BIOMERIEUX

REF| 412452

052609 - 01 - 2021-12 @

ETEST® Spectinomycin (SC) (0.064-1024 pg/mL)

Habopbl peareHTOB ANs naeHTUdUKaLUN 1 onpeaeneHns YyBCTBUTENbHOCTU MUKPOOTPaHM3MOB K
aHTnbnotukam: Etest SC SPECTINOMYCIN — E-Tect cnektnHomMuuuH (ganee no Tekcty: ETEST, meton
ETEST SC, tect-nonocku ETEST, Tect-nonocku, metog ETEST)

VD)

Ha3HauyeHue

ETEST — 370 py4HOV KONMMYECTBEHHbIN METOA, ONPEAENEHUs YyBCTBUTENBHOCTU K aHTUMMKPOGOHBIM NpenapaTtam
rpaMoTpuLaTenbHbIX Y IPaMMONIOKUTENbHBIX a3POBHBLIX GaKTEPUI, U GaKTEPUI CO CIOXHBIMU NUTATENBHLIMU
noTpebHocTAMK. CUCTeMa COCTOUT U3 CTaHAAPTHOTO rpaJveHTa aHTUGNOTUKA, KOTOPLIV UCNOSb3yeTcs As
onpeaeneHns MMHUMarbHOW UHIMBupytoLlen koHueHTpauun (MUK, BelpakeHHOM B MKI/MIT), pasnuyHbIX aHTUMUKPOGOHbBIX
npenapaTtoB A1 MMKPOOPraHM3MOB NMOCPELCTBOM KySbTUBMPOBAHWUS Ha MUTATENIbHOM arape B TEYEHUE HOuUM.

lNMoka3aHusA K npUMEeHeHun

MeTton ETEST SC MoxHO ncnonb3oBaTth Ans onpegenenns MUK cnekTMHoOMUUMHA B OTHOLLEHUW CeaYoLWmMX

MUWKPOOPraHn3MOB:
* Neisseria gonorrhoeae

MpuvHUKMN

ETEST npeacraBnsieT cobom TOHKY0, UHEPTHYHO,
HeMopwWCTYIO NNacTUKOBYIO TECT-MOMOCKY. Ha ogHy CTOPOHY
TecT-nonocku (A) HaHeceHa wkana MUK B mkr/mn, a Ha
APYryl — CTaHAAPTHBIN FPagneHT aHTubunoTuka.

Korga TecT-nonocky HaHOCAT Ha 3acesiHHYH0 KynbTypoW
MUWKpPOOpPraHn3ma noBepXHOCTb arapn3oBaHHOW cpeabl,
npegBapuTernbHO COOPMUPOBAHHbBIN rPagueHT
KOHLUEHTpauun aHTMONOTNKA HEMEANEHHO NPOHMKaeT

B arap, a 3atem obpasyeT CTabunbHbIN,

HenpepbIBHBINA, 3KCNOHEHLMAnbHbIN rpagueHT
KOHLEHTpauumn aHTMBMOTNKa HEeNoCcpeaCcTBEHHO Nof TecT-
nonockoMn. MNMocne nHKy6aumm, B pesynsrate KoTopon
GakTepunanbHbI POCT CTAHOBUTCHA 3aMETHbIM, BOOMb TECT-
MOITOCKM MOXHO YBUAETb CUMMETPUYHbIV SMUMC
UHrMbnposaHus. 3HayeHme MUK cunTbiBaeTcs co wkanbl
B MKI/MM NP NOSTHOM MHrMBMpPOBaHWM pocTa bakTepui

B MECTe nepeceyeHns 3a0CTPEHHOIO KOHLA annunca

C TeCT-MONOCKOW.

HecmoTps Ha cxoAcTBO € AMCKO-ANAEPY3MOHHBIM METOAOM
(aHanornyHas npouenypa NpUroToBNeHNA NOCEBHON
KynbTypbl, BbIOOP NUTaTEnbHON CPefbl U YCroBuS
uHky6aummn), ETEST He aBnaeTcsa Aucko-anddy3noHHbIM
METOAOM U MOMHOCTBIO OTAMYaETCsA OT OObIYHBIX ANCKOBbIX
MeToA0B. [[paAneHT KOHLUEHTpaunm aHTUMUKPOBHOTro
npenaparta B ETEST npegsaputensHo cchopMUpoBaH,
npegonpeneneH n ctabuneH, n He 3aBucuT OT anddy3nn.

CocTtaB Habopa

Kon

aHTUMWKpoBHoro

npenapata

Ukana MUK

(mrr/mn)

Aae B
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g IKCNOHeHUManbHbIA
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Obpaszey mecm-nonocku ETEST

(8 3asucumocmu

om nipenapama 0ocmyriHbl pa3nuyHble
wiKarbl CHUmMbI8aHUs)
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MHavemayanbHas ynakoBka: Kakaas TecT-nonocka coaepxur:
412452 30 TecT-nonocok « OunanasoH MUK cnektnHomuumnnHa*: 0,064—1024 mkr/
M

*IpouncxoxaeHune: MUKpobHoe.

WHCTpyKUMS NO NPUMEHEHWMIO, MOXHO 3arpy3uTtb ¢ canta www.biomerieux.com

Heob6xoaumbie MaTepuanbl, He BKNO4YeHHbIe B KOMNIIEKT

MaTtepuansi

+ O6wenabopaTopHoe Mukpobuonornyeckoe obopyaosaHvne

» TaMnoHbI (CTepunbHble, HETOKCUYHbBIE U HE CIIULLKOM MIOTHO CKPYYEHHbIE) Y MPOBUPKN.

» PyuHon annnukatop [Hanpumep, Mini Grip-1t (Homep no katanory 411200), BakyymHbIi nuHueT NEMA C88 (Homep
no karanory 559804), nuHueT nnn aHanormyHoe yCTponcTBO].

» PeareHTbl (peakTvBbl) Ana MaeHTUdMKaUMmM MUKPOOPraHU3MOB 1 OnpeaeneHnst YyBCTBUTENbHOCTY K
aHTMMUKpobHbIM npenapaTtam: McFarland Standard — Habop ctaHgapTtoB myTHocTM Mak®apnanga (Homep no
katanory 70900) nnv emy aHanornyHbIn.

