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YIIM - YCIIOBHO-IIATOT€HHbIE MUKPOOPTraHU3Mbl




N\ [AHK-TEXHONOrus MHCTpyKUUSA NO NPUMEHEHUIO Nuer 3
4 BakCkpuH YIIM NucTos 34

BBEJEHUE

Nudeknronnbie 00JE3HN U B COBPEMEHHOM MHPE OCTAIOTCSI OJTHOM M3 BEIYIUX MPOOIeM
MEIWIIMHBI, B 3HAYUTEIHLHOW CTENEHHW OIpenesss W 30POBbE JIIOJACH, W MPOJOKUTEIBHOCTh
xu3HU. [laToreHHOCTH BO30OymuTENEeld WHMEKIIMOHHBIX OOJE3HEH — OTIMYMUTENbHBIA IpPU3HAK,
MO3BOJIAIOIIMNA  MOAPA3NENATh  MHKPOOpraHu3Mbl Ha rpynnbl. K yclIoOBHO-MaToreHHbIM
mukpoopranuzmaMm (YIIM) oTHocATcs BO30YyAMTENH, BHI3bIBAIOIINE PAa3BUTHE WH(MEKIIMOHHOTO
IpoIecca TOJBKO MPH OMPEICTICHHBIX YCIOBUSIX, CHUKCHIH UMMYHHUTETA.

Yacte 3TuX Oakrepwii MpeacTaBieHa CBOOOJHOXKHUBYIIMMH MHKPOOPTaHH3MaMHU.
OHu MHOI/Ia TONAAAI0T Ha SMUTEIHAIbHbIE TOBEPXHOCTH WIIM BO BHYTPEHHIOIO Cpe/ly YelIOBEKa U
MOTYT BBI3bIBaTh MH(EKIMOHHBIE 3aboneBanus (Hampumep, Pseudomonas spp., Acinetobacter
spp.).

Jlpyras rpymma ajanTupoBaHa K CYIIECTBOBAHUIO B HECTCPHIIBHBIX YaCTSIX OpPraHH3Ma
YeNIOBEeKa, CBA3AHHBIX C OKPYKaIoILIeH cpeqoil (KOXKHBIM MOKPOB, KEMyTOYHO-KUIICYHBIH TPaKT,
BEpXHHUE OTHENbl JbIXaTelbHBIX IMyTei). Ee mpencraBuTenn COCTABIAIOT HOPMAJIbHYIO
(3HIOTeHHYI0) MUKPO(IIOPY YEIOBEKA, HO PA3IMYAIOTCS 110 BUPYJIEHTHOCTH.

OnHM W3 HUX, NMPAKTUYECKU HHUKOTAA HE BBHI3BIBAIOT 3a00JICBAHHI YEIIOBEKA, JAPYTUE -
qacto, Hatipumep, Escherichia coli, Klebsiella pneumoniae, Haemophilus influenzae [1].

Paznuunble BUAbl OakTepuil MPOSBISIOT TPOIHOCTH K OMpPENEICHHBIM aHATOMUYECKUM
HUIIaM. B CBSI3W ¢ 3THM KaxJ0OMy OHOTONYy OpraHW3Ma CBOWCTBEHHA CBOSI OTHOCHTEIHHO
noctosiHHas (uropa. SBSSACH OJHUM W3 3AIIMTHBIX MEXaHW3MOB OPTaHMW3Ma, OHA TAKKE MOXKET
OBITh U pe3epByapoM BO30yAMTENEH 5K30- W IHAOTCHHBIX WHGpekuuii. B kaxxgom OuoiieHose
PETUCTPUPYIOTCST KaK PE3UACHTHBIC, TaK M TPAH3UTOPHBIE MUKPOOPTaHU3MBI, CPEIH KOTOPHIX
HEMaJIOBa)KHOE 3HAYCHHE UMEIOT YCJIOBHO-TIATOTeHHbIE npeactaButenu. Otaenbubie Buasl YIIM
YYacTBYIOT B (DOPMHPOBAHUH HOPMAIBLHOW MHKPOQIOPE MAaKpOOPTaHW3Ma U B IMATOTEHE3E psija
3aboneBanuii [3].

[IpencraButenn YIIM MoryT BbI3bIBaTh HH(EKIIMOHHBIE TMPOILECCH MPH CaMBIX
Pa3HOOOPA3HBIX BHEIIHUX M BHYTPEHHUX U3MCHEHHSIX U YCIIOBHSX:

® MpueMm Pa3TMIHBIX MEMKaMEHTOB (MMMYHOJICTIPECCAHTHI, TOPMOHHI,

aHTHOaKTepraIbHbIC MperapaThl U T.1.);

e BO3JelCTBHE HEOIATONMPUITHBIX (PAKTOPOB OKPYXKAIOIIEH Cpebl;

® CHIDKECHUE HMMYHUTETA,

® CTallMOHAPHOE JICYECHUE;

e 0OEepeMEHHOCTb U POJIBI;

L4 HpCKHOHHBIﬁ U JETCKUI BO3pacT,
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® TpPaBMAaTHYECKUE COCTOSHHUS (MEXaHUUYECKHE TIOBPEKIACHHUS IIEJIOCTHOCTH KOXH,

0’KOTH | JIp.);

e XpoHWYeckue 3aboseBanus (quader, OHKoJIoTus u T.1.) [5].

OcoOblif WHTEpEeC MPEICTABISAIOT 3a00JEBAaHUS, KOTOPHIE BBI3BIBAIOTCS YCIOBHO-
MaTOTeHHBIMA MHUKPOOpPraHM3MamMu B CTAallMOHApaX — HO30KOMHUAIbHBIE (TOCIUTAIBHBIC)
uHpekuuu. [Ipobrema BOZHUKHOBEHHUS U JICUEHUS TaKMX MH(EKIUIl B HACTOSIIEe BPEMsI CTOUT
nepea 3paBOOXpaHCHUEM KaK B Halllel cTpaHe, Tak u 3a pyoexxom [3]. YacTo HO30KOMHUATBHBIE
3a00JIeBaHUsl XapaKTEPU3YIOTCA TSKEIbIM TEYEHHEM C YBEIMUEHHUEM CpPOKOB IpeObIBaHUS B
CTaluoHape.

Nudeknronnsie 3a00J1eBaHUs, HATPUMEP, IIOPAKEHUS BEPXHUX M HIKHUX JBIXaTCIbHBIX
U MOYEBBIBOASAIIMUX IYyTEH, KOXKU WM MITKMX TKaHEHd W T.I., BOBHUKIIME HE B MEIUIIMHCKOM
yupexJieHuu (BHEOOJIbHUYHBIE), TAK)KE 4acTO BhI3bIBatOTCS YIIM.

B TenaeHuMM mocnenHUX JecATHIIETUN BXoIuT npuodpereHre YIIM HOBBIX CBOWCTB,
KOTOpPbIE MPHUBOJSAT K IMOBBIIMICHUIO TSKECTH TeueHUs 3aboseBanuil. K HUM B mepByro ouepenb
OTHOCHUTCS TPUOOPETEHUE MHOKECTBEHHOM PE3UCTEHTHOCTH K aHTHOAKTePHAIIbHBIM IIpernapaTam u
JIPYTHUX MaTOT€HHBIX 0COOEHHOCTEH (aAre3UBHbBIE CBOMCTBA M CIOCOOHOCTH K INIEHKOOOPa30BaHUIO,
(dakTopbl nepcucTeHuun) [2].

CyImiecTBYIOT TpaJUIMOHHBIE (EHOTHITMYECKHUE M MOJEKYISIPHO-TEHETHYECKUE METO/IbI
UACHTU(DUKAIIMH MHUKPOOPraHu3MoB. (DEHOTHNHYECKHE METOJbI, OMPEENSIIONINE CIIOCOOHOCTD
MUKpPOOPTaHU3MOB HCIIOJIb30BaTh B KauecTBE CyOCTpaTra pa3NuYHbIE MUTATENbHBIE CPEIbI,
JIOCTAaTOYHO JTUTEIBHBI U TPYTOEMKH JIJIsl TPOBEICHMUSI.

Jnst mHOTMX WHGMEKIUH, BBI3BIBAEMBIX BHUpYycaMHU U OaKTepUsMH, pa3pabOTaHbI
MOJIEKYJISIPHO-OMOIOTUYECKUE METO/IbI AUATHOCTUKH, HAIPUMeEp, TIoJIMMEepa3Hasi LelHasl peakius
(ITLP) [1].

MonekynsapHO-T€HETUYECKOE HCCIENOBAHNE TO3BOJISIET BBISIBJISITH JHK
MHUKPOOPTaHU3MOB, HJICHTUPHUIMPYS UX [0 3aJaHHOTO TAaKCOHOMHUYECKOTO  MOPSAKa.
[Ipeumy1iecTBOM €ro SBJISIETCS BBICOKAs 4YBCTBUTEIBHOCTb, CKOPOCTh MOJTYUYEHUS Pe3yIbTaTOB,
CTaH/JapTU30BAaHHOCTh M TEXHOJOTHYHOCTh HCCIeNOBaHUs. BaxHo, uyTo He Tpedyrorcs
MaHUITYJSIIIAN  C JKUBBIMH OaKTEPUATBHBIMH KYJbTYpPaMH, YTO CIYKUT MPEAOTBPAIIEHUIO
pactpoCTpaHEHUs W IMHUPKYISIIUA MHUKPOOPTaHW3MOB BHYTPH JIEUEOHO-TMarHOCTHYECKUX U
71a00paTOPHBIX YUPEIKICHU.

Pemenne 06 sTnonornyeckoii 3HaunMoctu Y IIM J0KHO ONpenesThCs He BUIOBOM WITH

POIOBOM TIPUHAIC)KHOCTHIO OOHAPY>KEHHBIX MHUKPOOPTaHW3MOB, 2 Ha OCHOBE KOMIIJIEKCHOTO
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UCCIICIOBAaHHS B JTMHAMUKE U TPH COMOCTABICHUH C KIMHUYECKHMMH U SIUAECMUOIOTHIECKUMHU
JaHHBIMU [4].

[Tpu momommm HaGopa peareHToB BhisiBisieTcsa JJHK 25 GakrepuanbHbIX MpeacTaBUTENCH,
4acTO BBI3BIBAIOIIMX Pa3BUTHE HO30KOMHAIBHBIX M BHEOONBHMYHBIX 3a0ojeBaHuii. Bcee
MEPEYHCICHHBIE MHKPOOPTaHU3Mbl OTHOCATCS K 3 kmaccam: Bacilli, Betaproteobacteria w

Gammaproteobacteria.
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1 TIPEAHA3HAYEHHOE ITPUMEHEHUE

6.1 Tloanoe HammenoBanme: HaGop pearentoB s BeisiBieHus JIHK ycmoBHo-
naToreHHbIX OakTepwii kinaccoB Bacilli, Betaproteobacteria 1 Gammaproteobacteria, BI3BIBAIOIIINX
HO30KOMHAJIbHBIE U BHEOOIbHUYHBIE MH(eKnu, MetoaoMm I[P B pexxume peaqbHOr0 BpeMEHU
(bakCkpun YIIM), nanee 1o TeKCTy — HaOOp PeareHToB.

6.2 Ha3Hauenume: HaOOp peareHTOB mpeaHaszHadeH mis BeisiBieHus JIHK ycmoBHo-
NMaTOTeHHBIX  Oakrepwii kiaccoB  Bacilli, Betaproteobacteria w  Gammaproteobacteria,
BBI3BIBAIOIINX HO30KOMHAJIbHBIE M BHEOONLHUYHBIE HH(peKuH, B mpenapaTtax JAHK, momyueHHbIx
u3 OMOJIOTMYECKOT0 MaTepuaia 4deloBeka M OakTepHalbHBIX KYJIbTYpP M3 3TOro OuomaTepuaia
(MOKpoTa, MOYa, MAa3KH/COCKOOBI U3 JAbIXaTeJIbHBIX MYTEH, IKETyJOUYHO-KUIIEYHOTO U
YPOTEHHUTATBHOTO TpakTa, (heKajauH, acIHpaTrhl, SKCCYIATbl) METOJOM IOJMMEpPA3HOW LEMHON
PEaKIMH B PEKUME PEATHHOTO BPEMEHH.

Ha6op pearentos BoisiBisier JJHK cnenyrommx 6akTepuid:

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

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

Knacce 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.

6.3 @OYHKOMOHAJBbHOE HA3HAYEHHUEe: TUATrHOCTHUKA in Vitro.

6.4 Tloka3anusi K NPOBEIEHUI0 AHAJIM3A: CHUMITOMBI HH(EKIMOHHOTO MpoIiecca.
IIpoTrBONOKa3aHNN K IPUMEHEHUIO HET.

6.5 Jlemorpaduueckue v MONyJIsIHHOHHBbIE ACTIEKThI: IPUMEHEHUE HA0Opa peareHToB
HE 3aBHCHUT OT MOMYJISIIMOHHBIX U 1eMOrpauyecKUX acleKTOB.

6.6 Ob6aacTb NpUMeHeHHs1: HA0Op PEareHTOB MOXKET ObITh MCIOJIB30BaH B KIMHHUKO-
JMAarHOCTHYECKUX JTa00paToOpusxX MEIUIIMHCKUX YUPEKICHUH.

6.7 IloTeHnMaJbHbIE MOJIB30BATEJM: KBATHU(QUIMPOBAHHBIA MEPCOHAN, OOYUEHHBIN
METOJIaM MOJICKYJISIPHON JUArHOCTHKU W TMpaBWiIaM paboThl B KIMHUKO-TUATHOCTHYECKOMN
1a0opaToOpUH.

