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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

WMHCTPYKLMWN UCMOJb3YIOTCS Cneayowmne CoKpaleHns n o603HavYeHuns:

ABI1 - aHTnbaKkTepumanbHble npenapaThbl

BJIPC - 6eTa-nakTamasbl paclUMPEHHOro CneKkTpa
MuP - NnonMMepasHasa uenHasa peakuums

ObEM - obwas 6akTepumanbHas Macca

JIKO - nabopaTopHbIN KOHTPOJIbHbLIN 0bpasel
MRSA - Methicillin Resistant Staphylococcus aureus
MRS - Methicillin Resistant Staphylococcus

VRSA - Vancomycin Resistant Staphylococcus aureus
VRE - Vancomycin Resistant Enterococcus

1B - NHTepdepupytowmne BeLLECTBa

HK - HYK/IeMHOBbIE KNCNOThI

BK - BHYTPEHHMUI KOHTPOJIb

K+ - MOSIOXUTENbHbIA KOHTPONbHbI 06pa3ey

K- - OTpuUATENbHbIA KOHTPOJIbHbIN obpasey

an - AOBEpUTENbHbIA MHTEpBan
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BBEAEHWE
B nocnegHue pecsatunetms B Poccuu, Kak M BO BCEM MMpE, OTMEYAETCS CTpeMUTeslbHoe
pacnpoCTpaHeHNE YCTOMUYMBOCTN BO3byanTenen nHbeKUnoHHbIX 3abonesanun k ABM [1]. Passutune
NleKapCTBEHHOM pPe3NCTEHTHOCTM NPUBOAMUT K NOSIBIEHNIO CNOCOBHOCTU MUKPOOPraHM3MOB COXPaHSATb

CBOIO XN3HenedaTeIbHOCTb, HECMOTPA Ha NMpUMeHeHne 3TVIOTpOI'IHOVI Tepanunun.

CyLLecTBYOT HECKO/IbKO OCHOBHbIX MeXaHW3MOB COOCTBEHHON YyCTOMUYMBOCTM bakTepuii K
aHTM6MOTNKaM: (epMeHTaTUBHAs MHAKTMBALWUSA, YMEHbLUEHME MPOHULAEMOCTU BHELWHUX CTPYKTYp
MUKPOBHOIM KeTkn, Mmoandukaumss BHYTPUKIETOUYHOM MULWIEHW, aKTMBHOE BbiBEAEHWE NeKapCTBa,

aKkTneauus metabonmyeckoro LYHTa.

Pe3ancteHTHOCTb  MUKPOOpPraHmMaMoB MoOXeT OblTb  NpupogHOM K npuobpeTéHHON,
HO d¢opMMpoBaHMe €& BO Bcex cnydasax obycnoBneHo reHeTndeckn [2]. [MossneHne wu
pacnpocTpaHeHne NpMobpeTeHHOM PEe3NCTEHTHOCTMU COCTaB/ISET OCHOBHYIO KMHUYECKYO npobnemy,
NMOCKOJSIbKY €€ Hannume y KOHKpeTHoM 6akTepunm — BO36yamTens WHGEeKUMOHHOM 60ne3Hn -
HEBO3MOXHO MporHosmposaTtb [3]. [eHbl, accoumMMpoBaHHble C 3TOM CNOCOBHOCTbIO, 3a4acTyio
NI0OKann3oBaHbl Ha MOOMJbHbLIX TreHeTUYeCKMX 3eMeHTax, 4To crnocobcTByeT ux 6bICTpoMy
pacnpocTpaHeHuto Mexay ©6aktepuamu [4]. WHTeHcudmKaumm 3TOro npouecca cnocobCcTByOT
n3bbiITouHOE M HeoboCHOBaHHOe Ha3HayeHue aHTubakTepuanbHbIX MpenapaToB; CcaMofieyeHue,
conpoBoXAatoleecss HeAOCTaTOYHOCTbIO 3HaHWUI 06 3TMONOrMN MH(GEKULUNOHHOIO NMpouecca, CrekTpe
AencTBmna aHTMOMOTMKOB; ncnonb3oBaHme ABI aAns nedeHns u CTUMYNAUMK POCTa XKXMBOTHBLIX U NTUL,

B CENIbCKOM XO35MCTBE.

B nocnenHee BpeMs akTMBHO MOSABNAKTCA COOBLIEHNSA 06 YCTOMYMBOCTN HEKOTOPLIX LLITAMMOB
bakTepuit 6onee uyeM K TpeM knaccaM ABI (Tak Ha3biBaeMas MyJ/IbTUPE3UCTEHTHOCTb WK
NONMPE3NCTEHTHOCTL); KO BceM ABI, kpoMe 0aHOro-ABYX K/1accoB (3KCTpeMasibHasi PE3UCTEHTHOCTD);

Ko BceM ABI1 (naHpe3ncTeHTHOCTL) [5].

bakTepnu, He 4JyBCTBUTENIbHble K JIeKapCTBEHHbIM MpenapaTtaM, BCTPevalTcs cpeaum
Bo3byauTenen Kak HerocnuTanbHbiX, Tak M HO30KOMWasbHbIX, T.€. Pa3BMBLUMXCSA B CTauUMOHape,
nHdekumn. MHdekumoHHble 3aboneBaHmnsl, Bbi3BaHHble WTAaMMaMn, YCTOMYMBbIMMU K aHTUOMOTMKAM,
OT/IMYAKTCA  OJINTENIbHBbIM  TEeYEeHMeM, 4acTo yXyawarT TMporHo3 And nauumeHToB, TpebytoT
rocnmTanusauum c npoao/kuTenbHbiM npebbiBaHneM B cTauuoHape [6]. lMpu HeaddeKTMBHOCTH
cTapToBol aHTuMbakTepumanbHOW Tepanuu KAWHULMUCTbLI BbIHY>XAEHblI UCNOb30BaTh asibTEPHATUBHbIE
npenapaTtbl, YTO NPUBOAUT K YBEIMYEHUID IKOHOMUYECKUMX 3aTpaT. TakmMm o6pa3oM, yCTOMUMBOCTb K
aHTMbuoTnkam ABNSETCA OAHOM M3 OCHOBHbLIX Npob6/ieM COBPEMEHHOrO 34paBOOXpaHEeHUs BO BCEM

mupe [7].

Hay4yHoe o060CHOBaHue

beTa-naktaMHble aHTUOMOTMKM OTHOCATCA K aKTUBHO MNpPUMEHSIEMbIM rMpenapaTam.
Mo XMMMYECKOMY CTPOEHMUIO OHWN Pa3aenAoTCs Ha HECKOJIbKO Fpynmn: NeHUUMINHBI, LedanocnopuHbl,
kapbaneHeMbl 1 MOHOBakTaMbl, O6LLMM KOMNOHEHTOM KOTOPbLIX SABASETCS Hannuymne 6eTa-nakTaMHOro
konbua [8]. bakTepuanbHble pepMeHTbl, CNOCObHbIE pacWennsaTb 3TM aHTUOMOTUKM N coaepXalme B
CBOEN CTPYKTYpe UMK/MYECKYID aMUAHYI CBS3b, HOCAT Ha3BaHusA 6eTa-naktamas. K Hacrosiwemy

BpeMeHu onucaHo 6onee 850 pasnnyHbix 6eTa-nakTaMas M UX KOMYECTBO PacTeT C KaXAbiM rooM.
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Ha ocHOBe WnX BaxXHeWwWwux CBOWCTB: cybcTpaTHas cneunduyHoCTb K  MNEeHUUMISIMHAM,

uedanocnopmHamMm, MoHobakTamMaM, kapbaneHeMaM; XpPOMOCOMHasi WAW Mia3MuAHas JloKanusauums;

YyBCTBUTENIbHOCTb K MHFM6MTOpaM CO34aHbl pa3/inyHblE CUCTEMbI K}'IaCCMCbMKaLI,MM CbepMeHTOB [9]

Mo mMexaHu3My AelcTBUSA Bce beTa-nakTamasbl AenaTcs Ha cepuHoBble (knaccbl A, C, D) u

MeTaso-6eTa-nakramasbl (knacc B). Jlaktamasbl knacca C B A4aHHOM Habope He nccnenyoTcs.

JeneHuve beTa-nakTtamasbl
no MexaHusmy CEDUHOBbIE MeTannio-
OENCTBUS P NakTamasbl
MOJIEKYISAPHbIN c A D 5
Knacc
dYHKLUMOHaNbHas 1 5 5 3
rpynna
2a, 2b, 2c, 2d, 2e,

noarpynnol 1 2F v ap 2d 3a, 3b, 3c

CMY, OXA-23-like*, OXA-

TEM, SHV, GES, . . IMP, VIM,

rpynnebl AmpC, ACT KPC. CTX-M u 40-like, OXA-48-like, NDM v

n ap. ’ Ap- OXA-51-like u ap. Ap-

rpam(-)
rpam(-)** rpam(-
BCTpevatloTcs 6F;KTfe )MM M rpam(+)*** rpam(-) 6akTepum 6a[:<Te( V?M
P 6akTepun P

*like — nogobHble.
**rpam(-)bakTepmn — rpamMoTpuLaTenbHble 6akTepuu.
***rpam(+)6akTepnn — rpamMnonoXuTensHble 6akTepUn.

K 6erta-naktamMasaMm LWKMPOKOr0 crnektpa oTHocATca  depMeHTbl A2 (TEM, SHV),
BblpabaTbiBaeMble npeactaButenamMm cemencrea Enterobacteriaceae n cnocobHble nHakTMBMPOBaTH

NeHNUNANMHbI 1 uedanocnopuHsl I-1I nokonenms [10].

bera-naktamMasbl knacca A2 pacwupeHHoro crniektpa gencrema (BJIPC wnn  ESBL)
obecneumBaloT pe3MCTEHTHOCTb MOYTU KO BCEM MEHMUUIINHAM 1 uedanocnopmHam I-IV nokoneHus,
a Takxe 4yacto 06/1a4al0T acCoUMMPOBAHHON PE3UCTEHTHOCTBIO K aHTUBMOTMKAM ApyruMx knaccos. K

3Tum depmeHTaM oTHocATca TEM, SHV, CTX.

BcTpevatoTcs depMeHTbl, crnocobHble WHAKTMBUpOBaTb KapbaneHembl W apyrue 6eTa-

NnaKkTaMHble aHTM6MOTUKKU. 3T KapbaneHemasbl OTHOCATCA K CEpUHOBbLIM 6eTa-nakTtamasaMm:
OXA-23-like, OXA-40-like, OXA-48-like,

OXA-51-like n gp.) nnn Kk metanno-6erta-nakramasam: knacc B (IMP, VIM).

MonekynapHoih knacc A (GES, KPC) n D (rpynnbl

BeTa-nakTtamasbl-OXA, MMEKLMNE HE3HAUYUTENbHbLIE OTIMYNSA B CTPOEHUU, 06bEeANHAOTCS B
rpynnbl pepmenToB. Hanpumep, OXA-23-like — aTo rpynna ¢depMeHTOB, cocToswas n3 19 ¢gepmeHToB,
noaobHbIx OXA-23 [11].

[paMnonoXUTENbHbIE  MUKPOOPraHu3aMbl, YycTohumBble K ABIl, Takxe OCTaloTCs
3TUOJNIONMYECKN 3HAUUMbIMWU, HanpuMmep, npeacTtaButenu poaa Staphylococcus. Hawmbonee
NaToreHHbIM Cpeau HUX aBnseTca Bua  S. aureus. Hanuume METULMNNMH-PE3UCTEHTHOCTU

XapakTepusyeT wTaMMbl Kak MRS 1 MRSA.
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MpenapaTtamun Bbibopa Npun MHPEKUMAX, Bbi3BaHHbIX MRSA\MRS, 3HTEpPOKOKKaMu 1 gpyruMu

rPaMnosIOXKNTENNbHbIMUA 6aKTepMFIMM B HACToALWlEE BPEMA ABNAKTCA rMuUKonenTnabl.

N3BeCTHbl HECKOSIbKO TUMOB BaHKOMUUMH-pe3ncteHTHocTn (VanA, VanB un ap.). BaxHyto

KJIMHNYeCKYto 3HaumMmocTb nMetoT VRSA u VRE.

TakuM obpa3oM, ycTonumBoCcTb K ABIl  xapakKTtepum3yeTca BbICOKOM  CKOPOCTbIO
pacnpocTpaHeHus, pasnmyaeTcsa no rpynnaMm 6akTepuii, No rpynnam NeKapCTBEHHbIX NPenapaToB U

BapbupyeTcs no reorpadunyeckmm obnacram.

FnobanbHbIA NnNaH  genctBuin no 6Hopbbe € YCTOMYMBOCTBIO K MNPOTUBOMUKPOOGHBLIM
npenapartam, pa3paboTaHHbin BcemmpHoin OpraHusaumer 34paBooXpaHeHMsl, OTPaXKaeT CepbE3HOCTb
npobnembl: pe3MCTEHTHOCTb K MPOTUMBOMUKPOOHbBIM NpenapataM NpeacTaBnseT cO60M 3HAUMTENBHYIO
yrposy ans 340poBbs denoseka. OoHOW U3 ero cTpaTterMyeckux 3ajad onpefeneHo HakanamBaHue

3HaHWM 3a CYET UccnegoBaHuii n anugHagsopa [12].

CyuwecTtBytoT deHoTunnyeckne (TpaauumoHHble, MUKPOBMONOrM4Yeckrue) u MOJIeKYSIpHO-
reHeTU4YeckMe MeToAbl BbIIBNEHUS pe3ncteHTHocTM K ABIl.  depepasnbHble  KJIMHUYECKUe
peKOMeHAauMn He PpeKoMeHAYT WCNosb30BaHWe TpPaaMUMOHHOM AMArHOCTUKM B KadecTse
€ANHCTBEHHOr0 MeToAa MNpu 3NUMAEMUOSIONMYECKMX UCCNeaoBaHUAX, Hanpumep, BHYTPMOBOIbHUYHOM
nHdekumn [10], v onpenensoT MONEKYyNSApHO-FeHETUYECKMEe WUCCnefoBaHUs B KadecTBe MeToja

Bbl6Opa npu:

° nccnenoBaHMM BCNbIWEK OCTPbIX U XPOHUYECKUX VIHqJGKLI,VIVI, CBA3aHHbIX C OKa3aHueM

MeAUNLIMHCKOM NMOMOLLM;

. BepudurKaummn pesynbtatoB HEeHOTUNMYECKNX METOA0B BHYTPUBUAOBOMO TUNMPOBAHUS
(@aHTMBNOTUKOPE3UCTEHTHOCTMN), HAMpPaB/IEHHOrO Ha BbIIB/IEHWE TOCMUTANbHbIX

WTaMMOB,

. npn CnexeHmn 3a Ll,VIpKynﬂLl,VIeVI MeXAYHapOoAHbIX aNNAEMNYECKNX KJTOHOB B npeaenax

TeppuTopuanbHbiX eAnHUL, Cy6bekToB P® 1 Ha HaUMOHaNbHOM YpPOBHE.

