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B HacTosiwen MHCTPYKUUNN NCNONb3YIOTCA cneqyrowmne CoKkpaweHna mn o0603HaueHuns:

ABI1 - aHTMbaKkTepunaabHble npenaparbl

BJIPC - 6eTa-nakTaMasbl pacCWMPEHHOrO CreKTpa
nupP - NnonnMMepasHasa uenHasa peakuus

OBEM - obuwas bakTepuanbHas Macca

JIKO - nabopaTopHbI KOHTPONbHbIN 0bpa3sel
MRSA - Methicillin Resistant Staphylococcus aureus
MRS - Methicillin Resistant Staphylococcus

VRSA - Vancomycin Resistant Staphylococcus aureus
VRE - Vancomycin Resistant Enterococcus

1B - MHTepdepupyloLme BeLwecTsa

HK - HYK/1IEMHOBbIE KUCNOThI

BK - BHYTPEHHWIA KOHTPOJ1b

K+ - MOJIOXUTENbHbLIN KOHTPOJIbHbLIN 0b6pa3el

K- - OTpMUaTeNbHbIN KOHTPOJIbHbIN 06pa3el,

an - OBEPUTESNbHbIN NHTepBas
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BBEOEHUE
B nocnegHune pecstunetus B Poccuu, Kak M BO BCEM MUpPE, OTMeYaeTCs CTPEMUTENbHOE
pacrnpocTpaHeHme yCTonmuynBoCcTn Bo3byantenen nHdekumnoHHbix 3abonesaHunim Kk Abl [1]. PasButue
NIEKapCTBEHHOW PE3UCTEHTHOCTM MPUBOAUT K MOSIBJIEHMIO CMOCOBHOCTM MWKPOOPraHM3MOB COXpa-

HATb CBOK XU3HEAEATENbHOCTb, HECMOTPA Ha NPpUMEHEHNE 3TMOTpOI‘IHOﬁ TEPpaANun.

CyLLEeCTBYOT HECKOJSIbKO OCHOBHbIX MEXaHM3MOB COOCTBEHHOW YCTOMUYMBOCTM BakTepui K
aHTMBMOTNKaAM: (epMEHTATUBHAA MHaKTMBaLWA, YMEHbLUEHWNE MPOHMLAEMOCTU BHELWIHUX CTPYKTYp
MUKPOOHOWM KNeTku, MoaAndUKauus BHYTPUKIETOUHOM MULLEHW, aKTUBHOE BbIBEAEHME JIEKApPCTBa,

aKTuBaums metabonmueckoro WyHTa.

Pe3ncTteHTHOCTb MMKPOOPraHM3MoB MOXET 6biTb NMPUPOLHON U MPUOBPETEHHON, HO popMU-
poBaHMe eé€ BO BCeX Caydasax obycnoBneHo reHetundecku [2]. MosBneHue n pacnpocTtpaHeHne npu-
06peTEHHOM PE3NCTEHTHOCTU COCTABJ/ISIET OCHOBHYIO KJIMHMYECKYI NpobsieMy, NMOCKONbKY €e Hanu-
yme y KOHKpeTHoM baktepun — Bo3byamntens MHOEKUMOHHOW 60/1e3HM - HEBO3MOXHO MPOrHO3UpPO-
BaTb [3]. [eHbl, accounmpoBaHHbIE C 3TON CMOCOBHOCTbLIO, 3a4acTylo JIOKaAM30BaHbl Ha MOBUIIbHbIX
reHeTUYECKMX 3JIEMEHTaX, YTO CMOCOBCTBYET MX GbLICTPOMY pacnpoOCTpaHEHUIoO Mexay 6akTepusiMu
[4]. UHTeHCcudmKaumm 3TOro npouecca crnocobCcTByOT M36bITOYHOE M HEOBOCHOBAHHOE Ha3HayeHue
aHTMbaKTepuManbHbIX MNpenapaTtoB; CaMoOJieYeHMe, COMPOBOXAAKOLWEECS HeAOCTaTOYHOCTbIO 3HaHUM
06 3TMonorunm MH@PEKUMOHHOrO npouecca, CnekTpe AencTBmMs aHTMOGMOTMKOB; mMcnosib3oBaHue ABI

ana nevyeHnda n CtTumynaunmm pocta XUBOTHbIX U NTUL B CEJTIbCKOM X0351CTBE.

B nocnepHee BpeMs aKTUBHO NOSABASAIOTCA CO0bLEHMS 06 yCTOMUYMBOCTM HEKOTOPbIX LUTaM-
MoB H6akTepuin 6onee yem K TpeM knaccam ABI (Tak Ha3blBaeMas MynbTUPE3UCTEHTHOCTb MW NOU-
pPe3NCTEHTHOCTL); KO BceM ABI1, KpoMe 04HOro-ABYyX K/acCoB (3KCTpeMasibHas pe3nCTeHTHOCTb); KO

BceM ABIN (maHpe3uncTeHTHOCTL) [5].

BakTepun, He YyBCTBUTENbHbIE K IeKapCTBEHHbLIM MNpenapaTtaM, BCTpe4yarTcs cpean Bo3by-
AuTenen Kak HerocnuTanbHbIX, TaK U HO30KOMUANbHbIX, T.€. pa3BMBLUMXCSA B CTalUMOHape, UHDEK-
unii. NHpekunoHHble 3aboneBaHns, Bbi3BaHHbIE LWUTAMMaMK, YCTOMUMBBLIMU K aHTUBMOTUKAM, OTNU-
yalTCca ANUTENbHbIM TEYEHMEM, YacTO YXYALLAlOT MPOrHO3 ANg naumeHToB, TpebytoT rocnutanusa-
LMK C MPOAO/IKUTENbHBLIM NpebbiBaHMEM B CcTauuoHape [6]. MNMpu HeadPEKTUBHOCTU CTAapTOBOW aH-
TnbakTepuanbHON Tepanun KJMHULUMUCTbI BbIHYXAEHbI MCMO/Ib30BaTb anbTEPHATUBHbLIE MpenapaThl,
YTO NPUBOAUT K YBEIMYEHMIO SIKOHOMMUYECKMX 3aTpaT. TakmMm o0bpa3oM, YCTOMUMBOCTb K aHTUOBNOTU-

KaM AB/ISETCA OAHON U3 OCHOBHbIX MPO6/1EM COBPEMEHHOMO 3/IpaBoOXpaHeHUsa BO BceM Mupe [7].

Hay4yHoe o6ocHOBaHue

BeTa-nakTaMHble aHTUONOTUKN OTHOCATCHA K aKTUBHO NnpUMEHAEMbIM NpenapaTaM. Mo xnmun-
YECKOMY CTPOEHMIO OHW PasfenstoTCad Ha HECKONbKO Fpynn: NeHUUMNInHbI, uedanocnopuHbl, Kap-
6aneHeMbl 1 MOHOb6akTaMbl, O6LWMM KOMMOHEHTOM KOTOPbIX SIBASETCA Hanuuue 6HeTa-nakTaMHOro
konbua [8]. bakTepuanbHble hepMeHTbl, CNOCObHbIE paclennaTb 3TU aHTUBMOTUKN N coaepxalime
B CBOEW CTPYKTYpe UMKINYECKYI0 aMUAHYIO CBSA3b, HOCAT Ha3BaHua 6eTa-nakTamas. K HacToswemy
BpeMeHn onucaHo 6onee 850 pasnnyHbix 6eTa-nakTtamMas n Mx KOIMYECTBO pacTeT C KaXAbiM roAoM.

Ha ocHOBe nx Ba)KHEMLNX CBOWCTB: CY6CTpaTHaH CI'IeLI,VI(bVI‘-IHOCTb K neHnuynnanHam, ued)anocnopm-
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HOCTb K MHIrM6MTOpaM co3gaHbl pa3finyHble CUCTEMbI Knaccudunkaumm depmeHToB [9].

Mo mMexaHu3My pencremsa Bce 6eTa-nakrtamasbl AensATCa Ha cepuHoBble (knaccel A, C, D) n

MeTanno-6eTta-nakramasbl (knacc B). Jlaktamasbl knacca C B gaHHOM Habope He nccnenyrTcs.

JeneHuve BbeTa-nakrtamasbl
no MexaHusmy MeTanno-
. CEPUHOBbIE
nencreud NakTamasbl
MONIEKYIAPHbIN C A D B
Knacc
dYHKUMOHaNbHas 1 5 5 3
rpynna
2a, 2b, 2c, 2d, 2e,
noAarpynnel 1 2F 1 ap. 2d 3a, 3b, 3c
_73-like* -
CMY, OXA 23-like*, O).(A IMP, VIM,
FOVIHb AmpC, ACT TEM, SHV, GES, 40-like, OXA-48-like, NDM
Py u ap. KPC, CTX-M u zp. OXA-51-like " a0
n ap. )
rpam(-)** rpam(-) rpam(-) rpam(-)
BCTpeyarTcs M rpam(+)***
6akTepun 6akTepumn bakTepumn
bakTepumn
*|ike — noao6Hble.
**rpam(-)bakTepumn — rpamMoTpuuaTensHole 6akTepuu.
***rpam(+)6akTepun — rpamMnonioxnTeNnbHble 6akTepuu.

K 6eTa-naktamMasaM LUMPOKOro crekTtpa oTHocATca depmeHTol A2 (TEM, SHV), BbipabaThbl-
BaeMble npeactaBuTensaMu cemencrtesa Enterobacteriaceae n cnocobHble MHakTUBMpPOBaTb MEHULMII-

NUHbI 1 uedanocnopuHbl I-11 nokoneHus [10].

BeTta-nakTamasbl knacca A2 paclwunpeHHoro cnektpa aencremsa (BJIPC wnn ESBL) obecne-
UMBAOT PE3UCTEHTHOCTb MOYTU KO BCEM MeHUUMIIMHaM u uedanocnopuHam I-IV nokoneHus, a
TakXxe yacto ob6nagaloT acCoUMMPOBAHHOM PE3UCTEHTHOCTBIO K aHTMBMOTMKaM Apyrux knaccos. K

3TUM (pepMeHTaM oTHocaTcsa TEM, SHV, CTX.

BcTpevatoTca depMeHTbl, cnocobHble WHakTUBMpoBaTb kKapbaneHeMbl U Apyrue 6eTta-
NnakTaMHble aHTUBMOTUKKN. DTN KapbaneHeMasbl OTHOCATCH K CEpUMHOBbLIM 6eTa-nakTamasaM: Mose-
KynapHbii knacc A (GES, KPC) n D (rpynnbl OXA-23-like, OXA-40-like, OXA-48-like, OXA-51-like u
Ap.) nnm K metanno-6erta-nakramasam: knacc B (IMP, VIM).

BeTa-naktamasbli-OXA, nmewwme He3HaUYUTENbHbIE OTAINYNUS B CTPOEHUU, 06BEANHAIOTCA B

rpynnbl OXA-23-like - 310
19 depmeHTOB, NogobHbIX OXA-23 [11].

¢bepmeHTOB. Hanpumep, rpynna ¢epMeHToB, cocToslaa U3

pamMnonoXxuTenbHble MUKPOOPraHun3Mbl, ycTonumBble K ABI, Takxe oCcTalTcs aTMonormye-
CKM 3HauyMMbIMKU, Hanpumep, npeacrtasutenn poga Staphylococcus. Hanbonee natoreHHbIM cpeam
HUX ABNgeTca BuA S. aureus. Hannume MeTUUMNAWMH-PE3NCTEHTHOCTU XapaKTepusyeT LTaMMbl Kak

MRS n MRSA.
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Mpenapatamu Bbibopa nNpu MHdeKLMAX, BbiaBaHHbIX MRSA\MRS, sHTEpOKOKKaMn u apyrumm

rpaMnonIoXXnNTeIbHbIMU 6aKTepV|$|MVI B HacTosuwee BpeMa ABNAOTCA rMnuKonentTnabl.

MN3BECTHbl HECKOJIbKO TUMOB BaHKOMUUMH-pe3ncTteHTHocTu (VanA, VanB u gp.). BaxHyto

KNMHWYECKyto 3Ha4YnMocTb nmetoT VRSA n VRE.

Taknm o6bpa3oM, ycTtonumBocTb k ABIl xapakTepu3yeTcsi BbICOKOM CKOPOCTbIO pachnpocTpa-
HeHMSsl, pa3nnyaeTcs no rpynnam 6aktepuit, No rpynnamM JeKapCTBEHHbIX NMpenapaToB U BapbupyeT-

csl no reorpadumyeckum obnactsm.

FnobanbHbIN NnaH AeNCTBMIA No 60pbbe C YCTOMUMBOCTbIO K MPOTUBOMUKPOOHBIM Npenapa-
TaMm, pa3paboTaHHbIi BcemupHoii OpraHm3saumen 3apaBoOOXpPaHEHUs, OTpaXkaeT Cepb&é3HOCTb Mpo-
6neMbl: pe3nMCTEHTHOCTb K MPOTMBOMUKPOOHBLIM MpenapaTtaMm npeacrasnseT coboi 3HaUYUTENbHYHO
yrpo3y ans 340poBbs yenoseka. OQHON U3 ero cTpaTterMdeckux 3agay onpefeneHo HakanamBaHue

3HaHWUI 3@ CYET nuccnenoBaHun v anngHaasopa [12].

CyuwectByloT deHoTunmyeckme (TpaaMUMOHHbIE, MUKPOBMONOrMYECKME) U MOJIEKYNSPHO-
reHeTnyeckme MeTobl BbISIB/IEHUA pe3nucTeHTHOCTM K ABI. ®enepanbHble KIMHUYECKUE PEKOMEH-
Jaumn He peKoOMEeHAYHT WUCMOoNb30BaHMe TPaaMUMOHHOM AMArHOCTUKW B Ka4vecTBe eAMHCTBEHHOro
MeToda Npu 3NUAEMMNONOINMYECKUX UCCAefoBaHMsAX, Hanpmumep, BHYTpmbonbHUYHON nHpekumnm [10],

n onpeaenarT MONeKynapHoO-reHeTu4eckmne nccreaoBaHnsa B Kayecree Metoja Bbl60pa npu:

(] nccneaoBaHMM BCMbIWEK OCTPbIX U XPOHUYECKUX VIHCbGKU,VIVI, CBA3aHHbIX C OKasaHuneM

MEeAMLUMHCKOW NOMOLLN;

. BepudmrKaumMmn pesynbTaToB GEHOTUNMYECKMX METOAOB BHYTPUMBUAOBOIO TUNMPOBAHMS
(@HTMBNOTUKOPE3UCTEHTHOCTM), HAMpPaBAEHHOIO Ha BbISIBJIEHWE FOCMUTANbHbLIX LWITaM-

MOB;

(] npn cnexeHmn 3a LLI/IpKyrIF!LI,VIGVI MeXAYyHapo4HbIX aNnAeMNYECKNX KJIOHOB B npeaenax

TeppuTopuanbHbIX eanHul, cybbekToB PO 1 Ha HauMOHaNbHOM YpPOBHE.