6.8 Ilpumensts HaOOp peareHTOB CTPOro M0 HAa3HAYCHHWIO COTJIACHO JaHHOU

MHCTPYKIMU IO IPUMEHEHHUIO.
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2 XAPAKTEPUCTUKA HABOPA PEAT'EHTOB

6.1 CocraB Habopa peareHTOB

R1-P028-S3/6, pacoBka S
HaumenoBanue . Konuuectso HoMuHnanbHbIi
Buenrnuii Bujg .
KOMITOHEHTOB IpOOHUPOK 00BEéM KOMITOHEHTA
Cwmecu ans
[Ipo3paunas GecuBeTHas
aMITTH(UKATIHH, 12 cTpumoB mo
WK TOITy0ast >KUIKOCTh oA OebIM 1o 20 MK
3arevYaTanHbIe TapaQuHOM. 8 IpoOHpoK
BOCKOOOPAa3HBIM CIIOEM
Crpun Nel
Cwmecu ans
[Ipo3paunas GecuBeTHas
aMIuH(pUKamm, 12 ctpunos no
WJIM TOJTy0ast )KUAKOCTh 1101 OSIIbIM o 20 MK
3areyaTaHHble mapaQuHOM. 8 mpobupok
BOCKOOOPAa3HBIM CIIOEM
Crpur Ne2
PactBop Taq-nonmmmepasbr | [Ipo3paunas GecuiBeTHas )KUAKOCT | 4 MIPOOHPKH o 500 mMxn
[Ipo3paunas GecuBeTHas BSI3Kas
MuHepanbHOE Maciao P3P ! 4 ipobupku o 1,0 mn
MacJIsTHUCTasA X KUIKOCTh
[HonoxuTenbHbINA
N [Ipo3paunas GecuBeTHas )KUAKOCTH | | mpoOupka 320 MK
KOHTPOJIbHBIN 00paser]
KppIiku amns ctpunos 24 .

Bce kommoneHnTsl Habopa peareHTOB TOTOBbI K TPUMEHEHHIO U HE TpeOyroT

JIOTIOJTHUTENTFHOM TOJITOTOBKH K padoTe.

6.2 KonnuecTBo aHATM3UPYEMbIX 00pa310B
HabGop peareHTOB mpeaHa3HauyeH UIsl OAHOPA30BOTO IPHMEHEHWS M PAcCUYUTaH Ha
npoBeieHue 12 ompeneraeHui, 4TO COOTBETCTBYET HCCIIEJAOBAHHIO HE Oojiee 8 HEM3BECTHBIX

06pa3u0B, OTpULATCIIBHOTO KOHTPOJIBHOTO 06pa3ua U MOJIOKUTCIIBHOTO KOHTPOJIBHOT'O 06pa3ua.

6.3 Ilpunmun metona

Metona: [TonmumepasHas HenHas peakius ¢ IETEKIUEN Pe3yIbTaTOB B PEKUME PEATLHOIO
BPEMEHU; KAU€CTBEHHBIM MYJIbTUIIJICKCHBIN aHAIH3.

IlpuHuun meTona OCHOBAaH Ha WCMONB30BaHWM Tporecca amrummdukanuu JIHK,
3aKJIIOYAIOIIErocs B IOBTOPSIOIIMXCS IMKJIaX TeMmrepaTypHod naeHarypauuu JIHK, orxkwura
npaiiMepoB C KOMIUIEMEHTApHBIMU IOCJIEIOBAaTEIbHOCTSIMU M MOCIEAYIOLEH JoCTponKe
MOJMHYKJICOTUIHBIX LEIEN ¢ 3TUX npaimepoB Taq-noirmepasou.

Jlis TIOBBIIIICHHUS] YYBCTBUTENBHOCTH U CIEUU(DUUHOCTH pEAKIHH MPETyCMOTPEHO
IPUMEHEHHUE «TOpsiuero» crapra, KOTOpbIM oOecneuynBaeTcs METOJUKON MPUTOTOBICHHUS
PEaKIMOHHON CMECH, COCTOsILed U3 ABYX CIOEB, pa3feli€éHHBIX MIpPOCIONKON H3 mapaduHa.

CMmemnieHue cao€B 1 IMMPEBPAIICHUC X B PCAKIITMOHHYIO CMECh TPOUCXOAUT TOJIBKO ITOCJIC TIJIaBJICHU
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napaduHa, UYTO HMCKIOYaeT Hecneuupuyeckuii omxur mnpaitmepo Ha JHK-mumenun mnpu
HavalbHOM MporpeBe mpobupku. [lomMuMoO 3TOro, mocie OKOHYaHHS PEAKUUU WU OCTHIBAHUS
npodupok, napapuH obecreunBaeT 3aleyaTblBaHHE PEAKIIMOHHONM CMECH M JIONOJIHUTEIbHYIO
3aIUTy OT KOHTAMUHALUKY AMIJIMKOHAMM.

HaGop peareHToB BKIIIOYAET CMECH JJIs aMIUTM(UKALWK, CriCHU(pUIHBIC sl BHISIBICHUS
JHK ycnoBHO-TTaTOreHHBIX OaKTepuil U AJis ONpeieieHus BeroMorarenbhbeix anammTos: JJHK Bcex
Oakrepuii (O6mas 6akrepuanpHas Macca), JIHK genoexka (KBM — KOHTpOJIb B3SITHS MaTepHaia),
a TaKKe COJACPKUT BHYTpeHHUH KOHTpoJb (BK), sBnstomuiics HHANKaTOPOM KauecTBa peakiiy B
KKI0U OTIIeNbHON Tpodupke (kpome mpodupku Nel6, cm. Tabmuiy 1).

B peakumonnyro cmech it amrumdukanuy BeeaeHbl JJHK-30H1b1, KaXKIbI U3 KOTOPHIX
COIECPKUT (IIYyOPECLEHTHYI0O MeTKy M racurens ¢uayopecueHuuu. Ilpu o6pazoBanuu
cneunduynoro npoxaykra JIHK-30oH1 paspymaercs, aeicTBue racurens Ha (DIyOpeCLEHTHYIO
METKY IPEKpaIaeTcs, 4TO BeET K BO3PACTaHUIO YPOBHS (IIyOpeCeHIINH, KOTOPBIH (PUKCHpyeTCs
JETEKTUPYIOLIUM aMILTU(UKATOPOM.

KonnyecTtBo pa3pylieHHBIX 30HIOB (@, CIEJOBaTENbHO, U YPOBEHb (DIyOpecleHLINN)
YBEJIMYHUBAETCS IPONOPLIMOHAIIBHO KOJMUYECTBY 00pa3oBaBIIUXCA CIEUU(PUUIECKUX aMILIUKOHOB.
YpoBeHb GuryopecteHInE U3MepseTcsl Ha KaKJIOM HUKJIe aMIUTH(HUKAINN B PEXKHUME PeaTbHOTO
BpPEMEHH.

B cocraB cMecu nns ammindukanuu BKItOYEH BHYTpeHHMH KoHTposib (BK), koTopsiii
IIpEeIHA3HAYEH Ul OLIEHKM KauecTBa MPOXOKIAEHMS IMOJIMMEpa3sHOW LEMHON peakuuu. B cocrtas
JIHK-30H70B, HCHOJB3YIOUIMXCA Ui JIETEKIMHM TPOAYKTOB aMIUIM(pUKAIUK  y4acTKOB
6axrepuansHoi JIHK, Bkimtouens! dayopecuentHeie MeTku Fam u Cy5, OBM — Fam, KBM - CyS5.
B cocraB /IHK-30H710B, Hcnionb3yromuxcst 1 IeTeKUUN POIyKTa aMIUIM (UK BHYTPEHHETO
KOHTPOJIS, BXOJUT (hIyOopeclieHTHBIN KpacuTens Hex.

B cmecy mis ammummukanmu npodupok Ne 1 u Ne 10 noGaBineH OJMTOHYKIEOTH[ C
dayopecuenTHOM MeTkoil Rox — «Mapkep». OH wucnoib3yercs NpuOOpoM i OMpeaesieHUs
MOJIOKEHUSI CTpUINla B TEpMOOJIOKe JeTekTupyromero ammiaudukaropa. Ilocie oxoHuaHUs
pOrpaMMbl aMIUTU(UKAIIMH TPUOOP MPOBOIUT CPAaBHEHHE 33/1aHHOTO ONEPATOPOM PaCIOI0KESHUS
CTPUIIOB C peEalbHBIM IIOJIOKEHHMEM Mapkepa Rox, W, ecnM HaxoauT HecoBHaAcHHE (IIpU
HENPaBWJILHOM PAcIOJIOKEHUHU CTPUIIOB), TO MPENYNpexIaeT 00 3TOM oreparopa.

Hcnonb30BaHne HECKONBKUX (UIYOPECIEHTHBIX KpacuTelled TO3BOJISIET COKPaTHUTh
KOJINYECTBO MPOOMPOK, TMOCKOJIBKY TMOSBISAETCS BO3MOXXHOCTH OJHOBPEMEHHO DPErHCTPHPOBATH
pe3yAbTaThl Pa3HBIX PEAKIUN aMILTU(PHUKAINY, TIPOXOIAIINX B OJTHOW MPOOUpPKE.

B tabGnure 1 mpuBeneHpl KaHATbI IETEKIIUU TTPOTYKTOB aMILTH(UKAIIH.
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Tab6nuna 1 — BeiBusgeMble moka3zaTenu, IBETOBAs MAPKUPOBKA U KaHAJBI JETEKIIUU TPOYKTOB

amMITupUKaIu
IIBeroBas
i Ne Fam Hex Rox Cy5 MAapKHUpOBKa
cTpuna | TpoOmpKH eMecH
1 OBM BK Mapxkep - Tlomybas
2 Streptococcus pyogenes BK - -
A 3 Citrobacter freundii BK - Citrobacter koseri
g 4 Burkholderia spp. BK - -
g5 5 Strep fococcus BK - Streptococcus spp.
e preumoniae Becuernas
Q 6 Staphylococcus aureus BK - Staphylococcus spp.
7 Klebsiella pneumoniae/ Klebsiella
7 . BK - .
Klebsiella oxytoca pneumoniae
8 Acinetobacter spp. BK - -
9 Enterobacter cloacae BK - Serratia marcescens
Stenotrophomonas .
10 maltophilia BK Mapkep Haemophilus spp. Tonybas
~ 11 Haemophilus influenzae BK - -
% 12 Morganella morganii BK - Enterobacteriales
= 13 Enterococcus spp. BK - KBM
g 14 Escherichia coli BK - Pseudomonas
T aeruginosa Becsernas
15 Strep toco;cus BK - Proteus spp.
agalactiae
Achromobacter Achromobacter
16 . - - .
ruhlandii xylosoxidans

UccnenoBanme coctout u3 cneayronux »Tamnos: Beiaenenue JJHK (mpobononroroska) u

[MLP-amMmumnukanus ¢ ucnoiab3oBaHueM Habopa peareHToB bakCkpun YIIM.

6.4 Bpewms mpoBeneHus aHanu3a (6€3 yuera mpoOOmoAroToBKu): ot 1,5 4yacos.



N\ [AHK-TEXHONOrus MHCTpyKUUSA NO NPUMEHEHUIO Muer 10
4 BakCkpuH YIIM NucTos 34

3 AHAJIMTUYECKUE XAPAKTEPUCTUKU HABOPA PEATEHTOB

6.1 CneuuduyHocTs aHaIN3a

B o6pasnax wmatepumana, coxepxkamiero JIHK BeigBiIsseMbIx OakTepuid, BO BpeMs
MPOBEJCHUS aMIUTU(UKALUKA ACTEKTUPYIOIIUNA aMIUTUPUKATOp (GUKCUPYET MOJIO0KUTEIbHbBIE
pe3ynbTaThl aMIUTH(PUKAIUN CHCHH(PUIESCKUX TPOAYKTOB B COOTBETCTBYIOIIUX MPOOHPKAX
10 3asBJICHHBIM KaHAIaM JETCKIUH.

B o6pasnax marepuana, He cogeprkamiero JIHK BoisiBisieMbix 6akTepuit, mpu MpoBEACHUN
aMIUTMPUKAIUN  JIETEKTUPYIOUUN  amiuindukatop (QUKCHUpYEeT OTpUlLlaTeIbHbIE PEe3YIbTaThl
aMIupUKamy crenuGuUecKux MPOAYKTOB B COOTBETCTBYIOIIUX MPOOHPKAX IO 3asIBICHHBIM
KaHaJjaM JICTEKIIUH.

[Ipn wuccrenoBaHMM aHATUTHYECKOW CIEUU(DUYHOCTH BBIABIEHBI crenuduuecKue
pe3ynbTaThl aMIuukanuy npu Hanuauu B oopasue JJHK BrisBrisieMbIx ananuToB: 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. [lokazano orcyrcTaue
MEPEKPECTHBIX HECHEIMPUICSCKIX PEaKIui KaXIOW W3 CHCTEeM, BXONANICH B cocTaB Habopa
peareHToB MO OTHOIICHHUIO K BO3OYAUTENSIM, ONIPeIeIsIeMbIM APYTUMU CUCTEMAMH.

[TokazaHo OTCYTCTBUE HeCHEIU(PUIECKUX MOJIOKUTENBHBIX PE3ylIbTaTOB aMITU(UKALIUN
Opy  HAIAYAKM B 00pasle HYKJICHHOBBIX  KHCJIOT  CICAYIOIIUX  MHKPOOPTaHH3MOB:
Campylobacter spp., Candida spp., Chlamydophila pneumoniae, Moraxella catarrhalis,
Mycoplasma pneumoniae, Salmonella spp. B KoHueHTpauuun He MeHee 2x10° kommii Ha
aMIUTMPUKAITMOHHYIO TIPoOupKy), a Takke [IHK uenoBeka B koHieHTpauuu Oonee 750 HT Ha

aMIUTM(PUKAITMOHHYIO TIPOOUPKY.

