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HaumeHogaHue MeOuyuHCK020 uzdenusi
Habop peareHToB Ansi onpegeneHns 4yBCTBUTENbHOCTU MUKPOOPraHM3aMoB kK aHTubuotnkam MIKROLATEST.

lpouseodumenb

Erba Lachema s.r.o. (Opba Jlaxema c.p.o.)

Appec: Karasek 2219/1d, 62100 Brno, Czech Republic (Kapacek 2219/1[1, 62100 r. BpHo, Yelickaa Pecnybnuka)
Ten.: +420 517 077 111, diagnostics@erbamannheim.com

YnonHomou4eHHbIl npedcmasumens npouseodumerns 8 P®

AxumoHepHoe obLectBo «3PBA PYC» (AO «OPBA PYC»)

Apgpec: 109029, r. Mockea, yn. Hwkeropopckas, .32 ctp. 15, a1. 5, nom. 1, kom. 35A, 37, 38, 39
Ten./dpakc: +7 (495) 755-78-81, 755-78-92, sale@erbamannheim.com

HasHaveHue u npuxnyun delicmeausi MeGUUYUHCKO20 u3denus

Ha6op peareHToB Ansi onpegeneHns 4yBCTBUTENbHOCTU MUKPOOPraHnamMoB k aHTnbnotnkam MIKROLATEST npenHasHayeH Ans onpefeneHns YyBCTBUTENbHOCTU
MVKpPOOpraHM3MoB K aHTMbnoTnkam Ha ocHose onpeaenexnuns MIMK (MyuHMManbHoOM NogaBnstoLwen KOHLEHTPaLUmm), To eCTb HanMeHbLUIEN KOHLEHTpaLUmn, kotopast
VHIMGUPYEeT POCT MUKPOOPraHW3MOB.

lMoka3aHus:

- WccnepoBaHue YyBCTBUMTENBHOCTY MUKPOOPraHU3MOB, BbiAENEHHbIX U3 KIMHUYECKMX 06pasLioB, K aHTMBMOTHKaM.
lMpomueonoka3aHusi:

- He BbisiBNEeHbI.

O6nacmb npumeHeHUs1 ((hyHKYUOHa/IbHOEe Ha3HaYyeHue):

- JlabopaTopHas in vitro gnarHocTuka.

lMomeHyuanbHbIe Mompebumesnu MedUUYUHCKO20 U3denus:

- KeanudwuumpoBaHHbI nepcoHan Mukpobuonornyecknx n bakrepuonoruyecknx nabopatopui.

C nomolLupblo BapuaHTa ncnonHeHus Habopa peareHToB Ans onpeaeneHns YyBCTBUTENbHOCTU MUKPOOpraHnamMoB k aHTubnotrkam MIKROLATEST «MIMK AManumnnuH»
onpeaensieTcs YyBCTBUTENbHOCTb SHTEPODAKTEPUIA U SHTEPOKOKKOB K aMMULMMNMHY Ha ocHoBe onpeaenenns MIMK (MyuHMMansHo noaaenstowen KoHLEHTpaLumm), To
€CTb HaVMeHbLLIEN KOHLeHTpaLun, kKoTopas npeaoTBpaLLaeT BuaMMblin poct 6aktepuin. Komnnekt cogepxut 36 cTpunos.

MpuHUMN aHanusa 3aknovaeTcs B pernapartaunm aHTUGMOTUKOB B JIyHKax C Ucrnonb3oBaHneM 6ynboHa Mionnepa XuHToHa |l ¢ 6aktepuanbHon cycneHameit. Mocne 16 -
20-4acoBoWi HKybaLmMy pe3ynbTaTbl CHATLIBAIOTCS BU3YarlbHO..

B KOMMMEeKT BXogaT:

¢ MnaHwer ¢ 12 ctpunamu — 3 Wr.

* MakeT nonuatuneHosbIn — 10 wWT.

* MelLlok Anst XpaHEHWst HeUCNoNb3yeMblX CTPUMOB — 1 LWT.
* VIHCTpYyKUMS NO NpuMeHeHuto — 1 wr.

XpaHeHue u cpok 200Hocmu Habopa:

PekomeHnayeTca xpaHuTb Habop (oT +2 go +8)° C. [laTa ucteveHns cpoka rogHOCTW ykasblBaeTCs Ha Kax/aol ynakoske. PekoMeHayeTca ocTaBWTb NnaHLWweT nepes,
paboToi Npu KOMHATHON TemnepaTtype He MeHee YeM Ha 30 MUHYT [0 BCKPbITUSA yNakoBKW, YTOObI n3bexaTb 06pa3oBaHus KOHAeHcaTa.