MoneKynsapHO-reHeTUYeckne MeToAbl NMO3BOJAOT BbISIBNAATh MeHbl, aCCOLMUPOBAHHbIE C pe-
3UCTEHTHOCTbIO K ABI. MpeuMyuwectBaMn Takoro noaxoda SABMSIOTCA: BbiCOKas UYyBCTBUTENbHOCTb
CKOPOCTb MOJTyYEHUS pe3ynbTaToB, CTaHAAPTUM30BAHHOCTb M TEXHOJIOTMYHOCTb MCCeA0oBaHusA. Bax-
HO, YTO MpW NMPOBEAEHUN UCCEA0BAHUSA He TPebyloTCs MaHUNYNAUMU C XUBbIMU 6aKTepuanbHbIMU
KynbTypaMu, a 3TO, B CBOK o4epenb, C/YXUT NpeAoTBPaLLEHMIO PACNpOCTPaHEHUS U LUMPKYNALMM

MWKPOOPraHM3MOB BHYTPU /le4ebHO-AMAarHOCTMYECKMX U NTabopaTopHbIX yUYpexXaeHun.

PesynbTaTbl uccnenosaHnMsa ¢ HAbOpoOM peareHTOB AJ19 BbISIBJIEHUS MEHOB PE3UCTEHTHOCTU K
ravkonenTuaHbIM KU 6eTa - nakTaMHbIM aHTMbuoTukam y baktepuin metonom MNLP B pexume peanb-
Horo BpemeHn (BakPesncta GLA, bakPe3ucta GLA Van/Mec) nepCcoHanu3npoBaHbl, 4alOT pa3BepHY-
TYIO KapTUHY 3TUOSIOMMW PE3UCTEHTHOCTU K MIMKONENTUAHbIM U 6eTa-nakTamMHbIM aHTUOMOTUKaM,
MO3BOJIAIOT COKpaTUTb CPOKM A Bblbopa onTUManbHOM aHTubakTepuanbHON TepanuMn M CHU3UTb

3KOHOMMNYECKKNE 3aTpaTbl Ha JIEYEHUE.
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1 HA3HAYEHMUE
1.1 HacTtoswas MHCTPYKUUA pacrnpoCcTpaHAeTCd Ha Ha6op peareHToB AJ14 BbIABJ/IEHUA TEHOB pe-

3UCTEHTHOCTU K FIMKONenTuAHbIM N 6eTa-nakTaMHbiM aHTMBMOTUKaAM y 6akTepuit MeToAoM
MUP B pexume peanbHoro BpeMeHun (bakPe3sucta GLA, bakPe3sncta GLA Van/Mec), nanee

Mo TekcTy — Habop peareHTOoB.

1.2 Habop peareHToB npeAHa3Ha4yeH AN BbISB/IEHUS MEHOB PE3UCTEHTHOCTU K MMKOMNenTua-
HbIM 1 6eTa-NakTaMHbIM aHTUBMOTMKaM B Npenapartax AHK, nony4dyeHHbIX n3 6nonornyecko-
ro MaTepmana dyenoBeka u 6akTepmanbHbIX KynbTyp M3 3Ttoro 6nomatepmana (MOKpoTa, Mo-
ya, MasKM\COCKOObI M3 AbIXaTeNbHbIX MYTEN, XENyAOYHO-KULWEYHOro U YPOreHUTaNIbHOro
TpakTta, dekanuu, acnmpaTbl, 3KCCyaaTbl) METOAOM MOJIMMEPA3HOM LEMNHOM peakumn B pe-

XUME peasibHOro BpEMEHW C UCMOJIb30BaHMEM AeTEeKTUPYIOLWNX aMnanduKaTopos.
1.3 OyHKLMOHaNbHOE Ha3HavyeHue: BCrnoMoraTeNlbHOe CpeacTBO A1 ANAarHOCTUKM in vitro.

1.4 lMokaszaHMs K NpoBeAEHUIO UCCNenoBaHUS: HeobxoaMMOCTb MccnegoBaHUs BO3MOXHOWM aH-

TUOGMOTUKOPE3NCTEHTHOCTM ¥ 6aKTepuii, Bbi3BaBLUNX Pa3BUTME MHPEKLMOHHbLIX NPOLECCOB.

1.5 Habop peareHToB MOXeT 6biTb MCMOMb30BaH B KJIMHUKO-AMArHOCTUYECKUX nabopaTopusax

MEAMLMHCKNX YUYpEeXAEHUN U Hay4YHO-UCCNeaoBaTeNIbCKOWM NpaKTUKe.

1.6 MpuMeHeHMe Habopa peareHToB He 3aBMCUT OT MOMYNSIUMOHHbLIX UM AeMorpaduyeckmx ac-

nexkToB. MpOTMBOMNOKa3aHWn K MPUMEHEHUIO HET.

1.7 MoTeHuManbHbIe MONb30BATENN: KBAIMDULMUPOBAHHLIA NepcoHas, oby4yeHHbIn MeTogamM Mo-

NEKYNAPHOMA ANAarHOCTUKKN M NpaBuiaM paboTbl B KIIMHUKO-ANArHOCTMUYECKOW nabopaTopun.

1.8 MpuMeHATb Habop peareHToB CTPOro MO Ha3Ha4YeHWK COrNMacHO AAHHOW WMHCTPYKUWMU MO

NPUMEHEHMIO.
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2 XAPAKTEPUCTUKA HABOPA

Habop pearentoB (bakPe3ucta GLA, BakPe3ncrta GLA Van/Mec) BbinyckaeTcs B cleayowmnx

BapWaHTax MCNOJIHEHUS:
. bakPe3ucrta GLA;
. BakPe3ucrta GLA Van/Mec.

Habop peareHToB B ucnonHeHun bakPesncrta GLA ncnonb3lyercsa ANns BbiSB/IEHUS TeHOB pe-
3UCTEHTHOCTU K rMKONenTuAHbIM U 6eTa-nakTamMHbIM aHTU6MoTMKaM: van A\B (BaHKOMULMUHY, Tel-
KOMJaHMHY); mec A (MeTUUUIINHY, oKCauunnmuy); tem, ctx-M-1, shv (neHmumnanHam n uedanoc-
nopuHam); oxa-40-like, oxa-48-like, oxa-23-like, oxa-51-like, imp, kpc, ges, ndm, vim (kapbane-

HeMaM).

Habop peareHToB B ucnonHeHun bakPe3sncrta GLA Van/Mec gBnsieTcs COKpal,EeHHbIM Bapu-
aHToM BbakPe3sncrta GLA n ncnonb3lyeTcsa AN BbISABEHUS NEHOB PE3NCTEHTHOCTU K rIMKONenTUAHbIM
n 6eta-nakTaMHbIM aHTUbMoOTMKaM: van A\B (BaHKOMULUKHY, TeNKONNAHUHY); mec A (METULUMUINHY,

OKCaUMNINHY).
2.1 CoctaB Habopa

2.1.1 BakPe3ucrta GLA

R1-P026-S3/5, dpacoBka S, cTrpunbl
HoMWHanNbHbIN
HanMeHOBaHMe KOMMOHEH- . Konunyectso i
BHewHni Bng, 06BbEM KOMMO-
TOB npobupok
HeHTa
Cmecn ans amnnnduka- Mpo3payHasa 6ecuseTHasa unm 24 ctpuna
unmn, 3anedaTaHHble Napa- | ronybas XuaKocTb nog 6enbim 8 6 rno 20 Mkn
bUHOM BOCKOO6Pa3HbIM ClI0EM f1o © Npobupok
PactBop Tag-nonumepasbl MNpo3spauHas becupeTHas Xuna- 4 npobunpku 500 mkn
KOCTb
MuHepanbHoe Macso Mpospaunas becupeTHas Bs3- 4 npobupkun 1,0 mn
Kas MacnsiHMCTas XUAKOCTb
MonoXUTEeNbHbIA KOH- -
€ Mpo3payvHas 6becuBeTHas Xxua 1 npo6upka 320 MKN
TpONbHbIN 0b6pasel KOCTb
KpbIWKY 4519 CTPMNoB 24 wrT.
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R1-P027-S3/4, cpacoBka S, ctpunbl

HoMWHanbHbIN

HanMeHoOBaHue KoOMMoO- . Konunyectso .
BHewHuni Bng, 06BbEM KOMMoO-
HEHTOB npobupok
HEeHTa
Cmecb Anst amnnvdvka- Mpo3payHasn 6ecuBeTHas Xua- 6 cTpunos
umun, 3arnevyaTtaHHas na- KocTb noa 6enbiMm Bockoobpas- rno 20 Mkn
no 8 npobupok
pacdmHOM HbIM C/I0EM
PacteBop Tag-nonumepassbl fpospaunas becuseTHas xma- 1 npobupka 500 mkn
KOCTb
MUHepasnbHOe Macmo Mpo3payHas H6ecuBeTHasa BsA3Kas 1 npo6upka 1,0 Mn
MacnsHUCTas XUAKOCTb
MONOXMTENbHbIA KOH- Mpo3payHasa becuBeTHas Xua-
o posp H A 1 npobupka 75 MKn
TPONbHbI 06pasey, KOCTb
KpbIWKW Ang cTpmnos 6 wWr.

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

HoMuHanbHbIN

HanmeHoBaHune . Konunyectso ..
BHewHnn Bua 06béM
KOMMOHEHTOB npobupok
KOMMOHEHTa
Cmeck Anst amnnvdvka- Mpo3payHas 6ecuBeTHas Xua-
UMM, 3anevyataHHas na- KOCTb noa 6enbiM Bockoobpas- 48 npobupok no 20 Mkn
padnHOM HbIM C/ll0eM
PactBop Tag-nonumepasbl MpospauHas becupeTHas Xua- 1 npobupka 500 Mkn
KOCTb
MuHepanbHoe Macno MpospauHas 6ecuseTHas BA3Kas 1 npobupka 1,0 mn
MacnsiHUCTas XMUAKOCTb
MoNoXUTENbHbIN KOH- Mpo3payHasa becuBeTHas Xua-
posp H A 1 npobupka 75 MKkn

TpONbHbIN 0bpasel

KOCTb

2.2

KonnuyectBo aHann3npyembix npob

Habop peareHToB B mncnonHeHun bakPesuncta GLA npegHasHadeH Ans OAHOPA3OBOro npwu-

MEHEHUS M paccyMTaH Ha npoBeaeHne 24 onpeneneHuin, YTo COOTBETCTBYET UCCNeAoBaHuO He 60-

nee 20 HeM3BECTHbIX 06pasLOB, OTPMLATENbHOrO KOHTPOJIbHOrO 06pasua M MOSOXUTENTbHOMO KOH-

TponbHoro obpasua.

Habop peareHToB B uMcnonHeHmn bakPe3ucta GLA Van/Mec npegHasHayeH ans ogHopaso-

BOro MPUMEHEHUSA N paccuuTaH Ha nposBeaeHue 48 onpeaeneHunin, YTo COOTBETCTBYET UCCNEA0BaHMI0

He 6onee 46 Hen3BeCTHbIX 06pa3LOB, OTPMLATENBHOIO KOHTPOJIbHOrO obpasua M NooXUTENbHOMO

KOHTpoNbHOro obpasua.
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2.3 MpuHUKMN MeToAa

MeTtoga: lNonnmepasHas uenHas peakuusa (MUP) ¢ aetekuuein pe3ynbTaTOB B peXuMme pe-

albHOro BpEMEHMN, KayeCcTBEHHbIN U I'IOJ'IYKOJ'IM‘-IeCTBeHHbIVI MyanMI'IJ'IeKCHbIﬁ aHalnuns.

MpuHUMN MeToAa OCHOBAH Ha MCMNOJbL30BaHUKM nNpouecca aMI'IJ'IVICbMKaU,MVI AOHK ¢ nomouwbio

nosiMMepa3HON LLENHOMN peakuuu.

Mpouecc aMI'I]'IMCbMKaLI,MM 3aK/Il04aeTCA B CEPUN NOBTOPAKOLWNXCA LUKIOB TeMnepaTypHon
peHatypauun OHK, oTxwura npaﬁMepOB C KOMnNeMeHTapHbIMX MOCNIEAOBATENIBHOCTAMU U MOC/Ee-

AYLWeEN AOCTPOMKON NONMHYKNEOTUAHbIX Lenen ¢ 3TuX npaiMepoB Taq-nonmMmepasomn.

[na noBblWEHUS YYBCTBUTENBHOCTU U CNEUNPUYHOCTN peakuum npeaycMoTpeHO NMpuMeHe-
HMEe «ropsiyero» crapTa, KOTopblii obecrneumBaeTcss METOAMKON MPUIrOTOBAEHUS pPeakKUMOHHOM CMe-
CKW, COCTOSILLEN M3 ABYX C/I0EB, pa3fAesiéHHbIX MPOCONKoN n3 napaduHa. CmeweHne cnoée mn npe-
BpalleHMe UX B PpeakKUMOHHYI CMeCb MPOUCXOANT TONbKO MOcCse niaBfeHns napaduHa, 4To UCKIto-

yaeT Hecrneunduyecknn oTKUr npanmepos Ha AHK-MuweHn Nnpn HayanbHOM Nporpese Npobupku.

