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CMUCOK COKPALLEHWI

B HacTosaweln MHCTPYKLUNN NCNONIb3YHOTCA Cieayrowmne CoKpaleHna m 0603Ha4veHuns:

rnup - nofiMMepasHag uenHasa peakums

BBK - BY/IbBOBarnHanbHbIN KaHAMA03

B3OMT - BocnanuTtenbHble 3abosieBaHMs OpraHoB Masioro Tasa
K - MHBA3MBHbIN KaHAMA03

SHMT - 9KCTpeMaJibHO HM3Kag Macca Tena

OPUT - OTAENIEHUS peaHMMaUnmM U MHTEHCUMBHOW Tepanum
KBM - KOHTpOJb B34ATUA MaTepuana

KO - nabopaTopHbIA KOHTPONbHbIM obpasel,

nB - HTepdepupyowmne BeLLecTsa

HK - HYK/TIENHOBbIE KUCNOTbI

BK - BHYTPEHHUN KOHTPOSb

K+ - MOJIOXXUTENbHbIN KOHTPOMBbHbIM 0bpasel,

K- - oTpuuaTesnbHbI KOHTPONbHbIA 0bpasel,
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BBEAEHWE

NHdekunn, obycnoBneHHbie ApoXOKeBbIMU rPpUbaMn, MMEKT LWMPOKUIA CNEKTP KINHNUYECKUX
NPOSIB/IEHMN: OT JIOKANbHOrO MOPaXeHUs KOXW, CAU3UCTbIX 0605104eK YyporeHuTanbHOM,
AblIXaTeNbHOM CUCTEM U XKeNyA0YHO-KMLLEYHOro TpakTa A0 yHreMmmn 1 NOANOPraHHOro nNopaXeHus.
dBnascb  NpeacTaBUTENS MW YCIOBHO-MATOrEHHOM  MUMKPOBMOTbI  MakKpoopraHmsma,  npwu
onpeaeneHHbliX YCIOBUAX OPOXOKeBble rpmbbl MOryT BbI3blBaTb MHMEKUWMOHHO-BOCHANUTENbHbIE
NOpaXKeHUs KOXW U CAM3UCTbIX, @ TaKXe TsKesble naTosiormyeckne CoCTOSsHUS, BMIOTb A0
neTanbHOro ncxoaa.

OCHOBHbIMM NpeacTaBUTENSAMU OPOXXeBbIX rpmbos sasnswTca rpubbl pogos Candida,
Saccharomyces, Debaryomyces n Malassezia.

Pon Candida BkntoyaeT 6onee 100 BMAOB, U3 HUX KIIMHWUYECKOE 3HavyeHne nMeroT okono 20.
MaTtoreHHbIMM ans yenoBeka aBnstoTcsa C. albicans, C. tropicalis, C. krusei, C. lusitaniae, C. kefyr,
C. glabrata, C. guilliermondii, C. parapsilosis, C. famata n agp. CaMbiM pacnpocTpaHeHHbIM BUAOM
pona Candida sasnsaetcsa sua C. albicans [4].

CpaBHuUTENnbHO HepaBHo, B 2009 roay, 6bun 3apermcrtpupoBaH HoBbii Bug Candida -
Candida auris, ABASOWMIACA NPUYMHONA MHBA3UBHbLIX MHMEKUNIA C BbICOKMM YPOBHEM CMEPTHOCTH,
pocturaowmnm  60%. C. auris obnagaer MHOXECTBEHHOW JleKapCTBEHHOM YCTOMYMBOCTBIO K
NpoTMBOrpubKOBbLIM MNpenapaTtaM, HEKOTOpblE LWWTaMMbl MOryT ObiTb YCTOMYMBBI KO BCEM TPEM
OCHOBHbIM MpPOTUBOrPUOKOBbLIM KflacCaM: a30/bl, MOJMEHbl M 3XMHOKAHAWHbI. KrnnHunyeckas
AVArHOCTMKa J[aHHOro BuAa KaHAuAo3a 3aTpydHeHa BBMAY OTCYTCTBMSA MNaTOrHOMOHWYHOW
CUMMOTOMAaTUKMU, a ero naeHTndmnkaumnsa BO3MOXHa TONIbKO bOU3NKO-XNMUNYECKNMU
(Hanpumep, MALDI-TOF) nnn monekynsipHo-6uonormdecknumm (Hanpumep, NLP) meTtoaamu.

N3 rpuboB, oTHocsAWMXCA K poay Saccharomyces, MHPEKLMOHHYO NaTONOrn0 Bbi3biBaeT
BUA cerevisiae. CaxapoMULETbI SBASKOTCS YCIOBHO-NATOr€HHbIMWU MUKPOOPraHM3MamMmun, B HopMe mx
BbIAENAKT CO CNIM3NCTOMN 060/104KM POTOBOIM MONOCTM, BNaranuwa, obHapy>XmnsatT B Kasle, MOKpoTe
nT.A4a. [5].

B HacTtosilee BpeMsi usBecTtHo okono 14 BmaoB rpuboB poaa Malassezia. pmbbl poaa
Malassezia OTHOCATCA K TpPYAHOKYNbTUBUpPYEMbIM, TpeboBaTesbHbl K YC/IOBUSM COXpPaHEeHUs
KynbTypbl, 06nagatoT BbICOKOWN CNOCOBHOCTLIO K BMA00O6pa30BaHMIO, YTO 3HAYUTENIbLHO 3aTpYAHSAET
MX U3y4yeHne n gnarHoctuky [14; 16; 20; 24].

3aboneBaHus, Bbi3blBaeMble APOXXKEBbIMU rpubamun, AeNaTCA Ha rpynnbl MOBEPXHOCTHbLIX U
WHBA3MBHbIX MUKO30B. [10BEPXHOCTHbIE MUKO3bl — 3TO FPUOKOBOE Nopa)eHue CAN3NCTbiX 06ono4Yek,
KOXM MU ee NpuaaTKOB, LUMPOKO pacnpocTpaHeHHoe 3abonieBaHne, nopaxkawliee NOBEpPXHOCTHble
cnon anutenns. K noBepxHOCTHbIM MWKO3aM OTHOCSITCS: ByJbBOBarnHanabHbIin KaHAuAo3 (BBK),
SABNSASCb MPUYMHOMN TaKUX OCNOXHEHWUM Kak ypeTpuT, umctnt, B3OMT, akywepckas natosorus,
MHPMUMpPOBaHMeE naoaa, NocepoaoBbIA SHAOMETPUT N CaNbNUHIUT; OpodapuHreasnbHbIi KaHANA03,
a Takxe [gepMaTo3bl, accouMMpoBaHHble C ApoxXKeBbiMW rpubamn. Haubonee dyacTbiM
3TMoNnormyeckmm ¢akTopoM BO3HUKHOBEHMS BBK n opodapuHreanbHoro kaHauAao3a sBisdeTcs
C. albicans, coctaBnsas 50-89 % cnyyaes. OgHako B nocnegHee BpeMs yBenmMumMBaeTcs 40N BUOOB
Candida non-albicans: C. glabrata (29,5-50,4 %), C. parapsilosis (13,7 %), C. tropicalis (10,7-
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17,9 %), C. krusei (Pichia kudriavzevii) (10,9 %), C. lusitaniae (Clavispora lusitaniae) n C. kefyr
(Kluyveromyces marxianus) (7,2 %). Opyrvne Buabl, Takne kak C. guilliermondii (Meyerozyma
guilliermondii), C. dubliniensis, peructpupytoTtca 3HauuTenbHo pexe - ot 0,2 ao 3,7 %. B 11,8-
16,2 % cny4dasax npuunHoil BBK MoryT cTaTb Apox>ku Saccharomyces cerevisiae, CMMMNTOMbI
3aboneBaHna 6yayT COOTBETCTBOBATb KaHAWAO3HOWM 3TUOMOMMM, HO CTEMNeHb BbIPAaXXEHHOCTU
K/IMHUYECKON KapTUHbI - 3Ha4YUTeNbHO MeHbwe [6; 7; 9; 10; 11; 19; 25; 26; 32].

pnbbl poaga Malassezia nMpuUHMMaKT HEMOCpeACTBEHHOE y4dyacTue B naToreHese TaKuX
3aboneBaHnin Kak aTonNM4YecKuUn AepMaTuT, Ncopuas, MMKpoObHas 3K3ema, HenpoaepMuT U T.4.,
oKasbiBas ycyrybnsioulee BAMsHME Ha ux TedeHune [14; 17; 20; 33].

Ons  noaTBEpXAEHUS Hannumsa KaHAMAO3HOM WHdekumn Heobxogmma He TOsbKO
KauyecTBeHHas, HO U KOIMYeCTBEHHAs OLEeHKa APOXIXKEBbIX rpnboB, NpoBoAMMast B COMOCTaBIEHUN C
KJIMHUYECKON CUMMTOMATUKON, C YYETOM Hannyms oHOBbIX 3aboneBaHnin, MUKCT-NHDEKLNN.

O6HapyxeHne Candida spp. B HECTEPWJIbHbIX JIOKYCaX He SABMSETCS OCHOBaHMEM Ans
MOCTAaHOBKM AMarHosa «KaHamaos», T.K. npeacrtaButenn poga Candida moryT BXoAuTb B COCTaB
HOpManbHOM Gnopbl. B 3TUX cnyyasx ynotpebnserca TEPMUH KHOCUTENLCTBO»; MPU 3TOM YUCIO
reHoM-3KBMBaneHToB Bo36yanTens He 6yaeT npesbiwath 2-3 Ig /mn (102-103 KOE/mn).

Mpun 60nblIEM 3HAYEHUWN 3TOM BENNYUYMHDBI U NPU OTCYTCTBUM CUMMTOMOB BOCMasieHNs, MOXHO
rOBOPUTb O <MOBbIWEHHOW KOMOHM3auun». M, HaKoHel, NpuM HanMuum NpPU3HAKOB pasapaKeHus
CNN3NCTOM 060/I04KM, CBSI3AHHOM C WHBaswen BO3byauTenss B TKaHb, WMCMNONb3yeTcs TEepPMMH
«UHpeKkuma», T.e. KaHAMA03 (Hanpumep, NpusHaHO, 4YTo ObHapyxeHune 104-105 KOE/mn rpmnbos
Candida B Mo4ye npu He KaTeTepu3OoBaHHOM MOYEBOM MYy3blpe MOXET CBUAETeNbCTBOBaTb O
KaHanaose nodek) [8].

MHBa3MBHblE MWMKO3bl — COCTOSIHWUSI, MPU KOTOPbIX rpubbl BbigensawT u3 6uocybcTpaTos,
CTepuibHbIX B HOopMe. ExerogHo B Mupe permcrpupyetcs okono 250 000 cnydaeB MHBA3MBHOIO
kaHgngosa (MK), B Poccum paHHbI nokasaTtenb cocTtaBnsetr 6onee 10 000. K rpynnam pucka
OTHOCAT NauneHToB, Haxoaswmxca B OPUT, nauneHToB € 3ab6oneBaHMsAMKU, COMPOBOXAAOLMMUCS
HenTponeHuen (remobnactosbl, COMMAHbIE OMYXOsWM, TPaAHCM/IAHTAUNSA KPOBETBOPHbLIX CTBOOBbIX
K/eToK), HelOHOLWEHHbIE HOBOPOXAEHHbIE C SKCTpeMasbHO HU3KOW Maccon Tena (3HMT). PassuTuio
WHBA3MBHbIX MWKO30B CMNOCOBCTBYIOT: MCMNONb30BaHME LEHTpanbHbIX BEHO3HbIX WAW MOYeBbIX
KaTeTepoB, 3HAOTpaxeanbHass WHTybauus, MNOMHOE napeHTepasibHOe nuTaHue, AnNuTesbHoe
npeboiBaHne B OPUT, npuMeHeHMe aHTubakTepuanbHON, KOPTUKOCTEPOUAHON, UMTOCTaTUYECKOMN,
ly4eBOM U XMMMOTEepanuu, obLluMpHbIe OXOrK U T.4. B 3aBUCMMOCTU OT MPUCYTCTBUSA UHDEKUUN B
KPOBM WM MNOpa)keHWsl BHYTPEHHWX OpraHoB, BbIAENSAOT yHremuto 6e3 nopakeHus BHYTPEHHUX
OpraHoB, opraHHoe nopaxeHue 6e3 dyHremMmm n covyeTaHme PyHreMmm n OpraHHoro rpnbkoBoro
nopaxeHus. JletanbHocTb konebnetrca ot 10 o 49 % B rpynnax C pas3/In4yHbIMK hakToOpaMn pucka.
OTMeueHO, 4YTO KAMHMYEeCcKMe CUMMMNTOMbI Npu cencuce rpubkoBOM 3TMONOMMU HE OT/INYaKTCS OT
TaKoBbIX Npu cerncuce 6akTepmasnbHOM NPUPOAbI, MO3TOMY KpaHe BaXXHO CBOEBPEMEHHO BbISBSATb
3TUONOMMYECKYD MNPUYNHY MHEEKUMOHHOro npouecca. MpumepHo B 90 % cny4yaeB MPUYMHOWN
dyHremMmii N MHBA3MBHbIX MUKO30B ABAAIOTCSA rpmbbl poga Candida. CaMbiM NaTOreHHbIM M 4acTo

BCTpevatowmnmca asnsetcsa sna C. albicans (48-54 %), pexe gnarHoctupytotca C. Glabrata (13,8-
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23 %), C. parapsilosis (11-18,5 %), C. auris (10 %), C. tropicalis (6-10 %), C. krusei (2-2,5 %).
B nocneaHune roabl NpocnexmnBaeTcs TEHAEHUMS K YBENIMYEHUIO 3HAYMMOCTM hon-albicans BnaoB B
BO3HMKHOBEHUM WHBA3MBHOro KaHauao3a [18; 22; 23]. Hapsaay c¢ rpumbamm popa Candida,
3TUOJSIOFMYECKOE 3HAUYEHNE B PasBUTUM KaTeTep-acCOUMMPOBaHHOM pyHreMmmnm UMeIOT rpubsbl poaa
Malassezia, B yactHoctn Malassezia furfur [1; 12; 14; 16; 20; 24].

