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Etest PG BENZYLPENICILLIN — E-tecT 6eH31nneHnumnnmH (H13kas KoHueHTpaums) 32

(nanee no tekcty ETEST, ETEST PG)

IVD

HA3HAYEHUE

ETEST — 370 py4HOl KONMYECTBEHHBI METO ONpeaeneHns YyBCTBUTENBHOCTU K aHTUMUKPOBHBLIM Npenapartam
rpamoTpuLaTenbHbIX U FPamMnoNoKUTENBHBIX adPOBHLIX BakTepuit, U BakTepUii CO COXHBIMU NUTaTENbHLIMM
notpeGHocTaMU. CucTema COCTOUT U3 CTaHAAPTHOMO rpagueHTa aHTMBMOTUKA, KOTOPLIN MCMoNb3yeTcs Ans
onpeaeneHns MMHUManbHON HIMBKpytoLLei KoHueHTpauun (MUK, BbipakeHHOM B MKI/M), pasryHbIX aHTUMUKPOBHbIX
npenapaTtoB Ans MUKPOOPraH1M3MOB NOCPEACTBOM KyNbTUBMPOBAHUS Ha NUTATENbHOM arape B TeYeHUe HouM.

NOKA3AHUA K MPUMEHEHUIO

MeTton ETEST PG moxHO ncnonb3oatb ang onpeaeneHusa MUK 6eH3unneHmuunnmHa B OTHOLLEHUN CIieayoLLnxX

MUWKPOOPraHM3mMoB:

» CTpenToKOKKM (B-remonmTuyeckne n rpynmsl BUPUOAHC)
» Streptococcus pneumoniae
» Neisseria gonorrhoeae

nPMHUMUN

ETEST npeacraBnsiet cobom TOHKYH0, UHEPTHYIO,
HEenopuCTYyIo MIacTMKOBYIO TECT-MOMNOCKY. Ha ofHy CTOpPOHY
TecT-nonocku (A) HaHeceHa wkana MUK B mkr/mn, a Ha
OpYryto — CTaHAapTHbIN rpagneHT aHTMbnoTuka.

Korga TecT-nonocky HaHOCHAT Ha 3aCesiHHYH KyrbTypo
MUKpOOpraH1M3ama NoBepPXHOCTb arapuM3oBaHHON cpeabl,
npeaeapuTenbHO chOpMUPOBaHHbIN FpagnueHT
KOHLIeHTpaLuMmn aHTMBMOTMKa HEMeOTeHHO NPOHMKaEeT

B arap, a 3atem 06pasyeT cTabunbHbIN,

HenpepbIBHbIN, 3KCMOHEHUWAnNbHbIA rpagueHT
KOHLIEHTpaLmMmM aHTMOMOTMKA HENOCPEACTBEHHO NOA TECT-
nornockoMn. MNocne nHkyGaumm, B pesynsrate KOTopoW
GakTepuanbHbIi POCT CTAHOBUTCSI 3aMETHbIM, BOOSb TECT-
MOOCKM MOXHO YBUAETb CUMMETPUYHbIV 3NNUMC
MHrnbmposaHus. 3HavyeHne MUK cumTbiBaeTCs CO LIKarnbl
B MKI/MI Npy NOSIHOM MHMIMBUPOBaHUM pocTa GakTepuii

B MECTE NepeceveHnst 3a0CTPEHHOTO KOHLLa annunca

C TECT-MOJIOCKON.

HecmoTps Ha cxoAcTBO € AMCKO-ANAdY3MOHHBIM METOAOM
(aHanornyHas npouenypa NPUroToBMNeHNs MOCEBHOMN
KynbTypbl, BbIOOP NUTaTENbHON CPEAbl U YCIIOBUSA
nHky6aummn), ETEST He aBngeTcsa AUCcKo-AMdDY3NOHHBbIM
METOAOM U MOMHOCTLIO OTNMYAETCH OT OObIYHbLIX AVCKOBbIX
MeTOAO0B. ['pafMeHT KOHLEHTpaLUM aHTUMUKPOBHOTo
npenapata B ETEST npeasapuTtensHO cdhopMUpoBaH,
npegonpeneneH n ctabuneH, n He 3aBUcUT OT AMddY3nK.
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O6paseu mecm-nonocku ETEST

(8 3asucumocmu om npenapama docmyrHbl Pa3iuyHbIe
wiKarbl CHUMbI8aHUS)

MHouBuayanbHas ynakoBka:
30 TecT-nonocok

412265

YnakoBKa Ha HECKOMbKO KapTpUIKEN:
* 10 kapTpumpKen, B KaXxaom no
10 TecT-nonocok 1 1 nakeTuky
BMNaronornoTuTensi
* 1 KpblwKa

423791

Kaxxgas TecT-nonocka CoaepxuT:
* [nanasoH MUK 6eH3nnnenmumnnuna: 0,002—
32 mkr/mn

1 MHCTPYKLMSA NO NPYMEHEHNIO, KOTOPYIO MOXHO 3arpy3nTb € cainta www.biomerieux.com/techlib
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HEOBXOOUMbIE MATEPWUAITbI, HE BKITIOYEHHBLIE B KOMIMJEKT

MaTtepuansi

» ObwenabopaTtopHoe MMKpoburonornyeckoe obopynoBaHme

* TamnoHbl (CTEPUIIbHBbIE, HETOKCUYHBIE Y HE CIIULLKOM MIAOTHO CKPYYEHHbIE) 1 MPOBUPKN.

+ PyyHon annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIi nnHueT NEMA C88™ (Homep
no karanory 559804), nnHUET nnNu aHanorM4Hoe yCTponcTBO].

* McFarland Standard — Habop ctangaptoB myTHoCcTM Mak®apnaHaa (Homep no katanory 70900) unu emy
aHanorMyHbIi.

* WNHkybaTop (+35 °C + 2 °C).

* MukpoopraHuambl Ans KOHTPOMS KayecTsa.

*+ WHokynatop RETRO C80™ (nononHuTensHo) (Homep no karanory 559803).

+ Annnukatop SIMPLEX C76™ (mononHuTensHo) (Homep no katanory 559802).

PekomeHayeMble nuTaTenbHbIe cpeabl

[ns onpefeneHnst 4yBCTBUTENbHOCTU K aHTUMUKPOOHbIM npenapaTtam (AST) cnegyet ncnons3osatb
BbICOKOK@4YeCTBEHHbIE Cpefbl OnpeaeneHHoro coctaBa, obecneynBaoLLme XOpoLUnin pocT (cM. Tabnuuy 1 B KOHLUE
pasgena «/IHCTPYKUMSi MO NPUMEHEHMIO» HAcTOALLEro BKNaabllla B ynakoBky). [ins obecneveHns nonyvyeHms TOYHbIX
1 focToBepHbIx nokasatenen MUK npoaykums BbiIOpaHHOM TOProBOM Mapku AOMKHA MMETb XOPOLLYHO
BOCMPOM3BOAVMOCTb OT NapTUX K NapTuw.

