MIKROLATEST®

c e Ha60p peareHToB OnA onpeneneHna 4yBCTBUTEITIbHOCTU MUKPOOPraHN3MOB K
aHTnomotnkam MIKROLATEST «MIK LimnpodbnokcaumH»

Kar. No.: MLT00055 Onsa Mmukpo6uonorum

HaumeHogaHue MeOuyuHCKo20 uzdenusi
Habop peareHToB Ansi onpeaeneHns 4yBCTBUTENbHOCTU MUKPOOPraHMaMoB k aHTubuotnkam MIKROLATEST.

lMpou3zsodumernb

Erba Lachema s.r.o. (3p6a Jlaxema c.p.0.)

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

YnonHomouyeHHbIl npedcmasumenb npouseodumerns 8 P®

AkumoHepHoe obuectBo «OPBA PYC» (AO «3PBA PYC»)

Appec: 109029, r. Mockea, yn. Hmwkeropopckas, 4.32 ctp. 15, a1. 5, nom. 1, kom. 35A, 37, 38, 39
Ten./dpakc: +7 (495) 755-78-81, 755-78-92, sale@erbamannheim.com

HasHa4eHue u npuHyun delicmeausi MeGUUUHCKO20 u3denus

Habop peareHToB Anst onpegeneHns 4yBCTBUTENbHOCTU MUKPOOpraHnamMoB k aHTubnotnkam MIKROLATEST npenHasHayeH Ans onpefeneHns YyBCTBUTENbHOCTU
MVKpPOOpraHM3MoB K aHTubnoTnkam Ha ocHose onpeaenexnuns MMK (MyuHMManbHOM NofaBnstoLwen KOHLEHTPaLUmm), To eCTb HauMeHbLUIEN KOHLEHTpaLUmMn, kotopas
VHIMBUPYET POCT MUKPOOPraHW3MOB.

lMoka3aHus:

- WccnepoBaHue YyBCTBUTENBHOCTY MUKPOOPraHU3MOB, BbiAENEHHbIX U3 KIMHUYECKMX 06pasLioB, K aHTMOMOTHKaM.
lpomueonoka3aHusi:

- He BbisSiBNEHbI.

O6nacmb npumeHeHuUs1 (hyHKYUOHa/IbHOEe Ha3HaYyeHue):

- JlabopaTopHasi in vitro guarHocTuka.

lMomeHyuanbHble mompebumesnu MeOUUUHCKO20 u3denus:

- KBanuduvumpoBaHHbI NepcoHan MMkpobronornyecknx n 6akrepronornyecknx nabopatopui.

C nomoLubto BapuaHTa ncrnonHeHust Habopa peareHToB Ans onpeneneHnst 4yBCTBUTENBHOCTM MUKPOOPraHn3mMoB k aHTubnotukam MIKROLATEST «MIMK
LinnpodnokcauuH» onpeaensietcs YyBCTBUTENbHOCTb rpamoTpuLaTeNbHbIX U rPaMmnonoxuTenbHbix 6akTepuii k umunpodnokcauuHy Ha ocHoBe onpeaenenus MIK), To
€CTb HaVMeHbLLe KOHLeHTpauum, koTopas NpefoTBpaLlLaeT BUaMMbIA pocT baktepuit. Komnnekt cogepxut 36 cTpunos.

MpuHUMN aHanusa 3akn4yaeTcsa B perngpataumm aHTMBMOTMKOB B NyHKax ¢ ucnonb3oBaHnem 6ynboHa Mionnepa XvHToHa Il ¢ 6akrepranbHoi cycneHsuei. Mocne 16 -
20-4acoBoW MHKybaLmMy pe3ynbTaTbl CHATLIBAIOTCS BU3YallbHO.

B KOMMMeKT BXogaT:

* MnaHwert ¢ 12 cTpunamu — 3 wWr.

 [MakeT nonuatuneHosbIn — 10 WwT.

* MeLUok ANs XpaHeHUst HeMcnonb3yeMbIX CTPUNOB — 1 LWT.
¢ WMHcTpykumsa no npumeHeHnto — 1 wr.

