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PEDEPAT
OTyet Ha 16 cTp., 6 Tabn.

Knwouesble cnosa: "KEMAUWMA MAKOC", E. COLI, ST. AUREUS,
BUPYC A®PUKAHCKOW YYMbl CBUHEW, BAKTEPULMAHOE
NEVNCTBUE, OE3NHDULUMPYOLWEE NENCTBUE, NAEOPATOPHbIE
NCMNbITAHUSA, BEMOMPOBA, TECT-MUKPOOPITAHW3MbI | 1 N-O1
FPYMMN YCTONUMBOCTW, MOAENAN AE3VH®ULIMPYIOLWLEMO
BAPbEPA, AESNHONLNPYHOLW X BAHH/KOBPUKOB; BITNAHUE
TEMIMEPATYP, KPUOIMPOTEKTOPHDI

OO6beKT nccnefoBaHuin: NpeacTaB/ieHHbIn obpasel, Ae3VHpULUPYOLLEero
cpeactea «Kemuuyung Mnoc» nponssoactsa OO0 "KEMUK/TKPA®T".

Llenb paboTbl: M3yyeHWe [Ae3nHPUUMPYIOLLEro  AeACTBUS CpeacTBa
"Kemunumg ntoc”.

B nabopaTopHbIX YCNOBUAX WCCNefoBaHbl 6akTepuocTtaTuyeckad w
MUHUManbHaa 6akTepuumnaHas KOHUeHTpauun cpeactea "Kemuumng Mnwoc”,
C MCNONb30BaHWEM TeCT-MUKPOOPraHmMamMoB 1, 2 rpynn YCTOMYMBOCTH,
CHUXeHNe aKTUBHOCTUM [e3svHPUuMpYyoLWwero cpeacrsa B MNPUCYTCTBUK
BbICOKOMOJIEKYNAPHOrO  6enka WM uUcnbiTaHa  3P(EKTUBHOCTbL  €ro
AE3NHULMPYIOLEero AencTBmA npu o6e33apaknBaHumu
KOHTaMWHUPOBaHHbLIX BUpycoMm AYC noBepXHOCTEW, MUMUTUPYIOLLUX
00beKTbl XXMBOTHOBOAYECKMUX MOMELLEHUN, C MOATBEPXAEHWEM MOJIHOTI
MHaKTMBaUUMW BUpyca MNOCTaHOBKOW 6uMoONpobbl Ha BOCAPUUMYUBLIX
XNBOTHbIX. OnpegeneHa akcnosnuma o6paboTkn v Bpems 3hPeKTUBHOIO
MCMosib30BaHNA pacTBOPOB npenaparta 6e3 AONOMHUTENIbHON J03anpaBKM Ha
mogenn fesbapbepa, Ae3BaHHbl/ge3koBpuka. OnpefeneHa 3PHEKTUBHOCTD
npenapat "Kemuyunpg lNnoc" B pasHble BpeMeHHble UHTepBasbl, onpeaeneHo
BNUSAHWE KonebaHua Temnepatyp, NPMMeHeHMne KPUONnpoTeKTOPOB.



BBEAEHWE

B cucrteme CaHUTapPHbIX, MPOTUBO3MNAEMNYECKUX 7
MPOTMBO3MNM300TUYECKUX MeponpuAaTUin, obecneumsarolimx 6Gnarononyyve
CTpaHbl N0  MH(EKUMOHHbIM  60/Me3HAM, MNOBbIWEHWE  MPOAYKTUBHOCTU
XXVBOTHbIX W CaHMTapHOe Ka4yeCTBO MPOAYKTOB, Cbipbsi M KOPMOB >XMBOTHOIO
MPOUCXOXAEeHNA, Ae3nH(peKUuns 3aHMMaeT OAHO M3 BaXHbIX MecT. [log
[e3nHpeKUein NOHMMAKT YHUYTOXKEHME Ha 00beKTax BHELIHeil cpefbl WUau
yAaneHue u3 HUX NATOTeHHbIX W YC/IOBHO-NATOMeHHbIX MWKPOOPraH1U3mOoB.
OCHOBHOe HasHauyeHue [e3VH(eKUMn - pas3opBaTb 3MNMU300TUYECKYHD LeMb
NMyTeM BO3[ENCTBUA Ha ee BaXKHelllee 3BEHO - (PaKTop nepefayn BO3OyaMTENS
60M1e3HN OT UCTOUYHMKA UH(EKL MM K BOCIPUMMYMBOMY OpraHu3my.

B nocnegHue rogbl Ha pbiHKe Ae3MHPUMUMPYIOLWMX CPeLCTB NpeacTaB/ieH
BeCbMa 00/bLIOK acCOPTMMEHT nMpenapaTtoB Kak OTEYECTBEHHOrO, TaK MU
3apy6exxHOro mMpou3BOACTBa, HO MPU BCEM WX MHOroobpasvn KoJIM4ecTBO
BXOAAWMX B UX COCTaB KOMMOHEHTOB, BeCbMa OrpaHW4YeHo, NPUYEM Lenblid pag
coefuHeHNn 06nagaeT BbICOKOM GaKTEPNO- N BUPYCCTAaTUUECKOM aKTUBHOCTSAMU 1
HU3KUM GaKTEPUUUAHBIM U BUPYINLUUAHBIM AeACTBUEM. DTO He MO3BOJIAET TaKnUM
npenapatam 3 eKTUBHO 06e33apaXkmBaTb KOHTAMWUHMPOBAHHbIE MOBEPXHOCTY,
OCOOEHHO 3arpsi3HeHHble OpraHM4YyecKMMuU BellecTBamun. [pobrema BHeLpeHUN
HOBbIX BbICOKO3(W(PEKTUBHbLIX Ae3UH(EKTAHTOB NpMobpena 0cobyo akTyanbHOCTb
B MnocnegHuWe rofbl, B CBA3M C MNpoAo/XKawLWMMcA pacnpocTpaHeHMem Mo
Tepputopun P® 3aHeceHHoW B 2007 rogy mn3 py3nn appmrKaHCKOW YyMbl CBUHEN
(AYC), npeacTaBnfAOWed peanbHYH Yrposy CBUHOBOACTBY CTpaHbl. C 3TOro
BpeMeHn AYC yxe 60nee 10 neT perncTtpupyeTtca Ha Tepputopumn Poccum, 4to
CBUAETENLCTBYET 0 eé cTauMmoHapHOM Xapaktepe. B TeueHue 3TOro BpemMeHMU
(maHHble Ha KoHey 2017 r.) 3aperucTtpmpoBaHo 1252 scnbiwku AYC B 40
cybbekTax P® - 765 cpean gomallHUX CBUHei n 487 cpeamn kabaHoB, NpUYéM B
2017 ropy 60ne3Hb 4MarHOCTUPOBAIN B 6 HOBbIX, BOCTOUYHbIX PEFMOHAX CTpaHbl
- Omckoi, NpkyTckoil, TromeHCKo, YensbuHckon obnacTsax, B KpacHOSApPCKOM
Kpae 1 Amano-HeHelLuKOM aBTOHOMHOM OKpyre. Ha cerogHsAWHNA AeHb NPAMOMN
N KOCBEHHbIN ywepb ot AUC B P® oueHmBaeTca B 70 Mnpa. py6nei.