YT1006bI npoBepuUTb Ka4eCTBO Cpeabl, npoBeanTe nccrnegosaHme ¢ NOMOLLbIO NnoaxoaAaAmMx WrTaMmMoB MUKPOOPraHM3mMoB
AnA KOHTPOJ1A KavyecTBa. Cwm. BKnagbIll B YNakoBKY, npenocTaBnsieMbli NPON3BOANTENEM CPeabl.

Y6eauTecn, 4TO TonwmMHa arapa B yawke lNMetpu coctaensiet 4,0 + 0,5 mm 1 umeet pH 7,3 £ 0,1.

NPEOOCTEPEXEHWUA U MEPbI NPEJOCTOPOXXHOCTU
* TonbKo ANs AMarHOCTUKMU in vitro.
* Tonbko AnsA npodeccMoHanbLHOro UCNornb30BaHuUsA. [JaHHbIN TECT NpegHa3HayYeH Ans CNoNb30BaHNs
KBanMuLMpPOBaHHbIMU COTPYAHUKaMU nabopaTopuw.
» Bcerga cobniogavite npaBuna acenTuku Bo BpeMs paboTel ¢ obpasuammn 6aktepmanbHbix Kynstyp. Heobxogumo
CTporo cobnoaaTtb yCTaHOBMEHHbIE MEPbI NPEAOCTOPOXHOCTU B OTHOLLEHUN MUKPOOMOMOrMYeCKMX PUCKOB.
¢ TecT-nonocku npeaHasHa4yeHbl TONbKOo O5Ad OAHOKPAaTHOro NpUMeHeHUA 1 He OOJKHbl UCNONb30BaTbCA NMOBTOPHO.

ycnoBua XPAHEHUA U CTABUIIbHOCTb

Onsa nHagMBuAyanbHOW YNaKkoBKM:
* XpaHuTb Npu TeMnepaType, yKasaHHOM Ha yNnakoBKe.
* He ncnonb3ynte peareHTbl NOCHe UCTEYEHNS CpOKa rOAHOCTH, YKa3aHHOro Ha YNnakoBKe.
» Tect-nonocku ETEST HeobxoamMMo Bcerga XxpaHuTb B CYXOM, NPOXIaAHOM, 3aLLMLLEHHOM OT BO34EWCTBUSA SSPKOro
cBeTa MecTe.
* He xpaHnute TecT-nonocku ETEST, ocTaBLunecs nocrne BCKPbITUS MHAVBUOYaNbHON YNaKOBKU.

[na ynakoBKM Ha HECKONMbKO KapTpUaXen:

+ XpaHuTe He BCKPbITbIE 1 BCKPbITbIe KapTpWOXKW Npyn TeMnepaTtype, ykasaHHON Ha ynakoBKe.

* He ncnonb3yinTe He BCKpbITble KapTPUMKN NOCHE UCTEYEHNS CPOoKa rOAHOCTY, YKa3aHHOro Ha yNnakoBKe.

* Tect-nonockn ¢ ETEST, ocTaBLlunecs Hem3apacxo4oBaHHbIMU 13 BCKPBITOrO KapTpuaxa, Cneayet XpaHuTb B CyXOM
mMecTe. He BbIHMMaWUTe BnaronornoTutTenb Nocne BCKPbITUA U 3aKpbiBaTe KapTPUAK (BXOASALLEN B KOMMNMAEKT
KPbILLKOW) cpa3y Nnocre UCrnonb30BaHus.

* Tect-nonockn ETEST HeobxoanMo BCerga XxpaHuTb B CYXOM, NPOX1aAHOM, 3aLLMULLEHHOM OT BO34ENCTBUSA SPKOro
cBeTa mecTe.

* [Nocne BCKpbITUSA KapTPUMK MOXHO XpaHUTb B TEYEHUE KONMYecTBa AHEN, YKasaHHOro Ha Hem cboky. 3anuwmTe
[aTy BCKPbITUS KapTpuaka psaaom ¢ cumsornom LI . Mepen ncnonb3oBaHMeM OCTaBLUMXCS TECT-MNONOCOK ybeanTech,
YTO CPOK XpaHeHus nocne BCkpbITUs (14 nnn 31 geHb B 3aBUCMMOCTM OT MOJEKYIbI) HE NPeBbILaeT CPOK FOAHOCTH,
yKasaHHbI Ha ynakoBKe.

+ [Nocne BCKpbITUSA KapTPUaX MOXHO HECKOSbKO pa3 3akpbiBaTb M OTKPbIBaTb. [pn Hagnexaluem xpaHeHun
1 obpalleHun 3To He BnusieT Ha cTabunbHocTb. Konnyectso 6enbix NPsiMOYronbHUKOB B KBagpaTe, HaneyaTaHHbIX
Ha NpaBoON CTOPOHE, 03HaYaeT, CKOMbKO pa3 MOXHO OTKPbITb KapTPWUAK, BKNtoYas BekpbiTue (3 pasalsunu 4 pasa 58
B 3aBMCUMMOCTM OT MoMeKyrbl). YTobbl 3adhnkenpoBaTh 3TO YMCIO, 3aKpackTe OANH U3 BenbiX NPSMOYrofbHUKOB NpK
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BCKPbITUM KapTpyaKa 1 3aTeM 3akpaluvBanTe no ogHoOMy 6enomy npsiMOyrorbHUKY Kaxabl pa3, OTKpbIBas
1 3aKpblBasi KAPTPUOXK.

lMpumepsbi (3MukemKu HUXe npueoodsIMCsi MOSIbKO 8 CrPaBoYHbIX UErsx):

ETEST® XXX 0.016-256 ug!rl]L ETEST® XXX 0.016-256 ug.-‘n_'_lL
EE - - <14D || [:B] - - —=3p 00
—_— = =— = — 0999501 (][] —— = o= == == 09999801 (1]
« lNocne Toro kak kapTpuak GyAeT OTKPLIT MakCMMarnbHOe KONMYECTBO pas, BCE OCTaBLUMECS TECT-MOMOCKN creayet
YyTUNM3NPOBaTb.

* Bxopgslen B KOMMMEKT KPbILLKON MOXHO 3aKpblBaTb TOMbKO KApTPUAKM U3 TOTO Xe KomnnekTa. He ncnonessynte
KPbILLKM OT APYrMX NapTuin nnm npenapaTos.
» KpbILKy cnepyeT yTunManposaTtb Mocne ee ncnonb3oBanusa ¢ 10 kapTpuaKamm n3 ynakosku.

MCNONb30OBAHUE

 lMepen ncnomnb3oBaHem TecT-nonocok ETEST 13 HepacKkpbITON ynakoBku HeOB6XOAMMO OCMOTPETh YNakoBKy Ha
npegmeT OTCYyTCTBUS NMOBpEeXAeHU. He ncnonb3ynte B cnyyae, ecnv ynakoBka Obina noBpexaeHa.