CyuwlectByeT npsiMasi 3aBMCMMOCTb MeXAy CpOKaMM Hauajla NeKapCTBEHHOW Tepanuu
NpOTUBOrpPUBKOBLIMU CpPeACTBaMM W  YPOBHEM JIETANIbHOCTU: Ha3HauyeHMe MpoTUBOrPUOKOBOM
Tepanuu cnyctsa 12 YyacoB nocne Havyana MHGEKLUMOHHOIo NpoLecca yBETMUYMBAET CMEPTHOCTL 6oslee
yeMm B 2 pasa. 3agepxka Ao 48-Mu 4yacoB M 6onee, yBeNIMUMBAET NIETA/IbHOCTb NOYTU B 3 pa3a B
CpaBHEHUM C paHHMM HadanoM (Ao 12 4yacoB) TepamneBTUUECKMX MeponpusaTuii. Takmm obpaszom,
aKTyasibHbIM CTAHOBMUTCS BbISIBIEHWE 3TMONIOrMYeckoro ¢akTopa B KpaTyanwme cpoku. OAHako
«30M10TOM CTaHAapT» - KyJibTypasibHas AMarHoCTMKa He p[aeT TakoW BO3MOXHOCTM, MO3TOMY
NepCNeKTUBHbIM NMpuU3HaHa pa3paboTka MOMEKYNSAPHO-FreHeETUYECKMX METoA0B, B T.4. MeToda lUP,
KOTOpbIA COKpaTUT BpPEMSA UCCneaoBaHus A0 3-4 4yacoB, MNO3BOIMB YBENNUYUTb KOSIMYECTBO
6naronpuaTHbIX UcxoaoB MHMEKUNMOHHOrO npouecca [2; 3; 13; 15; 21; 27; 28; 29; 30; 31].

KoppekTHasi M CBOEBpeMEHHasi BMAOBas WAeHTUDMKAUUS, U KOINUYECTBEHHAs OLEHKa
rpnboB — BaXxHasa 3ajavya A/t NOCTaHOBKW AMarHosa. B 3aBMCMMOCTM OT BMAOBOM NPUHAANEXHOCTU
N KONMWYecTBa BO3OYyAUTENS TaKTMKa JieYeHuss O60NbHbIX C WHBA3WMBHbIMU MWUKO3aMWU MOXET
CYyLLeCTBEHHO oTanyaTtbca. OAaHMM M3 Haubonee nepCcrneKTUBHbLIX MOAXOAOB, KOTOpPbl€ MOXHO
NCNONb30BaTb A/ peLlleHns 3TON 3adaun, SBASKOTCA MOJIEKYNSPHO-reHeTUYeckMe MeToabl C
MCMosib30BaHMEM nonmMmepasHon-uenHon peaxkumm (MUP). B cpaBHeHMM C (peHOTUNMYECKMMMU
MUKpOBMonorMyecknMm MeTogammn Takom noaxosn Hambonee GbICTpbI (Knaccmyeckass AMarHOCTMKa
3aHuMaeT 6onee 48 yacoB), TpebyeT MeHbllero kKonuyectsa 6WoONOrMYeckoro martepuana, 4To
0CO6EHHO BaXKHO MpW AMarHoCcTuke yHremMmm y rnyboKoHeAOoHOLWEHHbIX AeTen. 1o cpaBHEHUIO C
MeTodaMu, CBSI3@aHHbIMW C TapreTHbIM CEKBEHMpOBaHWeEM Buaocneumdpuyecknx reHos, T[LIP-
MeTOAMKMN CYLLEeCTBEHHO AelleBrne, ropa3no 6osee AOCTYMNHbI B KIIMHMYECKOW NpaKTUKE N 3aHUMaloT

MeHblLUE BPEMEHMN.
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HA3HAYEHME

HacToswas WHCTpyKuMs pacnpocTpaHsercd Ha Habop peareHToB AN1S BbISBNEHUS U
TunupoBaHua Bo3byauTenen rpumbkoBbiX WHGekuun poga Candida, Malassezia,
Saccharomyces u Debaryomyces wmetogom T[LP B pexuMme peanbHOro BpeMeHu
(Muko3oCkpuH) no TY 21.20.23-104-46482062-2018, panee no TekCcTy - Habop
peareHToB.

Habop peareHTOB npegHasHayeH Afs BbISIBAEHUS W TUNUpoBaHUA Bo3byauTenen
rpubkoBbix MH@ekunii popa Candida, Malassezia, Saccharomyces u 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 npenapartax, noaydeHHbIX 13 6MonorM4yeckoro mMatepmana
yenoseka (KpoBb, MOKpOTa, Mo4ya, Ma3kmM\COCKOObl M3 AblXaTeNbHbIX NMYyTEN, XXeny[ouyHo-
KULWEYHOro U ypOoreHuTanbHoro TpakTta, gekanuu, 6uonTaTthbl), U3 CMbIBOB C KaTeTEPOB U
SHAOTpaxeanbHbiX TpyboK, a TakXke W3 KynbTyp BO3byauTenein MUKO30B METOAOM
NoNMMEpPasHOM LEMNHOM peakuMm B pexuMme peasibHOro BPEeMEHW C WCMOSb30BaHMEM
OEeTEKTUPYIOLWMX aMnangrKaTopos.

QOyHKUMOHANbHOE Ha3HayeHWe: wusgenne npefHasHayeHo Ans AMarHocTuku in vitro
(BbIIBNEHME N TUNMpOBaHMe BO3b6yauTenen rpubkosBbiX MHMEKUMA B npenapatax AHK,
NOSyYEHHbIX M3 6WONOrM4yecKkoro MaTepuana 4esioBeka, M3 CMbIBOB C KaTeTepoB W
3HAOTpaxeanbHbIX TPYOOK, a TakXe U3 KynbTyp Bo36yauTenen MMKO30B).

Moka3aHus K NpoBeAeHMI0 aHann3a: noAo3peHne Ha KaHANAO03, KAaHANAEMUIO, KaHAMAYPULO
WIN KaHOMAOHOCUTENBbCTBO; MOHUTOPUHI AMHAMUKK KOMOHU3aLUMKU APOXIKEBLIMU rpnbamm
HEeCTePWU/IbHbIX B HOPME JIOKYCOB MauMeEHTOB, PaH, KaTeTepoB; WHMEKLMOHHbIA KOHTPOSb,
B T.4. Y MaUMEHTOB rpynn pucKa; MUCCeAoBaHUEe KyJbTyp APOXIKEBbIX MPUOOB C LENbio
BMAOBOM naeHTudmKaummn.

NccnepoBaHMe MNpMMEHMMO KakK  ANs  aHanaM3a  KJAMHMYEeCKOro  matepuana wm3
npeanosiaraeMoro ovara MHdekunu, Tak 1 ansa npeaBapuTenbHO BblPalleHHbIX Ha XUAKNUX
W NJOTHBIX Cpenax KynbTyp BO36yaMTenen MMKO30B.

MpuMeHeHne MeaNLMHCKOrO U34eNns He 3aBUCUT OT NOMYASUMOHHBIX N AeMorpaduyeckmnx
acnekToB. [MpoTMBOMNOKa3aHMN K MPUMEHEHUIO HET

Habop MoxeT ©ObiTb WCMONb30BaH B  K/AMHUKO-AMArHOCTUYECKMX  nabopaTtopusx
MeAVLMHCKUX YUYPEXAEHMN N HAYUYHO-UCCeA0BaTeIbCKON NpaKTUKe.

MoTeHUManbHble MNONb30BaATENN: KBaAaNMPUUMPOBAHHbLIM MNEpCcOHasn, 0by4YeHHbI MeToaaM
MONIEKYNAPHOM  AMArHOCTUKM U NpaBuiaM paboTbl B KJIMHUKO-ANArHOCTUYECKOM
nabopatopun.

MpuMeHsaTb Habop peareHTOB CTPOro MO Ha3HAYEHMIO COrNacHO AAHHOW MHCTPYKUMM MO

NPUMEHEHWIO.
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CocTtas Habopa

Habop peareHTOB BbiNycKaeTcs B CTaHAApTHOM ¢dacoBke (Mapkupyetcsa — dacoBka S) u

BK/KOYaET cneayrume KOMMNOHEHTDbI:
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R1-P023-S3/5, hacoeka S
HoMWHanbHbIN
HanMeHoBaHue . Konunuectso ..
BHewHW BNA, 06BbEM
KOMIMOHEHTOB npobumpok
KOMIMOHEHTa
Cmecu ans
A Mpo3pauHas 6ecuseTHas nnm 24 cTtpuna
amnandukauumn,
ronybas »xnakoctb noa 6enbim no no 20 MKn
3arne4yaTaHHble
BOCKOO6pa3HbIM cnoem 8 npobupok
napaduHoM
Mpo3pauHas 6ecuseTHas
PactBop Tag-nonumepassbl Posp H 4 npobupkn| no 500 mMkn
XKNAKOCTb
Mpo3pauHas 6ecuBeTHas BA3Kas
MwuHepanbHoe Macno Po3p 4 npobupkm no 1,0 mn
MacnsiHUCTas XXUAKOCTb
MonoXunTenbHbIN Mpo3payHas 6ecuseTHas
N Posp 1 npobupka 320 Mkn
KOHTPOJ/IbHbIM 0b6pa3el KNAKOCTb
KpbIWKW Ang cTtpunos 24 wr.

Bce KOMNOHEHTbI Ha60pa peareHToB rotoebl K NTpuMeEHEHNIO N HE TDE6YPOT OOMONHUTENbHOM

noAroToBkM K paboTe.

2.2 KonnyectBo aHannsnpyembix npob
Habop peareHTOB npegHa3HayeH A8 OAHOPA30BOro MPUMEHEHUS M paccyMTaH Ha
npoeeaeHne 24 onpeaeneHwuii, 4YTo COOTBETCTBYET uccnenoBaHUto He 6onee 20 HeM3BECTHbIX

06pa3uoB, oTpMUaTENLHONO KOHTPO/IbHOIO 0b6pa3ua 1 NoSIOXUTENbHOIrO KOHTPOSIbHOro obpasua.

2.3 MpuHUMN MeToAA

MeTtopa: lMonumepasHas uenHas peakuums (MUP) ¢ getekumen pesynbTaTOB B peXuMe

peanbHOro BpeMeHMU; MONYKOANYECTBEHHbIA MYNbTUMNIEKCHbIN aHanu3. Pe3ynbTaT McCnefoBaHUS

BblpaXkeH AeCcATUYHbIM norapudmMom konunyectsa konun JHK-muweHn B 1 mn npenapata AHK.
MpuHUMN MeToAa OCHOBAH Ha MCNOb30BaHUM Npouecca amnandmkauumn JHK ¢ noMoLwbio

noavMepasHoOM LenHon peakumu. MNMpouecc amnandukKaumm 3aknoyaeTcs B CEpUM NOBTOPSAHOLLNXCS

AHK,

nocnegoBaTeNbHOCTAMM U MOCAeAYoLWen 4OCTPOMKON NOANHYKAEOTUAHBIX LENen ¢ 3TMX npanMepos

LUMKNOB TeMnepaTypHOM AeHaTypauuu OoTXXWUra nparMepoB C KOMMJIEeMEHTapPHbIMU

Tag-nonnmepason.

ans

MPMMEHEHNE «rops4yero» crapTa, KoTopbin obecneumBaeTcs Ans craHgapTHoM dacoBkm Habopa

MOBLILEHNUS YYBCTBUTESIBHOCTU U CMEUUBUYHOCTU peakumnm npeaycMOTPEHO

peareHToB MeTOAMKOW MPUroTOB/EHUS PpeakUMOHHOM CMeCKu, COCTosWen w3 ABYX CJO0EB,
pa3aenéHHbIX Npocionkon mn3 napadpuHa. CMeleHue CNOoEB M NpeBpalLleHNE UX B PEaKLMOHHYIO
CMeCb NPOMCXOAMT TOJIbKO MOC/E niaBaeHns napaduHa, YTo UCKIoYaeT Hecrneundnyecknini oTxur
npariMeposB Ha AHK-MuLWeHM Npu HavyanbHOM Nporpese Npobupku.

B peakumoHHyl cMmecb ans amnandukauum eeegeHbl AHK-30HAbI, Kaxabii M3 KOTOPbIX
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HeCcéT dnyopecueHTHY0 MeTKy W racutenb dnyopecueHumn. MNpun obpasoBaHun crneumnduyHoro
npoaykta AHK-30HA pa3spyllaeTcs, AeNCTBMe racuTtens Ha dnyopecueHTHY0 METKY npekpallaeTcs,
YTO BeAET K BO3pacTaHMIO YPOBHSA driyopecueHUMN, KOTOPbIn (UKCUPYETCAa AETEKTUPYIOLWNUM
amnnudoukaTopoM. KonmyecTtBo paspylleHHbIX 30HAOB (@, cfnefoBaTenbHO, UM YPOBEHb
dnyopecueHLnmn) yBennumBaeTcs NponopLmMoHasnbHO KonmyecTBy o6pa3oBaBLUMXCS Cneunduyeckmx
aMMJ/INKOHOB N U3MEPSIETCS Ha KaXAOM LMKe aMnandukaumn.

B cocras [AHK-30H4OB, ucCnonb3ylowuxca A0S AeTeKunMrm NpoayKToB aMnnmdukaumm
(dparmMeHTOB reHOMOB ornpeaensemMbiXx Bo3byanTenen MMKO30B, BKOUEHbI (PrlyopecueHTHbIe METKHN
Fam un Cy5. B coctas [HK-30HA0B, MCNOMb3YHOLWMXCS AN OETEKUMW NPOAYKTOB aMnandukaumm
BHYTPEHHEro KOHTponbHOro obpasua (BK) wn koHTponsa B3aTus MaTepumana (KBM), Bxoaut
dnyopecueHTHbIN KpacuTenb Hex.

Ncnonb3oBaHWe HEeCKONbKUX  (rIyOpecLeHTHbIX KpacuTenen Mo3BOMSIET COKpaTuUTb
KONM4YecTBO NpPOOBUPOK, MOCKONbKY MOSBASETCS BO3MOXHOCTb OAHOBPEMEHHO perncTpmpoBaTb
pe3ynbTaTbl pa3HbiX peakuun amnandukaymmn, Npoxoasiwmx B ogHOM npobupke.

B Habope peareHTOB B CcOCTaB cMecel ansa amnandukaumm N° 1-7 nobaBneH BHYTPEHHWUN
KOHTponb (BK), npepHasHayeHHbI Ans oueHkn 3D@PEeKTUBHOCTM MNPOTEKaHUS MOSMMepasHoM
LenHoW peakuuu.

