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CMUCOK COKPALLIEHUI

B HacToswen MHCTPYKUUN NCNONb3YKOTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

rnup - NoNIMMepasHas uenHasa peakums

BBK - BYJ/IbBOBarnHanbHbll KaHANAO03

B3OMT - BOocnanuTtenbHble 3aboneBaHns opraHoOB Masioro Tasa
nK - MHBa3WBHbIM KaHAMA03

SHMT - OKCTpeManbHO HMU3KadA Macca Tena

oPUT - OTAE/NIEHUS peaHMMauun U MHTEHCMBHOW Tepanumn
KBM - KOHTPO/1b B3ATUA MaTepuana

JIKO - NabopaTopHbIN KOHTPOJbHbLIN 0bpa3el,

B - nHTepdepupyowme BewecTsa

HK - HYKJ/IeMHOBble KMUCNOThI

BK - BHYTPEHHUI KOHTPO/b

K+ - NONOXNTENbHbIN KOHTPOJIbHbLIN 0bpasel

K- - OTpuuUaTebHbIM KOHTPO/bHbLIN 0b6paseL
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BBEAEHUE

NHdpekumn, o6ycnoBneHHble ApOX>KeBbIMWU rpubamMn, UMEKT WWUPOKUA  CMeKTp
KIIMHUYECKNX TMPOSB/IEHMN: OT JIOKaJIbHOrO MOPa)XeHMs KOXMW, CIU3UCTbIX 060/04eK
YPOreHuUTanbHOW, AblXaTeSlbHOW CUCTEM W XEeNyAO4YHO-KULIEYHOro TpakTa A0 QyHremMmn u
MOSIMOPraHHOro nopaxeHus. S$BNASCb NpPeacTaBUTENS MU  YC/IOBHO-MATOreHHoM MUKpPO6UOoThI
MaKpoopraHusMa, nmnpu oOnpeaeneHHbiX YCNOBUSX ApPOXXeBble rpubbl MOryT Bbl3biBaTb
MH(EKUMOHHO-BOCNANMUTENbHbIE  MOPa)XXeHMS KOXWM WM CAM3UCTbIX, a TaKXe Taxenble
naTtonormyeckme CoCTossHUSA, BNOTb A0 SieTanbHOro ncxoaa.

OCHOBHbIMM MNpeacTaBUTENSIMU APOXXKEBbIX rpnboB sensiTca rpubbl pogos Candida,
Saccharomyces, Debaryomyces un Malassezia.

Poa Candida Bkntoyaetr 6onee 100 BMAOB, M3 HUX KJIIMHMYECKOE 3HAYeHUE WUMEIT
okosio 20. TMatoreHHbiMn pgns denoseka saBnsawTca C. albicans, C. tropicalis, C. krusei,
C. lusitaniae, C. kefyr, C. glabrata, C. guilliermondii, C. parapsilosis, C. famata n ap. CambiM
pacnpocTpaHeHHbiM BuaoM poga Candida ssnsetcs sug C. albicans [4].

CpasHuTenbHO HegaBHo, B 2009 roagy, 6bin 3apermctpmpoBaH HoBbii Bug Candida -
Candida auris, ABNSIOWMACA NPUYNHONA MHBA3UBHbIX MH(MEKLNI C BbICOKUM YPOBHEM CMEPTHOCTH,
pocturarowmm 60%. C. auris obnagaeT MHOXECTBEHHOW JieKapCTBEHHOM YCTOMYMBOCTbIO K
NpoTMBOrpMbKOBbLIM MNpenapaTtaM, HEKOTOpble WTaMMbl MOryT 6biTb YCTOMYMBbLI KO BCEM TpEM
OCHOBHbIM MPOTMBOrpMOKOBbLIM K/flacCaM: a30Jibl, MOJIMEHbl W 3XMHOKaHAWHbI. KnnHunyeckas
OVarHoCTMKa fAaHHOro BuMAa KaHamao3a 3aTpyAHEeHa BBMAY OTCYTCTBMSI MATOrHOMOHMYHOW
CUMNTOMATMKK, a ero  umaeHTuduKaumsa  BO3MOXHA  TONbKO  (PU3NKO-XMMUUYECKUMU
(HanpumMep, MALDI-TOF) nnun monekynsapHo-6mnonorndeckmmm (Hanpumep, MLP) metogamu.

N3 rpubos., oTHOCALWMXCS K poay Saccharomyces, MH(PEKLUMOHHYIO NaTONOrnto Bbi3biBaeT
BUA cerevisiae. CaxapoMuueTbl SBAAKTCS YCNOBHO-NAaTOreHHbIMWM MUKPOOpPraHM3mMaMm, B HOpMe
MX BbIAENST CO CNM3UCTOM 060/7104KM POTOBOI MOMOCTM, Bnaranuwia, obHapyXuBawT B Kase,
MokpoTe un T.4. [5].

B HacTosiuiee BpeMs n3BecTHO okono 14 smaos rpmbos poaa Malassezia. 'pmbbl poaa
Malassezia OTHOCATCA K TPYAHOKY/IbTUBUPYEMbIM, TpeboBaTesibHbl K YC/OBUSIM COXPaHeHUs
KynbTypbl, 06nagaloT BbICOKOM CNOCOBHOCTbIO K BMAOO6pPA30BaHUK, YTO 3HAYUTENLHO
3aTPYLHSAET X U3y4YeHMe U agnarHocTtuky [14; 16; 20; 24].

3aboneBaHusl, Bbi3blBaeMble  APOXXKEBbIMM  rpubamu, penaTca Ha  rpynmnbl
NOBEPXHOCTHbIX U MHBA3MBHbIX MMKO30B. [1OBEPXHOCTHbIE MMKO3bl — 3TO rPMOKOBOE MopaxeHue
CNn3NCTbIX 060M104EK, KOXM M ee NpuMAaTKOB, LWWMPOKO pacrnpocTpaHeHHoe 3aboneBaHue,
nopaxatowiee noBEpPXHOCTHble cnon 3nutenns. K MNoBEepPXHOCTHbIM MWMKO3aM OTHOCATCS:
BYNbBOBarnmHanbHbii kKaHamao3 (BBK), aBnasacb NpuYMHON TakMX OCNOXHEHMI KakK ypeTpwuT,
umctnt, B3OMT, akywepckas natosorus, MHouuMpoBaHue nnoga, NocaepoaoBbii SHAOMETPUT
W CanbMUHIUT; oOpodapuHreanbHbli KaHAMAO3, @ TaKXe AepMaTo3bl, aCCoOUMMpOBaAHHbIE C
ApoxxeBbiMM rpnbammn. Hanbonee yacTtbiM 3TUONOMMYECKMM (PaKTOPOM BO3HMKHOBEHUS BBK u
opodapuHreanbHoro kaHanaosa sasnsetrcsa C. albicans, coctaBnas 50-89% cnydaes. OgHako B

nocnegHee Bpemsl ysenmumsaetcs gons suaos Candida non-albicans: C. glabrata (29,5-50,4%),
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C. parapsilosis (13,7%), C. tropicalis (10,7-17,9%), C. krusei (Pichia kudriavzevii) (10,9%),
C. lusitaniae (Clavispora lusitaniae) un C. kefyr (Kluyveromyces marxianus) (7,2%). Opyrue
BUAbl, Takune kak C. guilliermondii (Meyerozyma guilliermondii), C. dubliniensis, peructpupytotcs
3HaunTenbHo pexe - oT 0,2 Ao 3,7%. B 11,8-16,2% cny4yassx npuymHon BBK MoryTt craTb
ApoXokn  Saccharomyces cerevisiae, cuMnTOMbl 3aboneBaHunss 6yayT COOTBETCTBOBAaTb
KaHAWAO3HOM 3TMONOMMK, HO CTeneHb BbIPAXEHHOCTU KAWHWUYECKOM KapTWUHbl — 3HAuYUTEeNbHO
MeHbwe [6; 7; 9; 10; 11; 19; 25; 26; 32].

pnbbl poga Malassezia NnpMHMMAlOT HENOCPeACTBEHHOE y4yacTue B naTtoreHese TakKmx
3aboneBaHMn Kak aTonMMYecKuii AepMaTuT, ncopmas, MMKpobHas sk3ema, HempoaepMuT U T.4.,
OKa3sblBas ycyrybnsitouwee BnusHMe Ha nx Tedenune [14; 17; 20; 33].

Ona noaTBepXAEeHMSA Hannumsa KaHAWMAO3HOM WHdeKkumMn Heobxoamma He TONbKO
KayeCcTBeHHasl, HO W KONM4YEeCTBEeHHas oOueHKa ApoXokeBbiX rpubos, nposoauMas B
COMOCTaB/IEHNUN C KIIMHUYECKOM CUMMNTOMATUKOW, C Y4eTOM Hannuusa ¢oHoBbIX 3abonesaHui,
MUKCT-NHpEeKLNN.

O6HapyxeHne Candida spp. B HeCTepuibHbIX JIOKyCaxX He SBNSieTCA OCHOBaHMEM Ans
MOCTAaHOBKM AMarHosa «KaHAMAo3», T.K. npeacrtasutenu poga Candida MoryT BXxoaAmTb B COCTaB
HOpMasnbHOM dnopbl. B 3TMX cnyyasx ynotpebnserca TEpMUH «KHOCUTENLCTBO»; MPWU 3TOM YUCNO
reHoM-3KBUBaNeHTOB BO36yauTens He 6yaeT npesblwate 2-3 Ig /mn (102-103 KOE/mn).

Mpn 6onblueM 3HAYEHUU STOW BENUYUHBI U NPU OTCYTCTBMM CMMMNTOMOB BOCMaseHus,
MOXHO TOBOPWUTb O <MOBbIWEHHOW KONOHM3aumm». W, HakoHeu, MpU HaNM4YMM MPU3HAKOB
pasgpa)xeHus CIM3ncTor 0605104KK, CBA3aHHOW C MHBa3nel Bo3byauTens B TKaHb, NCNOb3YyeTCs
TEPMUH «MHPeKuma», T.e. KaHAnAo3 (HanpuMmep, NpM3HaHo, 4YTo obHapyxeHue 104-105 KOE/mn
rpmbos Candida B Moye npu He KaTeTepM3OBaHHOM MOYEBOM My3bipe MOXET CBUAETE/bCTBOBATb
0 KaHauao3e nodek) [8].

NHBa3nBHbIe MMKO3bl — COCTOSIHUSA, NPU KOTOPbIX rpnbbl BblAeNsAT U3 buocybcTpaTos,
CTepWUSIbHbIX B HOpMe. ExxerogHoO B Mupe peructpupyetcs okono 250 000 criyyaeB MHBa3MBHOIO
kaHango3a (MK), B Poccum gaHHbIM nokasaTtenb coctaBnset 6onee 10 000. K rpynnam pucka
OTHOCAT NaumeHToB, Haxoaswmnxcsa B OPUT, naumeHToB ¢ 3aboneBaHmnsMn, CONMPOBOXAAKOLWMMNCS
HenTponeHuen (remobnacTosbl, CONNMAHbIE ONMYXON, TPAHCM/IAHTAUNSA KPOBETBOPHbIX CTBOIOBLIX
K/1eTOK), HeOOHOLEHHble HOBOPOXAEHHble C 3KCTpPeMajsibHO HU3KOWM Maccon Tena (3HMT).
Pa3BnTMiO MHBA3MBHbIX MMUKO30B CNOCOOGCTBYIOT: MCMOMb30BaHME LieHTpanbHbIX BEHO3HbIX WU
MOYEBbIX KaTETepoB, 3HAOTpaxeasnbHas WHTybaumsa, nonHoe napeHTepasibHOE MUTaHue,
anutenoHoe npeboiBaHne B OPUT, npuMmeHeHme aHTubakTepuanbHOM, KOPTUKOCTEPOUAHOM,
LMTOCTAaTUYECKON, Ny4YeBON WM XMMUOTEpanun, obLMpHblE OXOrM M T.4. B 3aBucumoctn oOT
NPUCYTCTBUS UHMEKLMN B KPOBU M NMOPaXXeHNs BHYTPEHHUX OPraHoB, BblAENSOT pyHremuto 6e3
nopaxeHust BHYTPEHHNX OpraHoB, OpraHHoOe nopaxeHune 6e3 pyHreMum n coyetaHme gyHremMmnm
M opraHHoro rpunbkoBoro rnopaxeHus. JletanbHOCTb konebnercsa ot 10 go 49% B rpynnax c
pasnMyHbiMM (akTopamMn pucka. OTMeEYEeHO, 4YTO KAMHMYECKMEe CMMNTOMbl MpWU cencuce
rpMbKoBOM 3TUOSIOMMM HE OT/INMYAKTCA OT TaKOBbIX Mpu cencuce 6akTepuanbHOW Npupoabl,

MnoO3TOMY KpaVIHe Ba>XXHO CBOEBPEMEHHO BbIAB/IATL 3TUO/IOTNMYECKYIO MPUYNHY VIH(beKLI,VIOHHOFO
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npouecca. MpumepHo B 90% cny4yaeB MpPUYMHON GYHreMUidi U MHBA3UBHBLIX MUKO30B
aBnsatoTca rpubol poga Candida. CaMbiM NATOreHHbIM M 4acTO BCTPeYaloWwMMcs ABASIETCS BUA
C. Albicans (48-54%), pexe auarHoctupytotcs C. Glabrata (13,8-23%), C. Parapsilosis (11-18,5%),
C. Auris (10%), C. Tropicalis (6-10%), C. Krusei (2-2,5%). B nocneaHune roabl NpoCnexmnBaeTcs
TEeHAEHUUST K YBESIMYEHUID 3Ha4YnMMoCTM non-albicans BMAOB B BO3HWMKHOBEHWUW WHBA3MBHOMO
KaHanago3a [18; 22; 23]. Hapsay c rpumbamm poama Candida, 3TMonormyeckoe 3HadeHue B
pa3BUTUKM KaTeTep-acCcouMnpoBaHHoOM dyHremmn mmeloT rpmbbl poga Malassezia, B 4aCTHOCTU
Malassezia furfur [1; 12; 14; 16; 20; 24].

