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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

) AHK-TEXHONOruA

B HacToswen MHCTPYKUUN NCNONb3YHKTCA cnegyroumne CoKkpaweHnsa mn 0603HaueHuns:

ABI1 - aHTnbaKTepuanbHble NpenapaThbl

BJIPC - 6eTa-nakTamMa3sbl pacClUMPEHHOr0 CneKkTpa
nupP - NoiIMMepasHagd uenHasa peakumd

OBEM - obulas 6akTepumanbHasa Macca

JIKO - nabopaTopHbIlA KOHTPONbHbIA 0b6pa3sel,
MRSA - Methicillin Resistant Staphylococcus aureus
MRS - Methicillin Resistant Staphylococcus

VRSA - Vancomycin Resistant Staphylococcus aureus
VRE - Vancomycin Resistant Enterococcus

nB - NHTepdepmpytowme BeLecTsa

HK - HYKJ/IEMHOBbIE KNCNOThI

BK - BHYTPEHHWUN KOHTPOJ1b

K+ - NOIOXXUTENbHbIN KOHTPO/bHLIN 0bpasel

K- - OTpULATENbHbIA KOHTPO/bHbIA 0bpasel,

an - OBEPUTENbHbIN MHTEpBan
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BBEOAEHUE

B nocnegHue gecatunetns B Poccum, Kak n BO BCEM MUpe, OTMEeYaeTCcs CTPpeEMUTENbHOE
pacrnpocTpaHeHne YyCTOM4YMBOCTM BO3byauTenen MHEPEKUMOHHbIX 3aboneBaHun k ABI [1].
PaszButne  nekapcTBeHHOWM  pPEe3UCTEHTHOCTWM  MNpMBOAUT K  MOSBNEHUID  CNOCO6HOCTM
MUKPOOPraHM3MOB COXPaHATb CBOK  XMU3HeAeATeSIbHOCTb, HEeCMOTpPss Ha MpuUMeHeHue
3TUOTPOMNHOW Tepanuu.

CyLLEeCTBYOT HECKOJIbKO OCHOBHbIX MEXaHM3MOB COBCTBEHHOM yCTOMYMBOCTM BakTepuin K
aHTubnotmkam: depMeHTaTuBHas WHaKTMBaAUMS, YMEHbLUEHNE TMPOHULAEMOCTUN BHELIHMX
CTPYKTYP MMKPOOHOM KNeTku, Moamdukaumsa BHYTPUKIETOUYHOW MULLEHU, aKTUBHOE BbiBEAEHME
JflekapcTBa, akTuBauuMsa MeTabosIMyeckoro LWyHTa.

Pe3nCTEeHTHOCTb MMKPOOPraHM3MoB MOXeT ObiTb npupogHON © npuobpeTéHHON,
HO ¢dopMmpoBaHMe €€ BO Bcex cnay4dasax obycnosneHo reHetmdeckn [2]. [MosiBneHue u
pacnpocTpaHeHue npuobpeTeHHON pPE3UCTEHTHOCTM COCTaB/SIET OCHOBHYK  KJIMHUYECKYHO
npobneMy, MOCKOJIbKY €€ HanuMuue y KOHKpPEeTHOW baktepun — Bo3byamTens MH@EKLWOHHOM
6one3Hn — HEBO3MOXHO NpOrHo3mpoBaThb [3]. eHbl, acCOUMNPOBAHHbIE C 3TOM CMOCOBHOCTHLIO,
3a4acTyl J10KanM30BaHbl HAa MOOWbHbLIX FEHEeTUYECKMX 3N1eMEHTax, 4YTO crnocobcTByeT wux
ObICTPOMY pacnpocTpaHeHuto Mexay 6aktepusamm [4]. WHTeHCcuduMKaumm 3TOro npouecca
CcnocobCcTBYOT M36bITOUHOE M HEOBOCHOBaAHHOE Ha3HauyeHne aHTubakTepuanbHbIX NpenapaTos;
caMosieyeHune, conpoBoXaatolleecs HeAOCTaTOYHOCTbI 3HaHU 06 3TMONOrMU MHPEKLMOHHOIO
npouecca, cnekTpe AehCcTBMSA aHTUONOTMKOB; ncnonb3oBaHme ABI ans nedeHns n CTUMynsunm
pOCTa XWUBOTHbIX U MTUL B CE/IbCKOM XO35NCTBeE.

B nocneagHee BpeMs aKTMBHO MosBAsAOTCA coobuweHuss 06 yCTOMYMBOCTU HEKOTOPbIX
wTtaMMoB bakTepuin bonee yem Kk TpeMm knaccam ABI (Tak Ha3biBaeMasi My/1bTUPE3NCTEHTHOCTb
WM NOJIMPE3UCTEHTHOCTbL); KO BceM ADBIl, KpoMe O0AHOro-AByX KJaccoB (3KCTpemanbHas
pPEe3MCTEHTHOCTL); KO BceM ABI (NnaHpe3ncTeHTHOCTb) [5].

BakTepuun, He 4yBCTBUTE/NbHbIE K JIeKapCTBEHHbIM MNpenapartaM, BCTpedarTcs cpeaum
BO36yauTenen Kak HerocnmuTasnbHbIX, Tak U HO30KOMWAJIbHbIX, T.€. Pa3BMBLUNXCS B CTaLlMOHape,
nHdbekumn. UNHbeKUMoHHble 3aboneBaHus, Bbi3BaHHble LITaMMaMu, YCTOMYMBBLIMK K
aHTUONOTMKAM, OT/INYAOTCA ANNTENbHBIM TEYEHMEM, YAacTO yXyALlatoT NPOrHo3 A/ NauueHToB,
TpebylT rocnutanmMsauum C NpoAO/IKUTENbHbIM nNpebbiBaHMEM B CTauuoHape [6]. [Mpwu
He3(p(HEKTUBHOCTM CTAapTOBOM aHTMOBaKTepuManbHOM Tepanuun  KIAMHULUCTbl  BbIHYXXAEHbI
MCMO/Ib30BaTb asibTEpHATMBHbIE MNpenapaTtbl, YTO MNPMBOAUT K YBEIUYEHMIO SKOHOMWUYECKUX
3aTpaT. TakmMm 06pa3oM, YCTOMUMBOCTb K aHTUOMOTUKAM SIBISIETCS OAHOW M3 OCHOBHbIX Npobnem

COBPEMEHHOro 34paBooXpaHeHns Bo BceM mupe [7].

Hay4yHoe o60cHOBaHue

BeTta-naktaMHble AHTUOMOTUKM OTHOCATCA K aKTMBHO MNpPMMEHSEeMbIM MpernapaTam.
Mo XMMWYECKOMY CTPOEHUIO OHW PpasfensaTCad Ha HEeCKONbKO Tpynn: MeHUUUIINHGI,
uedanocnopuHbl, kapbaneHembl M MoOHo6akTambl, O6LWMM KOMMOHEHTOM KOTOPbIX SIBASETCH
Hanuume 6eTa-nakTaMHOro konbua [8]. bakTepuanbHble pepMeHTbl, CNOCOOHbIE paclenisiTb 3TU

aHTUBNOTUKM N coaepiKallne B CBOEN CTPYKTYype LUMKIMUYECKY aMUAHYH0 CBA3b, HOCAT Ha3BaHUS
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b6erta-naktamas. K HacrTosweMmy BpeMeHu onucaHo 6onee 850 pasnuuHbiXx 6eTa-nakramas u mx
KOSIMYECTBO pacTeT C KaxXAabiM rogoM. Ha ocHoBe MX BaXXHEWWWUxX CBOWCTB: cybcTpaTHas
cneunduyHoCTb K NeHuuuanmMHam, uedanocrnopmHaMm, MoHobakTamaM, kKapbaneHemawm;
XPOMOCOMHas WM nnasMmgHas nokanusaumsi; 4yBCTBUTENBbHOCTb K MHrmbutopam cospaHbl
pasfiM4Hble CUCTeMbl Knaccudbukaummn pepmeHTos [9].

Mo mMexaHM3My AelncTBMA Bce 6eTa-nakramasbl AenaTca Ha cepuHoBble (knaccol A, C, D)

n meTanno-6erta-nakramasbl (knacc B). Jlaktamasbl knacca C B 4aHHOM Habope He uccnenyoTcs.

AdeneHne Bera-nakramasbl
o MeixaHMSMy CepuHoBble MeTasnonakTamasbl
AencTena
MOJIEKYNSPHbBIN C A D B
Knacc
dyHKUMOHaNbHas 1 5 > 3
rpynna
noArpynnmbl 1 Zaz’elzg’f ic‘;ls.d’ 2d 3a, 3b, 3c
OXA-23-like*,
— CMY, AmpC, ACT TEM, SHV, GES, OXA-40-like, IMP, VIM, NDM
n ap. KPC, CTX-M u gp. OXA-48-like, v ap.
OXA-51-like u gp.
Fpam(=)** rpam(-) n
BCTpeYarTCcs 6aKTepui rpam(+)*** rpam(-) 6aktepun | rpam(-) 6akTepumn
6akTepumn
* - like = nogobHble
** — rpam(-) 6akTepuun — rpamoTpuuaTenbHble 6akTepmn
*** — rpam(+) 6bakTepuun — rpaMnonoxuTencHbole 6akTepumn

K 6eTa-naktamaszaMm LWMPOKOro crnekrtpa oTHocatca depmeHTbl A2 (TEM, SHV),
BblpabaTbiBaemMbie npeacTtaBuTensMm cemMencTea Enterobacteriaceae n cnocobHble
MHaKTUBUPOBaTb NEHULMAAUHBI 1 LedanocnopuHbl I-II nokoneHuns [10].

Beta-naktamasbl knacca A2 pacwwupeHHoro cnektpa paenctsua (BJIPC wnm ESBL)
obecneumBaloT pPE3UCTEHTHOCTb MOYTUM KO BCEM MeHUUMNIMHam u uedanocnopuHam I-IV
NOKOJSIEHUSA, @ TakXxe 4acTto obnajaloT acCoOUMMPOBAHHON PE3UCTEHTHOCTbID K aHTMBUOTMKaM
Apyrux knaccos. K aTum epmeHTam oTHocaTcsa TEM, SHV, CTX.

BcTpeuatoTca depMeHTbl, CNocobHble MHAKTUBMPOBaATb kKapbaneHembl U apyrue 6eTa-
NaKTaMHble aHTMBMOTMKKW. DT kKapbaneHeMmasbl OTHOCATCH K CEpPUHOBLIM bHeTa-nakramasam:
MonekynapHoii knacc A (GES, KPC) u D (rpynnbl OXA-23-like, OXA-40-like, OXA-48-like,
OXA-51-like n gp.) nnmn Kk metanno-6eta-nakramasam: knacc B (IMP, VIM).

BeTta-naktamasbl-OXA, nMewLlwmne He3HaYNTEbHbIE OTINYMS B CTPOEHUN, 06 bEANHSAIOTCS
B rpynnbl ¢depmeHToB. Hanpumep, OXA-23-like - 310 rpynna depMeHTOB, cocTosiwas u3
19 depmeHTOB, NoA06HLIX OXA-23 [11].

paMnonoXuTenbHble MUKPOOPraHmaMmbl, yctonumebie Kk ABll, Takxe ocTalTCs
3TMONOrMYECKM 3HauYuMMbIMW, HaNpuMmep, npeacrtaBuTenn poaa Staphylococcus. Haubonee
MaToreHHbIM cpean HuUx aBnseTcs Bua S. aureus. Hannume MeTUUMNNNH-PE3NCTEHTHOCTU

XapakTepusyeT WwTaMMbl kak MRS 1 MRSA.



BakPe3ucra | MHCTPyKUMA NO NpUMEHEHUIo ‘ 501-2 ot 22 anpens 2024 roaa 4 HHK'TEXHUHUWI"

Mpenapatamu Bbi6Opa npu MHPeKUMaX, Bbi3BaHHbIX MRSA\MRS, sHTepokokkamMu W

APYrMMKn rpaMnosioXXKNTesIbHbIMU 6aKTepM9IMM B HacCToslwee BpeEMA ABNAIOTCA rMUKonenTuabl.

N3BECTHbI HECKONIbKO TUMOB BaHKOMULUMH-pe3ncTteHTHocTn (VanA, VanB u ap.). BaxHyto

KIUHNYECKY0 3HaumMocTb nMetoT VRSA u VRE.

Takmm ob6pasoMm, ycTtonumBoCcTb K ABIl XxapakTepu3yeTcsi BbICOKOW CKOPOCTbIO
pacnpoCcTpaHeHUs, pa3iMyaeTcs no rpynnam 6aktepuin, No rpynnam NeKapCTBEHHbIX NpenapaTos

M BapbUpyeTcsa no reorpaq)mquKMM obnacrtam.

FnobanbHbIi nnaH penctemii no 6opbbe C yCTOMYMBOCTBIO K MPOTUBOMUKPOOHbBIM
npenapaTtaMm, paspaboTaHHbiii BcemupHon OpraHmsaumeinn 3apaBOOXpaHeHusl, OTpaxaeT
CepPbE3HOCTb MPO6/IEMbI: PE3UCTEHTHOCTL K MPOTUMBOMUKPOOHBLIM NpenapaTtaM npeacTaBnseT
coboi 3HaUUTENbHY Yrpo3y Ans 340poBbs 4yenoBeka. OAHOW M3 ero crpaTermyeckux 3agad

onpeneneHo HakanJMBaHMe 3HaHWUIM 3a CYET uccnegoBaHuii n anuaHagsopa [12].

