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CMUCOK COKPALLEHWW 1 OBO3HAYEHUI

’ AHK-TEXHOJNOIuA

B HacToswen MHCTPYKUUNN NCNONb3YIOTCA cnegytroumne cokpaweHunsa m o603HaueHuns:

BK - BHYTPEHHUIN KOHTPOJIb

AHK - 1€30KCMPUBOHYKIEMHOBAsA KMCOTa

nB - UHTepdepupyoLme BeLecTsa

K- - oTpuuUaTesbHbIM KOHTPOJbHbIN 06paseL
K+ - MONIOXNUTESbHbIA KOHTPOJbHbIA 0bpasel,
JIKO - nabopaTopHbIN KOHTPOJIbHBIN 06pasel,
OBM - obwan 6akTepunanbHas mMacca

nup - NofiMepasHas LenHas peakums

YIMM - YCNIOBHO-MATOreHHbIE MUKPOOPraHMN3Mbl
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BBEAEHUE

NHdeKUuMOoHHble 60N1€3HM M B COBPEMEHHOM MMpE OCTAlOTCS OA4HOM U3 Beaywux npobnem
MeaMUNHbI, B 3HAUMTENbHOW CTENEHN onpeaensiss u 340pOBbe S0AEN, N NMPOAOCIKUTENBbHOCTb XU3HMU.
MaToreHHocTb BO36yanTenein NHPEKUNOHHbIX BONEe3HEN — OTIMUUTENbHLIA NPU3HAK, NO3BOJISOLMA
noapasfensiTb MUKPOOPraHmM3Mbl Ha rpynnbl. K yCNOBHO-NATOreHHbIM MUKpoopraHmamam (YIM)
OTHOCATCS BO3O6yAuTENW, Bbi3blBalOWMe pasBUTUE MHMEKUMOHHOINO Mpouecca TONAbKO MNpw

onpeaeneHHbIX ycnosundax, CHUXXKeHMnM MMMyHUTETA.

YacTb 3Tux 6aKkTepuii npeacTaBfeHa cBO60AHOXMBYLLMMU MUKpPOOpraHmMaMamu. OHU nHoraa
nonajatoT Ha 3NuTennasnbHble MOBEPXHOCTU UM BO BHYTPEHHIOK Cpeay YefloBeka M MOryT Bbi3biBaTb

MHdeKLMOHHbIE 3aboneBaHns (Hanpumep, Pseudomonas spp., Acinetobacter spp.).

Opyras rpynna aganTMpoBaHa K CYLECTBOBaHMIO B HECTEPU/IbHbIX 4acTsaX OpraHm3aMma
yenoBeKa, CBSI3aHHbIX C OKpyXawwen cpenoinn (KOXHbIA MOKPOB, >XeNyAOUYHO-KMLIEYHbIA TpakT,
BEpPXHME OTAENbl AbIXaTenbHbIX NyTen). Ee npeacraBuTenm coctaBnsitoT HOPMasbHY (3HAOMEHHYIO)

MUKpodIopy YenoBeka, HO passinyatoTCs Mo BUPYIEHTHOCTY.

O4HU N3 HUX, NPaKTUYECKN HUKOr4a He Bbi3biBAOT 3aboneBaHni 4YenoBeka, apyrune - 4acto,

Hanpumep, Escherichia coli, Klebsiella pneumoniae, Haemophilus influenzae [1].

PasnuuHble Buabl 6akTepuin NposaBASIOT TPOMHOCTL K onpeaesneHHbIM aHaTOMUYECKMM HULLAM.
B cBSA3M C 3TUM KaxaoMmy 6uoTony opraHM3Ma CBOMCTBEHHa CBOS OTHOCUTENIbHO MOCTOSIHHas dnopa.
ABNAsaCb OAHMM U3 3aAWMTHBLIX MEXaHW3MOB OpraHum3Ma, OHa TakXe MOXeT 6blTb U pe3epsByapoM
Bo3byauTenen 3K30- W SHAOrEHHbIX WHdEeKUun. B KaxaoM 6uoueHo3e perncTpupyroTcs Kak
pe3naeHTHble, TaK WU TPaH3UTOPHblE MUKPOOPraHW3Mbl, Cpeau KOTOPbIX HEMasioBaXKHoe 3HadeHue
UMEIOT YCNOBHO-NaToreHHole npeacrasutenu. OTaencHble BUAbl YIIM yyactByoT B hoOpMMpoBaHMH

HOpManbHON MUKPOMIOPbLI MakpoopraHMsaMa 1 B natoreHese psaa 3abonesaHnii [3].

lMpeactasutenu YINM MoryT Bbi3biBaTb VIHCbeKLJ,MOHHbIe npouecchl Npn CaMbiX pa3Hoo6pa3Hb|x

BHEWHNX N BHYTPEHHUX USMEHEHUAX N YCITIOBUAX:

® [MpMEeM pasIMYHbIX MeANKaMeHTOB (MMMYHOAEMNpPEeCcCaHTbl, FOPMOHbI, aHTM6aKTepuasbHble

npenapaTtbl U T.4.);
e BO3aencTBMeE HebnaronpusaTHbIX aKTOPOB OKPYXXaloLEN cpeabl;
® CHWXEHWe MMMYHUTETA;
® (CTauuoHapHOE NeyeHune;
e GepeMeHHOCTb U poabl;
® [PEKJIOHHbIA U AeTCKUI BO3pacT;
® TpaBMaTM4ecKue COCTOSAHMSA (MexaHnJecKme NoBpPEXAEHUS LE/TOCTHOCTU KOXW, OXOru 1 4p.);

® XpoHuyeckue 3abonesanus (amnaber, oHkonormsa u T.4.) [5].
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Ocobblit  MHTepec npeacTaBnsAwT 3ab6oseBaHMss, KOTOPblIE  BbI3bIBAKOTCA  YCJIOBHO-
NaToreHHbIMM MUKPOOPraHM3MaMu B CTaLMOHapax — HO30KOMMalsibHble (rocnuTasnbHble) UHGEKLNN.
Mpo6neMa BO3HUKHOBEHUS W JIEYEHUS Takux WHGPEKUM B HaACcToslllee BpeMs CTOUT nepea
3/lpaBOOXpPAaHEHMEM KaK B Hallel cTpaHe, Tak KW 3a pyb6exoM [3]. YacTo Ho30KOMUasbHblE
3ab0/1eBaHMS  XapaKTEPU3YIOTCA TSAXKENbIM TEUEHMEM C YBENIMYEHMEM CPOKOB nMpebbiBaHMs B

CTauMnoHape.

MHd)eKU,VIOHHbIe 3660ﬂeBaHMH, HanpuMep, nopaxxeHma BEPXHUX U HUXHUX AbIXaTEJIbHbIX U
MOYeEBbIBOAALLNX HYTeVI, KOXMW N MATKUX TKaHen un T.4., BOBHUKWINE HE B MEANLUNHCKOM y4pexXaeHnn

(BHEBOBbHMYHbIE), TaKXe 4acTo Bbi3biBatoTCca YIM.

B TeHaeHUMKM NocnegHnx aecaTuneTnin sxognt npnobpeteHune YINM HOBbIX CBOMCTB, KOTOPbIE
NPUBOASAT K MOBbIWEHUIO TSXECTM TedeHus 3abonesaHui. K HMUM B mepBylO0 odyepedb OTHOCUTCSH
npuobpeTeHme MHOXECTBEHHOW pPE3UCTEHTHOCTU K aHTMbakTepumanbHbIM NpenapataM U Apyrux
MaToreHHbIX ocobeHHocTel (aare3nBHbIE CBOMCTBA U CMOCO6GHOCTb K MIeHKO06pa3oBaHuio, pakTopbl

nepcucrteHuun) [2].

CywecTBYOT TpaAWLMOHHblE HEHOTUMUYECKME U  MOMEKYNAPHO-TEHETUUYECKNE METOoAbl
NOEHTUDUKAUMN  MUKPOOPraHM3MoB. @DeHOTUMNMUYECKne MeToAbl, onpeaensioume CcrnocobHOCTb
MWKPOOPraHM3MOB MCMOJIb30BaTb B KayecTBe cy6CcTpaTa pasfiyHble NUTaTe bHbIE Cpelbl, OCTAaTOYHO

ANUTENbHbLI N TPYAOEMKU AN1A NpOBEAEHNA.

0ns MHOrMx nHdeKLUM, Bbi3biBaeMbIX BUpyCcaMm u 6aktepumsimm, paspaboTaHbl MONEKYSIPHO-

bunonormyeckme MeToAbl ANarHoCTUKK, HanNnpuMmep, noinMmepasHas uenHasa peakuus (MUP) [1].

MonekynspHo-reHeTM4yeckoe unccrnegosaHue no3sonseT BbiaBNaTb AHK MukpoopraHnsmos,
MAEHTUDUNUNPYS MX A0 3a4aHHOro TaKCOHOMMYECKOro nopsaka. [lpemMMmylecTtBoM ero siBfsieTcs
BblCOKasl 4YyBCTBUTENbHOCTb, CKOPOCTb MOJAYYEHUS pe3ynbTaToOB, CTaHAApPTU30BaHHOCTbL W
TEXHOJIOMMYHOCTb  MccnenoBaHusa. BaxHo, 4to He TpebylTcsa MaHuMNynsuMm C  XUBbIMU
6aKkTepuanbHbIMW KynbTypaMu, UYTO CAYXWUT MNpenoTBPaLlEHUD pPacrnpoCTPaHEHUS U LUPKYISLUN

MUKPOOPraHM3MoB BHYTpPU neyebHO-aMarHOCTUYECKMX U na6opaTopr|x yt-lpe>|<,u,eHm71.

PeweHne 06 atnmonornyeckor sHadmmoctn YIMM pomxHO onpeaendaTbCca He BMAOBOM WK
pOLI,OBOVI NMPpUHaANEXHOCTbHIO 06HaDY)KeHHbIX MUKpOOpraHMamoB, a Ha OCHOBE KOMIJIEKCHOIo
nccneaoBsaHna B AMHaMMUKE UM Npu conocCtaB/ieHMnM C KIAWHUYECKMMU U SNNAEMUNONOITNMYECKUMU

AaHHbIMK [4].

Mpn nomowm Habopa peareHToB BbigBnsetrca AHK 25 6akTtepuanbHbiX npeacraButenen,
YacTo BbI3bIBAOWMX PasBUTME HO30KOMMaNbHbIX W BHebONbHWMYHBIX 3aboneBaHuin. Bce
nepeyncneHHble MUKPOOPraHmMaMbl OTHOCATCA K 3 knaccam: Bacilli, Betaproteobacteria w

Gammaproteobacteria.
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NPEAHA3HAYEHHOE NPUMEHEHME

NMonHoe HaumMeHoBaHue: Habop peareHToB AaAnsa BbisBneHuss [QHK ycnoBHO-NaTOreHHbIX
b6akTepmin knaccoe Bacilli, Betaproteobacteria n Gammaproteobacteria, Bbi3biBaOWMNX
HO30KOMManbHble W BHEOGONbHUYHbIE WHMekunn, Metoaom [UP B pexnme peanbHOro

BpeMeHu (BakCkpuH YIM), aanee no TekCcTty — Habop peareHTOB.

HasHauyeHune: Habop peareHToB npegHasHadeH ansa sbisBneHns OHK ycnoBHO-naToOreHHbIX
bakTepun knaccoB Bacilli, Betaproteobacteria w Gammaproteobacteria, Bbl3biBalOWMX
HO30KOMWaNbHblE M BHeGONbHUYHbIE WHDekumMn, B npenapatax AHK, nonyyeHHbIX K3
6uonornyeckoro Matepuana yenoBeka u 6akTepuasnbHbIX KynbTyp M3 3Toro bnomatepuana
(MOKpOoTa, MoO4a, Ma3Ku/cockobbl M3 AbIXaTeSbHbIX MYTEN, XENyAOYHO-KULLIEYHOro U
YPOreHMTanbHOro TpakTa, dekanmu, acnupaTbl, 3KCCyAaTbl) METOAO0M MOSIMMEPA3HON LEMHOWM
peaKkumMn B pexunMe peasnbHOro BpeEMEHM!.

Habop peareHnTtoB BbisBnset HK cneayrowmnx 6akrepuii:

- Knacc Bacilli: Enterococcus spp., Streptococcus spp., Streptococcus agalactiae,
Streptococcus pyogenes, Streptococcus pneumoniae, Staphylococcus spp., Staphylococcus
aureus;

- Knacc Betaproteobacteria: Achromobacter ruhlandii, Achromobacter xylosoxidans,
Burkholderia spp.;

- Knacc Gammaproteobacteria: Acinetobacter spp., Citrobacter freundii, Citrobacter
koseri, Enterobacteriales, Enterobacter cloacae, Escherichia coli, Haemophilus spp.,
Haemophilus influenzae, Klebsiella oxytoca, Klebsiella pneumoniae, Morganella morganii,
Proteus spp., Pseudomonas aeruginosa, Serratia marcescens, Stenotrophomonas

maltophilia.
OyHKLUMOHaNbHOE Ha3HavyeHue: gnarHocTtuka in vitro.

[Moka3zaHus K npoBeageHuto aHan3a. CUMNTOMDI VIHCbeKLl,VIOHHOFO npouecca.

MpOTUBOMOKA3aHU K MPUMEHEHMIO HET.

[eMorpaduueckne n nonynsLUnMoHHbIE aCNeKTbl: NMpMMeHeHne Habopa peareHToB He 3aBUCUT

OT NoNynAuUnMOHHBbIX U ,D,eMOFpaCbVIl-IGCKVIX aCneKToB.