* UHky6aTop (+35 °C £ 2 °C).

* MwukpoopraHmambl 4NS KOHTPONSA KayecTBa.

* UHokynatop RETRO C80 (gononHuTtensHo) (Homep no katanory 559803).

* Annnukatop SIMPLEX C76 (gononHuTensHo) (HoMep no katanory 559802).
PekomeHAyeMble nuTaTenbHbIe cpeabl

[ina onpegeneHns 4yBCTBUTENbHOCTM K aHTUMUKPOBHBLIM Npenapatam (AST) cneayeT ncnonb3osaTtb
BbICOKOKa4eCTBEHHbIEe cpefbl OnpeaeneHHoro coctasa, obecnevmsaroLLme XopoLunii pocT (cMm. Tabnuuy 1 B KOHUe
pasgena «MHCTpyKUMA No NPUMEHEHNIO» AAHHON MHCTPYKUMK). [ns obecneyerHns nonyYeHns TOYHbIX U JOCTOBEPHbIX
nokasartenen MUK npogykums BeiIGpaHHO TOProBovi Mapku AOMMKHA MMETb XOPOLLYH BOCMPON3BOAMMOCTb OT NapTuu
K napTuw.

YT06bI NPOBEPUTL KAYECTBO Cpeabl, NpoBeanTe UCCIeA0BaHNE C MOMOLLbIO MOAXOASALMX LWTaMMOB MUKPOOPraHW3MoB
Ans KOHTpons kayecTea. CM. MHCTPYKUMIO NO NPUMEHEHWI0, NpeoCTaBNsieMyto NPOM3BOAUTENEM cpeabl.

Y6eauTech, YTO ToNLMHa arapa B Yawke MeTpu coctaBnseT 4,0 £ 0,5 Mm 1 umeet pH 7,3 £ 0,1.

MpepocTepexeHns U Mepbl NPefOCTOPOXHOCTH

* Tonbko ANA AMarHOoCTUKM in vitro.

* Tonbko AnsA npodecCMoHaNbLHOro UCNONb30BaHUA. [JaHHbIN TECT NpeAHa3HayYeH ANs UCMONb30BaHMWS
KBanMuUMpoBaHHbIMK COTPYAHMKaMKU nabopatopum.

» Bcerga cobniogarite npaBuna acenTuku Bo BpeMsi paboTbl ¢ obpasuamm baktepuanbHbix Kynstyp. Heobxoammo
CTporo cobntoaaTtb yCTaHOBMEHHbIE MEPLI MPEAOCTOPOXHOCTM B OTHOLLEHUM MUKPOOMONOTMYECKNX PUCKOB.

» TecT-nonockn npegHasHavyeHbl TONbKO AN OOHOKPATHOIO NPUMEHEHUS U HE AOMKHbI MCMONb30BaTbCs NOBTOPHO.

YcnoBusa xpaHeHUA U CTabUNbLHOCTb

* XpaHuTb npu TemMnepartype, yKa3aHHOI7I Ha ynakoBke.
* He VICI'IOJ'Ib3yIZTe peareHTbl nocne Ncte4eHnd cpoka roaqHoOCTH, YKa3aHHOro Ha ynakoBkKe.

« Tect-nonocku ETEST HeoGxoanMo BCeraa XpaHuTb B CyXOM, NPOXMagHoOM, 3alluLLeHHOM OT BO3AENCTBUS SPKOro
cBeTa MecrTe.

* He xpanuTe TecT-nonockn ETEST, ocTtaBLumnecs nocne BCKPbITUSA MHOAUBUAYANbHON YNaKOBKU.

Ucnonb3oBaHue

« lMepea ucnonb3oBaHneM TecT-nonocok ETEST 13 HepackpbITON yNakoBKM HEOBX0AMMO OCMOTPETL YMNAKOBKY Ha
npeameT OTCYTCTBUS NOBpexaeHnn. He ucnonbayiTe B criyyae, ecrn ynakoBka Gbina nospexaeHa.

« lMocne n3baTUS U3 XonoaunbHUKa/MOPO3nUbHMUKA HEOBX0AMMO BblAepXaTh UHAMBUAYANbHYIO YNaKoBKy Npu
KOMHaTHOW TemnepaType 40 BCKPbITUS (OKOMO 15 MUHYT, ecnin Temnepatypa XpaHeHusi cocTasnsna +4 °C, unu
okono 30 MUHYT, ecrnu TemnepaTtypa xpaHeHus coctaensana -20 °C). MaBnekaTtb TeCT-MOMOCKY U3 yNakoBKu
cnegyet
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HernocpeacTBEHHO Nnepea ncnonb3oBaHneM. Mepen BCKpbITUEM YNaKoBKM HEOGX0AUMO A0OXAATbCs MOSHOMo
ncnapeHus Bnaru, Kotopasi Morfia CKOHAEHCMPOBAaTbCS Ha BHELLHEN NMOBEPXHOCTU YMAaKOBKU.

* He npukacaritecb K NOBEPXHOCTU TECT-MOMOCKU, HA KOTOPOW HAXOAMTCH rPafMeEHT (K CTOPOHE, NPOTUBOMOIIOXHOW
wkane MUK). Ong B3aTua tect-nonocok ETEST pekomeHayeTcst UCNonb3oBaTh PyYHON annnvkaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbii nuHUeT NEMA C88 (puc. 2), nuHueT unn nogobHoe um ycTponcTeo). B cnyyae
n3BneyeHus Tect-nonocok ETEST Bpy4Hyt MUHLETOM MNu NoA00OHBIM YCTPOMCTBOM pa3peLuaeTcsi npukacaTbes
TONBKO K KOopeLlKkaM (TOMy MeCTy, Ha KOTOPOe HaHeceH 2- Unu 3-6yKBEHHbIN KofA,).