Mpn AYC oTCyTCTBYIOT CpefcTBa Crneumpuyeckoin NpomunakTuKM 1, Kak
nokasajl aHain3 3Mnn300TUYECKUX BCMblWeK 60Ne3HW, BeAyLllyt poib B UX
BO3HMKHOBEHUN WUrpaeT «4e/loBeYeCKUi (akTop». 3TO CBA3AHO C BbICOKONA
YCTOWYMBOCTbIO BMPYCA BO BHELUHEN cpefe, ero AIMTeNbHON COXPaHAeMOCTbiO B
NPOAYKUMN CBMHOBOACTBA W KOHTAMUHMPOBAHHLIX 00BEKTAX, BK/IHOYas
TPaHCMOPT,KOTOPbIE MOFYT SABAATLCA MNPUYMHAMU BCMbIWEK 60/1€3HN Ha
60MbLWNX PACCTOSAHMUAX OT NepBUYHBLIX o4aroB AYC. ITOT (haKT NOATBEPXKAAETCS
3aHocom Bupyca AUC B 2017 rogy B Cubupckuin n Ypanscknini defepanbHble



OKpyra, KOTOpble pacnofioXXeHbl Ha pacctoaHun 6Gonee 4000 Km oOT
He6Naronony4yHblX TEPPUTOPUIA  €BPOMENCKONn 4YacTu Poccum, rae paHee
peructpuposanace AUYC. B EC Bcnbiwkn AYC 3apermctpupoBaHbl B CTpaHax
Bantun (2014), Monbwe (2014), Yewckon Pecnybnuke (2017), benbrun wu
BeHrpum (2018). B aBrycte 2018 roga 6blna 3apernctpupoBaHa rnepsas BChblLKa
AYC B NpoBMHLMKN JTAOHNH Ha CeBepo-BOCTOKe KuTas.

[na npefoTepalleHmsa 3aHoca BMpyca C KOHTaMUHUPOBaHHLIMU 00beKTaMu
B T.4. C pa3/In4yHbIMK BMAAMMN TPaHCMNopTa M3 OLHOr0 PernoHa B ApYron, ogHUM
N3 BOKHENLIUX MeponpuAaTUIA ABNAETCA NpoBefeHne 3M(PEeKTUBHOW 3KCnpecc
fe3nHpekuunn.

KayecTBeHHasa M HajexHaa fe3nHgeKkums TpaHcnopta 6e30nacHbIMU
ONS Hero npenapatamy MNo3BONsAeT K36eXaTb BO3MOXHbIX HeraTUBHbIX
MoCNeAcTBUA BAUAHUSA Ha ob6pabaTbiBaemble OOBEKTbI M OKPYXaloLyto
cpedy; a TakXe CHuXaeT 6GeCnoKOMNCTBO Bnafenbua TpaHcnopTa 3a ero
BO3MOXHYIO  MOpYyy OT fAe3snHpekymun, T.K. NPU  MUCMNOSb30OBAHUY
arpecCuUBHbIX Ae3MHPUUUPYIOLWMX CPeACTB, HE WUCK/KUYEHO MOBpexieHune
MeTaf/IMYeCKNX  3M1EMEHTOB Ky30Ba,  JlaKOKpPaco4HOro MOKPbLITUA
aBTOMOOUNSA, pe3nHbl KOeCc U 3NeKTPUYeCcKoro obopyLoBaHus.

CoBpeMeHHble TpeboBaHUA B CBMHOBOACTBE OVKTYIOT
HEeo6X0AMMOCTb BHECEHUA W3MEHEHWI B BETEPUHAPHYK TEXHONOTUK U B
cucTeMmy 6uMonorvyeckon 3sawuTbl. be3ycnoBHO, n60e CBMHOBOAYECKOE
X035IUCTBO CTPEMMUTCA K 61aronosiy4ynto B aNM300TMYECKOM acrnekTe, 4TOoObI
yCMewHOo pelwaTtb CBOM 3KOHOMWUYECKME W XO3ANCTBEHHble 3agaun. [ns
obecneyeHna HafeXHOW 6MONOrMYECKOI 3almnTbl TpebyeTca psad YCNoBUN,
rapaHTUpPoOBaHHO  MNPenATCTBYHOWMX  MPOHUKHOBEHUID B XO3SANCTBO
BO36yaMTenein 0co60 onacHbiXx (apukaHcKas 4Yyma CBUHER), OMNacHbIX
(knaccnyeckas 4Yyma CBUHEW, PenpoAYKTMBHO-PECNUPATOPHbLIA CUHAPOM,
aKTUHobGauunesHas NNeBpONHEBMOHNA CBUHE, MUKOMIa3mMOo3bl,
LMPKOBUPYCHble  WH(eKunn  AU3eHTepusa, aHaspobHble  UHMeKUUu,
cafibMoHennes v gap.). Mpu opraHusaumn [e3MHMEKUMOHHbIX 6apbepos,
Takxe MMeeT  CMbIC/ oTAaTb npeanoYTeHue npenaparam c
MPONOHTNPOBAHHbLIM [AE3VNHPUUMPYIOLWMM feAcTBUEM U 60nee ANUTENbHbIM
CPOKOM rofHocTh pabouymx pacTBopoB. lMocnegHee 6yaeT MMeTb CMbICA
JaXXe  npy NAOTHOM  ABWXKeHWu  TpaHcnoprta.  OueBMAHO,  4TO
Ae3nHpuUmMpylowee CcpeacTtso B caMOM  fAe3vH(eKuMOoHHOM  Gapbepe
Heo6XoAMMO O6HOBNAThL, NM6G0 AOYKPENNATb MO MEPE CHMXKEHUS YPOBHA W
KOHLEeHTpaumn paboyero pacTsopa, OfHaKo caM paboynin pacTBOpP MOXHO
cpa3y 3aroToBUTb B EMKOCTW C 3arnacoM Heo6XOAMMOM KOHLeHTpauuu,
KOTOpPbIA MOXET COXPaHATb aKTUBHOCTb B TeYeHUe AJIUTE/IbHOTO BPEMEHM U



npoBoAnTb CBOEBPEMEHHYIO KOPPEKTUPOBKY KOHLUEHTpPaLK pacTBOpa.