* [Mocne n3baTA N3 XONOANINBHUKA/MOPO3UITbHUKA HEOOXOAMMO BbiAepXaTb MHAMBUAYAIbBHYIO YNaKOBKY Unn
YMaKoOBKY Ha HECKOIbKO KapTpuapKen npu KOMHaTHOM TemnepaType 40 BCKpbITUSA (OKONOo 15 MuUHYT, ecniv
Temnepartypa xpaHeHus coctaenana +4 °C, unm okono 30 MUHYT, ecnun TemnepaTtypa XpaHeHusi cocTaBnsna
-20 °C). M3sBnekaTb TECT-MONOCKY U3 YNAKOBKW crieayeT HEMOCPEACTBEHHO nepes ucnonb3osaHnem. Mepen
BCKPbITMEM YNaKOBK/M HEOOXOAMMO [OXAATHCSA MOJHOro MCNapeHus Briarv, KoTopas Morfna CKOHOEHCMPOBaTLCH Ha
BHELLHEN NOBEPXHOCTMN YNaKoBKM.

* He npukacavTecb K NOBEPXHOCTW TECT-NOMOCKM, HA KOTOPOW HAXOAMTCH rPafAMEHT (K CTOPOHE, NPOTUBOMONOXHOW
wkane MUK). Ans B3sTua tect-nonocok ETEST pekomeHayeTca ncnonb3oBaTb pyvHON annnunkaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbiit nuHLeT NEMA C88™ (puc. 2), nuHueT unu nogobHoe UM ycTpoincTeo]. B cnyvae
n3sneyeHns Tect-nonocok ETEST Bpy4Hyt0 MUHLIETOM Mnn nogo6HbIM YCTPOMCTBOM paspeLlaeTcs npukacaTbes
TOMbKO K KOpeLLKaM (TOMY MECTY, Ha KOTOpO€e HaHeCeH 2- unun 3-6yKBEHHbIV KOa).

M3Bne4veHne TecT-nonockn ETEST 13 nHgmemayansHom M3BneyeHune tect-nonocku ETEST n3 kapTpuaka C NOMOLLbLO
ynakoBku ¢ nomotpeto Mini Grip-It BaKyymHoro nuHueta NEMA C88™

* VIHCTpYKUMK ONa MHAUBUAYaNbHOW YNaKOBKM:

Mpexae Yem OTKPbIBaTb YNakoBKY, OCTOPOXHO MOCTY4YMTE YNaKOBKOW MO TBEPAON NOBEPXHOCTY,
YTOGbI TECT-NOMOCKA OKasanach Ha [He YNakoBKU, 3aTEM 3aXKMUTE YMaKoBKY Mexay 6omnbLunm
1 yKasaTenbHbIM NanbLaMu, MOMeCTUB KOHUYMK GOMnbLUOro nanbua B yriybneHve Ha 3agHen
CTOpOHE.

HaxmuTe GonblummM nanbuemM Breped 1 ykasarternbHbIM nanbLemM Hasag, YTobbl OTNOMUTL
antoM1H1eByo 060MoYKy, NMpKU 3TOM BNaronornoTUTenb AOMKEH OCTaTbCA B BEPXHE YacTu
YNaKoBKM.
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OTorHute BEPXHKO 4YaCTb Hasapg, YTOObI MONMHOCTLIO OTKPbITb YNaKOBKY.

M3Bnekute Tect-nonocky ETEST 13 ynakoBkv ¢ MOMOLLBIO NYHLETa Uy ApYyroro annnukaTopa.

* WHCTpyKUMM ANS yNakoBKU HA HECKOMNbKO KapTpUIKeN:

MogHMMUTE A3bI4OK N3 PONbIY B BEPXHEW YacTu KapTpuaxa u notTaHuTe Hasag,
YTOObI MONTHOCTLIO CHATB.

( Mpumeyvanune: Y6eautech, Y4To NOCNe BCKPLITUSA HA KapTpuUKe He 0CcTanoch
donbry, MOCKOMbKY OHa NOMELLAET Kak CriefyeT 3aKpbiTb €70 KPbILLKOW.

B kapTpuaxe HaxoauTcsa NakeTUK KannesngHon opmebl ¢ Bnaronornotutenem. He MU3BJieKaUTe BraronornoTutenb
nocrie BCKpPbITUA.

* MeToza py4How o6paboTku:
o Ecnu ncnonb3syeTcs BakyyMHbI
nuHueT NEMA C88™ unu
annnukaTtop Mini Grip-It

* MeTop aBTOMaTU4ecKkom o6paboTku ¢
NMOMOLLIbI0 aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™:

o 3arpysute KapTpuoXKu ¢ TeCT-

(pexomeHayemble MeToabl):
Bo3bMuTEe BEpxHIOKO TECT-
nonocky ETEST, He kacasice
BMaronornoTuTens.

nonockamu ETEST Hanpsimyto B
aBTOMaTM4eCKuIA annnmkaTop
SIMPLEX C76™ (MHCTpYKLMM CM.
B PYKOBOZACTBE MNOMb30oBaTensi

annnvkatopa SIMPLEX C76™).

o Ecnu ncnonbsyeTcsd NUHLET Unn
aHanornyHoe ycTpomncTeo:
HaxmuTte ykasatensHbiM
nanbLeM Ha y3KUIn KoHel,
nakeTuka C BraronorfnoTuTenem,
4TOObI NPUNOAHATL TECT-
nomnocku. He HaxxumanTe Ha
oKpyrnyto yactb. [Npuaepxmsas
nanbLemM BnaronornoTuTens,
N3BNEKNTE BEPXHIOI TECT-
nonocky ETEST 13 ynakoBku
MVHLETOM MMM aHaNorM4HbIM
YCTPOWCTBOM.

Cpasy nocrie ncnonb3oBaHus HaAeHbTE KPbILKY Ha KapTpuax (B NpaBuiibHOM
NONMoXeHUN) N XpaHuTe ero, kak ykazaHo B pasaene YCIIOBUA XPAHEHUA
N CTABUIIbHOCTb.

054384-01

MHCTPYKUUA NO NPUMEHEHUIO

MNpuroTtoBneHue cycneH3nu u noces

1. [oseawute cpepny u TecT-nonockn ETEST oo komHaTHONM Temneparypsbl.

2. Cwm. Tabnuuy 1 B KOHLIE 3TOro pasgena.

3. lMoaroToBbTe CyCcneH3uio: CyCneHaMpyNTe XOPOLLO N30NMPOBAHHbIE KOMTOHWM, BbIPOCLUME Ha YallKe C arapom
B Te4eHne Houun. [Ina MMKPOOPraHM3MOoB CO CIIOXHBIMU NUTATENbHLIMW MOTPEBHOCTAMU, TAKNX Kak MHEBMOKOKKM,
CTPENTOKOKKMN, FOHOKOKKM, aHaapobbl n Haemophilus spp., nCNonb3ynte CycneH3nto, NPUroToBAeHHyio B BynboHe
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B TedyeHne 15 MuHyT. YbeamTtecb B HanM4mMm B NOCEBHOW CyCneH3un npasunbHoro konnyectsa KOE/mn
(konoHneobpasytoLasa egmMHULA) OTHOCUTENBHO COOTBETCTBYOLLEro ctaHaapTa no wkane McFarland. [JaHHbIn nyHKT
0COBEHHO BaXKeH A58 MUKPOOPraHU3MOB CO CIIOXKHBIMU MUTaTeNbHbIMU MOTPEBHOCTSAMM, U CIIM3NUCTLIX KOMOHWUIA
MUKpOoOpraHn3mMoB. Mpu npaBnnbHOM NPUrOTOBAEHUM CYCNEH3NW NOCNEe KyNbTUBUPOBAHUSA AOMKeH ObiTb nony4veH
CNMOLUHON MW NPaKTUYECKM CMNIOLIHOW POCT Ha MOBEPXHOCTU CPeAbI.

