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PE®EPAT
Otuer Ha 9 cTp., 2 TaOIL

Kmouessle CIl0OBa. CLEARADEZ, E. COLI, ST. AUREUS, BHPYC
AGPUKAHCKOM UYMBI CBUHEW, BAKTEPWIIMIHOE JEVICTBUE,
NE3NHOULIAPYIOLEE JIEVICTBUE, JIABOPATOPHBIE MCITBITAHVA,
BUOITPOBA

O6BeKT UCCIIeOBAHNH: IIPeICTABICHHBIH o6pa3zell Je3HHPUIHIPYIOWEro
CpencTBa Clearadez mpou3BOJCTBA 000 «HyBuxum».

Ilear paboThbl: H3YyHUCHUC Ne3uHGUIUPYIOIIEro  JEHCTBUsS CPeACTBa
Clearadez B orHomIenuu Bupyca AYC.

B 1aGOpaTOpHBIX YCIOBHAX HCCICNOBAHBI GakTeprOCTaTHIeCKas U
MUHMMATbHAS ~OAKTepULM[HAS KOHIEHTpalud CpezCIBa Clearadez, ¢
HCIIONb30BAHIEM TECT-MAKPOOPTaHU3MOB 1, 2 rpyII yCTOMYMBOCTH, CHIKCHHE
AKTHBHOCTH ne3uHGUIUPYIOIIEro CpeAcTBa B IIPUCYTCTBUH
BEICOKOMOJEKyJIsipHoro ~ Oenka W MCIIbITaHa > (EeKTUBHOCTE €TI0
Ne3uHGUIEPYIONIEro ACHCTBUS IPH o6e33apakUBaHiy KOHTaAMUHHUPOBAHHBIX
pupycom AUC [IOBEPXHOCTEH, MMHUTHPYIOIIHX 00BEKTHl KUBOTHOBOJAUECKHX
MOMeIIeH # ¥ TPAHCTIOPTa, C TIOATBEPHKICHIEM MOTHOTEI WHAKTHWBALlUU BUpYycCa

OCTAHOBKOM GHOMPOOE! Ha BOCTIPUIMYHABBIX JKUBOTHBIX.
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OKpyra, KOTOpbI€ paclOJIOK€Hbl Ha paccrosHun Oonee 4000 kM ot
HEOIAromoy4HbIX TEPPUTOPHA eBpomeiickoit wactu Poccum, rae paHee
peructpupoBanack  AUC. Jlns mnpemorTBpaineHuss 3aHOCa  BHpyca  C
KOHTAMMHUPOBAHHBIMU O0OBEKTAMH B T.4. C PA3HYHBIMU BUIaMH TPAHCIIOPTA U3
OZHOIO pPErvoHa B JPYrod, OJHMM M3 Ba)KHEUIINX MEpONPHATUI SBISETCS
nposefenue 3GGeKTHBHOM SKCIpece Ae3uH(EKIUM.

YuuTBIBasL TO, 4YTO Jyisi GONBIIMHCTBA JE3MH(EKTAHTOB HE H3yueHa HX
BUPYJIMLM/IHASL ~aKTMBHOCTh B OTHomeHuu Bupyca AUC, B TH4. B
KOHTaMMHHMPOBAaHHOW 3THM BO30yauTeleM IO4YBe, I1eJIecO00pa3sHO IPOBEICHHUE
JaNBHEUIIMX paboT 1o O0OeCledeHuI0 BETePHHAPHOW Je3UH(EKIHOHHON
MPaKTHKH IPOTECTUPOBAHHBIMU BBICOKO3(h(EKTUBHBIMU J€3CPENCTBAMM.

1 OFBEKT NCCJEIOBAHUI

IlpencraBnennniii obpasen; mesuHpuimpyromero cpeacrsa Clearadez
npoussozacTBa OO0 «HyBuxum».

CpenctBo mnpencraBiieT co00il MPO3pavyHylO CBETJIO-XKENTOrO ILBETA
KUAKOCTE, B Ka4yecTBe INEHCTBYIOILIETO BEIl[eCTBA COJIEP)KUT
AuIeHIAuMeTHIIaMMOHRYM xntopun (50%musriit) — 5%, rIyTapoBEId anbaerus
(50%mnb1it) — 30% ¥ aNKUIIOIMIIMKO3KUI-3%.

2 IIEJIb UCCJETOBAHUM

Ompenenuts criekTp aHTUMHKpPOOHOTO nevicTBus cpencrsa Clearadez B
OTHOLICHUU TECT-MUKPOOPIraHMU3MOB 1, 2 rpynm yCTOMYHBOCTH.

