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1 HA3BHAYEHUE

JIuCK ¢ aHTHOMOTHKOM IiepTasuauM + KiaaByinaHoBas kuciora 10/10 MKT TpeThero moKoJIEHHUs, UCIIONIb3YETCs
B KauecTBE IOJYKOJIMYECTBEHHOTO METoMa Ul BbIABICHUS InTamMmmoB Enterobacterales c¢ ¢enorumom
YCTOHYMBOCTH K [-TakTamaszam pacumpentoro criekrpa (ESBL).

JlnameTp 30HbI MOAaBJIEHHS POCTa BOKPYT JUCKOB U3MEPSIETCS M HHTEPIIPETUPYETCS BPYUHYIO HIIH C TIOMOIIBIO
ABTOMATH3UPOBAHHBIX CHCTEM.

2 KPATKOE OIIMCAHHME U ITOACHEHHUE METOJA

Bera-nakramasel pacmumpenHoro crektpa (ESBL) mpencraBnstor co0oil (epMeHTBI, KOTOphIe NPUIAIOT
YCTOMYMBOCTh OaKTEpHAIbHOIO IITaMMa K OOJBIIMHCTBY O€Ta-IaKTaMHBIX AaHTUOMOTHKOB, B TOM YHCIIE
TTeHALIWUTHHAM, TIe(aIoCIIOprHAaM B MOHOOaKTaM a3TpeoHaM. boiasmuHcTBO ESBL 0THOCATCS K B-1akTamMasam
Knacca A mo Ambler n monmaBnsroTcss MHrHOMTOpaMH [-nmakTama3s (KJIaByJaHOBas KUCIOTA, CYlIbOaKTaM M
tazobakrtam) [1, 2]. ESBL 06HapyHBatOTCSA Y rpaMOTpUIIATEIBHBIX OakTepuii, ocodento y Enterobacterales u
Pseudomonas aeruginosa [2].

BrisiBnennie n xapaktepuctuka ESBL  pekoMeHIYIOTCST WM SIBIAIOTCS OOSA3aTENBHBIME NPH KOHTpOIE
AMUAEMHOJIOTHYECKUX WITH MH(EKIIMOHHBIX 3a0oneBanuii [3, 4, 5].

OnucaHHBI METOH TpEeNCTaBIsAeT co00 KOMOMHHPOBAHHEIN TecT, pekomeHnoBaHHbi CLSI (MuCcTHTYTOM
KJIMHUYECKUX © JtabopatopHbix cranmaptoB), CA-SFM/EUCAST (KomuTeToM 1O aHTHOHOTHKOTpaMMaMm
Opaniy3ckoro obmiectBa  MHKPOOHOJIOrOB W EBpOINEHCKMM KOMUTETOM IO TECTHPOBAaHUIO Ha
YyBCTBUTEIEHOCTh K MPOTUBOMHKPOOHBEIM mpemaparam) u EUCAST (EBpomelickuM KOMHTETOM IO
TECTHPOBAHMIO Ha YyBCTBUTEIHLHOCTH K MPOTHBOMHUKPOOHBIM Tipenaparam) [3, 4, 5].

3 MNPUHIMII METOJA

[lpuHIATT COCTOMT B TOM, 4YTOOBI TPOTECTUPOBATh AaKTUBHOCTH HWHTHOWTOpa (epMeHTa, Hampumep,
KJIaBYJIaHOBAs KHCJIOTA, COBMECTHO ¢ LedTasuIuMoM, Juis ogHoro mramma Enterobacterales m mocMoTperTs,
BOCCTaHABIUBACT JIM JaHHBIH MHTHOMUTOP aKTUBHOCTH HedTazunuma. Jucku, copepikamiue Toibko 10 MKr
HEOTASUIUMA u 10/10 mxr HEOTAZUINUMA + KIIABYJIAHOBASI KUCJIOTA, nHaHOoCsSTCS Ha
MMOBEPXHOCTh YAIIKK C arapoM Mromiepa-XuHTOHa, MPEIBAPUTEIBHO 3aCESTHHON TECTHPYEMBIM IMITAMMOM
OakTepuii. [locne MHKYOAMU U3MEPSIOTCS 30HBI TOJaBIeHus pocTa BOKpyT aucka ¢ HIEOTASUIMMOM 10
MKT u gucka ¢ HIEOTA3UIMMOM + KJIABYJIAHOBOM KHMCJIOTOM 10/10 mxr. Pasauna MEXIY ABYMsI
AMaMeTpaMH He MeHee 5 MM cunTaeTcs nokasarenem ¢enoruna ESBL [4, 5].

4 JUCKHA
4.1 Onucanue
Jucku kommnanuu «buo-Pamx» mpeactaBisifor coboii aucku quamerpoM 6,5 MM (£5%), M3roTOBJICHHBIE W3
abcopOupyroIei OyMaru BBICILIEIO Ka4eCTBa U MPONUTAHHBIE TOYHON KOHIIEHTPAI[UeH aHTHOMOTHKA.

Jlucku 9eTko mpoMapKUpOBaHBI CUMBOJIOM 13 3 OyKB, HalleYaTaHHOM Ha K210 CTOPOHE JHCKa.
Hucku kommanwm «bwo-Pam» mocraBnstorcss B KapTpumkax 1o S50 JUCKOB, YIMAKOBAaHHBIX B
BOJIOHETIPOHHUIIAEMBbIC KOHTEHHEPHI C BIArONOTIIOTUTEIEM.

dDopma
O0o3HaueHHME HA ITHKETKE Onucanue BbIINIYCKA
Lledrazuaum + k1aByiaHoBas kuciota|l koHTeHep u3 4 kapTpumkeit ¢ 50 guckamu ¢
10/10 mkr AHTUOMOTHKOM Ie(hTa3uauM + KJIaByJaHOBas 4 x 50
CCZ20 krcinota 10/10 Mkr

4.2 TpedoBaHusI K XpaHEHHUIO U 00PALLEHUIO

» KapTpumku ¢ nuckaMu HeoOXOIMMO XpaHUTh B HX KOHTEHHepe mpu Temiieparype oT + 2 10 +8 °C B cyxom
MECTE, IO UCTEUEHUs CpOKa FOJHOCTH.