CywecTtByeT npsMasl 3aBMCMMOCTb MeXAy CpOKaMu Haudana JIeKapCTBEHHOW Tepanuu
NpoTMBOrpnubKOBbLIMM CpeaCTBaMM U YPOBHEM JieTallbHOCTU: Ha3HayeHue npoTUBOrpubKoBoOM
Tepanuu cnycta 12 yacos nocse Havana WHQEKUMOHHOro npouecca yBesndymBaeT CMEPTHOCTb
bonee yeM B 2 pasza. 3agepxka 4o 48-mm yacos 1 6onee, yBenmumBaeT NI€TaNIbHOCTb MOYTU B
3 pa3a B CpaBHEHMM C paHHUM Ha4yasnoM (A0 12 yacoB) TepaneBTUUYECKMX MepOonpuUSaTUn. Takum
06pa3oM, akTyasbHbIM CTaHOBUTCS BblSIBJIEHME 3TUOI0MMYECKOro akTopa B KpaTyanwmne Cpoku.
O4oHaKko «30/0TOM CTaHAapT» — Ky/fbTypanbHas AWarHOCTMKa He AaeT TakoW BO3MOXHOCTH,
MO3TOMY MNepCneKTUBHbIM MNpu3HaHa pa3paboTka MOSIEKYNSPHO-FEHETUYECKUX METOAOB, B T.u.
meTtoga [LP, KoTOopbli COKpaTUT BpeMs uccnenoBaHus Ao 3-4 4yacoB, MNO3BOJIMB YBEMMNUYUTL
KONIMYecTBo 6n1aronpusTHbIX MCX0A0B MHMEKLUMOHHOrO npouecca [2; 3; 13; 15; 21; 27; 28; 29;
30; 31].

KoppekTHas n cBoeBpeMeHHasl BUAoBas MAeHTUdMKaUNSA, N KONMYECTBEHHAsA OueHKa
rpmboB - Ba)xHas 3adada [Ans NOCTaHOBKM AuarHosa. B 3aBMCMMOCTM OT BWAOBOM
NPUHAAMIEXHOCTU M KonnyecTBa BO36yauTensa TakTMka NnedvyeHus 60/bHbIX C MHBA3UBHbIMU
MMKO3aMM MOXET CyLleCTBEHHO oT/inyatbcs. OaHMM M3 Hambonee nepcnekTUBHbIX MOAXOAOB,
KOTOpble MOXHO MWCMNOoMb30BaTb AJ19 PpeleHnuss 3TOW 3a4audn, SBASIOTCA MONEKYAspHO-
reHeTnyeckmne MeToAbl C UCMNONb30BaHMEM NosnmmMmepasHomn-uenHon peakumm (MLUP). B cpaBHeHMH
C (eHOTMNMYECKNMMU MUKPOBMOMOrnyeckuMm MeToaamm TakKoW noaxona Hambonee ObICTpbIn
(knaccuyeckass AnarHoctmka 3aHuMaeT 6onee 48 yacoB), TpebyeT MeHblUero Konm4yecrsa
éunonormyeckoro Martepumana, 4YTO O0OCOB6EHHO BaXHO MNpW  AuMarHoctuke dyHremmn vy
rnyboOKOHeAOHOWeHHbIX AeTen. [lo CpaBHEHMI0 C MeToAaMu, CBSA3aHHbIMWM C TapreTHbIM
CekBeHupoBaHueM Bmnaocneumdmyeckmnx reHos, NLIP-MeToANKM CyLLECTBEHHO AelleBse, ropasao

bonee AOCTYNHbI B KJIMHNYECKOW NMpakKTnukKe n 3aHNMaloT MEeHblLLE BPEMEHN.
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1 HA3HAYEHMUE

1.1 HacTtosiwas WMHCTpyKumMst pacnpocTpaHseTca Ha Habop peareHToB ANns BbISIBIEHUS U
TUNMpoBaHusa Bo3byauTeneln rpmbkosbiX MHdekunii poga Candida, Malassezia, Saccharomyces
n Debaryomyces mmetogom TLUP B pexume peanbHoro BpeMeHun (Muko3o0CKpUH) 1o
TY 21.20.23-104-46482062-2018, nanee no Tekcty — Habop peareHTOB.

1.2 Habop peareHTOB npeaHasHayeH ANs8 BbISBAEHUS U TUNMpPOBaHUS Bo3byauTenen
rpnbkosbix MHDekunim poaa Candida, Malassezia, Saccharomyces n Debaryomyces: Meyerozyma
guilliermondii  (C.guilliermondii), Candida albicans, Pichia kudriavzevii (C.krusei),
Saccharomyces cerevisiae, Candida auris, Candida tropicalis, Clavispora lusitaniae
(C.lusitaniae), Debaryomyces hansenii (C.famata), Candida dubliniensis, Candida glabrata,
Candida parapsilosis, Malassezia spp., Kluyveromy cesmarxianus (C.kefyr), Malassezia furfur B
npenapaTax, MNoJlydeHHbIX M3 BGMONOrMYecKkoro Matepmana 4denoseka (KpoBb, MOKpOTa, Moua,
Ma3KM\COCKOObl M3 AblXaTeNbHbIX MYTENW, XenyAo4YHO-KULIEYHOr0 M YPOreHUTaNbHOro TpakTa,
dekanun, 6uonTaTbl), U3 CMbIBOB C KQaTETEPOB M 3HAOTpPaxeasnbHbIX TPY6OK, a TakxKe N3 KynbTyp
BO36yauTenen MMKO30B METOAOM MOJIMMEPA3HON LEMHOM peakunm B pexmnme peasbHOro BpeMeHM

C UCMONb30BaHMEM AETEKTUPYHOLMX aMNINdUKaTOPOB.

1.3 QOYHKUMOHANbHOE Has3HayeHue: wusgenue rnpeaHasHayeHo ANg AMAarHoCTUKKM in vitro
(BbiiBNEeHWEe W TunmpoBaHue BoO3byauTenen rpmbkosBbiX WH@eKkunii B npenapatax [AHK,
Nosy4YeHHbIX M3 6HMONOrMyeckoro Matepuana 4YenoBeka, W3 CMbIBOB C KaTeTepoB U

3HAOTpaxeanbHbIX TPYOOK, @ TakXe U3 Ky/bTyp BO36yauTenelii MMKO30B).

1.4 MokazaHns K MNpoBEeAEHUID aHanu3a: nMNoA03pPeHMe Ha KaHauMAao3, KaHAMAEMMUIO,
KaHOANAYPUIO WUAU KaHAUAOHOCUTENBbCTBO; MOHUTOPUHI AMHAMUKWU KOJIOHU3ALUMU APOXXKEBbIMU
rpmbamMm HeCcTepu/ibHbIX B HOPME JIOKYCOB MaLUMEHTOB, paH, KaTeTepoB; WHQEKLNOHHbIN
KOHTpPOJIb, B T.4. Y NALUEHTOB rpynmn pucka; UccneaoBaHme KyabTyp APOXKEBbIX FPUOOB C Lienbto
BMAOBOM naeHTndUKaumnmn.

NccnepoBaHme nNpuUMEHMMO KakK Ans  aHanmM3a  KJMHMYEeCKOro MaTtepuana w3
npeanosiaraemMoro odara MHdeKuuMu, Tak U ANns npeaBapuTeNbHO BbIPAWLEHHbIX Ha XWUAOKUX U

MJOTHbLIX Cpeaax KynbTyp Bo36yantenein MMKO30B.

1.5 lMpnMeHeHMe  MeaWUMHCKOro u3genuss He  3aBUCUT  OT  MNONYASUMOHHbLIX U

AeMorpaduyecknx acnekTos. MpoTMBONOKa3aHWn K MPUMEHEHUIO HET.

1.6 Habop M™MoxeT ObITb MWCNOMb30BaH B KAMHMKO-AMArHOCTMYECKUX JlabopaTopusax

MEAMUMHCKNX YYPEXAEHUN U HAy4YHO-UCCNeA0BaTeNIbCKOWN MpaKTUKE.

1.7 MoTeHuManbHble NOMb30BATENN: KBAAMPUUMPOBAHHLIA NepcoHasn, oby4yeHHbIn MeTodam

MOJIEKYNSAPHOM AMArHOCTMKM M nNpaBuaaM paboTbl B KIIMHMKO-ANArHOCTUYECKON nabopaTtopuu.

1.8 MpUMeHATb HAabop peareHTOB CTPOro Mo Ha3HAUYEHUI0 COrflaCHO AAHHOW MHCTPYKLUUM MO

NPUMEHEHUIO.
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2 XAPAKTEPUCTUKA HABOPA

2.1 CoctaB Habopa
Habop peareHTOB BbiNyCKaeTCa B CTaHAApTHOM dacoBke (MapkupyeTcs — pacoBka S) u

BKKOYaET cneayruwme KOMNOHEHTDbI!:

R1-P023-S3/5, dacoBka S

HanmeHoBaHue . Konnuectso HOMMHanbHbIN
BHewHWn Buna ..
KOMMOHEHTOB npobupok 06bEM KOMMOHEHTa
Mpo3payHasa 6ecuseTHas unu
Cmecu ans amnamdukaumm, po3p H 24 ctpuna
rony6as »xnakoctb noa 6enbim no 20 mkn
3aneyaTaHHble napaguHOM no 8 npobupok
BOCKOO6pasHbIM CloeM
PactBop Tag-nonnmepassl Mpo3payHas 6ecuseTHas XWAKOCTb 4 npobupku no 500 mkn
Mpo3pauHasa 6ecuBeTHas BA3Kas
MuHepanbHoe Macno posp 4 4 npobupku no 1,0 mn
MacnsHUCTas XMUAKOCTb
MonoXuTenbHbIN
. MNMpo3pauHasa 6ecuBeTHas XUAKOCTb 1 npobupka 320 mkn
KOHTpPOJIbHbIN 06pa3zew

KpbIWKK Ana cTpunos 24 wr.

Bce KOMMOHeHTbl Habopa peareHToB [rOTOBbl K TpPUMEHEHUIO W He TpebyloT

AONOJHUTENbHOW NOAroTOBKU K paboTe.

2.2 KonnyectBo aHanmanpyembix npob
Habop peareHTOB npegHa3HayYeH ANs OAHOPA30BOr0 MNPMMEHEHMS M pacCUUTaH Ha
nposeneHue 24 onpepeneHnn, 4to COOTBETCTBYET mccrenoBaHuto He 6onee 20 HEM3BECTHbIX

o06pas3uoB, oTpULaTENbHOIo KOHTPOJSIbHOrO 06pa3sua 1 NoOXUTENBbHONO KOHTPOALHOro obpasua.

2.3 MpuHUMN MeTOAa

MeTtopa: lNonumepasHas uenHas peakuums (MUP) ¢ petekumen pesynbTaToB B pexunme
peanbHOro BpeMeHW; NnoslyKONMYEeCTBEHHbI MYNbTUMNNEKCHbIM aHanun3. Pe3ynbTaT nccneaoBaHus
BblpaXeH AeCATUYHbIM norapudmMom konuuvectea konuii AHK-munweHun B 1 mn npenapata AHK.

MpuHUMN MeTOoAAa OCHOBAH Ha MCNOMb30BaHWM npouecca amnnubukaunm AHK c
NOMOLLbLIO MOMMMEPA3HOM LenHOW peakuuu. lMNpouecc amnandukauMm 3akl4YaeTcs B Cepum
NOBTOPSIOWNXCSA UMKIOB TeMmnepaTtypHou paeHatypauum [OHK, oTxura npanmepoB C
KOMMN/IEMEHTAPHbLIMM NOCNEA0BAaTENbHOCTAMU U NOCMeAytolwen AOCTPONKONM NONUHYKNIEOTUAHbIX
Lenen c aTux npariMmepoB Tag-noamMMepason.

Ons noBbIWEHUS 4YBCTBUTENIbHOCTM U cneuudunyHOCTM peakunum npeaycMoTpeHO
NMPUMEHEHNE «ropsiYero» craprta, KOTOopbii obecneumBaeTcs Ans ctaHgapTHom dacoBku Habopa
peareHToB METOAUKOMN TMPUroTOBNEHUS pPEeaKUMOHHOM CMeCu, COCTOsIWEN W3 ABYX CIOEB,
pa3aenéHHbIX NMpOoCorkKon n3 napaduHa. CMeweHne CNoéB 1 rnpeBpalleHne nx B peakuMOHHYIO
CMeCb MpPOUCXOAUT TOJIbKO Mocse nnaBfaeHna napaduHa, 4YTo WUCKK4aeT Hecneumduyeckum

OTXUr NnpanMepoB Ha AHK-MuweHn Nnpu Ha4vyanbHOM nporpese Npobupku.
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B peakuuoHHyl cMecb ans amnnmdukaumm eeegeHbl JHK-30HAbI, KaXablil N3 KOTOPbIX
HEeCET iyopecLeHTHYI0 MeTKy U racutenb gnyopecueHumn. MNMpu obpasoBaHum cneumduyHoro
npoaykta [AHK-30HA4 pa3spylwaercs, AencTBMe racutensd Ha (GAyopecueHTHYH  MeTKy
npekpalwlaeTcs, 4YTo BeA&T K BO3pacTaHW YPOBHSA dJyopecueHUnn, KOoTopbin dUKCUpyeTCs
OEeTEeKTUPYOWKMM amnnmdmkaTopoM. Konnyectso paspylleHHbIX 30HA40B (@, cnepoBaTesibHO, U
ypoBeHb nyopecueHUnn) yBennunmBaeTcs MNpornopumoHanbHO Konu4dectBy o6pasoBasBlumxcs
cneunduryeckmx aMnIMKoHOB N U3MepPSETCS Ha KaXAoM UuKae amMmnandukauumn.

B coctas [HK-30HOOB, MCNONb3YKOLWMUXCA ANA OETEKUMW MPOAYKTOB aMnianmdukauum
dparmMeHTOB reHOMOB onpeaensiemMblx Bo36yauTenen MUKO30B, BKJOYEHbl (nyopecueHTHble
MeTkm Fam un Cy5. B coctaB [AHK-30H0OB, WCMOMb3YHOLWMUXCA A9 AeTeKuuMnm NpoayKTOoB
aMnanduKaumm BHYTPEHHEro KoHTposibHoro o6pa3sua (BK) u koHTponsa B3saTna matepmnana (KBM),
BXOAMT hyopecueHTHbIN KpacuTenb Hex.