Omnpenenute ne3uHGUOUPYIONYI0 akTUBHOCTH cpenctBa Clearadez B
OTHOIICHWH BUPYJIEHTHOTO IITaMMa BUpYyca adpuKkaHCKoit uymbl cBuHel (AYC)
Ha KOHTAMHHWPOBAHHBIX BHPYCOM IIOBEPXHOCTSIX, WMHUTHPYIOIIMX OOBEKTHI
JKMBOTHOBOIUECKUX MMOMELICHUIA.

3 OBIIIME IMMOJIOXKEHUSA

HcneiTanus nposoaunu B pamkax gorosopa Ne 37/18 ot 16.10.18 r B
nepuox ¢ 29.10.2018 mo 25.12.2018 roma coriacHO pyKOBOACTBY «MeTosl
1ab0paTOPHBIX UCCIEOBAHMI W HMCIBITAHUN Ne3MH()EKUHOHHBIX CPEJICTB IS
oueHKH ux d(pexTuBHOCTH N GezomacHOCTHY, P 4.2.2643-10 yTBep)aeHHOMY
['maBHBIM TrOCyJapCTBEHHBIM CaHHUTapHBIM Bpadom P® T'.I'. OmnumeHko
01.06.2010 r., «MeTomuyeckuM yKa3aHUSM O IIOPALKE HKCIBITAHUS HOBBIX
Ne3MHOUIUPYIOIMX CPEICTB JUIS BETCPUHAPHON IPAKTUKMY, YTBEPXKIEHHBIM
I'VB Tocarpompoma CCCP B 1987 1, ¢ wmchnonb3oBanueM GUOIPOOBI U
METOANYECKUM yKa3zaHUsAM «Onpenenexnue YyBCTBUTEIBHOCTH
MHUKPOOPraHU3MOB K aHTHOaKkTepualbHbIM mpemnapatam», MVYK 4.2.1890-04,
YTBEPXKIEHHBIM I'JIaBHBIM TOCyJapCTBEHHBIM CAaHHUTapHBIM Bpauom Pd
I'.I".Onumenko 04.03.2004 r.

4 OIEHUBAEMBIE ITOKA3ATEJIN



BBEJIEHHME

B crcTeMe CaHUTApPHBIX, TIPOTHUBOSIUAEMUYECKIX U
TIPOTUBOIIU300THUECKAX MeponpusiThii, 00ecneynBaromiX Oraromnoyvue
cTpaHbl 10  HHGEKIMOHHBIM GoJie3HsM, TOBBIMIEHHE IPOXYKTHBHOCTH
KHBOTHBIX ¥ CAHHTApHOE KAayeCTBO MPOIYKTOB, CBIPEI ¥ KOPMOB JKHBOTHOTO
IIPOUCXO0XKICHHA, ne3uHGbeKuUs 3aHUMaeT OAHO M3 paxupx Mmecr. Ilox
nesuEdeKIuell TOHUMAIOT YHAYTOXKCHUE Ha 06BbeKTax BHEIIHEH Cpelbl WII
ylajeHue W3 HHUX MaTOreHHBIX H yCIIOBHO-TIATOTEHHBIX MUKPOOPIraHHU3MOB.
OcHOBHOE Ha3HaueHWe Je3uH(pexuuu — Ppasopsarh SMU300TUYECKYIO LEIb
IIyTeM BO3/ICUCTBUS HA €€ paskHelee 3BeHO - (akTop nepesiain BO30YIUTEIS
GONe3H OT MCTOYHMKA HHPEKIMH K BOCTIPUAMTUBOMY OpraHu3My.

B mocnenaue roabl Ha PhIHKE Ne3vHGUIMPYIOUIMX CPEJCTB TPECTaBICH
BechMa OOJBIION ACCOPTHMEHT NPEnaparos Kax OTE4YEeCTBEHHOIO, TaK W
3apyOeXHOro TPOU3BOACTBA, HO TPH BceM HMX MHOroo0pasuy KOIMIeCTBO
BXOJIAIIKX B HX COCTaB KOMIIOHEHTOB, BEChMa OTrpaHUYEHO, IPUIEM LENbIA Pl
coeIMHEHUH 0071aaeT BHICOKOH OaKTepuo- BHPYCCTATHIECKON aKTUBHOCTAMH 1
HU3KUM GAKTepULIAIHBIM U BUPYJIIUIHBIM neiicTBrEM. DTO HE MO3BOJISIET TAKNM
npenaparaM 3QGEKTHBHO 06e33apaKuBaTh KOHTAMHHUPOBAHHBIC TIOBEPXHOCTH,
0COOEHHO 3arpsi3HEHHBIE OpraHM9eCKUMH pemecTBaMy. [IpoOieMa BHEIPCHUA
HOBBIX BBICOKOA(Q(MEKTUBHBIX ne3un(eKTaHTOB IIPHOOpeNa 0c00YI0 aKTyaJIbHOCTD
B TIOCHemHHE Tropabl, B CBA3U C [POIOIDKAIOIIMMCS.  PACTIPOCTPAHEHUEM o
teppuropun PO sagecenHoi B 2007 roxy u3 ['py3un apUKAHCKOW TyMBI CBUHEN
(AYC), IpE/ICTABISIONIE! peaslbHyio Yrposy CBHHOBOACTBY CTpaHbl. C 3TOro
spemern AUC yxe Goree 10 j1eT perucTpUpyerIcs Ha TeppUTOPHH Poccun, 41O
CBHJIETENBCTBYET O €€ CTalnOHApHOM xapakTepe. B TeueHHE ITOrO BPEMCHH
(nanHBle HA KOHEN 2017 r.) 3aperucTprupoOBAHO 1252 seosimuku AYC B 40
cyonexTax PO - 765 cpeny IOMAlIHKUX ceuHel 1 487 cpey KabaHOB, pu4EM B
2017 romy GoJie3Hb AUarHOCTUPOBAIH B 6 HOBBIX, BOCTOUHBIX perioHax CTPaHbI
_ Omcxoi, VpkyTckoit, TFOMEHCKOH, YeisiGuHCKOM 006macTsX, B KpacHOSpCKOM
kpae 1 SImaso-HenernKom aBTOHOMHOM oxpyre. Ha Cero/HSsILIHMM IeHb NPSIMOH
1 xocBenHsIH ymep6 or AUC B PO oneHuBaeTCA B 70 mipa. pyoiei.

