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Mpepucnosune

1 PA3BPABOTAH ®epepasibHbiM OIOMKETHBIM yUpeXxAeHnem Hayku «Hay4yHo-uccnefoBaTenbCkuil NH-
CTUTYT Ae3nHBKTONOrMM» PeaepantbHoOn cnyxbbl M0 HaA30py B cdepe 3awmTbl NpaB notpebuteneli n 6na-
rononyuus yenoseka (PbYH HUW Oe3sunHcekTonorun PocnoTpebHaasopa)

2 BHECEH TexHuyecknum KoMuteTom no ctaHgapTtusaumm TK 339 «be3onacHoCTb Cbipbs, MaTepuasoB
N BELLEeCTB»

3 YTBEPX/EH W BBEJEH B IENCTBWE Mpukaszom ®efepansHOro areHTcTsa no TeXHMYecKoMy pe-
rynMpoBaHuio u metponornm ot 1 oktaépsa 2020 r. Ne 733-cT

4 BBEJEH BINEPBbIE

MpaBnna NpUMEHEHUs1 HacTOSILLEero cCTaHAapTa yCTaHoB/eHbl B CTaTbe 26 deaepasbHOro 3akoHa
oT 29 uoHa 2015 r. No 162-93 «O cTaHgapTu3aunm B Poccuiickoin ®egepauun». ViHdopmauns 06 un3-
MEHEHUSX K HacTosILeMy CTaHAapTy Ny6MKye TCS B eXXerofHomM (Mo cocTOsHMI0 Ha 1sHBaps TeKyLWero
roga) MHopMaUMoOHHOM ykasaTesne «HaunoHanbHble CTaHAapThi», a opuuMasbHbIi TEKCT U3MEHEeHWi
M NonpaBoK — B €XeMeCcsYHOM MH(POPMaLMOHHOM ykasaTene «HauuoHanbHble cTaHaapThi». B cnyvae
nepecMoTpa (3amMeHbl) UM OTMEHbl HACTOSLLEr0 cCTaHaapTa CoOTBeTCTBYyLee yBefoM/eHe byaeT
ony6/IMKOBaHO B G/mKalillemM BbIMYCKE eXeMeCAYHOro MH(OPMAaLMOHHOIO ykasaTensa «HauuoHabHble
cTaHfapTbi». CooTBeTCTBYWLWAs MHopMaLus, yBeLOMIEHNE Y TEKCTbl pasMellalnTCca Takke B UH-
(hopmaLMoHHOl cMcTeMe 06LLEero No/ib30BaHUsi — Ha ohuLManbHOM caliTe defepanbHOro areHTcTBa no
TEeXHNYEeCKOMY perysiMpoBaHuio 1 MeTposiorun B ceTn NMHTepHeT (www.gost.ru)

© CraugapTuHdopm. ochopmneHme. 2020

HacTrosawuii ctTaHfapT He MOXeT GbITb MOTHOCTLIO UM YACTUYHO BOCNPOU3BEEH, TMPaXUPOBAH U pac-
MPOCTPaHEH B KauecTBe ohMLMaNLHOTO N3aaHus 6e3 paspelleHnst deflepasibHOro areHTcTBa No TeXHUYEecKo-
MY peryanpoBaHuio U MeTposiorum
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HAULWOHANBHBLIN CTAHOAPT POCCUMNCKOWN OSGELEPALMUNWN

CPEACTBA AE3NHONLIMPYIOLWWME
CyCcneH3nOoHHbIV MeTog onpefeneHnss aHTUMUKPOBGHOW aKTUBHOCTM

Disinfectants. Suspension test for the determination of antimicrobic efficiency

[ata eBefeHns — 2021—02—01

1 O6nactb NnpuMeHeHns

HacTosilwunii cTaHgapT pacnpocTpaHseTcss Ha XMMUYeckne Ae3vHguumpyowme cpeactea to6oro Ha-
3HAYeHMsl. B TOM YMC/Ie KOXHble aHTUCEeNTUKU, U YCTaHABMBAET CYCMEeH3NOHHbI MeTog onpeaeneHust aHTu-
MUKPOGHOW aKTMBHOCTU XUMMWYECKUX Ae3nHpuumupyowmx cpeacts {aanee — AC) 1 BXOAALLMX B UX COCTaB
[AeicTByrOWmMX BewecTs (cy6cTaHumin) (nanee — B).

2 HopmaTnBHbIE CCbIJIKK

B HacToslem cTaHgapTe UCNo/b30BaHbl HOPMaTUBHBLIE CCbIfIKM Ha CefytoLline cTaHaapThl:

FOCT 177 Bopopofa nepekncb. TeXHU4eckue ycnosus

FOCT 25336 lNocyga n obopyaoBaHue nabopaTopHble CTeKNsiHHbIE. Tunbl, OCHOBHblE MapamMeTpbl U
pasmepbl

FOCT 27752 Yacbl 3neKTPOHHO-MeXaHN4Yeckme KBapLeBble HacTO/bHbIe, HACTEHHbIE U Yacbl-0yanIbHU-
Kn. ObLMe TeXHMYeckne ycnoBus

FOCT P 55878 CnupT 3TW/I0BbI TEXHUYECKWI TMAPONN3HBIA PEKTU(NKOBAHHBIA. TEXHUYECKMe yCnoBus

OCT P 58144 Boga guctunnmpoBaHHas. TexHu4eckue ycrnoBus

FOCT P 58151.4 CpepctBa Ae3vHdpuuupytowmne. MeToabl onpeaeneHus nokasatenen ayhekTuBHOCTH