‘u

Puc. 1 Puc. 2
M3BeneyveHne Tect-nonocku ETEST 13 unamemnayansHom M3BnedeHne Tect-nonockm ETEST 13 kapTpuaka ¢ NOMOLLBIO
ynakoBku ¢ nomotusto Mini Grip-It BakyymHoro nuHueta NEMA C88

* UHCTpYKUUM AN MHAUBUAYANbHOWN YNaKOBKMU:

Mpexae Yem OTKpPbIBaTb YNAKOBKY, OCTOPOXXHO NMOCTYUYUTE YNAKOBKOW MO TBEPAON NOBEPXHOCTH,
YTOGbI TECT-NOMOCKA OKa3anach Ha [He YNaKoBKW, 3aTeM 3aXKMUTe YMakoBKy Mexay 60mnbLunm
M yKasaTenbHbIM NanbLamu, MOMECTUB KOHYMK BOMbLLOro NanbLa B yrnybrneHue Ha 3agHen
CTOpOHeE.

HaxmunTe GonblunM nanbuemM Brepes 1 ykasartenbHbIM nanbLem Hasag, YTobbl OTNOMUTL
anoM1H1eByo 060MoYKy, NpY 9TOM BRAaronornoTUTeNb AOMMKEH OCTaTbCA B BEPXHE YacTu
YMaKoBKM.

OTOrHMTE BEPXHIO YacTb Ha3afd, YTOObl MONTHOCTbLIO OTKPbITb YNAKOBKY.

M3BneknTe TecT-nonocky ETEST 13 ynakoBku ¢ NOMOLLbIO MUHLIETA MW APYroro annnukaTopa.

MHCprKLI,VIﬂ no npumeHeHuro

MpurotoBneHune cycneH3nmn u noceB

1. [oseawute cpepny u Tect-nonockn ETEST Ao koMHaTHON TemnepaTtypbl.

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

3. TlloaroToBbTEe CYCMNEH3MI0: CyCNeHAMPYNTE XOPOLLO N30NTMPOBaHHbIE KOMOHWUW, BIPOCLLME Ha YallKe C arapoMm
B TeYeHne Houu. [Ins MMKPOOPraHM3MOB CO CITOXHbLIMU NUTaTENbHLIMU NOTPEOHOCTAMU, TAKMX Kak MHEBMOKOKKY,
CTPENTOKOKKM, TOHOKOKKW, aHaapobbl n Haemophilus spp., NCNONb3ynTe CyCneH3uto, NPUroToBEHHYHO B OynboHe
B TedeHne 15 MuHyT. Y6eamTtecb B HAaNM4um B NOCEBHOW CyCneH3nmn npaBunbHoro konnyectsa KOE/mn
(konoHneobpasytoLasa eguHMLAa) OTHOCUTENBHO COOTBETCTBYIOLLEro cTaHaapTa no wkane Mak®apnanga. JaHHbin
MYHKT OCOBEHHO BaXXeH ANS MUKPOOPraHN3MOB CO CIIOXHBbIMW NMUTaTeNbHbIMU MOTPEOHOCTAMU, U CIIN3UCTBIX
KOIOHWI
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MUWKPOOPraHn3mMoB. Mpu npaBunbHOM NPUroTOBMNEHUM CYCNEH3UW NOCNEe KyNbTUBUPOBAHWSA A0MKEH ObiTb Nony4eH
CMNIIOLLHON UMW NPaKTUYECKM CNIIOLWHON POCT Ha NMOBEPXHOCTU cpeabl.

4. CraHpapTbl MyTHOCTM MO wWKane Mak®PapnaHaa He rapaHTUpYHT NPaBUbHOIO KONMYECTBA XKN3HECMOCOBOHbIX
HakTepun B cycneHann. Heobxoammo npoBoanTbL PErynspHbI NOACHET KOMOHWI ANsi NPOBEPKM Toro, obecnevmBaeT
N1 ucnonb3yemasi MeTOAUKa NoceBa Mosy4YeHNe HY>XHOro KOnmM4ecTBa XnU3HecnocobHbix 6aktepun (B8 KOE/mn).
Cwmotpute pasgen KOHTPOJIb KAYECTBA.

5. BbINONHUTE NOCEB: OKYHWUTE B MOCEBHYO CYCMEH3MI0 CTEPUNbHbIA, HETOKCUYHbBIA U HE CIIULLKOM TYrO CKPYYEHHbI
TaMnoH. Yaanute nabbiTOK XXUAKOCTU, NPUKaB TaMMOH K BHYTPEHHEN NOBEPXHOCTU CTEHKM Npobupku. YaanuTe
Gonblue XUAKOCTK, Koraa AenaeTcs NoceB Ha Yallky AvameTpoM 90 MM, U MEHbLLE NPY 3aceBaHUN YaLlKu
avameTtpom 150 mm. TwaTtenbHO pacnpegenuTe CycrneH3uto No NOBEPXHOCTU arapa LTpMxamu B Tpex
HanpaBneHusix, Kaxxablii pa3 noBopaymBas 4Yaluky Ha 60 rpagycos, YToObl obecneynTb paBHOMEpPHOE pacnpeneneHne
noceBHOro Matepmana. B kayecTBe ansrepHaTMBbl MOXHO Mcnonb3oBaTbk UHOKyNsaTop RETRO C80 ansa
ahdeKkTMBHOro pacnpeneneHnsi NOCEBHOWM CycneH3nmn no NoBepxHocTu arapa (puc. 3) (MHCTPYKUMM CM. B
pykoBoacTBe nonb3oBaTterns nHokynsatopa RETRO C80). daiTe n3bbiTky Bnarv agcopbupoBatbesi B TedeHme 15-20
MWHYT, Tak 4TOObl MOBEPXHOCTb Gblfla NOMTHOCTbLIO CyXOM Nepea HaHeCeHneM TeCT-NOoNIOCOK C rPpagueHTOM

TEST

Puc. 3

MoceB Ha YalLKy ¢ arapom ¢ nomMoLbto MHokynaTopa RETRO C80

HaHeceHue TecT-nonocok 1 nHKyGauus

1. Y6epuTtechb, YTO 3acesHHasi NOBEPXHOCTb arapa MOIHOCTBIO CyxXas.

2. OtkponTe ynakoBky ETEST, kak yka3aHO B MHCTPYKLMM MO BCKPLITUIO 1 paboTe C TECT-NONoCKamu.

3. Tect-nonockn ETEST MOXHO HAHOCWTb Ha 3acesiHHYI0 MOBEPXHOCTb arapa C MOMOLLbIO PYYHOrO anmnnukatopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88 (puc. 4), nMHLEeTa Unu Apyroro aHanorM4Horo yctporncrtaea) nnbo
aBTomatuyeckoro annnukatopa SIMPLEX C76 (puc. 5). Paamectute Tect-nonocky ETEST wkanon MUK BBepx
(no HanpaBreHuto K KpbILLKe YaLlK1) N MakCUManbHON KOHLeHTpaumen brnvke K kpato vaku (puc. 4 n 5).