» KapTpuaxu ¢ 1uckaMu MOYHO MCIIOJIB30BaTh 0 HCTEUYEHUS YKa3aHHOTO HA YIIAaKOBKE CPOKA FOJTHOCTH, CIIEYS
WHCTPYKITUSIM POU3BOTUTENS COTJIACHO TOMY, KaK OIMCAaHO HIDKE.

* [Tocne BCKPBITHS KapTPHJPKa C JUCKAMHU X MOXHO XpaHUTh B KOHTEHHEpe MpH Temiieparype ot + 2 o +8 °C
B CyXOM MECTE, 1O UCTEUEHHS CPOKa TOJTHOCTH.

* Ecnm kapTpuDK ocTaeTcss B IUCIEHCEpE (IOMONHUTENbHAS MPUHAIIEKHOCTh, HE BXOAAIIAs B OCHOBHYIO
TIOCTaBKY) ITOCJI€ TIOCTAHOBKH JVICKOB, JUCIICHCEP HEOOXOIUMO XpaHUTh MpHU Temiepatype ot + 2 10 +8 °C B
CYXOM MECTE C BIJIArONOIJIOTHTENIIMH BHYTPU. B HaHHBIX yclOBUSX CTaOMIBHOCTH KapTpUIKa C IUCKaMH
COCTaBIISIET MAaKCUMYyM 4 HeJleJIH.
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5 MPEAYHOPEXIEHUSA U MEPBI IPEJOCTOPOXKHOCTH

* UTSI TUATHOCTHKH in Vitro

* U3JIeNUe MPeHa3HAYCHO TOJIBKO JIISl MPOGECCUOHAITBHOTO UCTIONB30BAHHUS B TAOOPATOPHBIX YCIOBHIX

* ISl TALMEHTA/TI0Ih30BaTes/TpeTheil cTopoHbl B EC U cTpaHax ¢ WACHTUYHBIM periiameHToM (Permament
2017/746/EC o MeAMIHMHCKHAX W3ACIHSAX Ui AWATHOCTHKU in vitro). Ecnmm Bo BpeMs mnm B pe3yibTare
WCTIONB30BaHMs JITAHHOTO W3JCIHS TPOU3OIIEN CEPhE3HbId HWHIMICHT, MPOCHM COOOMMTH 00 3TOM
MTPOU3BOAMTEIIO U BallleMy HAI[MOHAIBHOMY KOMIICTCHTHOMY OpTaHy.

51 MepbI IPeIOCTOPOKHOCTH MO BONPOCAM 310POBbs U 0€30MACHOCTH:

e K oOpamieHuro ¢ JaHHBIM W3JCIHEM IS aHajiu3a JIOMyCKAIOTCS TOJNBKO KBalH(DUIUPOBAHHBIE
paboTHUKHU, 00yueHHBIE pabOTe B JIAOOPATOPHH M 3HAKOMBIC C WX MOTEHIMAIBLHBIMUA OMACHOCTSIMU.
Hocute COOTBETCTBYIOIIYIO 3allUTHYIO OCKIY, IEPUATKA M CPEACTBA 3aIUTHI TJa3 WM JIMIA H
obparmaitech ¢ H3AeIMeM HaIeKaIuM 00pa3oM coriiacHo TpedboBanmsM Hamiexarieit mabopaTopHOi
MPAKTUKH.

e VTwimsupyiite Bce 00pasipl 1 MaTEPUANbI, UCTIONB3YEMBIE JUTS MPOBEJACHUS UCIIBITAHHS, KaK eCJId OBl
OHH coJiepKaiu Bo30ynutens nHpekuuu. JlabopaTopHbie, XUMHUSCKUE WIIM OMOJIOTMYSCKU OIacHBIC
OTXOAbl OOJIZKHBI O6pa6aTbIBaTBCSI n YTWIN3HUPOBATHECA B COOTBCTCTBUMU CO BCEMU MECTHLIMU,
PETMOHANBEHBIMU M HAIIMOHATBHBIMHU TIPABUIIAMH.

e FEcnu BBl XOTUTE MONYYUTh WHPOPMAIHUIO 00 OMACHOCTSAX W MepaxX MPeJOCTOPOKHOCTH B JIAHHOM
u3JeNne, CM. HaJu4yKe Wi oTcyTcTBre KooB H u P Ha aTHKeTKax U HHPOpMAIUIo, IPEICTABICHHYIO B
KOHIIE HACTOSIICH MHCTPYKIIMY 110 MpUMeHeHuto. [lacropT Oe30macHoCTH MaTepuana JOCTyIeH Ha BeO-
caiite Www.bio-rad.com.

5.2 MepsI npeAoCcTOPOKHOCTH, CBSI3AHHBIE C POLEeAYPOi

5.2.1 IloaroroBka

« 3amperiaercs UCIOJIb30BaTh AUCKH, €CIIH YIIaKOBKA U3ENHS MOBPEXKICHA.

+ He ncnions3yiite [UCKU OCIIE OKOHYaHUS CPOKA FOJTHOCTH.

« [lepen ucronp3oBanueM NoAoxkaAUTE HE MeHee 20 MUH., 9TOOBI IUCKH CTa0MIIN3UPOBATINCH TPU KOMHATHON
temmeparype (ot +18 mo +30 °C).

 He ncrnonp3yiite kapTpuUKK C IMCKaMH, KOTOPBIE HAXOAUIUCh B YCIOBHIX TeMIepaTyps! oT +18 mo +30
°C Oomee § 4, HE TNPOBEPUB XAPAKTEPUCTUKU HA MPHUEMIIEMBIH YpOBEHb, HPEXIE YEeM INPOAOIIKHUTH
UCIIOJIb30BaHUE JaHHBIX KapTpumkei [3].

5.2.2 TIlpouenypa
« Jlna obecriedueHns: HaJuIeXalei paboThl JaHHOTO MPOIYKTa HEOOXOIMMO COOIIIOAEHNE WHCTPYKIUH T10
MPUMEHEHUIO.

