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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 mucnonHeHus Habopa peareHToB Ans onpegeneHns YyBCTBUTENbHOCTU MUKPOOPraHMamMoB K aHTubnotnkam MIKROLATEST «MIK MeponeHem»
onpeaenseTcs YyBCTBUTENbHOCTb rpaMoTpuLaTenbHbIX 6akTepuin K MeporneHemy Ha ocHoBe onpeaenenns MIMK (MMHMManbHON noaaBnsioLLel KOHLEeHTpaLumm), To ecTb
HauMeHbLUEeN KOHLEHTpaumu, KoTopas nHrmbupyeT poct 6aktepuin. Komnnekt coaepxut 36 cTpunos.

TecT ocHoBaH Ha pervapartauum aHTUGMOTUKOB B NyHKax ¢ 6ynboHom Mionnepa - XuHToHa |l n 6akTepuansHoi cycneHsvei. PesynbTaTbl CYMTBIBAOTCSA BU3yanbHO nocne
16-20 yacoB MHKybaLmu.

B KOMMMEeKT BXogaT:

¢ MnaHwert ¢ 12 cTpunamu — 3 Wr.

* [MakeT nonuatuneHosbIn — 10 wWT.

* MelLlok Anst XpaHEHWst HeUCNomnb3yeMbIX CTPUMOB — 1 LWT.
* VIHCTpyKUMS NO NpUMeHeHuto — 1 wr.

XpaHeHue u cpok 200Hocmu Habopa:

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

Mocne Toro, kak antoMuHMeBas ynakoBka 6yAeT oTKpbITa U 6yAeT CHATA NOKpbIBaloLWas NneHka, He OCTaBMATbL OTKPbITbIe NnaHweTsbl!!! BnaxHocTe Bo3ayxa
CHMXaeT akTMBHOCTb aHTUGMoTMKOB!!!

Mamepuansi, Heo6xo0umMblie O7s1 MpoeedeHuUsI mecma, Komopbie He 8X00siM € KOMIJIeKm:

« CTepunbHbIVi (h1M3NONOrNYECKnn pacTBOp

* BynboH Mionnepa-XuHToHa |l ¢ 3a4aHHBIM KaTUOHHBIM COCTaBOM (Hanpumep, cycrneHanoHHas cpega MIC kat. No MLT00070)

* CTtepunbHble Npobupku

* CrepunbHble BaHHOYkM 60 Mn Anst nuneTupoBaHus kat. No. 50004457

« Pawmku gns nonoc kat.No. 50004477

« [lowaroBbli MHOrOKaHanbHbI go3atop Ans fo3uposku 100 Mkn

* [unetka gnsa aosuposkn 20-60 Mkn

« [pubop Ansa n3amepeHns oNTUHECKON NNOTHOCTK BakTepuanbHoro nHokynsta (Hanpumep, DENSILAMETER I, Ne no katanory INS00062)
* WHkybatop 35+2°C

*  Mwukpobuonornyeckoe nabopatopHoe ocHalleHve (MeTnu, Mapkep, ropenka u T. a.)

BHumaHue: Habop npedHa3HavyeH MoJIbKO Onsi NpogheccuoHasIbHO20 ucnosib3oeaHusi! Cobnrodalime npasusa pabombl ¢ UHGPEKYUOHHBLIM Mamepuanom!

MHcmpquu;l no nNPpuUMeHeHur

Modzomoeka 6akmepuanbHOU cycrneH3uu (pekomeHdyemasi npoyedypa):

1) MoaroToBUTL NPOBUPKY C HU3NONOrUHECKUM PACTBOPOM.

2) B3aTb Heckonbko KONoHui ¢ 18-24-4acoBow KynbTypOI Ha KPOBSHOM arape v NpuroToBUTb BakTepuanbHyto cycneHsuto MmyTHocTblo 0,5 no wkane Mak®apnaHga B
chusnonornyeckom pactsope. Heo6xoaMMo yaenuTb AONONHUTENbHOE BHUMAaHWE NpUroToBneHuo cycrneHsnn 0,5 Mak®apnanaa npy UCnonb3oBaHWM MHOKYNSTa
Pseudomonas spp. HOKyNAT MOXHO NpUroToBUTbL anbTepHaTMBHO: 3-5 KONOHWUIA NepeHecTn B Npobupky co cpeaow n MHKybrpoBaTb, Noka He ByaeT AOCTUIHYTa unu
npeBbileHa MyTHocTb 0,5 Mak®apnanaa. MyTHOCTb JOBOAAT CTEPUNbHBLIM (PU3MONOrMYeckm pacTBopoM unu 6ynboHom Ao ypoBHsi 0,5 Mak®apnaHaa.

3) WHokynuposatb 60 Mkn 6akTepuanbHol cycneHsun B npobupky ¢ 13 Mn cycneHavnoHHow cpeabl MIC. XopoLlo roMoreHnsnpoBaTh CyCneHsuto.