MonekynsipHO-reHeTUYeckne MeToAbl MO3BOMSAKT BbISBAATb FEHbl, ACCOLMMPOBAHHbIE C
PE3UCTEHTHOCTbIO K ABI. MpenMyLlecTBaMn Takoro nNoaxoaa ABNSAKTCSA: BblCOKas YyBCTBUTENbHOCTb
CKOPOCTb MOJIyYEeHUS Ppe3ynbTaToB, CTAHAAPTM30BAHHOCTb M TEXHOJIOTMYHOCTb WCCeaoBaHuUS.
BaxHO, u4TO nNpu TMpoBEAEHWW WCCNefoBaHMUs He TpebyloTcs MaHUNynsuunm C  XKUBbIMU
6aKTepuanbHbIMK KyJibTypaMu, a 3T0, B CBOK OYepellb, CIYXUT NpeAoTBpaLleHUI0 pacnpoCcTpaHeHus

N LMPKYNSLMN MUKPOOPraHM3MOB BHYTPU Jie4ebHO-ANArHOCTUYECKUX U TabopaTopHbIX YUYpeXaeHUiA.

Pe3synbTaTbl nccnegoBaHmsa ¢ HabopoM peareHToB ANS BbISBNEHUS TEHOB PE3UCTEHTHOCTU K
raMKonenTuaHbIM N 6eTa - NakTaMHbIM aHTMBbMoTHKaM y 6aktepuin metogom MLP B pexunme peanbHOro
BpemeHun (bakPesncrta GLA, bakPe3sucta GLA Van/Mec) nepCoHanu3npoBaHbl, AAlOT pPa3BepPHYTYIO
KapTUHY 3TUONMIOMMN PE3UCTEHTHOCTU K T[NMKOMenTMAHbIM W  6eTa-nakTaMHbiM  aHTMBMOTUKaM,
NO3BOJISIIOT COKPATUTb CPOKM Ans Bbibopa onTMManbHOW aHTMbGaKTepuanbHOW Tepanum U CHU3UTb

SKOHOMUNYECKMNE 3aTpaTbl Ha NIEYEHNE.
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HA3HAYEHME

HacTtoswas WHCTpyKumMs pacnpocTpaHsieTcs Ha Habop peareHToB ANs BbISIBIEHUS FEeHOB
PEe3MCTEHTHOCTM K rNmMKonenTuaHbiM n 6eTa-nakraMmHbiM aHTUbMOTMKaM y 6akTepuin METOA0M
MUP B pexume peanbHoro BpeMenn (bakPesucta GLA, bakPe3ucrta GLA Van/Mec), aanee no

TeKCTy — Habop peareHToB.

Ha6op peareHToB npeaHasHa4veH Angd BbidBEHNA FrEHOB PE3NUCTEHTHOCTU K MNMUKONENTUAHBIM
n 6eTa-nakTaMHbIM aHTMBMOTMKAM B npenapatax AOHK, nony4eHHbIX u3 6unonornyeckoro
MaTepunasia 4yenoBeKa U 6aKTepMaJ’IbeIX KynbTyp U3 3TOro 6MOMaTepmana (MOKpOTa, MO4a,
Ma3KM\COCKObbI N3 AblXxaTeNbHbIX HYTeVI, Xenygo4yHO-KNLWEYHOIro h yporeHmnTasibHoOro Tpakra,
(.'beKaJ'IVIVI, acnunparthbl, 3KCCY,D,aTbI) MeToa0M HOHMMepaBHOVI LenHom peaKkunn B peXunme

peanbHOro BpeEMEHU C NCNoJiIb30OBaHNEM AETEKTUPYIOLWNX aMI'IJ'IMCbVIKaTOpOB.
QOYHKUMOHANbHOE Ha3HayeHWe: BCrioMoraTenbHoe CpeAcTBO A1 ANArHOCTUKW in vitro.

lMokaszaHus K MpoBeAeHUI0 WUCCeaoBaHUs: HeobxoaMMOCTb MCCNefoBaHMS BO3MOXHOM
AHTUONOTUKOPE3UCTEHTHOCTM Yy  6akTepuil, BbI3BaBLWIKNX pas3BUTUE  MHODEKLMNOHHbIX

NpoLIeccoB.

Ha60p peareHToB MOXET 6bITb MCNONb30BaH B K/INMHUKO-AMArHOCTUYECKMX na60paTopV|;|x

MEAMUMHCKNX YYPEXOAEHUN U HAYyYHO-UCCNEeAoBaTe/IbCKOWN MpaKTUKE.

MNpuMeHeHne Habopa peareHTOB He 3aBUCUT OT MOMYASLUMOHHbLIX M AeMorpaduyeckux

acnekToB. MPOTUBOMNOKA3aHUI K MPUMEHEHUIO HET.

MoTeHUuManbHble MNOMb30BaTENU: KBaNMPUUMPOBAHHLIA MNepcoHan, oby4dYeHHbIn MeToaaM
MONEKYNAPHON  AMArHOCTUKM M npaBwnaMm  paboTbl B KJIMHMKO-AMArHOCTUYECKOM

nabopatopun.

MNpuUMeHsTb Habop peareHToB CTPOro Mo HasHA4YeHMK COrNMacHO AAHHOW WMHCTPYKUMW MO

NMPUMEHEHNIO.
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2 XAPAKTEPNCTUKA HABOPA

Habop pearentoB (bakPe3ucta GLA, bakPe3sncta GLA Van/Mec) BbiNyCKaeTcsa B CAeayroLwmnx

BapuaHTax UCMONHEHUS:
. BakPe3uncta GLA;
. BakPe3ucta GLA Van/Mec.

Habop peareHToB B ucnonHeHun bakPe3ucta GLA ucnonb3yeTcs ANS BbISBAEHUS TEeHOB
PE3NCTEHTHOCTU K FIMKONEeNTUAHbIM M 6eTa-nakTamHbiM aHTMBMoTMKaM: van A\B (BaHKOMWUMWHY,
TEeMKOoMMaHMHy); mec A (MeTUUWAIMHY, oKcauunnuuy); tem, ctx-M-1, shv (neHuumnanHam wu
uedanocnopuHam); oxa-40-like, oxa-48-like, oxa-23-like, oxa-51-like, imp, kpc, ges, ndm, vim

(kapbaneHemam).

Habop peareHToB B ucnonHeHuun bBbakPesucta GLA Van/Mec saBnsieTcs COKpaLleHHbIM
BapmaHToM bakPe3sncta GLA u wucnonb3yetcs AAa BblSIBIeHUA TEHOB PE3UCTEHTHOCTU K
ramkonenTuaHbiIM K 6eTa-nakraMHbiM aHTMbuoTmkaMm: van A\B (BaHKOMUUWHY, TENKOMAAHUHY);

mec A (METULMANINHY, OKCAUMUINHY).
2.1 CoctaB Habopa

2.1.1 bakPe3ucta GLA

R1-P026-S3/5, dhacoBka S, CTpMnbI
HoMuHanbHbIN
HanmeHoBaHMe . Konnuectso ..
BHewHn Bna 06BbéM
KOMMNOHEHTOB npobupok
KOMMOHEHTa
Cmecu gns
A MpospayHas becuseTHas nnn 24 cTpuna
amnnaudukaumm, ronybas »xnakKocTtb nog 6enbim 16 8 NDOBUDOK rno 20 MKnN
3anevyataHHble napagvHOM | BOCKOO6pasHbIM Cri0eM pobwnp
PactBop Tag-nonumepassbl NpospauHas becuseTHas 4 npobupkm 500 mkn
XXNAKOCTb
MuHepanbHoe Macno Mpo3spayHas 6ecuperHas 4 npobupku 1,0 mn
BSA3Kasg MacnsHUCTas XWAKOCTb
MonoXxutenbHbIn
F Mpo3payvHas 6ecuseTHas 1 Npo6upKa 320 MKn
KOHTpPO/bHbIN 0bpasel XUAKOCTb
KpbIWKW Ang cTpunos 24 wr.
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R1-P027-S3/4, ¢pacoBka S, CTpmnbl

HoMMHanbHbIN
HanmeHoBaHue . Konunuectso ..
BHewHnI BnA 06bEM
KOMMNOHEHTOB npobupok
KOMMOHEHTA
CmMecb ans
amMnAndbuKaLmm, Mpo3payHas 6ecuBeTHas 6 cTpunoB
XUAKOCTb noa 6enbiM no 20 MKkn
3aneyaTtaHHas no 8 npobupok
BOCKOO6pa3HbIM cnoem
napaguHom
PactBop Tag-nonumepassbl lpospauHas beclseTHas 1 npobupka 500 mkn
XKNAKOCTb
MUHepanbHOe Macio Mpo3payHas 6ecuBeTHas Bs3Kas 1 npo6upka 1,0 Mn
MacAsHUCTas XXNAKOCTb
MonoxuTensHbIn Mpo3spayHas becuseTHas
o po3p H 1 npobupka 75 MKn
KOHTPO/bHbIN 0bpasel XKXNAKOCTb
KpbIWwKK ana ctpunos 6 wr.

R1-P027-23/4, dhacoBka S, Npo6GUpKH

HoMMHanbHbIN
HanmeHoBaHue . Konunuectso ..
BHewHni Bng, 06BbEM
KOMMNOHEHTOB npobupok
KOMMOHEHTA
CmMecb ans
amMnAndbuKaLmm, Mpo3payHas 6ecuBeTHas
XUAKOCTb noa 6enbiM 48 npobumpok no 20 MKkn
3anevyataHHas
BOCKOOb6pa3HbIM C/I0EM
napadunHom
PactBop Tag-nonumepassbl NpospauHas GecLipeTHas 1 npobupka 500 mkn
XXNAKOCTb
MuHepanbHOe Macno MpospauHasi 6ecuseTHas B3Kas 1 npobupka 1,0 mn
MacCAsHUCTas XNAKOCTb
MonoxuTenbHbIn Mpo3payHas 6ecuseTHas
o posp 4 1 npobupka 75 Mkn
KOHTpPO/IbHbIN 0bpaseL XXNAKOCTb

2.2

KonnyecTtBo aHanmManpyeMbix Npob

Habop peareHToB B ucnonHeHun bakPesncta GLA npegHasHadeH Ans8 OAHOPA30BOro
NpUMEHEeHNs W paccymTaH Ha npoBedeHne 24 onpedesieHuin, 4YTo COOTBETCTBYET MCCAenoBaHuio
He 6onee 20 Hem3sBeCcTHbIX 06pasLOB, OTPULATENIBHOrO KOHTPOJSIbHOro obpasua M MNoOXUTENbHOIo

KOHTpOJIbHOro obpasua.

Habop peareHToB B ucnosiHeHun bakPesncra GLA Van/Mec npegHasHa4veH 415 04HOPa30Boro
NpUMEHeHMs U paccymTaH Ha npoBedeHne 48 onpedeneHuin, 4YTo COOTBETCTBYET MCCAenoBaHUio
He 6onee 46 HemsBeCTHbIX 06pa3LOB, OTPULATENIBHOIO KOHTPOJIbHOro obpasua v MNoNOXUTEbHOro

KOHTposibHOro obpasua.
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2.3 MpunHUMN MeToAa

MeTtopa: lMonuMmepasHasa uenHas peakuus (MUP) ¢ getekumen pe3ynbTaTOB B pexuMme

peanbHOro BpeEMEHN, Ka4yeCTBEHHbIN U I'IOHYKOHVIquTBeHHbIﬁ MyanVII'IJ'IGKCHbIVI aHanuns3.

MpuHUMN MeToAa OCHOBAH Ha MCMNOIb30BaHUKM Npouecca amnandukaumm AHK ¢ noMowbto

MoSIMMEpPa3HON LLeNHOMN peakunm.

Mpouecc aMI'IJ'IMCbVIKaLI,VIM 3aKJ1lo4aeTCAa B CeEPUN MOBTOPAOLWNXCA LUUNKNOB TeMnepaTypHoM
nAeHaTtypauun OHK, oTxwura npaﬁMepOB C KOMMNEMEHTApHbIMM NocCNeaAoBaTE/IbHOCTAMU U

nocneaywLwen 4O0CTPOMKON NONMHYKNEOTUAHbIX Lienei ¢ 3TUX npanMepoB Tag-nonmMMepason.

ANns  noBblWEHUST YyBCTBUTENbHOCTM U CreumMdUYHOCTM  peakuun npeaycMoTpeHo
NpPUMEHEHME  «ropsiyero» CcrapTa, KOTopblii obecneymBaeTcs METOAMKON  MPUroTOBEHUS
peakUMOHHOM CMecu, COCTOSILLEN U3 ABYX CNOEB, pa3fenéHHbIX Npocnonkon n3 napaduHa. CMeweHne
CNOEB M NMpeBpalleHne X B PEAaKLMOHHY CMeCb MPOUCXOAMT TOMIbKO MOC/ne MiaBfieHns napadwuHa,
YTO MCKJIOYAET Hecneundbuyecknin oTkur npaimMepoB Ha AHK-MUWEHN NpU HayanbHOM MpOrpese

npobumpku.

