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[uccepraqnx <ConepureHcrBoBaHLre 6uorexHoJIorI{I4 npoI43BoAcrBa rereponorur{Hofo

antupa6uuecKoro r4MMyHorJro6yluna>, npeAcraBJIeHHaJI Ha coI'IcKaHI4e yqeHofr creuenu AoKTopa

6uororn.{ecrux HayK rro cleurraJrbHocru 03.01.06 6uotexHolorxs (n roM r{I4cre

6uoHaHorexHonofr4r{), BbrrroJrHeHa B na6oparopuu npoQularruqecK}Ix I4MMyHOfno6yluHon

oe4epaltuoro Ka3eHHOrO yqpexAeHut 3ApaBOOXpaHeHI'I.f, <Poccuftcxnil HayrIHO-

r4ccJre.4oBarelrcxuft nporr4Borryrrlsrrft r.{Hcrr4Tyr <Mrar<po6>> (DelePanruoft clyx6lt no HaA3opy B

cQepe 3arrlr4rbr npaB noTpe6rarelefi u 6larononyr{I4fl qenoBeKa.

B nepuo4 noAforoBKr4 Arrcceprarlr4r.r cor4crareru A6paMoBa Eleua feHHaAresua pa6orala a

Oe4epa,rrHolt Ka3eHHoM yI{peXAeHI4u 3ApaBooxpaHe]Fi]ulfl <Poccl{fcruft HayqHo-

HccrreAoBareJ*cKzfi npor1lBorryvsufi uircruryr <Mrarpo6>> (Delepansnofi cnyN6rt no HaA3opy B

cQepe 3arrlr{Tbr npaB norpe6nreleft 14 6laronolyuu.a qeloBeKa B AOJIXHOCTI'I 3aBeAyrouero

nu6opuropura npoQranaKTl4qecKl4x l4MMyHorlo6yluuon oTAenanpoSularrnuecKl4x npenaparoB'

. B 1gg5 r. A6parvrona E.f. OKOHqr4Jra TOvrCrr'rfi focylapcrseHHrtft yHrlBepcl4rer'

6florlOrn.{ecxufi $axyIIbTeT IIo CneUI4anbHocT}I <Murpo6u oJIOrI4t))'

Hayunufr KoHcynbraHr: HurcuQopon Arercefi KoucraHTI4HoBI4rI, AoKrop 6uoloruqecKl'Ix

HayK, KaHAI{AaT M9AI4III'IHCKI4X HayK, AOU9HT' 3aMecTI'ITeJIb AI',IpeKTopa r1o SKgnepl4Mesralrnofi u

rrpor43BoAcrnenHoft pa6ore Pocczftcxoro HayqHo-14coneAOBareJlbcKoro nporI4BOr{yMHOfO

r4Hcrl4ryra <MrarPo6>.

[uccepraqr4oHHajr pa6ora A6parraonofi Eleuu feHUaAresHrt flBnfl'eT9fl 3aKoHr{eHHOr

caMocTorTelruofi HayrrHo-KBanz$raraqraounofi pa6orofi, cooTBeTcTnyrouefi [ac[opTy

cneUl{ar1bHoCru 03.01.06 - 6r.rOreXHoJIofI{t (n rOrrl r{I4CIe 6uouasOrexuOlOruu)'

llo uroraru o6cyxgeul4t npl4Hsro cneAyrouee saKJIrcqeHil e :

Anrya;rruocrb reMbl H cocroqHHe npo6'neult

,Il,ocrrarHyruft Ha HaCTO.f,IIIee BpeMt ypoBeHb pasBlrTr4fl HayKI4 rr TeXHI4KI4 AI4KTyer

ueo6xoArzl,rocrb npr4MeHeHr4r coBpeMeHHrrx 6uorexHororr{r{ecKl4x peureHuit' Nts IIpoMbIrrIneHHoro

BbrnycKa uuuyuo6uoJrofuirecKl4x JIeKapcrBeHHbIX npenapaTon (ZJIII), K KOTOpbIM OTHOCI4TCS

rereponofr4quHfi aurupalu,tecxuft I{MMyHofJIo6ynun (AI4f)' AI'I| npoLI3BOACrBa oKy3



PocHI,IITt{tr4 <Murpo6> snrrsercr caMbrM noctpe6oeaHHblM I4JIII s Poccuftcxofi (DeAepa\uu 113

Bcex 3aperr{crpr4poBaHgbrx oreqecrBeHHblx rerepoJlorlrrlHblx I,IMMyHorno6ynunon I{ cblBoporoK

nporr4B pa3nr.rirHbrx 6arrepua;rbHbrx r.r Br4pycHbrx ranQer<quft. Ctolr BblcoKat noctpe6onaHHocrb

npelapara o6r.flcHsercr utrpoKr{M pac[pocrpaHeHl4ev 6eurencrBa - oAHoro I43 caMbIX ofiacHblx

sa6oresaHuft n rraupe. Hecrr.rorpfl Ha rrpeAnpr{HuMaeMbre Mepbr no ofpaHI4r{eHI4rO paonpocrpaHeHvs.

6elnencrsa H ycr{neHlre Mep upoQular<ruKr4 cpeAr{ ArrKr{x r,r AoMaIxHI4x xIaBorHbIX, noBceMecrHo

nr4KBgAr4poBarb AaHHoe ga6oresaHr.{e Ao cl4x nop He yAaerc.fl. ||o Aanurtvr BO3, exeroAHo B MI4pe

or 6erueHcrBa yMr{parcr Ao 70 Tbrc. qeJIoBeK, IIoJIoBI4Ha LI3 HLIX - Aerlr Ao 15 ner. B Poccuu raKxe

orMerraercs HanprxeHHair gnr{3oorr.rqecKai cvrya\vt no 6euescrBy, TeHAesIIufi K yryr{ureHl4ro

uer. BemeHcrBo cpeAr,r xr4BorHbrx perr,rcrpllpyercfl [paKTIlqecKI{ Bo rcex SegepaJIbHbIX oKpyrax

poccu4, Hau6olee ue6laronpurrHbrMrr rBJrrrorcr perr{oHbl I{enrpanrnoro, IlpilnoJlxcKoro I{

IONnoro Qegepa;rtHbrx oKpyros. ExeroAHo Ha reppl4ropl4u Haurefr crpaHbl perl4crpl{pyerc{ or

839 no 7633 cnyqaeB 6eruencrna xr.rBorublx) a 3a nepl4oA c 1975 no 2014 rr. s PoccI4A

saQrarcuponaHo 489 cryqaeB clreprefi rrcAefi or 6euescrBa, qro cocraBnfler B cpeAHev 12,5

cnyqaeB B foA.

LIs-sa a6colroruofi lera,rnuocru 6erueHcrBa Borlpocbl nocrgKcnosl4lllaoHHoft npo$ularruru

sa6oresauu.f, r{Melor I4cKJIrorII4TeJIbHo BaxHoe 3HaqeHl4e, a [paKTI4r{ecKyIo 3Har{I'IMocrb

aurupa6uuecKr.rx [peflaparoB HeBo3MoxHo nepeorleHr4Tb. IIo Aauuulr BO3, 6olee 15 vnu qerloBeK

B Mr{pe exeroAHo nonytraror aurupa6uuecKoe JIeqeHI,Ie, iITo rlo3Bonfler rlpeAorBpalIlarb corHlr

Tbrc.f,rl cnr{aeB cMeprr{ or 6eruencrea. B MeAr4rIr4HcKI{e }'qpex reHar, Poccuftct<oft (De4epaqran

exefoAHo B cB.f,3r{ c K9HTaKTaMv c 6olrnrtuu IIII.I rroAo3pr{TenbHblMu na 6emeHcrBo xrIBorHbIMIr

o6parqarorcs 430470 ruc. r{eJroBeK, 6oruure IIoJIoBI,IHbI LI3 HI4x nonyqalor HanpaBneHve Ha

cnequQuuecroe aurupa6uuecKoe JrerreHl4e. Ha ceroAusruunft AeHb rereponoru'{Hrtfi AVI|

rrpor{3BoAcrBa OKy3 PoOHIIITLII4 <Mrarpo6>> AB[rfl.ercfl. eArrHcrBeHHbIM orerrecrBeHHblM

3aperr4crpr4poBaHHbrM neKapcrBeHHbrM cpeAcrBoM naccusHofi I{MMyHIr3aIIvrrr, Mr4Hr4MI43I4pyIoulIM

pucr sa6o:reBaHr,rr nrolefi 6eurencreoM npl4 yKycax olacsoft JroKanI'I3aIII4]I.

ferepo.noruqnrrfi AI4f, tro MHeHr4ro gKcneproB BO3, tBJlflercfl 6esonacHoft Lr BnoJIHe

npr.reMneMoft a:6repHarIleofi foMoJrornrrHoMy AIrIf ug ul,tuyuuoft cblBoporK]I KpoBLI qeJIoBeKa,

r{ro o6ycroueHo Ka.recrseHHofi oqncrxofi I4MMyHorJlo6yluHonofi Qparcqnu B pe3ynbrare

npr4MeHeHlr.f, coBpeMeHubrx rexsolorufi. [o 1999 r. Poccuficxa.s (De.{epa\ufl' He pacnonarura

co6crseHHHiy rrpor43BoAcrBoM AVII, BbrrrycK rrpenapara 6rn JIOKUUII'I3OBaH Ha reppl4Topl4l4

yrpauutr (Xaprron, <Euonex>). Pesrufi troAbeM ypoBHq sa6onesaeMocrl4 6erueHcreoM cpeAl4

Ar4Kr,rx v AoMarrIHrrx xI{BorH6IX e 90-e rf. 14) KaK cneAcrBl'Ie, Bo3poclllee KoruqecrBo

o6parqarorU4xefl. sa auuEpa6uuecrofi noMolrlblo nrcAef BbIxBI,IJIIT neo6xo.4nlrocrb opfaEu3a\r4tt

ilpor43BoAcrBa orer{ecrBeHHofo AIrIf. B 1999 r. no flopyqeHl4ro fraeHoro rocyAapcrBeHHoro

caHrrrapHoro Bpaqa Pocczftcroft @e4epaqnra (J\b 2510112020-99-26 or 09.11.99 r.) n peueHuro

MexseAoracrseHHoff KoMr4cct4r4 Cosera Eesonacuocrl4 Pocczftct<ofi (Degepaquu ro oxpaHe

3AopoBbr HaceneHr{fl (J\b I or 24.10.2000 r.) s PooHI,IITqZ <Mraxpo6>> 6nln Hailarbl

gKcnepr4MeHraJrbHbre paspa6orru no loJlyqeHulo rereponorl'Ir{Hofo AVI| , a s 2004 r' IrHcrI'ITyr

npl4cryrll4Ji rc cepufi uoMy BblnycKy Ilperapara.

llo lauutrtr BO3, qacrora HexeJrareJrbHblx pearcuuft B orBer Ha BBeAeHne AlIf xl{BorHofo

rrpor4cxox.qeHr4.fl cocraBJrser l-2 o/o. B Pocclrficroft oe4epaqrafi, ro cBeAeHI4flM Pocct'rftcxofi 6asst

AaHHbrx Al,lC-PocsApaBHaA3op-Oapnrar<oHal3op, 3a nocneA]F.ue i7 JIer exeroAHo perl4crpl4pyercfl

or 6 ao 58 cnyqaeB HexeJrareJrbHbrx pearqufi Ha BBeAeHI4e rereponorl4qHoro AI4f, qro

cocraBJrser or 0,015 Ao 0,145 o or o6ulero KoJIIrqecrBa naIII4eHToB, noJIyq[BIxI4x



aHTupa6r4qecKyro noMorrlb B Br{Ae KoM6[HaIIUI4 BaKUI{HbI lI I4MMyHOFnO6ynI4Ha. yqUTbIBarI, IITO

ilpor.r3BoAcrBo r4MMyHorno6ynilHa B PocH?IfIrIZ <Mnrpo6> pa.rnepHyro rlo BoccraHoereHHoft

TexHoJroruu, pa:pa6orannofi s 70-e roAbr flporuJroro BeKa, 6uorexHorofuqecKail cxeMa BblnycKa

lpelapara B Hacrorrqee BpeMs rpe6yer BHeApeHLIt coBpeMeHHbIx pelxeurafi, cnoco6cruyroulltx

rr oBIIIII9HI,ITO 6 esou aCH gCTI4 AaHHoro neKapCTB eHH oro cpeAcTB a.