B peakuMOHHYlO cMecb ans amnamdukaumm eeeaeHbl AHK-30HAbI, KaXabin N3 KOTOPbIX CO-
OEPXUT DNyopecUeHTHYI MeTKy M racutenb dnyopecueHumun. MNMpu obpazoBaHuu cneunduyHoro
npoaykTa AHK-30HA4 pa3spywaertcs, Aencreme racutens Ha dyopecueHTHY0 MeTKy npekpaliaeTcs,
YTO BeAeT K BO3pacTaHWIO ypoBHS dnyopecueHuMn, KOTOpbIi (PUKCUpYyeTCca AEeTEeKTUPYILWMM am-
nandunkatopom. Konmuectso paspyLlleHHbIX 30HA0B YBeMYMBaeTCss NPOMNOPLMOHANIbHO KOSIMYECTBY
obpazoBaBwKnxca cneundunyeckmx amnankoHoB. YpoBeHb diyopecueHUMM N3MepseTcsa Ha KaxaoMm

uuKne aMnaMduKaumMm B pexnme peanbHOro BpEMEHMU.

Habop peareHTOB B BapuaHTe mcnonHeHmsa bakPesucta GLA BkaoyaeT cMecum gnas aMmnam-
dukaumm, cneundunyHble 4N onpeaeneHmns reHos, acCouMMpPOBAHHbBIX C PE3UCTEHTHOCTbIO (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 OHK Bcex 6aktepuin (OBEM).

Habop peareHTOoB B BapuaHTe ucnonHeHus bakPesucta GLA Van/Mec BknoyaeT cMecCb 4N

amMmnandmkaumm, cneundmnyHyo ansa onpeneneHns reHoB pe3ncTteHTHocTn (van A, van B, mec A).

B coctaB cMmecen ang amnnmdukaumm (kpome npobupku N23 ansg BapuaHTa WUCNOHEHUS
BakPe3uncra GLA) BKIOYEH BHYTPEHHUIN KOHTPOJb, NpeaHa3HaYeHHbIM A1 OLEeHKW KadyecTBa Mnosu-
Mepa3HOM LEenHOMN peakuumnm B Kaxnown otaenbHon npobupke. B coctas OHK-30HA0B, MCNOAb3YHO-
WKMXCA ANSa AeTekumu npoaykKToB amnamdukaumm reHos, acCoOLMMPOBAHHBLIX C PE3UCTEHTHOCTLIO,
BKJItOUEeHbl dnyopecueHTHble MeTkn Fam n Cy5. B coctas AHK-30HA0B, UCNOABL3YHOWMXCA ANa Ae-
TeKUuMU NpoAyKTa aMnamdukaumm BHYTPEHHEro KOHTPOASA, BXOAUT (yOpecueHTHbI KpacuTenb

Hex.

B cmecb ana amnnundukauum npobupkm N2 8 Habopa B BapuaHTe McCnonHeHus BakPesucTa
GLA po6aBneH ONMroHykneoTua c nyopecueHTHOM MeTkoh Rox - «Mapkep». OH uMcronb3yeTcs
npubopoM Ans onpeneneHus NoJIOKEHUS CTpuna B TepMobJioke AeTeKTUpylowero aMmnandgukaTtopa.

[Mocne okoHYaHUA NporpaMmbl NporpaMmMHoe obecneyeHune npoBoaAnT CpaBHEHUWE 3aAaHHOIo0 onepa-
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TOPOM pacrnosioXeHUs CTPUNOB C peanbHbIM MOJIoXeHneM Mapkepa Rox, U, ecnu HaxoauT HecoBMna-

AeHune (Npu HenpaBU/IbHOM PacMoNOXEHUU CTPUMOB), TO NpeaynpexaaeT o6 3ToM onepaTtopa.

Mcnonb3oBaHNE HECKOSIbKUX Cbl'lyopeCLl,eHTHbIX KpaCMTeﬂel;'I NMO3BOJIAET COKpPATUTb Kon4ye-

CTBO I'IpO6MpOK, MOCKOJIbKY MOABNAETCA BO3MOXHOCTb PErNMCTpUpOBaTb PE3YJibTAaTbl Pa3HbIX peak-

UM amnandunkaumm, NpoxoasinMx B o4HOM Npobmupke, 0OAHOBPEMEHHO.

BapuaHTbl ucnonHeHusa Habopa peareHToB (BbakPe3smncta GLA, BakPe3sncta GLA Van/Mec),

BbiABNAEMbIE MOKa3aTe/IN, LUBETOBadA MAapKMpOBKa W KaHalbl AETEKUUWN NPOAYKTOB aMI'IJ'IMCbMKaLI,MM

npuBeaeHsl B Tabnuue 1.

Tabnuua 1 - BapumaHTbl ncnonHeHms Habopa peareHToB (bakPesucta GLA, bakPe3ucra

GLA Van/Mec), BbisiBNsieMble MokasaTenu, LBeToBas MapKUpPOBKa WM KaHasbl AETEKUMU NMPOAYKTOB

aMmnandunkaymm
N© KaHanbl getekunmn
LiBeToBas Mapku-
npobunpku
B CTpune Fam Hex Rox Cy5 Cy5.5 poBKa cMecH
bakPe3ucrta 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 - BecuBeTHasn
6 vim BK - kpc -
7 oxa-23-like BK - ndm -
8 shv BK Mapkep ges -
BakPe3ucrta GLA Van/Mec
- van A\B BK - mec A - BecuBeTHas

*OBM - o6las 6akTepuanbHas Macca, **BK — BHYTPEHHUI KOHTPOSb

NccnegoBaHue ¢ mcnonb3oBaHMeM Habopa peareHTtoB bakPesmcrta GLA, bakPesncta GLA

Van/Mec cocCcTouT w3 cnegywwmx 3Tanos:

amnnandukaums OHK c getekuunein pesynbTaToB B peXUME peasibHOro BpEMEHMU.

24 Bpemsa npoBeaeHuns aHanusa (6e3 ydyerta npobonoarotoBkn): ot 1,5 vacos.

BblaeneHne [OHK (npobonoarotoBka) wu [LP-
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3 AHAJINTNYECKUE XAPAKTEPUCTUKN HABOPA
3.1 CneundunyHoCTb aHanusa

B obpasuax uccneayemoro MaTtepuana, coaepxauwero AHK 6akTepuit, pe3ancTeHTHbIX K
rAavkonenTuaHbIM M  6eTa-nakTaMHbIM  aHTMOMOTMKAM BO BPeMs NpoBeaeHus amnandukaumm
nporpamMmHoe obecnedyeHune AeTekTUpyowero amnandukatopa GUKCUPYET MNONOXUTENbHbIE
pe3ynbTaTbl amMnandukaummn cneumdmyecknx NpoayKTOB Mo 3asBAEHHbIM KaHanaM AeTeKumn.

B obpasuax wuccnegyemoro matepuana, He cogepxawero OHK pe3ncteHTHbIX 6akTepui,
npun nposeaeHMn amnamdukaumm nporpammHoe obecrnedeHue peTekTupytowero amnamdukaTopa
dbukcupyer oTpuuaTenbHble pe3ynbTaTbhl amnnudukaumm cneumduyeckux nNpoayKTOB Mo
3asB/IEHHbIM KaHanaM AeTeKkumu.

NMokasaHO OTCYTCTBME MEpPEeKPEeCTHbIX Hecneunduyeckmx peakuun Ans  Kaxaown
cneunduyeckon CUCTEMbl, BXOAsLEN B cocTaB Habopa, K aHanuTaM, BbISBASEMbIM APYrMMU

cneundunyeckmMmn cmctemammn Habopa.
3.2 NHTepdepupylowmne sewecTsa

Hannune nHrubutopos MNUP B obpa3ue 6uonormyeckoro Matepmana MoxeT 6biTb MPUUNHON
COMHUTENbHLIX (HeomnpeaenéHHbix) pe3ynbTtaToB. [IpM3HakoM wuHrubuposaHua TUP saBnsetcs
OAHOBpEMEeHHOoEe OTCyTCTBMe amnanduKaumm BHYTPEHHero KOHTpOosas M cneunduyeckoro npoaykrta
(cMm. pazpen 2.3, pasgen 9.3).

K nHrunbutopam MLUP, NCTOUHMKOM KOTOPbIX MOXET SABNSATbCA obpasey AHK, no pe3ynbTatam
aHanuza puckoB w npoBegeHus HUOKP oTHeceHbl cnegylowme BewecrtBa: reMornobuH,
npucyTcTeytowunn B obpasue AHK B pe3ynbTaTe HemnosHOro yaaneHus B xoae BblaeneHusa OHK u3
obpasua 6uomaTepuana, coaepxalwero nNpUMeCcb KpPOBWU, a TaKXe WU30MpoONUNOBbLIA CANPT WU
MeTunaueTtaT, npucyTtcreyowme B obpasue AHK B pesynbTaTte HEMOMHOrO yAasieHns MpPOMbIBOYHbIX
pacTBoOpoB B xoA4e npobonoaroToBKu.

MakcuMasnbHble  KOHUeHTpaumum uHTepdepupylowmx BewecTs, MNpu  KOTOPbIX He
Habnwganocb BAMsSHME Ha amnandukaumio 1abopaTtopHOro KOHTPOSbHOro obpasua M BHYTPEHHero
KOHTponbHOro obpasua cocrtaBnsawT: remornobuH - 0,35 mr/mn obpasua AHK, usonponunoBbii
cnmpTt — 100 mkn/mn obpasua AHK, metunauetat — 100 mkn/mn obpasua AHK.

Mpumecn, copepxawmeca B obpasue buomatepmana, Takme Kak Cn3b, KPOBb, 3N1E€MEHTbI
TKAHEBOro pacrnaga W BOCManeHusi, MeCTHble JNeKapCTBeHHble npenapaTbl, B TOM 4ucne
cogepxalimecs B Cynno3uvTopusx, TanbK, cnepMuuma n Ap. yaansawTcs B xoae BbiaeneHns OHK ¢
NUCrnonb3oBaHMeM KoOMMAekToB/Habopos ans npobonoarotoBkn. [ONa CHUMXEHUS KOJM4YeCTBa
nHrmnbutopos TLP Heobxogmmo cobniopgate npasBuna B3aTus 6buonormdyeckoro matepuana. [Mpwu
nogo3peHMn Ha Hanuume B obpasue 6onbworo kKonmyectsa MHrMbmtopos [LP pekomeHayeTtcs
BblbMpaTb MeToabl BbigeneHns [OHK, nossonstowmne MakcuMmasnbHO yaanutb WHrnbutopbl MUP 13
obpasua.
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MNpeaen o6HapyXeHnsa ANa reHoB pe3nCTEeHTHOCTM cocTasnsaeT 10 konuit AHK Ha amnnudu-

KaLMOHHYt0 npobupky (2,0x103 konuiti/mn npenapata AHK). Mpenen obHapyXeHWUs yCTaHOBMEH My-

TEM aHanmM3a CepunHbIX pasBeaeHnin NabopaTopHbIX KOHTPOsbHbIX 06pa3uos (JIKO).

Mpenen obHapyxeHna B nccneayemom obpasue 3aBUCUT OT MCnosiblyemoro Habopa (Kom-

niaekTa) peareHToB Ansa sblgeneHna JHK v koHeuHoro o6béMa snoumn (pa3BeseHns) BblAeNEeHHOM

OHK, HanpuMep, Ma3kn\CoCKobbl N3 yporeHUTanbHoro Tpakta, B 500 MK TPaHCMOPTHOW Cpefbi:

KomnnekTtbl peareHToB ana BbigeneHna AAHK / 06bém anounn

MPOBA-HK / MPOBA-IC / NMPOBA-HK- NMPOBA-IC- NMPOBA-MY-PANMUL /
50 100 njacC / 300 njacC / 300 300
100 200 600 konuii/obpase
Konun/obpasel | konuii/obpasey paseu
3.4 JnarHocTnyeckne xapakrtepucTmkm

KonunyectBo o6pasuos (n) — 105.

OnarHoctuyeckas 4yyBCcTBUTENbLHOCTL (95% AN) — 100% (98,7 — 100%);

OnarHoctuyeckasn cneumdunyHocTb (95% AN) — 100% (99,8 - 100%).

3.5 CeefieHMs 0 NOBTOPSAEMOCTN M BOCNPOU3BOAUMOCTU
Konn4yectBo coBnaBLlUINX pe3y/bTaToB UCC/ieA0BaHUs
MoBTOpPSAEMOCTb Bocnpon3soanMocCTb
Hanunuune reHos pe3su-
Obpaseu CTEHTHOCTM B 06pasLie (nposeaenue MLP B oaunH (nposeaeHmne MNLUP B pasHble
AeHb, O4HUM OMepaTopoM | AHU, Ha pa3HbiX npubopax, pas-
Ha ogHOM npubope, ogHa | HbIMW onepaTopaMun, Ha pasHbIX
cepus Habopa) cepusax Habopa)
N°1 van A\B 3 noBTopa m3 3 4 nosTopa us 4
No2 ndm 3 noBTopa m3 3 4 nosTopa us 4
Ne3 mec A 3 noBTopa m3 3 4 nosTopa us 4
N°4 ctx-M-1, tem, vim 3 noBTOpa u3 3 4 nosTopa un3 4
N°5 oxa-51-like, tem oxa-40-
like 3 noBTopa m3 3 4 nosTopa u3 4
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4 MEPbI MPEAOCTOPOXXHOCTH

OpraHusaumsa pabotbl MNLUP-nabopatopumn, obopyaoBaHue n matepuanbl 4OJIXXHbl COOTBETCT-
BoBaTb TpeboBaHusaAM TOCT P 52905-2007, MeToamueckmnx ykasaHumn MY 1.3.2569-09 «OpraHusaumns
paboTbl nabopaTopuin, NCNOMb3YHLWMX METOAbI aMnandmKaumm HYKINENHOBbIX KUCNOT, Npu paboTte C
MaTepmanoM, coaepxawmm MMKpoopraHmambl I-IV rpynn natoreHHocTn», ¢ cobntogeHneM caHuTap-
Ho-anmaemuonormdecknx npaswmn CIM 1.3.2322-08 «besonacHocTb paboTbl C MUKPOOpPraHmM3Mammu

ITI-IV rpynn naTtoreHHocTn (0NacHOCTMN) 1 BO3byAUTENSMU NMapa3nTapHbIX.