CyuwecTtByltoT peHOTUNMYECKME (TPaaULMOHHbIE, MUKPOBUMOOrM4Yeckne) n MoseKynsapHo-
reHeTM4yeckMe MeToAbl BbISIBNIEHUSA Ppe3UCTEHTHOCTM K ABIl. ®egepanbHble KAWHUYECKUE
peKOMeHAauMN He peKoOMEeHAYIT MWCMofib30BaHMe TpaAWMLUMOHHOM AMarHOCTUKM B KadecTse
€AMHCTBEHHOIro MeToAa npu ANMNAEMMNONOTrUYECKNX nccnenoBaHusx, Hanpumep,
BHYTpubonbHMYHOM nHdekunm [10], n onpenensatoT MONEKyAsSIpHO-reHeTUYECKNe UccnenoBaHms
B KayecTBe MeToAa Bbibopa npu:

- MCCnenoBaHMM BCMbIWEK OCTPbIX M XPOHUYECKUX MHMEKUWIA, CBSA3AHHbIX C OKa3aHueM
MeANLMHCKOM NOMOLUN;

- BepudunKaunm pesynbtaToB (EHOTUNMUUYECKUX MeTOA0B BHYTPUBMAOBOIrO TUMMPOBAHUS
(aHTMBMOTUKOPE3NCTEHTHOCTM), HaNpaB/JEHHOIro Ha BbisiIB/IeHWE FOCMUTasIbHbIX LWTAaMMOB;

- MpU CReXeHMU 3a LUMPKYNsuMen MexayHapoAHbIX 3nuaeMuyeckmX K/OHOB B npepenax
TeppuTopuanbHbIX eanHul, cybbekTos PO 1 Ha HauMOHaNbLHOM ypoOBHe.

MonekynspHo-reHeTu4eckme MeToAbl NO3BOJSAIOT BbISBAATL MEeHbl, aCCOUUUPOBAHHbIE C
pe3ncTeHTHoOCTbiO K  ABIl. [llpemMmywectsaMm Takoro noaxoAda SABASIOTCA:  BblCOKas
YYBCTBUTENIbHOCTb CKOPOCTb MOJTYYEHUS pe3yNbTaToB, CTaHAAPTU30BAHHOCTb M TEXHOIOMMYHOCTb
nccnefosaHus. BaxHO, 4TO Mpu MpoBEeAEHUW WUCCNefoBaHUs He TpebyrTca MaHunynsaummn ¢
XMBbIMKM BaKTepuasbHbIMM KyfbTypamMu, a 3TO, B CBOK oO4yepenb, CAYXUT npeaoTBpalleHuto
pacnpoCTpaHeHUs W UMPKYASAUMN MUKPOOPraHM3MOB BHYTPU NeyebHOo-AMarHOCTUYECKUX W
NabopaTopHbIX yupexxaeHWN.

PesynbTaTtbl UCCnenoBaHms ¢ Habopom peareHToB AN BbISIBIEHUS FEHOB PE3UCTEHTHOCTH
K rnMKonenTuaHbIM U 6eTa - nakTaMHbIM aHTUBbMoTMKaM y baktepuint metogom [LUP B pexume
peanbHoro BpeMeHun (bakPesucrta GLA, bakPe3sncrta GLA Van/Mec) nepcoHanmMamMpoBaHbl, AatoT
pa3BEpPHYTYK KapTUHY 3TUOJIOMMW PE3UCTEHTHOCTU K [IMKOMNENTUAHbIM M 6eTa-NnaKTaMHbIM
aHTMbMOTMKAaM, MO3BOJISKOT COKPATUTb CPOKKM aAns Bbibopa onTMManbHOMW aHTMbBakKTepuanbHOM

TEPANUN N CHN3UTb SKOHOMNYECKUNE 3aTpaTbl Ha JIEHEHUE.
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1 HA3HAYEHMUE

1.1 HacToswas MHCTpyKUKMS pacnpocTpaHsaeTcs Ha Habop peareHToOB ANs BbiSiB/IEHUS FE€HOB
PE3UCTEHTHOCTM K MMMKOMNenTUAHbIM 1 6eTa-nakTaMHbIM aHTUbMoTMKaM y 6aktepuin metogom MLP
B pexxume peanbHoro Bpemenun (bakPe3sncrta GLA, bakPe3ncta GLA Van/Mec), nanee no Tekcrty -

Habop peareHToOB.

1.2 Habop peareHTOB npegHa3HayeH A1 BbISIBJIEHUS [EHOB  PEe3UCTEHTHOCTUM K
rnMKkonenTuaHbIM K 6eTa-nakTaMHbIM aHTMBMOTMKaM B npenapatax [AHK, nonyyeHHbix w3
buonornyeckoro Martepuasna 4enoseka W OakTepuanbHbIX KynbTyp M3 3Toro 6uomaTtepuana
(MokpoTa, Mo4a, Ma3kmM\CoCckobbl U3 AblXaTesbHbIX NYTEN, XeNnyAOo4YHO-KULLIEYHOro W
YPOreHuTanbHOro TpakTa, dekanuu, acnumpartbl, 3KCCyAdaTbl) METOAOM MNOJMMEPA3HOMN LIEMHOWN

peakuMn B pexume peanbHOro BpeMeHM C NCNOoJSIb30BaHNEM AETEKTUPYIOWMX aMNInduKaTopos.
1.3 OyHKLUMOHaNbHOE Ha3HavyeHne: BCroMoraTesibHoOe cpeACcTBO AN ANAarHOCTUKM in vitro.

1.4 lMokasaHns K NMpPOBEAEHMIO UCCeaoBaHUs: HEOBXOOMMOCTb UCCef0BaHNS BO3MOXHOWN

AHTUONOTUKOPE3UCTEHTHOCTM Y BaKTeEpUin, BbI3BaBLUNX Pa3BUTME MHPEKLUMOHHbLIX NPOLECCOB.

1.5 Ha6op peareHTOB MOXET 6bITb MCMOJIb30BaH B KIIMHMKO-AMArHOCTUYECKUX TabopaTopusx

MEeAULMHCKUX YUYpEXAEHNN N HayUYHO-UCCNeA0BaTE/IbCKON NpaKTUKeE.

1.6 MNpuMeHeHne Habopa peareHTOB HE 3aBUCUT OT MOMYJSLUMOHHbLIX M AeMorpaduyeckmx

dCneKTOoB. npOTMBOHOKaBaHMVI K MPpUMEHEHUIO HET.

1.7 MoTeHuManbHble NOMNb30BATENMN: KBAaNTNMUUNMPOBAHHbIN NepcoHan, obyyeHHbI MeToaaMm

MOﬂeKynFIpHOP’I ANarHoCTtnkKnM m npaswmniam pa60Tb| B KJIMHUKO-AMArHOCTUYECKOWN na6opaTopMM.

1.8 MpUMEHATbL Habop peareHToB CTPOro Mo Ha3Ha4YeHWUIo COrNacHO AAHHOW UHCTPYKLUMU MO
NPUMEHEHUIO.
2 XAPAKTEPUCTUKA HABOPA

Habop peareHTtoB (BakPesucta GLA, BbakPesucta GLA Van/Mec) BbinyckaeTcs B
cneayowmx BapuaHTax UCNOHEHNS:
- bakPe3uncra GLA;

- bakPesncra GLA Van/Mec.

Habop peareHTOB B ucnonHeHnn bakPesncrta GLA ucnonb3yeTcs A5 BblSiB/IeHUS FeHOB
PE3NCTEHTHOCTM K MMKONENTUAHbIM U 6eTa-nakTaMHbIM aHTU6MoTMKaM: van A\B (BaHKOMULINHY,
TENKOMIaHMHY); mec A (METUUWMIIMHY, OKCauuinuHy); tem, ctx-M-1, shv (neHunumnanHam um
uedanocnopuHam); oxa-40-like, oxa-48-like, oxa-23-like, oxa-51-like, imp, kpc, ges, ndm, vim
(kapbaneHemamM).

Habop peareHTtoB B ucnonHeHunm BbakPe3ucta GLA Van/Mec sBnsieTcss COKpaweHHbIM
BapmaHToM bakPe3sncta GLA ” uncnonb3yeTcs ANS BbIABNEHUS FEHOB PE3UCTEHTHOCTU K
ramkonenTuaHbiM 1 6eTa-nakTamHbiM aHTUbMoTMKaM: van A\B (BaHKOMULMHY, TEMKOMAAHUHY);

mec A (METULMNNINHY, OKCAUUITINHY).
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R1-P026-S3/5, dpacoBka S, cTpmnbl

. Konuyectso HoMUHanbHbIM
HanmeHoBaHMe KOMNOHEHTOB BHewHW Bna N
npobupok 06bEM KOMMOHeHTa
Mpo3payHas 6ecuseTHas uam
Cmecn ans amnandgukaumm, po3p 4 24 cTpuna
rony6as »xnakoctb noa 6ensim no 20 mkn
3aneyaTaHHble napaguHOM no 8 npobupok
BOCKOO6pasHbIM Cnoem
Mpo3payHas 6ecuseTHas
PactBop Taqg-nosnmepassl Posp H 4 npobupkmn 500 mMkn
XNAKOCTb
Mpo3payHas 6ecuBeTHas BA3Kas
MuHepanbHoe Macno posp 4 4 npobupkmn 1,0 mn
MacnsHUCTasa XXNUAKOCTb
MonoXxunTtenbHbIn Mpo3payHasa 6ecuseTHas
N po3p H 1 npobupka 320 mkn
KOHTpPOJIbHbIN 06pasew, XNAKOCTb
KpbIWwKK Ang cTpuros 24 wr.

2.1.2

BakPe3uncrta GLA Van/Mec

R1-P027-S3/4, hacoska S, Crpynbi

HOMMHanbHbIN
HavmeHoBaHue . Konuuectso ..
BHewHun Bng 06béM
KOMMOHEHTOB npobumpok
KOMMOHEHTa
Mpo3payHasa 6ecuseTHas
Cmecb ana amnaudukaumu, posp 6 cTpunos
XUAKOCTb noa 6enbiM no 20 MKn
3arne4dyaTaHHas napaguHoOM no 8 npobupok
BOCKOO6pasHbIM Cnoem
Mpo3pauHas 6ecuBeTHas
PacTteop Tag-nonnmepassbl posp 1 npobupka 500 mkn
XNAKOCTb
Mpo3payHas 6ecuseTHasn BA3Kas
MunHepanbHoe Macno posp 1 npobupka 1,0 Mn
MacnsHUCTasa XXNUAKOCTb
MonoxnTenbHbl Mpo3payHas 6ecuBeTHas
. po3p H 1 npobupka 75 MKn
KOHTpPOJIbHbIN 06pasel, XNAKOCTb

KpbIWKK Ana CTpUnos

6 wWT.

R1-P027-23/4, c¢bacoBka S, npo6upku

HoMunHanbHbIN

HanmeHoBaHue . Konunuectso ..
BHewHun Bna 06BEM
KOMIMOHEHTOB npobupok
KOMMOHEHTa
CMmechb ans aMnandbuKaumm, Mpo3payHas 6ecuBeTHas
XNAKOCTb noa 6enbim 48 npobupok no 20 mMkn
3anevyaTaHHas napaguHoOM
BOCKOO6pasHbIM CNoem
PacTteBop Tag-nonnmMepassbl NpospayHan beclieTHas 1 npobupka 500 mkn
XNAKOCTb
MuHepanbHoe Macno Mpo3pauHas GecuBeTHas BA3kas 1 npobupka 1,0 mn
MacAsHUCTasa XNAKOCTb
MonoXuTEeNbHbINA Mpo3spauHas 6ecLBeTHas
posp H 1 npobupka 75 MKn

KOHTPO/bHbIN 06pasel

XNOKOCTb

2.2

KonuyecTtBo aHanM3npyembix Npo6

Habop peareHTOoB B mcnonHeHum bakPe3amcta GLA npegHasHayeH ans ogHOpa3oBOro

NPUMEHEHUS U paccyuUTaH Ha npoBeAeHWe 24 onpeaeneHuii, YTO COOTBETCTBYET MUCC/Ee0BaHUIO

He 6onee

20 Hen3BEeCTHbIX

o6pasuos,

NOJIOXKMTENbHOrO0 KOHTPOJIbHOIrO 06pa3sLa.

oTpuuaTesbHOro

KOHTPOJZIbHOIro

obpasua wu
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Habop peareHToB B wucnonHeHunm bakPe3sncta GLA Van/Mec npegHa3HayeH Aans
OAHOPA30BOro NpPMMEHEHMS N paccyMTaH Ha npoBeaeHue 48 onpeneneHnin, YTo COOTBETCTBYET
nccnenoBaHuto He 6onee 46 HemsBecTHbIX 06pa3L 0B, OTpULLATENBHONO KOHTPONLHOro obpasua u

MONTOXKUTENMBHOIO0 KOHTPOJIbHOIO 06pa3L|.a.

2.3 MpuHUMN MeTOAa

MeTopa: MNMonuMmepasHasa uenHasa peakuus (MUP) ¢ aeTtekumen pe3ynbTaToB B pexume
peanbHOro BpEMeHU; KauyeCTBEHHbIM M NONYKOANYECTBEHHbIA MYIbTUMNIEKCHbIA aHanns.

MpuHUMN MeTOoAa OCHOBAH Ha WMCNOMb30BaHWM npouecca amnnmdbukaumm AOHK ¢
MOMOLLbIO MOIMMEPA3HON LLenHOM peakumu.

Mpouecc amnandukaumm 3akawyaeTca B Cepum  MNOBTOPSIOWNMXCA  LWKIOB
TemMnepaTypHOW AeHaTypauum OHK, oTXura npanmepos C KOMMNeMeHTapHbIMMU
rnocnefoBaTeNbHOCTAMM U Nocneaywen AOCTPOMKON MOSIMHYKIEOTUAHbLIX Uenen C 3TuX
npanmepos Tag-nosnMepason.