4. CraHpapTbl MyTHOCTY Mo wkane McFarland He rapaHTMpyOT NpaBUIIbHOTO KONMYECTBA XN3HECNoCcobHbIX BakTepuii B
cycneHsnn. HeobxoamMmo NpoBoANTb PErynsapHbIi NOACHET KOMOHWUI A5 MPOBEPKM Toro, obecneymsaet nm

ucnonb3yemasi MeToauka nocesa MonyvyeHne Hy)KHOro Konm4yecTBa XM3HecnocobHbix 6aktepuin (B KOE/mn). CmoTpute

pasgen KOHTPOJIb KAYECTBA.
5. BbINOMHWTE NOCEB: OKYHWUTE B MOCEBHYIO CYCMEH3UI0 CTEPUNbHbIA, HETOKCUYHbLIN 1 HE CIIULLKOM TYrO CKPYY€HHbI
TamnoH. Yaanute nsbbIiTOK XKUOKOCTU, MPUKAB TaMMOH K BHYTPEHHEN NMOBEPXHOCTU CTEHKM Npobupku. Yaoanute

OornbLue XNaKoCTK, Korga AenaeTcsi NoceB Ha yawky gnameTtpomMm 90 MM, U MEHbLLE NMPU 3aceBaHUN YaLlKn AnameTpom

150 mm. TwatensHO pacnpegenvTe CyCrneH3mio Mo NOBEPXHOCTH arapa WTpMxamm B TPEX HanpaBneHnsX, Kaxablin pas
noBopayuBasg Yalky Ha 60 rpagycoB, 4To6bl 0becneunTb paBHOMEPHOE pacnpeaeneHme NoceBHOro marepvana. B
KauyecTBe ankTepHaTMBbLI MOXHO MCMONb30BaTh nHokynatop RETRO C80™ ans adhdekTuBHOro pacnpeaenenus
NMOCEBHOW CYCMeH3Mn Mo NOBEPXHOCTH arapa (puc. 3) (MHCTPYKUMM CM. B PyKOBOACTBE NONb30BaTENs MHOKYNATOpa
RETRO C80™). AaiTe n3bbiTky Bnary ancopbuposathecs B TeueHne 15-20 MUHYT, Tak 4To6bl NOBEPXHOCTL Gbina
MOJIHOCTLIO CyXOM Nepen HaHeCeHUneM TecT-NosIocok ¢ rpagueHTom ETEST.

7

Puc. 3

MoceB Ha YallKy ¢ arapoM € NoMoLLbio MHOKynsTopa RETRO C80™

HaHeceHune TecT-nonocok 1 NHKyb6auus

1. Y6epuTtecsb, 4TO 3acesHHas MOBEPXHOCTb arapa NofiHOCTLIO Cyxasi.

2. Ortkponte ynakoBky ETEST, kak ykazaHO B MHCTPYKLMM MO BCKPbITUIO 1 paboTe ¢ TecT-nonockamu.

3. Tect-nonockn ETEST MOXHO HAHOCWTb Ha 3aCesHHYIO NMOBEPXHOCTb arapa C MOMOLLbIO Py4HOro annnvkaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nMHLETa unm Apyroro aHanornyHoro ycTponcTaa) nnéo
aBTOMaTU4eckoro annnukatopa SIMPLEX C76™ (puc. 5). PasmecTtute Tect-nonocky ETEST wkanoi MUK Beepx
(Mo HaNpaBnEeHWIO K KPbILKE Yallk1) 1 MakCUManbHOW KOHUEHTpauuen onmxke K kpato yawku (puc. 4 n 5).

Puc. 4 Puc. 5
HaHeceHue TecT-nonockn ETEST Ha noBepxHOCTb HaHeceHue TecT-nonocku ETEST Ha noBepxHOCTb
arapv3oBaHHOM cpefbl C MOMOLLbI0 BaKyyMHOrO NuHLETa arapv3oBaHHOW cpefbl C MOMOLLbIO aBTOMAaTUYEeCKOro
NEMA C88™ annnukatopa SIMPLEX C76™

4. MoXHo 1cnonb3oBaTh LWabroH Ans onTUMaribHOro NoMelLeHus TecT-nonocok ETEST paBHoyaaneHHo apyr ot
Apyra B Yallke ¢ arapoM. B ogHoi valuke guametpom 150 MM ¢ arapom MOXHO pasMecTuTb A0 LUECTU TECT-MONOCOK
ETEST (puc. 6a), a B ogHon yaiuke guameTtpom 90 MM ¢ arapom — A0 ABYX (puc. 66). [Ins MukpoopraHuamos
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C OXXMOAEMOW BbICOKON YyBCTBUTENBHOCTBIO UCMOMNb3YNTE MEHbLLE TECT-NMOMOCOK Ha Yallke agnametpom 150 Mm
N TOMbKO OfHY TECT-NOMNOCKY Ha YaLuke guameTpom 90 MM.

Puc. 6a. Puc. 66.

LLlabnoH ans 6 TecT-nonocok B yaluke guametpoM 150 mm LLlabnoH gns 2 TecT-nonocok B yaiuke guametpoM 90 Mm

5. Heobxooumo y6efnuTtbes, YTO TECT-NONOCKa NOMHOCTbIO NpUeraeT k NoBEPXHOCTU arapa. He cnepyet pa3mellats
TECT-NoNoCKy B MEPEBEPHYTOM MOSOXKEHWM, TAK KaK 3MMUMNC MHMMOMPOBaHUS He 06pa3yeTcsi, MOCKOMbKY aHTUBMOTUK
HE MOXET NMPOHWKHYTb YEPE3 HEMOPUCTYIO NNACTUKOBYH TECT-NOMOocKy. MNpy HEOBXOAMMOCTY MOXHO yAanuTh
BO3AYLUHbIE MONOCTH, BUAVMbIE NMOZ TECT-MOMOCKOW, OCTOPOXHO HaXKUMas Ha TECT-NMOJIOCKY (He ABUras €e) KOHYMKOM
annnvkaTopa Ui NMHLETOM, MpW 3TOM HanpaBneHWe ABMKEHNS! JOIMKHO ObiTb OT MUHMMAIIbHOWN KOHLEHTpaLmm
K MakcumarbHoON. ManeHbkve ny3bipbky He BIUSIIOT Ha pedynbTaThl TecTupoBaHus. Mocne HaHeceHuA TecT-
NornockKy Hernb3sl CABUraTb, MOCKONbLKY MPOMCXOAUT MrHOBEHHOE BbICBOGOXAeHNe aHTUGMOTHKA B arap.

6. KynbTvBUpOBaTb YallK1 C arapoM criefyeT B NepeBEpPHYTOM MOMOXKEHUM (KPbILIKON BHW3), MOCTaBNEHHBIMW APYT Ha
Zpyra, Ho He Gonee 5 yallek, B COOTBETCTBUM C YCIOBUSIMU, NMPUBELEHHBIMU B PYKOBOACTBE HUXKE.