B peakumoHHyt cMmecb ans amnandukaumm BeeaeHbl OHK-30HAbI, KaXAbll M3 KOTOPbIX
coaepXuTt GyopecueHTHYIO MeTKy M racutenb dnyopecueHumnn. NMpu obpasoBaHum cneumduyHoro
npoaykta AHK-30H4 pa3pylwiaetcs, aencrene racutens Ha ¢pyopecueHTHYI METKY npekpallaercs,
YTO BeAeT K BO3pacTaHUK YpoBHA dayopecueHUMn, KOTOpbIn (UKCUPYETCA AETEKTUPYHOLWMM
amnnmndukatopoMm. KonmyectBo  paspyLlleHHbIX 30HAO0OB  YBEIWMYMBAETCS  MPOMOPUMOHANIbHO
KonunyecTtey obpasoBaBLUMXCS cneundunyeckmx aMmninkoHoB. YpoBeHb dyopecueHuMn n3MepseTcs

Ha KaXAoM LMKie aMnandukaunum B pexxmme peasbHOro BpEMEH!.

Habop peareHTOB B BapuaHTe wucnonHeHus bakPesncrta GLA Bkaoyaer cmecu ans
amnnmdukaunm, cneundundHble Ansa onpeneneHns reHos, acCoOUMUMPOBAHHLIX C PEe3UCTEHTHOCTbIO
(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 (OBM).

Habop peareHToB B BapuaHTe ucnonHeHus bakPesncrta GLA Van/Mec Bknw4aeT cMecCb A4S

aMmnaMdbukaumm, cneumdudHyo Ans onpeaesieHns reHoB pe3McTeHTHocTu (van A, van B, mec A).

B coctaB cmecenn ansa amnandukaummn (kpome npobupkm N°3 gns BapuaHTa MCMNONHEHMS
BbakPe3ncra GLA) BK/IOYEH BHYTPEHHWUIA KOHTPOAb, MpeAHa3HaYeHHbI A8 OUEHKM KayecTBa
nonnMMepasHoi LenHOW peakunmm B KaXaoh oTaenbHon npobupke. B coctas [AHK-30HAOB,
MCNONb3YIOLWNXCA ANs  AeTeKuuMM NpoAyKToB aMnandukKaumMm reHoB, acCOUMMPOBAHHbLIX C
PE3NCTEHTHOCTbID, BKJ/IOUEHbl dnyopecueHTHble MeTkun Fam wun Cy5. B cocras [HK-30HAOB,
NCNONb3YKOLWNXCA AN AeTekumu npoaykta amnandukaumm BHYTPEHHero KOHTpOJs, BXOAWUT

dnyopecueHTHbIN Kpacutens Hex.

B cmecb ana amnandukaumm npobmpkm N2 8 Habopa B BapumaHTe ncnosnHeHns bakPesucrta
GLA pobaBneH onuMroHykneotmg c dnyopecueHTHOM MeTkonm Rox — «Mapkep». OH Mcnonb3yeTtcs
npmbopoM Ana onpeaesieHns NosoXKeHUs CTpuna B TepMobiioke AeTeKTupyrwero amnandukaTopa.

Mocne OKOHYaHWS MporpaMmMbl MpoOrpaMMHoe obecrneyeHne MnpoBOAUT CPaBHEHWE 3a4aHHOro
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onepaTopoM pacrosioXeHUss CTPUMNOB C peasibHbIM MOJSIOXKEHWEM Mapkepa Rox, W, ecnn HaxoauT
HecoBnageHue (NpyM HenpaBWIbHOM pPacnofiOXeHUM CTpunoBs), TO npeaynpexpgaer o6 3Tom

onepaTopa.

Mcnonb3oBaHMe HECKONbKUX  (h/lyOpecUeHTHbIX KpacuTenel Mno3BOJSISIeT  COKPaTUTb
KOJIMYECTBO NMpPOBUPOK, MOCKOJIbKY MOSIBISETCS BO3MOXHOCTb PErMcCTpMpOBaTh Pe3ysibTaTbl pa3HbIX

peaKu,mZ aMI'IJ'IVICbVIKaLI,VIM, npoxoasauwmnx B oAHOM npo6V|p|<e, OAHOBPEMEHHO.

BapuaHTbl ucnonHeHusa Habopa peareHTtoB (BakPesucra GLA, BakPe3ncta GLA Van/Mec),
BblIB/ISeMble NMOKasaTenun, LBETOBas MapKMpoOBKa W KaHanbl AeTeKUuMW NpOAYKTOB aMnandukaumu

npueeaeHbl B Tabnuue 1.

Tabnuuya 1 — BapuaHTbl ncnonHeHms Habopa peareHtoB (bakPe3ucrta GLA, bakPesucra

GLA Van/Mec), BbIsIBNISEMblE MOKasaTeNn, LBETOBAs MapKUpPOBKA M KaHasbl AETEKLUUWU MPOAYKTOB

amnandunkaumm

N© KaHanbl getekunu LiBeToBas
npobumpkm MapKMpoBKa
B CTpUne Fam Hex Rox Cy5 Cy5.5 cMecH

bakPesncra GLA

1 imp BK*™ - - - Fony6as

2 OBM” BK - oxa-51-like -

3 ctx-M-1 - - tem -

4 van A\B BK - mec A -

5 oxa-48-like BK - oxa-40-like - BecuseTHas

6 vim BK - kpc -

7 oxa-23-like BK - ndm -

8 shv BK Mapkep ges -

bBakPe3uncra GLA Van/Mec

- van A\B BK - mec A - becuseTHas

"OBM - obwas 6akTepuanbHas Macca, **BK — BHYTpeHHUIA KOHTPOb

NccnepoBaHme C ucnonb3oBaHMeEM Habopa peareHToB bakPesucta GLA, bakPesucta GLA
Van/Mec cocTouT wu3 cneaywwmx 3TanoB: BbigeneHne OHK  (npobonoarotoBka) u

NnuP-amnnndpukaums OAHK c geTekumen pesynbTaTOB B peXMME peasibHOr0 BPEMEHMU.

2.4 Bpems npoBeneHust aHanm3a (6e3 yueta npobonoarotoeku): ot 1,5 yacos.
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3 AHAJTUTUYECKME XAPAKTEPUCTUKUN HABOPA
3.1 CneundunyHOCTb aHanm3a

B obpasuax wuccnegyemoro matepuana, cogepxawero [AHK 6aktepuii, pe3nCTEHTHbIX K
raMKkonenTuaHbiM K1 6eTa-nakTaMHbIM  aHTMBMOTMKaAM BO BpeMsa npoBeaeHus amnaudukaumm
nporpamMmHoe obecneyeHne JeTeKTUMpyrLWero amnandukaTopa OGOUKCUPYET NOMOXUTENbHbIE
pe3ynbTaTbl aMmnaMbukaunm cneymduyecknx NpoayKToB Mo 3asBNIEeHHbIM KaHanaM AEeTEKLUNN.

B o6pa3uax nccnepyemMoro matepuana, He cogepxauero AHK pe3ncteHTHbIX 6akTepuii, npu
npoBeaeHun amnamdukauum nporpaMMHoe obecnedeHue peTekTupylowero amnandgukaTopa
dukcnpyeTt oTpmuaTenbHblie pe3yabTaTbl aMinmdmkaunm cneumdmnuecknx NpoayKToB No 3as9BNEHHbIM
KaHasiaM geTekuumn.

NMokasaHo OTCYTCTBME MepeKpecTHbIX Hecrneuumdunyecknx peakumin Ons  Kaxaom
crneunduyeckon CcucTtembl, BxoAasllen B coctaB Habopa, K aHanuMTaM, BbISBASEMbIM OPYTUMMU
cneunduryeckumn cuctemamm Habopa.

3.2 NHTepdepupylowme sellecTea

Hannuune nurmnbutopos MUP B obpa3ue 6Monornyeckoro matepmasna MoxXeT 6biTb MPUYMHON
COMHUTENbHbIX (HeonpeaenéHHblX) pe3ynbTatoB. [lpu3HakoM wuHrnbuposaHusa TIUP gsnsetcs
OAHOBpPEMEHHOE OTCYTCTBME aMMIMdUKaunM BHYTPEHHEro KOHTPOAS U crneumdmnueckoro npoaykra
(cM. pa3gen 2.3, pasgen 9.3).

K nHrubutopam MUP, NCTOYHMKOM KOTOPbIX MOXET ABNATbCA obpaszeu [AHK, no pesynbTatam
aHanmsa puckoB wn nposegeHns HUOKP oTHeceHbl cneaywuwme BewecTsa: remMorsiobuH,
npucyTcTByowmnin B obpasue AHK B pe3ynbTarte HEMOMHOro yaaneHusa B xoae BbiaeneHus OHK us
obpasua 6GuomaTepuana, coaepxkawero MnpuUMecb KpOBM, @ TakKXe WU30MNpoMnuioBbIA CAUPT WU
MeTunaueTaT, npucyTcTeylowme B obpasue AHK B pe3ynbtate HENOMAHOrO yaaneHus nMpoMbIBOYHbIX
pacTBOpOB B Xo4e NpobonoAroToBKM.

MaKcuMasnbHble KOHLEHTpaunm nHTepbepmpyowmnx BelwecTs, NpM KOTOpbIX He Habnwaanocb
BNMSIHME Ha aMnAnduKaumio NabopaTopHOro KOHTPO/bHOrO obpasua M BHYTPEHHEr0 KOHTPOJIbHOIO
obpasua coctasnaoT: remornobuH — 0,35 mr/mn obpasua AHK, nsonponunosbln cnupt — 100 MKA/MA
obpasua AHK, metunauetat — 100 mkn/mMn obpasua AHK.

Mpumeckn, copepxawmecss B obpasue 6MomaTepmnana, TakMe KakK Cin3b, KPOBb, 3JIEMEHTHI
TKaHEBOro pacrnaga W BOCManeHusl, MeCTHble JleKapCTBEHHbIE nMpenapaTtbl, B TOM 4ucne
coAepyawmecs B Cynno3nTopusax, TanbK, cnepMuuma v ap. yaansiTca B xoae Bbigenenmsa OHK ¢
NCnonb3oBaHWeM KoMmniekToB/HabopoB aAnsa npobonoaroToBkW. [N  CHUXEHUS Koan4ecTBa
nHrnémtopos MLP Heobxoammo cobnopgaTe npasuaa B3ATUA 6Buonormdeckoro martepuana. Mpwu
noao3peHnn Ha Hanuume B obpasue 6onbworo konnyectBa uMHrubutopos MMLP pekomeHayeTcs
BblbupaTb MeToabl BblaeneHus AHK, nossonswowme MakCcMManbHO yAanuTb MHrMbutopbl MUP un3
ob6pasua.
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3.3 Mpenen obHapyxeHus

Mpegen obHapyXeHus A8 TreHOB Ppe3uCTeHTHOCTM coctasnser 10 konmnn [OHK Ha

aMnanduKkaumoHHyto npobupky (2,0x10% konuin/mn npenapata [AHK). Mpenen o6HapyXeHus
YCT@HOBJIEH NYTEM aHanmM3a CepUMHbIX passBeaeHnin nabopaTtopHbIX KOHTPObHbIX 06pa3suos (JIKO).

Mpenen obHapyXxeHunss B uwccriegyeMoMm obpasue 3aBuMCMT OT MUCNOAb3yeMoro Habopa
(komnnekTa) peareHToB Ansa BblgeneHns AHK wn koHeyHoro o6bEMa anwumu  (pa3BeneHus)

BblaeneHHon AHK, HanpuMep, Ma3knM\cockobbl U3 yporeHnTasibHOro TpakTa, B 500 MK TpaHCNOPTHOWM

cpeabl:
KoMmnnekTbl peareHToB ana sbigenenims AHK / 06bém anouun
NMPOBA-HK / NMPOBA-TC / NMPOBA-HK- NMPOBA-IC- NPOBA-MY-PANNA /
50 100 njawcC / 300 niarcC / 300 300
100 200 .
Konui/obpasel | konuii/obpasey 600 Konuit/obpaseu
3.4 AnarHocTnyeckne xapakTepucTuku
KonunuyectBo obpasuos (n) — 105.
OnarHocTtuyeckas 4yyBCcTBUTENLHOCTb (95% W) — 100% (98,7 — 100%);
OnarHoctuyeckasn cneymdunyHocTb (95% ON) — 100% (99,8 — 100%).
3.5 CBefieHns 0 NOBTOPSAEMOCTU M BOCMPOU3BOAMMOCTH
KonnuecTtso coBnaBlNX pe3ynbTaToB UCCef0BaHnS
MoBTOpPSAEMOCTb Bocnpon3BoanMoCTb
O6paseL Hanuumne reHos (nposeaeHue MLP B ogunH (nposeaeHue MLP B
PE3UCTEHTHOCTM B obpasLie [leHb, OZJHUM OMepaTopoM pa3Hble [HW, Ha pa3HbIX
Ha ogHoM npubope, ogHa npnéopax, pasHbiMuU
cepust Habopa) onepaTopaMm, Ha pasHbIX
cepuax Habopa)
No1 van A\B 3 nosTopa n3 3 4 nosTopa u3 4
Ne2 ndm 3 nosTopa n3 3 4 nosTopa u3 4
Ne3 mec A 3 nosTopa n3 3 4 nosTopa u3 4
No4 ctx-M-1, tem, vim 3 nosTopa n3 3 4 nosTopa u3 4
Ne5 oxa-51-like, tem oxa-40-like 3 nosTopa n3 3 4 nosTopa u3 4
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4 MEPbI MPEAOCTOPOXXXHOCTHN

OpraHmsaumsa pabotel [UP-nabopatopun, obopygoBaHMe u  MaTepuanbl  LOXKHbI
cooTBeTcTBOBaTh TpeboBaHmaM TOCT P 52905-2007, metoamuyeckux ykasaHumnm MY 1.3.2569-09
«OpraHunsaumsa paboTtbl 1abopaTopuii, NCMONb3YIOWKNMX METOAbI aMNANPUKaLNM HYKNENHOBbIX KUC/OT,
npu pabote C MaTepuanoMm, cogepxawuMm MukpoopraHusmbl I-IV  rpynn naToreHHocTu»,
c cobnoaeHnem caHuTapHo-anuaemumonornyeckmx npasmn CM 1.3.2322-08 «be3zonacHocTtb paboThl €

MUKpoopraHmaMamm III-IV rpynn naTtoreHHocTM (0NacHOCTU) U BO36yAUTENAMU NapasuTapHbIX.