UHokynsiyusi e nnaHwem:

CHSTb anioMUHUEBYIO MMACTUHY C NNaHLeTa, MOXHO MCMOMb30BaTh Ckanbheflb (HenocpefcTBEHHO nepen WHokynsiuvein). He ocTaBAsiTb OTKPbITbie MaHLWETbI
HesawmileHHbIMK!!! BnaxHOCTL BO3AyXa CHUXAeT akTUBHOCTb aHTUGMOTMKOB!!! Hencnonb3yemble CTpunbl NOMECTUTL B NaKeT ANs XpaHeHusi. [loMecTuTb naker ¢
cunukarenem B nakeT ANs XPaHEHUs U 3aKpbiTb €ro A4ns NocneayoLero NCnonb3oBaHus. XpaHuTb npy Temnepatype 2-8 ° C Makcumym 4 Heaenu.

3anucaTb HOMep MccreayeMoro WraMma Ha CTpune U BCTaBUTb CTpun B cBo6oAHY0 pamKky. MHokynvposaTb 100 MK CyCneH3MOHHOI cpeabl ¢ 6akTepuarnbHbIM
VHOKYISITOM B K&XAYH0 NYHKY CTpUna.

MpumevaHune: ncnonb3oBaTb CTPUMbI B TedeHne 60 MUHYT nocne yaaneHus us antoMUHNEeBOW YNakoBKu.

WHky6ayus:
BcTaBWTb MHOKYNMPOBaHHbIV CTPUN B PamKy 1 3aTeM B MONUITUNEHOBLIV NakeT. 3aBepHYTb OTKPLITLIA KOHEL, NakeTa noA nnaHweT, YTobbl NpeaoTBpaTUTL UcnapeHue Bo
Bpemsi nHky6aumn. MHkybuposatb nnaHwet npu 35 + 2° C B TeyeHne 16-20 yacos.

OueHka:

[ocTaTb nnaHWeT 13 NONUITUINEHOBOTO NakeTa. 3adukcupoBaTb POCT B MUKPOIYHKaxX OAHWUM U3 NPUBEAEHHbIX HYKe CrocoGoB:
1) TMpocmoTpeTb NnaHLweT Ha cepoM hoHe unu no Tabnuue B UHCTPYKLMN.

2) TMpocmoTpeTb B €CTECTBEHHOM UMK UCKYCCTBEHHOM pacCcesiHHOM CBeTe.



lpu cyumsbieaHuu pe3ynbmama Heo6xo0umMo o6pamumb 6 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 KOHLEeHTpaLUuA aHTUGMOTUKA B NyHKe, rAe He HabnoaaeTcA BUAMMBIN pocT. He nyTaTh pocT ¢ ny3bipbkaMu Bo3ayxa B cpefe. 3anucaTb pe3ynbTaThbl

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

MER MER MER MER MER MER MER MER MER MER MER MER

A 8 8 8 8 8 8 8 8 8 8 8 8
MER MER MER MER MER MER MER MER MER MER MER MER
MER MER MER MER MER MER MER MER MER MER MER MER

MER MER MER MER MER MER MER MER MER MER MER MER

MER MER MER MER MER MER MER MER MER MER MER MER

E 0.5 0.5 0.5 0.5 0.5 0.5 0.5 0.5 0.5 0.5 0.5 0.5
MER MER MER MER MER MER MER MER MER MER MER MER
F 025 025 025 025 025 025 025 025 025 025 025 0.25
MER MER MER MER MER MER MER MER MER MER MER MER
G 012 012 012 012 012 012 012 012 012 012 012 0.12
H KoHtp. KoHTp. KoHTp. KoHTp. KoHTp. KoHTp. KoHutp. KoHTtp. KouTtp. Koutp. KoHTtp. KoHTp.

pocta pocta pocta pocta pocta pocTa pocta pocta  PocTa  pocTta  pocta  pocra

1 2 3 4 5 6 7 8 9 10 M 12

Tab. 2: KnuHnyeckne koHTponbHble Toukn MIMK (Mr/n) ana meponeHema:

EUCAST CLsSI
YyBCTBUTENLHBLINA | MPOMEXYTOUHbLIN PEe3UCTEHTHbIN | YyBCTBUTENbHBLIN |NPOMEXYTOUHLIN | Pe3nCTeHTHbIN
Enterobacteriaceae <2 4-8 216 <1 2 24
Pseudomonas spp. (P. aeruginosa CLSI) <2 4-8 216 <2 4 28
Acinetobacter spp. <2 4-8 216 <2 4 28
Burkholderia cepacia <4 8 216

ATU (3oHa TexHn4eckon HeonpeaeneHHoCTU Npy onpeaeneHnn YyBCTBUTENbHOCTH K aHTMBMOTHUKaM) - 0 MHTepnpeTaLmun pe3ynbTaToB:
- NOBTOPUTb TECTUPOBAHWE

- UCNONb30BaTh anbTepPHATUBHbIE TECTbI

- MOHWU3NTb KaTeropuio YyBCTBUTENBHOCTY

- BKMIOYUTb HeonpeaeneHHoCTb B OTHeT

Bonee nogpobHas nHpopmaums Ha cante www.eucast.org

WHTepnpeTaums:

McnbiTyeMbiin WTaMM KaTeropmsoBaH Kak YWyBCTBUTENbHbIA-NPOMEXYTOUHBLIN-PE3UCTEHTHLIN K MeponeHeMy Ha ocHose onpeaeneHust MIMK B cootBeTCTBUM C
Tabnuuamu nHtepnpetauun EUCAST (1) unu B cooTBeTCcTBMM € AOKyMeHTOM CLSI M100 (2).

