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B HacToswen MHCTPYKUUN NCNONb3YKOTCA cneqyroumne CoKkpaweHna n 0603HaueHns:

ABI1 - aHTnbakTepuaneHble NpenapaThbl

BJIPC - 6eTa-nakTamMasbl paclIMPEHHOro cnekTpa
nup - NosIMMepasHas uenHas peakuus

ObM - obwas 6akTepumanbHasa Macca

JIKO - NabopaTopHbIN KOHTPOJIbHLIN 0bpa3el
MRSA - Methicillin Resistant Staphylococcus aureus
MRS - Methicillin Resistant Staphylococcus

VRSA - Vancomycin Resistant Staphylococcus aureus
VRE - Vancomycin Resistant Enterococcus

nB - UHTepdepupyloLine BeLwecTsa

HK - HYK/IeMHOBbIE KNCNOTHI

BK - BHYTPEHHWUIN KOHTPOJ1b

K+ - NONOXKUTENbHbIN KOHTPO/bHbLIN 0bpaseL

K- - oTpuuUaTesbHbIM KOHTPOJIbHbLIN 0bpasel

an - AOBEPUTENbHbLIN UHTEpBa
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BBEAEHUE

B nocnegHue pgecatunetns B Poccum, Kak n BO BCEM MUpe, OTMEeYaeTCs CTPEMUTENbHOE
pacrnpocTpaHeHne YCTOMYMBOCTM BO36yauTenen MHMOEKUMOHHbIX 3aboneBaHun k ABI [1].
PazButne  nekapCTBEHHOMW  PE3UCTEHTHOCTM  MpPUBOAMT K  MNOSIBAIGHUIO  CMOCOBHOCTM
MUKPOOPraHM3MOB COXPaHATb CBOK  XKMU3HeAeATe/bHOCTb, HEeCMOTPss Ha MNpuUMeHeHue
3TMOTPOMNHOW Tepanuu.

CyLLeCcTBYOT HECKOJIbKO OCHOBHbIX MEXaHM3MOB COBCTBEHHOM yCTOMUYMBOCTM BakTepuin K
aHTubnotmkam: depMeHTaTuBHas WHaKTMBALUMS, YMEHbLUEHWE TMPOHULAEMOCTU BHELIHMX
CTPYKTYP MUKPOBHOM KNeTku, moaudunkaums BHYTPUKIIETOYHON MULIEHW, aKTUBHOE BbiBeAEHME
JNlekapcTBa, akTuBauMsa MeTabosIMyeckoro LWyHTa.

Pe3nCTEHTHOCTbL MMKPOOPraHM3MoB MOXeT ObiTb npupogHoONn ©n npuobpeTEéHHON,
HO ¢dopMupoBaHMe €€ BO Bcex cay4dasax obycnosneHo reHetndeckn [2]. [MosiBneHue u
pacnpocTpaHeHue rnpuobpeTeHHON pPE3UCTEHTHOCTM COCTaB/SIET OCHOBHYK  KJIMHUYECKYHO
npobseMy, MOCKOJSIbKY €€ Hannume y KOHKpeTHon 6aktepum - BOo36yamTenss MHQEKLMOHHOM
60/11€3HM — HEBO3MOXHO MporHo3mpoBaTtb [3]. eHbl, accouMMpoOBaHHbIE C 3TOM CrMOCOBHOCTbIO,
3a4acTyl0 JI0KaNM30BaHbl Ha MOOWbHbLIX FEHEeTUYEeCKMX 31eMeHTax, 4YTO crnocobcTByeT wux
ObICTPOMY pacnpocTpaHeHuto Mexay 6aktepuamm [4]. WHTeHCcudbuKaumm 3TOro npouecca
cnocob6CcTBYOT M36bITOYHOE M HEOBOCHOBaAHHOE Ha3HauyeHne aHTubakTepuanbHbIX NpenapaTos;
camosieveHune, ConpoBoOXAatoleecss HeAOCTAaTOYHOCTbIO 3HaHUM 06 3TMonorMm MHMEKLUMOHHOIO
npouecca, cnekTpe AeiCcTBMSA aHTMONOTUKOB; ncnonb3oBaHune ABI ans nedeHns n CTUMynsunm
pOCTa XWBOTHbIX U MTUL B CE/IbCKOM XO35NCTBeE.

B nocneagHee BpeMs aKTMBHO MosBAAOTCA coobuweHuss 06 yCTOMYMBOCTU HEKOTOPbIX
wTaMMoB bakTepuin bonee yem Kk TpeMm knaccam ABI (Tak Ha3biBaeMasi My/1bTUPE3NCTEHTHOCTb
WM MONMPE3NCTEHTHOCTL); KO BceM ADBIl, KpoMe o0aHOro-AByX KaccoB (3KCTpemanbHas
pPEe3MCTEHTHOCTL); KO BceM ABI (NnaHpe3ncTeHTHOCTb) [5].

BakTepuun, He 4yBCTBUTE/NbHbIE K JIeKapCTBEHHbIM MNpenapartaM, BCTpedalrTcs cpeaum
Bo3byauTeneln Kak HerocnmTasbHbIX, TaK U HO30KOMWAsbHbIX, T.€. Pa3BMBLUMXCS B CTauMoHape,
nHbekumn. UNHbeKUnMoHHble 3aboneBaHus, Bbi3BaHHble LITaMMaMu, YCTOMYMBBLIMK K
aHTUONOTMKAM, OT/INYAIOTCSA ANNTENbHBLIM TEYEHMEM, YAaCcTO yXyALatoT NPOrHo3 A/ NauueHToB,
TpebylT rocnutanmMsauum C NpoAO/IXUTENbHLIM nNpebbiBaHMEM B cTauuoHape [6]. [Mpwu
He3(p(HEKTUBHOCTM CTAapTOBOM aHTMbBaKTepuManbHOM Tepanuun  KIAMHULWUCTbl  BbIHYXXAEHbI
MCMo/Ib30BaTb asibTEpHATUBHbIE MNpenapaTtbl, YTO MNPMBOAUT K YBEUYEHMIO SKOHOMWUYECKUX
3aTpaT. TakmMm 06pa3oM, YCTOMUMBOCTb K aHTUOMOTUKAM SIBISIETCA OAHOW U3 OCHOBHbIX Npobnem

COBPEMEHHOro 34paBooXpaHeHns Bo BceM mupe [7].

Hay4yHoe o60ocHOBaHue

BeTa-naktaMHble aHTUOUOTUKM OTHOCSATCS K aKTUBHO TMPUMMEHSIEMbIM TMpenapaTam.
Mo XMMWUUYECKOMY CTPOEHUID OHW PpasfensatTCa Ha HECKONbKO rpynn: MNeHULUNINHGI,
uedanocnopuHbl, KapbaneHembl U MOHObakTambl, O6WMM KOMMOHEHTOM KOTOpPbIX SIBASETCSH

Hannumne 6eta-nakTaMHoro konbua [8]. bakTepnanbHble hepMeHTbl, CNOCObHbIE paclennsaTb 3TU
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aHTUONOTUNKM U coaepiKalume B CBOeN CTPYKTYpe LMKIMYECKYIO aMUAHYIO CBSA3b, HOCAT Ha3BaHMUS
b6eTta-naktamas. K Hactoswemy BpeMeHu onucaHo 6onee 850 pasnnuHbix 6eTa-nakrtamas u mUx
KOSIMYECTBO pacTeT C KaxabiM rogoM. Ha ocHoBe uX BaXXHeWWunx CBOWCTB: cybcTpaTHas
CneumduyHOCTb K NeHuumnanHam, uedanocnopuHaMm, MoHobakTamaMm, kapbaneHemaw;
XPOMOCOMHas WaM nnasMmgHas nokanusaumsi; 4yBCTBUTENbHOCTb K MHrmbutopam cospaHbl
pasfinyHbie cucTeMbl knaccndmkaumm depmenTos [9].

Mo MexaHM3My gencTeusa Bce 6eTa-nakramasbl 4ensTcs Ha cepuHoBble (knaccel A, C, D)

n MeTanno-6era-nakramassl (knacc B). Jlaktamasbl knacca C B 4aHHOM Habope He nccnenytoTcs.

AeneHne Bbera-nakramasbl
o MevxaHmsmy CepuHoBble MeTasinonakrTamasbl
AencrTens
MOJIEKYNAPHbIN C A D B
Knacc
dyHKUMOHaNbHas 1 5 5 3
rpynna
noArpynnol 1 zaz’elzg’f ilc,’u.s.d’ 2d 3a, 3b, 3c
OXA-23-like*,
— CMY, AmpC, ACT TEM, SHV, GES, OXA-40-like, IMP, VIM, NDM
M ap. KPC, CTX-M u gp. OXA-48-like, v ap.
OXA-51-like n ap.
Fpam(=)** rpam(-) n
BCTpeyatoTcs 6aKTepum rpam(+)*** rpam(-) 6aktepumn | rpam(-) baktepum
6akTepun
* — |like - noao6HbIe
** — rpam(-) bakTepun — rpamoTpuuaTesnbHble bakTepum
*** — rpam(+) 6akTepun — rpaMnonoXuTesnbHble 6akTepumn

K 6eTa-naktamMasaM LUMPOKOro crnekTpa oTHocaTca depmeHTol A2 (TEM, SHV),
BblpabaTbiBaeMble npeacTaBuUTeNns Mm ceMencrTea Enterobacteriaceae " cnocobHble
MHAKTMBUPOBaTb NEHNUUAANHBI 1 LedanocnopuHbl I-1I nokonexnsa [10].

Beta-naktamasbl knacca A2 pacwumpeHHoro cnektpa genctema (BJIPC wnn ESBL)
obecneumBaloT pPE3UCTEHTHOCTb MOYTM KO BCEM MeHMuMnAnHam u uedanocnopuHam I-IV
MOKONEHUS, a TakXke 4acto o6nagatoT acCoUMMPOBAHHOM PE3NCTEHTHOCTbD K aHTMBMOTUKaM
apyrmx knaccos. K atum pepmeHTam otHocsATcs TEM, SHV, CTX.

BcTtpeuatotcs depmeHTbl, cnocobHbie MHakTuBMpoBaTb kKapbaneHembl n gpyrue beta-
NlaKTaMHble aHTMbMOoTUKM. DT KapbaneHemasbl OTHOCATCA K CepuHOBbIM b6eTa-nakTamasam:
monekynapHein knacc A (GES, KPC) n D (rpynnbl OXA-23-like, OXA-40-like, OXA-48-like,

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

Beta-naktamasbl-OXA, UMeloLLne HE3HAUUTENbHbIE OTINYUS B CTPOEHUN, 06beANHAIOTCS
B rpynnbl depmeHToB. Hanpumep, OXA-23-like - 3To rpynna ¢depMeHTOB, cocToswas us3
19 depmeHTOB, NoA06HbIX OXA-23 [11].

paMnonoXuTenbHble MWKPOOpPraHm3Mbl, YycTonumeble K ABIl, Takxe ocTatTcs
3TUOMOrMYeckn 3Ha4yMMbIMK, HanpuMmep, npeacrasutenn poga Staphylococcus. Hawbonee
NnaToreHHblM Cpeaun HUX aBASeTCsS Bua S. aureus. Hanunuve MeTUUMAAWH-PE3UCTEHTHOCTU

XapakTepusyeT wramMMbl Kak MRS 1 MRSA.
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Mpenapatammn Bblbopa Npu MHeEKUMNaX, Bbi3BaHHbIX MRSA\MRS, 3HTEpOKOKKaMun u

APYyrMMun rpaMnosiIoXXKNTesIbHbIMU 6aKTepVI$|MVI B HacCTosduWwee BpeEMA ABNAOTCA rMMKonenTuabl.

N3BECTHbI HECKObKO TUMNOB BaHKOMULMH-pe3ncTeHTHocTn (VanA, VanB u ap.). BaxHyto

KJIMHNYECKYo 3HaumMmocTb nMetoT VRSA u VRE.

TakuM o06pasoM, ycToluMBOoCTb K ABIl XxapakKTepusyeTcs BbICOKOW CKOPOCTbIO
pacrnpoCcTpaHeHusl, pasnndaeTcs No rpynnam 6akTepuii, No rpynnamM 1eKapCcTBEHHbIX NpenapaToB

M BapbUpyeTca no reorpacbwquKVlM obnacram.

FnobanbHbIn nnaH gencremii no 6opbbe C YyCTOMUMBOCTLID K MPOTUBOMUKPOOGHbLIM
npenapataM, pa3paboTtaHHbii BcemupHoii OpraHm3aumen 340paBOOXPaHEHUS, OTpaxaeTr
CepbE3HOCTb MpPO6/IEMbI: PE3UCTEHTHOCTb K MPOTUMBOMMKPOOHBLIM MpenapataM npeacTaBnseT
coboi 3HauUUTeNbHY Yrpo3y Ansa 340poBbs 4venoseka. O4HOWM M3 ero cTpaTerMyeckux 3agad

onpeneneHo HakanaMBaHue 3HaHWIM 3a CYET uccnenoBaHuin n anuaHaasopa [12].

CywecTBytoT deHoTunnyeckme (TpagmumoHHble, MUKPpO6Monormdeckmne) n MonekysipHo-
reHeTM4Yeckne MeToAbl BbISIBIEHUS pe3ncTeHTHocTn K ABIl. ®degepasbHble KAMHUYECKUE
peKOMeHAauMn He peKoOMEeHAYIT MWCMosb30BaHMe TpaaAWLUMOHHOM AMarHOCTUKM B KadecTse
€ANHCTBEHHOIro mMeToAa npwm 3NMAEMMNONOMNYECKNX nccnenoBaHusXx, Hanpumep,
BHYTpubonbHMYHOM nHdekunm [10], n onpenensatoT MoONeKynsspHO-reHeTM4Yeckne nccnenoBaHms
B KayecTBe MeToAa Bblibopa npu:

- NCCnefoBaHMM BCMbIWEK OCTPbIX M XPOHUYECKUX MHGMEKUMIA, CBSA3AHHbIX C OKa3aHueM
MEeAUNLMHCKOM MOMOLLM;

- BepudUKaunm pesynbtaTtoB @PEHOTUNMUYECKUX MEeTOAO0B BHYTPUBMAOBOrO TUMNMPOBaHUS
(aHTMBMOTUKOPE3NCTEHTHOCTM), HaNpaBAEHHOro Ha BbisiBJIEHWE FOCMUTasIbHbIX LWTAaMMOB;

- MpU CReXeHUU 3a LUMPKYNsuMen MexayHapoAHbIX 3nuaeMuyecKkuX K/OHOB B npepenax
TeppuTopuanbHbIX eanHul, cybbekTos PO 1 Ha HaUMOHaNbLHOM YpOBHE.

