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2.1.6.27. ONPEJEJEHUE AHTUMHUKPOBHOM AKTUBHOCTH
AHTUBUOTHUKOB

AKTHBHOCTh AHTHOMOTHKOB OMPENESIIOT IYyTeM CpPaBHEHHS WHTHOMPOBAHHS PpOCTa
YyBCTBUTEJIBHBIX MHUKPOOPIaHU3MOB O] JCHCTBHEM HCIBITYyeMOro obOpaslia aHTHOMOTHKA U
COOTBETCTBYIOILIETO CTAaHAAPTHOTO 00pa3iia B ONpeAeICHHON KOHIICHTPALIUH.

[Ipu onpeneneHUH AHTUMUKPOOHOM  aKTHUBHOCTM  AQHTHOMOTHKOB  HCIOJNB3YIOT
CTaHAapTHBIE  0Opas3ipl, AaKTUBHOCTh KOTOPBIX, YCTAaHOBIEHAa IO OTHOIICHHUID K
MexnayHapoaHoMy cTanaapTHomy oopasiy (International Standard mmm International Reference
Preparation).

MeToauka KOJMYECTBEHHOTO ONpENENIeHUs JOJDKHA ObITh pa3paboTaHa € y4eTOM
BO3MO>XHOCTH TIPOBEIECHUSI IPOBEPKU IPUIOJHOCTH MATEMaTHUECKOH MOJENH, Ha KOTOpPOM
OCHOBaH pacyeT akTUBHOCTH. Eciu BbpIOpaHa Mojeib NapajjiesIbHbIX MNpPSMbIX, JABE JIHUHHUU
norapuMHUECKON 3aBHUCHMOCTH «J103a-0TBET» (WM MPEOoOPa30BAHHBIA OTBET) HCIBITYEMOTO
oOpa3la U cTaHJapTHOTro oOpasla JOJKHBI ObITh MapajulebHbl U JIMHEWHBI B JHANa3oHe 703,
UCIIONB3YEMBIX B pacyeTax. BBIMOTHEHHE ATHX YCIOBHH MOJDKHO OBITH MOATBEPXKICHO IMPU
YCTAHOBJICHHOM YPOBHE 3HAUYUMOCTH, O0ObIdyHO p=0,05. JIpyrue maremaTudecKue MOIeIn
(Mozenb yriaoBoro Ko3gpGuIueHTa) MOryT ObITh UCIIOJIB30BAHBI IIPH YCIOBUHU JOKA3aTEIbCTBA UX
MIPUTOJTHOCTH.

Joseputenbubie nuHTepBainsl (P=0,95) onpeneneHns akTUBHOCTH COCTAaBJISIIOT HE MEHEE
95% un ne O6onee 105 % paccunTaHHOW AKTUBHOCTH, €CJIM HMHOE HE YKa3aHO B YaCTHOM
(bapmakonelHol cTaTke.

HcnbiTanue npoBoAsST METOA0M | vt MmeToaoMm 2.

METO/ 1. AUDODY3UA B AT'AP

Cpeny, NoAXonAIIylO JUIsl YCJIOBUM HWCIHBITaHUSA, PACIUIABIIAIOT, HHOKYJIHPYIOT IpHU
NOJIXO/AALICH TeMIlepaType, Hampumep, A BeretaTuBHbIX ¢opMm — oT 48 °C mo 50 °C, s
cycrnieH3uu crnop — gonyctuMo 0 70 °C, M3BECTHBIM KOJIMYECTBOM TECT-MHUKPOOPTaHU3MOB,
YyBCTBUTEJIBHBIX K UCIBITYEMOMY aHTHOMOTHUKY. KONMMYECTBO TECT-MUKPOOPTAaHU3MOB JOJKHO
OBITh TAKOBBIM, YTOOBI IPU BCEX KOHIEHTPAIMSIX aHTUOMOTUKA, UCIOJIb3YEMBIX B MCIIBITAHUU,
00pa3oBaUCh YETKO OMNpeneiseMble 30Hbl HMHTMOMPOBAHMSA MOJXOMSALIETO JAUaMETpa.
NHoKynmupoBaHHYIO Cpely HEMEUICHHO pa3iuBaloT B vamku Iletpu wnm  OGosnblive
MPSIMOYTOJIBHBIE YAIlIKK B KOJUYECTBE, MOAXOMAAIIEM JUisi (POPMUPOBAHUS PABHOMEPHOTO CIIOS
TOJIIMHON OT 2 MM A0 5 MM. JlomyCTMMO HMCHOJIb30BAHUE CPEJIbI, COCTOAILIEH U3 JBYX CIIOEB,
IIPU 3TOM MHOKYJIUPYIOT TOJIBKO BEPXHUM CIIOM.