Mocne Toro, kak antoMUHMEeBas ynakoBka 6yAeT OTKpbITa U 6yAeT CHATA NOKpbIBaloLWas NneHka, He OCTaBMATbL OTKPbITbIe NnaHweTsbl!!! BnaxHocTe Bo3ayxa
CHMXaeT akTMBHOCTb aHTU6MoTMKOB!!!

Mamepuansi, Heo6xo0umbie O7s1 MpoeedeHuUsI mecma, Komopbie He 8X00siM € KOMIJIeKm:

* CTepunbHbIVi (h1M3NONOrNYECKnn pacTBOp

» BynboH Mionnepa-XuHToHa |l ¢ 3ag4aHHbIM KaTUOHHBIM COCTaBOM (Hanpumep, cycrneHanoHHas cpega MIC kat. No MLT00070) ans aHTepobakTepuii
» CycneHsunoHHas cpega MIC G+ (kaT. No MLT00071) ansi 3HTEPOKOKKOB

* CrtepunbHble Npobupku

* CTepunbHble BaHHOYKM 60 Mn Ans nuneTupoBaHus kat. No. 50004457

* Pawmku gns nonoc kat.No. 50004477

« [owaroBbii MHOroKaHanbHbIN gosatop Ansa fo3nposkn 100 mMkn

* [Mwunetka gnsa gosvposku 20-60 Mkn

» [pnbop Ans namepeHust onTuyeckom NNoTHoCTM GakTepuansHoro uHokynsTta (Hanpumep, DENSILAMETER |1, Ne no katanory INS00062)

* WNukybatop 35+2°C

* Mukpobuonornyeckoe nabopaTopHoe ocHalleHne (NeTnu, Mapkep, ropenka u T. a.)

BHumaHue: Ha6op npedHa3Ha4yeH MoJsIbKO 07151 IpogheccuoHaIbHO20 ucrnosb3oeaHusi! Cobnodaiime npasusna pabomsi ¢ UHPEKYUOHHbIM Mamepuasnom!

HUHCcmpykyusi o NnpuMeHeHUuto

Modzomoeka 6akmepuanbHOU cycrneH3uu (pekomeHdyemasi npoyedypa):

1) MoaroTtoBuTb NPOBMPKY C HPUMONOrMHECKUM PACTBOPOM.

2) B3aTb HECKONbKO KOMOHWIA ¢ 18-24-4acoBoii KynbTypoi Ha KPOBSHOM arape 1 NpUroToBUTb BakTepuanbHyto cycrneHaunio MyTHocTbio 0,5 no wkane Mak®apnaHaa B
h131ONOrNieckomM pacTeope.

3) WHokynuposatb 60 Mkn 6akTepuansHol cycneHsun B npobupky ¢ 13 mn cycneHavnoHHol cpeabl MIC ansi aHTepobakTepuii unu cycneHsnoHHon cpeabl MIC G+ ans
3HTEPOKOKKOB. XOPOLLO FOMOreHU3VMpOBaTh CYCMEH3MIO.

WHokynsiyus e nnaHwem:

CHATb anioMWHUEBYIO MNacTUHY C MrlaHLeTa, MOXHO MCMosfib3oBaTh ckanbrneflb (HEMocpeAcTBeHHO nepep WHokynsiuven). He ocTaBnATb OTKpbITbie NMaHLeTbl

He3awmweHHbIMK!!! BnaxHocTb Bo3ayxa CHMXaeT akTMBHOCTb aHTUGMoTukoB!!! Hencnonb3ayemble CTpUnbl NOMECTUTL B NakeT AN XpaHeHus. MomMecTuTb nakeT ¢

cunvikarenem B nakeT AJf1sl XPaHEHUs U 3aKpbITb €ro A4S NocrneayoLLero UCnonb3oBaHus. XpaHuTb npu Temnepatype 2-8 ° C makcumym 4 Hegenu.

3anucaTtb HOMep VccreayeMoro WTamMmmMa Ha CTpune U BCTaBWUTb CTPUN B cBOGOAHYI0 pamKy. MHokynuposaTb 100 MK CycrieH3MOHHOM cpefbl ¢ 6akTepuanbHbIM

VNHOKYNATOM B K&XA Y0 MYyHKY cTpuna.

I'Ipvlmeanme: ncnonb3oBaThb CTpUNbl B TEYEHUE 60 MUWHYT nocne yaaneHua n3 antoMUHMEBON YNaKOBKW.