Ncnonb3oBaHWe HecKoNbkuUX GNyopecueHTHbIX KpacuTenen no3BONSEeT COKpaTUTb
KOSIMYECTBO MPOB6MPOK, MOCKOAbKY MNOSIBASETCH BO3MOXHOCTb OAHOBPEMEHHO perncTpmpoBaTtb
pe3ynbTaTbl pa3HbiX peakuuin amnandumkaunum, Nnpoxoaamx B ogHon npobupke.

B Habope peareHTOB B cOCTaB cMecen ans amnnangukaumm N2 1-7 nobasneH BHYTPEHHUN
KOHTponb (BK), npeaHasHauyeHHbIn AN oueHKn 3D@PEKTUBHOCTU MpPOTEKaHUS MNoJMMepasHoM
LLeNHOM peakumu.

B coctaB cMecn ansa amnnudukauum B npobupke N° 8 BXoaMT cMeCb Ans onpeaeneHus
KBM, koTopbIli HE0O6X0AMM ANs aHanm3a KavecTtsa BblaeneHns AHK n3 obpasuos 6uonoruyeckoro
MaTepuana, coAepXalero KNeTKW u4enoBeka, W MO3BOASET onpeaenuTb, AOCTaTOYHO N
nonyyeHHoro konunyecrtsa AHK ana nposegeHusa aHanusa.

[nsa KOHTpPONS pacnonoXeHus cTpuna B TepMobnoke ageTekTupytowero aMmnandukartopa,
B cMecb Aana amnandwukaumm npobupkm ctpuna N° 3 pobasneH onMroHykneotug c
dnyopecueHTHO MeTko Rox - «Mapkep». OH wucnonb3yercs npubopoM KakK Mapkep
onpegeneHns MnoOaoOXeHUs cTpuna B Tepmobrsioke aeTekTupylowero amnnudukartopa. lMocne
npoxoxaeHus amnandukaumm nporpaMma CpaBHWMBAET 3aJaHHOEe OrnepaTopoM pacrosioXeHue
npobMpok C peanbHbIM MOJIOXEHMEM MapKepa, W, eCin HaxoAWT HecoBnageHue, TO
npeaynpexaaeTt onepatopa 06 3TOM HECOOTBETCTBUM.

NMepeyeHb nokasatenen, onpegenseMblx HabopoM peareHTOB, KaHasbl AeTeKuun
NpoAYKTOB aMnandunKkaunm n LBeToOBas MapkMpoBKa cMecu npusedeHbl B Tabnuue 1.

OnpepeneHne pgecsatnyHoro norapudma  (lg) KoHueHTpauum (KOAMYECTBO KOMWUM
OHK-muwenn B 1 mMn npenapata AHK) npoBoauMTCcS C MCNOAb30BaHMEM MeToAa CpaBHEHUS
NOpOroBbIX LWKOB, TakXe Ha3bliBaeMbiM MeTtogoMm AACt. [lMpeumyuwectsom Metoga AACt
apnsgetca 6onee TO4YHOe onpenesieHne COOTHoweHus konudectBa [AHK-muweHen paxe B
ycnosuax  cybontumanbHoin  addektuBHoctn  MUP 6e3 HeobxoaAMMOCTM  MOCTpPOEHMUS
kanmbposouHoli kpusolh (Shefe J.H. Quantitative real-time RT-PCR data analysis: current
concepts and thenovel «gene expression’s Ct difference» formula [Text]/ J.H. Shefe,
K.E. Lehmann, I.R. Buschmann, T. Unger, H. Funke-Kaiser // J. Mol. Med. - 2006. - Vol. 84. -
P. 901-910 [DOI 10.1007/s00109-006-0097-6]).
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B pacuéte vyuuTbiBaeTca 3HadyeHuss noporosoro uumkna (Ct) un addexkTnBHoCTM
amnnmdukaumm. NMoporoBbIN LMK — 3TO TOYKa Ha ocn abcumncc rpadmka HaKOMNEHUS NMPOAYKTOB
B 3aBMCMMOCTW OT HOMepa uuknia aMmnandukauun. [Ons HaxoxXAeHUs NOporoBoro UWKa
ncnonb3ytot Meton Crossing point — onpegeneHMe MakcMMyMma BTopoW npowussogHoin (Cp)
(PebpukoB u ap., 2014). 3ddekTnBHOCTbL MLP — 3TO 4Mcno, NokasbiBawLlee, BO CKOMIbKO pa3 3a
OAVIH UMK aMnnmdukaumm n3aMeHnTcs konmdectso ¢pparmeHtos AHK.

PacyeT npoBoAMTCA cornacHo dopmMyne:
Log(NO,) = Log(E) x (Cp — Cpy), (1)

rae NOs — ncxogHoe konunyectso konumin AHK-mmwenn B 1 Mn npenapata AHK uccneayemoro
obpasua;
E - acpdekTuBHOCTb MUP;
Cp — noporosbin Lunkn ansa obpasua, cogepxawero eaqMHCTBeHHYo Mosniekyny OHK;
Cpa — NOPOroBbIN LMK AN aHanmsmpyemoro obpasua.
3HauveHusa E n Cp aBnaTCAa KOHCTaHTaMm, NpUMepHOo paBHbIMKM 2 1 45 COOTBETCTBEHHO.
Mpwn MakcMManbHOM 3Ha4YeHnn addekTmBHocTM MNLP, paBHOM 2, 1 Npu Hannuum BoigensemMon JHK
B UccneayemoMm obpasie KonmyecTso LiefieBoro aMnjimkoHa yesenmumsaetcs B 10 pa3 (Ha 1 1g) 3a
3,4 umkna aMmnamdurkaunm. To4Hoe 3Ha4YeHne 3TUX NapaMeTpoB ANs Kaxaoro Habopa npaliMepos
W 30HAOB XpaHUTCs B dainie HaCTpoek NporpaMMHOro obecrneuyeHus.
KoHTponb addektnBHoctn TMLUP ocywecTBnsetrca C  MNOMOLWbI  MONOXUTENBHOIo
KOHTpOnbHOro obpasua, Bxoasuiero B coctae Habopa.
lMonHoe wuccrnepoBaHWe COCTOMT W3 cregywowmx  3TanoB:  BblgeneHue  [OHK
(npobonoarotoska) KomniekTtomM/HabopoMm peareHToB Ans Bbigenedns HK (cm. n.7.1) wu

MuP-amnandmkaumm ¢ ncnonb3oBaHmeM Habopa peareHToB MMKo30CKpPUH.
2.4 Bpemsa nposeaeHns aHanmsa (6e3 yyeta npobonoarotoskun): ot 1,5 vacos.

Tabnuuya 1 - MNepeueHb NokasaTtenen, onpegensemMmbix HA6OPOM peareHToOB, KaHanbl AeTeKunn

NPoAYyKTOB aMniMduKaumMm 1 LBETOBast MapKMpoBKa CMecu

Ne KaHan petekuum LiBeToBas
npo6upkm MapKupoOBKa
B cTpune Fam Hex Rox Cy5 Cy 5.5 cMecu

Meyerozyma
1 guilliermondii BK - - - Fony6as
(C.guilliermondi)
2 Candida albicans BK - Pichia kudriavzevii -
(C.krusei)
3 Sacchargmyces BK Mapkep Candida auris -
cerevisiae
. - Clavispora lusitaniae
4 Candida tropicalis BK - (Candl:i)da lusitaniae) -
Debaryomyces
5 hansenii BK - Candida dubliniensis - BecuBeTHas
(C.famata)
6 Candida glabrata BK - Candida parapsilosis -
7 Malassezia spp. BK - Malassezia furfur -
Kluyveromyces
8 marxianus KBM - - -
(C.kefyr)
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3 AHAJTUTUYECKME XAPAKTEPUCTUKUN HABOPA

3.1 CneundunyHoCTL aHanu3a

B obpasuax nccneayeMmoro Mmatepuana, coaepxatiero AHK BbisBnsieMbix Bo36yauTenemn
MWKO30B, BO BpeMs MpoOBeAeHUs aMnandukaumMm nporpamMmHoe obecnedeHue AETEKTUPYIOLEro
amnndumkatTopa QUKCUPYET MONOXUTENbHbIE Ppe3ynbTaTbl aMmnamdukaumm cneundunyeckmnx
NPOAYKTOB MO 3asB/IEHHbIM KaHasnam AeTekunu.

B obpasuax wuccnegyemoro Matepuana, He cogepxawero [AOHK BbisBAsieMbix
Bo3byauTenei MWUKO30B, Mpu NpoBeAeHMM aMnandukaumm nporpamMMHoe obecneyeHue
AeTekTupylowero amnaumpukatopa GUKCUPYET oTpuuaTtesibHble pe3ysbTaTbl amMnamdukaumm
cneymduyecknx NpoayKToB No 3asB/IEHHbIM KaHanam geTekunu.

B obpasuax nccnegyeMoro matepuana, rae npucyTcresyeT reHomHas JHK yenoseka, npu
npoBeaeHun amnnudukaunmm nporpammHoe obecrnedeHue peTekTupylwero amnamdukaTopa
OO/KHO (PUKCMPOBaTb MOJIOXUTENbHbIA pe3ynbTaT amnamdukaumnm KBM.

B obpa3uax nccnegyemoro matepuana, raoe oTCyTCTBYET reHoMHas AHK yenoseka, npwu
nposeaeHnn amnnmdukaumm nporpammHoe obecnedveHue peTtekTumpytowero amnaudukaTopa
OO/KHO (PbnKCMpoBaTb OTpuuaTenbHblli pe3ynbTat aMmnamdukaumm KBM.

Moka3zaHO OTCYTCTBME MNEPEKPECTHbIX Hecneunduyecknx peakumin ansa Kaxaomn
cneumduryecKkon CUCTeMbl, BXoAslWen B cOCTaB Habopa, K aHanuTaM, BbIABASEMbIM APYrMMMU
cneunduyeckmMmMmn cMcteMaMmm Habopa, a Takxe Hecneunduyeckmx nooXMTENbHbIX pe3ynbTaToB
amnnngukaummn npym Hanuunm B obpasuax AHK apyrux mukpoopraHusmos n\mnu AHK yenoseka

B KOHUeHTpauuu ao 1,0 x 108 konuit/mn obpasua.

3.2 Mpenen obHapyxeHus

Mpenen obHapy>XeHWs yCTaHOBMEH NMyTeM aHanu3a CepuinHbIX pasBeaeHin NabopaTopHbIX
KOHTposibHbIX obpa3uos (JIKO) mn coctasnset 5 konuin AHK Ha amMnandukaumMoHHy npobupky
(1 x 103 konuii/mMn npenapata AHK).

Mpenen o6HapyXeHuns 3aBUCUT OT BMaa OuomaTtepuana, wucnonb3lyemoro Habopa
(komnnekTa) peareHToB Ans BblaeneHns OHK un koHeyHoro ob6béma anwoumm (pa3BeneHus)
BblgenieHHon [OHK. Hanpumep, 4yBCTBUTENbHOCTb Habopa Mwuko30CKpuH ANs  KyabTypbl
ApoxokeBbix rpubos coctasnset 50 konuii/obpasey, npu BbliaeneHn AHK Habopom MPOBA-HK

(o6bbem antoummn 50 Mkn).

3.3 NHTepdepupytoume BewecTsa

Hannune wnHtepdepupytowmnx sewects (MB) B obpasue 6uonormyeckoro matepuana
MOXET OblTb NpPUUYMHON WHrMbMpoBaHusa TLUP un nonydyeHus HeAOCTOBEPHbLIX pe3y/bTaToB.
Mpu3HakoM wuHrnbmposaHusa TILUP saBnserca oAHOBpeMeHHoe OTCyTCcTBMe amnaudukaumm
BHYTPEHHEero KOHTpons 1 cneundunyeckoro npoaykrta (cM. pasgen 2.3, pasgen 9.4).

K nHrnémutopam lNLUP no pesynbtatam aHaan3a pMCKOB OTHECEHbI Clieayoume BewecTsa:
remornobuH, npucytcreyowmin B obpasue OHK B pe3ynbTate HeNoOsHOro ydaneHus B XoAe
BbigeneHna [OHK w3 obpasua 6uomaTtepuana, coepxawero rmnpuMecb KpOBWU, a TaKxe
M30MpoOMNuUAOBLIN CAUMPT W MeTunaueTaTt, npucyTcTBytowme B obpasue [AHK B pesynbTaTte

HEMONMHOIro yaaneHma npomMbiBOYHbIX paCTBOPOB B XoA4€E I'IpO6OI'IO,£I,FOTOBKM.
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MakcuMManbHble  KOHUEHTpauuMu  UHTepdEpUpPYOWMX  BEWecTB, MNpuM  KOTOPbIX
He Habnwpanocb BAMSAHME Ha aMnandukauuo nabopaTOpHOro KOHTposibHOro obpasua u
BHYTPEHHEro KOHTpPOSbHOro obpasua cocTtaensalT: remornobmH - 0,35 mr/mn obpasua AHK,
nsonponunosbli cnmupT — 100 Mmkn/mn obpasua AHK, metnnauetaTt - 100 mkn/mn obpasua AHK;
KoHUeHTpauun MB B obpasuax KpoBu, Npu KOTOpPbIX He Habnwogaetcs mHrnbmposaHue TMLIP:
6unnpybunH — 684 MKMonb/n, xonectepuH — 13 MMonb/n, Tpuranuepmabl — 37 MMONb/ 1.