XpaHeHue u cpok 200Hocmu Habopa:

PekomeHayeTcs xpanutb Habop (o1 +2 go +8)° C. [laTa ucteyeHus cpoka roqHOCTM yKa3biBAaE€TCS Ha KaXOoW ynakoBke. PekoMeHAyeTCsi OCTaBUTb NMaHLLEeT 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 6yJeT CHATa NOKpbIBaloLasl NreHKa, He OCTaBMATb OTKPbITbIe NnaHweTsbI!!! BnaxHocTb Bo3ayxa
CHWXaeT aKTUBHOCTb aHTUGMoTuKoB!!!

Mamepuanbi, Heo6xo0umbie Onsi NposedeHUs1 mecma, Komopbie He 8X005sIM 8 KOMIIeKm:

* CTepunbHbIVi (h1M3NONOrNYECKnn pacTBOp

» BynboH Mionnepa-XuHToHa |l ¢ 3a4aHHBIM KaTUOHHBIM COCTaBOM (Hanpumep, cycrneHanoHHas cpeaa MIC kat. No MLT00070) ans rpamoTpuuaTenbHbix 6aktepuii n
CTadUNOKOKKOB

» CycneHsunoHHas cpega MIC G+, (Kat. No. MLT00071) — Anst 3HTEPOKOKKOB

* CrepunbHble Npobupku

* CrepunbHble BaHHOYkM 60 Mn anst nunetupoBanmsa Kat. No. 50004457

« Pawmku gns nonoc kat.No. 50004477

« [lowaroBbii MHOrokaHanbHbI go3aTop Ans fosnposku 100 mkn

« [unetka gnsa gosuposkn 60-120 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 npedHa3Ha4eH MoJsibKo 05151 NpogheccuoHanbLHO20 ucnonb3oeaHusi! Cobnrodalime npasuna pabomsi ¢ UHGEKYUOHHbIM Mamepuasiom!

MHcmpquu;l no nNPpUMeHeHur

Modzomoeka 6akmepuanbHOU cycrneH3uu (pekomeHdyemasi npoyedypa):

1) MoaroToBUTL NPOBUPKY C HN3NONOrNHECKUM PACTBOPOM.

2) B3aTb HECKONbKO KOMOHWIA ¢ 18-24-4acoBoii KynbTypo Ha KPOBSHOM arape 1 NpUroToBuTb GakTepranbHyto cycrneHaunio myTHocTbio 0,5 no wkane Mak®apnaHaa B
husmonornyeckom pactsope. MNpu npurotoBreHun nHokynsta Pseudomonas spp Heo6xoAMMO yaAensiTb AOMNOMHUTENIbHOE BHUMaHUe AOCTUXKEHUIO OOHOPOAHON
cycneHaun 0,5 no ctaHaapTy Mak®apnanaa. B kauecTBe anbTepHaTVBbl MOXKHO MCMOMb30BaTh METO/, BblpalLMBaHus: 3-5 KONIOHUI NepeHOCAT B Npobupky ¢
NoAXoAsLMM BYNIbOHOM 1 UHKYBUPYIOT A0 AOCTVXKEHWS UMK NpeBbilleHnst MyTHocTu 0,5 no ctaHaapTy Mak®apnaHga. MyTHOCTb KynbTypbl AOBOAST CTEPUITbHLIM
chusnonornyecknum pactsopom unu 6ynsoHom Ao 0,5 no craHaapty Mak®apnanga.

3) WHokynuposaTtb 60 Mkn cycneHsun rpamoTpuuaTtenbHbix 6aktepun unu 120 Mkn cycneH3unn ctadunokokkoB B Npobupky ¢ 13 mn cycneHsmoHHon cpeabl MIC.
MepeHecTn 60 MKN CyCneH3nmn SHTEPOKOKKOB B NPOBUPKY ¢ 13 Mn cycneHsnoHHoi cpeabl MIC G+. XopoLuo roMoreHM3nmpoBaTh CyCreH3uto.

WHokynsiyus e nnaHwem:

CHATb anioMWHUEBYIO MNacTUHY C MilaHWeTa, MOXHO WCMoNb3oBaTb ckanbnenb (HenocpeacTBeHHO nepep WHokynsuven). He ocTaBnATb OTKpPbITbie NaHWeThbI

He3awmueHHbIMK!!! BnaxHocTb Bo3ayxa CHMXaeT akTMBHOCTb aHTUGMoTukoB!!! Hencnonb3ayemble CTpUnbl NOMECTUTL B NakeT AN XxpaHeHus. MomecTuTb nakeT ¢

cunvkarenem B nakeT AN XPaHEHUS 1 3aKpbiTb €ro Ans nocneayoLlero UCnonb3oBaHns. XpaHuTb npu TemnepaType 2-8 ° C makcumym 4 Hegenm.

