MIKROLATEST®

c e Ha60p peareHToB OnA onpeneneHna 4yBCTBUTEITIbHOCTU MUKPOOPraHN3MOB K
aHTMbmnotnkam MIKROLATEST «MIK Llechbennm»

Kar. No.: MLT00052 Onsa mukpo6uonorum

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 ucnonHeHus Habopa peareHToB Ans onpegeneHns YyBCTBUTENbHOCTU MUKPOOpraHnamMoB kK aHTubnotnkam MIKROLATEST «MIK Liecbenum»
onpepaensieTcs YyBCTBUTENbHOCTb rpaMoTpuLaTenbHbIX 6akTepuin (3HTepobakTepumn 1 rpamoTpulaTenbHble HedhepMeEHTUPYIOLLIME Nanoyku) k Ledenrmy Ha ocHoBe
onpeaeneHns MK (MMHUManbHON NOAaBMAOLENR KOHLEHTPaUuUK), TO eCTb HaUMeHbLUEN KOHLEHTpaLmMK, KoTopas npeaoTepallaeT BUAMMbIA pocT baktepuii. Komnnekt
conepxuT 36 cTpunoB.

MpuHUMN aHanusa 3akno4aeTcs B perngpataumm aHTMBUOTMKOB B NyHKax ¢ Ucnonb3oBaHnem 6ynboHa Mionnepa XuHToHa |l ¢ 6aktepuanbHoii cycneHsunet. Mocne 16 -
20-yacoBon MHKyBaLuum pe3ynbTaTbl CYATBIBAOTCS BU3yarbHO.

B komnnekT BXxoAAT:

* MnaHwert ¢ 12 cTpunamu — 3 wWr.

 [MakeT nonuatuneHosbIn — 10 WwT.

* MeLwok ANs XpaHeHUst Hemcnonb3yeMbIX CTPUNOB — 1 WT.
¢ WMHcTpykumsa no npumeHeHnto — 1 wr.

XpaHeHue u cpok 200Hocmu Habopa:

PekomeHayeTcs xpanutb Habop (o1 +2 go +8)° C. [laTa ucteyeHus cpoka roqHOCTM yKa3biBAE€TCSA Ha KaXOoW ynakoBke. PekoMeHAyeTCsi OCTaBUTb NMaHLLeT nepeq
paboToii Npu KOMHaTHON TemnepaType He MeHee YeM Ha 30 MUHYT 40 BCKPbITUS YNakoBKKW, 4TOGbI n3bexaTb 06pa3oBaHus KoHOeHcaTa.

Mocne Toro, kak antoMUHMEBas ynakoBka 6yAeT OTKpbITa U 6y[eT CHATa NOKpbIBaloLasl NreHKa, He OCTaBMATb OTKPbITbIe NnaHweTsbI!!! BnaxHocTbe Bo3ayxa
CHWXaeT aKTUBHOCTb aHTUGMoTuKOB!!!

Mamepuanbi, Heo6xo0umbie O1ns1 NposedeHUsi mecma, Komopbie He 8X00siM 8 KOMIIeKm:

*  CTepunbHbIi (hM3NONOrNYecKmin pactTBop

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

« CrepunbHble Npobupku

* CTrepunbHble BaHHOYKM 60 Mn Anst nuneTupoBaHus kat. No. 50004457

« Pawmku gns nonoc kat.No. 50004477

« [MowaroBbli MHOroKaHanbHbIN go3atop Ansa Ao3nposkn 100 mMkn

* [Mwunetka gnsa gosvposku 20-60 Mkn

» [pnbop Ans namepeHust onTuyeckor NNoTHocTM BakTepuansHoro uHokynsta (Hanpumep, DENSILAMETER |1, Ne no katanory INS00062)
* WNukybatop 35+2°C

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

BHumaHue: Ha6op npedHa3Ha4yeH MoJsibKO 07151 IpogheccuoHaIbHO20 ucrosb3oeaHusi! Cobnodaiime npaeusna pabomsi ¢ UHEKYUOHHbIM 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
chusnonornyeckom pactsope. MNpu npurotoBreHun nHokynsita Pseudomonas spp Heo6xoAMMO yAensiTb AOMNOMHUTENIbHOE BHYUMaHUE AOCTUXKEHUIO OOHOPOAHON
cycneHann 0,5 no ctaHaapTy Mak®apnanaa. B kauecTBe anbTepHaTVBbl MOXHO MCMOMb30BaTh METOZ, BblpalLMBaHus: 3-5 KONIOHUI NepeHOCAT B NPobUpky ¢
NoAXoAsALMM BYNIbOHOM 1 UHKYBUPYIOT A0 AOCTVXKEHWS UK NpeBbilleHnst MyTHocTu 0,5 no ctaHaapTy Mak®apnaHaa. MyTHOCTb KynbTypbl AOBOASIT CTEPUITbHLIM
chusnonornyecknum pactsopom unu 6ynsoHom Ao 0,5 no ctaHaapTy Mak®apnanaa.