Mpumecu, cogepxawmecs B obpasue bnomatepunana, Takme Kak Cin3b, KPOBb, NIEMEHTHI
TKaAHeBOro pacnaga W BOCMaseHus, MeCTHble JieKapCTBeHHble rMpenapaTbl, B TOM 4ucne
coAep)kalumecs B BarmHasbHbIX CBe4vax, TanbK, CNeEpMULMA N Ap. YAANSAKTCS B XO4€ BblaeneHus
[OHK ¢ ncnonb3oBaHmemM KoMnnekToB/Habopos s npobonoarotoBku. Onst CHUXKEHUS KOJIMYEeCTBa
nHrnbumtopos MLP Heobxoammo cobniogaTtb npaBuna B3sTUS 6Buonornyeckoro matepuana. lNpu
noao3peHnn Ha Hanmume B obpasue 6onblIOro KoandecTsa MHrmbutopos lMLUP pekomeHayeTcs
BblbMpaTb MeToAbl BbiaeneHnsa AHK, no3sonswowmne MakCcMmasnabHO yaanuTtb MHIMbutopsl MUP u3

obpasua, He peKoOMeHAYeTCs UCMOoNb30BaTb 3KCNpecc-meToabl BolgeneHnsa AHK.

3.4 AunarHocTmyeckne XxapakKTepucTuku
Konnuectso obpasuos (n) — 429.
[dnarHoctnyeckas yyBcTBuTEeNbHOCTL (95% AN) - 100% (98,6-100%).
OunarHoctnyeckas cneumduryHoctb (95% AN) - 100% (97,9-100%).

3.5 Bocnpon3soamMMoCcTb U MOBTOPAEMOCTb

CoBnageHue pe3ynbTaToB NccnegoBaHna KIIMHNYECKNX O6paBLI,OB:

BHyTpuna6opatopHas CraHaapTHoe NMoBTOpsieMOCTb CraHpapTtHoe
oTKNnoHeHue Ig pesynbTaTtoB OTKJIOHEeHMue Ig
Mokasartenb BOCMPON3BOANMOCTL KOHLIeHTpauumn (3 noBTOpa KOHLIEeHTpauum
(2 noBTOpa KaAXXAOro
o06pasua) (konun/mn), Kaxxgoro (konun/mn),
pasu He 6onee ob6pasua) He 6oniee
Meyerozyma
guilliermondii 10 u3 10 0,28 5u35 0,26
(C.guilliermondi)
Candida albicans 10 u3 10 0,21 5u35 0,26
Pichia kudriavzevii
(C.krusei) 10 n3 10 0,21 5u35 0,15
Saccharomyces 10 13 10 0,21 5135 0,15
cerevisiae
Candida tropicalis 10m3 10 0,21 5u35 0,25
Debaryomyces
hansenii (C.famata) 10 »3 10 0,14 5135 0,15
Candida dubliniensis 10m3 10 0,21 5un35 0,15
Candida glabrata 10m3 10 0,14 5un35 0,15
Candida parapsilosis 10 n3 10 0,21 5u35 0,15
Malassezia spp. 10 n3 10 0,14 5u35 0,15
Malassezia furfur 10mn3 10 0,21 5u35 0,15
Clavispora lusitaniae
(Candida lusitaniae) 10v3 10 0,14 135 0,15
Candida auris 10m3 10 0,14 5u35 0,12
Kluyveromyces
marxianus (C.kefyr) 10 u3 10 0,14 5u35 0,15
KBM 10 n3 10 0,21 5u35 0,21
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LP-nabopatopuu, obopynoBaHue u MaTepuanbl LOSKHbI
cooTBeTcTBOBaThb TpeboBaHmam FOCT P 52905-2007, meTtoanyeckux ykasaHumi MY 1.3.2569-09
«OpraHunsaumnsa paboTbl nabopaTopuii, UCNOABL3YKOLWNX MeToAbl aMnaMduKaumm HYKJIEMHOBbIX
KnucnoT, npu paboTte ¢ MaTepmanoM, CogepXxawmM MMKpoopraHusmel I-IV rpynn natoreHHOCTU»,
c cobniogeHnem caHuTapHo-anuaeMmuonormyeckmx npasmn CM 1.3.2322-08 «be3onacHoOCTb
paboTbl Cc MukpoopraHmsmamum III-IV rpynn natoreHHocTn (onacHoctn) wun Bo3byauTenamu

napa3nTtapHbIX.

Nccnepayemble ob6pa3subl paccMaTpUBalOTCA Kak noTeHumanbHO-onacHble. Mpu pabote ¢
MUKpoopraHmamamm I-IV rpynn mnaTtoreHHocTu BbI6Op TuMa 3awWwuMTHOro KocTiomMa (pabouen
oAexAabl U CpeacTB MWHAMBMAYANbHOW 3alimMTbl) MNPOBOAUTCS B CTPOrOM COOTBETCTBUM C
Chn 1.3.2322-08 n onpepensieTca BMAOM Bo36byauTens, AMarHOCTMYECKUM MeTonoMm, pabouen

30HOW, OCHalleHneM ee 6okcamm buonormyeckom 6e3onacHoOCTu.

K pabote ¢ HabopoM peareHTOB A0OMNYCKAeTCs TO/AbKO MepcoHasn, oby4deHHbIn MeToaaM

MONEKYIAPHON ANArHOCTMKU M NpaBmnam paboTbl B KIIMHUKO-AMArHOCTU4YeCKon nabopatopumn.

Mpu paboTte c Habopom peareHTOB creAyeT HaAeBaTb OAHOPA30BbIe NepyaTku 6e3 Tanbka.

Ncnonb3oBaTb TOMBKO HOBbIE HAKOHEYHUKU U NpOBunpKU.

He ponyckaetcsa uCNonb3oBaHWE OAHMX U TEX Xe HAKOHEeYHWKOB npu ob6paboTke
pa3nnyHbix 06pa3uoB 6nonorMyeckoro maTepumana.

Boinenenve AHK cneayet nposoanTb B 60kcax 6uonormnyeckon 6esonacHoctum II knacca.
MoaroTtoBky K MNLP c ncnonb3oBaHneM Habopa peareHTOB BO3MOXHO npoBoauTb B lNMLP-60okcax.

Stan MNUP cneayetr npoBoAWTb B MOMELWEHWM, CHABXEHHOM  KOMMJeKTaMu
rnoslyaBTOMaTnUyeCcKux nnm aBTOMaTUYECKUX [,03aTopoB, Xanatammu " npovnMmn
MPUHaL/IEXHOCTAMMU.

Bce nabopaTtopHoe obopyaoBaHue, B TOM 4ucne A03aTopbl, WTaTuBbl, NabopaTopHas
nocyaa, xanaTbl, rOf0BHble y6Oopbl U Np., @ TakXe pacTBOpbl peareHTOB AOSIXHbl 6bITb CTPOro
CcTauMoHapHbIMKU. 3arpeLlaeTcs nx nepeMeLleHme n3 o4HOro rnoMeLleHns B Apyroe.

Jo3aTopbl AOMKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeAMTOBAHHbIX
nabopaTtopusix) n NnpoMapKMpoOBaHbI.

Ncnonb3oBaHHble O4HOPa30Bble NPUHAAMEXHOCTU (NPOBUPKN, HAKOHEYHMKWN) AOXKHbI
cbpacbiBaTbCs B cneunanbHbll KOHTENHEp.

MoBepxHOCTN paboumx CTOA0B, a TaKXe MNOMeELWEeHUli, B KOTopbiXx nposoautcsa [LP,
cnepgyetr obsszatenbHo, 40 W nocne nposegeHus pabor, obnyyatb 6HakTepuumnaHbIMK
obnyyatensMm B TedeHme 30 MUHYT.

Bce noBepxHoCcTu B nabopatopuu (paboume cToNbl, WTaTuMBbl, 060pyAoBaHue U Ap.)
eXenHeBHO nMoABepratT BfaXxHoOW ybopke C nNpuMEHeHWEM Ae3nHOULNPYOLWNX/MOKLNX

CPeACTB, pernamMeHTUpoBaHHbIX CaHUTapHbIMKM npasunamu CI 1.3.2322-08.

BHUMAHME! Ypanate otxoabl ¢ npoayktamu [MUP HeobxoaAMMO TOMBbKO B 3aKpbITOM BUAE.

He ponyckaeTcs oTKpbiBaTb Npobupku nocne amnandukaumm (MY 1.3.2569-09).
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Mpn BO3HWKHOBEHWM KOHTaMWHaUMM B MOMeleHnsx nabopaTopum HeMeaneHHo
OoCTaHaB/AMBalT paboTbl M NPOBOAAT MEPONPUATUS MO NIMKBUAALMM KOHTaMUHALUWMK, NOCNE 4Yero
MpoBOASAT BHYTpMNabopaToOpHbIN  KOHTPOSb  KayecTBa Ae3MHdpeKuMm U1 NpoBeAeHHON’
OEKOHTaMMHaUMM  aMMJINKOHOB NYTEM MCCefoBaHMs CMbIBOB C  paboumx MNOBEpXHOCTEMN
obopynoBaHUSa 1 MOBEPXHOCTEN MOMELLEHUNA.

Mpn mncnonb3oBaHMn Habopa B KIMHUKO-AMArHoctnyeckon nabopatopumm obpasytoTcs
oTxoAabl knaccos A u b, koTopble KnaccuduuMpyroTcs U YTUIM3UPYIOTCS B COOTBETCTBUM C
TpeboBaHmsaMM CaHlnH 2.1.7.2790-10.

OnacHble KOMIMOHEHTbI B Habope peareHToB

KomnoHeHT Ha6bopa Muko30CKpuH
Cmecn ansa amnandukaummn, 3anedyataHHble napaduHoOM HeT onacHbIX BellecTs
PacteBop Tag-nonnmMepassbl HeT onacHbIX BewecTs
MuHepanbHOe Macso HeT onacHbIX BellecTs
MonoXXnTenbHbIM KOHTPONbHLIA 06pasel, A3sup HaTpus meHee 0,1%

B coctaB Habopa BXxOASAT peareHTbl, KOTOpble CcoaepXXaT a3ua HaTPUSA — KOHCEPBAHT, B
KOHUEeHTpauun meHee 0,1%, uto aBnseTcs 6e3onacHbIM A1 KOHEYHOro Nosb3oBaTens.

Mpy NCnonb30BaHUM MO Ha3HA4YeHUIO N COBMIOAEHMN Mep NPefOCTOPOXHOCTU, KOHTAKT C
OpraHM3MOM 4YenoBeKka WCKA4YeH. [lpy aBapuilHbIX CUTyauusix BO3MOXHO chegytouee:
pasapa)eHne KoOXn 1 CN3ncton 0605104KkM rnas y 4yBCTBUTENbHbIX L. [1pn KOHTaKTe NpoMbIThb
rMopa)>eHHOe MEeCTo BOAOM M 06paTUTbCS 3@ MEAULIMHCKOM MOMOLLbIO.

He ncnonb3oBaTb Habop peareHToOB:

- Mpu HapyLWEHUN YCNOBUA TPAHCMOPTUPOBAHUSA N XPaHEHMUS;
- NMpW HECOOTBETCTBUM BHELLHErrO BMAa KOMMNOHEHTOB, YKa3aHHOIro B MacrnopTte K Habopy;
- Mpu HapyLWeHUN BHYTPEHHEN YyNMaKoOBKN KOMMOHEHTOB Habopa;

- Mo UCTEYEHMIO CPOKa rogHOCTH Habopa.

MpumeyaHue - Habop peareHTOB He COAEPXXMUT MaTepuasnioB 6GMOSIONMYECKOro MPOUCXOXAEHUS,
BELLECTB B KOHLEHTpaUuax, o6agaolmx KaHLEeporeHHbIM, MyTareHHbIM AeACTBUEM, @ TaKXKe BANSAIOLLMX
Ha penpoayKTUBHYIO (YHKLUUIO yenosBeka. [pyM MCNONb30BaHUM MO HA3HAUEHWUIO U COGMIOAEHUM Mep

NPeAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn paboTe c HabopoM peareHToB TpebytoTca cneayowme obopyaoBaHne, peareHTbl U
pacxoAHble:

- MLUP-60kc;

- amnandukatop aetektupylowmii (ATnpaim!, AOTnant? wnn AT-96 (000 «HMO OHK-
TexHonorus»); Bepcmst NporpaMmMHoro obecneueHuns He Huxe 7.9.5.25);

- MUKPOLEHTpUdyra-BopTeKkc;

- XONO0AUNBHUK;

- wTaTmB «paboyee MecTo» Assa CTpMNoBaHHbIX Npobupok o6vémom 0,2 Mn;

- [03aTopbl MexXaHu4yecKune WM 3NEeKTPOHHble OAHOKaHasbHble C nepeMeHHbIM 06bEéMOM,
nossonswwme otbmpatb 06bEM xumakoctn 2,0-20 mkn, 20-200 mkn, 200-1000 mkn;

- OAHOpa30Bble HAKOHEYHUKWN C DUALTPOM A4 NoJSlyaBTOMaTUYeCKMX A03aTOpoB, CBO6OAHbIE
ot PHKa3 n AHKa3, o6bémom 20 mkn, 200 mkn, 1000 mMkn;

- OAHOpa30Bble NepyaTkn MeguumHckue, 6e3 Tanbka (HeonyApeHHble), TEKCTYPUPOBAHHbIE;

- EMKOCTb Ansa cbpoca mMcnonb30BaHHbIX HAKOHEYHUKOB, MPOBMPOK U APYrMX PacXOAHbIX
MaTepuasos;

- Ae3nHduumpyoLllee CpeacTso.