N

=

Puc. 4 Puc. 5
HaneceHnue TecT-nonockn ETEST Ha noBepxHOCTb HaHeceHnue TecT-nonockn ETEST Ha noBepxHOCTb
arapusoBaHHOWN cpedbl C MOMOLLbIO BaKyyMHOrO MUHLEeTa arapusoBaHHON cpefbl C MOMOLLbI0 aBTOMAaTUYECKOro
NEMA C88 annnukatopa SIMPLEX C76

4. MoxHOo ncnonb3oBath WabNoH Anst oNTMMarnbHOro nomelleHnst Tect-nonocok ETEST paBHoyganeHHo opyr ot
Apyra B Yaluke ¢ arapom. B ogHon yawike gnametpom 150 MM ¢ arapoM MOXHO pa3mecTuTb [0 LIEeCTU TeCT-NOM0COoK
ETEST (puc. 6a), a B ogHou Yawke guametpom 90 mm ¢ arapom — o AByx (puc. 66). [ins MMKpoopraHM3moB
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C OXngaemon BbICOKOW YyBCTBUTESTbHOCTbIO VICI'IOJ'Ib3yl7ITe MEHbLLE TECT-NOMOCOK Ha Yallke gnametpom 150 mm
N TONbKO OAHY TECT-NOJIOCKY Ha Yallke AUaMeTpoM 90 Mm.

Puc. 66.

LLlabroH ans 6 TecT-nonocok B Yaluke gnameTpom 150 mm LLlabnoH Ans 2 TecT-nonocok B Yaiuke guametpom 90 mm

Heobxoanmo YGG,CI,VITI:CH, YTO TECT-NMOSI0CKa MOSTHOCTLIO NpuUneraeT K NOBepXHOCTU arapa. He cnegyert pasmellarb
TECT-NOJIOCKY B NepeBepHYTOM MOJIOXKEHUN, TaK KakK annunc VIHFVI6VIpOBaHVI9I He o6pa3yeTc9|, NOCKOJbKY aHTUOMNOTUK
He MOXEeT MPOHWKHYTb Yepe3 HEMOPUCTYHO NaCcTUKOBYHO TECT-NOMOCKy. MNpn HeobXxoaUMOCTUN MOXHO yoanntb
BO3YLUHbIE MOMOCTU, BUANMbIE MO TECT-NOMTOCKON, OCTOPOXKHO HaXMMas Ha TECT-MOSTOCKY (He aBurasa ee) KOHYUKOM
annnmkatopa unm nMHUEeToOM, Npu 3TOM HanpasneHne OBMXeHunAa OOIMKHO ObITb OT MMHUMAIbHON KOHUEHTpauunn

K MakcumanbsHon. ManeHbkne ny3bipbKy HE BAUAKOT Ha pesynbrathl TeCTupoBaHus. Nocne HaHeceHuA TecT-
NOJIOCKY Henb3A cABUratb, MOCKOJIbKY nponcxogunt MrHoBeHHoe BbICBOGOXAEHMEe aHTUONOTHUKA B arap.
KyJ'IbTVIBVIpOBaTb YallKy € arapom criegyet B nepeBepHYyTOM NOJ10XEeHNN (KprLUKOVI BHVIS), nocTaBneHHbIMWU OpYyr Ha
apyra, HO He 6ornee 5 valuek, B COOTBETCTBUM C ycnoBuAaMK, npuBeeHHbIMA B PYKOBOACTBE HUXKE.

Tabnuua 1. YkasaHusa no BbIGOpy nuTaTenbHbIX cpea, NnoAroToBKe NoOCeBHOro MaTtepuana u KynbtuBupoBaHuio

pynna Arapu3oBaHHas MoceBHow matepuan KyneTvBmpoBaHue
MUKPOOPraHM3MOB nuTatensHas cpeaa 2) T _—
MuTtatenbHas cpega | NMOTHOCTB (MO Temneparypa
Atmoccpepa &) Bpems (4ackl) "
6) wKane (£2 °C) Pep & ( )
Mak®dapnanga
OcHosa GC- BynboH Miornepa-
o arapa + onpeaeneHHble XuHToHa (Mnn
Neisseria °
npo6asku (CLSI) BYNbOH C cepaeqHo- 0,5 +35°C 5% CO, 20-24
gonorrhoeae ) .
LLiokonaaHbIvi arap MO3roBbIM
Mionnepa-XuHToHa aKkcTpakTom (BHI))

MpumeyaHuns:

+ a) CogepxaHue kanbums B arape Mionnepa-XuHToHa MOXeT OTNMYaTbCA B 3aBUCHMOCTM OT MPOU3BOAUTENS U
cepun. Heob6xoamMMo NpoBOANTL KOHTPOIb Ka4eCTBa KaXxAon cepuv arapusoBaHHON cpeapl.

+ 6) Bbino ycraHoBneHo, 4to «Brain-heart infusion broth - CepgevHo-mo3roBor 6ynboH (Mo TekcTy «BynboH ¢
cepaeyHO-MOo3roBbIM aKkcTpakTom»)» (BHI) (Homep no katanory 42081) coBmectum ¢ ETEST.

