX NAPamMeTPOB pacyeTa 6a30BON NMHUU. ECiM pe3ynbTaT NosiyyeH Npu NpaBuAbHOM
YPOBHE MoporoBoi AnMHWUK (6a3oBoit MHWUK), TpebyeTca NOBTOPHO NMPOBECTM amMMIMGUKALMIO U AETEKLMUIO
Ans atoro obpasua.

8.6.5. B ciyyae nosiyyeHus HeBanWAHbIX pe3ynbTaToB TpebyeTcA MOBTOpPHOE McciegoBaHMe obpasua,
HauMHaA C 23Tana 3KCTPAKUWMM HYKJEMHOBbLIX KUCNOT. B c/iyyae BOCMpou3BOAMMOro pesysbTaTa
pekomeHAyeTcA NOBTOPHO NPOBECTU B3ATUE, NPeABapUTENbHYIO NOArOTOBKY U UcCaedoBaHWe obpas3ua.

8.7. AnarHocTtuyecKkoe 3Ha4YeHue NoIy4eHHOro pesyabraTa

MUP-uccnepoBaHve ABAAETCS OAHMM M3 METOAOB BCECTOPOHHEro o6cnefoBaHMA MauMeHTa, Ha
OCHOBaHWM KOTOPbLIX JIeYalMii Bpay YCTaHaBAMBAET AMArHo3 M BblIOMPAET MeponpuaTUA NO JIeYeHUID
naumeHTa. Pe3ynbTaTbl, MNOJIyYeHHble NpPW  MCNONb30BaHMM Habopa, chneayeT paccmaTpuBaTb W
NHTEPNPEeTUPOBaTh B COMETaHUM C AaHHbIMM APYIMX KNMHUYECKMX U 1abopaTopHbIX NCCAea0BaHUNA.
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9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Npepen o6HapyxeHua®

Mpepen obHapyxeHua Habopa «Amnaulpanm® C. albicans» 6bln onpegeneH € UCNO/b30BaHMEM
npobuT-aHanmsa ¢ 95%-oit [OBEPUTENBHOM BEPOATHOCTLIO (CM. Tabamuy 10).

3HauYeHUsA XapaKTEePUCTUKKU, YyKasaHHble B Tabauue 10, gocturaiotca npu cobnogeHUn npasun,
yKa3aHHbIX B pasgene «Mccnegyemblil maTepuany.

Tabnuua 10

MNpepen obHapyxeHUa Habopa

Mpeaen obHapy:keHUa 95%-bli1 OBEPUTE/NbHDBIN
LR G R LR T e no Probit 95%, I/mn uHTepBan, N/mn
COCKOBHbIN maTepuan nam
oTAenAaemoe CAN3NCTbIX 060104UeK
YpOreHUTabHOro TpakTa
(oToensemoe cnmsmncToit 060104KM
BNarasnLLa U cockob anuTenna co
CAN3NCTOMN 060/1I0UKM YPETPbI)

mo4a 50 39-69

50 42 -63
Candida albicans

9.2. AHanuTnyeckKan cneunPUUHoOCTb
Habop «Amnaulpaiim® C. albicans» BoiasnaseT Tonbko ¢parmeHTsl AHK C. albicans.

AHanutnyeckas cneuMdPpuYHoCcTb Habopa oueHuBanacb TectMpoBaHnem [AHK MUKpoopraHM3moB,
BMpycoB (cm. Tabaumuy 11) n reHomHol AHK yenoseka. AHK MMKpoOOpraHM3mMoB 1 BUPYCOB B KOHLLEHTPALUK
He meHee 1x108 konuit/mn n reHomHyro [HK yenoseka B KOHUEHTPaUMKU 1 MKr/mn BHocuAM B o6pasipl
6uonormyeckoro matepuana, He cogepawme AHK C. albicans.