IIpu AUC OTCYTCTBYIOT CPEaCTBEa crieuIecKoil TPOGUIAKTUKH U, KaK
HOKa3al aHAJ|3 SIH300THYECKHX BCIIBIIICK Goje3HH, BEOyLIyl0 polb B HX
BO3HUKHOBEHUN HIPACT «genoBedeckuii (GakTop». ITO CBA3AHO C BBICOKOM
yCTOMYHMBOCTBIO BUAPYyCa BO BHEIIHEH cpee, ero JUTATENEHOM COXPaHAEMOCTBIO B
TPOJyKIMM CBUHOBOACTBA M KOHTAMMHUPOBAHHBIX OOBEKTaX, — BKIKOHAA
TpaHCIOPT, ~ KOTOpBIE MOTYT ABISTHCS TPUYMHAME BCIBIIICK Goe3HN Ha
GONBIIMX PACCTOSHHAAX OT NEPBUIHBIX 04aroB AUC. D1oT (paKT MOATBEPIKAACTCA
sanocom Bupyca AUC B 2017 rony B Cubupckuii u Ypansckuii PenepanbHbe
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OKpyra, KOTOpHIE pACIOJOXEHbl Ha PACCTOSHHUH oonee 4000 xm OT
He6IAroONONy4YHEIX TEPPUTOPHA eBponeiickoii uactu Poccuu, TAe paHEe
peructpupoBanace  AYC. Jns  mpenoTBpallleHMss — 3aHOca  BHMpyca  C
KOHTAMUHAPOBAHHBIMYA OOBEKTaMU B T.4. C PasIMIHBIMI BH/IAMH TpaHCIIOPTA U3
OHOTO PErvoHa B IPYyrod, OIHMM M3 BAKHEHMIIIMX MEPONPUATHH SIBIACTCSA
nposezieHue QOEKTUBHON SKCIIPECC ne3uH(EKIMH.

VuuTeBas TO, YTO s OOIBIIMHCTBA JE3MHOEKTAHTOB HE M3yHdeHa HX
BUDY/IMIMAHAS ~AaKTHBHOCTH B OTHOLICHWH  BHPYCd AYC, B T1TH4. B
KOHTAMUHMPOBAHHON JTHM BO30yAMTENeM IIOYBE, 1eecoo0pasHo MPOBEICHUE
JanpHeHmux paboT 1o 00ecreyeHUto BETEpPUHAPHOM ne3uHGEKITMOHHON
TIPAKTUKA MPOTECTUPOBAHHBIMH BBICOKO?()()EeKTHBHBIMH /1e3CPEICTBAMH.

1 OBBEKT HCCJIEOBAHUM

IIpencraBieHHbIA 0Opasell ne3nH(QUIIPYIOIET0 CPeICTBa Clearadez
npoussozctBa OO0 «HyBuxum». CpezcTBO TIPeACTaBseT 00! MPo3pavHyio
CBETIO-XKEJTOro [BeTa JKHAKOCTh, B KadecTBe JEHCTBYIOIIEro BeIICCTBA
CONEPXKHUT [UACIIIMMETAIAMMOHNYM XJIOPU/L (50%mue1it) - 5%, TIyTapoBBIH
ampaerun — 30% u anKwonurmko3u-3%.

2 [IEJTb UCCJIEJOBAHUM

OmnpenenuTh CIEKTP AHTUMUKPOOHOTO JIEMCTBUA CPEICTBA Clearadez B
OTHOIIEHHH TeCT-MUKPOOPTraHU3MOB 1, 2 rpymn YCTONYHMBOCTH.

