MIKROLATEST®

c e Ha6op peareHToB OnA onpeneneHna 4yBCTBUTEITIbHOCTU MUKPOOPraHN3MOB K
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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 nomolLLpblo BapuaHTa mucnonHenus Habopa peareHToB Ans onpegenexHns YyBCTBUTENBHOCTU MUKPOOPraHM3aMoB k aHTubnotnkam MIKROLATEST «MIK
HuTpodypaHTOMH» onpeaensieTcst YyBCTBUTENBHOCTb MPaMMONOXUTESNbHbIX 6akTepuin (CTacMIIOKOKKOB, SHTEPOKOKKOB 1 CTPEMTOKOKKOB) U 3HTepobakTepuii k
HUTpodypaHTONHY Ha ocHoBe onpeaenexus MIK, To ecTb HauMeHbLLEe KOHLEHTpaLumK, KoTopas npeaoTepallaeT BUAUMbIA POCT BakTepuit.

KomnnekT coaepxwut 36 cTpunos. MpuHUMN aHanm3a 3aknioyaeTcs B perapatauum aHTMbMOTUKOB B NTyHKax ¢ Ucrnonb3oBaHnem 6ynboHa Mionnepa XvHTtoHa Il ¢
6akTepunanbHon cycneHamen. Mocne 16 - 20-4acoBon UHKYOaLMKN pe3ynbTaTbl CYHUTLIBAIOTCS BU3YarnbHO.

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 MmeHee 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, Heo6xo0umMblie Ons1 NpoeedeHuUsI mecma, Komopbie He 8X00siM € KOMIJIeKm:

* CTepunbHbIVi (h1M3NONOrNYECKnn pacTBOp

» BynboH Mionnepa-XuHToHa |l ¢ 3a4aHHbIM KaTUOHHBIM COCTaBOM (Hanpumep, cycrneHanoHHas cpeaa MIC kat. No MLT00070) ans aHTepobakTepuii U cTacnIIOKOKKOB
+ CycneHsunoHHas cpega MIC G+ Kat. No.MLT00071 — ansi 3HTEPOKOKKOB U CTPENTOKOKKOB

* CtepunbHble Npobupku

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

« Pawmku gns nonoc kat.No. 50004477

« [MowaroBbli MHOroKaHanbeHbIN go3atop Ansa Ao3nposku 100 mMkn

* [Munetka aonsa goavposkn 20-120 mkn

» [pnbop Ans namepeHust onTudeckom NNoTHocTM BakTepuansHoro uHokynsTta (Hanpumep, DENSILAMETER |1, Ne no katanory INS00062)

* WNukybatop 35+2°C

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

BHumaHue: Ha6op npedHa3Ha4yeH MoJsibKO 0151 IPogheccuoHaIbHO20 ucrnosb3oeaHusi! 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 KynbTypo Ha KPOBSHOM arape 1 NpUroToBuTb BakTepuanbHyto cycrneHaunio myTHocTbio 0,5 no wkane Mak®apnaHaa B
h131ONOrNieckomM pacTeope.

3) WHokynuposatb 60 MKN cycneH3uu rpamoTpuuaTenbHbix 6aktepuit unu 120 Mk cycrneHanm cTadmiokoKKoB B NPo6upky ¢ 13 Mn cycneHavnoHHoi cpeabl MIC. Mpu
nccnegoBaHUM SHTEPOKOKKOB UMW CTPENTOKOKKOB HEO6XO0AMMO MHOKYnupoBaTth 60 Mk cycneHsun B npobupky ¢ 13 mn cycnexsnoHHown cpeapl MIC G+. Xopolo
rOMOreH13npoBaTh CyCNeH3uo.

WHokynsiyusi 8 nnaHwem:
CHATb anioMUHUEBYIO MNAcTMHY C MNMaHwWeTa, MOXHO MCMonb3oBaTh Ckanbnenb (HEMOCPeACTBEHHO nepen MHOKynsuuen). He ocTaBnsAiTb OTKPbITble NNaHLWeTbl
He3awmueHHbIMu!!! BnaxHocTb Bo3ayxa CHUXaeT akTMBHOCTb aHTMGMoTukoB!!! Hencnonb3yemble CTpunbl MOMECTUTb B NakeT ANs XpaHeHus. Nomectutb nakeT ¢
cunukarenem B nakeT AN1s XpaHEeHUs 1 3aKpbiTb €ro Ans NocrneayioLlero ucnonb3oBaHns. XpaHuTb Npu Temnepatype 2-8 ° C makcumym 4 Hepenu.