Tabnumua 11
MuUKpoopraHusmbl U BUPYCbl, UCMOJIb3yeMble 41 OLEHKU aHAIMTUUECKOU cneyudpuyHoCcTH

MuKpoopraHu3mbl U BUPYCbI

Gardnerella vaginalis Lactobacillus spp.
Escherichia coli Staphylococcus aureus
Streptococcus pyogenes Streptococcus agalactiae

Mycoplasma genitalium
Ureaplasma urealyticum
Candida krusei
Candida parapsilosis
Neisseria sicca
Neisseria mucosa
Trichomonas vaginalis
HSV |
cMmvV

Chlamydia trachomatis
Ureaplasma parvum
Candida glabrata
Mycoplasma hominis
Candida tropicalis
Neisseria subflava
Neisseria gonorrhoeae
HSV Il
HPV

Mpu TectTMpoBaHMm 0bpasuoB JHK BbilenepeyncieHHbIX MUKPOOPraHM3MOB, BUPYCOB M reHoMHoin JHK
Yye/ioBEKA C MCMOJIb30BaHNEM Habopa NepeKpecTHbIX PeaKLMin BbIABAEHO He bblo.

8MNpepen obHapyxeHna — 95%-0e MNONOMKMTENbHOE MOPOroBOe 3HauYeHWe KOHLEeHTpauumn (KoHueHTpauua [OHK
BbIABAAEMOro BO36yauTens, npu Kotopoi 95% TecToB AAtOT NOIOKMUTE/NbHbIN pe3yabTaT).
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9.3. Bocnpou3Boammoctb 1 NOBTOPAEMOCTb U3MepeHUs

BOCI'IpOVI3BO,£I,MMOCTb M NOBTOPAEMOCTb pPE3Yy/NIbTAaTOB C MCNOJ/Ib3OBAHUEM Ha60pa oueHmnBaan nytem

TECTUPOBAHUA MOAENbHbIX 06pa3u,03. MogenbHble 06pasu,b| 6b1nK NPUroToB/IEHbI NyTEM KOHTaMWHAUUN

06pa3uoB bomaTtepunana, NpPesycMOTPEHHOro HazHavyeHMem Habopa, CTaHAAPTHLIM 06Pa3LOM NPeanpPUATHUS,

cogeprawmm OHK C. albicans. Bbinn npotectmpoBaHbl 06pasypbl B ABYX KoHUeHTpaumax OAHK BbisBasembix

MMKPOOpPraHn3moB (cm. Tabnaunupl 12 1 13), ogHa M3 KOTOPbIX COOTBETCTBOBA/IA Npeaey obHapyKeHna Habopa

(50 I3/mn), a BTOpan AByKpaTHO npesbillana npeaen obHapyskerusa (100 3/mn). Kaxkapii obpaseL, npoxoamn

BCe 3Tanbl uccnegosBaHus (akctpakumto OHK, amnandukaumio AHK 1 getekumio pesynbtaTos).

MoBTOpAEMOCTb U3MEpPEHUA

CpeaHee
KoHueHTpauus, 3HayYeHue
Obpaseu r/mn noporosoro

uukKna, Ctep
®dopma Bbinycka 1

CoCKOBHbIM maTepuan unm
oTAenaemoe CAM3NCTbIX 06004eK 50 35,83
YypPOreHUTanbHOro TpakTta (otaensemoe
CAN3NCTOM 060104KM BaranuniLa un
COCKOD anuTenuns co cM3nCTon 100 33,98
060104KM ypeTpbl)

50 35,81
100 33,97

Moua

®dopma Bbinycka 2

CoCKOBHbIM maTepuran nnm
oTAENAEMOe CAU3UCTbIX 06004eK 50 35,78
YPOreHWTanbHOro TpakTa (oTaensemoe
CNM3nUCTOM 060/1I04KM BRaraanLia m
COCKOb anNnTeNnns co CAN3NCTOMN 100 33,97
060104KM ypeTpbl)