Ona B3atusa n npegobpaboTkm Matepuana aAns umccnenosaHmsa u BblgeneHns HK:
- 6okc buonormnyeckon 6esonacHoctu II kKnacca;

- TepMOCTaT TBEpPAOTENbHbIA MporpaMMUpyembiii  ManorabaputHbli  TT-1-«AHK-TexH.»
(000 «HMNO [AHK-TexHonorus», Poccusi mnmM aHanoOrmyHbin C MPUXMMHOWN KPbILLKON, U
npobmMpkn MUKpoUeHTpUdYyxHble 06bEMoM 1,5 Mn € KkpbiwkaMn, cBoboaHbie oT PHKas u
OHKa3
WIN TepMOoCTaT TBepAOTENbHbINA, noafepxuBawowmnii Temnepatypy ot 40 °C no 95 °C, u
npobupkn o6vémom 1,5 Mn c 3awénkmBamLWMMMUCA Kpblwkamu, cBobogHble oT PHKas u
OHKa3, Hanpumep, Eppendorf Safe-Lock Tubes;

- 3MIEeKTPUYECKUI  nabopaTopHbIN  acnupaTtop C  Konb6oM-N0BYWKON AN yaanerHus
HaZA0CaA04HbIX XUAKOCTEMN;

- OAHOpa30Bble HakoHe4yHuMKkM 6e3 dwunbTpa, cBobogHble oT PHKasz u [AHKas, ans
anekTpuyeckoro nabopaTopHOro acnupaTtopa;

- ueHTpudyra ansa npobupok o6vémom 1,5 mn, ¢ RCF He Huxe 16000 x g;

- wTaTnB «paboyee mecto» ana npobmpok o6bLEMOM 1,5 Mn;

- Habop/koMmnnekT ans Bbigenenms AHK 13 6uonormyeckoro matepmana.

BHUMAHME! Bbigenenne JHK n3 cMbIBOB C (pparMeHTOB BEHO3HbIX KaTETEPOB pPEKOMEHAYeTCS

NpoBOANTbL C NOoMoLblo KoMmnaekTa peareHToB NMPOBA-HK (000 «HK-TexHonormusa TC», Poccus).

! — Tonbko Mmogenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6
2 - Tonbko Mogenun 4S1; 4S2; 551; 5S52; 651; 6S2
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

BHUMAHME! Nepea nccnegoBaHMeM HyxHO ybeanTbCcsl, YTO B COCTaB NuTaTeNbHOW cpeabl Ans
KYNbTUBMPOBAHNA  MUKPOOPraHM3MOB HE BXOAAT KOMMOHEHTbl MEKAPCKUX  OPOXXKeNn
Saccharomyces cerevisiae, HanpuMmep, 3KCTpaKT S. cerevisiae v NENTOH APOXXen. IOTu
KOMMOHEHTbI MOryT coaepaTb reHoMHyk [OHK S. cerevisiae, koTopass AacT MONIOXUTENbHbIN
pe3ynbTaT Mo AaHHOM MULLIEHU B UccnenoBaHnm Mmnko3oCKpuH. B pesynbTaTte 3TOro MHTEpNpeTaums
pe3ynbTaTtoB B 0bpa3ue no nokasaTento S. cerevisiae 6yaeTr 3aTpyAHeHa. He pekomeHayeTcs

MUCMNosb30BaTb NUTaTeNbHbIE Cpebl C KOMMNOHEHTaMU S. cerevisiae B cocTase.

6.1 MaTtepwan onga nccnenoBaHus

0na nccnepoBaHus UCMONb3YOT buonormyeckmin Mmatepuan yenoseka (KpoBb, MOKpOTa,
MoYa, MasKu/COCKObbl M3 AblXaTeNbHbIX MyTen, XenyAOo4YHO-KULIEYHOro M YpPOreHUTanbHOro
TpakTa, dekanum, ébuontaTtbl), CMbIBbl C KaTeTEPOB M 3HAOTpPaxeasibHbiX TPYBOK M KynbTypbl
BO36yauTenem MmMKo30B.

PeweHne o HeobxoAMMOCTM UCCIeaoBaTb Ty WAM WHYKO JlOKanM3auuilo MpuHUMaeTt

nevawmmn Bpa4y Ha OCHOBaHWMKN COBOKYIMHOCTU »anob naumeHTa U KIMHMYECKOMN KapTUHbI.

6.2 Obuwume TpeboBaHus

NccneposaHme MetogoMm [MUP  oTHocuTcs K MpsiMbIM - MeToZaM  nlabopaTopHOro
nccnefoBaHusl, NO3TOMY B3ATUE BMONOrMYeckoro Matepuana HeobxoaMMO NPOBOAUTL U3 MecTa
NoKanusauum MHGPEKLMOHHOro npouecca. [ns nonyyeHMs KOPPEKTHbIX pe3yfibTaToB Honbluoe
3HayeHMe MMeEeT Ka4yecTBo B3sATUS obpasua buoMaTepuana Ans UCCIefoBaHWsl, ero XpaHeHue,
TpaHCnopTMpOBaHue U NpeaBapuTenbHas obpaboTka.

HenpaBunbHoe B3sTMe BuoMaTepuana MOXeT MPUBECTU K MOJIyYEHUIO HeAOCTOBEPHbIX

pe3ynbTaTtoB U, BCNEACTBUE 3TOrO, Heob6xoaAnMoCTn ero MOBTOPHOIo B34TUA.

MpumeyaHue - B3ATMe, npeaBapuTenbHyld 06paboTKy, XpaHeHue W MNepeBo3Ky, nepeaadvy
nuccriegyemMoro MaTepuana B Apyrve opraHusaumy ocCyLLeCTBASIIOT COMIaCHO MHCTPYKTUBHO-METOAMYECKUM
[IOKYMEHTaM, perfnaMeHTUpPYIoLWMM BbINO/IHEHNE WCCNEA0oBaHUIM B COOTBETCTBUM C  TpeboBaHUAMMU
MY 1.3.2569-09 n CIM 1.3.2322-08.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! [lepen Bbigenenmem [OHK Tpebyetca npeaBaputenbHasa obpaboTtka obpa3uos

éunonormnyeckoro Mmatepuana (6.5).

6.3.1 Tlepudepmnyeckas KpoBb
B3aTne uenbHOM nepudepuyeckon KpoBM MNPOBOAMTCA B BaKyyMHble MacTUKOBblE
npobupkn Tuna Vacuette o6bémom 2,0 wnam 4,0 mn ¢ pobaBneHHOM B KayecTse
aHTUKOArynsiHTa cosbto aTuneHgmammHtTeTpaauetata (34TA) B KOHEYHOWN KOHLUEHTpauum
2,0 mr/mMn. na nepeMewMBaHnsa KpoBW C aHTUKOAryassHToOM, nocne B3sTUS MaTepuana,

HeobxoanMo nepeBepHyTb Npobupky 2-3 pasa.

BHUMAHME! He gonyckaeTcs MCrnosib30BaHMeE renapmHa B KayecTBe aHTUKOaryngaHra.
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6.3.2

6.3.3

6.3.4

MokpoTa

B3aTne MaTepmana oCywecTBNAT B KosmMyectBe He MeHee 1,0 M B oaHOpasoBble
rpagympoBaHHble CTepwusibHble (J1JaKOHbl C LUMPOKMM FOPJIOM U 3aBUHYMBAKOLWMMUCS
KpblWKaMn 06bEéMoOM He MeHee 50 M.

Mocne cbopa maTepnana d1akoH MIOTHO 3aKPbIBAOT U MApPKUPYIOT.

Moua

Ona aHanusa oTbupatloT nepByl MOPUUID YTPEHHEN MOYM B KONYECTBE He MeHblue
20-30 mn. OT60p MOYM NPOBOASAT B CNELMANbHYO CYyXYI CTEPUIIbHbBIN EMKOCTb 06BHEMOM
00 60 Mn, CHab)XeHHYI0 repMeETUYHO 3aBUHUYMBAIOLLENCS KPbILWKOWM.

Mocne cb6opa MOUYM KOHTENHEP MJOTHO 3aKpbIiBAlOT U MapKUPYIOT.

Ma3kun\cockobbl M3 AbIXaTeNbHbIX NYTEN, XEeNyAO4YHO-KULLIEYHOro M yporeHuTasbHOro
TpakTa

3abop MaTepuana oCyLecTBASETCS C MOMOLLbIO CNeunanbHbiX CTEPUSIbHbIX OAHOPA30BbIX
WHCTPYMEHTOB — 30HAO0B, UMTOWETOK MAM TaMMNOHOB, B 3aBUCUMOCTM OT MCTOYHMKA
KJIMHMYECKOro MaTtepuasa coriacHoO yCTaHOBNEHHOM npoueaype.

Mocne B3ATMSA 6uonornyeckoro MaTepuana nepeHecuTe 30HA B Npobupky C
TPaAHCMOPTHOW Cpeaoi, NpeaHasHa4YeHHoON Npomn3BoauTeneM Ans TPaHCNOpPTUPOBaHUS U
XpaHeHus obpasuos buonornyeckoro Matepmana ansa MNMUP-uccnegoBaHuin, 1 TwaTenbHO
npononowmte ero B TedyeHune 10-15c, m3beras pas3bpbi3rMBaHMs XWAKOCTU. 3aTeM
N3BNIEKMUTE 30HA U3 pacTBopa, MPUXMMas ero K CTeHKe NpobupKn, OTOXMUTE U3ObITOK
XXWAKOCTW, yaanuTe 30HA4 M BblibpocbTe. [M0THO 3aKponTe KPpbiWwKy MNpobupku u

npoMapKupymTe.

MpuMmeuvaHne - Tllepen nonyyeHuem cockoba anuTenmanbHbIX KNETOK C 3afHEN CTeHKMU FNOTKNU, U3

YPETPHI,

3ajHero cBoAa Bharanuuwa, UepBMKanbHOro KaHana, CcBOOOAHO CTekawllee oTaensiemMoe

Heobxoanmo yOanntb CTEPUNIbHBIM BATHbIM TAMMOHOM.

6.3.5

6.3.6

6.3.7

dekanun

Ons aHanmn3a ucnonb3ytoT Npobbl hekanun maccor (06bémoM) npumepHo 1-3 r (1-3 mn).
Mpoby B Konuuyectse 1r (NpUMMepHO) OTAENbHbIM HAaKOHEYHUMKOM C (UALTPOM WU
OAHOpPa30BbIMW NONATKAMM NEPEHOCHAT B CNeUnasnbHblA CTEPUISIbHBIA CYXO0MN (DN1aKoH.
MNocne cbopa dekanmin bnakoH NJAOTHO 3aKPbIBAKOT U MAapKUPYIOT.

BuonTaThbl

BuonTaTbl TKaHel NoMecTuTe B NJIaCTMKOBYIO Npobupky o6béMom 1,5 Mn c TpaHCcnopTHOM
cpenon, npegHasHadeHHoOMW npoum3BoauTeNneM Ans TPaHCNOPTUPOBAHMUS U XPaHEHUs
obpa3uoB buonormueckoro Mmatepuana ans MNUP-nccnegoBaHui.

MNOTHO 3aKpoNTE KPbILWKY NPOOGUPKM U NPOMapKUpPynTe Npobumpky.

CMbiBbl C hparMeHTOB BEHO3HOro Katetepa

OTpexbTe CTepu/ibHbIMM HOXHMUaMM 5-10 MM KOHYMKa KaTeTepa, MOMecTUTe ero B
YMUCTYIO NyCTyto Npobupky Tnuna dnneHgopd ob6vémom 1,5 M.

MNOTHO 3aKpoMTE KPbILWKY NPOOBUPKK U NMPOMaApPKUpPynTe Npobumpky.
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6.3.8

6.3.9

6.3.10

6.4
6.4.1

Ma3ku C aHAOoTpaxeanbHbIX TPYOOK

B3aTne MmaTtepmana nponsBoamUTCS C MOBEPXHOCTU 3HAOTpaxeanbHOM TpybKKM C NOMOLLbIO
YHUBEpPCanbHOro 30H4a.

MNocne B3ATUA MaTepuana nepeHecuTe 30H4 B Npobupky Tuna 2nneHaopd ob6bEMom
1,5mMn  Cc TpaHCnopTHOW cCcpeaon, npeaHasHauyeHHoOM  npou3BoauTeneM  Ans
TPAHCMOPTMPOBaHMUSA U  XpaHeHus obpas3uoB 6uonormdeckoro martepuana Ans
MLP-nccnegoBaHuin, n TwaTenbHO nponosowmnTe ero B TedyeHume 10-15c, wmsberas
pa3bpbI3rnBaHna XUAKOCTU. 3aTeM W3BAeKUTe 30HA4 M3 pacTBopa, MNpuMxXuMasl ero K
CTeHKe NMpobupKn, OTOXKMUTE U3OLITOK XKMAKOCTU, YoanuTe 30HA4 U BblbpocbkTe.

MNOTHO 3aKpOWTe KPbIWKY MPOBUPKK 1 NpoMapKMpynTe npobupky.

CMbIBbI C 3HAOTpaxeanbHbiX Tpy6oK

B3aTne maTepmana npoM3BoANTCS B 04HOPA30Bble, NJIOTHO 3aBUHUMBatOLWMeECs Npobupkm
o6bémoM 50 M. MNocne B3aTUS MaTepmana npobupKy NAOTHO 3aKpbiBaloT U MapKUPYIOT.
0na nepeMewuBaHus Matepuana HeobxoanMo nepeBepHyTb Npobupky 3-5 pas.
BakTepuanbHble KynbTypbl

B3saTne wMaTepmana C XUOKUX W MJOTHbIX Cped OCYLeCcTBAseTcs npu  nomMoLym
OAHOpPa30BON MUKPOBMOMOrNMYECKOW NeTnm nnu wnatens.

MoMecTnTe OAMHOYHY KOMOHUIO KNeTok mnm 100 MKA XWAKoW cpeabl B MAacTUKOBYIO
npobupky obbvémom 1,5-2,0 Mn, B KOTOpYK npeaBaputenbHO BHeceHo 500 mkn
Pn3M0N0rMYecKoro pacTesopa CTepUILHOrO.

MAOTHO 3aKpONTE KPbIWKY NPOBUPKK U NMPpOMapKUpymnTe npobumpky.

TpaHcnopTUpoOBaHMe N XpaHeHue nccnegyemblx obpasuos
KpoBb

O6pa3subl KPpOBM A0MYCKAETCS TPAHCMOPTMPOBaTb U XPaHUTb:
- npwu Temnepatype ot 20 °C go 25 °C - He 6onee 2 yacos;

- npwu TemnepaTtype oT 2 °C go 8 °C - He 6osee 6 YacoB C MOMeHTa B3SATUA MaTepuana.

BHUMAHME! LlenbHyt0 KpOBb Hesb38 3aMopaXuBaTb.