OrmpefenuTh Ae3UHQUIUPYIOLIYI0 AKTUBHOCTE CPEICTBA Clearadez B
OTHOIIICHWH BHUPYJIEHTHOrO 1ITaMMa BUpYyCa adpUKAHCKOM YyMbI CBHHEH (AUC)
Ha KOHTAMMHHPOBAHHBIX BHPYCOM IOBEPXHOCTAX, MMHTHPYIOIIHMX O0OBEKTEI
JKHABOTHOBOJIYECKUX TOMEILIEHHUH.

3 OBIIME IIOJIOKEHMS

WcrnpiTaHus MPOBOJMIM B paMKaX I0roBopa Ne 37/18 ot 16.10.13 r B
neprox ¢ 29.10.2018 mo 25.12.2018 roaa coriacHo pyKoBoACTBY «MeTozpl
Na6OpaTOPHBIX HMCCIENOBAHME M HCIIBITAaHUH ne3uH(GEKIUOHHBIX CPeNCTB IS
oneHKd uX 3P(HEKTHBHOCTH U 0€30MacHOCTID, P 4.2.2643-10 yTBEp)XACHHOMY
[IaBHBIM TOCYIapCTBEHHHIM CAHUTapHLIM BPaiOM P® I'I. OnHuIIeHKO
01.06.2010 r., «MeToOMYeCKUM YyKa3aHWUsIM O MOPS/Ke HCIIBITAHMS HOBBIX
ne3vHQUIUPYIOLIMX CPeACTB s BeTePHHAPHON MPAKTHKIY, yTBEPXKICHHBIM
I'VB Tocarporpoma CCCP B 1987 T, C WCIIOIBE30BAHNEM OuompoOsl U
METOAUIECKUM yKa3aHHUAM «Ornpenenenue 9yBCTBHUTEJILHOCTH
MHKDPOOPTaHM3MOB K aHTMOAKTepHalbHBIM Nperaparamy, MVK 4.2.1890-04,
yrBepyK/ieHHBIM [ JIaBHBIM ~ rOCY/@pCTBEHHBIM CaHMTapHBIM BpaidoM PD
I".I'.Ouumenxo 04.03.2004 r.

4 OLIEHMBAEMBIE IIOKA3ATEJIA



VH(DeKUMOHHAs aKTHBHOCTh BAPYCa AUC mrramm «Crasporons 01/08» B
TIepeBUBAEMOM ruGpUAHOM JIHHAY KIETOK CIUICHOLUTOB u mouxu cBUHBA AgCo.

MuHAMAIBHBIE OaKkTeprocTaTuyecKas 1 GaKTepUIHAS KOHICHTpAlH
cpenctsa Clearadez.

JlesuHbUIUMpyoOlIee NeficTBUe CPeACTBa Clearadez Ha Bupyc AYC ¢
MCTIONB30BAHMEM TECT-00BEKTOB (IIEPOXOBATHIE TIOBEPXHOCTH M3 GeToHa) M
[HOCTAaHOBKO# 0MOMpOoOk! Ha MONCBUHKAX macco#t 18-25 KT.

5 METO/bI IPOBEJIEHHS1 UCIBITAHAN

5.1 ITonyuenue Ky bmyp mecn-muKpoOpzanuMos

B mnpobupku CO CKOIICHHBIM [IPOYOKEBBIM TPUIITOH-COCBBIM  arapoM
(ITCA) 3aceBany IpeABAPUTEILHO TIpOBEpEeHHBIE Ha OTCYTCTBUE IIOCTOPOHHEH
KOHTAMMHALAA OaKTepUalbHOH U rpuOHOM MEKpO(IOpoli KyJIBTYpbI TECT-
MUKPOOPTraHH3MOB (Escherichia coli n Staphylococcus aureus) B IOCEBHOM 103€
10°-10%/mu1. TToceBs! HEKYOMpPOBAIIY IIPU TEMIIEPaType (36+1)°C B TeueHU® 18-
20 4. CyTo4HbIe KyNBTYpHl KOHTPOIMPOBAIA Ha OTCYTCTBHE KOHTAMMHAHTOB.
Tlnst STOM LeNH W3 IMONY9IeHHBIX KyJIBTYP COTOBHWJIM Ma3K{, OKpallyBald IO
['pamMmy ¥ TOJBEpraiy CBETOBOH MUKPOCKOIMHK. 3aTeéM arapoBble KyJIbTYPbI
CMBIBAJH (PU3HOIOTUIECKIAM PACTBOPOM.