YuntblBas TO, 4TO A8 6ONbLUMHCTBA [Ae3MH(EKTAHTOB He W3y4yeHa WX
BUPYNMUMAHAA  aKTMBHOCTb B  OTHOwWweHWM Bupyca AUC, B Tu4. B
KOHTaMWHMUPOBaHHON 3TUM BO36yAMTE/NIeM MNOYBE, LenecoobpasHoO MpoBefeHUe
fanbHeMWwmnX pabot no 06ecneyeHMt0o BETEPUHApPHOW  Ae3UH(EKLMOHHOWN
MPaKTUKN NPOTECTUPOBAHHLIMU BbICOKO3I(P(EKTUBHBIMM Ae3CpefcTBaMMm.

1 OBBbEKT NCCNELOBAHWNI

MpeacTaBeHHbIN o06pasey, Ae3vHpuUUMpytowero cpeacrea "Kemuuupg
Mnoc" npounssoactea OO0 "KEMUKIKPADT".

CpefcTBO npeAcTaBnsieT co60iM OAHOPOAHYIO XUAKOCTb OT GeCLBETHOro
[0 TEMHO-KOPUYHEBOIO LBETA, B KAYeCTBe [elCTBYIOLLEro BellecTBa COAEPXNUT
BOAHO-CNUPTOBbLIA pacTBOp cMecn YAC, rnytapoBoro ansgernaa, Nrmr-rx

Cpok rogHoctu 3 roga.

2 UEJ/Ib NCCJZIEAOBAHWNN

Onpegenutb CMeKTp aHTUMUKPOOHOro pfeilcTsua cpepacrtsa "Kemuuupg
Mntoc” B OTHOLWEHWW TEeCT-MUKPOOPraHmsMoB 1, 2 rpynn YCTOMYMBOCTU K
XUMWYECKUM [e3VHpeKTaHTaMm.

Onpegennts  Le3sMHOUUMPYIOLWY aKTUBHOCTL cpefctea "Kemuuupg
Mnoc” B OTHOLWEHWW BUPYNEHTHOrO LWTaMMa BUpyca apPUKaHCKOW YyMbl
cBuHein  (AUYC) Ha  KOHTaMWHWPOBaHHbLIX  BUPYCOM  MOBEPXHOCTSX,
NMUTUPYHOLWMX 0OBEKTbI XXMBOTHOBOAYECKNX MOMELLEHWIA.

OnpefennTb CNEKTP aHTUMUKPOOHOro [felcTBUSA cpefcTBa «Kemuuump,
Mnoc» B OTHOWEHWUM TECT-MUKPOOPraHusMoB 1, 2 rpynn yCTOWYMBOCTU K
[EeNCTBMI0O XMMUYECKNX BELLECTB M 3(h(PEeKTUBHOCTb MnpenapaTta B AUHamMUKe B
pasHble WHTEepBasnbl BPEMEHW, 3KCMO3ULUUM U  WUCMNOMb30BaHUA paboymx
pacTBOpOB Mpenaparta B MOZeNnu fe3vHgpuuupyowero bapbepa Ha 06bekTax
BETEPMHAPHOIro Haas3opa.

NccnepoBaTb 6akTepuumMAHYO 3h(eKTUBHOCTL pPacTBOPOB npenapara
«Kemuuyng Mnoc» B MOAeNM HaMBHOIO 3aKpbITOro 060rpeBaemMoro U He
oborpesaemoro (t pacteopa go 0°) gesbapbepa Npu HaxoXAeHWU pacTBopa
B TeyeHue 1, 3, 6, 9, 12 n 15 cyTOK, YCTAaHOBUTb BpeMsA 3(NPEKTUBHOIO
MCNONb30BaHWA pPacTBOPOB MpenapaTta 6e3 LOMOMHUTENbHON [03anpaBKu
MoZenu fesbapbepa.

Nccneposatb 6aKTepuunaHYIO AP PeKTUBHOCTH pacTBOpOB
npenapata «Kemuuyug Tlawc» npu pobaBneHMM KPUOMPOTEKTOPOB B
TemnepatypHoMm gumanasoHe +4C°-10C°.



3 ObWKME MOJTOXXEHWNA

WcnbiTaHua nposoannu B pamkax Ne 09/19 ot 05.03.19 r. B mepuog ¢
05.03.2019 no 27.05.2019 ropga cornacHo pykoBoAcTBY  «MeToabl
nabopaTtopHbIX UCCNef0BaHUI M UCMbITAaHUA AEe3NH(EKUNOHHBIX CPefcTB AN
OLUEHKN MX 3aPheKTUBHOCTU M 6e3onacHoCTU», P 4.2.2643-10 yTBepXAeHHOMY
[[NaBHbIM TroCyfapCTBEHHbIM caHuTapHbIM Bpayom P® T[.I. OHULEHKO
01.06.2010 r., «MeTOoANYECKMM YKa3aHUAM O MNOPAAKE WCMNbITAHUA HOBbIX
AE3NHDUUMPYIOLWNX CPeACTB 415 BETEPUHAPHON MPaKTUKU», YTBEPXAEHHbIM
'YB T[ocarponpoma CCCP B 1987 1, C wucnofb3oBaHuemM 6Monpobbl u
METOANYECKUM yKaszaHuAM «OnpepaeneHue 4YyBCTBUTE/IbHOCTH
MUKPOOPraHU3MOB K aHTubakTepumanbHbIM Mpenapatam», MYK 4.2.1890-04,
YTBEPXAEeHHbIM  [/laBHbIM  rOCyJapCTBEHHbIM CaHUTapHbIM  Bpayom Pd
[..OHuweHko 04.03.2004 r.