6 OBPA3LbI
*3amnpemnaeTcst MPOBOJUTH TECThI HEIIOCPEICTBEHHO Ha OMONIOrMYECKHX 00pa3ax.
*TecTbl HEOOXOAMMO MPOBOUTH Ha CBEKHUX, XOPOIIO M30JIMPOBAHHBIX KOJIOHHUSX Ha MUTATEIbHOI cpefe.
«JIs1s1 mosTydeHust ”HPOPMAIIUK O MMOJrOTOBKE MIOCEBHOIO MaTepHaa U3 CBEXKEH YHCTON KyJIbTYpBI,
NIOCEeBE Ha YalllKu ¢ arapoM Mrojuiepa-XHHTOHA, TEMIIEPaType UHKYOAIlM 1 BPEMEHU HHKYOaIuH,
npocum obpamatbes K Tekymum pekomeraanusim (CLSI [3], CA-SFM/EUCASTT [4], EUCAST)

[6]).
7 TPOLEJIYPA

7.1 Heo0xoauMble, HO He MPeIOCTABJEHHbIE MATEPHUABI

« Jlucnencep auckoB: 6-7 muckoB Ref. Ne 50294 wnu 12-16 nuckor Ref. Ne 50295

« Arap Mromnepa-Xunrona cornacHo aeiictByronmuM pekomenmanusm CLSI [3], EUCAST [6], CA-
SFM/EUCAST [4].

» Huck ¢ antnonornkom: IIEOTA3SWIAMM 10 mxr, Ref. Ne 76298.

+ BakrepuanbHbIe MTaMMBI IJTs1 KOHTPOIIS KAueCTBa.

+ Cranmapt mytaoctu Mac Farland 0.5.

JIaboparopHoe 000pyI0BaHNE, HEOOXOTUMOE [T OTIPEICIICHHS YYBCTBUTSILHOCTH K aHTHOMOTHKAM
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MeTOAOM IucKkan(y3un B arape.
JlabopatopHoe 000pyI0BaHNE, HEOOXOAUMOE [T U3MEPEHHS M HHTEPIPETALUHN JHaMETPa 30HBI
MOIABJICHUS POCTA.

7.2 Tlpouenypa anaiauza

Cwm. uacrpykuun, pekomenoBanbie CLSI [3], CA-SFM/EUCAST [4] unu EUCAST [6] st iporie iy pbt
TecTa 4UyBCTBUTEILHOCTH K aHTHOMOTHKAM 1 uHTeprpeTanun pe3yinbtaroB: CLSI [3], CA-SFM/EUCAST
[4] wmn EUCAST [6] mpemmaratoT cTaHIapTH3HPOBAHHBIC METOAWKH IS IOJTOTOBKHA ITOCEBHOTO
MaTepHaia, TMoceBa B dallkd lleTpu, BBIOOpAa M PACIONOKEHHS TECTOBBIX HCKOB, TEMIIEPATyphI
WHKYOallny ¥ BpeMEeHH WHKYOaInu.

Takoke Bcer/ia ciaeayeT MPUMEHSTh HAIIeKAIIYIO JTa00paTOPHYIO MPAKTHKY.

7.3 KoHTpoJIb KavyecTBa

Pasﬂnua MCKAY AUaMETpaMH 30H IMMOJaBJIICHUA POCTa (MM)
Hpez[em,l KOHTPOJISI Ka4CCTBa

JINCKH ¢ aHTHOHOTHKOM Klebsiella pneumoniae ATCC 700603
HEDPTASMIANM + KIIABYJIAHOBAA
KUCJIIOTA  10/10 wmxr  (CCZ20)- CCZ20-CZD10 >5 mm*

LEE®TA3UJIAM 10 mxr CZD10)

* JlaHHBIN KPUTEPUH IPUMEHSETCS UCKJIIOYUTENBHO AJIs1 KOHTPOJISI KauecTBa M He PacIpOCTpaHsIeTcs Ha APYTrHe
H3MEpEeHHUs

7.4 UnTepniperanys pe3yJbTaTOB
Touno u3MeppTe (C TOYHOCTBHIO 1O MHIJUTUMETPA) TUAMETPhl 30H MOJABICHHS POCTa, HAOIIOMAEMBIX IS

Ka)KI0T0 JUCKA.

Pazuuuna auamMeTpoB Pe3yabTar HNuTepnperanus
>5 MM ITomoKUTENBHO Hammuue genortuma ycroitunoctn k ESBL
<5 MM OTtpuuaTtensHo OtcytcrBue penoruna ycrounoctu K ESBL

8 OI'PAHUYEHUSA METOJA

* DddeKkTUBHOCTh TecTa 3aBUCHT HE TOJIBKO OT AaKTUBHOCTH JHCKOB, HO M OT TaKuX (aKTOPOB Kak
WCTIOJIb30BaHKUE NPaBHJILHOI'O HHOKYJIATA U KOHTPOJIBHBIX IITAMMOB, IPABUIBHBIX U paHEe NPOTECTHPOBAHHBIX
MUTATEJIBHBIX CPEJ] U a/IeKBaTHOE XPaHEHHUE.

* V3aMepeHust ¢ TOYHOCTHIO [0 MUJDTHMETPA JIAIOT MIPUEMIIEMYIO TIOTPEITHOCTD B J1a00PAaTOPHBIX YCIOBHSIX.
«JlokHOOTpHIIATENILHBIE PE3yNbTAThI TECTA MOTYT OBITH PE3yabTaTOM OSKCIPECCHH JIPyTUX [-nakramas
(BbICOKHH ypoBeHb 3Kkcnpeccu AmpC, kapOaneHemas u T.J1.), KOTOpbIe MacKupytoT npucyrcteue ESBL.