50 35,80
Moua
100 33,95
Bocnpou3soaMMOCTb U3smepeHus
CpepgHee
KoHueHTpauus, 3HayYeHue
Obpazey, r3/mn noporosoro

uukna, Ctep
®dopma Bbinycka 1

CoCKOBHbIM MmaTepuran nnm
oTAENAEMOE CAU3UCTbIX 0600YEK 50 36,18
YPOreHuTasbHOro TpaKTa (oTaensemoe
CNM3nCTOM 060/104KM BRarannLia m
COCKOD anuTenuns co cM3nCToin 100 34,06
060104KM ypeTpbl)

50 36,09
100 34,36

Moua

®dopma Bbinycka 2

CoCKOBHbINM maTepuan unm
oTAenaemoe CAN3UCTbIX 0boaoueK 50 35,98
YPOreHWTanbHOro TpakTa (oTaensemoe
CAN3UCTOM 060N0YKM BRAranmnwa u
COCKOb anNuTeNnns co CAN3NCTON 100 34,03
060104KM ypeTpbl)

50 36,20
100 33,99

Moua
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CraHaapTHoe
OTK/NIOHEeHue
(D)

0,44

0,31

0,41
0,33

0,44

0,27

0,49
0,31

CraHpgapTHoe
OTKNOHEHUue
(D)

0,82

0,35

0,87
0,49

0,78

0,41

0,88
0,30

Tabnaunua 12

KoadpduumeHr
Bapuauuum (CV),
(+)

%

1,22

0,92

1,15
0,96

1,24

0,80

1,37
0,92

Tabnuvua 13

Koappuument
Bapuauuum (CV),
(+)

%

2,27

1,04

2,40
1,43

2,17

1,20

2,43
0,88
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9.4. ilnarHocTnyecKas CI'IELI,VI(‘JW-IHOCTb n AnarHoCTtuyeckana 4yBsCtBUTENIbHOCTb

[Ons onpeaeneHmMa ANMArHOCTUYECKOM cneundUUYHOCTM U AMArHOCTUYECKOW YyBCTBUTE/IbHOCTM Habopa
«Amnnulpaiim®  C. albicans» 6blAM  McNonb30BaHbl  06pasubl  Kaxaoro Buaa 6uomatepuana,
npeaycMoTPEeHHOro HazHadyeHMemM Habopa peareHToB, B KOIMYECTBE, YKa3aHHOM B Tabauue 14.

B KauyecTBe Habopa CpaBHEHMA, C MNOMOLLbID KOTOPOro YCTaHaBAMBANW Haauume/oTCyTCTBUE
OHK C. albicans, wcnonb3osBanca Habop peareHtoB «AmnanCeHc® C.albicans / C.glabrata / C.krusei-
MYIbTUTTPAUM-FL» (PY Ne ®CP 2012/13538).

Tabnanua 14
Pe3ynbTaTtbl TeCTUpPOBaHUA 06pa3L,0B 6MoorMueckoro matepuana c nomolbio Habopa
«Amnnulpaitm® C. albicans»

Uccnepyembie 06pasubl Pe3ynbTaTtbl TECTUPOBAHUA
Ha6op cpaBHeHus
«AmnauCenc® C.albicans [/
C.glabrata / C.krusei-
MYNbTUNPAAM-FL»

TecTupyembliii Habop
Tun Konuuectso O6pasubl «AmnauMpaiim®
C. albicans»

COCKOBHbIN maTepuan
Wnn otaensemoe

CIN3NUCTBIX 060/104EK MonoKnTenbHbIX 370 370
YPOreHUTaIbHOro TpaKTa
(oTmenaemoe cansucroi 740
060/104KM BRaranuwia m
COCKob anuTenna co OTpULaTEeNbHbIX 370 370
CIN3UCTON 060/104KHN
ypeTpbl)
Moua 553 MonountenbHbIx 183 183
OTpuuaTenbHbIX 370 370

3Ha4YeHNa [MarHoOCTMYecKon cneumMPuUHOCTM U AMArHOCTUYECKOM YyBCTBUTENILHOCTU Habopa
«Amnnulpaiim® C. albicans» c noBepuUTeNbHON BEPOATHOCTLIO 95 %, paccunTaHHble, UCXO4A U3 NONYYEHHbIX
OaHHbIX, NpuBeaeHbl B Tabamue 15.