BaNHeftureft Ha)4rHo-[paKr[qecrofi ga1la.reil, cnoco6crsFoufeft IIOBbIIIIeHI4T0 KallecrBa

rerepoJrorr4rrHoro AI4f, flBJrflercr BHeApeHue B npol{3BoAcrBo npenapara KynbrypanbHblx

TexHoJrorr4fi.Ha ceroAHrllrHrft Aesr flpu flonyqeHrlu r.rMMyttttofi cblBoporKl{ B KaqecrBe aHTI'IreHa

lnfl r4MMyHr{3arl}iu [poAyrIeHToB rlcfloJrb3yror SurcuponauHuft Bl{pyc 6erueHcrea opraHo-

TKaHeBofo [polrcxoxAeHur. VIs-sa Bo3MoxHoro pI,IcKa pa3Bvrrrrfl uo6oqurrx peaxqufi y [aIIueHToB

rocne r4H.5eKrlr{1a autupaluuecKofo r4MMyHorno6ywtHa, [onyqeHHoro no Aassofi TexHoJIorI4I4,

BO3 pexoMeHAyer orKa3arbcs or r4c[oJrb3oBaH]rr OpfaHO-TKaHeBOfO aHTLIreHa B npoI',I3BOACTBe

aurupa6uuecKlrx [penaparoB. B KaqecrBe aJlbrepuarl4BHoro BapI'IaHTa peKoMeHAoBaHo

r4cnoJrb3oBaHr4e KynbrypaJrbHoro aHTI4reHa Ha ocHoBe BI,Ipyca 6eureHcrna' pe[poAyllI4poBaHHoro Ha

KrreroqHbrx Kynbrypax. flpousnoAcrBo roMororl4quoro AI,I|, ocyulecrBJlf,eMoe B gKoHoMI'IqecKI'{

pa3Br4Tbrx crpaHax, cBr3auo c r{cloJrb3oBaul.IeM KyJlbrypanbHblx aurupa1uuecKl'Ix BaKuI4H An's

r,rMMyHu3arlur{ AoHopoe. r{ro Kacaercr rerepoJlorllrrHoro AI4f, npol{3BoA}IMoro' noMI'IMo Poccult,

B pa3Br,rBarorur4xcs crpagax, ecrb rroJloxllTelrsrtft oIIbIT rIpI'IMeHeHI{t KyJlbrypaJlbHofo

pa6uuecroro aHTrdfe1a prrfl. LrMMyHr{3arIrIu npoAyIIeHToB B TaKux crpaHax, rar Typuur,I4Hwrfl,

TaulasA. Halo orMer[Tb, rrro B Poccuilcroft Oelepalluu 6olee 30 ner Ha3aA cosAaHa 6a3a

npoMbruneHHofo [por43BoAcTBa KyJIbTypaJIbHbIX aurrpa6uuecKl4x BaKIII4H' Ant [pI4roToBJIeHI'Is

Koropbrx ucnon6yrorc{ pa3nrlqHbre rrrraMMbl Sur<cr,rpoeaHHoro Bl{pyca 6eureHctea' IIoJIyqeHHbIe

nlreM a1anralJuyr BaKIIIIHHIIX TIITaMMoB K pa3nI{qHbIM KJIeror{HbIM cl{creMaM. Barquguuft uralrlt

$uxcuponaHHoro Br4pyca 6eurencrea <<Mocrsa 3253>> qBr{erct yHI{KanbHbIM I'I ucronb3yercs B

poccraftcrofi Oe4epaqnu roJrbKo AJrs npol43BoAcrBa autupaluuecKoro I{MMyHorno6yluua B

pocHI4ITrIIrl <Murpo6>, .ilo roBopr{T o6 0rCyrffBr4r{ CBeAenUfi o6 0co6essocrtx efo a,.anra\uv vr

penpoAyKulrlr Ha KJIeTOIIHbIX KyJlbrypax.

flpu penpoAyKrlr4r4 SuxqlponaHHoro Br.rpyca 6eurencrna <<Moctcsa3253>> Ha Kynbrype KneroK

Bo3HraKaer seo6xoAurr.rocrb B orIeHKe coAepxaHr{ fl, Bupyca B KynbrypaJlbHoM pa6tluecxoM aHTI4reHe

B cpaBHeHr4r4 c opraHo-TKaHeBbrM aHTLrfeHoM, a raKxe AITHaMI{KI{ HaKonJIeHLIs' Bupyca oeurenctsa

Ha craArr.f,x KyJrbrr4Br4poBagtir. Tpa4rarluoHHo npllMeuseurtfi MeroA TI'ITpoBaHI4s' Bupyca Ha 6elrrx

Mbrrrax c orpeAenegueM un(pexquousofi 4osu JI.{5s TBJIflgTC{ TpyAoeMKI{M, AJII{TeJIruuv (ue

MeHee 14 cyr) u npeAlonaraer [c[oJrb3oBauue 6olurofo KoJurllecrBa na6oparopHblx XI4BOTHbIX lI

rraroreHHoro 6uolorfiqecKofo areHTa. B cnssu c srr4M aKTyaJIbHbI tIccneAoBaHI'I{ IIo parpa6orre

anbrepHarr{BHbrx noAXoAoB in vitro, no3BonflIolqux KoJII{qecrBeHHo oUeHI4Tb coAepxaHl'Ie Bl4pyca B

aHTr4feHHoM Marepr{Eure 6es ucnoJrb3oBaHufl xr4BorHblx. Offrrarr,t vr3 TaK}IX noAXoAoB K

Konr4qecrBeuuoft orIeHKe BrapycoB rBJrflercfl r4c[oJrb3oBaH]Ie noJllzuepasHoft qenHofi peaKIII4I4 B

pexr4Me peanbHoro BpeMeHr.{ c rulpugwalll4oHHo-QnyopecqeHrHblM rleroM pe3ynbraroe (|IUP-

pB). llpunreHeHr4e B [por43BoACTBeHHOr rrpaKTL{Ke yKa3aHHOro MeToAEqecKoro noAxoAa IIO3BOJII4T

cTaHAapTI.I3I{poBaTb 11o;1yqaeMble Aepvu KynbTypaJlbHoro pa6uuecrOro aHTLIreHa' KpOMe TOro'

nper{MyrqecrBoM rBJIflercr Bo3MOXHOCTb r{ccneAoBaHr{fl }IHaKTI4BI4pOBaHHOTO aHTI4feHHOrO

lrarepr.rara. B 6uorexnororuu ilpor43BoAcrBa npoQranartrrecKllx urrlvryuo6uoJlofl4qecKI'Ix

npeflaparon Aannufi [oAXoA ycnelrHo I4ctloJlrcyercfl Art tKoJll4rrecrBeHHoro onpeAeJIeHI4'g

rrporeKTr.{BHOfO aHT}rreua y BaKrIr4HHbrx IIITaMMOB B}rpycoB Kopu, KpacHyxl',I I{ gnI',IAeMI4rIeCKOfO



[aporr4Ta, AJr.f, KoJrr4qecrBeHHoft orIeHKr.{ coAepxaHr4fl aHTr,rfeHa E nrapyca KJIeIIIeBoro euqeQalllra n

rcreroqnofr Kynbrype.
B HaupaueHr{pr BHeApeHr4r anbrepHarr4BHblx TexHonoruIfi. in vitro Ha sTanax [pol43BoAcrBa 14

KoHTpons autupa6utecKoro r{MMyHorno6yluHa aKTyaJIbHbI I4ccrIeAoBaHI'It, HanpaBJIeHHbIe Ha

onrr4Mr.r3arlrrrc pa:pa6o.ranuofi B PocHI4IIrII4 <Murpo6> Tecr-ctlcreMbl c I'IcIIoJIb3oBaHI4eM

HaHoqacrr4rl Kon;1or{AHoro 3oJrora, nogsorrlorqeft onpeAeJlsrb aKTLIBHocrb auuapa6uuecKl4x

cbrBoporoK r4 r4MMyHorno6yruHa B Aor-[MMyHoaHaJII43e. BrtAereHue us BI'Ipyca 6eureHcrsa

KyJrbrypanbHofo [por4cxoxneHr4fl ocHoBHoro r4MMyHOfeHa - rJIlIKOnporeI4Aa I4 efo I'IcnoJIb3oBaHI4e

npu KoHcTpyr{poBaHr{r4 Ar{arHocTr{KyMa Lr [ocTaHoBKe AoT-I',IMMyHOaHanI43a HanpaBIIeHO HA

BbrsBJreHrre B r4ccJreAyeMbrx o6pa:uax aHTI{TeJI elrpycHefitpaJlrI3ylotuefi HanpaugHHocrl4, r{To

no3BoJrr4T orleHrrrb in vitro cneqnSrauecKyro aKTI,IBHocrb I'IMMyHHbIX cblBoporoK tt

r4MMyHofJIo6ynnua.

O.qnoft r43 3aAaq, pe[reHr,re roropoil cnoco6crsyer ynflueHl4ro KaqecrBa rou6ruupoBaHHoro

aurupa6uuecKoro JrelreHr4.rr, rBJrrerc{ paspa6otrca cra6ulruofi neKapcrBeHHofi Qopuu,

o6ecue.runarouefi coxpaHHocrb cnequQurcaIII4oHHbIX csoficrn aurupa6uuecKoro

r4MMygorno6ynraua flpu rpaHclopTI.{poBaH}II{ u xpaHeHI'IH. B HacToflLIIee BpeMs npeflapaT

BbrnycKaercx n Qopue pacrBopa AJrr rlHbeKrlufi, ueAocrarKaMl4 r<oropoE .fiBrlflerc.fl cpaBHlrrenbHo

ue6olg1oft cpor< roAHocrr,r (1,5 roaa), Hr43KuuI replrocta6l,IJlbHocrb u neo6pau{Mocrb llpoqeccoB

6rao4erpa4 a]qMr4 npv neco6ruoAeHrrr4 TeMrreparypHofo pexr4Ma xpaHeHl4t I4nI{ rpaHcnoprl'{poBaHHt'

Eesycloniro, paspa6orra rexHoJrorrru nonyqeHl4fl ruroQulusl4poBaHHoro autupa6utecKoFo

r4MMyHorno6yruua o6ecne.rur cra6nlurocrb AaHHoro leqe6so-npo$ulaKTurlecKoro cpeAcrBa B

ycnoBr4rx AJrprrenbHoro rpaHcrroprl,IpoBaHlrt, qro aKTyanbHo Als Poccuficxofi (De.4epaUul4 B cBs3I4

co 3Haqr4Tersnofi lporrxeHHocrb]o ee rpaucfloprHblx uyteft, a raKXe no3BoJrI'IT noJlHocrblo

yAoBnerBopr{rb norpe6Hocrr oprauusaqufi MlrHegpana PocctEftcroft Oe4epauuu B croJlb

eOcrpe6OnaHHoM rlpelapaTe 3a CqeT yBeI[tIeHI{.u cp6Ka TOAHOoTII.

OAsrzrr.r vs aKTyanbHbrx coBpeMeHHbrx nanpauenuft coBepIIIeHcrBoBaHI4fl TexHoJIorI4I{

nporr3BoAcrBa rerepoJrorr4r{Horo ALI| rersercr [epexoA K r4cnoJlb3oBaHl'Irc Ha 3Tal]ax oqI4crKI4 14

crepvnr43arlr4r4 nonyQa6prarara oreqecrBeHnstx Qunrrpaul4oHHblx MarepI{aJIoB c coxpaHeHI'IeM

noKa3areJleft ra.{ecrea qeneBofo [poAyKTa, r{TO no3BOJIr.rr MI4HI4MH3I4pOBarb 3aBI4CI4MOCTb or

r.{MnoprHbrx Qunrrparlr4oHHbrx Marepr4aJro B v clu3vrr ce6ecrol4Mocrb npenapara. B PocHI'IIrqu

<Mrarpo6> paspa6orana yHr4KanbHafl KaCKaAHafl CI4CTeMa Or{I4CTKVT U ATep1,4rvl,3a\uv pacrBopa

r.rMMyHofJro6yruua c uc[oJrb3oBaHlreM pa3nrqHblx lteu6pauurtx u uy6uuurtx $ullrpon,

fnaBHbrM o6pasornl, uMnoprHbrx. B csssl4 c 3Tr4M rrpeAcraBJrslorcq aKTyanbHbIMI{ I'ICCJIeAOBaHI'Iq I]O

paspa6orre anbrepHarraeHoft cxeMbr Snnrrpauur4 c r4cnoJrb3oBaHl,IeM oreqecrBeHnux rueu6paHHblx

u uy6uunrrx QulrrpoB r{ r,rx oueHKe rro cneAyIoIuI4M KpI4repI4tM: yAaneHl4e 3HAOTOKCI{Ha 14

reMnr{rMeHTa, nponycKgar cnoco6Hocrb rI crepl,IJlbHocrb pacrBopa HMMyHofno6ynuHa rlocne

Qunrrpaquu c noA6opou nau6onee noAxoArrrlr4x yclonuft Anfl ocBerJrerF'I1.'fl, Aenl4poreHn3a\vLr 14

crepl4nl{3aulrl4 pacrBopa I4MMyuouo6yluna.