MonekynsipHO-reHeTu4yecKkmne MeToAbl NO3BONSAIT BbISABAATb FEeHbl, aCCOLMNPOBAHHbIE C
pe3ncTeHTHoCTbiO K  ABIl. [llpemMmywectBaMm Takoro noaxoAda SABASAKTCA:  BblCOKas
YYBCTBUTESIbHOCTb CKOPOCTb NOJIyYEeHUS pe3ynbTaToB, CTaHAAPTU30BaHHOCTb U TEXHOIOMMYHOCTb
nccrnegoBaHus. BaxHoO, YTO nMpu MpoBeAEHUWM UCCrenoBaHUs He TpebyrTcsa MaHuMnynsumu c
XNBbIMKM BaKTepuanbHbIMM KySbTypaMu, a 3TO, B CBOK O4Yepenb, CAYXUT npeaoTBpaLleHuto
pacnpoCTpaHEHUS W UMPKYASLUMN MUKPOOPraHM3MOB BHYTPU JieyebHO-AMarHOCTUYECKMX WU
NabopaTopHbIX YUupexaeHWA.

Pe3ynbTaTtbl nccneaoBaHns ¢ HabopoMm peareHToB AJ/15 BbISIBNEHUSI FTEHOB PE3UCTEHTHOCTU
K ramkonentuaHbiM n 6eTa-nakTamMHbiM aHTUbmoTmkam y 6akTtepuii metogom [MLP B pexume
peanbHoro BpeMeHun (bakPesucrta GLA, bakPesncrta GLA Van/Mec) nepcoHanmManpoBaHbl, A4atoT
pa3BepHYTYH KapTUHY 3TUOJIOMMW PE3UCTEHTHOCTU K [IMKOMNenTUAHbIM M 6eTa-nakTaMHbIM
aHTMbnoTMKaM, MNO3BOJSKOT COKPATUTb CPOKKM Ana Bbibopa onTMManbHOM aHTubakTepuasnbHOM

TEPaANMNM N CHN3NTb SKOHOMMNYECKHUNE 3aTpaTbl Ha JIie4eEHUNE.
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1 HA3HAYEHMUE

1.1 HacToswas MHCTpPYKUKMS pacnpocTpaHsaeTcs Ha Habop peareHTOB ANs BbiSiB/IEHMS FE€HOB
PE3NCTEHTHOCTM K MMMKONenTUAHbIM 1 6eTa-nakTaMHbIM aHTUbMoTMKam y 6aktepuin metogom MLP
B pexxnme peanbHoro spemenun (bakPe3sncra GLA, bakPe3ncrta GLA Van/Mec), nanee no TeKkcry -

Habop peareHToOB.

1.2 Habop peareHToB npegHa3sHaydeH Ans BbISIBIEHUS TE€HOB PE3UCTEHTHOCTM K
rnMKkonenTuaHbiM K 6eTa-nakrtaMHbIM aHTMOBMOTMKaM B npenapatax [AOHK, nonyyeHHbiX w3
buonornyeckoro Martepuana 4enoseka W 6akTepuanbHbIX KynbTyp M3 3TOoro 6uomaTepuana
(MokpoTa, Moua, Ma3km\cockobbl M3 AbIXaTeNbHbIX MNYTEN, XKEyAOYHO-KULLIEYHOro U
YypOreHuTanbHOro TpakTa, dekanuu, acnmpatbl, 3KCCyaaTbl) MeTOAOM MNOAMMEpPA3HOMN LIEMHOMN

peakuum B pexuMme peasnibHOro BpeMeHU C UCMOSIb30BaHMEM AETEKTUPYIOLWMX aMNandrKaTopoB.
1.3 ®DYHKUMOHaANbHOE Ha3HayeHWe: BCMoMoraTesibHoe CPeAcTBO ANt ANAarHOCTUKM in Vitro.

1.4 MNMokasaHna K NpoBeAeHWU0 UCCeaoBaHus: HeobXoAMMOCTb UCCef0BaHUSA BO3MOXHOM

AHTUONOTUKOPE3UCTEHTHOCTM Y BaKkTepuin, BbI3BaBLUNX pa3BUTME MHPEKLMOHHbLIX NPOLECCOB.

1.5 Habop peareHToB MOXeT 6bITb MCNOMb30BaH B KIMHUKO-ANArHOCTUYECKUX nabopaTopusx

MEeANLMNHCKUX yqpe>K,quvu71 n Hay‘-IHO-MCCJ'IeLI,OBaTeJ'IbCKOI\;I NMPpakKTUKe.

1.6 MNpuMeHeHMe Habopa peareHToB He 3aBUCUT OT MOMYJSALMOHHbLIX U AeMorpaduyeckmx

dCneKTOoB. npOTMBOHOKaBaHMVI K MPpUMEHEHUIO HET.

1.7 lMoTeHUManbHbIE MOMb30BATENN: KBaJ'IMd)VIU,MpOBaHHbIl;i nepcoHan, 06y‘-IeHHbIl7’I METOoAaM

MOﬂeKYHﬂpHOVI ANarHoCTnKnM m npaswuniam pa6OTbI B KJIMHMKO-ANArHOCTUYECKOM na6opaTopV|V|.

1.8 MNpuMeHATbL Habop peareHToB CTPOro Mo Ha3Ha4YeHUI0 COrJIacHO AaHHOM MHCTPYKLWK Mo
NPUMEHEHUIO.
2 XAPAKTEPUCTUKA HABOPA

Habop peareHtoB (BbakPe3sncta GLA, bBbakPe3sncra GLA Van/Mec) BbinyckaeTca B
cneayrowmx BapuaHTax UCNOJHEHNS:
- bakPe3ucta GLA;

- BakPe3ucta GLA Van/Mec.

Habop peareHToB B ncnonHeHun bakPe3ncta GLA ncnonb3yeTtcs A5 BbIIBNEHUS FEHOB
PEe3MCTEHTHOCTM K ramKonenTuaHbiM n 6eTa-nakraMmHbiM aHTUbnoTukam: van A\B (BaHKOMULNHY,
TENKOMMaHMHY); mec A (MeTUUUANNHY, OKcauumnauny); tem, ctx-M-1, shv (neHnumnnnHam u
uedanocnopuHam); oxa-40-like, oxa-48-like, oxa-23-like, oxa-51-like, imp, kpc, ges, ndm, vim
(kapbaneHemaM).

Habop peareHToB B ucnonHeHun BbakPe3ncta GLA Van/Mec sBnsieTcs CoKpalleHHbIM
BapmaHToM bBakPe3ucta GLA “ uncnonb3yetrcsa ANS BbISAB/EHWS [EHOB pPe3UCTEHTHOCTU K
rankonenTuaHbIM U 6eTa-nakTaMHbIM aHTMbMOTMKaM: van A\B (BaHKOMULUWHY, TEAKOMM@HUHY);

mec A (METULWAANHY, OKCAUMUANNHY).
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2.1
2.1.1

CocTtaB Habopa

BakPe3ucra GLA

WUHCTPYKUMA NO NPUMEHEHUIO

501-3 ot 16 mapTta 2026 roaa

) AHK-TEXHONOruA

R1-P026-S3/5, dpacoBka S, ctpunbl

" Konnuectso HOMUHanNbHbIM
HanMeHoBaHMe KOMMNOHEHTOB BHewHun Bng ..
npobupok 06bEM KOMMOHEeHTa
Mpo3payHas 6ecuseTHas uam
CMecu ans aMmnandukaumm, 24 cTtpuna
ronybas »xmnakoctb nog 6enbim no 20 mkn
3anevaTaHHble NnapaduHOM no 8 npobupok
BOCKOO6pasHbIM CnoeM
Mpo3payHas 6ecuBeTHas
PacteBop Tag-nonnmMepassbl posp H 4 npobupku 500 Mkn
XNAKOCTb
Mpo3payHas 6ecuBeTHasa BA3Kas
MunHepanbHoe Macno posp H 4 npobupku 1,0 mn
MacnsHUCTasa XXNMAKOCTb
MonoXxunTenbHbl Mpo3pauHas 6ecuBeTHas
o po3p 4 1 npobupka 320 Mkn
KOHTpPOJIbHbIN obpa3zew XNAKOCTb
KpbiWwKku ang ctpunos 24 wr.

2.1.2 bakPe3ucrta GLA Van/Mec
R1-P027-S3/4, cphacoBka S, cTpvnbl
HoMWHanbHbIN
HavmeHoBaHue . Konuuyectso ..
BHewHun Bna 06BbEM
KOMMOHEHTOB npobupok
KOMMOHEHTa
Mpo3payHas 6ecuBeTHas
Cmecb ansa amnandukaumm, po3p 4 6 cTpunos
XNAKOCTb noa 6enbim no 20 mMkn
3ane4dyaTaHHas napaguHoM no 8 npobupok
BOCKOO6pasHbIM Cnoem
Mpo3payHasa 6ecuseTHas
Pacteop Tag-nonumepassbl posp H 1 npobupka 500 mkn
XNAKOCTb
Mpo3payHas 6ecuBeTHas BA3Kas
MunHepanbHoe Macno po3p H 1 npobupka 1,0 mn
MacnsHUCTas XWAKOCTb
MonoxuTensbHbIN Mpo3payHasn 6ecuseTHas
N 1 npobupka 75 MKkn
KOHTPOJIbHbIN 06pa3sew, XNAKOCTb

KpbIWKK Ana CTpUNoB

6 wWT.

R1-P027-23/4, cpacoBka S, npobupku

HoMuHanbHbIN

KOHTPO/bHbIN 06pasel

XNOKOCTb

HanmeHoBaHWe o Konunuectso ..
BHewHnn Bna 06BbEM
KOMMOHEHTOB npobupok
KOMMOHEeHTa
CMmechb ans aMnandbuKaumm, Mpo3payHasa 6ecuseTHas
XMAKOCTb Nog 6enbim 48 npobupok no 20 mMkn
3anevyaTaHHas napaguHOM
BOCKOO6pasHbIM CNOeM
PactBop Tag-nonmnmepassbl NpospauHas beclgeTHas 1 npobupka 500 mkn
XNAKOCTb
MuHepanbHOe Macsno MpospauHas becuseTHast BAskas 1 npobupka 1,0 mn
MacnsHUCTasA XUAKOCTb
MOMIOXMUTESbHbIN Mpo3payHas 6ecuBeTHas
posp H 1 npobupka 75 MKn

2.2

KonuyecTtBo aHanM3npyembix Npo6

Habop peareHToB B mcnonHeHum bakPe3smcta GLA npegHasHayeH ans ogHOpa3oBoOro

NMPpUMEHEHNA N paCCYUNTAH Ha NpoBeAEHUNE 24 onpep,eneHmZ, 4YTO COOTBETCTBYET UCCNeEAOBaAHUIO

He 6onee

20 Hen3BECTHbIX

obpasuos,

MONTOXKXUTENMBHOIO0 KOHTPOJIbHOIO o6pa3u.a.

oTpuMuUuaTeNbHOIro

KOHTPOJZIbHOIro

obpa3sua wu
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Habop peareHtoB B ucnonHeHmn bakPe3ncta GLA Van/Mec npegHa3HayeH Ans
0AHOPa30BOro NPMMEHEHUS U pacCuyMTaH Ha npoBeAeHue 48 onpeaeneHunit, YTo COOTBETCTBYET
nccrnenoBaHuo He 6onee 46 HensBeCTHbIX 06pa3LOB, OTpULATENBHOrO KOHTPObLHOro obpasua 1

MOJIOXKMUTENbHOrO0 KOHTPOJIbHOrO o6pasua.

2.3 MpuHUMN MeTOAA

Metoa: MNMonumepasHas uenHas peakuusa (MUP) c getekumen pesynbTaToB B pexume
peanbHOro BpEMeHU; KayeCTBEHHbINM M NONYKOANYECTBEHHbIA MYIbTUMNEKCHbIA aHanns.

MpuHUuMN MeToAa OCHOBAH Ha WCNOJb30OBaHUMWM npouecca ammamndukaumm OHK c
MOMOLLbIO MOSIMMEPA3HON LIEMHON peakunu.

Mpouecc amnandumkauuMm  3ak4yaeTcd B CepuUM  MOBTOPSIOWUXCS  LUKIOB
TemMnepaTypHoOU AeHaTypauumn OHK, oTXura npanMepos C KOMMNAeMeHTapHbIMU
nocnefoBaTe/IbHOCTAMM M Nocaeayowen AOCTPOMKON MNOAUMHYKNEOTUAHbIX Uenen C 3TuxX
npammepos Tag-nosnMepason.

0Nna  noBbIlWEeHUS 4YYBCTBUTENIBHOCTU W CNEUUPUUYHOCTM peakuum npesycMOTPEHO
NpUMEHEHNEe «ropsyero» crapTa, KoTopbln obecneuymBaeTcs METOAMKOM MNPUroTOBIEHUS
pEeaKLMOHHOW CMecu, COCTosllWel M3 ABYX C/N0EB, pasdenéHHbiX MNpOCNOMKOM M3 napaduHa.
CMeweHne cnoée M rnpeBpalleHne UX B peakUMOHHYI CMeCb MNpouCXoauT TOJIbKO rocne
nnasneHus napadumHa, YTO UCKIKYaeT Hecneunduyeckmnii oTmxur nparmMepos Ha AHK-muweHun
Nnpwu Ha4yanbHOM nporpese Npobupku.