WHky6ayus:
BcTaBWTb MHOKYNMPOBAHHBIN CTPUM B PaMKy 1 3aTeM B MOMUATUIEHOBLIN NakeT. 3aBepHYTb OTKPLITbIN KOHEL, NakeTa noA MiaHWeT, YTo6bl NpeaoTBpaTUTL UcrnapeHve Bo
BpeMsi nHKybaumn. Minkybrposatb nnaHwert npu 35 + 2° C B TeyeHne 16-20 yacos.

OuyeHka:

[ocTtaTtb nnaHLWweT 13 NonNnaTUNeHoBoro naketa. 3adukcrpoBaTte POCT B MUKPOMYHKax OAHUM U3 NPUBEAEHHbIX HIKE CnocoboB:
1) MpocmoTpeTb NNaHLWeT Ha cepoM oHe Unu No Tabnuue B MHCTPYKLWN.

2) [MpocmoTpeTb B €CTECTBEHHOM MU UCKYCCTBEHHOM PaccesiHHOM CBeTe.



lpu cyumsbieaHuu pe3ynbmama Heo6xo0umMo o6pamumb HUMaHUe:

Mepen oueHkon pesynbTaTa Heo6xoAUMO 3aduKCMpoBaThb POCT B NyHKe ¢ KOHTponem pocTa (psia H)! Ecnu pocTa Het, Tect HE AJOJTXEH 6b1Th oueHeH! MIMK (MIC) - camas
HU3KasA KOHLeHTpaLUWA aHTUGMOTUKA B NyHKe, rAe He HabnoaaeTcA BUAMMBINA pocT. He nyTaTh pocT ¢ ny3bipbkaMu Bo3ayxa B cpefe. 3anucaTb pe3ynbTaThbl

Tab6. 1: Cxema nnaHweTa: cepuitHble pa3BeAeHUss amnuuunnHa (mr/n)

AMP AMP AMFP  AMP AMP AMP AMP AMP AMP AMP AMF AMP

A 64 B4 B4 64 64 64 [ (-1} 64 64 64 B4

B AMP AMP AMP  AMP AMP AMP AMP AMP AMP AMP AMP AMP
32 32 32 a2 32 32 32 32 32 32 3z 32

c AMP AMP AMP  AMP AMP AMP AMP AMP AMP AMP AMP AMP
16 16 16 16 16 16 16 16 16 16 16 16

D AMP AMP AMP  AMP AMP AMP AMP AMP AMP AMP AMP AMP
8 8 E] ] 8 8 ] a 8 8 E] k]

AMP  AMP AMP  AMP AMP  AMP  AMP AMP  AMP AMP  AMF  AMP

4 4 4 4 4 4 4 4 4 4 4 4

F AMF AMP  AMF AMF AMP AMPF AMF AMF AMF AMF AMF  AMP
2 2 2 2 2 2 2 2 2 2 2 2

G AMP AMP AMP AMP AMP AMP AMP AMP AMP AMP AMP AMP
1 1 1 1 i 1 1 1 1 1 1 1

H WOHTP.  MOHTP.  WOWTP. HOMTR.  HKOHTD.  Kowvp. MoWTp.  MOHTP.  WOMTP.  WOHTP.  WOWTP.  KDHTP.

pocTa  pOCTA  pocTAa  pOCTA  OCTE  POCTA  pOCTA  POCTA  pOCTA  POCTE poCTA  pOCTA

Ampleiin Amplciin Amplclin Ampiclin Ampielin Ampiciin Ampicllin Ampiciin Ampiciin Amplciin Ampletin Amgicllin
1 2 3 4 5 6 T 8 9 10 1 12

Tab6. 2: KnuHnyeckmne koHTponbHble Toukn MMK (Mr/n) ana amnuuunnuHa:

EUCAST CLsI
4YyBCTBUTENbHbIN NPOMEXYTOUYHbIN| PEe3UCTEHTHbIN [HYBCTBUTENbHbLIA |[MPOMEXYTOYHbIN Pe3UCTEeHTHbIN
Enterobacteriaceae <8 216 <8 16 232
Enterococcus spp. <4 8 216 <8 216

ATU (3oHa TexHn4eckoln HeonpeaeneHHOCTN Npu onpeaeneHuy YyBCTBUTENbHOCTY K aHTMBMOTUKaM) - 10 MHTepnpeTauumn pe3ynbTaToB:
- NOBTOPUTbL TECTUPOBaHWE

- UCMONb30BaTh anbTEPHATUBHbIE TECTbI

- MOHWU3NTb KaTeropwio YyBCTBUTENbHOCTM

- BKIIOYUTb HeonpeneneHHoCTb B OTHeT

Bonee noapobHas nHpopmMaums Ha cavte www.eucast.org

WHTepnpeTtauus:

Mcnb'IJTyZMbIL;I LITaMM KaTeropuM3oBaH KaK YyBCTBUTENbHbIN-NPOMEXYTOUYHbIN-PE3UCTEHTHbIN K aMNULIMINIMHY Ha ocHoBe onpeaeneHus MMK B cooTBeTCTBUM C
Tabnuuamu nHTepnpetauum EUCAST (1) unm B cooTBeTCTBMM € AoKyMmeHTOM CLSI M100 (2).