B coBep111eHcrBoBaHr4r4 r<ou6uuupoeaHHofi npoQularruru 6eruencrsa s Poccuficroil

(De4epar_1rau 3a crrer ynyqureuilr KaqecrBa rereponorllilHofo AI4f BaxHyro ponb I'Irpaer

onTI{MI43aII[.g MeToAoB KoHTpoJI.'I KoMMepI{ecKI,Ix ceplrfi npe[apaTa, B qacTHocTI4, pacul4peHl{e

neperrHr cnerlu$r.lrarlr4oHHbrx norasarereft. Kporr,re roro, B HacroflIrIee BpeMs orcyrcrByer

orpacneBo it c.rav1aprulrft o6pa^req (OCO) cneqn$uuecxoil aKfrI'IBHocru AI',If . ,{lr rourpolr

cnequouuecrcofi arruBHocrr4 rrpenapara Ha npeArrprlflTrrvr-vr3roroBl4TeJle O6qsarenbHblM {BJrtercfl

HaJrrrr{r.e MexgynapoAHoro craHAaprHoro o6pasrla HMMygorno6yluHa qeJloBer{ecKofo flporl4B



6etrreHcrsa lu6o craHAapruoro o6parqa npeArrplltrux (COQ cneqnSuvecrofi aKrl4BHocru AI4I,

arrecroBaHHofo [porr,rB yKa3aHHoro MexgynapoAHoro craHAapra BO3. B cBt3I,I c grI,IM

aKTyanbHbrMr{ flBJrsrorcs uccneAoBaHr,rr uo paspa6otre v arrecraul4l{ COil cneqr,rQravecxoft

aKTr4BHocru Al/I.
Tarulr o6pasou, pa:pa6orra KoMnJreKca Ha) {Ho o6ocnoeaHHrrx coBpeMeHHbIX

6rEorexHolorLrqecKr,rx peruenufi rro oflTr,rM]rga\vv npoLI3BoAcrBa ]I coBeplueHcrBoBaHlalo KaqecrBa

axrnpaluuecKoro LrMMyHorJro6ynr,rna upesnrnafiHo BaxHa KaK c uayuuofi ToqKI{ 3peHLIfl, TaK H c

uosuquft npaKrur{ecKoro 3ApaBooxpaueH[s. PeueHue stoft upo6leuu uMeer BaxHoe HapoAHo-

xossfictseHHoe 3HaireHr.re u 6yaer cnoco6crnoBarb o6ecne.IeH[Io Poccttficroft Oe.uepauzpt

oretrecrBeHHbrM r{MMyno6uoloruqecKr.IM JreKapcrBeHHbIM cpe.4crBoM Anlt nocrgKcrro3l,Iuuossoff

npoQnlarrurcn 6eureHcrBa. llponegenHbre r4ccJIeAoBaHI{t cornacylorct c qen.f,Mu u 3alarraMv

Kolrnleruroft nporpaMMbr pasBurLrfr 6uorexuororuft e Poccuftcroft (Deaepamu Ha nopl4oA Io

2020 roga, )TBepxAeHnoft flpanrErerrbcrBoM P@ o"r 24 anpent 2012 r. N 1853r-118.

B cBf,3t4 c Bbrr[er43JroxeHHbrM, aKTyaJrbHocrb uccre4onaHufi, HanpaBneHHbrx

HacoBepr[eHcTBoBaHlre TexHoJrofr.ru npor43BoAcTBa feTeponofl,ItlHofo autupa6uuecKoro

r4MMyuorno6yruua, [pe,4craBn flercfl oqenuAuofi.

ZccreAosaHr,rr BbrrrorrHeubr n OKY3 PocHI4lIYI4 <Mr.rxpo6>) B nepl4oA c 2006 uo 2016 rr. e

paMKax @e4epa-nrnofi qereeoft nporpaMMbl <Haquosalrua.s cl4creMa xrzuuqecrofi v

6uororuqecKoff 6esoracHocrrr Poccuficr<ofi Oelepaquu (2009-2014 rolu)> ra orpacJIeBbIX HI'IP:

26-2-05 <Paspa6orKa rr BHeApeHr4e B npor43BoAcrBo HoBbIx MeAI,IqI,IHoKIIX I4MMyHo6uoloruqecKltx

[penaparoB Anf, npoQularrzru u ArlarHocrI,IK]I no:6y.uIatenefi onacHblx IanQerIluoHHbIX
ga6oresaHuft 6axrepualruoft r{ Br.rpycHofi npupo4rr>> (2005-2009 rr., HoMep rocperlrcrpar\r4rl

0120.0504663); 40-2-09 <Ournl{rsarlr{ rexHoJloruilecKllx eraroB npol43BoAcrBa MI4EII Lr

paspa6orr<a HoBhrx nperaparoB AJlf, Ar{aruocrllrIa OOZ> (2009-2014 rr., HoMep rocperllcrpalll4l{

0120.0853923); 4S-2-14 <Paspa6oma r,r BHeApeHrre B npou3Bo.4crBo MI,IFII HoBbIX peureuufi,

HanpaBneHHbrx Ha [oBbrrrreHr4e KaqecrBa npeflaparoB u e$SerrunHocr]I TexHoJlorllqecKux

npoqeccoB > (20 I 4-201 6 rr., HoMep rocperllcrp auuv 0 I20 I 4 57 7 22).

JIuqHoe yqacrrre aBTopa B noJryrreHnfi HayqHbrx pe3yJrbraroB, I{3JroxeHHbIx B

AUCCepTaTII{H
Jlu.{Htrft skraA aBropa 3aKnroqaerc.s B nepcoHaJlbHoM yq'acrvu rIpI4 onpeAeJIeHI4I4

uanpauerurfi, nJraHr,rpoBaHr{r{ Lr BhrrroJIHeHI,II{ t{ccreAosaHufi tro ocBoeHI4Io rexHoJIofpII4

lracrura6noro KyJrbrr{BtrpoBaH}1fl. Br4pyca 6eruescrna Ha nepeBrlsaeN,Iofi rlrnuu KneroK Vero n

pa3pa6orKe coorBercrsyroqeft npor{3BoAcrBeHHo-Texnoloruqecrofi AoKyMoHTaIII4IT; ITo

KOHCTpyT{pOBaHr,rro 14 coBeprrreHcTBoBaHVIO ToCT-CLICTeMbI Ans OnpeAeneHl4s arurupa6uuecKllx

aHTI,ITeJI in vitro c IIcnoJIb3oBaHTIeM HaHoIIACTI,IU KONJIOI{AHOIO 3OJIOTA; NO OCBOEHI4TO TEXHOJIO|I4I,I

BbrnycKa aurupa6lruecKofo r,rMMyHorno6yruua n uonoft $oprrae luo$ulusata Anfl

rrprrfoToBneHr4r pacTBopa Anq BuyTpnMbrrrreqHofo BBeAeHI4f, LI UCCIeAOBaHI4rO erO CSOfiCTB; IIO

[3yrreHrlro esQerruenocr]r u BHeApeH]rro B npol43BoAcrBo amrupalutecKoro I,IMMyHorrlo6yluua

QnnrrpaquoHHbrx MarepuanoB orerrecrBeHHoro npol,I3BoAcrna. rlacrt uccneAoBaHu[ eHnorHeHa B

coaBropcrBe c corpyAnr4KaMr4 OKy3 PocHI4ITtII,l <Mzr<po6> x.6.H. C.B. fenepaJloBblM, r.6.n.

X.B. Marneenofi, x.6.H. H.A. Ocunoft, r.u.H. I4.B. TyurcoBblM, r<.6.H. H.A. lllapanonofi, K.M.H.

M.H. KrzpeeBbrM, a.6.n. A.B. KonuccapoBbrM, r.6.n. O.A. Jlo6onuronoft, K.M.H. I,I.B. lllylrtuuofi,

x.6.n. O.A. Bonox, a raKxe corpy.uHr,rKav'u l4rtcrr4Tyra xvl.ltrtr pacrBopoB Poccuftcroit axanexquu

nayrc (r. Irlnanono).



CreneHt AocroBepHocru pe3yJrbraroB rIpoBeAeHHbIx l{ccJleAopannfi pa6orut ocHoBaHa

Ha 3Haqr.rreJrbHoM o6reue 9Kc[epraMeHTaJIbHbIX l,IccneAoBaHufi u nolyr{eHHblx pe3yJlbraroB, I{x

crarr4crr{qecrofi o6pa6orre rE coorBercrBl,Iu reoperl,IqecKl,IM AaHHrIM. I'lccreAoeaHl4s ilpoBeAeHbl

Ha arrecroBaHHoM o6opy4onanr4r4, Bce lrcrroJlb3yeMble KoHTpoJIbHo-I43MeplITenbHbIe npra6oprt

npo111nu Merponorr,rqecKyro [oBepKy. BrreoArt Altccepralluu reoperl{qecKll I4 gKclep[MeHTaJIbHo

o6ocHosanbl 14 coorBercrBylor IIenI4 u 3aAatIaM I'IccJIeAoBaHus.

HaY'rHan HoBH3Ha

Hayuuaa HoBrr3Ha Ar,rcceprarllroHHoro llccneAoBaHl,Ifl 3aKJlloqaercfl. B cne.4ylolqeM:

Hayuno o6ocnosaH KoMrrJreKc 6raorexuoloruqecKplx peureuufi Ans orlTllMkr3arJr4r4 npoH3BoAcrBa

r4 yryqureHr.r.f, KaqecrBa oreqecrBeHHoro rereponor[qHoro autupa6uuecKoro uMMyHorno6ynuua 5m

rrocrgxcrlo3uquonnoft upo(punarruru 6eureucrna y nlogefi .

SrcnepuueHTarrbHo o6ocuoeaHbr rexHoJrorfiqecKfie napaMerpbl uacrura6noro KyJlbrl4BupoBaHkrfl

rrpora3BoAcrBeHHoro rrrraMMa $urcupoeauuoro B[pyca 6eruenctsa <Mocxna 3253> Ha KJIerKtx

nepenunaelroft rrkrnvtvt Vero cycneu3r{oHHblM, [ceBAocycleH3LIoHHbM rr ponnepHblM MeroAaMpI.

Pa:pa6oraua optrrr.rHturbHa:r MeroAlIKa oqucrKpl vr KoHIIeHTpI,IpoBaHLIt KyrbrypaJlbHoro Bl4pyca

6eurescrna raHreHlluaJlruofi ylrrpa$unmpauueft '

Bueprue B oreqecrBeHHoM npor43BoAcrBe ferepoJlorlaqHoro aurupa6u'recKofo

r.rMMyHorno 6ynuua prrfl r,rMMyHr,r3arlr{r,r [poAyIIeHToB npeAnoxeuo I'IcnoJIb3oBaHI'Ie pa6uuecxoro

aHTr4reHa Ha ocnoBe KyJrbrypaJrbHoro Br,rpyca 6eurescrna ITITaMMa <Mocrna 3253> B3aMeH opnaHo-

TKAHEBOTO AHTI'IIEHA.