6.2 Hurepdepupyrolue BemecTna

Hanmnune wnruburopos I[P B oOpasue OHONOrMYeckoro marepuaia MOXKET OBITh
MPUYMHON COMHUTEIBHBIX (HEONpeAeNEHHBIX) pe3yabTaToB. [Ipr3HaKoM MOJTHOTO HHTMOUPOBAHMUS
[P sBisieTcsT OMHOBPEMEHHOE OTCYTCTBHE AaMIUTM(PUKAIMKA BHYTPEHHETO KOHTPOJIS |
cnenuduieckoro mpoaykra (cm. 2.3, 9.3).

K unruburopam IILP, xotopsie moryr mpucyrcrtBoBath B oOpasue JIHK, orHecensl
CJICTYIOIINE YHIOTCHHBIC U DK30T€HHBIE HHTEP(HEPUPYIOIINE BEMIECTBA: TEMOTII00UH, OUITUPYOHH,

XO0JIECTEPHUH, CIIU3b (MYIIMH) U JIEKAPCTBEHHBIE TIPETapaThl (TMHOCOJ, XJIOPTeKCHIMHA OUTITIOKOHAT,

10
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MH/IOMETAIUH CYNO3UTOPUH, PUHOGIYUMYIIUI, OKTCHUCENT), HaXo sIuecs B o0pasle, a TakKe

M30MPONIWIOBBIN CIIUPT U METHIIaleTar, octaromuecs B oopasue IHK B pesynabraTe HemnomHoro

YAaJICHHUA ITPOMBIBOYHEIX PAaCTBOPOB B XO/I€ HpO6OHOI[FOTOBKI/I.

MaxkcuMaibHble KOHLIEHTPAMU HHTEPPEPUPYIOIIUX BEIIECTB,

Habmronanocs uarnduposanue [1L[P, npencraBneHs! B Tabnuie HIXKE.

IpU  KOTOPBIX HE

Bun 6nomartepuaaa

HNutepdepupyromee
BeLLEeCTBO

Konuenrpauus UB

DHIOT€HHBIE BEILECTBA

dekannu, Moua, Ma3KH\COCKOOBI U3
JKENYAOYHO-KUIIEUHOTO TPaKTa

Bunupy6un

684 MKMOJIB/1T

dekannn, Mo4a, Ma3sKH\COCKOOBI U3
KETYA0YHO-KHIIEYHOTO TPAKTa

Xonecrepun

13 MMoIb/11

MokpoTa, MO4a, Ma3KH\COCKOOBI U3
JAbIXaTCIbHBIX nyTeﬁ, )KeHyILO‘-IHO—
KHIIIEYHOTO M YPOT€HUTAIBHOTO
TpakTa, HeKaInu, acIupaThl,
JKCCYIATHI

I'emormooun

0,35 mr/ma

MoxkpoTa, Ma3Ki\COCKOOBI 13
JBIXaTEeIBHBIX ITyTeH, Ma3KH\COCKOObI
U3 YPOTCHHUTAJIBHOTO TPAKTA,
acIHpaThl

Cnusp (MynuH)

20%

DK30reHHbIE BEIIECTBA

MoxkpoTa, Ma3Ki\COCKOOBI 13
JIbIXaTeJIbHBIX My TeH

ITurOoCON

2,0%

MoxkpoTa, Ma3Ki\COCKOOBI 13
JBIXaTeNBHBIX TyTeH, Ma3KH\COCKOObI
U3 YPOTCHHUTAJIBHOIO TPAKTA,
IKCY/IAThI

XnoprekcuarHa
OWTJIIOKOHAT

5,0%

dekannn, Ma3Kn\COCKOOKI 13
KETYA0YHO-KHIIEYHOTO TPAKTA

Nupnomeranyu
CYNIO3UTOPHUH

5,0%

MoxkpoTa, Ma3Ki\COCKOOBI 13
JAbIXAaTCJIIbHBIX HyTeI\/'I, aClrpaThl

Punoduynmynmn

5,0%

MokpoTa, Ma3Ki\COCKOOBI 13
JIBIXaTENIbHBIX MyTel, Ma3KH\COCKOOBI
W3 YPOTEHUTAJIBHOI'O TPAKTa,
acrupaThl, SKCYJaThl

OKTeHncenT

2,0%

MokpoTa, MO4a, Ma3KH\COCKOOBbI H3
JIBIXaTEeNbHBIX TYTEH, KETYIOYHO-
KHIIEYHOTO M YPOT€HUTAIBHOTO
TpakTa, (heKaliu, aCIIUPaThl,
9KCCyIaThl, OaKTepUaIbHbIC
KYJBTYPBI

M3omnponunoselit
CIUPT

10%

MokpoTa, Mo4a, Ma3KH\COCKOOBI 13
JBIXaTEIbHBIX MyTEH, JKeIyA04YHO-
KUIIEYHOT'O ¥ YPOT€HUTAILHOTO
TpakTa, eKanH, aCIIIPaTEI,
9KCCYIaThl, OaKTepHaIbHbIC
KYJIBTYPBI

MeTtunanerar

10%

6.3 Ilpenen oObHapyx eHuUs

[Ipenen oOHapyxeHUS

s JIHK  Oakrepuit

COCTaBJIACT

10 xormuit  JIHK Ha

aMIIIUKAMOHHYI0 MpooupKy (2,0x10° kommii/mn npenapara JIHK). Tlpenen o6HapyxeHus

11



“ IHK-TEXHONOr U

MHCTpyKUUSI MO NPUMEHEeHUI0

BakCkpuH YIIM

Jincr 12
JluctoB 34

YCTAQHOBJICH IIyTEM aHAJIM3a CEPUHHBIX pa3BEACHUIN J1a0OPATOPHBIX KOHTPOJIBHBIX OO0pa3loB

(JIKO).

[Ipenen obnapyxenus JJHK B oOpa3ie Oumomarepuana 3aBUCHUT OT €ro BHJIa U METOJa

npeaoopadboTKH.

[Ipenen oonapyxenus 10 xonuit JJHK Ha ammmudukanoHHyo TpoOUpKy COOTBETCTBYET

CJICAYIOIIMM 3HAUCHHSIM KOHIIEHTpAIMK B 00pasiie npu ucnoib3zoBanuu komriekra [IPOBA-HK-

IUIFOC nnst BeiAeneHus HYKIEHMHOBBIX KuciaoT npousBoacTtBa OO0 «HIIO JHK-Texunomorus»,

000 «/IHK-Texuomorus TC».

[penen oOHapyKeHHS
Kraccer
Martepuan Bacilli | Betaproteobacteria | Gammaproteobacteria
10 xommit/Ha aMILTH(PUKAITHOHHYIO TIPOOHPKY
(2,0x10° xomuii/mn npenapara JTHK)
MOKpOTa 6x102 6x10? 6x10?
(mpemobpadotka ¢ NazPOy) Kommui Ha oOpasen KoM Ha oOpaszert Konwii Ha oOpaszert
MOKpOTa 4x10° 4x10° 4x10°
(mpenobpaboTka ¢ MYKOJIH3HHOM) Komnui Ha oOpaseln KoIMi Ha oOpasenn KOIMi Ha oOpasenn
6x10? 6x10? 6x10?
Moua . . .
KOmuii Ha oOpasery KOMHUi Ha 00pasert Konui Ha oOpasert
MAa3KH/COCKOOBI M3 IBIXaTETbHBIX 6x10? 6x10? 6x10?
myTe KoMl Ha oOpaselr KoMKl Ha oOpaselr KOIuii Ha oOpasenn
Ma3KH/COCKOOBI M3 JKEITYA0UHO- 6x10? 6x10? 6x10?
KHUIIEYHOTO TPAKTa Konuii Ha oOpasery KOMHUi Ha 0Opaser KOnui Ha oOpaserr
Ma3KH/COCKOOBI U3 6x10? 6x10? 6x10?
YPOT'€HUTAJIBHOIO TPAKTa KOnuii Ha oOpasery KOMHUi Ha 0Opaser KOnui Ha oOpaselr
8x10? 8x10? 8x10?
bexanun . . .
Konuii Ha obpaselr Konuii Ha oOpaselr Komui Ha oOpasenn
6x10? 6x10? 6x10?
acruparsl . . .
Komnuii Ha obpaselr Konuii Ha oOpaselr Komui Ha oOpasenn
6x10? 6x10? 6x10?
IKCCYIAThI N . .
KOnuii Ha oOpasely KOMui Ha 0Opaser KOMui Ha oOpaselr
6x10? 6x10? 6x102
OakTepuaIbHbIC KYJIbTYPbhI . . .
KOMuii Ha oOpasery KOMHUi Ha oOpaser KOMui Ha oOpaselr

6.4 JluarHocTuyeckue XapaKTepUCTUKU

JlnarHoctuueckue XapakTepucTuku Habopa peareHToB «baxCkpun YMII» paccuutanbl

B 3aBUCUMOCTHU OT HAJIMYHUA B 06pa3ue I[HK MUKPOOpraHnuimMa, OTHOCALICTOCA K OAHOMY U3 TPEX

KJ1aCCOB 68.KTCpPIfI COrj1aCHO Ha3HAYCHHUIO MCIUIIMHCKOTI'O I/I3JICJ'II/I$I).

Kommaectso Bacilli Betaproteobacteria Gammaproteobacteria
Buomarepuan . Jlnarnoctuueckasi | Imarnoctnyeckas | J{marnocruueckasi | /lmarnocrnyeckas | lmarnoctudeckas | Jmarnocruueckast
YYBCTBUTEJIBbHOCTH Cllelll/l(l)l/l'-lHOCTb YYBCTBUTEJIbHOCTH Cl'lelll/l(l)l/l'-lHOCTb YYBCTBUTEJIbHOCTH Cﬂelll’lq)ll‘lHOCTb
Acrpar 1 100% 100% 100% 100% 100% 100%
(15,81 —100) (88,78 — 100) (15,81 — 100) (88,78 — 100) (71,51 — 100) (84,56 — 100)
MU 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)
MIKKT 1 100% 100% 100% 100% 100% 100%
(15,81 —100) (88,78 — 100) (15,81 — 100) (88,78 — 100) (71,51 — 100) (84,56 — 100)
Moxkpora 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)
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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)
CYTT 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)
Dexanin ] 100% 100% 100% 100% 100% 100%
(15,81 —100) (84,56 —100) (15,81 —100) (84,56 — 100) (63,06 — 100) (79,41 — 100)
Dxceyar 3 100% 100% 100% 100% 100% 100%
(29,24 — 100) (83,89 —100) (2,50 —100) (85,18 — 100) (47,82 —100) (82,35 -100)
Hroro 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)
Bakrepuansu 46 100% 100% 100% 100% 100% 100%
bI€ KyIbTYpBI (78,20 — 100) (97,05 — 100) (2,50 — 100) (97,34 — 100) (88,43 — 100) (96,64 — 100)
MJIIT — Ma3ku/cOCKOOBI M3 IbIXaTe/IbHbIX MyTel
IMpumeuanns |MXKKT — mMa3kn/cocKoOBI U3 JKeTyJOUYHO-KUIIEYHOTO TPAKTa
CYI'T — Ma3Ku/COCKOObI M3 YPOI'€HHTAJILHOTO TPAKTa

B xozie mpoBeIeHHBIX KIMHUYECKUX UCIBITAHUN OBUIO YCTAHOBIICHO HaIM4KMe B 00pa3iax
Ouomarepuana CICAYIONIMX BUIOB Oakrepuil (MACHTU(HUKAIMS TPOBEIEHA JO BBISBISIEMBIX
HAOOPOM PEeareHTOB 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,
Haemophilus parahaemolyticus, Haemophilus parainfluenzae, Klebsiella oxytoca, Klebsiella

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

aeruginosa, Serratia marcescens, Stenotrophomonas maltophilia.

6.5 Baytpucepuiinas u MexcepuiiHas BOCIPOU3BOAUMOCTh
OneHka BHYTpUCEpUHHONW M MEXKCEPUHHOM BOCHPOM3BOAMMOCTH Habopa peareHTOB
poBeJieHa MYTEM CpaBHEHHS PE3yJIbTaTOB, MONYUYEHHBIX MPH HCCIEIOBAHUU OAHHMX U TEX Ke
16 obpasnoB Omomarepuana mo 25 mokazarensMm (BeisiBiasieMbiM JIHK ycroBHO-matoreHHBIX
OakTtepuit knmaccoB Bacilli, Betaproteobacteria u Gammaproteobacteria).
100%

BHYTpHCGPHﬁHaH BOCIIPpOU3BOAUMOCTDb  COCTAaBJIACT

unTepsan 99,08—-100%).

(95% nmoBepUTENbHBIN

Me:xcepuitnas BocpousBoaumocTts coctasisgeT 100% (95% noBeputenbHbI HHTEpBAI

99,08-100%).

13



N\ [AHK-TEXHONOrus MHCTpyKUUSA NO NPUMEHEHUIO NMuer 14
4 BakCkpuH YIIM NucTos 34

4 MEPELI ITPEJOCTOPOXXKHOCTU

Opranuzanusa paboter [I[P-naboparopun, o6oOpyqoBaHHE U MaTepUaNbl JOJKHBI
cootBeTcTBOBaTh TpeboBanusiMm 'OCT P 52905-2007, meroauveckux ykazanuii MY 1.3.2569-09
«Opraam3anusi paboThl JTa0OPATOPH, HUCIIOJIB3YIOMUX METOAbl aMIUIM(UKAINA HYKICHHOBBIX
KHCJIOT, IpU paboTe ¢ MaTepUaioM, CoJIEpKaIUM MUKpoopranu3Mal [-1V rpynn natoreHHOCTHY, C
coomonennem CanlluH 3.3686-21 «CaHuUTapHO-3MIUAEMUOJIOTHYECKHE TPEOOBaHUS IO
npoHITaKTUKE HHPEKIIMOHHBIX 00JIC3HEI.