B peakuunoHHyt cMecb ans amnnmdukaumm seegeHbl JHK-30HAbI, KaXablil N3 KOTOPbIX
coaepxut dnyopecueHTHYO MeTKy W racuTtenb dnyopecueHumn. Tpu  obpasoBaHum
cneumnduyHoro npoaykrta AHK-30H4 pa3spylwaertcs, gencrBme racutenst Ha (payopecueHTHYIO
MEeTKY npekpawaeTcs, 4YTO BeAeT K BO3pacTaHU YpoBHSA dayopecueHUnn, KOTOpbIi
dukcupyetca  getektupyowmm  amnandukatopoM. KonmuyectBo  paspyLlleHHbIX  30HAOB
yBenn4nBaeTcs nNponopunoHanbHO Konnyectsy obpasoBasBlunxcsa cneundunyeckmx amnanKoHOB.
YpoBeHb hnyopecueHUMNn N3MepsaeTcsa Ha KaxaoM umkne amnandukaumm B pexume peanbHOoro
BpeMeHu.

Habop peareHTOB B BapuaHTe wucnosHeHus bakPe3sucta GLA BknoyaeTr cMecu Aans
amnandmkaummn, cneundmnyHble gnasa onpegeneHms reHoB, acCoLMMPOBAHHBLIX C PE3UCTEHTHOCTbLIO
(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 gna OHK Bcex 6akTepuin (OBM).

Habop peareHToB B BapmaHTe ncnonHeHus bakPesncra GLA Van/Mec Bk/to4aeT CMech Ans
amnnmdukaumm, cneumdurUUHyo 41 onpeneneHns reHoB pe3ncteHTHocTu (van A, van B, mec A).

B coctaB cmecen ans amnandukaumm (kpome npobmpkm N23 ana BapmaHTa MCNONHEHUS
bakPe3ncrta GLA) BKAOYEH BHYTPEHHWMA KOHTPO/Nb, NpeAHa3Ha4YeHHbI ANs OUEHKW KadecTsBa
MoOIMMEpPa3HON LEMHOM peakuMu B KaXaoh oTaenbHon npobupke. B coctaB AHK-30HAOB,
NCNOAb3YIOWNXCA ANs  AeTekumu npoayKToB amnamdukaumm reHoB, acCOLMUMPOBAHHbIX
C PE3UCTEHTHOCTbIO, BKJOUEHblI dnyopecueHTHble MeTkm Fam mn Cy5. B coctaB [HK-30HA0B,
NCNOAb3YIOLWNXCA ANSA AeTeKUMU MNpoAyKTa aMmamduKkaunum BHYTPEHHEro KOHTPONs, BXOAWUT

dbnyopecueHTHbIN Kpacutens Hex.
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B cmecb ana amnnudukaumm npobupkm N° 8 Habopa B BapumaHTE WCMOSIHEHUS
BakPe3ncrta GLA pobaBneH onuroHykneotns ¢ gnyopecueHTHOW MeTKoM Rox — «Mapkep». OH
NCNonb3yeTcs NpubopoM Ans onpeaeneHus rnoaoXeHUsa cTpuna B TepMob6/1oKe AeTeKTUPYIoLWEro
amnnudgukatopa. [locne oKOHYaHWA nporpaMmbl nporpaMMHoe obecneyeHne nNpoBOAUT
CpaBHeHMe 334aHHOro ONepaTtopoM pacrnofioXeHUs CTPUNOB C peasibHbIM MOSI0XEeHMEM MapKepa
Rox, u, ecnn HaxoauT HecoBnageHwe (MpW HenpaBWILHOM pPacrofloXXeHUW CTpUMnoB), TO
npeaynpexaaet o6 3ToM onepaTopa.

Ncnonb3oBaHne HeCKONbKUX (YOpPeCUeHTHbIX KpacuTenen no3BofseT CoKpaTuTb
KONMYeCcTBO MpobMpPOK, MNOCKOSbKY MOSBNSAETCS BO3MOXHOCTb PEerncTtpupoBaTb pe3ynbTaTbl
pa3HbIX peakunii amnandmkaumm, Npoxoaswmnx B ogHon npobupke, 0AHOBPEMEHHO.

BapuaHTbl wucnonHeHus Habopa peareHToB (BakPesncta GLA, bBakPesucrta GLA
Van/Mec), BbisBAsieMble nokasaTenu, LBeTOBas MapKMpOBKa W KaHanbl AeTeKkunu NpoAyKTOB

aMmnnundukaunm npuseseHbl B Tabnuue 1.

Tabnuuya 1 - BapuaHTbl ucnonHenmsa Habopa peareHToB (BakPesncta GLA, BakPesncra GLA

Van/Mec), BbldB/Id€MbIE MOKa3aTeENN, LUBETOBasd MapKMpOBKa W KaHalbl AETEKUUN NPOAYKTOB

amnandumkaumm

Ne KaHanbl getekunm LiBeToBasn
npo6upku MapKupoBKa
B cTpune Fam Hex Rox Cy5 Cy5.5 cMecm

BakPe3uncra 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 -

BakPe3ucta GLA Van/Mec

- van A\B BK - mec A - BbecuseTHas
* — OBbM - obuwas 6akTepuanbHasa Macca
** — BK — BHYTPEHHUN KOHTPO/Ib

NccnepoBaHme ¢ ncnonb3oBaHneM Habopa peareHToB bakPe3uncra GLA, bakPe3ucrta GLA
Van/Mec coctout u13 chaeaywwmux 3T1anoB: Bbigenenne AOHK (npobonoarotoBka) wu

NnuP-amnandukaumns OHK ¢ geTekumen pesynbTaToOB B peXMME peasibHOr0 BPEMEHMN.

24 Bpems npoeBeneHns aHanmsa (6e3 yyeta npobonoarotoBku): ot 1,5 vacos.
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3 AHAJTUTNYECKME XAPAKTEPUCTUKUN HABOPA

3.1 CneumndunyHoCcTb aHanmsa

B obpa3uax uccneayeMmoro matepuana, cogepxauwero AHK 6aktepuin, pe3ancTteHTHbIX K
raMKkonenTuaHbiM M 6eTa-nakTaMHbIM aHTMOMOTMKAM BO BpeMsa MnpoBeaeHus amnnmdukaumm
nporpammMHoe obecnedyeHue peTekTupyowero amnandukatopa GUKCMPYET NOMOXUTENbHbIE
pe3ynbTaTbl amnandukaumm cneundunyeckmnx npoayKToB No 3asBEHHbIM KaHanaMm geTeKkuun.

B obpa3suyax nccnegyemoro matepmana, He cogepxauwero HK pe3ancrteHTHbIX 6akTepui,
npu npoBeaeHUM aMmnandunkaunm nporpaMMHoe obecrneyeHme geTekTmpyrowero amnnmdukaTopa
dbuKcmpyeT oTpuuaTtenbHble pe3ynbTaTtbl aMmmindukaunm cneumduyecknx npoaykKToB no
3a8B/IEHHbIM KaHanam getekumm.

Moka3aHO OTCYTCTBME MNEepeKpecTHbiX Hecrneuymduyecknx peakuni ana Kaxaom
cneunduyeckon CUCTEMbl, Bxoasiler B cocTtaB Habopa, K aHanuTaMm, BbISBASEMbIM APYrMMMK
cneundunyeckmmmn cnctemamm Habopa.

3.2 NHTepdepupylowme BewecTea

Hannune wHrnébutopos [MLP B obpasue 6uonornyeckoro Matepumana MOXeT ObiTb
MPUYMHON COMHUTENBbHbIX (HeonpeaenéHHbix) pe3ynbTaTtoB. lNpu3HakoM uHrmbmposaHus TMLUP
ABNSIETCA  OAHOBpEeMeHHoe  OTCyTCTBMe  amnaudukaumm  BHYTPEHHero  KOHTponsa u
cneumduyeckoro npoaykta (cm. pasgen 2.3, pasgen 9.3).

K wuHrnbmtopam TMLUP, MUCTOYHMKOM KOTOpPbIX MOXET 4aBnaTbca obpaseu [AHK, no
pe3synbTaTtaM aHanmsa puckos u nposeaeHns HUOKP oTHeceHbl crnegyloline BellecTsa:
remornobuH, npucytcreytowmin B obpasue AHK B pe3ynbTaTe HEMNOMHOro yaasneHus B Xoae
BblgeneHns [OHK w3 obpasua 6uomatepuana, coaep)alero rnpuMecb KpOBW, a TaKxe
M30MpONWIOBbLIN CAOUMPT W MeTunauertaTt, npucyTcTBytowme B obpasue [OHK B pesynbTaTte
HeNoJIHOro yaasneHnst MPOMbIBOYHbBIX PpacTBOPOB B XoAe NpobonoaroToBKM.

MakcuMManbHble  KOHUEeHTpauuu  uHTepdepupyowmx  BewecTs, MNpuM  KOTOPbIX
He Habnwganocb BAUSAHME Ha aMnandukauuio 1abopaTopHOro KOHTPOAbHOro obpasua u
BHYTPEHHEro KOHTpOJSIbHOro obpasua coctaBnsioT: remornobuH — 0,35 mr/mn obpasua AHK,
nsonponunosbin cnmpTt — 100 mkn/mn obpasua AHK, metnnauyertat — 100 mkn/mn obpasua AHK.

Mpumecu, coaepxawmecs B obpasue bnomatepuana, Takme Kak Cin3b, KPOBb, N1IEMEHTHI
TKaAHeBOro pacnaga W BOCMAJIEHUS, MECTHble JIeKapCTBEHHble TnMpenapaTbl, B TOM u4ucne
coAep)alumecs B Cynno3mTopusax, TanbK, ClepMnung 1 ap. yaansTcsa B xoae Bbiaenennsa OHK
C WUCnosb3oBaHMEM KoMMnekToB/HabopoB Ans npobonoaroToBkU. [N CHUXEHUS KONMUYECTBa
nHrnémutopos MUP Heobxoammo cobnopgaTe npasBuna B3sATUMSA 6uonorMyeckoro matepuana. Mpu
noAo3peHnn Ha Hanuume B obpasue 60nbWOro KonmyecTsa MHrmnbmutopos lMLP pekomeHayeTcs
BblbMpaTb MeToabl BbiaeneHns AHK, no3sonsawwme MakcuManabHO yaannTb MHriMbutopol MLUP n3
obpasua.
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3.3 Mpenen obHapy»xeHuns

Mpepnen obHapyXeHUs AN reHoB pe3ucTeHTHoCcTu coctasnsetr 10 konuin OHK Ha
amMnanduKaunmoHHyto npobupky (2,0x103 konuii/Mn npenapata AHK). Mpeaen o6HapyxeHus
YCTAQHOBNIEH MNyTEM aHanm3a CEpPUNHbIX pa3BeaeHuit nabopaToOpHbIX KOHTPOJbHbIX 06pa3uoB
(JTIKO).

Mpenen obHapyXeHus B uccneayemom obpasue 3aBMCUT OT Mcnonb3yemoro Habopa
(komnnekTa) peareHToB ans BbligeneHns OHK n koHeyHoro ob6vbéma asnwoumm (pasBeneHus)
BblgenieHHon [OHK, Hanpumep, Ma3ku\cockobbl U3 yporeHuTanbHoro Tpakta, B 500 Mkn

TPaHCMOPTHOM cpenbl:

KoMmnnekTtbl peareHToB Ana BbigeneHna AHK / 06bém anounn

MPOBA-HK / 50 MPOBA-IC / 100 | MNMPOBA-HK-IJHOC / 300 | MPOBA-IC-MJ1IOC / 300 |MPOBA-MY-PAMNA / 300

100 200 600
konuin/obpasel | konwuii/obpasel, Konuin/obpaseL
3.4 AunarHoctmyeckne xapakTepucTuku

KonunuyectBo obpasuos (n) — 105.
OnarHocTtmyeckas 4yBcTBUTENBLHOCTL (95% AN) - 100% (98,7 — 100%).
OnarHocTtnyeckasn cneumdunyHocTb (95% ON) — 100% (99,8 — 100%).

3.5 CBefieHns 0 NOBTOPSEMOCTU M BOCNPOM3BOAMMOCTH
KonnyecTrBo coBnaBLUMX pe3y/ibTaTOB uccnefaoBaHus
Hanuuue [MoBTOpPsieMOCTb Bocnpon3soammocTb
O6paseun reHoB pe3nCTEeHTHOCTHU (npoBeaeHune MLUP B oanH (npoBeaeHue MLUP B pa3Hbie
B o6pa3ue A€Hb, O4HUM OnNepaTopoOM Ha | [AHM, Ha pa3Hbix npubopax,
ogHoM npubope, ogHa cepusa | pasHbIMM OnepaTopamu, Ha
Habopa) pa3HbIX cepusix Habopa)
N°1 van A\B 3 nosTopa un3 3 4 nosTopa 13 4
Ne2 ndm 3 nosTopa 13 3 4 nosTopa u3s 4
N°3 mec A 3 nosTopa n3 3 4 nosTopa 13 4
N°4 ctx-M-1, tem, vim 3 nosTopa un3 3 4 nosTopa 13 4
Ne5 oxa-51-like, tem oxa-40-like 3 nosTopa 13 3 4 nosTopa u3s 4
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LP-nabopatopuu, obopyaoBaHue u MaTepwuanbl LOKHbI
cooTBeTCcTBOBaTh TpeboBaHmsam FOCT P 52905-2007, MmeToandeckux ykasaHunm MY 1.3.2569-09
«Opranmnsaumsa paboTtbl nabopatopuii, MCNONL3YKOWMX METOAbl aMMINPUKALUUN HYKITENHOBbIX
KucnoT, npu paboTe ¢ MatepmanoM, cogep>kawmmMm MmKpoopraHmamel I-IV rpynn natoreHHOCTU»,
c cobnwgeHneMm caHuTapHo-anugeMmuonornyecknx npasmn CM 1.3.2322-08 «be3onacHoCcTb
paboTbl Cc MukpoopraHuamamu III-IV rpynn natoreHHocTn (omacHocTM) wn BO3b6yauTensimm
napasuTapHbIX.