K pabote c HabopoM peareHTOB [0MNYCKAETCA TOMbKO MepCcoHasn, 0by4YeHHbI MeTogaM Mo-

NEeKynsipHOW AMAarHoCTUKK U NpaBuiaM paboTbl B KJIMHUKO-AMArHoCcTu4yeckon nabopartopuu.

Nccnepyemble obpasubl paccMaTpuMBalOTCsA KakK noTeHuuanbHO-onacHble. lMpu pabote ¢
MUKpoopraHmamamm I-IV rpynn natoreHHocTn Bbi6Op Tuna 3alWnTHOro KocTioMa (pabouen ogexabl 1
CpPeACTB MHAMBMAYANbHOM 3alluTbl) NpOBOAMTCA B CTporom coortsetctBum ¢ CIl 1.3.2322-08 m on-
peaenseTcsa BuaoM Bo3byantensi, AmarHoOCTUYECKMM MeToaoMm, pabouer 30HOM, ocHaweHneM ee 60K-

camMun buonornyeckom 6e3omnacHoOCTu.

Mpu pabote c HabopoM cneayeT HageBaTb OAHOPA30Bble NepyaTky 6e3 Tanbka.

Ncnonb3oBaTb TO/IbKO HOBble HAKOHEYHUKW U NPOBUpKMU.

He ponyckaeTca ncnonb3oBaHME OAHUX U TEX Xe HAaKOHEYHUKOB Npu obpaboTke pasfinUHbIX
obpasuoB bmonornyeckoro matepmana.

Boigenenve AOHK cnegyer nposBoautb B 60okcax 6Guonormdeckorn 6e3omnacHoctu II knacca.
Moarotoeky Kk MUP c ucnonb3oBaHmeM Habopa peareHToB BO3MOXHO npoBoauTb B MLP-6okcax.

Bce nabopaTtopHoe obopynosaHue, B TOM 4Yncne A03aTopbl, WTaTUBbLI, N1abopaTopHasa nocyaa,
XanaTtbl, FonoBHble y60pbl N Np., @ TakXe pacTBOpbl peareHToB AO/KHbI 6bITb CTPOro CTauMOHapPHbI-
MW. 3anpeLllaeTcsa nx nepeMeLleHme n3 o4HOro NoMeLLeHns B Apyroe.

Jo3aTopbl A0MXHbI 6bITb COOTBETCTBYOWMM 06pa3oM nosepeHbl (B akkpeanToBaHHbIX nabo-
paTopusax) U NpoMapKMpPOBaHbI.

Ncnonb3oBaHHbIE OAHOPA30Bble MPUHAANEXHOCTU (MPOBUPKU, HAKOHEYHUKN U AP.) AOSIKHbI
cbpacbiBaTbCs B KOHTEMHEpP AN MEAMUMHCKUX OTXOA0B, COAEp XKallUN Ae3UHPUUNPYIOLWMA pacTBoOp
(npu HeobxoaANMMOCTH).

MoBepXxHOCTN pabounx CTOMOB, @ TakKXe MOMeLLeHu, B KOTopbiX nposoautcsa MUP, cnepyet
obs3aTenbHO, A0 U nocne nposeaeHnsa paboTt, obnyyaTbe € noMowbio 6akTepuunaHbIX YCTAHOBOK B
TeyeHue 15-30 MUHYT.

Bce noBepxHoct B nabopatopumn (paboume ctonbl, wWTaTtuebl, obopyaoBaHve n Ap.) exe-
OHEBHO noAasepralwT BAAXHOM ybopke C NpUMeHeHWeM Ae3nHPUUMPYIoLWMX/MOILWMX CPeacTB, per-

NTAMEHTUPOBAHHbIX caHUTapHbIMU Npasunamm CIM 1.3.2322-08.

BHUMAHME! Ypanatb otxoabl ¢ npoayktamu [MLP Heob6xoamMo TONMbKO B 3aKpbiTOM Buae. He pgo-

nyckaeTcst OTKpbIBaTb Npobupkun nocne amnandumkaumm (MY 1.3.2569-09).

17



BakPe3ucra WUHCcTpyKumua no npuMmeHeHuto | 501 ot 15 urona 2020

"\ IHK-TEXHONOrUs

Mpu ncnofb3oBaHMM Habopa B KIMHUKO-AMArHocTMYeckon nabopatopnm o6pasyoTcsa oTXoabl

knaccoB A n b, KoTopble KNaccuuUMpyoTCs U YTUIU3UPYIOTCA B COOTBETCTBUM C TpeboBaHUAMU

CaHlwnH 2.1.7.2790-10.

OnacHble KOMMOHEHTbI B Ha6ope peareHToB

KoMmnoHeHT Habopa bakPe3uncra GLA

BakPe3ucta GLA Van/Mec

CMecu ans amnnmdukaumm, sane-

HeT onacHbIX BewecTs
yaTaHHble NapaduHOM

HeT onacHbIX BelwecTB

PactBop Tag-nonumepasbl HeT onacHbIX Bew,ecTs

HeT onacHbIX BelwecTB

MuHepanbHoe Macno HeT onacHbIX Bew,ecTs

HeT onacHbIX BelwecTB

MoNoXuTenbHbIA KOHTPOJIbHbIN

A3na HaTtpua MeHee 0,1%
obpasel A P 1270

A3upg HaTpua MmeHee 0,1%

B cocTtaB Habopa BXOAAT peareHTbl, KOTOpble CoAepXaT a3ug HaATPUAl — KOHCEPBAHT, B

KoHUeHTpauun meHee 0,1 %, yTo siBNsieTca 6e30nacHbIM A1 KOHEYHOro MoJjib30BaTens.

|-|pl/l MCMONb30BaHMM MO Ha3Ha4dYeHuto n cobnraeHuto Mep NpeaoCTOpOXHOCTU, KOHTAKT C

OpraHM3MOM YenoBeKa WUCKIOYEH. Mpu aBapuiHbIX CUTyauMsiX BO3MOXHO Clefylollee: pasapaxe-

HUE KOXM U CNM3NCTO 060N104YKM rnas Y 4yBCTBUTEJNIbHbLIX NNL, anneprnyeckans peakuus. I'IpM KOH-

TaKTE NMPOMbITb MOpPaXXeHHOE MECTO BOAOM n 06paTVITbCFI 3a MeAULMHCKOM NOMOLLbIO.

He ncnonb3oBaTh Habop peareHToB:

—  NpW HapyLEHMUN YCNOBUA TPAHCNOPTUPOBAHUSA U XPAHEHUS;

—  NpW HECOOTBETCTBUM BHELLHEr0 BMa KOMIMOHEHTOB, YKa3aHHOro B nacrnopTe K Habopy;

—  NpW HapyLEHUN BHYTPEHHEN YyNaKoBKM KOMMOHEHTOB Habopa;

— MO UCTeYeHUo CpoKa rogHocTn Habopa.

MpuMmeuyaHune - Habop peareHTOB HEe COQEPIKUT MATEPMAJIOB BMOSTIOrMUYECKOr0 NMPOUCXOXKAEHUS, BELLECTB

B KOHUEHTpauuax, obnapatowmx KaHUEPOreHHbIM, MyTareHHbIM AEVICTBMEM, a TaKXe BJIMAKWNX Ha penpo-

AYKTUBHYIO CI)YHKLI,VIIO yenoseka. NMpu ncnonb3oBaHUM NO Ha3HAYEHUIO U cobnogeHnmn MeEpP NpeaoCTOPOXHOCTU

asnseTcsa 6e3onacHbIM.
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5 OBOPYAOBAHWUE N MATEPUAIJDbI

Mpu pabote c Habopom peareHToB (bakPe3ucta GLA, bakPe3ncta GLA Van/Mec) TpebytoTtcs

cneaytouwme o60pyioBaHNE, peareHTbl U pacxodHble MaTepuansl:

MLUP-6okc;

aMmnandgukaTop getektupytowmii (OTnpaim®, ATnant? unm AT-96 (000 «HMO AHK-

TexHonorus»);
MUKpOLLEeHTpUdYyra-BopTeKC;

Hacagka A7 MUKPOUEHTpUdyrn-sopTekca A4S CTPUMOBaHHbIX MPO6Upok 06LEMOM

0,2 mn (npu Heob6xoanMocTn);
XONOANNBHUK;

WTaTMB «paboyee MecTo» Ana Npobupok o6bEMOM 0,2 MA WAWM ANA CTPUMOBAHHbLIX

npobupok o6vemMom 0,2 mi;

[03aTOpbl MEeXaHUYeCKMe WIN 3NIEKTPOHHbIE OAHOKaHasbHble C NepeMeHHbIM 06bé-
MOM, no3Bonswwmne otbmpatb 06bEM xuakoctm 2,0-20 mkn, 20-200 mkn, 200-1000

MKJT;

oAHOpa30Bbleé HAKOHEYHUKKN C d)VIJ'IprOM Ana nonyaBToMaTU4eCKnxX A03aTOpoB, CBO-

6oaHble oT PHKa3 u AHKa3, o6béMoM 20 Mk, 200 mkn, 1000 mMkn;
OZlHOpa30Bble nepyaTKn MeauMumMHcKne, 6e3 Tanbka, TEKCTYPUPOBAHHbIE;

éMKOCTb ANns cbpoca MCNONb30BaHHbIX HAKOHEYHWMKOB, MPOBUPOK U APYTUX PACXOA-

HbIX MaTeEpPManos;

Ae3nHduumpytouee cpeacTso.

Ona npenobpaboTkn MaTepuana gnsa uccnenosaHusa u solgeneHna AHK:

6okc 6uonorndeckon 6esonacHocTtu Il knacca;

TepMOCTaT TBEpPAOTENbHbLIN C TanMmepom TT-2 <«TepMut» (OO0 «HINO AHK-

TexHonorusa», Poccus) nnm aHanornmyHbIn;

npobMpKkM MUKpoUEeHTpUdYxHble 06béMOoM 1,5 Mn € Kpbiwkamn, ceoboaHble oT PHKa3
n QHKas3;

aNeKTpuyeckuin nabopaTopHbIn acnupatop ¢ Kosb6on-n10BYLIKOM ANS yAaneHusa Hano-

CafouHbIX XWAKOCTEN;

OAHOpPa30Bble HAaKOHEeYHUKN 6e3 dunbTpa, cBoboaHble oT PHKaz n AHKa3, ans anek-

Tpuyeckoro nabopaTopHOro acnupartopa;

! - tonbko mogenun 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6.
2 - Tonbko mogenu 4S1; 4S2; 551; 552; 6S1; 6S2.
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ueHTpudyra ana npobupok o6vémom 1,5 mn, ¢ RCF He HMxe 16 000 x g;

. MUKPOLEHTpUdYra-BopTeKC;
o wTaTMB «paboyvee MecTto» Ans npobmpok ob6bLEMOM 1,5 Mn;
. dusmonornyecknin pacteop (ecnu HeobxoauMo) ANS NOArOTOBKM OTpuULIATENBHOMO

KOHTpO/NIbHOro 06pa3ua;

o Habop/komnnekT ans BblaeneHns OHK un3 6uonornyeckoro maTtepmana (pekoMeHay-
totcs MPOBA-HK, TPOBA-IC, MPOBA-HK-MJIKOC, MPOBA-IC-MOC, TMPOBA-MY-
PANWNI nponseoactea OO0 «HIMO AHK-TexHonorus», Poccus).

6 AHAJIN3NPYEMDIE OBPA3LLbI

6.1 MaTepuan gna unccnegoBaHus

Ona wnccnenoBaHmsa wvCMonb3ylT buonorvyeckuin matepuan 4venoseka wm bakTepuanbHble
KynbTypbl U3 3Toro 6uomartepmana (MOKpoTa, Mo4ya, Ma3kM\COCKOObI U3 AblIXaTeNbHbIX MyTEN, Xeny-
AOYHO-KULLEYHOro U YporeHUTanbHOro TpakTta, dpekanmu, acnmpatbl, SKCCyaaThl).

6.2 O6wme TpeboBaHUS

NccnepoBaHue metoaoM MNLUP oTHOCKMTCS K NpssMbIM MeToAaM f1abopaTopHOro nccregoBaHus,
NoO3TOMY B3iTME BMONOrMYecKoro mMatepuana 4desnoBeka HeobxoaMMoO NpPoOBOAMTL M3 MecTa JloKanu-
3auUnM MHGPEKUMOHHOro npouecca. PeweHne o He06XoAMMOCTN UCCeaoBaTb TY WKW MHYO OKasnu-
3auUMi0 MPUHMMAET Jslevyallnuin Bpay Ha OCHOBAHWM Ha OCHOBaHWUM COBpaHHOrO aHaMHe3a U KanHu4e-
CKOW KapTuHbl 3aboneBaHms.

0ns nonyyeHms KOppeKTHbIX pe3ynbTaTtoB 60/blOe 3Ha4YeHne MMEET KayecTBO B3ATUS 06-
pa3ua 6buomaTtepmnana ans MccnenoBaHUs, €ro XxpaHeHwe, TPaHCMopTMpOBaHWeE U NpeaBapuTenbHas
obpaboTka.

HenpaBunbHoe B3aTMe HGMoOMaTepmana MOXET NPMBECTM K MOAYYEeHWUI0 HeAOCTOBEpPHbIX pe-
3yNbTaTOB U, BCeACTBUE 3TOro, HeEO6X0AMMOCTN ero NOBTOPHOrO B3ATUS.

MpuMeyaHune - B3atue, npeasapuTenbHyo 06paboTKy, XpaHeHue 1 nepeBo3Ky, nepegavy MCCIeayemMoro
MaTtepvana B Apyrve OopraHu3aumm OCYLUEeCTBAST COMTaCcHO WHCTPYKTUBHO-METOAMYECKMM [AOKYMeHTaM, per-
NaMEHTUPYIOLWWM BbINOSIHEHWE UWCCNeAOBaHUM B COOTBETCTBUM C TpebosBaHmamm MY 1.3.2569-09 u CIl
1.3.2322-08.