4 OUEHBAEMBDBIE NMOKA3ATEJ/IN

NHpekunoHHaa akTuBHOCTbL Bupyca AYC wtamm «Ctaspononb 01/08» B
nepeBmMBaemMoin rubpuaHoON MMHNUN KNETOK CMNJIEHOLUTOB N NOYKK CBUHbN A4AC2

MwuHMUManbHble 6akTepMocTaTuyeckas u GakTepuunaHas KOHLeEeHTpauuu
cpeactea "Kemuuyung Mntoc".

Oe3nHpunuympytowee paencteme cpeactsa "Kemuuympg Tnoc” Ha BuUpyC
AYC ¢ wucnosib3oBaHWEM TeCT-00beKTOB (LUepoxoBaTble MOBEPXHOCTN U3
6eToHa) M NOCTaHOBKOW 6MONpPo6bl Ha MNOACBMHKAaX Maccoin 18-25 Kr.

BakTepuumagHaa 3((PeKTUBHOCTb pacTBOPOB npenapata «Kemuynpg
Mnioc» B MOAENW  HAJIMBHOIO  3aKpbiTOro 060rpeBaeMoro U He
o6orpesaemoro (t pacteopa o 0°) gesbapbepa Npu HaxoXAeHWM pacTeopa
B TeueHne 1, 3, 6,9, 12 n 15 cyTokK, BpeMs 3)(heKTUBHOI0 MCMONb30BaAHMS
pacTBOpoOB npenapata 6e3  [OMOMIHUTENbHOW  JO3anpaBkKyM  MOAenu
fe3bapbepa.

BakTepuuyngHaa 3(PMOeKTUBHOCTL pacTBOpoOB npenapaTta «Kemuyupg
Mnoc» npn pgo6aBneHUM KPUONPOTEKTOPOB B TeMrnepaTypHOM Auana3oHe
+4C°-10C°.

5 METO/Abl MPOBEAEHWA NCMNbITAHUN

5.1 onyyeHne KynbTyp TeCT-MUKPOOPraH1M3MoB
B nNpoObupKnM CO CKOLIEHHLIM [POXXXEBbIM TPUMTOH-COEBbLIM arapom



(A4TCA) 3aceBanu npeaBapuTenbHO NPOBEPEHHbIE HA OTCYTCTBME MOCTOPOHHENR
KOHTaMMUHauum 6GakTepuanbHOW W TPUOGHON MUKPOMIOPOI KyNbTypbl TecT-
mukpoopraHusmos (Escherichia coli n Staphylococcus aureus) B noceBHoW fo3e
10-10 /mn. MoceBbl MHKYy6upoBanu npu temnepatype (36x1)°C B TeyeHne 18-
20 4. CyTOYHblE KYNbTYpbl KOHTPOMMPOBaA/IN Ha OTCYTCTBME KOHTaMWUHAHTOB.
[na 31Ol uenn u3 NONyYeHHbIX KyNbTyp FOTOBMAM MasKW, OKpalliuMsain o
pammy ¥ nofeeprany CBeTOBOW MWKPOCKOMWW. 3aTeM arapoBble Ky/bTypbl
CMbIBaIN PM3M0N0TMYECKMM PacTBOPOM.

5.2 OnpepgeneHuve 6aKTepnocTaTNYeCcKoM, b6aKTepuunaHoi
aKTUBHOCTU [e3nH(eKLNOHHOro cpegcTea ""Kemuuung Mnawoc' n BamaHuA
Ha MXYPOBEHb BbICOKOMOJIEKY/IAPHOrO 6esika

MpeaBapuTeibHY0 OLEHKY 6aKTepuuuMAHOro u 6GakKTepuocTaTUyeckoro
nenctemns cpeactea  "Kemuumpg Tnaoc” nposognnm METO0M CEPUIHbIX
pasBefeHnin COrnacHo METOANYECKUM yKazaHMAM «OnpegeneHne
YYyBCTBUTE/IbHOCTU MMWKPOOPraHM3MOB K aHTubaKTepuasbHbIM npenapaTam»,
MYK 4.2.1890-04 B Hawein mogudukauuun. Ona onpegeneHns MUHUMaNbHOM
O6aKTepuuMaHoOn KoHueHTpauun cpegactea "Kemuuymp [nwoc” rotoBunm ero
CepuitHble ABYKpaTHble pasBefeHUs Ha APOX>KEBOM TPWUMNTOH-COEBOM OYy/bOHe
(4TCB) ot 0,5 % no 0,0009% B 06bLEME 2,0 M.

C ucnonb3oBaHueM feHcutoMeTpa DEN-1 KOHUEHTpauuto MUKPOOHbLIX
KNeTOK B CycneH3unax Tect-mmkpoopraHusmos (E. coli wramm K-12 n S. aureus
wramm 209-P) posognnu go 0,5 EA MF (106 m.7./mn).

B npurotoBneHHble pasBefleHUs CpeAcTBa BHOCUAN UHOKY/IOM OLHOW U3
KynbTyp B 06beme 0,2 mn 1 MHKy6uposanu npu temnepatype 37°C.

Pe3synbTatbl y4YuTbiBann Bu3yasnbHO 4yepe3 18-20 yacoB WHKy6auuu npwu
37°C no noABNEHWUIO pocTa KynbTypbl B Mpobupkax (6akTepnocTaTMyeckoe
AencTene). MMHMManbHy nogasnaoLWyro KoHueHTpaunio (MIK) onpegensnm
MO0 HaMMeHbLUEe KOHUEHTpauumn cpeicTsa, KoTopas nofasnsna BUAMMbIA pocT
TeCT-MUKPOOPraHmn3ma.

KoHTponem cny>unu OynbOHHble KY/NbTYypbl MWKPOOPraHW3MoB, B
KOTOpble npenapaTt He BHOCWU/ICS.

BakTepuuugHoe  AeiNCTBME  CPeACTB  M3yyanu Mo  OKOHYaHWuu
nccnefoBaHMn No onpeaeneHnto 6aKkTepuocTaTMyeckoro gencTeus. Ang atoro
13 NPOOUMPOK, B KOTOPbLIX BUAUMBIA POCT OTCYTCTBOBasA, No 0,2 M BbiCeBann Ha
OTCA. MoceBbl MHKy6uposanu npu 37°C. YyeT pe3ynbTaToB NPOBOAUIN Yepes
18-24 yaca NHKYOUpOBaHUS, 1 3aTEM Yepe3 5 CYTOoK.