[pyrve kputepuu AnNs WHTeprnpeTauun AOMKHbI UCMONb30BaTbCA B 3aBUCMMOCTM OT HaLMOHaNbHbIX W NabopaTopHbIX CTaHAAPTOB, HanpuUMep, SKCMepTHble npasuna
EUCAST (3) nnu pokymentaums CLSI M100-S27 (2) n MO7-F4 (4). Mpw nHTepnpeTaumnm pe3ynbTaToB HEOOX0AMMO Yy4uTbIBaTL Creaytolime napameTpbl: naeHTudukaums
BWJOB, NPOUCXOXAEHWe BblIBOPKY, ncTopus 6onesHn nauneHTa unu pesynbTaTbl AOMONHUTESbHbLIX TECTOB.

KoHTponb kauecTBa:
PekomeHayloTCs criegyloliMe KOHTPOMbHbIE LWTaMMbl AN BHYTPEHHEr0 TECTUPOBaHWS (DYHKLUMOHANBHOCTM aHTMGMOTMKOB B nabopaTtopuu. Mpu oueHKe pesynbTaToB
Heobxoanmo cnegosatb ctaHgaptam EUCAST wnu CLSI.

CCM 3954 (ATCC 25922) CCM 4224 (ATCC 29212)
Escherichia coli Enterococcus faecalis
MK (mr/n) MK (mr/n)
AMP AMP
2-8 0.5-2

ATCC — AmepukaHckasi KOnnekums TUNoBbIX KynbTyp
CCM — Yeluckasn KONMeKUMs MUKpoopraHusmoB, YHuepcuteT Macapuka, dakynbTeT ecTecTBEHHbIX Hayk, nomellueHve 5, kopnyc A25, 625 00 BpHo, Ten. 549 491 430,
dakc 549 498 289, http://www.sci.muni.cz/ccm, e-mail: ccm@sci.muni.cz

OxpaHa 300poebsi:
KomnoHeHTbl Habopa He KNaccuULMPYOTCS Kak onacHble.

Ymu.nusaumﬂ ucnosib30eaHHO20 Mamepuarsna: Mcnonb3oBaHHbIV nnaHweT YyTUnm3npoBaTtb NyTeM aBTOKIIaBUPOBaHUA.

Jlumepamypa:

1) EBponenckuin KoOMMTET NO TECTUPOBAHUIO HA MPOTUBOMMUKPOGHYIO BOCMPUUMUYMBOCTb. Tabnuubl KOHTPOMbHbIX ToYek Anst nHtepnpeTtauum MIC u gnanasoHoOB 30H,
http://www.eucast.org

2) CLSI: CtangapTbl adheKTMBHOCTM ANt TECTUPOBaHUS NPOTUBOMUKPOGHOW BocnpunmymnsocTy; CLSI gokymeHTaumns M100. YaiH: IHCTUTYT KNUHUYECKKX U
nabopaTtopHbIX CTaHAAPTOB.

3) OkcnepTHble npaBuna EUCAST npu TeCcTMpoBaHWUM aHTUMUKPOBHOI YyBCTBUTENBHOCTH, http://www.eucast.org

4) CLSI: MeToapl pa3segeHnin Ana aHannsa aHTUMUKPOBOHOWM YyBCTBUTENbHOCTY BakTepuit, pacTylmux B adpobHbix ycrnoBusix. JokymeHT CLSI MO7. YainH: UHcTutyT
KIMMHNYeCcKnXx 1 nabopaTopHbIX CTaHAapTOB.

[ata nepecmotpa: 15. 11. 2019
NCMNOJNb3YEMbIE CUMBOIJbI

KatanoxHbii Homep - WH BUTPO AnarHocTuka u MpownssoanTens Dj] Mepen ncnonb3oBaHNemM BHUMATENbHO
n3y4anTe MHCTPYKLIMIO
Howmep naptun ,l/ TemnepaTypa xpaHeHus g CpOK rogHoCTM c E Wapenve umeet mapkuposky CE

CofepXnMoro 4oCTaTouHO Anist
npoBeAeHNs N-KonmyecTsa
TECToB
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