B cocTtas cMecu gns amnandgukaumm B npobupke N2 8 Bxoant cmech ansa onpepenenmsa KBM,
KOTOpbIl HeobxoaAuMM ans aHanusa kadectBa BblaenenHns AHK mn3 obpa3uoB 6uonornyeckoro
MaTepuana, coaepxallero KfeTKu 4enoBeka, W NO3BOMASET oOnpefenvTb, AOCTaTO4HO U
rnony4yeHHoro konunyecrtea AHK ana nposeaeHus aHanusa.

Ons KOHTpONs pacnonoXeHus cTpuna B TepMobnoke AeTekTupylowero amnamdukaTopa, B
cMecb ansa amnnudukaumm npobmpku ctpyuna N2 3 nobaBneH ONMroHyKneoTua C hayopecUeHTHOMN
MeTKon Rox — «Mapkep>». OH ncnonb3yetcs NpMbopoM Kak MapKep onpeaeneHns nonoXxeHns ctpmna
B TepMobsioke geTekTupytowero aMmnamdukartopa. Nocne npoxoxaeHns aMmnamdukaumm nporpamMmma
CpaBHMBaeT 3a4aHHOe ornepaTopoM pacnosioxXeHune Npobupok C peasibHbIM MOMOXEHMEM MapKepa,
W, ecin HaxoauT HecoBnageHue, To NpeaynpexaaeT onepartopa 06 3TOM HECOOTBETCTBUM.

MepeyeHb NokasaTenemn, onpeaenseMbiXx HA6OPOM peareHToB, KaHasbl AeTeKUNM NPOAYKTOB
amnandukaunm n LBeToBas MapkMpoBKa cMecu npuseaeHbl B Tabnuue 1.

OnpegeneHne pecsatudHoro norapudma (lIg) koHueHTpauunm (kKonmdectso konun [OHK-
MuweHn B 1 mn npenapata AHK) npoBoanTCcs C UCNO/b30OBaAaHNMEM METOAA CPaBHEHWUS MOPOroBbIX
LMKNOB, TakXe Ha3biBaeMbiM MeTogoM AACL. NMpenmywectsom Metoga AACt asnsetcs 6onee TouHoe
onpegeneHne cooTHoweHUs konuvectea [HK-muweHen paxe B YCNoBMAX CcybonTuMasbHON
adpdekTnBHoctn TMUP 6e3 HeobxoanMMocTu nocTpoeHus kanubposouyHon kpusoh (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]).

B pacuyéte yuuTbiBaeTcs 3HayeHuss noporosoro umkna (Ct) wn sdpdekTMBHOCTH
amnandukaumm. NMoporosblii LMKA — 3TO TOUKA Ha ocn abcumncc rpadmuka HakonaeHms NpoayKTOB B

3aBNUCMMOCTN OT HOMEpa UnKnia aMI'IJ'IVICbVIKaU,VIVI. Ona HaxoXaeHUs NoporoBoro uMKia MCnosb3yoT
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metog Crossing point - onpeaeneHne MakcuMyMma BTOpow npowussoaHon (Cp) (Pebpukos v ap.,
2014). 2ddektnsHoctb MUP - 3TO umcno, nokasbiBalowee, BO CKOAbKO pa3 3a OAWH UMK
amnnaudounkaumm naMeHnTcsa konmvecteso dparmMeHtos AHK.

PacueT npoBoanTcs cornacHo dopmyne:

Log(NO,) = Log(E) x (Cp — Cp,), ¥

roe  NO; - ucxogHoe konudectso konuh  OHK-muwenn B 1 mn  npenapata [OHK
nccneayemoro obpasua;

E - adpdpekTneHocTb MLP;

Cp - noporosbiii Unkn ansa obpasua, coaepkallero eauHCTBeHHY Monekyny AHK;

Cpa - NOpPOroBbIM UMKN ANa aHanusanpyemoro obpasua.

3HauyeHuns E n Cp aBNS0TCA KOHCTaHTaMn, NPpUMMEpPHO paBHbIMKU 2 U 45 cOOTBETCTBEHHO. MNpu
MaKCUManbHOM 3HauyeHun addekTuBHocTU MLP, paBHOM 2, U npu Hanuuuu Bbissnsemon AHK B
nccnegyemom obpasue Konm4yecTBO LeNeBoro aMnjuvkoHa ysenuumsaeTtcs B 10 pa3 (Ha 1llg) 3a
3,4 umkna amnandukaumm. ToOYHOE 3HaAYEeHMe 3TUX NapaMeTpPoB ANa KaXaoro Habopa npanmMepos m

30HA0B XpaHUTCA B dhaiifie HaCTPOEK NPOrpaMMHOro obecrneyeHus.

KoHTponb 3ddektnBHocTn [UP ocywectBnsetca € MNOMOWbI  NOSIOXUTENBHOMO

KOHTPOJZIbHOIro o6pa3ua, BXOoAALWEro B COCtaB Ha6opa.

MonHoOe  wuccnegoBaHuWe  COCTOMT U3 cneaywowux  3tanos:  BblgeneHne  OHK
(npobonoarotoBka) KOMMJIEKTOM/Habopom peareHToB Ans BblaeneHns HK (cm. n. 7.1) wn MUP-

amnandukaumm ¢ ncnonb3oBaHmeMm Habopa peareHToB MMKo30CKpUH.
2.4 BpemMs npoBeaeHus aHanusa (6e3 yuyeta npobonoarotoBku): ot 1,5 yacos.

Tabnuua 1 - lNepeyeHb MokasaTenen, onpepensieMbix HabopoM peareHToB, KaHasbl

AeTeKUNN NpoAyKTOB aMnandukaumm n UBeToBasi MapKMpoBKa cMecu

Ne Kanan getekunm LiBeToBas
npobumpku MapKMpoBKa
B CTpUne Fam Hex Rox Cy 5 Cy 5.5 cMecu

Meyerozyma
1 guilliermondii BK - - - Fony6as
(C.guilliermondi)
. . Pichia kudriavzevii
2 Candida albicans BK - (C.krusei) -
Saccharomyces . . _
3 cerevisiae BK Mapkep Candida auris
Clavispora
4 Candida tropicalis BK - lusitaniae (Candida -
lusitaniae)
Debaryomy_ces ) Candida ] BecuBeTHas
5 hansenii BK dubliniensis
(C.famata)
. Candida
6 Candida glabrata BK - parapsilosis -
7 Malassezia spp. BK - Malassezia furfur -
Kluyveromyces
8 marxianus KBM - - -
(C.kefyr)
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3 AHAJTUTNYHECKUE XAPAKTEPUCTUKN HABOPA
3.1 CneuundunyHoCcTb aHanun3a

B obpa3uax uccnegyemoro maTtepwuana, cogepxawero OHK BbisiBnsieMbix Bo3byautenei
MWKO30B, BO BpeMs MnpoBeAeHus amnandukauum nporpaMMHoe obecnedyeHne [EeTEKTUPYHOLWEro
amnnndukatopa @UKCUPYET MNOJMOXUTENbHbIE pe3ynbTaThl amMnandukaumm cneundunyveckux

NMPpoOAYKTOB MO 3aABJIEHHbIM KaHa/llaM AETEKLUUNN.

B obpasuax nccneayemoro matepmana, He cogepxauwero HK BbisiBnsieMbix Bo36yauTenen
MWKO30B, MpW MpoBeaeHnn amandukauum nporpammHoe obecrnevyeHne [eTeKTUPYHOLWEro
amnnndukatopa GUKCMpyYeT oTpuuaTtefbHble pes3ynbTaTbl amnaudukaumm  cneunduyeckmnx

NpoOAYKTOB MO 3aABJIEHHbIM KaHa/llaM AETEKLUUNN.

B obpasuax nccnegyemoro matepuvana, rae npucyTtcreyeT reHomHas OHK uyenoseka, npu
nposeaeHMn amnandukaumMm nporpaMmMHoe obecneyeHue JeTekTupylwero amnandukaTopa

AO/MHKHO (DUKCUPOBATb MOSIOXKUTENbHbIN pe3ynbTaT aMmnandukaummn KBM.

B obpasuax mccneayemoro maTtepwana, roe oTcyTcTByeT reHomHasa AOHK uyenoseka, npwu
nposeaeHnn amnaudukaumMm nporpaMMHoe obecneyeHue JeTekTUMpylowero aMmnandukaTopa

AO/HKHO (DMKCUPOBaTb OTpULATENbHbIN pe3ynbTaT amnandukaummn KBM.

lMokaszaHO OTCYTCTBME MEpPEeKpPeCcTHbIX Hecneundpuyecknx peakumm Anas  Kaxaomn
cneumdmyeckon cuUcTeMbl, BXoaswen B cocTaB Habopa, K aHanuTaMm, BbIIBASIEMbIM ApPYrMMuK
cneundunyeckuMm cmcteMamum Habopa, a Takxe Hecneumduuecknx MOoMOXUTENbHbIX pe3y/bTaToB
amnandukaumm npn Hanuumm B obpasuax AHK apyrux mukpoopranmsmos n\unmn IHK yenoseka B

KOHLeHTpauumn ao 1,0x108 konuii/mn obpasua.
3.2 Mpenen obHapyxeHus

Mpenen obHapyXXeHMs yCTAHOBJIEH MYTEM aHanu3a CEPUMHLIX pa3BeaeHMn nabopaTopHbIX
KOHTposibHbIX obpasuos (JIKO) u coctaenser 5 konun OHK Ha amMnnmdukaumoHHyro npobupky

(1x103 konuiti/mMn npenapata AHK).

Mpenen obHapyxeHus 3aBucuUT OT Buaa 6Guomatepwana, wucnosblyemoro Habopa
(komnnekTa) peareHToB Aans BblgeneHna OHK mn koHeyHoro ob6bvéma snwoumn (passeneHust)
BblaeneHHon JHK. Hanpumep, 4yBCTBUTENLHOCTb Habopa Mnko3oCKpuH ANna KynbTypbl APOXKEBbIX
rpnbos coctasnsieT 50 konuii/obpa3zey npu BblaeneHmn OHK Habopom MPOBA-HK (o6beM antoumun
50 Mkn).
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3.3 NHTepdepupytowme BellecTsa

Hanunuune nHtepdepupyrowmx sewects (MB) B obpa3ue 6Monornmyeckoro Mmatepmana Moxer
6bITb MPUYMHON UHIMBUpoBaHMA TILP u nonyvyeHuUs HeAOCTOBEPHbLIX pe3ynbTaTtoB. [1puU3HaKom
nHrnéuposaHus MLP anaeTca ogHOBpeEMEHHOEe OTCYTCTBME aMNIngUKaumMm BHYTPEHHENO KOHTPONS

n cneundunyeckoro npoaykrta (cMm. pasgen 2.3, pa3gen 9.4).

K nHrubutopam MNLUP no pesynbTaTaM aHanvM3a pUCKOB OTHECEHbI Creaylolne BellecTsa:
remMornobuH, npucyTcTBylownii B obpasue AHK B pe3ynbTaTe HENONMHOro yaaneHus B Xoje
Bblaenenms [OHK w3 ob6pasua 6uomatepmana coaepxawero npuMMecb KpOBWM, a TaKxe
M30MpOnNUOBLIA CAUPT U MeTUIaueTaT, NpucyTcTeytowme B obpasue AHK B pesynbTaTe HENOSHOMO

yAaneHna nNpoMbiBOYHbIX paCTBOpPOB B Xo4e I'IpO60I'IO£I,FOTOBKM.

MaKkcuManbHble KOHUEeHTpauuu UHTEpdEpUPYOWNX BeELWeCcTB, Mpu  KOTOPbIX He
Habnoganock BAMSHME Ha aMnnnduKauuo N1abopaTopHOro KOHTPOSILHOro obpasua U BHyTpEeHHEero
KOHTPOJSIbHOro obpasua cocTtaBnsatT: remornobumH - 0,35 mr/mn obpasua AHK, nsonponunnosbin
cnmpT - 100 mkn/mn obpasua AHK, metunauerat - 100 mkn/mMn obpasua AHK; koHueHTpauun VB B
obpasuax KpoBu, Npu KOTOpPbIX He Habnwaaetcs nHrnbuposanume MLUP: 6unnpybuH — 684 mkmonb/n,

XofiectepuH — 13 MMonb/n, Tpurnvuepuabl — 37 MMosib/A.

Mpumecn, cogepxalwmnecs B obpasue 6MomMaTepmana, Takme KakK C/ln3b, KPOBb, 3/IEMEHTbI
TKAHeBOro pacnaga W BOCNANeHUSA, MeCTHble JieKapCTBEHHble npenapatbl, B TOM 4ucne
coaepxalwmecs B BarnMHasdbHbIX CBe4vax, TasbK, cnepMmuma U Ap. YAANaKTcsa B XoAe BblaeneHus
OHK ¢ ncnonb3oBaHneM koMnnekToB/HabopoB ans npobornoaroToBKWU. [ns CHUXEHUS KOMMYECTBa
nHrubutopos lMLUP HeobxoanmMo cobnioaatb npaBuna B3ATUS Ouonornyeckoro matepuana. [pu
noao3peHnn Ha Hanuume B obpasue 6onbworo konmyectsa uHrnbutopos [LP pekomeHayeTcs
BblbMpaTb MeToabl Bblaenenmsa OHK, no3sonstowme MakcuMManbHO yaanuTb MHrubutopbl MLUP u3

obpasua, He peKOMeHAYEeTCS UCMOJIb30BaTb 3KCrpecc-mMeToabl BbiaeneHns AHK.
3.4 [unarHoctnyeckne xapakTepucTuku

KonnuectBo obpasuos (n) — 429.