6.4.2

6.4.3

MokpoTa

O6pa3ubl MOKPOTbI 4ONYCKAaeTCs TPaHCNOPTUPOBaTb N XPaHUTb:

— npwu KOMHaTHoW TemnepaTtype (oT 18 °C go 25 °C) - He 6onee 6 4acos;

- npu Temnepatype oT 2 °C go 8 °C - He bonee 3 CcyToOK.

HaTtuBHbIe n NnpeaBapuTenbHo obpaboTaHHble obpasLbl MOUM:

HatuBHble w©n npepBaputenbHOo o6paboTaHHble 06pasubl  MouYM  gonycKaeTcs
TPAHCNOPTMPOBATb M XPaHUTL:

- npu Temnepatype oT 2 °C go 8 °C - He 6osiee 0gHUX CYTOK;

- npu Temnepatype oT MnHyc 18 °C go MmHyc 20 °C - He 6bonee ogHOM Heaenu;

- npu Temnepatype MmHyc 70 °C — ganTencHo.

BHMUMAHME! [JonyckaeTcs nuub ogHOKpaTHOE 3aMopaXXnuBaHue-oTTamBaHne Matepmana.
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6.4.4 Ma3kun\cockobbl M3 AbiXxaTeNbHbIX MNYTEN, XeNyAOYHO-KULWEYHOro U YypOreHMUTanbHoro
TpakTa
CpoKM TpaHCMOpPTMPOBAHUSA W XpaHEHUsT Ma3kKoB\COCKO6OB M3 AbiXxaTenbHbIX NyTeEw,
XKeNnyao4YHO-KMLIEYHOr0 M YpOreHUTasbHOro TpakTa onpeaensioTcss MHCTPYKUMAMU K
peKoOMeHAYEeMbIM KOMIJIEKTaM peareHToB A4 BblgeneHna AHK.

6.4.5 O6pasubl HaTUBHbIX hekanumn
O6pa3subl HATMBHbIX eKanuin 4oNycKaeTcss TPAHCNOPTUPOBaTb U XPaHUTb:
— Mpu KOMHaTHoM TemnepaType (oT 18 °C go 25 °C) - He 6onee 6 4yacos;
- npwu Temnepatype ot 2 °C go 8 °C - He 6onee 3 cyToK.

6.4.6 OparMeHTbl BEHO3HbIX KaTeTepoB, Ma3KM W CMbIBbl C 3HAOTPaxeasnbHbiX TpyboK,
6akTepunanbHblie KynbTypbl, MaTepuan 6uoncum
@®parMeHTbl BEHO3HbIX KaTeTepoB, Mas3kM M CMbIBbl C 3HAOTpaxeasbHbIX TpyboK,
bakTepuanbHble KynbTypbl, Matepuan O6uoncum [onycKaeTcs TpaHCnopTMpoBaTb U
XPaHUTb:
- npwu Temnepatype oT 2 °C go 8 °C - He 6onee ogHUX CYTOK;
- npu Temnepatype oT MMHyc 18 °C go MmmHyc 20 °C - He bonee ogHon Hegenu;

- npu TeMmnepatype MuHyc 70 °C - gnuTenbHo.
BHMUMAHME! [JonyckaeTcs nuib 0gHOKpaTHOE 3aMopaXkuBaHWe-oTTanBaHnue mMatepumana.

6.5 MoaroToBKa uccnenyeMoro Mmatepmana
6.5.1 Kposb
MoarotoBka o6pas3uoB KPOBU AN UCCNeA0BaHMSA MPOBOAUTCA COrNaCHO MHCTPYKUMKU K
MCNonb3yeMoMy KoMnnekTy/Habopy peareHToB And BbiageneHus HK (cm. 7.1).
6.5.2 MokpoTa
6.5.2.1 Cnocob N° 1
1. NepeHecuTte npuMepHO 500 MKn 6BMONOrMUYECKOro Matepuana B CTEPUSIbHYIO NOCYAY U MAOTHO
3aKpOMNTE KPbILLKOW.
2. JobaBbTe K npobe MOKpOTbl paBHbin 06bEM 10% Tpex3amewéHHOro ¢ochopHOKMCIOro
HaTpusa x12H20, nN0THO 3aKponTe KPbILWKOM U MHTEHCUBHO BCTPSIXHUTE.
3. NHkybupyiTe cmecb nNpu Temnepatype 37 °C B TeueHne 18-24 vyacos, 3aTeM HeUTpanusymnTe
1 M HCI pgo pH 6,8-7,4.
4. UeHTpndyrmpymnte npm 100-200 x g B TeyeHue 20 MUH.
5. Cneite HagoOCag0uHY0 XMAKOCTb B EMKOCTb C 5% pacTBOpOM x/iopaMumHa ans obessapaxmuBaHus.
6. [obaBbTe K ocagky 500 MKA AUCTUANIMPOBaHHOM BOAbI, MepeMewanTe NMNeTUMpoBaHMEM W
rnepeHecuTe B NJ1aCTUKOBYO Npobupky o6bEMOM 1,5 mn.
7. UeHTpudyrmnpynite npobupky npu 16000 x g B TeueHmne 10 MUH.
8. Ypanute HagoCafouHYH XUAKOCTb, OCTaBuB B Npobupke o6bem (0cagok + xugkas dpakumns),
peKkoMeHAOoBaHHbIN NponssoanTenem Habopa (KomnnekTa) peareHToB Ans sbigenenms JHK n3

COOTBETCTBYHOLLENO 6MOMaTepmana .
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6.5.2.2

Cnocob N9 2

1. B koHTenHep ¢ obpa3uom aobaBbTe MYKOMM3MH B COOTHOWeEHMKN 5:1 (5 vacTen MykonmsmHa K

OZAHOW Y4acCTu MOKpPOTbI), OPUEHTUPYSICb NO rPaayMpPOBKE KOHTENHepa.

2. 3aKponTe KpbIWKY KOHTelHepa, BCTPSXHUTE coaepXmmoe n MHKybupynte 20-30 MUH npu

KOMHaTHOW TeMnepaType, Kaxable 2-3 MUH BCTPSAXMBAS KOHTEMHEp.

6.5.3

6.5.3.1
6.5.3.2
6.5.3.3
6.5.3.4
6.5.3.5
6.5.3.6

6.5.4

6.5.4.1
6.5.4.2

6.5.5
6.5.5.1

6.5.5.2
6.5.5.3

6.5.6
6.5.6.1
6.5.6.2

6.5.7

6.5.7.1

6.5.7.2
6.5.7.3

Moua

MNepeHecuTte 1,0 MA MOYM B NacTMKOBYO Npobupky o6vémom 1,5 M.
LeHTpndyrmnpynte npobumpky npm 16000 x g B TeueHne 10 MuH.

Hanbonee nonHoO yganute HagoCaAouHYH XWAKOCTb.

Job6aBbTe Kk ocagky 1,0 M dU3MOIOrM4YecKoro pactsopa CTEpPUAbHOIO.
LeHTpndyrnpynte npobupky npn 16000 x g B TeyeHme 10 MUH.

Ypanute HaA0Caf0uHYHO XNOKOCTb, OCTaBUB B npobupke obbeM
(ocapok + xugkas dpakums), peKOMeHA0BaHHbIN npousBoaUTENEM Habopa

(koMnnekTa) peareHToB Ans Bblgenenms OHK 13 coorBeTcTBytowero bnomatepuana.

Ma3kun\cockobbl M3 AbIXaTeNbHbIX MyTEW, XEeNyAOo4YHO-KULIEYHOro U YpOreHUTasbHOro
TpakTa, B TOM YUC/le Ma3KKW C aHAOTpaxeasnbHbIX TPY6oK, 6akTepuanbHble KynbTypbl C

XNAOKUX N NNOTHbIX Cpea

UeHTpudyrmnpynte npobupky npm 16000 x g B TedeHue 10 MUH.
Yaanute HaZ0CaA0uHYIO XMAKOCTb, OCTaBUB B npobupke ob6bem
(ocapok + xuakasa dpakums), pEKOMEH0BaHHbIM npoussoanTeneM Habopa

(koMnnekTa) peareHToB ANns BbiaeneHns AHK 13 cooTBeTcTBYlOLWEr0 6MoMaTepuana.

deKkanun — NMpUroToBNeHMe CYyCrieH3un.

MNepeHecute npumepHo 0,1-0,2 r (Mn) dekanmin B NacTMkoByto Npobupky o6bEMOM
1,5 mn c 1,0 mn dunsnonornyeckoro pacTteopa CTepusibHOro.

TwaTenbHO pecycneHampyiTe coaepxumoe npobmpku Ha BopTekce B TeyeHme 5-10 c.
HdanbHelwasa obpaboTka cycrneH3nm NpoBOANTCH B COOTBETCTBMW C MHCTPYKLMEN K
ncnonblyemomy Habopy (KoMniekTy) peareHToB Aana Bbligenenuma [OHK w3

COOTBETCTBYHOLEro 6MomMaTepuana.

BunonTtaThbl

LleHTpudyrmnpynite npobupky npu 16000 x g B TeueHme 10 MUH.
Yaanute HaZ40CaA0uHYIO XNOKOCTb, OCTaBuB B npobupke ob6beM
(ocapok + xugkasa dpakuus), peKoMeHA40BaHHbIN rnpon3BoanTenem Habopa

(komnnekTa) peareHToB An4 BbigeneHusa JHK 13 cootseTcrBytowero buomatepunana.

CMbIBbl C 3HAOTpaxeasibHbIX TPyboK

MNepeHecuTe 1,0 MO MaTepuana C NOMOLbID aBTOMaTUYeCKOro Ao3atopa, UCNoNb3ys
HaKOHEYHUK C DUNbTPOM, B Npobupky 06bEMOM 1,5 Mmn.

UeHTpudyrmupyinte npobupky npm 16000 x g B TedeHue 10 MUH.

Yaanute HaZ0CaA0uHYIO XUAKOCTb, OCTaBuB B npobupke obbem
(ocapok + xuakasa dpakums), peKoMeHA0BaHHbIM npoussoanTeneM Habopa

(koMnnekTa) peareHToB ANs BbiaeneHnsa AHK 13 cooTBeTcTBYlOWEro 6MoMaTepumana.
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6.5.8 ®parmMeHTbl BEHO3HbIX KaTeTepoB (TOMbKO MPU WUCNONb30BaHWW An4 BbiageneHus OHK
KomnnekTa peareHToB MPOBA-HK)
6.5.8.1 BHecuTe B Npobupky ¢ pparmeHToM KaTeTepa 100 MKN AUCTUNNMPOBAHHOW BOAbI UK
100 MKkn dM3N0N0rMYecKoro pacTtBopa CTEPUIILHOIO.
6.5.8.2 BcTtpaxHute npobupky C  dparMeHTOM KaTeTepa B TedeHnme 3-5c Ha
MUKpOLEeHTpudyre-soptekce u UeHTpudyrnpynte 1-3 ¢ Ha MuKpoueHTpudyre-
BOpTEKCe.
6.5.8.3 BHecuTe B npobupky 300 MKA nusmpylowero pacrBopa M3 KOMMJeKTa peareHToB
MPOBA-HK.
6.5.8.4 BcTpaxHute npobupky B TedeHme 3-5C Ha MuUKpoueHTpudyre-BopTekce W
ueHTpmudyrnpyinte 1-3 ¢ Ha MUKpoUEeHTpudyre-BopTeKCe.
6.5.8.5 TepmocTaTupymTe npobmpky npu 65 °C B TedeHne 15 MuH.
6.5.8.6 OcaguTte KoHAEHcAT UeHTpudyrnposaHmem B TedyeHme 1-3 ¢ Ha MukpoueHTpudyre-
BOpPTEKCE W NepeHecuTe HaA0CaA0uYHYI0 XMAKOCTb B HOBYIO MIacTUKOBYO Npobupky
o6bémomMm 1,5 mn.
DanbHenwee BblaeneHne JHK npoBoanTCcs, HaunMHasa ¢ aTana gobaBneHUs pacTeopa A4S
npeumMnuTaumm.

[danbHelwas o6pa60TKa OCTaJibHbIX BUAOB MUCCNIEAYEMOIo MaTeEpMasia OCYLLECTBJ/IAETCA

COrNacHO MHCTPYKUMAM K UCNONb3YEMbIM KOMIMJIEKTaM peareHToB Ana BblaeneHnsa JHK.
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7 NMPOBEAEHUE AHAJTU3A

7.1 Bbigenenne AHK 13 nccnenyemoro matepuana

Onsa sbiaeneHna OHK pekomeHAyeTCs MCMoNb30BaTb KOMMAeKkTbl\Habopbl peareHToB,
UMerLme perMcTpaunoHHble YAOCTOBEPEHUSA MEeOULUMHCKOro usgenms u npeaHasHadeHHble ans
COOTBETCTBYHOLLUMX BUAOB BLoMaTepuana c uenbto nocneaytouwero nccneaosanma AHK metoaom MLUP.

Bbigenenme OHK 13 nccnegyemoro matepmana npoBoasiT B COOTBETCTBUM C MHCTPYKUMEN
K WUCMOJSIb3YEMOMY KOMMJIEKTY/Habopy peareHToB.

KoHTponb kadectBa BbiaeneHHon HK ocywectensertcs B xoae MNMLUP ¢ NoOMOLWbIO CUCTEMBI
BHYTpeHHero koHtpons (BK), cM. n.9.

BHUMAHME! Buigenenvne JHK n3 cMbiBOB C (pparMeHTOB BEHO3HbIX KaTETEpPOB peKoMeHAyeTCs

MpoBOAMTb C MOMOLWbIO KOoMMekTa peareHtos NMPOBA-HK (cM. 6.5.8).