K pabote ¢ HabopoM peareHTOB AOMYCKAeTCs TONAbKO MepCcOHasn, oby4eHHbI MeToaaM
MOJIEKYNAPHOM ANArHOCTUKM M NpaBunamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Nccneayemble obpasubl paccMaTpMBalOTCA KakK MoTeHuuanbHO-onacHble. pu pabote
C MMKpoopraHusaMamm I-IV rpynn natoreHHoCcTM BbIGOp TuUMa 3alMTHOro KocTioma (pabouen
oAexabl W CpeaCTB WHAMBMAYANbHOM 3aluMTbl) MNpPOBOAUTCS B CTPOrOM COOTBETCTBUMU
c CMN 1.3.2322-08 n onpepensietca BnaoM Bo3byautens, anarHoCTM4YecKum MeTogoM, pabouen
30HOW, OCHalleHneM ee 6okcaMmn 6uonorm4yeckomn 6e30nacHoOCTH.

Mpwu paboTe c HabopoM cneayeT HageBaTb O4HOPa30Bble nepyaTkm 6e3 Tanbka.

Mcnonb3oBaTb TOIbKO HOBblE HAKOHEYHUKN U MpobupKu.

He ponyckaeTcs wcnonb3oBaHME OOHUX M Tex Xe HaKOHeYHMKOB npu obpaboTke
pasnunyHbiX o6pa3uoB 6MonorMyeckoro Mmatepuana.

Boigenenmne OHK cneagyet npoBoanTb B 60kcax buonornyeckor 6esonacHoctu II knacca.
MoarotoeBky k MUP c ucnonb3oBaHneMm Habopa peareHTOB BO3MOXHO npoBoauTb B MNLP-60kcax.

Bce nabopatopHoe obopyaoBaHuMe, B TOM 4yucie [03aTopbl, wWTaTuBbl, NabopaTtopHas
nocyaa, xanatbl, ronoBHble yb6opbl M Np., @ TakXe pacTBOpbl peareHToB AOMXKHblI 6bITb CTPOro
CTauMoHapHbIMKU. 3anpeLlaeTcsa nx nepeMeLleHme n3 o4HOro NoMeLLeHns B Apyroe.

Jo3aTopbl A0/MKHbI 6bITb COOTBETCTBYHOLWNMM 06pa3oM MnoBepeHbl (B akKpeauTOBaHHbIX
nabopaTtopusix) n NpoMapKMpoOBaHbI.

Mcnonb3oBaHHbIE OAHOpPA30Bble MNPUHAANEXHOCTM (MPOOBUPKU, HAKOHEYHWUKU U Ap.)
OO/MKHbI  cbpacbiBaTbC B KOHTEMHEp A9  MeAMUMHCKMX  OTX0A40B,  COAepXalimit
Ae3nHduumpyowmnin pacteop (NMpn HeobxoamMMoCTH).

MoBepxHOCTM pabouymx CTOMOB, a TakKXe MOMeWeHUn, B KoTopbix nposoantcs [LP,
cnepyet obsizaTenbHO, A0 WM Mocne npoBeaeHns paboT, obnyyaTb C MOMOLWbIO 6aKTepMUMAHbIX
YCTaHOBOK B TedeHue 15-30 MuHyT.

Bce noBepxHocTn B nabopatopum (paboume cTonbl, WTaTMBbl, 06opyaoBaHue U Ap.)
eXeAHEBHO NOoABepralT BAXHOM Yybopke C MNpUMMEHEeHMeM Ae3VMHMUUNPYIoLWMX/MOKLWMX

CpeacTB, pernaMeHTUpPOBaHHbIX CaHUTapHbIMK npasunamm CI1 1.3.2322-08.

BHUMAHME! Ypanatb otxoabl ¢ npogyktamu [P HeobxoaMMo TOMbKO B 3aKpbITOM BUAE.

He ponyckaeTtcs oTkpbiBaTb Npobupkn nocne amnandukaumm (MY 1.3.2569-09).
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Mpn wncnonb3oBaHUM Habopa B KJMHUKO-AMArHOCTMYECKOW nabopatopum obpa3ytoTcs
oTXoabl knaccoB A m b, KoTopble KnaccMPuUUUPYOTCS W YTUIU3UPYIOTCS B COOTBETCTBUMU
c TpeboBanusaAMm CaHllnH 2.1.7.2790-10.

OnacHble KOMMOHEHTbI B Habope peareHToB

KoMnoHeHT Ha6opa BbakPe3ucra GLA BakPe3ucra GLA Van/Mec

Cmecu ans aMmnandukaumm,
HeT onacHbIX BewecTs HeT onacHbIX BewecTs

3anevyaTaHHble napaguHOM
PacTteop Tag-nonnmepassbl HeT onacHbIX BewecTs HeT onacHbIX BewecTs
MunHepanbHoe Macno HeT onacHbIX BeWecTs HeT onacHbIX BeWecTs
MoNoXUTENbHbIN KOHTPONbHbIN
obpasey P A3upa HaTpus MeHee 0,1% A3up HaTpus MeHee 0,1%

B coctaB Habopa BXOAAT peareHTbl, KOTOpblE COoAepXXaT a3upa HaTPUA — KOHCEPBAHT,
B KOHUeHTpauun meHee 0,1 %, 4To aBnseTcs 6e3onacHbIM A8 KOHEYHOro nosib3oBaTesns.

Mpn MCcnonb3oBaHWM MO Ha3HAYEHUIO U cOBMAEHNIO MEP NMPEeAOCTOPOXHOCTU, KOHTAKT
C OpraHM3MOM 4enoBeka MWCKA4YeH. [pu aBapuMHbIX CUTyaumsix BO3MOXHO chnegytoulee:
pasgpaxXeHue KOXM M CNM3UCTOM 060/I0UKM MNas y YyBCTBUTENbHbLIX NN, anfepruyeckas
peakumsa. Npun KOHTaKTe MpPOMbITb MOpPaXXeHHOe MEeCTo BOAOW M obpaTUTbCSA 3a MeaMLMHCKOMN
MoMOLLbIO.

He ncnonb3oBatb Habop peareHTOB:

- Mpu HapyLweHnn YCI0BMIN TPAHCNOPTUPOBAHMS N XPaHEHUS;
- NMpw HECOOTBETCTBMW BHELLHErO BUAa KOMMNOHEHTOB, YKa3aHHOro B rnacrnopTe K Habopy;
- MpW HapyLWEHUN BHYTPEHHEN YyNMaKOBKN KOMMOHEHTOB Habopa;

- Nno NCTEYEHNIO CPpOKa roagHoCTun Ha6opa.

MpuMmeuyaHne - Habop peareHTOB He cCOAEPXWUT MaTepunasioB HGMOOrMUYECKOro MPOUCXOXAEHUS,
BELLECTB B KOHLUEHTpaunsax, o61afatoWmx KaHUEpOreHHbIM, MyTareHHbIM AeACTBMEM, @ TaKXKe BIIUSIOLNX
Ha pPenpoayKTUBHY dYHKUMIO 4denoBeka. MpuM UCMOAb30BaHMWU MO Ha3HAYeHUO U cobnoaeHun Mep
NpeaoCTOPOXHOCTU SABNSIETCS 6€30MacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpn pabote c Habopom peareHtoB (BakPe3sncrta GLA, BbakPesucta GLA Van/Mec)

TpebyloTca cneaytowme obopyaoBaHme, peareHTbl U pacxoAHblie MaTepuansbl:

- MLUP-60kc;

- amMnnndukaTop aetektupytowmii (OTnpaim?, ATnant? nnm AT-96 (000 «HMO AHK-TexHonorms»);

- MUKpoOLEeHTpudyra-sopTeKkc;

- Hacagka ansa MuMKpoueHTpudyrn-soptekca ans CTpunoBaHHbIX Npobupok o06bémom 0,2 Mn
(npn HeobxoanMocTn);

- XOJNIOANTBHUK;

- wTaTne «paboyee mecto» ansa npobupok o6vémom 0,2 MA UAKn Ans CTpUNoBaHHbIX NPobupok
obvemom 0,2 Mn;

- [03aTopbl MeXaHu4yeckune WU 3NEKTPOHHbIE OAHOKaHanbHble C nepeMeHHbIM 06bEéMoM,
nossonswowme otbmpatb 06bEM xmakoctn 2,0-20 mkn, 20-200 mkn, 200-1000 mkn;

- OAAHOpa30Bble HAaKOHEYHUKWN C DPUAILTPOM 4SS MOoJSlyaBTOMaTUYECKMX A03aTOpoB, CBO6OAHbIE
oT PHKa3 n [1HKa3, o6bémom 20 mkn, 200 mkn, 1000 mkn;

- OAIHOpa30Bble NepyaTkn MegununHcKkue, 6e3 Tanbka, TEKCTYPUPOBAHHbLIE;

- €MKOCTb Ans cbpoca MCNonb30BaHHbIX HAaKOHEYHUKOB, MPOOUPOK U APYrMX PacXOAHbIX
MaTepunanos;

- Ae3VHMLMPYIOLLEE CPEACTBO.

Onsa npenobpaboTkn MmaTtepuana ans mccnenosanms n eoigenenmsa AHK:

- 6okc buonornyeckon 6esonacHoctu II knacca;

- TepMoCTaT TBepAOTeNbHbIN C TalMepoM TT-2 «TepMut»
(000 «HMO OHK-TexHonorusa», Poccus) nnn aHanoru4yHbIn;

- npobmpkn MukpoueHTpudyxHole 06bé€MomM 1,5 Mn ¢ KpbiwkaMn, cBoboaHbie oT PHKas u
OHKas;

- anekTpuyeckmin nabopaTtopHbiii  acnupatop C  Konbon-noByLWKOW aAna  yaaneHus
HaAo0CaAo0u4HbIX XWUAKOCTEN;

- OAHOpa30Bble HakoHe4yHuKkK 6e3 dwunbTpa, cBobogHble oT PHKasz u [OHKas, ans
anekTpuyeckoro nabopaTtopHOro acnmpartopa;

- ueHTpudyra ansa npobupok o6vémom 1,5 mn, ¢ RCF He Huxe 16 000 x g;

- MUKpOLEeHTpUdyra-BopTeKkc;

- wTaTnB «paboyee mecto» Ana npobmpok o6bEMOM 1,5 Mn;

- dunsnonornyeckmun pacrsop (ecnnm Heobxoammo) A9 MOATOTOBKM  OTPULLATENIBHOMO
KOHTpoOJsibHOro o6pasua;

- Habop/koMmnnekT gns BbigeneHnsa OHK n3 6uonormdeckoro matepunana (pekoMeHaykTCs
MPOBA-HK, MPOBA-IC, TMPOBA-HK-NNIOC, TMPOBA-IC-NNOC, MNPOBA-MY-PANUA

nponssoactea OO0 «[HK-TexHonorma TC», Poccusa).

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 AHAJTUSNPYEMbLIE OBPA3LbI

6.1 MaTepunan ana nccnenoBaHus
Onsa nccneposaHmsa UCMNonb3yoT BuonorMyeckmin matepuan vyenoseka n 6akrepmasnbHble
KynbTypbl M3 3T1Ooro 6uomartepmana (MOKpoTa, MO4Ya, Ma3KM\COCKOObl M3 AblXaTesibHbIX MNyTewn,

XenyAo4YHO-KULLIEYHOr0 U YpPOreHMUTanbHoro TpakTta, dekanum, acnmpaTbl, 3KCCyaaTbl).

6.2 Ob6uwme TpeboBaHus

NccneposanHme wmetogom T[UP oTtHocuTcs K npsiMbiM  MeTogaMm JiabopaTopHoro
nccnenoBaHus, NosToMy B3sATME 6MONOrM4Yeckoro Matepmana denoseka Heob6xoanMmo NpoBOAMTb
M3 MecTa Jsokanusaumn MHbEKUNMOHHOro npouecca. PeweHne o HeobxoaMMoCTn uccnegosatb Ty
WIN UHYKO NOoKann3auunko npunHUMaeT net-lau.u/m Bpa4y Ha OCHOBaHMM Ha OCHOBaAHWUU C06paHHOFO
aHaMHe3a M KJIMHUYEeCKOM KapTUHDbI 3aboneBaHus.

Ons nonyyeHnsa KOPpPEeKTHbIX pe3ynbTaToB 60sblloe 3HaYeHMe MMeeT KauyeCTBO B3ATUSA
obpasua 6uomaTepmana Ana  UCCNeAOBaHMSA, €ro XpaHeHue, TpaHCrnopTUpoBaHWe w
npeaBapuTenbHas obpaboTka.

HenpaBunbHoe B3aTne buomatepuana MOXET MPUBECTU K MONYYEHUIO HEAOCTOBEPHbIX

pe3ynbTaTtoB N, BCNEACTBUE ITOrO, Heob6xoaMMoCTH ero MOBTOPHOIo B34ATUA.

MpumeyaHue - B3ATMe, npeaBapuTenbHyld 06paboTKy, XpaHeHue W MNepeBo3Ky, nepeaadvy
nuccriegyemMoro MaTepuana B Apyrve opraHusaumy OCyLLeCTBASIIOT COMIaCHO MHCTPYKTUBHO-METOAMYECKUM
[IOKYMEHTaM, pEerfnaMeHTUpPYIoLWMNM BbINO/IHEHNE WCCNEA0oBaHUI B COOTBETCTBUM C TpeboBaHUAMMU
MY 1.3.2569-09 n CIM 1.3.2322-08.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! [lepen Bbigenenmem [OHK Tpebyetca npeaBaputenbHasa obpaboTtka obpa3uos

bunonormnuyeckoro Mmatepuana yenoseka (6.5).