Yamku XpaHsaT TakuM o0pa3oM, YTOOBI HE MPOMCXOAMIIO 3aMETHOTO POCTa WM THOCIH
TECT-MUKPOOPraHU3MOB 10 MX HCIONb30BaHMs. lIpu Mcnonb30BaHMM NOBEPXHOCTH CpEAbI
JTIOJDKHA OBITH CYXOHM.

l'oToBAT pacTBOpHI CpaBHEHUs (CTaHAAPTHOTO OOpa3lia) M HCIBITYyeMOro obpasma c
M3BECTHBIMM KOHLIEHTPALUSAMHU W TPEINojaraeMoil OJMHAKOBOW aKTUBHOCTBIO, MCIIOJIb3YS
pacTBopuTenu M OydepHble pacTBOPBI, HpeAcTaBieHHble B Tabmuie 2.1.6.27.-1. PactBopsl
HAHOCAT Ha IMOBEPXHOCTb CPE/bl, HAIpUMEp, BHYTPH CTEPWIbHBIX IMJIMHAPOB U3 ¢apdopa,
HEP>KaBEIOIIEH CTalH WIH APYroro MOAXOSAIIETO MaTepuana, Wik B TyHKH, TOJTOTOBICHHEIC B
ToJiIe arapa. B KaXKIplii WIMHIP WIKM JTYHKY NPHOABISIOT OJIMHAKOBbIE 00bEMbI pacTBOpA.

B kauecTBe anbTepHATHBBI BO3MOXKHO HCIIOJIb30BAHHUE CTEPUIBHBIX BIUTHIBAIOIINX
OyMaXKHBIX TUCKOB MOIXOASIIEro KayecTBa. [IMCKU MPONUTHIBAIOT PaCTBOPAMU CPABHEHUS WIIH
pacTBOpaMH UCIBITYEMOro oOpasiia ¥ OMEIIAIOT Ha TOBEPXHOCTH arapa.



Tabmuma 2.1.6.27.- 1. — Memoo ouggyszuu 6 acap
Cpena u
CranpapTHbIi Pacsopuress 111 bydbepnsrit KOHCHHOT Temneparypa
AHTHOMOTHK obpasen NPUTOTOBJICHHUS pactsop (pH) MHukpoopranusm 3HavueHue pH S
OCHOBHOI'O pacTBOpa (£0,1
eauHUIL pH)
CO ®EADC Saccharomyces
Amborepuims B glfzq;‘;’::;ggzz‘;‘;f_ TTumemuncyivghoxcud P | pH 10,5 (0,2 M) g;gg’g;’& F-pH6,1 | or35°C n037°C
4ecK020 aHanu3a 1P 1432-83
0.0 M Micrococcus luteus
barutpanus nuHKa Eau&iiﬁﬁf@fulma XJ10p0BOOOPOOHAs pH 7,0 (0,05 M) I\é%;r 53717 gg A—-pH7,0 ot 35 °C mo 39 °C
rucroma ATCC 10240
BrreoMHIIHa CO DEADC Mycobacterium
cybar breomuyuna Booa P pH 6,8 (0,1 M) smegmatis G-pH7,0 ot 35 °C no 37 °C
cynobhama ATCC 607
Baci R
Bankomunna CO PEAIC IC\lIcCllThg igéblgg i
Banxomuyuna Booa P pH 8,0 A—-pH3,0 ot 37 °C o 39 °C
TUAPOXIIOPH]L cudpoxnopuda CIP 52.62
ATCC 6633
Bacillus pumilus A—-pH79 ot 35 °C no 39 °C
NCTC 8241
CIP 76.18
I'enTamununa CO PEASC Staphylococcus A—-pH79 ot 35 °C o 39 °C
T'enmamuyuna Booa P pH 8,0 (0,05M) ) . ’
cyabdar cymvghama epidermidis
NCIMB 8853
CIP 68.21
ATCC 12228
Bacillus subtilis A—-pH 6,6 ot 35 °C o 37 °C
JI>xo3aMULIMH ﬂch(B(iﬂljjsuauia Memanon P* pH 5.6 A(;I"ICP C5 26§§ 3

NCTC 10400




CO DEADC Bacillus subtilis A—-pH 6,6 ot 35 °C no 37 °C
Jlxosammumna Jrcozamuyuna Memanon P* pH 5,6 CIP 52.62
MPOMHOHAT ’ ATCC 6633
nponuonama NCTC 10400
Kanamununa Bacillus subtilis A—-pH79 ot 30 °C o 37 °C
MOHOCYJIb(}ar NCTC 10400
CIP 52.62
CO ®EADC ATCC 6633
Kanamuyuna Booa P pH 8,0 (0,05 M) Staphylococcus A—-pH79 ot 35 °C mo 39 °C
Cynbdar MOHOCYIbhama aureus
KaHaAMUITTHOBOM NCTC 7447
KHCJIOTHI CIP 53,156
ATCC 6538 P
Bordetella B-pH73 or 35 °C o 39 °C
bronchiseptica
NCTC 8344
KouieTimerar CO @®EADC CIP 53.157
HaTpus Konucmumemama Booa P pH 6,0 (0,05 M) ATCC 4617
Hampus Escherichia coli B—-pH7.3 ot 35 °C no 39 °C
NCIMB 8879
CIP 54.127
ATCC 10536
Bordetella B-pH73 ot 35 °C o 39 °C
bronchiseptica
CO ®EADC NCTC 8344
Konucmuna CIP 53.157
KonucTun cynbdar cynbhama ons Booa P pH 6,0 (0,05 M) ATCC 4617
MUKPOOUONO2UYECKO2 Escherichia coli B-pH7.3 ot 35 °C mo 39 °C
0 aHanusa NCIMB 8879
CIP 54.127
ATCC 10536
CO ®EADC H 6,0 (0,05 M), | Candida tropicalis F—-pH 6,0 ot 30 °C no 37 °C
Hucraruu Hucmamuna Jumemungopmamuo P cponepncagmnﬁ 5 2% CIP 1433-83




