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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 mucrnonHeHus Habopa peareHToB Ans onpeaeneHns YyBCTBUTENbHOCTU MUKpoopraHnamMoB k aHTubnotrkam MIKROLATEST «MIK MennumnnnH»
onpeaensieTcs YyBCTBUTENbHOCTb rPaMMNONOXUTENbHbIX 6aKTepUin K NEHMLIMNINHY Ha ocHoBe onpedenerus MK (MMHManbHoM nogaBnsioLLel KOHLEHTpaLUum), To ecTb
HauMeHbLUen KOHLEeHTpaumu, koTopas npegoTepallaet BUaMMbIi pocT 6aktepuii. KomnnekT cogepxut 36 cTpunos.

MpuHUMN aHanusa 3aknovaeTcs B pernapartaunm aHTUGMOTUKOB B JIyHKax C Ucrnonb3oBaHneM 6ynboHa Mionnepa XuHTtoHa |l ¢ 6aktepuanbHon cycneHameit. Mocne 16 -
20-4acoBoW MHKybaLmMy pe3ynbTaTbl CHATLIBAIOTCS BU3YallbHO.

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 rogHOCTW ykasblBaeTCs Ha Kax/aol ynakoske. PekoMeHayeTca ocTaBWTb NnaHLWweT nepes,
paboToi Npu KOMHATHON TemnepaType 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, Heo6xo0umMblie O7s1 MpoeedeHuUsI mecma, Komopbie He 8X00siMm € KOMIIJIeKm:

* CTepunbHbIVi (h1M3NONOrNYECKnn pacTBOp

* BynboH Mionnepa-XuHToHa |l ¢ 3agaHHbIM KaTUOHHBIM COCTaBOM (Hanpumep, cycrneHanoHHas cpeaa MIC kat. No MLT00070) anst ctadMnoKoKkoB
+ CycneHsunoHHas cpega MIC G+ Kat. No.MLT00071 — ansi CTpenTOKOKKOB

« CrtepunbHble Npobupku

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

« Pawmku gns nonoc kat.No. 50004477

« [owaroBbli MHOroKaHanbeHbIN go3atop Ansa fo3nposkn 100 mMkn

* [Mwunetka ansa 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 MoJIbKO 07151 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 KynbTypoi Ha KPOBSHOM arape 1 NpUroToBuTb BakTepranbHyto cycrneHaunio MyTHocTbio 0,5 no wkane Mak®apnaHaa B
h131ONOrNieckomM pacTeope.

3) WHokynuposatb 120 MKn cycneH3un ctacuokokkoB B Npobupky ¢ 13 mn cycneHavoHHow cpeapl MIC. Mpu nccnenoBaHnu CTPENTOKOKKOB HEO6X0ANMO
MHOKynupoBaTb 60 Mk 6akTepuanbHOW cycneHsuv B npobupky ¢ 13 mn cycneHsnoHHow cpeapl MIC G+. Xopolo roMoreHn3mpoBaTb CyCNeH3NI0.

UHokynsiyusi 8 nnaHwem:

CHSTb anioMUHUEBYIO NMMacTUHY C NNaHLeTa, MOXHO MCMOMb30BaThb CKasnbnefb (HEMOCPeACTBEHHO Nepes WHOKynsiuvein). He ocTaBRsiTb OTKPbIThbie MaHWeTbl
HesawmileHHbIMK!!! BnaxHOCTL BO3AyXa CHUXAeT akTUBHOCTbL aHTUGMOTMKOB!!! Hencnonb3yemble CTpunbl NOMECTUTL B NaKeT ANs XpaHeHusi. [loMecTuTb naker ¢
cunuKarenem B nakeT ANs XPAHEHUS U 3aKPbITb €ro Ans NocneayoLero UCnonb3oBaHus. XpaHuTb npy Temnepatype 2-8 ° C MakcuMyMm 2 Heaenu.