Tabnuua 15
[unarHocTnueckue xapakTepuctukmn Habopa peareHtos «Amnaullpanm® C. albicans»
Auaruocmqecxaﬂ ﬂ,Mal’HOCTM‘-IeCKaFI
Tun o6pasuoB
YyBCTBUTE/IbHOCTb Cl'IeU,Md)M‘-IHOCTb

COCKOOHbIN MaTepuan unm otgensemoe
CAM3UCTbIX 060/104EK YPOreHUTaIbHOTO
TpaKTa (oTAensemoe CAM3nCTon 060104KN 100 % (99 % - 100 %) 100 % (99 % - 100 %)
BAaraaunLa n cockob anutenma co
CAN3NCTOM 060104KM ypeTpbl)
Mmoua 100 % (98 % - 100 %) 100 % (99 % - 100 %)

9.5. OueHKa BANAHUA UHTepPpepupyloLLLIMX BeLecTs

BavaHue wuHTepdepupyrowmx BewecTs, MNOTEHUMANBHO COAEPMKALUMXCA WMAM  NPUCYTCTBYIOWNX B
nccnegyemom buomaTepuane, Ha 3dPeKTUBHOCTb nup npu NCMo/1b30BaHUM Habopa
«AmnnuNpanm® C. albicans» otcytctByeT. He BbIABAEHO WHIMOMPOBAHME peakuun amnandukaumMm npu
nobasneHun K obpasuam Bromatepuana Ha sTane sKCTPAKLMM UHTEPDEPUPYIOLLMX BELLECTB, NPeaCcTaBAeHHbIX
B Tabauue 16, B MaKCMMaNbHO BO3MOXKHOM KOHLEHTPaUUM.

OTcyTCTBUE BAMSAHUA MHTEPDEPUPYIOLLMX BELLECTB A4/ 06pa3LLOB COCKOBHOro MaTepuana uam oTAeNAeMOoro
CIM3UCTbIX 060JIOYEK YPOreHUTaZIbHOTO TpPaKTa (OTAensemMoe CAM3MCTON O06O00YKM BAaraavwa M COCKob
3NUTENNA CO CIM3NCTON 060/I0YKM YypeTpbl) (NyBprKaHTbl (MHTUMHbIN renib-cmaska Contex Silk Ha cnnMkoHoBoM
OCHOBE, MHTUMHbIA refb-cMa3ka Durex), cemeHHas XWAKOCTb, WTPAKOHA30/, METPOHWMAA30/l, FOPMOHbI
ONAPOrecTepPoH M NPorectepoH) 6bi/10 MOKa3aHO B UCMbITAHUSAX C UCMO/b30BaHMEM Habopa 418 SKCTPaKumm
«Marnolpaim® ®ACT» (PY Ne P3H 2019/8043).
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Tabnanua 16

NHTepdepupylowme BewecTsa, UCNONb30BaHHbIE NPU TECTUPOBAHUKN Habopa

«Amnaulpaiim® C. albicans»

Bua 6uomarepmana UHTepdepeHT KoHueHTpauua nitepdepeHTa B obpasue
FemornobuH 200 mr/mn
CoCKOBHbINM maTepuan unm
oTAenfaeMoe CAM3UCTLIX 06004eK MouesuHa 0,33 MM/mn
YPOreHUTaNbHOTO TPaKTa (oTmensemoe MyLutH 2.3 mr/mn
CAN3MCTOMN 060104KM BNarannila u
COCKOb 3nuTenns co CAN3NCTon Xn0opreKcManH 0,1%
060104KM ypeTpbl)
MupamnctnH 0,001 %
FemornobuH 200 mr/mn
Moua MouyeBunHa 0,33 mM/mn
MyumH 2,3 mr/mn

Tak)Ke He BbIABMEHO WHIMOMPOBaHME peakuum amnandukaumm npu aobasaeHUm
6unomatepuana [IHK uenoseka B KoHUeHTpauum 1,0x108 konuit/ma.
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10. ycnosua XPAHEHUA, TPAHCNOPTUPOBAHUA U MPUMEHEHUA 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 TpaHCNopTUPOBaHMe Npu Temnepatype oT 8 Ao 25 °C He 6onee 3 cyTok.