K pabote c HabopoM peareHTOB AOMYCKAETCs TONbKO MepcoHasn, 0b6yYeHHbli MeToaam

MOﬂGKynﬂpHOVI ANarHoCTnKmM m npaswmniam pa6OTbI B KJIMHMKO-ANArHOCTUYECKOM na6opaTopMM.

Nccnepyemble obpa3subl paccMaTpuBaloTCA KakK MnoTeHumanbHo-onacHble. lMpu paboTte ¢
MUKpoopraHmamamm I-IV rpynn natoreHHOCTU Bbi6Op TMNA 3aWMTHOro KocTioMa (pabouen ogexabl
CPeAcCTB MHAMBMAYANbHOM 3awmMTbl) NpOBOAUTCS B CTporom cootseTctBum ¢ CM 1.3.2322-08 un
onpenenseTrcs Bnaom Bo3byamTensi, AMarHOCTUYECKMM MeToaoM, paboueinn 30HOWN, OCHALLEHWEM ee

6okcaMu bnonornyeckom 6e3o0nacHoOCTu.

Mpwn pabote c HabopoM cnenyeT HageBaTb 04HOPa30Bble nepyaTkm 6e3 Tanbka.

Ncnonb3oBaTb TO/IBKO HOBbIE HAKOHEYHUKN U NpoBUpKU.

He pgonyckaeTtcs Mcnosib30BaHME OAHUX M TeX XKe HaKOHEeYHMKOB npu obpaboTke pasnnyHbIX
o6pasuoB buonornyeckoro Matepuana.

Boigenenne OHK cneayet nposBogutb B 60kcax 6uonormueckom 6esonacHoctm II knacca.
Mogrotosky K MNUP ¢ ncnonb3oBaHnem Habopa peareHTOB BO3MOXHO nposoanTb B lNLP-60okcax.

Bce nabopatopHoe obopynoBaHmne, B TOM 4YMCie A03aTOopbl, WTaTuBbl, NabopaTopHas nocyaa,
XanaTbl, rofioBHble y60pbl M Np., @ TaKXe pacTBOpPbl peareHToB A0/IKHbI 6bITb CTPOro CTaLMOHapHbIMU.
3anpeLlaeTcs UX nepeMeLleHme n3 o4HOro NOMeLLeHns B Apyroe.

Jlo3aTopbl AO0/KHbI ObITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeaAUTOBAHHbIX
nabopaTopuax) n NpoMapKMpOoOBaHbI.

Ncnonb3oBaHHble 0AHOPA30Bble NPUHAANEXHOCTU (NPOBUMPKN, HAKOHEYHUKU N ApP.) AOSKHbI
cbpacbiBaTbCs B KOHTEMHEP A8 MeAULMHCKUX OTX0A4O0B, coAaepXalmii Ae3nHOULMPYOWWA pacTBop
(npn Heobx0aANMOCTH).

MoBepxHOCTM paboymx CTOIOB, a TaKXe MOMeLleHuin, B KoTopbix nposoautcsa MLUP, cnegyer
obs3aTenbHO, A0 M nocne nposeaeHus paboT, obnydaTb C NOMOLWbIO 6akTepuumaHbIX YCTAHOBOK B
TeyeHue 15-30 MUHYT.

Bce nosepxHocTu B nabopatopum (paboume cTonbl, WTATUBbLI, obopyaoBaHMe W Ap.)
eXeQHEBHO MNoABEpPralT BIAXHOW ybopKe C NMpUMEHEHMEM AE3NHMULUMPYIOLWMX/MOKWNX CPEeaCTB,

pernameHTUpoBaHHbIX CaHUTapHbIMK Npasunamu CI1 1.3.2322-08.

BHUMAHME! Ypanate otxoabl € npoayktamm [P Heob6xoAMMO TONbBKO B 3aKpbITOM BUAE.

He gonyckaetcsa oTKpbiBaTb Npobupku nocne amnnndukaunm (MY 1.3.2569-09).

Mpn ncnonb3oBaHmn Habopa B KIIMHUKO-AMArHOCTUYECKON nabopatopmm 06pa3yroTcs OTXoAbl
knaccos A u b, KoTopble KNacCUPUUMPYIOTCS U YTUIU3UPYHOTCS B COOTBETCTBUM C TpeboBaHMSAMM
CaHluH 2.1.7.2790-10.
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OnacHble KOMMNOHEeHTbl B Habope peareHToB

KomnoHeHT Habopa BakPe3uncrta GLA BakPe3ncra GLA Van/Mec
Cmecun gnsa amnnmdukaumm,
HeT onacHbIX BewecTs HeT onacHbIX BellecTs
3anevyaTtaHHble napadpuHoM
PactBop Tag-nonumepasbl HeT onacHbIX BeLwlecTs HeT onacHbIX BelecTs
MwuHepanbHoe Maco HeT omacHbIX BellecTs HeT omacHbIX BellecTs

MonoXXnTenbHbIM KOHTPOJbHbIN

A3upa HaTpua MeH 19 A3upg HaTpua MeH 19/
o6pasey 3uA HaTp eHee 0,1% 3uA HaTp eHee 0,1%

B cocTtaB Habopa BXOASIT peareHTbl, KOTOpble coAep>XaT a3up HaTPUA — KOHCEPBAHT, B

KOHUeHTpauuun MeHee 0,1 %, uTO siBNseTcs 6e3onacHbIM A1s KOHEYHOro nosib3oBaTens.

Mpn MCNONb30BaHMM MO Ha3HAYEHUO U COBMOAEHUI0O Mep MPEeAOCTOPOXHOCTU, KOHTAKT C
OpraHM3MOoM 4YesnioBeka UCK/IoYeH. Mpu aBapuitHbIX CUTyaLMsX BO3MOXHO cleaylolee: pasapaxeHue
KOXW W CNM3UCTOM 060/104KM a3 y YyBCTBUTENbHbIX NIAL, annepruyeckas peakums. MNpu KoHTakTe
NPOMbITb NMOpPa)KeHHOe MecTo BOAON M 06paTUTbCS 3a MEAMLMHCKON MOMOLLbIO.

He ncnonb3oBaTb Habop peareHToB:

—  NpW HapyLLUEHUU YCNOBUA TPAHCMOPTUPOBAHUA U XPAHEHUS;

— NPV HECOOTBETCTBUM BHELLUHErO BMAA KOMMOHEHTOB, YKa3aHHOro B nacrnopTte K Habopy;

— PV HapyLleHUM BHYTPEHHEN YNaKoBKM KOMMOHEHTOB Habopa;

— MO MUCTEeYEHMIO CPpOKa roAHOCTM Habopa.
n pnMevyaHune — Ha6op peareHToB He coaAepP>XUT MaTepnasioB 6uonornyeckoro nponcxoxageHuns, BelecTB
B KOHLUEHTpauusx, o6nan.arou.mx KaHUepOreHHbIM, MyTareHHbIM .Cl,eVICTBVIeM, a TaKXe Bandrwmx Ha

penpoayKTUBHY dYHKUMIO JenoBeka. [Ipy  UCNOAb30BaHMM MO HA3HAYeHU0 U CcobnoaeHUn Mep
NpeaoCcTOPOXHOCTU ABNSieTCA 6e30MacHbIM.
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5 OBOPYNIOBAHME U MATEPUAJDbI

Mpu pabote c Habopom peareHToB (bakPe3sncra GLA, bakPe3sncrta GLA Van/Mec) TpebytoTtcs

cnepytowme o6opyaoBaHMe, peareHTbl U pacxofHble MaTepuarbl:

MLUP-60kc;

amnambukatop aetektupylowmn (ATnparm?, AOTnant?> wnm AOT-96 (000 «HMO

OHK-TexHonorusa»);
MUKPOLIEHTPUdYra-BopTeKC;

Hacaaka AN MUKPOLEHTpUdyrn-BopTekca ANs CTPUNOBaHHbIX MPOBUMPOK 06BHEMOM

0,2 mn (nNpn Heo6X0ANMOCTK);
XOJIOANITBHUK;

IWTaTMB «paboyee MecTo» Ana nNpobupok o6béEMOM 0,2 MA MAW AN CTPUMNOBAHHbIX

npobupok o6bemom 0,2 Mn;

A03aTopbl MEXaHNYECKNE UNN SNNEKTPOHHbIE OAHOKaHaJIbHblE C NEPEMEHHbLIM 06'béMOM,

nossonsowme otbmpaTtb 06b€M xmakoctn 2,0-20 mkn, 20-200 mkn, 200—-1000 mMkn;

0OHOPa30Bble HAKOHEYHUKU C UNLTPOM AN MoSyaBTOMAaTUYECKUX [A03aTOpoB,

cBobogHbie ot PHKa3 n IHKa3, o6bémom 20 Mk, 200 mkn, 1000 mMkn;
O[IHOpa30Bble NepyaTkn MegununHcKkue, 6e3 Tanbka, TEKCTYPUPOBAHHbIE;

€MKOCTb ANsi cbpoca NUCMoNb30BaHHbIX HAKOHEUYHUKOB, MPO6MPOK U APYTrnX PacXoAHbIX

MaTepuasnos;

Ae3nHduumpyoLllee CpeacTso.

Onsa npepobpaboTkm maTtepuana ans mccnenoBaHms un Boigenennsa OHK:

6okc buonormnyeckon 6esonacHoctu II knacca;

TepMOCTaT TBepAoTeNbHbIn c Tanmmepom TT-2 «Tepmut» (OO0 <«HMNO [AOHK-

TexHonorus», Poccusa) uam aHanornuHbIi;

npobupkn MnkpoueHTpudyxHble 06bEMOM 1,5 Mn ¢ Kpbliwkamm, ceoboaHble oT PHKa3
u AHKas;

aNeKTpuYeckmin nabopaTopHbIi acnupaTop C KON60OM-NOBYLWKOM ANS  yAaneHus

HaAoCaao4YHbIX )KVI,D,KOCTEVI;

OAHOpa30Bble HaKOHe4YHUKN 6e3 dunbTpa, cBoboaHble oT PHKaz u [AHKa3z, ans

3/1eKTpUYEecKoro nabopaTopHOro acnmparopa;

ueHTpudyra ansa npobupok ob6vémom 1,5 mn, ¢ RCF He Huxe 16 000 x g;

1 - Tonbko mogenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6.
2 - ToNbko Mopenu 4S1; 4S2; 5S1; 5S2; 6S1; 6S2.
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. MUKPOLEHTPUdYra-BOpTeKC;
o wTtatne «pabouvee mecto» ang npobmpok o6vEMom 1,5 mn;
o dusmonornyecknn pacteop (ecnm Heobxoammo) Ans MOAFOTOBKW OTpuULATENbHOro

KOHTposibHOro obpasua;

. Habop/koMnniekT  4ns Bbigenenna OHK wn3  6uonoruyeckoro MaTepuana
(pexkomeHpytoTcs MPOBA-HK, TMPOBA-IC, MPOBA-HK-MMAKOC, MPOBA-IC-MJtOC,
MPOBA-MY-PAMNA npoussoactesa OO0 «HMNO AHK-TexHonoruna», Poccus).
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6 AHAJINSNPYEMBIE OBPA3Libl
6.1 MaTepman Ana nccnengoBaHns

Ons mnccnepoBaHma MCNonb3yloT 6uMonormyeckmii Matepuan 4denoBeka W 6akTepuanbHbie
KynbTypbl n3 3TO0ro 6uomatepmana (MOKpoTa, Mo4a, Mas3KM\COCKOObl M3 AblxaTeNbHbiX MyTeMn,
XENYAOYHO-KNLIEYHOro N YPpOreHUTanbHOro Tpakta, pekanmmn, acnuparbl, aKCCyaaThl).

6.2 O6uwue TpeboBaHus

NccnepoBaHue metogoM MLUP oTHOCUTCA K NpsAMbIM MeToAaM NabopaToOpHOro nccnenoBaHus,
nostomy B3sATMe 6uonormyeckoro MaTepuana 4enoBeka HeobxooMmMo MpoBOAUTbL W3 MecCTa
nokanumsaumn MH@EeKUMOHHOro npouecca. PeweHuMe o Heob6XooMMOCTU UCCnenoBaTb Ty WM MHYIO
NloKanmMsauuio NMpuUHMMAaET fledawmii Bpad Ha OCHOBaHMM Ha OCHOBaAHWM COBpaAHHOro aHaMHe3a M
KITMHUYECKO KapTuHbI 3aboneBaHusl.

Ons nonyyeHnss KOPPEKTHbIX pe3ynbTaToB 60NblIOE 3HAYEHME MMEET KayecTBO B3SATUSA
obpasua buoMatepmana aAns UCCneaoBaHusl, ero XxpaHeHue, TpaHCNoOpPTMPOBaHWE U NpeaBapuTenbHas
obpaboTka.

HenpaBunbHoe B3aTue 6uoMaTepuasa MOXeET MPUBECTU K MOJYYEHUIO HELOCTOBEPHbIX
pe3ynbLTaToB U, BC/IeACTBUE 3TOro, HEO6X0ANMOCTU €ro NOBTOPHOIO B3STUA.

MpuMeyaHune — B3aTue, npeasapuTencHyto 06paboTKy, xpaHeHMe M NepeBO3Ky, nepeaavy wuccrenyemoro
MaTepuana B Apyrve opraHusaumum OCYLLUEeCTBASIT COrlacHO WHCTPYKTUBHO-METOAMYECKMM [OKYMEeHTaM,
pernaMeHTUpYoLWMM BbIMOJIHEHME WCCNeAOBaHM B COOTBETCTBUMM C TpeboBaHusamm MY 1.3.2569-09 wu
Chn 1.3.2322-08.

6.3 B3aTne mMaTepumana Ha uccnegosaHue

BHUMAHME! Tllepen sbigenenmem [OHK Tpebyetca npeaBaputenbHas o6paboTtka o06pa3uos

bnonormyeckoro Mmatepuana yenoseka (6.5).
6.3.1 MokpoTa

B3sTne ™MaTepuana oCyWecTBAAT B KoAMYyectBe He MeHee 1,0 Mn B 0OAHOpPa3oBble
rpagyvwpoBaHHble cTepusibHble (akoHbl C LUMPOKUM TOPJSIOM U 3aBMHUMBAIOLWMMUCS KpblLLKaMK
06bEMOM He MeHee 50 M.