6.3 B3aTune maTtepuana Ha uccnenosaHune

BHUMAHME! lMepeg sbigenenmem OHK Tpebyetcs npeaBaputenbHas obpabotka obpasuos 6nono-

rmyeckoro matepuana vyenoseka (6.5).
6.3.1 MokpoTa

B3aTne maTepuana ocyLecTBAAOT B KOIMYECTBe He MeHee 1,0 Mn B 04HOpas3oBble rpajyu-
pOBaHHble CTEepUbHbIE (PfIaKOHbI C LUMPOKUM FOPSIOM U 3aBUHUYMBAIOLMMUCS KpbIWKaMn 06bEMOM He
MeHee 50 mn.

MNocne cbopa maTepmana ¢bnakoH NIOTHO 3aKpbIBAOT U MapKUPYIOT.
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6.3.2 Moua

Ons aHanun3a oTbupatoT nepBy0 MOPUUID YTPEHHENH MO4YM B KONMMYecTBe He MeHble 20-
30 ma. OTbop MOYM MpPOBOAAT B CNEUMAIbHYID CyXYH CTepuibHYl EMKOCTb 06béMom ago 60 mn,
CHabXXeHHYI0 repMETUYHO 3aBMHYNBAKOLLENCS KPbILKOWN.

Mocne cbopa MOYM KOHTEMNHEpP MJIOTHO 3aKPbIBAOT U MAapKUPYIOT.

6.3.3 Maskun\cockobbl M3 AbiXaTeNbHbIX NYTEN, XKEeNyAOUYHO-KNLWEYHOr0 U YPOreHnTaabHOro Tpak-

Ta

B3aTne maTepuana oCyLLECTBASETCA C MOMOLLbI CrheuuanbHbIX CTEPUISIbHBIX O4HOPA30BbIX
WHCTPYMEHTOB - 30HAO0B, LUMTOLLETOK MM TaMMOHOB, B 3aBUCUMOCTM OT MCTOYHMKA KJIMHWUYECKOrO
MaTepuana corfiacHo yCTaHOB/IEHHOW npoueaype.

Mocne B3aTUSA HBMOMOrMYECKOro mMartepmana nepeHecuTe 30HA B NMPo6UpKy C TPaHCMOPTHOM
cpeaon, npegHasHayYeHHoOW nMpou3BoaUTEsNIEM ANS TPAHCNOPTUPOBaHUSA U XpaHeHus obpa3uoB 6mo-
normyeckoro matepuana ansa MNUP-nccnegoBaHnin, U TwaTenbHO NPOMOAOWNUTE ero B TeyeHne 10-
15 ¢, n3beras paszbpbizrmBaHmns XMAKOCTU. 3aTeM M3BJIEKUTE 30HA M3 pacTBopa, NpuMxXumas ero K
CTEHKE MPOBUPKK, OTOXMUTE M3OLITOK XWAKOCTM, yAanute 30HA W BblbpocbTe. MNoTHO 3akpounTe
KPbIWKY NpOOUPKM U NpoOMapKupymTe npobupky.

6.3.4 ®dekanuun

Ons aHanusa mcnonb3ytoT npobbl dpekanun maccon (06bEMoOM) npumepHo 1-3 r (1-3 mn).
Mpoby B konnyectBe 1 r (NpMMepHO) OTAENbHbIM HAaKOHEYHMKOM C DUIBTPOM UM OAHOPA30BbIMU
flonaTkaMu NepeHoCcaT B CneymasnbHbIi CTEPUITbHBIA CyXOi (1akoH.

MNMocne cbopa dekanuin HiakoH NJAOTHO 3aKPbIBAT N MAPKUPYIOT.

6.3.5 AcnupaTsl

B3sTne mMaTtepunana ocyLecTBASIOT B OAHOPa30Bble, MJIOTHO 3aBMHUYMBAOLWLMECS CTEPUIIbHbIE
npobupku o6vémom 50 M.
MNMocne B3aTMS MaTepuana NpPobMpKy MIOTHO 3aKPbIBAOT KPbIWKON N MAapKUPYIOT.

6.3.6 2Jkccypat

3abop MaTepuana OCyLWECTBASETCA C MOMOLbIO CreuuasnbHbIX CTEPUNbHbBIX OAHOPAa30BbIX
WHCTPYMEHTOB — 30HAOB, LMTOLLETOK WM TaMMOHOB, B 3aBUCMMOCTU OT MCTOYHUKA K/AMHUYECKOrO
MaTepuana cornacHo yCTaHOBMEHHOM npoueaype.

MNMocne B34aTMSA BUONOrM4YecKoro Matepmana nepeHecute 30HA B NpobMpKy C TPaHCNOPTHOWN
cpefon, npeaHasHa4yeHHOW Npou3BoAUTENEM ANS TPaHCNOPTUPOBAHUSA U XpaHeHus obpa3uos 6uo-
normdyeckoro matepuwana ansa MNMUP-uccnepoBaHuii, U TwaTenbHO NPONoOSoOWNUTE ero B TedeHue 10-
15 ¢, nsberas pasbpbizrMBaHmnsa XMAKOCTU. 3aTeM U3BJIEKUTE 30HA M3 pacTBopa, NMpuxmMmas ero K
CTeHKe npobupku, OTOXMUTE M3ObITOK XWAKOCTW, yAanute 30HA W BblbpocbTe. MA0OTHO 3akpounTe
KpbILWKY NpobMpKM 1 NpoOMapKkupymnTe.

6.3.7 bBakTepuanbHble KynbTypbl
B3aTne maTtepmana € XUAKUX U NNOTHbIX Cpej OCYLEeCTBASETCS Npu NOMOLLM O4HOPA30BOW

MUKPOBMONOrMYecKon NeTnu uan wnaTtens.
NMoMecTuTe OAMHOYHYO KOMOHUIO KNeToK uan 100 MK XUAKOM cpeabl B O4HOPA30BYIO nna-
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CTUKOBYIO NMpobupky ob6bvémom 1,5-2,0 M, B KOTOpYO NpeaBapuTenbHO BHeceHo 500 mkn dusnono-
rMYeCcKoro pacTtesopa CTEpPWU/IbHOrO.

MAOTHO 3aKpoKTe KpbIWKY NPpObUPKM U NMPOMapKUpynTe Npobumpky.
6.4 TpaHcnopTMpoOBaHMe U XpaHeHue nccnenyemblix ob6pasuos

6.4.1 MokpoTa
O6pa3ubl MOKPOTbI AOMNYCKAETCA TPAHCMOPTUPOBATb U XPaHUTb:
. npu KoMHaTHoW TemnepaTtype oT 18 °C no 25 °C He 6onee 6 yacos;
. npu TemnepaTtype oT 2 °C no 8 °C He bonee 3 cyToOK.

6.4.2 HaTuBHble U NpeaBapuTenbHO 06paboTaHHble 06pa3ubl MoYK:

HaTuBHble 1 npeasapuTenbHO obpaboTaHHble 0bpa3subl MOUM A0MNYCKAETCA TPaHCNoOpTUPO-
BaTb U XPaHUTb:

. npu TemnepaTtype ot 2 °C go 8 °C He bonee ogHUX CYTOK;
. npu TemnepaTtype ot MuHyc 18 °C go mmnHyc 20 °C He 6onee ogHOM Heaenu;
. npun TemnepaTtype MnuHyc 70 °C - 6 Mecsues.

BHMMAHME! [lonyckaeTcs nuwb 0AHOKpPATHOE 3aMOpaxXmnBaHne-oTTamBaHne Matepumana.

6.4.3 Mas3kun\cockobbl M3 AbiXaTeNbHbIX NYTEN, XKENYAOUYHO-KNLIEYHOr0 U YPOreHNTaabHOro Tpak-

Ta, 3KCCyaaTbl

Ma3kn\cockobbl 13 AbiXxaTesNbHbIX NMyTen, Xenygo4YHO-KULLEYHOro U YporeHnTanbHoro Tpak-
Ta, 3KCccypaTtbl cnegyeT TPaHCMoOpTUPOBaTb M XPaHWUTb COMNAacHO MHCTPYKUUAM K pPEKOMeHAYEeMbIM
KoMnsiekTaM peareHToB ans sbigenenHna HK (MPOBA-HK, MPOBA-IC, MPOBA-HK-MJTKOC, NMPOBA-IC-
M0C, NMPOBA-MY-PANNA).

6.4.4 O6pa3ubl HaTUBHLIX deKanni
O6pa3ubl HaTMBHbIX bekanmin 4oNycKaeTcs TPAHCNOPTUPOBATb U XPaHUTb:
o npu KoMHaTHoM TemnepaTtype oT 18 °C go 25 °C He 6onee 6 yacos;
o npu Temnepatype oT 2 °C go 8 °C He 6onee 3 cyToOK.

6.4.5 AcnupaT, 6akTepunasnbHble KynbTypbl:

AcnupaT, 6akTepuanbHble KynbTypbl AONYCKAETCS TPAHCNOPTUPOBaTh U XPaHUTb:

. npun Temnepatype oT 2 °C go 8 °C He 6bonee ogHUX CYTOK;
. npu TemnepaTtype oT MMHYC 18 °C go mmnHyc 20 °C He 6onee ogHOM Hepenu;
. npu TemnepaTtype MmHyc 70 °C - 6 MecsueB.

BHMUMAHME! [lonyckaeTcs nuwb 04HOKpaTHOE 3aMopaXunusaHue-oTTraMBaHne Matepuana.
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6.5 MoarotoeBka 6uMonorMyeckoro MmaTepuana 4yenoBeka AN UCCNefoBaHUs

6.5.1 MokpoTa

6.5.1.1 Cnocob6 N? 1

1. MepeHecnte npmMmepHo 500 Mk 6MoOrM4YecKoro mMatepuana B CTEPUSIbHYIO MOcyAy W MJIOTHO
3aKpOMTE KPbILWKOMN.

2. [JdobasbTe K Nnpobe MOKpOTbl paBHbIM 06bEM 10 % Tpex3amewéHHOro ¢pocpopHOKNCIOro HaTpums
x12H,0, N0THO 3aKpONTE KPbIWWKON U MHTEHCUBHO BCTPSIXHUTE.

3. WHkybupynte cmecb npu Temnepatype 37 °C B TeueHue 18-24 yacoB, 3aTeM HeNTpanusymnte
1 M HCI go pH 6,8-7,4.

4. UenTtpudyrmnpynte npm 900 x g B TedeHue 20 MuH.
CneriTe Ha4OCAAO0UYHYIO XUAKOCTb B EMKOCTb C 5 % pacTBOpoM xsiopamMuHa ans obessapaxmpa-
HUS.

6. [JobasbTe Kk ocaaky 500 MKI ANCTUANIMPOBAHHOW BOAbI, MepeMelanTe NUMNeTMpoBaHMeEM Un ne-
peHecuTe B 04HOPAa30BYH MIacTUKOBYH Npobupky o6vémom 1,5 mn.
LeHTpudyrmnpyinte npobupky npm 16 000 x g B TedeHue 10 MuH.
Ypanute HaAoCafouyHYyK XKWUOKOCTb, oOcCTaBmB B npobupke npumepHo 100 mkn (oca-
AOK + Xuakas dpakums).

6.5.1.2 Cnoco6 N? 2
B koHTenHep c obpa3uom aobaBbTe MYKOAU3WH B COOTHOWweHuM 5:1 (5 yacten MykonusuHa K
OZIHOM 4aCTu MOKPOTbl), OPUEHTUPYSACH MO rpagyupoBKe KOHTenHepa.

2. 3aKpoWTe KpbIWKY KOHTEMHEpa, BCTPAXHUTE coaepXumoe N MHKybupymnte 20-30 MUH Npu KOM-
HaTHOM TeMnepaTtype, Kaxable 2-3 MUH BCTPAXMBASA KOHTEMNHEp.

6.5.2 Moua

6.5.2.1 [lepeHecute 1,0 M1 MOUM B NJIACTUKOBYIO Npobupky o6béEMOM 1,5 mn.

6.5.2.2 UeHTpudyrmnpyite npobupky npu 16 000 x g B TedeHue 10 MUH.

6.5.2.3 Hawnbonee nonHo yganute HaA0CaAOYHYIO XUAKOCTb.

6.5.2.4 [obasbTe K ocagky 1,0 Mn pU3N0ONOrMYECcKOro pacTteopa CTEpUIbHOrO.

6.5.2.5 UeHTpudyrmnpynTte npobupky npu 16 000 x g B TedyeHue 10 MuH.

6.5.2.6 Ypanute HaA0CaAO4YHYK XWAKOCTb, OCTaBuMB B npobupke npumepHo 50 mkn (oca-

OOK + xunakas dpakums).

6.5.3 Maskun\cockobbl M3 AbiXaTeNbHbIX NYyTEN, XKenyaoYHO-KNLWEYHOro U YPOreHnTaabHOro Tpak-

Ta, acnnpatbl, 3KCCyaaThl, 6aKTepmaanble Ky/nbTypbl C XNOKNX N NMNOTHbIX Cpea

6.5.3.1 UeHTtpudyrmpyiite npobupky npm 16 000 x g B TedyeHue 10 MUH.

6.5.3.2 Ypanute HaA0CaA0UHYI XMWAKOCTb, OCTaBuMB B npobupke npuMepHo 50 Mkn (oca-

AOK + xuakas dpakums) npy ncnosb3oBaHnM KomniekTos peareHtos NMPOBA-I'C, MPOBA-
FC-NAKOC mnm 100 mkn (ocagok + xuakas pakuus) nNpuM UCNOSb30BaHUM KOMIMJIEKTOB
peareHToB NMPOBA-HK, NMPOBA-HK-TJTHOC n NMPOBA-MY-PANMNA.
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6.5.4 dekanumn

6.5.4.1 NMepeHecute ~250 Mr (Mkn) dekanui B 04HOPA30BYH MIACTMKOBYH MpPOBUPKY 06BHEMOM
1,5mn c 1,0 Mn dpmnamMonormyeckoro pactesopa CTepuUIIbLHOrO.

6.5.4.2 BcrpaxHute npobupky Ha BopTekce B TeyeHmne 5-10 c.

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

6.5.4.4 TlepeHecute 800-1000 MKN HaAOCAAOYHOM XUAKOCTM B HOBYIO OAHOPA30BYK MACTMKO-
BYO Npobupky ob6bémom 1,5 mn, ueHtpudyrmpynte npm 16 000 x g B TedeHne 10 MuH.