* B) [pn KyNsTMBMPOBaHNM NPUXOTMAMBBLIX MUKPOOPraHN3MOB CO CITOXHbIMU NUTaTenbHbIMK NoTpebHocTammn B 5 % CO,
MTOrOBOE CHWXeHne pH MOXeT HeraTUBHO CKa3aTbCs Ha aKTMBHOCTM CMEKTUHOMUUMHA. CneayeT yunTbiBaTh, 4TO
MOryT 6bITb MONYyYeHbl pa3Hblie pe3ynbTaThbl B 3aBUCMMOCTU OT TOro, MHKYBMPYOTCS N NOMOCKN B OKpYXaroLem
Bo3gyxe nnm B COy.

* 1) YbeguTech, 4YTO YallKa C arapoM KynbTMBMPOBaNach B Te4eHNe pekoMeHA0BaHHOro Nepuoaa BpeMeHwu, npexae
YeM CHMMaTb NokasaHusl, 0COGEHHO B Cryyae 3ameaneHHOro NPosiBNeHNs YCTOMYMBOCTU U MEANEHHO PacTyLLmX
NPUXOTNMBbBIX MUKPOOPraHM3MOB.

+ ) [ns roHOKOKKOB crielyeT Ucnonb3oBaTb Makc. 3—4 nonocku/vauky 150 Mm ans obnerdyeHuss cHnTbIBaHUS
pesynsTaTos.

PesynbraTtbl U MHTepnpeTaums

Yyer pesynbsraTtoB

» Korpga pocT 6akTepuin XopoLlo 3ameTeH, cuntanTe 3HadeHne MUK B mecTe, rge annunc MHrMbupoBaHust
nepecekaeT TecT-nonocky. KoHeuHble 3HaueHmss MUK B metoge ETEST 0ObI4HO YETKO BbIP@XEHbI, HO MOTYT
HabnopaTbes
1 pasnunyHble KapTUHbI pocTa/MHrMbnpoBaHns. Cm. nnncTpauuio Huxe (puc. 7).

* He yuutbiBanTe pe3synsraThl, €CNu KynbTypa BbIMMSAUT CMELLUAHHOW UK ecrnv pocT GakTepuin 04YeHb
He3HauYUTENbHbINA UMK CIIULLKOM rycTol. MoBTopuTE TECT.
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Onsi 6akTepnumaHbIX NpenaparoB, TakMX Kak CNeKTUHOMULUH, KoHeYHoe 3HadeHne MUK cnenyet yuntbiBaTh B MecTe
MOITHOro MHIrMBUpoBaHusi pocta. NoMyTHEHME 1 MaKPO- UMM MUKPOKOIOHMK B Npeaenax 3 MM OT TECT-NOMOCKN
crnegyeT yumTblBaTb Kak pocT.

PocT BOoonb Bcero rpagneHTa (OTCyTCTBME annumnca MHrMbupoBaHus) o3HavaeT, 4To 3HavyeHne MUK Bbiwwe nnm paBHoO
HaMBbICLLUEMY 3HAYEHMIO Ha LUKane. ANnnnc MHMIMBMPOBaHWSA HUXKe rpaaMeHTa 03HadvaeT, yTo 3HavyeHe MUK Huxe,
4yeM Hanbornee HM3KOE 3HAYEHME Ha LuKare.

M36biTouHas Brnara B Yallkax nepef noceBoM, HeJOCTaTOYHO BbICYLLIEHHas MOBEPXHOCTb Nepen HanoXeHneM TecTt-
NorocoK 1/vnM HepaBHOMEPHO 3aCesiHHbIE LLUTPUXOM NMOBEPXHOCTU MOTYT MPUBECTM K OTCYTCTBMIO CMITOLLIHOIO pocTa
unn 3ybuyatbiM kpasim annunca. NoBTopuTe TECT, eCnn y4eT KOHeYHbIX nokasatene MUK 3atpyaHeH. B cnyyae
HepoBHbIx nepeceyeHunin MUK ¢ nonockon yuntbiBanTe 6onbluee 3HadeHue. Ecnu passegeHunn > 1, noBTopuTe TECT.

B cly4vyae TyHHeJ1bHOro pocrta npeHe6pera|7|Te TOHKOW NMHMEN pocTa BAOSMb TECT-NOSIOCKMN.

Mpumepbl yyeTa pe3ynLraTtoB
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PRLSTATNC T et

N. gonorrhoeae
ATCC® 49226™
MWK = 12 mkr/mn

UHTepnpeTtauus

[ns wHtepnpeTtaumm 3HaveHnn MUK, nonyyeHHbIx ¢ nomoLbio metoga ETEST, MOXHO nonb3oBaTbCst MOPOroBLIMA
3HayeHusmm MUK ans onpegeneHns Kateropuin MHTepnpeTaumm, onybrnmkoBaHHbIMKY YpaBneHnemM no KOHTPOIo
KayecTBa NULEBLIX MPOAYKTOB U nekapctBeHHbIX cpeacts (FDA)/CLSI, EUCAST w/unu Balimm HauMOHamNbHbIM
KOMWUTETOM.

TekyLume norpaHnyHble 3Ha4YeHns NpuBeaeHbl Ha Takmx Beb-canTax: hitps://www.fda.gov n/mnu https://clsi.org n/vnu
www.eucast.org.