OnarHoctmnueckasa 4yyBcTBuUTENbHOCTL (95% AWN) — 100% (98,6 — 100%);

Onarnoctmnueckas cneundunyHoctb (95% AN) - 100% (97,9 - 100%).
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3.5 Bocnpon3BoamMMOCTb U MOBTOPSIEMOCTb
CoBnaaeHune pe3ynbTaToB UCCNeA0BaHMS KITMHUYECKNX 06pa3LoB
BHYTpUNaB6opaTopHas CraHpapTHoOe MoBTOPSAEMOCTb CraHpapTHOe
OTK/IOHeHMe Ig pe3ynbTaToB OTKJ/IOHeHMe Ig
BOCMPON3BOANMOCTb
MokasaTenb (2 nosTopa KOHLIeHTpauum (3 noBTOpa KOHLIEHTpauUnm
KaXIOr0 06 23 a) (konuwn/mn), Kaxzaoro (konun/mn),
A pasil He 6onee obpasua) He 6osee
Meyerozyma
guilliermondii 10 us 10 0,28 5uss 0,26
(C.guilliermondi)
Candida albicans 10 n3 10 0,21 5u35 0,26
Pichia
kudriavzevii 10wu3 10 0,21 5u35 0,15
(C.krusei)
Saccharomyces 10 u3 10 0,21 5u35 0,15
cerevisiae
Candida 10 u3 10 0,21 5135 0,25
tropicalis
Debaryomyces
hansenii 10 u3 10 0,14 5us5s 0,15
(C.famata)
Candida 10 u3 10 0,21 5135 0,15
dubliniensis
Candida glabrata 10 n3 10 0,14 5u35 0,15
Candida 10 w3 10 0,21 5us 5 0,15
parapsilosis
Malassezia spp. 10 n3 10 0,14 5un35 0,15
Malassezia furfur 103 10 0,21 5un35 0,15
Clavispora
lusitaniae
(Candida 10 n3 10 0,14 5u35 0,15
lusitaniae)
Candida auris 10 u3 10 0,14 5u3s 0,12
Kluyveromyces
marxianus 10 n3 10 0,14 5u35 0,15
(C.kefyr)
KBM 10 n3 10 0,21 5u35 0,21
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4 MEPbI NMPEAOCTOPOXXHOCTHA

OpraHusaumsa pabotel [UP-nabopatopun, ob6opyaoBaHue w  Matepuanbl  LOSXKHbI
cooTBeTcTBOBaTb TpebosaHmaM FOCT P 52905-2007, MeToaAMYeckuMX ykasaHun MY 1.3.2569-09
«OpraHuszauusa pabotel nabopatopuii, UCNOMB3YOWNX MeToAbl aMnanduKaumm HyYKIENHOBbIX
Knucnot, npu pabote ¢ MatepuanoMm, cogepxalimM MUKpoopraHuamel I-IV rpynn naToreHHoCTn», C
cobniofeHneM caHuMTapHo-anuaemmonornyeckmx npasmn CIM 1.3.2322-08 «be3sonacHocTb paboThl

C MMKpoopraHmamamu III-IV rpynn naToreHHoCcT! (0onacHOCTU) 1 BO36yAMTENSIMU NapasnTapHbIX.

Nccnenyemble obpasubl paccMaTpMBalOTCA KakK MNOTeHUuanbHO-onacHble. Mpu pabote ¢
MUKpoopraHuamMamm I-IV rpynn natoreHHoCTn Bbi6Op TMNa 3alWUTHOrO KocTioMa (pabouel oaexabl
N CpeacTts MHAMBUAYANbHON 3allMTbl) NMPOBOAMTCS B CTpOroMm cootBeTcTBum ¢ CIM 1.3.2322-08 un
onpenenseTca BMAOM BO3byanTens, AMarHOCTUYECKUM MeTOAOM, paboueli 30HOM, OCHalleHMeM ee

6okcaMun buonornyeckom 6e3onacHoOCTu.

K paboTte c HabopoM peareHTOB [OMYCKAETCA TO/bKO MEepCoHas, O6yyeHHbI MeToaaM

MOﬂeKYHﬂpHOVI ANarHoCTukKn m npaswmiam pa60TbI B KJIMHMKO-AMArHOCTUYECKOM na6opaTopMM.

Mpwn paboTe c HabopoM peareHTOB CleayeT HageBaTb OAHOPA30Bble NepyaTkm 6e3 Tanbka.

Mcnonb3oBaTb TOIbKO HOBbIE HAKOHEYHUKN N MPOBUPKMU.

He ponyckaeTcs MCrosib30BaHME OAHMX U TEX XXE HAaKOHEYHUKOB Npu 06paboTke pasnmuHbIX
obpa3uoB buonornyeckoro Matepmana.

Boigenenne OHK cnepgyeTt npoBoauTb B 60kcax 6uonormyeckonm 6esonacHoctn II knacca.
MoaroTtoBky k MNLP c ncnonb3oBaHneM Habopa peareHTOB BO3MOXHO npoBoauTb B MNLP-60kcax.

oT1an MUP cnegyetr npoBOoAWTbL B MOMELWEHWUMU, CHABGXEHHOM  KOMMJIEKTaMMU
NosyaBTOMaTUUYECKUX UM aBTOMAaTUYECKMX A03aTOPOB, XanaTaMm 1 NpovYNMM NPUHaAANEXHOCTSAMN.

Bce nabopaTopHoe obopyaoBaHue, B TOM YMcC/e A03aTOpbl, WTaTUBLI, 1abopaTopHas nocyaa,
XanaTtbl, ronoBHble y6opbl W MNp., @ TaKXe pacTBOpPbl peareHToB AO/MKHbI OblTb CTPOro
CTauMoHapHbIMUK. 3anpeLaeTcsa nx nepemMeLlleHne U3 ogHOro noMeLweHns B apyroe.

Jo3aTopbl A0/MKHbI ObiITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeAMTOBAHHbIX
nabopaTtopusix) U NpOMapKMpPOBaHbI.

Mcnonb3oBaHHble OAHOPa30Bble MNpUHaANEXHOCTU (NpobupKU, HAKOHEYHWKW) AOSIKHbI
cbpacbiBaTbCsa B cneuunanbHbl KOHTENHEP.

MoBepxHOCTK paboumx CTOMOB, @ TakKXe NOMeLWEHWN, B KOTOpbIX nposoautcsa MNLUP, cneayet
obazaTenbHO, 40 M nocne nposeaeHns paboTt, obnyyatb 6akTepmungHbiMu 0baydaTensamMmm B TEHEHME
30 MUHYT.

Bce nosepxHocTu B nabopatopum (paboume cronbl, wTatMebl, obopyaoBaHme wn Aap.)
eXeHEeBHO NoABepralT BAAXHON ybopke C NpUMEHEHMEM Ae3MHAUUNPYIOLWUX/MOKOLWNX CPeacTs,

pernaMeHTUPOBaHHbIX CaHUTapHbiMU nNpasunamm CI1 1.3.2322-08.

BHUMAHME! Ypanate otxoabl € npoayktamm T[LUP HeobxoanMMo TONMbKO B 3aKpbITOM Buae.

He ponyckaeTcsa oTKpbiBaTb Npobupkun nocne amnamdpukaunm (MY 1.3.2569-09).
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Mpn  BO3HMKHOBEHUMW KOHTaMMHaUMM B  MOMelleHuax nabopaTtopum  HeMeaseHHO
OCTaHaBNMBAKT paboTbl U NPOBOAAT MEpOnpuATUS MO JMKBUMAALUMW KOHTAMUHAUMW, MNOCNe 4ero
NpoBOAAT  BHYTpuiabopaTopHbIi  KOHTPOSb  KadectBa  Ae3nHdekuMn U NpOBEeAEeHHOM
AEeKOHTaMMHaUMW  aMMAIMKOHOB MNYTEM UCCNefoBaHUA CMbIBOB C  paboumMx noBepXHOCTEMN
obopynoBaHus 1 MOBEpPXHOCTEN MOMELLEHUN.

Mpun ncnonb3oBaHnn Habopa B KNMHUKO-AMArHoCcTM4eckon nabopatopum 06pasyroTcsa 0TX0Abl
knaccos A n b, kKoTopble KnaccmduumpyoTcsa U YTUAN3UPYIOTCS B COOTBETCTBMWU C TpeboBaHMAMMU
CaHluH 2.1.7.2790-10.

OnacHble KOMMNOHEHTLI B Ha6ope peareHToB

KomnoHeHT Habopa Munko30CKpUH

Cmecu ans aMI'IJ'Il/ICbVIKaLI,VIVI, 3ane4dyaTtaHHble
HeT onacHbIX BeLlecTB

napaguHom

PactBop Tag-nonmmepasbl HeT onacHbIX BeLlecTB
MunHepanbHoe Macno HeT onacHbIX BeLlecTB
MonoXunTenbHbI KOHTPONbHbLIA 0bpa3ey, A3npa HaTtpusa MeHee 0,1%

B coctaB Habopa BXOAAT peareHTbl, KOTOPblE COAEPXAT a3ua HAaTpus — KOHCEPBAHT, B
KOHUeHTpaunun meHee 0,1 %, 4To aBnseTcs 6e30nacHbIM AJ151 KOHEYHOro Nosib30BaTens.

Mpn ncnonb3oBaHMK MO Ha3HAYEHUO U cobnoaeHMN Mep NpPenoCTOPOXHOCTU, KOHTAKT C
OpraHu3MOM 4YenoBeKa WCK/oYeH. [IpyM  aBapuMHbIX CUTyauuax BO3MOXHO cCreaytollee:
pa3sfpaxeHue KOXWU U CIM3UCTON 060104UKKN a3 y YyBCTBUTENbHBLIX UL, pyn KOHTaKTe NpOMbITb
nopa>xeHHoe MecTo BoAOM 1 06paTUTbCA 3a MEAULIMHCKON MOMOLLbHO.

He ncnonb3oBaTb Habop peareHToB:

— NPV HapyLIEHWM YCTOBUIA TPAHCMOPTUPOBAHUS N XPaHEHUS;

— NPV HECOOTBETCTBUM BHELLHEro BMAa KOMMOHEHTOB, YKa3aHHOro B nacrnopre K Habopy;

—  NpW HapyLeHUM BHYTPEHHEN YMaKOBKM KOMIMOHEHTOB Habopa;

— MO0 WCTEYEHUIO CpOoKa roAHOCTM Habopa.

MpumeyaHune - Habop peareHTOB HE COAEPXUT MaTepPMANOB BUONOrMUYECKOr0 MPOUCXOXAEHMUS, BELLECTB
B KOHLEHTpauusix, o6nafalolimMx KaHUEPOreHHbIM, MyTareHHbIM [OEWCTBMEM, a TaKXe BAUAIOWMUX Ha
penpoayKTUBHY0 (QyHKUUIO Yenoseka. [puM WUCMONb30BAHWMM MO Ha3HA4YeHWO U CobnoAeHUU Mep
NpefoCTOPOXHOCTU ABNSETCA 6€30MacHbIM.
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5 OBOPYAQOBAHUE U MATEPUAJDbI

Mpu pabore ¢ HabopoM peareHTOB TpebyloTca cnegytowme obopyaoBaHue, peareHTbl U
pacxoAHble:

o MuP-6o0kc;

. amnnudukaTop aetektupyownii (ATnpanml, ATnant2 nnm AT-96 (000 «HMNO AHK-

TexHonorusa»); Bepcus NporpaMMHoro obecneyeHmns He Huxe 7.9.5.25);

. MUKPOLIEHTPUdYra-BoOpTEKC;

. XONOANNBbHUK;

. WTaTUB «paboyee MecTo» Af1s CTPUNOBAHHbLIX Npobupok o6véMom 0,2 Mn;

. [03aTopbl MexaHM4yeckme WM  3EKTPOHHble OAHOKaHaslbHble C MNepeMEeHHbIM

06bémMoMm, nossonsatowme otbupatb 06bvEM xnakoctn 2,0-20 mkn, 20-200 mkn, 200-
1000 mkn;

o OAHOpa30Bble HAKOHEYHWKM C GUAbTPOM A9 MoJSlyaBTOMaTUYECKMX [A03aTOpoB,
cBoboaHble oT PHKa3 n AHKa3, o6bémom 20 Mk, 200 mkn, 1000 mkn;

o OAHOpa30Bble nepyaTku MeaULUMHCKNE, 6e3  Tanbka (HeonyapeHHbIe),
TEKCTYPUPOBAHHbIE;

o éMKoCTb ana cbpoca MWCNonb3oBaHHbIX HAKOHEYHMKOB, MNpPobUPOK W  ApYyrux
pacxogHbIX MaTepuanos;

o Ae3nHpuunpytowee cpeacTso.

Ons B3aTMA 1 NnpenobpaboTkm Matepuana ans mccienoBaHms n Bbliaenenmsa HK:

D bokc buonornyeckon besonacHoctn II knacca;

o TEpPMOCTaT TBEPAOTE/bHbIA NMporpaMMnpyemblii MmanorabaputHbin TT-1-«QHK-TexH.»
(OO0 «HMO OHK-TexHonormns», Poccusa MAmM aHanoruyHblii C NPUXMUMHOM KPbIWKON,
M Npobupkn MUKpoueHTpudyxXHble 06béMOM 1,5 MN C KpblwWKaMn, cBobogHble OT
PHKa3 n JHKa3
Wnn TepMocTaT TBEPAOTENbHbLIN, NoaaepXxuneamowmin temnepatypy ot 40 °C go 95 °C,
M Npobupkn o6vLEMOM 1,5 MNn € 3aWENKNBAOWNMUCS KpbllkaMu, cBoboaHble oT PHKa3
n AHKa3, Hanpumep, Eppendorf Safe-Lock Tubes;

o 3MIeKTpUYECKnin nabopaTopHbIn acnupaTop C KoNb6oM-noBywKOW AN yAaneHus
HaAoCaAouHbIX XWUAKOCTEN;

o oAHOpa30Bble HaKoOHeyHukn 6e3 dunbTpa, ceBobogHble oT PHKasz u [OHKas, ansa

3N1eKTpUYEeCcKoro 1abopaTopHOro acnuparopa;

o ueHTpudyra ansa npobmpok o6vémom 1,5 mn, ¢ RCF He Hmxe 16 000 x g;
o wTaTtue «pabouyee mecto» ansg npobmpok o6bEMOM 1,5 mn;
o Habop/koMnnekT ans Bbiaenenms AHK 13 6buonormyeckoro matepmana.

BHUMAHME! Buigenenne OHK 13 cMbiBOB C ddparMeHTOB BEHO3HbLIX KaTeTepoB peKoOMeHAyeTcs

MpoBOAUTbL C MOMOLWbIO KoMnaekTa peareHToB NMPOBA-HK (OO0 «AHK-TexHonorus TC», Poccusa).