O6nacte npuMmeHeHusi: Habop peareHTOB MOXeT ObiTb WCMOMb30BaH B KJAMHUKO-

AVArHOCTUYECKMX 1abopaTopusiXx MEANLMHCKUX YUPEXAEHWUNA.

MoTeHUuManbHble MNOSIb30BATENU: KBaNMMUUMPOBAHHbLIN MNepcoHan, oby4dYeHHbIn MeToaaMm
MONEKYNAPHON  AMArHOCTUKM M npaBwiam  paboTbl B KJIMHMKO-AMArHOCTUYECKOM

nabopatopumn.

MpuMeHATb Ha6op peareHToBs CTporo no Has3Ha4eHWko coraacHo AaHHOM MHCTPYKUUKN NO

NMPUMEHEHNIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1 CoctaB Habopa peareHToB

R1-P028-S3/6, pacoBka S

HOMMHanbHbIN
o Konnyectso ..
HanmeHoBaHMe KOMMOHEHTOB BHewHun Bug 06béM
npobupok
KOMMOHEHTa
Cmecn ansa amnandwukaumm, Mpo3pauHas 6ecuyBeTHas 12 CTOUNOB
3aneyaTaHHble napaduHoM. nnn ronybas XuakocTtb nog 6enbim P no 20 mkn
o rno 8 npobupok
Ctpun N21 BOCKOO6pa3HbIM ClI0EM
Cmecu ansa amnnandukaumm, Mpo3payHas 6ecuBeTHas 12 CTOUNOB
3aneyaTaHHble napaduHoM. nnn rony6as Xuakoctb noa 6enbim P rno 20 mMkn
o rno 8 npobupok
Ctpun N22 BOCKOO6pa3HbIM ClI0eEM
PactBop Tag-nonnMmepasbl Mpo3pauHas 6ecuBeTHas XUAKOCTb 4 npobupku rno 500 Mkn
Mpo3payHas 6ecuBeTHaa BA3Kas
MuHepanbHOe Macno posp H 4 npobupku rno 1,0 mn
MaciSHUCTas XUAKOCTb
MONOXUTENbHBIA KOHTPOSbHbIN
Mpo3pauHasn 6ecuBeTHas XUAKOCTb 1 npobupka 320 mkn
obpaszel,
KpbIlWwK®n anga cTtpunos 24 wr.

Bce KOMMNOHeHTbI Ha6opa peareHToB FOTOBbI K MPUMEHEHUIO U He TPebyoT A0MO/THUTENbHOW

noaroTtoBku K pabote.
2.2 KonnuyectBo aHanmnanpyembix o6pasuos

Habop peareHTOB npeAHa3HayeH pAas OAHOPA30BOr0 TMPUMEHEHUS M pacCyMTaH Ha
nposegeHue 12 onpepeneHun, 4YTO COOTBETCTBYET uccnenoBaHuto He 6onee 8 HeW3BECTHbIX

o06pa3uoB, OTpULATENIbHOIrO KOHTPOJSIbHOIO 06pa3ua M NOAOXKUTENBHOIO KOHTPOsIbHOro obpasua.
2.3 MpuHuMn mMetoaa

MeTopa: lNMonvMmepasHaa uenHas peakums C aeTekunen PE3YyNbTATOB B pPEXWMME peasibHOro

BpPpEMEHMN, KauyeCTBEHHbIM MyanMI'I}'IEKCHbIﬁ aHann3.

MpuHUMN MeToAa OCHOBaH Ha MCMNOMb30BaHMM npouecca amnnaudukaumm [OHK,
3aK/I0YaloLWerocs B NOBTOPAOLMXCS UMKIax TeMnepaTypHoi geHaTypaumn HK, oTxura npalimepoB
C KOMM/JIEMEHTAPHbLIMKM MOCNEAO0BATENBHOCTAMU U MNOCeayloWen AOCTPONKE MONUHYKIEOTUAHbBIX

Luenen c aTux npariMepoB Tag-noanmepason.

Ons  noBblleHNa 4YyBCTBUTENbHOCTM W Cneum@UYHOCTM  peakunum npeaycMoTpeHo
npUMeHeHMe <«rops4yero» CcrapTa, KoTopbin obecneymBaeTcsd MeTOAMKOM  MPUrOTOBNEHUS
peaKLMOHHOM CMecun, COCTosLWeN 13 AByX CNoés, pasaenéHHbiX NPOCIONKON U3 napadumHa. CmeweHne
C/IOEB U MpeBpalleHne X B peakLMOHHY CMECb MPOUCXOANT TONbKO NOcCAe niaBfieHns napaduHa,
UTO WCKJ/IOYaeT Hecneun@uueckmin oTKUr npanmepoB Ha AHK-MUWEHM Npu HayanbHOM MpoOrpese
npobupku. TlMMOMMMO 3TOro, MNOC/AE OKOHYaHUA peakuMym U OCTbiBaHMS MNpobupok, napadwuH
obecneumBaeT 3anedaTbiBaHME PEaKUMOHHOM CMECU U AOMONHUTENbHYIO 3alMTy OT KOHTaMMHaLUK

aMn/INKOHaMW.
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Habop peareHTOB BK/IHOYAET CMECKU ANa amMnandukauum, cneundudHele ans soissneHna AHK
YCNOBHO-NATOreHHbIX 6akTepuit nU Ansa onpeaeneHuss BcnoMmoraTesnbHbiXx aHanutoB: [AHK Bcex
b6akTtepun (Obwas 6akTtepnanbHaa Macca), AHK uyenoseka (KBM - KOHTpoNnb B3ATUS MaTepuana), a
TaKkXe COAEpPXWUT BHYTPEeHHUN KoHTposb (BK), saBnswowmMinca nHOMKaTopoM KadvecTBa peakumu B

Kaxkaon otaenbHon npobupke (kpome npobupkn N°16, cm. Tabnuuy 1).

B peakuuoHHyO cMecb Ans amnandukauum BBedeHbl OHK-30HAbI, KaXxablh M3 KOTOPbIX
conepXxuTt ayopecueHTHYI0 MeTKy M racutenb dnyopecueHumn. NMpu obpasoBaHuMn cneum@uyHoro
npoaykta AHK-30HA4 pa3pylwaeTcs, AencTBMe racutens Ha payopecueHTHY0 MeTKy npekpallaeTcs,
YTO BeAdeT K BO3pacTaHW YpoBHSA dnyopecueHUMn, KOTOpbIn (MUKCUPYETCS AETEKTUPYIOLWMM

aMnandnKaTopom.

KonnuyecTtBo pas3pylleHHbIX 30HAOB (a, cnegoBaTesibHO, W ypoBeHb diyopecueHumnm)
YBE/IMUYMBAETCS MNPOMNOPLMOHANIBHO KOMMYeCcTBY 06pa3oBaBLUMXCA CNeundUyeckmx amnjimKoHOB.
YpoBeHb hnyopecueHUMN M3MEPSETCS Ha KaXAOM UuKne amMnamdukKauum B pexuMme peasibHoro

BPEMEHMU.

B coctaB cMmecn ansa ammindukaumm BKAKOYEH BHYTPEHHMI KoHTponb (BK), KkoTopbii
npegHasHadeH 415 OUEHKM KavyecTBa NPOX0XAEHMS MOoSIMMepPasHon LenHol peakuun. B coctas AHK-
30HA0B, MCMONb3YIOWMXCA ANS AETEKLMN NPOAYKTOB aMnandukaumm ydactkos 6baktepmanbHon JHK,
BKOUEHbl dnyopecueHTHble MeTku Fam mn Cy5, OBM - Fam, KBM - Cy5. B cocras [HK-30HA40B,
NCNOMb3YKOLWNXCA ANs AeTekumum npoaykta amnaudukaumm BHYTPEHHEro KOHTpPONs, BXOAWUT

bnyopecueHTHbIN KpacuTenb Hex.

B cmecb ans amnaudwukaumm npobupok N° 1 m N2 10 pobaBneH ONMroHykneotTna c
pnyopecueHTHON MeTKOM Rox - «Mapkep». OH wucnonb3dyercs npubopoM And onpeaeneHus
NOJSIOXKEHUSA CTpuna B TepMobnoke AeTekTupyolwero amnangukaTtopa. Nocne okoH4YaHUa NporpaMmsl
amnangukaumm npnbop NpoBOAUT CpaBHEHWE 3a4aHHOro OMNepaTopoM pacrnosiIOXeHUs CTPUMOB C
peanbHbIM MONOXeHWeM Mapkepa Rox, W, ecnnm HaxoAuT HecosnageHue (Npu HenpaBUbHOM

pacrosioXXeHMN CTPUMNOB), TO NpeaynpexaaeT o6 3ToOM onepartopa.

Mcnonb3oBaHMe HECKONbKUX  (/lyOpeCcUEHTHbIX KpacuTenei Mno3BONSEeT  COKPaTUTb
KO/IMYEeCTBO NpPO6MPOK, MOCKONbKY TMOSIB/ISETCS BO3MOXHOCTb OJAHOBPEMEHHO PErncTpupoBaTb

pe3ynbTaTbl pa3HbIX peakuun amnandukaunm, Npoxoasawmx B ogHon npobupke.

B Tabnuue 1 npuBeaeHbl KaHabl AeTEKUMM NPOAYKTOB aMnaMduKaumm.
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Tabnuuya 1 - BbisBnsieMblie NokasaTenu, LBETOBas MapKMpoBKa M KaHasbl AeTeKUMN NPOAYKTOB
amnnmndunkaunm
Tun Ne LiBeToBas
Fam Hex Rox Cy5 MapKMpoBKa
ctpuna | npobupku
cmecu
1 OBM BK Mapkep - Mony6as
2 Streptococcus pyogenes BK - -
3 Citrobacter freundii BK - Citrobacter koseri
g 4 Burkholderia spp. BK - -
S 5 Strep tococ.cus BK - Streptococcus spp.
g pneumoniae
O BbecuBeTHas
v 6 Staphylococcus aureus BK - Staphylococcus spp.
7 K/ebSIe”‘,a pneumoniae/ BK - Klebsiella pneumoniae
Klebsiella oxytoca
8 Acinetobacter spp. BK - -
9 Enterobacter cloacae BK - Serratia marcescens
Stenotrophomonas .
10 maltophilia BK Mapkep Haemophilus spp. Mony6as
11 Haemophilus influenzae BK - -
g 12 Morganella morganii BK - Enterobacteriales
g- 13 Enterococcus spp. BK - KBM
|_
o 14 Escherichia coli BK - Pseudomonas BecuBeTHas
v aeruginosa
15 Streptococcus BK - Proteus spp.
agalactiae
Achromobacter Achromobacter
16 . - - .
ruhlandii xylosoxidans

aMmnandunkaumns ¢ Mcnonb3oBaHmeM Habopa peareHToB BakCkpuH YIM.

2.4

Bpems npoBeaeHus aHanusa (6e3 ydyeta npobonoarotoBku): ot 1,5 vacos.

NccneposaHme coCcTouT M3 creayrowmx aTanos: BoigeneHne AHK (npo6onoarotoska) v MLP-
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3 AHAJTIUTUNYECKUNE XAPAKTEPUCTUKN HABOPA PEATEHTOB
3.1 CneundunyHoCTb aHanmsa

B o6bpa3suax mMatepuana, cogepxauiero AHK BbisBNseMbIx 6aKTepuin, BO BPeEMS MpOBeaeHMUS
aMmnaMdukaumm  AeTEKTUPYLWNIA  aMnnnoukaTop GUKCUPYET  MNOJIOXUTENbHbIE  pe3ysbTaTbl
amnmdukaumm cneumdudecknx MNpoAyKTOB B COOTBETCTBYHOLWMX Mpobupkax Mo 3asiBSIEHHbIM

KaHanlaM AeTeKkunun.

B obpasuax MaTepuana, He cogepxalero AHK BbisBnseMmbix 6akTtepui, npu nposeneHumn
amnnmndukaunm  getektTvpyowmnn  amnandukatop  duUKCcupyeTr  oTpuuaTtefnbHble  pe3ysibTaTbl
amnnmndunkaunm cneunduyeckux nNpoAyKTOB B COOTBETCTBYHOWMX Npobupkax Mo 3asiBfeHHbIM

KaHanaM getekunun.

Mpn nccnegoBaHMM aHaNUMTUYECKON cneuMdUYHOCTM BbiSiB/IEHbI cCneundmnyeckme pesynbtathbl
amnaudunkaumm npm Hanndum B obpasue AHK BbisBnsieMmbix aHanutoB: Achromobacter xylosoxidans,
Burkholderia spp.; Acinetobacter spp., Citrobacter freundii, Citrobacter koseri, Enterobacter cloacae,
Entrobacteriales, Escherichia coli, Haemophilus influenzae, Haemophilus spp., Klebsiella oxytoca,
Klebsiella pneumoniae, Morganella morganii, Proteus spp., Pseudomonas aeruginosa, Serratia
marcescens, Staphylococcus aureus; Achromobacter ruhlandii, Staphylococcus  spp.,
Stenotrophomonas maltophilia, Streptococcus agalactiae, Streptococcus pneumoniae, Streptococcus
pyogenes, Streptococcus spp., Enterococcus spp. [loka3zaHO OTCYTCTBME MNEPEKPECTHbIX
HecneumdUnyecknx peakuuMn Kaxaom W3 CUCTeM, BXoAsien B cocTaB Habopa peareHToB MO

OTHOLWEHNIKO K BO36y,CI,I/1TeJ'IF|M, onpegendeMmbiMm ApyruMm cuctemamu.