Tabnuua 1. YkasaHua no BbIGOpy nutTaTesnibHbIX cpen, NnoAroToBKke NoCeBHOro Mmatepuana u KynbtuBMpoBaHuio

lpynna ArapusoBaHHas [MoceBHow maTepuan KynetuempoBaHve
MUKPOOPraHn3mMoB | nuTaTenbHas cpega O EEE
MuTtatenbHasa cpeda | nnoTHocTb (No | Temnepatypa Bpewmsa
a), 6) i LiKane ( (i2r:’C)yp ATmocepa ° (q:cu) )
McFarland)
Streptococcus Mtonnepa- BynboH Mionnepa- 0,5 +35°C 5% CO, 20-24
pneumoniae XuHTOHa + 5 % XuHTOHa (Mnn (1, ecm
1 CTPENTOKOKKM A) KpoBw (Mo CONeBoi pacTBop KO;‘I OHS
ctrangaptam CLSI) unm 6ynboH crnancTas)
MHF — arap C cepaeyHo-
Mionnepa-XvHToHa MOSrOBEIM
NSt IPUXOTINBBIX akcTpaktom (BHI))
MWKPOOpPraHn3mMoB
(no craHpaptam
EUCAST)
Neisseria OcHoBa GC- BynboH Mionnepa- 0,5 +35°C 5% CO, 20-24
gonorrhoeae © arapa + onpegenenH XuHTOHa (Mnn
ble po6asku (CLSI) | 6ynboH ¢ cepagyHo-
LLlokonagHbIv arap MO3rOBbIM
Mionnepa-XuHToHa akcTpakTom (BHI))

MpymeyaHus:

 a) bbino ycraHoBneHo, 4To conesol pacTtBop (Homep no katanory V1204) coBmectum ¢ ETEST.

* 0) Bbino ycraHoBneHo, 4to «Brain-heart infusion broth - CepaeyHo-mo3roBor 6ynboH (Mo TeKCTy «BynboH ¢
cepAeyHO-M0o3roBbiM akcTpakToM»)» (BHI) (Homep no katanory 42081) coBmectum ¢ ETEST.

* B) [ToHWKeHVe pH npu KyNsTVBMPOBAHNN MPUXOTANBBLIX MUKPOOPraHnamoB B 5 % CO, MOXeT HeraTMBHO CKa3aTbCs
Ha aKTMBHOCTM NeHNUMnnuHoB. CneayeT yuntbiBaTbh, YTO MOTYT ObITb NOMYYEHbI pasHble pe3ynsraThl B 3aBUCUMOCTH
OT TOro, MHKYBMPYIOTCSt N MONOCKK B OKpyXatoLeM Bosayxe unm B CO,.

* T) Y6eauTtech, YTO YallKa C arapoMm KyrbTMBMPOBanNach B TeHEHNe peKoOMeHA0BaHHOro Nepuoaa BpeMeHw, Npexae
YeM CHUMaTb NokasaHus, OCOGEHHO B Cryvae 3ameaneHHOro NPosBEHNS YCTONYMBOCTY U MEANIEHHO PACTYLLUNX
NPUXOTANBBLIX MUKPOOPraHW3MOB.

 A) Bkniovaet R-remonuTtuyeckme ctpentokokku rpynn A, B, C u G n rpynny cTpenTokokka BupugaHc S. mutans,

S. mitis, S. sanguis n S. bovis.

* e) [1Ins roHOKOKKOB crieyeT ucnonb3oBaTb Makc. 3—4 nonocku/vaiky 150 MM ans obnerdyeHnsi cHUTbIBaHUS

pesynsTaTos.
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PE3YNbTATblI U UHTEPMNPETALIUA

YyeT pe3ynsraToB

» Korga pocTt 6akTepuin XopoLlo 3ameTeH, cunTanTe 3HadeHne MUK B mecTe, rae annunc MHrmbrvpoBaHus nepecekaeT
TecT-nonocky. KoHeuHble 3HauyeHnss MUK B meToge ETEST 06bl4HO YETKO BblpaXeHbl, HO MOryT HabnogaTbcs
N pasnuyHble KapTUHbI pocTa/MHrIMbupoBaHmns. Cm. unncTpaummn Huxe (puc. 7-8).

* He yunTbiBaiiTe pesynsraThbl, €Cnu KynbTypa BbIrnaguT CMeLLaHHON U ecnu pocT BakTepuii o4eHb
He3HauuTeNbHbIA UMK CIWLLKOM rycTol. MNoBTOpMTE TECT.

» [Ina 6akTepuumnaHbIX NpenapaToBs, TakMx kak 6eH3nnneHnLmMnimH, koHe4yHoe 3HadeHne MUK cnepyet yuutbiBatb
B KOHEYHOW TOYKe MOSHOro MHIMbnpoBaHusi pocta. NoMyTHeHMe 1 Makpo- UM MUKPOKOMOHMN B Npedenax 3 Mm oT
TECT-MOSIOCKM CeayeT y4uTbiBaTh Kak pocT.

» Poct Boonb Bcero rpagmeHTa (OTCYTCTBME 3MNMMNIca MHIMOMPOBaHNS) 03HavaeT, YTo 3HadeHne MUK Boiwe nnn
paBHO HaMBbICLLEMY 3HAYEHWIO Ha LKane. ONnnc MHIMBUPOBaHUS HUXKe rpadveHTa o3HayaeT, 4To 3HaveHne MUK
HWKe, YeM Hambornee HU3Koe 3HaYeHne Ha LwKarne.

* N3bbiToyHas Brara B Yallkax nepef noceBoM, HeJOCTAaTOYHO BbICYLLUEHHAs NOBEPXHOCTb Nepes HanoXeHneM TecT-
MonoCcoK U/vnn HepaBHOMEPHO 3acesiHHbIE LUTPMXOM NOBEPXHOCTW MOTYT NPUBECTU K OTCYTCTBMIO CNIIOLLUHOIO pocTa
nnu 3ybyaTbiM kpasm annunca. lNosTopuTe TECT, ecnu y4eT KOHeYHbIx nokasaTenent MUK 3aTpyaHeH. B cnyyae
HepoBHbIX NnepeceyeHun MUK ¢ nonockon yunTeiBanTe 6onbluee 3HadeHne. Ecnu passegeHuii > 1, noBTopute TeCT.

» [Ina ToyHOro onpegeneHnst KOHeYHbIX 3HadeHnn MUK ans nHEBMOKOKKOB M CTPENTOKOKKOB HaKMOHWUTE YaLlKy n/unm
NCMosb3ynTe yBeNM4MTEeNbHOE CTEKIO.

* B cnyyae TyHHenbHOro pocta npeHebperanTte TOHKON MUHWEN pOCTa BAOIb TECT-MOMOCKN.