6.3.1 MokpoTa
B3ATne Matepuwana ocCylecTBASAT B Konuyectse He MeHee 1,0 M1 B oAHOpa3oBble
rpagyvpoBaHHble CTEPWU/IbHbIE (P/IAKOHbI C LWWMPOKMM FOPJIOM W 3aBUHYMBAIOLWMMUCS
KpbllwKaMn 06béMoM He MeHee 50 mn.
Mocne cbopa MmaTepuana ¢pnakoH NIOTHO 3aKPbIBAOT M MApPKUPYIOT.

6.3.2 Moua
Ons aHanusa otbupaloT NepByr0 NOPUUIO YTPEHHEN MOYM B KOMYECTBE HEe MeHblUue
20-30 mn. OT60p MOUM NPOBOASAT B CreunanbHY CyXYyH CTEPUSIbHYHO EMKOCTb 06BbEMOM
00 60 Mn, CHab)XeHHYI0 repMETUYHO 3aBUHUYMBAKOLLENCS KPbILIKOWM.
MNocne cbopa MOUM KOHTENHEP NAOTHO 3aKPbIBAKOT U MAPKUPYIOT.

6.3.3 Ma3skun\cockobbl U3 AbIXaTeNbHbIX NYTEN, Xenyao4YHO-KULLIEYHOrO U YpPOreHUTanbHOro
TpakTa
B3ATne wMaTepuana OCyLWeCTBASETCS C MOMOLWbI  CneumanbHbiX  CTEPUIbHBIX
OAHOPa30BbIX WHCTPYMEHTOB - 30HAOB, LUMTOWETOK WAW TaMMOHOB, B 3aBUCUMOCTU

OT UCTOYHMKA KJIMHMYECKOro MaTepuana coriiacHO yCTaHOBJIEHHOW npoueaype.
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6.3.4

6.3.5

6.3.6

6.3.7

6.4
6.4.1

WHCcTpyKuMa no npumeHeHuto | 501-3 ot 16 maprta 2026 ropga ) ﬂHK-TEXHOJ’IOFMﬂ

Mocne B3aTMa 6uonormvyeckoro Martepuana nepeHecuTe 30HA B Npobupky
C TP@HCNOPTHOW cpefon, npeAHa3Ha4YeHHOW NpPoU3BOAUTENEM ANS TPAHCNOPTUPOBAHUSA
M XpaHeHuns obpasuos 6uonormyeckoro wmatepuana ans [UP-uccnepoBaHuin, wu
TwaTenbHo nponosiowmTe ero B TeyeHme 10-15 ¢, nsberas pasbpbiarmBaHns XMAKOCTU.
3aTeM M3BNEKWUTE 30HA4 M3 pacTBoOpa, NpuMXMMas ero K CTeHKe MpobupKK, OTOXMUTE
M36bITOK XMNAKOCTWN, yaanuTe 30H4 1 BblbpocbTe. NMA0THO 3aKpONTE KpbIWKY NMPobupku 1
npoMapKunpymnTe npobumpky.

dekanun

Ona aHanmsa wucnonb3ytoT npobbl dekanunii Maccon (ob6bEMoOM) npumepHo 1-3r1
(1-3 mn). Mpoby B konndectee 1 r (NPMMEPHO) OTAENbHBIM HAKOHEYHMKOM C DUIBbTPOM
WA 04HOPAa30BbIMM lONATKaMU NEPEHOCAT B CneumasnbHbIn CTEPUIIBHBIA CYyXOM (bNakoH.
MNocne cbopa dekanmn bnakoH NJIOTHO 3aKPbIBAOT U MapKUPYIOT.

AcnupaTbl

B3ATne MaTepuana ocCywecTBAST B OAHOPA30Bble, MNOTHO 3aBUH4YMBAKOLLMECS
CcTepuibHble Npobupkn o6vémom 50 mn.

Mocne B3aTna Matepunana NnpobupKy NAOTHO 3aKpbIBAKOT KPbIWKON M MAapKUPYIOT.
oKccypat

3abop MaTepuana oCyLeCcTBASETCA C MOMOLLbIO CNeLManbHbIX CTEPUBbHBLIX 0AHOPA30BbIX
WHCTPYMEHTOB — 30HAO0B, UMTOLWETOK WMAM TaMNOHOB, B 3aBUCUMMOCTM OT MCTOYHMKA
KJIMHWYECKOro MaTtepuasna cornacHo yCTaHOB/IEHHOM npoueaype.

Mocne B3aTMS 6uonormyeckoro MaTtepuana nepeHecuTe 30HA4 B Npobupky
C TPAHCNOPTHOM Cpeaon, NnpeaHa3Ha4YeHHOW MpomM3BoAUTENEM A TPAaHCMOPTUPOBaHUS
N xpaHeHus ob6pasuoB 6Guonormyeckoro martepumana pgnsa [MUP-nccnepoBaHun, wn
TwaTtenbHo nponosiowmTe ero B TeyeHme 10-15 ¢, nsberas pasbpbiarmBaHns XnMAKOCTU.
3aTeM M3BNEKUTE 30HA4 M3 pacTBOpa, NpuMXuMas ero K CTeHKe MpobupKu, OTOXMUTE
N36bITOK XUAKOCTU, yaanuTe 30HA 1 BbibpocbTe. [/I0THO 3aKponTe KPbIWKY NpobmMpKn u
npoMapKupymre.

BakTepuanbHble KynbTypbl

B3atne mMaTepmana C XMAKMX W MNOTHbIX Cpen OCYLWECTBASAETCS Mpu  MNoMoLm
OAHOpPa30BON MUKPOOMOMOrMYECKOW NeTNM UK Wwnatens.

MoMecTUTEe OAMHOYHY KOMOHWUIO KNeTok uam 100 MKN XUAKOM cpeabl B O4HOPA30BYIO
nnacTMkoBy npobupky ob6vémom 1,5-2,0 Mn, B KOTOPYH MNpenBapuTenbHO BHECEHO
500 Mkn pM3MON0rnMyeckoro pactesopa CTepPUSIbHOrO.

MNOTHO 3aKpoMTE KPbILWKY NPOOBUPKM U NMPOMaApPKUPYynTe NpobumpkKy.

TpaHcnopTUpOBaHMeE N XpaHeHne nccnegyembolx ob6pasuos

MokpoTa

O6pa3ubl MOKPOTbI 40OMNYCKAeTCa TPaHCNOPTUPOBATb N XPaHUTb:

— Npu KOMHaTHOM TeMnepaType oT 18 °C go 25 °C He 6onee 6 4acos;

- npwu Temnepatype oT 2 °C go 8 °C He 6onee 3 cyToOK.
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6.4.2

HatueHble n npeasaputenbHo ob6paboTaHHble 06pa3ubl MOUK:

HatuBHble U1 npeaBaputenbHo o06paboTaHHble o6pasubl  MO4YM  AonycKaeTcs
TPAHCMOPTMPOBATb U XPaHUTb:

- npwu Temnepatype oT 2 °C go 8 °C He 60nee o4HUX CYTOK;

- npwu Temnepatype oT MnHyc 18 °C go mmHyc 20 °C He 6onee ogHou Hegenu;

— npu TeMnepaTtype MuHyc 70 °C - 6 Mecsues.

BHUMAHME! [JonyckaeTcsa numb 0gHOKpaTHOE 3aMopa)kuBaHue-oTTanBaHne Mmatepumana.

6.4.3

6.4.4

6.4.5

Maszkun\cockobbl M3 AbiXaTesbHbIX MyTEN, XeNyAO4YHO-KULLIEYHOr0 U ypOreHUTan bHOro
TpakTa, 3KCCyaaThl

Maszkun\cockobbl M3 AbiXaTesbHbIX MyTEN, XeNyAO4YHO-KULLIEYHOr0 U ypOreHUTan bHOro
TpakTa, 3KccyaaTtbl crefyeT TPaHCNOpTMpOBaTb M XPaHWTb COMNACHO MHCTPYKUMSM K
pekoMeHAYeMbIM KOMMeKTaM peareHToB ans sbigenenHms HK (MPOBA-HK, MNMPOBA-TC,
MPOBA-HK-IMJTKOC, MPOBA-TIC-TMJIHOC, MPOBA-MY-PANNA).

Ob6pasubl HAaTUBHbIX heKanni

O6pasubl HaTUBHbIX hekanuii 4onyckaeTcs TPAHCNOPTUPOBATbL U XPaHUTb:

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

- npu Temnepartype ot 2 °C go 8 °C He 60nee 3 cyToK.

AcnupaT, bakTepuanbHble KybTypbl:

AcnupaT, 6akTepmanbHble KynbTypbl AOMYCKAETCA TPAHCNOPTUPOBATh U XPaHUTb:

- npwu Temnepatype oT 2 °C go 8 °C He 6onee ogHUX CYTOK;

— npwu Temnepatype oT MMHycC 18 °C go mmHyc 20 °C He 6onee oaHoOW Hegenm;

- npu Temnepatype MmHyc 70 °C - 6 MecsueB.

BHMUMAHME! [lonyckaeTca nuub 0AHOKpaTHOE 3aMopaXXnBaHue-oTTanBaHne Matepmana.

6.5
6.5.1
6.5.1.1

MoaroToBka 6HMoONOrMYECcKOro Matepurasna YenoBeka ans uccregoBaHus
MokpoTa

Cnocob6 N? 1

1. NepeHecnte npumepHo 500 mkn 6uonormyeckoro ™MaTtepuana B CTEPUIIbHYIO
rnocyay M NIOTHO 3aKpPOMTE KPbILWKOMN.

2. JobaBbTe K npobe MOKpOTbl paBHbin 06bEM 10 % Tpex3aMeweEHHOro
docdhopHokmcnoro Hatpusa x12H20, NAOTHO 3aKpoKTe KPbIWKON M MHTEHCUBHO
BCTPSAXHUTE.

3. NHkybupynite cmecb npu Temnepatype 37 °C B TeuyeHume 18-24 vyacos, 3aTeMm
HenTpanusynte 1 M HCl go pH 6,8-7,4.

4. Uentpudyrmpynte npm 900 x g B TeueHne 20 MuH.

5. Cnente HagocCagoO4vHYK XWAKOCTb B €MKOCTb C 5 % pacTBOpOM xj0paMuHa Ans
obe3z3apaxnBaHusl.

6. JobaBbTe K ocagky 500 Mkn AUNCTWIIMPOBAHHOM  BOAblI, NEpeMellanTe
NMNETUPOBAHMEM U NepeHecuTe B O4HOPA30BYHO MAACTUKOBYO NPObnpKy 06bEMOM
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
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7. UeHtpndyrmpyiite npobupky npm 16 000 x g B TeveHme 10 MUH.
8. Ynanute HagoCaloOuHYK XWUAKOCTb, OCTaBuMB B npobupke npumepHo 100 mkn

(ocagok + xuakas dpakums).

Cnocob N? 2

1. B KoHTelHep c obpa3suyom gobaBbTe MYKOAM3MH B cooTHoweHunm 5:1 (5 yacren
MYKO/IM3MHA K OAHOWM 4YacCTW MOKpPOTbl), OPMUEHTUPYACb NO rpaaynpoBke
KOHTENHepa.

2. 3aKpoOMTE KPbIWKY KOHTENHepa, BCTPSXHUTE COAEPXMMOE W WHKYybupynTe
20-30 MMH nNpu KOMHATHOWM TeMmnepaType, Kaxable 2-3 MMH BCTpPsIXMBas
KOHTenHep.

Moua

MNepeHecute 1,0 MA MOYM B NIACTUKOBYHO Npobupky ob6vémom 1,5 mn.

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

Haunbonee nonHo yaanute HagoCaAO4YHYIO XUAKOCTb.

[ob6asbTe k ocaaky 1,0 Ma dU3MoONOrMyeckoro pacTtBopa CTepUbHOrO.

LeHTpndyrnpynte npobupky npm 16 000 x g B TedyeHne 10 MUH.

Yoganute HagoCagO4vHYK >XMAKOCTb, OCTaBMB B Npobumpke npumepHo 50 Mk

(ocapok + xugkasa dpakums).

Ma3kn\cockobbl M3 AbiXaTenbHbIX NyTeN, XenyAo4YHO-KULIEYHOro U yporeHMTasibHOro

TpakTa, acnupaTbl, 3KCcCyaaTbl, 6aKTepuanbHbie KyNbTypbl C XUAKUX U MJIOTHbIX Cpes

LeHTpudyrupyinte npobupky npu 16 000 x g B TeueHme 10 MUH.
Ypganute HagoCafouHYyK XWUOKOCTb, OCTaBMB B nNpobupke npumepHo 50 Mkn
(ocapgok + xugkas dpakums) nNpuM UCNONb30BAaHMWM  KOMMAEKTOB  peareHToB
MPOBA-TC, MPOBA-TC-TJIIOC wunu 100 mkn (ocagok + xuakas dpakumsa) npu
ncnosb3oBaHmu komnaekTos peareHToB NMPOBA-HK, NMPOBA-HK-IMJTKOC n NMPOBA-MY-
PAMNMA.

dekanum
MepeHecute ~250 mr (Mkn) dekanuin B OAHOPA30BYK MAACTMKOBYK Npobupky
06bémom 1,5 mn ¢ 1,0 Ma HU3MONOrMUECcKOro pacTBopa CTEPUBHOIO.
BcTpaxHuTe npobupky Ha BopTekce B TedeHue 5-10 c.
LeHTpudyrmnpynte npobupky npu 900 X g B TeueHne 2-3 MUH.
MNepeHecute 800-1000 MKN HaAOCAAOYHOM >KMAKOCTM B HOBYIO OAHOPA3OBYHO
nnactmkosyto npobupky o6vémom 1,5 mn, ueHTpudyrupyinite npum 16 000 x g
B TedeHne 10 MUH.
YaanuTte HagoCaAo4HYH XUAKOCTb, OCTaBMB B Npobmupke npumepHo 100 mMkn (ocagok

+ xunakas dpakuums).