Hccnenyemple 00pasibl paccMaTpUBAIOTCS Kak IOTEHIMaldbHO-onacHele. [lpu pabore
¢ HabOPOM CIIeAYyeT Ha/IeBaTh OJJHOPA30BhIC MEPUYaTKH 03 TalbKa.

[Tpu pabdote ¢ mukpoopranuzmamu Il -IV rpynn naToreHHOCTH BBIOOP THIMA 3aLIUTHOTO
KocTioMa (pabodeil oAeapl W CPENCTB HMHAMBHIYAIbHON 3allUTHI) MPOBOAMTCS B CTPOrOM
cootBercTBUU ¢ CanlluH 3.3686-21 u ompenensercs BuIoM Bo30Oynutens, pabouell 30HOM,
OCHAIIIEHUEM €€ OOKCaMM OMOJIOTHYECKON OE30MacCHOCTH.

CrnenyeT ucnonp30BaTh TOJIBKO OJJTHOPA30BbIe HAKOHEUYHUKHU U Tpobupku. He momyckaercs
UCIIONIb30BAaHUE OJIHUX M TEX K€ HAKOHEYHUKOB IMpH 00pabOTKe pasIuyHbIX 00pasIoB
OMOJIOTMYECKOr0 MaTepuarna.

K pabore ¢ HabopoMm peareHTOB JOIyCKaeTCs TEPCOHAN, OOYYEHHBI MeToaam
MOJIEKYJISIPHOM TMarHOCTUKU U MpaBUiiaM padOThl B KIIMHUKO-UArHOCTUYECKOH J1JabopaTopHH.

Beinenenue JIHK crnengyet npoBoauts B 60kcax 6uonornyeckoit 6esonacuoctu Il kiacca.
[ToaroroBky k IIL[P ¢ ucnonb3oBannemM Habopa peareHToB BO3MOKHO poBouTh B ITL[P-60kcax.

3anpemiaerca mepeMenieHrue J1adopaTopHOro 00OpYJOBaHUsS, B TOM YHCIE J103aTOPOB,
HITaTUBOB, JIA0OPaTOPHOW NOCYABI, XalaToB, TOJIOBHBIX YOOpPOB M Ip., a TaKK€ pPacTBOPOB
pEareHTOB U3 OJHOTO ITOMEIIEHUS B JPYTO€.

Jlo3aTopbl TOJKHBI ObITh COOTBETCTBYIOUIMM 00pa3oM HOBEPEHBI (B aKKPEIUTOBAHHBIX
1abopaTopusix) U MPOMapKUPOBAHBI.

[ToBepxHOCTH pabOYMX CTOJIOB, @ TAK)KE MOMEIEHUS, B KOTOPBIX MPOBOJIUTCS BBIJEICHNE
JHK u moaroroBka IIL[P-peakTuBOB, ciegyer o0s3arenbHO, A0 U TOCIE MpOBeIeHUs pador,
00JIy4aTh C MOMOIIBIO OAKTEPUIIMIHBIX YCTAHOBOK B TeueHHe 30 MUHYT.

Hcnonbs30BaHHBIE OTHOPA30BBIC MPUHAMICKHOCTH (TIPOOUPKH, HAKOHEUHUKH U JIp.)
JIOJKHBI ~ cOpachlBaTbCcsl B KOHTEWHEp  JUISI  MEIUIMHCKUX  OTXOJOB,  COJEpKaluil
Ne3UHPHUIMPYIOMINNA pacTBOp (IIPU HEOOXOAUMOCTH).

BHUMAHMUE! YTtunusupoBath 0TX0abl ¢ npoaykramu [P HE0OX0IuMO TONBKO B 3aKPHITOM

Buje. He gomyckaercst oTkpbIBaTh npoOupku nocie ammindukanuun (MY 1.3.2569-09).
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Bce moBepxnoctn B nmabopatopuu (pabodne CTOJNBI, IITATUBBI, 00OPYAOBaHUE U [p.)
©KEHEBHO MOJIBEPraroT BIKHOU YOOpKE C IPUMEHEHHEM Je3NH(PHINPYIOIIMX/MOIOIINX CPEJICTB,
periaMeHTUPOBaHHbIX caHuTapHbiMU npaBuiamMu CanlluH 3.3686-21.

IIpu wmcnonb3oBaHMM HAaOOpa PEAreHTOB B KIMHUKO-IUArHOCTUYECKOM abopaTopuu
00pa3yloTcsi OTXOAbl Kiacca B, KOTOpbIe yTMIM3HPYIOTCS B COOTBETCTBUU C TPEeOOBAHUSAMHU
CanlluH 2.1.3684-21 «CanutapHO-31UAEMUOJIOTMUECKIE TpeOOoBaHUS K COJIEPIKAHUIO
TEPPUTOPUI FOPOJCKHUX U CENbCKHUX MTOCETIEHUH, K BOJHBIM 00BEKTaM, MIUTHEBOM BOJIE U IUTHEBOMY
BOJIOCHA0KE€HUIO, aTMOC(HEPHOMY BO3JyXY, IIOYBaM, OMXKHJIbIM IOMEIIEHUSM, HKCIUTyaTalluu
IPOM3BOJICTBEHHBIX, OOIIECTBEHHBIX IOMEIICHUI, OpraHu3all M MPOBEICHUIO CAHUTAPHO-
IPOTUBOAIUIEMUYECKHUX (TPOPUITAKTUUECKUX ) MEPOIIPUATHIIN.

OmnacHble KOMIIOHEHTEI B Ha6ope pe€arcHToOB

Hanuume/orcyrcTBHE YkazaHue HA PUCKHU

KomnonenT Ha0opa peareHTOB
ONMacCHOr0 KOMIIOHEHTA

Cmecn JUISA aMHJ'II/I(I)I/IKaI_lI/II/I, 3al€4yaTaHHBIC

Her omacHbIxX BemecT -
napaduHoM. Ctpum Nel

Cmecn JUISA aMHJ'II/I(I)I/IKaI_lI/II/I, 3arc4yaTaHHBIC

Her omacHbIxX BemecT -
napaduaOoM. CTpun Ne2

PactBop Taqg-nonumepassl Her onacHeix BemiecTs -
MuHepansHOe Macio Her omacHbIxX BemecTs -

. . o ABJISIETCS OE30TaCHbBIM IS
[omoXuTeTpHBI KOHTPOJIBHEIH 00paserr Azupg narpust menee 0,1%

KOHCYHOTI'O ITOJIb30BaTCIIA

ITpu paboTe ¢ HABOPOM peareHTOB UCIOIB30BATh CPEICTBA MHANBHTYyaTbHOM 3alUThI 115
NpPEOTBPALEHUs KOHTaKTa C OpraHu3mMoM desnoBeka. Ilocie oxkoHuaHHMs pabOThI TIIATENBHO
BBIMBITh PYKH. M30eraTh KOHTaKTa ¢ KOXei, riazaMu U CIM3UCTBIMU 0Oonoukamu. [Ipu koHTakTe
IIPOMBITH ITOPAKEHHOE MECTO BOJIOM M 0OpaTUTHCS 32 MEAUIIMHCKON TOMOIIbIO.

He nomyckaercs ucmnonb30BaTh HAOOP peareHTOB:

— IIpU HapyLICHUH YCIOBUM TPAHCIOPTUPOBAHUS U XPaHECHHUS;
— TIpU HECOOTBETCTBMU BHEIIHETO BHUJAa PEareHTOB, YKa3aHHOTO B Maclopre K Habopy
peareHToB;
— TP HapYIIEHUU BHYTPEHHEH yIIakOBKM KOMIIOHEHTOB Ha0Opa peareHToB;
— 10 UCTE€YEHHIO CPOKA F'OJHOCTH.
Ilpumeganue — HabGop pearcHTOB He COAEP:KUT MATEPUATIOB OHOJIOTHUECKOTO IMPOUCXOXKICHHUS,
BCIICCTB B KOHICHTpaUUAX, 06na)1a}01u1/1x KaHIICPOr€HHBIM, MyTarcHHbIM HeﬁCTBHeM, a TaK¥XKE BIIMAOIINUX

Ha PENpOJYKTUBHYIO (QYHKIMIO 4elloBeKa. [Ipu HCIONB30BaHMHM O HA3HAYCHUIO W COOJIOJICHUU Mep

MIPEIOCTOPOKHOCTH SIBIISIETCS OE30TTaCHBIM.
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5 OBOPYJIOBAHUME U MATEPHAJIbI

[Tpu paboTe ¢ HAOOPOM peareHTOB TPEOYIOTCS CIEIYIONIHE 000PYA0OBaHNE U MATEPUAITHL:

[TIP-60kc («bokc mabopatopuslii ¢ YO nammnoi s TpOBEICHUS MOJUMEPA3HOU METHOM
peakiuu BJI-ITLP» (OO0 «HITO JHK-Texuonorus», Poccus, PY Ne P3H 2015/3193) nnm

AQHAJIOTUYHBIN );

amrmupukatop aerektupyromuid («ITmpaitm» (OO0 «HITO JJHK-Texnonorus», Poccus,
PY Ne ®CP 2011/10229), «ATnaiir» (OO0 «HITO IHK-Texnomorusi», Poccus, PY Ne ®CP
2011/10228), AT-96 (OO0 «HITO AHK-Texnomnorus», Poccusi, PY No ®CP 2007/01250));

MuKpoueHTpudyra-soprekc (BioSan, JlaTBus ninn anajgorudnas);

xonoamibHUK (CtruHOM, Poccus unm aHaaoruyHblii);

LITaTUB  «paboyee MeCcTO» JJid  CTPUIIOBAHHBIX HpoOupok  o0béMoM 0,2 mu
(OO0 «HITO AHK-Texunonorus», Poccus nnm aHaIOrH4HbIN);

ITaTUB «pabouee MecTo» ISt MPoOUpoK 00bEMOM 1,5 mit;

J103aTOPbl MEXAHWYECKHE WM OJJIEKTPOHHBIE TIEPEMEHHOT0 00BbEMa OJHOKAaHAIBHEIE,
MO3BOJISIOIINE OTOUPATh 00BEMBI XxkuaKocTH oT 2,0 10 20 Mk, oT 20 1o 200 Mk, ot 200 10
1000 Mk (Eppendorf, 'epmanus uiu aHanoru4HeIe);

OJIHOPA30BbIE HAKOHEUHUKU ¢ (QUIBTPOM AJisi 103aTopoB, cBoboaubie or PHKa3 u JIHKas3,
00vémom 20 Mk, 200 Mk, 1000 mxn (Axygen, CLLIA nnamn aHanoru4Hele);

ITaTUB IJIs 103aTOPOB;

OIHOPA30BBIC NICPUYATKU MECAULIUHCKUC, 0e3 TallbKa (HeOHy,HpeHHLIe), TCKCTYPUPOBAHHBIC,

€MKOCTh 1A C6p008. HUCITIOJIB30BAHHBIX HAKOHCYHHKOB, HpO6I/Ip0K U APYTHUX PACXOJHBIX

MaTCpHaJIOB;

Je3nHPUIMPYIOIIEe CPEACTRO.

Z[J'ISI B3ATHA U Hpe,[[06pa6OTKI/I MaTepuajia Uil UCCICAOBaHUA U BbIACIICHU A HYKJIICUHOBBIX

KHCJIOT TpeOyloTcs ClieAyrore 000pyJ0BaHNEe U MaTepHaIb:

0okc ouonornueckoii 0ezonacuoctH Il kmacca;

nenTpudyra st Mukponpooupok, ¢ RCF we mmke 16 000 x g;

TepMocTaT TBepaoTenbHbIi ¢ Taitmepom TT-2 «Tepmut» (OO0 «HIIO IHK-Texnonorus»,
Poccust, PY Noe ®CP 2012/14090) winu aHaTOTHUYHBINA, TIOIIEPKUBAIOIIAN TEMIIEPATYPY 10 65
°C;

NpOOMPKH MUKpOLEHTpUDyx HbIEe 00bEMOM 1,5 M1 ¢ kpbiikamu, cBoboaHbie oT PHKa3 u
JAHKas3;

AIIEKTPUUYECKUI  7a0OpaTOpHBIM  acmupaTop ¢  KOJOOW-TOBYIIKOM  [UIs  yJaJIeHUsS
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HaJI0CAJIOYHBIX KUIKOCTEH;

OJIHOpPA30BbIE HAKOHEYHWKH Oe3 ¢uibTpa, cBoOomubie ot PHKa3z u JIHKa3z, nmns
AIEKTPUUYECKOTO JTAOOPATOPHOTO aCIIUPaTOpa;

MUKponeHTpudyra-BopTekc (BioSan, JlaTBus unu ananornynas);

J03aTOPhl MEXAHUYECKHE WIIM DJICKTPOHHBIC OJHOKAHAJIBHBIC C IMEPEMEHHBIM OO0BEMOM,
MO3BOJIAIONINE OTOMPaTh 00bEM sxuakocTH oT 0,2 mo 20 Mk, ot 20 mo 200 Mk, ot 200 10
1000 mxn (Eppendorf, 'epmanus uiin aHaIOTHYHbBIC);

OJIHOPA30BbIE HAKOHEYHUKH C (PHIBLTPOM IS MTOJTyaBTOMATHYECKUX J03aTOPOB, CBOOOTHBIC
or PHKa3 u JIHKa3, o6bémom 20 wmkn, 200 wmxia, 1000 mxn (Axygen, CIHA wmm
aHAJIOTUYHBIC);

IITaTUB ISl 103aTOPOB;

¢dusnonoruueckuii pactBop (0,9% NaCl) crepuinpHbIN (TIpU HEOOXOIMMOCTH);

ITaTUB «pabodee MecToy» 11 mpodupok 0obéMom 1,5 mi (OO0 «HITO THK-Texuomorus»,
Poccust nnm aHanoruvHbIN);

OJIHOPA30BBIE MEPYATKH METUIIMHCKHE, 0€3 TalbKa, TEKCTYPUPOBAHHBIC;

E€MKOCTB JIJ1s1 cOpOca UCTIONB30BAHHBIX HAKOHCUYHUKOB U JIPYTUX PACXOJHBIX MAaTEPHUAJIOB;
ne3nH(DUIMpPYIOIIee CPEACTBO;

TpaHcnopTHas cpena (pekomenayercs « TpancnoprHas cpena st ouonpod CTOP-®» (OO0
«IHK-Texnonorus TCy», Poccust, PY Ne P3H 2020/9640));

Habop/komIuiekT peareHTOB s Bbimenenus JHK wu3 Ouonormdeckoro wmarepuana
(pexomennyetcsi «KOMITJIEKT peareHTOB MJisi BbIJEICHUS HYKICHMHOBBIX KHCIOT (ITPOBA-
HK/TIPOBA-HK-IIUJIIOC) no TY 9398-035-46482062-2009» B ¢opme KOMIUIEKTALUU:
komrmiekt  [TPOBA-HK-TIJDIFOC (OO0  «HIIO  JHK-Texnonorusi»,  Poccus,
PY Ne ®CP 2010/08867).
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6 AHAJIM3NPYEMBIE OBPA3IIbI

6.1 Marepuain s Ucciie10BaHUS

JIy1st icclieTOBaHUS UCTIONB3YIOT OMOJIOTHYECKUI MaTepHall YejoBeKa W OaKTepHUaibHbBIE
KYJIBTYPBl W3 3TOro Ouomarepuana (MOKpOTa, MOYa, Ma3KH/COCKOOBI M3 JBIXaTENbHBIX ITYTEH,
KEITYOYHO-KUIIIEYHOTO ¥ YPOTCHUTAIBLHOTO TPaKTa, PeKAINH, aCITUPATHI, YKCCYIATHI).