9 OYHKIIMOHAJIBHBIE XAPAKTEPUCTUKH

9.1 Amnaautnyeckue GyHKIHOHAIbHbIE XapAKTEPHUCTHKH

9.1.1 U3mepeHue TOYHOCTH

[ToBTOpsieMOCTh UM MOPOMEXKYTOUHAsE TOYHOCTh HccleqoBanuch it gucka ¢ HEOTAZUAVMMOM +
KJIABYJIAHOBOU KHCJIOTOM 10/10 mkr Ha MIPEIU3UOHHON TaHeTH, COCTOAMEH W3 2 IITaMMOB
(Escherichia coli ATCC 25922 u Klebsiella pneumoniae ATCC 700603). [lanHas maHeab TECTHpPOBAJIach Ha
noBTOpsieMOCTh B 10 MOBTOpax BO BpeMsl OJHOTO U TOTO K€ LIMKJIA U HA TPOMEXYTOUHYIO BOCIIPOU3BOAUMOCTD
B TPEX MOBTOPEHUSIX ABYMsI OllepaTOpaMu B TEUCHHE S5 THEU ¢ 2 pa3NUYHbIMU LUKIAMU B JIC€Hb.
PaccuutbiBaics cpeqHuit nuamerp, cranaapTHeie oTkiIoHeHus (SD) u koadduiments Bapuaiyu (CV).

Kpurtepun npuemaemoctn
1. JIyis moBropsiemocTtr Koddduitnent Bapuanuu (CV) momken 0bith <5%
2. JIns nmpomexxyTouHoi ToyHOCTH Koddduument Bapuaimu (CV) nomkeH 0b1Tb <10%
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9.1.1.1 IoBTOpPHEMOCTH

Cpennnii xuameTtp
HITamMmbl N 30HBI NMOIABJIEHUS SD Ccv
pocta, MM
E. coli ATCC 25922 10 27,5 0,53 1,9%
K. pneumoniae ATCC 700603 10 23,3 0,48 2,1%
100 % n3MepeHHBIX JUAMETPOB COOTBETCTBYIOT KpUTEpHIM npuemiieMoctd, u CV <5 %.
9.1. ITpome:KyTOUHASI TOUHOCTH
Mexny Mexny | B npenesax
IoBTOpPsiEMOCTD
onepaTopaMM | [JIHSIMH 1a60paTOpUHU
Cpeanmnii
auaMeTp
HITamMMBbI N 30HBI SD Ccv SD Cv |sD| Cv | SD | cV
101aBJIeHH
pocTa, MM
E. coli ATCC 25922 |30 27,1 0,52 1,9% 0,40 15%|0,46|1,7%| 0,80 |3,0%
gdogggumomae ATCCh0 22,2 048 | 22% | 00 |00%|066/30%| 082 |37%

100 % n3MepeHHBIX JUaMETPOB COOTBETCTBYIOT KpUTepHsaM npuemsieMoctd, 1 CV <10 %.

9.2. TIpaBMJIBLHOCTD

[IpaBUABHOCTH TECTHPOBATACH BO BpEMsI HCCICAOBAHUN MPEIM3MOHHOCTH: JUISI KaKAOrO JUCKa C
HEOTA3ZNINMOM + KJIABYJIAHOBOM KUCJIOTOM 10/10 MKT, MCHBITAHHOT'O JJISI Ka)KJO0ro IITaMMa,
M3MEPSUIOCh YBEIMYCHUE JHaMETpa 30HbI MHTHMOMPOBAHUS M IMPOBOJWIOCH CPAaBHEHHE C aHAJOTHMYHBIM
nokazateneM Tosbko nucka ¢ HEOTA3ZUJIMMOM 10 mxkr.

Bocmpon3BoanMocTh IIpoMe:KyTOYHASI TOYHOCTH
Cpennnii Cpennnii Cpeanuii Cpennuit Juana3zon
aHAMETP JHAMETP
aHAMETP AuaMerp IHAMETPOB
30HbI 30HBI Cpenusist 30HBI S0HLL Cpennss TONBKO
Mirayy |MOAABICHMS | pasHuua \NoxaBieHus) oo | PasHHUA KA ¢ Kpurepun
a pocTa, MM onapJe lIuaMeTpoB, PoCTa, MM OfiaB.ie ITHAMeTPOB, A NPHEMJIEMOCTH
HEDTA3H- pocTa, MM MM EDTA3H- pocta, MM M IHE®PTA3U-
HE®TA3U- HEDTA3HU- JAUMOM
HHI?;[C‘:‘ | auma g@l\éﬁ TTMMA
YBEJIMYCHHE <
E. coli OTHOiI/II\?;HLHO
ATCC 27,5 27 0,5 27,1 26,7 0,5 23-29 JHCKa C
25922 HED®TA3U-
JMMOM
YBEJIIMYCHHUE >
K. 5 MM
pneumoniag 23.3 11 12.3 222 11,1 11,2 6-12 OTHOCHUTEIIBHO
ATCC JUCKa C
700603 LIE®TA3U-
JANMOM

*KK: Kragynanosas xucioma
100 % n3MepeHHBIX AUAMETPOB COOTBETCTBYIOT KPUTEPHSIM MTPHEMIIEMOCTH.
100 % muamerpos [IE®TAZUJIMMA + KITABYJIAHOBOM KMCJIOTBI 10/10 mxr (Ref.12010680) nmeror
MIpUEMIIEMOE YBEIMUEHUE TUaMeTpa 30HbI JuId Kaxaoro mramma B cpaBHeHnU ¢ HEOTA3N/IMIMOM 10 mxr
(Ref.67298).

10 BUBJIUOI'PADUSI
1 bpenndopn, 1. Bera-nmakramaspl pacumpeHHOro criekTpa B 21 Beke: XapaKTePUCTUKA, SIHIEMUOIOTHS U
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oOHapyKeHHe 3TOM BaKHOM yrpo3sl pesucrtenrHoctd. Clin. Microbiol Rev 2001; 14:933-51.