MWHUMaNbHYIO 6GakTepULMAHYIO 03y OnpefensnM Mo HauMeHbLuen
KOHLUEHTpauum cpefcTsa, MpuM KOTOPOM OTCYTCTBOBasSl POCT MWKPOOpraHu3Ma



Ha OTCA.

ana N3yyeHus B/INAHNSA BbICOKOMO/IEKYNAPHOT O benka  Ha
aHTUMWKPOOHYIO ~ aKTMBHOCTb  MPOBOAMAN  aHaNOrM4YHble  UCMbITAaHUS  C
po6asneHnem B ATCHB HopmanbHOW CbIBOPOTKM KPOBM NOWAAN B KOHEYHOM
KoHUeHTpauun 40 %.

5.3 OnpegeneHne WHGEKUMOHHONW aKTuBHOCTK Bupyca AUYC B
KyNbTYype KNeTokK

[na onpegeneHns WMHMEKLUOHHOW akTUBHOCTM Bupyca AYUC rotosuaun
[ecATUKpaTHble Moc/efoBaTe/lbHble pa3BefeHUs BUPYyCCOAepiKallei KpoBu Ha
cpege Urna-MEM (c 10" Jifo) 10'8), KOTOpble BHOCUAM B 4 nNNacTUKOBbLIX
KYNbTypasibHbIX (h1akoHa 06bEMOM 25 cM3C 1-2-X CYTOUYHOIN KYNbTYpPOW K/ETOK
AACr. NHpuumnpoBaHHY KynbTypy A4C2 nHkybuposann B C02 nHKybaTope
npu (37£0,5)°C B TeyeHue 6-7 cyToK. Hanuume Bupyca B MHOULMPOBAHHOM
KynbType KNeToK onpeaensnM no ¢eHoMeHy remagcopbumn (agcopbums
3PUTPOLUNTOB CBUHEW Ha WHMDUUMPOBaHHbLIX BupycoM AUC knetkax). Tutp
BMpYyca paccumTbiBann no metogy Kepb6epa B mogugmkaymmn WN.MN. AwmapmHa v
Bblpaxxann B IgrA E 3¥cM3.

5.4 OueHKa AesnHMUUMpYylOWEero fAencTena cpeacTsa  “‘Kemuuymp
Mnwc " in vivo

Mpn  wnccnepoBaHMsAX € BUPYCOM  MCMOMb30BanuM  BUPYNIEHTHbIN
3NM300TUYECKN 3HauMMmbli  Bupyc AYC. Ha cTepuibHble TeCcT-06bLEKTI
NMUTUpYOLWMe O0O6BbEKTbI XKMBOTHOBOAYECKMX MOMeLeHM (LepoxosaTtble
MOBEPXHOCTU M3 6eTOHA), HaHOCUIKM Mo 1,5 M/ BUpYCCOAepXKaLlen XMAKOCTU Ha
100 cm2 B KayecTBe MeXaHMYeCKOW 3awuTbl BuUpyca mcnonbsosanmn
CTEPU/bHbLIA CBMHOW HaBo3 B KonuyectBe 0,3 I cyxoro BeuwecTsa Ha 100 cm
NMOBEPXHOCTH, yto  coctaBuno  20%  opraHuM4YecKux  BellecTB B
BMUpyccodepxallein  xumakoctu. [lepef, HaHeceHMeM  Ha  MOBEPXHOCTb
BMpPYCCOAepKalLyto CYCMEeH3U1I0 TwarenbHo nepemMeLuunBanu c
COOTBETCTBYHOLNM KO/MYECTBOM HaBo3a. CMecb paBHOMEPHO pacnpefensanun Ha
NMOBEPXHOCTM TeCTOB, Moc/e yero ux noacywmsanm 1-2 yaca. icneityemsle 0,2,
0,3, 0,5%-Hble pacTBopbl cpefcTea "Kemuuung lnwoc” paBHOMEPHO HaHOCUAM
METOAO0M OpOLUEHUSA Ha TeCcT-06beKTbl 13 pacyeta 0,3 n/Mm nnowaan.

Ha KOHTpO/NbHble TeCcT-00beKTbl BMECTO pacTBopa cpefctsa "Kemuuupg
Mnoc" HaHOCUNM Takoe e KOMM4yeCcTBO BOAOMNPOBOAHON BOAbI, KOTOpas
Mcnonb3oBasach 4N NPUroToBIEHUA pacTBopa CpeacTBa.

C o06paboTaHHbIX  pacTBOpamu  fAe3MH(eKTaHTa  TeCT-00beKTOB
NCNbITyeMble MaTepuanbl 0Téupann B uHtepeane 5,0 - 15,0 MUHYT. BUpycCHbIA



matepuan cockabnueanu, pob6asnanum no 45 wmn  cpegbl  UWrna-MEM,
aKcTparnpoBany Mnpu KOMHaTHOW TemnepaType B TedyeHue 30 MUHYT, 3aTem
ueHTpudyrmposanm 15 muHyT npu 3000 060poTOB B MUHYTY. HagocajouHyto
XXWUAKOCTb Cpa3y WCMo/sb30Bann [ANA MOCTAHOBKW 6MOMpPo6bl Ha MOACBUHKAX.
Bruonpoby nNpoBOAWAN Ha XXMBOTHbLIX - 3 T0/IOBbl HA UCMbLITYEMbIA pexum n 1
KOHTPO/IbHOE >XUBOTHOE.

3a MHPUUMPOBaHHBIMW MOACBUMHKaMK Habnwgann B TeyeHne 21 CyTOK
Wan, B CNy4vae OTpuuate/lbHOro pesynbTata, [0 MOMeHTa  rubenw.
CreunpnyHocTb 3aboneBaHUA N TMOen XXUBOTHbIX MOATBEPXAANN METOAOM
obHapyXeHusa Bupyca AUC B WX KpoOBM B peakumm ayrtoremagcopoumnu
(agcopbumns 3puUTPOLUTOB CBUHEN Ha MHPUUUPOBAHHBLIX Bupycom AUC
KneTkax). Peakuuto aytoremagcopbuum crtaBumnm cornacHo FOCT 28573-90.
[e3nHpekymo npusHaBann 3PHeKTUBHON, ecnM CBUMHLBU OMNbITHOW TPynnbl
OCTaBa/INCb  KAMHMYECKN 340POBLIMU  Ha TMPOTAXKEHUW BCEro nepuofa
HabNAEHNSA NPU TUBENN KMBOTHBIX KOHTPONLHOW Tpynnbl.