5.2  Onpeodenenue faxmepuocmamuecko, GaKkmepuyuoHou
akmugHocmu 0e3UuHPEKYUOHH020 cpeocmea Clearadez u 6MuUARUA HA ux
ypOo6eHb 8bICOKOMOLEKYNIAPHOZO oenka

[IpeaBapuTesbHyIO OLCHKY GaKTEPUIMIHOrO ¥ 0aKTeproCTaTHHECKOro
neiicteus cpenctsa Clearadez mpoBOMWIH METOIOM CepHMHBIX pa3BeieHUH
COIIACHO METOJMUYECKUM  yKa3aHHAM «Omnpepenenne  TyBCTBUTSIBHOCTH
MHKPOOPraHU3MOB K aHTHOAKTEpHAIBHEIM MpeTapaTam, MVK 4.2.1890-04 B
Hameid MoIU(UKAIIAU. Jlnss  ompeneneHust MUHAMAJIbHON GaI{TepHIJ;HJIHOﬁ
KOHILIEHTpAI CpeACTBa Clearadez TOTOBHIM €ro CEpUHHBIE [BYKpATHBIC
pa3BeficHUs Ha IPOXOKCBOM TPHUIITOH-COEBOM OyJIbOHE (ATCB) or 0,5 % mno
0,0009% B 0OBEME 2,0 mit.

C JCIIOJB30BAaHAEM [ICHCUTOMETPA DEN-1 KOHLEHTDALUIO MHKPOOHBIX
KJIETOK B CyCIIEH3HSIX TECT-MUKPOOPraHU3MOB (E. coli mrramm K-12 1 S. aureus
mrramm 209-P) nosozwu A0 0,5 EJl MF (106 M.T./MI).

B NpUrOTOBICHHBIE Pa3Be/ICHIs CPEACTEA BHOCHJIA MHOKYJIFOM OJIHOM M3
KyIsTyp B 06BEMe 0,2 MII 1 MHKYOHpOBaJIM MPH TEMIICPATYPe 50

Pe3ynbTaThl yIUTHIBAIA BU3YAIbHO gepe3 18-20 uacoB pHKyOauuu MIpu
37°C mo MOSBJIEHHIO pOCTa KyJIBTYphl B npobupKax (GaxTeprOCTaTHIECKOe
neiicreue). MUHIMAJIBHYIO [OIaBJISIONIY0 KOHIICHTPAIIMIO (MIIK) onpeaessiy
[0 HAUMEHbIIeH KOHIEHTPaIuA Cpe/icTBa, KOTOpa HOJaBIIsiia BUIUMBIH POCT
TeCT-MUAKPOOPraHu3Ma.



KouTtponeM CITyXWid OyJIbOHHBIE KYyJIBTYpPEI MHKPOOPraHU3MOB, B
KOTOpHIE IIpenapar He BHOCHIICS.

BakTepuLHOE nelicTBME  CpPEACTB  HM3ydalld 0o  OKOHYaHMHU
JCClIeOBAaHUM 110 OMPEACICHUIO 0aKTepUOCTaTUIYECKOTO nevictus. s 3TOTO
73 IpoOUpPOK, B KOTOPBIX BUIMMBIHA POCT OTCYTCTBOBAJ, 10 0,2 M1 BBICEBAJIM HA
IITCA. TloceBsI HHKYOHpOBAIA IIPH 37°C. Yuer pe3yNbTaTOB MPOBOINIH HEPE3
18-24 yaca HHKyOHpOBaHMs, U 3aTE€M 4EPe3 5 CyTOK.

MHUHMMAIBHYIO OaKTepUIMAHYIO 03y onpenesyid 10 HauMEHbIIEH
KOHIIGHTpAIMK CPeACTBa, MpU KOTOpOM OTCYTCTBOBAIl POCT MHUKpPOOPTaHu3Ma
na JITCA.

Jlns  usydeHust — BIIMSHUA BEICOKOMOJIeKyisipHoro ~ Oenxa — Ha
AHTAMUKPOOHYIO ~AKTHBHOCTH  HPOBOIUIHU aHAJOrMuHble UCIBITAaHWA C
no6asnenmem B ITCh HOPMAJIBHO} CBIBOPOTKH KPOBH oAy B KOHEYHOU
xormerTparu 40 %o.