Paspa6oraHbr opuil,rH€IJrbHbre Mero.4r,rqecKue rIoAXoAbI Ars KonlltlecreeuHoft oueHKI'I coAepxaHl{.f,

Br{pyca 6eureucrea rrrraMMa <Mocxna 3253> B Rr{pycHoM Marepl,Iane c IloMorqblo TloJll{Mepasuofi

uennoft peaKrlr4rr c rulputu3arluoHHo-$lyopecqeHTHblM ytleroM pe3ynbraroB' flpzopuretHocrb

uccreAosaHr.rft noArBepxAeHa noJIfreHI{eM rlareHroB Ha uso6perenue }le 251 1029 PO

<peron6usautrrft rrrrnMM Escherichia coli TG1(pRVyoscow3253G-L) anx nolyrleHrls ll{P-cranaaproB

v na6op ;IqP-craulaproB AJrr orpeAerenvrfl KoHIIeHTpaqr[ IrITulMMa r,upyca 6enrencrea <Mocrna

3253> e pa6uuecrou aHrrreHe)), ouy6n.10.04.2014, 6rol. )lb l0 u Ne2511440 PO <Cnoco6

KoJrr{qecrBeHHoro onpeAeneHur $uxcrapoBauHofo Br{pyca 6eurenctsa ITITaMMa <MocKsa 3253>, ony6n.

t0.04,2014, 6ror. Jtlb 10.

3rcuepaueHTaJrbHo o6ocHoeaHrr ycnoBllt nonf{eHl,Is otIHIUeHHoro rnHKoIIporeI'IAa v3

KoHueHrpr.rpoBaHHoro KyJrbrypanbHofo Br{pyca 6erreucrna <Mocrsa 3253> Anq KoHcrpyldpoBaH'ufl'

BbrcoKocrreqn(fuuuoft LrMMyHoxrrunqecrofi Tecr-cl,IcreMbl c I{cIIoiIb3oBaHI4eM HaHoqacr}III

KoJrJror{AHoro 3onora AI1A oueHKr4 Tr4Tpa nupycuefitpanu3ylouux aHTureJI. flpuopurernocru

rrccJreAoBaHufi noAreepx,qeHa nonf{eH}IeM llareHra na uso6peteuue J\! 2360252 P@ <,{uarnocrl'IK}M

14 Tecr-cr4creMa rnfl onpereneHr{r aKTLIBHocTI,I anrrapa6uuecKllx cblBoporoK vI [pe[apara

rereponoruqHoro autupaluuecKofo trMMyHorJlo1ynuwa in vitro MeroAoM Aor-I{MMyHoaHurLr3a>>'

ony6n. 27.06.2009, 6rol. Ne 18.

Paspa6oraua opfiflrHanbHaJ{ MoAynbHafl cl{creMa oq}IcrKll u crepl{nI'I3aIIrII4 pacrBopa

autupa6uuecKoro lrMMyuorJro6ynuna 6aporr.reu6paHHblMl,I MeroAaMu c I'IcrIoJIb3oBaHI{eM

(funrrpauuoHHbx Marepr,ranoB oreqecrBeHHoro [polz3BoAcrBa, BHeApeHHruI B npoMbllllneHnrrft BbIrrycK

rpenapara (upol,rtuulenurrft pefnaMeHr IIP Ne 0 I 898 1 09- 47 -1 5)'

Hay.rHo o6ocHoeaHa rexHoJrorur nuoSumHoro i"t"yot"uatt"" fereponorrlqHofo

aurupa1uuecKofo r.rMMyHorJro6ynuua il ero F(ab')z-0parMeHToB B ycnoBl'Iflx npoMbllrneHHofo



[por,r3BoAcTBa rrpeflap aTa 4 llonyqeHa Ha ee ocHoBe HoBarI (poprraa BbllycKa autupafuuecKoro

r,rMMyHOrJlO 6ylua- fiuoounrcaT AJrr IIpuroTOBJIeHI,Ifl pacTBopa Ans BHyTpLIMbIIIIeIIHOTO BBe,IIeH]Ifl'

flolyueHu cBeAeHr4r o rerrJroBbrx cBoftcrBax pacrBopa rerepoJlorutlHoro alFlTvrpalwrecKoro

r4MMyHorn66ylrana, [o3BOJI.flIoIque o6OCHoBaTb KoHetIHyIO TeM[epaTypy 3aMopaXI{BaHI4t npeuApaTa'

Hayuuo o6oqrosaH Bbr6op orrTr,rMttilbHofo JIlIOnpoTeKTOpa u t43yqeHbl ocHoBHbIe cBoficTBa

nuoor.rJru3aToB reTepoJrorlrqHoro alTkrpalurtecKolo lIMMyHOIJIO6ynuna fipu AnI',ITeJIbHOM XpaHeH]I]I'

llolyrenrr AaHHbre o MoneKyJrflpubx napaMerpax aHTlapa6uqecKoro I'IMMyHofJIo6ylrana, uro

[o3BoJrr4T pacurrpr4Tb nepeqeHb rroKa3areJlgft raqecrsa flpenapara, BKJIIoqeHHbx B cneul4(b]IKallurc

QapvraxonefiHoft crarwl npeAllpl{arux (OCil) ua anrupa6u'Iecrufi l{MMyHorno6ynr'ru'

ilparrnuecKafl I'I Teoperl'rqecKaq 3Haq I'IMocrb pa 6orbl

flpaxruvecrcaa 3HarrrrMocrb. Hacrosulee uccneAoBaHHe I',IMeer BbIpaxeHHOe npI'IKIIaAHOe

3uarreHr.re u HarpaBneHo Ha pa:pa6orxy coBpeMeHHbx 6uorexnolorl4tlegKl4x perueuufi flO

coBepIxeHCTBoBaHI,IIO KatI,eCTBa u OnTHMI'I3aUuu cyqeCTBylouefi TexHoJIo[Iu npOI43BoAcTBa

rerepoJrofr4rrHofo aHTrlpa6uqecroro r,rMMyHorno6yttuua - neKapcrBeHHoro cpeAcrBa, BKJIIolIeHHoro B

fleper{eHb xpr3HeHHo neo6xo.uraubrx u eaNHeftmnx JIeKapcrBeHHbx [penaparoB Ans MeAI'IuI'IHcKoro

npr{MerreHr4s. Bne4peuue B npor{3BOACTBO UVrruyno6rEoJroruqecKl',Ix neKapcrBeHHbIX IlpenaparoB

npeAnoxeHHbx pelneHuft eHOCut eeCOIvIHfi BKnaA B pa3BI'ITI{e 3ApaBOoxpaHeHI{q u yKpeIIneHI'Ie

caHI{TapHo-SIII,IAeMpIoJIoruqecKoro6larononwhIflPocct,tftcttofi@e4epauurn.PeruenaKpyIIHa'IHapo,IIHo-

xossffcrseHuafl npo6neua uo o6ecne.reHr{ro HaceJreHI4.[ oreqecrBeHHblM BblcoKoBocrpe6oeauqrurl

uurr,ryuo6llororr{qecKr4M neKapcTBeHHbM [pellapaToM Ant naccptsHoft upotpranaxrraxu 6eureucTBa' qTo

cnoco6crnyeT noBblrueHprro SKOHOMT{qeoKoIO CyBepeHI4TeTa focyAapcTBa.

pa:pa6oraua opurr{HanbHaJr rexHoJrorru uacrura6soro KyJIbr}IBI',IpoBaHI'Is rpon3BOACTBeHHOfo

rnraMMa Br4pyca 6elrencrea <Mocrna 3253> Ha KJIerKax nepeBl'IBaeuoft lusl'tH Vero u o6ofiroeaHrr

npeAJroxeH[s rro ee BHeAp.eHr{ro B IIpOI'I3BOACTBO rcTeponofuqHoro aurupa6utecKofo

lrMMyHorno 6ytmua. B upou:noAcrBeHHbrx yCJrOBr4rx no ycoBeprleHcrBoBaHnofi rexnoloflll4 fionrleHbl

3 ercnepuMeHTaJrbHo-[pora3BoAcrBeHHbre cepvlr aurupa6uuecKoro I'IMMyHornolyttuua, IIoKa3areJIu

KaqecrBa Koropbrx coorBercrByror rpe6oBaHlrrM tfapr'raroneffnofi ctarru npeAnpl's"rus'P N002639/01-

250210 (axrn .lrexla6oparopHbrx ucrurranufi o6pasuon anrupa1uuocKofo I'IMM)'HOrnO6ynnua uz

cbrBopoTKlr KpoBlr JrorrraAr4, llMMyHll3llpoeannofi KyJIbTypaJIbHbIM pa6uuecruu aHTII|eHOM'

3Kenepr.rMeHTanbHo-rpor.r3BoAoTBeHHblx cepuit J\b 01, 02,03, yTBepxAeHHbIe AlIpeKTopoM POCHI4III{LI

<Mraxpo6> 28.08.20 1 4 r.).
' 

flpe.unoNeHHbre IrHHoBarI[oHHLre ilrbrepuarr{BHble rexHoJloruIrl in vitro rtts KoJII'ItIecrBeHHoro

orrpeAeJreH vfl, Blrpyca6eueucrsa v a1Tr4Terr K HeMy no3BOJI'IOT COKparI'ITb KoruqecrBo xI'IBOTHbrx '4JIfl

npoBeAegrdtr KoHTpoJrbHbx recroB, qro cnoco6crnyeT cHI'IXeHlIro ce6ecrouuocrra flpenapara'

Plrorur6rananrnlrft IuraMM Escherichia coli TGl(pRVvoscow3253G-L)' co4epNaruprfi renlt G-L-o6lacru

feHoMa BLIpyca 6efirencrsa <MocKsa 3253>>, AenoH]IpoBaH B focy'UapcreeHHofi KoJIIeKUI'II4

rraroreHHbx 6axrcpufi oKy3 P o cHhlIHI4 <Mrarpo6 > P ocnotpe6ua4ropa

pa:pa6oraHa rexHoJroftrfl mosulruoro Bbrcylll4BaHut rerepoJlofl'IqHOrO aHTI''IpaouqecKoro

r4MMyHOrJro 6yluua, anpo6uponaHHaJl B 9KC[epuMeHTaJIbHO-npou3BOACTBeHHbIX ycJIOBI4flX' qTo

no3BorqeT peKoMeHAoBaTb ee nnfl IIpOMbIIIIeHHOTO BbI[ycKa [peilapaTa' Buuycx

lzoQulrasupoBaHrrofo r{MMyr{oilro6yrmnano3BOJILIT B ABa pa3Apgnr4tl14Tb cpoK foAHOCTI',{ H [oBbIcI'ITb

cra6u*noc* csoficrs ilpelapara rrpr4 xpaHeurlr.r n rpancrroprlrpoBaHr.rH. llo paspa6orannofi

TexHoJrorpr[ [OnyqeHbl 3 ercuepuMeHTaJIbHO-[poI{3BOAcTBeHHbIe Cepufi ruaO$UlueupoBaHuoro



aHTr4pa6uqecKofo r,rMMy'orno6ym,rua u 3 ercnep'rMeHTaJrbHbre cepufi mao(punusupoBa'Hbx F(ab')2-

Qpanrleuron aurnpa6utrecKoro I4MMyHorno 6yttuua, noKa3aTeJII'I KaqecTBa KoTOpbIx cooTBeTcTByIoT

rpe6onauuxrr,r $apr'raxonefinoft crarbr4 npeArrpr.rflrus pN002639101-250210 (arrH uexra6oparopHbx

lrcurrrauufi o6pasuon nuo(punu:npoBaHHof. I'IMMyHOIJIO6y'U*a aurupa'uuecKoro I,I3 CbIBOpOTKI4

KpoBr{ nouIaALI 3KcrepHMeHrEIJIbHo-IIpoLI3BoAcrBeHHbx cepufi J\|9 0101' 0102' 0103; aKrbl

neNra6oparopHbrx ucrurranufi o6pasuoe ruaoifurusnpoBaHnbrx F(ab')z-QparMeHroB

r.rMMy'orJro6yrnua aHrupa6u.recKoro r43 cbrBoporKr,r KpoBr4 norrraAl{ eKcrIepI{MeHTaJIbHbrx cepuft Ns 01'

02, 03, yrBepxAeHHble Al{peKropoM I'IHcrl4ryra 10'06'2014 r')' Paspa6oraHHble rexHoJloluqecKl{e

perrreHr.s c r.rcnoJrb3.BaH'reM HOBOTO coBpeMeHHOrO nao{uJlbHofo o6opylonanus II.3BOJIfiT COKpaTI',ITb

eHepronoTpe6leuue rpor43BoAcrBa Ha 55730,4 xBr e roA rlpu BbIryCKe npenapara o6reuou 400 I' 3a

cqer c'r{xe'r,rr pacxoAa norpe6rreNaoft greKrpooHeprnnu gKoHoMllqecxufi es$eKT or BHeApe*vfl' noeofi

rexHoJroful. c ucIIoJIb3oBaHI,IeM coBpeMeHHoro cy6nuMalluoHHoro o6opyAoBalr4fl Power Dry 9000

cocraBl4r 362247,6 PY6. n roa.