MeponeHemM pekomMeHAyeTCs Ans NpoBeAeHUs CKPUHWUHIA NPoAyKuun kap6aneHemas. [MoaTeepxaatoLLye TeCTbl MPOBOASITCS B COOTBETCTBUM C pekoMeHgauusmu EUCAST
(3) unu gokymerTauuen CLSI M100 (2). Opyrne kputepun Ans MHTEpPNpeTaumum AOMKHbI MCNOMNb30BaTbCs B 3aBUCMMOCTU OT HaLUMOHamNbHbIX U NabopaTopHbIX CTaHA4apToB,
Hanpumep, akcnepTHble npasuna EUCAST (4) wunu pgokymeHTtaums CLSI M100 (2) u MO7 (5). MNpu uHTepnpeTaumn pesynbTaTtoB HEOBX0AMMO yuuTbIBaTL criegyolne
napameTpbl: MAEHTUMMUKALMS BUOOB, MPOUCXOXAEHNE BbIBOPKK, UCTOpUst GoneaHn nauneHTa unu pesynbTaThbl AOMONHUTESNbHLIX TECTOB.

Konmponb kayecmea:
PekomeHaytoTCs crieaytoLme KOHTPOSIbHbIE LUTaMMbl A4St BHYTPEHHEro TECTUPOBaHWS DYHKLMOHANbHOCTY aHTMB1oTKkoB B Nnabopatopum. Mpu oueHke pesynbTaToB
Heobxogumo cnegosatb ctaHgaptam EUCAST wnu CLSI.

CCM 3955 (ATCC 27853)
Pseudomonas aeruginosa
MK (mr/n)

MER

0.25-1

ATCC — AmepuKaHckast KONneKLMst TUNOBbIX KyNbTyp
CCM — Yeluckasn KONMeKUMs MUKpoopraHusmoB, YHuBepcuteT Macapuka, dakynbTeT ecTecTBEHHbIX Hayk, nometlleHve 5, kopnyc A25, 625 00 BpHo, Ten. 549 491 430,
akc 549 498 289, http://www.sci.muni.cz/ccm, e-mail: ccm@sci.muni.cz

OxpaHa 300poebsi:
KomnoHeHTbl HaGopa He KnaccuduuMpyoTcst kKak onacHble.

Ymunu3sayus ucnonb3oeaHHoO20 Mamepuarsa: /ICnonb3oBaHHbIN NNaHWeT yTUNM3npoBaTh NyTeM aBTOKaBUPOBAHUS.

Jlumepamypa:

1) EBponenckuin KOMMTET NO TECTUPOBAHUIO HA MPOTUBOMUKPOGHYIO BOCMPUUMUYMBOCTL. Tabnuubl KOHTPOMbHbIX TOYek Anst nHtepnpeTtauum MIC n AMano3oHOB 30H,
http://www.eucast.org

2) CLSI: CtangapTtbl 3EKTUBHOCTU AN TECTUPOBAHUSI MPOTUBOMUKPOOHOI BocnpunmMymBocTy; CLSI gokymeHTaums M100. YaiH: UHCTUTYT KNUHUYECKUX 1
nabopaTopHbIX CTaHAAPTOB.

3) PykoBoactea EUCAST ans BbIIBNEHUS MEXAHW3MOB PE3NCTEHTHOCTU 1 CNeLnUYECcKOn YCTOWYMBOCTM KITMHUYECKOTO U / N 3NMAEMMONOIMYECKOro 3HaYeH s,
http://www.eucast.org

4) OkcnepTHble npaBuna EUCAST npu TecTupoBaHumn aHTUMUKPOBHON YyBCTBUTENBHOCTK, hitp://www.eucast.org

5) CLSI: MeToabl pa3seaeHwin Ans aHanuaa aHTUMUKPOGHOW YyBCTBUTENBHOCTM GakTepui, pacTyLmx B aapobHbix ycrnosusx. [lokymeHT CLSI MO7. YanH: UHcTutyT
KIMMHUYeCKKX U nabopaTopHbIX CTaHAAPTOB.

[arta nepecmotpa: 15. 11. 2019
MCMNONb3YEMbIE CUMBOIJbI

KaTanoxHbln Homep WH BUTPO AnarHocTuka “ MpownssoauTens DE Mepep vcnonb3oBaHMemM BHUMATENbHO

n3yyarnTe UHCTPYKLMIO

LoT Homep naptumn ,]’ TemnepaTypa XpaHeHus Y CpoK roHOCTH c G Wanenme umeet mapkuposky CE

CofepXMMOro AOCTaTONHO A1
NpOBEAEHNS N-KONNYeCTBa
TecToB 2
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