NCYC 1393
(06/06) Sacchar.orfzyces F—-pH 6,0 ot 30 °C mo 32 °C
oumemungpopma cerevisiae
o P NCYC 87
CIP 1432-83
ATCC 9763
Bacillus pumilus E-pH 7,9 ot 30 °C o 37 °C
CO ®EADC NCTC 8241
Heommmna Heomuyuna CIP 76.18
cybiar cynvghama ons Booa P pH 8,0 (0,05 M) Bacillus subtilis E-pH7,9 ot 30 °C no 37 °C
MUKPOOUOTI02UYECKO2 NCTC 10400
0 ananuza CIP 52.62
ATCC 6633
Staphylococcus A-pH7.9 ot 32 °C no 35 °C
Herunmunmaa HCO PEAC Boda P H 8.040.1 paireus p, g
cynbdar e ooa P &,B=0, ATCC 6538 P
yaegpama CIP 53.156
CO ®EADC Bordetella B-pH7.3 ot 35 °C no 39 °C
Homivukenna B Tonumukcuna B bronchiseptica
cysbdar cynvbpama 0 Booa P pH 6,0 (0,05 M) NCTC 8344
MUKPOOUOI02UYECKOS CIP 53.157
0 ananuza ATCC 4617
CO PEADC Mic;o((::%%ctégizgeus A—-pH 6,6 ot 35 °C 039 °C
Pudamunun nHatpus Pugpamuyuna Memanon P pH 7,0 (0,05 M) CIP 53.45
rampe ATCC 9341
Bacillus subtilis A-pH79 ot 30 °C mo 32 °C
CrupamunvH Cigpfﬂf;uisa Memanon P pH 8,0 (0,05 M) N(C:E)C5£06420 0
ATCC 6633
CrpenromuHa CO ®EADC Bacillus subtilis A—-pH79 ot 30 °C mo 37 °C
cynbar Cmpenmomuyuna Booa P pH 8,0 (0,05 M) NCTC 8236
Y cynvhama CIP 1.83




Bacillus subtilis A—-pH79 ot 30 °C nmo 37 °C
NCTC 10400
CIP 52.62
ATCC 6633
Bacillus subtilis H-pH 7,8-8,0| ot 35 °C no 37 °C
. CO ®EADC OydepHblit pacTBOp ¢ NCTC 10400
TeitkonanmH Teiikonanuna pH 6,0 (0,05 M) | PH6O(0.05M) CIP 52.62
ATCC 6633
Tuno3un nis
BETEPUHAPHOTO cMmech 40
giiﬁse;{;lg{:c dar 2,5 % 06/06 pacTBOp Mem?zgzezrci)fn 60 Micrococcus luteus
CO DEADC memanona PB 0,1 M NCTC 8340 o o
IUIsl BETEPUHAPHOTO oovemoB 0,1 M A —-pH 8,0 ot 32 °C no 35 °C
HpHMEHEHNS Tunosuna gochamuom b6ypeprom bocamozo CIP 53.45
pacmeope pH 7,0 ATCC 9341
Twto3un TapTpar oyghepnoeco
JUIsL BETEPUHAPHOIO pacmeopa pH 8,0
IPUMEHCHHS
Bacillus subtillis E-pH7,9 ot 30 °C no 37 °C
NCTC 10400
Dpavmmeriia CO ®EADC CIP 52.62
cymbbat Dpamuyemuna Booa P pH 8,0 (0,05 M) ATCC 6633
cynvpama Bacillus pumilus E-pH 7,9 ot 30 °C o 37 °C
NCTC 8241
CIP 76.18

HpI/IMG‘-IaHI/IGI * MNOATOTOBKY UCIIBITYCMOI'O o6pa3ua IpoOBOAAT B COOTBCTCTBUH C YKA3aHUAIMU B YaCTHOM (papMaKOHCﬁHOﬁ CTaThE.
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Jlid moaTBEPKAEHUST JOCTOBEPHOCTH KOJIMYECTBEHHOI'O OIIPENEICHMS UCIOJIb3YIOT HE
MEHEee TpEeX pacTBOPOB CPABHEHMS M TpPEX pPAacCTBOPOB HCIBITYEMOro 00paslia, HMMEIOIINUX
IIPEIIIOJIOKUTENBHO OJUHAKOBYIO AKTUBHOCTb. [IpennodTuTenbHO MCIONB30BaTh  CEPUIO
pa3BeICHUI B TEOMETPUYECKOM Tporpeccuu. Eciu nuHEHHOCTh Oblla TOATBEpXKICHA Ha
JIOCTaTOYHOM KOJIMYECTBE TPEXJ030BbIX HCHBITAHUH, IOMYyCTHMMO JBYX/JI030BOE IPOBEJIECHUE
WCIIBITAHUI 1O COTVIACOBAHUIO M PA3pELICHUIO YIIOJIHOMOYEHHOrO opraHa. Bo Bcex CIOpHBIX
cllydasix Heo0X0AUMO MTPOBOUTH TPEXA030BbIE UCTIBITAHUS

PacrionokeHrne pacTBOPOB Ha IOBEPXHOCTH arapa B KaKIOM 4YalllKe OCYIIECTBIISIOT B
COOTBETCTBUHU C IMPHUEMIIEMBIM CTATUCTUYECKUM IUIaHOM. ClelyeT y4ecTb, YTO B MaJICHbKHX
yamkax [lerpu nmomMemnator He Oojee IIeCTH pacTBOpPOB. PacTBophl HcrbITyeMoro odpasna u
pacTBOpPHI CPaBHEHHUS PA3MELIAIOT MOOYEPEHO TaKUM 00pa3oM, uTOOBI M30EKaTh B3aUMHOIO
BIUSHUS 00Jiee KOHIEHTPHUPOBAHHBIX PACTBOPOB.