JIst monmy4YeHus: KOPPEKTHBIX PE3yJbTaTOB OOJBINOE 3HAYCHHE UMEET KAayeCTBO B3STHS
obpasmla Owomarepwayia JJIS HWCCICAOBAaHHSA, €ro XpaHEHWE, TPaHCIOPTUpPOBAaHUE U

npeaBapuTenbHas 00paboTka.

I[Ilpumeuanue — Bsarue, mnpenBapurenbHyro o00pabOTKy, XpaHEHHE M IEPEBO3KY, Ieperady
HCCIIeIyeMOro MaTepHasa B pyrue OpraHu3aluy OCYIIECTBIISIOT COTTIACHO HHCTPYKTUBHO-METOIUIECKUM
JOKYMEHTaM, pETrJaMEeHTHPYIOUIMM BBIIOJHEHUE HWCCIENOBAHUNA B COOTBETCTBHM C TpeOOBaHUSIMU

MY 1.3.2569-2009 u CanlluH 3.3686-21.

6.2 BssaTue mMaTepuasia Ha UCCIIEZJOBAaHUE

6.2.1 Mokpora

B3stue Marepuana OCyLIECTBISIOT B OJHOPAa30Bbl€ TI'PajyUPOBAaHHBIE CTEPUIIbHBIC
(1aKOHBI C HIMPOKUM TOPJIOM M 3aBUHYMBAIOIIMMMCS KpbIIIKaMu 00bEMOM He meHee 50 M B
KojuyecTBe He MeHee 1,0 M.

ITocne c6opa maTepuaina (iakoH MIOTHO 3aKPBIBAIOT U MAPKHUPYIOT.

6.2.2 Moua

Jlnst ananu3a oTOMparoT MEPBYIO MOPIMIO YTPEHHEH MOYHU B KOJUYECTBE HE MeHbIe 20—
30 M. OTOOp MOYM MPOBOAAT B CHELHATIBHYIO CYXYIO CTEPUIIbHYIO EMKOCTh 00bEMOM 10 60 M,
CHa0KEHHYIO FepMETHYHO 3aBUHUYMBAIOLIECHCS KPBILIIKOM.

[Tocne cOopa MouM KOHTEIHEP IIIOTHO 3aKPHIBAIOT U MAPKUPYIOT.

6.2.3 Ma3ku\cockoObl ~ M3  JbIXaTEeJNbHBIX  IyTeH,  JKEIYJOYHO-KHIIEYHOTO U
YPOT€HUTAIBHOIO TPAKTA

B3sTne mMarepuana OCyIIECTBISIOT C MOMOIIBIO CHELUAIBHBIX MEAMIMHCKUX H3JENINH,
UMEIOUINX PETUCTPALMOHHBIE YJOCTOBEPEHMS] B 3aBUCHMOCTH OT HMCTOYHHKA OMOJIOTHYECKOTO
MaTepuaia COIVIACHO YCTAaHOBJIIGHHOM mpoueaype (Hampumep, 3OHI-TaMIoOH [uisi oTOopa,
TPaHCHOPTUPOBKH U XpaHeHus: buonoruueckux npod PY Ne ®C3 2012/11835).

ITocne B3aTHS GMOJIOTMUYECKOTO MaTepraa MepeHecuTe 3011 B IPOOUPKY ¢ TPAaHCTIOPTHON
CpeoH, MpeAHa3HaYeHHOW NPOU3BOAMTENEM JUIl TPAHCHOPTHPOBAHUS M XpaHEHHs 00pasloB
ouonornueckoro mMarepuana s [1[[P-uccnenoBanuii, u TmaTeapHO MMPOMOUTE €TO B )KHIKOCTH B

teyeHue 10—15 c, uzberast e€ pa3OpbI3TUBaHMUSL.
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W3BnexuTe 30H] U3 pacTBOpA U, BPALIATEIbHBIM JIBYKCHUEM IIPHKUMast €T0 K BHYTPEHHEH
CTEHKE MPOOUPKH BBIIIEC YPOBHS PACTBOPA, OTOKMHUTE M3OBITOK >kuAKOCTH. [TomHOCTBIO ymamuTe
30H] U3 NPOOUPKHU U YTHIIN3UPYHTE.

[TioTHO 3aKpoiiTe KPHIMIKY TPOOHPKU M IPOMaPKHUPYHTE POOHPKY.

6.2.4 ®exanuun

Jiis aHANM3a UCTIONIB3YIOT MTPOOBI (hekanuit Mmaccoit (00bémMom) mpumepro 1-3 1 (1-3 o).
[IpoOy mepeHOCAT B CHENMANBHBIA CTEPHIBHBIA CyXOW (PJIakOH OTIEIBHBIM HAKOHEYHHKOM C
(GUIBTPOM HIIH OTHOPA30BBIMH JIOTIATKAMH.

[Tocne coopa exanuii (1akoH MIOTHO 3aKPHIBAIOT U MAPKUPYIOT.

6.2.5 Acnupatbl

B3srue wmarepmana OCYIIECTBISIOT B OJHOpa3OBble, IUIOTHO 3aBUHYMBAIOIIUECS
CTepWIbHBIC TPOOUPKH 00BEMOM 50 MiI.

[Tocne B3sTHA MaTepHraia MPOOUPKY IJIOTHO 3aKPBIBAIOT KPBIIIKONW M MAPKUPYIOT.

6.2.6 Dxccynar

Bzsrue marepuana OCyIIECTBISIOT C MOMOUIBIO CIIEIUATBHBIX MEAWIUHCKAX W3IEIHH,
UMEIOUIMX PETHCTPALOHHBIE YJAOCTOBEPEHUSI B 3aBUCHMOCTH OT MCTOYHHMKA OHMOJIOTHYECKOTO
Marepuaja COIJIaCHO YCTaHOBJCHHOW mpoueaype (Hampumep, 3OHI-TaMIIOH Uit OTOOpa,
TPaHCTIOPTUPOBKHU U XpaHEeHUs Onosorndyeckux mpod PY Ne ®C3 2012/11835).

[Tocne B3aTHS OMOJIOTHUYECKOTO MaTepralia MepeHecuTe 30H1 B IPOOUPKY C TPAHCIIOPTHOMH
CpeloH, MpeAHa3HaYeHHOM NPOU3BOAMTENEM JUIl TPAHCHOPTHPOBAHUS M XpaHEHHs 00pasloB
6uonornyeckoro matepuana ans [1L[P-ucciaenoBanuii, U TIIATEIBHO MPOMOMTE €ro B KUAKOCTH B
teueHue 10—15 c, nuzberast e€ pa3OpbI3TUBaHMUSL.

W3BnexuTe 30H] U3 pacTBOpA U, BPaaTeIbHBIM JIBIKCHHEM MTPIKUMast €T0 K BHYTPEHHEH
CTEHKE MPOOMPKU BBIIIE YPOBHS PACTBOPA, OTOXKMUTE M30BITOK XKUAKOCTH. [loHOCTBIO yranuTte
30H/1 U3 IPOOUPKHU U yTUIIM3UPYHTE.

[110THO 3aKpoiiTe KPBILIKY MPOOUPKHU U IPOMAPKUPYHUTE MPOOUPKY.
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6.2.7 bakTepuanbHble KyJIbTYpbl
B3sarue wmarepuana ¢ KMAKAX M IUIOTHBIX CPEA  OCYIIECTBIISIETCS MpPU TOMOIIU
OJTHOPA30BOM MHUKPOOHMOJIOTMYECKOH meTnu wind mmarens. llomecture B OJHOPa30BYIO
IUTACTHUKOBYIO TPOoOUpKY 00béMOM 1,5-2,0 My, B KOTOpYyIO IpeaBapuTenbHo BHeceHO 500 MK
CTEpUIIBLHOTO (PH3UOIOTUIECKOTO PAacTBOPa, OAMHOYHYIO KOJOHHIO KJIETOK min 100 MK sKuIKOH
CpeJbl.
[Tocrne B3siTHsI MaTeprala MPOOUPKY IIOTHO 3aKPHIBAIOT KPBIIITKOW U MAPKUPYIOT.
6.3 TpancnopTupoBaHue U XpaHEHUE UCCIIEIYEMBIX 00pa3I0B
6.3.1 Mokpora
O0pa3ibl MOKPOTHI AOMYCKAETCSI TPAHCTIOPTHPOBATH M XPAHUTH:
— 1pu koMHaTHO# Temnepatype ot 18 °C no 25 °C— He Gonee 6 4acos;
— 1pu temneparype ot 2 °C o 8 °C — He 6osee 3 CyTOK.
6.3.2 HatuBHbIC U IpeBapUTEIbHO 00paboTaHHbIe 00pa3ILIbl MOYH:
HatuBHbie u mpenBapuTenbHO 0o0paboTaHHble 00paslbl MOYM  JIOIYCKaeTcs
TPAHCIIOPTUPOBATH U XPAHUTH:
— 1pu temneparype ot 2 °C go 8 °C — He Oosiee 0JJHUX CYTOK;
— 1pu temneparype ot Munyc 18 °C go munyc 20 °C — e 6osee o1HOM Henenu;

— 1pu temneparype munyc 70 °C — niurensHo.
BHUMAHME! [Jlonyckaercs auilb OIHOKPAaTHOE 3aMOpaXMBaHUE-0TTaMBaHUE MaTepHaa.

6.3.3 Ma3ku\cockoObl M3  JBIXaTEIbHBIX  MyTeH,  JKEIyJI0YHO-KHILIEYHOTO U
YPOTE€HUTAIBHOI'O TPAKTA, IKCCYAATHI
Cpoku xpaHeHHs] Ma3KOB\COCKOOOB M3 JBIXaTEIBHBIX IMyTEH, KETYA0YHO-KUIICYHOTO U
YPOTEHHUTATBHOTO TpaKTa, OKCCYNATOB ONPEACISIIOTCS HMHCTPYKIMEH K PpPEKOMEHIYyeMOMY
HabOpy/KOMILIEKTY peareHToB Jyis Beinenenus JJHK.
6.3.4 O0pa3ibl HATUBHBIX (eKaNHi
OO0pa31pl HATUBHBIX (EeKaNi TOIMyCKaeTCsl TPaHCTIOPTUPOBATh M XPAHUTh:
— mpu KoMHaTHOU Temmeparype ot 18 °C o 25 °C — He Goinee 6 4acos;
— npu temnepatype ot 2 °C 1o 8 °C — He 6osiee 3 CyTOK.
6.3.5 Acnupar, 6akTepuanibHble KyJIbTyphl:
Acnupat, 6akTepualibHbIe KyJIbTYpPbI IOIMYCKAeTCs TPAHCIIOPTHPOBATh U XPAHUTh:
— 1pu temneparype ot 2 °C go 8 °C — He 6oniee 0JJHUX CYTOK;
— mpu Temneparype ot MuHyc 18 °C mo munyc 20 °C — He 6omee oTHON Heenu,

— npu temneparype MmuHyc 70 °C — [uMTensHo.

BHMMAHMUE! JlonyckaeTcst auilb OAHOKPATHOE 3aMOPAKMBAaHUE-OTTauBAHUE MaTepHala.
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6.4 TloaroroBka 6MOJIOTMYECKOTO MaTepuaa JJisg UCCIEOBaHUS.

BHUMAHMUE! OtHocutensHoe yckopenue uentpudyrn (RCF wmmm g) 3aBUCHT OT 4acTOTHI
BpaleHus u paauyca poropa (Ilpunoxenue A). [{ng onpeneneHuss cOOTBETCTBHS LEHTPUDYTH

3aJJaHHBIM MapaMeTpaM LHEeHTpUyrupoBaHus o0paTUTECh K PYKOBOJACTBY IO SKCILTyaTaI[iH.