Ons nNOBbIWEHUS 4YBCTBUTENIbBHOCTU U CneuudUUHOCTM peakuum npeaycMoTpeHOo
NnpUMeHeHne «ropsiyero» crapTa, KoTopbln obecneunBaeTcs MeETOAMKOM MPUIrOTOBIIEHUS
pEeaKkLUMOHHON CMecu, COCTOsLEeN U3 ABYX CNOEB, pasfenéHHbIX MNPOCIOMKOM M3 napaduHa.
CMeweHne cnoéB M npeBpalleHne UX B peakUMOHHYI CMeCb MNpoucxoauT TOSNIbKO rocne
nnaeneHns napadumHa, YTO UCKIKYaeT Hecneunduyeckmnii omxur nparMepos Ha AHK-muweHun
npwn Ha4yanbHOM nporpese Npobupku.

B peakuunoHHyt cMecb ans amnnmdukaumm eeegeHbl JHK-30HAbI, KaXablil N3 KOTOPbIX
coaepXuT GNyopecueHTHY MeTKy W racuTtenb dnyopecueHumn. Tlpu  obpasoBaHum
cneundunyHoro npoaykta AHK-30H4 paspylwaetcs, gencreme racutens Ha (ayopecueHTHYHO
MEeTKYy npeKkpawaeTcs, 4YTO BeAeT K BO3pacTaHU YpoBHSA QyopecueHUnn, KOTOpbIi
dukcupyetca getektupywwmm  amnandukatopoM. KonmuyectBo  paspyLlleHHbIX  30HAOB
yBenn4nBaeTcs nponopunoHanbHO Konn4yectsy obpasoBaBlinxcs cneundunyeckmx amnanKoHOB.
YpoBeHb hnyopecLeHUMNn N3MepsaeTcs Ha KaXxaoM uukne amnandukaumm B pexume peanbHoro
BpPEMEHMU.

Habop peareHTOB B BapuaHTe wucrnonHeHus bakPesmcta GLA BkIw4yaeTr cmecum Ans
amnnmdukaumm, cneumduyHble ana onpeaeneHns reHoB, acCoUMMPOBAHHbIX C PE3NCTEHTHOCTbIO
(van A, van B, mec A, imp, oxa-51-like, tem, ctx-M-1, oxa-40-like, oxa-48-like, kpc, ges, ndm,
oxa-23-like, shv, vim), n ana AHK Bcex 6aktepuin (OBEM).

Habop peareHTOB B BapmaHTe ncnosnHeHnst bakPesncra GLA Van/Mec Bkto4aeT cMecb Ans
amnandmkaumm, cneundundHyo onasa onpegeneHns reHos pesncTteHTHocTu (van A, van B, mec A).

B coctaB cMmecen ans amnandukaumm (kpome npobmpkm N°3 ana BapmaHTa MCMNONHEHUS
bakPe3ncta GLA) BKIOYEH BHYTPEHHUI KOHTPOJIb, NpeAHAa3HA4YeHHbIN AN OLEHKM KadecTsBa
NnoMMepasHoOn LEenHoOM peakumn B Kaxaon otaenbHou npobupke. B coctas [AHK-30HA0B,
MCNOMAb3YIOWNXCA ANs  AeTekumu NpoAyKToB amnamdukaumm reHoB, acCOLMUPOBAHHbIX
C Pe3UCTEHTHOCTbIO, BK/OUEHbI (nyopecueHTHble MeTkn Fam mn Cy5. B cocras [HK-30HA0B,
NCNOMb3YIOLWNXCA AN AETEeKUMU NpoAyKTa aMmindukauum BHYTPEHHEro KOHTPONs, BXOAWUT

dnyopecueHTHbI KpacuTenb Hex.
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B cMecb ana amnaundukaumm npobupkm N° 8 Habopa B BapuaHTe WCMNOJSIHEHUS
BakPe3ncta GLA pobaBneH onuroHykneotus ¢ gnyopecueHTHOW MeTKoM Rox — «Mapkep». OH
NCNoNb3yeTcs NpUbopoM Ans onpefeneHns noaoXeHUsa cTpuna B TepMobs1oKe AeTeKTUPYHLWEro
amnnudgukatopa. [locne oOKOH4YaHWA nporpaMmbl nporpamMMHoe obecneyeHne NpoBOAUT
CpaBHeHMe 33[aHHOro onepaTtopoM pacrnofioXeHUs CTPUMNOB C peasibHbIM MOSI0XEHMEM MapKkepa
Rox, u, ecnn HaxoauT HecoBnageHwe (MpW HenpaBWUILHOM pacrofioXXeHUU CTpPUMoB), TO
npeaynpexaaeT 06 3ToM onepaTtopa.

Ncnonb3oBaHWe HeCKONbKUX (YOPEeCcUeHTHbIX KpacuTenen mno3BofseT CcoKpaTuTb
KONM4yecTBO MpobMpoOK, MOCKONAbKY MOSBASAETCS BO3MOXHOCTb PEerncTtpupoBaTb pe3ynbTaTbl
pa3HbIX peakunm amnnmdukaumm, Npoxoaswmx B 04HOMN Npobmnpke, 04gHOBPEMEHHO.

BapunaHTbl wncnonHeHmss Habopa peareHtoB (bakPesncta GLA, bBbakPesncra GLA
Van/Mec), BbisiBNSieMble MoOKa3aTesiM, LBETOBas MapKMpOBKA M KaHasjbl AeTeKuMW MpPOAYKTOB

amnandukaumm npmeeaeHbl B Tabnunue 1.

Tabnuuya 1 - BapuaHTbl ncnonHenms Habopa peareHtoB (bakPesucrta GLA, bakPesncrta GLA

Van/Mec), BbisiBNsieMble MoKa3aTenu, LBETOBass MapKMpoBKa W KaHanbl AeTeKUMU MpPOAYKTOB

amnnmdukaumm

N2 KaHanbl geTtekummu LiBeToBas
npo6upku MapKUpoBKa
B cTpune Fam Hex Rox Cy5 Cy5.5 cMecu

BakPe3ucrta GLA

1 imp BK** - - - lFony6as

2 OBbM* BK - oxa-51-like -

3 ctx-M-1 - - tem -

4 van A\B BK - mec A -

5 oxa-48-like BK - oxa-40-like - BecuBeTHas

6 vim BK - kpc -

7 oxa-23-like BK - ndm -

8 shv BK Mapkep ges -

BakPe3uncta GLA Van/Mec

- van A\B BK - mec A - BecuseTHas
* — OBM - obwas 6akTepuanbHasa Macca
** — BK — BHYTPEHHWUI KOHTPOJb

NccnepoBaHme ¢ ncnonb3oBaHMeM Habopa peareHToB bakPe3uncrta GLA, bakPe3ncrta GLA
Van/Mec coctout u13 chaeaywwmux 3T1anoB: BbigeneHne [OHK (npobonoarotoBka) wu

MuP-amnnmndumkauna HK c geTekumen pesynbTaToB B peXuMe peanbHOro BpeMeHMu.

2.4 Bpemsi npoBeaeHns aHanmsa (6e3 yyerta npobonoarotoBkun): ot 1,5 yacos.
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3 AHAJTUTUYECKME XAPAKTEPUCTUKUN HABOPA

3.1 CneundunyHoCTb aHanusa

B obpa3uax nccneayemoro Mmatepuana, cogepxauwero JHK 6aktepuit, pe3nCTEHTHbIX K
ravkonenTuaHbIM M 6eTa-nakTamMHbIM aHTMOMOTMKaM BO BpeMs nposBeaeHus amnavdukauunm
nporpamMMHoe obecnedyeHne paeTekTUpyowero amnavdukaTopa QUKCUPYET MNONOXKUTESNbHbIE
pe3ynbTaTbl amnandumkaumm cneundunyeckmx NpoayKToB Mo 3asiBIEHHbIM KaHanaMm geTeKuun.

B obpa3suax nccnegyemoro matepmana, He cogepxauero AHK pe3ncrteHTHbIX 6akTepuii,
npu nposeaeHnn amnandunkaunm nporpaMmHoe obecneveHne getektmpyowero amnamdumkaTopa
dukcupyetr oTpuuaTenbHble pes3ynbTaTbl amnnMdukaumm cneunduveckmx nNpoaAyKTOB Mo
3asB/IEHHbIM KaHanam AeTekunu.

Moka3zaHo OTCYTCTBME MNEPEKPECTHbIX Hecneunduyecknx peakumm Ans Kaxaomn
cneundunyeckon CUcTeMbl, Bxoasilen B coctaB Habopa, K aHanuTam, BbISBASEMbIM APYrUMU
cneunduryecknmm cmctemamu Habopa.

3.2 NHTepdepupyowme BewecTsa

Hannune wHrnéutopos [MLP B ob6bpasue 6uonornyeckoro Matepumana MOXeET ObiTb
NMPUYNHON COMHUTENbHbIX (HeonpeaenéHHbiX) pe3ynbTaTtoB. Mpu3HakoM uHrnbmposaHus TLP
SBNSIeTCS  OAHOBpEeMeHHoe  OTCyTCTBMe  amnaudukaumm  BHYTPEHHero  KOHTpons u
cneundunyeckoro npoaykrta (cM. pasgen 2.3, pasgen 9.3).

K wnHrmébmtopam TMLP, WCTOYHMKOM KOTOPbIX MOXET aABNATbCA o06paseu AHK, no
pe3ynbTaTtaM aHanmsa puckoB U npoeeaeHnsas HUOKP oTHeceHbl cneaywoolmne BellecTBa:
remornobuH, npucytcreyowmin B obpasue OHK B pe3ynbtate HENoOAHOro yganeHus B Xoge
BblgeneHna [OHK w3 obpasua 6uomaTtepuana, coaepxawero rmnpuMecb KpPOBWU, a TaKxe
M30MpoOnNWIOBLIN COUMPT W MeTunaueTaTt, npucyTcTBytowme B o0b6pasue [AHK B pesynbTaTte
HEMNOJIHOIro yaasieHMst MPOMbIBOYHbIX pacTBOPOB B XoAe NpobonoaroToBKM.

MaKkcuMManbHble KOHLEHTpauuMn UHTEpdEPUpYOWMX BELLECTB, MNPU KOTOPbIX He
Habnopganocb BAMSAHME Ha amnandukaumo n1abopaToOpHOro KOHTPONbHOro obpasua u
BHYTPEHHEro KOHTpOJIbHOro obpasua cocrtasnsaT: remornobuH - 0,35 mr/mn obpasua AHK,
nsonponuaosbli cnnpt — 100 Mmkn/mn obpasua AHK, metnnauerat — 100 mkn/mn obpasua AHK.

Mpumecu, coaepxawmecs B obpasue bnuomatepunana, Takme Kak Cin3b, KPOBb, 3N1IEMEHTHI
TKaHeBOro pacnaja W BoOCNajeHus, MeCTHble JieKapCTBEHHble rMpenapaTbl, B TOM 4ucre
coAepalwmecs B Cynno3mTopusax, TanbK, CNepMnuUna 1 Ap. yaansawTcsa B xoae BbiaeneHns AHK
C ucnonb3oBaHWeM KoMmnnekToB/HabopoB Ansd npobonoaroToBkU. [N CHUXEHUS KOoNmnyecTsBa
nHrnémutopos MUP Heobxoammo cobnopgaTb npaBuna B3sATUSA 6uonorMyeckoro mMatepuana. lMpu
noAo3peHnn Ha Hanuume B obpasue 60nabWOro Konmyectsa MHrmbmutopos MLP pekomeHayeTcs
BblbMpaTb MeToabl BbiaeneHus AHK, no3sonsawwme MakcMMaabHO yaannTb MHrMbutopsl MUP n3
obpasua.
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3.3 MNpenen obHapyxeHus
Mpepnen ob6HapyXeHWs AN FeHOB pe3nuCcTeHTHOCTW cocTtasnseTr 10 konui AOHK Ha
amMnanduKaunmoHHyto npobupky (2,0x103 konui/mn npenapata OHK). Mpeaen ob6HapyxeHus
yCTaHOBNEH MNyTeM aHanM3a CepUHbIX pa3BedeHuin nabopaTopHbIX KOHTPOMbHbLIX 06pa3uos
(JIKO).

Mpenen obHapyxeHus B uccneayemMoMm obpasue 3aBUCUT OT Mchnonb3yemoro Habopa
(komnnekTa) peareHToB Ans BblaeneHns OHK n koHeyHoro o6béma anoumm (pa3BeneHus)
BblaeneHHon [OHK, Ma3kmn\cockobbl B 500 mMkn

HanpuMep, M3 YpOreHMTaNbHOro TPakKTa,

TPAHCMOPTHOW cpeabl:

KoMmnnekTtbl peareHToB asns BbiaeneHnsa AAHK / 06bEM anouun

MPOBA-HK / 50 MPOBA-IC / 100 | NPOBA-HK-IMKOC / 300 | MPOBA-IC-NJIIOC / 300 |MPOBA-M4Y-PANNA / 300

100 200 600 konuin/obpaze
konui/obpasey | konuin/obpasel, paseu
3.4 AunarHoctnyeckne xapakTepucTtuku
KonunuyectBo o6pasuos (n) — 105.
OnarHocTtmnyeckas 4yyBCcTBUTENLHOCTL (95% AN) - 100% (98,7 — 100%).
OnarHocTtunyeckasn cneymdunyHocTtb (95% ON) — 100% (99,8 — 100%).
3.5 CBefeHuns 0 NOBTOPSIEMOCTU M BOCNPOM3BOAMMOCTH
KonunuyecrBo coBnasBlUNX pe3y/ibTaTOB UCCIeA0BaHUA
Hanuuue [MoBTOpsieMOCTb Bocnpon3eBoanMoCTb
O6paseun reHOB Pe3UCTEHTHOCTH (npoBeaeHme MLUP B oanH (npoBeaeHune MLUP B pasHble
B o6pa3ue A€Hb, O4HMM ONepaTopoM Ha | AHM, Ha pa3HbiX Nnpubopax,
ofHoM nNpubope, ogHa cepusa | pasHbIMM onepaTopamu, Ha
Habopa) pa3HbIX cepusax Habopa)
N°1 van A\B 3 nosTopa n3 3 4 nosTopa 13 4
Ne2 ndm 3 nosTopa u3 3 4 nosTopa u3 4
Ne3 mec A 3 nosTopa 13 3 4 nosTopa u3 4
N°4 ctx-M-1, tem, vim 3 nosTopa n3 3 4 nosTopa 13 4
Ne5 oxa-51-like, tem oxa-40-like 3 nosTopa u3 3 4 nosTopa u3 4
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LP-nabopatopuu, obopynoBaHue u MaTepuanbl LOSKHbI
cooTBeTCcTBOBaTb TpeboBaHmsaM TOCT P 52905-2007, MeToamyeckmnx ykasaHun MY 1.3.2569-09
«OpraHunsauunsa paboTbl nabopaTopuii, UCNOAL3YKOLWNX MeToAbl aMnaMduKaumm HYKIEMHOBbIX
KucnoT, npu paboTte ¢ MatepmanoM, cogepkawmmMm MmKpoopraHmambl I-IV rpynn natoreHHOCTU»,
c cobniogeHnem caHuTapHo-anuaeMmuonormyeckmx npasmn CM 1.3.2322-08 «be3onacHoOCTb
paboTbl c MukpoopraHmamamm III-IV rpynn natoreHHocTn (omacHOCTM) u BO3b6yauTensamu
napasnTapHbIX.