2 Jlusepmop JI. Bera-nakTaMasbl B 1a00paTopHOH U KiauHUYecKko pesucteHTHocTd. Clin. Microbiol Rev 1995;
8:557-84.

3 CLSI: UnctutyT kimHUYecKUX u jabopartopHbix crangaptoB. 2020 r. CLSI| YTBepkIeHHBIH cTaHIapT
M100, 30-¢ uznanue. Ctannaptsl 3PPEKTUBHOCTH )i TECTUPOBAHMS aHTHOMOTUKOIYBCTBUTEILHOCTH, Y 31iH,
[IencunpBanus.

4 CA-SFM/EUCAST: Komurer no antubnoTtukaM. ®@paniryszckoe o0mecTBo Mukpoouonorun/ EBponeiicknit
KOMHTET 10 TecTUpOBaHUIO 4yBCTBUTEILHOCTH K IPOTUBOMUKPOOHBIM MpenapaTtaM. Bepcust 1.2 2020r.

5 EUCAST: EUCAST pexoMeHAalUH IO BBISIBICHUIO MEXaHW3MOB PE3UCTEHTHOCTH M CHElH()UIeCKOM
PE3UCTEHTHOCTH KIMHUYECKUX W/HIIN THASMHOIOTHIeCKUX 3HaueHni. Bepens 2.0, mrons 2017 1.

6 EUCAST: Metoa muddysun AMCKOB IUIS TECTUPOBAHUS aHTHOMOTHUKOYYBCTBHTENbHOCTH. Bepcus 9.0
(meticteutensHa ¢ 01.01.2021), EBpomelickuii KOMHUTET IO TECTUPOBAHUIO HA YYBCTBUTEIBHOCTH K
MIPOTUBOMHUKPOOHBIM TpemnapaTam.

BIO-RAD sBnsiercst ToproBoit Mmapkoii komnanuu «bno-Pan Jlaboparopus, UHK».
Bce wncnonp3yrommuecs B HAacTOSIIEM JOKyMEHTE TOBApPHbIE 3HAKH SBISIFOTCS COOCTBEHHOCTBIO COOTBETCTBYIOLIMX
npaBooOIaaTene.

Bio-Rad («buo-Pan»)
3, oynsBap PaiiMona [Tyankape
92430 Mapn-ns1-KoketT - ®panius c E 0459
Ten.: +33 (0) 1 47 95 60 00
2021/09

M ®axe: +33 (0) 147 41 91 33 0001277
www.bio-rad.com
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JOMNOJHEHME K UHCTPYKIMH O MPUMEHEHUIO MEJULIMUHCKOT'O U3IEJIUS
JIJIS1 OBPALLIEHUSI HA TEPPUTOPUU POCCUIICKOI ®EJEPALIMUA

HaumeHoBaHMe MeTMIUHCKOTO U3/IeTHSs

JIucku U ONpeneieHHUs YyBCTBUTEIBHOCTH K aHTHOAKTepHaabHBIM Ipermapatam B in  Vitro
JTMaTHOCTUKE, BAPUAHTHI KOMILICKTAI[UH:

Jucku nedrasuaum + kinaByiaaHoBas kucinora 10/10 mxr (CEFTAZIDIME + CLAVULANIC ACID
10/10 pg), (4x50) mr/1 ym.

(MO TEKCTYy MHCTPYKIMH IO npuMeHeHuro: Jucku komnanuu «buo-Pamy, nucku, usnenue, mpoaykT,
MEIUITTHCKOE H3JIENHE)

O0aacTh NpUMeHeHUs
Knuanyeckas 1abopaTopHast IMarHOCTHKA.

Crnennduyeckoe Ha3HAYEHH e JIs1 00palieHus Ha Tepputopun Pocceniickoii @enepanun

Jucku mpenHa3HayeHbl JUISI TMOJYKOJIMYECTBEHHOTO ONPEAETeHHs] YYBCTBUTEIBHOCTH INTaMMa
OakTepuii K aHTHOAKTEpUATBLHBIM TIperapaTaM B in Vitro muarHocTuke. J(naMerp 30HBI TOIABICHUS
pocTa BOKpPYT AMCKOB M3MEPSETCS BPYYHYIO MIIH C TIOMOIIBIO0 aBTOMaTU3UPOBAHHBIX cucTeM. M3nenne
MpeAHa3HaYeHO  HMCKIIOYUTENBHO Uil NPO(ECCHOHANBHOrO  MPUMEHEHHs]  METUIIMHCKUMHU
paboTHUKaMH B 00JIACTH KIIMHUYECKOHU JTa00paTOPHOM TUArHOCTHKH.

IpuHnun Meroaa (I0MOJTHEHNE K MHCTPYKIMHU 10 MPUMEHEHUIO)
Ilpumeuanue: BplieonrucanHble CTaHAAPTU3UPOBAHHBIE MPOIETYPHI HCIIONB30BAHUS MEIUIINHCKOTO
W3MIeNns IEPUOINIECKH ITepecMaTpuBaroTc. VIconp3yiiTe akTya bHBIE BEPCHH.

IMokazanus

Jucku mpemHa3HA4YeHbl ISl MTOMYKOJIMYECTBEHHOTO OMpENeNeHHs] YyBCTBUTENBHOCTH INITaMMa
OakTepuii K aHTHOAKTEpUATHLHBIM IIperapaTaM B in Vvitro JUarHoCTHKE. JlpaMeTp 30HBI IMOAaBICHHS
pocTa BOKPYT AMCKOB M3MEPSETCS BPYYHYIO MIIH C TIOMOIIHIO0 aBTOMaTU3UPOBAaHHBIX cucTeM. M3nenne
MpeaHa3HAYeHO  HCKIIOYUTENBHO I TIPOPECCHOHANBFHOTO  MPUMEHEHWS  MEIUIIMHCKIMHA
pabOTHHKAMH B 00JIACTH KIMHUYECKOH J1a00paTOpHON AMArHOCTHKH.

Juckn nedrazuaum + kaapynanoBasi kuciaora 10/10 mxr (CEFTAZIDIME + CLAVULANIC
ACID 10/10 pg), (4x50) mt/1 ym.

Tect wucnomp3yercss UIsl TMONYKOJIMYECTBEHHOro ompeneneHus Enterobacterales ¢ ¢enornmom
YCTOHYHMBOCTH K (-lakTamasam pacmmpenHoro criekrpa (ESBL).