BHUMAHME! OpgHoBpeMmeHHO c BblgeneHnem AOHK mn3 nccnepgyeMmoro matepuana Heobxoammo
NOArOTOBMTL  OTpULATENbHbIA KOHTPOJIbHbIA o06paseud, npolweawnin Bce  3Tambl
npobonoarotoBkn. B KayecTBe oOTpuUATENbHOrO KOHTPOSbLHOro obpasua pekoMeHAyeTcs
MCMo/b30BaTb (PU3NOSOrMYECKUA pacTBOp B 06bEME, yKa3aHHOM B MHCTPYKUMM K KOMMNEKTY
peareHToB ANS BblAESIEHUS HYKIEMHOBBLIX KUCNOT, WIN OTPULATENbHbIA KOHTPO/bHbIA 0bpa3sel,

BXOASILLNIA B COCTAB COOTBETCTBYIOLLErO KOMMIEKTA peareHToB.
7.2 MoarotoBka u nposeaeHune MLUP

BHUMAHME! lNpn npoBeaeHun Bcex nocneayowmnx AencTBuin crnepyeT nsberatb BO3aencTeus

NPSAMbIX COMTHEYHbIX Jlydeil Ha Npo6UpPKM CO CMeCblo ANs amnanbukaumm!

7.2.1 T[lpoMapKupynTe no OAHOMY CTpUMNY CO CMEeCbio Ans amMnaMdukKauuu, 3anedyaTaHHOM
napadumHoM, Ans Kaxaoro wmccnegyemoro obpasua, OTpULATENbHOr0 KOHTPOJIBHOrO
obpasua «K-» 1 NONOXNTENbHOro KOHTPOSIbHOro obpasua «K+».

Mpumep:
Heobxoanmo npoaHanu3ampoBaTh ABa obpa3sua. [ 3Toro Heo6xo4MMO NpoOMapKMpoBaTb
yeTblpe CTpuna: ABa ANa uccnesyembix obpasuoB, oauH ans «K-» n ogmnH gnsa «K+»

(Tabnuua 2).

Tabnunuya 2- lNpuMep MapKMpOBKK CTpMNoB U Npobupok ans nposeaeHms MLUP

O6pa3subl N2 ctpuna N2 npo6bupku B cTtpune
O6pasey 1 1 Mpobupkn 1-8
O6pasey 2 2 Mpobupkn 1-8
K- 3 Mpobupkn 1-8
K+ 4 Mpobupku 1-8

7.2.2 BcTpaxHuTe npobupky C pacTtBopoM Tag-nonmmepasbl B TedyeHue 3-5cC Ha
MUKpoOUeHTpudyre-BopTekce U UeHTpudyrupymte B  TedyeHne 1-3c  Ha
MUKpoueHTpudyre-BopTeKkce.

7.2.3 [JobaBbTe B Kaxayl npobupKy CTpMNoB, He noBpexaas cnoi napadwuHa, no 10 mMkn

pacTteopa Tag-nosinMmepassbl.
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7.2.4

7.2.5

Job6aBbTe B Kaxay nNpobupky cTpMnos no ogHon kanne (okono 20 MKN) MMHEpPanbHOro
Macna. 3aKponTe KpbIWKK CTPUMOB.

BcTpaxHute npobupku ¢ npenapatom OHK, oTpuuaTenbHbIM KOHTPOSIbHLIM 06pasuoM m
NOSIOXUTENbHLIM KOHTPOJSIbHbIM 06pa3uoM B TeyeHne 3-5C Ha MUKpoLeHTpudyre-

BOpPTEKCE U LEHTPUGYrupymnTe B TedyeHme 1-3 C Ha MUKPOLIEHTPUdYre-BopTEKCE.

BHUMAHME! [1na npenoTBpalleHna KoOHTaMUHauun cnepgyet neped sHeceHunem [HK oTkpbiBaTh

KPbILIKY

TONIbKO TOrO CTpuna, B KOTOpbI 6yaeT BHOCMTbLCA AaHHbIM obpa3el, M 3akpbiBaTb €é

nepen BHeceHmeM cnegytowero. MNpenapatbl AHK 1 KOHTponbHble obpasubl criegyeT BHOCUTH

HaKOHEUYHUKaMM C HUIbTPOM.

7.2.6

7.2.7

7.2.8

7.2.9
7.2.10
7.2.11

BHecuTe B Kaxayl nMpobupKy COOTBETCTBYHOLLEr0 MNpPOMapKMpOBAHHOIO CTpuna,
He noBpexaas cnoi napadgwuHa, no 5,0 Mkn BblaesieHHoro U3 obpasua npenapata AHK
(Kpome CTpMNOB, MPOMAPKUPOBAHHLIX «K+» n «K—»).

BHecuTe B Kaxayo npobupky ctpuna, NnpoMapknMpoBaHHOro «K-», He noepexaas Cnom
napaduHa, no 5,0 MK oTpuuaTtenbHOro KOHTPOJSIbHOrO obpasua, npowejwero sTan
Bblaenenms AHK (cm. 7.1).

BHecuTe B Kaxaylo npobupKy cTpuna, NnpoMapkMpoBaHHOro «K+», He noBpexaas criomn
napadwuHa, no 5,0 MKA NONOXUTENBHONO KOHTPOABHOIrO obpasua.

LeHTpudyrmpyinTte BCe CTpUMbl B Te4eHne 1-3 ¢ Ha MUKpoLEeHTpudyre-sopTeKce.
YcTaHoBUTE BCe CTpunbl B 610K AETEKTMpYoLWero amnangukaTopa.

3anycTuTte nporpamMmHoe obecnedeHune RealTime_PCR B pexume «Pabota ¢ npnb6opom».
Mpwn nepsom nposeaeHun MUP 3arpy3ute dann «Mycosis_screen.ini». Janee n npwu
nocneaymwmx NocTaHoBkax AobaBbTe B MPOTOKONA TecT «Mycosis_screen», ykaxuTe
KONM4YecTBO UM uaeHTudwukaTopbl o06pasuos, B TOM UWUCAe OTPUMUATENLHOrO W
NMOMOXUTENBHOIO KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacnosioXXeHWe CTPUNOoB Ha
MaTpuue TepMobsioka B COOTBETCTBUM C UX yCTaHOBKOM (cM. 7.2.10) n nposegute MLP.
Mpu Bbibope TecTta «Mycosis_screen» B OKHe «3amnycK nporpaMmbl amnauvdukaunm»
Ao/kHa oTobpaxaTbcs nporpamMMa, npueegéHHas B Tabnuue 3.

Tabnunuya 3 - MNporpaMmma aMmnandukaumm onsa geTeKTMpyowmnx amnandmnkatopos «4Tnpanm»,
«OTnant> n AT-96

N© Yucno Pe)xxuM ontnuyeckux
6 Temnepartypa, °C | MUH (] = Tun 6noka
JIOKa LMKJIOB n3MepeHunm
80 0 30
1 1 LUnkn
94 1 30
94 0 30
2 5 LUukn
64 0 15 v
94 0 10
3 45 LUwnkn
64 0 15 v
4 94 0 5 1 Lnkn
10! XpaHeHue XpaHeHue

1 - ponyckaeTcs XpaHeHue npu TemnepaType 25 °C
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8 PETNCTPALUUSA PE3YJ/IbTATOB AMITJTIMOUKALLUN

8.1 Perncrtpauus curHana dniyopecueHumMn NpoBoaMTCS NpnbopoM aBTOMaTUYECKM BO BpeMs
amnnmdukaumm.

8.2 Jetekunsa n y4yéT pe3yNbTaToOB OCYLECTBAATCA aMMIMMUKATOPOM AETEKTUPYIOWNM
aBTOMATUYECKMU.

8.3 Mocne okOHYaHMs MporpaMMbl aMmnNaM@UKaULMM Ha 3KpaHe MNOSIBUTCS COOTBETCTBYHOLLEE

MHpopMaunoHHoe cooblieHne n 6yaet NpeanoXeHo NepemTn K aHanmly pesynbTaToB. AHanu3

npoBOANTCA aBTOMATUYECKN NMpOrpaMMHbIM obecneyeHunem.

8.4 Ha rpacdvke 6yget otobpaxkeHa 3aBUCMMOCTb bJlyopecLeHUnm OT HOMepa LKK/a Nno BCeM
MCMOSIb3YEMbIM KaHanam ans kKaxapowm npobupkm B Tepmobnoke. B Tabnuuye cnpasa 6yaert
nokasaH wmgeHTundukatop obpasua, noporosble umkabl (Cp) u agecsaATnuHble norapudmbl (Ig)
KOoHUeHTpaumi konnn OHK-mMnwenn B 1 mn npenapata OHK no cooTBeTcTBYOWMM KaHanaMm, u
MHTepnpeTaumns pesyabTata amnanpunkaumm («+» nam «—»).

Mo pe3ynbTaTaM aHann3a MoXHO choOpMMpPOBaTb U pacrnedaTaTb OTYET.

8.5 Mocne npoxoxaeHus amnandmkaumm nporpaMmmHoe obecneyeHme cpaBHMBAET 3a4aHHOE
onepaTopoM pacrnosioxeHue Npobupok C peasbHbIM MOoXeHMeM Mapkepa Rox, 1, ecnm HaxoauT
HecoBnageHune (Npuv HeNpaBW/IbHOM PacnoNOXeHUW CTPUMNOB), TO npeaynpexapaer o6 3ToM
onepatopa. B aTOoM cnyyae Heo6xoAMMO MPOBEPUTb pacCMOfiOXeHue CTPUnoB B TepMmobnoke
(nepBass npobupka oTMedyeHa ronybbiMm 6ydepoM) M CKOppeKTUpoBaTb MAEHTUDUKATOPbI

nNpo6upokK B NpoOTOKOSIE.
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9 YYET PE3Y/IbTATOB MLP

9.1 YUéT W WHTepnpeTauus pes3ynbTaToB peakuun amMnamdukaumm ocyLwecTBAsTCS
aBTOMATMYEeCKM C MOMOLLbID MPOrpaMMHOro obecrnedeHusi, NMOCTaB/SEMOro C AETEKTUPYHOLLNM
amMnNAnhuUKaTopomM.

9.2 Mpn aHanuse pe3ynbTaToB HeO6XO0AMMO Y4UTbIBaTb 3HAUEHWUS KOHTPOAS B3ATUS
maTepumana (KBM, npobupka ctpmuna N2 8, kaHan Hex) n BHyTpeHHero koHTtpons (BK, npobupku
ctpuna N? 1-7, kaHan Hex):

- [Onsa KOHTPONS KayecTBa B3SATUSA UCCeayeMoro Mmatepmana, CoaepXalmx KneTkm yenoseka,
ncnonblyetca nokasatens KBM (Hannumne JHK yenoseka B 4OCTAaTOYHOM KO/IMYECTBE). 3HaYEHMe
KBM mMeHbwe 3,0 Lg npn oTCcyTCTBMK CneunduyeckmxX MNOSIOXUTESNbHbLIX pe3ynbTaTOB BO BCEX
npobupkax cTpuna cnegyetr MHTEPNpPeTUpoBaTb KakK HeAoCTaTOYHOE KONIMYECTBO MaTepuana.
B 3TOM cnyyae pekoMeHAyeTCs MOBTOPHOE B3ATME MaTepuana 4ss UccnenoBaHums.

BHUMAHME! MNpu nccnegoBaHnn Matepuana, He coaepxawero OHK uyenoseka (dparMeHThbl
BEHO3HbIX KaTeTepoB, Ma3KN U CMbIBbl C SHAOTPaxeasbHbIX TpyboK, 6akTepmanbHblie KynbTypbl),
3HayeHue KBM He yuuTbiBaeTcH.

- Ona KoHTponsa kadecTtsa BbigeneHmna AHK n3 uccneayemoro matepuana mcnonbsyetcsa BK.
Ecnn BK oTcytcTByeT B OAHOWM MAM HECKONbKMX npobupkax cTpuna, nNpu OTCYTCTBUM
cneunduryeckmx NoNoXMTENbHbIX pe3ysbTaToOB B 3TUX Npobupkax, pe3ynbTaT uccienoBaHms ans
AaHHoro obpasua cuuTaeTcs HenoCTOBEpPHbIM (HA) BCAEACTBME HEKOPPEKTHOrO MnpoBeAeHus
MUP-peakunn. B aTom cnyuae Tpebyetca nnm nostopHoe nposegerune MNMUP ansa gaHHoro obpasua,
unn noetopHoe BblaeneHune OHK mn noctaHoBka [lUP, unn noBTOpHOEe B3STUE KJIMHUYECKOro
MaTepuana (BbIMOMHSAETCS NoC/e40BaTesNbHO).

9.3 B obpasuax uccnegyemoro matepuana, cogepxawmx OAHK BbisBnsembix Bo3byautenen
MWKO30B, BO BpeMs npoBedeHns amnandukauum nporpaMMHoe obecneyeHue permcrpupyer
MOIOXMTENbHbIN pe3ynibTaT No COOTBETCTBYOWeMY kaHany (Fam wnan Cy5) B cooTBeTCTBYIOWEN
npobupke. B Tabnuue cnpaBa, B CTPOKE C Ha3BaHMeM 3TOro Bo3b6yamTena 6yper ykasaH
pe3ynbTaT Ka4yecCcTBEHHOro aHammsa («+»), 3HayeHme noporoBoro umkna (Cp) M AeCATUYHBIN
norapmndpm koHueHTpauum (lg, konudectBo konui AHK-mumwenn B 1 mMn npenapata AOHK).
MHTepnpeTaums pesynbtata — «obHapyxeHo (N Ig)».

9.4 B ob6pasuax 6uonormyeckoro Martepuana, He cogepxawmx [OHK BbisBasieMbix
Bo3byauTtenen, npu npoBegeHun amnaundukaumm nporpamMmMmHoe obecneyeHue b6yget
perMcTpnpoBaTb OTpULATENbHbIM pe3ynbTaT NO COOTBETCTBYloWweMy kaHany (Fam wnm Cy5) B
COOTBETCTBYOLEeN Nnpobupke. B Tabnuue cnpaBa B CTPOKE C Ha3BaHWEM 3TOro Bo3byauntens 6yaer
yKasaH pe3ynbTaT KadecTBeHHOro aHanmsa («-»). WHTepnpeTaums pesynbTata -

«HE BbIABJIEHO>.

9.5 B npobupke N° 5 cTtpuna 3HadeHume Ig <2,5 no kaHany Fam He yuuTbiBaeTCcH
nporpammHbiM obecneveHneMm, n B Tabnuue cnpasBa, B KOSOHKe «Pe3ynbTaT» 6yaeT ykasaH
pe3ynbTaT KayeCcTBEeHHOro aHanmnsa («—»). NHTepnpeTauns pesynbTaTa — «HE BbISIBJIEHO».