3anucaTtb HOMepP MCCrefyeMoro WTaMma Ha CTpUNe WU BCTaBUTb CTpun B cBOGOAHY0 pamKy. MHokynupoBaTb 100 MK CyCrneH3MOHHOI cpeabl C 6akTepuarnbHbIM
VHOKYISITOM B K&XAYH0 NIYHKY CTpUna.

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

WHky6ayus:
BcTaBWUTb MHOKYNIMPOBAHHbIN CTPUM B paMKy 1 3aTeM B NONM3TUNEHOBLIN NakeT. 3aBEpHYTb OTKPbITLINM KOHEL, NakeTa nof NnaHWeT, YToObl NPeAoTBPaTUTL UCNAapeHne BO
BpeMsi nHkybaumn. Minkybrposatb nnaHwet npu 35 + 2° C B TeyeHne 16-20 yacoB (Ao 24 4acoB ANt CTPENTOKOKKOB).

OuyeHka:

[ocTtaTtb nnaHLWweT 13 NoNnaTUNeHoBoro 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 HUMaHUeE:

Mepen oueHkon pesynbTaTa Heo6xoAUMO 3ahuKCMpoBaThb POCT B NyHKe ¢ kOHTponem pocTa (psia H)! Ecnu pocTa Het, Tect HE AJOJTXEH 6b1Th 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 nnaHweTa: cepuitHble pa3BeAeHUss NeHMuunnuHa (mr/n)

PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN

A 4 4 4 4 4 4 4 4 4 4 4 4
B PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN
2 2 2 2 2 2 2 2 2 2 2 2
c PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN  PEN
1 1 1 1 1 1 1 1 1 1 1 1
D PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN
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 PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN  PEN
025 025 025 025 025 025 025 025 025 025 025 025
E PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN
042 042 042 042 042 042 042 042 042 042 042 042
G PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN PEN  PEN
0.06 0.06 0.086 0.06 0.06 0.06 0.06 0.06 0.06 0.06 0.06 0.06
Kowrp.  Kowrp. Kowrp.  Kowrp. Kowrp. Howrp.  Kowtp.  Kowrp.  Kowtp.  Kowtp.  Kowrp.  Kowtp.
H pocTa  pooTa  poeta  poeTa  pocTa  pocTa  pocTa  pocTa  poeta  pocta  poeta  poeta

Penlcilin  Penicilin  Penicilin  Penicilin  Penicilin  Penicilin  Penicilin  Penicillin  Penicillin ~ Penicillin  Penicillin  Peniclilin

1 2 3 4 5 6 7 8 9 10 11 12
Tab6. 2: KnuHnyeckmne koHTponbHble Toukn MK (Mr/n) ans neHMUMNNuHa:

EUCAST CLSI

YyBCTBUTENbHbIN | MPOMEXYTOUHbIW PE3UCTEHTHbIW | YYBCTBUTENbLHbIN | MPOMEXYTOUHbIW Pe3UCTEHTHbIW
Staphylococcus aureus and lugdunensis < > < 5
(Staphylococcus spp. CLSI) $0.12 2025 £0.12 2025
Streptococcus gr. A,B,C a G < S < i} i
(R-hemolytic CLSI) $0.25 205 $0.12
Streptococcus pneumoniae <0.06 0.12-2 >4 <2 4 >8
(infections other than meningitis) - i B B B
Streptococcus pneumoniae <0.06 >0.12 <0.06 >0.42
(meningitis) - - e -

ATU (3oHa TexHn4eckon HeonpeaeneHHOCTN Npu onpeaeneHuy YyBCTBUTENbHOCTY K aHTMBMOTUKaM) - 10 MHTepnpeTauumn pe3ynbTaToB:
- NOBTOPUTb TECTUPOBaHWE

- UCMONb30BaTh anbTePHATUBHbIE TECTbI

- MOHWU3NTb KaTeropwio YyBCTBUTENbHOCTM

- BKIIOYUTb HeonpeeneHHoCTb B OTHeT

Bonee noapobHas nHgpopmMaums Ha cavte www.eucast.org

WHTepnpeTaums:

McnbiTyeMbii WWTaMM KaTeropusoBaH Kak Y4yBCTBUTENbHbLIN-NPOMEXYTOUYHbIW-PE3NCTEHTHLIN K NEHUUMNNMHY Ha ocHoBe onpeaenexunsa MIMK B cooTBeTcTBUM C
Tabnuuamu nHtepnpetauum EUCAST (1) unu, B cooTBeTCTBMM € AoKymMeHTOM M100 (2).