OanbHenwana o6paboTka yKasaHHbIX Bbille BMAOB 6MonorMyeckoro ™Martepuana

OCYLLEeCTBNAETCA COIrlaCHO MWHCTPYKUMAM K WUCNOJIb3yEMbIM KOMMIEKTAM peareHToB An4d

Bblaenennsa AHK.
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7 NPOBEAEHUE AHAJIN3A

7.1 Bbiaenenmne AHK 13 6bunonormnuyeckoro matepmnana

Boinenenve IHK npoBoasT B COOTBETCTBUUN C MHCTPYKLMEN K UCMONIb3YEMOMY KOMMIEKTY
peareHToB. PekomeHagyembie KoMMnekTbl Ans sbigeneHns AHK u3 6buonormyeckoro matepuana:
MPOBA-HK, MPOBA-I'C, MPOBA-HK-MJTOC, MPOBA-IC-MNNOC, MPOBA-MY-PANNA.

BHUMAHME! OgHoBpeMeHHO ¢ Bbigenennem AHK n3 bunonornueckoro matepunana Heobxoanmo
NOAroTOBUTL OTpUUATENbHbIM KOHTPOAbHbIN ob6paseu M NpoBecTM ero 4yepes BCe ITanbl
npobonoarotoBkn. B KauecTBe OTpuuUATENbHOr0 KOHTPOJSIbHOro obpasua pekoMeHAyeTCcs
ncnosb3oBatb (PU3MONOTMYECKUIA pacTBOpP WM OTpMUATENbHbIA  KOHTPOJbHbIM 0bpased,
BXOASALMN B COCTaB KoMMnekTta peareHToB ans BblgeneHmsa OHK, B o6béMe, yka3zaHHOM B

WHCTPYKLMWN K KOMMJIEKTY peareHToB.

7.2 MoarotoBka u nposeneHune MLUP

7.2.1 Habop peareHToB bakPe3ncta GLA: npoMapkupyite no ogHOMy CTpMMNy CO CMecsMun Ans
amnandukaummn, 3anedvyataHHbIMM NapaduHOM, AN KaXAoro mccneayemoro obpasua,
OAWH AN MOJIOXUTENBHONO0 KOHTpOoNbHOro obpasua (K+) n oamH ansa oTpuuaTesnbHOro
KOHTponbHOro obpasua (K-).

Mpumep: Heobxoaumo npoaHanusmMpoBaTb JABa obpasua. [na 3T0ro  HeobxoaAmMo

npoMapKnMpoBaTb 4YeTbipe CTpuna: ABa ANns uccrnegyembix 0bpasuoB, oguvH ansa «K+» n oaunH

ansa «K-» (tabnuua 2).

7.2.2 Habop peareHToB bakPesucta GLA Van/Mec: npoMapkKupyinTte no oOAHOW npobupke
ctpyna (MAKM NO OAHOM OTAeNbHOW npobupke) CO cMecblo Ana amnamdukaumm,
3aneyataHHoOW napaduMHOM, ANS KaXxaoro wuccriegyemoro obpasua, oOaHy Ans
MOSIOXUTENIbHOIO KOHTposibHOro obpasua (K+), 1M oaHy A4nsd oTpuuaTesibHOro
KOHTponbHoro obpasua (K-).

Mpumep: Heobxognmo npoaHanuampoBaTb ABa obpasua. [Onsa 310ro  Heobxoanmmo

NnpoMapKmMpoBaTb YeTbipe Npobupkn: aBe AN uccneayemblix o6pasuos, oaHy ans «K+» n ogHy

ons «K—» (Tabnuua 2).

Tabnuuya 2 - lpuMep MapKMpOBKK CTPMNOB nnu Npobupok ansa npoeegenus MUP

O6pas3ubl bakPe3sucra GLA bakPe3sucra GLA Van/Mec
Obpasey 1 Crpun 1 Mpobupka 1
O6pasey 2 Ctpun 2 Mpobupka 2
K- Ctpun 3 Mpobupka 3
K+ Ctpun 4 Mpobupka 4

7.2.3 BcTpsAxHuUTe npobupky C pactBopoM Tag-nonuMMepasbl B TedyeHne 3-5c Ha
MUKpOLEHTpudyre-sopTekce U UEeHTpUdyrupymte B  Te4deHue 1-3c¢c Ha
MUKpoLeHTpudyre-BopTeKce.

7.2.4 [dobaBbTe BO BCE NMpoMapKMpoBaHHble Npobupku, He noBpexaas cnor napadwHa, no

10 mMkn pactBopa Tag-nonnMepassbl.
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7.2.5 [ob6aBbTe B Kaxayl npobmMpky no o4HONM Karnsje MuUHepasbHoro Macna (okono 20 mkn).
3akponTe Npobupku/cTpumnbl.

7.2.6  BcTpaxHuTe npobupkn ¢ npenapatoMm OHK, NonoXUTeNnbHbIM KOHTPOJSIbHbIM 06pa3uoM
(K+) w oTpuuartenibHbiIM KOHTpPO/SbHbIM o06pa3uyomM (K-) B TeyeHnme 3-5C Ha
MUKpoOLEeHTpudyre-sopTekce n ueHTpudyrnpymnre B  Te4dyeHue 1-3c Ha

MUKpoLUeHTpudyre-sopTekce.

BHUMAHME!

1. Mpn ncnonbzosaHnn ans Bolaenenus AHK komnnekTos peareHToB [MPOBA-I'C n NMPOBA-IC-MJ1HOC
Heob6xoaMMo noce BCTpsxmMBaHMs LeHTpudyrnposaTtb Npobupku ¢ npenapaTtom AHK npu 16 000 x g
B TeyeHue OAHON MUHYTbl ANna ocaxaeHusa copbeHTa. B cnyyae ecnm nocne BblAeneHUs
HaZo0Ccaao4Has X1UAKOCTb, coaepxallas BolgeneHHyto IHK, 6bina nepeHeceHa B HOBble Npobupku,
LeHTpudyrnposaHme npomsBoanTcs B TedeHme 3-5 ¢ Ha MMKpoueHTpudyre-sopTekce.

2. Mpn wncnonb3oBaHun Ana  BbigeneHnsa [OHK Habopa peareHtos [MPOBA-MY-PANUA
HeobxoaAMMO nocne BCTPSAXUBAHWUSA MOMeCcTUTb Npobupkm ¢ npenapatoMm AHK B MarHuTHbIM
wTraTmMe. B cnydae ecnun nocne BblAeNEHUS HAA0CAA0UYHAs XNAKOCTb, CoAepXallas BblAENEHHYIO
OHK, 6blna nepeHeceHa B HOBble NpobupKKM, LEHTPUPYrMpoBaHMe MPOM3BOAMTCH B TeueHue

3-5 c Ha MukpoueHTpudyre-sopTeKkce.

BHUMAHME! [1ns npepoTBpalleHns KOHTaMMHauum cnegyet nepen sHeceHneM HK oTKpbiBaTb
KPbILWKY TO/IbKO TOro ctpuna (Mnm TonbKo ToM Npobupkun), B KOTOPbIN 6yaeT BHOCUTLCSA AAHHbIN
obpasel, n 3akpbiBaTb €€ nepen BHeceHmeM crnepytouwero. Mpenapatel AHK M KOHTpONbHbIE

O6p33Ll.b| cneayetr BHOCUTb HAKOHEYHUKAMU C (bVIﬂprOM.

7.2.7 BHecuTe B COOTBETCTBYHLIME MNpPOMaApKMPOBaHHbIE MNPOOUPKK, HEe MoBpexaass C/on
napaduHa, 5,0 Mk BblgeneHHOro M3 obpasua npenapata AHK. B npobupkn «K+» n
«K-» npenapat JJHK He BHOCKTCA.

7.2.8 BHecuTe B npobupky (cTpun), nNpoMapKMpoBaHHYK «K-», He mnoBpexaass Crion
napaduHa, 5,0 MKA oTpuuaTenbHOr0 KOHTpoAbHOro obpasua, npoweawero 3Tan
Bblgenenms AHK (cm. 7.1).

7.2.9 BHecute B npobupky (cTpun), npoMapkupoBaHHyk «K+», He noBpexaas Ccnou
napaduHa, 5,0 MK NONOXNTENBHOI0 KOHTPOSIbHOro obpasua.

7.2.10 UeHTpudyrmpymnte npobupkm (CTpunbl) B TeyeHne 1-3 ¢ Ha MukpoueHTpudyre-sopTekce.

7.2.11 YctaHoBuTe Bce Npobupku (CTpunbl) B 670K AeTeKTMpYyroLWero amnnamdpukaTopa.

7.2.12 3anyctuTte nporpamMMmHoe obecneueHne RealTime_PCR B pexume «PaboTta c npubopom».
3arpy3ute daninbl «BacResista.V1.ini» (ansa BapuaHTa mcnonHeHuna bakPesucta GLA)
mnn «GLA VanMec.ini» (gna BapumaHTa wucnonHenums bakPesucrta GLA Van/Mec).
[JobaBbTe B NpPOTOKOA  COOTBETCTBYIOLIME TeCTbl, YKaXuTe KOIMYECTBO W
naeHTudunkaTopol 06pasuLoB, OTMETbTE pacnofioXeHue npobupok Ha MaTpuue
TepMmob6soKa B COOTBETCTBUM C UX ycTaHoBkolh (cm. 7.2.11) wn nposeaute TMUP. Mpun
BblI6Ope 3TUX TECTOB B OKHE «3anycK nporpamMmmbl aMnandukaummn» omkHa oTobpaxaTtbes

nporpamMMa, npueeaéHHas B Tabnuue 3.
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Ta6bnuua 3 - [MporpamMma amnaMbukauum aOns AETEKTUPYHOLWMX aMnaMbuKkaTopoB

«ATnpanm», «ATnant» n «4T-96»

N° Yucno Pe>xnM ontnyeckmx
6 TeMmnepartypa, °C MUH C - Tun 6noka
JIOKa LMKJI0OB Nn3MepeHunm
80 0 30
1 1 LUnkn
94 1 30
94 0 30
2 5 Unkn
64 0 15 '
94 0 10
3 45 Unkn
64 0 15 '
4 94 0 5 1 Lunkn
5 10! XpaHeHue XpaHeHue

TecTtbl (ini dannbl) gna npubopos «ATnpanm», «ATnant» n «4T-96» npenocraBnsaoTCs

npouseoanTenemM Habopa peareHToB.

8 PETMCTPALUNSA PE3YJ/IbTATOB AMITJIMOUKALINN

8.1 Perncrtpauus curHana dnayopecueHumMn NpoBoaMTCS NpnbopoM aBTOMaTUYECKM BO BpeMs
amnnmdunkaunm.

8.2 Jetekuusa n y4yéT pe3ynbTaToB OCYLECTBAATCA AETEKTUPYIOLWMM aMnamdukaTtopom
aBTOMATUYECKMU.

8.3 Mocne oKOHYaHUS MporpaMMbl aMNINGUKALNUM Ha SKpaHE MOSIBUTCS COOTBETCTBYHOLLEE

MHpOpMaUMOHHOe cooblweHne u 6ygeT npeasioxXeHO NepenTu K aHanusy pe3ysbTaToB.
Ha rpadwuke 6ypetr oTobpaxkeHa 3aBUCMMOCTb GJiyopecueHumm OT HOoMepa uuKaa no BCEM
NCNONb3yEMbIM KaHanam Ans Kakaom npobupkun B Tepmobnoke.
8.3.1 bakPe3ucra GLA:
B Ttabnuue cnpasa 6yaeT nokasaH wuaeHTudukatop obpasua, MHAMKATOPHbIE LMKIbI
(Cp), norapudmbl koHUeHTpauun (Lg) anga cneundunyeckmx NnpoayKToB U MHANKATOPHbIE
umknbl (Cp) ans BK.
8.3.2 bakPe3sucra GLA Van/Mec:
B Tabnuue cnpasa 6yaeTt nokasaH naeHtTndunkatop obpasua, nHgnkatopHblie ymkbl (Cp)
ans cneunduryeckmnx npoaykrtos m BK.

Mo pe3ynbTaTaM aHann3a MOXHO ChOPMMPOBATL M pacneyaTaTb OTYET.

8.4 B BapuaHTe mncnonHeHmsa bakPesncta GLA nocsie OKOHYaHMSA nporpamMmMbl MpoOrpamMMHoe
obecneyeHne NpoBOAUT CpaBHEHME 3a4aHHOIr0 ONepPaToOPOM PacCnosIOXEHNS CTPUMOB C peasibHbIM
nosoXxeHnem Mmapkepa Rox, u, ecnm HaxoauT HecoBnageHwe (NpyM HeENpPaBWUbHOM PaCMnosIOXEHNN
CTpWMMoB), TO NpeaynpexaaeT o6 3ToM onepaTtopa.

B 3TOM cnyyae Heo6x0aAMMO NpOBEpPUTb pacrnofioXeHun cTpunos B Tepmobnioke (nepsas

npobupka oTtMedeHa ronybeiM 6ycdepom) 1 CKOppeKTMpoBaTb NAEHTUhMKATOPbI MPOBUPOK B MPOTOKOJIE.

1 - ponyckaeTcs XxpaHeHue npu TemnepaType 25 °C
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YYET PE3Y/IbTATOB MNLUP

YUéT 1 peructpaumns pesynbTaToB peakummn OCYLLECTBASAIOTCAS aBTOMaTUYECKU C MOMOLLbIO

nporpaMmMHoOro OﬁeCI'IeLIEHMFI, nocCTtaB/1A€EMOro C AETEKTUPYHOLLNM aMI'IJ'IM(bVIKaTOpOM.

9.2

Mocne 3aBepweHuns MUP nporpamMma otobpaxaetT B Tabnuue B rpade «Pesynbrar»: «+»

Unn «—=», B 3TOM cny4yae BblAAETCH 3aK/loUeHUe no pesynbTaTaM UccrienoBaHus.