Ha MoAeJrr.r aurupa6uuecKofo HMMyHOrnO6yluua pa-:pa6oraua opI4rI'IHaJIbHafl MOAyJIbHaJI

cr{cTeMa oqr4cTK}I vr cTepfly1p13all141l ero uOnyQa6puxara C HC1OJI63OBaHI'IeM $Un51pOn OTeqeCTBeHHolo

npor{3BOACTBa, qTo IIO3BOJII{'O CB.CTI'I K MI{HI'IMyMy 3aBI'ICI'IM.CTb OT I'IMnOpTHbx QururpaUn'HHblx

Marepl,IanoB 14 cHI,I3I'Irr o6reurt tfuuaucoBblx 3aTpaT na npuo6peTeHl'Ie pacxoAHbx MaTepl{anoB Ha

216508,25 py6. B roA npr{ Cepuftuorrl BblnycKe npenapara o6reuorra 400 JI' c npI'IMeHeHI',IeM

ycoBeprneHcrnosauHofi TexHoJIOrfiI{ BbInyIIIeHbI 6 rouuepqecKux cepuit anrr'rpa6r'r'recKofo

r,rMMyHornooylllua o6UuM o6seuon 400 n Ha cWMy 6ouee 39 r'rnH py6' Ha Bce cepull no,'yqeHbl

cepru(purarbr coorBer cTBnfl, pa3peuarcUue BbIilycK llpenapaTa B fpaxAaucrrafi o6opor (oprau uo

ceprutpnxauprH neKapcrBeHHblx cpeAcrB ooo <Ilenrp SKCIIEPTOAPM>' r' MocKna)' llpenapar

peanl43oBaH n le.{e6uo-npoSunaxuqecKl'Ie yqpexAeHl4r 68 cy6seKToB Poccuficxofi (De4epaUuu u

npr.rMeHfler cfl. Ans[ocrgKcrroguquonnoft npotfnnaxruru 6eurencrBa y ruoAeft rlo HacroflI]Iee BpeMt'

llo MaTepIraJraM Ar,rccepTaIIUOHHOro lIccJIeAOBaHut paspa6oraua cneAyloulajl HOpMaTI',IBHaiI

AoKyMeHTaIII,Ifl:KoMnJIeKTcTaHAapTHbIXonepauuoHHblxllpoqeAypHaocHoBHbIeTexHoJIorIItIecK}Ie
o[eparlr4r,r no floJryqeHr.rro KyJrbrypanbHoro pa6u'recroro aHTIfeHa rIrfl' I{MMyHI'I3aIIu}I [poAyqeHToB'

rrpoeKrbr r.rsr'reuEHuft e @cil p N002639 r0r-2502r0 u npoMbrrrrennufi perrraMeHr IfP Ns 01898109-

26-I0Ha rrpor43BoAcrBo riMMyr{orJro6ynuna aurupa6uuecKoro }I3 cbIBoporKI'I KpoBI4 rIolIaAPI xI{AKoro'

pacrBopa AJrfi r{HbeKrlfift (oao6peHbl YqeHrna coBeroM POcHI4llg?I <Mllrpo6>' upOrOroJI NS 7 or

13 .11 .2014  r . ) '

flpoeeAeH'rre HafIHbIe I{ccJIeAoBaHI'It flBv'Inab ocHoBaHI'IeM Nrfl nepepa6ogu

coorBercrB),rouux pa3AeJroB npr.r repecMorpe npoMbrrrrJreHHoro pernaMeHta rIP }lb 01898109-47-15 ua

npor.r3BoACTBO lrMMyHOrlo6ywttt a autnpa6w{ecKoro I'I3 CbIBOpOTKI4 KpOBI',I JIOIUaAI4 XHAKO|O' pacTBopa

Anr r{HbeKr{r.rft (ynnepNaeH Al{peKroporrl PogHI'II{I'I <Murpo6>>28j2j015 r')'

llo pesynrraraM Ar,rcceprarlr4oH'ofo rrccneAoBaHl{t BHeceHbI I.3MeHeHvfl B Sapvrarouefisyto

crarbro rpeArrprrflrr4fl Ha aurupa6uuecruft r.rMMyHorno6ynun p N002639r0r-2s0210 (ne4ouocrr

uguesenufi Ns 4 p N002639/0 r-090216 or 09.02.2016 r., yrBepx.ue'Har MunucrepcrBoM

3ApaBooxpa'eHuq poccuficxoft (De.qeparluu) r.r nporrasrruleunufi pernaMeHr rP Ns 01898109-47-15 ua

npor43BOACTBO r.rMMy'orlo6ymEu a autupalw{ecKoro I'I3 CbIBOpoTKI',I KpoBI',I JIO''aAI, XI',IAKOTo', pacTBopa

.IIJI{ I4HbeKqn[> (eeAoMocTb usln{eueHufi Ns 1 r tIPN90189810'9-47-L5, yrBepxAeHa ,4I,IpeKTopoM

PocHI4flgI,I <Murpo6> 12.12.2016 t')'



I,IccreAoeague MoJreKynspHbx [apaMerpon aurupa6l4qecKoro LIMMyHorJIo1ynuua rlo3BoJlfier

paclrr4pr,rrb repeqeHb noxagarerefi KaqecrBa npenapara fi BKJIIoqI{Tr s cnequ(bl'IKallurc

(fapuaxoneftuofi crarbu IIpeAIIpr{flTr.{s nonrrft pa3AeJI <MolerynxpHble flapaMerpbl) c qenblo

coBeprrreHcrBoBagr4r KonTponr [por,r3BoAcrBeHHblx cepuft I,IMMyHorno6ynrana. Cootnercre]Toluuft

rpoeKr rsN,reHeHuft l1b 5 e OC|I P N002639/01-090216 rpeAcraBneH rrrs. corrlacoBaH]Is 14

yrBepl1AeHux n,{euapraMeHT rocyAapcrBeHHoro peryJll,IpoBauux o6paqeHlrt JIeKapcrBeHHhIx cpeAcrB

Mnuucrepcrna 3ApaBooxpaneHlr.f, Poccuftcroft @eAepaquu (saxnnenue Je $494 o BHeceHI'II4

ugruesenufi B AoKyMeqrbr, coAepxarquect B perllcrpallnoHuoM Aocbe, or 27.04.2017 t').

llo Marep[aJraM rrpoBeAeHHbrx uccleAonanufi paspa6oralrlt cneAylo[]Ie MeroAI'IqecKI4e

peKoMeH.[allflI,I:

<Onpe4elenue aKTr,rBHocrr4 aurupa6ravecKl4x cblBoporoK vt [pelapara rereponorl4qHoro

autupa1uuecKoro r.rMMyHofJro6yluna in vitro B Aor-lIMMyHoaHanI43e>, ogo6peHHble Yqensna CoeeroN4

PooHITIF{I4 <Mrar<po6> (uporoxon J\! 1 or 09.04.2009 r.) u yreepxAeHHble Al'IpeKroporvr PocHI'I|I9I'I

<Muxpo6> 10.04.2009 r.;

<Ky6runrapoBaHr,re rfuxcraponanuoro Bprpyca 6erueucrsa (Mocxea 3253>> Ha nepeBl'Isaeraoft

Krero.ruoft IrLrHvwVero>>, oAo6penurre Yqeurru Coeetolvl PooHI4IIr{I'I <Murpo6> (nporoxol J\b 5 ot

23.09.2010 r.) r..r ymepxAeHHble AllpeKroponr PocHI'I[9tr-4 <Murpo6>> 24.09.2010 r';

<OnpeAeleHlre ypoBHr aHTr.rreJr K Br,rpycy 6elresctna B cblBoporxax JlolIraAefi-npo4yueHToB I'I

qeJroBeKa B HerrprMoM Bapr4aHTe Aor-tIMMyHoaHaJILI3a c IIpI'IMeHeHIaeM ueSepueurnono

ArarHocrr{K}MD), o4o6peunue Y.renrrNl Coeerolu PooHZITIII'I <Murcpo6> (uporoHol J\b 3 or

05.05.2011 r.) vr yrBepxAeHuble AllpeKroporu PocHIy'.rJLII,r I <Murpo6> 06'05'2011 r';

<KorusecrBeHgoe oflpeAeneHrae rfuxcrapoBaHnofo Bl4pyca 6eurencrna IIITaMMa <Mocxsa 3253> s

Br{pyccoAepxarueM Marepr4ane MeroAoM nollauepa:uofi ueusoft peaKULIu c ru6puIu3aII}IoHHo-

QryopecueHrHbrM yqeroM pe3ynbraron>, o4o6peHHble Yqenuu Conerou PocHI'Iil{I'I <Mr'rrpo6>

(nporoxor Ns 6 or 10.11.2011 r.) u yrBepx.qeHHbre Ar.rpeKropoM PocHI,III9I4 <Murcpo6) 10.11.2011 r.;

<KouuenrpqpoBaHue r4HaKTrzBr,rponaunoft cycneH3lIll KynbrypanbHofo tpuxcuponauHoro Bl4pyca

6eruegcrea <Mocxsa 3253> MeroAoM TaHfeHurraJluroft ynrrpa(funrrparrrau>, o4o6peHHble Y'{eHHM

CoseroN.{ pocHlrIil{I4 <Mrarpo6> (npororon irlb 6 or 10.11.201I r.) rE yrnepxAeHHble AupeKropoM

PocHI,IilHI,I <Murpo6> 10. 1 1.201 1 r';

<pa:pa6oga ;ruotpulusuponannofi $oprrtrr rerepoJlorl{qHoro anrupa6uuecKoro

r4MMyHofno 6ytnna>>, o4o6peuurre Yqenrna coeetoN,I PooHI4IIHI'I <Muxpo6> (nporoxofl Ns 7 Or

22.12.2011 r.) u yrBepxAeHHble AupeKropou PocHI4nqV <Mur<po6> 23'122011r';

<Ky6rlrnrapoBarrue tpuxcuponauuoro BI,Ipyca 6eurenctsa IIrraMMa <Mocxea 3253>

cycneH3r4ogHbrM MeroAoM Ha [epeBlrBaeuofi rlleroquoft ruHI'Iu Vero>>, o4o6peHuue VqeHbIM Coeero\d

pocHI,IFIIrI <MrErpo6> (upotoron J\b 8 or 23.12.2011 r.) u yrBepxAeHHble AupeKropoM PooH?IIHI'I

<Mrarcpo6> 24.I2.2011 r.;
<KyllrunupoBaHIle QurcHpoeaHHoro Bllpyca 6erueHcrsa <Mocrea 3253>

nceBAocycneH3proggbrM MeroAoM Ha rlepeBl4eael,Ioft rreroqHoft iru:Hvthr Vero>>, o4o6peuuste Yqenma

coseroN{ pocHI,IIHI4 <Murpo6> (npororon Jrl! I or 23.12.2011 r.) r4 yrBepxAeHHble Al',IpeKropoM

PocHZfIrII4 <Murpo6> 24.12.2011 r.;

<BrrAerenue rJrr,rKorrporelrAa r,rr (furcupoBaHHoro Btrpyca 6errreucrna ITITaMMa <MocKea 3253>>,

o4o6peunue Y.{SHHM conerou PocHI,Iil{Z <Mnr<po6> (npororon }lb 3 ot 31.05.2012r') vI

yrBepxAeHHbre AlrpeKropoM PocHI4rIHI,I <Mranpo6> 0 1 .06.20 1 2 r. ;



<Ky6runupoBaHr.re Qurcr,rponanHoro Bfipyca 6eurencrna <Mocrna 3253> Ha nepeBplsael\loft

rleroqsoft rLrH[Iu vero ponJrepHbrM cuoco6ou>, o4o6penn'e Y'IeHHM coeerord PocHI4lIr{z

<Muxpo6> (npororon Ne 7 or 27.II.2013 r.) u yrnepx,4eHHble Al'IpeKroporra PocHI'Iil9I4 <Murpo6>

27.1L2013 r.'"