Yamku MHKYOUPYIOT TNpH HOAXOAAlIed Temieparype okoio 18 u. Pekomenmyercs
UCIIONIb30BaTh Mpe/BapUTENbHYI0 AUPQY3UI0 MpH KOMHATHOM TemrepaType WIH, MpH
HeoOxonumocTH, mpu Temneparype 4 °C B TeyeHHE OIpPEe/IeIEeHHOrO0 MPOMEXYTKa BPEMEHH,
00b19HO OT 1 4 10 4 4. Takol MoaXoJ MCHONB3YIOT JJISl YMEHBIICHUsS BIUSHUS Pa3HUIIBI BO
BPEMEHHU MEXJy BHECEHHEM DPAaCTBOPOB, HCIOJNb3YEMbIX B HCIBITAHWU, U TOJy4deHus Ooinee
TOYHOTO 3HAYEHHUS YTI0BOro KoddduiineHTa THHEHHON perpeccuu.

W3mepsror  nuamerpsl ¢ To4yHOCThIO 10 0,1 MM wmiam 1wiomaaM  KpyribIX 30H
MHTUOMPOBaHUs ¢ TOYHOCTHIO 10 0,01 MM® M pacCUMTHIBAIOT AKTUBHOCTH AHTUOMOTHKA,
UCIIOJIB3YSl COOTBETCTBYIOIINE CTATUCTUYECKUE METO/IBI.

Hcnonp3yroT B KaX/10M MCHBITAHUH KOJIMYECTBO MOBTOPEHUN HA 703y, JOCTaTOYHOE IS
oOecrieueHuss TpeOyeMOH TOYHOCTH W TPEUM3HOHHOCTH. IIpM MpOBEAEHUMH MOBTOPHBIX
UCIBITAHUN BCE pe3yJbTaTbl OOBEIUHSIOT CTATUCTHUECKHU, YTOOBI MOJIYYUTh TpeOyemyro
TOYHOCTh M MPELU3UOHHOCTb. AKTHBHOCTH HCIBITYEMOro oOpasla 0/DKHAa ObITh HE MEHee
TpeOyemMoro MUHUMYyMa (J1s1 aKTUBHOM (papMalieBTUUECKOW CyOCTaHIIMM) UM COOTBETCTBOBATh
YCTaHOBJICHHOMY JMaIa3oHy (U1 JEKapCTBEHHBIX MpenapaToB).

METO/ 2. TYPBUJAUMETPUA

Cpeny, NOIXOIAIIYIO JUIsl MCHBITAHUS, WHOKYJIMPYIOT OIPEAEICHHBIM KOJIMYECTBOM
TECT-MHUKPOOpPraHu3Ma, YyBCTBUTEILHOTO K UCHBITYEMOMY aHTHOMOTHKY, YTOOBI 00ECIeYUTh B
YCIIOBUSIX UCTIBITAHUS JOCTATOYHO CHUJIBHOE MTO/IABJIEHUE POCTa MUKPOOPraHu3MoB. Mcnonas3ytor
U3BECTHOE KOJMYECTBO CYCIEH3UH, BBIOpaHHOE TakUM 00pa3oM, YTOOBI MOJYUYUTH JIETKO
U3MEPHUMOE MTOMYTHEHHE 110CIIe MHKYOAIIMOHHOTO MEPHOo/1a OKOJIO 4 U.

MHOKyIMpOBaHHYIO Cpey UCIONB3YIOT Cpa3y MOCIE €€ IPUrOTOBICHHUS.

l'oToBAT pacTBOpHl CpaBHEHUS (CTAaHAAPTHOTO 00pasla) U PacTBOPHl HCIBITYEMOTO
oOpa3lia ¢ U3BECTHBIMU KOHIIEHTPAIMSAMH U MPEANOIaraéMoil paBHONH aKTUBHOCTBIO, UCTIONb3YSI
pacTBopuTenu 1 Oy(depHble pacTBOPHI, IpecTaBiIeHHbIe B Tabuue 2.1.6.27.-2.

Jlis OLIEHKM TPUTOAHOCTH MCIIONB3YIOT HE MEHee TpeX pacTBOPOB CTAHJAPTHOIO
o0Opa3ia u Tpex pacTBOPOB HCIBITYEMOro oOpasia, ¢ MpeanoiaraeMoil paBHOH aKTUBHOCTBIO.
[IpenmnouTuTeNnbHO UCTIOIB30BATh Pa3BeICHUSI B TEOMETPUUYECKOM MPOrpecCcuu.

PaBHBIE 00BEMBI KaXJOTO M3 pacTBOPOB IOMELIAIOT B OJMHAKOBBIE TNPOOHPKU H
puOaBISAIOT paBHbIE 00bEMbI HHOKYJIUPYEMOW cpesibl (Hampumep, 1 M1 UCIIBITYeMOro pacTBopa
u 9w cpensl). s ompenenenuss tuporpuimHa npubasisor 0,1 M pactBopa k9,9 mn
MHOKYJIMPOBAHHOW CPEBI.