3anucaTtb HoMep nUccreayeMoro WTamMmmMa Ha cTpune U BCTaBWUTb CTPUN B cBO60AHYI0 pamky. MHokynunpoBaTb 100 MK CycneH3nMoHHON cpebl ¢ bakTepuanbHbiM

VHOKYNSITOM B K&XXA Y0 MyHKY cTpuna.

lMpumeyvaHue: NCNoONb3oBaTb CTPUMbI B TeueHne 60 MUHYT nocne yaaneHus U3 anioMUHUEBON YNakoBKU.

WHky6ayus:

BcTaBWTb MHOKYNMPOBaHHbIA 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:

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

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



lpu cyumsbieaHuu pe3ynbmama Heo6xo0umMo o6pamumb HUMaHUeE:
Mepepn oueHKoW pe3ynbTaTta Heo6xoAMMO 3achMKCMpoBaTh POCT B NYHKe ¢ KOHTponem pocTa (pag H)! Ecnu pocTta Het, Tect HE [JOJIKEH 6b1Tb oueHen! MIMK (MIC) - camas
HU3KaA KOHLeHTpaLUuA aHTUGMOTUKA B NyHKe, rAe He HabnoaaeTcA BUAMMBINA pocT. He nyTaTh pocT ¢ ny3bipbkaMu Bo3ayxa B cpefe. 3anucaTb pe3ynbTaThbl

Tab6. 1: Cxema pa3meTKM NnaHLweTa: cepuu pasBeaeHus uunpodnokcawumHa (mr/n)

A cP cP  CP CIP CIP  CIP CP CIP  CIP  CIPCIPCIP
4 4 4 4 4 4 4 4 4 4 4 4
B CP CcP CP CIP CIP CP CP CP CIP CIP CIP CIP
2 2 2 2 2 2 2 2 2 2 2 2
c ClP  CP CP CPP CP CP CP CP CP CP CP CIP
1 1 1 1 1 1 1 1 1 1 1 1
D CIP  CP CP CIP CP CP CP CP CP CP CIP CIP

0.5 0.5 0.5 0.5 0.5 0.5 0.5 0.5 0.5 0.5 0.5 0.5

E cip cip CIP cip cip cip cIp CIP cip cip cIp cIp
0.25 0.25 0.25 0.25 0.25 0.25 0.26 0.25 0.25 0.25 0.25 0.25

F CIP CIP CIP cip CIP cIp CIP CIP ciP cip CIP CIP
0.2 0.12 042 012 0.12 0.12 0.12 012 012 0.12 0.12 042

G cip cip cip cip cip cip cip CIP cip cip cip cip
0.06 0.06 0.06 0.08 0.06 0.06 0.06 0.06 0.08 0.06 0.06 0.06

Kourp.

Kowtp. HKowtp. Kowtp. Howtp.  HKowrp.  Kowtp.  HKowrp.  Kowtp.  Kowrp.  Kowrp.
pocTa pocTa pocTa  pocTa pocTa pocTa pocTa pocTa

KomTp.
H pocTa pocTa pocTa pocTa

Cipro- Cipro- Cipro- Cipro- Cipro- Cipro- Cipro- Cipro- Cipro- Cipro- Cipro- Cipro-
floxacin  floxacin floxacin  floxacin  floxacin  floxacin  floxacin  floxacin  floxacin  floxacin  floxacin  floxacin

1 2 3 4 5 6 7 8 9 10 11 12

Tab. 2: KnuHnyeckne koHTponbHble Touku MK (Mr/n) ans umnpodnokcaumnHa

EUCAST CLSI
‘-IyBCTBMTeanbIﬁ npome;«yToqulﬁ pe:iMCTeHTHbIﬁ ‘-IyBCTBMTeanbIﬁ HpOMe)KyTO"IHhIﬁ pe:iMCTeHTHbIﬁ
Enterobacteriaceae <0.25 0.5 21 <1 2 24
Salmonella spp. <0.06 20.12 <0.06 0.12-0.5 21
Pseudomonas spp. (P. aeruginosa CLSI) <0.5 21 <1 2 24
Acinetobacter spp. <1 22 <1 2 24
Staphylococcus spp. <1 22 <1 2 24
Enterococcus spp. <4 28 <1 2 24