9.3
9.3.1

9.3.2

9.3.3

9.3.4

9.3.5

YUéT n nHTepnpeTaumsa pesynbTaToB peakuun ansa sapmaHta ncnonHeHns bakPesucra GLA
Mocne npoxoxaeHnss amnandukaumMm nNo nokasaTensaM WHAWMKaATOPHOro uuKia
(noporosbix umknios, Cp) nporpaMMHbiM obecnedeHnem aBTOMaTU4YeCKM MNPOBOAMTCS
pacyéTr norapm@MoB KOHLEHTPaUWM, KOTOPble YKa3blBAlOTCS B CTPOKe C Ha3BaHMeEM
COOTBETCTBYOLWEro reHa pe3ncreHTHoct u OBM. CpaBHuMBas 3HayeHus norapudmMos,
BO3MOXXHO MPOBECTU MOJTYKOSIMYECTBEHHYIO OLIEHKY':
— [OSIN PE3UCTEHTHbIX MUKPOOPraHuM3MoB OT obulero kKonudyectsa 6akTepuasnbHOM
Macchl;
— COOTHOLUEHUSA FreHOB PEe3UCTEHTHOCTU APYTr C APYIrOM.
3HayeHnsa norapudma MeHee 3,0 He BbicuMTbiBatoTC, HO Cp ans 3Tux npob
oTObpaXxkatoTcs. DTO MHTEPNPETUPYETCH KaK OTpULATENbHbIA pe3ynbTaT, Npy 3TOM B OKHe
«AHanu3 oNTUYECKMX N3MEPEHUI» pe3ynbTaT yKa3blBaeTCsa Kak «—», a B bnaHke oTBeTa —
«He 0bHapy>XeHo».
Ecnn 3HayeHue norapudpma OBM 6onbwe 7,0, To ana npoBefeHus 6onee TOYHOWM
NONYKOSIMYECTBEHHOM OLEeHKN pekoMeHayeTcs pa3Bectu npenapat AHK B 10-100 pa3 un
NpPOBECTU NOBTOPHYI aMmnandukaumio.
Ecnn 3HaueHne norapudma OBM He ykasaHO, a 3HauyeHus norapudMoB ANS FEHOB
PE3NCTEHTHOCTM YKa3aHbl, TO NpoBeAeHNE MOSYKOIMYECTBEHHON OUEHKW pe3ynbTaToB
nccnefoBaHUa CUYMTAETCA HEKOPPEeKTHbIM, HO pe3yfbTaTbl MOryT YUYUTbIBATbCA Kak
KayecTBeHHble. [103TOMYy 3TO WHTEprnpeTUPYETCS KaK MOSIOXUTENIbHbIA pe3ynbTarT,
Npuv 3TOM B OKHE «AHaNM3 ONTUYECKUX U3MEpPEHUI» pe3ynbTaT YKa3blBAaeTCHa KaK «+>»,
a B bnaHke oTBeTa — «06Hapy)XeHO». DTO MOXET O6blTb CBA3aHO C HapyLWEHUSIMU B
TexHonormm amnandukaumum, B 3TOM CAy4dyae ANs  BO3MOXHOCTM NpoBeAeHus
NOSIYKONMYECTBEHHOM OueHKn TpebyeTcs noBTopHoe nposBeaeHue TLP ¢ nmerowmmcs
npenapatom JHK.
3HayeHMe Lg, ykasbiBaeMOe Mpu BbISBIEHUW TEHOB PE3UCTEHTHOCTU AO/DKHO ObiTb
MeHblle, yeM 3HayeHne Lg OBM+0,5. Ecnun 3To0 ycnoBue He BbINOSHAETCH, TO pe3ynbtaTt
nccneaoBaHUs CUYMTAETCSs HEKOPPEKTHbIM, HO pe3ynbTaTbl MOryT Y4YUTbIBaTbCA Kak
KayecTBeHHble. [103TOMYy 3TO WHTEPNPETUPYETCA KakK MOJIOXUTENbHbLIA pe3ynbTarT,
npu 3TOM B OKHe «AHanu3 ONTUYECKUX U3MEpPEHUN» pe3ynbTaT yKa3blBaeTCsa KaK «+>»,
a B bnaHke oTBeTa - <«O0b6HapyXeHo». DTO MOXeT OblTb CBS3@aHO C HapyLlIeHUsMu
B TEXHONOMMU amnandukaumu, B 3STOM CAydae Ana BO3MOXHOCTM MNpoBeAeHus
NONYKO/IMYECTBEHHON OLeHKKN TpebyeTcsa nmoBTopHOe nposefaeHue TMUP ¢ umerowmmces

npenapatom OHK.

24



BakPe3ucra GLA,
BakPe3ucra GLA Van/Mec

9.3.6

9.3.7

WHCcTpyKuMa no npumeHeHuto | 501-3 ot 16 maprta 2026 ropga ) ﬂHK-TEXHOJ’IOFMﬂ

Onsa obpasuos, AN KOTOPbIX MNONy4YeHbl OTPpUUATE/NbHbIE pe3y/ibTaTbl MO TPEM KaHanam
aetekumn (nckntodas npobupky N2 3) B rpade «PesynbTat» 6yaeT ykasaHoO <«HA»
(HepocTOBepHbIN pe3ynbTaT). B aToM cnydae Tpebyetcsa nosTopHoe nposeaeHme MLUP ¢
nMewwmnmcs npenapatom OHK, nnbo nosTopHoe BbigeneHne AHK mn nocraHoska MMLUP,
nmbo NoBTOPHOE B3ATUE BNONOrMUYECKOro Matepmuasna (BbIMONHAETCA NocneaoBaTeNbLHO).
Ona oTpuuaTenbHOro M MNOSIOXUTENbHOrO KOHTPOJIbHbIX 06pa3uoB  AO0MKHbI  6biThb

NnoJlyyYeHbl pe3ynbTaTbl, NpuBeAeHHble B Tabnuue 4.

Tabnuuya 4 - PesynbTaTbl nccnegoBaHUs OTPULATENBHOMO U NMOMOXUTENBbHOIO KOHTPOJIbHbIX

obpa3uos 4s159 BapuaHTa ucnoaHeHns bakPesucrta GLA

KaHan perekuum MHTepnpetaums
Pe3ynbTaTt e3ynbLTaTa
Fam Hex Rox Cy5 pesy
MonoXunTenbHbI KOHTPONbHLINA 06pasey
PesynbTaTt
3HaueHue Cp ¥ .
NONOXUTENbHbIN
3Ha4veHue Cp ykasaHo 3HayeHune yKasaHo
- + PesynbTaThl
(ans Bcex npobupok) He y4uTbiBaeTcs (ans npobupok
NOCTaHOBKM
Ne2-8)
BaNNAHbI
OTpuuaTenbHbI KOHTPOJIbHbLIM 06pasew,
3HayeHune L PesynbTaT
9 3HadveHue Cp ykasaHo 3HaveHune Lg He Y N
He yKasaHo oTpuLUaTesbHbIN
(ans Bcex npobupok, yKasaHo
(ans Bcex nNpobupok, - - PesynbTaThl
KpoMe npobupku (ans Bcex
kpome OBM: MOCTaHOBKM
Ne3 - 6e3 BK) npobunpok)
aonyckaertcsa Lg<3,5) BanAHbI
9.3.8 [puHUMNbLI WMHTEprNpeTaunm pe3yabTaTOB WCCeaoBaHUs npuBedeHbl B Tabnuuye A.l

9.4

9.4.1

9.4.2

npunoxeHus A.

YUéT wn uHTepnpeTauusa pe3ynbTaToB peakumm AN BapuaHTa  MCMNOJIHEHUS
BbakPe3ucra GLA Van/Mec

Onsa obpasuos, AN KOTOPbIX MNOAYy4YeHbl OTpUUATEsbHbIE pe3y/ibTaTbl MO TPEM KaHanam
aetekummn, B rpade «PesynbTaTt» 6yaer ykasaHO «HA» (HEAOCTOBEpPHbIM pe3ynbTar).
B aTOoM cny4ae Tpebyetcsa nosTopHoe nposegeHme MNLP ¢ nmetownmmcsa npenapatom JHK,
nmbo noeTopHoe BbigeneHne OHK wu noctaHoBka [P, nnbo noBTopHOE B3ATUE
6uonormnyeckoro Matepuana (BbINOJHAETCA NOCNeA0BaATENbHO).

Onsa oTpuuaTenbHOro U MNOSIOXUTENbHOINO KOHTPOJIbHbIX 06pa3uoB  AO0/MKHbI  ObITb

NoSy4YeHbl pe3ynbTaThbl, NPUBEAEHHbIE B Tabnunue 5.
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Tabnuya 5 - Pe3ynbTaThl nccnenoBaHMa OTPULLATENBHOMO M MOMIOXKUTENbHOMO KOHTPOJIbHbIX

obpas3uos gnsa BapuaHTa ncnonHeHmns bakPesucrta GLA Van/Mec

KaHan gerekummn

Pe3synbTtart UHTepnpeTaums pesynbraTta
Fam Hex Cy5
MonoXXnTenbHbIM KOHTPONbHLIA 06pasel,
3HaueHune Cp 3HaueHune 3HaueHune Cp + Pe3ynbTat NoOMOXUTENbHbIN
yKasaHo He yunTbiBaeTcs yKasaHo Pe3ynbTaTbl NOCTAHOBKW BanngHbl

OTpuuaTenbHbI KOHTPOJbHbLIM 06pasew,

3HaveHune Cp 3HadeHune Cp 3HaueHue Cp Pe3synbtat oTpmuaTenbHbIN
He yKa3aHo yKa3aHo He yKa3aHo Pe3ynbTaTbl MOCTAHOBKU Ba/nAHbI

9.4.3 T[puHUMNbI WMHTEpPMpEeTauMnM pe3ynbTaTOB MCCeaoBaHUs MnpuBeaeHbl B Tabnuue A.2

npunoxenuns A.

9.5 Mpn nonydyeHum A9 OTPUMUATENIbHONO  KOHTpPO/bHOro o6pasua pe3ynbTaTos,
OT/IMYAKLWMXCA OT YKasaHHbiX B Tabnuue 4 (ana BapumaHTa mcnonHeHuss bakPesucta GLA) un
Tabnuue 5 (ana BapuwaHTa wucnonHeHuss bakPesucta GLA Van/Mec) pe3synbTatbl BcCel
MOCTAaHOBOYHOW Cepuu CUYMTAOT HeaoCTOBepHbIMW. B 3TOM cnyyae Heobxoammo nposefeHue

cneunanbHbIX MEpOI'IpVIHTVIVI Ana yCTpaHeHUA BO3MOXHOW KOHTaMMHaLUUMN.

9.6 Mpn nonyyeHnn Ans  MNOJOXMTENbHONO KOHTpPOJSIbHOrO o06pa3ua pe3y/bTaTos,
OT/IMYAKLWMXCA OT yKasaHHbIX B Tabnuue 4 (ans BapuaHTa ucnonHeHus bakPesucta GLA) wm
Tabnuue 5 (ans BapuwaHTa wucnonHeHus bakPesncta GLA Van/Mec), Tpebyetcs noBTopHas

nocrtaHoBka amnaudukaumm ecer naptmm obpasLos.

BHMUMAHME! OtpuuaTenbHbii pe3ynbTaT, MNOJYyYEHHbIA NpuY UCCNefoBaHWU, He WUCKI4YaeT
BO3MOXHOCTW Hannuua y 6aKkTepuin Apyroro MexaHu3Ma pe3nCTeHTHOCTU K MIMKOMENTUAHbIM U

6eTa-naKkTaMHbIM aHTUBMOTUKaMY,

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
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TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIMJIYATALNA

TpaHcnopTupoBaHMe

TpaHcnopTupoBaHme Habopa peareHToOB OCYWECTBAAT B TEpPMOKOHTelHepax C
X/1af03/IEMEHTAMN BCEMW BMAAMW KpbITOrO TPaHCNopTa nNpu TeMmnepaType BHYTpU
KoHTelHepa oT 2 °C go 25 °C He 6onee 5 cyTokK.

Habopbl peareHToB, TPaHCNOPTMPOBAHHbIE C HapyLleHMEM TeMMnepaTypHOro pexuma,

npuMeEHeHN0 He noaneXxart.

XpaHeHune

Habop peareHTOB cCrieayeT XpaHUTb B XONOAUAbHUKE MW XONOAUNbHOW Kamepe npu
TemnepaType oT 2 °C ao 8 °C B TeyeHWe BCEro CPOKA rogHOCTU Habopa peareHToB.

Cmecn pans  amnandwukaumm, 3anedataHHble napadwuHoOM, cleayeT XpaHuTb B
XONI0AUNIbHUKE WAWM XONOAWNbLHOW Kamepe npu Temnepatype ot 2°C po 8°C B
3aWMLLEHHOM OT CBETa MecTe B TeyeHme BCero Cpoka rogHoctm Habopa peareHToB.

Habopbl peareHTOB, XpaHMBLUMECS C HapyLWeEHMEeM periamMeHTUPOBaHHOIo pexuma,

NpUMEHEHNI0 HE noaneXxart.

YKasaHud no akcriyataumu

Habop peareHTOB A0ONXEH MPUMEHATLCA COrIACHO AENCTBYIOLEN BEpPCUM YTBEPXKAEHHOM

WHCTPYKUMM MO NPUMEHEHMUIO.

Ona nonyyeHusa [OCTOBEPHbIX pe3ynbTatoB HeobxoauMO CTporoe cobnwopeHue

WHCTPYKLMKN NO NPUMEHeHUo Habopa peareHTos.