3) WHokynuposatb 60 Mkn 6akTepuanbsHol cycneHsum B npobupky ¢ 13 Mn cycneHavoHHol cpeabl MIC. XopoLlo roMoreHusnpoBaTh CyCrneHs3uto.

WHokynsiyus e nnaHwem:
CHsTb anioMUHUEBYO NnacTuHy C nnaHweTa, MOXHO MUCNOonb3oBaTbh CKanbnenb (HeI'IOCpe,D,CTBeHHO nepeg MHOKyJ‘IHLlMeVI). He octaBnATb OTKpbITbIE NNaHLWeTbI

He3awmueHHbIMu!!! BnaxHocTb Bo3ayxa CHUXaeT akTMBHOCTb aHTMGMoTukoB!!! Heucnonb3yemble CTpunbl MOMECTUTb B NakeT AN XpaHeHus. [omecTutb nakeT ¢

cunukarenem B nakeT ANs XPaHEHUs U 3aKpbiTb €ro A4ns NocneayoLero NCnonb3oBaHus. XpaHuTb npy Temnepatype 2-8 ° C Makcumym 4 Hepenu.
3anucaTb HOMep MccreayeMoro WTaMma Ha CTpune W BCTaBUTb CTpun B cBo6oAHYo pamky. MHokynuposaTb 100 MK CyCneH3MOHHOI cpeabl ¢ 6akTepuarnbHbIM
VHOKYISITOM B K&XAYH0 NYHKY CTpUna.

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

WHky6ayus:
BcTaBWTb MHOKYNMPOBaHHbIM CTPUN B PamKy 1 3aTeM B MONUITUNEHOBLIV NakeT. 3aBepHYTb OTKPLITbIA KOHEL, NakeTa noA nnaHweT, YTobbl NpeaoTBpaTUTL UcnapeHue Bo
Bpemsi nHKy6aumn. MHkybuposatb nnaHwet npu 35 + 2° C B TeyeHne 16-20 yacos.

OueHka:

[focTaTb nnaHLWeT 13 NONUITUINEHOBOTO NakeTa. 3adukcupoBaTb POCT B MUKPOIYHKaxX OAHWUM U3 NpUBEAEHHbIX HUKe CrocoGoB:
1) TMpocmoTpeTb NnaHLweT Ha cepoM hoHe unu no Tabnuue B UHCTPYKLMN.

2) TMpocmoTpeTb B €CTECTBEHHOM UMK UCKYCCTBEHHOM pacCcesiHHOM CBeTe.



lMpu cyumsbieaHuu pe3ynbmama Heo6xod0umMo o6pamumb 8HUMaHUe:

Mepepn oueHKoW pe3ynbTaTta Heo6xoAMMO 3ahMKCMpoBaThb POCT B NYHKe ¢ KOHTponem pocTa (pag H)! Ecnu pocTta Het, Tect HE [JOJIXKEH 6b1Tb oueHen! MIMK (MIC) - camas
HU3KaA KOHLeHTpaLUWA aHTUGMOTUKA B NyHKe, rAe He HabnoaaeTcA BUAMMBINA pocT. He nyTaTh pocT ¢ ny3bipbkaMu Bo3ayxa B cpefe. 3anucaTb pe3ynbTaThbl

Ta6. 1: Cxema nnaHiweTa: cepuitHbie pa3BeaeHus uedenuma (mr/n)

CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP

A 32 32 32 32 32 32 32 32 32 32 32 32
B CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP
16 18 16 18 16 16 16 16 16 16 16 16
c CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP
8 8 3 8 3 8 8 8 8 8 8 8
D CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP
4 4 4 4 4 4 4 4 4 4 4 4
E CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP
2 2 2 2 2 2 2 2 2 2 2 2
CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP CEFP CEP
F 1 1 1 1 1 1 1 1 1 1 1 1
o CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP CEP
0.5 0.5 0,5 05 0,5 0.5 0,5 0.5 0,5 0.5 0,5 0.5
Kowtp. Kowrp. Kowrp. Kowrp. Howrp.  Kowrp.  Wowtp.  Kowrp.  Kowtp.  Kowrp.  Kowrp.  Kowrp.
H pocta  pocta  pocta  poeTa  pocTa ot pocTA  POCTZ  POCTA  peCT2  POET3  POCTa

Cefepime Cefepime Cefepime Cefepime Cefepime Cefepime Cefepime Cefepime Cefepime Cefepime Cefepime Cefepime Cefepime

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

Tab6. 2: KnuHnuyeckmne koHTponbHble Toukn MK (mr/n) ansa uedenuma:

EUCAST CLSI
YyBCTBUTENbHbIA | MPOMEXYTOUHbIN PE3UCTEHTHbIA | YYBCTBUTENbLHbLIN | MPOMEXYTOUHbI Pe3UCTEHTHbIN
Enterobacteriaceae <1 24 28 <2 4-8 (SDD) 216
Pseudomonas spp. <8 216 <8 16 232
Acinetobacter spp. - - - <8 16 232

ATU (3oHa TexHn4eckoln HeonpeaeneHHOCTN Npu onpeaeneHnuy YyBCTBUTENbHOCTY K aHTMBMOTUKaM) - 10 MHTeprpeTauumn pe3ynbTaToB:
- NOBTOPUTb TECTUPOBAHWE