9.9 OueHka [fe3vMHpuumMpyowero f[encTeua cpeacTsa "Kemuuymg
Mntoc' Ha moaenn aesbapbepa.

B nabopaTopHbiXx YycnoBuax 6bina  co3gaHa MOAENb  HalMBHOIO
3aKpbITOro oborpesaemoro aesbapbepa. fesbapbep 3anonHsanm 0,2%, 0,5%
n 1,0% pactsopamu npenapata «Kemuumg lnwoc». PacTtBopbl 3ajaHHbIX
KOHLEHTpaunMini roToBUAM cornacHo «WHCTPYyKUMM N0 MNPUMEHEHUIO
cpeactBa «Kemuuympg Tnwc» ana gesnH@ekuymm 06bLEKTOB BeTHag30pax».
[Je3snHpuunpyrowy 3PMeKTUMBHOCTL PacTBOPOB  KOHTpO/AMpOBanM B
AVHamMuKe nyTem oT60pa npob gespacteopa yepes 1, 3, 6,9, 12 n 15 cyToK.
MpeaBapnTenbHO KOHTAMUHUPOBAHHbIE KynbTypamu E. coli u S, aureus
TeCT-NOBEPXHOCTM M3  pe3uHbl  (lWepoxoBaTble He  BNUTbIBaKOLWMe
MOBEPXHOCTH, yTo COOTBETCTBYeT o6paboTke aBToTpaHcnopTa
Ae3VHPUUMPYOLWMM  pacTBOPOM  Mnocne  npeABapuTeNlbHON  MOWKWK)
obpabaTbiBanM MeTOAOM MOrpy>XeHWss Ha 1 MUH B Npobbl fe3pacTBopa U
octasnanm Ha 3,0, 10,0, 15,0 n 20,0 MMHYT UHKy6auun B BEPTUKANbHOM
NofoXeHnn. o MCTEeYEeHUN YKa3aHHOro BPEMEHW C TeCT-MOBEPXHOCTEW
NPOU3BOAUNN CMbIBbl B 5 M1 HeTpanuayouwero 6ynsoHa Au VHrnu. Yepes
CYTKM U3 Npo6UpoK ¢ 6yNbOHOM MPOM3BOAMIN MEpPeceB Ha 4vawku MeTpu ¢
OPOXOKEBbIM  TPUMTOH COeBbIM arapomM. [lepeceBbl WHKy6upoBanum B
TeyeHune 5 cyTok. 0 MCTeYeHUN BPEMEHW WHKYbOauuu y4yeT pe3ynbTaToB
npou3BOAMAM MO  HaJM4YMKO/OTCYTCTBMIO  poCTa  KY/NbTypbl  TecT-
MUKpoopraHuaMma. AHaNOrMYHble UCNbITAaHWA NMPOBOAUNUCL C f06aB/ieHMEM
15% conun TexHuyeckoh, 30% nNponNUNEeHrINUKONA B TeMnepaTypHOM
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ananasoHe +4C°-10C°. Pe3ynbTaThl npueeaeHbl B Tabnuuax Ne3, 4 un 5.

5.6 OueHKa fAesnHguuupyoulero geicTseusa cpeacTsa "Kemuyng
Mnc™ Ha mofenn Ae3NH(EKLNOHHOIO KOBPpMKa/BaHHbI.

COTOBMIN UHOKYNIOM TeCT-KyNbTypbl 2X109; Ha CTePU/IbHbLIA TECT-00beKT
N3 pesnHbl pasmepom 10x 10 cm HaHOCUAM 1 MN MHOKYNHOMA; BbIiCYLIUBaNM A0
MOJIHOTO BbICbIXaHMA (1-2 4); KOHTAMWUHUPOBAHHbIN TECT-060BEKT OHOKPATHO
norpyxanu B 0,5; 1,0 unu 2,0 %-Hbli pacTBOp Ae3CpefcTBa, cpasy
BbITaCKMBaNN 1 CTaBWU/IN BePTUKa/IbHO; CMbIBbl 0T6Mpanu Yepes 10, 30, 60 n 120
cek. PesynbTartbl NpuBeAeHbl B Tabnuue 6.

6 PE3Y/IbTATbI UCMbITAHUN

AHTUMMKPOOHYIO aKTUBHOCTb cpeactBa "Kemuuug Tnwoc” wm3yvanum B
XULKUX U Ha TBepAbIX NUTATENbHbIX cpefax ¢ BO3OYAUTENs MU KONnbakTepnosa
M cTa)MIOKOKKO3a C UCNOMb30BaHMEM BeNKOBOW Harpysku u 6e3 Hee.

MuHUManbHYO 6GaKTepuuuaHyto KoHueHTpauuto (MBK) onpegensnm
MeTO4OM CepuitHbIX passegeHuidi B ATCBE ¢ nocnegytowmm BbiceBom Ha A TCA
Ha YalKax lNeTpw.

B Tabnuye 1 npeacTaBeHbl pesynbTaThl N3yyeHuns
baKTepuocTaTnyeckoro un 6GakTepuuumaHoOro fencTema cpeactea  "Kemunuupg
rnwoc™.

Tabnuua 1- AHTUMUKPOOGHAs akTMBHOCTbL cpeAcTBa "Kemuung Mnoc” B
OTHoLWeHun E. coli n S. aureus (NpMHMMas KOHUEHTPaUM0 UCXOAHOro obpasua
3a 100%).