1 - Tonbko Mogenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6
2 - ToNbkKO Mogenun 4S1; 4S2; 551; 5S2; 6S1; 6S2
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6 AHAJTUBUPYEMbDIE OBPA3LibI
6.1 MaTepuan ansa uccnenoBaHus

Onga nccnepgoBaHMs UCNONb3YOT 6BuonorMvyecknini Matepman yenoBeka (KpPoOBb, MOKpPOTQ,
Mo4a, Ma3kun/coCckobbl U3 AbIXaTeNbHbIX MYTEN, XKeNYyA0YHO-KULLEYHOIO N YPOreHUTaNbHOro TpakTa,
dekanum, buonTaTbl), CMbIBbl C KaTETEPOB M 3HAOTPaxeasnbHbIX TPYOOK N KynbTypbl BO36yanTenein
MWKO30B.

PeweHne o He06X0AMMOCTU NCCNenoBaTb TY UM UHYIO JlIOKanM3aumio NpMHUMaET fevallni
Bpay Ha OCHOBaHWK COBOKYMHOCTM Xanob nauneHTa n KNMHUYECKON KapTUHbI.

6.2 Obwume TpeboBaHusA

NccneposaHue Metoaom MUP oTHOCKMTCS K NpsiIMbIM MeToAaM 1abopaTopHOro nccnenoBaHus,
NnosTOMy B3siTME 6MONOrMYeckoro Martepuana HeobxoAMMO MPOBOAWUTL M3 MecTa Jlokaausauuu
MHMbEKLMOHHOro npouecca. s nosyyeHUst KOPPEeKTHbIX pe3ynbTaToB Ho/bllioe 3HayeHue umeet
KayecTBo B3sTMS obpasua 6uomaTepmana ans MccnenoBaHUs, ero XxpaHeHue, TpaHCnopTMpoBaHue
N npeaBaputenbHas obpaboTka.

HenpaBunbHoe B3sATME 6GuomaTepuana MOXeT MPUBECTU K MOJYYEHUIO HEeAOCTOBEPHbIX
pe3ynbTaToB M, BCNEACTBME 3TOro, HEO6XOANMOCTU €ro NMOBTOPHOMO B3STUS.

MpnuMeuyaHue - B3aTne, npeaBapuTenbHyto 06paboTky, XpaHeEHWE 1M NepeBO3Ky, rnepeaady nUccneayemoro
Matepuana B Apyruve opraHusauMm OCYLLEeCTBAAKT COMMacHO WHCTPYKTUBHO-METOAMYECKUM [LOKYMEHTaM,
pernaMeHTUpYyLWMM BbINOMHEHWE WCCeAOBaHMMN B COOTBETCTBUM C TpeboBaHusMm MY 1.3.2569-09 wu
CIn 1.3.2322-08.

6.3 B3aTue maTepuana Ha ucciegosaHue

BHUMAHME! Tepen sbioeneHnem [AOHK Tpebyetcs npeaBaputenbHas ob6paboTka ob6pasuos

6uonornyeckoro matepuana (6.5).

6.3.1 Tlepudepunyeckas KpoBb

B3aTMe uenbHoOM nepudepuyeckorn KpoBM TMPOBOAUTCSA B BaKyyMHble MJACTMKOBbIE
npobupkn tTMna Vacuette o6vbé€mom 2,0 unu 4,0 Mn c gobaBneHHON B KayecTBe aHTMKoarynsHra
COMblo  3TUNeHamammuHTeTpaauetata (S40TA) B  KOHEYHOW KOHuUeHTpauuwn 2,0 mr/mn. Ons
nepeMeLlBaHns KpoOBM C aHTUKOAryassHTOM, Nocne B3ATUS MaTepuana, HeobxoamMo rnepeBepHyTb

npobupky 2-3 pasa.

BHMUMAHME! He gonyckaeTcsi nCnosb3oBaHME renapmHa B KayeCTBe aHTUKOAryngaHTa.
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6.3.2 MokpoTa

B3aTMe ™MaTepuana ocCywecTBAAT B KonuyectBe He MeHee 1,0 Mn B oAHOpasoBble
rpaaynpoBaHHble CTepuiibHble (JIaKOHbI C LUMPOKMM FOpPJSIOM W 3aBMHYMBAIOLWMMUCS KPbiLKaMun
06béMOM He MeHee 50 M.

Mocne cbopa maTtepuana pakoH MJAOTHO 3aKPbIBAOT U MAPKUPYIOT.

6.3.3 Moua

Onsa aHanusa oTbupaloT NepByl MNOPUMIO YTPEHHEN MO4YM B KOMMYECTBE HE MeHblue
20 - 30 mn. OTH60p MOUM NPOBOASAT B CrieunasnbHYy CyXYyto CTEPUIbHbINM éMKOCTb 06béMOM A0 60 Mn,
CHabXXEHHYI0 repMeTUYHO 3aBMHUMBAIOLLENCSA KPbILLIKOW.

Mocne c6bopa MOUN KOHTEMHEP NNOTHO 3aKpbIBAT U MAapKUPYIOT.

6.3.4 Ma3kn\cockobbl M3 AbIXaTeNbHbIX MNyTEN, XENYyAOYHO-KULWEYHOr0 W YPOreHUTasbHOro

TpakTa

3abop mMaTepuana OCyLLeCTBASETCS C MOMOLLbI CneumanbHbIX CTEPUSIbHBIX OAHOPa30BbIX
MHCTPYMEHTOB — 30HA0B, UMTOWETOK UM TaMMOHOB, B 3aBMCUMOCTU OT UCTOUYHMKA KIUHMYECKOro
MaTepuana CorsiacHO yCTaHOBJIEHHOM npoueaype.

Mocne B3aTMSa 6MONOrMYECKOro Matepmana nepeHecmtTe 30HA B NpobupKy C TPAHCNOPTHOM
cpenon, npegHa3sHaAuYeHHOW MpPOU3BOAUTENIEM ANl TPAHCMOPTMPOBAHMSA U XpaHeHus obpasuos
buonornyeckoro matepmana ansa MNUP-nccnegosaHnii, U TwaTeNbHO NMPONOMOWMTE €ro B TeYeHne
10-15 ¢, n3beras pasbpbI3rMBaHnUs XXNAKOCTU. 3aTEM M3BMIEKUTE 30HA U3 pacTBOpa, NpMXuMasa ero
K CTEHKe NMpobUPKKN, OTOXMUTE U3OLITOK XMAKOCTU, yAannTe 30HA4 M BblbpocbTe. MA0THO 3akponTe

KPbILWKY NPpO6UPKN 1 MpoMapKupyiiTe.

MpumeyaHune - lNepea nonyyeHneM cockoba anUTENMasbHbIX KNETOK C 3aAHEN CTEHKM MNTOTKU, U3 YPETPSI,
3a4Hero cBoga Bfaranuiuia, LepBMKanbHOro KaHana, cBo604HO CTeKatolee oTaensieMoe HeobxoaAnMo yaanuTb

CTepuUbHbIM BaTHbIM TAMMOHOM.
6.3.5 ®ekanuu

Ona aHanm3sa ucnonb3ytoT Npobbl hekanmit maccon (06bEMOM) npuMepHo 1-3 r (1-3 mn).
Mpoby B konnuectse 1 r (MpUMEpPHO) OTAENbHbIM HAKOHEYHMKOM C DUABTPOM MM OAHOPA30BbIMMU
nonaTtkaMm NEpEeHOCHT B CreunasbHbI CTEPUIIbHBLIN CYyXOM (1IaKOH.

Mocne cbopa dpekannin dbnakoH NAOTHO 3aKpbiBAOT U MapKMPYIOT.

6.3.6 BuonTathbl

buonTaTbl TKaHEN NOMECTUTE B NJaCTUKOBY Npobupky o6bémoM 1,5 Ma ¢ TpaHCNOpPTHOM
cpefon npeaHasHauyeHHOM Npou3BOAMTENEM A9 TPAHCMOPTUPOBAHUS WM XpaHeHus 0bpas3uos
6uonornyeckoro matepuana ansa NUP-nccnegoBaHni.

MNOTHO 3aKpoiTe KPbIWKY NPObUpPKU 1 NpoMapKUpymnTe npobupky.

6.3.7 CwMbiBbl C dparMeHTOB BEHO3HOIr0O KaTeTepa

OTpexbTe cTepUnbHbIMU HOXHMLUAMK 5-10 MM KOHYMKA KaTeTepa, NOMecTUTe ero B YNCTYIO
nycTyto npobmpky Tvna nneHaopd obvémom 1,5 M.
MAOTHO 3aKponTe KPbIWKY NPOSMPKM 1 NpOMapKupymnTe npobumpky.
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6.3.8 Ma3sku c aHaOoTpaxeasnbHbIX TPYHOK

B3aTue mMaTepuana nNpou3BOAMTCSH C MOBEPXHOCTU 3HAOTPaxeasnibHoOM TPyOKM C NOMOLLbLIO
YHUBEpCanbHOro 30HAa.

Mocne B39TNA MaTepmana nepeHecute 30HA4 B Npobupky tnna nneHaopd o6bEmom 1,5 mMn
C TPaHCMOpPTHOM Ccpeaon, NnpeaHa3HaYeHHOW NPON3BOANTENEM AN TPAHCNOPTUPOBAHNS U XPaHEHUS
obpasuoB 6uonornyeckoro matepuana ansa lMUP-uccnegoBaHuii, n TwaTesbHO NPOMNOMOLWIUTE ero
B TedyeHne 10-15 c, mnsberaa pasbpbiarmBaHMSa XWAKOCTWU. 3aTeM M3BAEKUTE 30HA U3 pacTBopa,
NpMXunMas ero K CTeHke npobupKn, OTOXMUTE M3ObITOK XMAKOCTU, yaanuTe 30HA U BbIGpoChTE.

MNOTHO 3aKpoiTe KPbIWKY MPOBUPKK 1 NPpOMapKUpymnTe Npobupky.

6.3.9 CMbIBbl C 3HAOTpaxeasnbHbIX TPyHOK

B3sTMe MaTepuana nNpouv3BOAMTCS B OAHOPA30Bble, MJIOTHO 3aBMHYMBAKOLWMECS NPOBUPKU
o6bémoM 50 mn. MNocne B3STUS MaTepuasna NpobupKy NMOTHO 3aKPbIBAOT U MapKUPYIOT.
[ns nepeMeluMBaHus MaTepuana Heo6XxoANMMO NepeBepHyTb Npobupky 3-5 pas.

6.3.10 bakTepuanbHble KynbTypbl

B3saTne matepmana C XUAKUX N NMJOTHbIX Cpes OCYLLECTBASIETCS NMPM MOMOLLM OAHOPA30BOWA
MUKPOOMOIOrMYEeCcKon NeTnm Uan wnartens.

MomecTnTe OAMHOYHYHK KOMOHMIO KAeToK uam 100 MKN XWUAKOW cpedbl B MIACTUKOBYHO
npobupky o6vémom 1,5-2,0 mMi, B KOTOpPYHO NpeaBapuTenbHO BHeceHo 500 MkN U3N0I0Ornyeckoro
pacTBopa CTepUsIbHOro.

MNOTHO 3aKpoiTe KPbIWKY MPOBUPKK 1 MPOMapKUPYNTe Npobupky.

6.4 TpaHCNOpTUPOBaHME N XpPaHEHME nccneayembix obpasLos

6.4.1 Kposb

Obpasubl KpOBKU AOMYCKAETCA TPAHCMOPTUPOBATb U XPaHUTb:

o npu Temnepartype ot 20 °C go 25 °C - He 6onee 2 4acos;

o npu Temnepatype ot 2 °C go 8 °C - He 6onee 6 yacoB C MOMeHTa B3ATUSA MaTepuana.
BHMUMAHME! LlenibHYI0 KpOBb HEMb34 3aMOpaXuBaThb.

6.4.2 MokpoTa

O6pasubl MOKPOTbI AOMNYCKAETCA TPAHCNOPTMPOBATb M XPaHUTD:
o npu KoMmHaTHol Temnepatype (ot 18 °C go 25 °C) - He 6onee 6 yacos;
o npu Temnepartype ot 2 °C go 8 °C — He 6onee 3 cyToK.

6.4.3 HaTtuBHbIe n npeaBapuTenbHo obpaboTaHHble 06pa3ubl MOYN:
HatmBHble 1  npeaBaputenbHo  obpaboTaHHble  o6pasubl  MO4YM  AOMNycCKaeTcs
TPaHCNOPTUPOBATb U XPaHUTb:

. npu Temnepatype ot 2 °C go 8 °C - He 6osiee 0ogHUX CYTOK;
. npu Temnepatype oT MMHYyC 18 °C ago MmmnHyc 20 °C - He 6onee ogHOM Hepenu;
. npu Temnepartype MnmHyc 70 °C - anutesnbHO.
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BHUMAHME! [JonyckaeTcsa nuwb 04HOKpPaTHOE 3aMopaXunsaHne-oTTansaHne matepumana.

6.4.4 Ma3kn\cockobbl M3 AbIXaTeNbHbIX MNyTEN, XENyAOYHO-KULWEYHOr0 WM YPOreHUTasbHOro

TpakTa

CpOKVI TpaHCNOPTUPOBAHUA WU XpaHEHUA Ma3koB\COCkO60OB M3 AblXaTesbHbIX I'IYTGVI,
Xenyao4yHo-KULWeEYHOoro " YPOreHnTasabHoro TpaKTa onpenensarTcs MHCTPYKUUNAMU K
peKkoMeHAyeMbIM KOMMNJIeEKTaM peareHToB A4 BblaeneHuns AHK.

6.4.5 O6pa3ubl HaTUBHbIX hekanui
O6pasLbl HaTUBHbIX hekanuii 4oNycKaeTcs TPAHCMOPTUPOBaTh U XPaHUTb:
o npu koMHaTHoM TemnepaTtype (ot 18 °C po 25 °C) - He 6onee 6 yacos;
o npu Temnepatype ot 2 °C go 8 °C - He 6onee 3 CyTOK.