MNMoka3aHo OTCYTCTBUE Hecneundmnuecknx NoNoXUTENbHbIX pe3ybTaToB aMnandukaunm npu
HanuumMm B obpa3sue HYKNEeMHOBbLIX KWUCNOT cneaylwmx MuUKpoopraHusMoB: Campylobacter spp.,
Candida spp., Chlamydophila pneumoniae, Moraxella catarrhalis, Mycoplasma pneumoniae,
Salmonella spp. B KOHLEHTpauuun He MeHee 2x103 konuii Ha aMNANPUKALNOHHYI0 NPOBUPKY), @ TakXe

OHK uyenoBeka B koHUeHTpauum 6onee 750 Hr Ha aMnANUKALMOHHYIO NPO6MpPKY.
3.2 NHTepdepupyoLwme BellecTea

Hannuune nurnbmutopos MLUP B o6pa3ue 6mMonornyeckoro matepmana MoxeT 6biTb MPUYMHON
COMHUTENbHbIX (HeonpeaenéHHbIX) pe3ynbTaToB. [Npu3HakoM nonHoro nHrubuposaHusa MUP asnaeTcs
OAHOBpPEMEHHOE OTCYTCTBME aMnanduKaumn BHYTPEHHEro KOHTPoNs WM cneumduyeckoro npoaykrta
(cm. 2.3, 9.3).

K nHrnébutopam MNLP, koTopble MOryT NpucyTcTBoBaTh B obpasue AHK, oTHeceHbl cneaytowme
SHAOreHHble N 3K30reHHble MHTepdepupytowme BewecTsa: remornobuH, 6unmpybuH, xonecrtepuH,
Ccnm3b (MyuUMH) M NeKapCcTBeHHble npenapaTbl (MMHOCON, XJoprekcnamHa burntokoHaT, MHAOMeTaunH
CynnosnTopumn, puHodIyuMyunna, OKTEHUCENT), Haxoaswmecs B obpasue, a TakXe M30MponuaoBbINi
cnMpT M MeTunaueraTt, octaowmeca B obpasye [OHK B pesynbTrate HENONHOro yaaseHus

NMPOMbIBOYHbIX PAacTBOPOB B Xo4e Npo60omnoAroTOBKM.

11
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MakcuManbHble KOHLEeHTpauuum MHTequepMPYI-OLLI,MX BELWECTB, NP KOTOPbIX HE Habnoganoch

nHrnbuposaHue MNLP, npeacraBneHbl B Tabnuue Huxe.

Bup 6uomartepmana

UHTepodepupyoiee
BELecTBO

KoHueHTpauusa UB

DHAOreHHble BELLeCTBa

dekanuun, Moya, Maskmn\cockobbl n3
KENYA0UYHO-KULIEYHOrO TpaKTa

Bbunnpy6buH

684 MkMonb/n

®dekanuun, Moya, Maskm\cockobbl n3
XKeNyAoYHO-KULWEYHOro TpakTa

XonectepuH

13 MMonb/n

MokpoTa, Moya, Ma3kn\cockobbl 13
AblXaTeNbHbIX NyTeN, Xenyao4HO-KNLLIEYHOrO
W YPOreHUTaNbHOro TpakTa, hekanmm,
acnupartbl, 3KccyaaThl

Femorno6buH

0,35 mr/mn

MokpoTa, Ma3ku\cockobbl U3 AbIXaTesbHbIX
nyTen, Mas3kM\Cockobbl U3 yporeHnTasibHOro
TpakTa, acnupaTbl

Cnunsb (MyumH)

20%

DK30reHHble BelecTBa

MokpoTa, Ma3kn\cockobbl 13 AbiXxaTeNnbHbIX
nytemn

MnHocon

2,0%

MokpoTa, Ma3kn\cockobbl 13 AbiXxaTenbHbIX
nyTen, Maskn\Ccockobbl U3 yporeHnTasnbHOro
TpakTa, 3KccyaaThl

XnoprekcuanHa éurniokoHaT

5,0%

dekannm, Maskm\cockobbl M3 KenyaoUHOo-
KULIEYHOro TpakTa

MNHAoMeTaunH Cynno3nMTopum

5,0%

MokpoTa, Ma3kn\CoCKobbl U3 AbIXaTeNbHbIX
nyTew, acnuparbl

PuHodnymmyumn

5,0%

MokpoTa, Ma3kn\cockobbl 13 AbixaTeNnbHbIX
nyTein, Ma3kn\cockobbl U3 ypOreHUTanbHOro
TpakTa, acnupaTbl, 3KccyAaThl

OkTeHuncenT

2,0%

MokpoTa, Mo4a, Ma3kn\cockobbl 13
AbIXaTeNbHbIX NYTeN, XEeNya0o4YHO-KNLLIEYHOrO
M YpOreHuTanbHoro TpakTa, dekanum,
acnupaTtbl, 3KccyaaThl, 6akTepuanbHble
KYNbTYpbl

M3onponunosblii cAnpT

10%

MokpoTa, Mo4da, Ma3knM\cockobbl 13
AblXaTeNbHbIX NYTEN, XeyA0UYHO-KNLLEYHOrO
M YpOreHuUTanbHOro TpakTa, dekanuu,
acnupartbl, aKccyaaThbl, bakTepuanbHble
KYJIbTYpbl

MeTtunaueTat

10%
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3.3 MNpenen obHapyxeHus

10 konun  OHK  Ha

aMnIMduKkaumMoHHyo npobupky (2,0x103 konuin/mn npenapata [OHK). [lMpeaen o6HapyxeHus

Mpenen obHapyxeHuna ana OHK  6aktepuii  coctaBnser

yCTaHOBMIEH NYTEM aHann3a CepuinHbIX pa3BeaeHunit nabopaTopHbIX KOHTPOJbHbLIX 06pa3uos (JIKO).

Mpeanen obHapyxeHuns OHK B o6pasue 6uomatepuana 3aBUCUT OT €ro Buaa M MeToda

npenobpaboTku.

MNpenen obHapyxeHusa 10 konuii OHK Ha aMnanduKauuMoHHY0 NpobUPKY COOTBETCTBYET

cneayowmm 3HaYeHnaM KoHUeHTpaummn B obpasue npu ncnosb3osaHnm komnnaekTta NMPOBA-HK-TMJTHOC

ONa  BblAeNeHus  HYKJeuHOBbIX KucioT npoussoactBa OO0 «HMNO  AHK-TexHonorus»,
000 «AHK-TexHonormnsa TCx»,
MNpenen obHapyxXeHus
Knaccobl
MaTtepuan
Bacilli Betaproteobacteria Gammaproteobacteria
10 konui/Ha aMNANPUKaLNOHHYO Npobupky
(2,0x103 konuii/mMn npenapaTta AHK)
MOKpOTa 6x102 6x102 6x102
(npepobpaboTka c NasPO4) Konui Ha obpasel Konuin Ha obpasel Konui Ha obpasel
MOKpOTa
P 4x103 4x103 4x103
(npepobpaboTka ¢ . . o
Konuii Ha obpasel, Konuin Ha obpasel Konuii Ha obpasel,
MYKOJIU3NHOM)
6x102 6x102 6x102
Moua . . o
Konuii Ha obpasel Konuin Ha obpasel Konuii Ha obpasey
Ma3Ku/cockobbl U3 6x102 6x102 6x102
AbIXaTeNbHbIX NyTen Konun Ha obpasel Konuin Ha obpasel Konun Ha obpasel
Ma3Ku/cockobbl U3 6x102 6x102 6x102
XKenyAOYHO-KULWEYHOro TpakTa Konu Ha obpasel Konuin Ha obpaseL Konun Ha obpasel
Ma3Ku/cockobbl U3 6x102 6x102 6x102
YpPOreHnTasnbHOro TpakTta Konuii Ha obpasel, Konuin Ha obpasel Konuii Ha obpasel
8x102 8x102 8x102
dekannm . . N
Konuin Ha obpaseLl, KOMuin Ha obpaseL Konun Ha obpaseLl
6x102 6x102 6x102
acnuparbl . . .
Konuin Ha obpaseLl KOMuin Ha obpasel Konuin Ha obpaseLl,
6x102 6x102 6x102
aKccyaaThl . . .
Konuin Ha obpaseLl, KOMuin Ha obpaseL Konuin Ha obpaseLl
6x102 6x102 6x102
b6akTepuasnbHble KybTypbl . . o
Konuii Ha obpa3sel Konuii Ha obpasel Konuii Ha obpa3sel

3.4 AnarHoctmyeckme xapakTepucTmKm

[OnarHocTuyeckme XxapakTepucTUKM Habopa peareHToB

«BakCkpuH YMI1»

paccymTaHbl

B 3aBUCUMOCTMN OT Haln4yunsa B 06pa3u,e OHK MukpoopraHumama, OTHOCALWErocsds K oAHOMY U3 Tpex

KflaccoB 6bakTepun coraiacHO Ha3Ha4YeHUo MeAULMHCKOrO n3genuvs).
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Bacilli Betaproteobacteria Gammaproteobacteria
BuomaTepuan Konn4yecTso|
06pa3LlOB ﬂMaFHOCTMHECKaﬂ ﬂ.I/IaFHOCTMLIeCKaﬂ ﬂMaFHOCTVILIeCKaFI ,ClMaFHOCTI/ILIeCKaH ﬂMaFHOCTMHECKaﬂ ﬂMaFHOCTVILIeCKaFI
YyBCTBUTENIbHOCTb CI'IeLlVI(bVI\-IHOCTb YyBCTBUTENIbHOCTb CI'IELWIQ)VIHHOCTI: YyBCTBUTESIbHOCTb CI'IELWIQ)VIHHOCTI:
Acnupat 11 100% 100% 100% 100% 100% 100%
(15,81-100) | (88,78-100) | (15,81-100) | (88,78-100) | (71,51-100) | (84,56-100)
Man 20 100% 100% 100% 100% 100% 100%
(76,84-100) | (92,29-100) | (15,81-100) | (93,84-100) | (59,04-100) | (93,28-100)
MOKKT 11 100% 100% 100% 100% 100% 100%
(15,81-100) | (88,78-100) | (15,81-100) | (88,78-100) | (71,51-100) | (84,56-100)
MokpoTa 12 100% 100% 100% 100% 100% 100%
(2,50-100) | (90,00-100) | (47,82-100) | (88,78-100) | (59,04-100) | (88,06-100)
Moua 65 100% 100% 100% 100% 100% 100%
(85,18-100) | (97,88-100) | (15,81-100) | (98,11-100) | (92,60-100) | (97,52-100)
CYIT 9 100% 100% 100% 100% 100% 100%
(54,07-100) | (83,89-100) | (15,81-100) | (86,28-100) | (54,07-100) | (83,89-100)
deKanin 8 100% 100% 100% 100% 100% 100%
(15,81-100) | (84,56-100) | (15,81-100) | (84,56-100) | (63,06-100) | (79,41-100)
Skceynat 8 100% 100% 100% 100% 100% 100%
(29,24-100) | (83,89-100) | (2,50-100) | (85,18-100) | (47,82-100) | (82,35-100)
UToro 144 100% 100% 100% 100% 100% 100%
(93,28-100) | (99,03-100) | (81,47-100) | (99,11-100) | (96,48-100) | (98,88-100)
5}?::3‘2’" a6 100% 100% 100% 100% 100% 100%
(78,20-100) | (97,05-100) | (2,50-100) | (97,34-100) | (88,43-100) | (96,64-100)
KY/NbTYpbl
MAM - ma3kun/cockobbl N3 AbiXaTenbHbIX NyTEN
:E:Meqa MXKT - Ma3kun/cockobbl U3 Kenyao4HO-KMLWEYHOro TpakTa
CYI'T - Ma3kn/cockobbl U3 yporeHnTanbHOro TpakTta

B xoae npoBeAeHHbIX KJAMHUYECKMX UCMbITaHWIA 6bINO yCTaHOBNEHO Hanuume B obpasuax
bnomaTtepuana cnegyowmx smaos baktepuii (MaeHTUdUKaUnsa nposeaeHa A0 BbisiBAsSEMbIX HabopoM
peareHToB TaKCOHOB):

Knacc Bacilli: Enterococcus avium, Enterococcus faecalis, Enterococcus faecium,
Staphylococcus aureus, Staphylococcus epidermidis, Staphylococcus haemolyticus, Streptococcus
agalactiae, Streptococcus pneumoniae, Streptococcus pyogenes;

Knacc Betaproteobacteria: Achromobacter ruhlandii, Achromobacter xylosoxidans,
Burkholderia cepacia, Burkholderia multivorans;

Knacc Gammaproteobacteria: Acinetobacter baumannii, Citrobacter freundii, Citrobacter
koseri, Enterobacter asburiae, Enterobacter cloacae, Escherichia coli, Haemophilus influenzae,
Klebsiella

pneumoniae, Klebsiella variicola, Morganella morganii, Proteus mirabilis, Pseudomonas aeruginosa,

Haemophilus parahaemolyticus, Haemophilus parainfluenzae, Klebsiella oxytoca,

Serratia marcescens, Stenotrophomonas maltophilia.