<flponegenue 6aponrerrt6paHHoro npoqecca AerluporeH:f.I3a]lM:fl pacrBopa antupa'wuecKoro

r,rMMyHofno6yluna>, o4o6peuutre Y.reHHM cOseroNa PocH?IIIqI4 <Mrarpo6> (npororcon Ib 8 or

30.12.2014r.) u yrnepxAeHHbre ArrpeKroponr PocHI'IIHZ <Muxpo6> 30.12.2014 r';

<Crepulr,rsyrouas Sunrrpauufl pacrBopa anrupa6uuecKofo I'IMMyHorno6yluua>, o4o6peuuue

yqenrrll CoseroN{ pocHI,IlIgI,I <Muxpo6> (uporoxol J\b 6 ot 08.12.2015 r.) r yrBepxreHHble

Ar4pexropou PocHI4fIgI4 <Muxp o6> 09.12.20 1 5 r' ;

<flpeaeapureJrbHrur tfumrpaun fl u EuaJrr.le pacrBopa aurupa6utecKoro I'IMMyHorno6ynuua>>,

o4o6pennue Y.reHil\,r coeerol,r PocHI4III{I4 <Mraxpo6> (upororon Jt 6 or 22.12'2016 r') lr

yrBepxAeHHble AI,IpeKropoM Po cHhlIgI'I <Murpo 6> 23' 12'20 | 6 r'

Teoperuuecrcan 3Haqr{Mocrb r4ccneAoBaHl,If, 3aKilroqaercfl B HafIHoM o6ocuosaHul4

qenecoo6pa3HocTrr BHeApeHLr.f, B TTpoI,I3BOACTBO HOBbIX KyJIbTypaJIbHbIx, (funrrpauuoHHblx'

cyolnuauuoHHbrx rexuofloruft, HarIpaBneHHbIX Ha noBbIIIIeHHe KaqecTBa I4 Cra6ulruocru

ferepoJlolurlHoro allrupa6uuecKoro I4MMyHorno 6ytuua' flpegcraueHuufi e pa6ore

3Konepr{MeHTaJrbHo-[paKTuqecKuft rrlarepuar sBrqercs reoperl4qecxofi ocHosofi AJI' I4CCJIeAOnagufi n

HanpaBneHr.r[ cogeprrreHcrBoBaHr4r 6uorexsonoruft [porl3BoAcrBa IIporI'IBoBLIpyaI{bx

r,rMMyHorno6ynuuonrx ilpelaparon. Marepnanbr Aplccepraullu ucnonmylorct npH tITeHI{u lerqufi sa

Kypcax upoQeccraonamnofi [epenoAroroBKr4 r4 ycoBeplxeHcrBoBaHnx npaueir ra 6uoloros no oco6o

ouac'brM uH(perqurrra npu @Ky3 PocHI,IfItII4 <Mrarpo6>; npra qreHI'Iu neKIII{ft s ofEoY Bo

< C aparoncxuft rocyAapctnesnrrfi arpapurrft )'HI'IBepcHTer I'IM' H' I4' B antlJloBa))'

JlolHora u3flo,KeHnq .MaTepuaJIOB AlIccepTaIIHlI B pa6orax, Ony6'unrcoBaHHblx

coucKaTeJreu. llo TeMe Ar{cceprarllroHHoft pa6oru ony6luronauo 46 pa6or, B ToM qUCIe 18 Crareft n

xypHanax, BKrroqeHHbX n <flepe.reHb B9AyIIII4X peUeH3IIpyeMbIX HaTIHrIX XypHaJIOB U US ar'Uit', n

Koropbrx .uoJrxgbr 61115 ony6JrraKoBaHbr ocHoBHLre Hayqgbre pe3ynbrarbl Al{cceprallufi ga coucKaHile

y.reuofr creneHr.r AoKTopa uKal$krftErra HayK). floryueHu 3 uarenra ua uso6pereHl4s.

IloloxeHus, BbIHocI'IMbIe Ha saqnrY'

1. 3rcnepuueHTaJrbHo O6OCnOSaHHafl TexHoJIOrI4f, KynbrI4BI'IpOBaHI'It [poI'I3BOACTBeHHOTO

rrrraMMa tpurcuponauHoro Br{pyca 6eruencrna <Mocxsa 3253> Ha nepeBl'IsaeNaofi rrero'{Hofi IttrElra

vero cycneH3r.roHHbrM, rrceBAocyc[eH3]IOHHbM 14 ponnepHblM M9TOAaMI4 IIO3B6JUIST noJryqI',ITb

KynbTypanbuuft pa6u.recrufi aHTUreH AJI' I,IMMyHn3aI\Uv1[poAyIIeHTOB, flo aHTI',IfeHHbIM CsOfiCrnaM He

ycrynalouufi oPrauo-TKaHeBoMY.

2.paspa6oranHbre MeroAr.rqecKrre noAxoAbr c'[crroJrb3oBaHueM noJll'IMepa3nofi qennoft peaxuult c

ru6pu4usaquouuo-QnyopecrleHTHbrM rIeToM pe3ynbTaToB no3BOJIf,IOT KOJII'IqecTBeHHO OUeHI{BaTb

coAepxagr4e Bl{pyca 6eIrrencrea <Mocxsa 3253> B Marepl'Iane Anfl I4MMyIJ.n3a\uI4IIpoAyIIeHToB'

3. CueqrEtfrauecrufi r,rMMyHofrrolynuu, nolyueuurrfi c ncloJIb3OBaHLIeM KyJIbrypaJIbHbIX

rexnololllfi, [O CneqU(bmaqIIOHHbIM IIoKa3aTeJI{M COOTBeTcTByeT rpe6Onantlru uoptrlatnnuOfi

AoKyMeHTaIII4LI Ha aurupa6uuecrufi uMMyHorno6ynuu I't3 cbIBopoTKlI KpoBI{ noIxaAH'

4. BrraeleHr{e r{3 or{{[IeHHoro r{ KoHrIeHTpI4poBaHHoro KynbrypanbHoro Blpyca 6e[reHcrea

OCHOBHOTO AHTIIICHHOIO KOMIOHEHTA _ rNI'IKOIIPOTET4ILAH I'ICIIOJIbSOBAHTIE ETO B KAqECTBE PEATEHTA UPI4

KOHCTpyrrpoBaHHlr Ar.rarHocrtrKwa c HaHotracrr.IqaMl,I KOJIIOTTAHO|O 3OJIOTa no3BOJIter BbrsBJIflTb

nupycnefirpanr,r3yroqrre aHTr.rreJra n anrupa6]MecKl,Ix [penaparax in vino B Aor-I4MMyiroaualu:e'

10



5. Irlcnonr3oBaHr,re B npor.r3BoAcrBe uoAylruoft cr4creMbl or{ucrKn y crepulrrt3aullll pacrBopa

airuupa6uvecKoro rrMMyuorno6ylraua Ha ocHoBe orerlecrBeHHbrx SnnrrpauuoHHbrx MarepuanoB

o6ecue.runaer BbrnycK craHAaprHbx r.r KaqecrBeHHrx cepufi aHrupa6uuecKoro LIMMyHorJIo1ytuna n

coorBercrBur,r c rpe6oBanlr.f,Mr.I HopMaruBHoft gor<yrrreHTaul,rlr rlppl cHldxenura ce6ecrollMocrll.

6. 3xcnepnMeHTaJrbuo o6ocnosaHHas rexHoronaq no3BoJlter rloJlflarb B rIpoI{3BoAcrBeHHbx

ycnoBlrflx rereponorr{qHuft anrupa6u.recrnfi LIMMyHorJIo6ynnua u ero F(ab')2-QparMeHrbl e Floeofi

@oprrle - rurotpunu3ar Anr rrpuroroBJreHlr.f, pacrBopa AJII BHyrpI,IMbIIIreqHoro BBeAeHI,I.u, coxpau*ouefi

cueuuSuxaqrroHHbre csoftcrea B TeqeHr.re 3 rer u Iarr.tercqeft [peLIMyIrIecrBo no rIoKa3areJIIo

< MorexyrrpHbre flapaMerpbl) rIpI4 AnLITeJIbHoM xpaHeH]II'I.

Ily6lrnrcaqnn B r3AaHnqx, peKoMeHAoBaHHbIx BAK Mnno6puayrcn P(D

1. feuepalon, C.B. llolyreuue rpenapara F(ab')z-0pafMeHra aurupa1uuecKoro

r,rMMyHornofytmua c ucrroJrb3oBaHlreM rauuo6urn3oBaHHofo nerrcuua / C.B. feuepaaon, E.f.

Adpanoea, A.K. Huru(fopon, E.M. Xpavrona, I4.A. lllenelen, JI.B. Canuuxas, JI.H. Munaesa, M.B.

fa,rnraua, H.H. KoqKaJroBa, M.H. Knpeen // Ilpo6nenrr oco6o oracHblx nn$eruufi. - 2008. - Ns 3. -

c. 53-56.
2. [lapauona, H.A. Oupe4elenue aKTr.rBHocr]r autupa6nuecKl4x cblBoporoK u npenapara

rereponorur{Horo aurupa6uuecKoro LrMMyHorJlolytuua in vitro B Aor-LlMMyuoauattuse I H.A'

[lapauoea, E.f. Afiparvoea, A.K. Huxu(fopon, JI.B. Canuqxas, JI.H. Munaeea, T.A. Muxeena, M'B.

fanxuna, -fl.M. Kpacnos ll[po6;rerurr oco6o oracHblx un$ercuuft. -2010. - ]lb L - C.63-66.

3. Afipanooa, E.f. Ilponsno4crBo rerepororurrHoro aurupa6uuecKoro llMMyHofno6ytmua -

t'trorr{ repBbrx nf,rr4 Jrer I E.f. Afipanoea, A.K. Huru(fopon, O.A. Jlo6onuxosa, C.A. Eperr,rnn, IO.f'

Bacuu, T.A. Muxeena, I4.M. Xynu.qon, JI.H. Muuaena, M.B. falruHa, JLB. CanuqKa.f,, A'f.

CeresHeea, P.A. Cnnuqon, C.B. feHeparon, VI'B. Illynrruua ll llpo6.ne*tr oco6o oracHblx

un$ercqufi . - 2010.- llb 3. - C. 58-62.

4. Adpanoea, E.f. OnpeAeleur4e MoJreKynspHbrx napaMerpoB [penapara rereponofutrHofo

anrupa6uuecKoro r.rMMyHorno6ynuna MeroAoM reru-Szmrpaqllu I E,f. A6panoeao A.K. Huttu(fopon,

M.H. Kupeea, H.H. Ko.{raroea, C.B. fenepanon, A.f. CenesHesa, JI.B. CasIatlxas, IO.B. I'Isauos //

llpo6"rrenrrr oco6o oracHblx uuQercquft . -2010. - Ne 4. - C. 54-57.

5. Afipanooa, E,f. llolyrenue ruro@vrnusupoBaHHoro npenapara awrupa6uuecKofo

r4MMyHorno6ynnna rr r{ccJreAoBaHr,re efo ocHoBHrx csoficrs I E.f. Afipanoea, H.H. Ko'{raroua, A.K.

HrarcrzSopon, A.IO. Byrupcr<ufi, !O.B. I4nanon, H.B. CnnnublHa, T.A. Mr,rxeena, JI.H. Munaesa, M.B.

farxuHa, JI.B. CanurlKafl, C.B. fenepaJroB, M.H. Kupeen, H.A. LUapanona ll llpoilte.lrsr oco6o

ouacnrrx uusercquft.-2011. -Ne 2 (108). -C.75-78.

6. feuepa-rron, C.B. Kleroqurre Kynbrypbr B npoI,I3BoAcrBe rerepoJloruqHofo aurupa6uuecKoro

r4MMyHofnolytuna / C.B. feuepaloe, E.f. Adpanooa, A.K. HIErcr.r(fopon, X.B. Marneena ll

Ilpo6revmt oco6o ouacHblx nnQercquft . -2011. - Ils 4 (1 10). - C. 76-80.

7. Ko.{xarona, H.H. OupeAelenr{e gBTeKTuqecxoft TeMrleparypbr vr I4ccJIeAoBaH}Ie renJloBbrx

napaMerpoB rereponorrlqHoto aurupa1utecKoro r.lMMyHorJro6ytuna MeroAaMI{ sJreKTpo[poBoAHocru

u ausfepeHrlr{anbHofi craHrapyrorueft rcalopllMerpl{u / H.H. KoqKarosa, A.K. HrErcu$opoe, H'f.

Mauuu, E,f. Adpanoea llBuorexnolornfl. -2011' - l'lb 5' - C. 80-84.