6.4.6 (DpaFMeHTbI BEHO3HbIX KaTETEPOB, MaA3KM WU CMbIBbl C 3HAOTPaxXeEajibHbIX TDY6OK,

6aKTepmaanble KynbTypbl, MaTeEpUan 6uoncumn

(DpaFMeHTbI BEHO3HbIX KaTeTepOoB, Ma3KM WU CMbIBbl C 3HAOTPaxealsibHbIX TDY6OK,
6aKTepMaanb|e KynbTypbl, MaTeEpMan 6uoncumn AONYCKAaeTCd TpaHCNOPTUPOBATb U XPaHUTb.

o npu Temnepatype oT 2 °C go 8 °C - He 6onee ogHUX CYTOK;
o npu Temnepatype oT MMHyc 18 °C o MnHyc 20 °C - He 6onee oaHOW Heaenwu;
o npu Temnepartype MuHyc 70 °C - gnutenbHo.

BHMUMAHME! [lonyckaeTcsa nuib O4HOKpPATHOE 3aMopaXkuBaHMe-oTransaHme marepuana.
6.5 Moarotoska uUccregyeMoro Mmatepmana
6.5.1 Kposb

MoaroTtoBka o6pa3uoB KPOBW ANS UCCNEeAOoBaHWS MPOBOAUTCS COMMACHO WMHCTPYKUMKU K
MCnosb3yeMoMy KOMMNaekTy/Habopy peareHToB ans sblgeneHns HK (cm. 7.1).

6.5.2 MokpoTa

6.5.2.1 Cnoco6 N? 1

1. TMMepeHecute npumepHo 500 Mkn 6MonorMyeckoro Matepuana B CTepPUIIbHYO NOCyAy M MOTHO
3aKpONTE KPbILKOWN.

2. [dobasbTe Kk Npobe MOKpOThI paBHbIN 06bEM 10 % Tpex3aMelEHHOro GoCcOopHOKNCIOro HaTpms
x12H20, NA10THO 3aKpPONTE KPbIWKOMW N MHTEHCUBHO BCTPSAXHUTE.

3. WHkybupynte cmecb npu Temnepatype 37 °C B TedeHne 18-24 yacos, 3aTeEM HeWTpanusymnte
1 M HCI go pH 6,8-7,4.

4. UeHtpudyrupyite npm 100-200 x g B TedeHne 20 MUH.

5. Cnente HagoCagO4HYK XWMAKOCTb B EMKOCTb C 5 % pacrtBopoM xjaopaMumHa Aans
obe33zapaxnBaHms.

6. [JobasbTe Kk ocagky 500 Mkn AWUCTUANMPOBAHHOW BOAbl, NMepeMellanTe MUNeTMpoBaHMEM W

nepeHecuTe B NMJ1acTUKOBYO Npobupky o6bLEmom 1,5 mn.
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LeHTpudyrmnpyiite npobupky npu 16000 x g B TedeHue 10 MUH.
Yaanute HagoCcaAo4YHYH0 XUAKOCTb, OCTaBnB B Npobupke o6beM (0cafok + xuakasa ppakuyms),
peKkoMeHA0BaHHbIA npoussoauTenem Habopa (komnnekTa) peareHToB A4 BblaeneHus OHK u3
cooTBeTCcTBYOLWero bnomMatepuana.
6.5.2.2 Cnocob N? 2
1. B koHTeliHep ¢ ob6pa3uoM aobaBbTe MYKOAU3WH B COOTHOWeHUM 5:1 (5 vactein MykonmsmHa K
OZHOM YaCTW MOKpPOTbI), OPUEHTUPYSACH MO rPpaayupoBKe KOHTENHepa.
2. 3aKpoiTe KpbIlWKY KOHTeNHepa, BCTPAXHUTE COAEepXUMOe U WHKYbupyinTe 20-30 MUH npwm

KOMHaTHOW TeMnepaType, Kaxable 2—-3 MUH BCTPSIXMBaAsi KOHTENHep.
6.5.3 Moua

6.5.3.1 NepeHecuTte 1,0 MO MOYM B NIACTUKOBYH Npobupky o6vémom 1,5 mn.

6.5.3.2 UeHTpudyrmnpyite npobupky npm 16000 x g B TedeHne 10 MuUH.

6.5.3.3 Hawnbonee nonHoO yaannte Haa0CaAO4YHYHO XUAKOCTb.

6.5.3.4 [ob6asbTe Kk ocaaky 1,0 Mn dn3nMoN0rM4yeckoro pactsopa CTepuIbHOrO.

6.5.3.5 UeHTpudyrmnpyite npobupky npm 16000 x g B TedeHne 10 MuUH.

6.5.3.6 Ypanute Hafo0CaAouYHYo XWNAKOCTb, OCTaBuB B npobupke obbeM
(ocapok + xunakas dpakums), peKoMeHAOBaHHbIM nponssoauTesneMm Habopa (komnnekTa)

peareHToB Ana Bblaenenus AHK n3 coorsetcreytowero 6uomMarepmana.

6.5.4 Maskn\cockobbl M3 AbIXaTeNbHbIX MNyTEN, XENYyAOYHO-KULWEYHOr0 W YPOreHUTasbHOro
TpakTa, B TOM 4yuMcie Ma3ku C 3HAOTpaxeasbHbiX TPpybok, GakTepuanbHble KynbTypbl C

XNOKUX N NNOTHbIX Cpea

6.5.4.1 UeHTpundyrnpynte npobumpky npm 16000 x g B TeyeHne 10 MUH.
6.5.4.2 Ypanute Hag0CaA0uHYIO XKXUOKOCTb, OCTaBuB B npobupke obbem
(ocagok + xuakasa dppakuus), peKkoMeHA0BaHHbIM npomnssoanTeneM Habopa (KoMmnnekTta)

peareHToB Ans sblaenenmna OAHK n3 coorBetcrBytowero 6nomatepmana.
6.5.5 ®ekanuu — NpUroToBsieHNE CyCrneH3nu.

6.5.5.1 TlepeHecute npumepHo 0,1-0,2 r (mMn) dekanuii B NIACTUKOBYHO MNpobupky o6BLEMOM
1,5 mn c 1,0 Mn pun3MoONOrnyeckoro pacrtesopa CTepPUIIbHOIO.

6.5.5.2 TwaTenbHO pecycneHampymnTe cogep>xxmMmoe npobmnpku Ha Boptekce B TeyeHume 5-10 c.

6.5.5.3 [JanbHenwas obpaboTka CyCrneH3um NpoBOAUTCS B COOTBETCTBMW C MHCTpyKUMEN K
ncnonblyemMoMy Habopy (KOMnniekTy) peareHToB ans  BblgeneHns OHK w3

cooTBeTCcTBYlOWEro 6Momartepmana.
6.5.6 BuonTtathbl

6.5.6.1 UeHTpndyrnpynte npobupky npm 16000 x g B TedeHne 10 MuH.
6.5.6.2 Ypanute HaZ0CaA0YHYO XNAKOCTb, OCTaBuB B npobupke obbem
(ocapgok + xkunakasa dpakums), pekoMeHAOBaHHbIM npomnssoauTeneMm Habopa (KoMnnaekTta)

peareHToB an4 BblaeneHuns AHK n3 cooreetcreytowero 6nomartepuana.
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6.5.7 CMbIBbl C 3HAOTpaxeasnbHbIX TPyH6OK

6.5.7.1 [llepeHecute 1,0 M MaTepuasna C MNOMOLLLID aBTOMaATUYECKOro JAo3aTopa, MCNOoSb3ys
HaKOHeYHUK C puUNbTpoM, B Npobupky o6béMom 1,5 mn.

6.5.7.2 UeHTpudyrupyite npobupky npm 16000 x g B TedeHne 10 MUH.

6.5.7.3 Ypanute HaZ0CaA0uHYIO XKNAKOCTb, OCTaBuB B npobupke o6beM
(ocapok + xunakas dpakums), pekoMeHAOBaHHbIM npoussoauTeneM Habopa (KoMnnekTa)

peareHToB An4 BblaeneHunsa AHK U3 cooTBeTCcTBYIOLEro 6M0MaTepMana.

6.5.8 ®parMeHTbl BEHO3HbIX KaTeTepoB (TONbKO MPW MCNONb30BaHMWM Ans BblaeneHus OHK

komnsiekta peareHToB MPOBA-HK)

6.5.8.1 BHecute B Npobupky c dpparmeHToM KateTepa 100 MKN ANCTUANMPOBAHHOW BOAbI WK
100 Mkn dM3MONOrM4ecKkoro pacTteopa CTepuabHOro.
6.5.8.2 BcTpaxHuTe npobupky C pparMeHTOM KaTeTepa B TedeHue 3-5 C Ha MUKpoOLeHTpudyre-
BOpTEKCE U LeHTpudyrmpymnte 1-3 ¢ Ha MMKpOUEHTpudyre-sopTekce.
6.5.8.3 BHecute B npobupky 300 MKN nM3MpYIOWEro pacTBopa W3 KOMMJEKTa peareHToB
MPOBA-HK.
6.5.8.4 BcTpaxHuTe npobupky B TeveHne 3-5Cc Ha MukpoueHTpudyre-sopTekce MU
ueHTpudyrmpymnTe 1-3 ¢ Ha MMKpoUeHTpudyre-sopTekce.
6.5.8.5 TepmocTtatupymnte npobupky npmn 65 °C B TeyeHue 15 MuH.
6.5.8.6 Ocagute KoHAeHcaAT ueHTpudyrmpoBaHnemM B TedyeHue 1-3 C Ha MuKpoueHTpudyre-
BOPTEKCE M MNepeHecuTe HaAO0CaAOYHYK >XWUAKOCTb B HOBYK MNAACTUKOBYIO MPOBUPKY
obbémom 1,5 mn.
JanbHenwee BbiaeneHne OHK npoBoanTcsl, HauMHas C 3Tana aobaBneHus pacTBopa Ans
npeunnuTauunm.
JanbHenwasa obpaboTka OCTanbHbIX BMAOB WMCCNeAYEMOro Matepuasna OcCyLlecTBaseTcs
COrNacHO MHCTPYKUMSAM K MCMOSIb3YEMbIM KOMMIEKTaM peareHToB Ans eblaenenms JHK.
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7 NMPOBEAEHUVUE AHAJIN3A
7.1 Boiaenenne AHK 13 nccnegyemoro matepumana

Onsa Bblgenenms [OHK pekoMeHAyeTCs WCMosib30BaTb KOMMIEKTbI\HAbopbl peareHToB,
MMerLine peructpaumoHHble yAOCTOBEPEHUA MEeAMUMHCKOro u3fenuma v npegHasHadeHHble ans
COOTBETCTBYHOLNX BUAOB BoMaTepmnana c uenbio nocneaytowero nccnegosaHusa AHK metogom MLP.

Boigenenmne JHK n3 nccnegyemoro Mmatepmana nNpoBOASAT B COOTBETCTBMU C MHCTPYKLUMEN K
NCNO/Ib3yeMOMY KOMMIEKTY/Habopy peareHTOoB.

KoHTponb kauectBa BbigeneHHon OHK ocywecTtensaeTcsa B xoge MNUP ¢ nomowbio cncrembl
BHYTpeHHero koHTpons (BK), cm.n.9.

BHUMAHME! Buigenedne OHK n3 cMbiBOB C (p)parMeHTOB BEHO3HbIX KaTeTeEpPOB peKOMeHAayeTcs

NpOBOAUTbL C MOMOLLbIO KoMMAekTa peareHToB NMPOBA-HK (cM. 6.5.8).

BHUMAHME! OpHoBpeMeHHO C BblgeneHmem [OHK un3 uccnegyemoro Matepuana HeobxoamMo
NOArOTOBMTbL  OTpMUATEsIbHbIA  KOHTPOJIbHbIM  oO6pasel, npoweaLmi BCe  3Tanbl
npobonoarotoBkM. B KkadecTtBe oOTpuUATENbHONO0 KOHTPONbLHOrNO obpasua peKoMeHAyeTcs
NCNo/b30BaTb (PMU3MONOrMUYECKNiA pacTBop B 06bEME, yKasaHHOM B MHCTPYKUMM K KOMIMJIEKTY
peareHToB ANS BblAENEHUS HYKJIEMHOBbIX KUCMOT, MM OTpuUaTEesbHbIM KOHTPOSbHbIN 0bpasel,

BXOASLUNIA B COCTaB COOTBETCTBYHOLWLEro KOMMJIEKTAa peareHToB.

7.2 Moagrotoska n nposegeHue MLUP

BHUMAHME! lMpn npoBeaeHnn BCcex NOCNeayoWMX AencTBUA creayeT ulberatb BO34ENCTBUS

NPSIMbIX COMTHEYHbIX lydein Ha NpobMpKM CO CMecblo Ans amnamdbukaumm!

7.2.1 TlpoMapkupynTe no OAHOMY CTpuNy CO CMecbl Ansa aMmnandukauum, 3anedyaTaHHOW
napaduHoOM, ANns Kaxaoro wuccnegyemoro obpasua, OoTpuuaTeslbHOro KOHTPOJSIbHOro
obpasua «K-» 1 NoOXKNTENBHOrO KOHTPOILHOIO obpa3ua «K+».,

MpuMep: HeobxoanMo nNpoaHannsnposaTh ABa o6pasua. [Ans 3Toro HeobxoAMMO NMPOMapKMpoBaTh YeTbipe

cTpuna: AgBa aonsa nccnegyemoix obpasuos, oanH ans «K-» n oguH ansa «K+» (tabnuua 2).

Tabnuuya 2- MNpuMep MapKkMpoBKM CTPMNOB U Npobupok ans nposeaeHus MLP

O6pa3ubl N° cTtpuna N° npobupku B cTpune
O6pasey 1 1 Mpobupkun 1-8
O6pasey 2 2 Mpobupkun 1-8
K- 3 Mpobupkun 1-8
K+ 4 Mpobupkn 1-8

7.2.2 BcrpsaxHuTe npobupky C pactBopoM Tag-nonmMepasbl B TedyeHme 3-5c  Ha
MUKpOLEHTpUdyre-BopTekce n LUeHTpUdyrnpyinte B TeyeHme 1-3 ¢ Ha MUKpoueHTpudyre-
BOpTEKCE.

7.2.3 [dobaBbTe B Kaxaylt npobupky CTpUMNoB, He noBpexaasd cnoh napadwuHa, no 10 Mkn
pacTtBopa Tag-nonumepassbl.

7.2.4 [obaBbTe B Kaxaykt npobupky cTpunos no ogHow kanne (okoso 20 MKN) MUHepasbHOro
Macna. 3aKkponTe KpbIWKK CTPMMNOB.