- UCNONb30BaThb anbTepPHATUBHbIE TECTbI

- MOHWU3WTb KaTeropuio YyBCTBUTENBHOCTM

- BKMIOYUTb HeonpeaeneHHoCTb B OTHeT

Bonee nogpobHasi nHpopmaums Ha cante www.eucast.org

WHTepnpeTauus:
McnbITyembli WITaMM KaTeropusoBaH Kak YyBCTBUTENbHbLIN-NPOMEXYTOUHbIN-PE3UCTEHTHBLIN K Ledenumy Ha ocHoBe onpegenexusi MMK B cooTBeTcTBUM C

Tabnuuamu uHtepnpetauum EUCAST (1) unu B cootBeTcTBUM C AoKymMeHTOM CLSI M100 (2) ), kateropu3soBaH Kak Y4yBCTBUTENbHbIA-NPOMEXYTOUHbIN/SDD
(4yBCTBUTENbHLIN B 3aBUCMMOCTU OT A03bl)- Pe3UCTeHTHbIN. KpuTepuit nHTepnpeTtauun ans SDD ocHoBaHbI Ha peXxuMax AO3MPOBaHUA, KOTOpble NPUBOAAT K
6onee cunbHomy BosaeincTBuIo Liecdhenmma.

[pyrvie KpuTepun ANns UHTepnpeTauun AOSHKHbl UCMONb30BaTbCsl B 3aBMCMMOCTY OT HaLMOHanbHbIX U NabopaTopHbIX CTaHAApTOB, Hanmpumep, JkcnepTHble MNMpasuna
EUCAST (3) vnu gokymenTbl CLSI M100 (2) n MO7 (4). Mpu uHTepnpeTauuy pe3ynbTaToB HEO6XO0AMMO y4MTbiBaTb criegylolye napameTpbl: uaeHTudvkauma Buaa,
npoucxoxaeHue obpasua, uctopusi 6onesHu naumeHTa unu pesynbTaTtbl 4OMNOSHUTENBHbBIX TECTOB.

KoHTponb kayecTBa:
PekomeHayloTCA criefytolme KOHTPOSbHbIE LUTAMMbl ANl BHYTPEHHEro TeCTUPOBaHWS (PYHKUMOHAMbHOCTU aHTUBMoTkoB B nabopaTopuu. Mpu oOueHke pesynbTaToB
Heobxoanmo crnepgosath ctaHgaptam EUCAST wnu CLSI.

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

CEP
0.5-4

ATCC — AmepuKaHcKkasi KONnekLMst TUNOBbIX KyNbTyp
CCM — Yeluckas konnekums MUKpoopraHuaMoB, YHuBepcuTeT Macapuka, dakynbTeT eCTeCTBEHHbIX Hayk, nomelyeHune 5, kopnyc A25, 625 00 BpHo, Ten. 549 491 430,
dhakc 549 498 289, http://www.sci.muni.cz/ccm, e-mail: ccm@sci.muni.cz

OxpaHa 300poebsi:
KomnoHeHTbl Habopa He KNaccuULMPYOTCS Kak onacHble.

Ymu.nusauu;l ucnosib30eaHHO20 Mamepuarna: Mcnonb3oBaHHbIV nnaHweT YyTMnNm3npoBaTtb NyTeM aBTOKIIaBMPOBaHUA.

Jlumepamypa:

1) EBponeiickuit KOMUTET MO TECTUPOBAHWIO HA MPOTUBOMUKPOBHYIO BOCMIPUMMYMBOCTL. TabnuLbl KOHTPOMbHBIX TOYeK Ans nHTepnpetauun MIC n AmanasoHOB 30H,
http://www.eucast.org

2) CLSI: CtangapTbl adheKTMBHOCTM ANt TECTUPOBaHUS NPOTUBOMUKPOGHON BocnpummMymnsocTy; CLSI gokymeHTaumna M100. YaiH: HCTUTYT KNUHUYECKNX U
nabopaTtopHbIX CTaHAAPTOB.

3) OkcnepTHble npaBuna EUCAST npu TecTMpoBaHUM aHTUMUKPOGHOW YyBCTBUTENBHOCTU, http://www.eucast.org

4) CLSI: MeToapl pa3BefeHuUin Ans aHanusa aHTUMUKPOGHOW YyBCTBUTENbHOCTY BakTepuid, pacTyLumx B aapobHbix ycrnosusix. flokymeHT CLSI MO7. YaiiH: UHeTuTyT
KIMMHUYeCKKX U nabopaTopHbIX CTaHAAPTOB.

[arta nepecmotpa: 15. 11. 2019
MCMNONb3YEMbIE CUMBOIJbI

KaTanoxHblit Homep VIH BUTPO AMArHOCTMKA el MponssoauTens Dﬂ Mepep ncnonbsosaHnem BHAMATENLHO
n3yyaiTe UHCTPYKLMIO
Homep naptuu /l’ TemnepaTypa XxpaHeHus o CpokK rogHocTy c € Wanenue umeet mapknpoeky CE
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