K pabote ¢ HabopoM peareHTOB AOMYCKAeTCHA TONbKO MepCcOHasn, oby4deHHbI MeToaaM
MONEKYIIPHON ANArHOCTUKU M NpaBunam paboTbl B KIIMHUKO-AMArHOCTUYECKon nabopatopumn.

Nccneayemble obpa3subl paccMaTpuBaloTCa Kak noTeHumanbHO-onacHble. Mpu pabote ¢
MUKpoopraHmamamm I-IV rpynn naTtoreHHocTu BbI6Op TuMa 3awWwuMTHOro KocTiomMa (pabouen
oAexabl M CpeaCTB WHAMBUAYaSlbHOWM 3alMTbl) MPOBOAUTCA B CTPOrOM COOTBETCTBUM C
Cn 1.3.2322-08 n onpepensieTtcs BMAOM Bo36byauTens, AmMarHOCTUYECKUM MeTodoMm, pabouen
30HOW, OCHalleHneM ee 6okcamm buonormyeckom 6e3onacHoOCTu.

Mpwn paboTe c HabopoM cneayeT HaAeBaTb OAHOPA30Bbie nepyaTkm 6e3 TanbkKa.

Mcnonb3oBaTb TOIbKO HOBbIE HAKOHEYHUKN U MpobMpKU.

He ponyckaeTcs wucnosb3oBaHWME OAHUX M TeX >Xe HaKOHEYHMKOB npu obpaboTke
pasnmyHbiX 06pa3uoB 6Monormyeckoro matepuana.

Boigenenne OHK cnepyet npoBoauTb B Hokcax buonormyeckon 6esonacHocTtu II knacca.
MoaroTtoBky K MNLP c ncnonb3osaHneM Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

Bce nabopatopHoe obopyaoBaHue, B TOM 4uCiie A03aTOpbl, WTaTUBbI, JlabopaTopHas
rnocyaa, xanatbl, rofoBHble yb6opbl M Np., @ TakXe pacTBOpbl peareHToB AO0XHbl 6bITb CTpOro
CTauMoHapHbIMKU. 3anpeLllaeTcs nx nepeMeLleHme n3 o4HOro NnoMeLLeHns B Apyroe.

[lo3aTopbl AO/MKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM nosepeHbl (B aKKpeAMTOBAHHbIX
nabopaTtopmax) n NpoMapKMpoBaHbI.

Mcnonb3oBaHHble 04HOPA30Bble NpuHaAAeXHOCTU (NpobupkKM, HAKOHEYHUMKW U Ap.)
OO/MKHbI  cbpacbiBaTbCA B KOHTEMHep AAs  MeAMUMHCKUMX  OTXO4O0B,  coAepalumi
Ae3nHduumpyowmnin pacteop (Npn HeobxognmocTn).

MoBepxHocTn paboumx CTOMOB, a TakKXe MOMELWeHWn, B KOTopbiXx nposoautcs [UP,
cnepyet obazaTtenbHO, A0 M nocne nposegeHuns paboT, obaydyaTb € NoMouwblo 6akTepuunaHbIX
YCTaHOBOK B TeyeHune 15-30 MUHYT.

Bce noBepxHocTn B nabopatopumn (pabouve crTonbl, wWTaTtuBbl, obopyaoBaHue U Ap.)
€XeAHEBHO NOABEpPratT BIAXHOM Yybopke C MNpPUMEHEHMEM AE3UHMUUNPYIOLWMX/MOKOLLMX

CPeAcCTB, pernamMeHTUpPOBaHHbIX CaHUTapHbIMKU npasuiamu CI 1.3.2322-08.

BHUMAHME! Ypanatb otxoabl ¢ npoayktamu [MLP HeobxoaMMO TONbKO B 3aKpbITOM BUAE.

He ponyckaeTtcsa oTKpbiBaTb Npobupku nocne amnandukaumm (MY 1.3.2569-09).
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Mpu wncnonb3oBaHnM Habopa B KIMHMKO-AMArHOCTUYECKOW NabopaTopum obpasytoTcs
oTxoabl knaccos A 1M b, kKoTopble KnaccMdUUMPYOTCS U YTUIN3UPYIOTCS B COOTBETCTBUM C
TpeboBaHmsaMM CaHllnH 2.1.7.2790-10.

OnacHble KOMMOHEHTHI B Ha6ope peareHToB

KoMmnoHeHT Habopa BbakPe3ucrta GLA BbakPe3ucra GLA Van/Mec

CMecu ans aMmnandukaumm,
HeT onacHbIX BewecTs HeT onacHbIX BewecTB

3aneyaTaHHble napaguHOM
PactBop Tag-nonnmepassbl HeT onacHbIX BewecTs HeT onacHbIX BewecTB
MunHepanbHoe Macno HeT onacHbIX BewecTs HeT onacHbIX BewecTs
MonoXUTENbHbIN KOHTPObHbIN
obpasey P A3up HaTpus MeHee 0,1% A3up HaTpus MeHee 0,1%

B coctaB Habopa BxOASAT peareHTbl, KOTOpble CoAepXXaT a3ua HAaTPUSA — KOHCEPBaHT,
B KOHUeHTpauun meHee 0,1 %, 4To aBnseTcs 6e3onacHbIM AN KOHEYHOro Nosib30oBaTesns.

Mpn MCNonb30BaHUM MO Ha3HAYEHUIO U COBMIOAEHNIO MEP MPEAOCTOPOXHOCTU, KOHTAKT
C OpraHM3MOM YenioBeKa MWCK/4YeH. [pu aBapuMHbIX CUTyauusix BO3MOXHO chneaytoulee:
pasgpa)keHne KOXM WU Cnm3nctor 060104YKM a3 y YyBCTBUTENbHbIX WL, anaepruyeckas
peakuuns. MNpu KOHTaAKTE MPOMbITb MOpa)XeHHoe MecTo BOAOM M 0bpaTUTbCA 3a MeaULMHCKOMN
MOMOLLUbHO.

He ncnonb3oBatb Habop peareHTOB:

- rMpu HapyLleHnn yC0BMN TPaHCNOPTUPOBAHUSA N XPAHEHUS;
- Mpu HECOOTBETCTBMW BHELLIHEro BMAa KOMMOHEHTOB, YKa3aHHOro B nacnopTe K Habopy;
- Npu HapyLweHnn BHYTPEHHEN YNaKOBKN KOMMOHEHTOB Habopa;
- Mo UCTEYEHMUIO CpoKa rogHocTn Habopa.
MpnmeuaHune - Habop peareHTOB He copep>XUT MaTepuanioB 6MONOrMYECcKOro MPOUCXOXAEHUS,
BeLleCcTB B KOHUEHTpauusax, o6na,ua|ou.mx KaHUepOreHHbiM, MyTareHHbIM ﬂ.eVICTBVIeM, a TaKXe BIngdrwmnx

Ha penpoayKTUBHYK dYHKLUMIO 4denoBeka. NpuM UCNOb30BaHMM MO Ha3HAYEHU U cobnoaeHun Mep
NpeaoCTOPOXHOCTM SABNSIETCA 6€30MacHbIM.
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5

OBOPYAOBAHUE U MATEPUAJDbI

Mpn pabote c Habopom peareHToB (BakPe3suncta GLA, bakPesucta GLA Van/Mec)

TpebytoTcs cneaytowmne o6opyLoBaHNe, peareHTbl U pacXoAHble MaTepuanbl:

MLUP-60kc;

amnndukaTop aetektupytowmii (dTnpainm!, ATnaint? unm AT-96 (000 «HMO AHK-TexHonorns»);
MUKpPOLLEHTpUdYyra-BopTeKkc;

Hacagka Assa MUKpPoUeHTpudyrn-soptekca ans CTpunoBaHHbIX Npobupok o6béEmom 0,2 Mn
(npn HeobxoamMocTn);

XOJIOANTBHUK ;

wTaTtme «pabouee mecTto» Ans npobupok o6bLEMOM 0,2 MA M Ans CTPMNOBaHHbIX NPO6UpPoK
obvemom 0,2 Mn;

[03aTopbl MexaHu4yecKune WM 3NEeKTPOHHble OAHOKaHanbHble C nepeMeHHbIM 06bEéMoM,
no3sonswowme otbmpatb 06bEM xumakoctn 2,0-20 mkn, 20-200 mkn, 200-1000 mkn;
OAHOpa30Bble HAaKOHEYHUKWN C DUABTPOM A/14 MoJSlyaBTOMaTUYeCKMX A03aTOpoB, CBO6OAHbIE
ot PHKa3 n JHKa3, o6bémom 20 mkn, 200 mkn, 1000 mkn;

OAHOpa30Bble NepyaTkn MegmumHckue, 6e3 Tanbka, TEKCTYPUPOBAHHbIE;

EMKOCTb Ans cbpoca MCnonb30BaHHbIX HAaKOHEYHWUKOB, MPOBUPOK U APYrMX pacXOoAHbIX
MaTepunasnos;

Ae3nHbuumpyollee cpeacTso.

Ona npepobpaboTkm MaTepuana ans mccnegosaHuns m Bolgenedusa JHK:
6okc buonornyeckon 6esonacHoctu Il knacca;
TepMocCTaT TBEpPAOTENbHbIN C TanMepoM TT-2 «TepMuT»
(000 «HMO OAHK-TexHonormsa», Poccnsa) nnm aHanorn4HbIn;
npobupkn MmkpoueHTpudyxHbole 06bEMOM 1,5 Mn ¢ Kpbiwkamu, ceobogHble oT PHKas um
[OHKas;
anekTpuyeckuii  nabopaTopHbin  acnupatop C  KOA60M-NOBYWKOW  ANa  yAaneHus
HaZ0CaA0UHbIX XUAKOCTEN;
OAHOpa30Bble HaKoHe4yHuMkM 6e3 dwunbTpa, cBobogHble oT PHKasz un [AHKas, ans
3nekTpuyeckoro nabopaTtopHoro acnupaTopa;
ueHTpudyra ana npobupok o6vémom 1,5 mn, ¢ RCF He HmMxe 16 000 x g;
MUKpPOLIEHTpUdYyra-BoOpTeKC;
wraTtne «paboyvee mecto» Ang npobupok o6béMom 1,5 mn;
dusmonornyeckmin pactsop (ecnm Heob6xoaMMO) ANA NOAFOTOBKM  OTpULATENbHOro
KOHTpO/sIbHOro o6pasua;
Habop/koMmnnekT ans BbigenenHns OHK un3 6umonormndeckoro matepuana (peKkoMeHAyrTCs
MPOBA-HK, TMPOBA-I'C, T[POBA-HK-MJIIOC, TMPOBA-IC-NMJIOC, MNPOBA-MY-PANNA

nponssoactesa OO0 «HMO AHK-TexHonorusa», Poccus).

1 — tonbko Mogenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6
2 - Tonbko Mogenun 4S1; 4S2; 551; 5S52; 651; 6S2
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuan ons nccneaoBaHus
Onsa nccnepoBaHmsa MCnonb3yoT 6MoONOrMYeckmin Mmatepuan yenoseka n 6akrepmasnbHble
KynbTypbl M3 3TOoro 6uomartepuana (MokpoTa, Moda, Ma3kmM\COCKOOblI M3 AblXaTesSibHbIX NyTEN,

XKENYAOUYHO-KMLLEYHOIO M YPOreHUTaNIbHOro TpakTa, dekannu, acnupaTtbl, 3KccyaaThl).

6.2 O6bwme TpeboBaHus

NUccnepoBanme w™etogoMm T[UP oTHocutcs K npsiMbiM  MeTogaM JlabopaTopHoOro
nccneaoBaHusl, NO3TOMY B3siTME BMONOrMYEcKoro Matepmana 4YenoBeka Heob6xoamMmMo NpoBOAUTL
M3 MecTa Nlokanmlaumm MHMEKLMOHHOro npouecca. PeweHne o He06Xo0aAMMOCTU UCCNeanoBaTb Ty
WM MHYO NIOKanmM3auutio NpUHMMAET Jeyalmin Bpay Ha OCHOBAHMW Ha OCHOBaHUW COBpaHHOro
aHaMHe3a N KIMHMYECKON KapTuHbl 3aboneBaHusl.

