
or3brB oouIIr4AJIbHOrO O[rroHEHTA

AoKTopa 6uororu.recKr{x HayK A6pauonofi Enesu feHnaAresHbl Ha AI'IccepraII[oHHyro

pa6ory Koprvrquroeofi EreHu cepreeenrt <Pa:pa6orra Qapuarconefi soro

craHAaprHoro o6pasq a [rrfl.orrpeAeneHur cneqzQuqecrofi aKTI'IBHocrI4 lrMMyHorlo6ynuua

r{eroBeKa rrporrrB KnerqeBoro enqe0anura), rrpeAcraBJIeHH}'Io Ha corrcKaHue yueuofi'

crerreHr.r Ka1rru1ara6uororI,r.recKr{x HayK no cleIII4aJIbHocrII 1.5.6. Fuorexnolorus

Arcryalrnocrb reMbl rIccJIeAoB aukl,r.

Kneqesofi eHrlesanrar rBrrercs npupoAHo-oilaroBblM BpIpycHbIM sa6orenaHl4eM' cro-

co6nsru Bbr3brBarb y qenoBeKa rslxeJrbre rropaxeur{fl rleHTpanruofi nepnnofi cucreMbl' tIpI4Bo-

Arrrlrre K r4HBaJII4AH6STI,I I,I HepeAKO K JIeTaJIbHbIM I4C1OAaU. KleUIesOfi eHlle$alur IUI4poKO

pacrpocrpaHeH B Poccuficroft @e4epaqrrr4, exero4Ho perl4crpupyercq ot 2000 ao 3000 cly-

.raee sa6oreBaHuf, c ycraHoBJreHHbrM Ar4arHo3oM, a qucJlo o6parqeuufi uo nosoAy yKycoB KJIO-

u{efi cocranirseT B cpeAHeM 340 ruc. cnyqaeB B roA. B Poccuficxofi (pe4epatqlll.v p.nfl gKcTpeH-

Hoft npoQuJraKTLrKr4 r4 srlrorponuofi Teparrr4lr AaHHoro un$exIluoHHoro sa6oreeaHlrfl npl4Me-

HrroT ur,ruyuo6uofloruqecKlafi lerapcrseHgrrfi flpelapaT <I'Iunayuorlo6yluH qeJIoBeKa IIpoTI4B

KnerrleBofo snqe$anurp), BxoArrrlrafi n nepeqegb 6I,I3HeUHO neo6xoAI4MLIX r',I eaxgeftu1nx JIe-

KapcTBeHHhIx npelapaTgB Ant M9AIIIIIHCKOTS flplIMe1gie]F']1rfl' BseAeHue IlpenapaTa B paHHI4e

cpoKr4 rrocre 3apax(eHl{t ueftrpalusyeT Bl{pyc n SopvrupyeT naccl4Burtfi uvltyHl4reT r< rauQer-

ur4vr.

oanulr r43 BaxHeftruux fioKa3areJreft raqecrBa rrMMyHOrno6yluua r{eroBeKa [porl4B

KnerrIeBOrO snqesanrra tBJIteTCr CnequQrailecKaf aKTI4BHOST6' KOTopytO' cOrJIaCHo HOpMa-

rusHof AoKyMeHTarIr4r4, onpeAeJrr]or B peaKrIHI{ TopMoxeHl4fl reMafrJIlorI{HaIIuI4 (PT|A)' Me-

TO.rI He Jrr4lrreH HeAOCTaTKOB - OH AOCTaTOTIHO TpyAoeMrufi, AlIAreIsHHfi, He flOAXOA'IT [nfl

TeCT1apOBaHrEs flolsurOro KOJIIIIISCTBa O6pa3qOn. KpOrrae TO1O' upuMeHeHue na6unsustx 6uolo-

nrqeCKI4 aKTLIBHbIx KOMIIOHSHTO3, Cy65eKTI'IBHOCT6 BlI3yaJIbHOfi OqenrU TI4Tpa aHTIITeII MOryT

rBJrrTbcfl fl pfi qr4H aMr,r cHuxeHr.rr AocToBepH ocTI,I pBynbTaTon PTf A.

B na6oparopnoft AlrarHocTr4Ke KJIeIIIeBO|O SHIIeQNTTTA H OIIeHKo nocTBaKII[HaJIbHOfO

r{MMyHI4TeTa IIpIIMeHtIoT I{MMyuo(pepirleurnufi anzutras (I4@A), AIs BbInonHeHI'I{ KoToporo B

Poccuftcrofi @eaepaqr4lr lrMeeTot IXLIpOKUft Cnemp na6opor peafeHTOB OTeqecTBeHHOrO 14

:apy6eNHoro rrpoll3BoAcTBa, OAHaKo SHII He uepra$raqrapoBaHbl Ant TecTl{poBarufl npenapaToB

KpoBr4 r4 npeAysMarpI,IBaIoT pa3Hble cnoco6rt oIIeHKI{ pesynbTaToB. OTcyTcTBI'Ie yHI4OI4UI4po-

BaHHofi MeroAtrKr,r orpauurruBaer rrpr{MeHeHr,re I4OA Ha 6[orexHoJloruqecKl4x rlpol43BoAcrBax

An, onpeAeJreglrs cuequQuuecKofi aKTuBHocrtr tIMM)'HorJIo6ynI'IHa qeroBeKa ilporl4B Knelqe-

noro enqeQururca.