[pyrvie KpuTepun ANs UHTepnpeTauun AOSHKHbl UCTMONb30BaTbCsl B 3aBMCMMOCTY OT HaLMOHamnbHbIX U NlabopaTopHbIX CTaHAapToB, Hanpumep, AkcnepTHble MNMpasuna
EUCAST (3) unu pokymeHtsl CLSI M100 (2) n MO7 (4). MNpu uHTepnpeTaummn pesynbTaToB HeObXoOAMMO y4uTbiBaTb credylolime napameTpbl: aeHTudukauns Buaa,
npoucxoxaeHue obpasua, uctopusi 6onesHu naumeHTa unu pesynbTaTtbl 4OMNOSHUTENBHBIX TECTOB.

KoHTponb kayecTBa:
PekoMeHayloTCA Criefytolmne KOHTPOSIbHLIE LUTAMMbl AJ1S BHYTPEHHEro TEeCTUMPOBaHWS (PYHKUMOHANBHOCTY aHTuBMoTMkoB B nabopatopuu. Mpu OueHKe pesynbTaToB
Heobxoanmo cnegosath ctaHgaptam EUCAST wnu CLSI.

CCM 4223 (ATCC 29213) CCM 4501 (ATCC 49619)
Staphylococcus aureus Streptococcus pneumoniae
MIK (mr/n) MIK (mr/n)
PEN PEN
0.25-2 0.25-1

ATCC — AmepuKaHckast KONneKLMst TUNOBbIX KyNbTyp

CCM — Yeluckasn KONMeKUMs MUKpoopraHusmoB, YHuepcuteT 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 Habopa He knaccuuLmpyoTcs Kak onacHble.

Ymunu3sayus ucnonb3oeaHHoO20 puasna: /Icnonb3oBaHHbIN NNAHWeT yTUNM3NpoBaTh NyTEM aBTOKMTaBMPOBAHUS.

Jlumepamypa:

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

2) CLSI: CtangapTtbl 3EKTMBHOCTU AN TECTUPOBAHUSI MPOTUBOMUKPOGHOI BocnpunmymBocTy; CLSI gokymeHTaums M100. YanH: MIHCTUTYT KNUHUYECKUX 1
nabopaTopHbIX CTaHAAPTOB.

3) OkcnepTHble npaBuna EUCAST npu TecTupoBaHuM aHTUMUKPOGHOM Y4yBCTBUTENBHOCTK, hitp://www.eucast.org.

4) CLSI: MeToabl pa3BefeHuUin Ans aHanusa aHTUMUKPOGHOW YyBCTBUTENBbHOCTY BakTepuid, pacTyLumx B adpobHbix ycrnosusix. flokymeHT CLSI MO7. YaiiH: UHcTuTyT
KIMMHUYeCKKX U nabopaTopHbIX CTaHAAPTOB.

[ata nepecmotpa: 15. 11. 2019
NCMNOJNb3YEMbIE CUMBOIJbI

KatanoxHbii Homep WK BUTpO gnarHocTmka u MpownssoanTens I:Iﬂ Mepen ncnonb3oBaHNemM BHUMATENbHO
U3yyamTe UHCTPYKUMIO
Homep naptin X Tewneparypa xparenus & CpokroaHocTn c E Wanenue umeeT mMapkuposky CE

CofepXnMoro 4OCTaTouHO Anist
npoBeaeHus N-KonmyecTsa
TECToB
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