TecT- Bug AHTUMUKPOOHAA aKTUBHOCTb, %
MWUKPOOPraHU3m aKTUBHOCTMU

B oTcyTCcTBUMK B npucytcteunm
6enka benka
1 2 3 4
E. coli K12 6/c 0,0019 0,0156
6/u 0,0078 0,0625
S. aureus 209-P 6/c 0,0009 0,0078
6/u 0,0039 0,0312

MprMeyaHwe: 6/c -6akTeprocTaTMUeckast akTUBHOCTb; 6/ - 6aKTepuLmMaHas aKTUBHOCTb

B pesynbTate npoBefeHHbIX WCMbITAHWA YCTAHOB/IEHO, 4YTO CPeACTBO
"Kemunump Mnroc” obnagaet aHTUMUKPOOHOW aKTUBHOCTbIO B OTHOLLUEHUWN TeCT-
KynbTyp rpamotpuuatensHbix (E. coli) n rpaMnonoXxutenbHbiX (S. aureus)
MUKPOOPraHM3MOB B C/lefyIOLNX KOHUEHTpaumax, npuHumas cpeactso 3a 100
% BeLLecTBo:

° MI1Ke. ¢01i-0,0019%:;



t2
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KOHTpO/MIbHOE XWBOTHOE MNano Ha 7 CYTKM TOCMe 3apaXkeHus C
XapaKTepHOW KIMHUYeCKOW KapTuHo AYC.

Tabnuua 3 - OueHKa aesnHpuumpyowero genctens cpeactea "Kemuung
Mnoc" Ha mofenn aesbapbepa.

Bpemsa,  KoHLeHTp., 3kcnosuuus, E. coli, St. aur, MUH KoHT
CYTKMU % MWH ponb

3 10 15 20 3 10 15 20 +

1 0,2 + - - - + - “ - +
0,5 " - - - - - - - +

1,0 - - - ! - - - - +

3 0,2 + - " " + - - - +
0,5 - - - - - - - ! +

1,0 - - - - - - - “ +

6 0,2 + - - - + - - - +
0,5 - " - - - " - +

1,0 “ - - - - - w - +

0,2 + “ - - + - " - +

9 0,5 - - - - - - - - +
1,0 “ - - - - - - ! +

12 0,2 + - - - + - - +
0,5 - - - - - - - - +

1,0 - - - - " - - - +

15 0,2 + - - - + - - _ +
0,5 - - - - - - - “ +

1,0 - - - - - “ - - +

M3 gaHHbIX Tabnnubl 3 BUAHO, 4YTO 3h(PEKTMBHOCTb mpenaparta "Kemuung
Mnoc" coxpaHsaeTcs Ha npoTaxeHne 15 cyToK (CPOK HabngeHus).
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Tabnuua 4 - OueHka ae3nHpuMUMpyroLero genctemsa cpeacrea "Kemuumg
Mnoc” npu BHeceHUN B pabounii pacteop 15% conv TeEXHUYECKOMN.

Bpemsa,  KOHLEHTp., akcnosunymsa, E. coli, St. aur, MUH KoHT
CYTKM % MUWH ponb

3 10 15 20 3 10 15 20 +

1 0,2 + . ) - + ] - ] +
0,5 - i i - ; i ] , +

1,0 “ - - " " - - - +

3 0,2 + - ) - + - « - +
0,5 - - - - - “ - +

1,0 - - - - - +

6 0,2 + - - - + - - - +
0,5 - - - - - " - F

1,0 - - - - - - - =4

0,2 + - - - + - - “ +

9 0,5 - - - " - - - +
1,0 ) - - " - - - +

12 0,2 + - - - + - - +
0,5 " - - " " - - +

1,0 - - - - - - - - f

15 0,2 + - - - + - " - +
0,5 - - " - - “ - +

1,0 n _ " } n _ 11 +
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N3 paHHbIX Tabnuubl 4 BUAHO, 4YTO BHECEHME KpuonpoTekTopa (conu
TeXHMYeckon po 15%) He BAMAeT Ha 3PPEKTUBHOCTb paboymx pacTBOpPOB
npenapat "Kemuuyunpg rnoc”.

Tabnuua 5 - OueHka [e3svHpUUMpYOWero [feicTBMA CpefcTBa
"Kemuumg Mnatoc™ npu BHeceHUn B pabounin pacteop 30% MNponuIeHr INKONS.

Bpems,  KoHUeHTp., 3kcnosnuus, E. coli, St. aur, MUH <loHT
CYTKM % MWH ponb

3 10 15 20 3 10 15 20 +

1 0,2 + - - - + - - , +
0,5 : : : " - . ) ) +

1,0 - : " : “ ot

3 0,2 + - “ + - - - +
0,5 " - - " " - - - F

1,0 " - - “ - ot

6 0,2 + - - - + - - - +
0,5 - , - - - ) ) n

1,0 - - “ - “ +

0,2 + - - + - - - +

9 0,5 - - - - - - - +
1,0 - - - - - - -

12 0,2 + - - - + - " +
0,5 - - - - - - -t

1,0 - - * - - cot

15 0,2 + - - . + , - - +
0,5 " - “ - - " ot

10 - ) - - -t
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N3 paHHbIX Tabnuubl 5 BWAHO, 4YTO BHECEHWE KPUOMPOTEKTOpa
(nponuneHrnukons ao 30%) He BNUSET Ha 3PEKTUBHOCTL paboymx pacTBOPOB
npenapat "Kemunung MNntoc™.

Tabnuua 6 - OueHKa Ae3VHGULMPYIOLLEro AeACTBUSA CpeacTBa
"Kemuung MNMnwoc" Ha mogenu Ae3smH(eKLMOHHOr0 KOBPUKa/BaHHbI.

[Npenapat KoHUeHTp., St. aureus, ceKyHA
% 10 30 60 120
Kemuuung+ 0,5 - - - -
1,0 - - - -
2,0 - - - -

N3 gaHHbIX Tabnuubl 6 BUAHO, YTO GaKTepUUMNAHbLIA 3PGEKT gocTUraeTcs
npu OAHOKPaTHOW 06paboTKe MeTOAOM MNOrpy>XeHus B pabounii  pacTBop
npenapata "Kemuung Mnwoc” ot 0,5%-HON KOHUEHTpauuMM C nocneaytoLlen
akcnosuymein ot 10 cekyHA,.

SAKJ/TIOYEHWE
desnHpuumpyrowee cpeactso  "Kemuumg nwoc” no  pesynbTartam
nabopatopHbIX nccnefoBaHui obnagaet bakTepuungHoOn 7

baKTepnocTaTnu4ecKom aKTUBHOCTAMM B OTHOLUEHNN TECT-KYNbTyp
rpamotpuuatenbHblx  (E.  coli) u  rpamnonoxutensHbolX (S.  aureus)
MUKPOOPraHM3mMoB obecneynmBas UX MHaKTMBaLUIO Npu KoHueHTpaumu 0,0019 u
0,0009 % OT UCXOAHOM, COOTBETCTBEHHO, 6e3 A06aBNeHNss GENKOBOI Harpys3Ku.