6.5.4.5 Ypganute Hago0CafZOYHYH XWAKOCTb, OCTaBumB B npobupke npumepHo 100 mkn (ocapgok +
xnagkasa ppakuyms).

JanbHenwas obpaboTka ykKa3aHHbIX Bble BMAOB 6MONOrMyeckoro mMatepuana ocywecTs-
NSIETCS COrNacHO MHCTPYKLUMSIM K UCMOJIb3YEMbIM KOMIMJIEKTaM peareHToB Ansa Bbiaenenms AHK.

7 NPOBEAEHUE AHAJIN3A

7.1 Boigenenue HK 13 6uonornyeckoro matepmana

BoigeneHve OHK npoBoAAT B COOTBETCTBUM C MHCTPYKUMEN K UCMNOSb3YEMOMY KOMMIEKTY

peareHToB. PekoMeHAyeMble KOMMIeKTbl Ans Bbigenenus AHK u3 6uonormyeckoro MmaTtepuana:
MPOBA-HK, MPOBA-I'C, MPOBA-HK-MNJTKOC, MPOBA-IC-MJ1IOC, MPOBA-MY-PAMNA.
BHUMAHME! OgHoBpemeHHO c BbigenenHmem OHK un3 6uonornyeckoro Matepmana Heob6xoammo
noAroToBUTb OTPULATENbHbLIA KOHTPOJIbHbLIN 0b6pa3el, u NpoBEeCTM ero Yepe3 Bce aTanbl npobonoa-
rotoBkM. B KauecTtBe oTpuuaTeNbHOr0 KOHTPOJSIbHOro obpasua pekoMeHayeTCcs UCnonb3oBaTb pu-
3MONIOFTMYECKNIA pacTBOP MNM OTpuuUaTEsNbHbIM KOHTPOJbHbIM 0b6pa3ey, BXOASWUA B COCTaB KOM-
nnekta peareHToB An4 Bbigenenusa OHK, B 06béMe, yka3zaHHOM B MHCTPYKUMU K KOMMNAEKTY pea-
reHTOoB.

7.2 MoarotoBka n nposeneHune MLUP

7.2.1 Habop peareHTtoB bakPe3ucta GLA: npoMapkupyihte no OAHOMY CTpUMNy CO CMecaMU ANns
amnnudukKaumm, 3aneyataHHbiMKU napaduHoOM, ANs Kaxaoro unccieayemoro obpasua, oavH
ANs NOMOXUTENbHOro KOHTpPOsibHOro obpasua (K+) n oanH ans oTpuuaTesibHOro KOHTPOSb-
Horo obpasua (K-).

Mpumep: Heobxoanmo npoaHanu3vMpoBaTb ABa obpasua. [na 3Toro Heo6XoAMMO MPOMapKMpPOBaTh YEThbIpe

cTpuna: ABa Ans uccnegyembix 06pasuos, oanH ana «K+» n ognH ansa «K-» (tabnuua 2).

7.2.2 Habop peareHToB BbakPe3ucrta GLA Van/Mec: npoMapkupymnTe no ogHon npobupke cTpuna
(nnn no oaHoOM oTaenbHOM Npobupke) Co CMecblo Ans amnaudukaumm, 3anedyaTtaHHoOM na-
pacduHOM, ANS KaXaoro mccnenyeMoro obpasua, o4HY ANS MOMOXUTENbHOr0 KOHTPOJIbHOMO

o6pasua (K+), 1 ogHy An1s oTpMLATENbHOro KOHTposibHOro obpasua (K-).

Mpumep: HeobxoaMmo npoaHanusnpoBaTb ABa obpasua. [ns 3Toro Heo6XoAMMO MPOMapKMpoBaTb YeTbipe

npobupkun: ase ans nccnepyemblx o6pasyos, ogHy ansa «K+» n ogHy ana «K-» (tabnuua 2).
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Tabnuua 2 - lNpuMMep MapKMPOBKK CTPMMNOB nnm npobupok ans nposeaexHus MLUP

O6pa3susbl bakPe3ucra GLA BakPe3uncra GLA Van/Mec
O6pazeu 1 Ctpun 1 Mpobupka 1
O6pazeu 2 Crpun 2 Mpobupka 2

Crtpun 3 Mpobupka 3

Ctpun 4 Mpobupka 4

7.2.3 BcTpsaAxHUTe NnpobupkKy c pactBopoM Tag-nonnMepasbl B TeyeHue 3-5 ¢ Ha MUKpoueHTpudy-

re-BOPTEKCE N LEHTPUDYIrnpyinTe B TeueHre 1-3 ¢ Ha MUKPOLIEHTpPUdYyre-BopTeKce.

7.2.4 [Job6baBbTe BO BCe MNPOMapKMpoBaHHble MPOBUPKKU, HE noBpexaas cion napaduHa, no

10 mkn pactBopa Tag-nonnmepassbl.

7.2.5 [obasbTe B Kaxay NpobmpKy no oAHON Karnjae MuHepanbHoro macna (okono 20 mkn). 3a-

KpownTe Npobupkun/cTpunel.

7.2.6  BcrpsaxHuTe npobupkn ¢ npenapatoM OHK, nmonoXutenbHbIM KOHTPOSIbHLIM 06pasuom (K+)

M oTpuuaTenbHbIM KOHTpPOJIbHbIM 0bpa3uom (K-) B TeyeHme 3-5 c Ha MuKpoueHTpuoyre-

BOpPTEKCE U LUEeHTPUdYrnpymnte B TeueHme 1-3 ¢ Ha MUKpPOUEHTPUdYyre-BopTeKCE.

BHUMAHMUE!

1.

Mpn wncnonb3oBaHun ana sbliaenenHuns OHK komnnektos peareHtoB [MPOBA-ITC n MPOBA-TC-
MNJIIOC Heob6xoaMMO nocne BCTPAXMBaHUSA LUeHTpudyrmposate Npobupku ¢ npenapatom AHK npwu
16 000 x g B TeyeHWe oaHOM MUHYTbI ANa ocaxaeHusa copbeHTa. B cnyyae ecnu nocne Bblae-
NeHnsa Hagocaao4vyHas XWAKOCTb, coAaepyawas sblaeneHHyto OHK, 6bina nepeHeceHa B HOBble
npobupku, UeHTpudyrnposaHme rMnpous3BOANTCA B TedyeHne 3-5c Ha MukpoueHTpudyre-
BOpTEKCe.

Mpun ncnonb3oBaHun ansa sblaeneHna AHK Habopa pearentos MNMPOBA-MY-PAMNMWA Heobxoanmo
nocne BCTPSAXMBAHUA NMOMECTUTb Npobupkn ¢ npenapatoM AHK B MarHuTHbIM wTatue. B cnyyae
ecnu nocne BblAeNeHNa Haaocaao4vYHasa XNAKOCTb, coaepxawas BblaeneHHyo AHK, 6bina nepe-
HeceHa B HOBble Npobupku, LeHTpudyrnposaHme NponsBoAMUTCS B TedeHue 3-5 ¢ Ha MUKpOLEH-

Tpudyre-sopTrekce.

BHUMAHME! [1na npepotBpalleHUa KOHTaMMHauuu cnepyet nepen BHeceHueM [HK oTkpbiBaTbh

KPbILWKY TOSIbKO TOro ctpmuna (Mnm ToAbKOo ToM NpobupkKn), B KOTOPbIN 6yaeT BHOCUTLCS AaHHbIA 06-

pasel, W 3aKpbiBaTb €€ nepen BHeceHWeM creaytollero. MNpenapatbl AHK M KOHTpOsbHble 06pa3Lbl

cnegyetr BHOCUTb HAKOHEYHUMKaMu C d)VIJ'IprOM.

7.2.7 BHecuTe B COOTBETCTBYHOLINE NMPOMAPKMPOBaHHbIE NPOBUPKN, HE NMoBpexaasa c/oi napadu-

Ha, 5,0 mkn BblgeneHHoro ns obpasua npenapata AHK. B npobupkn «K+» n «K-» npena-

paTt AHK He BHOCUTCA.

7.2.8 BHecuTe B npobupky (CcTpun), NnpoMapKMpoBaHHyl «K-», He nosBpexaas cnon napaduHa,

5,0 MKN oTpuuUaTenbHOro KOHTpPOAbHOro obpasua, npowegwero 3tan BblgeneHms OHK
(cm. 7.1).
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7.2.9 BHecute B npobupky (cTpun), NpoMapKkMpoBaHHY «K+>», He noBpexaas csion napaduHa,

5,0 MK MONOXNTENBHOr0 KOHTPONLHOro obpasua.
7.2.10 UeHTpudyrmpyiite npobupkn (Ctpmnbl) B Te4eHme 1-3 ¢ Ha MUKpPOLIEHTpUdyre-BopTekce.
7.2.11 YcraHoBuTe Bce npobupkun (cTpunbl) B 610K geTekTupyrowero amnandumkartopa.

7.2.12 3anyctute nporpammHoe obecneueHme RealTime_PCR B pexume «Pabota c npubopom».
3arpy3ute ¢annbl «BacResista.V1.ini» (ans BapumaHTa ucnonHenus bakPesucrta GLA) mnu
«GLA VanMec.ini» (ana BapuwaHTa mucnosnHeHus bakPesncta GLA Van/Mec). No6aBbTe B
MPOTOKOJT COOTBETCTBYHOLWIME TECTbl, YKaXUTe KOJIMYECTBO U uAeHTUdmnKaTopbl 06pasuos,
OTMEeTbTe pacrnosioXXeHne Npobnpok Ha MaTpuue TepMobaoKa B COOTBETCTBUM C UX YCTAaHOB-
kor (cMm. 7.2.11) n nposeante MLP. MNpyn BbIbOpe 3TUX TECTOB B OKHE «3anycK NMporpamMmmbl

amnnuduKaumm» aomkHa otobpaxaTbCsa nporpamMma, npmeeaéHHas B Tabnuue 3.

Tabnuuya 3 - TporpaMMa amnaudukaumm An9 LETEKTUPYLWUX amnandukaTopos

«ATnpanm», «ATnant» n «AT-96»

Pexxum ontuue-
15 Temnepatypa, °C | MuH C e wpi CKUX U3Mepe- L
6noka patypa, nos i P 6noka
80 0 30
1 1 Lnkn
94 1 30
) 94 0 30 c U
KN
64 0 15 4
3 94 0 10 45 U
KN
64 0 15 4
94 0 5 1 Unkn
5 10 . XpaHeHune XpaHeHune

Tectbl (ini dannbl) ans npubopos «ATnpanm», «ATnant» n «[AT-96» npenocraBnsalTCS

npousBoauTeneMm Habopa peareHToB.
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8.2

8.3

8.3.1
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PETMCTPALUUNA PE3YJ/IbTATOB AMITJTUOUNKALNN
Pernctpauus curHana dnyopecueHuMm npoBoanTCS NpnbopoM aBTOMaTUYecku BO BpeMSs
aMmnandmkaummn.

[eTekumss M y4yéT pe3ynbTaToB OCYLLECTBASIOTCA AETEKTUPYIOWMM  aMnanduKaTopoMm

aBTOMaTU4eCcKku.

NMocne OKOHYaHMS MporpaMMbl amMnanduUKauMM Ha 3KpaHe MNOSABUTCS COOTBETCTBYHOLLEE
MHpopMaunoHHOe cooblieHne n byneT NpensioXeHo NepenTyn K aHanusy pesynbtatoB. Ha
rpacdmke 6yaeT oTobpaXeHa 3aBUCUMMOCTb (IyOpecUeHLMN OT HOMepa Uuukia MNo BCEM

MCMosib3YEMbIM KaHanaM Ans Kaxzgon npobupkn B Tepmobnoke.
BakPe3ucra GLA:

B tabnuue cnpasa 6yaeT nokasaH uaeHTudukatop obpasua, nHaMkaTopHble umnknibl (Cp),

norapudmbl KoHueHTpauun (Lg) anga cneumdunyecknx NpoayKToB U MHAMKATOPHble unkbl (Cp) ans

BK.

8.3.2

BakPe3ucrta GLA Van/Mec:

B Ttabnuue cnpaBa 6yaeTr nokasaH maeHTudukatop obpasua, nHamkatopHblie uuknbl (Cp)

Ans cneundunyeckmux npoayktos u BK.

8.4

9.1

9.2

Mo pesynbTaTaM aHanM3a MOXHO CpOpMMpPOBaTb W pacnevyataTb OTYET.

B BapuaHTe ucnonHeHnsa bakPe3ucta GLA nocne OKOH4YaHWs nporpaMmmbl NporpaMmMHoe
obecrneyeHne npoBOANT CpaBHEHME 3a4aHHOro OnepaTopoM pacrosioXeHUs CTPUNoB C
peanbHbIM NosoXeHneMm Mapkepa Rox, n, ecnu HaxoauT HecoBnageHue (Npun HeNpaBWbHOM

pacnosioXXeHUn CTpMNoB), To NpeaynpexaaeT 06 3ToM onepaTtopa.

B sTOM cnyyae Heob6xoAMMO MpoOBEPUTbL PpacrnosioXXeHUWn CTpunos B TepMobnoke (nepsas
npobupka oTMeuveHa ronyboim 6ydepomM) n ckoppekTMpoBaTb naeHTUbUKaTopbl NpobUpok B

npoToKose.
YYET PE3Y/IbTATOB NUP

YUéT 1 perncrpaums pesynbTaToB peakuMW OCYLLECTBASIOTCS aBTOMaTMUYECKU C MOMOLLbO

nporpamMMHOro obecrnevyeHus, NOCTaBAAEMOro C AETEKTUPYIOLWNM aMNIMbUKATOPOM.