Mpumepbl yyeTa pe3ynLTaToB
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2094110
Puc. 7
N. gonorrhoeae S. pneumoniae
ATCC® 49226™ ATCC® 49619™
MWK = 1 mkr/mn MWK = 0,25 mkr/mn

UHTepnpeTauus

Ons uHtepnpeTaumm 3HaveHmin MUK, nonyyeHHbIx ¢ noMmoLubio Metoa ETEST, MOXXHO Nonb3oBaThCA MOPOroBbIMY
3HadyeHusimm MUK onsa onpeneneHns kateropuii MHTepnpeTaLmmn, onybrnmkoBaHHbIMI YNpaBneHnemM no KOHTPOSo
KayecTBa NuLLEBbIX NPOAYKTOB N nekapcTBeHHbIX cpeacts (FDA)/CLSI, EUCAST w/unu Balumm HaumMoOHarbHbIM
KOMUTETOM.

TekyLume norpaHuyHble 3Ha4eHUs NpMBeaeEHbI Ha Takux Beb-cantax: https://www.fda.gov u/mnuhttps://clsi.org n/vinun
www.eucast.org.

Byayun nonHocTblo KonmMyecTBeHHbIM MeTogom onpeaenenns MUK, ETEST gaeTt BO3MOXHOCTb nlabopatopum
coo6WKnTL ToYHble 3HadeHus MUK BmecTe ¢ kaTteropueit uHtepnpetauun. ETEST onpeaensiet 3HavyeHusa MUK no
HenpepbIBHON LLIKane 1 MOXeT NoKa3aTb pe3ynbTaThbl B MPOMEXYTOYHOM MONOXEHUN MeXAy TpaauLMOHHBIMU
OBYKpaTHbIMUK pa3BedeHusamMu (B nonpassenerust). Ecnu sHadeHne MUK no metogy ETEST HaxoauTcs mexay
CTaHAapPTHbIMY ABYKPaTHbIMU pa3BeAeHUAMU, TO ero criefyeT OKpYrnuTb 40 GnvkanLero BepxXHero 3Ha4eHns
[OBYKPATHOTO pa3BefdeHns Nepea TeM, Kak KaTeropuanpoBaTth.
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lMpumep nopozosbix 3HadyeHuti MUK EUCAST (mka/mi):

S ) R
HyscmeumernbHocmb fpu HyscmeumernbHocmb fpu Yemotiyusocmb
cmaHOapmMHOM pexxume ysenu4yeHHoM 8o3delicmauu
003uposaHusi
< 0,06 0,12-1 22

MWK 1 mkr/mn no metoay ETEST kaTeropusnpyeTcs Kak YyBCTBUTENbHOCTb MpU yBennyeHHoM Bo3aenctaum (1), B To
BpeMsi Kak KOHUeHTpaums 1,5 okpyrnsieTca 4o 2 MKI/MI U KaTeropusnpyercst Kak yecTtonumBocTb (R).

KOHTPOJ1Ib KAYECTBA

Y106kl NpoBepUTL paboune xapaktepuctukn Habopa peareHtoB ETEST, ka4yecTBO cpef, NOCEBHOro matepvana

1 Mcnonb3yeMbix NpoLeayp, NPoTecTUpynTe WTamMmbl Ans KoHTpons kadectsa (KK), npuBeaeHHble B cneaytoLlen
Tabnuue. PeareHTbl 1 ncnonb3dyemMble NpoLueaypbl CHUTAOTCS YAOBNETBOPUTENbHBIMU, €CNN NofyYeHHble 3HaveHns MUK
COOTBETCTBYIOT CNeAyoLMM creumndmrKaumsam KOHTPONs KayecTsa:

MUK Kona WTAMMbBI OJ1A KK ETEST OVNAMA3OHbI MUK OJTA KK ETEST
AHTMUWUKPOBHOIO (mKr/mn)
MPEMAPATA (Mxr/mr)
BEeH3UNNeHNLMNINH PG S. pneumoniae ATCC® 49619™ 0,25-12).)
0,002-32 N. gonorrhoeae ATCC® 49226™ 0,25-12)
Mpumeyanus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTtuBHble nokasaTenu TeCTUPoBaHWUS aHTUMUKPOOHON YyBCTBUTENBHOCTY, 29-e U3aaHue).

» 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 9.0, valid from 2019-01-01
(EUCAST: EBponeinckuii KOMUTET MO TECTMPOBAHUIO aHTUMUKPOBHOW YyBCTBUTENBHOCTH, Bepcus 9.0,
pevicteuTenbHa ¢ 01.01.2019 r.).

Pesynkrathl aHanu3a nauueHTa He cneayeT coobuaTk, ecnu pesynbtathl KK BbIXoaaT 3a npegens! yTBEPKaeHHbIX
3HayeHu KK. Yactota npoeeaeHus KK gomkHa yctaHaBnmMBaTbCs kaxkaon nabopatopuen MHAMBMAyansHo.
PykoBoasLme npuHUMnbI NpeacTaBneHbl B AOKYMEHTaxX Mo onpeaeneHunto YyBCTBUTENbHOCTM K aHTMbuotmkam CLSI
cepuii MO7 n M100.": 2

Mpeaenbl 3Havenun ana KK metoga ETEST moryT otnndatees ot cneundukaumin CLSI n (unn) EUCAST B HeKOTOpbIX
cnyyasx.lMpegensl 3Havenun ana KK metoga ETEST ocHoBbiBatoTCA Ha obwmpHon 6ase, cobpaHHON Npu KOHTPOSIbHOM
TecTMpoBaHMK BONbLLIOIO YMCra CEPUN PEaKTUBOB B TEHYEHME HECKOMbKUX NET, U BKIIOYAKT AaHHbIE MHOMOLEHTPOBbIX
nccneaoBaHuin.

Ecnwn 3HadeHns MUK B oTHoweHun wtammoB ansa KK HaxogaTca Ha nonpasseneHns Huxe HmkHero npegena KK, nx
cnegyeT OKpyrmMuTb A0 GrnivkaLlero BEpXHEro 3Ha4YeHns ABYKPaTHOroO pa3BeaeHns nepes TeM, Kak yCTaHOBUTb
cootBetcTBue KK. MogobHbiM obpasom, ecnu 3HaveHnss MUK HaxogaTcst Ha nonpasBeaeHUs Bbllle BepXHEro npeaena
KK, nx cnegyet cuntatb HecooTBeTCTBYHOLWMMN KK.

HeobxoavMo NpoBoanTbL perynsipHbIi NOACYET KOMOHWUIA AN MPOBEPKM TOro, obecneymBaeT v nonyyYeHHas NioTHOCTb
CyCrMeH3un NOCeBHOro Matepuarna nomnyyeHne 4OCTaTOYHOTO KOMMYEeCTBa XM3HeCcnocobHbIx bakTepuii B KOE/mn.
MpurogHbI MaTepuan ans nocesa AacT NpubnuauTensHo ot 1-5 x 108 KOE/mn.

CrtaHpapTtbl MmyTHOCTM no wkane McFarland He rapaHTUpylOT NpaBUNIBHOroO KONM4YeCcTBa XU3HECNOCOOHbIX
6akTepun B KOE/mn.