3.5 BHyTpucepuiiHasa n mexcepumnHas BoCrnpon3BoANMOCTb

OueHKa BHYTPUCEPUMHOM U MEXCEPUMHOM BOCMPOM3BOAMMOCTM Habopa peareHToB
npoBeAeHa NyTEM CpaBHEHUS Pe3ynbTaTOB, MOJIYYEHHbIX MPU UCCNEfOBaHUM OAHUX U TeX Xe
16 o6pa3uoB 6uomaTepunana no 25 nokasartenam (BbisensiembiM [HK ycnoBHo-naTtoreHHbix 6akTepuii
knaccoB Bacilli, Betaproteobacteria n Gammaproteobacteria).

BHyTpucepuiiHasa Bocrnpomn3ssoamMoctb coctasnsietr 100% (95% nposeputenbHbln nHTepsan 99,08-100%).

MexcepuinHasa BoCnponssoanMocTb coctasnsietr 100% (95% poseputenbHbii nHTepBan 99,08-100%).
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4 MEPbI NMPEAOCTOPOXXHOCTHU

OpraHusauma pabotbl [LP-nabopatopuu, obopyaoBaHne U  MaTepuanbl  AOSKHbI
cooTBeTcTBOBaTb TpeboaHuam [OCT P 52905-2007, metoamueckux ykasaHumn MY 1.3.2569-09
«OpraHusauuns paboTtbl 1abopaTopuii, NCNOMb3YOLWMX METOAbI aMNAndUKaLNN HYKITEMHOBbBIX KUCOT,
npu pabote C M™MarTtepuanoMm, coaepxawumm MuUKpoopraHmambl I-IV rpynn naToreHHocTu», ¢
cobntogermem CaHlmH 3.3686-21 «CaHnTapHO-3NMaeMnonornyeckme TpeboBaHus no npodunakTuke

MH(EKUMOHHbIX 6onesHen».

Mccneayemble 06pasubl  paccMaTpMBalOTCA Kak MoTeHUuManbHO-onacHble. Mpu  pabote

C HabopoM crieayeT HaAeBaTb OAHOPA30Bble NMepyaTku 6e3 Tanbka.

Mpu pabote ¢ MukpoopraHmamamu III -IV rpynn natoreHHocTu Bbi6Op TunNa 3alUMTHOrO
KocTioma (pabouen ogexabl W CpeacTts WMHAMBUAYANbHOM 3awWuMTbl) MNPOBOANTCA B CTPOroM
cootBeTcTBMM C CaHluH 3.3686-21 un onpepensetcs BMAOM BO36yauTens, pabodenn 30HOW,

OCHalleHneM ee bokcaMu bmonormyeckom 6e3onacHOCTU.

CneayeT uCnonb3oBaTh TOMIbKO OAHOPA30Bble HAKOHEUYHUKU M Npobupku. He gonyckaetcs

ncnonb3oBaHMe OAHUX U TeEX Xe HaKOHEYHUMKOB MNpuU 06pa60TKe pa3nnyHbIX 06pa3Ll,OB

6mnonornyeckoro MaTtepuana.

K paboTe c HabopoM peareHTOB A0OMNYyCKaeTCsa NepcoHas, 0byyeHHbIN MeToAaM MOJIEKYNISIPHOWM

ONArHoCTUKKM 1M NpaBuiaM paboTbl B KIIMHUKO-AMArHOCTUYeCKown nabopatopuu.

Boigenenne OHK cnegyet nposoauTb B 6okcax 6buonormyeckom 6esonacHoctm II knacca.

MoaroTtoBky k MNLP c ncnonb3osaHneM Habopa peareHToOB BO3MOXHO npoBoauTb B MLP-6okcax.

3anpellaertca nepeMelleHme nabopaTopHoro 060pyAOBaHWsl, B TOM 4uCle [03aTopoB,
LWITAaTUBOB, 1abopaTOPHOM NOCYAbl, XanaToB, rof0BHbIX YOOPOB U Mp., @ TaK)Xe pacTBOPOB pPeareHToB

M3 O4AHOro NnOMeELWeEHNA B ApPYroe.

[lo3aTopbl A0MXHbI 6biITb COOTBETCTBYHOLIMM 06pa3oM MoBepeHbl (B aKKpPeAUTOBAHHbIX

nabopatopusix) n npoMapKmMpoBaHbl.

MoBepxHOCTN paboumx CTOSIOB, @ TakKXe MOMELWEHUs, B KOTOPbIX NPOBOAMTCS BblAaesieHne
OHK n nogrotoska lMNLP-peakTneoB, cneayet o6s3aTenbHO, 40 U Nocne nposeaeHns pabot, obnyuaTtb

C NMOMOLLbIO 6aKTEPULMAHbBIX YCTAHOBOK B TedeHne 30 MUHYT.

Mcnonb3oBaHHbIE OAHOPA30Bble MPUHAANEXHOCTU (MPOBUPKN, HAKOHEYHUKN U AP.) AONXKHbI
cbpacbiBaTbCA B KOHTEMHEP ANS MEAULMHCKUX OTXO0A0B, CoAepXalunn Ae3nHMUUMPYIOLWMIA pacTBop

(npn HeobxoamnmocTn).

BHMUMAHME! YTunmsumpoBaTtb oTxoAabl ¢ npoayktamu MNMLP HeobxoaMMo TONbKO B 3aKpbiTOM Buae. He

JonyckaeTcs OTKpbIiBaTb Npobupku nocne amnandukaumm (MY 1.3.2569-09).

Bce noBepxHocTM B nabopatopum (paboume cronbi, wTaTtuBbl, obopyaoBaHue wn Aap.)
eXeQHEBHO NoABEpralT BJIAXXHOW ybopKe C NMpUMEHEHMEM AE3NHPUUUPYIOLWMX/MOKLWNX CPEaCTB,

pernameHTUpoBaHHbIX CaHUTapHbIMKM Npasunammn CaHlluH 3.3686-21.
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Mpn wucnonb3oBaHMM Habopa peareHTOB B KIMHUKO-AMArHOCTMYECKOM nabopaTopum
obpa3sylTca oTxoabl Kfacca B, KoTopble YTWUAM3UPYIOTCS B COOTBETCTBMM C TpeboBaHuMAMU
CaHlnH 2.1.3684-21 «CaHuTapHO-3annaeMmnonornyeckme tpeboBaHms K COAEPXKAHUIO TEPPUTOPUN
rOPOACKMX U CefIbCKMX TOCesieHMin, K BOAHbIM 06bekTaM, nNUTbeBOW BOAE W MNUTbEBOMY
BoAOCHabxeHuto, aTtMmochepHOMy BO34yXYy, MNOYBaM, >XWIbIM TMOMELEeHNaM, 3KcnayaTauum
NpOW3BOACTBEHHbIX, O6LWeEeCTBEHHbIX MOMELWEHN, OpraHusaumm W TMpoBEeAEeHNI0 CaHUTaApPHO-

NpoTuBO3aNMAEMMYECKMX (MpoduiakTnyeckmx) MeponpusaTmn>.

OnacHble KOMIMOHEHTbI B Habope peareHToB

Hanuumne/orcyrcreue
KoMnoHeHT Habopa peareHToB YKka3aHue Ha pUCKu
OMNacHOro KOMMOHEHTa

Cmecu ans amnnndukauum,

HeT onacHbIX BewecTs -
3aneyaTaHHble napaduHoM. Ctpun N21 W

CMecu ans aMmnnudukauum,

o HeT onacHbIX BewecTs -
3arne4yaTaHHble napadguHom. Ctpun N22

PactBop Tag-nonnMepasbl HeT onacHbIX BewecTs -
MwuHepanbHoe Macno HeT onacHbIX BewecTs -

o N siBnsetcsa 6e3onacHbIM
MonoXXnTenbHbIA KOHTPOJIbHLIN 06pasel A3unp Hatpusa MmeHee 0,1%

ANa KOHEYHOro nosib3oBartens

Mpu paboTe c HabopoM peareHTOB MCMNOMb30BaTb CpeAcTBa MHAMBUAYAIbLHOW 3alUUTbl AN
NpeAoTBpaLLEHMS KOHTaKTa C OpraHnM3MoM vyenoseka. locne okoH4YaHus paboTbl TWATENbHO BbIMbITb
PYKW. M3b6eraTb KOHTaKTa C KOXEW, rnas3amMnm u camsnctbiMn o6onoykamn. MNpu KOHTAKTeE MPOMbITb
nopaxeHHoe MecTo BoAOoM N 06paTUTbCH 3a MEAULIMHCKON NMOMOLLbIO.

He ponyckaeTtcsa ncnonb3oBaTtb Habop peareHTOB:

— MNpPW HapyLWeHUU YC0BMIN TPAHCNOPTUPOBAHUS N XPaHEHUS;

— NpW HEeCOOTBETCTBUM BHELLUHEro BMAa peareHToB, YKa3aHHOro B nacrnopte K Habopy

peareHToB;

— MNPV HapyWweHNN BHYTPEHHEN YNAKOBKN KOMMOHEHTOB Habopa peareHToB;

— N0 UCTEYEHUIO CPpOKa rogHocCTu.

MpuMeyaHune — Habop peareHTOB HE COAEPUT MaTEPUANIOB BUOSIOrMUYECKOro MPOUCXOXAEHUS, BELWECTB B
KOHLIEHTpaUuaAX, 06nafallWmnx KaHUEpPOreHHbIM, MyTareHHbiM [AENCTBMEM, a TaKXe BAUSAWMX Ha
PENPOAYKTMBHYIO GYyHKUMIO YenoBeka. [py  UCMOMb30BaHWM MO HasHayeHuto W cobnoaeHun  Mep

npeaoCTOPOXHOCTU ABNAETCA 6e3onacHbIM.

16



BakCkpuH YIMM | UHCTPYKLUMSA NO NPUMEHEHUI0 | 537-1 ot 22 anpens 2024 ropa

’ AHK-TEXHONOIus

5 OBOPYAOBAHUE U MATEPUAJDbI

Mpu paboTe c HabopoM peareHToB TpebytoTca cneayowme 060pyA0BaHNE U MaTepUansb:

MLUP-60kc («bokc nabopaTopHbI ¢ YO naMnon ans npoBeaeHus noiMMepasHOon LEMHON
peakuun BJ1-MLP» (000 «HIMO AHK-TexHonorus», Poccus, PY N2 P3H 2015/3193) nnn

aHaNOrmn4yHbIN);

amnnundukatop getektupytowmii («ATnpanm» (000 «HMO AHK-TexHonormns», Poccus,
PY N2 ®CP 2011/10229), «OTnant» (OO0 «HIMNO [AOHK-TexHonorusi», Poccus,
PY N2 ®CP 2011/10228), AT-96 (OO0 «HMNO AHK-TexHonorus», Poccusa, PY N2 ®CP
2007/01250));

MUKpoLeHTpudyra-soptekc (BioSan, JlaTBusa unaun aHanorm4yHas);
xonoannbHuk (CTnHon, Poccnsa nnm aHanornyHblin);

IWTaTMB «paboyee MecTo» AN CTPUMNOBAHHbIX Npobupok o06béEMoM 0,2 Mn

(000 «HMNO OHK-TexHonorms», Poccusa nnm aHanornyHbiin);
wTaTnB «pabouyee mecto» and npobmpok o6vEmom 1,5 mn;

[03aTOpbl MeXaHU4eckue Wau 3NeKTPOHHble MepeMeHHOro obbéma ofgHOKaHasnbHblE,
nossonswwmne otbmpatb 06LEMbI xuagkoctm ot 2,0 go 20 mkn, ot 20 go 200 mMkn, oT

200 go 1000 mkn (Eppendorf, FepMaHusa nan aHanorn4dHbie);

OAHOpa30Bbleé HAKOHEYHUKUN C CbMJ'IprOM Ana [Ao03aTtopos, ceBobogHble oT PHKas un

OHKa3, o6bémom 20 Mk, 200 mkn, 1000 mkn (Axygen, CLUA nnn aHanornyHole);
WwTaTMB ANa A03aTOpPOB;

0AHOpa3oBble nepyaTkm MeANLMHCKNE, 6e3 Tanbka (HeonyAapeHHbIE),

TEKCTYPUPOBAHHbIE;

€MKOCTb ANsi cbpoca NUCMOoNb30BaHHbIX HAKOHEUYHUKOB, MPO6MPOK U APYTrnX pacxoaHbIX

MaTepuasnos;

Ae3nHbuumpyoLllee CpeacTso.