6.4.1 Mokpora

6.4.1.1 Cnoco6 Ne 1

6.4.1.1.1 Ilepenecute B OIHOPA30BYIO IUIACTHKOBYIO MPOOHPKY mpumMepHo S00 MK
OHOJIOTHYECKOro MaTepuarna.

6.4.1.1.2 Jlob6aBbTe K mpoOe MOKpPOTHI paBHBI 00BEM 10 % Tpex3amMemEHHoro
docdoprokuciioro Harpus X 12H>O, TUIOTHO 3aKpOITE KPBIIKOW U HMHTCHCUBHO BCTPSIXHUTE.

6.4.1.1.3 HnkyOupyiite cMmeck npu Ttemneparype 37 °C B Teuenue 18-24 yvacos, 3aTeM
HeiTpanuzyiite 1| M HCI no pH 6,8-7.4.

6.4.1.1.4 lenrpudyrupyiite npu 900x g B Teuenne 20 MHH TpH KOMHATHOU
temneparype (ot 18 °C no 25 °C).

6.4.1.1.5 VYnpanure HaIOCAAOUYHYIO )KUIKOCTb B EMKOCTB € 5 % pacTBOPOM XJIOpaMHUHA JIst
o0e33apaKuBaHusl.

6.4.1.1.6 Jlob6aBpTe Kk ocanky 500 MKJI JAUCTUUIMPOBAHHOM BOJBI, IEepeMelaiTe
MUNETUPOBAHUEM U NIEPEHECUTE B OJTHOPA30BYIO IUIACTUKOBYIO MPOOUPKY 00bEMOM 1,5 mit.

6.4.1.1.7 Uentpudyrupyiire mpodupky rnpu 16000 x g B Tedenue 10 MuH mpu KOMHATHOM
temneparype (ot 18 °C no 25 °C).

6.4.1.1.8 VYpanmute HaJOCAJOYHYIO JKUAKOCTh, OCTaBUB B mpobupke 100 Mk
(ocamok + xuakas Qppaxius).

6.4.1.2 Cnoco6 Ne 2

6.4.1.2.1 Jlo6aBbTe B KOHTEHHEp ¢ 00pa3LOM MYKOJIU3UH B cOOTHOIIEHUH 5:1 (5 yacTeit
MYKOJIM3MHA K OJTHOW 4aCTH MOKPOTBI), ODUEHTUPYSICh 110 IPayupOBKe KOHTEHHEpa.

6.4.1.2.2 3akpoiiTe KpBIIIKY KOHTEHHEpPa, BCTPAXHUTE COAEPKUMOE U UHKYOHUpyiite 20-
30 Mmun mpu koMmHatHOM Temmepatype (ot 18 °C mo 25 °C), xaxaple 2-3 MHUH BCTpPSIXUBas
KOHTENHED.

6.4.1.2.3 IIposeaute Belaenenue JJHK cormacHo MHCTpyKIMM K KOMIUIEKTY pEareéHTOB
«Kommnekt pearenToB ais BbiaeneHus: HykinenHoBbIX kucioT (IIPOBA-HK/TIPOBA-HK-TIJIFOC)
o TY 9398-035-46482062-2009» B popme kommuiektanuu: komiuiekt [IPOBA-HK-TTJTFOC (OOO
«HITO IHK-Texnonorus», Poccus, PY Ne ®CP 2010/08867).
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6.4.2 Moua

6.4.2.1 Ilepenecute B OJHOPA30BYIO IJIACTHKOBYIO MPOOUPKY 00BEMOM 1,5 mm 1,0 M
MOYH.

6.4.2.2 llearpudyrupyiite npodupky npu 16000 x g B Teuenne 10 MUH TP KOMHATHOM
temneparype (ot 18 °C o 25 °C).

6.4.2.3 HanOosiee 0JIHO yAAIUTE HAJOCATOUHYIO )KUIKOCTb.

6.4.2.4 lo6aBpTe k ocanky 1,0 M1 CTepUIbHOTO (PU3UOIOTHYECKOTO PacTBOPA,
nepemMeniainTe Ha MEKporieHTpudyre-soprekce B TeueHue 5-10 c.

6.4.2.5 Hentpudyrupyiite mpodbupky mpu 16000 x g B Tedenne 10 MUH Ipu KOMHATHOU
temneparype (ot 18 °C no 25 °C).

6.4.2.6 Yianute HagoCaJOYHYI JKUIKOCTb, OCTaBUB B mpodupke 100 Mk
(ocamok + xuakas Gppaxius).

6.4.3 Ma3ku\cockOObI ~ M3  JBIXaTEIbHBIX YT,  JKEIYyJAOYHO-KHIIEYHOTO U
YPOTEHHUTAIBHOTO TPAKTA, ACIIUPATHI, IKCCYIaThl, OaKTEpHUATbHBIE KYJIbTYPHI C KHUIKAX U TUIOTHBIX
cpen

6.4.3.1 Uentpudyrupyiite npodbupky npu 16000 x g B Teuenue 10 MUH pu KOMHATHOU
temneparype (ot 18 °C o 25 °C).

6.4.3.2 Yianure Hag0CaJOYHYIO0 JKUJIKOCTb, OCTaBUB B npobupke 100 Mk
(ocamok + xuakas Qppaxius).

6.4.4 ®exanun

6.4.4.1 Ilepenecure B OJJHOPA30BYIO IJIACTUKOBYIO MPoOUpKY o0bEMOM 1,5 mit ¢ 1,0 M
CTEpUIILHOTO (PU3HOJIOTMYECKOro pacTBopa nmpuMepHo 250 mr (M) ekanuii, 3aKpoilTe KPbIIIKY
POOUPKH.

6.4.4.2 BerpsaxauTte npoOUpKy Ha MUKpOLIEHTpUdyre-BopTekce B TeueHue 5-10 c.

6.4.4.3 Llentpudyrupyiite npodupky npu 900 x g B TeueHue 2-3 MHUH NP KOMHATHOMH
temneparype (ot 18 °C o 25 °C).

6.4.4.4 Ilepenecure 800-1000 MK HagOCaTOYHOM JKHJIKOCTH B HOBYHO OJIHOPAa30BYIO
npobupky oosémomM 1,5 mi, nenrpudyrupyiite npu 16000 x g B Tedenne 10 MUH IpH KOMHATHOMN
temneparype (ot 18 °C no 25 °C).

6.4.4.5 Ynanute HaAIOCAOYHYIO IKHAKOCTh, OCTaBUB B mpobupke 100 wMxa

(ocamox + xuakas ppaxius).
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JanpHeiimas 0o0paboTKa yKa3aHHBIX BBIIIE BHJIOB OMOJIOTHYECKOTO MaTepualla OCYIIECTBIISAETCS
COIJIACHO HWHCTPYKIMHM K KOMIUICKTY peareHToB «KOMIUIEKT peareHTOB MJisi BBIICICHUS
HyKIeuHOBBIX KUCI0T ([TPOBA-HK/ITPOBA-HK-ITJIFOC) mo TY 9398-035-46482062-2009» B

dopme komrurekTaruu: KomruiekT [IPOBA-HK-TTJIFOC (OO0 «HITO IHK-Texuonorus», Poccus,
PY No ©CP 2010/08867).
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7 TIPOBEAEHUE AHAJIM3A

7.1  Brigenenue JIHK u3 Ouomoruueckoro marepuaa

Brinenenne JIHK u3 uccnenyemoro marepuaina npoBOAST B COOTBETCTBUM C MHCTPYKIMEH
K HCIOJIb3yeMOMY Habopy/KOMILJIEKTY pPeareHTOB.

Hns Beigenenus JHK pekomenayercss ucnosib3oBath «KOMIUIEKT peareHTOB s

BhiiesieHns HyKIeMHOBBIX KUCIOT (ITPOBA-HK/TTPOBA-HK-TTJIFOC) o TY 9398-035-46482062-
2009» B popme komriekrauu: komruiekT [IPOBA-HK-TTJTFOC (OO0 «HITO IHK-Texuomorus»,
Poccus, PY Ne ©CP 2010/08867).
BHUMAHME! OnnoBpemenHo ¢ Boiaenenrem JJHK u3 Guonormveckoro Marepuana He0OX0IUMO
MOJTOTOBUTh OTPULIATENIbHBIA KOHTPOJBHBIA 00pazell U MPOBECTH €ro 4Yepe3 BCE OTaIbl
npoOONMOATrOTOBKM. B KadecTBe OTPUIIATENIBHOTO KOHTPOJIBHOTO O0pa3lia pPeKOMEHIYeTCs
UCTIOJIB30BaTh (PU3UOJIOTHYECKUI PACTBOP CTEPHIIbHBIM.

7.2 IloaroroBka u npoBeaenue [P
BHUMAHME! Ilpu npoBeneHuu BcexX MOCIEAYIOMINUX ICHCTBHM cleayeT u30erath BO3JACHCTBUS
MPSIMBIX COTHEUHBIX JIydel Ha IPOOUPKU CO CMECHIO JUTSl aMITTU(UKAIIH |
BHMMAHMUE! Caenyer crporo co0iitoaTh KOMIUIEKTHOCTh CTPUIIOB M Kpblllek K HuM. He
MCIOJIb30BaTh KPBILIKU K CTPUIIAM U3 JPYTUX HaOOpOB peareHToB!

7.2.1 IIpoMapkupyiiTe aBa CTpUMA CO CMECAMHU IS aMIUTU(UKALWHU, 3aredyaTaHHBIMU
napaduaoM (oauH Ctpun Nel u onun Ctpun Ne2, Bcero 16 nmpoOupok): Asis KaKJ0To HCCIAEAYEMOTO
o0pas3iia, A1 MOJI0KHUTEIIBLHOT0 KOHTPOJIBHOTO 00pa3na (K+) u mist oTpuiatenbHOro KOHTPOIBLHOTO
obpasna (K-).

[Ipumep: Heobxomumo mnpoaHanmu3upoBaTh JABa oOpasma. Jlias 3Toro HEOOXO0AUMO
MIPOMapKUPOBATh BOCEMb CTPUIIOB: YETHIPE ISl UCCIIEYEMBIX 00pa3ioB, aBa s «K+» u nBa mis
«K-» (Tabnuma 2).

Tab6nuna 2 —IIpumep MapKupoBKU CTpUNOB A nposeaeHus [P

Ob6pazen [TopsinkoBeiit Ne crpuna Tun crpuna

1 Crpun Nel
Crpun Ne2
Crpun Nel
Crpun Ne2
Crpun Nel
Crpun Ne2
Crpun Nel
Crpun Ne2

Ob6pazenr A

O6pazen b

K-

K+

(AN N[ |W|D
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7.2.2 Berpsixaure npobupky ¢ pactBopoM Tag-moimumepassl B TedeHHE 3-5 C Ha
MHUKPOLEHTPU(YTre-BOPTEKCE U LEHTpUYyrupyite B TedeHue 1-3 ¢ Ha MHUKpOLEHTpH]yTe-
BOpPTEKCE.

7.2.3 BHecuTe B KaXAyl0 MPOOUPKY MPOMApPKUPOBAHHBIX CTPHUIIOB, HE MOBPEXKAAsS CIIOM
napaduna, mo 10 Mk pactBopa Taq-monmumMepassl.

7.2.4 BHecuTe B KaXAyl0 NPOOMPKY MPOMApPKHUPOBAHHBIX CTPUIIOB MO OJHOM Karuie
(oxoJ10 20 MKJT) MUHEPAJIBHOTO Maciia. 3aKPOUTE KPBIIIIKHA CTPHUIIOB.

7.2.5 Berpaxaute npobupku ¢ mpenaparoM JIHK, MONMOXUTEIBHBIM KOHTPOJIBHBIM

obpasiiom (K+) u orpumarensHbIM KOHTpOJIBHBIM oOpasiiom (K-) B Tteuenme 3-5 ¢ Ha
MHUKPOLEHTPU(YTre-BOPTEKCE U HEHTpUyrupyite B TedeHue 1-3 ¢ Ha MHKpouneHTpudyre-
BOPTEKCE.
BHUMAHME! Jlna npenoTBpailieHns KOHTaMUHAIMK ciieayet nepes BHeceHueM JIHK oTkpbiBaTh
KPBILIKY TOJIBKO TOTO CTPUIIA, B KOTOPBIH Oy/IeT BHOCUTHCS TaHHBIN 00pasell, U 3aKphIBaTh €€ Tepes
BHeceHueM cnenyromero. Ilpenmaparer JIHK crnenyer BHOCHTH HaKOHEYHHKAMH C (HIBTPOM.
3aKpbIBalTE CTPUIIBI IIJIOTHO.

7.2.6 BHecuTe B KaXayr0 POOUPKY COOTBETCTBYIOIIMX TPOMapKUPOBAHHBIX CTPUIIOB, HE
noBpexaas cioi mapaduna, mo 5,0 MK BeIeIeHHOTO u3 oOpasua npenapara JJHK. B crpumsi,
npomapkuposanssle «K+» n «K-», JIHK He BHOCHTCS.

7.2.7 BHecuTe B KaXXIyt0 IPOOMPKY CTPUIIOB IPOMapKUpoBaHHBIX «K+», He moBpexaas
cioit nmapaduna, o 5,0 MKIJI OJIOKUTETHLHOIO KOHTPOJIBHOTO 00pasia.

7.2.8 BHecuTe B KaXKAyl0 MpOOUPKY CTPHUIIOB MPOMAPKUPOBaHHBIX «K-», HE MOBpexIast
cioii mapadunHa, mo 5,0 MK OTpPUIIATETLHOTO KOHTPOJIBHOTO 00pasila, MPOIIEAIIero ATam
Beiienenus JIHK.