8. feuepa;ron, C.B. llolyrenue Kponuqbefo awr.upaluuecKoro I,IMMyHorno6ynuua c

upr4MeHeHr{eM KynbrypanbHofo aHrlrreHa / C.B. feuepalon , E.f.'A6patttoea, X.B. Marneena, I'\.M.

Xylugon, A.K. Huxprsopon, O.A. JIo6oBlrKoBa, JI.B. Cannqrar, JI.H. Muuaena, M.B. fannuna, T.A.
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Mzxeeoa, A.B. KorrauccapoB, M.H. Kr,rpe ev ll flpol;reMbl oco6o oracHblx lnsercqufi . - 2012. - J\b 2

(112 ) .  -  C .  78 -81 .
g. Ko.rxaroea, H.H. OnrraMprsarlu.fi Soprr,ru BblnycKa u norpe6urelrcxofi Tapbl

r4MMyHorJro6ynrana autupa6uuecKoro I,I3 cbIBoporKLI KpoBI{ nolxaAll / H.H. Ko'Irarosa, E.f.

Adpanoaa, A.K. Huxu$opon, M.H. Kupeen, O.A. JIo6oBI{KoBa, JI.B. Caenuras, C.A. Ba4apnu, C.B'

feuepanon , H1I.Kocrulena, H.A. L[apanona, I.O.B. IrlnaHoe // Eromerenr Bocroqno-Cn6upcKoro

HayrlHoro IIeHrpa CO PAH. - 2012. - Ne 5 (87)' - q' 1. - C. 236-238'

10. [lapauona, H.A. BuAelenue rnr.rKorrporel4Aa LI3 Surcnponauuoro BI'Ipyca 6eureHcrea

rrrraMMa <Mocxea 3253>> r,r KoHcrpyupoBaHr4e Ha ero ocHoBe AI,IarHocrI,IKyMa Anf, ,4or-I'IMMyHoaHaJrIr3a

/ H.A. lUapanoea, M.H. Kupeen, E.f. Afipattroea, C.B. feuepalon, X.B. Matneena, Z.M. XynI4AoB,

H.E. TeperrrKr{Ha, E.A. Muxeena, JI.B. Canuqxar, A.B. faeea, A.K. Huxrz$opos // ErorrereHb

Bocroquo-Cu6upcrcoro HayqHoro IIeHrpa CO PAH. -2012.-Ne 5 (87).-q. 1' - C'347'350'

11. feuepalon, C.B. Kynmypanrstrfi aHrHreH B TexuoJlorrlr ronfrenufl aHTvrpa6uuecroro

r4MMyHofno1ynuna r{3 cbrBoporKr4 KpoBI4 JIoIxaAIz / C.B. feuepa-uon, E.f. Adpattoea, X.B. Matneena,

IrI.M. XyiraAoe, A.K. Hr.rxu$opoe, O.A. Jlo6osnroea, P.A. CsHHuon, A.B. PasNranun, JI.B. Cauaqras,

M.B. fa,'rxuua, T.A. Muxeena, A.B. KonnccapoB, M.H. Kupeee ll llpo6lerurr oco6o onacHblx

nnQexqufi . -2012. - ],lb 4 (114). - C. 65-69'

12. feuepalon, C.B. Onruuugaqns ycnonufi ntacrnta6tlpoBaHHofo KynbrIrBI'IpoBaIJvfl

QuxcuponaHHoro Br{pyca 6eruencrsa rrrraMMa <Mocxna 3253> B Kynbr}?e KJIeroK Vero / Q'B'

feuepa,non, E,f. A1patvoea, X.B. Marneena, IrI.M. Xy.nI4AoB, JI.B. Casuqxas, O.A. Jlo6onurosa ll

I lpo6,reuu oco6o onacHblx unQerunfi.  -2014. - J\e 2. - C' 101-103'

13. Marneeea, X.B. Pa-:pa6orrca cnoco6a KoJll{tlecrseuHoft oUeHKI4 coAepxaHl'Ifl

SnxcupoaauHoro Br{pyca 6eureucrBa rIrraMMa <Mocrea 3253> n pa6uuecKoM aHTI'Irene / X'B'

Marneeea, E,f. A,panoea, C.B. fenepalon, H.B. Mafiopon // Becrnnrc ouorexnolorlrlr rr Quruno-

xrfMllqecKofi buonoruu rIM. IO.A. On'IuHuuKoBa. - 2014. - T. 10, Ne 2. - C.12-17 '

14. Marseeea, X.B. flolyueuue perou6uuaHTHoro IIITaMMa u na6opa |I[P-crau.uaproB Ant

KoruqecrBeHHofo onpeAeneHrar $uxcupoBaHHofo Bl{pyca 6erueHcrsa ITITaMMa <Mocrna 3253> s

pa6uuecroM aHrr4reHe // X.B. Marneena, I,1.B. Tyvr<os, E.f. Afipanoea, H.B. Mafiopoe // Becrsur

6uorexso.nornu u Qurnno-xlrpruqeucofi 6nolorun uu. IO.A. OnqrHHuKoBa. - 2014. - T' 10, Ns 4'

- c. 50-53.
15. fenepalon, C.B. KpynuoNaacurra6uoe KynbruBllpoBaHue tpnrcupoeaHHoro Btrpyca

6elrreHcrsa rrrraMMa Mocxea 3253 Ha uepenueaenaofi ilvrntru KJIeroK Vero (B): MeroAbI vr

cpaBHr4renbnrrfi asa-nus / C.B. fenepa,ron, E.f. Afipanoeu X.B. Matneena, Z.M. XynuAon, P'A'

CsuHuoe // Fuorexnofloruq. -2014- - llb 5. - C. 38-43'

16. Marseena, X.B. O6HapyxeHr4e 14 rpeAynpexAeHue MlIKOIIJIa3MennOfi KOHTaMIIHaIIUI'I KJIeTOK

nepenunaevoft rLr1vrvt VERO upIa npol43BoAcrBe aurupa6uuecKoro I4MMyHorJIo6ytmua c

r{cnoJrb3oBaHpreM KyJrbrypturbHbrx rexHoJlortlfi / X.B. Marneena, C.B. feuepIIJIoB, E.f. Anpamooa,

A.B. @a4eeea, H.B. Mafiopon // [esuHQeKIII{oHHoe Ae!'Io. -2015. - J\b I . - C.54-59'

17. A,panoea, E.f. OnrHrr{rsauus AennporeHr,rsnpyrouefi tpvnlrpauuu pacrBopa

fereponorl{qHo1o anrupa6uuecroro llMMyHorno6ynuua I E.f. A6pa"uoea' A.K. Hnru(fopon, I'I'M'

Xylu4on, A.f. Ceresuena, JI.B. CaeprqKa.fl, O.A. Jlo6onr'rxopa, C.B. feuepa.non ll Becrnur

6uorexno.rrorrru u Qururco-xunauqecrofi 6uoloruu uu. IO.A. OnqnsnuroBa. - 2015. - T' 11, Ns 1'

- c. 34-38
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lg. Ahpanoea E.f. SrcnepuueHraJrbHoe o6ocHoeaulle BHeApeHlIs KylbrypanbHbx rexnoloruft

B rrpoI,I3BoAcTBo antupa6uuecKolo I4MMyHornolynuna I E.f. Afipatvoea, C'B' feuepalon' X'B'

Marneena, I4.M. Xylr{AoB, A.K. Huxu$opoe, A.B. KOrr.ruccapoB ll flpOflnelrsr oco6o oracHblx

uusercquft . * 2016. - Ne 2. - C. 95-102.

Ilarenrrt

19. llarenr na uso6perenue J\b 2360252 Poccuficra.s (De.uepaqus. ,{uaruocrHKyM I{ recr-cl4creMa

Anr onpeAeneHr,rf, aKTT.TBHOCTH aanupa1uuecKl,Ix CbIBOpOTOK H npenapaTa reTeponon4qHoro

autupa1uuecKor.o r4MMyuouro6ynuna in vitro MeroAoM Aor-HMMyHoaHaJII'I3a / H.A. flo46oponova, E'f'

Afipanooa, A.K. Huxu$opon,.f.M. Kpaclron, H.lI. fycena, M.H. Krapeen, B'B' Kyrupen' 3arnurerlb I'I

uareuroo6rra.uarerrb OKy3 PocH?IIFII4 <Muxpo6>. Ouy6n. 27.06.2009. Eron. Ns 18'

20. Ilarenr na ugo6peregue Ne 2511029 Poccuficxa.s Oegepaqnx. Perou6prnanTlrsrfi IIrraMM

Escherichia coli TG1(pRVMoscow3253G-L) rnn nonyqeHr4r IIUP-cranAaproB Lr na6op IIUP-

craHAaproB Anfl orrpeAeneur.rr KoHrIeHTpaIII4I,I ilTaMMa Bl4pyca 6eruencrea <Mocrna 3253> B

pa6uuecroM aHrlrreHe / x.B. Marneena, H.A. OCurra, T.B. Eyropxona, I'I.8. TyurOn, IO.I4' frueuxran,

E,f. Afipanoea, H.B. Maftopon, A.K. HnrnsOpon, B.B. Klnrrpen. 3arnureJlL I4 uareutoo6na"4arenb

oKy3 PocHI,I[{I4 <Mrarpo6>. Ony6n. 27.06.2009. Eron. ]'lb 18.

21. llaresr Ha uso6pereuue Jt 2511440 Poccptftcxag Oe,qepaqras. Cnoco6 KoJII4tIecrBeHHofo

orrpeAeneHua $uxcupoBaHHoro Bnpyca 6eruencrna InraMMa <Mocrsa 3253> / X.B. Marneena, H'A'

Ocuua, T.B. Eyropxona, E.f. Adpa.uoea, C.B. feuepaloe, H'B' Mafiopon, A'K' Hrarpr(fopoe' B'B'

Kyrtrpea. 3a.f,sure6 lr rrareHroo6laAarelr Poccuficxas (De4epauux, or I'IM9H}I roropofi Bblcrynaer

(De.uepa,rsuax cnyx1a no uaA3opy n c$epe 3arrIr.ITbI npaB rlorpe6ureleft u 6laronoil'fqtrfl' r{etloBeKa'

Ony6r. 10.04.2014. Eron. J\b 10.

Ily,naxaquu e c1opuuKux HayttHbtx u uayaho-npaKmuqecqux xonQepen4ufi - 28.

CoornercrBue coAep?KaHgs Arrccepraufiu cneuuaJrbHocrlr, no Koropofi ona

' peKoMeHAyeTcfl K 3aIrIlITe

[raccepraqr4ouHoe uccneAoBaHr4e A6pauonoft E.f. nocBflIrleHo paspa6offie KoMIIJIeKca

coBpeMe'Hrx 6uorexHoJrofuqecKux perxeHufi uponsnoAcrBa rereponorl4rlHoro autupa6uuecKoro

r4MMyHorno6yluua. llpeAuerou rrccne.uoBa:F{vfl flrJrrrracb rexHoJlorl,Ifl npol'I3BoAcrBa autupa6uuecKoro

r4MMyHofJro6ynuna r.I3 cbrBoporKlr .KpoBIr JIoIIraAI4. O6rexrolt uccneAoBaHl'Is cJlyxilnl{

6uorexnoloil4qecKr,re npoqeccbr rrpor.r3BoAcrBa aHTl4pa6n'recroro I'IMMyHofJIo6ynraua: npLIroroBJIeH[e

pa6nuecroro aHTIrreHa /{ilfr r4MMyHr{3arIUU [poAyIIeHTOB, I{MMyHI',I3aII[.f, XI'IBOTHbD( I',I flonr{eHl4e

cuequ$uueexofi cbrBoporKtr; ocaxAeHpre ralrua-rlo6ynvr:Ha; oqrlcrKa vI crepl,Inl'I3aqut pacrBopa

aurupa6uuecKoro r.rMMygorno 6ytmua; nonyqeHl4e neKapcrBeuHofo flpenapara s Hosoft Qoplre

BbrnycKa; KoHTponb 6uoloruqecxrax v rpusutco-xuMl4rlecKllx cnoficrn I'IMMyHHbx cblBoporoK tr

aurupa6uuecKoro r{MMyHorJro6ynnua. Teoperuuecxoft 6asoft Al{ccepralllloHHoro I{ccneAoBaHI'It