OXXWOAEMbIE PE3YINbTATbI

YPOBHM YyBCTBUTENBHOCTM K aHTUOMOTUKAM ANst pa3nmyHbiX OMONornyeckmnx nonynsaummn 6aktepuin 6onbLle HEBO3MOXHO
npeackasaTb B CBSI3U C NPOrpecCrBHbLIM pa3BUTMEM YCTONYMBOCTU. [MoaToMy nabopatopums 4OMmKHa Nonb30BaThCs
oxungaembimm pedynstatamu MUK pasnuyHbix aHTMBMOTMKOB ANst peddepeHTHbIX LUITAMMOB KOHTPOMS KavyecTBa, Y4Tobbl
o6ecneynTb COOTBETCTBUE TEXHUKM TECTUPOBAHMS HEOOX0AMMbIM TPEOOBAHNAM U pa3yMHYH TOYHOCTb MoryvYaembix
KMMHNYECKNX pe3ynbTaToB.

PABOYUE XAPAKTEPUCTUKA
Pabouvne xapaktepuctukn ETEST ana 6eH3vnneHnumnnmHa G6binm yCTaHOBIEHbI C NCMOMNb30BaHNEM CPaBHUTENBHbIX
OLeHOK. OTK nccnegoBaHusa nokasanu, 4to MUK no metogy ETEST PG koppenupytoT ¢ pedpepeHTHbIM METOA0M
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CLSI M07'. MeTog ETEST cuutaetcsi no cyLiecTBy aKkBMBaneHTHoIM Metogam CLSI, koraa 3HaueHus MUK n3 obeunx
npoueanyp nokaselBatoT nonHoe cootsetcteme (EA) =2 90 % B npepenax + 1 passegeHus.

Pabouve XapaKTePUCTUKN npuBeaeHbl HXe:

MwukpoopraHuam Lrammbl (N) % nonHoro cootBeTcTBUSA (EA)
Streptococcus (R-reMonuTUYecKnii 1 rpynnbl 110 96
BYPUAAHC)
S. pneumoniae 214 92
N. gonorrhoeae 356 97
MpymeyaHus:

* EA — % 3Hauenni MUK B npegenax + 1 pa3BeneHns pedepeHTHOro Metoaa.

BAXHbIE 3AMEYAHUA

1. VHoraa HekoTopble KOMOMHaLMKN BGakTepum 1 aHTUBMOTUKA Aal0T HEOXMAAHHbIE pedynbraThl. B Takux cnydasx
MaroonbLITHOMY nepcoHany 6yaeT CroXHO NPUHATL peLleHne No KoHeyHoMmy 3HadeHunto MUK. OpgHako, 4To6bI
Hay4YnTbCsl NPaBUIIbHO ONpeaensiTb KoHeYHble 3HadYeHust MUK, coTpyaHWKM MOTyT NPakTUKOBATLCS, PerynsipHo
ncnonb3ys pecpepeHTHbIE LWTAaMMbl U CpaBHUBAs CBOK paboTy ¢ pesynsratamu KBanuuumpoBaHHbIX paboTHUKOB.

2. Kak u Bce faHHble AST, pesynbratel ETEST ABNATCA TONBKO 3HAYEHUAMM in Vitro n MOryT yKasbiBaTb Ha
noTeHumnanbHyt YyBCTBUTENbHOCTb MUKPOOPraHU3MOB in vivo. cnonb3oBaHue pe3ynsTaTtoB Npu Bbibope neyeHus
[OJIMKHO ObITb €4UHONMMYHBIM PeLLIeHNEM 1 OTBETCTBEHHOCTbLIO Nevallero Bpada. OH JoMmKeH NpuHUMaTh BO
BHUMaHWE MeOULIMHCKMIA aHaMHE3 1 BCHO M3BECTHYIO MHAOPMaLIMIO O NaumeHTe, (hapMaKkoKMHETMYECKe
n bapmakogMHamMu4eckme CBOMCTBa aHTUBMOTUKA U KITMHUYECKMIA OMbIT fle4eHnst AaHHbIM NpenapaTtoM MHeKLniA,
BbI3BaHHbIX KOHKPETHbIM GakTepuanbHblM NaToreHoM. Takke crneayeT yuuTbiBaTb TUM aHTUOMOTMKA, [O3Y U PEXUM
[031poBaHus.

3. [Onsa nony4eHus AONOMHUTENBHOW MH(POPMAaLMN O KOHKPETHBIX OFPaHNYEHUSIX B UHTEPNpeTaLumn pesynsratos n/mnm
OrPaHUYEHUSIX KITMHUYECKOIO UCMOSb30BaHUsl aHTUOMOTMKA B pa3fnnyHbIX TEPaneBTUYECKUX CUTYaLMUsIX CM. Tabnuubl
N CHOCKM Ha cTaHgapTbl uHTepnpeTtauun MUK B nocnegHux sepcusax pekomengaumi EUCAST mnnu gokymeHtos CLSI
no onpeaeneHno YyBCTBUTENBHOCTM K aHTMOMOTUKaM Anst npoueayp passenerus (cepum M0O7 n M100).1v 2,3

YTUITU3ALUA OTXOOO0B
YTUNM3npymTe 1crnosib3oBaHHbIe 1 HENCMOSb30BaHHbIE PeareHThbl, a Takke KOHTAMUHUPOBAHHbIE PACXO[HbIE MaTepuarbl
B COOTBETCTBUM C TpeboBaHNAMU, NpeabaBnsaeMbiMy ANa YTUNU3aunnm MHMEKLUVOHHbLIX MaTepuarnos.

Kaxxpgas na6opaTop|/|$| obsizaHa O6paLIJ,aTbCﬂ C nony4eHHbIMM OTXO04aMN U CTOKaMun B COOTBETCTBUN C UX TUNOM U
CTeneHblo ONacHOCTU, a Takxe O6p363TblBaTb N yTnnn3npoBaTtb UX B COOTBETCTBMU C YCTAHOBJTIEHHbIMU NpaBuiaMn n
HOpMaMu.

CMUCOK JIUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeTtogb! NpoBeeHNsi TECTOB Ha onpeaerieHne YyBCTBUTENBHOCTU a3pobHbIX GakTepuii k
aHTUMKKPOOHbBIM MpenapaTtam nyTeM passedeHns (nocnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtuBHbIe NoKka3aTenu TeCTMpoBaHWSA aHTUMUKPOOHOW Y4yBCTBUTENBHOCTY (NocneaHee nsgaHue)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: Esponeickuii
KOMMWTET MO TECTUPOBAHMIO YyBCTBUTENBHOCTM K aHTUMUKPOOHBLIM NpenapaTtam (nocrnegHee nsgaHue)).