Byay4n nonHocTblo KonNuYecTBeHHbIM MeTofom onpeaenernus MUK, ETEST naeT Bo3MoxHOCTb nabopatopumn
coo6WnTL ToYHble 3HadYeHust MUK BmecTe ¢ kaTeropueit nHTepnpetaumn. ETEST onpegensieT 3HadeHms MUK no
HenpepbIBHON LLKane 1 MOXeT NoKa3aTb pe3yrsTaTbl B MPOMEXYTOYHOM MOMOXEHUN MexXay TPpaguLMOHHbIMU
OBYKpaTHbIMUK pa3sefeHusmMu (B nonpasseaeHus). Ecnu sHaveHne MUK no metogy ETEST Haxogutes mexay
CTaHAapTHbIMU ABYKPaTHBIMU pa3BedeHNsIMU, TO €ro cneayeT OKPYrnuTb A0 Grnvkanilero BepXHero 3Ha4eHnst
OBYKpPaTHOro pa3BefeHnsi Nepes TeM, Kak KaTeropuampoBartb.
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lpumep nopoeossix 3HadeHuli MUK EUCAST (mka/mn):

S
]
YysecmeumenbHocmb npu R
HyscmeumernbHocmb npu .
cmaHOapmHOM pexume o Yemoutyugsocmb
yesenu4yeHHoM 8o30elicmeuu
do3uposaHusi
<0,06 0,12-1 22

MWK 1 mkr/mn no metony ETEST kaTeropmavpyeTcs Kak 4yBCTBUTENbHOCTb NPU yBENUYEHHOM Bo3aencTeum (1), B TO BpeMs kak
KOHLeHTpauums 1,5 okpyrnseTcsa Ao 2 MKI/MIN 1 KaTeropusnpyetcs kak yctonumeocTtb (R).

KoHTponb kayecTBa

YUTto6bl NnpoBepuThL paboune xapakrepuctnkm Habopa peareHtoB ETEST, kauyecTBO cpef, NOCEBHOrO Matepuana

1 Mcnonb3yemblx NpoLeayp, NPoTeCTMPyNTe WTaMMbl Ans KOHTpons kadecTsa (KK), npuBegeHHbie B crieaytoLlen
Tabnuue. PeareHTbl 1 ncnonb3dyemble NpoLeaypbl CYATAIOTCS YAOBNETBOPUTENBHBIMUW, €CMNW NoMny4YeHHble 3HavyeHns MUK
COOTBETCTBYIOT CNeAyoLmMM cneumndgmrkaumam KOHTPONSA KavyecTBa:

MWK AHTUMWUKPOBHOIO Koa LUTAMMbI ANA KK ETEST OVANA3OHbI MUK ONA KK ETEST (mkr/
MPEMAPATA (Mkr/mn) wn)
CneKkTUHOMULIMH . |
™ - a
0,064—1024 sC N. gonorrhoeae ATCC® 49226 8-32
MpumeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTuBHble noka3aTenu TeCTUPOBaHWUSA aHTUMUKPOOHON YyBCTBUTENBHOCTH, 29-e n3gaHue).

Pesynbrathl aHanm3a naumeHTa He cnegyeT coobulaTk, ecnv pesynbraThl KK BbIxogaT 3a npegensl yTBEPXKAEHHbIX
3HayeHu KK. YacTtota npoegeHusa KK gomkHa yctaHaBnmBaTbCs kaxgon naboparopmen MHOMBUAYarnbHO.
PykoBogsLme npuHUMnbI NpeacTaBneHbl B AOKYMEHTax No onpeaeneHno YyBCTBUTENBHOCTU K aHTUOMoTnkam CLSI
cepuit MO7 u M100. 12

Mpepenbl 3HaveHnn ana KK metoga ETEST moryT otnmdaTecsa ot cneuundukauni CLSI n (nnn) EUCAST B HekoTopbIxX
cnyyasx. MNpepensl 3Havenun ana KK metoga ETEST ocHoBbiBatoTCA Ha obwimpHon 6ase, cobpaHHOM Npu KOHTPONIbHOM
TecTupoBaHMun 60NbLLIOIO YMCna Cepuin peakTUBOB B TEYEHNE HECKOMbKMX NET, U BKIOYaT AaHHbIE MHOTOLEHTPOBBIX
nccneaoBaHni.

Ecnwn 3HadveHns MUK B oTHoweHun wtammos ans KK HaxogsaTtcs Ha nonpassegeHuns Hke HkHero npegena KK, nx
cnenyeT OKpyrnuTb A0 GrnvkanLlero BEpXHEro 3Ha4eHnst ABYKpaTHOrO pa3BefeHnsi Nepes TeM, Kak yCTaHOBUTb
cootBetcTBue KK. NMogobHeiM ob6pasom, ecnu 3HaveHuss MUK HaxogaTcs Ha nonpassedeHus Bbille BepXHero npegena
KK, ux cnegyet cuntatb HecooTBeTCcTBYOWMMN KK.

Heobxoarmo NpoBoanTb PEryrnsipHbIA NOACHET KOMOHWI AN NPOBEPKM TOro, obecnevmBaeT N nofyyYeHHasi NNoTHOCTb
CyCrMeH3un NOCEBHOIO Matepuvana nofnyyYyeHme 40CTaTOMHOIO KONMMYeCTBa XM3HecnocobHbix 6akTepuii B KOE/mn.
MpurogHLI MaTepuan Ans nocesa Aact NpudnuanTensHo ot 1-5 x 108 KOE/mn.

CraHaapTtbl MyTHOCcTM Mak®apnaHaa He rapaHTUPYHOT NPaBUITbHOIO KONIMYECTBA XXU3HEeCNOCOOHbIX 6aKTepum
B KOE/mn.

Oxupaemble pe3ynbraTthbl

YPOBHM YyBCTBUTENBHOCTM K aHTUOMOTUKAM AN pa3nuyHbIX OMonornyecknx nonynsaumii 6aktepuii 6onbLue HEBO3MOXHO
npeackasaTb B CBA3U C NPOrpeccrBHbIM pa3BUTMEM YCTONYMBOCTU. [103TOMy nabopaTtopusi JOMMKHA NOMb30BaTLCH
oxungaembimn pedynsratamm MUK pasnmyHbix aHTUBMOTUKOB AnA pehepeHTHbIX LITaMMOB KOHTPONS KayecTBa, YToObI
obecneuntb COOTBETCTBUE TEXHUKM TECTUPOBaHNSA HeobxoanMbIM TpeGOBaHNSAM U pa3yMHYH TOYHOCTb NOMyYaeMbIX
KMYHNYECKNX pe3yrsTaToBs.