Mocne cbopa MaTepnana hIakoH NMJIOTHO 3aKPbIBAOT U MapKUPYIOT.

6.3.2 Moua

Ans aHanusa oTbupaloT nepByt MOPUMIO YTPEHHEN MO4YM B KONMYECTBE HE MeHblue
20—-30 mMn. OT6op Mo4YM NPOBOAAT B CNeunasnbHY CyXyt CTepUsibHY0 EMKOCTb 06bEMOM a0 60 Mn,
CHabXXeHHY0 repMeTUYHO 3aBMHYMBAIOLLENCS KPbILLIKOA.

Mocne cbopa MOUYM KOHTEMHEP MJIOTHO 3aKPbIBAOT U MapKUPYIOT.

6.3.3  Maskn\cockobbl U3 AblXaTeNbHbIX NyTel, XKenyA0o4HO-KMULWEYHOrO N YPOreHUTalbHOro TpakTa

B3aTne MaTepuana OCyLLECTBASIETCA C MOMOLLbI CleuMasbHbIX CTEPUbHbIX 0AHOPAa30BbIX
WHCTPYMEHTOB — 30HZOB, LUMTOLWETOK W/M TaMMOHOB, B 3aBMCMMOCTU OT WUCTOYHMKA KJIMHUYECKOro
MaTepuana CorslacHoO yCTaHOBJIEHHOWM npoueaype.

MNMocne B3ATUSA BMOIOMMYECKOro MaTepuana NepeHecuUTe 30H4 B NPOBUPKY C TPaHCMOPTHOM
cpefio, npeaHasHa4yeHHOW MnpoM3BOAUTENEM ANA TPAHCMOPTUPOBAHUA U XpaHeHUs 06pa3LoB
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6uonornyeckoro Matepmana ans MNLUP-uccnegoBaHuin, M TWaTeNbHO MPOMOOWNTE €ro B TeyeHue
10-15 c, nsberasa pasbpbi3rMBaHNs XUAKOCTU. 3aTeM U3BNEKUTE 30HA U3 pacTBopa, NpMXMMas ero K
CTeHKe NpobupKKU, OTOXMUTE M3OLITOK XWUAKOCTW, yAanuTe 30HA M BblbpocbTe. MNOTHO 3akpolTe
KPbILWKY MPpOBGUPKK 1 NpoMapKuUpymnTe Nnpobupky.

6.3.4 ®ekanuu

Ons aHanusa mcnonb3yT nNpobbl dekanuin maccon (06bLEMoM) npumepHo 1-3 r (1-3 mn).
Mpoby B konuyectee 1 r (NpuMepHO) OTAE/bHbIM HAaKOHEYHUKOM C (PUALTPOM WU O4HOPA30BbLIMU
fonaTkamMm NEpPeHOCHT B CreunasnbHbli CTEPUIIbHBLIN CyX0oh (1akoH.

Mocne cbopa dekanmii hnakoH NJIOTHO 3aKPbIBAKT M MapKUpPYIOT.

6.3.5 Acnupatbl

B3sTne maTtepuana ocyLlecTBASIOT B 04HOpPa30Bble, MNJIOTHO 3aBMHUYMBAIOLWNECS CTEPUIIbHBIE
npobupku o6béEMomM 50 M.
Mocne B3ATMA MaTepuana NpobupKy NMIOTHO 3aKpPbIBAOT KPbIWKOMW U MapKUPYIOT.

6.3.6 2JkccypaTt

3abop MaTepuana OCyLLeCTBASETCA C MOMOLLbI CneuMnanbHbIX CTEPUSbHBLIX OAHOPA30BbIX
WHCTPYMEHTOB — 30HA0B, LUMTOLLETOK WMAM TaMNOHOB, B 3aBUCMMOCTU OT UCTOYHMKA KINMHUYECKOrO
MaTepuarsna coriacHO yCTaHOBJIEHHOM npoueaype.

MNocne B3ATUA BUONOrMYeckoro Matepuana nepeHecute 30H4 B NpobupKy C TPaHCNOPTHOM
cpenon, npegHasHa4yeHHOM npou3BoAUTENeM A4S TPaHCNOPTMPOBaHUSA U XpaHeHus o6pa3uos
6uonornyeckoro matepuwana anga lNUP-nccneposaHunii, 1 TWaTenbHO MNPOMOAOWNUTE ero B TeyeHue
10-15 ¢, nsberasa pasbpbi3rnBaHUs XXNMAKOCTU. 3aTeM U3BJIEKUTE 30HA U3 pacTBopa, NPUXKMMas ero K
CTeHKe npobupkn, OTOXMUTE U3OLITOK XMAKOCTU, yaanuTe 30HA U BblbpocbTe. MI0THO 3akpounTte

KpbIWKY Npobupkn n npoMapkupymTe.
6.3.7 bakTepuanbHble KynbTypbl

B3aTve matepuana C XMAKUX U NNOTHbIX Cpea OCYLLeCTBASeTCs nMpu NoMOLLM O4HOPAa30BOM
MUKPO6MOOrnyecKkor neTnm nnm wnartens.

MoMecTuTe OAMHOYHYIO KOMOHUKO KAeTok mnm 100 MK XUAKOWM cpeabl B OAHOPAa30BYHO
naacTtukosyo nNpobupky obbémom 1,5-2,0 M, B KOTOpyk npeasBaputesibHO BHeceHo 500 Mkn
dunsnonormyeckoro pacresopa CTepusibHOro.

MNOTHO 3aKpoONTE KPbIWKY NPpOOMpPKM U NpoMapkupymte npobupky.

6.4 TpaHCcnopTUpoBaHMe N XpaHeHue uccnesyembix ob6pasLos

6.4.1 MokpoTa
O6pa3ubl MOKPOTbI 4ONYCKAeTCs TPaHCNOPTUPOBaTb N XPaHUTb:
. npu KoMHaTHoOM TemnepaTtype oT 18 °C go 25 °C He 6onee 6 yacos;

o npu Temnepatype ot 2 °C go 8 °C He bonee 3 CyTOK.
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6.4.2 HaTtuBHble n npegBapuTenbHo ob6paboTaHHbie 06pa3Lubl MOYN:

HaTtvBHble ¥  npeaBapuTenbHO  o6paboTaHHble  obpa3ubl  MOYM  AonyckaeTcst

TPaHCNOPTMPOBaTb U XPaHUTb:

o npun Temnepatype oT 2 °C go 8 °C He 6onee ogHUX CYTOK;
. npu Temnepartype oT MuMHyc 18 °C no MmuHyc 20 °C He 6onee ogHOMN Henenu;
o npu Temnepatype MuHyc 70 °C — 6 MecsueB.

BHMUMAHME! [lonyckaeTcs nuub 0A4HOKpaTHOE 3aMopaXXnBaHue-oTTanBaHne MaTtepumana.

6.4.3 Ma3kun\cockobbl M3 AblXaTenbHbIX HYTeVI, XKENyaAoO4YHO-KUWEYHOIro W YpOreHuUTasabHOIro

TpaKTa, 3KCCyaaTbl

Ma3KmM\CoCckobbl M3 AbIXaTesNbHbIX MNYyTer, XEeNyAOYHO-KULWEYHOrO U YPOreHUTasbHOro
TpakTa, 3KCCyAaThl CNeAyeT TPaHCNOPTUPOBaTh M XPAHUTb COMMAacHO MHCTPYKLUMSM K pEKOMEHAYEMbIM
KoMnsiekTam peareHtoB ana BblgeneHns HK  (MPOBA-HK, TPOBA-IC, TPOBA-HK-IMJOC,
MPOBA-IC-NJ1IOC, NMPOBA-MY-PAMNA).

6.4.4 O6pasubl HaTUBHbIX hekanumn
O6pa3ubl HAaTUBHbLIX MeKaNMn 4ONMyCcKaeTCca TPAHCNOPTMPOBAaTb U XPaHUTb:
o npu KoMHaTHoM TemnepaTtype oT 18 °C go 25 °C He 6onee 6 yacos;
o npu Temnepatype o1 2 °C go 8 °C He bonee 3 CyTOK.

6.4.5 Acnupat, 6akTepuanbHble KYNbTypbl:

AcnuvpaT, 6akTepuanbHble KysbTypbl 4OMNYCKAETCS TPAHCNOPTUPOBATb U XPaHUTb:

o npu Temnepatype ot 2 °C go 8 °C He 6onee ogHUX CYTOK;
o npu Temnepatype oT MMHYC 18 °C go mmnHyc 20 °C He 6onee ogHOM Hepenwu;
o npun Temnepatype MnHyc 70 °C — 6 mMecsues.

BHUMAHME! [JonyckaeTcs nuwb OAHOKpaTHOE 3aMopaXxunBaHue-oTTanBaHne matepuana.
6.5 MoaroToBka 6mMonornyeckoro Matepmana yesoseka anas uccnenoBaHms
6.5.1 MokpoTa

6.5.1.1 Cnoco6 N¢ 1

1. TMepeHecute npuMmepHo 500 mkn GuonormMyeckoro mMatepuasna B CTEPUbHYIO MOCYyAy M MJOTHO
3aKpPOMNTE KPbILLKOW.

2. [obaBbTe k Npobe MOKpPOTbI paBHbIN 06BbEM 10 % Tpex3aMeweéHHOro GochOopHOKNCIOro HaTpums
x12H20, NNOTHO 3aKpoOWTe KPbIWKON U MHTEHCUBHO BCTPAXHUTE.

3. WHkybupynTte cmecb npu Temnepatype 37 °C B TedeHue 18-24 4yacoB, 3aTeM HeWTpanmsymTte
1 M HCI go pH 6,8-7,4.
LeHTpudyrmnpyinte npm 900 x g B TeueHne 20 MUH.
Cnente HaAoOCaAO4YHYIO >KMAKOCTb B  EMKOCTb € 5% pacTtBOopoM XxnopaMumHa Ans

obe33apaxuBaHus.
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6. [obaebTe k ocagky 500 MKN AMCTUANMPOBAHHOW BOAbI, MNepeMewanTte MNUNETUPOBAHMEM W
nepeHecuTe B 04HOPA30BYHO MJIACTUKOBYO Npobupky o6bEMOM 1,5 mn.

7. Uentpudyrmpynte npobumpky npm 16 000 x g B TedyeHne 10 MuH.

8. YpanuTe HaAOCaAO04YHYIO XMAKOCTb, OCTaBmB B Npobupke npumepHo 100 Mk (0cadok + uakas
dbpakuns).

6.5.1.2 Cnoco6 N¢ 2

1. B koHTelHep c obpa3uomMm fobaBbTe MYKOMAM3UH B COOTHOWweHMKU 5:1 (5 yacten MykonusmHa K
OZHOWM YacTM MOKPOTbI), OPUEHTUPYSACb MO rpaayMpoBKe KOHTENHepa.

2. 3aKpoWnTe KpbIWKY KOHTEelMHepa, BCTPSAXHUTE COAEPXMMOe U WHKYybupylhte 20-30 MUH npwm

KOMHaTHOM TeMnepaType, Kaxable 2-3 MUH BCTPAXMBAS KOHTeNHep.
6.5.2 Moua

6.5.2.1 [llepeHecuTte 1,0 Ma MOUYM B NAACTUKOBYO Npobupky obvémom 1,5 mn.

6.5.2.2 UeHTpudyrmupyiite npobupky npu 16 000 x g B TeyeHne 10 MuH.

6.5.2.3 Hawnbonee nonHoO yaanute HaA0CaAOYHYH XUAKOCTb.

6.5.2.4 [obaBbTe K ocaaky 1,0 Mmn hu13MoN0rM4eckoro pactsopa CTepusibHOro.

6.5.2.5 UeHTpudyrmpyite npobupky npm 16 000 x g B TedyeHue 10 MuH.

6.5.2.6 Ypanute HaAOCaAO4YHYK XMAKOCTb, OCTaBMB B npobupke npumepHo 50 Mkn

(ocapok + xuakas dpakums).

6.5.3 Ma3kun\cockobbl M3 AbiXaTeNbHbIX HYTeVI, XKEenyao4yHO-KULWEYHOIro n YpOreHuUTanbHOrro

TpakTa, acnuparbl, 3KccyaaThl, 6aKkTepuanbHble KyNbTypbl C XUAKMUX U NJIOTHbIX Cpeq

6.5.3.1 UeHTpndyrupymnte npobupky npm 16 000 x g B TeueHme 10 MUH.

6.5.3.2 Ypanute  HaAOCAAOYHYK  XWAKOCTb, OCTaBMB B  nNpobupke npumepHo 50 MKN
(ocapok + xugkasa dpakums) npu UCNonb3oBaHMM KoMnaekToB peareHToB [MPOBA-IC,
MPOBA-TC-MJIIOC unu 100 Mkn  (ocagok + xuakasa dpakumsa) npuv  UCNoSb30BaHUU
komnnekToB peareHToB NMPOBA-HK, MPOBA-HK-TJTHOC n NMPOBA-MY-PATNA.

6.5.4 ®dekanuu

6.5.4.1 [llepeHecute ~250 Mr (Mkn) dekanunii B 04HOPA30BYO MIACTUKOBYO NMpobmpky 06bEMOM
1,5 mn c 1,0 MA pM3MONOrMyYecKkoro pacteopa CTepPUIIbHOrO.

6.5.4.2 BcTpsaxHuTe npobupky Ha BopTekce B TeveHue 5-10 c.

6.5.4.3 UeHTpudyrnupymnte npobupky npu 900 x g B TeueHme 2-3 MUH.

6.5.4.4 TlepeHecute 800-1000 MKN HaAOCAAOYHOM XUAKOCTM B HOBYIO OAHOPA30BYI0 MJACTMKOBYIO
npobupky o6vémomM 1,5 mn, ueHTpmudyrmnpynte npu 16 000 x g B TedeHne 10 MuH.