3anwucaTtb HoOMep vccrnedyemoro WTaMmma Ha CTpune v BCTaBWUTb CTpUN B cBo6oAaHYo pamky. MHokynvposaTe 100 MK cycneH3noHHo cpeabl ¢ 6akTepuanbHbiM
VHOKYNATOM B KaXXZyH NyHKY CTpuna.

MpumevaHune: ncnonb3oBaTh CTPUMbI B TedeHne 60 MUHYT nocne yaaneHus us antoMUHNEeBOW YNakoBKW.

WHky6ayus:
BcTaBWTb MHOKYNMPOBaHHbIM 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 TeueHne 16-20 yacos.

OueHka:

[ocTaTb NnaHLWeT 13 NoNU3TUIEHOBOTO NakeTa. 3aduKcMpoBaTh POCT B MUKPONYHKaxX OAHWUM U3 NpUBEAEHHbIX HUKe CrocoGoB:
1) TMpocmoTpeTb NNaHWeT Ha cepom hoHe Ui No Tabnuue B UHCTPYKLMK.

2) MpocMoTpeTh B €CTECTBEHHOM UMW UCKYCCTBEHHOM PacCesiHHOM CBeTe.



lpu cyumsbieaHuu pe3ynbmama Heo6xo0umo 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 KOHLeHTpaLUWA aHTUGMOTUKA B NyHKe, rAe He HabnoaaeTca BUAMMOro pocta. He nyTaTh pocT ¢ ny3blpbkamu B cpefe. 3anucaTtb pe3ynbTaThbl

Tab6. 1: Cxema nnaHweTa: cepuitHble pa3BeAeHUss HUTpodypaHTouHa (Mmr/n)

NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT

A 128 128 128 128 128 128 128 128 128 128 128 128
B NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT
64 64 64 64 64 64 64 64 64 64 64 64
c NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT
32 32 32 32 32 32 32 32 32 32 32 32
D NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT
16 16 16 16 16 16 16 16 16 16 16 16
E NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT
8 § 8 8 8 8 § § 8 8 8 8
E NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT
4 4 4 4 4 4 4 4 4 4 4 4
G NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT NFT
2 2 2 2 2 2 2 2 2 2 2 2
Kowmp. KouTp. Kourp. Koutp.  Koutp. KouTp. KowTp. Koutp. Kowutp. Kontp. Kourp. KouTp.
H pocTa pocta  pocTa pocTa  pocTa  pocTa pocTa  pocta  pocTa pocta pocTa pocta

Hitro- Nitro- Nitro- HNitro- Nitro- Nitro- Nitro- Nitro- Nitro- Nitro- Nitro- Nitro-
in furantoin i i i in furantoin i in furantoin  furantoin furantoin

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

Tab. 2: KnuHnuyeckne koHTponbHbie Touku MK (Mr/n) ons HUTpodypaHTOUHa:

EUCAST CLSI

‘-IyBCTBMTeanbIﬁ npome;«yToqulﬁ pe:iMCTeHTHbIﬁ ‘-IyBCTBMTeanbIﬁ HpOMe)KyTO"IHhIﬁ pe:iMCTeHTHbIﬁ
3Hmepobakmepuu
(monbko Ansi E. coli e coomeemcmeuu ¢ EUCAST) <64 2128 <32 64 2128
Cmadgpunokokku (monbko ons S. saprophyticus e
coomeemcmeuu ¢ EUCAST) <64 2128 <32 64 2128
AHumepokokku (monbko ons E. faecalis e
coomeemcmeuu c to EUCAST)) <64 2128 <32 64 2128
S. agalactiae
(2p. B) 8 coomeemcmeuu ¢ EUCAST <64 =128

ATU (3oHa TexHn4eckol HeonpeaeneHHoCTU Npy onpeaeneHnn YyBCTBUTENbHOCTH K aHTMBMOTUKaM) - 0 MHTepnpeTaLmun pe3ynbTaToB:
- NOBTOPUTb TECTUPOBAHWE

- UCMONb30BaTh anbTePHATUBHbIE TECTbI

- MOHWU3WTb KaTeropuio YyBCTBUTENBHOCTM

- BKMIOYUTb HEoNpeaeneHHoCTb B OTHeT

Bonee nogpobHas nHpopmaums Ha cante www.eucast.org

WHTepnpeTauus:

Vlcnb?Ty’;MbII; WITaMM KaTeropuMsoBaH KaK YyBCTBUTENbHbLIN-NPOMEXYTOUHbLIN-PE3NCTEHTHLIN K HUTpPOodhypaHTOMHY Ha ocHoBe onpeaeneHns MIMK B
COOTBETCTBMMU € Tabnuuammn nHtepnpetaunm EUCAST (1) unu, B cootBeTcTBUM € AoKymeHTOoM M100-S27 (2).