PaGoune xapakTtepucTuku

Pa6bouune xapaktepuctukn ETEST gna cnekTuHoMmumMHa 6biny yCTaHOBMEHbI C UCMOMNb30BAHNEM CPaBHUTENbHbIX
oueHokK. JTn nccnegoBaHuns nokasanu, 4to MVK no metogy ETEST SC koppenvpytoT ¢ pedepeHTHbIM METOAOM
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CLSI M07.' Meton ETEST cuutaertca no cyllecTsy akeusaneHTHbIM MeToaam CLSI, koraa sHaveHns MUK n3 o6eunx
npouenyp nokaseiBatoT nonHoe cooteetcteme (EA) = 90 % B npegenax + 1 passeneHus.

Paboure xapakTtepncTmku npuBeaeHbl HUXe:

MwukpoopraHunsm Ltammel (N) % nonHoro cooTeetcTams (EA) 2)

N. gonorrhoeae 107 100

MpumeyaHus:
* a) EA — % 3Havennn MUK B npegenax + 1 pasBeaeHus pedepeHTHOro Metoaa.

BaxHble 3ameyaHus

1. WNHoraa HekoTopble KOMOMHauum 6akTepum n aHTMOMOTHKA Aal0T HEOXKMAAHHbIE pe3ynbraThl. B Takmx cnyvasx
MaroonbITHOMY NepcoHany 6yaeT CNOXHO NPUHATL peLleHne no KoHevHomy 3HaveHnto MUK. OgHako, 4Tobbl
Hay4MTbCsl NPABUIIBHO ONpeaenaTh KOHeYHble 3HavyeHns MUK, coTpyaHuKn MOryT NpakTUKOBAaTbLCS, PEryrsipHO
ncnonb3ys pedepeHTHbIE LWTaMMbl U CPaBHUBAs CBOK paboTy ¢ pedynbrataMu KBanmuumMpoBaHHbIX pabOTHUKOB.

2. Kak v Bce aaHHble AST, peaynbratbl ETEST aBnsit0TCA TONBKO 3HAYEHUSIMU in Vitro n MOryT yKkasbiBaTb Ha
noTeHUuanbHy YyBCTBUTENBHOCTb MUKPOOPraHN3MOB in vivo. Vicnonb3oBaHue pe3ynsTaToB Npu BbIOOpe nevyeHns
OOJDKHO ObITb €4UHOMMYHBIM PELLIEHNEM N OTBETCTBEHHOCTbLIO Nevawlero Bpaya. OH OOMmKeH NpuHMMaTh BO
BHMMaHUe MeANLMHCKUA aHaMHe3 1 BCHO M3BECTHYI0 MHAIOPMALIMIO O NaumeHTe, (hapMakoKMHeTUYECKNE
n chapmakognHamMmyeckme CBOMCTBA aHTUBMOTMKA U KITMHUYECKUI ONbIT NIeYeHNs1 4aHHbIM NpenapaToM MHAEKLUNA,
BbI3BaHHbIX KOHKPETHLIM GaKkTepuanbHbIM NAaToreHoM. Takke cregyeT yYuTbiBaTh TUM aHTUOMOTHKA, 403y U PEXUM
[031poBaHMs.

3. [Onsa nony4eHus AONOMHUTENBHON MHPOPMAaLMMN O KOHKPETHBIX OFPaHNYEHUSIX B MHTEPNpEeTauun pe3ynsraTtoB u/mnm
OrPaHUYEHMUAX KITMHNYECKOTO NCMOb30BaHUSA aHTMOMOTHNKA B Pa3NNYHbIX TEpaneBTUYECKMX CUTYaLMax cM. Tabnumupl
N CHOCKM Ha cTaHgapTbl MHTepnpeTaumn MUK B nocnegHux Bepcusax pekomeHgaunn EUCAST nnu gokymeHToB CLSI
MO OnMpeaeneHunio YyBCTBUTENBHOCTY K aHTUBMOTWKaM Ans npoueayp passeaeHus (cepum MO7 n M100).1:2.3

YTunusauma orxoaos

yTVIJ'Il/I3VIpyl7ITe Mcnonb30BaHHbIE N HEUCNONb30BaHHbIE peareHTbl, a Takke KOHTaMMHUPOBAHHbIE paCcXoaHble MaTepuanbl
B COOTBETCTBUU C TpeGOBaHVIFIMVI, npeabasndaemMmbiMn Ang ytmnmsaumm MHEKLMOHHBIX MaTepmanos.

Kaxxpan nabopaTtopusa 06s13aHa obpallaTbCs ¢ NOMyYeHHLIMU OTXOA4aMU U CTOKaMy B COOTBETCTBUM C UX TUMOM U
CTeneHbo OMacHOCTH, a Takke 06pabaTbiBaTb U YyTUNM3NPOBATb MX B COOTBETCTBUM C YCTAHOBIEHHBIMM NpaBuaMm 1
HOpMaMu.

Cnucok nutepatypbl

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeTtogbl npoBeAeHnst TECTOB Ha onpeaeneHne YyBCTBUTENbHOCTM adpoBHbIX BakTepuii K
aHTMMUKPOOHLIM Npenapartam nyTem pasBefeHus (nocnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTuBHble noka3aTenu TeCTUPOBaHWUSA aHTUMUKPOOHON YyBCTBUTENBLHOCTY (MOCNeaHee n3aaHue)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponelickui
KOMMWTET MO TECTUPOBAHMIO YYBCTBUTENBHOCTU K aHTUMMKPOOHBLIM NpenapaTtaM (nocnegHee usgaHve)).

Tabnuua cumBONOB U 0003HaYEeHUN

Cumeon O603HayeHne
Homep no kaTanory
IVD MepguumnHckoe nsgenve ans

OWarHoCTUKW in vitro

M M3rotoBuTenb
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CumBon O603Ha4eHne

TemnepaTypHbIN gManasoH

Vcnonb3oBatb 4o

Kop, naptum

3anpeT Ha NOBTOPHOE NPUMEHEHNE

O6paTtntech K MHCTPYKLMK NO
NPUMEHEHWIO

Coaepxumoro 4OCTaToqHO Ans
nposeneHua n-konm4yecTtea TeCToOB

[aTta nsrotoBneHus

k<Y 5 @R K

OrpaHuyeHHas rapaHTus

KomnaHusa bioMérieux rapaHTupyeTt, 41O paGoqme XapakTepucTtukn oaHHOro n3genna CoOoTBeTCTBYOT YKa3daHHOMY
npenoycMoTpeHHOMY Ha3Ha4eHUI0 B Te4eHne BCero CpokKa akcniyaraumm npm ycnoBum, 4T1o CTpPOro cobrntogeHsl Bce
npouenypbl N0 NCNONb30BaHUKD, XPaHEHUIO U o6pa60TKe n Mepbl Ge3onacHoCTH, Kak I'IO}J,pO6HO MN3N0XEHO B UHCTPYKLUMAX
no akcnnyartaunn.