Mocne BCKPbITUS YMNAaKOBKM KOMMOHEHTbl Habopa peareHToOB creayeT XpaHuTb npwu

CcnepywLwmx ycnoBmsax:

— KOMMOHEeHTbl Habopa peareHTOB cneayeT XpaHuTb B XON0AUNbHUKE NNKU XON04UIBHON
Kamepe npu Temnepatype oT 2 °C go 8 °C B TedyeHme BCero cpoka rogHocTn Habopa
peareHToB;

- cMecnm Ans  aMnamdukauuM, 3anedaTaHHble napaduHOM, cneayeT XpaHuTb B
XOJNIOAUNBHUKE WNN XONoAUIbHOW KaMepe npu Temnepatype oT 2°C go 8°C B
3aWMLLEHHOM OT CBETa MecTe B TedeHme BCero cpoka rogHoctn Habopa peareHToB.

Habopbl peareHToB C UCTEKLIMM CPOKOM FOAHOCTW MPUMEHEHUIO HE Noanexar.
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11 YKA3AHUA MO YTUIINSALMUN

11.1 [lpy ucnonb3oBaHMM Habopa peareHTOB B KMHWUKO-AMArHOCTMYECKOW nabopartopumn
obpa3yloTcs oTxoAbl KaccoB A M B, KOTOpble KIaccuduuUpyroTcs W YTUIU3BUPYIOTCS B

cooTBeTCTBMU C TpeboBaHusamm CaHlnH 2.1.7.2790-10.

11.2 Habopbl peareHToB, Npuwieawne B HENPUrogHOCTb, B TOM YNCNE, B CBS3M C UCTEYEHMEM
CpoKa roAHOCTU, N HEMCNO/b30BaHHbIe peaKTMBbl, OTHOCATCS K Knaccy b n nognexar ytmnusaumm
B cooTBeTcTBMU € TpeboBaHnsamn CaHlnH 2.1.7.2790-10 n MY 1.3.2569-09.

11.3 YnakoBka Habopa peareHToB (KOpOb6KM, rpunnepbl) MNOCNEe WCMNOSIb30BaHMS MO

Ha3Ha4YeHM, OTHOCUTCS K O0TX0A4aM Knacca A v yTUnm3npyeTtcs C 6bITOBBIMM OTXO4AMMN.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeonpuaTne-mn3rotToemTeNb rapaHTmpyeTt COOTBETCTBUE Habopa peareHToB
TpeboBaHMSAM TEXHUYECKUX YCIOBUI NpU COBMOAEHUN YCIOBUIN TPAHCNOPTUPOBAHUSA, XpaHeHUs

M 3KCcnayatTaunn, yCtTaHOBJIEHHbIX TEXHUNYECKUMU YCNTOBUAMN.

12.2 Cpok rogHoctu Habopa peareHToB - 12 MecsaueB npu cobnogeHMn BCeX YCOBUMN

TPaAHCMNOPTUPOBaAHUA, XPaHEHNA N SKCNJ1yaTauunn.

13 PEMOHT U TEXHUYECKOE OBCJ1Y>KXUBAHME

Habop peareHToB npefiHasHayeH AN O4HOPAa3OBOr0 WCMOJIb30BaAHUS U HEe MOANEXUT

TEXHUYECKOMY 06CNY)XMBAHUIO U TEKYLLEMY PEMOHTY.

14 CNMBO/J1bl, UCNOJ1Ib3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeanumHckoe nsgenune E]II Ob6paTtutecb K MHCTPYKLUMU
AN AMarHoCTUKK in vitro Nno NMpUMeEHEHUIo
,ﬂ/ TemnepaTypHbI AnanasoH KaTanoxHbin HOMep
V Konunuectso TecToB “ Apnpec nsrotoBuTens
E FoneH 1o />.< He gonyckaertcsa BO34ENCTBME
4 COJ/IHEYHOroO CBeTa
LOT Cepus Habopa peareHToB &ﬂ [aTa n3rotossieHuns
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15 MNEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT 2.105-95 Obuwue TpeboBaHNS K TEKCTOBbIM AOKYMEHTaM.

FOCT ISO 14971-2011 W3pgenua MeauumHckme. [lpuUMeHeHMe MeHe)KMeHTa pucka K
MeANUNHCKUM U34eNNsaM.

FOCT P 15.309-98 Cncrema pa3paboTkm 1 NOCTAHOBKW NPOAYKLMM HA NPON3BOACTBO. McnbiTaHus
1 npuémMka Bbinyckaemon npoaykumn. OCHOBHbIE MOSIOXKEHWUS.

FOCT P 51088-2013 MeguuuHCKUe u3genus Onas ANArHOCTMKUM UH BUTPO. PeareHTbl, Habopsbl
peareHToB, TeCT-CUCTeMbl, KOHTPOJbHblE MaTepuanbl, nNuTaTesbHble cpeabl. TpeboBaHus K
n3genuam v nogaepxuBatrollen JoKyMeHTaunm.

FOCT P 51352-2013 MeAMUMHCKNE U3AeNNA A9 ANArHOCTUKN UH BUTPO. MeToAbl UCMbITaHWUN.
FOCT P 53022.3-2008 TpeboBaHua K KadecTBY KJIMHUYECKMX NabopaTopHbIX MCCNeaoBaHUi,
Y.3. NpaBuna oueHKN KIMHNYECKON MHGMOPMATUBHOCTM NabopaToOpHbIX TECTOB.

FOCT P NCO 18113-1-2015 MeavuuHcKuMe wmsgenusa Ana AMArHOCTUKM in vitro. WMHdbopmaums,
npenoctasnsemMas marotosuteneMm (Mapkuposka). Yactb 1. TepMuHbI, onpeaeneHus u obwme
TpeboBaHus.

FOCT P NCO 18113-2-2015 MeauumHckme wmsgenus ans AMarHoCTUKM in vitro. WMHdopmaums,
npeaocTaBnsemMas nsrotoeuteneMm (Mapkmposka). HacTtb 2. PeareHTbl AN AMarHOCTUKM in vitro
ANns NpodeccMOoHanbHOro NpUMMeHeHus.

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

FOCT P NCO 15223-1-2014 Uspenus MeaULUUHCKNeE. CnmBoOnbI, rnpuMeHsaeMble npu
MapKMPOBaHMN Ha MEAULMHCKUX U3Lennsax, 3TUKeTKax U B CONpOBOAMTENbHON AOKYMEHTaLuuu.
Y.1. OcHoBHble TpeboBaHUA.

FOCT P 52905-2007 (MCO 15190:2003) NabopaTtopumn MeaANLMHCKME. TpeboBaHus
6e3onacHocTL.

n pnmMmeyaHune - YKa3aHHble Bbllle CTaHAapThbl 6b1nn ﬂ,eVICTBy}OUJ,VIMVI Ha MOMEHT YTBEPXAEHUNA
WHCTPYKLUMM NO NPUMEHEHMIO. B fanbHenwem, npu nosib30BaHUM AOKYMEHTOM, Lenecoobpa3Ho NpoBepuTb
ﬂeVICTBMe CCbIJTOYHbIX HOPMAaTUBHbIX AOKYMEHTOB Ha TeKyu.LMVI MOMEHT. Ecnu ccbiNnoYHbIN AOKYMEHT 3aMeHéH

UAN  U3MEHEH, TO npun npuMeHeEHUM HacTodAWwero AOKYMEeHTa cCneayeTr nMnosib30BaTbCA 3aMEHEHHbIM

(M3MEHEHHbIM) JOKYMEHTOM.
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BakPe3ucra GLA Van/Mec
16 AQPEC AN OBPALLEHUNA

MpounssoacTeo HabopoB peareHToOB MMeeT cepTUDMLMPOBAHHYIO CUCTEMY MEHeOXMEHTa
KayecTBa U COOTBETCTBYET TpeboBaHMAM CTaHAapTa CUCTEM MeHeaXMeHTa kadectBa ISO 9001 B
obnactn paspabotku, nponssoacTBa 1M npogaxu IVD peareHTOB 1 NnpnbopoB A/ MONEKYASIPHO-
reHeTMn4YecKom AnarHoCcTnku, n apyroro nabopatopHoro npmMeHeHus, n EN ISO 13485 B obnactu
pa3paboTtku, npousBoacTtBa M npogaxu IVD peareHtoB n npubopoB AN MeaULMHCKON

MOﬂeKYHﬂpHO-FeHeTMHeCKOVI ANArHoCTuKu.

MpousBoautenn: O6LLECTBO C OrpaHNYEHHON OTBETCTBEHHOCTLIO «HK-TexHonormnsa TC»,
000 «HK-TexHonorna TC», Poccus.

Appec npoussoautens: OO0 «[JHK-TexHonornsa TC», 117246, Poccusa, r. Mockea, npoess
HayuHbili, 4. 20, cTpoeHue 4.

Mecto npoussoacrBa: 000 «[HK-TexHonorua TC», 117246, Poccusa, r. Mocksa, npoesf
HayuHbinn, g. 20, ctpoeHue 4.

Peknamaumu no BonpocaM kadectBa Habopa peareHtoB (bakPe3ncta GLA, bakPe3sucra
GLA Van/Mec) cnenyeT HanpaBnaTb No agpecy:
000 «[OHK-TexHonorus», 117587, Poccusi, r. MockBa, BH. Tep. . MyYHUUMMANbHbIA OKpPYyr
YepTaHoBo CeBepHoe, W. Bapwasckoe, 4. 125X, k. 5, atax 1, nom. 12,
Ten./dakc +7 (495) 640-17-71.

Cnyx6a KNMEHTCKOM NOAAEPXKKN:

8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbin),

+7 (495) 640-16-93 (ansa ctpaH CHI n 3apy6exbs, 3BOHOK M1aTHbIN).
E-mail: hotline@dna-technology.ru

www.dna-technology.ru
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Mpuno>xeHune A (cnpaBo4YHOE)
MpuHUMNbI MHTEpNpeTauun pe3yibTaToOB UccnefqoBaHusA

YueT, perucrtpaums n nNepBUYHbIA pacyeT norapndmoB KOHUeHTpaumn [OHK
BO3byauTenenm npoBOASATCS MNporpaMMHbiM  obecnedyeHnemM aBTOMaATU4YeCKn. B  aaHHOM

NPUNOXEHUN U3OXEHbI 06LIMe NPUHUKUMBI MHTEPNpeTaumMn pe3yibTaToB.

Tabnunuya A.1 - bakPe3ucta GLA

Bbi6paHHbIV paiyopocdop

Fam Hex Rox Cy5 Pe3ynbTat AL A I
pe3yabTaTta
AHanusupyemble obpasubl
3H;ane3|-|av;e(zjlg 3H;;ae3':'_lilg Ob6HapyXeHbl reHbl,
(4ns 0aHOI MK 3HayeHune _ (471 0AHOM UM + accouMnpoBaHHbIe

HE YYUTbIBAeTCA C PE3NCTEHTHOCTbLIO

6onee npobupok
K aHTMbnoTmkam

6onee npobupok

Ne1, 3-8) N22-8)
3Ha4yeHue Ig 3Ha4veHue Cp yKkasaHo 3HauyeHue Ig He obHapy>eHbl
He yKasaHo (ansa Tex xxe npobupok, He yKasaHo reHbl,
(ans ogHoM nnn 4YTO M MO KaHany - (ansa ogHoM nnu - accouMmnmpoBaHHbIe
6onee npobupok Fam, Cyb), 6onee npobupok C PE3UCTEHTHOCTbIO
N91, 3-8) npobumpka N3 - 6e3 BK N92-8) K aHTMbunoTnkam*
3HauveHune C
3HaueHue Cp P 3HaveHune Cp
He yKasaHo
He yKasaHo He yKasaHo
” (ansa Tex xe npobupok, o PesynbTtaTt
(ans ogHoM nnn - (ana ogHoM nnu HA .
4YTO M MO KaHany HeLOCTOBEPHbIN
6onee npobumpok 6onee npobmpok
No1-8) Fam, Cy5), NO2-8)
npobupka N23 - 6e3 BK
Tabnuuya A.2 - bakPesucrta GLA Van/Mec
Bbi6paHHbIA hnyopodop
Fam Hex Cy5 Pe3synbTart UHTepnpeTaums pesynbraTta
AHanunsnpyemble obpasubl
O6HapyxeHbl reHbl van A\B,
3HaueHue Cp 3HaueHue 3HaueHue Cp + accoummnpoBaHHble
yKasaHo He y4uTbiBaeTcs He yKasaHo C PE3UCTEHTHOCTbIO K BaHKOMULINHY,
TENKOMIaHUHY
O6Hapy»eH reH mec A,
3HaueHune Cp 3HaueHue 3HayeHune Cp " acCcouMNPOBaHHbIN
He yKasaHo He yuuTbiBaeTcs yKasaHo C PE3UCTEHTHOCTbIO K METULMUASINHY,
OoKCaunannHy
O6HapyxeHbl reHbl van A\B, mec A,
accouMnpoBaHHble
3HauveHue Cp 3HayeHune 3HaudeHue Cp Hmvp
+ C PE3NCTEHTHOCTbIO K BAaHKOMULINHY,
yKasaHo He y4uTbiBaeTcs yKasaHo o
TENKOMNAHWHY, METULWIIINHY,
oKcauuanmHy
H H XXEHbI reHbl
3HaueHue Cp 3HaueHue Cp 3HauveHue Cp e obHapyxe EHbl,
- accouMMpoBaHHble C Pe3UCTEHTHOCTbBIO
He yKa3aHo yKa3aHo He yKa3aHo *
K @aHTMbnoTnKam
3HauveHue Cp 3HauveHue Cp 3HauveHue Cp o
HA HepnocTtoBepHbll pe3ynbTaT
He yKa3aHo He yKa3aHo He yKa3aHo

* — oTpuuUaTeNbHbI pe3ynbTaT, NosydYeHHbI NPU UCCIeA0BaHUN, HE UCKIIIOYAET BO3MOXHOCTU HaNNuus
y 6aKTepuii Apyroro MexaHM3Ma pe3snCTEHTHOCTM K MIMKONENTUAHbIM M 6eTa-NaKkTaMHbIM aHTMBMOTUKAM

Homep 501-3
2026-03-16
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