9.6 B npobupke N° 7 cTtpmna 3HaueHume Ig <2,5 no kaHany Fam, npm oTcyTCcTBUM

SKCMOHEHUMaNbHOro pocTa YpoBHSA dyopecueHuMn no kaHany Cy5, He yuuTbiBaeTcs
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nporpaMMHbIM obecrnieyeHneMm, M B Tabnuue cnpaBa, B KOMOHKe «Pe3ynbTaT» 6yaeT ykasaH

pe3ynbTaT Ka4eCTBEHHOIO aHa/in3a (<<—>>). WHTepnpeTauma pesynbrtaTa — «He BbISABIEHO».

9.7 B npobupke N2 8 crtpuvna 3HauyeHume Ig <2,0 no kaHany Hex He yuuTbIBaeTcH
nporpamMMHbiM obecnedeHueMm, n B Tabnuue cnpasBa, B KONOHKe «Pe3synbTaT» 6yaeT ykasaH

pe3ynbTaT KAaYeCTBEHHOIo aHanmsa («—»). MHTeprnpeTaums pesynbTata — <HE BbISIB/IEHO>.

9.8 Ona oTpuuaTenbHOro M MNOJSIOXUTENbHOrO KOHTPOJIbHbIX 06pa3uoB  AO0MKHbI  ObiThb
noslyyeHbl pesynbTaTbl, NpvBeaeHHble B Tabnuue 4. B oTpuuatenbHOM KOHTpO/bHOM ob6pasue
3Ha4yeHune Ig BK gomkHo 6biTb 60/1ee nnm paBHo 3,5. B NONOXUTENbHOM KOHTPOSLHOM o6pa3sue

3HayeHue Ig BK He yuuTbiBaeTcs.

9.9 Mpn nonydeHun Anasa  OTPMUATENIbHONO  KOHTpPOsbHOro o6pasua pe3ynbTaTtos,
OTJIMYAIOLWMXCS OT 3HAYEHWUIN, yKa3aHHbIX B Tabnuue 4, pe3ynbTaTbl BCEM NOCTAHOBOYHON Cepumn
CUUTalOT HeAOCTOBEPHbIMU. B 3TOM ciyyae HeobxoaMMOo npoBeaeHue crneumanbHbiX MeponpusaTui

Ana ycrpaHeHu4a BO3MOXHOW KOHTaMUHauuu.

9.10 C noMouwbio MNOJIOXUTENBbHOIO KOHTPOJILHOrO obpasua, Bxoasdwero B coctaB Habopa
ocyLlecTBNseTcss KOHTponb addekTnHocTn MLUP. Mpu cobniogeHnn Bcex ycrnoBuii NpoBeaeHus
peakuun, konudectBo [AHK-muweHeln, onpeaensiemoe B KOHTPOJSIbHOM o06pasue, AOOXKHO
HaxoAuTbCs B AManasoHe, yKa3aHHOM B Tabnuue 4. lMpu nonyvYeHMU AN NOSOXUTENbHOMO
KOHTpPOJSIbHOro o6pasua 3Ha4YeHWW, OTIMYAKLWMXCS OT 3HaYeHWM, yKasaHHbiX B Tabnuue 4,

Tp66YETCF| NMOBTOpPHas nNoCraHoOBKa aMI'I}'IMCbMKaLLMM BCEMN napTmm o6pa3|_L0|3.

Tabnuuya 4 - PesynbTatbl uccnenoBaHus ANa  OTPULATENBHOIO W MOJIOXUTENBHOMO

KOHTPO/bHbIX 06pa3LoB

o
npog;lpku BbifBNsieMblii MOKa3aTesb (II(;) pe3\I((n_bTaT (T;') pes:/(:brar
B cTpMne
1 Meyerozyma guilliermondii - - 3,5-5,5 +
Candida albicans - - 3,5-5,5 +
2 Pichia kudriavzevii - - 3,5-5,5 +
Saccharomyces cerevisiae - - 3,5-5,5 +
; Candida auris - - 3,5-5,5 +
Candida tropicalis - - 3,5-5,5 +
* Clavispora lusitaniae - - 3,5-5,5 +
Debaryomyces hansenii - - 3,5-5,5 +
> Candida dubliniensis - - 3,5-5,5 +
Candida glabrata - - 3,5-5,5 +
° Candida parapsilosis - - 3,5-5,5 +
Malassezia spp. - - 3,5-5,5 +
¢ Malassezia furfur - - 3,5-5,5 +
Kluyveromyces marxianus - - 3,5-5,5 +
® KBM - - 3,5-5,5 +

Mo pe3ynbTaTaM UccneaoBaHUsa MOXHO cdhopMMpoBaTh 61aHK OTBETA.
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10

10.1
10.1.1

10.1.2

10.2
10.2.1

10.2.2

10.2.3

10.3
10.3.1

10.3.2

10.3.3

10.3.4

TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCNMJZIYATALNA

TpaHcnopTupoBaHMe

TpaHcnopTupoBaHMe Habopa peareHToOB OCYLWECTBAAKT B TEPMOKOHTelHepax C
X1apo3neMeHTaMm BCEMM BMAAMWM KpbITOro TpaHCMopTa nNpu TemnepaType BHYTpuU
KOHTenHepa oT 2 °C o 25 °C He 6onee 5 cyTok.

Habopbl peareHTOB, TpPaHCNOPTUPOBAHHbIE C HapyLleHWeM TeMnepaTypHOro pexuMa,

NMPUMEHEHUNIO HE NMoANEXaT.

XpaHeHue

Habop peareHTOB crnepyeT XpaHuUTb B XONOAWMNBHWKE WM XONOAMNBbHON Kamepe npu
TemnepaTtype oT 2 °C go 8 °C B TeueHuMe BCEro cpoka rogHocTn Habopa.

Cmecn pgna amnandwukaumm, 3anedaTaHHble napadwuHOM, chneayeTr XpaHuTb B
XONOAMNBHUKE WKW XONOAWLHOW Kamepe npu Temnepatype ot 2°C go 8°C B
3aWnLLEHHOM OT CBETa MecTe B TeYeHMe BCEero Cpoka rogHoctTn Habopa peareHToB.
Habopbl peareHTOB, XpaHuUBLUMECS C HapyleHWeM perrnameHTUPOBAHHOIMoO pexuMma,

NMPpUMEHEHUNIO HE noAaniexar.

YKasaHus no akcrnsyaTtaumm

Habop peareHTOB A0MIKEH NPUMEHSTBLCS COrNacHO AEMACTBYIOLWEN BEPCUN YTBEPXKAEHHOMN

MHCTPYKLMM NO MPUMEHEHMUIO.

NS nony4vyeHnsa HagexXHbIX pe3ysibTaToB HE06X0AMMO CTporoe cobntoaeHmne NHCTPYKLUUn

Nno NpUMeHeHUo Habopa peareHToB.

Mocne BCKpbITUS YMaKOBKM KOMMOHEHTbl Habopa peareHTOB cC/leayeT XpaHuTb npwu

cnenyowmx ycnoBmax:

— KOMMNOHeHTbl Habopa peareHToOB cneayeT XpaHUTb B XOI0ANTbHUKE UITN XON04UbHOWN
kamepe npu Temnepatype oT 2 °C go 8 °C B TedeHme BCero cpoka rogHoctn Habopa
peareHToB;

- cMecn Ana  aMmnamdwukauum, 3anedataHHble napaduHOM, cneayeT XpaHUTb B
X0N0ANNBHUKE WM XOMOoAWUbHOM Kamepe npu Temnepatype ot 2°C go 8°C B
3aWNLWLEHHOM OT CBeTa MecTe B TedeHMe BCero cpoka rogHocTn Habopa peareHToB.

HaGOpr peareHToB C UCTEKLWUMM CPOKOM rogHOCTU NPpUMEHEHUIO HE NoAJsiexar.
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11 YKA3AHUA NO YTUWIN3ALNN

11.1 [pu wncnonb3oBaHWn Habopa peareHTOB B KJIMHWKO-AMArHOCTMYECKOW nabopatopuu
obpasytoTca oTxoAabl knaccoB A M B, KoTopble KnaccuduUUpPYOTCS W YTUIU3UPYIOTCS B

COOTBETCTBMU C TpeboBaHuamm CaHlnH 2.1.7.2790-10.

11.2 Habopbl peareHToB, NpueAlWNe B HEMPUTOAHOCTb, B TOM UYNC/E, B CBSA3U C UCTEYEHUEM
Cpoka [roAHOCTW, W HEWUCMONb30BaHHbIE peaKTUBbI, OTHOCATCA K Kiaccy b 1 noanexart

YyTUAN3aLMmM B COOTBETCTBUM C TpeboBaHmsaMM CaHlnH 2.1.7.2790-10 n MY 1.3.2569-09.

11.3 YnakoBka Habopa peareHToB (KOpOb6KW, rpunnepbl) Mocsie WCNOoSb30BaHUA MO

Ha3HaYeHMIO, OTHOCUTCA K OTXoA4aM Kracca A U yTUIN3npyeTcs ¢ 6bITOBbIMM OTXOAAMM.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeonpuaTne-mn3rotToBmTeNb rapaHTupyert COOTBETCTBME Habopa peareHToB
TpeboBaHMAM TEXHUYECKNX YCAOBUIA NMpuU cobogeHnmn yCnoBuUmn TpaHCNOPTUPOBAHUS, XPaHEHUS

M aKcnayatTaunn, yCtaHOBJIEHHbIX TEXHUNYECKUMU YCNTOBUAMN.

12.2 Cpok rogHoctn Habopa peareHTOoB — 12 MecsaueB npu cobnogeHmn BCeX YCIOBUMN

TPaAHCMOPTUPOBAHMS, XPAHEHUS M 3KCMyaTaumm.

13 PEMOHT N TEXHUYECKOE OBCJ1Y>)KUBAHME

Habop peareHToB npefiHa3HauyeH AN O4HOPAa30BOr0 WCMOJIb30BaHUS U HE MNOANEXUT

TEXHUYECKOMY 06CYy>KMBAHUIO U TEKYLLEMY PEMOHTY.

14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

ToNbKO AN ANArHOCTUKM
[\ L mﬂ aTa Npou3BOACTBa
in vitro A P A
o ConepXuUT UHCTPYKLUUIO
/ﬂ/ TemMnepaTypHbIii AvanasoH [1i] AcP Pyku
Mo NMPUMEHEHMIO
\/ KonnmuecTso onpeaeneHuii KaTanoxHblit HomMep
g roaeH oo po | Anpec npovsBoanTens
Sy He nonyckaeTcs Bo3fencTeBue
Cepus Habopa peareHToB ZR Aony A
2 CO/IHEYHOro CBETa
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT 2.105-95 O6wue TpeboBaHMSA K TEKCTOBbIM AOKYMEHTaM.

FOCT ISO 14971-2011 W3pgenna MeamumHckue. [lpuMeHeHMe MeHeaXXMeHTa pucka K
MeANLMHCKUM U3aenunsam.

FOCT P 15.309-98 Cucrema pa3paboTkm n NOCTaHOBKM NPOAYKLMM Ha NpOn3BOACTBO. NcnbiTaHUs
M Npuémka Bbinyckaemorn npoayKumn. OCHOBHbIE MOJSIOXKEHUS.

FOCT P 51088-2013 MeanuunHckune uspenus ans AWarHOCTUKM WUH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, NuTaTenbHble cpeabl. TpeboBaHus K
n3genvsaM u NoanepXuMBaloLLe JOKYMeHTaunu.

FOCT P 51352-2013 MeanumHckme nsgenus aasa AuarHoCTUKM MH BUTPO. MeToabl UCMbITaHUNA.
FOCT P 53022.3-2008 TpeboBaHMs K Ka4yecCTBY KIMHWUYECKUX abopaTopHbIX WUCCenoBaHum,
Y.3. NMpaBnna OUEeHKN KNNHNYECKON MHDOPMATUBHOCTM NabopaTopHbIX TECTOB.

FOCT P NCO 18113-1-2015 MeguuunHCKne msgenus Ans AnarHoctuku in vitro. MHdopmaums,
npegocrasnsieMas usrotoeutenem (Mapkuposka). Yactb 1. TepMuHbI, onpepeneHusa n obuwme
TpeboBaHus.

FOCT P NCO 18113-2-2015 MeauumHckme uspenus Anas AuMarHoctuku in vitro. UHdopmauwms,
npeaocTaBnsemMas n3rotoputenem (Mapkumposka). Yactb 2. PeareHTbl Ans AMarHOCTMKM in vitro
ANa NpodecCMOHaNbHOro NpUMEHeHS.

FOCT P NCO 23640-2015 MeanumHckne wuspennsa ans  AMArHoctukm  in vitro. OueHka
CTabunbHOCTU peareHToB AN ANArHOCTMKM in vitro.

FOCT P NCO 15223-1-2014  W3penusa  MeAUUUHCKMeE. CumMBoOSbl, npuMeHsaemMble  npu
MapKMpOBaHUN Ha MeAMLMHCKMX U3LeNnsX, 3TUKETKaxX M B CONPOBOAUTENbHON AOKYMEeHTauuu.
Y.1. OcHoBHble TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) JlabopaTtopun megmumHckme. TpebosaHna 6e3o0nacHOCTy.

MpuMmMmeyaHuMe - YKasaHHble Bbllle CTaHAApTbl 6blMM AENCTBYIOLWMMU Ha MOMEHT YTBEPXAEHUS
WMHCTPYKLMM NO MNPUMEHEHUIO. B AanbHeleM, npy Nofib30BaHUKN [OKYMEHTOM, Liefiecoo6pasHo NpoBepuTb
[leNCTBME CCbINIOYHbIX HOPMATUBHbIX AOKYMEHTOB Ha TEKYLLMIA MOMEHT. EC/IM CCbITIOUHbI AOKYMEHT 3aMeHEH
WA WU3MEHEH, TO MNpU MNPUMEHEHWM HACTOALWEro AOKYMeHTa CcneayeT Mo/b30BaTbC 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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