IIporuBonokazanus
He mpumennmo. M3nenne npeqHazHadeHo A1 KIIMHAYECKOH JTa00OpaTOPHON THATHOCTHKH.

IMoGounkie geiicTBUA
He nmpumenunmo. U3nenue npeaHa3HaveHo s KIIMHUYECKOMN JIAO0paTOPHON JMArHOCTUKH.

HNudopmanus o JeKapcTBEHHBIX CPEACTBAX B COCTABE METUIIUHCKOT0 H3/1eTUsl

Ne i/t HanMeHoBaHUMe JIekapcTBEHHOTO CPENICTBA
1. HedTazuaum
2. Kanust knaBynaHaT

Ilpumeuanue: Meouyunckoe uzoenue cooepiucum 1eKapcmeeHHvle Cpeocmed, Komopble nocie anan3a npu3HamHsl
He UMeIoWUuM Kakux-1ubo ocmamouHslx puckos. Mamepuansi omoupaiucs co2nacho oeticmgyioujemy 3akoH00amensCmay.

IIepeueHb MaTepPHAIOB :KUBOTHOI0 U (WJIN) Y€JI0BE4eCKOT0 MPOUCXO0KIEHUS
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Mamepuanst uenogeueckozo nDOuCXODICdeHMﬂ.'

He MMPpUMECHHUMO. MCI[I/IHI/IHCKOC U3ACIINE HC COACPIKUT MAaTCpHAJIbl YEJIOBCUCCKOI'0 IMMPOUCX OKACHU A

MaTepI/la.]'IbI KHUBOTHOTI'0 NIPOUCXOKACHUS
Mamepuanwvi scusommnozo npoucxoofcdeﬂu}z:

He npumennmo. MeauimHcKoe U3enue He COAEPKUT MaTEepUabl )KUBOTHOIO TPOUCXOXKAEHUSL.

IlepeveHb U oMM CcaHNE MATEPHATOB METUIMHCKOT0 H3/1eJIMsl, BCTYNAKNIIUX B HEMOCPEICTBEHHbIi
KOHTAKT C TeJIOM NMaIHeHTAa (TeJIOM YeI0BeKa)

He npuMenumo. MeauiimHCKoe U3/ieline He KOHTAKTUPYET ¢ TEJIOM MallMeHTa (TEeIOM YelIOBeKa) HU
HaIpsSIMYI0, HA OIIOCPEIOBaHHO.

KommnuiekT nmocraBku
Jducku Juisi ompeneneHuss YyBCTBUTEIBHOCTH K aHTHOAKTepHaNbHBIM MpernapataM B in Vitro
JUArHOCTUKE ITOCTABIISIIOTCS B CIEAYIOIUX BAPHAHTAX KOMIUIEKTALUU:

Jucku nedrasuaum + kinaByiadosas kucinora 10/10 mxr (CEFTAZIDIME + CLAVULANIC ACID
10/10 pg), (4x50) mrr/1 ym.

3KCHHyaTaHI/IOHHaH JOKYMCHTAI A (I/IHCpr'KHI/IH 110 HpI/IMeHeHI/I}O) HE BXOAUT B KOMIIJICKT ITOCTABKH.
OKCITyaTal[MOHHAs TOKYMEHTausl (MHCTPYKIUS 110 MPUMEHEHUIO) MPENOCTABISETCS OTPEONTEIIO
Ha OyMa)KHOM HOCHTEJIE BMECTE C COMPOBOIUTEIBHON JOKYMEHTAIMEH HA MEIUIIMHCKOE H3JIENHe, a
TaKKe JOCTYITHA B ()OpPME BIIEKTPOHHOTO JOKYMEHTA, Pa3MEIIIEHHOTrO Ha CallTe POM3BOIUTENS (CalT
MPOM3BOAMTEISL: WWW.Di0-rad.cCom) B ceTH HWHTEpHET, CalT IMPOM3BOMUTENS TaKKe YKa3aH Ha
MapKHPOBKE MEIUIIUNHCKOTO U3ICIHS.

IIpouenypa (1onoTHeHHE K HHCTPYKIUH 1O MPUMEHEHHUIO)
Heo6xonumble, HO HelpeOCTaBJIeHHbIE MATEPUAJIBI
» Mucnencep auckos*: 6-7 muckoB Ref. Ne 50294 nnu 12-16 auckos Ref. Ne 50295
e Iuck c¢ antubmormkom: IIEDTA3SUAVM 10 wmxr, Ref. Ne 76298 (Perucrpammonnoe
ynoctoBepenne Ne ®C3 2009/04380)
« Anammsatop Oakrtepuonmormuecknii  «AHAXHNO» (ADAGIO) ¢ mnpuHAmIOKHOCTIMEH **
(Perucrparrontoe ymocroBepenne Ne ®C3 2009/05103)

*Ha Tepputopun Poccutickoit @enepanumi MOKHO HCIIONTB30BATH JII000M TPHIMEHSIEMBIH JTabopaTopueit
JIMCTICHCED JIMCKOB.

**Anamuzatop Oakrepuonormueckuii  «AJJAXKHNO» (ADAGIO) mpencraBiser coOoi
CUHTHIBAIOIIEE YCTPOHCTBO, IO3BOJIAIONICE ITOIYyYaTh M 00padaThIBATh HM300pa’keHHUE 30HBI
MOJABJICHHUS POCTa B Yamke [leTpu mpu MOMOIIM BHYTPEHHETO MPHKIAIHOTO MPOrPaMMHOTO
obecriedeHNsT IS YTEHWUS  aHTHOHMOTHKorpamMM. IlpuHImm  pabGoThl  «AHammM3aTopa
oakrepuonormaeckoro «AIAXNO» (ADAGIO) ¢ npuHAIISKHOCTIMIU» CM. B PykoBomcTBe
MOJIb30BATEIS.