0na nony4yeHms KOppeKTHbIX pe3ynbTaToB 60/blIOe 3HAYEHME MMEET KayecTBO B3ATUSA
obpasua OuomaTtepuana 4S8 UCCNEeAOBaHMS, €ero XpaHeHue, TPaHCNOPTMpPOBaHME W
npeasaputensHas obpaboTka.

HenpasunbHoe B3saTHMe H6MoMaTepmana MOXET NPUBECTU K MOSYYEHUIO HEeAOCTOBEPHbIX

pe3ynbTaTtoB N, BCNEACTBUE ITOIO, Heob6xoaAnMOCTU ero MOBTOPHOIo B3ATUA.

MpumeyaHune - B3aTMe, npeaBapuTenbHyld 06paboTKy, XpaHeHue W MnepeBo3Ky, nepeaadvy
nccneayemMoro mMaTepuana B Apyrve opraHusaumy oCyLIeCTBASIOT COrMlacHO MHCTPYKTUBHO-METOAMUYECKUM
[OKYMEHTaM, perfaMeHTUpyoWmnM BbINOSIHEHWE WCC/IeA0BaHWM B COOTBETCTBUMM C  TpeboBaHWUSAMMU
MY 1.3.2569-09 n CIT 1.3.2322-08.

6.3 B3aTue MaTepuana Ha uccnegosaHue

BHUMAHME! [lepen BbigenenHmem [OHK Tpebyetca npeaBaputenbHaa obpaboTtka ob6pas3uos

6uonornyeckoro Matepmana yenoseka (6.5).

6.3.1 MokpoTa
B3daTne MaTepumana ocywecTtsBnsloT B KonundyectBe He MeHee 1,0 Mn B 0OA4HOpa3o0Bble
rpaaynmpoBaHHble CcTepusbHble (NaKOHbl C LUMPOKUM FOpPAOM U 3aBMHYMBAIOLLMMUCS
KpbllKaMn o6bEMoM He MeHee 50 M.
Mocne cbopa MmaTepuana ¢nakoH MJIOTHO 3aKPbIBAOT M MapKUpPYIOT.

6.3.2 Moua
Ona aHanusa oTbupatloT nepByld MOPUUID YTPEHHEN MOYM B KOJIMYECTBE HEe MeHblue
20-30 M. OT60p MOUM NPOBOASAT B CreLnasnbHY CyXYy CTEPUSIbHYH EMKOCTb O6bEMOM
00 60 Mn, CHabXXEHHYI0O repMETUYHO 3aBUHUYMBAIOLLENCS KPbILIKOM.
Mocne cbopa MoOYM KOHTENHEP MSIOTHO 3aKpbIBAlOT U MapKUPYHOT.

6.3.3 Ma3kn\cockobbl U3 AbIXaTeNbHbIX NYTEN, Xenyao4YHO-KULLIEYHOrO U YpPOreHUTanbHOro
TpakTa
B3aTne MaTepuana OCyLLeCcTBASeTCs C MOMOWbIO  CreuuanbHblX  CTEPUSIbHbIX
OIHOPAa30BbIX WHCTPYMEHTOB — 30HA0B, UMTOLETOK WM TaMMNOHOB, B 3aBMCUMOCTU OT

NCTOYHUMKA KIMNMHNYECKOIro MaTepuasia cornacHo YCTaHOBJ'IeHHOﬁ npouenype.
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6.3.4

6.3.5

6.3.6

6.3.7

6.4
6.4.1

Mocne B3ATMSA 6uonornyeckoro MaTepuana nepeHecuTe 30HA B Npobupky C
TPaAHCMOPTHOW Cpeaoi, NpeaHasHa4YeHHON Npomn3BoauTeNneM aAns TPaHCNOPTUPOBAHUS U
XpaHeHuns obpa3uos 6uonormyeckoro matepmana ans NMUP-nccnegoBaHnii, n TwatenbHo
nponosiowmTe ero B TedeHume 10-15c, m3berasa pa3bpbizarmBaHMa XUAKOCTU. 3aTeM
M3BNEKNTE 30HA U3 pacTBOpa, NPMXKUMas ero K CTeHke nNpobupku, oToXMUTE U3bbITOK
XXWAKOCTW, yaanuTe 30HA4 M BblibpocbTe. [MA0THO 3aKkpoMTe KPpbiWwKy MNpobupku u
rnpoOMapKunpymTe npobumpky.

dekanuu

Ona aHanusa wucnonb3ytT npobbl dekanunii maccorn (06béMoM) npumepHo 1-3 1
(1-3 mn). Npoby B kKonmuecTtee 1 r (MPMMEPHO) OTAEbHBIM HAKOHEYHUKOM C PUIbTPOM
WM 04HOPA30BbIMKM NIONATKaMM NEPEHOCHAT B CrieunasbHbl CTEPUIIbHBIN CyX0 (1IakoH.
Mocne cbopa dhekannii GakoH NJIOTHO 3aKPbIBAKOT N MAapPKUPYIOT.

AcnunpaTbl

B3aTve MaTepuana OCYyWeCTBASKT B OAHOpPAa3OBble, MJOTHO 3aBMHYMBAlOLWMECS
cTepunbHble Npobupkn o6vémom 50 mn.

Mocne B3aTNA MaTepuana NpobupKy NNOTHO 3aKpbIBAKOT KPbIWKON U MapKUPYIOT.
Jkceypat

3abop MaTepuana OCyLWeCTBASETCS C MOMOLLbIO CNeunanbHbIX CTEPUIbHBIX 0AHOPA30BbIX
WHCTPYMEHTOB — 30HAO0B, UWUTOWETOK WM TaMMOHOB, B 3aBMCMMOCTM OT WMCTOYHMKA
KJINHMYECKOro MaTepuasia coriacHoO yCTaHOBNEHHOM Npoueaype.

Mocne B3ATMSA 6uonormyeckoro MaTepuana nepeHecuTe 30HA B Npobupky C
TPAHCMOPTHOW Cpeaol, NpeaHasHa4YeHHON Npomn3BoauTeneM Ans TPaHCNOPTUPOBAHUS U
XpaHeHuns obpasuos 6uonormyeckoro matepmana ansa NMUP-nccnegosannii, n TwatenbHoO
nponosiowmTe ero B TedeHume 10-15c, m3berasa pa3bpbizarmBaHMa XUAKOCTU. 3aTeM
MU3BNEKNTE 30HA U3 pacTBoOpa, NpMXKUMas ero K cteHke npobupkun, oToXMUTE U3bbITOK
XXWAKOCTW, yaanuTe 30HA4 M BblibpocbTe. [A0THO 3aKkpomTe KPpbiWwKy MNpobupku u
npoMapKupymTe.

BakTepuanbHble KynbTypbl

B3aTve wMaTepumana C XMAKMX W MNOTHbIX Cpel OCYLWEeCTBAAETCAS Mpu  MNoMoLm
04HOPa30BOI MUKPOBNONOrMYECKON NeTNN UAK wnaTtens.

MomMecTnTe OAMHOYHYIO KOMOHUIO KieTok mnm 100 MKN XnakKown cpebl B O4HOPA30BYHO
naacTmkoBylo npobupky obvémom 1,5-2,0 Mn, B KOTOpPYH nNpenBapuTenbHO BHECEHO
500 Mk PU3MONOrMYECKOro pactsopa CTEPUIbHOIO.

MAOTHO 3aKpONTE KPbIWKY NPOBUPKK U MpOMapKUpymnTe npobumpky.

TpaHCnNopTMpOBaHME U XpaHeHue uccneayembix 06pasLuos

MokpoTa

O6pasubl MOKPOTHI A0MNYCKAETCS TPAHCMNOPTMPOBATb U XPaHUTD:

- Npu KOMHaTHoM TemnepaType oT 18 °C po 25 °C He 6onee 6 yacos;

- npu Temnepartype ot 2 °C o 8 °C He 60nee 3 cyToK.
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6.4.2 HaTuBHble 1 npeasapuTenbHo 0bpaboTaHHble 06pa3subl MOYN:
HatuBHble ©n npeaBapuTenbHO obpaboTaHHble o6pa3subl  MO4YM  aonyckaeTcs
TPAHCNOPTMPOBATb U XPaHUTD:
- npu Temnepatype oT 2 °C go 8 °C He 6onee ogHUX CYTOK;
- npwu Temnepatype oT MnHyc 18 °C go mmHyc 20 °C He 6onee oaHoW Hegenu;

- npu TeMnepatype MmHyc 70 °C - 6 Mecsues.
BHMUMAHME! [JonyckaeTcd nub 04HOKpaTHOE 3aMopaXuBaHue-oTTansaHne Matepumana.

6.4.3 Maskmn\cockobbl M3 AbiXxaTeNbHbIX NyTewn, XenyaAo4YHO-KULWEYHOro U YpOreHMTanbHOro
TpakTa, 3KCCyaaThl
Ma3zkun\cockobbl M3 AbiXaTesSbHbIX MyTen, XeNyAOYHO-KULLIEYHOr0 U ypOreHUTanbHOro
TpakTa, 3KccyaaTbl crefyeT TPaHCNoOpTMpOBaTb M XpPaHWTb COMMACHO MHCTPYKUMSM K
peKoMeHAYyEeMbIM KOMMeKTaM peareHToB ans Bbigenenms HK (MPOBA-HK, MPOBA-TC,
MPOBA-HK-MMIOC, MPOBA-IC-NMIOC, MPOBA-MY-PANNA).

6.4.4 O6pa3ubl HaTUBHbIX dekanuni
O6pa3ubl HaTUBHbLIX deKanui 4onyckKaeTcs TPaHCNOPTUPOBATb U XPaHUTb:
- Npu KOMHaTHOWM TemnepaTtype oT 18 °C go 25 °C He 6onee 6 yacos;
- npwu TemnepaTtype oT 2 °C go 8 °C He 6onee 3 cyToOK.

6.4.5 Acnupat, 6akTepnanbHble KynbTypbl:
AcnunpaT, 6akTepmanbHble KynbTypbl 4ONYCKAETCA TPAaHCNOPTUPOBATb U XPaHUTb:
- npu Temnepatype oT 2 °C o 8 °C He 6onee oaHUX CYTOK;
- npu Temnepatype oT MnHyc 18 °C go MmuHyc 20 °C He 6onee ogHOW Heaenu;

- npu TemnepaTtype MuHyc 70 °C - 6 MecsueB.
BHUMAHME! [lonyckaeTcs nub 0A4HOKpaTHOE 3aMopaXxunsaHue-oTTanBaHme matepuana.

6.5 MNMoaroTroBka 6MONOrMYecKoro MaTepuasna 4YenoBeka Ass uccnefoBaHus
6.5.1 MokpoTa
6.5.1.1 Cnocob N? 1
1. NepeHecute npumepHo 500 mkn 6uonormyeckoro mMatepuana B CTEPUIbHYIO
nocyay M NJOTHO 3aKpPOMTE KPbILLKON.
2. JobaBbTe Kk npobe MOKpOTbl paBHbin 06bEM 10 % Tpex3aMeweEéHHOro
docdhopHokmcnoro Hatpusa x12H20, nNAOTHO 3aKpoMTe KPbIWKON U MHTEHCUBHO
BCTPSAXHUTE.
3. UHKkybupynte cmecb npu Temnepatype 37 °C B TeyeHune 18-24 yacos, 3aTeM
HenTpanusynte 1 M HCI go pH 6,8-7,4.
4. Lentpudyrupynte npn 900 x g B TeveHme 20 MUH.
5. CneiiTe HafoCafO0O4YHY XWUAKOCTb B EMKOCTb C 5 % pacTBOpOM XJlopaMuHa Ans
obe33apaxuBaHusl.
6. JobaBbTe Kk ocagky 500 MKn  AUMCTMANMPOBAHHOW  BOAbl, NepeMellanTe
NMNEeTMpPOBaHMEM U NepeHecnTe B O4HOPA30BYIO MJACTUKOBYO NPOBnpKy 06BHEMOM

1,5 mn.
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6.5.1.2

6.5.2

6.5.2.1
6.5.2.2
6.5.2.3
6.5.2.4
6.5.2.5
6.5.2.6

6.5.3

6.5.3.1
6.5.3.2

6.5.4
6.5.4.1

6.5.4.2

6.5.4.3
6.5.4.4

6.5.4.5

7. UenTtpudyrnpyite npobupky npm 16 000 x g B TedeHue 10 MUH.
8. Ypanute HaAoCafo4HYK XWAKOCTb, OCTaBuB B MNpobupke npuMepHo 100 mkn

(ocapok + xuakas ppakuyms).

Cnoco6 N¢ 2

1. B koHTeilHep c o6bpa3uyom gobaBbTe MYKOAM3WMH B cooTHoweHun 5:1 (5 vacrten
MYKOSIM3MHA K OAHOMW 4aCTW MOKpPOTbl), OPUEHTUPYACb MO rpagyvpoBKe
KOHTenHepa.

2. 3aKponTe KPpbIWKY KOHTEMHepa, BCTPSAXHUTE COAEepXMMOe WU WUHKYbupylte
20-30 MMH nNpuM KOMHaATHOW TeMmnepaTtype, Kaxable 2-3 MUH BCTpSXuBas
KOHTENHep.

Moua

MNepeHecuTe 1,0 MA MOYM B NIACTUKOBYHO NMpobupky obvémom 1,5 mn.

UeHTpudyrmpyinte npobupky npu 16 000 x g B TedeHne 10 MuH.

Haunbonee nonHo yganute Hago0CaLO4YHYIO XUAKOCTb.

[obasbTe kK ocagky 1,0 Mn ¢pM3NMONOrM4YeCcKoro pactesopa CTEPUIIbHOIO.

UeHTpudyrmnpynte npobupky npu 16 000 x g B TeyeHne 10 MuH.

Yaanute HaAoOCaAO4YHYH >XWAKOCTb, OCTaBuB B npobupke npumepHo 50 Mkn

(ocapok + »xunakasa dpakums).