MpumeyaHne — TIpy NONb30BAHMM HACTOSILLMM CTaHLAPTOM LenecoobpasHo NPoBepuTb AelicTBUE CCbl-
NOYHbIX CTAHAAPTOB B MH(DOPMALMOHHOW cucTeme 06Wero nofb3oBaHMa — Ha ouunanbHOM caiite PegepanbHOro
areHTCTBa N0 TEXHWYECKOMY PEeryiivpoBaHUi0 U MEeTponorun B cetun VIHTEepHET WaM NOo eXerogHomy MHOopPMaLMoH-
HOMY yKa3aTent «HauuoHanbHble CTaHAapTbl», KOTOPbIA ONy6/IMKOBaH MO COCTOAHMIO Ha 1 SiHBaps Tekyliero roga,
1 MO BbINyCKaM eXeMecsHHOro MHOpMaLOHHOro yKkasaTtensi «HaunoHanbHble cTaHgapTbi» 3a Tekywuii rog. Ecnmn
3aMEHEeH CCbINIOYHbIN CTaHA4apT, Ha KOTOpPbI/ AaHa HegaTMpOBaHHAsA CCbl/lka, TO PEKOMEHAYEeTCA MCNOoMb30BaTh Aeii-
CTBYIOLLYIO BEPCUIO 3TOT0 CTaHAapTa C y4eTOM BCEX BHECEHHbIX B [aHHYH BepcuUio M3MeHeHuit. Ecnn 3ameHeH ccbl-
NOYHbI/ CTaHAapT, HAa KOTOpLI/ AaHa AaTupoBaHHas CCblJika, TO pPeKOMEHAYeTCs UCNONb30BaTh BEPCUID cTaHgapTa C
yKa3aHHbIM Bbille rof0M yTBepXAeHus (MpuHATUSA). Ecnu nocne yTBEPXAEeHUA HACTOSALLEro CTaHA4apTa B CCbINIOYHbIN
cTaHAapT, Ha KOTOPbI/ AaHa AaTUpoBaHHasA CCbl/ika, BHECEHO M3MEHeHWe, 3aTparmeatllee NonoXeHne, Ha KoTopoe
[aHa ccblfika, TO 3TO NOMI0XKEHNE peKoMeHAyeTcA NPUMeHATL 6e3 yyeTa fLlaHHOTo U3MeHeHUs. ECnu cCbiNOYHbIA CTaH-
[apT OTMeHeH 6e3 3ameHbl, TO NOJIOXKEHNE, B KOTOPOM AaHa CCbisika Ha Hero, peKOMeHAyeTCst NPUMEHATb B 4acTu, He
3aTparuBarLLeil 3Ty CCbIKy.

3 O6wume nonoxeHns

AHTUMUKPOOHas akTMBHOCTb ABMAETCA onpefenswowum ceolictsom [IC. Ee obecneumsatoT BxogsLumne B
1X cocTaB 1 06najaLme aHTUMUKPOBOHOW akTMBHOCTLIO [B. Hanbonee yacto npuMeHsembiMu [1B sBAstoTCA
CcoefIHEeHNA M3 TPynn X0PaKTUBHbIX N KACNOPOAAKTUBHbLIX COEANHEHWUH, KATUOHHbIE NOBEPXHOCTHO-aKTUB-
Hble BewecTBa (KMAB) — yeTBepTU4Hble aMMOHMEBbIe coeguHerns (UAC), TpeTuUHbIe ankniaMuHbl. Npoun3-
BOJHblE TYaHUAUHA, a Takke anbfernibl 1 CNUPThl. B KOXHbIX aHTUCEeNTUKax Takumu [1B AaBAs0TCA CnupThl —
3TaHon. 1-nponaHon v 2-nponaHon n KrAB.

N3paHue oduynansHoe
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CsoiicTBa [B. Bxogswumx B coctaB [C, onpefensioT xapakTepucTuky aHTUMUKpo6Horo aeiicteua AC,
a umeHuu.

- CMeKTp aHTUMMKPOOHOro fencTBus — baktepuumgHoe, TybepkynounaHoe. yHrmunaHoe, BUpyanung-
Hoe 1 cnopouugHoe:

- YPOBEHb aKTUBHOCTM (KOHLEHTPpaLWa 1 BpeMsl BO3AeNCTBuUS):

- 4NMTENBbHOCTb aHTUMUKPOBHOrO AeiicTBuS.

Onpegenexune nokasartesei BbilleykasaHHbIx XxapaktepucTuk 4C npoBogaTt no [1] B Tpu atana:

1) B McnbITaHWAX in Vvitro onpefensioT cnekTp aHTUMUKPOGHOI akTueHocTu IC 1 BAMSAHME Ha Hee pas-
NNYHBIX DaKTOPOB: pH. OpraHnyecknx BeLLecTs, Temnepartypsl;

2) B nabopaTopHbIX yCNoBMAX onpefenstoT apdekTMBHOCTL obe33apaXnBaHnsa UCKYCCTBEHHO KOHTa-
MUHWPOBAaHHbLIX TECT-MUKPOOPraHusMamm o6BLEKTOB C Lesbio pa3paboTkn pexumos npumeHeHns AC B 3a-
BMCUMOCTW OT KOHUeHTpauun [1B. BpemeHy BO3AENCTBUSA, XxapakTepa 06bekTa, cnocoba o6paboTkn u gpyrux
hakTopos.:

3) B npakTnyeckux ycnosuax C ncnbITbiBAOT 47159 NOATBEPXKAEHUA 3PMEKTUBHOCTU paspaboTaHHbIX
PEXVMOB B peaslbHbIX YC/IOBUAX NPUMEHEHUSA B C/lyHasX: UCCNef0BaHNSA CpeAcTBa, cofepxallero Hosoe [1B;
HOBOTO cnoco6a NPUMEHEHNS, 3HAYUTE/IbHOTO CHKEHUSI KOHLLEHTPALMN 1 BpEMEHW BO3AECTBUSI NO CpaBHe-
HUIO C paHuB paspeLLeHHbIMU pexumamu u p.