TABJTULA CUMBOJIOB U OBO3HAYEHUI

CumBon O603HaveHne

Howmep no katanory

MeguuunHckoe nsgenue aons
[MarHocTuku in vitro

M3rotoBuTenb

TemnepaTypHbIn uana3oH

Vicnonb3oBatb 40

e MH|E
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CumBon O603Ha4eHne

-
o
|

Kog naptum

3anpeT Ha NOBTOPHOE NpuMmeHeHune

CpoK XpaHeHUs Nocre BCKPbITUS

O6paTnTech K MHCTPYKLMMK MO
NPUMEHEHWIO

CoaepXMmoro 4ocTaTtoqHo Ans
npoBeaeHUst N-KoNM4ecTBa TECTOB

1< BN

[aTta nsrotoBneHus

OrPAHMYEHHAA TAPAHTUA

KomMnaHus bioMérieux rapaHTupyeT, 4To paboune xapakTepucTuKi JaHHOTO U3aenvs COOTBETCTBYIOT YKa3aHHOMY
NpeaycMOTPEHHOMY Ha3HayYeHMIo B TEYEHNe BCEro Cpoka aKcnyaTauuv npy ycrnoBum, YTo CTporo cobniofeHsl Bce
npoueaypbl MO MCMOMb30BaHUIO, XpaHeH o N 06paboTke 1 Mepbl 6e30nacHOCTM, kak NOAPOOHO N3MOXEHO B MHCTPYKLMSIX
no aKcnyataumu.

3a 1cknoYeHnem BbllLE€YyKa3aHHbIX Ciny4YaeB, KOMMNaHuA bioMérieux He JaeT HMKaKMUX rapaHTUin, B TOM Yucne
noapasymeBaeMbIX rapaHTuin TOBapHOro KayecTBa U rapaHTui COOTBETCTBUS npeanonaraeémMomMy ncnosib3oBaHuto, N He
[aeT HUKaknx 06a3aTensCcTs, B TOM YMCTe SBHO BbIpa@XXeHHbIX, NnogpadyMmeBaeMblX UM KOCBEHHbIX, B OTHOLLEHUN
MCMNOnb30BaHMs Kakoro-nnbo peareHTa, nporpaMmmMmHoOro obecneyeHus, an6opa N pacxogHbIX MaTtepunanoB (,u,anee —
«CMCTeMa»), OTJIMYHOIO OT YKa3aHHOIo B MHCTPYKUKUAX MO 3KCniyataumn.

NCTOPUA NEPECMOTPOB
KaTteropmum TMnoB n3ameHeHumn

H/M He npumeHumo (nepBoe nsgaHue)

KoppekTypa VMcnpaeneHue ownbok B AOKYMeHTaumm

TexHuyeckne [ob6aeneHune, nepecmMoTp u/vnn yganeHne KacatLlencst npoaykta nHdopmaumm
N3MEHEeHNs

AOMUHWUCTPATUBHbBIE BBeaeHne n3amMeHeHnn HETEXHNYECKOrO XxapakTepa, 3acny>X1BatLLX BHUMaHWS
N3MeHeHUs nons3oBarens

MpumeyvaHue. HesHadumernbHble munogpagckue, 2paMmamuyecKue USMeHeHUs U U3MEeHEHUS 8
hopmamuposaHuu 8 UCMOPUIO NEPECMOMPOE HE BKITHOYEHbI.

[arta Bbinycka Howmep Bepcumn Tun nameHeHun 0O630p U3MEHEHUIA
2020-10 052369-01 MepBoe n3gaHue H/M

[nsa nonyyeHns TEXHUYECKOW KOHCYNbTaLumMmn 1 nogaepXkm npocbba obpaluaTtbest K yNomHOMOYEHHOMY NpeacTaBUTento
npovsBoauTens Ha Tepputopum Poccuickon Penepaumm:

000 «broMepbe Pyc»
Appec: Poccus, 115230, Mocksa, 1-bin HaratuHckumin npoesa, a. 10, cTp. 1
Ten./dakc: +7 (495) 221 10 79
TenedoH ropsiden nuHum: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com
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ETEST® Benzylpenicillin (PG) (0.002-32 ug/mL) 050369 - 01 - 202010 - 1

B cnyyae BbisBneHnsa No6oYHbIX AEVCTBUI, HE YKa3aHHbIX B MHCTPYKLMM MO NPUMEHEHWIO NN PyKOBOACTBE MO
aKcnnyataunm MmeguumnHCKOro nagenuna, HexenarternbHbIX peaku,mﬁ npu ero npuMeHeHun, ocobeHHocTeln
B3aVMOEVICTBUA MEAULMHCKUX U3AENUA Mexay cobow, hakToB 1 06CTOATENBLCTB, CO3AAOLLMX YrPO3y XU3HN 1
300pPOBbLIO rpaxgaH U MeaANLMHCKNUX pa6OTHI/IKOB npun npuMeHeHnn n akcninyaraumm meanumHCKnUX manenmﬁ,
Heo6xoQuMOo HampaBuTb COOBLLIEHNE, coaepXallee yka3aHHble cBeaeHns, B PefeparnbHyto cnyx0Oy no Haa3opy B
cchepe 34paBoOOXpaHEHUSI B COOTBETCTBUN C AENCTBYIOLLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, tect-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
ABMSAOTCHA UCMONb3yeMbIMU, 3aPErMCTPUPOBAHHBIMW M/UN HAXOOALWMMUCS B NPOLEcce pernctpauum ToBapHbIMM
3HaKamu, NpMHagnexawumm KomnaHum bioMérieux, 0OQHON N3 JOYEPHMX MU BXOASLLMX B €€ rpynny KOMNaHui.

CLSI saBnsietcst ToBapHbIM 3HakoM, npuHagnexaiimm Clinical Laboratory and Standards Institute, Inc.

ToBapHbIl 3HaK 1 ToBapHoe nmst ATCC, a Takke ntobblie Homepa no katanory ATCC — ToBapHble 3HaKM KOMMaHUn
American Type Culture Collection.

EUCAST osHavyaeT EBponeincknii KOMMTET MO TECTUPOBAHMIO YyBCTBUTENBHOCTM K aHTUMUKPOOHBLIM npenapatam. 3Tu
AaHHble 6binn npegocTtaBneHsl EUCAST Ha 6e3B03Me3HON OCHOBE 1 A0CTyMHbI Ha cante EUCAST: www.eucast.org.
ABTOpckuMe npaBa Ha Hux octatotest Y EUCAST. Pekomengauun EUCAST vacto obHoBRsitoTCS. VX nocnegHue Bepcum
[OCTynNHbl Ha Beb-cante www.eucast.org.

D,pere Ha3BaHUA N TOBApPHblE 3HAKM NpuUHaanexat Ux 3akoOHHbIM BriagernbuaM.

dotorpacumm: bioMérieux SA

[ns nonb3oBaTenen B EBponerickom Cotose (pernameHT (EU) 2017/746) n cTpaHax ¢ aHanornyHbIMy TpeboBaHAMUA: B
crnyyae Cepbe3HOro NPouCLLECTBUS BO BPEMSI UCMOSb30BaHWS 3TOM0 YCTPOWCTBA UMK B pe3ynbTaTe ero UCnonb3oBaHus
coobLmTe 06 3TOM NPOU3BOAMTENIO U (UMW) €ro YNONHOMOYEHHOMY NPEeACTaBUTENIO, @ TakKe B HaLMOHaIbHbIN OpraH.

673 620 399 RCS LYON
Tel. 33 (0)4 78 87 20 00
bioMérieux SA Fax 33 (0)4 78 87 20 90
376 Chemin de 'Orme www.biomerieux.com
69280 Marcy-I'Etoile - France 0459