7.2.9 Llentpudyrupyiire ctpunsl B TeueHue 1-3 ¢ Ha MUKpOLIEHTpU(yTre-BOpTEKce.

7.2.10 YcraHOBHTE BCE CTPHUIIBI B OJIOK IETEKTHPYIOLIETr0o aMIuIH(UKaTopa.

7.2.11 3anmycture nporpaMMHOE oOecleueHue JAETEKTUPYIOIIEro aMIuMpHuKaTopa B
pexxume «Paborta ¢ mpubopom». YKakuTe KOJIMUECTBO M MACHTH(UKATOPHI 00pa3loB, OTMETHTE
pacIioio’)keHHe CTPUIIOBAHHBIX IMPOOMPOK HA MaTpULle TEpMOOJIOKa B COOTBETCTBHHM C HX
ycraHoBkod (cMm. 7.2.10) u mposenute IILIP mo mporpamme ammiuuduKanuu, TpUBEAEHHONW B

Tabymue 3.
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Ta6nuna 3 —IIporpamma ammundukanuy i [eTeKTUpYOMHX aMuidukaropos «/Trpaiimy,

«dTnait» u IT-96

Ne 6noka | Temmeparypa °C | MuH. @© Yucno nHuKIoB Pexum OTTHHCECIX Tun 6yoxa
HU3MEPEHUI
80 0 30
1 1 Tukn
94 1 30
5 94 0 30 5 1L
64 0 15 N e
3 94 0 10 45 1L
HKIT
64 0 15 v
94 0 5 1 Tukn
5 10 XpaHeHue XpaHeHue

[IpuMeuyanus:

1. TlapameTpbl, KOTOpbIE BBOJSAT MpPH CO3/IaHUU HOBOTO TecTa (IMporpamma aMIuM(HUKaIuy,

HCIIOJIB3YCMbIC KaHaJIbl ACTCKIIUU, 00BEM peaKHHOHHOﬁ CMCECH U T.H.) MOXXHO COXPaHHUTh B

BHUJIE TOTOBOTO (haiina.

2. Tlpu mocneayronmx MOCTaHOBKaX J0OABbTE B TPOTOKOJ COOTBETCTBYIOIIUN TECT, YKAKHUTE

KOJINYECTBO U I/I,ZLCHTI/I(bI/IKaTOpBI

00pasIios,

B TOM 4YHCIIC

IIOJIOXKUTCIBHOI'O H

OTPHULATCIBHOI'O KOHTPOJBbHBIX o6pa3u0B, OTMCTBTC PACIIOJIOXKCHUC HpO6I/Ip0K Ha MaTpuuie

TEpMOOJIOKa B COOTBETCTBUU C UX yCTaHOBKOM U nposenute [111P.
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8 PEI'MCTPALIMA PE3VJIBTATOB AMINVIMOUKALINU

8.1 Perucrpamnus curHana (iayopecleHIIUU MPOBOIUTCS MPUOOPOM aBTOMATUYECKU BO
BpeMsl aMIUTU(HUKALIUH.

8.2 Vuér m perucrpamusi pe3ylbTaToOB PEaKUUH OCYIIECTBISIETCS aBTOMATHYECKU C
MOMOIIBIO TPOTPAMMHOTO 00ECTICUYSHHSI, TOCTABIIEMOTO C IETEKTUPYIOIIUM aMILTH(PHKATOPOM.

8.3 Ilocme mpoxoxaeHHs aMIUTM(UKALMU TPOTpaMMHOE OOECleYeHHE CpPaBHUBACT
3aJ]aHHOE  OIEpPaToOpOM  pPAcHOJOKEHHE MPOOMPOK C peaJbHBIM IIOJIOKEHHEM MapKepa
(bmyopecuentHoli MeTku RoX), 1, ecii HAXOUT HECOBIAICHHUE, TO IPEAYIPEKAALT OrepaTopa 0o
3ToM. B 3TOM ciydae HEOOXOOMMO MPOBEPUTH PACHOJIOKEHHUE CTPHUIIOB B TEPMOOJIOKE (mepBast
npobupka Ctpunm Nel u Bropas mpobupka Crpum Ne2 ormedeHsl TonyObM Oydepom) u

CKOPPEKTHUPOBATh UACHTU(PHUKATOPHI TPOOUPOK B IPOTOKOIIE.

9 NHTEPIIPETALIMA PE3VJIBTATOB AMIUIM®UKALIMN

9.1 B oOpasnax marepuana, coxepxamux JIHK BbeisiBnsieMbix Oakrtepuii, BO Bpems
IpOBEIECHUS aMIUIM(UKALUU JETEKTUPYIOIIMNA aMIIUPUKATOp (UKCUPYET IOJI0KUTEIbHbIE
pe3yibTaThl aMIUIM(UKAUU CIEHU(PHUUECKUX MPOAYKTOB B COOTBETCTBYIOIIUX MPOOHPKAxX IO
COOTBETCTBYIOIINM KaHajlaM AeTeKIUH (cM. Tabnuiry 1).

[Tocne 3aBepmenus [P mporpamMma otoOpaxkaet B Tabnuiie B rpade «Pe3ynbrary «+».

9.2 B oOpasuax Marepuana, He conepxkammx JIHK BboisiBasiembIx OakTepuii, npu
NPOBEICHUN aMIUTMPUKALMKA JETeKTUPYIOIIUNA aMIuIn(puKaTop (UKCUPYET OTpHIATelIbHbIe
pe3yibTaThl aMIUIM(GUKAUN CIIEHU(PHUUECKUX MPOAYKTOB B COOTBETCTBYIOIIUX MPOOHPKAX IO
3asiBJICHHBIM KaHajaM JETEeKIHH M TOJOKUTEIbHBIA pe3yabTaT aMIUIM(DUKAIUN BHYTPEHHETO
KoHTpoust (mpobupka Nel6 — 6e3 BK).

ITocne 3aBepuienus 1P nmporpamma otoOpaskaet B Tabauie B rpade «Pe3ynbram» «-».

9.3 Jlns OTpULIATENIBHOTO M MOJIOKUTEIBHOTO KOHTPOJIBHBIX 00pa3IoB JOJIKHbBI ObITH
MIOJIyYEHBI PE3YJIbTAThl, IPUBEAEHHbIE B TaONUILIE 4.

[Ipy nomyyeHuum [UIsi TOJOKUTENBHOTO KOHTPOJBHOTO oOpas3la pe3yjbTaToB,
OTJIIMYAIOIIMXCS OT YKa3aHHBIX B Taliuile 4, pe3ybTaThl BCe MOCTAHOBOYHOW Cepuu OpaKyoT.

IIpy nomydyeHuu 11 OTPHULATENBHOTO KOHTPOJBHOIO 0Opaslia  pe3ysibTaToB,
OTJIMYAIOIINXCS OT YKa3aHHBIX B TaOmuIle 4, pe3ysbTaThl BCE MOCTAHOBOYHOM cepuu OpaKyroT.

B sToM cinyyae He00X0IUMO TPOBEACHHE CIEUATBHBIX MEPOIIPUATHH AJIS BBISIBICHUS U
yCTpaHEHUS BO3MOKHOM KOHTaMUHAIWH.

9.4 B cnyuae, ecinM JETEKTUPYIOUIMHA aMIuM@uKaTop (UKCUPYET OTPHIATEIbHBIN
pe3ynpTaT  amIuIMpUKanMu  CHeHIM(PHUUHBIX MPOAYKTOB U OTPULIATENbHBIA  pe3ybTaT

aMIUTM(QUKAIU BHYTPEHHETO KOHTPOJII B TOM 3’k MPOOUpKE — pe3ylbTaT HCCIEIOBaHUS
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OLICHMBACTCA KaK HEOOCTOBEpHBIN (HI). HemocToBepHBI pe3yabTaT MOKET OBITh BbI3BAaH
NPUCYTCTBUEM HHTHOUTOPOB B MIPETIapaTe HyKJIEHHOBBIX KUCIIOT, ITOJIYY€HHOM U3 OMOJIOTHYECKOTO
MaTepHaa; OlnOKaMH NIPEaHaTUTHYECKOT 0 3Taa, HEBEpPHbIM BBIIIOJIHEHHEM IPOTOKOJIA aHAJIN3a,
HECOOJII0ZICHUEM TEMIIEPATypHOro pexuMa aMIiupukanuy u ap. B atom ciaydae tpebGyercs i1mbo

IMOBTOPHOC  BBIACIICHHUC  IIpCliapaTa HYKJICHHOBBIX  KHCIIOT, 1160 IMOBTOPHOC  B3ATHUC

OHOJIOrTYECKOro Marcpuajia (BLIHOJIHSIGTCSI HOCJICI[OB&TCHLHO).

Tadonuma 4 -

KOHTPOJIbHBIX 06p33HOB

Pe3y.]'IBTaTI>I HCCIICAOBAHUA [JId OTPHULATCIBHOIO M IIOJIOXKHUTCIBHOI'O

Honoxurenbuplii | OTpULaTEIbHBIH
Crpun Ne Kanan AHaJIUT KOHTPOJIbHBII KOHTPOJIbHBIIT
NMPOOUPKH | JeTeKINH

odpazenn odpasenn
1 1 Fam OBM + <3,5Lg
1 1 Hex BK He yuutsiBaeTcst Cp <35
1 1 Rox Mapkep + +
1 2 Fam Streptococcus pyogenes + -
1 2 Hex BK He yuutsiBaeTcs Cp <35
1 3 Fam Citrobacter freundii + -
1 3 Hex BK He yuuthiBaercs Cp <35
1 3 Cy5 Citrobacter koseri + -
1 4 Fam Burkholderia spp. + -
1 4 Hex BK He yuutsiBaeTcs Cp <35
1 5 Fam Streptococcus pneumoniae + -
1 5 Hex BK He yuutsiBaeTcs Cp <35
1 5 Cy5 Streptococcus spp. + -
1 6 Fam Staphylococcus aureus + -
1 6 Hex BK He yuuteiBaercs Cp <35
1 6 Cy5 Staphylococcus spp. + -

Klebsiella pneumoniae/

! 7 Fam Klebsiella oxytoca i )
1 7 Hex BK He yuuteiBaercs Cp <35
1 7 Cy5 Klebsiella pneumoniae + -
1 8 Fam Acinetobacter spp. + -
1 8 Hex BK He yuuteiBaercs Cp <35
2 9 Fam Enterobacter cloacae + -
2 9 Hex BK He yuntsiBaetcs Cp <35
2 9 Cy5 Serratia marcescens + -
2 10 Fam Stenotrophomonas maltophilia + -
2 10 Hex BK He yuuteiBaercs Cp <35
2 10 Rox Mapkep + +
2 10 Cy5 Haemophilus spp. + -
2 11 Fam Haemophilus influenzae + -
2 11 Hex BK He yuunthiBaercs Cp <35
2 12 Fam Morganella morganii + -
2 12 Hex BK He yuunthiBaercs Cp <35
2 12 Cy5 Enterobacteriales + -
2 13 Fam Enterococcus spp. + -
2 13 Hex BK He yuntsiBaeTcst Cp <35
2 13 Cy5 KBM + -
2 14 Fam Escherichia coli + -
2 14 Hex BK He yuntsiBaeTcst Cp <35
2 14 Cy5 Pseudomonas aeruginosa + -
2 15 Fam Streptococcus agalactiae + -
2 15 Hex BK He yuntsiBaeTcst Cp <35
2 15 Cy5 Proteus spp. + -
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Honoxurenbuplii | OTpULATEIbHBIH

Ne Kanan o .
Crpun AHaauT KOHTPOJIbHBIH KOHTPOJIbHBI
NPOOUPKHU | JeTeKIUU
odpasenn odpaseny
2 16 Fam Achromobacter ruhlandii + -
2 16 Cy5 Achromobacter xylosoxidans + -

9.5 [Ilpu BwiaBnenun JHK mrobGoro mmxpoopranusma pesyibrar st ObBM (o0mas
OakTepHraibHasi Macca) JIOJDKEH OBITh MOJIOKUTEILHBIM.

9.6 Ilpwm BeIIBICHUU cleayromux MukpoopranusMoB: 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. AOJI>KHBI OBITH BEISBJIEHEI 00JIe€ BRICOKHE TAKCOHOMHYECKHUE CTYIICHHU.

Ecm B npoGe o6Hapysen JOJI3KHBI OBITh BbISIBJIEHBI CJIEIYIOIIHe
TAKCOHOMUYECKHE CTYNEHH
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 310 ycnoBue He coOogaeTcs, To pe3yabTaT UCCIEA0BaHU HHTEPIPETUPYETCS KaK
HEJ0CTOBEPHBIN (HA) U MOXKET OBITh CBSI3aH C HAPYLIEHUSIMU B TEXHOJOTUU aMILTU(PUKALNN WIN
npobonoAroroBku. B 3tom cimyuae Tpebyercs moBTopHOe mnposeneHue [P ¢ umerommmes
npenapatoM JJHK, m1u6o nosropHoe Beiaenenue JJHK u noctanoska I1LP, m1u6o noBropHOE B3sTHE

OHMOJOrN4YecKOro MaTeprasa (BbIIOIHSAETCS MOCIEI0BATENbHO).

9.7 Ilpu orcyrcTBUM cHenu(pUYECKUX TOJIOKUTEIbHBIX pe3yiabTatoB U KBM,
OTPULATENIBHBIN pE3yNIbTAT CIEAYEeT MHTEPIPETUPOBATh KaK HENOCTATOYHOE JJIS UCCIIECIOBAHMUS
KOJINYEeCTBO MaTepuana. B aTom ciydae Tpebyercs noBTopHoe nposenenue 1P ¢ umeromummces
npenaparoM JIHK, mu6o moBroproe Beinenenue JJHK u mocranoska I[P, 1160 moBTOpHOE B3sITHE

OMOJIOTHYECKOT0 MaTeprala (BBIMOTHACTCS MOCIET0BATEIHHO).