5.3 Onpeoenenue un(eKUyUoHHoI aKmueHocmu  6Upyca AU4C &6
KyJibmype K1emnoK

Jlist onpefeneHus] MHQEKIMOHHOM aKTHBHOCTH BHPYCa AYC roToBHIA
JECATUKPATHBIE IIOCIE/I0BATE/IBHbIC Pa3BEICHIA BHpYyCCOZepKallielt KpOoBA Ha
cpene Wrma-MEM (c 10" mo 10®), xoropble BHOCHIH B 4 TUTaCTUKOBBIX
KyNIbTypaIbHBIX (IIaKoHa o6BEMOM 25 oM ¢ 1-2-X CyTOUHOH KyJIBTYPOH# KJIETOK
A4C,. VIHQUIMPOBAaHHYIO KyIBTYPY A4C, nuky6uposanu B CO; nHKyOaTOpe
npu (37£0,5)°C B TeueHue 6-7 cyrox. Hanwyue Bupyca B MH(UIMPOBAHHON
KyIbType KJIETOK ONpEACsATH IO (eHOMEHY remancopouuy  (ancopOuus
SPUTPOLUTOB CBUHEH HA MHQHUIUPOBAHHBIX BUPYCOM AUC knerkax). TUtp
BHpYCA PaCCUMTHIBAIHN MO METOLY KepGepa B MOAApUKAIIHA W.II. Ammapuna 1
peipakany B 1g TAE so/oM.

5.4 Ouenka oe3un@uuupyoue2o oeiicmeusn cpedcmea Clearadez in vivo

[Ipd WCCIeNOBaHMAX C  BUPYCOM MICTIONB30BANA  BAPYJICHTHBIH
SMU300TUYECKHA 3HAYMMBIA BHPYC AUC. Ha crepuibHble TECT-O0BEKTEL
VMHTHpYIOIIAE OOBEKTHI KMBOTHOBOJYECKAX TOMEIICHUN (1mepoxoBaThie
NOBEPXHOCTH U3 GETOHA), HAHOCKIIH IO 1,5 MJI BUpyCCOZiepIKaIlel JKANKOCTA Ha
100 cm’. B KagecTse MEXAHUUECKOW 3alllUThl BUPYyCa HCIONBE30BAIH
CTepUIBHBIA CBHHOM HaBO3 B xonuuecte 0,3 T cyxoro BeIIeCTBa Ha 100 oM
[IOBEPXHOCTH,  HYTO  COCTAaBMIIO 20%  OpraHMYecKMX  BEIIECTB B
BUpYyCCOLEPKAIIeH  KIAKOCTH. [lepex HaHeceHMEM Ha TIOBEPXHOCTH
BUPYCCOZEPIKAIILYIO CYCIIEH3HIO TILATENBEHO riepeMelInBalIl €
COOTBETCTBYIOLIUM KOJIMYECTBOM HABO3A. CMech paBHOMEPHO paclpeseIanu Ha
[IOBEPXHOCTH TECTOB, MMOCIE Hero nux nofcymBany 1-2 gaca. MCTbITyeMbIe 0.5
u 1.0 %-HBle PacTBOPBI CPEACTBA Clearadez paBHOMEPHO HAHOCWIINA METOLOM



OpOILEHHs Ha TecT-00BeKTHl 13 pacdera 0,3 11/M” TLTOMIA N

Ha KOHTPOJbHBIE TECT-O0BEKThl BMECTO PacTBOpa cpencta Clearadez
HAHOCWIM TaKoe K€  KOJIM4ECTBO BOJOTIPOBOJHOM ~ BOJBI,  KOTOpasd
ACIIONB30BAJIACH [T IPUIOTOBJIEHMs pPacTBOpa CpeICTBa.

C obpaboTaHHBIX  PacTBOPAMH ne3uHMEKTaHTa  TeCT-00BEKTOB
HCIIBITYEMBIE MaTepHallbl or6upany deped 30 u 15 MuH. BupycHbI MaTepHa
cockabmBany, H06aBIsuy 1o 4,5 Ml Cpenibl Wrna-MEM, 3KcTparupoBaid MpH
KOMHATHOH Temmeparype B Tedenue 30 MHHYT, 3aTeM neHTpudyruposamd 15
muayT mpu 3000 obGopoToB B MHUHYTY. Hamocafgo4yHyl0 JXUIKOCTh Cpasy
JCIIONB30BANM Ul TOCTAHOBKH GuonpoObl Ha IOJCBUHKAX. buonpoby
IIPOBOJWIM HA JKMBOTHBIX — 3 TONOBBl HA MWCIBITYEMBId PpEXUM U 1
KOHTPOJIBHOE KMBOTHOE.

3a MEQUIMPOBAHHBIMY OJCBUHKAMH HaOmonanu B TeueHue 21 CyTOK
WoE, B Clydae OTPHL@TENBHOTO  pe3yjibrard, 10 MOMEHTa THOenH.
Crerudu4aHoCTb 3a00IeBaHUS 1 rubeny KWBOTHBIX HOATBEPXKAAIM METOAOM
oOHapy)XeHHs1 BUpYCa AUC B HUX KpOBM B pCaKIUH ayToreMazicoponuu
(apcopOrsi  SPUTPOLKUTOB cpuHell Ha WHOUWIMPOBAHHBIX BHPYCOM AUC
KineTkax). Peaknuro ayToreMajcopOLyy CTAaBHJIH COTJIACHO 'OCT 28573-90.
Jle3uH(pEKIUIo TpU3HABAIIHN >(hdeKTUBHOM, eclu CBUHBU OTBITHOW TIPYIIIBI
OCTABAINCH KIMHAYECKA 3/I0POBBIMM HA MPOTDKCHHH BCEr0 TepHroza
HabIIOIeHNs IIPK THOENH KUBOTHBIX KOHTPOJILHOM TPYIIIIBL.