[pyrvie Kputepun ANs UHTeprnpeTauun AOSHKHbI UCMONb30BaTbCsl B 3aBMCMMOCTY OT HaLMOHanbHbIX U NabopaTopHbIX CTaHAApTOB, Hampumep, JkcnepTHble MNMpasuna
EUCAST (3) unu gokymeHtbl CLSI M100-S27 (2) u M07-A10 (4). MNpn nHTepnpeTauumn pe3ynbTaToB HEOOXOAUMO y4uTbIBaThb Creaylolue napameTpbl: uaeHTudmrkaums
BUAa, NpoucxoxaeHve obpasua, uctopust GonesHn nauneHTa unv peaynbtaTbl JOMONHUTENbHBIX TECTOB.

KoHTponb kayecTBa:
PekomeHayloTCA criefytolme KOHTPOSbHbIE LUTAMMbl ANl BHYTPEHHEro TeCTUPOBaHWS (PYHKUMOHANbHOCTU aHTUBMoTMkoB B nabopaTtopuu. Mpu OuUEHKe pesynbTaToB
Heobxoanmo crnepgosath ctaHgaptam EUCAST wnu CLSI.

CCM 3954 (ATCC 25922) CCM 4223 (ATCC 29213) CCM 4224 (ATCC 29212)
Escherichia coli Staphylococcus aureus Enterococcus faecalis
MIK (mr/n) MIMK (mr/n) MIK (mr/n)
NFT NFT NFT
4-16 8-32 4-16

ATCC — AmepukaHckasi KOnnekums TUNoBbIX KynbTyp

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

OxpaHa 300poebsi:

KomnoHeHTbl Habopa He knaccuuLmMpyoTCs Kak onacHble.

Ymunu3sayus ucnonb3oeaHHo20 puana: /Icnonb3oBaHHbIN NNAHWeT yTUNM3NpoBaTh NyTEM aBTOKMaBMPOBAHUS.

Jlumepamypa:

1) EBponenckuin KoMMTET NO TECTUPOBAHUIO HA MPOTUBOMUKPOGHYIO BOCMPUUMUYMBOCTb. TabnuLbl KOHTPOMbHbBIX TOYek Anst nHtepnpeTtauum MIC v gmanasoHoOB 30H,
Bepcua 7.0, 2017 http://www.eucast.org

2) CLSI: CtangapTtbl 3EKTMBHOCTU AN TECTUPOBAHWUSI TPOTUBOMUKPOGHOM BOCNPUMMYMBOCTY; [1BaguaTte ceabMoe MHopMaLuuoHHoe npunoxeHne. CLSI
pokymeHtaumst M100-S27. YaiiH: HCTUTYT knHuyeckux n nabopaTtopHbix ctaHaapTos. 2017

3) OkcnepTHble npaBuna EUCAST npu TecTupoBaHuM aHTUMUKPOGHOW YyBCTBUTENBHOCTU, Bepeumst 2.0 oT 29 okTsbps, 2011 http://www.eucast.org

4) CLSI: MeToapl pasBefeHuUin A4ns aHanusa aHTUMUKPOGHOW YyBCTBUTENBbHOCTY BakTepuid, pacTyLmx B aapobHbix ycnosusix. flokymeHT CLSI M07-A10. YaiH: UHctutyT
KINMHWYecKnx 1 nabopaTopHbix cTaHgapTos; 2015

[arta nepecmotpa: 15. 11. 2019

MCNOJIb3YEMbIE CUMBOIJbI
KaTanoxHbln Homep WH BUTPO AnarHocTuka “ MpownssoauTens Dﬂ Mepep vcnonb3oBaHMemM BHUMATENBHO
n3yyanTe MHCTPYKLMIO

LOT Homep naptum /l’ Temneparypa xpaHeHus % CpOK roHoCTY c € Vapenve umeet mapkuposky CE

CoaepKNMOro [I0CTATONHO Afs
MpOBEEHNS N-KOMUYECTBA
TecToB 2
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