HactosAwwii ctaHgapT paccmatprBaeT nepBblil aTan — WCMNbITaHWA in Vitro, NPOBOAVMbIE CYCMEH3NOH-
HbIM METOZIOM C Liefbl0 onpeAeneHnst aHTUMUKPOOHOW akTuBHOCTM OC 1 BXOAAWMX B MX cocTaB [IB B OTHO-
LLIEHUN KOHKPETHbIX MUKPOOPraHU3MoB.

4 CycCneH3UOoHHbIli MeTof

4.1 TecT-MUKPOOPraHM3Mbl 418 UCMbITAHWUNA

[ns npoBeAeHust UcnbITaHUii UICNONL3YHOT ycTolumBble K IC MUKPOOpraHW3Mbl, COOTBETCTBYIOLME yCTa-
HOB/IEHHbLIM B [1] TPe6GOBaHMSAM U NpUBEAEHHbIE B Tabnuue 1.

Ta6nuuya 1— TecT-MUKPOOPraHW3Mbl AN onpefeneHns aHTUMUKPOBHON aKTUBHOCTU

MuKpoopraHuam LLiramm
Escherichia coii ATCC 10536
Staphylococcus aureus ATCC 6538-P
Pseudomonas aeruginosa ATCC 15442
Mycobacterium terrae DSM 43227
Candida albicans ATCC 10231
Trichophyton mentagrophytes ATCC 9533
Aspergillus brasiliensis ATCC 16404
Bacillus cereus ATCC 10876
Poliovirus Trna 1 Sabin LSc2ab
Adenovirus 5 Tvna ApeHoung 75

4.2 TMutaTtenbHble cpeabl ANS KyNbTUBMPOBaHUS TECT-MUKPOOPraHN3MOB:

Escherichia coli— nutaTenbHas cpega Ans BblaeneHus aHTepobakTepuii (arap dHgo-MPM) n nutatens-
HbIi BYNIbOH ANA KyNbTUBUPOBAHUS MUKPOOPraHn3moB cyxoi (TPM-6ynboH);

Pseudomonas aeruginosa u Staphylococcus aureus — nuTaTesnbHbIl arap 418 KyJbTUBMPOBaHUSA M-
KpoopraHnsmoB cyxoil (TPM-arap) un nutaTesnbHblii 6YNbOH ANA Ky/TbTUBMPOBAHUSA MUKPOOPraHU3MOB CyXOi
(FPM-6ynboH):

Mycobacterium terrae — cpefa JleseHwTelina — MeHceHa 1 kapToenbHO-TINLEPUHOBBIN BYNbOH;

Candida albicans. Trichophyton mentagrophytes. Aspergillus brasiliensis — nutatensHas cpega Ne 2
PM (Cabypo) u nutatensbHas cpega A5 KyNbTUBMPOBAHUA LPOXKen u rpubos cyxas (6ynboH Cabypo
cyxoit);

Bacillus cereus (BeretaTvBHasa hopma) — nuTaTesnbHbIA arap AN8 KyJbTVBUPOBaHNS MUKPOOPraHU3MOB
cyxoii (TPM-arap) n nuTaTenbHbI 6yNLOH AN KYyNbTUBUPOBAHWA MUKPOOPraHn3mMoB cyxoi (FTPM-6ynboH):

Poliovirus Tnna 1 Sabin (BakynoHHbIV wWTtamm LSc2ab) — cpega Wirna MEM c ABoiHbIM Habopom amu-
HOKWUCNOT W r/TyTaMUHOM:

Adenovirus 5 Tuna — cpega WUrna MEM ¢ ABOIHBIM HAGOPOM aMUHOKUC/IOT U C TIyTaMUHOM.
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4.3 Temnepatypa v Bpems MHKybupoBaHusa TeCT-MUKPOOPraHN3MOB:

Escherichia coli. Pseudomonas aeruginosa. Staphylococcus aureus — (37 + 1) °C — 48 u (Ha n/0THOWA
cpepe). 7 cyT (Ha Xuakon cpege);

Mycobacterium terrae — (37 £ 1) °C — 21 cyT;

Candida albicans — (27 + 1) °C — 48 y (Ha nnoTHoli cpeae). 10 cyT (Ha Xxuakoli cpeae);

Trichophyton montagrophytos — (27 + 1) °C — 28 cyT;

Aspergillus brasiliensis — (37 = 1) °C — 48 u (Ha nnoTHOI cpeae), 10 cyT (Ha Xuakoi cpeae);

Bacillus cereus — (37 £ 1) eC — 48 4 (Ha nnoTHOW cpeae). 7 cyT (Ha Xuakon cpege);

Poliovirus Tuna 1 Sabin (BakuuHHbI wWTamm LSc2ab) — (36 + 1) "C, 5 cyT (oAuH naccax);

Adenovirus 5 Tuna — (36 + 1) °C — 5 cyT (04nH naccax).

4.4 TIpUTOTOBNEHNE CYCMEeH3UN TECT-MUKPOOPraHU3MOB

Pabouyto cycneHsmnio TecT-MMKpoOpraHu3Ma Ansa onpeseneHns aHTUMUKPOGHOM akTMBHOCTU FOTOBSIT U3
KyNbTypbl J@HHOTO TeCT-LuTaMMa, BblpalleHHOro Ha MJI0THOM NuUTaTesNbHOW cpede npu TemnepaTtype 1 B Teye-
HVe BpeMeHM, ONTUMasIbHbIX A5 4aHHOro TeCT-MMKPOOpraHm3ma B COOTBETCTBUM C [1]. NS NpuroToBneHus
MWKPOOHOW B3BECK Ky/bTypy CMbIBalOT C arapa CTepU/ibHbIM (O13MO0NOrMYEeCcKUM PacTBOPOM. MosyyeHHyo
B3BE€Cb (PU/IbTPYIOT C NOMOLLIO CTEPU/IBHOrO BaTHO-MapneBoro aunbTpa v pasBogAaT cTepusibHbIM dn3no-
NIOTMYECKMM pacTBOPOM A0 KOHUeHTpauun - 1 « 109 kneTok B 1 cM3, COOTBETCTBYHOLLEN TpEM eAnHMLaM Mak-
dapnaHfa. onpefenseMbiM C NOMOLLbIO AeHCUuToMeTpa.