3a vcknoveHnem BbllU€YKa3aHHbIX Clly4aeB, KOMNaHuna bioMérieux He aaeT HMKaKnx rapaHTui, B TOM Yucne
nogpasymeBaeMbIX rapaHTUI TOBApPHOIO KayecTBa U rapaHTUi COOTBETCTBUS NpeanonaraeMoMy UCMOob30BaHUIO, U He
[aeT HuMKaknx 06a3aTenbCeTB, B TOM YMCHE SBHO BblpaXXeHHbIX, NoapadymMmeBaeMbIX UM KOCBEHHbIX, B OTHOLLEHUN
MCMNONb30BaHWsA Kakoro-nnbo peareHTa, nporpaMMHoOro obecneyeHus, an60pa 1 pacxogHbIX MaTtepuarnoB (,qanee —
«CVICTeMa»), OTINMNYHOIO OT YKa3aHHOro B MHCTPYKUUMAX MO 3KCniyaTauuun.

UcTopusa nepecmotpoB

KaTeropum TMnNoB nsameHeHum

H/M He npumeHumo (nepBoe na3gaHue)

KoppekTypa McnpaeneHne owmnbok B JOKYMEHTaLMK

TexHnyeckne [obaenexune, nepecMoTp 1/Mnu yaaneHue KacaroLencs Nnpogykra MHdopmauum
N3MEHEeHns

AOMUHUCTPAaTUBHbIE BBeaeHue naMeHeHun HETEXHNYECKOTO XxapaKTepa, 3acnyX1BaroLmnx BHUIMaHNA
N3MeHeHus nonb3oBarens

MpumeyaHue. HesHadyumesbHble murospagckue, epaMmMamu4ecKue USMEeHEeHUs U USMEHeHUs 8
hopmMamuposaHuU 8 UCMOPUKD NMEPECMOMPO8 HE BKITKOYEHbI.

[ata Bblnycka Howmep Bepcumn Tun nameHeHun O630p M3MEHEHUI
2021-12 052609-01 MepBoe n3gaHue H/N

[ns nonyyeHnst TEXHNYECKOWM KOHCYNbTaLun 1 noaaepXku npocbba ob6pallarbes K ynornHOMOYEHHOMY NpeacTaBUTerNio
npounssoguTens Ha tepputopun Poccuiickon degepaunn:

000 «brnoMepbe Pyc»

Appec: Poccus, 115230, Mockea, 1-bit HaratuHckun npoesg, a. 10, ctp. 1
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Ten./dakc: +7 (495) 221 10 79
TenedoH ropsauen nuHum: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com

B cnyyae BbisiBNeHWss NOGOYHbIX AeACTBUN, HE YKasaHHbIX B UHCTPYKLMM MO NPUMEHEHUIO UMW PYKOBOACTBE Mo
aKCnnyaTauumM MeamuUmMHCKOTo U3AENs, HexenaTerbHbIX peakuuii Npu ero NpuMeHeHnn, ocobeHHocTen
B3aUMOAENCTBUSA MEQULIMHCKUX U3Oenuii Mexay coBGom, hakToB 1 0GCTOATENLCTB, CO34a0LLUMX YIPO3Y XKU3HU 1
3[0POBbLI0 rpaXaaH N MEOULMHCKUX PaBOTHMKOB NpW NMPUMEHEHNI 1 SKCNyaTauum MeAMLMHCKUX U3aenuin,
HeoGXoaMMO HanpaBuTb cooblueHne, codepkallee ykasaHHble cBedeHus, B deneparbHyto cnyxGy no Haasopy B
cihepe 3npaBoOXpaHEeHUst B COOTBETCTBUM C OENCTBYIOLLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, ctpun ETEST, NEMA C88, RETRO C80 v SIMPLEX C76 sBnsitotcs
NCNONb3yeMbIMU, 3apPErMcTPUPOBAHHBLIMU U/UNN HAXOASLMMAUCS B NPOLIECCE PErNCTPaLMN TOBAPHbLIMI 3HaKaMu,
npyvHagnexawmMmm komnaHumn bioMérieux, ogHoON N3 4OYEPHUX NN BXOAALMUX B €€ rpynny KOMNaHW.

CLSI aBnsieTca ToBapHbIM 3HakoMm, npuHagnexawmm Clinical Laboratory and Standards Institute, Inc.

ToBapHbIN 3Hak 1 ToBapHoe nma ATCC, a Takxke ntobele Homepa no katanory ATCC — ToBapHble 3HaKu KOMMaHWUm
American Type Culture Collection.

EUCAST o3HauvaeT EBponeiickuii KOMMTET MO TECTUPOBAHMWIO YYBCTBUTENBHOCTU K aHTUMUKPOOHBLIM NpenapaTtamM. 3tu
haHHble 6binm npegoctaeneHsl EUCAST Ha 6e3B03me3gHON ocHoBe 1 AOCTYNHbI Ha cante EUCAST: www.eucast.org.
ABTopckue npaea Ha Hux octatotcs y EUCAST. PekomeHpgaunm EUCAST yacto o6HoBnsitoTcs. Mx nocneaHue Bepcun
OOCTynHbl Ha Beb-cante www.eucast.org.

[pyrve Ha3BaHMA U TOBapHbIe 3HAKM NPUHaAIexXaT ux 3aKoHHbIM BragenbLam.

dotorpacmm: bioMérieux SA

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 I'Orme www.biomerieux.com

69280 Marcy-I'Etoile - France
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