Ma3kun\cockobbl U3 AblIXaTeNbHbIX NYTEN, XenyAo4YHO-KULIEYHOrO U YpPOreHUTanbLHOro

TpaKTa, acnuparbl, 3KccyAaTbl, 6akTepuanbHble KyJbTYpPbl C XWUAKUX U MIIOTHbIX Cpen

LleHTpndyrnpynte npobupky npm 16 000 x g B TeyeHne 10 MUH.
Ypanute HaAoCaAO4YHYK >KMAKOCTb, OCTaBMB B npobupke npumepHo 50 Mkn
(ocapok + xugkasa dpakums) nNpuM  UCMOSb30BAaHMWM  KOMIMEKTOB  peareHToB
MPOBA-I'C, MPOBA-TC-TUTIOC wnn 100 mkn  (ocagok + xuakasa dpakums) npum
ncnonb3oBaHun komnnekTos peareHToB NPOBA-HK, MPOBA-HK-IMJTKOC n NMPOBA-MY-
PANNA.

Qekanun
MepeHecute ~250 Mr (MKn) dekanun B OAHOPA30BYK MAACTUKOBYK MNpPobmMpKy
o6bémom 1,5 mn c 1,0 Mmn pmn3nonornyeckoro pacteopa CTepUIbHOrO.
BcTpaxHuTe npobupky Ha BopTekce B TedeHne 5-10 c.
LeHTpudyrmnpynTte npobupky npu 900 X g B TeueHne 2-3 MUH.
MNepeHecute 800-1000 MKN HaAOCAAOYHOM >KUMAKOCTM B HOBYIO OAHOPA30OBYIO
N1acTMKoByd Npobupky ob6vémom 1,5 mn, ueHTpudyrmpyihte npu 16 000 xg B
TeyeHne 10 MUH.
Yaanute HaZoCafaouHY0 XUAKOCTb, OCTaBMB B Npobupke npumepHo 100 mkn (ocaaok

+ xunakasa dpakuyms).

JanbHenwas o6pa60TKa YKa3aHHbIX BbllWlE BWUAOB 6rnonornyeckoro MaTtepwuana

OCYLECTBNAETCA COIMNMaCHO MUHCTPYKUMAM K UCNOJIb3yEMbIM  KOMMJIEKTAM peareHToB AOn4d

BblgeneHns QHK.
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7 NMPOBEAEHUE AHAJTU3A

7.1 Boigenenmne AHK 13 6mMonormyeckoro matepuana

Bbigenenvne AHK npoBoAAT B COOTBETCTBUM C MHCTPYKLMEN K UCMONb3YEMOMY KOMMNIEKTY
peareHTOB. PekoMeHAyeMble KOMMAeKTbl Ang BbliaeneHus OHK n3 6uonorndeckoro matepmana:
MPOBA-HK, MPOBA-I'C, MPOBA-HK-MJIIOC, MPOBA-IC-MJIOC, MPOBA-MY-PAMNA.

BHUMAHME! OgHoBpeMeHHO ¢ BbiaenenneMm AHK n3 bunonornuyeckoro Mmatepunana Heobxoanmo
noAroTOBMUTb OTpUUATENbHbIM KOHTPOSbHbIM obpaselu M NpoBecTM ero 4yepes BCe ITanbl
npobonoarotoBkn. B KauecTBe OTpuUATENbHOrO KOHTPOJSIbHOro obpasua pekoMeHAyeTcs
ncnonab3oBaTb (GU3MOMOINMYECKMn pacTBOp WM  OTpMUATENbHbIA  KOHTPOJbHbIA 0b6pasel,
BXOASALWMA B COCTaB KOMMAEeKTa peareHToB ans BbigenenHmsa OHK, B o6béMe, yKka3zaHHOM B

MHCTPYKLUMN K KOMMJIEKTY peareHToB.

7.2 MoarotoBka u nposegeHune MLP

7.2.1 Habop peareHTtoB bakPe3ncrta GLA: npoMapkupyiTe no 0gHOMY CTPUMy CO CMeCcsaMu Ans
amnandukaummn, 3anedyataHHbiMM napaduMHOM, ANs Kaxaoro wuccneayemoro obpasua,
OAMH AN MOJIOXKXNTENbHOIO0 KOHTPOSIbHOrO obpasua (K+) n oauH Ans oTpuuaTesibHOro
KOHTponbHOro obpasua (K-).

Mpumep: Heobxoaumo npoaHanuamMpoBaTb JABa obpasua. [Ona 3T0oro  Heobxoammo

NpoOMapKMpoBaTb 4YeTblpe CTpuna: ABa 475 uccneayembix obpasuos, oauMH ansd «K+» un oauH

ans «K-» (tabnuua 2).

7.2.2 Habop peareHToB bakPesucrta GLA Van/Mec: npomapkupynte no oOAHOM npobupke
cTpuna (Wi nNo OAHON OTAeNbHOWM nNpobupke) CO CMecbk Ansa amnamdukauum,
3aneyaTaHHon napaduHOM, ANns  Kaxaoro wuccneayemoro obpasua, oaHy AN
MOSIOXUTENBbHOIrO0 KOHTposibHOro obpasua (K+), u oaHy A4ns oTpuuaTenbHOro
KOHTposibHOro obpa3sua (K-).

Mpumep: HeobxoauMo npoaHanuM3vpoBaTb ABa obpasua. [Ona 3T1oro Heobxoammo

NpoOMapKMpoBaTb YETbIpe NPObUPKU: ABE ANS uccrneayembix obpasuos, oaHy ans «K+» mn ogHy

anga «K-=» (tabnuua 2).

Tabnuya 2 - lNpuMep MapKUPOBKK CTPUMOB unn npobupok ans npoeenenus MLUP

O6pa3subl BakPe3sucra GLA BakPe3ucra GLA Van/Mec
O6pazey 1 Crpun 1 Mpobupka 1
O6pazey 2 Crpun 2 Mpobupka 2
K- Crtpun 3 Mpobupka 3
K+ Ctpun 4 Mpobupka 4

7.2.3 BcTpsaxHuTe npobupky C pactBopoM Tag-nonuMepasbl B TedyeHne 3-5c Ha
MUKpOLEeHTpudyre-sopTekce " ueHTpudyrnpymnTte B  Te4yeHue 1-3c Ha
MUKpOLEeHTpudyre-sopTekce.

7.2.4 [obaBbTe BO BCe NMpoMapKupoBaHHble NpobupKK, HE noBpexaas cnon napadwHa, no

10 mkn pacTteBopa Tag-noavMepasbi.
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7.2.5 [dobaBbTe B Kaxayt npobupkKy no OAHOM Kanne MuHepanbHoro macna (okono 20 mkn).
3akpoinTte Nnpobupku/cTpunsbi.

7.2.6  BcTpsAxHuTe npobupku ¢ npenapatoM OHK, NoOnoOXWTeNbHbIM KOHTPO/bHbIM 06pa3LOoM
(K+) un oTpuuatenbHbiM KOHTPOAbHbIM ob6pa3suom (K-) B TeueHne 3-5c Ha
MUKpOLEeHTpudyre-sopTekce n LeHTpudyrmpymnte B  TeuyeHue 1-3 ¢ Ha

MUKPOLIEHTPUGYre-BopTEKCE.

BHUMAHME!

1. Mpwn ncnonbsosaHnn ans eolaenedna AHK komnnektos peareHToB NPOBA-I'C n MPOBA-IC-MJHOC
Heo6xoaMMO nocne BCTpSAXMBaHUS LieHTpudyrmnposaTb Npobupkm ¢ npenapatom AHK npu 16 000 x g
B TeYyeHue OAHON MUHYTbl ANns ocaxaeHusa copbeHta. B cnyyae ecnm nocne BblAeneHUs
HajocaAou4YHas XUAKOCTb, coaepxalias soigeneHHyto JHK, 6bina nepeHeceHa B HoBble Npobupku,
LeHTpudyrmpoBaHme Npom3BoanTCa B TedyeHne 3-5 ¢ Ha MUKpoLeHTpudyre-sopTekce.

2. Mpn wucnonb3oBaHmn ansa BblgeneHna [OHK Habopa peareHtos [MPOBA-MY-PAMNA
Heo6xoAMMO nocne BCTPAXMBaHMSA MoMecTuTb nNpobupkm ¢ npenapatoM AHK B MarHUTHbIN
wTaTmMe. B cny4dae ecnun nocne BblAeNeHUs HAf0CaA0uHas XUAKOCTb, CoAepKallas BblAeNEHHYIO
OHK, 6blna nepeHeceHa B HOBble MPOOUPKK, LEHTPUdYrMpoBaHMe MPOU3BOAUTCS B TeuyeHue

3-5 ¢ Ha MuKpoueHTpudyre-sopTeKce.

BHUMAHME! [1na npeaoTBpalleHna KOHTaMUHauuu cneayet nepej sHeceHmeM [AHK oTKpbiBaTh
KPbILWKY TOJIBKO TOro cTpuna (Mamn TonbKo TOW Npobupkun), B KOTOPbIA 6yaeT BHOCUTLCSA AaHHbIM
obpaseu, n 3akpbiBaTb €& nepes BHeceHuMeM cnepytoulero. MNpenapatbl AHK 1 KOHTpONbHbIE

O6pa3Ll.b| cneayeTtr BHOCUTb HAKOHEYHUKAMU C CbMJ'IprOM.

7.2.7 BHecuTe B COOTBETCTBYIOLIME MNPOMapKMpoBaHHble MNPobupKK, He mnoBpexaas Cnou
napaduHa, 5,0 mkn BblgeneHHoro m3 obpasua npenapata AHK. B npobupkn «K+» un
«K-» npenapat AHK He BHOCKTCA.

7.2.8 BHecute B npobupky (cTpun), npoMapkmpoBaHHyt «K-», He noBpexaas Cnon
napacdwuHa, 5,0 MK oOTpuUaTeNbHOro KOHTPOAbHOro obpasua, npoweawero 3Tan
Bblaenenms AHK (cm. 7.1).

7.2.9 BHecuTe B npobupky (cTpumn), npoMapkmpoBaHHyl «K+», He noBpexpagas crnon
napaduHa, 5,0 MK NOAOXKNTENBbHOIro KOHTpoabHOro obpasua.

7.2.10 UeHTpudyrmpyinte npobupku (Ctpunsl) B TeueHne 1-3 ¢ Ha MUKpoueHTpudyre-sopTekce.

7.2.11 YcraHoBuTe Bce npobupku (cTpunbl) B 610K geTekTupytowero amnandukartopa.

7.2.12 3anyctute nporpaMMHoe obecnedeHune RealTime_PCR B pexume «Pabota c npubopom».
3arpy3ute dannbl «BacResista.V1.ini» (gnsa BapwaHTa ucnonHeHusa bakPesmcta GLA)
wnn «GLA VanMec.ini» (ans BapumaHTa ucnonHeHus bakPesncta GLA Van/Mec).
JobaBbTe B NpPOTOKON  COOTBETCTBYHOLIME TeCTbl, YKaXuTe KOJIMYECTBO W
naeHTudukaTopol 06pasuLoOB, OTMETbTE pacnofoxeHue npobupok Ha MaTpuue
TepMob6n0Ka B COOTBETCTBUM C MX YCTAHOBKOM (cM. 7.2.11) u nposegute TMUP. Mpwn
BblI6OpE 3TUX TECTOB B OKHE «3anyCcK NporpamMmmbl aMmandurkKaummn» omkHa oTobpaxaTtbes

nporpamma, npuBeaéHHas B Tabnuue 3.
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Tabnuuya 3 -

) AHK-TEXHONOrusa

MporpaMMa aMnandukaumm ans  AeTEeKTUPYOWMX aMiandukaTopos

«ATnpanm», «ATnant» n «AT-96»

o
6 Ne Temnepatypa, °C MUH - Yucno Pexxum OrITMl-IevCKMX Tun 6noka
JIOKa LIMKJIOB U3MepeHum

80 0 30

1 1 Lnkn
94 1 30
94 0 30

2 5 Uunkn
64 0 15 4
94 0 10

3 45 Lunkn
64 0 15 4

4 94 0 5 1 Lwnkn

5 10! XpaHeHue XpaHeHue

Tectbl (ini dannbl) gnsa npubopos «ATnpanm», «ATnant» n «4T-96» npenocTaBNsOTCA

npoussoanTenemM Habopa peareHToB.

8 PEFTMCTPALUMA PE3YJIbTATOB AMITJIUOUKALINN

8.1 Perncrpaumnsa curHana dpayopecueHunm NpoBoanTCa NpubopoM aBTOMaTUYECKM BO BpPeEMS
amnandmkaumn.

8.2 [eTtekumsa n yuyéT pe3ynbTaTOB OCYLIECTBASIOTCA AETEKTUPYHOLWMM aMnnmduKaTopoM
aBTOMaTU4YECKMU.

8.3 Mocne OKOHYaHUS MporpaMMbl aMMIN@UKALNUM Ha SKpaHe MOSBUTCS COOTBETCTBYHOLLEE

MHdpopMaunoHHoe coobuweHne n O6yneT nNpeanoXeHo MepenTu K aHanusy pe3yabTaTos.
Ha rpadwuke 6ypetr oTobpaxeHa 3aBMCUMOCTb (JyopecueHUnMM OT HOoMepa UMKIa Mo BCeM

MCMNOSIb3YEMbIM KaHanam Ans Kaxaon npobupkun B Tepmobnoke.

8.3.1 bBakPe3ucra GLA:
B Ttabnuue cnpaBa 6yaetr nokasaH maeHTudukatop obpasua, UHAMKATOPHbIE LUWKIbI
(Cp), norapmndmsbl koHUeHTpauun (Lg) ansa cneunduveckmx npoayKToB U UHAUKATOPHbIE
umknbl (Cp) ana BK.