ATU (3oHa TexHnyeckon HeonpeaeneHHOCTN Npu onpeaeneHnuy YyBCTBUTENbHOCTY K aHTMBMOTUKaM) - 0 MHTeprnpeTauumn pe3ynbTaToB:
- NOBTOPUTbL TECTUPOBaHWE

- UCMONb30BaTh anbTEPHATUBHbIE TECTHI

- MOHWU3NTb KaTEeropwio YyBCTBUTENbHOCTM

- BKIIOYUTb HeonpeeneHHoCTb B OTHeT

Bonee noapobHas nHpopmMaums Ha cavite www.eucast.org

WHTepnpeTauus:

Mcﬂb'I:)TyF;MbII;I lWITaMM KaTeropuM3oBaH KaK 4YyBCTBUTESIbHbIN-MPOMEXYTOUYHbIN-PE3UCTEHTHbIW K LunpodnokcaluHy Ha ocHoBe onpepaenednsa MMK B
COOTBETCTBMMU € Tabnuuammn nHtepnpetaunm EUCAST (1) unu B cooTBeTCcTBMU € AoKymMeHTOM CLSI M100 (2).

[pyrve kputepuu ANs WHTeprnpeTauun AOMKHbI UCMONb30BaTbCA B 3aBUCMMOCTM OT HaLMOHaNbHbIX W NabopaTopHbIX CTaHAAPTOB, HanpuUMep, SKCMepTHble npasuna
EUCAST (3) unu pokymeHtel CLSI M100 (2) n MO7 (4). MNpu uHTepnpeTaummn pesynbTaTtoB HeobXoOMMO y4uTbiBaTb crefylolime napameTpbl: uaeHTudukaumna Buaa,
npoucxoxaeHue obpasua, ucropust 6onesHu naumeHTa Unu pesynbTaTtbl 4ONONHUTENbHbBIX TECTOB.

KoHTponb kauecTBa:
PekomeHayloTCs criegyloliMe KOHTPOMbHbIE LWTaMMbl AN BHYTPEHHEr0 TECTUPOBaHWS (DYHKLUMOHANBHOCTM aHTMGMOTMKOB B nabopaTtopuun. Mpu oueHKe pesynbTaToB
Heobxoaumo cnepgosatb ctaHgaptam EUCAST wnu CLSI.

CCM 3954 (ATCC 25922) CCM 3955 (ATCC 27853) CCM 4223 (ATCC 29213) CCM 4224 (ATCC 29212)
Escherichia coli Pseudomonas aeruginosa Staphylococcus aureus Enterococcus faecalis
MK (mr/n) MK (mr/n) MK (mr/n) MK (mr/n)
CIP CIP CIP CIP
0.004-0.015 0.25-1 0.12-0.5 0.25-2

ATCC — AmepukaHckasi KOnnekums TUNoBbIX KynbTyp
CCM — Yeluckas 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 KnaccuduUMpyoTCs kak onacHble.

Ymunu3sayus ucnonb3oeaHHo20 puana: /Icnonb3oBaHHbIN NNAHWeT yTUNM3NpPoBaTh NyTEM aBTOKNaBMPOBAHUS.

Jlumepamypa:

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

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

3) OkcnepTHble npaBuna EUCAST npu TecTMpoBaHuM aHTUMUKPOGHOW YyBCTBUTENbBHOCTU, http://www.eucast.org

4) CLSI: MeToapl pa3BefeHuUin Ans aHanusa aHTUMUKPOGHOW YyBCTBUTENBbHOCTY BakTepuid, pacTyLumx B adpobHbix ycrnosusix. flokymeHT CLSI M0O7. YaiiH: UHeTuTyT
KIMMHWYeCKKX U nabopaTopHbIX CTaHAAPTOB.

[arta nepecmotpa: 15. 11. 2019
MCMNONb3YEMbIE CUMBOIJbI

KaTtanoxHblii HoMep WH BUTPO AMarHocTuka md  nponssoavrens Em lMepen 1CMONbL30BaHMEM BHUMATENBHO
WN3yuaiiTe MHCTPYKLMIO
Homep naptuu /I/ Tewmnepartypa xpaHeHusi Y CpoK rogHocTM c € Vapenve umeet Mapkuposky CE

CopepX1Moro JOCTaTouHO A
NPOBEAEHNsI N-KONMYecTsa
TecTos
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