MNocne 3aBepuweHunsa MUP nporpamma otobpaxaeT B Tabnuue B rpade «Pesynbrar»: «+>»

Unm «-». B 3TOM cfly4yae BblAAeTCsa 3aK/loveHne No pesysbTaTtaM nccienoBaHus.
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9.3

9.3.1

9.3.2

9.3.3

9.3.4

9.3.5

9.3.6
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Yuér " MHTEPNpETaUund peE3yNbTaTOB peakunun ans BapuaHTa MCNOJTHEHNA

BakPe3ucra GLA

Mocne npoxoxaeHns aMnanduKaumMm no rnokasarenssM MHAMKaToOpHOro umkna (NoporoBbiX
umknos, Cp) nporpaMMHbiM obecrnedyeHneM aBTOMaTMYECKM MPOBOAUTCS pacyéT norapud-
MOB KOHLEHTpaLumMn, KoTopble yKa3blBalOTCHA B CTPOKE C Ha3BaHMEM COOTBETCTBYIOLEr0 reHa
pe3ncTteHTHoCTM n OBM. CpaBHMBas 3HauyeHus siorapndmMoB, BO3MOXHO MPOBECTU MONYKO-

NMNYECTBEHHYIO OLIEHKY:

o OOSIN PE3NCTEHTHbIX MUKPOOPraHM3MoB OT obuiero konmnyectsa 6akTepuanbHON Mac-
Cbl;
. COOTHOLUEHWNS FeHOB Pe3UCTEeHTHOCTU ApYr C APYIroM.

3HadeHus norapudma meHee 3,0 He BbicUUTbIBatOTCA, HO Cp And aTnux npob otobpaxatoTcs.
OTO NMHTeprnpeTUpyeTCcs Kak oTpuuaTenbHbl pe3ynbTaT, MNPy 3TOM B OKHE «AHanu3 onTu4ye-
CKUX M3MEepeHMn» pe3ynbTaT yKa3sblBaeTcs KakK «-», a B 6naHKe oTBeTa - «He obHapyxe-

HO>».,

Ecnn 3HaueHnue norapmdpma OBM 6onbwe 7,0, To gnsa nposefeHusa 6onee TOYHOM MOMYyKO-
NINYeCTBEHHOM OLEHKM pekoMeHayeTcs passectu npenapaTt AHK B 10-100 pa3 1 nposectu

NOBTOPHYO aMnandukaumio.

Ecnn 3HadeHune norapndpma OBM He ykaszaHO, a 3Ha4yeHus norapudMoB A/ FEHOB pes3u-
CTEHTHOCTM YKa3aHbl, TO MpoBeAeHne NMOJYKOSIMYECTBEHHOM OLLEHKM pe3ynbTaToB Uccneno-
BaHWUS CUMTaAeTCs HEKOPPEKTHbIM, HO pe3ynbTaTbl MOMYT YYUTbIBaTbCS KaK KadecTBeHHble.
Mo3TOMY 3TO MHTEpPNpPEeTUpPYyeTCsl KaK MOJIOXUTENbHbIN pe3ynbTaT, NPy 3TOM B OKHe «AHanus3
ONTUYECKMX U3MepeHnn» pe3ynbTaT yYKa3sblBaeTcs Kak «+>», a B 6by1aHke oTBeTa - «obHapy-
XKEHO». DTO MOXeT 6biTb CBA3aHO C HapyWeHWSMW B TEXHOMOrMKM amnandukaumum, B 3ToM
c/yyae Ans BO3MOXHOCTM NpoBeAeHMs MoJIyKOSIMYEeCTBEHHOM oueHKM TpebyeTcsa noBTopHoe

nposegeHune MNUP ¢ umerowmmca npenapatom HK.

3HayeHue Lg, ykasbiBaeMoe MNpu BbISIBIEHUN FEHOB PE3NCTEHTHOCTU AO/IKHO 6bITb MeHbLUe,
yeM 3HadvyeHue Lg OBM+0,5. Ecnn 370 ycnoBue He BbINOAHAETCS, TO pe3ynbTaT uccneaosa-
HUA CYNTAETCH HEKOPPEKTHbLIM, HO pe3ysibTaTbl MOMYT YUUTbIBATbLCHA KaK KayecTBeHHble. [1o-
3TOMY 3TO MHTEPNPETUPYETCA KaK MOSIOXUTENbHbIA pe3ynbTaT, Npu 3TOM B OKHe «AHanus
ONTUYECKMX U3MEepEeHUn» pe3ynbTaT YKa3blBaeTcs Kak «+», a B 6baHke oTeBeTa - «obHapy-
XKEHO». DTO MOXeT 6blTb CBA3aHO C HapyWeHUAMU B TEXHONOMMKU aMnandukaumn, B 3TOM
cyyae Ans BO3MOXHOCTU NpOBeAEHUS MOJTYKOTMYECTBEHHOM oueHKM TpebyeTca NnoBTopHoe

nposeaeHuve MNUP ¢ nmerowmmca npenapatom AHK.

[Ons obpa3uos, 419 KOTOPbIX MONy4YeHbl OTpuLaTesbHble pe3ysbTaTbl MO TPEM KaHanam ge-
Tekumun (nckntodas npobupky N° 3) B rpacde «Pesynbtat» 6yaer ykasaHo «HA» (HepoCTo-
BepHbIl pe3ynbTtaTt). B aToM cnydae Tpebyetca nosTopHoe nposeaeHue MUP ¢ nMetowmmcs
npenapatoMm AHK, nn6o noetopHoe Bbiaenenme AHK n nocrtaHoBka MUP, nnb6o nosTopHOE

B3ATME BMoorM4yeckoro MaTtepwuana (BbII'IOJ'IHHeTCFl I'IOCJ'Ie,D,OBaTeJ'IbHO).
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pe3yfbTaTbl, NpMBeAeHHbIe B Tabnuue 4.

Tabnuua

4 -

PesynbTathl

nccneaoBaHnA

KOHTPONbHbIX 06pa3uoB 415 BapuaHTa ucnonHeHus bakPe3sucta GLA

oTpuuaTeENIbHOIo

"\ IHK-TEXHONOrUs

Ona oTpuuaTenibHOro U NONOXUTENbHOMO KOHTPOJIbHbIX 06p63LI,OB OOJKHbI 6bITb NMONTy4EHDbI

n MNOJTOXNTENBbHOIO

Kanan getekummn

WHTepnpeTaumsa
PesynbTaTt
Fam Hex Rox Cy5 pesynbTaTa
MonoXxuTenbHbI KOHTPOJILHBIN 0bpa3sel,
3HayeHne Cp yka-|3HayeHue He 3HauveHne Cp
3aHO (gns  BCex|y4yuTbiBaeTcCH yKasaHo PesynbTar .
npobnpok) - (ana  npobu- " NONOXUTENbHbIN
pok N22-8) Pe3ynbTaTbl NOCTAHOBKM
BaNuAaHbl
OTpuuaTenbHbI KOHTPOJIbHbIN 06pa3eL
3HayeHne Lg He|3HaudeHue Cp yka- 3HayeHne Lg
yKasaHo 3aHo He yKa3aHo PesynbTaTt
(ana Bcex npobu-|(ansa ecex npobu- _ (ans Bcex _ oTpuUaTesbHbIN
pok, kpome OBM:|pok, KpoMme npo- npobupok) Pe3ynbTaTbl NOCTaHOBKU
AonyckaeTcs 6upku BanuAaHbl
Lg<3,5) Ne 3 - 6e3 BK).
9.3.8 T[puHUMNbLI MHTEPNPEeTaUNM pe3ynbTaToB UCCAeaoBaHUSA NpuBeaeHbl B Tabnuue A.1 npuno-

xeHusa A.
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9.4

9.4.1

9.4.2
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YUET WU UWHTepnpeTauus  pe3ynbTaToOB  peakuuMnm ANna  BapuvaHTa  UCMNOJTHEHUSN
BakPe3ucra GLA Van/Mec

[Ons obpa3uos, 419 KOTOPbIX MONy4YeHbl OTpULaTesbHble pe3ysibTaThl MO TPEM KaHanam ae-
Tekuunmn, B rpade «Pesynbrat» 6yaer ykasaHO «HA» (HEAOCTOBEpPHbIN pe3ynbTaTt). B aTom
cnyyae Tpebyetcs noBTopHoe npoBeaeHue MNUP ¢ nmeowmnmca npenapatom OHK, nnbo no-
BTOpHOEe BbigeneHne AHK v noctaHoBka lMNLUP, nmbo noBTopHoe B3ATME BMOAOrMYECKOro Ma-

Tepuana (BbIMOJIHAETCS NOC/AeA0BaTENbHO).

Ons oTpuuatesibHOro M NONOXUTENbHON0 KOHTPOJIbHbIX 06pa3LI,OB OO/IKHbI 6bITb NMOJSTy4YEHbI

pe3ynbTaTbl, NpUBeAeHHble B Tabnuue 5.

Tabnwuuya 5 - Pesynbtatbl UcCCnefoBaHUA OTPULATENBHONO W MNOJIOXUTENbLHOMO

KOHTPONbHbIX 06pa3uoB Ass BapnaHTa ncnosnHenmns bakPe3ncrta GLA Van/Mec

KaHan getekumu NHTepnpeTaumns

Fam Hex Cy5 pesysibTaTa

PesynbTaT

MonoXuTenbHbIN KOHTPONbHbLIA 06pa3zel,

3Ha4veHune 3HayeHne He | 3HadveHne Cp
Cp ykasaHo | yuuTbiBaeTcs yKa3zaHo Pe3ynbTaTbl MOCTAaHOBKM BanMAHbI

" Pe3ynbTaT NOAOXKUTENbHbIN

OTpuuaTenbHbI KOHTPOJbHbIN 06pa3eL

g';aqf:l"sl(a_ 3HauveHne Cp | 3HadeHune Cp _ PesynbTaTt oTpMuaTenbHbIi

33HO yKa3aHo He yKa3aHo Pe3ynbTaTbl NOCTaHOBKWN BanuaHbl

9.4.3 MpuHUMNbI MHTEpPNpEeTaUNM pe3ynbTaToB UCCNeA0BaHUS npuBeaeHbl B Tabnuue A.2 npuno-
XeHuna A.

9.5 Mpy nonyyeHnun AN oTpuuaTenbHOro KOHTPOAbHOro obpasua pe3ynbLTaTtoB, OT/IMYAOLWMXCS
OT YKa3aHHbIX B Tabnuue 4 (Ana BapuaHTa ucnonHeHusa bakPesucta GLA) u tabnuue 5 (ans
BapuaHTa ucnonHeHusa bakPesucta GLA Van/Mec) pe3ynbTaTbl BCEN NMOCTAHOBOYHOMW Cepumn
cunmTalT HeaocToBepHbIMM. B 3TOM cnydyae HeobxoaAMMO npoBeaeHue creumanbHbIX
MeponpuATUN AN YCTPaHEHUS BO3MOXHOMW KOHTaMUHaL MWW,

9.6 Mpu noaydyeHUn Ans NONOXKUTENBHOrO0 KOHTPOSIbLHOro obpasua pe3ynbTaToB, OTINYAOLWNXCS

OT yKa3aHHbIX B Tabnuue 4 (ans BapuaHTa ucnonHeHusa bakPe3sncrta GLA) v tabnuue 5 (ans
BapuaHTa wucnonHennss bakPe3ncta GLA Van/Mec), TpebyeTca NOBTOpHas MOCTaHOBKA

amnnmdurkaumm Bcen naptum obpasuos.

BHUMAHME! OTtpuuaTenbHbli pe3ynbTaT, MOJYyYEeHHbI NpU UCCAeLOBaHWW, HEe UCK/YaeT BO3-

MOXHOCTU Haln4yua y 6aKTEDV|l7| Apyroro MexaHmaMma pe3ncCTteHTHOCTU K rianKkonenTtugHbiM U 6eta-

NNaKTaMHbIM aHTM6VI0TVIKaM3.

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.
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10 TPAHCNOPTUPOBAHMUE, XPAHEHUE N SKCIMJIYATAUNA
10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHue Habopa peareHTOB OCYLLECTBASIOT B TEPMOKOHTEMHEpax C xsagoane-
MeHTaMn BCEMM BWAAMW KPbITOro TpaHCMoOpTa Npu TemMnepaType BHYTPU KOHTeMHepa OoT 2

°C po 25 °C He 6onee 5 cyTok.

10.1.2 Habopbl peareHToB, TPAHCMOPTUPOBAHHbIE C HApPYLUEHMEM TeMnepaTypHOro pexuma, npu-

MEHEHWUIO HEe noanexar.
10.2 XpaHeHue

10.2.1 Habop peareHToB c/ieAyeT XpaHUTb B XOJ0AUAbHUKE NN XONO4NABHOM Kamepe npu Temne-

paTtype ot 2 °C go 8 °C B Te4eHMe BCEro CPOKa rogHOCTU Habopa peareHTOB.

10.2.2 Cwmecu gnga amnnandukaumm, 3anedataHHble napadumHOM, criegyeT XpaHUTb B XONO4UTbHUKE
WIKN X0noaunbHOW Kamepe npu Temnepatype oT 2 °C go 8 °C B 3awWuwéHHOM OT CBETa Mec-

Te B TEYEHWE BCEro CpoKa roAHOCTU Habopa peareHTos.

10.2.3 Habopbl peareHToB, XpaHMBLUMECS C HapyLUEHWEM pEeriaMeHTUMPOBAHHOIO peXxwuma, npume-

HEHWIO He noanexar.
10.3 YkKasaHu4 no akcnsyataumun

10.3.1 Habop peareHTOB AOJ/IXXEH MNPUMEHSATLCS COrNAacHO AENCTBYHOWEN BEPCUN YTBEPXKAEHHOWN

WMHCTPYKLMN MO NPUMEHEHMUIO.

10.3.2 [ns nonyyeHus 4OCTOBEPHbLIX pe3y/bTaToB HEO6X0AMMO CTporoe cobntogeHne MHCTPYKLMK

no NMpuUMeHeHnto Habopa peareHToB.

10.3.3 Tlocne BCKpbITUSA YNaKOBKM KOMMNOHEHTbLI Habopa peareHTOB crieayeT XpaHUTb Mpu cneayro-

LWKMX yCnoBuax:

. KOMMOHEHTblI Habopa peareHToB cneayeT XpaHUTb B XON04UbHUKE MW XONO0ANTbHOM
Kamepe npu Temnepatype oT 2 °C go 8 °C B TeueHue BCero cpoka rogHoctm Habopa

peareHToB;

. cMecu ansa amnnudukaumu, 3anedaTaHHble napaduHOM, cneayeT XpaHuTb B XONO-
AVIbHUKE UK XON0AMNbHOW KaMmepe npu Temnepatype oT 2 °C go 8 °C B 3aWULLEH-

HOM OT CBeTa MecCTe B TeYeHMe BCero cpoka rogHoctn Habopa peareHToB.