MpuroToBneHne pabouyeli KybTypbl TECT-BUPYCaA M NOPAA0K NPOBEAEHNS UCNbITaHWI MO onpeaeneHuo
BUPYNNLUAHOW aKTMBHOCTU OCYLLECTBAAIOT B COOTBETCTBUM C [1]. NyHKT 5.7.3.

4.5 MNpuMeHeHNe HeliTpannusaTtopos

[ns HeTpanusaunm aHTUMUKpo6Horo feinctensa AC 13 pasnnuHbIX XMMUYECKUX FPYNM NPUMEHSIOT Ce-
aylolme HelTpannsaTopbl:

- 4NA anknngumeTunbeHannamMMoHua Xnopuaa, noavrekcameTuneHryaHuanH rugpoxnopuaa, Tpetny-
HOro aMnHa — yHvBepcasbHblii HeliTpanusaTtop (TBUMH 80 — 3 %. canoHuH — 3 %. ructnamH — 0.1 %, uucte-
MH — 0,1 %. neunTtnH — 0.1 %);

- ANSA rNyTapoBoro anbAernga — yHuBepcasbHblii HeliTpanmsaTop.

- NS Nepekncu Bogopoaa, XopaMumHa, HaTpueBoli Con fUX10pu3oLmaHypoBoit Kucnotbl — 1.0%-Hbll
pacTBop ThocynbgaTa HaTpus;

- ANSA CNMPTOB — YHMBEPCa/bHbI HeRTpannsaTop.

4.6 NMpuUroTosBsieHNe NUCNbITYEMbIX PacTBOPOB

Mcnbityemble pactsopsbl 4B nnv AC rotoAt no FOCT P 58151.4, ucnosb3ysa B Ka4ecTBe pacTBopuTens
CTEPU/IbHYIO ANCTUNIMPOBAHHYIO BOAY.

4.7 NpoBeaeHne ncnblTaHui

4.7.1 Annapatypa n matepuansl

4.7.1.1 TepmocTaT /Mo60i KOHCTPYKLMM, NO3BONAIOLLNI YCTAHOBUTL TEMNEpaTypy NHKY6upoBaHus B 3a-
BUCMMOCTW OT UCMOJIb3YEMOr0 TeCT-MUKPOOPraHusmMa.

4.7.1.2 Npobupkn nabopaTopHble cTeknsHHbie no NTOCT 25336.

4.7.1.3 Yawku Metpu no FOCT 25336.

4.7.1.4 Yacbl no NOCT 27752.

4.7.1.5 Boga guctunnnposaHHasa no FOCT P 58144.

4.7.2 Mopsafok NpoBeAeHNUst UCMbITaHW

B cTepunbHy0 XMmMmnyeckyo Npo6bupky (41cno npobrpok [O/MKHO COOTBETCTBOBATbL YMC/Y UCMOSb3ye-
MbIX KOHLeHTpauwuii) nomewatoT 4,5 cM3 ucnbiTyeMoro pacteopa B van AC coOTBETCTBYIOLEN KOHLEHTpa-
uum, B KoTopyto flo6asnsaoT 0,5 cm3 B3Becw, cogepxalleli 1 « 109 Mk/cmM3TecT-MUKpPOOpraHu3mMa, 1 TiatesisHo
nepemMeLLnBaroT.

Bpems BO3feiiCTBMSI B 3aBUCMMOCTM OT CPeAHEelR YCTONYMBOCT MUKPOOPraHW3MOB K UCMbITYeMOM rpyn-
ne 1B wnn A,C yctaHasnnsaloT:

- NS Haubonee YyBCTBUTENbHbIX MUKPOOPraHn3MoB (baktepuii B BeretaTneHoOW hopme) — A0 15 MuH:

- AN YMEPEHHO YCTOWUMBLIX (rpr6OB, KPOME NJIeCHeBbIX, MUKoBakTepuii 1 BupycoB) — A0 30 MuH;

- ANSA YCTONUMBBIX (N1eCcHeBbIX rpn6oB) — A0 60 MuH;

- ANna Haubonee ycToliumBbIX (6akTepuini B cnopoBoii chopme) — 120 MuH 1 6onee.
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Mpu onpefeneHnn aHTUMUKPOOHOW aKTUBHOCTW KOXHbIX aHTUCENTUKOB A1 YCTAHOB/IEHUS BPEMEHU
BO3[eiCTBMA BK/OYEHHbIX B HUX [B yuuTbiBalOT NpefbsaBaseMbie K HAM TpeboBaHWsA, a UMEHHO Hannyue
LUIMPOKOTO CnekTpa aHTUMUKPOOHOTo AeliCTBMA B TeYeHNe KOPOTKOro NPoMeXyTka BpeMeHU (C y4eToM YCTOW-
YMBOCTU TECT-MUKPOOPraHW3MoB K cnupTam). JaHHbli NPOMEXYTOK BPEMEHU AO/KEH ObITb YCTAHOB/EH:

- AN Hanbonee 4YyBCTBUTE/NbHbIX MUKPOOPraHn3moB (6akTepuii B BeretatusHoli coopme) — A0 0,5 MuH;

- ANS yMEPEHHO ycTolumBbIX (rprboB) — A0 1.0 MuH;

- NS YyCTON4YMBbIX (MUKOBaKTEPUIA 1 BUPYCOB) — A0 2.0 MUH.