Ona B34Tmna um npe,qo6pa60TKM MaTepuana aAna nccnegoBaHna U BblAENEHNA HYKNEUHOBbDIX

Kucnot TpebyloTca cneayowme o6opyaoBaHNe U MaTepuansl:

6okc buonornyeckon 6eszonacHocTtum II knacca;
ueHTpudyra ana mukponpobumpok, ¢ RCF(g) He Huxe 16000;

TepMoCcTaT TBepAOTENbHbIM C Tammepom TT-2 <«Tepmut» (000 «HIMO [OHK-
TexHonorusa», Poccus, PY N2 ®CP 2012/14090) nnaun aHanorn4yHbi, nogaep>XnBaroLLmnm

TemnepaTypy 40 65 °C;
npobupkn MnkpoueHTpudyxHble 06bEMOM 1,5 Mn ¢ Kpblwkamm, ceoboaHble oT PHKa3

v OHKas3;

3NEeKTpUYeckmin nabopaTopHbIA acnupaTtop C KOA60M-NOBYLWKOW ANs  yAaneHus

HaJ0Caf0UYHbIX XUAKOCTEN;
17
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oAHOpa30Bble HakKoHedyHukn 6e3 dunbtpa, cBoboaHble oT PHKaz u [HKasz, ans

3nekTpuyeckoro nabopaTopHoOro acnMpartopa;
MUKpoLeHTpudyra-sopTekc (BioSan, JlaTBusa unv aHanornyHas);

[03aTopbl MEXaHNYECKME UM I/IEKTPOHHbIE OAHOKaHasbHblE C NepeMeHHbIM 06bEMOM,
nossonsawwme otbupaTtb 06LEM xumakoctn ot 0,2 ao 20 mkn, ot 20 go 200 mkn, ot 200

£o 1000 mkn (Eppendorf, FlepMaHua uam aHanornyHblie);

OAHOpa30Bble HAKOHEYHWKM C PUABTPOM ANs NoNyaBTOMATUYECKMX [03aTOpoB,
csoboaHble oT PHKa3 n [JHKa3, o6bémom 20 mkn, 200 mkn, 1000 mkn (Axygen, CLLA

WKW aHanoru4Hble);
WwTaTMB AN1s 403aTOpPOB;
dusmonornyeckumn pacteop (0,9% NaCl) ctepunbHbin (Npy HeE06XO0ANMOCTH);

wratne <«pabovee mecto» ana npobupok obvémom 1,5 mn (OO0 «HMO AHK-

TexHonormsa», Poccus nam aHanorn4yHbiin);
0AHOpa30Bble NnepyaTkm MegnLUnHCKne, 6e3 TanbKa, TEKCTYPUPOBAHHbLIE;

éMKOCTb Ans c6poca MCNOJIb30BAHHbIX HAKOHEYHWMKOB W ApPYrnx pacxogHblX

MaTepunanos;
Ae3nHduumMpyloLllee CpeacTso;

TpaHcnopTHas cpeda (pekomeHayetcss TpaHcnopTtHas cpega CTOP-® (OO0 «[OHK-
TexHonorms TC», Poccusi, PY N2 P3H 2020/9640), TpaHcrnopTHas cpeaa CTOP-M,
(000 «OHK-TexHonorus TC», Poccusa, PY N2 P3H 2019/9453));

Habop/koMnnekT peareHToB AN BbligeneHnss OHK u3 6uonornyeckoro maTtepmana
(pekoMeHayeTca «KoMnnekT peareHTOB Af5 BblAENEHUS HYKIEWHOBbIX KWUCNOT
(MPOBA-HK/MPOBA-HK-MJIIOC) no TY 9398-035-46482062-2009» B dopme
koMmnaekTaunm: komniekt MPOBA-HK-MIKOC (000 «HMNO AHK-TexHonormna», Poccus,
PY N2 ®CP 2010/08867).
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6 AHAJINSNPYEMBIE OBPA3Lbl

6.1 MaTepuan ona nccnenosaHus

Ona mnccnepoBaHMa MCnonb3yoT 6uonormyeckmii Matepuan 4denoBeka W bakTepuanbHble
KynbTypbl M3 3TOro 6uomatepmana (MOKpoTa, Mo4a, MasKu/COCKOObl M3 AblxaTeNbHbIX MyTeN,
XKeNnyno4YHO-KULLEYHOro U YporeHmMTanbHOro TpakTa, dekannm, acnupaTbl, 3KCCyaaThl).

[ns nony4deHns KOppeKTHbIX pe3ynbTaToB 60/bloe 3HaYeHe MMEeET KadecTBO B3ATUA obpasua
6uomaTepmana ana ncciefoBaHus, ero XxpaHeHne, TpaHCNOPTUPOBaHMe U NpeasapuTenbHas obpaboTka.

MpuMeyaHune - B3atue, npeasapuTenbHyto 06paboTKy, XxpaHeHMe M NepeBo3Ky, nepeaavy uccrenyemoro
MaTepuana B Apyruve opraHusaumum OCYLLUEeCTBASKT COrlacHO WHCTPYKTUBHO-METOAMYECKMM [OKYMeHTaM,
pernamMeHTUMpYIOLWMM BbINOSIHEHME WCCNefoBaHWI B COOTBETCTBMM C TpeboBaHmsaMu MY 1.3.2569-2009 u
CaHluH 3.3686-21.

6.2 B3aTne mMaTepmana Ha uccnegosaHue

6.2.1 MokpoTa

B3aTne maTepmana ocyLleCcTBMASIOT B 04HOPAa30Bble rpaAyMpoBaHHblIe CTepUiibHblE (P1aKOHbI
C LWWPOKMM rOpPJSIOM M 3aBMHYMBAOWMMUCA KpbllkaMn 06bEMOM He MeHee 50 Mn B KonmyecTsBe
He MeHee 1,0 mn.

Mocne cbopa mMaTepuana ¢hakoH NMA0OTHO 3aKPbIBAT U MApPKUPYIOT.

6.2.2 Moua

Ons aHanusa oTbupaloT nepBylo MNOPUMIO YTPEHHEN MO4YM B KOJIMYECTBE He MeHblue
20-30 mn. OT6bop MOYM MPOBOAAT B CNeUManibHY CYXYH CTEepUiibHY0 éMKOCTb 06bEMOM Ao 60 M,
CHabXXeHHYI0 repMeTUYHO 3aBMHYMBAIOLLIENCS KPbILIKOMN.

Mocne cbopa MOYN KOHTENHEP MJIOTHO 3aKpbIBAOT U MAapKUPYIOT.

6.2.3 Maskun\cockobbl N3 AbiXxaTesbHbIX MYTEN, XETyA04YHO-KULLIEYHOrO N YPOreHUTaIbHOrO TpakKTa

B3daTne MaTepuana oOCyLWecTBASAT C MOMOLWbK cheuuanbHblX MeAUMUMHCKUX U3aenun,
MMEeLWMX perncTtpaunoHHble YyAO0CTOBEPEHMS B 3aBMCMMOCTM OT WCTOYHMKaA 6uonormyeckoro
MaTtepuana CcornacHo YCTaHOBMEHHOM npoueaype (Hanpumep, 30HA-TAaMNOH Ana oTbopa,
TPaHCMOPTUPOBKN N XpaHeHnsa buonormyeckmx npod PY N2 ®C3 2012/11835).

Mocne B3ATUA HMONOrMYeckoro Matepuarna nepeHecute 30H4 B NpobUpKYy C TPAaHCNOPTHOM
cpenon, npegHasHayYeHHOMW Mpou3BOAUTENEM AN9 TPaHCNOPTUPOBaHUA W XpaHeHus obpasuos
buonornyeckoro matepmana ana lMUP-nccnegosanmii, U TwatenbHO NPOMOWTE e€ro B XWAKOCTM B
TeueHune 10-15 ¢, nzberasa eé pasbpbiaruBaHus.

M3BneknTe 30HA4 M3 pacTBOpa W, BpalwaTesbHbIM ABMXEHMEM MPUMXMMas ero K BHYTpPEeHHEN
CTeHKe NpobunpKu Bblle yPOBHSA pacTBOpa, OTOXMUTE U36bITOK XMAKOCTU. MOAHOCTbIO yaanuTe 30HA
N3 NpoBUPKK N YTUAN3UPYITE.

MNOTHO 3aKpoKTe KPbIWKY MPOOUPKU M NMpOMapKUpymnTe npobupky.

6.2.4 Oekanuu

0ns aHanusa ucnonb3yoT Npobbl dekanmin maccon (06bLEMoM) npumepHo 1-3 r (1-3 mn).
Mpoby nepeHOCAT B cCrneuManbHblil CTEPUbHbLIA Cyxol (NakoH OTAesIbHbIM HaKOHEYHMKOM C
bdUNBTPOM MM OAHOPA30BbIMK flONATKaMMU.

Mocne cbopa dekannin dakoH NAOTHO 3aKpbIBAOT N MAPKUPYIOT.
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6.2.5 AcnupaTbl
B3sTMe MaTepmana ocyLecTBASIOT B 04HOPa30Bble, MIOTHO 3aBMHYMBAIOLMECS CTEPUSIbHbIE
npobmpkn o6vé€mom 50 M.

MNMocne B3STUS Matepuana npobupKy MIOTHO 3aKPbIBAOT KPbILIKON U MapKUPYIOT.

6.2.6 2Jkccypat

B3aTve ™MaTtepuana OCYLLeCTBASAKT C MOMOLWbIO CNeunanbHbiX MeaUUMHCKUX WU3aenun,
MMeKLWMX perncTtpauuoHHble YyAOCTOBEPEHMS B 3aBMCMMOCTM OT WCTOYHMKA 6uonormyeckoro
MaTepuana CorflacHO YCTaHOBNEeHHOW npoueaype (Hanpumep, 3oHa-TamMnoH ansa  otbopa,
TPaHCNOPTUPOBKN N XpaHeHus 6uonormdeckmx npob PY N2 ®C3 2012/11835).

Mocne B3ATMSA H6MoONOrM4YecKoro Matepuana nepeHecmTe 30H4 B NpobupKy C TpaHCNOPTHOWM
cpenon, npegHasHa4yeHHOM npou3BoAuTENeM A8 TPaHCNOpPTMPOBaHUSA U XpaHeHus o6pa3uos
buonornyeckoro matepmana ansa lMUP-nccnegosanuii, U TwatenbHO NPOMOWTE e€ro B XXWMAKOCTM B
TeyeHume 10-15 ¢, nsberasa eé pasbpbiarnsaHus.

N3BnekuTe 30HA M3 pacTBOpa W, BpallaTesibHbIM ABWXKEHMEM MPUXUMasa ero K BHyTPEHHeN
CTeHKe nNpobunpKun Bblle YPOBHS pacTBOpa, OTOXMUTE U36bITOK XMAKOCTU. MOAHOCTbIO yaanuTe 30HA
N3 NpobUpPKM N YyTUAN3UPYITE.

MNOTHO 3aKpONTE KPbIWKY NPpObMpPKM U NpoMapkupymte npobupky.

6.2.7 bBakTepuanbHble KynbTypbl

B3aTne mMatepuana Cc XMAKUX U NNOTHbIX Cpea OCYLUEeCTBASeTCS NMpu NOMOLLUM O4HOPAa30BOM
MUKpobuonornyeckor netnu mnu wnatens. Nomectute B OAHOPA30BYH MJACTUKOBYHO MPoObUpPKY
o6bémom 1,5-2,0 Mn, B KOTOpYtO NpeaBapuTenbHO BHeCeHO 500 MK CTEpUNbHOro prn3nonornyeckoro
pacTBOpa, OAMHOYHYIO KOMIOHUIO K1eTOoK nnm 100 MK XUAKOW cpeasbl.

Mocne B3aTUS MaTepuana NpobupKy MNOTHO 3aKpbIBAOT KPbIWKOW M MapKUPYIOT.
6.3 TpaHCNoOpTUpPOBaHME N XpaHeHne nccneayembix obpasLos
6.3.1 MokpoTa

O6pa3ubl MOKPOTbI 4ONYyCKaeTCcs TPaHCNOPTUPOBaTb N XPaHUTb:

° npu KomHaTHoM TemnepaTtype (o1 18 °C go 25 °C) - He 6onee 6 yacos;

° npu Temnepartype ot 2 °C go 8 °C — He 6onee 3 cyToK.
6.3.2 HaTtuBHble n npenBapuTenbHo ob6paboTaHHbie 06pa3ubl MOYK:

HaTuBHbIe 7] npeaBapuTensLHO obpaboTaHHbIe obpasupbl MO4M [onyckKaeTcs
TPaHCNOPTMPOBATb U XPaHUTb:

° npu Temnepartype ot 2 °C go 8 °C — He 6onee oAHUX CYTOK;
o npu Temnepatype oT MnHyc 18 °C go mmnHyc 20 °C - He 6onee 04HOM Hepenwu;
o npu Temnepatype MuHyc 70 °C - anutenbHo.

BHMUMAHME! [JonyckaeTcs nuub 0gHOKpaTHOE 3aMopaXXuBaHue-oTTanBaHne Matepuana.
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6.3.3 Maskn\cockobbl M3 AbIXaTeNlbHbIX MyTeN, XenyAo4YHO-KULIEYHOr0 W YpOreHUTanbHOro
TpaKTa, 3KCCyAaaThl
CpoKM XpaHeHMst Ma3KoB\COCKOBOB M3 AbIXaTeNbHbIX MNyTeN, XeNyAOoYHO-KULIEYHOro WU
YPOreHUTaNbHOro TpakTa, 3KCCYAaTOB  OMNpefAensiTcss  WMHCTPYKUMEH K  peKOMeHAyeMoMy

Habopy/kKoMnneKkTy peareHToB A1 BbiaeneHns OHK.

6.3.4 O6pa3ubl HaTUBHbIX dekanuni
O6pa3ubl HaTUBHbLIX MeKannii 4oNMycKaeTcs TPAHCNOPTUPOBaTb U XPaHUTb:
° npu KoMHaTHolM TemnepaTtype (ot 18 °C go 25 °C) - He 6onee 6 yacos;

o npu TemnepaTtype ot 2 °C ao 8 °C - He 6onee 3 cyToK.

6.3.5 Acnupat, 6akTepunanbHble KynbTypbl:

AcnuvpaT, 6akTepuanbHble Ky/ibTypbl AOMYCKAETCA TPAHCMOPTUPOBATb U XPaHUTD:

° npu Temnepartype ot 2 °C go 8 °C — He 6onee o4HUX CYTOK;
° npu Temnepartype oT MMHyc 18 °C go MuHyc 20 °C - He 6onee oaHON Henenu;
o npu Temnepartype MuHyc 70 °C - gnutenbHo.