10.3.4 Habopbl peareHToB C UCTEKLIMM CPOKOM FrOAHOCTU MPUMEHEHUNIO HE noafexar.
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YKA3AHUA MO YTUIN3ALMNA

MNpu Mcnonb3oBaHWK Habopa peareHToB B KJMHUKO-AMArHOCTM4Yeckol nabopatopun obpa-
3YIOTCS OTX0Abl KNlaccoB A U B, KoTopble KNnaccuduuMpyoTcs U YTUIM3UPYIOTCS B COOTBET-

CTBUK C TpeboBaHusamu CaHlmnH 2.1.7.2790-10.

Ha6opb| peareHToB, npuweawmne B HeENpuUrogHoCTtb, B TOM 4unCrne, B CBA3N C UCTEYEHUEM
CpoOKa rogHocCTn, N HEUCNONb30BAHHbIE pPeaKTUBbl, OTHOCATCA K Knaccy b v noanexar yTu-

nmM3aumu B COOTBETCTBUK C TpeboBaHusaMu CaHnluH 2.1.7.2790-10 n MY 1.3.2569-09.

YnakoBka Habopa peareHToB (KOpo6Ku, rpunmnepbl) Nocsie UCNOoMb30BaHUSA MO HasHAYeHUIo,

OTHOCUTCS K OTX0AaM KJacca A 1 YyTUIN3UPYETCSA C 6bITOBbIMM OTXOAAMMU.
FAPAHTUN U3ITOTOBUTEJIA

MpeanpusiTMe-U3roToBUTENb FapaHTUpPyeT COOTBETCTBME Habopa peareHToB TpeboBaHMAM
TEXHUYECKMX YC/TIOBUIA NpU CO6MIOAEHMM YCNOBUIA TPAHCMOPTUPOBAHMUSA, XPaHEHUS U 3KC-

nnyaTtaunnm, yCtTaHoB/IEHHbIX TEXHUYECKNUMWN YCITOBUAMN.

Cpok rogHocTn Habopa peareHToB — 12 MecsaueB npu cobnogeHUn BCEX YC/I0BUIA TpaHC-

NOPTUPOBAHUA, XPaHEHUS U SKCMyaTauuu.
PEMOHT U TEXHUYECKOE OBCNTY>XKXUBAHMUE

Habop peareHTOB NMpeaHasHa4yeH Ans OAHOPA30BOr0 WCMOMIb30BAHUA U HE MOANEXUT Tex-

HUYECKOMY 06C/TY)KMBAHUIO U TEKYLLEMY PEMOHTY.

= HEYHOro CBETa

14 CUMBOIJ1bl, UCNOJ1Ib3YEMbIE NP MAPKUPOBKE HABOPA PEArEHTOB
VD MeauuMHCKOe usaenue Ans an- [TE O6paTnTeCh K MHCTPYKLMKU NO nNpuMe-
arHOCTUKMU in vitro HEHUIO
,i’ TeMnepaTypHbI AManasoH KaTanoxHblit HoMep
4 Ko/MuyecTBo TecToB o | Anpec usroTosuTens
< He ponyckaeTcsi BO3AeNCTBUE CON-
o2 FoAeH Ao Z& aony A

Cepus Habopa peareHToB @ [aTta narotosneHus
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15 NMNEPEYEHb NPUMEHAEMbIX HALUMOHAJTIbHbLIX CTAHAAPTOB

FOCT 2.105-95 O6wmne TpeboBaHMA K TEKCTOBbLIM AOKYMEHTaM.

FOCT ISO 14971-2011 Uspenusa MegnuuHckue. NpuMeHeHUEe MeHeaAXMeHTa pucKka K MeaMUMHCKUM
n3genunam.

FOCT P 15.309-98 Cucrema pa3paboTkm M NOCTAaHOBKM NpPOAYKUWM Ha NPOM3BOACTBO. McnbiTaHUs U
npuémMka BbiNyCKaeMon nNpoayKumn. OCHOBHbIE NOMOXEHMUS.

FOCT P 51088-2013 MeauumHCcKkne wus3genuss Anst ANArHOCTMKWM WMH BUTPO. PeareHTbl, Habopebl
peareHToOB, TECT-CUCTEMbI, KOHTPO/bHbIE MAaTepuasbl, NUTaTenbHble cpeabl. TpeboBaHua K n3aenmsam
1 noaaep>XuBarolen JOKyMeHTauunm.

FOCT P 51352-2013 MeanuuHckue nagenus Ans ANarHoCTMKK MH BUTPO. MeToabl NCNbITaHUA.

FOCT P 53022.3-2008 TpeboBaHus K Ka4yeCTBY KJIMHMYECKMX NabopaTopHbIX mucciegoBaHuin, Y.3.
MpaBuia OUEeHKN KIIMHU4YecKon nHhopMaTUBHOCTM NabopaTopHbIX TECTOB.

FOCT P NCO 18113-1-2015 MeauumHckme wspgenusa AN AWarHoctuku in  vitro. WMHdopmauums,
npeaocTtaensiemas usrotoputenem (Mapkuposka). Yacte 1. TepMuHbl, onpepeneHus u obwme
TpeboBaHus.

FOCT P NCO 18113-2-2015 MeauuuHCcKMe w3genusa Ans AuMarHoctuku in  vitro. WMHdopmauums,
npenocraensemMas usrotoeuteneMm (MapkupoBka). Yactb 2. PeareHTbl Anss AMArHOCTUMKKM in vitro
Ans npodeccuoHanbHOro NpMMeHeHus.

FOCT P NCO 23640-2015 MeamumHckmMe usgenus Ans AMarHOCTMKK in vitro. OueHka cTabunbHOCTH
peareHToB A1 AMArHOCTUKMNM in vitro.

FOCT P NCO 15223-1-2014 N3penua meanmumHckme. CUMBOSbI, MPUMEHSEMbIE MPU MapKUpPOBaHUMU
Ha MeAUUMHCKUX u3genuax, 3TUKETKax M B CONpPOBOAUTENbHOM AoKyMeHTaumu. Y.1. OCHOBHble
TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) NNabopaTtopun meanumHckme. TpeboBaHna 6e3onacHoOCTU.

MpnMeyaHMne - YKasaHHble Bbllle cTaHAapThl 6binn D,EVICTBy}OU.lMMM Ha MOMEHT yTBEPXAEHNA UHCTPYKUUNN
no npumeHeHuto. B ﬂ,aﬂbHEVILUEM, npun nonb3oBaHMnN AOKYMEHTOM, LI,EJ'IECOO6|:)63HO NnpoBEPUTHL JencTeme cchbl-
JIOYHbIX HOPMATUBHbIX AOKYMEHTOB Ha TeKyu.LMVI MOMEHT. EC/in CCbINOYHbIN OOKYMEHT 3aMeHéH Unn U3MeHéH, To

npun NnpuMeHeHMN HacCToAaWwero A0KyMeHTa CfieayeT NnoJib30BaTbCA 3aMeHEéHHbIM (I/I3MeHéHHbIM) AOKYMEHTOM.
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16 AOPEC ANA OBPALLEHNA

Mpon3BoacTBo HAabOpoOB peareHToB MMeEeT CepTUMULMPOBAHHY CUCTEMY MEHea)XMeHTa KayecTBa U
cooTBeTCcTBYeT TpeboBaHUAM CTaHAapTa CUCTEM MeHeaXMeHTa kadvecTtea ISO 9001 B obnactu pas-
paboTku, npomssoacTBa U npogaxun IVD peareHToB n NpmbopoB ANS MONEKYNSAPHO-reHETUUYECKOMN
AVWarHoCcTukn, u apyroro nabopatopHoro npuMmeHeHus,, n EN ISO 13485 B obnactn paspaboTkuy,
npomssoactBa w npogaxu IVD peareHToB M npubopoB A9 MeAUUMHCKOW MOJIeKYSpHO-

reHeTU4YeCcKon ANarHOCTUKMN.

MpounssognTennb: O6WECTBO C OrpaHNYEHHOM OTBETCTBEHHOCTbIO «HK-TexHonormnsa TC»;
000 «AHK-TexHonorusa TC», Poccus.

Appec npousBoautensn: 000 «HK-TexHonorusa TC», Poccus, 117246, r. Mocksa,
HayuHbih npoesa, a. 20, cTp. 4.

MecTto npoussoacrTBa: OO0 «[HK-TexHonormns TC», Poccnsa, 117246, r. Mocksa,
HayuHbih npoe3a, a. 20, cTp.4.

Peknamaummn no Bornpocam kadectBa Habopa peareHToB (bakPe3sncrta GLA, bakPe3ucta GLA
Van/Mec) cnegyeT HanpaBnsTb Mo agpecy:
000 «HK-TexHonorua», 117587, r. MockBa, Bapwasckoe w., A4.125X, kopnyc 6, aTax 5,
KOMH.14, Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru
Cnyxb6a KNMeHTCKOM NoaaepXKn:
8-800-200-75-15 (ansa Poccun, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ans ctpaH CHI 1 3apy6exbs, 3BOHOK MAATHbLIN).

E-mail: hotline@dna-technology.ru

Homep 501
2020-07-15
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MpunoxeHue A (cnpaBoyHoe)

MpVHUMNbI MHTEPNpPEeTaLMUn pe3ysibTaToB UccsefoBaHns

YueT, perncrpaums n nepBUYHbIM pacyeT norapndmoB KoHueHTpauun OHK Bo3byautenein

npoBoagAaATCca nporpaMMHbIM obecneyeHnem aBToMaTMyeckun. B gaHHOM NPUNOXEHNUN U3NTOXEHDbI 06-

wne NpUHUMNbI MHTEpNpeTaummn pe3ybTaTos.
Tabnuya A.1 - bakPe3sucta GLA

BbibpaHHbI hnyopodop

6onee npobupok
N21-8)

poOK, YTO W MO KaHa-
ny Fam, Cy5), npo-
6upka N3 - 6e3 BK

6onee npobupok
Ne2-8)

Pe3ynb- MHTepnpeTaums
Fam Hex Rox Cy5 TaT pesynbTaTa
AHanusnpyemMble obpasusbl
3HauyeHue Ig ykasa- 3HayeHue Ig yka- O6Hapy>XeHbl reHbl, ac-
HO 3aHo COLMMPOBaHHbIE C
(ans ogHoM nnn SHauenne He - (ans ogHoM nnu + PE3NCTEHTHOCTbIO K aH-
YUYMTbIBAETCS
6onee npobupok 6onee npobupok TMbMoTmKam
Ne1, 3-8) N92-8)
3HadeHue Ig He 3HadeHune Cp ykasa- 3Ha4yeHune Ig He He obHapy>eHbl reHbl,
yKasaHo HO yKasaHo accouumMpoBaHHbIe C
(ans ogHom nnn (ans Tex xe npobu- ) (ans ogHoM nnn ) PE3UCTEHTHOCTbLIO K aH-
6onee NpobMpoK | poK, YTO M NO KaHa- 6onee npobumpok TMbnoTmkam*
Ne1, 3-8) ny Fam, Cy5), npo- Ne2-8)
6upka N3 - 6e3 BK
3HadeHune Cp He 3HadeHue Cp He 3HadeHue Cp He PesynbTaTt
yKa3aHo yKa3aHo yKa3aHo HEeAOCTOBEPHbIM
(ans ogHom nnn (ans Tex xe npobu- ) (ans ogHom nnn ha

Tabnunuya A.2 - bakPe3sncrta GLA Van/Mec
BbibpaHHbIN pnyopodop
Fam Hex Cy5 PesynbTaTt NHTepnpeTauusa pesynbtaTa
AHanusnpyemble obpasubl
3Hauenme Cp 3Ha4veHue 3Ha4yeHune O6HapyxeHbl reHbl van A\B, accounmpoBaHHble C
Ka3aHO He yuyuTbiBa- Cp + PE3NCTEHTHOCTbID K BaHKOMWUWHY, TEMKOMAaHW-
Y eTca He yKa3aHo HY.
3HaueHune o
3HadeHune Cp HE YUNTbIBa- 3Ha4yeHune + Ob6HapyxeH reH mec A, acCoLMUPOBAHHbIN C
He yKa3aHo eTCS Cp ykasaHo PE3UCTEHTHOCTbIO K METULMIZIMHY, OKCALUWINNHY.
3HaueHme Ob6HapyxeHbl reHbl van A\B, mec A,
3HadveHune Cp HE YUNTbIBa- 3Ha4veHune + accoummpoBaHHble C PEe3UCTEHTHOCTbID K BaHKO-
yKasaHo eTCs Cp ykasaHo MULIMHY, TENKOMJAHUHY, METULMANINHY, OKCauu-
NIVHY.
3HayeHune
3HadeHune Cp | 3HaueHue Cp C ) He obHapy>XeHbl reHbl, acCoOLMMPOBAHHbIE C
He YyKas3aHo yKasaHo P PE3UCTEHTHOCTbLIO K aHTMbMoTnkam*
He yKa3aHo
3HayeHune
3HadeHune Cp | 3HaueHue Cp o
Cp HAO HepocToBepHbIN pe3ynbTaT
He yKa3aHo He yKa3aHo
He yKa3aHo

*OTpuuaTenbHbli pe3ynbTaT, MOJIlyYeHHbI MNpU UCCNefO0BaHWM, He WCK4YaeT BO3MOXHOCTM Hanumuus y bakTepui

Apyroro MexaHunama pe3ncTeHTHOCTU K MuKonenTtuaHbiM U 6eTa-nakTaMHbIM aHTMBNOTMKAM.




OHK-TexHonorus
117587, MockBa, Bapwasckoe w., 4.125%, kopn.6, atax 5, koM. 14
Ten./dakc +7 (495) 640-17-71
Cny»x6a KIMEHTCKON NOAAEPXKKN:
8-800-200-75-15 (ana Poccum, 3BOHOK 6ecniaTHbIN)
+7 (495) 640-16-93 (ans ctpaH CHI 1 3apyb6exbsi, 3BOHOK MJaTHbIN)
E-mail: hotline@dna-technology.ru