6 PE3YJIbTATHI MCIIBITAHHA

AHTAMUAKPOOHYIO aKTHBHOCTb CPEACTBA Clearadez u3y4daind B XUAKHX U
Ha TBEpABIX IMTATENBHBIX Cpelax ¢ BO30YIUTENSIME  KOIMOAKTEpHO3a 1
cTadHIOKOKKO03a C HCIIONB30BAHAEM GeKoBOM HAarpy3Ku u 0e3 Hee.

MUHAMATBHYIO OaKTepHIMIHYIO KOHIEHTPALIO (MBK) onpenemnsanm
METOIOM CEpPUMHBIX pasBeJieHuil B JITCB ¢ mociemyroIiM BEICCBOM Ha IOTCA
Ha yamkax IleTpu.

B TabIuLe 1 Tpe/ICTaBJICHBI pe3yIbTaThl U3ydeHUs
GaKTepUOCTATHYECKOTO 1 GaKTEepUIUIHOTO JeHCTBUS CPE/ICTBA Clearadez.
Ta6wma 1 - AHTUMUKPOOHAs aKTHBHOCTE CPEACTEA Clearadez B oTHOIIEHNH E.
coli S, aureus (IpUHAMAs KOHIEHTPALIMIO HCXOHHOTO o6pasna 3a 100 %).

Tect- Bun AHTAUMUKpPOOHasi aKTHBHOCTD, %

MEKPOOPraHu3M AKTUBHOCTH
B 0TCYTCTBHH O€Ka B npucyTcTBUMU O€lKa
1 P 3 4 |
E. coli K12 o/c 0,0312 0,5
0/11 0,0625 >0,5
S. aureus 209-P 0/c i 0,0078 0,0625
o/11 l 0,0625 0,25

(T (TRE O

TIpumeyanue: 6/c —0aKTEPUOCTATHHECKA AKTUBHOCTD; 0/11 — OaKTepULMIHA
AKTUBHOCTH




B pesynprare MPOBEACHHBIX MCIIBITAHMI yCTaHOBJIEHO, YTO CPEIACTBO
Clearadez o6najaeT aHTUMUKPOOHOH aKTHBHOCTBIO B OTHOIIIEHUH TECT-KYJIBTYP
rpaMOTpULIATSIIBHBIX (E. coliy u TIpPaMIONOKUTEIBHBIX (S. aureus)
MHKPOOPIaHM3MOB B CICIYIOMIMX KOHIIEHTPAIWSK, TIPUHUMAs CPEICTBO 32 100
% BEIECTBO:

° MIIK g coii — 0,0312 %;
° MBK g coii — 0,0625 %;
o MITK s, aureus — 0,0078 %0;
° MBK . aureus — 0,0625 %o.

I[Tpu noGapieHUH BBICOKOMOJIEKYTIApHOro Gernka MPOUCXOIUT CHIDKEHHE
GaKTepuULIHOM aKTHBHOCTH CPEICTBA B 4-16 pas.

[Ipy ompeneIeHrn FHQEKIMOHHOM aKTHBHOCTU BHPYCa AYC mramMm
«Crasponoins 01/08» B BAIC BHpyCCOepIKaliell KpOBY YCTaHOBJICHO, YTO THTP
Bupyca B KYJIbTYpe ierok  A4C,  coCTaBIISCT 7,00 lg T AEsou
(remancopOUPYIOLINX eIMHULL).

JlesuHbUIMpYIOmee  JEHCTBHE pacTBOPOB  CpelCTBa Clearadez B
otaomenun Bupyca AUC, KOTOPBHIM 6eUTH KOHTAMHHUPOBAHBI BIMTHIBAOIINC
[epoxoBarThle TeCT-NOBEPXHOCTH (6eToH), ompenenaIn B 9KCIIEPUMEHTaxX Ha
cBUHBAX. [IpH 9TOM HOpPMa PacXofia Ae3CpeicTsa npu o6paboTKe TeCT-00BEKTOB
cocrasisuia 0,3 M

Pe3ynbTaThl JMCIBITAaHUH  1e3UH(UIMPYIOWero Ne#cTBUSL  CPEeNCTBA
Clearadez B OTHOIICHHHM BHPYCa AUC ¢ WuCIOJIB30BaHUEM 6uoIpoOEL
IpeICTaBlICHbI B tabnuue 2.