BHMUMAHME! [JonyckaeTcs nuub 0gHOKpaTHOE 3aMopaXXuBaHue-oTTanBaHne Matepuana.
6.4 MoarotoeBka 6uonornyeckoro Matepuana 4ns uccneaoBaHums.

BHUMAHME! OtHocuTenbHoe yckopeHune ueHtpudyrn (RCF nnm g) 3aBUCUT OT 4YacCTOTbl BpaleHus
n paamyca potopa (MpunoxeHune A). [Ons onpegeneHnss COOTBETCTBUSA LEHTPUPYrM 3adaHHbIM
napamMeTpam LeHTpudyrnposaHns obpatutecb K pyKoOBOACTBY MO 3KCMyaTaunm.

6.4.1 MokpoTa
6.4.1.1 Cnocob N° 1
1. MepeHecnTe B 04HOPA30BYO NIACTUKOBYO Npobupky npumepHo 500 Mkn 6nonormyeckoro
mMaTepuana.
2. [obaBbTe Kk Npobe MOKpOTbl paBHbih 06bEM 10 % Tpex3amMelwéHHOro docdOopHOKNCIOro
HaTpusa x12H20, NIOTHO 3aKPONTE KPbIWKONA U MHTEHCUBHO BCTPSXHUTE.
3. UHkybupyinnte cmecb npu TeMmnepatype 37 °C B TedyeHme 18-24 wyacoB, 3aTeM
HenTpanusyinte 1 M HCI go pH 6,8-7,4.
4. UeHtpndyrmnpynte npu RCF(g) 900 B TeueHne 20 MMH Npu KOMHATHON TemnepaTtype (oT
18 °C
Ao 25 °C).
5. Yaanute HagoCafo4YHYH XWMAKOCTb B EMKOCTb € 5 % pacTBOpOM Xx/opaMuHa Ang
obe3zapaxmBaHus.
6. JobasbTe kK ocaaky 500 Mk AUCTUANMPOBaHHOW BOAbI, NepemMellanTe NnMneTUMpoBaHUEM U
nepeHecuTe B OAHOPA30BYIO MJACTMKOBYO Npobupky 06bEMOM 1,5 Mmn.
7. UeHTpndyrmpyinte npobupky npu RCF(g) 16000 B TeyeHme 10 MMH nNpu KOMHATHOM
TemnepaTtype (o1 18 °C go 25 °C).
8. Ypanute HaJoCaA0YHYI0 XWAKOCTb, OCTaBuB B npobupke 100 MK/

(ocagok + xuakasa dppakums).
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Cnocob N¢ 2

1. obaBbTe B KOHTelHep C 06pa3uoM MyKOAU3WH B COOTHoweHun 5:1 (5 uyacten
MYKONIM3MHa K OAHOM YacCTW MOKpPOTbI), OPUEHTMPYSACL NO rpafyMpoBKe KOHTenHepa.

2. 3aKpounTe KpbllKY KOHTeNnHepa, BCTPSXHUTE coaepXxXumoe n nHkybupymnte 20-30 MUH npu
KoMHaTHoM TeMmnepaType (oT 18 °C po 25 °C), kaxable 2-3 MUH BCTPAXMBAsS KOHTENHep.

3. NpoBeaunTe BbiAeneHne AHK cornacHo UHCTPYKUMM K KOMIMJIEKTY peareHToB «KoMmnnekT
peareHToB Ans BblaeneHuns HyknaenmHoBbix kucnoT (MPOBA-HK/MPOBA-HK-MJKOC) no
TY 9398-035-46482062-2009» B dopme komniektaumm: komnnaekt MPOBA-HK-MJIHOC
(000 «HMNO OHK-TexHonormsa», Poccusa, PY N2 ®CP 2010/08867).

Moua

MepeHecuTe B 04HOPA30BYO MAACTUKOBYO NMpobupky o6vémom 1,5 mn 1,0 ma mouu.
LUeHTpudyrupynte npobupky npu RCF(g) 16000 B TeyeHume 10 MWH Npu KOMHATHOM
Temnepatype (o1 18 °C go 25 °C).

Haunbonee nNonHo yganute Hag0CaA0UHYIO XNAKOCTb.

[JobasbTe K ocagky 1,0 Ma CcTepunbHOro M3nOa0rMyYecKkoro pacrtBopa, NepemellanTe Ha
MUKpOLEeHTpuUdyre-sopTekce B TedeHune 5-10 c.

LeHTpudyrmnpynte npobupky npu RCF(g) 16000 B TeueHume 10 MWH Npu KOMHATHOM
TemnepaTtype (ot 18 °C go 25 °QC).

YaanuTe HaloCaao4YHY0 XUIKOCTb, OCTaBmB B Npobupke 100 Mk (o0cadok + xuakas dpakums).

Ma3km\cockobbl M3 AbIXaTesbHbIX MNyTer, XenyAOYHO-KULWIEYHOro U YPOreHUTasbHOro
TpakTa, acnupaTthl, 3KcCyaaThbl, 6akTepuasnbHblie KynbTypbl C XXUAKUX N NNOTHbIX Cpes
UeHTpudyrmupynte npobupky npu RCF(g) 16000 B TeueHnme 10 MMH NpM KOMHATHOM
TemnepaTtype (ot 18 °C no 25 °C).

YaanuTe Haf0CaA04uHY0 XUIKOCTb, OCTaBmB B Npobupke 100 Mk (ocanok + xuakas dpakums).

dekanuu

MepeHecuTe B 04HOPA30BYIO NSIACTMKOBYIO Npobupky o6bémom 1,5 mn c 1,0 Mn cTepunbHOro
pusmonornyeckoro pacrtsopa npumepHo 250 Mr (Mkn) dekanuin, 3aKponTe KpblLKY
npobumpku.

BcTpsaxHuTe NpobupKy Ha MUKpoLeHTpudyre-sopTekce B TeyeHmne 5-10 c.
LeHTpudyrnpynte npobupky npm RCF(g) 900 B TeyeHue 2-3 MMH NpU KOMHATHOM
TemnepaTtype (o1 18 °C go 25 °C).

MepeHecute 800-1000 MKA HAAOCAAOYHOM XMAKOCTWM B HOBYK OA4HOPA30BYK Npobupky
o6vémom 1,5 mn, uentpudyrmpyinte npm RCF(g) 16000 B TedeHne 10 MWMH NpuM KOMHATHOWN
TemnepaTtype (o1 18 °C go 25 °QC).

Ypanute HagoCagouHY0 XUAKOCTb, ocTaBmne B Npobupke 100 Mk (ocagok + xuakas dpakumns).

OanbHenwana o06paboTka yKasaHHbIX Bblwe BMAOB 6uonornyeckoro Martepuana

OCYLLECTBASAETCAS COrfacHO WHCTPYKUMWM K KOMMNIEKTY peareHToB «KoMmnnekT peareHToB A4
BblaeneHns HyknenHosblX Kncnot (MPOBA-HK/MPOBA-HK-TIJTIOC) no TY 9398-035-46482062-2009»
B ¢dopme komnnekTauum: komniekt MPOBA-HK-TIJTIOC (OO0 «HIMO AHK-TexHonorus», Poccus,
PY N° ®CP 2010/08867).
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7 NPOBEAEHUVE AHAJIN3A

7.1 Boigenenne AHK 13 6uonormyeckoro matepunana

Bbigenenne OHK 13 nccneayemoro Matepuasna npoBOAST B COOTBETCTBUM C MHCTPYKUMEN K
ncnonb3yemomy Habopy/KOMMNIEKTY peareHToB.

Ona sbigeneHna AHK pekoMeHAyeTCca MCNOMb30BaTb «KOMMAEKT peareHToB A/ BblAeNeHnsa
HyknenHoBbiX kuncnoT (MPOBA-HK/MPOBA-HK-MJTKOC) no TY 9398-035-46482062-2009» B dopme
KoMmnnekTauuu: komrnekT NPOBA-HK-TJTHOC (000 «HMO AHK-TexHonorus», Poccusi, PY N2 ®CP 2010/08867).

BHUMAHME! OpgHoBpeMeHHO C BbigeneHuem [HK un3 6uonormyeckoro maTtepmana Heobxogmmo
NOAroTOBMTb OTpULATENbHbIM  KOHTPOMbHbLIA 06pasey W NpoBecTM ero 4epes BCe ITanbl
npobonoarotoBkn. B KadectBe OTpuUATENbHONO KOHTPOAbHOro obpasua pekoMeHAyeTcs

NCnonb3oBaTb MPM3NOIOTMYECKUIA PAacTBOP CTEPUITIbHbIN.
7.2 MoarotoBka v nposeneHue MLP

BHUMAHME! [pn npoBeaeHnn BcCex NOCheAywOWMX OEeNCTBuMi cneayet msberaTb BO34ENCTBUS

MPSIMbIX COTHEYHbIX Ny4Yelr Ha NpobupkM Cco cMecbto Ans amnamdunkaumm!

BHUMAHME! Cnepyetr crtporo cobniogatb KOMMIEKTHOCTb CTPUMNOB W KpblWeK K HuM. He

MCNONb30BaTb KPbILWKW K CTpMMNaM U3 Apyrux HaboposB peareHToB!

7.2.1 TpomapkupyiTe aBa CcTpuna Co CMecsiMu Ans amnandukaummn, 3anedyataHHbIMM napaduHOM
(oanH Ctpun N°1 u oamH Ctpun N92, Bcero 16 npobupok): ANs KaxAoro uccnenyemoro
obpasua, ANS NONOXUTENbHOrO KOHTposbHOro obpasua (K+) m pgna oTpuuatenbHoro
KOHTposibHOro obpasua (K-).

MpuMmep: Heobxoanmmo MpoaHanuampoBaTb ABa obpasua. [Jas 3Toro Heo6XxoaMMO NMPOMapKUMpOBaTb BOCEMb

CTPUMOB: YeTblpe ANnA UccnefyeMbix 06pa3suos, ABa Ana «K+» 1 aBa ansa «K-» (Tabnuua 2).

Tabnuuya 2 - MNpumep MapKUPOBKK CTPUNOB Ans nposeaeHus MLUP

O6paseL MopsigkoBbivi N2 cTpuna Twvn cTpuna

Ctpun N1
Ctpun N92
Ctpun N1
Crpun N22
Crpun N°1
Crpun N22
Ctpun N91
Ctpun N22

O6pasey A

O6pasey b

K-

K+

0| N|loojun || W|N|=

7.2.2 BcTpsixHuTe Npobupky c pactBopoM Tag-nonnmepasbl B TeueHne 3-5 ¢ Ha MUKpoLeHTpuagyre-
BOpTEKCE W LEHTPUYrnpymnTe B TedeHme 1-3 ¢ Ha MUKpPoOLEHTpudyre-sopTekce.

7.2.3 BHecuTe B Kaxayo npobnpKy npoMapKMpoBaHHbIX CTPUMOB, He rnoBpexaas cnon napaduHa,
no 10 mkn pacteBopa Tag-nonnMmepassbl.

7.2.4 BHecuTe B Kaxayto NpobupKy npoMapKnpoBaHHbIX CTPMMNOB NO ogHoM kanne (okoso 20 Mki)

MWHepasbHOro Macna. 3akpoinTe KpbILWKKU CTPUMOB.
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7.2.5 BctpsaxHute npobupku ¢ npenapatoMm AHK, nonoxuTenbHbIM KOHTPOSbHbIM 06pa3uom (K+)
W oTpuUaTeNbHbIM KOHTPO/SbHbIM 06pa3uyom (K-) B TeyeHume 3-5 € Ha MUKpoueHTpudyre-

BOPTEKCE N LEeHTPUDYrnpyiTe B TeueHme 1-3 ¢ Ha MUKPOLIEHTpUdYyre-BopTeKCE.

BHUMAHME! [1na npepotBpalleHUss KOHTaMuUHauuu cnenyet nepen BHeceHuem [AHK oTKpbiBaThb
KPbILWKY TOJIbKO TOro CTpuna, B KOTOpPbIM 6yaeT BHOCUTLCS AaHHbIA obpasel, U 3aKkpbiBaTb €€ nepep
BHeceHmeM cneaytowero. [lpenapatel OHK cnegyeT BHOCUTb HaKOHeYHMKaMM C  HUNbLTPOM.

3aKpbiBaTe CTpUMbI MIOTHO.

7.2.6 BHecnte B Kaxaytw nNpobupKy COOTBETCTBYHOLUMX MPOMAPKUPOBAHHbIX  CTPUMOB,
He noBpexaas cnon napadwHa, no 5,0 MKA BblaeneHHoro u3 obpasua npenapata AHK.
B cTpunbl, npoMapknpoBaHHble «K+» 1 «K-», IHK He BHoCUTCS.

7.2.7 BHecuTe B Kaxayl nNpobupKy CTpUNoOB MPOMapKMpoBaHHbIX «K+>», He noBpexaas Cnown
napaduHa, no 5,0 MK/ NOMOXUTENBHOIO KOHTPOJILHOIO obpasua.

7.2.8 BHecuTe B Kaxayto NpobupKy CTpMNoB NpoMapKnpoBaHHbIX «K-», He noBpexaasn cnon napaduHa,
rno 5,0 MKN oTpuuaTenbHOro KOHTPoOsibHOro obpa3sua, npoweawero atTan eblgenenms AHK.