Cpox xpaHeHHH (cTa0HJIBHOCTB)

CTa0HIBHOCTD B peaJIbHOM BpPeMeHH (CPOKa rOJHOCTH)

OTOT MPOAYKT COXpaHSAET YCTOWYMBOCTH JO HMCTEUEHHS CpOKa TOAHOCTH IPU XpaHEHWH Kak
HEBCKPBITBIM, TaK U IIOCJIE BCKPBITHA KapTpHDKA C JUCKaMHu NpH TemriepaType oT +2 go +8°C B
CYXOM MECTE JI0 YKa3aHHOTO CPOKa FOJHOCTH (CPOK T'OJHOCTH CM. Ha yrnakoBke). Ilocie nereuenuns
CpOKa TOHOCTHU M3/IENTUE UCIIONIb30BaTh 3aIIPELIEHO.

CpOR IrOAHOCTH C J1aThbl U3TOTOBJICHHUA COCTABJIACT AJIHA:
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Hucku nedpraszuaum + kiaBynaHosas kuciora 10/10 mxr (CEFTAZIDIME + CLAVULANIC ACID
10/10 pg), (4x50) m1/1 yn. — Makcumym 24 mecsiies.

CTa0HIbHOCTD NMOCJIe BCKPBHITHS YIIAKOBKM M NMOMELIeHNs] KapTPH/IKA ¢ JUCKaMH B JMCIeHcep
(B mpouecce UCIOJIb30BAHNSA)

JaHHBIH TPOMYKT cTaOWIIEH MOCIe BCKPBITHS YIAKOBKU W MOMEIIEHUsT KapTpUaKa C JIUCKaMU B
JIMCTICHCED C BIIAroIOorIaTUTENEM (B IPOLIecce UCTIONB30BaHMA) IPH TEMIIEpaType XpaHeHHus OT +2

1o +8°C s

Jucku nedrasuaum + kinaByiaaHoBas kuciora 10/10 mxr (CEFTAZIDIME + CLAVULANIC ACID
10/10 pg), (4x50) wrt/1 ym. — MmakcuMyM 4 HeJlesH, TIPH XpaHEeHUH BCKPBITOTO KapTPU/Ka B JIUCIICHCEPE
C BJIArOMOTJIaTUTEIIEM.

CTa0UIbHOCTL B pPeajibHOM BPeMEHHM B YCJIOBHSAX TPAHCHOPTHPOBKH C JAThI M3rOTOBJICHHUS
cocTaBJseT AJIA:

Jucku nedrasuaum + kinaByiaaHosas kucinora 10/10 mxr (CEFTAZIDIME + CLAVULANIC ACID
10/10 pg), (4x50) m1/1 yn. — makcumym 24 mecsia,

Hamnexamue ycinoBusl TpaHCHIOPTHPOBAHUS TpH Temmepatrype or +2 mo +8°C He BIUAIOT Ha
CTaOMIBHOCTh HM3Aeaus. Ilocie TpaHCIOPTUPOBAHUS HPOAYKT CTAOWIICH 10 MCTEUYCHHUS CpOKa
TOJTHOCTH.

Crepuansaunus
Wznenwe mocraBnsieTcsi HECTEPUIbHBIM. He TOMJIeKHUT TOBTOPHOMY HCIOJNB30BAHHUIO W/HIIH
CTEePHITM3AIMHU TI0JTb30BATENIEM.

TpeGoBaHUA K TEXHHYECKOMY 00CTY:KMBAHUIO U PEMOHTY MeIHIIMHCKOT0 H3/1eTUsA
He mpumennMo Tl TaHHOTO MEAWITMHCKOTO H3ICITHS.

TpeGoBaHUA K TEXHHYECKOMY 00CITY:KMBAHUIO U PEMOHTY MeIUIIMHCKOTO U3eJIHsl
He mpumennMo 1l TaHHOTO MEAWITMHCKOTO H3ICITHS.

YciaoBus TPAHCIOPTHPOBKH

Wznenve mMokeT TPaHCHOPTHPOBATHCS BCEMH BUAAMU KPBITOTO TPAHCIOPTAa MpPU OOECIeYeHUN
TeMIepaTypsl TpaHCIOPTHpoBaHus OT + 2 10 +8 °C.

Wznenusa, TpaHCOPTHpPOBaHHBIE C HAPYIIEHHEM TEMIIEPATYPHOTO pEXKHMa, NMPHMEHEHUIO He
TTOTeXKAT.

Yruauzanusa

Bo n3b6exanre BOSMOXKHOTO 3aTrpsI3HEHS OKPYKAOIIEH Cpebl METUITIHCKOE n3aenne «JIucku mist
OIIpeNeNeHnsT TyBCTBUTENFHOCTH K aHTHOAKTEpUANBHBIM IperaparaM B in Vitro JWarHOCTHKE,
BapHaHTHl KOMIUIEKTAIMN» C WUCTEKIIUM CPOKOM TOXHOCTH, & TaKXKe OTXObI, MCIIOIb30BAHHBIX
MEIWIIMHCKUX  WM3AENHH, MODKHBI  yTWIM3UPOBATBCA B COOTBETCTBHM C  MECTHBIMHU
rOCyIapCTBEHHBIMH W/WTH OONPHIYHBIMA HOPMATHBHBIMH TPEOOBAaHUSMU.

[IpaBuiIbHOE YHUUTOXKEHHUE U YTHIU3AIUS OYAET MOAIePKUBATh COXPaHEHUE TIPUPOTHBIX PECYPCOB
Y COJICMCTBOBATH 3aIIUTE 370POBhS YEIOBEKA U OKPYKAFOIIEH CpelIbl.

YTuauzauust 0TX010B YIaKOBKHU

VYnakoBka npoxykuuu Bio-Rad («buo-Pan») paspaGorana ¢ wenpi0 CBEIEHUS K MHUHUMYMY
3arpsi3HEHHUS OKpY)KAaromlel cpeabl NpU  COXPaHEHHM LENOCTHOCTH MPOJAYKTa BO BpeMs
TPAHCHOPTUPOBKM M XpaHEHUs. YTAaKOBOYHBIE OTXOIbI JOJDKHBI YTHIIM3UPOBATHCS B MECTHBIX
MyHKTaXx cOopa YNAaKOBKH, B CIEHUAJU3UPOBAHHBIE KOHTEHHEPBHI, pACIONOXKEHHBIE B
MYHUIUIIAJIUTETaX.