Mocne 3aBepLUeHNs BpeMeHW BO3feicTBrA ncnbityemoro pactsopa [1B unu AIC B npobupky fo6asnsioT
5 cm3 HeliTpanusatopa, TwarebHO NepeMeLwlBaloT 1 OCTaBNAT Ha 10 MVH. 3aTem MoyyYeHHyo CyCneH3unto
BbiCeBaloT Mo 1cm3B ABe NPoBUPKN € xnakoii cpepoli mno 0,1 cm3 B ABe Yalikv MeTpyu Ha NAOTHY NUTaTe b-
HYyl0 cpejly B 3aBMCUMOCTUN OT UCMOJIb3YEMOro TECT-MUKpOOpraHnsMa. Temneparypy UHKy61upoBaHUs Nocesos
B TepmocTaTe, CPOKM yyeTa pe3y/ibTaToB UCTbITaHUA yCTaHaB/IMBAalOT B 3aBUCUMOCTUN OT UCMOJIb3YEMOro TecT-
MUKpOOpraHusmMa.

4.7.3 KOHTPO/IbHbIE UCNbITAHNA

KOHTpO/IbHbIE MCMbITAHWA NPOBOAAT aHa/IOMMYHO, HO 6e3 ucnbiTyemoro AB unm AC. BMecCTo KOTOpbIX
MCNOMb3YIOT PacTBOPUTESIb — CTEPUSIbHYIO AUCTUIMPOBAHHYIO BOAY.

4.8 PesynbTaTthl UCNbITAHUN

OueHuBatoT pe3ynbTaTbl TPEX UCTbITAHWIA MO HAJIMYMIO UM OTCYTCTBUIO POCTa MUKPOOPraHN3MOB B XWUa-
KOW 1 Ha NIOTHOM NUTATENbHbLIX Cpefax, a 3aTem NPoBOAAT UX CPABHEHME C pe3y/ibTaTaMu KOHTPOJIbHbIX WC-
NbITAHWIA.

MuWHUManbHON 3ahdeKTUBHON KOHLEHTpaUMel cuMTaloT MUHUMasIbHYIO KOHLEeHTpauuio pactsopa [1B
unn AC, npu KOTOPOI (OUKCMPYIOT OTCYTCTBME pocTa MUKPOOPTraHW3MOB MpU YCTaHOB/IEHHOM BPEMEHMU BO3-
AeNCTBMS U NPU HA/IMYUK TUMUYHOTO POCTa TeCT-MUKPOOpraHM3Ma B KOHTpore.

B ta6bnnuax A.1—A.10 (npunoxeHune A) npveegeHbl onpegenieHHble AaHHbIM METOAOM fokKasaTtenun Mmu-
HUMasIbHbIX 3P EKTUBHBIX KOHLEHTpaLuuii Hanbonee 4acTo NpMMEHsIeMbIX B HacTosilee Bpems [1B, Bxoas-
wux B coctas AC.
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MpunoxeHne A
(cnpaBoy4HOE)

MuHumanbHblie Sde)eKTVIBHbIe KOHUEeHTpauunum Haubonee yacTto npuMeHsAeMbIX ,D,eVICTByIOLLWIX
BelecTs, onpegesieHHble CYyCNeH3NOHHbIM MeToA0M

B HacToALleM NpuIoXeHnn npmeefeHsl Hanbonee 4acto npumeHsemble [1B. B OTHOWEHUN KOTOPbIX 6bla MCNO/b30-
BaH CYCMeH3MOHHbIi MeTog onpeaeneHns nx aHTmbakTepuanbHOn akTUBHOCTY C yCTaHOB/IEHNEM MUHUMasbHbIX addek-
TVBHbIX KOHLEHTpaLuii.

A.1 Ankungumernn6eHsnnamMmmonHii xnopug (AOBAX. ankun ot C12 o C16. CAS Ne 63449-41-2). 50%-Hblii BOA-

HbIVi pacTBOp.

A.2 MonurekcameTuneHryaungnH rugpoxnopug (MrMr. CAS Ne 57028-96-3). cofepxaHne OCHOBHOrO BellecTBa
6onee 95 %.

A.3 M.(M-6uc(3-amnHonponun)gageumnamut (TA. TpuammnH. CAS Ne 2372-82-9). BOAHbI pacTBOp C coAepx)aHuem

OCHOBHOro BeulecTtsa 30 %.
A.4 HaTpueBasi conb AUX10pOn30LMayHOPOBOIA kucnoTel gurugpat (AXLK. CAS N& 51580-86-0), cogepxaHue ak-

TUBHOTO XN10pa He MeHee 55 %.
A.5 XnopamuH B (CAS N9 304655-80-9). cogepxaHue akTUBHOro xsiopa ot 25 % o 27 %.
A.6 Tnytaposblii anbgerng (TA. CAS Ne 111-30-8). 50%-HblIii BOAHbIA pacTBop.
A.7 Mepekncb Bogopoaa meguumnHckasa (MB) no FOCT 177.
A.8 1-MponaHon (CAS Ne 71-23-8). cogepxaHve OCHOBHOrO BeliecTBa He meHee 99 %.
A.9 2-MponaHon (CAS Ne 67-63-0). cofepxaHve OCHOBHOIO BellecTsa He meHee 99 %.
A.10 3TaHon, Bbicwuii copT, no FOCT P 55878.