7.2.9 UeHnTpudyrmpyinte cTtpunbl B TedeHme 1-3 ¢ Ha MUKpoLEeHTpUdyre-sopTeKCe.

7.2.10 YcraHoBMTe BCe CTpunbl B 6510k geTekTupylwero amnnmdmkaTopa.

7.2.11 3anycTtuTe nporpaMMHoe obecneyeHune geTekTupytowero amnamdumkaTopa B pexmnme «Pabota
C NpnbopomM». YKaKnte KoJM4YecTBo U naeHtudmnkaTopbl 06pa3LoB, OTMETbTE PacnosioXeHne
CTPUNOBaHHbIX NpobWpoK Ha MaTpuue TepMob/ioka B COOTBETCTBMM C WX YCTAaHOBKOW

(cm. 7.2.10) n nposeauTe MUP no nporpamMme amnnandgukaumm, npusenéHHon B Tabnuue 3.

Tabnuya 3 - lMporpamMa amnnndukaunm Ans AeTEKTUPYHOLWMNX aMnandukatopos «ATnpanm»,
«OdTnant> n AT-96

(o]
6'“' Temnepatypa, °C MuH C Yuncno ymknos A OnTngFKMX Tun 6noka
JI0Ka M3MEPEHUN
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 %
94 0 10
3 45 Lnkn
64 0 15 \
4 94 0 5 1 Lukn
10! . . XpaHeHue XpaHeHue

MpnmeyvaHns:

1. MNMapameTpbl, KOTOpble BBOASAT MpW CO34aHMM HOBOro TecTa (nporpamMma amMnandukaumun, UCnosib3yemble
KaHanbl geTekumn, o6bEM peakLMOHHON CMeCcH 1 T.M.) MOXHO COXpaHWUTb B BUAE rotoBoro garina.

2. MNpn nocneayowmx noctaHoekax AobaBbTe B MPOTOKOS COOTBETCTBYIOLWMIN TECT, YKaxXuTe KOJNYECTBO W
naeHTMdnKaTopbl 06pa3sLoB, B TOM 4YMUCNE MOMOXMUTENLHONO W OTPULATENIbBHONO KOHTPO/IbHbLIX 06pasuos,
OTMeTbTe pacnonoxeHne Npobupok Ha MaTpuue Tepmobnoka B COOTBETCTBMM C MX YCTAaHOBKOW U npoBeauTe
MLp.

1 - ponyckaeTcsa xpaHeHue npu Temnepatype 25 °C
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8.2

8.3

9.2

9.3
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PETNCTPALINA PE3YJIbTATOB AMIMTJTTIUOUKALIAN

Pernctpaumsi curHana cayopecueHuMn npoBOAMTCS NMPUMBOPOM aBTOMATUYECKM BO BpEMS

amnnmdunkaumnm.

YUYéT n peructpauus pesysbTaToB peakumm OCYLECTBISEeTCS aBTOMaTU4ecKu C MOMOLLbIO

nporpamMMHoro o6ecrneyeHunsi, NOCTABASAEMOro C AETEKTUPYIOLLNM aMMIMbUKATOPOM.

lMocne OKOHYaHMS NporpamMmbl amnanduKauMnm Ha 3KpaHe MNOosIBUTCA COOTBETCTBYlHOLLEE
MHpopMaunoHHOe coobueHne n 6yaeT npeanoXeHo NeperTM K aHanmly pe3y/bTaToB.
Ha rpacdmke 6yanet otobpaxkeHa 3aBMCMMOCTb (hayopecueHUMn OT HOMepa uMKia No BCeEM
MCNOSb3YEMbIM KaHanaM, Ans Kaxaow npobmpku B TepMobrioke.

Mocne npoxoxaeHus amnandukaumMm nporpamMmHoe obecneyeHne cCpaBHMBaeET 3adaHHoe
onepaTopoM pacrnonioXeHne Npobnpok € peanbHbIM MosiIoXeHneM mapkepa (payopecueHTHON
MeTKn Rox), 1, ecnmn HaxoauT HecoBnageHmne, To NpeaynpexaaeT ornepatopa 06 3ToM. B aToMm
cny4dyae Heob6xoaMMO NpPOBEPUTL pacnosioXeHMe CTpMNoB B TepMobnoke (nepsas npobupka
Ctpun N21 n BTopas npobupka Ctpun N°2 oTMeudeHbl ronybbiMm 6ydepoM) n CKoOppekTupoBaTb

naeHTndunkaTopbl NpobMpok B NpoTOKOIE.

MHTEPNPETALUMSA PE3YJIbTATOB AMIVIN®OUKALINN

B obpasuax MaTepmana, cogepxawmnx OHK BbisBnseMbix 6akTepuin, BO BpeMSA NpoBeAeHUs
aMnIndumKaumn AeTEKTUPYIOLWMA aMnnndukaTop GUKCUPYET MOJNOXUTENbHbIE pe3ynbTaThl
amnnmdumkaumm  cneumduyeckux nNpoaAyKTOB B COOTBETCTBYKOLWMX Mpobupkax no

COOTBETCTBYOLWMM KaHanam getekumm (cMm. Tabnuuy 1).
Mocne 3aBepweHuns MUP nporpamMma otobpaxkaeT B Tabnuue B rpade «Pe3ynbTat» «+>».

B obpasuax maTtepuana, He cogepxawmx OHK BbiaBaseMbix 6aktepuin, npu npoBeaeHunmn
aMnandukaunm aetekTupyowmin aMmnanukatop GuKCMpyeT oTpuuaTenbHble pe3ynbTaThbl
aMmnandunkaunm cneundunyecknx NpoayKToB B COOTBETCTBYHOLWMX NPObMpKax No 3a9BNEHHbIM
KaHanaM AeTeKuMW W MOJIOXUTENbHbIA pe3ynbTaT aMnanduKaumm BHYTPEHHEro KOHTPOsS
(npobupka N216 - 6e3 BK).

Mocne 3aBepweHus MLP nporpamma otobpaxaeT B Tabnuue B rpade «Pe3ynprarm» «-»,

Ona oTpuuaTenbHOro U NMoOXUTENBHONO KOHTPOJIbHbIX O6p33LI,OB OOJKHbI 6bITb nony4yeHobl

pe3ynbTaTbl, NpuBeaéHHble B Tabnuue 4.

Mpwn nonyyeHnn ans NOsIOXKUTENbHOIO KOHTPOSIbHOIO o6pa3ua pe3ynbLTaToB, OT/IMYAOLWMNXCS
OT yKa3aHHbIX B Tabnuue 4, pe3ynbTaTbl BCEM NOCTAaHOBOYHOW cepumn 6pakytoT.
Mpwn nony4vyeHun ana oTpmuUATENBHONO KOHTPOSIbHOIO obpasua pe3ybTaToB, OT/IMYAOLWMNXCS
OT YKa3aHHbIX B Tabnuue 4, pe3ynbTaTbl BCEM MOCTAHOBOYHOM cepun 6paKkytoT.
B aTOM cnyyae Heo6xoAMMO npoBeAeHMEe CrneunasnbHbiX MEeponpUSaTU A1 BbISBIEHUA U

YCTPpaHEHUA BO3MOXHOW KOHTaMUHaLUWK.
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Tabnuuya 4 - Pe3ynbTaTbl nccneaoBaHus ANg oTpMUATENbHOIMO U MOJSIOXKUTENBHOIO KOHTPOJIbHbIX

obpasuoB
Crpwn | N | Kanan v T OTponsi | KoHTROMHLIA
npo6upku | aerekumm o6pasen o6pasey
1 1 Fam OBM + <3,5Lg
1 1 Hex BK He yunTbiBaeTcs Cp <35
1 1 Rox Mapkep + +
1 2 Fam Streptococcus pyogenes + -
1 2 Hex BK He yuynTbiBaeTcs Cp <35
1 3 Fam Citrobacter freundii + -
1 3 Hex BK He yuuTbiBaeTcs Cp <35
1 3 Cy5 Citrobacter koseri + -
1 4 Fam Burkholderia spp. + -
1 4 Hex BK He yunTbiBaeTcs Cp <35
1 5 Fam Streptococcus pneumoniae + -
1 5 Hex BK He yunTbiBaeTcs Cp <35
1 5 Cy5 Streptococcus spp. + -
1 6 Fam Staphylococcus aureus + -
1 6 Hex BK He yuuTbiBaeTcs Cp <35
1 6 Cy5 Staphylococcus spp. + -
L |7 [ e | MR . :
1 7 Hex BK He yunTbiBaeTcs Cp <35
1 7 Cy5 Klebsiella pneumoniae + -
1 8 Fam Acinetobacter spp. + -
1 8 Hex BK He yunTbiBaeTcs Cp <35
2 9 Fam Enterobacter cloacae + -
2 9 Hex BK He yuuTbiBaeTcs Cp <35
2 9 Cy5 Serratia marcescens + -
2 | w0 | e [ Seruemenes . :
2 10 Hex BK He yunTbiBaeTcs Cp <35
2 10 Rox Mapkep + +
2 10 Cy5 Haemophilus spp. + -
2 11 Fam Haemophilus influenzae + -
2 11 Hex BK He yunTbiBaeTcs Cp <35
2 12 Fam Morganella morganii + -
2 12 Hex BK He yunTbiBaeTcs Cp <35
2 12 Cy5 Enterobacteriales + -
2 13 Fam Enterococcus spp. + -
2 13 Hex BK He yuuTbiBaeTcs Cp <35
2 13 Cy5 KBM + -
2 14 Fam Escherichia coli + -
2 14 Hex BK He yunTbiBaeTcs Cp <35
2 14 Cy5 Pseudomonas aeruginosa + -
2 15 Fam Streptococcus agalactiae + -
2 15 Hex BK He yuynTbiBaeTcs Cp <35
2 15 Cy5 Proteus spp. + -
2 16 Fam Achromobacter ruhlandii + -
2 16 Cys N Viosoxidans + :
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9.4

9.5

9.6
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B cnyuae, ecnu petektupylowmin amnamdumkaTop GUKCUpPYeT OTpMUATENbHbIA pe3ynbTaTt
amnandumkaumn cneunduyHbliXx NMpPoAYKTOB M OTpULATENbHbLIA pe3ynbTaT aMmiandukauum
BHYTPEHHEro KOHTPOAs B TOM e npobupke - pe3ynbTaT UCCNEeAOBaHUSA OLEHMBAETCS Kak
HepocToBepHbIn (HA). HepoctoBepHbIn pe3ynbTaT MoOXeT ObiTb Bbi3BaH MPUCYTCTBUEM
MHrMbMTOpOB B nNpenapaTte HYKNEMHOBbIX KWUCAOT, MOJYYEHHOM U3 6MONOrnMYecKoro
MaTepuana; owmbkaMm MNpeaHanUTUYecKoro 3Tamna, HEBEpPHbIM BbIMNOJIHEHWMEM MPOTOKONA
aHanu3a, HecobNAeHNEM TeMMepaTypHOro pexuma amnandukaumm m ap. B aTtoMm cnydae
TpebyeTca nnbo NOBTOPHOE BblaeneHne npenaparta HYKJIenHOBbIX KNCAOT, nMbo NoBTOpHOe

B3aTMe 6Monornyeckoro matepmana (BbINMOSIHAETCS NMOCAeA0BaTEeNbHO).

Mpw BbiaBneHun AHK noboro mmkpoopraHmama pesynbtaT ansa ObBM (obwasa 6akTepmnanbHas

Macca) A0NKEH 6bITb MONOXNTENbHbBIM.

Mpu BbiSBNeHMU cregyowmx MukpoopraHusmoB: Citrobacter freundii, Citrobacter koseri,
Enterobacter cloacae, Escherichia coli, Haemophilus influenzae, Klebsiella pneumoniae,
Klebsiella pneumoniae\Klebsiella oxytoca, Morganella morganii, Serratia marcescens,
Staphylococcus  aureus, Streptococcus  agalactiae,  Streptococcus pneumoniae,
Streptococcus pyogenes, Proteus spp. QA[OMKHbI 6biTb BbisiBNEHbl 6051ee  BblCOKME

TaKCOHOMMNYeCKne CTyneHu.

AOJ/HKHbI 6bITb BbiSIB/IEHbI cnegylolme

Ecnmu B npo6e o6Hapy>keH
TaKCOHOMMUYECKHUEe CTyneHun

Citrobacter freundii Enterobacteriales
Citrobacter koseri Enterobacteriales
Enterobacter cloacae Enterobacteriales
Escherichia coli Enterobacteriales

Haemophilus influenzae Haemophilus spp.

Klebsiella pneumoniae

Enterobacteriales, K.pneumoniae\K.oxytoca

Klebsiella pneumoniae\Klebsiella oxytoca Enterobacteriales
Morganella morganii Enterobacteriales
Serratia marcescens Enterobacteriales

Staphylococcus aureus

Staphylococcus spp.

Streptococcus agalactiae

Streptococcus spp.

Streptococcus pneumoniae

Streptococcus spp.

Streptococcus pyogenes

Streptococcus spp.

Proteus spp.