Habop, TpaHCNOPTUPOBaHHbIN C HapyLlEHMEM YKa3aHHOTro TEMNEPaTypPHOro pexnuma, NpMMeHeHM o 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 3aMopakKMBaHMe peareHTos.

PeareHTbl Nocne BCKPbITUA XPaHUTb B TEX YKE YCNOBUAX, YTO U peareHTbl 40 BCKPbITUA. HEBCKpbITbIE U
BCKPbITble peareHTbl CTabu/ibHbl B TEYEHME CPOKa FrOAHOCTM, YKa3aHHOro Ha 3TUKETKe, Npu cobaogeHun
YKa3aHHbIX ycnosui XpPaHeHUA. PeakunoHHas CMecb, NpPUroToBAEHHas us3
MNLUP-cmecu C. albicans v MUP-6ydepa-H, xpaHeHWIO He NOANEKUT.

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

11. TAPAHTUU NPOU3BOAUTENA

Mpov3BoguTeNb rapaHTMPYeT COOTBETCTBME XapaKTEePUCTMK Habopa TpeboBaHWAM, YKas3aHHbIM B
TEXHWUYECKOM W IKCMIyaTaUMOHHOM [LOKYMEHTaUuMM, B TeYeHWe YKa3aHHOro CpoKa rogHoOCTM npu
cobntoaeHUM BCex YCA0BUIN TPAHCNOPTUPOBAHMA, XPAaHEHUA U NMPUMEHEHWA.

Peknamaumn Ha KadyecTBo Habopa «Amnaulpanm® C. albicans» HanpaenaTb B aApec NpousBoAnUTens
000 «Hekctbno»: 111394, r.Mockea, yn. [lNonumepHas, 8 ctp. 2, Ten. (495) 620-08-73, e-mail:
info@nextbio.ru.

Mpu BbIABNEHWM HEXKEeNaTeNbHbIX PEeaKuMit Mpu MUCMoAb30BaHMKM Habopa, $aKkToB M 06CTOATENbCTB,
CO34A0WMX YIPO3y KM3HW W 300POBbIO FPakAaH U MeOMUMHCKMX pPaboTHMKOB Npu obpaweHun U
3KcnAyaTauum Habopa, pPeKoMeHAyeTca HanpaBuTb cooblieHMe Mo adpecy, YKasaHHOMY Bbile, U B
YMO/IHOMOYEHHYIO FOCYAAPCTBEHHYIO pPeryimpytowyto  opraHmsaumto (B Pocculickori  ®epepaumm —
depepanbHana caykba no Hagsopy B cdepe 34paBOOXPaHEHWA) B COOTBETCTBUM C  LEMCTBYHOWMM
3aKOHOZATe/IbCTBOM.

HOHCYﬂbTaLI,MPO no pa60Te C Ha60pOM, a TaKXe no BonpocCam, KaCaklowMMCA KayecCTBa Ha6opa, MOXHO
NONY4YUTb MO KOHTAKTaM, YKa3aHHbIM Ha Od)MLI,MafIbHOM cauTe npOM3BO,CI,I/ITEI'I‘r'IZ www.nextbio.ru.
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12. CUMBO/1bl, UCNMOJ/Ib3YEMBbBIE B LJOKYMEHTALUU NPOU3BOAUTENA

REF

LOT

IVD

> =
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Homep no Katanory

Koa naptum

MeauumnHckoe nsgenuve ana
AWNArHOCTUKWU in vitro
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TecToB

Ob6paTtnTechb K MHCTPYKLUM MO
NPYMEHEHUIO
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WMHCTPYKLMM NO NPUMEHEHUIO

.\\//

— [J [ E

70
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