Ta6nuua A.l — MuHUManbHble 3heKTUBHbIE KOHLEHTpauMuankungumetTun6eHaunammonmiixnopuga (AGEAX)

Bpems rvbenn MuvHuMansHas
Bua TeCT-M1KpoopraHuama TeCT-MUKPOOpraHn3ma, achchekTnBHAA
MUH KOHUEHTpaums. %
Escherichia coli (utamm ATCC 10536) 15 0.300 +0.009
Staphylococcus aureus (wtamm ATCC 6538-P) 15 0.200 + 0.006
Pseudomonas aeruginosa (wtamm ATCC 15442) 15 0.300 +0.009
Mycobacterium terrae (utamm DSM 43227) 30 He ycTtaHoBneHa*
Candida albicans (wtamm ATCC 10231) 30 0.300 + 0.009
Trichophyton mentagrophytes (wtamm ATCC 9533) 30 0.500 +0.015
Aspergillus brasiliensis (wtamm ATCC 16404) 60 1.00 +0.02
Cnopsl Bacillus cereus (wutamm ATCC 10876) 60 He ycTtaHoBneHa'*
Poliovirus Tvna 1 Sabin [BakuuHHbI wWTamm Sabin (LSc2ab)Jd 30 0.500 +0.015
Adenovirus 5 Tuna 30 0,100 +0.003

" Mycobacterium terrae He norn6atT oT Bo3geiicTBus pactBopa ALBAX B KOHUEHTpauum He 6onee 5.0 % B Teve-

Hue 30 MUH.
" Cnopbl Baallus cereus He norn6atoT oT Bo3geiicTBus pacteopa ALBAX B KoHUueHTpauun He 6onee 30 % npu

BO3/€eiCTBUN pacTBOPOB B TeueHne 60 MUH.

Ta6nunya A.2 — MuHMManbHble aheKkTUBHbIE KOHLEHTpaLUM nomrekcameTuneHryaHnani rugpoxnopuga (MrMmr)

Bpewms rvibenm MuHmanbHas
Bug TecT-muKpoopraHuama TecT-MV1KpoopraHm3ma, ahchekTnBHAA

MUH KOHLeHTpauus. %
Escherichia coli (wtamm ATCC 10536) 15 0.040 * 0.002
Staphylococcus aureus (wtamm ATCC 6538-P) 15 0.040 +0.002
Pseudomonas aeruginosa (wtamm ATCC 15442) 15 0.050 + 0.003
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OkoH4aHue Tabnmubl A.2

BpeMms rmbenu MuHUMabHast
Bug TecT-MykpoopraHusma TECT-MUKPOOpraHn3mMa, adhchexTvBHAA

MM KOHLEeHTpaums. %

Mycobacterium terrae (wtamm DSM 43227) 30 He yctaHoBneHa"
Candida albicans (wwtamm ATCC 10231) 30 0.600 +0.018
Trichophyton mentagrophytes (wutamm ATCC 9533) 30 0,900 +0.027

Aspergillus brasiliensis (wutamm ATCC 16404) 60 5,00 £0.10

Cnopbl Bacillus cereus (wtamm ATCC 10876) 60 He yctaHoBneHa*
Poliovirus Tuna 1 Sabin [BakyuHHbIN wWTamm Sabin (LSc2ab)] 30 0.300 +0.009
Adenovirus 5 Tuna 30 0,200 + 0.006

*Mycobacterium terrae He norn6atroT oT Bo3geiicTBusA pactsopa MIMIT B koHUeHTpauun He 6onee 20,0 % B Teue-
Hve 30 MuH. Cnopsl Bacillus cereus He norm6atT oT Bo3aeicTBusi pacteopa MNIMI B KoHLeHTpauum He 6onee 30,0 %
B TeyeHne 60 MuH.

Ta6numua A.3 — MuHUManbHble adhekTUBHbIE KOHLeHTpauum M!Y-6uc(3-amnHonponun) gogeumnammHa (TpeTuyHbli
amuH)

Bpewms rmbenm MuHuMasibHas
B, TeCT-MUKpOOpraH1ma TECT-MUKPOOPraH13ma, ahchekTVBHAsA
MVH KOHLeHTpauus. %
Escherichia coli (wtamm ATCC 10536) 15 0,100 +0.003
Staphylococcus aureus (wtamm ATCC 6538-P) 15 0,070 +0.004
Pseudomonas aeruginosa (wrtamm ATCC 15442) 15 0,100 +0.003
Mycobacterium terrae (wutamm DSM 43227) 30 1,00 £0.02
Candida albicans (wtamm ATCC 10231) 30 0,500 +0.015
Trichophyton mentagrophytes (wtamm ATCC 9533) 30 0.800 +0.024
Aspergillus brasHiensis (utamm ATCC 16404) 60 2,00 +£0.04
Cnopsl Bacillus cereus (wtamm ATCC 10876) 60 He ycTaHoBneHa'
Polioviws Tuna 1 Sabin [BakuMHHbIA WwWTamm Sabin (LSc2ab)] 30 0,050 +0.003
Adenovirus 5 Tvna 30 0.020 +0.001

" Cnopbl Bacillus cereus He norn6atwT noj Bo3feincTBMEM pacTBopa TpMamuHa B KOHLeHTpauuu He 6ones 30,0 %
npu BO3AelCTBMM pacTBopa B TeyeHne 60 MUH.

Ta6nunya A.4 — MuHUManbHble 3P EKTUBHbIE KOHLEHTPALMUM HaTPUEBON CONM AUXNOPU30LUAHYPOBOIN KUCNOTHI
(Na conb AXLIK)

Bpewms rvbenm MuHmabHas
Bug, TECT-MUKPOOpPraH3mMa TECT-MVKPOOpraHmamMa,  3dhcheKT BHas KOHLEHTpaLmst
MUH (no akTvBHOMY X/10pYy). %

Escherichia coli (wtamm ATCC 10536) 15 0,020 +0.001
Staphylococcus aureus (wtamm ATCC 6538-P) 15 0,050 +0.003
Pseudomonas aeruginosa (wtamm ATCC 15442) 15 0.030 +0.002
Mycobacterium terrae (wtamm DSM 43227) 30 0,300 +0.009
Candida albicans (wtamm ATCC 10231) 30 0,070 +0.004
Trichophyton mentagrophytes (wwtamm ATCC 9533) 30 0,100 +0.003