26



} AHK-TEXHOJNOrNA

Munko30CkpuH WUHCTpYKUMA MO NPUMEHEHUI0 | 463-2 ot 22 anpens 2024

7.2.5 BcTpaxHute npobupkm ¢ npenapatoM AHK, oTpuuaTenbHbIM KOHTPOJAbHbIM 06pasuoM u
NOMOXNTENbHBIM KOHTPO/bHLIM 06pa3L oM B TedeHue 3-5 ¢ Ha MukpoueHTpudyre-sopTekce

N ueHTpudyrmpyinTe B TeyeHne 1-3 € Ha MUKpOLEHTpuUdyre-BopTekce.

BHUMAHME! [1na npenoTrBpalleHna KOHTaMWHauun cnepyet neped BHeceHueMm [JHK oTkpbiBaThb
KPbILWKY TOIbKO TOr0 CTpMNa, B KOTOPbI ByaeT BHOCUTBLCS AaHHbINM 0bpa3eL, 1 3akpbiBaTb eé nepes
BHeceHueM cneaytwuwero. [penapatel AHK ©“ KOHTpOnbHble o06pa3ubl cneayer BHOCUTH

HaKOHEYHNKaMun C CbVIJ'IprOM.

7.2.6 BHecuTe B KaxAayw NpobupKy COOTBETCTBYIOLLErO MPOMAPKMPOBAHHOIO CTpUNA,
He noBpexaasa cnoi napaduHa, no 5,0 Mkn BbiaeneHHoro M3 obpasua npenapata OHK
(KpoMe CTpunoB, NMPOMApPKUPOBAHHbIX «K+» n «K-»).

7.2.7 BHecuTe B Kaxayk npobupky CTpuna, NpoMapKMpoBaHHOro «K-», He nospexzaas C/oWn
napaduvHa, no 5,0 Mkn oTpuuaTeNnbHOro KOHTPONbHOro obpasua, npoweawero 3Tan
BbliageneHmna AHK (cm. 7.1).

7.2.8 BHecuTe B Kaxayk npobupky cTpuna, npoMapkmpoBaHHoOro «K+», He noBpexaas Cromn
napaduHa, no 5,0 MKN NONOXUTENBHONO KOHTPO/IbHOro obpasua.

7.2.9 UeHTpudyrmpyiTe BCe CTpunbl B TeveHne 1-3 ¢ Ha MMKpoueHTpudyre-sopTeKce.

7.2.10 YcTaHoBUTe BCe CTpunbl B 6/10K AeTEKTUpYIoWero aMmnandukartopa.

7.2.11 3anyctute nporpamMMHoe obecnedeHue RealTime_PCR B pexume «Pabota ¢ npubopom».
Mpn nepsom nposegeHun TUP 3arpy3sute dann «Mycosis_screen.ini». [danee v npu
nocneaylowmx nocraHoBkax AobaBbTe B MNPOTOKOA TecT «Mycosis_screen», yKaxuTte
KOnMyectBO W unaeHtudwmkatopbl 06pasuos, B TOM 4uc/ie OTpuUUATENbHOrO MU
NONOXUTENbHON0 KOHTPOSIbHbIX 06pasuoB, OTMETbTE PAacrnosioXXeHMe CTPUNoB Ha MaTpuue
TepMobn10Ka B COOTBETCTBUM C UX yCTaHoBKoM (cM. 7.2.10) v nposeante MLUP.

Mpu BbIGOpe TecTa «Mycosis_screen» B OkHe «3anycK nporpaMmmbl amnandunkaymm» AomkHa

oTobpa)kaTbCs MporpamMMma, npuBeaéHHas B Tabnuue 3.
Tabnuuya 3 - [porpamMma aMnandukaumm nns [ETEKTUPYOWMX aMnandukaToposB

«OTnpanm», «ATnant»> n AT-96

Pexxum
NO Yucno Tun
Temnepatypa, °C | MUH C ONTUYECKNX
6noka LUMKNOB N 6noka
M3MEPEHUN
80 0 30
1 1 Lnkn
94 1 30
5 94 0 30 c U
KN
64 0 15 %
3 94 0 10 45 U
KN
64 0 15 %
94 0 5 1 Lnkn
5 10! XpaHeHue XpaHeHne

! - ponyckaeTtcs xpaHeHue npu Temnepatype 25 °C
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PErMCTPALMA PE3YJ/IbTATOB AMITVINOUKALIN

PeFVICTpaLI,VIﬂ CurHana cbnyopecu,eHu,MM npoBoANTCA I'IpVIGOpOM aBTOMaTU4YECKN BO BpeMA

amnandukauunn.

JeTekums W y4yé€T pe3ynbTaTOB OCYLLECTBISAIOTCA aMnAM@pUKaATOPOM AeTEKTUPYHOLWUM

dBTOMATUYECKMU.

Mocne oKOH4YaHWA MNporpaMMmbl aMmnaMbuKauum Ha 3KpaHe MOSIBUTCS COOTBETCTBYHOLLEe
nHdopMaLnoHHoe cooblleHrne n byaeT NpeanoXeHo NepenTM K aHanuly pesynbTaTos.

AHanu3 nNpoBoaMTCA aBTOMATUYECKMN NPOrpaMMHbIM obecneyeHnem.

Ha rpaduke 6yaet otobpaxeHa 3aBUCMMOCTb hNyopecueHUMn OT HOMEpa UMKa No BCeM
MCNOoNb3yeMbIM KaHanam Ans Kaxaon npobupku B Tepmobnoke. B Tabnuue cnpasa 6yaer
nokasaH naeHtudukatop obpasua, noporosbie UMkibl (Cp) n aecatuyHble norapmdmel (1g)
KOHUeHTpauui konuin AHK-muwenn B 1 Mn npenapata AHK no cooTBeTCTBYOLWMM KaHanam,

N UHTEPMNpETaUunNA pe3ysbTaTta aMI'IJ'IVIq)VIKaLI,VII/I (<<+>> nin « - >>).

Mo pe3ynbTaTaM aHasM3a MOXHO chopMUPOBATbL M pacnevyaTaTb OTUET.

Mocne npoxoxaeHus amMnnMduKaumm nporpaMMHoe obecrneyeHne cpaBHMBAET 3aflaHHOE
onepaTopoM pacnofioXXeHne NpobuUpoK C peasibHbIM MONIOXKEHMEM Mapkepa Rox, u, ecnu
HaxoAWUT HecoBnazaeHue (NpU HEMpPaBUIbHOM PacrofIOXEHUN CTPUMOB), TO NpeaynpexaaeT
06 sTOM onepaTtopa. B 3ToM cnyyae HeobxoaMMO MpoOBEPUTb PacrosioXXeHMe CTPUMOB B
Tepmobnoke (nepBas npobupka oTMedyeHa ronybbiMm 6ydepoM) M CKOppPEKTMPOBaTb

naeHTMdUKaTopbl NPobUPOK B MPOTOKOE.
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YYET PE3Y/IbTATOB MNUP

YUYET ” wuHTepnpeTauus pe3ynbTaToB peakuMn amnamdukaumm ocCyLecTBNSOTCS
aBTOMaTM4yeckM C TMOMOLWbK  MporpaMMHoro  obecneyeHus, MNOCTaBAsSeEMOro C
OETEKTUPYIOWMM aMMINGUKaToOpomM.

Mpu aHanu3e pe3ynbTaToB HEOOXOANMMO YUYUTbIBATb 3HAYEHUSA KOHTPOAS B3ATUS MaTepuana

(KBM, npobupka ctpuna N2 8, kaHan Hex) n BHyTpeHHero koHTpons (BK, npobupku ctpuna

Ne 1-7, kaHan Hex):

. [na KOHTpoONA KayecTBa B34ATUSA MUCCAeAyeMoro maTtepuana, coAepXawmx KNeTKu
yenoseka, ncnosnblyetcs nokasatesib KBM (Hanuume JHK 4yenoBeka B AOCTaTOYHOM
konnyectee). 3HadeHne KBM wmeHbwe 3,0 Lg npu oTcyTCcTBUM cneunduyeckmx
NMOJIOXUTENbHbIX pe3y/bTaTOB BO BCEX NMPObMpKax CTpuna creayeTt MHTepnpeTMpoBaTh
KakKk HepocTtaToyHoe KOJM4ecTBOo MaTepuana. B 3ToM cnyyae pekoMeHAayeTcs

MOBTOPHOE B3ATUE MaTEPUaia And nccneaoBaHums.

BHMUMAHME! [pun wuccneposaHnM MaTepuana, He cogepxawero AHK uyenoseka (dparmeHTbl

BEHO3HbIX KaTETEPOB, MAa3kKM U CMbIBbl C 3HAOTPAaxeasibHbIX TDY6OK, 6aKTepmaanble Kyanypr),

3HayeHne KBM He yuynTbiBaeTcs.

9.3

9.4

9.5

. [na koHTponsa KayectBa BblaeneHnsa AHK n3s nccnegyemoro Mmatepuasna Mcnosb3yercs
BK. Ecnn BK oTcyTtcTBYyeT B OAHOM WAM HECKOJNIbKMX Mpobupkax cTpuna, npwu
OTCYTCTBUM crneundnyecknx MoNOXKUTENbHbIX pe3ysbTaToB B 3TUX npobupkax,
pe3ynbTaT UcCenoBaHWa ANs AAHHOro obpasua cuyMTaeTcs HeaoCTOBEpHbIM (HA)
BCNeACTBME HeKOoppekTHoro nposeaenus MUP-peakuun. B atom cnydae Tpebyetcs
nnn noeBTopHoe nposeaerune MNLUP ansa aaHHoro obpasua, nnm NOBTOPHOE BblAENeHUE
OHK u noctaHoBka T[UP, wnuM noBTopHOe B3ATUE KJAMHWYECKOro MaTepwuana
(BbINOMHAETCS NocnefoBaTesibHO).

B obpas3uax uccneayemoro matepuana, cogepxawmx AHK BbisBnsieMblx B036yauTenen

MWKO30B, BO BpeMs NpoBeaeHus amnamdurkaunm nporpaMmHoe obecneyeHmne perncTtpupyer

MONOXUTENbHbLIA  pe3ynbTaT Mo cooTBeTcTByoweMy kaHany (Fam wnan Cy5) B

COOTBETCTBYHOLLEN Npobupke. B Tabnunue cnpaBa, B CTPOKe C Ha3BaHWEM 3TOro Bo3byaurtens

byaeT ykasaH pe3ysibTaT Ka4yeCTBEHHOro aHanm3sa («+»), 3HayeHne noporosoro uukna (Cp)

N AeCATMYHbIM norapndm koHueHTpauun (lg, konunuyectso konun OHK-muwenHn B 1 Mn

npenapata AHK). UHTepnpeTauns pesynbTtata — «obHapyxeHo (N 1g)».

B o6pa3uax 6uonormuyeckoro w™atepuana, He cogepxawux [OHK BbiaBAsSeMbIX

Bo3byauTenen, npu npoBeaeHun amnamdukaumm nporpamMmHoe obecnedyeHne 6yaer

perMcTpupoBaTb OTpuUaTesbHbIM pe3yabTaT No COOTBETCTBYOWeMY KaHany (Fam nan Cy5)

B COOTBEeTCTBylWen npobupke. B Tabnumue cnpaBa B CTPOKE C Ha3BaHMEM 3TOro

B0o36yauTena 6yaetr ykasaH pe3y/bTaT KadecTBEHHOro aHammisa («-»). WHTepnpertauuns

pe3yfnbTaTa — «He BbISIBNEHO>.

B npobupke N° 5 ctpuna 3HadeHue Ig <2,5 no kaHany Fam He yunTbiBaeTcs NporpaMMHbIM

obecneueHueM, n B Tabnuue cnpasa, B KONOHKe «Pesynbtart» 6yaeT ykasaH pesynbtaT

KauyeCTBEHHOro aHanmsa («-»). MHTepnpeTauusa pesynbTaTa — «HE BbISIB/IEHO».
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9.6 B npobupke N° 7 cTtpuna 3HadeHue Ig <2,5 no kaHany Fam, npu OTCyTCTBUM
3KCMOHEeHUNanbHOro pocta YpoBHSA dryopecueHumMn no kaHany Cy5, He yuuTbiBaeTcs
nporpaMMHbIM obecneyeHmnem, u B Tabnuvue cnpasa, B KONOHKe «Pe3ynbTaT» 6yAeT ykasaH
pe3ynbTaT Ka4yeCTBEeHHOro aHanusa («-»). MHTepnpeTaums pesynbTata — «He BbISIBNEHO>.

9.7 B npobupke N° 8 ctpuna 3HayveHue Ig <2,0 no KaHany Hex He yunTbiBAEeTCs NPOrpaMMHbIM
obecneueHnem, 1 B Tabnuue cnpaBa, B KONOHKe «Pe3ynbTaT» OyAeT ykasaH pesynbtaTt
KayeCTBEHHOro aHanusa («-»). MHTepnpeTtaunsa pesynbtata — «He BbISIBIEHO».

9.8 Ons oTpuuaTenbHOro 1 NONOXUTENBHOrO0 KOHTPObHbIX 06pa3LoB AO/KHbI 6bITb NONYYEHbI
pe3ynbTaTbl, NpuBefeHHble B Tabnuue 4. B oTpuuaTenNbHOM KOHTPOSbHOM obpasue
3HaueHune Ig BK gomkHo 6bITb 60nee mnu paBHo 3,5. B NoNoXuWTeNbHOM KOHTPOSIbHOM
obpasue 3HaueHune Ilg BK He yunTbiBaeTcs.

9.9 Mpun nony4deHun ans oTpuMLaTENbHONO KOHTPONBLHOro ob6pasLua pe3ynbTaToB, OTIMYAOLWNXCS
OT 3Ha4YeHWI, yKasaHHbIX B Tabnuvue 4, pe3ynbTaTbl BCEN MOCTAHOBOYHOW CEPUMU CUUTAIOT
HefoCTOoBepHbIMU. B 3TOM cnyyae Heob6xoaMMO MpoBeAeHue CneumanbHbIX MeponpuUsaTUn
ANa yCTpaHeHMs BO3MOXHOW KOHTaMUHaLWK.