OHOBpPEMEHHO TOTOBAT JIBE€ KOHTPOJbHbIE MPOOUPKH C MHOKYJIMPOBAHHOM cpenoil 6e3
noOaBneHust aHTuUOMOTHKA. B ogHy w3 mnpoOupok HememieHHO mnpubasisior 0.5 mi
@opmanvoecuoa P. JlanHble TPOOUPKH HCHOJB3YIOT A HACTPOMKH ONTHYECKOro mnpubopa,
MIPUMEHSEMOT0 JJIsl KOHTPOJIS POCTa MUKPOOPTaHU3MOB.



Ta6muma 2.1.6.27.-2. —Typboudumempuyeckutl memoo

PactBoputens

Cpena u
N A Bydepnsiit KOHeuHbl pH Temnepatypa
AHTHONOTHUK CranaapTHblii oOpa3el] | MPUTOTOBJIECHUS Mukpoopranusm
OCHOBHOLO pactBop (pH) (£0,1 eguHUIIBI WHKyOauu
pH)
pacTBopa
Bankomwuiinaa CO DEASC Z’Zgzﬁlococcus o o
FHAPOXIOPHL f;gz;ooglzotzzgc; Booa P pH 8,0 CIP 53.156 C—-pH7,0 Ot 37 °C no 39 °C
ATCC 6538 P
Staphylococcus
aureus
Tenramumuma | CO QEAIC Booa P pH 7.0 NCTC 7447 C-pH 7,0 Ot 35 °C 10 37 °C
cynbdar T'enmamuyuna cynvghama CIP 53.156
ATCC 6538 P
Enterococcus
hirae
CIP 58.55
Tpamemm: CO PEAIC Memanon P | PH 70 ATCC 10541 C—pH7,0 Ot 35 °C 10 37 °C
I'pamuyuouna
Staphylococcus
aureus
ATCC 6538 P
Staphylococcus
aureus
JixosamHIH ggczfﬁfuim Memanon P** | pH 5,6 CIP 53.156 C-pH 8,0 Ot 35 °C 110 37 °C
ATCC 6538 P
NCTC 7447
Staphylococcus
TbxosammHa CO ®EADC aureus
S N— JDicozamuyuna Memanon P** pH 5,6 CIP 53.156 C-pH8,0 Ot135°C o 37 °C
nponuoxnama ATCC 6538 P
NCTC 7447
Kanamuimna CO DEADC Booa P pH 8,0 Staphylococcus C-pH7,0 Ot 35 °C no 37 °C




MOHOCYJIb(]at

aureus
Cyinsar Kanamuyuna NCTC 7447
KaHAMHIIMHOBOH | MOHOCYIbghama CIP 53.156
KHCJIOTBI ATCC 6538 P
Escherichia coli
CO ®EADC
Komueramerar | o niemama Boda P pH 7,0 NCIMB 8666 C-pH7,0 Ot 35 °C 10 37 °C
HaTpUs CIP 2.83
rampi ATCC 9637
CO DEADC Koaucmuna Escherichia coli
Konmuctuna cynvghama ons NCIMB 8666 o o
cynbdar MUKPOOUOTI02UHECKO2O Boda P pH 7.0 CIP 2.83 C-pHT7.0 O135°C 1o 37°C
aHanusa ATCC 9637
CO ®EASC Heomuyuna SZZ ZJ; lococcus
Heomununa cyopama o Boda P pH 8,0 NCTC 7447 C-pH7,0 Ot 35 °C 110 37 °C
cyabdar MUKPOOUOTIO2UYECKO20
CIP 53.156
ananiza ATCC 6538 P
Escherichia coli
Pudavuninu CO D®EADC NCIMB 8879 o o
HaTpust Pugpamuyuna nampus Memanon P pH 7.0 CIP 54.127 C-pHT.0 O 35°C m0 37°C
ATCC 10536
Staphylococcus
aureus
Cnmpamunvia g}?uiii{agua Memamnon P pH 7,0 NCTC 7447 C-pH7,0 Ot135°C o 37 °C
paxiy CIP 53.156
ATCC 6538 P
Klebsiella
CTDe I TOMULIHA CO ®EADC pneumoniae
. Jfb bar H Cmpenmoyuyuna Boda P pH 8,0 NCTC 7427 C-pH7,0 Ot 35 °C 10 37 °C
Y cynvshama CIP 53.153
ATCC 10031
Twno3un mis CO DEADC Tunosuna 2,5 % 06/06 pH 7,0 Micrococcus C—-pH7,0 37 °C




BETEPUHAPHOTO pacTBop
NPUMEHECHUS memanona P B
0.1 M luteus
’ NCTC 8340
Tuno3un TapTpar docgamrom
byeb CIP 53.45
A ypepron ATCC 9341
BETEPUHAPTHOTO pacmeope pH
IPUMEHEHUs 7,0
Enterococcus
TupoTtpuuux 190 CDEA?C Omanon P Omanon P hirae C-pH7,0 37°C
PANUHUCUNE ATCC 10541
Staphylococcus
DoaMULETHHz CO ®EADC H 8.0 aureus
c IJ)IB (bali Dpamuyemuna Booa P PELS, NCTC 7447 C-pH7,0 Ot 35 °C no 37 °C
Y cynvghama CIP 53.156
ATCC 6538 P