OkoHuaHne Tabnuubl AA

BUJ, TECT-MVKPOOPraHn3ma

Aspergillus brasiliensis (wutamm ATCC 16404)

Cnopbl Bac/llus cereus (wtamm ATCC 10876)

Poliovirus Tvna 1 Sabin [BakunHHbI wTamm Sabin (LSc2ab)Jd

Adenovirus 5 Tuna

Bpewms rmbenu
TECT MMKpPOOpraH13ma,
MUH
90
180
30

30

Ta6nuua A.5 — MuHUMabHbIe 3IEeKTUBHbIE KOHLLeHTpauum xnopamuia b

BUJ, TECT-MWKPOOPTaHM3Ma

Escherichia co/i (wtamm ATCC 10536)

Staphylococcus aureus (wutamm ATCC 6538-P)

Pseudomonas aeruginosa (wtamm ATCC 15442)

Mycobacterium terrae (wtamm DSM 43227)

Candida albicans (wtamm ATCC 10231)

Trichophyton mentagrophytes (wtamm ATCC 9533)

Aspergillus brasiliensis (utamm ATCC 16404)

Cnopbl Bacillus cereus (wtamm ATCC 10876)

Poliovirus Tvna 1 Sabin [BakuuHHbIN wWTamm Sabin (LSc2ab)]

Adenovirus 5 Tnna

Bpewms rméenu
TECT-MUKPOOpraHu13ma,
MVH
15
15
15
30
30
30
90
360
30

30
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MuHUManbHas
adhheKTBHAS KOHLIEHTpaLWS
(no akTBHOMY X/10pY). %
1.00 +0.02
2.00 £ 0.04
0.050 + 0.003

0.030 £ 0.002

MuHUManbHast
adhheKTBHAS KOHLIEHTpaLWS
(no akTBHOMY Xs1opy). %
0.080 +0.003
0.100 +0.003
0.080 + 0.003
He yctaHoBnexa"
0.4
0.5
4.0
He ycTtaHoBneHa"

0.08 + 0.003

0.025 +0.001

' Mycobacterium terrae He norn6alnT OT BO3felCTBUA pacTBoOpa X/0paMuHa B KOHLeHTpaLuuu He Gonee 5.0 % no

aKTUBHOMY X/10py B TeyeHne 30 MUH.
" Cnopsbl Bacillus cereus He norn6atoT OT BO34elNCTBMSA pacTBOpa x/1I0paMHa B KOHLeHTpaunu He 6onee 5.0 % no

aKTUBHOMY X/10py B TeyeHune 360 MUH.

Ta6nuua A.6 — MuHumanbHble 3 EKTUBHbIE KOHLEHTPALMKW TyrapoBoro anbaernga

Buva TecT-MukpoopraHusma

Escherichia coli (wtamm ATCC 10536)

Staphylococcus aureus (wtamm ATCC 6538-P)

Pseudomonas aeruginosa (wtamm ATCC 27853)

Mycobacterium terrae (wtamm DSM 43227)

Candida albicans (wtamm ATCC 10231)

Trichophyton mentagrophytes (wtamm ATCC 9533)

Aspergillus brasiliensis (utamm ATCC 16404)

Cnopbl Bacillus cereus (wtamm ATCC 10876)

Poliovims Tnna 1 Sabin [BakuuHHbI wWTamm Sabin (LSc2ab)]

Adenovirus 5 Tnna

Bpewms rnbenm

TeCcT-MNKpoopraHMsma,

MWH

15

15

15

30

30

30

120

720

30

30

MuHmanbHas
athchekTBHaAA
KOHLeHTpauus. %
0.050 + 0.003
0.080 + 0.004
0.050 +0.003
2.00 £0.04
0.200 + 0.006
0.300 + 0.009
2.00 £0.04
2.00 £0.04
2.00 £0.04

0.500 +0.015
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Ta6nunuya A.7 — MuHUManbHble aPeKTUBHbIE KOHLLEHTPaLUM Nepeknucn Boaopoaa

Bpems rn6enu 3HaueHne MUHUMaNbLHOI
BuA TecT-MUKpoopraHnsma TECT-MUKpPOOpPraHnsma, 3¢ heKTUBHOIA
MUH KOHUeHTpauuu B. %

Escherichia coli (wtamm ATCC 10536) 15 2.00 +£0.04
Staphylococcus aureus (wtamm ATCC 6538-P) 15 3.00 £ 0.06
Pseudomonas aeruginosa (wrtamm ATCC 15442) 15 2.00 +£0.04
Mycobacterium terrae (wtamm DSM 43227) 30 5.00 £0.10
Candida albicans (wtamm ATCC 10231) 30 4.00 £0.08
Trichophyton mentagrophytes (wutamm ATCC 9533) 30 5.00 £0.10
Aspergillus brasHiensis (wtamm ATCC 16404) 60 6.00 +0.12
Cnopsl Bacillus cereus (wtamm ATCC 10876) 120 6.00 £0.12
Poliovirus Tuna 1 Sabin (BakuuHHbIA wWTaMMm Sabin (LSc2ab)] 30 2.00 +£0.04
Adenovirus 5 Tuna 30 1.00 £0.02