9.10 C nOMOWbI MOMOXMUTENBHONO KOHTPONBLHOro obpasua, Bxoaswero B coctaB Habopa
oCcyuwlecTBnseTcs KoHTposnb 3ddektnsHoctn MUP. Mpu cobniogeHnn BCeX YCIOBUMN
npoBeAeHus peakumn, konmyectso [JHK-muweHen, onpepensemMoe B KOHTPOSIbHOM
obpa3sue, AO/HKHO HAaX0AUTbCSA B AnanasoHe, ykazaHHOM B Tabnuue 4. MNpu nonyvyeHun ans
NONOXUTENbHONO KOHTPOSIbHOrO o06pasua 3HayYeHUW, OTAMYaWMXCA OT 3Ha4YeHuw,
yKasaHHbIX B Tabnuue 4, TpebyeTcsa NoOBTOpHas NoCTaHOBKa aMnandukaummn Bcer naptmm
obpa3uos.

Tabnunuya 4 - PesynbTaTbl UCCnefoBaHWUSA ANS OTPULUATENbHOrO M MOMOXUTENbHOrO

KOHTpPOJIbHbIX 06pa3uos

Ne BbisiBnsiemMbin K- K- K+ K+
npo6upky rnokasaTtesb (Ig pesynbTar (Ig) pesynbTaT
B CTpune

1 Meyerozyma guilliermondii - - 3,5-5,5 +

2 Candida albicans - - 3,5-5,5 +

Pichia kudriavzevii - - 3,5-5,5 +

3 Saccharomyces cerevisiae - - 3,5-5,5 +

Candida auris - - 3,5-5,5 +
4 Candida tropicalis - - 3,5-5,5 +
Clavispora lusitaniae - - 3,5-5,5 +
Debaryomyces hansenii - - 3,5-5,5 +
5 Candida dubliniensis - - 3,5-5,5 +
6 Candida glabrata - - 3,5-5,5 +
Candida parapsilosis - - 3,5-5,5 +
7 Malassezia spp. - - 3,5-5,5 +
Malassezia furfur - - 3,5-5,5 +
8 Kluyveromyces marxianus - - 3,5-5,5 +
KBM - - 3,5-5,5 +

Mo pe3ynbTaTaM UccneaoBaHns MoXHO chopMmpoBaTh 6/1aHK 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 DKCNJIYATALMUA
TpaHcnopTupoBaHue

TpaHcnopTupoBaHMe Habopa peareHTOB OCYLLECTBASAT B TEPMOKOHTEWHepax C
XNajo3/ieMeHTaMM BCEMW BMAAMM KPbITOrO TpaHCMopTa npwW TeMmnepatype BHYTpU

KOHTelHepa oT 2 °C go 25 °C He 6onee 5 cyTok.

Ha6opb| peareHToB, TpPaHCNOPTUPOBAHHbIE C HapyweHUEM TeEMNEPATYPHOro pexXunma,

NpMMEHEHUIO He noanexar.
XpaHeHue

Ha6op peareHToB cneayeTtr XpaHuTb B XOonoAWNTbHUKE WK X0J1I04NTbHOM KaMepe npu

Temnepatype oT 2 °C fo 8 °C B TeueHue BCero cpoka rogHocTn Habopa.

Cmecun ans aMmnandukauum, 3anedyataHHble napadrMHOM, cneayeT XpaHUTb B XON04AU/IbHMKE
WK X0NoaMnbLHOM kamepe npu temnepatype ot 2 °C go 8 °C B 3alLNLWLEHHOM OT CBETA MECTe

B Te4yeHne BCEro Cpoka rogHoCcTtun Ha6opa peareHToB.

Ha6opb| peareHToB, XpaHuBwWKMnecdad C HapylweHMeM pernaMeHTUpoBaHHOIo pexuma,

NMPpUMEHEHUNIO HE nognexart.
YKaszaHu4 no akcnayatauuu

Habop peareHTOB AO/MKEH MPUMEHSITLCS COM/TACHO AENCTBYHOLWLEN BEPCUN YTBEPKAEHHOMN

WMHCTPYKLMWN MO NPUMEHEHMUIO.

[ns nonyyeHus HagexXHbIX pe3ysibTaToB HeE06X0AMMO CTporoe cobnaeHne NHCTPYKLUN Mo

NpuMeHeHunto Habopa peareHToB.

Mocne BCKPbITUS YMNaKOBKM KOMIMOHEHTbl Habopa peareHToB cneayeT XpaHWTb Mpu

cneayrwmnx ycnoemuax:

o KOMMNOHEeHTbl Habopa peareHToB cneayeT XpaHUTb B XON04UIbHUKE MW XONOANITbHOWN
Kamepe npu TemnepaTtype oT 2 °C o 8 °C B TeueHne BCEro cpoka roagHocTu Habopa

peareHToB;

o cMecn ana  amnandukaumm, 3arnedataHHble napaduHOM, cneayeT XpaHUTb B
XONOAMNbHUKE WM XONOAMNbHOM Kamepe npu TemnepaTtype oT 2 °C go 8°C B

3aWNLLEHHOM OT CBETA MecTe B TedeHme BCero cpoka rogHoctn Habopa peareHToB.

Habopbl peareHToB C UCTEKLIMM CPOKOM FOAHOCTM MPUMEHEHUIO HE MOANeXarT.
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11 YKA3AHUA NO YTUIN3ALUMNN

11.1 Mpu wncnonb3oBaHMM Habopa peareHTOB B KIMHUKO-AMArHocTuyeckor nabopatopuu
obpasytoTca oTxoabl knaccoB A n B, koTopble KnaccuUUMpYOTCS U YTUAU3UPYIOTCA B

COOTBETCTBMU C TpeboBaHmamm CanlluH 2.1.7.2790-10.

11.2 Ha6opb| peareHToB, npuwegwmne B HeENpmMroaHoCtb, B TOM 4ncne, B CBA3N C UCTEYEHUEM
CpoKa roAHOCTU, WU HEUCrosib30BaHHble peakTUBbl, OTHOCATCA K knaccy b un noanexart

yTunu3auumm B COOTBETCTBUK C TpeboBaHMsaMn CaHlnH 2.1.7.2790-10 n MY 1.3.2569-09.

11.3 YnakoBka Habopa peareHToB (KOpO6KK, rpunmnepbl) Nocse UCNosb30BaHWsS MO Ha3HAYEHUIO,

OTHOCUTCS K O0TXO4aM knacca A U yTUAN3NMpyeTcst € 6bITOBbIMW OTXOAAMW.
12 FAPAHTUN N3rOTOBUTENA

12.1 [peanpuaTne-mnsaroToBUTENb FrapaHTUpPYEeT COOTBETCTBME Habopa peareHToB TpeboBaHUAM
TEXHUUYECKUX YCOBUA TMNpU COBMIOAEHUN YC/IOBUA TPaHCNOPTUPOBAHUS, XPaHEHUS W

3KCnayatTaunn, YCTaHOBNEHHbIX TEXHNYECKNMUN YCITOBUAMN.

12.2 Cpok rogHoctu Habopa peareHTOB - 12 MecsaueB npu cobnoaeHUM BCeEX YCI0BUIA

TPaHCNOPTUPOBAHUA, XPaHEHUA N 3KCNyaTauuu.
13 PEMOHT N TEXHNYECKOE OBC/TY>)XUBAHUE

Habop peareHTOB npeaHasHayeH ANs O4HOPA30BOro WCMOMb30BaHMA M He MOANEeXWUT

TEXHNYECKOMY 06CNY>XMBAHUIO N TEKYLLEMY PEMOHTY.

14 CMMBO/J1bl, NCMNOJ1Ib3YEMbIE NPU MAPKUPOBKE HABOPA PEATEHTOB

Tonbko ANg ANArHOCTUKU
S OTIBKO ATIA A ] [laTa NpPOWN3BOACTBA
in vitro
o CoaepXXUT MHCTPYKLUMIO NO
,if TemnepaTypHbIit AnanasoH [1i] AEp pykU
NMPUMEHEHUNIO
W KonunyectBo onpeaeneHumn REF KaTanoxHblin HoMep
E roaeH 4o o | Anpec npousBoauTens
e He ponyckaeTcs Bo3gencreme
Cepusi Habopa peareHToB AN aory A
= COJIHEYHOro CBETa
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15 NMNEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAAPTOB

FOCT 2.105-95 O6wue TpeboBaHMA K TEKCTOBbLIM AOKYMEHTaM.

FOCT ISO 14971-2011 V3pgenua MegnunHCKue. NpuMeHeHne MeHeaKMeHTa pMcKa K MegNLUMHCKUM
n3genusam.

FOCT P 15.309-98 Cucrtema pa3paboTKu 1 NOCTaHOBKM NPOAYKLMM HA NPOU3BOACTBO. McnbiTaHna n
npuémka BblMyckaemMon NpoayKunm. OCHOBHbIE MOJSTIOXKEHUS.

FOCT P 51088-2013 MeauuunHckue wusgenus Ans AWMArHOCTUKWM UMH BUTPO. PeareHTbl, Habopbl
peareHToB, TeCT-CUCTEMbl, KOHTPOJIbHblE MaTepuasnbl, NuTaTenbHble cpeabl. TpeboBaHusa K
n3genusaM u NnoaaepXxuBatollen JoKyMeHTauuu.

FOCT P 51352-2013 MeanumHCKme usgenus onasa AMarHoCTUKM UH BUTPO. MeToabl UCNbITaHUA.
FOCT P 53022.3-2008 TpeboBaHMS K KAuyecTBY KIMHUYECKUX flabopaTopHbIX nccnegoBaHmii, Y.3.
MpaBuna oueHKN KITMHUYECKON MHDOPMaTMBHOCTM 1abopaTopHbIX TECTOB.

FOCT P NCO 18113-1-2015 MeanumHckme wuspenuss Aana AMArHOCTMKM in vitro. WH@opmauus,
npenocTaBnseMas marorosutesnieM (MapkumpoBka). Yacte 1. TepMuHbl, onpegeneHus wn obwme
TpeboBaHus.

FOCT P NCO 18113-2-2015 MeauumnHckue usgenus ans AMArHoCcTMKM in vitro. WHdgopmaums,
npenocTaBnsemas nirotoeuteneMm (MapkmpoBka). Yactb 2. PeareHTbl Ans AMarHOCTMKK in vitro ans
NpohecCnMoHanbHOro NpPUMEHEHUS.

FOCT P UCO 23640-2015 MeanumHckmne nsgenus ansg AMarHocTmkm in vitro. OueHka ctabunbHOCTU
peareHToB AN19 AMArHOCTUKK in vitro.

FOCT P NCO 15223-1-2014 Uzgennsa MeanumHckme. CMMBObI, NMPUMEHSIEMble NPU MapKMpOBaHUMK
Ha MeAWUMHCKUX U3Lenuax, 3TUKETKaX M B COMpoBOAMUTENbHOW AoKyMeHTauuu. Y.1. OCHOBHble
TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopun MeanumHckmne. TpeboBaHMs 6e30nacHOCTW.

MpuMevyaHMe - YKasaHHble Bbllle CTaHAAPTbI 6biNN AEACTBYIOWMMYN HA MOMEHT YTBEPXKAEHNS UHCTPYKLMM
no MpUMEHEHUIO. B pAanbHeiWweM, NpU MNOMNb30BAaHUM [OKYMEHTOM, Lenecoo6pa3Ho MpoBepuTb AeicTBue
CCbIIOYHbIX HOPMAaTMBHbIX [AOKYMEHTOB Ha TEKYyLUMA MOMEHT. EciuM CCbIIOYHbIM [OKYMEHT 3aMeHEH Wnu
M3MEHEH, TO MpU MPUMEHEHUN HACTOSILLEro AOKYMEHTa ClefyeT Mofib30BaTbCA 3aMEHEHHbIM (M3MEHEHHbIM)
[OKYMEHTOM.
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16 AAPEC AN OBPALLEHUA

MponseoacTtso HabopoB peareHTOB MMeeT CcepTUdULMPOBAHHYIO CUCTEMY MEHEIKMEHTa
KauyecTBa M COOTBETCTBYEeT TpeboBaHMSAM CTaHAapTa CMCTEM MeHemxMmeHTa kadectsa ISO 9001 B
obnactn paspaboTku, npomssoactea M npogaxu IVD peareHTOB M NpnbopoB ANS MOJSIEKYNSpPHO-
reHeTUYeCcKor AMarHoCTMKKU, U apyroro nabopatopHoro npuMeHeHns, n EN ISO 13485 B obnactum
pa3paboTku, npousBoacTBa M npogaxum IVD peareHtoB u npubopoB aAna MeaAMUMHCKOM

MOﬂeKynﬂpHO-reHETMHECKOVI ANArHOCTUKMU.

MpousBoauTenn: O6LLECTBO C OrpaHNUYEHHOM OTBETCTBEHHOCTbIO «[HK-TexHonormnsa TC»;
000 «OHK-TexHonormns TC», Poccus.

Appec npoussoautens: OO0 «[HK-TexHonormnsa TC», Poccusa, 117246, r. MockBa,
HayuHbin npoe3a, 4. 20, cTp. 4.

MecTto npousBoactea: O00 «[JHK-TexHonorua TC», Poccusa, 117246, r. Mocksa,
HayuHbin npoe3a, 4. 20, cTp.4.

Peknamaumn no Bonpocam kayectBa Habopa peareHToB MUko3oCKpuUH cneayet
HanpaenaTb No agpecy: 000 «AHK-TexHonorusa», 117587, Poccus, r. Mocksa,
BH. Tep. I. MyHMuUMnanbHbIN okpyr YeptaHoBo CeBepHoe, Ww. Bapwasckoe, 4. 125X,
K. 5, aTax 1, nom. 12,
Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru
Cnyxb6a KIMEeHTCKON NoaaepXKu:
8-800-200-75-15 (ansa Poccumn, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ansa ctpaH CHIC n 3apybexbs, 3BOHOK MJaTHbIN).

E-mail: hotline@dna-technology.ru, www.dna-technology.ru
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000 «[HK-TexHonormsa»
117587, Poccus, r. MockBa, BH. Tep. . MyHUUMnanbHbln okpyr YepTtaHoBo CeBepHoe,
w. Bapwasckoe, 4. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cnyx6a KIMEeHTCKOM NoAAEPXKU:
8-800-200-75-15 (ansa Poccumn, 3BOHOK becnnaTHbIN)
+7 (495) 640-16-93 (ansa ctpaH CHIC n 3apy6exbs, 3BOHOK MJ1aTHbIN)

E-mail: hotline@dna-technology.ru
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