.f,81arucb rpyAbr oreqecrBeHrrbx Lr rapy6exurrx yrenblx rlo Bo[pocaM nocrgKcrlosuqnoHHoft

npo(fulanrurn 6erueHcTBa y ruoAefi, coBpeMeHHOfi UeTOAOJIOTfiI'I npol'I3BOACTBa aHTupa6ruecxux

npo6unaxrntrecKr4x rrpenaparoB B coorBercrBl4ll c peKoMeHAaIIlItMI{ BO3, oqenKI'I aKT}IBHocrI'I Bl4pyca

6eureucrsa rr aHTr4TeJr K HeMy anbrepHarr4BHbrMrr MeroAaMI4 in vitro, TexHoJIorI4Ia nuoQHlbHoro

BbrCynr{BaHI4t neKapCTBeHHbIx Cp9ACTB I'IMMyHorJIO6ynunOnoft [pI4pOAbI, OIIgHKI'I KaqecTBa

uul,ryHo6uoJlorutlecKl,Ix neKapcrBeHHbIX cpeAcrB, a raKxe MarepI4aJIbI HopMarI4BHoft .qoxWeHTaul4u

no reMe, pacKpblBaeMoft e Aaunofi pa6ore.

llpu BbrrroJrHeHr.rr4 pa6oru nptrMeH{nll 6uorexnolorllrlecKl',le' BI'IpycoJIOfUqecKI4e'

uuxpo6uolor[tlecKue, 6uolorl{qecKlle, T,IMMyHOXI4MI{qeoKLIe' MOneKyJUIpHo-I'eHerLItIecKI{e',

6noxuirruqecrrae, susuKo-Xr,rMr.Iqecxue, 6uoor43r4qecKr4e rr crarllcrlaqecKl4e Mero,IIbI I{CCneAoBaHI'Ifl'
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pa:pa6oraH KoMnJreKc HayqHo o6ocuosaHHblx coBpeMeHHbIx 6uorexrronoil'ItlecKl'Ix peIueHI'II4

.rIJu onruM:g{3awlu TexHoiroruu npoMbrrrrneHHoro npor.r3BOACTBa I4 COBepIrIeHcrBoBaHr{s KasecrBa

rerepoJrorurrHoro aurupa6uuecKoro r.rMMyuorno6ymaua AJrs nocrgKcno3lllluonnofi npotflIJIaKTI4Kt4

6eurencrsa y ruoAefi. Paspa6oraua rexHororus uac[rta6noro KyJIbrI'IBI'IpoBaHI4s

npor43BoAcTBeHHoro rrrTaMMa (puxcr,rponaHHofo BLIpyca 6eurencrna <Mocrsa 3253> Ha KJIeTKax

nepeBr.rBaeuoft lunuu vero cycIIeH3uoHHbrM, rIceBAocycneH3I'IOHHbIM I'I poJInepHbIM MeroAaMI',I'

florasauo, rrTo ycoBeprueHcrBoBaHHbre TexHoJIOr[qecKI'Ie upfleMbl IIo oqrlcTKe rr

KoHueHTpr.rpoBaHuro KynbrypanbHoro Br4pyca 6eruencrea raureuuHalrnofi ynlrpa$ralrrpauueft

rro3BoJr.rrror [oryqarb pa6rauecrzfi aurzreu, uo LrMMyHoreHHbIM cnoftcreaN'{ He ycryrlarcqufi oprauo-

rKaHeBoMy aHrrrregy. OxcnepulreHTaJrbHo AoKa3aHa e$(fexu'rnnocrb KynbrypanbHoro pa6uuecroro

aHTr{reHa Ans I4MMyHI43aII}IU [poAyqeHTOB npl4 nOnytIeHI'IU aKTI',IBHbIX I',IMMyHHbIX CbIBOpOToK'

Bnepnrre B rrpoMbrrrrJregHbrx ycnoBr,r{x c [pI,IMeHeHueM KynbrypanbHblx rexHoJlorufi nolyueurr

SKCnepLIMeHTaJIbHO-IIpOLI3BOACTBeHHbIe cepuu ycoBeplxeHoTBOBaHHOIO IeTepoJIoII,ItIHOro

au]JwpaluuecKofo r,rMMyHorn o6yluua, KaqecrBeHHble xapaKTepI{crI{KI{ Koroporo coorBercrBylor

rpe6onanuxu uopuarunuofi AoKyMeHraur{ll. Pa:pa6orauu Mero.4LIqecKI4e noAxoAbl c

'rcnoJrb3oBaHlreM rroJrlrMepa3noft qenuofi peaxuuu c ru6puau3auI{oHHo-(fnyopecueHrHblM ytleroM

pe3ynbraroB .{ns KoJrr.rqecrBesnofi orIeHKr{ coAepxaHlr n virus fixe <Mocrea 3253> B KyJlbrypanbHoM

BI{pycHoM MaTeplrale AJIfl llocJle,Uyroqeft Ha;IpaBneHuofi uuuynk3a\au [poAyqeHTon' Otpa6oTaHbl

ycnoB11f, BbrAeJreHr.rfl n oqr4crKr.r rnllKonporelaAa Bllpyca 6eruencrsa <Mocrea 3253> ltrs

r4c11oJrb3oBaHr,rr B r{MMyHoxrrMLIqecKLIX peaKul4flx. Ans 0IIOHKI4 cneuHtbu'recxofi aKTLIBHocTH

aurnpa6uuecKr.rx cbrBoporoK r{ r,rMMyHorno6yluua in vitro npeAnoxeHo I'IcnoJIb3oBaHLIe ror-

I,IMMyHoaH aJw&a c AI,Ia|HocTIaKyMaMI4 Ha ocHoBe HaHoqacTuII KoJInoI,IAHoro 3oJIoTa c

rngKorrpoTer.rAoM BI,Ipyca 6eureHcrea B npsMoM BapI{aHTe u c 6elroy- A Staphylococcus aureus B

HenpsMOM BapLIaHTe. Pa:pa6Oraua opufl'IHanbHat MoAynbnat cuCTeMa [pOBeAeHI'Iq

6aporrlerrafpaHHbrx flpoqeccoB no OqrrcTKe 14 STSpI'IJII'I3aIIUU pacTBopa autupa6uuecKofo

r4MMyHorno6ynrana c ucnoJrb3oBaurleM Quntrporuarep?IaJloB oreqecrBeHHoro npol'I3BoAcrBa'

BHeIpeHHar B rrpoMbrruJreHHoe npOII3BOACTBO IlpelapaTa. florasana gKOHOMI4qecKaq

qerecoo6pa3Hocrb HoBbIx rexuoJroflrqecKlrx peurenufi. Bnepnrte paspa6oraHa gKcrIepI4MeHTaJIbHo-

npor43BoACTBeHHas TexHOJrOflrr HOBbrx ooprur BbI[ycKa aurnpa6uuecKoro uMMyHorno6ynuua n ero

F(ab,)2-$parMeHroB nuosurur:aron Infl npr{roroBneul'It pacrBopa p.nfl BnyrpuMbllrleqHoro

BBeAeHr,r.f,, aupo6upon aHHAs, B [poMbIIIIJIeHHrIX ycnoBl',IflX. I'IccrleAoeaHrt KatIecTBeHHbIe

xapar(repr,rcrlrKlr luo(fulu:aroB aHrr.rpa6uuecxofo I4MMyHOUo6ymlua r ero F(ab')z-0parMeHroB'

florasaHo eoorBercrBr.re BbIrBJreHHbrx suaqeHr4fi rpe6onanusM HopMarunnofi AoKyMeHTawv Ha

KoMMepqecxufi npenapar. B AonrocpoqHbrx ncrrblTaHl4.t{x AoKa3aHa cra6unlnocrr uoeofi $oprrart

BbrrrycKa u ycTaHoBneH cpoK |oAHOCTI,I 3' roAa. c IIeJIbIO paclunpeHl{s nepeqHs

cneuuSnr<arrr4oHHbrx noKa3areJrefi ra.recrBa aHTl{pa6u.recroro I'IMMyHorno6yluua I4ccneAoBaHbI

MoneKyn.f,pHbre napaMeTpbr aHTrapa6uuecrofo I.{MMyHorlo6yluua NuAroft u cyxofi ooprur' BHseIeHO

nper,rMyruecTBo rurosulusaron autupa6uuecKoro I4MMyHorno6yluHa IIO noKa3aTeJIIO

<MolerynrpHbre rrapaMerpbr) rrpIl Anr.rrenbHoM xpaHeHl4u. Pa:pa6orar 14 BHeApeH B IIpoI43BoAcrBo

Enfl npoBeAeHI,Is KoHTpoJIbHbIx ncnmanufi ctan4aprurrfi o6paseU npeAnpl'{sTl{s (COil)

cnequQu.recxoft aKTr4BHocTlr reTepoJlorl4qHoro aurupapr'ruecKolo lIMMyHorn o6ytuna'

arrecroBaHnrrfi uo Mex4yuapoAgoMy o6pa:Uy aurupa6uuecKoro I'IMMyuorno6ynuua'
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IIo xouueKcy MeroAkrqecKlrx rroAXoAoB LI LIccJIeAoBaHHbIx upo6nenr ALIccepraIIuoHHaJI

pa6ora A6panaonoft E.f. coorBercrByer cneqllaJlbuocrll 03.01.06 - 6uotexuoJlofut (n rona qI4cJIe

6nosasorexuolorun).

,{uccepraqrax <CoeepueHcrBoBaHr{e 6uorexHoJIorI{I4 npol43BoAcrBa rerepoJlorl4qHoro

aurupa6uuecKoro r{MMyHoriro6ylznu A6pavronofi Elenu feusaArenHtr nonuocrblo

coorBercrByer rpe6onanzxu n. 9 <IoroNeHvs o rrprcyxAeHull yqeHblx cteueHeft>,

yrBepxreHuoro rrocraHoBJreHr{eM llpannrelrcrsa P(D or 24 centx6pa 2013 roAa Ne 842,

rrpeAbrBJrreMbrM K AoKTopcKrrM Ar4ccepralluau. ,{auuaa paiora peKoMeHAyerct K 3aIIII4Te Ha

cor4cKaHrle yreHoft crefleHlr AoKTopa 6uororvqecrux HayK no c[eu]IanbHocrl{ 03.01.06

6uorexnonorus (e roM qI4cJIe 6uouauotexuoloruu).

3arnro.{eHue npprusro Ha pacrur4peHHoM 3aceAaHI4I{ na6oparoplru npo$unaru4rrecKux

HMMyHorno6yluuon orAeJra npoQunaxrl,IqecKl4x fipeflaparon (De4epaJlbHoro Ka3eHHofo

yqpexleHrls 3ApaBooxp aleHufl <Poccuftcruft HafIHo-I{ccJIeAoBarelscruft flporl4Boqyvurrfi

r4Hcrr4ryr <Mrar<po6>> (Degepa-nrnofi clyx6u no Ha43opy n c$epe 3aIIItIrbI npaB norpe1ureneit' u

6raronoryqufl qeroBeKa.

flporoxon Ns 25 or 29IlIoHs 2017 r.

llpucyrcrnoBilJlo Ha 3aceAaHLIu - 30 '{er.

Peeymratll roJlocoB aHufr:-
((3D) - 30, <nporuB)) - Her, (Bo3Aepxanocb) - Her.

flpe4ce4areJlb pactrrllpeHHoro 3aceraunfl.

3aBeAyloqafi orAeloM gKclepl4 MeHTaJIbHbIX

S aplr aqenu{rlecKl4x Qoptnt
OKy3 PocH?lITtIZ <Mraxpo6>), A.6.H., AoIIeHr Kouuccapos A.B.

Cer<perapr pacurl4peuHoro 3aceAaHl{.s

3 aB eAyro rt1 uit ta6 op aropr.r efi

Ar,rarHocrr.rqecKux [penaparon, K. 6.tt.

.'7

I /,-" OsqI4HHI,Iroea M.B.

(De4epalrHoe Ka3eHHoe frpe)KAeHr4e 3ApaBooxpaHeHHll <Pfcclrfiutrafi Hayuuo-l'lccJIeAoBareJIlcxufr

nporuBoqyMulrfi rzHcruryr <Muxpo6> @eAepamuoft crryN6rr no HaA3opy a cSepe 3aqurbl npaB

norpe6nrereft u 6laronoJrf{Ir{ veroBeKa

410005, Poccur, r. Caparoo, yn. Ynunepcutercxax,46

E - mail : rusrapi@microbe.ru r.(84 52)24 -21 -3 l, Qaxc. (84 52) 5 l - 52 - 12
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