[Tpumeuanue.* st mpeaoOTBpallieHUs aAcopOLMK MaTepuaia B XoJle pa30aBieHHs MOXET OKa3aTbcs HEOOXOIMMBIM INpHOABICHHE JI€TepreHTa,
Hanpumep, noaucopoama 80 P B xonnentpanuu 0,1 mMr/m.
** MOJIrOTOBKY MCIIBITYEMOr0 00pasiia MPOBOAST B COOTBETCTBUH C YKa3aHUSMU B YAaCTHOM (papmMakoneiiHOM cTaThe.
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B cooTBeTcTBUUM ¢ moaxozsmieil cXxeMoi NPOOUPKH MOMEIIAI0T B BOJSHYIO OaHIO MJIH B
JpyTO€ TIOAXOISIIEee YCTPOUCTBO, MO3BOJISIONIEe OBICTPO JOBECTH TEMITEPATypy BCEX MPOOHPOK
JI0 COOTBETCTBYIOLIEH TeMIepaTypbl HHKYOalMu; BBIACPKUBAIOT NPH ITOH TeMmmepaType B
TeueHue oT 3 4 10 4 4, obecrednBas OJTHOPOJHOCTh TEMIIEPATyPHOTO PEKUMA U OJUHAKOBOE
BpeMs HHKyOaruu. B kauecTBe MOIXOASIIUX CXEM UCTIONB3YIOT «IIOJIHYIO PaHIOMU3ALINIOY, UIIH
«JIATUHCKUH KBaJpaT», UM «PaHIOMU3UPOBAHHBIE (CIIydailHbIe) OIOKM».

[Tocne nHKyOaUM pocT TECT-MUKPOOPTaHU3MOB OCTaHABIUBAIOT NMPHOABICHUEM BO BCE
npobupku 0,5 M gopmanvoecuda P wnu TOABEPTHYB UX TEPMHYECKOW 00paboTke. 3aTem
U3MEPSAIOT CTENeHb MYTHOCTH CYCHEH3MHM TECT-MUKPOOPTaHM3MOB 1O TPEThEro 3HaKa C
IIOMOIIBIO MOAXOIAIIETO OIITHYECCKOI'O HpI/I60pa. B xauecTBe AJIBTCPHATUBBI OOIYCKACTCA
UCTIOJIb30BaHUE METO/1a, MO3BOJISIIOIIETO U3MEPATH CTENeHbh MYTHOCTU B KaXA0H MpoOupke 1o
OKOHYaHHUHU OAWHAKOBBIX IEPHUOAOB I/IHKY63HI/II/I. PaccuntreiBaror aHTI/IMI/IKpO6Hy10 AKTUBHOCTbD,
UCTIONB3YS NOJXOAINE CTATUCTHUECKUE METO/IBI.

3aBHCHUMOCTh «J1032-OTBET», TPEOOpa3oBaHHAS WM HE TpeoOpa3oBaHHAS, SBISETCS
JUHEHHOW B OrpPaHWYEHHOM JHara3oHe J03. OTOT Juamna3oH HCIOJNb3YIOT NpU pacyere
aKTUBHOCTH HCIBITYyeMOro oOpasma. Jlwama3oH JobKeH BKIIOYaTh HE MEHee Tpex
MOCJIEI0BATENbHBIX /103 JJIS IPOBEPKHU JIMHEHHOCTH.

KOF)Ia JIMHEWHOCTD MMPOACMOHCTPHUPOBAHA B JOCTATOYHOM KOJIMYECTBE TPEXIO030BbIX
UCTIBITAHUH, JIOMMyCTMMO JIBYXJI030BO€ IPOBEJCHUE UCIBITAHUH 1O COIJIACOBAHUIO U
pa3pelIeHNIO YIIOJIHOMOYEHHOTO OpraHa. Bo BcexX CHMOpHBIX Cydasx MPOBOIST TPEXT030BBIC
UCTIBITAHUS.

I/ICHOJ'IB?;YIOT B KaXXJI0M HCIIBITAaHUU KOJIUYECTBO HOBTOpeHI/Iﬁ Ha 103y, J0CTaTOYHOC JId
obecrieueHus TpeOyeMol TOYHOCTH W MPELU3UOHHOCTH. VcmbiTaHHe MOBTOPSIOT, Pe3yJbTaThl
OOBEAMHSIOT CTAaTHUCTUYECKH, YTOOBI MONY4YUTh TpeOyeMyl TOYHOCTb U MPEHU3UOHHOCTD.
AKTHUBHOCTB HCIIBITYEMOT0 00pa3slia He JOJKHA ObITh MEHBIIIE YCTAaHOBICHHOTO TpeOOBaHHUS.

Creoyrowutl pazoen npugooumcs 0Jisi UHPOpMayuu.

PEKOMEHIYEMbBIE MUKPOOPI"AH1U3MbI

B nmanHOM paszgene ONMCaHBl PEKOMEHIYEMBIE TECT-MUKPOOPTaHU3MBI M YCIOBHS
WHOKYJISUU. [[pyrie TecT-MUKpOOPraHU3Mbl MOTYT OBITh UCIIOJI30BAHbI MPU YCIOBUH, YTO OHU
YyBCTBUTEJIbHBI K MCIIBITYEMOMY aHTUOMOTHKY M MCIOJB3YIOTCS B COOTBETCTBYIOIIMX CpEAax U
IIPU COOTBETCTBYIOIIUX YCIOBUAX TeMmnepaTypsl u pH.