Ta6nuua A.8 — MuHUMasbHble 3PMEKTUBHBIE KOHLEHTPAL MW U30MPONUIOBOIo CNMpTa

Bpemsa rn6enn MuHumManbHasa
BUA TeCT-MUKpOOpraHuama TeCT-MUKPOOpPraHusma, aphekTMBHAR
MUH KOHueHTpauna %
Escherichia coli (wtamm ATCC 10536) 15 30.0 £ 0.3
Staphylococcus aureus (wtamm ATCC 6538-P) 15 40.0+0.4
Pseudomonas aemginosa (wtamm ATCC 15442) 15 40.0 £ 0.4
Mycobacterium terrae (wtamm DSM 43227) 30 40.0+0.4
Candida albicans (wtamm ATCC 10231) 30 30.0 £ 0.3
Trichophyton mentagrophytes (wtamm ATCC 9533) 30 40.0+0.4
Aspergillus brasiliensis (wtamm ATCC 16404) 60 He yctaHoBnena’
Cnopsl Bacillus cereus (wtamm ATCC 10876) 60 He yctaHoBneHa"
Poliovirus Tuna 1 Sabin [BakyuHHbI wWTamm Sabin (LSc2ab)d 30 50.0 + 0.5
Adenovirus 5 Tnna 30 40.0+ 04

* B OTHOLUEHWMN JaHHOro TecT-MUKpOOpraHu3Ma U3onpomnuioBbIi CIUPT B KOHLLeHTpauun 4o 70 % 1 B KOHLEHTpa-
umun 93 % npv BpemMeHun Bo3aeiicTBus 60 MUH Heah(heKTUBEH.

Ta6nuua A.9 — MUHUMasNbHble 3PP eKTUBHbIE KOHLEHTPaLMN 3TUI0BOrO CnupTa

Bpems ru6enn MUHUManbHas
Bua TecT-MuKkpoopraHmsama TecT-MuKpoopraHusma, apekTuBHas

MUH KoHUeHTpaums. %
Escherichia coli (wtamm ATCC 10536) 15 40.0+0.4
Staphylococcus aureus (wtamm ATCC 6538-P) 15 60.0 £ 0.6
Pseudomonas aeruginosa (wtamm ATCC 15442) 15 50.0 £ 0.5
Mycobacterium terrae (wutamm DSM 43227) 30 60.0 £ 0.6
Candida albicans (wtamm ATCC 10231) 30 40.0 + 0.4
Trichophyton mentagrophytes (wwtamm ATCC 9533) 30 50.0+ 0.5



OkoHuaHne Tabnuubl A.9

BUJ, TECT-MUKPOOPraHn3ma

Aspergillus brasiliensis (wtamm ATCC 16404)

Cnopsbl Bacillus cereus (wutamm ATCC 10876)

Poliovirus Tvna 1 Sabin [BakuuHHbI wTaMmm Sabin (LSc2ab)]

Adenovirus 5 Tvna

FOCT P 59072—2020

Bpewms rmbenu
TECT MMKpPOOpraH13ma,
MM
60
60
30

30

MwuHumarbHas
achchexTnBHaA
KOHUeHTpaumsa. %
He ycTtaHoBneHa’
He ycTtaHoBneHa’

50.0+0.5
40.0+0.4

* B OTHOLIEHUN AAHHOTO TECT-MUKPOOPraHn3ma 3TU/I0BbIA CNMPT B KOHUEHTpauuu Ao 70 % n B KOHUEHTpauun
93 % npu BpemMeHn BO3AelCTBUA 60 MUH HE3(D(PEKTUBEH.

Ta6nuua A.10 — MuUHUManbHblEe 3PEKTUBHBIE KOHLLEHTPALMN AeCTBYIOLMX BELLECTB KOXHbIX aHTUCENTUKOB

Bpewms
méenun
Bupa tecT-mukpoopraHusma TeCcT-bINKpO-
opraHusma,
MWH
E. colljwutamm ATCC 10536) 0.5
S. aureus (wtamm ATCC 6538-P) 0.5
P. aeruginosa (wtamm ATCC 15442) 0.5
M. terrae (wtamm DSM 43227) 2.0
C. albicans (wtamm ATCC 10231) 1.0
T. mentagmphytes (wtamm ATCC 9533) 1.0
Adenovirus 5 Tvna 2.0
Poliovims tuna 1 Sabin [BakUyuHHbI 2.0

wTamm Sabin (LSc2ab)}

2-nponaHon

[leiicTBylou e BeujecTea

1 1-nponaHon 3TaHon

| ALBAX*

MuHUManbHbie 3 EeKTUBHbIE KOHLLEHTPaLUN AeiicTBY 0L NX

60.0 £ 0.6
60.0 +0.6
60.0 £ 0.6
50.0 £0.5
60.0 + 0.6
60.0 +0.6
50.0+0.5

He yctaHoB-
neHa’*

sewects. % (no macce)
40.0+0.4 70.0£0.7
40.0+0.4 70.0+0.7
40,0+ 0.4 70.0+0.7
30.0+0.3 60.0 + 0.6
30.0+0.3 70.0 £ 0.7
40.0+0.4 70.0 £0.7
50.0 £0.5 30.0+0,3
60.0 £ 0.6 50.0 £0.5

He yctaHoBneHa
He yctaHoBneHa
He yctaHoBneHa
He yctaHoBneHa
He yctaHoBeHa
He yctaHoBneHa
He ycTtaHoBneHa

He yctaHoBneHa

* MakcumasibHO A0MyCcTUMas B KOXHbIX aHTUcenTukax KoHueHtpauua 0.2 % AABAX npu makcumanbHo fony-
CTUMOM BpemeHu Bo3feiicTenua 0.5—2.0 MuH He obecneumBaeT rnbenb TECT-MUKPOOPraHW3MOB, 3a WCKIIOYEHWEM

S. aureus.

m"2-nponaHosn B KOHUeHTpaunu He 6onee 60 % HeaddekTVBEH B OTHOWeEHMKN Poliovirus.
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[1] PykoBoacTBO MeTogbl NabopaTopHbIX NCCNeA0BaHUA N UCNbITAHUI AE3UHDEKLNOHHBLIX CPEACTB AN OLEHKU WX
P 4.2.2643—10 adheKTMBHOCTM N 6e3onacHoCTn
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