6.5.4.5 Ypanute HagOCaAOYHYH XWMAKOCTb, OCTaBuB B Npobupke npumepHo 100 mkn (ocagok +
Xunakas dpakums).

JanbHelwaa o6paboTka yKasaHHbIX Bbllwe BMAOB 6uonornyeckoro ™Martepuana
OCYLLECTB/SIETCS COMMAacHO MHCTPYKLUMSM K MCMOMb3YEMbIM KOMMJIEKTAM peareHToB A/1s BblAeseHUs
OHK.

23



™ IHK-TEXHONOT S

BbakPe3ucra ‘ UHCTpyKUMa no npuMeHeHuto | 501-1 ot 06 ceHTab6pa 2021
7 NMPOBEAEHVE AHAJIN3A
7.1 Boigenenne OHK 13 6buonormyeckoro matepmana

Boigenenne OHK npoBoasiT B COOTBETCTBMM C MHCTPYKUMEN K MUCMOSIb3yEMOMY KOMMIEKTY

peareHToB. PekoMeHAayemble KOMMeKTbl ans BblgenenHma AOHK un3 6uonormyeckoro matepuana:
MPOBA-HK, MPOBA-IC, MPOBA-HK-MJTKOC, MPOBA-IC-MJ1IOC, MPOBA-MY-PAMNA.
BHUMAHME! OgHoBpemeHHO ¢ BbigeneHnem AHK wm3 6uonormyeckoro mMatepuana Heobxoammo
NOAroTOBMUTb OTPULATENbHbIA KOHTPOJIbHbIN obpaseu M nNpoBecTM ero u4epes BCe 3Tanbl
npobonoaroToBkn. B KayecTBe OTpULATENbBHOIO KOHTPO/AbHOro obpasua pekoMeHAayeTcs
MCcnosib3oBaTb PU3MONOTMYECKNIA pacTBOP UM OTpULATENbHbIN KOHTPO/bHbIN 0bpasel, BXoaswmi
B COCTaB KOMMJeKTa peareHToB ansa sbigeneHums OHK, B 06béMe, ykaszaHHOM B MHCTPYKUWM K
KOMMJIEKTY peareHToB.

7.2 Moarotoska v nposeneHue MLP

7.2.1 Habop peareHToB bakPe3sucta GLA: npoMapkupylite no OAHOMY CTpuUMNy CO CMeCsMW ANns
amnandukaummn, 3anedaTaHHbIMM NapaduHOM, ANa Kaxaoro nmccneayemoro obpasua, oauH
AN MOJIOXKUTENbHOro KOHTposibHOro obpasua (K+) © oamH Ana  oTpuuaTenbHOro

KOHTposibHOro obpasua (K-).

Mpumep: HeobxoaMMmo npoaHannsnpoBaTh ABa o6pasua. [na 3Toro Heo6XxoAMMO MPOMapKMpoBaTh YeThIpe

cTpuna: ABa Ana uccneayembix 06pasuos, oanH ana «K+» n oanH ana «K-» (tabnuua 2).

7.2.2 Habop peareHTtoB bakPe3ucra GLA Van/Mec: npoMapKupyinTe no ogHon npobupke crtpuna
(vnn no ogHol oTaenbHouW npobupke) co cMmecbio AN amnamdukaumu, 3anedyaTaHHOM
napaduHoM, Ans Kaxaoro wuccnegyemoro o6bpasua, OA4HY Ans  MNONI0XWMTENbHOro

KOHTposibHOro ob6pasua (K+), n ogHy Ans oTpuuaTesibHOro KOHTpPoabHOro obpasua (K-).

Mpumep: HeobxoaMmo npoaHanuM3npoBaTb ABa obpasua. [ns 3Toro Heo6xoAMMO MPOMapKMpOBaTb YETbIPE

npobupku: aBe ANs nccneayembix obpasuos, oaHy ans «K+» v ogHy ansa «K-» (tabnuua 2).

Tabnuuya 2 — lNpuMep MapKMpOBKKU CTPMMNOB MK Npobupok ans nposeaeHus MLP

O6pasubl bakPe3uncta GLA bakPe3uncta GLA Van/Mec
Obpazeu 1 Ctpun 1 Mpobupka 1
O6pasey 2 Ctpun 2 Mpobupka 2
K- Ctpun 3 Mpobupka 3
K+ Ctpun 4 Mpobupka 4

7.2.3 BctpaxHute npobupky ¢ pactBopoM Tag-nonuMMmepasbl B TedeHuMe 3-5C Ha
MUKpOLEeHTpudyre-sopTekce n ueHTpudyrnpyiite B TedeHne 1-3 ¢ Ha MUKpOUEHTpudyre-

BOpTEKCE.

7.2.4 [obaBbTe BO BCE NMPOMapKMpoOBaHHble NPO6UPKM, HE NOBpexaasa cron napaduHa, no 10 MK

pactBopa Tag-nonmmepassbi.

7.2.5 [obasbTe B Kaxayto npobupky no OAHOW Kanne MuHepanbHoro Macna (okono 20 mkn).

3akpounTe Nnpobupku/CcTpunsl.
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7.2.6 BcrpsaxHuTe npobupkn c npenapatoMm OHK, nonoXxuTenbHbIM KOHTPOAbHbIM 06pa3suyom (K+)
M oTpuuaTeNnbHbIM KOHTPOsbHbIM obpa3uom (K-) B TedyeHume 3-5 C Ha MuUKpoueHTpudyre-

BOpTEKCE U LeHTpudyrmpymnTe B TedeHme 1-3 ¢ Ha MUKpoueHTpudyre-sopTeKce.
BHUMAHME!

1. Tpwn ucnonb3oBaHum gns sblaeneHmna AHK komnnekTos peareHtoB [MPOBA-IC n MPOBA-IC-MNJ1HOC
HeobxoAMMO nocne BCTPSAXMBAHMSA LeHTpudyruposate npobupkn ¢ npenapatom AOHK npu
16 000 x g B TeueHMe OAHOM MUHYTbI AN ocaxaeHus copbeHTa. B cnyyae ecnu nocne BblaeneHms
HajgocagouHas XUAKOCTb, coaepalwas BbligeneHHyw [OHK, 6bina nepeHeceHa B HOBble
npobunpku, ueHTpudyrmposaHme Nponu3BOAUTCS B TedeHue 3-5 ¢ Ha MUKpoueHTpudyre-sopTekce.
2. [Mpu ncnone3oBaHun ansa sbiaeneHns OHK Habopa pearenTos MNMPOBA-MY-PANMUA Heobxoanmo
nocnie BCTpSIXMBaAHUSA NoMecTUTb Npobupkn ¢ npenapatoM AHK B MarHuTHbIA wTtatme. B cnydae
ecnn rnocne BblAeNEeHUA HaAoCaAO4YHas XWAKOCTb, cofaepxawas BblageneHHyw [AHK, 6bina
nepeHeceHa B HoBble Mpobupkn, UeHTpudyrmposaHme npousBOAUTCA B TedeHue 3-5C Ha

MUKpPOLEHTPUdYyre-BopTeKCeE.

BHUMAHME! [1na npefoTspalleHUss KOHTaMmMHauuun cnenyet nepes BHeceHueM OHK oTKpbiBaTb
KPbIWKY TOAbKO TOro crpuna (uUaM TONbKO TOM MpobupKK), B KOTOPbIN OyAeT BHOCUTBCS AAHHbIN
ob6paseu, 1 3aKkpbiBaTb €€ nepen BHeceHueM cnegytowero. MNMpenapatbl JHK 1 KOHTponbHbIE 06pa3ubl

cnenyeTt BHOCUTb HAaKOHEYHMKaMKU C HDUNLTPOM.

7.2.7 BHecuTe B COOTBETCTBYHWLUME MNPOMAPKMPOBaHHbIE TMPOOUPKM, HE noBpexaas CJoM
napaduHa, 5,0 Mkn BblgeneHHoro n3 obpasua npenapata AHK. B npobupkn «K+» n «K-»

npenapat AHK He BHOCUKTCA.

7.2.8 BHecuTe B npobupky (CcTpun), NpoMapKkupoBaHHYyl «K-», He noBpexaas cnon napaduHa,
5,0 MK OTpMUATENbHOr0 KOHTPONbHOro obpasua, npoweawero stan BbigeneHumsa [AOHK
(cm. 7.1).

7.2.9 BHecuTe B npobupky (CTpun), NpoMapKkMpoBaHHY «K+», He noBpexaas croi napaduHa,

5,0 MK/ NONOXUTENBHOIO0 KOHTPONbHOro obpasua.
7.2.10 UeHTpudyrmupyinte npobupkun (CTpunbl) B Te4eHMe 1-3 ¢ Ha MUKpoOLEeHTpudyre-sopTekce.
7.2.11 YcTtaHoBuTe BCe nNpobupku (cTpunbl) B 610K AeTeKTupyrowero amnnudukaTopa.

7.2.12 3anyctute nporpammHoe obecneueHne RealTime_PCR B pexume «PaboTta ¢ npubopom».
3arpy3ute dainbl «BacResista.V1.ini» (ans BapuaHTa ucnonHeHus bakPesucta GLA) unm
«GLA VanMec.ini» (ana BapuaHTa ucnonHeHus bakPesucta GLA Van/Mec). [dobaBbTe B
MPOTOKON COOTBETCTBYIOLWME TEeCTbl, YKaXuTe KOAM4yecTBOo U maeHTudunkatopbl 06pasuos,
OTMeTbTe pacrnosioXkeHne npobmMpok Ha wMaTpuue TepMobsioka B COOTBETCTBUM C  UX
ycTaHoBkol (cMm. 7.2.11) n npoBegute MMLP. Mpu BbiBOpe 3TUX TECTOB B OKHE «3anyck

nporpamMmMbl aMnanduKaummn» gosixHa otobpaxaTtbCcs NnporpamMMa, npuBeaéHHas B Tabnvue 3.
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Tabnuuya 3 -— TMporpamma aMmnavdukaumm pns AeTeKTupywmx aMmnandmkaTopos

«OTnpanm», «ATnant» n «4T-96»

Ne ° Yucno Pexxum ontuyeckmnx
Temnepatypa, °C | MuH C . Twun 6noka
6noka LMKI0B M3MepeHUN
80 0 30
1 Lnkn
94 1 30
94 0 30 5 U
MKnN
64 0 15 %
94 0 10 45 U
MK
64 0 15 %
94 0 5 1 LUnkn
10 . XpaHeHune XpaHeHune

Tectbl (ini dannel) ang npumbopos «ATnpanm», «OTnant» mn «AT-96» npenocrtaBnsitoTcs

npoussoanTenemM Habopa peareHToB.

8.1

8.2

8.3

8.3.1

PEFMCTPALMA PE3YJIbTATOB AMITJTMOUKALIMAN
Pernctpauns curHana dayopecueHuun nposoauTcs nNpmbopoM aBTOMaTU4eCcku BO BpeMs
amnnmdunkaumm.

[eTekumss M y4yéT pe3ynbTaToB OCYLLECTBASIOTCA AETEKTUPYIOWUM  aMniMduKaTopoMm

aBTOMaTn4yeckKu.

lMocne OKOHYaHMS NporpamMmbl amMnanduUKauMnu Ha 3KpaHe MNOoSIBUTCS COOTBETCTBYHOLLEE
MHpopMaunoHHOe coobuieHne n 6yaeT nNpeanoXXeHo NeperTM K aHanm3ly pe3ysbTaTos.
Ha rpadwuke 6yaer oTtobpakeHa 3aBMCUMMOCTb hlyopecLueHUun OT HoMepa uukia no BCeM

MCNOSb3YEMbIM KaHanaM ans Kaxaon npobupkn B Tepmobrioke.
BbakPesuncra GLA:

B tabnuue cnpasa 6yaeTr nokasaH naeHTudukaTop obpasua, nHankaTopHbele umknabl (Cp),

norapudmbl KoHueHTpauun (Lg) ang cneunduyecknx NpoaykKToB U nHAMKaTopHble Uuknabl (Cp) ans

BK.

8.3.2

BakPe3uncta GLA Van/Mec:

B Tabnuue cnpasa 6yaet nokasaH naeHtudmkatop obpasua, MHANKaTOpHble umknbl (Cp) ans

cneunduryecknx npoaykTos n BK.

8.4

Mo pe3synbTaTtam aHanmsa MOXHO copMMpPOBaTb M pacnedyaTaTb OTYET.

B BapumaHTe wucnonHeHus bakPe3smncta GLA nocne OKOHYaHWSA MnporpaMMmbl MporpaMMHoe
obecrneyeHne npoBOAUT CpaBHEHWE 3a4aHHOr0 OMepaTopoOM PpacrofioXKEHUs CTpUMNOB C
peanbHbIM MOSIOXKEHWEM Mapkepa Rox, W, eciinm HaxoauT HecoBnageHue (Npu HenpaBUIbHOM

pacrnosioXeHnn CTpUNoB), To Npeaynpexaaer o6 3ToM onepaTopa.

B aTom cnyyae Heob6xooMMO NpPOBEpPUTb PacroioXeHMn CTpurnoB B Tepmobrioke (nepsas
npobupka oTrMmeyeHa ronyboiM 6ydepom) U cKkoppekTMpoBaTb MAEHTUGUKATOPbI NPO6MPOK B

npoTokone.
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9 YYET PE3Y/IbTATOB MNLP
9.1 YYéTt un perncTpauna pesynbTaToB peaKunn OCYLLECTBAAKTCA aBTOMaTU4YECKM C MOMOLbIO

nporpaMMHoOro obecneyeHuns, NOCTaBASEMOrO C AETEKTUPYOLWNUM aMiINdUKaTOPOM.

9.2 Mocne 3aBepweHuns MLP nporpamMMa otobpaxaeTt B Tabnuue B rpade «Pesynbrar»: «+>» nnum

«-», B 3TOM cny4yae BblAAETCHA 3aK/to4eHMe rno pesynbrtaTtaMm UccreaoBaHus.