Mpw NCMbITAHNAX Ha  CEeNbCKOXO3AMCTBEHHbIX  XXWBOTHbIX
(bnonpoba) ycTaHOBNEHO, 4YTO  NOMHOe  o06Ge33apaxunBaHuWe  TecT-
MOBEPXHOCTEN, UMUTUPYIOLWNX 06BLEKTbI XUBOTHOBOAUYECKMX MOMELLEHWNN
(wepoxoBaTble MOBEPXHOCTU n3 6eToHa), KOHTaMWHMUPOBAHHbIX
BUPYNEHTHbIM pedepeHc wTammom «CTtaBponons 01/08» ¢ 6enkoBou
3aWmMTOn B BuUAe CBUMHOro Haeo3za (20% opraHMYyecKMX BeLWECTB B
BUpyccodepXallen XWUAKOCTKU), 6blN10 AOCTUTHYTO MOC/Ae Of4HOKPaTHOro
opoweHua 0,2%, 0,3% un 0,5 %-HbIMKM pacTBOpaMKn [Ae3nHPUUMPYIOLEro
cpeactea "Kemuuupg Mnawc” npu skcnosmumm 15,0, 10,0 u 5,0 MUHYT
COOTBETCTBEHHO C HOPMOIA pacxoga 0,3 n/m*. HesuHbuymnpytowee cpescTso
"Kemuung Mnoc" ob6nagaet BUPYNMUMAHBIM AeACTBMEM B OTHOLUEHUM
Bupyca AUC B KoHueHTpauuu 0,2 % u Bbiwe npu akcnosmymm 15,0 MUHYT
(M MeHbWe nNPoONOPUMOHANBHO YBE/IMYEHUIO KOHLeEeHTpauuu pacTteopa) C
HopMmoi pacxofa 0,3 nN/M2 N MOXeT B [aHHbIX pPeXumax NPUMEHATHCA B
oyarax 3apaxeHua AUC pgna fpesnHdpekumm 06bEKTOB XWBOTHOBO/LCTBA B
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COOTBETCTBMWN C AENCTBYHOLWNUMN UHCTPYKTUBHLIMU LOKYMEHTAMWU C LENbio
MOMHOW  MHakTMBauum  Bupyca AYC u©n  npepoTBpaweHUs  ero
pacnpocTpaHeHunda. AesnHpuuunpyrowas appekTusHocTb 0,2 - 2,0 %-HbIX
pacTBOpOB npenapara «Kemunumng Mnoc», Haxogawmxcs B
fesbapbepe/ne3KoBpuKke/ges3BaHHe, He CHMXXanacb B TeyeHue 15 cyTokK
HabNaeHNA B OTHOWEHUN BO36GyanTener 1 m 2-oi rpynn YCTONUYMBOCTM.
[obasnsemble KpUOMNPOTEKTOPbI (COMb TeEXHMYECKass, NPOMNUIEHTINKONb) He
BNNAKOT Ha 3(P(EeKTUBHOCTb npenapara (MccnefoBaHUA NpoBOAMAUCHE MNpW t
+4C° 1 -10C°). lNpn 3HauYNTeNbHOM BbIHOCE npenapaTta u3 Age3bapbepa unn
ero pasbassieHMn, MeTOoAbl [03anpaBKM M KOPPEKTUPOBKA KOHLEHTpauuun
OCYLLeCTBNAKTCA B COOTBETCTBUM C WHCTPYKUMEW NO MPUMEHEHUIO
npenapata «Kemunuug Mnwoc.

B wucnbiTaHMAX Ha wmogenn pfesbapbepa TeCcT-NOBEPXHOCTM U3
pe3nHbl 6blNM NOMHOCTLIO 06e33apaxeHbl 0,2 %-HbIMKM pacTBOpamu Mpu
akcnosnumax ot 10 mMuH u Bbiwe n 0,5-1,0 %-HbIMW pacTBOpamMu npwu
akcnosmumMnm 3 MUH M Bblle. B uUCNbITAHMAX  HA  MOAENU
[e3K0oBpuKa/ge3BaHHbl  06e33apaxunBarowmni  agekt Habnwganca npu
ncnonb3oBaHnu 0,5 %-HbIX pPacTBOPOB M Bbilwe Npu 3kcnosuuymm 10 cek wu
BbILLE.

Ona pesvH@ekumMn aBToTpaHcnopTa U npuMeHeHua B fe3bapbepax B
COOTBeTCTBMN C «[lpaBunamu nNpPoBefeHUs [e3NHpEeKUMNn W [e3UHBasnu
006bEKTOB roCyJapCTBEHHOro BETEPUHAPHOro Hapg3opa», YTBEpPXAEeHHbIMU
JenaptameHTOM BeTepuUHapumn MCX Po® 16.07.2002r.,  MOXxeT
NMPUMEHATbLCA OfHOKpaTHasa o6paboTka 0,2%-HbIM pacTBOPOM Mpenapara
npun akcnosumymm ot 10,0 mMuHyT wuam  0,5%-HbIM  pacTtBOpOM MNpu
akcnosnymn ot 3,0 MUHYT M BbllWe C Uenbld MNONHOW WHaKTUBaL UK
Bo3byautenen 1 wu 2-04 rpynn YCTOMYMBOCTM, BKAKOYAA BUPYChI
ahpuUKaHCKOM M KNacCcM4yeckKoW  4Yymbl  CBUHER, penpopyKTMBHO-
pecnmpaTopHOro  CcUHApoMma, akTuHobauwmnesHol  NAEBPOMHEBMOHUM
CBWUHEN, MWKOMIasM030B, UWPKOBUPYCHbIX  WHMeKUnUin un  gp. U
npefoTBpaLLeHNa UX pacnpocTpaHeHus.

PYyKOBOAUTENb UCMbITAHWIA:
NaBH. Hay4H. COTP.
[OKTOP 6MONOrUYECKMX HayK, npodeccop n/yun*- CensiHuHoB HO.O.

rNaBH. Hay4yH. coTp.
[IOKTOP BETEPUMHAPHbIX HayK, npodeccop w Banbiwes B.M.