BHUMAHMUE! 3nauenne KBM He yuuThIBaeTcst B cilyyae, €ci clenupuKa HCCIETyeMOro
MaTepuana mpenpacronaraer K cienoBomy koamdectBy JIHK uenoBeka wim wuccnemyemsliii

MaTtepuai He noipkeH coaepkath JIHK uenoBeka (Hampumep, YUCThIE KYJIbTYPB OaKTEpHUit).
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10 TPAHCIIOPTUPOBAHMUE, XPAHEHUE U SKCIUIYATALNA

10.1 TpauncnoptupoBaHue

10.1.1 TpancnoprupoBanue Habopa peareHTOB OCYIIECTBIISIIOT B TEPMOKOHTEHHEpax c
XJIaJ03JIEMEHTAMHU BCEMM BHJIAaMU KPBITOrO TpaHcropra npu Temneparype ot 2 °C no 25 °C He
OoJiee 5 CyTOK.

10.1.2 HabGopsl peareHTOB, TPAHCIOPTHUPOBAHHBIE C HAPYIICHHUEM TEMIIEPATypPHOTO
peXHUMa, IPUMEHEHUIO HE IOJIEkKAaT.

10.2 Xpanenue

10.2.1 HabGop peareHTOB cCleyeT XpaHUTh B XOJOJWIbHUKE WM XOJOIWIBHON Kamepe
npu temmeparype ot 2 °C no 8 °C B TeueHHe BCero cpoka rolHOCTH Habopa peareHToB.

10.2.2 Cmecu st amruMuKanuy, 3aredyaTaHHble MapaduHOM, CIEAyeT XpaHHUTh B
XOJIOIMJIBHUKE UJTM XOJIOAUIIbHON Kamepe mpu temieparype oT 2 °C no 8 °C B 3aluIIEHHOM OT
CBETa MECTE B TEUEHHE BCEr0 CPOKA FOAHOCTH HAbOpa peareHToB.

10.2.3 HaGopel peareHTOB, XpaHMBIIMECS C HapylIEHUEM periaMeHTHPOBAHHOTO
pexumMa, IPUMEHEHUIO HE MOJIEXKAT.

10.3 VYkaszaHus 1o 3KcIuIyaTaluu

10.3.1 HaGop peareHTOB JOJK€H HPUMEHSTbCS COIJIACHO JEHCTBYIOLIEH BepcUU
YTBEPKACHHON MHCTPYKIUH 110 IPUMEHEHUIO.

10.3.2 JIns momydeHus: TOCTOBEPHBIX PE3YJIbTATOB HEOOXOJIMMO CTPOroe COOI0/ICHHE
MHCTPYKILMHU IO TPUMEHEHNIO Habopa peareHToB.

10.3.3 Tlocne BCKpBITUS YIIAKOBKM KOMIIOHEHTHI Hab0opa peareHTOB ClieyeT XpaHUTh PU
CIIEIYIOIINX YCIOBHSIX:

— KOMITOHEHTHI Ha0Opa peareHToB CIEAYET XPAHUTh B XOJIOJAUIBHUKE WM XOJIOJAUILHOM
kamepe npu Temmeparype ot 2 °C 1o 8 °C B TeueHHe BCero cpoka roqHOCTH Habopa peareHToB;

— cMecH i aMIUIM(UKAIUHM, 3anedyaTaHHble MapapuHOM, CIeIyeT XpaHWUTb B
XOJIONMJIBHUKE WM XOJIOAMIIBHOW Kamepe npu temreparype ot 2 °C o 8 °C B 3alUIIEHHOM OT
CBETa MeCTe B TEUEHHE BCEro CPOKa FOJJHOCTH HAbOpa peareHToB.

10.3.4 HaGopsl peareHToB ¢ UCTEKIIINM CPOKOM TOJHOCTH PUMEHEHHUIO HE TIOIIeXKAT.

11 YKA3AHUA 110 YTUIM3ALIMA

11.1 Ilpu ucnonp30BaHUM HAOOpa PEareHTOB B KIIMHUKO-AHMArHOCTUYECKOM JTa00paTopuu
o0pa3yroTcsi OTXOABI Kiacca B, KOTOpble YTHIM3UPYIOTCS B COOTBETCTBHUU C TPEOOBAHUAMU

CanlluH 2.1.3684-21 u MV 1.3.2569-09.
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11.2 HaGopsl peareHTOB, MNPHUILEANINE B HENPUTOAHOCTb, B TOM 4YHCIE B CBS3U
C HCTEUYEHUEM CpOKa TOJHOCTH, IMOJJIeKAT YTHJIM3AIUH B COOTBETCTBHHM C TpPeOOBAaHUSAMHU

CanlluH 2.1.3684-21.

12 I'APAHTHUUM N3I'OTOBUTEJIA

12.1 IlpennpusiTue-u3roTOBUTEIh TapaHTUPYET COOTBETCTBHE Habopa peareHTOB
TpeOOBaHUSM TEXHUYECKUX YCIOBHIM MIPHU COOIIOICHUH YCIOBUI TPAaHCIOPTUPOBAHUS, XPAHEHUS U
AKCIUTyaTallii, YCTAHOBIEHHBIX TEXHUYECKUMH YCIIOBHUSIMHU.

12.2 Cpoxk rogHoctu Habopa peareHToB — 12 MecsIeB Mpu COOTIOACHUH BCEX YCIOBUN

TPAHCIIOPTUPOBAHUS, XPAHCHU U DKCILTyaTalluu.

13 PEMOHT U TEXHUYECKOE OBCJIYXMBAHUE
13.1 Habop peareHTOB NpeaHa3HAYCH IS OJJHOPA30BOTO UCTIOIL30BAHUS M HE MOIICKHUT

TCXHUYCCKOMY 06CJ'Iy>KI/IBaHI/IIO " TCKYyLIEMY PEMOHTY.

14 CUMBO/JIBI, UCITOJIB3YEMBIE TP MAPKMPOBKE HABOPA PEAI'EHTOB

MenumHCcKoe U3IeIne IS OO0paTtuTech K HHCTPYKIIUH 110

=
o

JUATHOCTHUKM in Vitro IIPUMEHEHHUTO

TemMnepaTypHbIil [uanazoH RE Karanoxusiii Homep

KommuectBo TecToB Az[pec HN3roTOBUTECIIA

[1d
ol

T'onen no He crepuiibHO
®

Cepus Habopa

OHOPa30BOE UCIIOIB30BAHIE

Jlata wsrotose y He nomyckaerca BO3IeiCTBUE
Ta U3TrOTOBJICHUA %

X | [g]|pa| €| =<

COJIHCYHOTO CBE€Ta
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15 [NEPEYEHD ITPUMEHAEMBIX HALIMOHAJIBHbBIX CTAHIAPTOB

I'OCT P 2.105-2019 Enunas cucrema koHcTpykTOpckoi mokymenrtaruu (ECKJI). OOGmiwme
TpeOOBaHUS K TEKCTOBBIM JOKYMEHTaM.

I'OCT ISO 14971-2011 HW3znenuss wMeaunuHckue. [lpuMeHeHMe MEHEIKMEHTa pHUCKa K
MEAULIMHCKUM U3/IETHUSIM.

I'OCT 15.309-98 Cucrema pa3paboTKu ¥ MOCTAaHOBKHM MPOAYKIMU Ha mpousBoxactBo (CPIIII).
HcnplTaHus U pueMKa BbIIycKaeMo#i NpoAyKuuu. OCHOBHBIE TIOJIOKEHUS.

['OCT P 51088-2013 MeauuuHcKkue W3AENUs Ui TUArHOCTUKUA WH BUTPO. PeareHTbl, HaOOpHI
peareHToB, TECT-CHCTEMbI, KOHTPOJBHBIE MaTepHalibl, MUTATeNIbHbIE cpeabl. TpeboBaHUA K
U3JICHSIM U TTOAJIEP>KUBAIOIIEH TOKYMEHTALIUU.

I'OCT P 51352-2013 MeauuuHCcKUe U3A€IHs ISl IUarHOCTUKY UH BUTPO. MeTo/1bl UCTIBITAHUM.
['OCT P MUCO 18113-1-2015 MenunuHacKkre Hu3nenus Uil AWATHOCTUKM in vitro. MHpopmanus,
npenocTaBisieMass u3rorouteneM (mapkupoBka). Yacte 1. Tepmunsl, onpeneneHus u oOIiue
TpeOOBaHMUS.

'OCT P MUCO 18113-2-2015 MenuuuHCKHe W3eNUs IS AUATHOCTUKH in vitro. MHpopmanus,
MpeIoCTaBIsieMasl U3roToBUTEIeM (MapkupoBka). Yacte 2. PeareHThl Uisi TUArHOCTHKH in Vitro
IUTsE TPO)eCCUOHAIBHOTO TIPUMEHEHUSI.

I'OCT P UCO 23640-2015 Uszpnenuss MeOULMHCKHE 19 JOUHArHOCTHKA 1n  vitro. OieHka
CTaOUIIBHOCTHU AJI AUArHOCTUKH 1n Vitro.

['OCT P UCO 15223-1-2020 U3pnenust ~ MegunuHckue.  CHMBOJIBI,  HOPUMEHSIEMbIE  IIPH
MapKUPOBAHUU MEAULIMHCKUX U3/EIH, Ha 3TUKETKaX U B COMPOBOAUTENbHOM foKyMeHTanuu. Y.1.

OcHOBHBIE TPEOOBAHMS.

I'OCT P 52905-2007 (MCO 15190:2003) JIabopatopuu METUIINHCKHE. TpebGoBanus
06e30MmacHOCTH.
[Ipumeuanue - VYKazaHHbIE BBIINIE CTAHAAPTHI OBLIM JIEHCTBYIOIIUMH Ha MOMEHT YTBEPXKICHUS

WHCTPYKIIUH 110 IPUMEHEHHI0. B nanpHelem, pu mojis30BaHUU JOKYMEHTOM, 11E1ec000pa3Ho MPOBEPUTh
JICCTBHE CCBUIOYHBIX HOPMATUBHBIX JOKYMEHTOB HAa TEKYIUUMHA MOMEHT. ECIM CCBIJIOYHBIM JTOKYMEHT
3aMEHEH MM U3MEHEH, TO IPU IPUMEHEHUU HACTOSIIETO JOKYMEHTA CIEAYET M0JIb30BAThCS 3aMEHEHHBIM

(M3MEHEHHBIM) TOKYMEHTOM.
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16 AJIPEC JIUTs1 ObPAIIIEHU A

[Tpon3BoIcTBO HAOOPOB PEAreHTOB UMEET CEPTUDUIIMPOBAHHYIO CHCTEMY MEHEKMEHTA
KauecTBa U COOTBETCTBYET TPEOOBAHUSAM CTaHIApTa CUCTEM MeHemkMeHTa kadectBa ISO 9001 B
obnactu pa3paboTKu, MpousBoAcTBa U npojaaxu [VD peareHTOB u npuOOpOB UIsi MOJIEKYIISIPHO-
TeHETUYECKON AMAarHOCTHKH U JIpyroro iaboparopuoro npumeHenus u EN ISO 13485 B oGmactu
pa3paboTku, mpousBojcTBAa W mnpojaxu IVD peareHtoB u npuOOpoB Il MEAMIIMHCKON
MOJICKYJISIPHO-T€HETHUECKON JUArHOCTUKH.
IIpousBoaurenb: OOmecTBo ¢ orpanudeHHOr oTBeTCTBEHHOCThIO «JIHK-TexHonorus TCy;
000 «/IHK-Texnomnorust TC», Poccusi.
Anpec npousBoautensi: Poccus, 117246, r. Mocksa, Hayunsiit mpoesn, 1. 20, ctp. 4.
MecTo npoun3BoACTBA:
000 «/IHK-Texnonorus TC»: Poccus, 117246, r. Mocksa, Hayunslii npoesn, 1. 20, ctp.4.

[To Bompocam, kacaromuMmcs kadecTBa HaOopa peareHtoB bakCkpun YIIM, cnenyer
oOparaThcs 1o ajipecy:

000 «IHK-Texnonorusi», 117587, r. MockBa, BH.Tep.T. MyHUUMIAIbHBIA OKpYr
YepranoBo CeBepHoe, Bapmasckoe mocce, nom 125X, xopmyc S5, osrax 1, mnom.12,

tei./pake +7 (495) 640-17-71, www.dna-technology.ru.

Cryx0a KIMEHTCKOH MOIIEPIKKHU:
8 (800) 200-75-15 (3BoHOK IO Poccuu GecriiaTHbII),
+7(495) 640-16-93 (nnst ctpan CHI™ u 3apyOeskbsi, 3BOHOK IJIaTHBIN),

E-mail: hotline@dna-technology.ru

Crapiunii Hay4HbIN COTPYIHUK
000 «HIT® JHK-TexHomnorus»

K.0.H. Aptemosa JI.B
« » 2022 r.
COI'JTACOBAHO
I'nmaBHbIit Bpau I'KB Ne67
uM. JI.A. Bopoxo6oga /I3M,
JOKTOP MEIUIIMHCKUX HAYK, Tpodeccop A.C. Ikona
« » 2022 r.
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[Ipunoxxenue A

(cipaBo4HOE)

Homorpamma u gpopmyrna nepeBona otHocutenbHoro yckopenus neHtpudyru (RCF) B ckopocTb

BparnieHust (RPM) B 3aBUCHMOCTH OT TMaMeTpa poTopa

50

45

40

35

30

I = paguyc potopa (cMm)

RCF
RPM = ckopocTb BpawleHus 30,000
potopa (06/MuH) 20/000
RCF = oTHOCUTeNnbHanR
ueHTpobe>xHaa cuna (g) 10,000
5.000
4.000
3,000
2,000
1.000
500
DopmMy Nl Nnepesoaa: ,3
RCF = 0,00001118*r*RPM?2 200
RCF L
RPM = 4/ *0,00001118 50

RPM
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