9.3 YUéT n nHTepnpeTaumsa pesynbTtaToB peakuun ans BapuaHTta ncnonHeHms bakPesucra GLA

9.3.1 Mocne NpoxoxaeHus aMmnandukaumMm rno nokasatessiM UHAMKATOPHOro umkia (NoporoBbixX
umknioB, Cp) nporpamMMHbIiM o6ecnevyeHnemM aBTOMaTMYECKM NPOBOAUTCS pacdéT norapndmos
KOHLEHTpaUMN, KOTOPblE YKasblBAlOTCA B CTPOKE C Ha3BaHMEM COOTBETCTBYHOLIErO reHa
pe3sucteHTHocTM u  OBM. CpaBHUMBast 3HaueHuss norapudmMoB, BO3MOXHO TMpPOBECTU

MONYKOSIMYECTBEHHYO OLIEHKY :
o 00SIN pe3UCTEHTHbIX MMKPOOPraHM3MoB OT obuiero konmyectsa 6akrepnanbHOM Macchl;
. COOTHOLUEHUS reHOB Pe3UCTEHTHOCTU APYr C APYIrOM.

9.3.2 3HaueHus norapmdma meHee 3,0 He BbicuMTbIiBalOTCH, HO Cp ang 3tnx npob otobpaxkatoTcs.
OTO WHTEPNpPeTUPYEeTCs KaK OTpuMUATENbHbIA pe3ynbTaT, MNpu 3TOM B OKHe <«AHanus
OMTUYECKMX W3MEPEHMN» pe3ysbTaT YKa3blBaeTCs Kak <«-», a B 6OflaHke oTBeTa -

«He 06bHapy>XeHo».

9.3.3 Ecnu 3HayeHue norapudma OBM 6onbwe 7,0, TO ana nposeaeHuss 6omee TOYHOM
MONYKOSIMYECTBEHHOM OLEHKWM pekoMmeHayeTcs passectm npenapat OHK B 10-100 pas u

NPOBECTX MOBTOPHYIO aMindUKauuio.

9.3.4 Ecnm 3HauyeHue norapudma OBM He ykasaHO, a 3HadeHumss norapudmoB AS9 [EHOB
PE3NCTEHTHOCTN YyKa3aHbl, TO MNpoBeAeHNe MONYKOJNYECTBEHHOM OLEHKM pe3ynbTaToB
nccnefoBaHUS  CYMTAETCH HEKOPPEKTHbIM, HO pe3y/bTaTbl MOMyT Y4YUTbIBaTbCA Kak
KayecTBeHHble. [M03TOMY 3TO MHTEpPNpPeTUpPyeTCcs Kak MosIoXUTENbHbIN pe3ysbTaTt, Npyu 3TOM
B OKHe «AHasnnM3 ONTUYeCKMX M3MEpPEHMN» pe3ynbTaT yKasblBaeTcs Kak «+», a B 6bnaHke
oTBeTa - <«O06HapyXeHOo». DTO MOXeT ObiTb CBSI3aHO C HApyLWeHUSMWU B TEeXHOJI0rum
amnnmduKkaumm, B 3TOM Cfydae ANs BO3MOXHOCTM MpOBEAEHUS MONYyKOSMYECTBEHHOM

oueHkun Tpebyetca nosTopHoe nposeneHue MUP ¢ nmerowmmca npenapatom AHK.

9.3.5 3HaueHue Lg, ykasbiBaeMoe Npw BbiSIBIEHNUN FEHOB PE3UCTEHTHOCTU AOIXKHO ObITb MEHbLLUE,
yeM 3HayeHne Lg OBM+0,5. Ecnin aTo ycnoBue He BbINOIHAETCH, TO pe3y/ibTaT uccnenoBaHms
CUNTAETCH HEKOPPEKTHbLIM, HO pe3y/ibTaTbl MOryT YUUTbIBATLCA KaK KayecTBeHHble. [103ToMYy
3TO MHTEPNPETUPYETCS KaK MONIOXUTENbHbIA pe3ynbTaT, MNpuM 3TOM B OKHe <«AHanus
ONTUYECKMX W3MEPEHUn» pe3ynbTaT YKasblBaeTCcsd Kak «+», a B 6OnaHke oTBeTa -
«0bHapyXeHo». DTO MOXeT 6bITb CBA3aHO C HapyLeHMsMU B TeXHoNnormn amnandukaumm, B
3TOM C/fly4ae Ans BO3MOXHOCTM MNpoOBeAeHUs MNOoJSyKONMYEeCTBEeHHOM oueHkn TpebyeTcs

rnoBTopHoe nposeaeHue MNUP ¢ nmetowmnmca npenapatom AHK.
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9.3.6 [Onsa obpas3uoB, 479 KOTOPbIX MOAYyYeHbl OTpUUATeNbHble pe3yfnbTaTbl MO TPeM KaHasnam
aetekumm (mncknwudasa npobupky N° 3) B rpade «Pesynbrtat» 6yaeT ykKasaHo <«HA»
(HepocToBepHbIM pe3ynbTaTt). B aTom cnydae Tpebyercsa noBTopHOoe nposeaeHue TLP ¢
umetrowmmca npenapatom OHK, nmbo nosTtopHoe BbigeneHne OHK n noctaHoska IMUP, nnbo

NnoBTOpPHOE B3ATME BMoNornyeckoro matepmana (BbiNOSIHAETCA NocnefoBaTeNbHO).

9.3.7 Ona oTpuuatenbHOro 1 NMoSIOXUTENIbHOIO KOHTPOJIbHbIX 06pa3LI,OB OO/KHbI 6bITb MONTy4Y€EHbDbI

pes3ynbTaTbl, NpUBeAeHHbIe B Tabnuue 4.

Tabnuuya 4 — Pe3ynbTaTbl WCCNEAOBAHUSA OTPULATENBHONO W MOJOXWUTENbHOMO
KOHTPONbHbIX 06pa3uoB Ana BapuaHTa ucnonHeHus bakPesucrta GLA
Kanan getekunu PesynuTar WHTeprnpeTauns
Fam Hex Rox Cy5 pesyneTaTa
MonoXxunTenbHbI KOHTPOSbHbLIN 06pa3el
3uauenne Cp nonpoe;%gle:;abm
3HauyeHue Cp ykasaHo 3HaueHue _ yKasaHo + Pe3yNbTaThI
(ansa Bcex Npobumpok) He y4uUTbIBaAEeTCS (ans ggonpOK NOCTaHOBKM
N22-8) BaNUAHbI
OTpuuaTenbHbIN KOHTPONbHbIN 0bpa3el,
3HaueHve Lg 3HadyeHune Cp yKasaHo 3HadeHune Lg Pesynetat o
He yKasaHo oTpuuaTenbHbIN
(ansa Bcex npobupok, He yKa3aHo
(ansa Bcex Npobupok, o - - PesynbTatbl
i Kpome npobupkn N2 3 — (ans scex
kpome OBM: 6e3 BK) NPo6UPOK) MOCTaHOBKU
ponyckaetca Lg<3,5) ) BaMAHbI

9.3.8 [puHUMNbI WHTEpPNpeTauMn pe3ynbTaToB WCCNeA0BaHUS nMpuBedeHbl B Tabnuue A.1

npunoxeHusa A.

9.4 YUET WM UWHTepnpeTaumsa  pe3ynbTaToB peakumum AnAs8  BapuaHTa  UCMONIHEHUS
BbakPe3ucra GLA Van/Mec

9.4.1 [Onsa o6bpa3uoB, A/ KOTOPbIX MOJIlyYeHbl OTPUUATENbHbIE pe3yfnbTaTbl MO TPeM KaHasnaMm
Aetekuumn, B rpade «Pesynbtat» byaeT ykasaHo «HA» (HeAOCTOBEpPHbIV pe3ynbTaT). B aToMm
cnyyae Tpebyetcs nosTopHoe npoBegeHue [MUP ¢ umerowmmcs npenapatom AHK, nubo
nosTopHoe BbiageneHme AHK n nocraHoBka MMLUP, nnbo noBTopHOE B3ATUE BMOSIOrNMYECKOro

MaTepuana (BbII'IO}'I HAETCA nocnenoBaTen bHO).
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9.4.2 [na oTpULATENbHOIO U MOJIOXKMUTENBbHOIO0 KOHTPO/IbHbIX 06pa3uoB A0KHbI 6bITb MOMYYeEHbI

pes3ynbTaTbl, NpuBeAeHHble B Tabnuue 5.

Tabnuuya 5 — Pe3ynbTathl wMUccneaoBaHMa  OTpUUATEsIbHOMO U MNONIOXUTENBbHOIO

KOHTpOJIbHbIX 06pa3uoB a8 BapnaHTa ncnonHenmsa bakPesncrta GLA Van/Mec

KaHan getexkuun
PesynbTaT UHTepnpeTaums
Fam Hex Cy5 pe3ynbTaTa
MonoXunTeNbHbIN KOHTPONbHbLIA 0bpa3el,
3HadeHue Cp 3HayeHune 3HadeHue Cp + Pe3ynbTaT NONOXKUTENbHbIN
yKasaHo He yuyuTblBaEeTCS yKasaHo Pe3ynbTaTbl MOCTAaHOBKW BanuaHbl
OTpuuaTenbHblit KOHTPOSbHbLIN 06pa3sel,
3HadeHune Cp 3HadeHue Cp 3HadeHune Cp _ PesynbTaT oTpuuaTenbHbIi
He yKa3aHo yKasaHo He yKa3aHo Pe3ynbTaTbl NOCTAaHOBKW BanngHbI

9.4.3 [puHUMNbI MHTEpnpeTauMnm pe3ynbTaToB WCCNefoBaHUs npuBeaeHbl B Tabnuue A.2

npunoxeHunsa A.

9.5 Mpn nony4vyeHMn Ana oTpuuaTeslbHOro KOHTPOAbHOro obpasua pe3ynbTaTtoB, OT/IMYAtOLWNXCS
OT yKasaHHbix B Tabnuue 4 (ans BapuaHTa mcnonHeHuns bakPesucta GLA) mn Tabnuue 5
(ansa BapwaHTa mucnonHeHmss bakPesucta GLA Van/Mec) pesynbTaTbl BCEM MOCTAHOBOYHOM
Cepuu CUYMTAOT HeAOCTOBEPHbLIMU. B 3TOM cnyyae Heo6xoaMMO npoBeaeHue crneumasnbHbIX

MEpPOMNpPUATUIA ANS YCTPAHEHUS BO3MOXHOM KOHTAaMUHALMUN.

9.6 Mpn nonyyeHnn Ana NOAOXMTENbHONO KOHTPOJIbHOINO 06pa3ua pe3y/bTaToB, OTIMYAOLWNXCS
OT yKasaHHbix B Tabnuue 4 (ans BapuaHTa mcnonHeHuns bakPesucta GLA) mn Tabnuue 5
(ans BapmaHTa ncnonHenmst bakPe3sncra GLA Van/Mec), TpebyeTcsa noBTOpHAas NOCTaHOBKA

amnandmkaummn BCcen naptum obpasuos.

BHUMAHME! OTpuuatenbHbln pe3ynbTaT, MNOJYYEHHbIA Mpu  WUCCAefOoBaHUW, He UCKA4YaeT
BO3MOXHOCTW Hanuuus y 6aKTepuin ApYyroro MexaHusMa pPe3WCTEHTHOCTM K rIMKOMNEenTUAHbIM U

6eTa-NnakTaMHbIM aHTUBMOTUKaMS.

3 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.

29



BbakPe3ucra UHCTpyKUMa no npuMeHeHuto | 501-1 ot 06 ceHTab6pa 2021 E nHK-TEXHunur“ﬂ

10 TPAHCNMOPTUPOBAHUE, XPAHEHUE U DKCMNJIYATALUA
10.1  TpaHcnopTMpoBaHue

10.1.1 TpaHcnopTMpoBaHune Habopa peareHTOB OCYLLECTBASAKT B TEPMOKOHTEMHepax C
XNafo3n1eMeHTaMm  BCEMU BUAAMU  KPbITOFO TpaHcnopTta Mpu TemMnepaTtype BHYTpWU

KOoHTeNHepa oT 2 °C go 25 °C He 6onee 5 cyToK.

10.1.2 Habopbl peareHToB, TPaHCMNOPTUPOBAHHbIE C HapYLIEHWEM TeMMNepaTypHOro pexunMa,

NMPUMEHEHUIO He noanexar.
10.2  XpaHeHune
10.2.1 Habop peareHTOB cneayeT XpaHUTb B XONOAW/IbHUKE WAM XONOAUNBHOW Kamepe npu

TemnepaType oT 2 °C Ao 8 °C B TeyeHMe BCEro CPoKa roaHocTn Habopa peareHTos.

10.2.2 CmMecu pgns amnaudukaumun, 3anedyataHHblie napaduHoOM, cnegyeT XpaHuTb B XONOAUbHUKE
W XONOANNBHOM Kamepe npu TemnepaTtype ot 2 °C po 8 °C B 3awwMWEHHOM OT CBETa MecTe

B Té4eHNE BCEro Cpoka rogHoCTun Ha6opa peareHTos.

10.2.3 Habopbl peareHToOB, XpaHWBLUMECA C HApPYLWIEHUEM pernamMeHTUPOBAHHOINO PEexnMa,

NMPUMEHEeHUIo He noanexar.
10.3  YkKasaHua no 3kcnayatauunm

10.3.1 Habop peareHTOB [O/KEH MPUMEHATLCSA COrIaCHO AENCTBYHOLWEN BEPCUN YTBEPXKAEHHOM

WMHCTPYKLUMN MO NPUMEHEHMUIO.

10.3.2 [nsa nonydyeHuns AOCTOBEPHbIX pe3ysbTaToB HeobXxoAMMO CTporoe cobntogeHne UHCTPYKUMK

Nno NpuUMeHeHuto Habopa peareHToB.

10.3.3 Tlocne BCKpbITMS YMakOBKM KOMMOHEHTbl Habopa peareHToOB cneayeT XpaHuTb Mpwu

cnegyrumnx ycnosuax:

o KOMMOHEHTblI Habopa peareHTOB cneayeT XpaHuUTb B XONOAWSIbHUKE WUAN XON04MNNbHOWN
Kamepe npu Temnepatype oT 2 °C go 8 °C B TeueHMe BCero cpoka rogHoctu Habopa

peareHToB;

o cMecn  Ana  aMnamdukauum, 3anedataHHble napaduHOM, cneayeTr XpaHuUTb B
XON0AUNBbHUKE WM XONOAWSIBHOW Kamepe npu Temnepatype oT 2°C go 8°C B

3aWMLLEHHOM OT CBETa MecTe B TedeHne BCEero cpoka rogHoctn Habopa peareHToB.