KoHIeHTpanuy moIy4eHHBIX pacTBOPOB CIEAYET BBIOMpATh TaKMM 00pa3oM, 4TOOBI B
WCIIBITAHUU TPUCYTCTBOBAJIA JIMHEITHAS 3aBUCUMOCTb «J1032 — OTBET).

1IPUT'OTOBJIEHUE HHOKYIJIATA

Bacillus cereus var mycoides; Bacillus subtillis; Bacillus pumilus. Cycnensuto crnop
MHUKpPOOPTAHU3MOB JUIsI UCIIOJIb30BAHUS B Ka4€CTBE MHOKYJISTA TOTOBSAT CIEIYIOIIUM 00pa3oMm.
BripamuBaroT TecT-Mukpoopranu3Msl pu temrneparype ot 35° C no 37 °C B TedueHue 7 CyT. Ha
MOBEPXHOCTH MOIXOAIICH cpelibl, K koTopoit mpubasistoT 0,001 /a1 mapeanya(ll) cyrvgpama P.
Jns cMbIBa BeIpoOcIed OHOMacchl, COCTOSIIEH B OCHOBHOM M3 CIIOP, UCIOJB3YIOT CTEPUIHHYIO
600y P. Harpesarot cycnensuto npu temmeparype 70 °C B tederune 30 MUH U pa30aBIISIOT 10
HONTy4EHHs] COOTBETCTBYIONIEH KOHLEHTpamuM cnop, o0brgHO oT 10x10° mo 100x10° mHa
MUATUTIIIATP. CHOPOBBIE CYCHEH3UM MOTYT XPAaHUTh JUIMTEIIBHOE BpEMs MPU TEeMIIepaType He
Bomte 4 °C.

B kauecTBe anmpTepHATHUBBI CHOPOBBIE CYCIIEH3UHW MOTYT OBITh MPUTOTOBIICHBI MyTEM
KyJbTUBUPOBAHUS MUKpoOopraHu3mMoB B cpeae C (tabmuna 2.1.6.27.-2) npu temrepatype 26 °C
B TeueHue OT 4 cyT A0 6 CcyT, 3aTeM NPHUOABISIIOT B ACENTHUYECKUX YCJIOBHUSX JIOCTATOUYHOE
KoJu4ecTBO Mmapeanya(ll) cyrvgpama P nyist nomydenus konuentpauu 0,001 r/m 1 uHKyOUpyroT
B TeueHue emie 48 4. M3ydaroT CycrneH3uio moJi MUKPOCKOIIOM, JUIsl BBISIBIICHUS TTOAXOISIIETO
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oOpazoBanus crop (okoio 80 %), ueHTpupyrupyroT. PecycneHaupyoT ocajok B CTEPUIBLHON
600e P 10 monydenus konuentpamuu ot 10x10° mo 100x10° cmop Ha MHLIMIHTP, 3aTEM
HarpeatoT 70 70 °C B reuenue 30 muH. CycrnieH3uto XpaHsaT npu Temrneparype He Bbiie 4 °C.

Bordetella  bronchiseptica. BpipanuBaloT TeCT-MUKPOOPTraHU3M Ha MUTATEIbHOM
cpene B (tabmuna 2.1.6.27.-2) npu temnepatype oT 35° C no 37 °C B Teuenue ot 16 4 o 18 4.
Jnist cMBIBa BBIpOCIIEH OMOMAcCCHI, HCMOJIB3YIOT CTEPHIBHYIO 600y P, 3aTeM pa3z0aBisIOT 10
MOJIXOAAIIEH MyTHOCTH.

Staphylococcus aureus; Klebsiella pneumonia, Escherichia coli; Micrococcus luteus;
Staphylococcus epidermidis. BvipamiiBaloT TECT-MUKpPOOPraHM3M Ha NUTATENbHOW cpene A
(Tabmuma 2.1.6.27.-2) npu temmnepatype ot 35° C no 37 °C B Teuenue ot 16 4 1o 18 4.

CMBIBaIOT BBIpOCIIYIO OnMOMaccy OakTepuil CTEpHIIBHOW 6000u P u pa30aBisiOT 110
MOJXO/ANICH MYTHOCTH, KOTOpas TIIOKa3bIBaeT YIOBIETBOPHTEIHHOE COOTHOIICHUE «I03a-
OTBET» B TypOOAMMETPUYECKOM METOJAE WM JaeT YeTKO OIpeJeIeHHbIe 30Hbl MHTUOUPOBAaHUS
MOAXOSAIIETO TMaMeTpa B MeToe auddy3un B arap.