Tabmuma 2 — OnpexnenceHue B 6ronpode Ae3UHQHUIMPYIOLIETO NeRCTBUA
cpenctBa Clearadez 1mpH o6e33apaKiBaHUN TecT-06beKTOB 13 0OeToHa,
KOHTAMHAHUPOBAHHBIX BUPYCOM AYC.

Ne i/t | KoHii-1 pacTBOpa, Hopma DKCIIO3UILINS, \ TecT-MOBEPXHOCTH
% pacxona, e MHUH T BeToH ﬂ
1aJI0/BCETO \
L 0,5 03 30 0/3
2 | 1,0 | 0,3 15 0/3
3| 1,0 \ 0,3 30 0/3
4 . KOHTPOJIB ‘ l 11

V3 [aHHBIX TAONHIBl 2 BUTHO, 9TO MPH OpOILEHHH CPEACTBOM Clearadez
TecT-06HEKTOB, KOHTAMUHUPOBAHHBIX BHUPYCOM AUC ¢ GenxoBod 3aIllUTOH B
puge CBMHOTO HABO3a, MOBEPXHOCTH M3 Oerona ObUIA IIOJHOCTBIO
oGe33apaxers 0,5 %-HBIM PacTBOPOM cpencTBa MPH IKCIIO3UIHH 30 mus u 1,0



%-HBIM PacTBOPOM IIPH OKCIO3HIAM 15 MHH ¥ BBl ¢ HOPMOM pacxoza 0,3
/M. TIOICBMHKM OIBITHBIX Ipynm —HE 3a6oiend B Te4YeHWE BCEro CpoKa
Habmonerus (21 cyT).

KOHTpOJIBHOE JKMBOTHOE A0  Ha 7 CcyTKu TOCHe 3apaxcHHA C
XapaKTepHON xuamaeckoil kapruHoi AUC.

3AKJJIOYEHHUE

Jle3unduuupyroee CpeacTso Clearadez 10 pe3yJbTaTaM Ja0opaTOPHAIX
yccienoBaHui o0Onagaet GaKTepUIHIHOM | 6al<'repnocramqecxoﬁ
AKTUBHOCTSMM B OTHOLIEHHH TECT-KYJIBTYP rpamMOTpULATeIBHBIX (E. coli) un
IPaMIIOJIOKUTENIBHBIX (S. aureus) MUKPOOPTaHHU3MOB obecrneuynBas HUX
MHAKTHBAIUIO TIPA KOHLEHTpALHH 0,0625 % OT HCXOXHOH Oe3 mobaBieHUA
OenKOBOM HArpy3KU.

[Ipy HMCHBITAHUAX HA CelbCKOXO03SMCTBEeHHBIX JKMBOTHBIX (6nompoba)
yCTAHOBNEHO, ~ YTO  TOJHO® o0e33apaXxuBaHue TeCT-TIOBEPXHOCTEH,
MMUTUAPYIOLIUX OOBEKTEI KHBOTHOBOYECKHX ITOMEIEHUH (mepoxoBaThIe
IIOBEPXHOCTH U3 GeToHa), KOHTAMHUHMPOBAHHBIX BHpYJIEHTHBIM ~pedepenc
mrravvoM «Crapponons 01/08» ¢ 6eKoBOl 3AlUTON B BUJAE CBUHOTO HABO3A
(20% OpraHA4ecKHX BemeCTB B BHpyCCOepIKalleH JKUIKOCTH), OBLIO
JOCTUTHYTO IOC/Ie OJHOKPATHOTO opomterus 0,5 % H 1,0 %-HBIM pacTBOPOM
ne3nHQUIEPYIONIEro CpeACTBa Clearadez npu oxcrosuuuy 30 n 15 wuH,
COOTBETCTBEHHO, C HOPMOHW pacxona 0,3 /™. Jlesunuuupyromee CpecTso
Clearadez o0OnagaeT BUPYIMLIHHBIM JeliCTBMEM B OTHOLICHHM BHpPYCa AUC B
xounentpayu 0,5 %  TIpH skcrosumu 30 mu u 1,0 % TIpU SKCIIO3ULUH 15
vuE ¥ BBIme ¢ Hopmo# pacxoma 0,3 1/M> W MOXET B JaHHBIX DPEXHUMax
NPYMEHATBCS B Odarax 3apaiCHU AUC gns  jgesuHpexiuu OOBEKTOB
-KMBOTHOBOICTBA B COOTBETCTBHM C NeHCTBYIOIUMH ~ WHCTPYKTHBHBIMH
JIOKYMEHTaMM C LEIBIO [IOJIHOM WHAKTUBAIlUK BHpyca AYC ¥ mpeoTBpalCHIs
ero pacIpoCTpaHEHMs.

PyKkoBOAUTEIH WCIIBITAHUH:

[JIaBH. Hay4H. COTP.
IOKTOp OMOJIOTMYECKUX HayK, nmpodeccop JITHUHOB 10.0.