10.3.4 Ha6opb| peareHToB C UCTEKWLNM CPOKOM rogHOCTU NPpUMEHEHUIO HE NoAeXaT.
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YKA3AHWA NO YTUIIN3ALINUN

Mpu wucnonb3oBaHMM Habopa peareHTOB B KAMHMKO-AMarHoctmyeckom nabopatopun
obpasylTcs oTxoabl knaccoB A u b, KoTopble KNAaCCUPUUUPYIOTCA U YTUIU3UPYIOTCS B

cooTBeTCTBMU C TpeboBaHusamm CaHlnH 2.1.7.2790-10.

Habopbl peareHToB, NMpuwealwne B HENPUroAHOCTb, B TOM 4YMUC/e, B CBA3M C UCTEYEHUEM
CpoKa roZIHOCTW, U HEWUCMO/Ib30BaHHbIE peakTMBbI, OTHOCATCA K knaccy B v nognexar

yTuaun3sauum B COOTBETCTBMU C TpeboBaHusamm CaHluH 2.1.7.2790-10 n MY 1.3.2569-09.

YnakoBka Ha60pa peareHToB (KOpO6KVI, FpVII'II'Iepr) nocrne ncnosib3oBaHM4a No Ha3Ha4YeHuto,

OTHOCUTCH K OTXO4aM Kfacca A 1 yTUamn3mpyeTtcsi ¢ 6bITOBbIMU OTXOA4aMW.
FAPAHTUN N3IrOTOBUTENA

MpeanpuaTNE-U3roToBUTENb FAapaHTUPYET COOTBETCTBME Habopa peareHToB TpeboBaHUSM
TEXHUYECKUX YCNOBUIM Mpu cobnoAeHUn YCNOBUIA TPaHCNOPTUPOBAHUSA, XpaHEHUs U

aKCnNyatTauuun, yCTaHOBNEHHbIX TEXHNYECKUMU YCITIOBUAMMN.

Cpok rogHoctTn Habopa peareHTOoB — 12 MecsueB npu cobnogeHnn BcCexX YCA0BUMN

TPaHCNOPTMPOBAHUSA, XpPaHEHNSA U SKCMyaTaunu.
PEMOHT U TEXHUYECKOE OBCNTY)XXUBAHMUE

Ha6op peareHToB npeaHa3sHa4deH And OAHOPa3oBOro MUCMoJib30BaHMA W HE NOANEXUT

TEXHUYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.

14 CMMBOIJ1bl, NCNOJIb3YEMbIE NP MAPKNUPOBKE HABOPA PEATEHTOB
MeauumMHcKoe usgenuve ans [:]II ObpaTtuTecb K MHCTPYKLMK MO
ONArHOCTUKM in vitro NMPUMEeHEeHUo
J’ TemnepaTypHbIn AvanasoH REF KaTanoxHblii HOMep
V Konunuectso TectoB d Appec nsrotosutens
< He ponyckaeTtcsa Bo3gencreme
FopeH po ZIN
g AeH A 28 CO/THEYHOr0 CBeTa
Cepvsi Habopa peareHToB C\_,J_'I [laTa U3rotoBneHus
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15 NEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHOAAPTOB

FOCT 2.105-95 Obwme TpeboBaHMA K TEKCTOBbIM AOKYMEHTaM.

FOCT ISO 14971-2011 U3penus mMegnuunHckue. NMpuUMeHeHne MeHeg)KMeHTa pucka K MeaAuUMHCKUM
nspennam.

FOCT P 15.309-98 Cucrema pa3paboTKm M NOCTaHOBKU MPOAYKLMW Ha Mpom3BOACTBO. McnbiTaHms m
npuémMkKa BbliNyCcKaeMon npoaykummn. OCHOBHbIE NMOOXEHUS.

FOCT P 51088-2013 MepguumnHCcKMe wusgenuss Anst AWArHOCTUKM WH BUTpPO. PeareHTbl, Habopbl
peareHToB, TeCT-CUCTEMbI, KOHTPOJIbHblE MaTepuanbl, NUTaTenbHble cpeabl. TpeboBaHUS K U3gennam
N noaaep>XXuBatoLwen JoKYMeHTaunu.

FOCT P 51352-2013 MeauumMHCKNE nsgennsa ans ANarHoCTMKN UH BUTPO. MeToabl UCMbITaHUA.

FOCT P 53022.3-2008 TpeboBaHusa K KayecTBY KAMHUYECKMX NabopaTopHbIX uccregoBaHun, Y.3.
MpaBunaa oueHKU KIMHNYECKON MHPOPMaTUBHOCTM NabopaTopHbIX TECTOB.

FOCT P NCO 18113-1-2015 MegnumHckme wusgenma  Ansa  AuarHoctmku in  vitro. WHdopmauus,
npegocraensgemMas usrotosutenem (MapkupoBka). Yactb 1. TepMuHbl, onpegeneHuvs un obuwue
TpeboBaHus.

FOCT P NCO 18113-2-2015 MeauumHCcKMe wspgenus Ans AWarHoctuku in  vitro. WMHdopmauums,
npeagocrasfsgseMas M3rotosmtenem (MapkmpoBka). YacTtb 2. PeareHTbl Ans AMArHOCTUKM in vitro gns
NpodeccnMoHanbHOro NpMMeHeHUs.

FOCT P NCO 23640-2015 MeanumHcKme mnsgenmsa ans ANMArHOCTUMKKM in vitro. OueHka ctabunbHOCTU
peareHTOB A9 ANArHOCTUKM in vitro.

FOCT P NCO 15223-1-2014 Uzpgenusa megmumHckmne. CUMBOJIbI, MPUMEHSEMbIE MPU MapKMPOBaHUM Ha
MeOMUMHCKUX WU3AeNnax, 3TUKETKax M B CONpoBOAUTENbHOM AOKyMeHTauun. 4Y.1. OCHOBHble
TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) JlabopaTtopun meanumnHckme. TpeboBaHus 6e30nacHOCTU.

n pnMevyaHune — YKa3aHHble Bbille CTaHAapThl 6b1n ﬂeVICTBYIOU.LMMM Ha MOMEHT yTBEPXAEHNA MHCTPYKUUWN MO
NnpUMeHeHuo. B ganbHenwemM, npun nosb3oBaHMM AOKYMEHTOM, Lenecoobpa3sHo NpoBepuTb AENCTBUE CCbISTOYHbIX

HOPMaTUBHbIX AOKYMEHTOB Ha TEKYLLI,Mﬁ MOMEHT. Ecnun CCbIIOYHbIN OOKYMEHT 3aMeHEéH WIn U3MeHEéH, TO npu
NPUMEHEHNN HACTOSLWEro AOKYMEHTa crieAyeT No/b30BaTbCA 3aMEHEHHbLIM (M3MEHéHHbIM) AOKYMEHTOM.
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16 AOPEC AN OBPALLEHUA

Mpon3eBoacTBO HAaboOpoOB peareHTOB MMeET CepTUMOULMPOBAHHYIO CUCTEMY MEHE)KMEHTa KayecTsBa U
cooTBeTCTBYeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeg)XMeHTa kKadectBa ISO 9001 B obnactu
pa3paboTkn, Npon3BoAcTBa M npodaxu IVD peareHToB 1 NpnbopoB ANs MONEKYNSPHO-reHETUYECKOWN
AVMarHocTukn, u apyroro nabopatopHoro npuMmeHeHusa, u EN ISO 13485 B obnactn paspaboTkuy,
npoussoacTea v npogaxwu IVD peareHToB 1 NpnbopoB A58 MEANLIMHCKON MOJTIEKYNIAPHO-TrEHETNYECKOM

ANarHoCTnkKu.

MpoussoaunTenb: O6WeCTBO C OrpaHNYEeHHOM OTBETCTBEHHOCTbIO «[HK-TexHonornsa TC»;
000 «AHK-TexHonorus TC», Poccus.

Apnpec npoussoagutensn: 000 «[HK-TexHonorna TC», Poccusa, 117246, r. MockBa,
HayuHbin npoesa, 4. 20, cTp. 4.

MecTto npousBoacrBa: OO0 «[HK-TexHonorusa TC», Poccus, 117246, r. Mockea,
HayuHbin npoesg, 4. 20, cTp.4.

Peknamaummn no Bonpocam KadectBa Habopa peareHToB (bakPe3sncta GLA, bakPe3sncrta GLA Van/Mec)
cneayeT HanpasnsaTb N0 aapecy:

000 «[AHK-TexHonorua», 117587, Poccus, r. MockBa, BH. Tep. . MyHUUKUNanbHbIN OKPYr YepTaHoBO
CeBepHoe, W. Bapwasckoe, 4. 125X, K. 5, atax 1, noMm. 12,

Ten./dakc +7 (495) 640-17-71,

www.dna-technology.ru

Cnyxba KNMeHTCKOM NoaaepXKu:
8-800-200-75-15 (ana Poccumn, 3B0HOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ansa crtpaH CHI 1 3apy6exbs, 3BOHOK NJaTHbIN).

E-mail: hotline@dna-technology.ru

Homep 501-1
2021-09-06
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MpuHUMNbI MHTEPNIpETALXUN pe3y/IbTaTOB UccriefoBaHUs

MpunoxxeHune A (cnpaBo4vHOE)

YueT, perncrpaums n NepBUYHbIN pacyeT forapndmMoB kKoHueHTpauun OHK Bo3byauTenen

npoBoAATCA NMpOorpaMMHbIM obecneyeHnem aBToMaTn4eckn. B gaHHOM NMPUNOXEHUN N3T0XXEHDI obuwme

NPUHLUMMNbI UHTEPNPETALUMN pe3ybTaToB.
Tabnunya A.1 — bakPe3ucrta GLA

Bbi6paHHbIli hyopodop

6onee npobupok

HE YYNTbIBAETCA

6onee npobmpok

UHTepnpeTaums
Fam Hex Rox Cy5 PesynbTat pripeTatl
pe3synbTaTa
AHanusnpyembie o6pasupbl
3HadeHue Ig 3HaueHue Ig
yKa3aHo yKa3aHo ObHapy>eHbl reHbl,
(AN OMHON MY 3HaueHune ) (ANS 0AHOI UK + accoummpoBaHHble C

PE3NCTEHTHOCTbIO K

(ans ogHOM nnu
6onee npobmpok

(ansa Tex xe Npobupok, 4uTo
u no kaHany Fam, Cy5),

(ana ogHoM nnu
6onee npobumpok

N1, 3-8) N92-8) aHTMbnoTnKaMm
Srauenie Ig 3HaueHwne Cp yKkasaHo 3navene Ig He obHapyXeHbl FeHbl,
He yKkasaHo He yKkasaHo

accounmnpoBaHHble C
PE3NCTEHTHOCTbIO K

(ans ogHOM nnu
6onee npobupok

(ans Tex xe npobupok, 4To
M no kaHany Fam, Cyb),

N°1-8)

npobupka N23 — 6e3 BK

(ans ogHom nnn
6onee npobupok

HA

o _ *
NO1, 3-8) npobupka N23 — 6e3 BK No2-8) aHTU6MoTUKaM
3HadeHune Cp 3HadeHune Cp 3HadeHune Cp
He yKasaHo He yKasaHo He yKasaHo PesynbTar

HEeOOCTOBEPHbLIN

N°2-8)

Tabnuya A.2 — bakPe3sncrta GLA Van/Mec

BbibpaHHbIN bnyopodop

Fam

Hex

Cy5

AHanusmpyemble obpasubl

PesynbTaTt

UHTepnpeTauma pesynbtaTa

3HadeHue Cp
yKasaHo

3HayeHune
He y4YnTbiBaeTCS

3HadeHue Cp
He yKa3aHo

O6Hapy>eHbl reHbl van A\B,
+ aCCoOUMNPOBaHHbIE C PE3UCTEHTHOCTbIO
K BAaHKOMWULIMHY, TEAKOMNAHUNHY.

3HadeHue Cp
He yKa3aHo

3HauyeHune
He y4YuTblBaeTCS

3HadeHue Cp
yKasaHo

O6Hapy>xeH reH mec A, acCcoLMNUpPOBaHHbIN
+ C PE3UCTEHTHOCTbIO K METULIWIISINHY,
OKCaUWINHY.

O6Hapy»eHbl reHbl van A\B, mec A,

3HadeHue Cp 3HayeHune 3HadeHue Cp + acCoLUMMPOBaHHbIE C PE3UCTEHTHOCTLIO
yKa3saHo He y4YnTbiBaeTCS yKa3saHo K BAHKOMWULMHY, TENKOMSIAHUNHY,
METULUMIIINHY, OKCaUUITNHY.
3HadveHue Cp | 3HadveHue Cp | 3HadeHue Cp He obHapy»XeHbl reHbl, aCCOLMMPOBaHHbIE
He yKa3aHo yKasaHo He yKa3aHo C PE3UCTEHTHOCTbIO K aHTUbMoTnkam*
3HadyeHne Cp | 3HadveHume Cp | 3HadeHue Cp N
HA, HepocToBepHbI pesynbTaT

He yKasaHo

He yKasaHo

He yKasaHo

>"OT[Z)I/ILI,aTeJ'II:HI:IlL/'I pe3ynbTar, I'IOJ'Iy‘-IeHHbI17I npun mnccneaoBaHun, He UCKNK4YaeT BO3MOXHOCTMU Hanuvyuna y 6aKTepm71
Apyroro MexaHmsMma pe3ncCTeHTHOCTU K MUKonenTtuaHbIM U 6eTa-nakTamMHbIM aHTUBMOTUKAM.







000 «AHK-TexHonorus»
117587, Poccus, r. MockBa, BH. Tep. r. MyHuumnnanbHblin okpyr YeptaHoBo CeBepHoe,
w. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cnyx6a KNMeHTCKOM noanepXKu:
8-800-200-75-15 (ans Poccun, 3BOHOK 6ecnnaTHbIin)
+7 (495) 640-16-93 (ansa ctpaH CHI n 3apybexbs, 3BOHOK MAaTHbIN)
E-mail: hotline@dna-technology.ru
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