8.3.2 bBakPe3ucra GLA Van/Mec:
B Tabnuue cnpaa 6yaeTt nokasaH naeHTudunkatop obpasua, nHamkatopHblie umkbl (Cp)
ans cneunduyeckmnx npoaykTtos un BK.
Mo pe3ynbTaTaM aHanusa MOXHO cpOpMMpOBaTb M pacrnedyaTaTb OTYET.

8.4 B BapuaHTe mncnonHeHmna bakPesncta GLA nocre OKOHYaHMSA NporpamMMbl NMporpamMMHoe

obecneyeHune NpoBOANT CpaBHEHME 3a4aHHOIr0 ONepaTopoM PacrosioXKEHUS CTPUMOB C peasibHbIM
NnosioXXeHneM Mapkepa Rox, 1, ecnm HaxoauT HecoBnaaeHue (Npu HeNpaBUIbLHOM PacmofiOXeHUN
CTpuMoB), TO NpeaynpexaaeT 06 3ToM onepaTopa.

B 3ToM cnyyae Heo6xoAMMO MPOBEPUTHL PAcMoioXEHUN CTPUNOB B TepMobioke (NepBas

npobupka oTMeyeHa ronybbiM 6ycdepom) 1 ckoppekTMpoBaTb NAeHTUMDNKATOPbl NPOBUPOK B MPOTOKONE.

1 - ponyckaeTcs XxpaHeHue npu TemnepaType 25 °C
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9

9.1

YYET PE3Y/IbTATOB MLP

YUéT n pernctpauuns pesynbTaTtoB peakunn OCyLLeCcTBNAITCA aBTOMAaTUUYECKM C MOMOLLbIO

nporpaMmMHoOro O6eCI'Iel-IeHM9|, NnocCTaB/A€EMOro C AETEKTUPYHOLWLNM aMI'IJ'Il/ICbMKaTOpOM.

9.2

Mocne 3aBepweHuns MNLUP nporpamma otobpaxaeT B Tabnuue B rpade «Pesynbrar»: «+»

unn «—». B 3TOM c/y4yae BblAAeTCd 3aKoveHue no pesynbTaTtaM UccrienoBaHus.

9.3
9.3.1

9.3.2

9.3.3

9.3.4

9.3.5

YUET 1 MHTepnpeTauus pe3ynbLTaTtoB peakuuu A5 BapuaHTa ucnonHeHns bakPesucra GLA
Mocne npoxoxaeHus amnandukauMm Mo nokasaTensM WHAWMKATOPHOro uuknia
(noporosbix uukaoB, Cp) nporpaMMHbIM obecrnevyeHMeM aBTOMATUYECKW MNPOBOAWUTCS
pacyéTt norapudMOB KOHLUEHTpaLMW, KOTOpble YKa3blBAlOTCA B CTPOKE C Ha3BaHWEM
COOTBETCTBYHOLWEro reHa pe3ncreHTHoctu u OBM. CpaBHuBas 3HauyeHus norapudmMos,
BO3MOXHO MPOBECTU MOJYKOSIMYECTBEHHYIO OLLEHKY:
— AONN pPEe3NCTEHTHbIX MUKPOOPraHmMaMoB OT obuwero konmnyectBa 6akTepunanbHOWN
Macchbl;
— COOTHOLIEHNSI FeHOB PEe3NUCTEHTHOCTU ApYr C APYroM.
3HayeHusa norapudpma ™MeHee 3,0 He BbicumTbiBalOTCs, HO Cp ana 3Tmx npob
oTob6parkatoTcs. DTO MHTEPNPETUPYETCH KaK OTpULLATENbHbIN pe3y/ibTaT, Mpy 3TOM B OKHe
«AHanNn3 oNTUYECKMX U3MEpPEeHUN» pe3yibTaT YKa3bIBaeTCHa Kak «—», a B 6naHKke oTBeTa —
«He 06Hapy>XeHOo».
Ecnn 3HaveHue norapudpma OBM 6Gonbwe 7,0, To ana npoBefeHus 6onee TOYHOM
NOYKONIMYECTBEHHOW OLEeHKN pekoMeHayeTcs pa3secTtu npenapaTt AHK B 10-100 pa3 un
NpoOBECTN NOBTOPHYO aMnandukaumio.
Ecnn 3HaueHme norapmdma OBM He ykasaHO, a 3HaudyeHus norapudMOB AN FEHOB
pPe3MCTEHTHOCTU YyKa3laHbl, TO NpoBeAeHNE MOYKOINYECTBEHHOMW OUEHKWU pe3yibTaToB
NccneaoBaHUs CUYMTAETCA HEKOPPEKTHbIM, HO pe3yfbTaTbl MOryT YUYWUTbIBaTbCA Kak
KayecTBeHHble. [103TOMY 3TO WHTEpPNpeTUpyeTCs KakK MONOXUTENbHbIN pe3ynbTarT,
npu 3TOM B OKHe «AHann3 ONTUYECKUX U3MEPEHUN» pe3ysnbTaT yKa3blBaeTCsa KaK «+»,
a B 6naHke oTBeTa - «0Ob6Hapy»XeHO». DTO MoxeT OblTb CBS3aHO C HapyleHWsMu B
TexHonormm amnaudukauum, B 3TOM CiAy4vyae Ans  BO3MOXHOCTM MNpoBeAeHus
NONYKOSIMYECTBEHHON oueHKKM TpebyeTcs noBTopHOe nposedeHue TMUP ¢ umerowmmcs
npenapatom JHK.
3HayveHMe Lg, ykasbiBaeMoe MNpu BbISBNEHUM TE€HOB PE3UCTEHTHOCTU AO/HKHO 6biTb
MeHbLlue, YyeM 3Ha4veHne Lg ObM+0,5. Ecnu 3TO ycnoBue He BbINOHAETCH, TO pe3ynbTaT
nccnefoBaHUs CUYMTAETCs HEeKOpPPEeKTHbIM, HO pe3ynbTaTbl MOryT Y4YUTbIBaTbCA Kak
KayecTBeHHble. [103TOMYy 3TO WHTEpnpeTUPYETCS KaK MOSIOXUTENbHbIA pe3ynbTarT,
Npuv 3TOM B OKHE «AHaNM3 ONTUYECKUX U3MEpPEeHUI» pe3ysnbTaT YKa3blBaeTCHd KaK «+>»,
a B bnaHke oTBeTa - «OOHapy»XeHO». DTO MOXeT ObiTb CBA3aHO C HapyLlleHUAMU B
TexHonorum amnandukauum, B ITOM CAy4dyae ANs  BO3MOXHOCTM  MpoOBeAeHus
NOMYKOSIMYECTBEHHON oueHKKM TpebyeTcsa noBTopHOe npoBeaeHue MUP ¢ umerowmmcs

npenapatom AHK.
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9.3.6

9.3.7

Onsa obpasuos, AN KOTOPbIX MNONYy4YeHbl OTPULUATE/NbHbIE pe3ysibTaTbl MO TPEM KaHanam
petekumn (ncknodas npobupky N° 3) B rpade «PesynbtaT» 6yaeT yKasaHO <«HA»
(HepocTOBeEpHbIN pe3ynbTaT). B aToM cnydae Tpebyetcsa nosBTopHoe nposeaeHme MLUP ¢
nMewwmnmcs npenapatom AHK, nnbo nosTopHoe BbiaeneHne AHK mn nocrtaHosBka MLP,
nmbo NoBTOPHOE B3ATUE BMONOrMYecKoro Matepmana (BbIMONHAETCS NMOCNeA0BaTENbHO).
Ona oTpuuaTenbHOro M MNOSIOXUTENbHOrO KOHTPOJIbHbIX 06pa3uoB  AO0MKHbI  ObiThb

NnoJlyyYeHbl pe3ynbTaThl, NpuUBeAeHHble B Tabnuue 4.

Tabnuuya 4 - Pe3ynbTaTbl uccnefoBaHMs oTpULUATENLHOMO U MNOMOXUTENBHOMO KOHTPOJIbHbLIX

obpas3uos gnsa BapuaHTa ncnonHeHuns bakPesucrta GLA

KaHan petekuum MHTepnperaums
PesynbTaTt e3ynbLTaTa
Fam Hex Rox Cy5 pesy
MonoXXmnTenbHbIM KOHTPONbHLIA 06pasel,
PesynbTaTr
3HaueHue Cp ¥ .
NONOXNTENbHbIN
3HauveHue Cp ykKasaHo 3HauyeHune yKasaHo
- + Pe3synbTaThl
(ansa scex npobupok) He yuyuTbIBaeTCH (ans npobupok
NOCTaHOBKM
N92-8)
BaNMAHbI
OTpuuaTenbHbI KOHTPOJIbHBLIN 06pa3el
3HaueHune L PesynbTaTr
9 3Ha4veHue Cp ykasaHo 3HauyeHune Lg He Y .
He yKasaHo oTpuuaTenbHbIN
(ans Bcex nNpobupok, yKasaHo
(ans Bcex npobupok, - - PesynbTaThl
KpoMme npobupku N°3 - (ansa scex
Kpome OBM: MOCTaHOBKM
6e3 BK) npo6upok)
ponyckaetcs Lg<3,5) BaMAHbI
9.3.8 MpUHUMNBI MHTEpNpeTauun pesynbTaTOB WCCIeaoBaHUs npuBedeHbl B Tabnuue A.l

9.4

9.4.1

9.4.2

npunoxeHunsa A.

Y4éT wn wuHTepnpeTauusa pe3ynbTaToB peakumm AN BapuaHTa  MCNOJHEHUS
BbakPe3ucra GLA Van/Mec

Onsa obpasuos, AN KOTOPbIX NONYy4YeHbl OTpUUATEsNbHbIE pe3y/ibTaTbl MO TPEM KaHasnam
aetekuun, B rpade «Pesynbtat» 6yaer ykasaHo «HA» (HeOAOCTOBEPHbIA pe3ynbTar).
B 3ToM cnyyae Tpebyetcs noBTOpHOe npoBeaeHue MLUP c nmetrowmnmcsa npenapatom JHK,
nmbo noeBTopHoe BbigeneHne OHK u nocraHoBka [MUP, nnbo noBTOopHOE B3ATUE
6uonormnyeckoro Matepuana (BbINOJIHAETCA NOCNEA0BATENBbHO).

Ona oTpuuaTenbHOro M MNOSIOXUTENbHOrO KOHTPOJIbHbIX 06pa3uoB  AO0MKHbI  6biThb

NnoslyyYeHbl pe3ynbTaTbl, NpuBeaeHHble B Tabnuue 5.
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Tabnuya 5 - Pe3ynbTaTbl nccnenoBaHMa OTpULLATENBHOMO M NOMIOXKUTENBbHOMO KOHTPOJIbHbIX

obpas3uoB ansa BapuaHTa ncnonHeHmnst bakPesncrta GLA Van/Mec

KaHan gerekummn

PesynbraTr UHTepnpeTtauusa pesynbraTta
Fam Hex Cy5

MonoXnTenbHbIM KOHTPONbHbLIA 0bpasel,

3HauveHune Cp 3Ha4yeHue 3HadeHue Cp + Pe3ynbTaT NoOOXUTENbHbIN
yKasaHo He y4nTbiBaeTcs yKasaHo Pe3ynbTaTbl NOCTAHOBKW BanngHbl

OTpuuaTenbHbI KOHTPOJIbHBLIN 06pasel

3HaueHune Cp 3HaueHune Cp 3HaueHune Cp PesynbTat oTpuuaTenbHbIN
He yKa3aHo yKa3aHo He yKa3aHo Pe3ynbTaTbl MOCTAHOBKU BannAHbI

9.4.3 [puWHUMNbI MHTEpPNpPETaLUuM pe3ysbTaToB WUCCNeAoBaHUs MpuBeaeHbl B Tabnuue A.2

npunoxeHunsa A.

9.5 Mpn nonyvyeHMn AnNa  OTPULATENIBHOrO KOHTpOJIbHOrO obpasua pe3ynbTaTos,
OT/IMYAKOLWMNXCA OT yKasaHHbiX B Tabnuue 4 (ans BapumaHTa mucnonHeHuss bakPesucra GLA) un
Tabnuue 5 (ana BapuaHTa wucnosHeHuss bakPe3ncrta GLA Van/Mec) pe3ynbTatbl BCen
MOCTAHOBOYHOM Cepun CUYMUTAlOT HeAOoCTOBEpPHbIMM. B 3TOM cnydae Heobxoammo nposepeHue

creumvanbHbiX MEPONPUSATUIA ANA YCTPAHEHUS BO3MOXHOW KOHTaMMHaLMWW.

9.6 Mpn nonyyeHMun A9 NONOXUTENBHOr0 KOHTPO/AbHOro obpasua pes3ynbTaTos,
OT/INYaLWMXCA OT YKasaHHbIX B Tabnuue 4 (ana BapuaHTa ucnonHeHums bakPesncta GLA) un
Tabnuue 5 (ans BapuwaHTa wucnonHeHus bakPe3ncta GLA Van/Mec), Tpebyetcs noBTopHas

nocTtaHoBka amnandukaumm Bcer naptmm obpasLos.

BHUMAHME! OTtpuuaTtenbHbii pe3ynbTaT, MNOJyYeHHbI NpU UCCNefOoBaHWU, He UCK/YaeT
BO3MOXHOCTW Hannuusa y 6akTepuin Apyroro MexaHu3Ma pe3nCTeHTHOCTU K MMKOMENTUAHbIM U

6eTa-nakTaMHbIM aHTUBMOTMKaM?,

1 - World Health Organization. Global priority list of antibiotic-resistant bacteria to guide research,
discovery, and development of new antibiotics. 2017. Available at:
http://www.who.int/medicines/publications/WHO-PPL-Short_Summary_25Feb-ET_NM_WHO.pdf. Accessed
1 February 2019

26



BbakPe3ncra | MHCTpyKkumsa no npumeHeHuto | 501-2 ot 22 anpens 2024 ropa 4 HHK'TEXHUHUWI"

10

10.1
10.1.1

10.1.2

10.2
10.2.1

10.2.2

10.2.3

10.3
10.3.1

10.3.2

10.3.3

10.3.4

TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCNMJZIYATALNA

TpaHcnopTupoBaHMe

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

Habopbl peareHTOB, TpPaHCNOPTUPOBAHHbIE C HapyLleHWeM TeMnepaTypHOro pexuma,

NMPUMEHEHUNIO HE NMoANEXaT.