Enterobacteriales

Ecnu ato ycnosme He cobnwogaeTcs, To pe3ysbTaT UCCNeAoBaHUS WMHTEPNPETUPYETCs Kak
HEeAOCTOBEPHbIN (HA) U MOXET OblTb CBSA3aH C HApPYLUEHMSAMM B TEXHONOMMK aMnandukaumm
nnun npobonoarotoBku. B aTom cnydae Tpebyetcs noBTopHoe nposeaeHme MLUP ¢ nmetowmnmcs
npenapaTtom AHK, nnéo noetopHoe BbigeneHne AHK u nocrtaHoska lMLUP, nMbo nosTopHoe

B3siTMe 6Monornyeckoro MaTepuana (BbII'IOJ'IHFIeTCH I'IOCJ'Ie,CI,OBaTe}'IbHO).
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9.7

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
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Mpn OTCYTCTBMM cCheunduyeckmux MNONOXUTENbHbIX pe3yfnbTaToB M KBM, oTpuuaTenbHbIi
pe3ynbTaT crefyeT MHTepnpeTMpoBaTh Kak HeAOoCTaToyHoe A8 UccnefoBaHUsa KOJIMYeCcTBO
MaTepunana. B atom cnyuyae Tpebyetca noBTOpHOe nposBegeHue TUP ¢ wmerowmmcs
npenapaTtoM OHK, nnbéo nosTopHoe BbigeneHne OHK u noctaHoska IMUP, nnbo noBTopHoe
B3sTME BMonormyeckoro matepuana (BbiNoOSHAETCS NocnenoBaTenbHO).

3HadyeHne KBM He yuuTbiBaeTCs B cnydae, ecnm cneunduka wuccniegyeMoro matepumana
npegpacnonaraer K cnegosomy konumyectsy OHK yenoseka mnu mccnegyemblt Matepuan

He pgonkeH coaepxatb AHK yenoseka (Hanpumep, YMCTble KynbTypbl 6akTepuit).

TPAHCNOPTUPOBAHME, XPAHEHUE N SKCNJIYATALUA

TpaHcnopTupoBaHue

TpaHcnopTupoBaHne Habopa peareHTOB  OCYLLUECTBASKT B TEPMOKOHTEWMHepax ¢
Xafo3neMeHTaMm BCEMU BUAAMUM KPbITOro TpaHCcropTa npu Temnepatype ot 2 °C go 25 °C
He 6onee 5 cyToK.

Habopbl peareHTOB, TPaHCMOPTMPOBaHHblE C HapyLIeHWEeM TeMMnepaTypHOro pexuma,

NpUMEHEHUNIO HE noasiexar.

XpaHeHune

Habop peareHTOB crieayeT XpaHWUTb B XONOAW/bHMKE WAW XONOAWSbHOM Kamepe npu
TemnepaTtype oT 2 °C go 8 °C B TeueHume BCero cpoka rogHocTn Habopa peareHToB.

Cmecu ans amnnamndukaumm, 3anedaTaHHble napaduHOM, cnegyeT XpaHUTb B X0A04UNbHUKE
WAN XONOoAWbHOM Kamepe npu Temnepatype oT 2 °C go 8 °C B 3aWMLLEHHOM OT CBETa MecTe
B TEYEHME BCero cpoka rogHocTu Habopa peareHTOB.

Habopbl peareHToB, XpaHuBLIMECS C HapylWweHWEeM pernaMeHTUPOBAHHOINO pexuma,

NMPUMEHEHUNIO HE NoANEXaT.

YKa3zaHus no aKkcnayataumm

Habop peareHTOB AOJ/IXKEH MPUMEHATbLCSA COrM/IaCHO AENCTBYIOWEN BEPCUU YTBEPXAEHHOM

WHCTPYKLUMKN NO NPUMEHEHMUIO.

Ons nonyyeHns AOCTOBEPHbIX pe3ysibTaToB He06X0AMMO CTporoe cobnogeHne MHCTPYKLUNK

Nno NpMMeHEeHMIo Habopa peareHToB.

Mocne BCKPbITUS YMNAKOBKWM KOMMOHEHTbl Habopa peareHTOB cneayeT XpaHuTb Mpu

cneayrowmx ycrioBusax:

° KOMMOHEHTbl Habopa peareHTOB CNeAyeT XPaHUTb B XON0AWUIbHUKE MW XONI0AUSTbHOWN
Kamepe npu temnepatype oT 2 °C go 8 °C B TeueHMe BCEro cpoka roaHoctn Habopa
peareHToB;

° cMecn  Ans  aMmnamdukauum, 3anedataHHble napaduHOM, cneayeT XpaHuUTb B
XONoAUNbHUKE WKW XONoAMNbHOW Kamepe npu TemnepaTtype ot 2°C go 8°C B
3aWMLLEHHOM OT CBETA MecTe B TeYeHWe BCEro Cpoka rogHocTn Habopa peareHToB.

Ha6opb| peareHToB C UCTEKLWLMNM CPOKOM rogHoCTn npnMMEHEHNIO HE NoAasiexXxar.
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YKA3AHWA NO YTUWIN3ALUNU

Mpu wcnonb3oBaHMM Habopa peareHTOB B KJAMHMKO-AMArHocTtuyeckom nabopatopuun
obpa3yoTcsa oTxoabl Knacca B, KoTopble yTUAM3MPYIOTCS B COOTBETCTBUM C TpeboBaHUSMMK
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

Habopbl peareHToB, NpULLIEALINE B HENPUTOAHOCTb, B TOM UMC/IE B CBSAA3N C UCTEUYEHNEM CPOKaA

rogHoOCTW, nogsexaT yTuamn3aummn B COOTBETCTBMKU € TpeboBaHmamm CanluH 2.1.3684-21.

FAPAHTUN N3TOTOBUTEJNA

MpeanpuaTUEe-U3roTOBUTENb FapaHTUpPYET COOTBETCTBME Habopa peareHToB TpeboBaHWUSAM
TEXHWMYECKUX YCNOBUI Mpu CO6MOAEHUN YCNOBUIA TPaAHCMOPTUPOBAHUS, XPaHEHUS W

aKCcnNyataunn, yCtTaHOB1€HHbIX TEXHNYECKNMUN YCINOBUAMMN.

Cpok rogHoCcTu Habopa peareHTOoB - 12 MecaueB npu cobniogeHnn BCEX YCOBUIA

TPaAHCMOPTUPOBAHUS, XPAHEHUS M 3KCMyaTauum.

PEMOHT N TEXHNYECKOE OBCJ1Y)XUBAHMUE

Habop peareHTOB npeAHasHayeH Ans OAHOPa30BOr0 MCMOSIb30BaHUS M He MOANEXUT

TEXHNYECKOMY O6C)'Iy>Kl/IBaHVII'O N TEKYLWLEMY PEMOHTY.

14 CMMBOIJ1bl, NCNOJIb3YEMbIE NP MAPKNUPOBKE HABOPA PEAFEHTOB
MeauuuHcKoe nsgenuve EE] ObpaTtuTechb K MHCTPYKLMHK
AN ANArHOCTUKM in vitro Nno NMPUMEHEHUIo
Jf TemnepaTypHbI AMana3oH KaTanoxHblii HOMep
W Konunyecrtso TecToB “ Anpec nsrotoutens
E fopeH no He ctepunbHO
Cepus Habopa ® OZHOpa30BOoe WCMONb30BaHMUe
ﬁiﬂ [laTa U3roToBNeHNs jzﬁ He ponyckaeTtcsa Bo3gencreme
= COJIHEeYHOro ceeTa
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15 NEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbLIX CTAHAAPTOB

FOCT P 2.105-2019 EauHass cucteMa KOHCTPYKTOPCKOWM AokyMmeHTaummn (ECKA). O6wwme
TpeboBaHMS K TEKCTOBbIM AOKYMEHTaM.

FOCT ISO 14971-2011 W3pgenus MepguuuHckue. [puUMeHeHne MeHedXMeHTa pucka K
MeANUNHCKUM U34eNnsamM.

FOCT 15.309-98 Cucrtema pa3paboTku M NOCTAaHOBKM NpoayKUuM Ha npoussoactso (CPMMM).
McnbITaHMsa 1 NpueMka BbliNycKaeMon npoaykKunm. OCHOBHbIE NMOOXKEHUS.

FOCT P 51088-2013 MegmumnHckune nsgenmsa gns AMarHoCTUKM MH BUTPo. PearenTsl, Habopbl
peareHToB, TeCT-CUCTEMbl, KOHTPOJIbHblE MaTepwasbl, nuTaTesbHble cpeabl. TpeboBaHusa K
n3aennaM v noaaepxuBatroLllen AoKyMeHTaunm.

TOCT P 51352-2013 MeguumHckme wusgennsa Ans AWarHOCTUKM WH  BUTPO. MeToabl
NCMNbITAHWA.

FOCT P UCO 18113-1-2015 MeanumHckne nsgenusa ans AMarHoCTMKK in vitro. Hgopmaums,
npeaocTaBnsemMas U3rotoBmutenem (MapkmpoBka). Yacte 1. TepMuHbl, onpeaeneHms u obume
TpeboBaHwus.

FOCT P NCO 18113-2-2015 MeauUMHCKNe nsgenmsa ons agmarHoCcTuku in vitro. Mudopmaums,
npeagocrassissieMasa m3rotosmtenem (MapkmpoBka). Yactb 2. PeareHTbl ons AMarHOCTUKMK in
vitro ana npodeccmoHanbHOro NPMMeHeHUs.

FOCT P NCO 23640-2015 W3penus MeavUMHCKME AN AMArHOCTMKKM in vitro. OueHka
CcTabunbHOCTM AN AMarHoCTUKM in vitro.

NIOCT P WUCO 15223-1-2020 W3penua MegunumHckune. CWUMBOSbLI, NPUMEHsSIEMble NpuU
MapKMpOBaHUN  MEOULMHCKUX WU34eNniA, Ha 3TUKeTKax W B  COMPOBOAUTENIbHOMN
AokyMmeHTaummn. Y.1. OcHoBHble TpeboBaHUS.

MOCT P 52905-2007 (MCO 15190:2003) JlabopaTopun MmeamumnHckme. TpeboBaHuns 6e30macHOCTU.

MpuMeyaHUe - YKazaHHble Bbllle CTaHAapTbl 6bn AEACTBYIOWMMM HA MOMEHT YTBEPXAEHUS UHCTPYKLMM MO
npvMeHeHuto. B AanbHelweM, Npy Nofb30BaHNN AOKYMEHTOM, LleNecoobpa3Ho NpoBepUTh AEWCTBUE CCbITOYHbIX
HOPMaTUBHbIX [OKYMEHTOB Ha TEKYLMI MOMEHT. ECNM CCbIIOYHbIA AOKYMEHT 3aMeHEH WM U3MEHEH, TO Mpwu
NPYMEHEHMM HaCTOSALLEro JOKYMEHTa C/ieAyeT NoJfib30BaTbCs 3aMeHEHHbLIM (M3MEHEHHbIM) JOKYMEHTOM.
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16 AAPEC A1 OBPALLEHUA

MpousBoacTBo HabopoB peareHTOB MMeeT CepTUPUUMPOBAHHYK CUCTEMY MEHEAXMEHTa
KayecTBa M COOTBETCTBYET TpeboBaHMSAM CTaHOapTa CUCTEM MeHeaXxMeHTa kadectBa ISO 9001 B
obnactn paspaboTkm, npomsBoacTBa W npogaxu IVD peareHToB M nNpnbopoB ANS MONEKYyNsipHO-
reHeTMYeCcKom AMarHoCTUKM M apyroro nabopatopHoro npumeHeHumss n EN ISO 13485 B obnactu
pa3paboTku, npom3BoacTBa u npogaxu IVD peareHToB 1 Nnpnbopos A1 MEANLMHCKOW MOIEKYSIPHO-
reHeTMYeCKON AMarHOCTUKMN.

MpousBoauTenb: O6WeCcTBO C OrpaHUYEeHHOM OTBETCTBEHHOCTbO  «[HK-TexHonorms TC»,
000 «AHK-TexHonorus TC», Poccus.

Appec npousBoguTens: 117246, Poccus, r. MockBa, HayuHbii npoe3a, 4. 20, cTp. 4.

MecTto npousBoAacTBa:

000 «OHK-TexHonorus TC» 117246, Poccusa, r. Mockea, HayuHbln npoesg, 4. 20, cTp. 4.

Mo BonpocaMm, Kacalwmmcsa KadectBa Habopa peareHtoB bakCkpuH YIM, cnepyert
obpawatbca no agpecy: 000 «AHK-TexHonorus», 117587, r. MockBa, BH. Tep. I. MYHULMWNAAbHbIN
okpyr YeptaHoBo CeBepHoe, Bapuwasckoe wocce, gom 125X, kopnyc5, 3tax 1, nom.12,
Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru
Cnyx6a K/IMeHTCKOM NoAAEepPIKKN:

8 (800) 200-75-15 (3BoHOK N0 Poccmmn 6ecnnaTtHbliit),
+7(495) 640-16-93 (pnsa ctpaH CHIC n 3apybexbs, 3BOHOK MaTHbIN),

E-mail: hotline@dna-technology.ru

Homep 537-1
2024-04-22
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MpunoxxeHue A (cnpaBo4Hoe)

Homorpamma n dbopmyna nepesoa OTHOCUTENBHOIO yckopeHus ueHTpudgyrm (RCF)

B CKOpPOCTb BpalleHus (RPM) B 3aBMCMMOCTM OT AMaMeTpa poTopa

r RPM
50 20,000
45

15,000
s (cm)
I = paguyc potopa (cM
RCF
35 10,000
RPM = ckopocTb BpawleHus 30,000
poTopa (06/MuH) 20,000
30
RCF = oTHoCcuTenbHasn e
ueHTpobexxHasa cuna (g) 10.000 ;
25
5.000
4.000 000
3,000 =
20 =
2.000 = 3,000
18 E
1.000 —
S — 2,000
500 E
14 ®opmy Nbl Nepesoaa: o E
300 5
12 RCF = 0,00001118*r*RPM2 200 3
— 1,000
RCF o i
10 e
" RPM = 4V *0,00001118 50 a
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