Saccharomyces cerevisiae; Candida tropicalis. Tect — MUKpOOpraHU3M BBIPAlMBAIOT Ha
nuTatensHou cpeae F (tabmuma 2.1.6.27.-2.) npu temneparype 30° C no 37 °C B Teuenue 24 .
CMBIBaIOT BBIpOCIIYIO OMoMaccy OakTepuil CTEpMIIBHBIM pacTBOpOM 9 r/n mampusa xaopuda P.
Paz06aBisior 10 moaXoasIIeit MyTHOCTH TEM KE PacTBOPOM.

bYDEPHBIE PACTBOPbBI

Jlns npurotoBienus 6ydepHsIx pacTBopoB co 3HaueHueM pH ot 5,8 no 8,0 cMmemmBaioT
50,0 M kanusa oueuopoghocpama 0,2 M pacmeop P ¢ xommuectBoMm 0,2 M pacmeopa nampusi
2uopoxcuoa, ykazaHHbIM B Tabmuie 2.1.6.27.-3 U JOBOJAT CBEKEHPHUTOTOBICHHOU 60001
oucmunnuposantotl P no oovema 200,0 M.

Tabnuna 2.1.6.27.-3. — byghepuvie pacmesopul

pH 0,2 M pacmeop nampus euopoxcuoa (M)
5,8 3,72
6,0 5,70
6,2 8,60
6,4 12,60
6,6 17,80
6,8 23,65
7,0 29,63
7,2 35,00
7,4 39,50
7,6 42,80
7,8 45,20
8,0 46,80

Jlanuble OyQepHble pacTBOPHI UCIIONIB3YIOT AJIsl BCEX MUKPOOHOJIOTMUYECKUX UCIIBITAHUM,
npeJcTaBiIeHHbIX B Tabnune. 2.1.6.27.-1, kxpome ampoTepunrua B u GneomuninHa cynsgara.

Jnst 6meomuninHa cynbgara rotoBiT Oydepubiii pactBop pH 6,8. PactBopsror 6,4 1
kanus oueuopogocgpama P v 18,9 v ounampusa suopoghocghama dooexazuopama P B 600e P u
JIOBOJISIT 00BEM pacTBOpa TeM ke pactBoputesiem 10 1000 mut.

Hns amdorepunmna B rorossar 0,2 M docdartusiit O6ydepnsiii pacrsop pH 10,5 .
PactBopsitor 35T Oukanus euopogocghama P B 900 mn 600w P, mpubasmsitor 20 mn I M



pacmeop Hampus 2uOpoKcuoa u JoBOJAT 00beM pacTBopa goodoti P 1o 1000,0 M.

ITUTATEJIBHBIE CPEJ/[bI

MOXHO HUCNOIb30BaTh CJICAYIOIUC MUTATCIIbHBIC CPCAbI NJIM SKBUBAJICHTHBIC CPCIbI.

Cpeoa A
ITerrton

[TankpeaTtnueckuii nepesap (TUAPONIMU3AT) Ka3eHHA

DKCTPaKT TOBSIIMHBI
JpoxoKeBoi SKCTPaKT
['mrok0361 MOHOTHIPAT
Arap

Bona

Cpeoa B

[Tankpearnueckuit nepeBap (TUAPOIU3AT) Ka3eMHa
[TarmranHOBBIN TIEpeBap (TUAPOIU3AT) COCBBIX O000B

Harpus xiopun
Hukanus ruapodocdar
['mrok0361 MOHOTHAPAT
Arap

[Tonucopbat 80

Bona

6T
4r
I,5r
3r
It
15T
1o 1000 M

171

3r

5t

25T

25T

15T

10T

o 1000 mn

[Tonucop6at 80 106aBIAIOT K rOpsiUEMY PacTBOPY APYTHX MHTPEIUECHTOB MOCIIE

KUILTYCHUA U HCTIOCPCACTBCHHO IICPEa 1OBCACHHUEM 110 obneMma.

Cpeoa C

ITenron

DKCTPaKT TOBSIIMHBI
JpoKxKeBOM DKCTPAKT
Harpus xmopug
['mroko361 MOHOTHIPAT
Hukanus ruapodocdar
Kamus nuruapodocdar
Bona

Cpeoa D

DKCTpaKT cep/ia
JpoKxKeBOM DKCTPAKT
[lenton-Ka3enH
['mroko361 MOHOTHIPAT
Harpus xmopug
Hukanust ruapodocdar
Kamus muruapodocdar
Kanna murpar

Bona

Cpeoa E

Ilenron

MCHOM KCTPaKT

Hunatpus runpodocdaT noaeKaruapar
Arap

Bona

6T

I,5r

3r

35T

Ir

3,68
1,321

no 1000 mn

1,5t

I,5r

5t

It

35T
3,68
1,32 r

2T

no 1000 mn

5t

3r

269T

10T

no 1000 mn
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Junatpus rugpodocdaT 1oaeKarupat 100aBiIsioT B BUAE CTEPUIIBHOTO PacTBOpa
10CJIE€ CTEPUIIN3ALIUU CPEJIBI.

Cpeoa F

[lenton 94r
JpoKxKeBON DKCTPAKT 4,7r
ODKCTPAKT TOBSIIMHBI 24r
Hatpus xnopun 10,0r
['roko361 MOHOTHAPAT 10,0
Arap 235r
Bonma 1o 1000 mn
Cpeoa G

['munepun 10r
Ilenrron 10T
MsiCHOM DKCTpaKT 10r
Hatpus xnopun 3r

Arap I5r

Bona 1o 1000 mx

pH 7,0+£0,1 nmocne crepunuzanuu

Cpeoa H

Ilenron 50r

Arap 15,0r
[Topomok 3kcTpakTa roBsiAUHBI 30r

Bona 1o 1000 mx

pH 7,8-8,0 noBoast 0,1 M pacmeopom nampust cuopoxcuoa