XpaHeHue

Habop peareHTOB creayeT XpaHUTb B XONOAUNbHUKE UAU XONIOAUNBHON Kamepe npu

Temnepatype ot 2 °C ao 8 °C B Te4eHMe BCEro CpoKa roaHOCTU Habopa peareHTOB.

Cmvecn pana  amnaudukaumu, 3anedaTaHHble napaduHOM, Cneayetr XpaHuTb B
XONoAUNbHUKE WM XONOAWUNbLHOW Kamepe npu Temniepatype ot 2°C no 8°C B
3aWMLLEHHOM OT CBETa MecTe B TeyeHne BCero Cpoka rogHoctm Habopa peareHToB.

Habopbl peareHTOB, XpaHMBLUMECS C HaApPYLIEHWEM pernaMeHTUPOBAHHOIO pexmma,

npuMeHeHNo He noaneXxart.

YKasaHusl no aKcnyatauum

Habop peareHTOB A0/IXEH MPUMEHSATLCS COrMacHO AENCTBYIOLWEN BEPCUN YTBEPKAEHHOWM

WHCTPYKLMKN NO NPUMEHEHMUIO.

Onsa nonyyeHus [OCTOBEPHbLIX pe3ynbTaToB HeobxoauMMO CTporoe cobntogeHune

WHCTPYKLMKN NO NPUMEHEHUIO Habopa peareHToB.

MNMocne BCKPbITUS YMNAKOBKM KOMMOHEHTbl Habopa peareHToB crieayeT XpaHuTb npwu

CcnefywLwmx ycnoBmax:

— KOMMOHEHTbl Habopa peareHToB cneayeT XpaHuTb B X0N04UNbHUKE NMNKU XO104UIBHON
Kamepe npu Temnepatype oT 2 °C go 8 °C B TedeHmMe BCero cpoka rogHocTn Habopa
peareHToB;

- cMecn ans  aMnamdukauum, 3anedaTtaHHble napaduHOM, CcneayeT XpaHuTb B
XONOAUNBHUKE WMN XONOAWSIbHOM Kamepe npu Temnepatype oT 2°C go 8 °C B
3alMWEHHOM OT CBeTa MecCTe B TeYeHUe BCero cpoka rogHocTu Habopa peareHTOB.

Ha60pb| peareHTos C UCTEKWLNM CPOKOM rogHoCTn npnMEHEHUIO HE NoAasiexXxar.
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11 YKA3AHUA NO YTUWIN3ALNN

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

COOTBETCTBMU C TpeboBaHuamm CaHlnH 2.1.7.2790-10.

11.2 Habopbl peareHToB, Npuwealine B HENPUrog4HOCTb, B TOM YMUC/e, B CBA3N C UCTEYEHNEM
CpoKa roiHOCT1, N HEUCMNOJIb30BaHHbIE peakKTUBbl, OTHOCATCSA K Kiaccy b n nognexart ytuamnsaumm
B cooTBeTCTBUM C TpeboBaHusmm CaHlmH 2.1.7.2790-10 n MY 1.3.2569-09.

11.3 YnakoBka Habopa peareHToB (KOpOob6KW, Trpunnepbl) Mocjie WCNOoSb30BaHUA MO

Ha3HaYeHMIO, OTHOCUTCA K OTXoA4aM Kracca A U yTUIn3unpyeTcs ¢ 6bITOBbIMM OTXOAAMM.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeonpuaTne-mn3rotToBmTeNb rapaHTupyert COOTBETCTBME Habopa peareHToB
TpeboBaHMAM TEXHUYECKNX YCAOBUIA NpU cobtogeHnn yCNoBUIA TPAaHCNOPTUPOBAHUS, XpaHEHUS

M aKCcnayatTaunn, yCtaHOBJIEHHbIX TEXHUYECKNUMU YCNTOBUAMN.

12.2 Cpok rogHoctu Habopa peareHToB - 12 MecsueB npu cobnogeHnm BCeX YCNOBUMN

TPAHCMOPTUPOBAHUS, XPAaHEHUS M 3KCMyaTauum.

13 PEMOHT N TEXHNYECKOE OBCJ1Y>)KXUBAHME

Habop peareHToB npefiHa3HauyeH AN O4HOPAa30BOr0 WCMOJSIb30BaHUS U HEe MNOANEXUT

TEXHUYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.

14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeaunuunHckoe M3agnwg EE] ObpaTuTech K MHCTPYKLMK
ONs ANarHOCTMKM in vitro No NMPUMEHEHUIO
/ﬂ/ TeMnepaTypHbIli Anana3oH KaTanoxHbln Homep
W Konunuecrtso TectoB d Anpec n3rotoBuTens
2 | romenao | e mancieene
Cepus Habopa peareHToB mﬂ [laTta n3rotoBneHms
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT 2.105-95 O6wue TpeboBaHMSA K TEKCTOBbIM AOKYMEHTaM.

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

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

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

FOCT P 51352-2013 MeanumHckme nsgenus aasa AUMarHoCTUKM MH BUTPO. MeToabl UCMbITAHUNA.
FOCT P 53022.3-2008 TpeboBaHusA K KadecCcTBY K/AMHMYECKMX flabopaTopHbIX MCCienoBaHumn,
Y.3. NMpaBnna OUEeHKN KNNHNYECKon MHMOPMaAaTUBHOCTM NabopaTopHbIX TECTOB.

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

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

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

FOCT P NCO 15223-1-2014 U3penus MeANLMHCKUE. CumBOnNbI, npuMeHsaeMble npuv
MapKUpPOBaHUM Ha MEAULMHCKUX U3LENUSAX, STUKETKax U B CONpPOBOANTENbHOMN AOKYMEHTauuu.
Y.1. OcHoBHble TpeboBaHwus.

FOCT P 52905-2007 (NCO 15190:2003) NabopaTtopun MeAULMHCKMeE. TpeboBaHus

6e30macHoCTu.

MpuMmMmeyaHuMe - YKasaHHble Bbllle CTaHAApTbl 6blMM AENCTBYHOLWMMU Ha MOMEHT YTBEPXAEHUS
WMHCTPYKLMM NO MNPUMEHEHUIO. B AanbHeleM, npy Nofib30BaHUN [OKYMEHTOM, Liefiecoo6pasHo NpoBepuTb
[leNCTBME CCbINOYHbIX HOPMATMUBHbIX AOKYMEHTOB Ha TEKYLLMUIA MOMEHT. EC/IM CCbITIOUHbI AOKYMEHT 3aMeHEH
MAN U3MEHEH, TO Mpu MNPUMEHEHMM HACTOSALLEro [AOKYMEHTA CheAyeT MoMb30BaThCA 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpousBoacTeo HabopoB peareHTOB MMeEET CePTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTA
KayecTBa W COOTBETCTBYET TpeboBaHMSAM CTaHAapTa CUCTEM MeHeaKMeHTa kadyecTtea ISO 9001 B
obnactn paspabotku, nponssoacTBa M nNpoaaxu IVD peareHToB 1 npnbopoB Ana MoseKynsipHo-
reHeTU4YeCcKom AMarHoCTUKn, n apyroro nabopaTtopHoro npuMeHeHus, n EN ISO 13485 B obnactu
pa3paboTku, npoussoacTBa M npogaxu IVD peareHToB M npubopoB ANnsa MeaMLMHCKOM

MOﬂeKynﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpoussoauTenb: O6WeECTBO C OrpaHNYEeHHON OTBETCTBEHHOCTbLIO «[HK-TexHonornsa TC»;
000 «OHK-TexHonorua TC», Poccus.

Appec npoussoautens: 000 «AHK-TexHonorua TC», Poccusa, 117246, r. Mocksa,
HayuHbin npoe3a, 4. 20, cTp. 4.

MecTto npoussoacrea: OO0 «[HK-TexHonornsa TC», Poccua, 117246, r. Mocksa,
HayuHbin npoe3a, 4. 20, cTp.4.

Peknamaummn no Bornpocam kadvectBa Habopa peareHTtoB (bakPesucrta GLA, bakPe3ucra
GLA Van/Mec) cnenyeT HanpaensaTb No agpecy:
000 «[OHK-TexHonorus», 117587, Poccusi, r. MockBa, BH. Tep. . MyHUUMUMaNbHbIA OKpYyr
YeptaHoBo CeBepHoe, W. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12,
Ten./dakc +7 (495) 640-17-71,

www.dna-technology.ru

Cnyxb6a KITMEHTCKON NOAAEPKKMN:
8-800-200-75-15 (ans Poccuun, 3BOHOK 6ecnnaTHbIi),
+7 (495) 640-16-93 (ansa crtpaH CHI 1 3apyb6exbs, 3BOHOK MAaTHbIN).

E-mail: hotline@dna-technology.ru

Homep 501-2
2024-04-22
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Mpuno>xeHune A (cnpaBo4yHoOE)
MpuHLUMNBbI MHTEpNpPEeTaLnn pe3y/ibTaTOB NccnefoBaHus
YyeT, peructpaumss UM MNEepBUYHbIN pacyeT norapudmMoB KoHueHTpauunm [OHK
BO3byauTenem npoBoAsSATCS MNporpaMMHbiM  obecnedyeHnemM aBTOMaTU4YeCcKn. B  aaHHOM
MPUNIOXEHUN N3NOXEHBI 06LWLME NPUHLUMIMBI MHTEPNpPETaUMn pe3yabTaToB.
Tabnuuya A.1 - bakPesucra GLA
Bbi6paHHbI nyopodop
Fam Hex Rox Cy5 Pesynbtar WnTepnperauns
pesynbrarta
AHanusnpyemble obpasubl
3HayeHue Ig 3HauyeHme Ig OBHapyXeHbI FeHbl,
yKasaHo yKasaHo
o 3HaueHune . accouumnpoBaHHble
(ans ogHOM MK - (a4ns oaHoM Mnn +
He yuuTbiBaeTcs C PEe3UCTEHTHOCTbIO
6onee npobupok 6onee npobmpok K BHTUBMOTUKAM
Ne1, 3-8) Ne2-8)
3HaueHue Ig 3Hauerne Cp yKkasaHo 3HauyeHue Ig He obHapyxeHbl
(ansa Tex xe npobupok,
He yKa3aHo He yKa3aHo reHsbl,
" 4YTO U NO KaHany o
(Ans oaHOM MAn Fam, Cy5) - (ans oaHoM nnn - accouMnpoBaHHble
6onee npobumpok MDo6M Kz’a NZ3 . 6es 6onee npobumpok C pPe3MCTEHTHOCTbIO
Ne1, 3-8) pobnp BK i N22-8) K aHTMbnotmkam*
3HauveHue Cp
3HaueHue Cp He yKa3aHo 3HadeHune Cp
He yKasaHo (ansa Tex xe npobupok, He yKasaHo PeaynbTaT
(ans ogHOM Mnn 4YTO U NO KaHany - (a4ns oaHoM Mnn HA N
HeLOoCTOBEPHbIN
6onee npobupok Fam, Cyb5), 6onee npobmpok
N°1-8) npobupka N23 - 6e3 N22-8)
BK
Tabnunuya A.2 - bakPe3ucrta GLA Van/Mec
Bbi6paHHbIi hnyopodop
Fam Hex Cy5 Pe3ynbTaTt MUHTepnpeTauusa pesynbraTta
AHanusunpyemble o6pasLubl
O6Hapy>xeHbl reHbl van A\B,
3HauveHue Cp 3HauyeHune 3HauveHue Cp + accouMnpoBaHHbIe
yKa3aHo He y4YuTbIBaeTCs He yKa3aHo C PE3UCTEHTHOCTLIO K BaHKOMULINHY,
TEWKOMIaHNHY
O6Hapy»xeH reH mec A,
3HaueHue Cp 3HaueHue 3HaueHue Cp + aCCoOUMNPOBAHHbIN
He yKasaHo He y4uTbiBaeTcs yKasaHo C PE3UCTEHTHOCTbIO K METULMININHY,
OKCaUMANHY
O6HapyxeHbl reHbl van A\B, mec A,
MMPOBAHHbI
3HaueHune Cp 3HaueHue 3HayeHue Cp accounvposa €
+ C PE3UCTEHTHOCTbIO K BaHKOMULINHY,
yKasaHo He yuuTbiBaeTcs yKasaHo o
TENKOMMAHUHY, METULIMITINHY,
OKCauUMANHY
He obHapy>xeHbl reHbl,
3HayeHune Cp 3HaueHue Cp 3HaueHune Cp _ accouMnpoBaHHbIe
He yKasaHo yKasaHo He yKasaHo C PEe3UCTEHTHOCTbIO
K aHTubmnotukam*
3HaueHue Cp 3HaueHue Cp 3HaueHue Cp o
HA HenocTtoBepHbI pe3ynbTaT
He yKasaHo He yKasaHo He yKasaHo

* — oTpuuUaTesNbHbIN pe3yfbTaT, NosydYeHHbI NPpU UCCIeA0BaHUN, HE UCKITIOYAET BO3MOXHOCTU Hannuus
y bakTepuii Apyroro MexaHu3Ma pe3ncTeHTHOCTU K MMKONEeNTUAHbIM U 6eTa-nakTaMHbIM aHTM6MOTNKAM
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