Yrunuzanus u3aeaus ¢ HCTEKIITHM CPOKOM IroJHOCTH U 0TX0A0B, UCITI0JIb30BAHHBIX JUCKOB
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[lpu yTunmzanuu ¥ YHHYTOXKEHHHM M3ACIUN C UCTEKIIMM CPOKOM TOJHOCTH, a TaKke OTXOIOB,
WCTOJIb30BAHHBIX JUCKOB, HEOOXOIUMO MACHCTBOBaTb B COOTBETCTBHHM C THUTHEHHYECKUMH
HOpMaTHBaMM H CJICA0OBATH O(I)I/IHI/IaHBHBIM HWHCTPYKUUAM IO YTUIIU3ALUM U YHUYTOXCHUIO
IIOTCHIaJIbHO I/IH(I)CKHI/IOHHOFO n XUMHYCECKOIro Marepualia, IIPUHATBIM Ha TEPPUTOPUN
Poccuiickoit @enepanuu u B nanaom JIITY (1abopatopHO-pohUITaKTHIECKUE YUPEKICHHS).
KiroueBsiMu BONpOCaMU B CTPATCIrUr YIIPABJICHUA OTXOHAaMH ABJIACTCA OINTUMH3AIUA TAKTUK U
moaAXoAOB K KOHCYHBIM MPOAYKTAM, a TakKKC MHHUMU3AIUA BO3MOXHOIO 3arpsa3HCHUA
OKpY’Kalollen Cpebl.

Bonee moapoOHy0 WHPOpPMANMIO MOXHO MOMYYHTh Y MPOU3BOAUTENSI / YIOTHOMOYEHHOTO
MPEACTABUTENS TPOU3BOUTEIIS.

yTI/IHI/ISaHI/IH JOJDKHAa MPOBOAUTHECA B COOTBETCTBUMU C MECTHBIMHU HOPMaMU 3aKOHOJATCIILCTBA, a
TAaKXX€ B COOTBETCTBUU C NPOTOKOIAMHU MCAULIMUHCKOIO YUYPCKACHHA, I'I€ MCIIOJIB3YHOTCA NJAaHHBIC
MCECIULIMHCKUEC U3CIINS. He YTUIN3UPOBATE COBMECTHO C 6LITOBBIMI/I oTXoJaMu.

I'apanTniinbie 00s13aTeJbCTBA

IIponsBoauTens TapaHTUPYET COOTBETCTBUE  XAPAKTEPUCTUK  U3JENUA  3asBICHHBIM B
SKCHHyaTaHHOHHOﬁ JOKYMCHTAIlUM MpHU YCJIOBUU IMPUMEHEHHUA B COOTBETCTBUU C HHCTPYKHHeﬁ u
10 Ha3HAYEHHIO, IIPETyCMOTPEHHOMY ITPOU3BOAUTEIEM.

HpOI/I3BO)II/ITe.]'H) rapaHTUupyeT CTa6I/I.]'II)HOCTI) MCOWIUHCKOIO HU3ACIUA A0 OKOHYAaHHA CpOKa
TOAHOCTH TP COOIOIEHUH YCIIOBUH TPAHCIIOPTUPOBAHUS, XPaHEHHSI U IPUMEHEHHsI, YKa3aHHbBIX B
UHCTPYKIHH. I/I3)ICJ'II/ISI JOJDKHBI UCITOJIB30BATLCA TOJBKO 10 UCTCUCHUA CPpOKa T'OAHOCTH, KOTOpBIﬁ
yKa3aH Ha YIaKOBKE.

ITo BompocaM, CBA3aHHBIM C KaueCTBOM H3JCIHH, a TaKkKe ¢ MX pabOTOM, HY)KHO 00paIiaThCs K
YNOITHOMOUYEHHOMY MPEJACTABUTENO TPOU3BOUTENS HA TeppuToprn PO:

OO0mecTBO C OrpaHMYCHHOW OTBETCTBEHHOCTHIO «bmo-Pax JlaGopatopum» (OOO «buo-Pan
JlaGoparopun»), 105064, Huxuanii CycanbHblii IEPEYIIoK, 10M 5, cTp. 5A, Tem: +7 495 721-14-04,
dakc: (495) 721-14-12

IIperen3uu no kavyecTBy (peKjgaMalyu)

[opsimok mpenbsBIeHHUs] peKiaMalii U OTBETOB Ha HUX PETYIHPYETCS TPaKTAHCKUM IIPABOM.
Pexnamariis MOXeT mpeabaBIATHCS TOIBKO MO TAKUM BOIIPOCAaM, KOTOPBIE HE SBIISUTACH PEIMETOM
MIPUEMKH TOBapa, MPOU3BENEHHON B COOTBETCTBUH C YCIOBUSIMH JIOTOBOPA.

[lo Bcem Bompocam, CBSI3aHHBIM C OOCTY)XKHBaHHEM HW3JENHsA, HEOOXOANMO OOpaTUTHCI K
YoTHOMOYEHHOMY TIPEICTaBUTENI0 MPOM3BOAMTEN. B ciydae peknamanmu oOpamarbes K
MIPOM3BOANTEINIO ¥ / WM YIIOJTHOMOYEHHOMY TIPEACTABUTENIO IIPOU3BOIUTES.

YnoaHoMo4eHHBbIH npeacTaBuTeib B PO

OOmiecTBO ¢ orpaHwdYeHHON OTBeTCTBeHHOCThIO «bmo-Pany Jlabopatopum» (OOO «buo-Pan
JlabopaTtopum»)

105064, Hrxuuii CycanbHblid IEPEYIOK, I0M 5, cTp. SA

Ten: +7 495 721-14-04, ®akc: (495) 721-14-12

E-mail: info_russia@bio-rad.com
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