Coucrarelb coBepmeHuo clpaBeAnlrBo orMeqaer, qro Ant pelueHl4t 3a1arr yuu$uxauuu,

rroBbrrrreHr4r AocroBepHecrr4 r{ Boclpou3BoArIMocT}I pe3ynbTaroB OIIeHK}I cnequQnqecxofi

aKTr4BHocrr4 Bbrrlreua3BaHHoro JreKapcrBeHHofo npelapara ueo6xoAul,t Qaprr,raronefturtfr craH-

4aprurrf o6paseq coAepxaHr{.rr aHTHTeJT IgG venoreKa K Bl{pycy KnetueBoro eHqeSanura, no-

cKonbKy roJrbKo rrpu coorHeceHlru pe3ynbrara alanu3a c o6ulenpu3uaHHblM craH.qaproM Mox-

HO [Onyr{aTb conocTaBr4Mbre AaHHbre rrpH npr.rMeHeHLII4 pa3HbIX MeTOAI4K [CCJIeAOBaHI4g B He-

3aBr4cr4Mbrx ra6oparopurx.

.{o uacroarqero BpeMenrl rrccneAoBaHuft no paspa6orre nepBrrIHhIX craHAaproB coAep-

>KaH:afl, aHTureJr IgG uenoneKa K Br4pycy KJrerrleBoro snqeQaruta s Haueft crpaHe H sa py6e-

xoM He rrpoBoAlrnocr. OrcyrcrBr4e B Poccuftcroft @elepalluu Qapuaronefiuoro craHAaprHoro

o6pasqa coAepxaH{r aHTr4TeJr IgG uenoneKa K Br4pycy KnelrleBoro snqeQalura onpeAenter

aKTyanbHocrb npoBeAentrs, vrccrreAosaHr,rfi no pa.:pa6orKe I4 arrecrallrru yKzBaHHoro craHAapr-

Horo o6pasqa. Peureune,{annofi npo6leuu, Koropoe ilpeAcraBJleHo B Al{cceprallnonnofi pa6o-

re KoprvlquKosofi E.C., nosnoJrrer coorBercrBoBarb rpe6onaHnala Oe4epaJlbHoro saKoHa Ns

61-O3 <06 o6paqeHr4r4 neKapcrBeHHhrx cpeAcrB)) B qacrl4 o6qgaremHoro MerpoJlort4qecKoro

o6ecneqesrr.rr KoHTpoJrbHbrx r4ccJreloBanuil no noATBepxAeHI4ro KaqecrBa rIpI4 BBoAe rlperrapa-

Ta B fpaxAancruft o6opor r{ B rlenoM HarrpaBJreHo Ha rIoBhIIIreHI4e KaqecrBa u e$QercruBHocrl{

neKapcrBeHHbrx lpelaparoB trMMyHorlo6ylraHa qeJIoBeKa nporI,IB KneIIIeBoro eHqeSanrara.

,{nccepraqkroHnas. pa6ora BbrnoJrHeHa B OfEyH <Kuponcrufi HafIHo-

r4ccJreAoBarenscruft uHcrr{Tyr reMaronoftrur u rrepenwrBalr4s. KpoB}I OegepalsHofo MeAI4Ko-

6[orom.recKofo afeHTcrBD) B paMKax qerblpex HI4P.

I{enr Ar.icceprarlr{r{ qerKo orrpeAeneHa Lr HarrpaBJIeHa Ha pa.:pa6orxy $aprrlaxoneftuoro

crarrAaprHoro o6pas\a rns. olpeAeneHur cneqraQuqecxofi aKTLIBHocTI,I I4MMyHouo6ylnna

qeroBeKa rrporl4B KJIeIrIeBoro euqeQalura.

3a1a,ru, c$opuynrapoBaHHbre Anr perxeHur nocraBreHuoft qe]II4, tBJltlorct IIoHsrHbIMt4,

nocJreAoBareJrbHbIMI,I u o6ecneqllBalor pelxeHrle IIocraBJIeHHofi Ilelu.

Hayuuar HoBtr3Ha ArrcceprarlrroHHoro lrccJreAoBaHl{fl cocrollT B ToM, qro BnepBble

paspa6oraH Lr arrecroBaH AByMs MeroAaMrr $aprr,raroneftsuft craHAaprHrrfi o6pa":eq (OCO)

coAepxaHrzr aHTr,rreJr IgG uenoneKa K Berpycy KnerqeBoro euqeQa;rzra co cneAylolqlrMlr xapaK-

Tepr4crr4KaMrr: Ttrrp aHTr4TeJr s PT|A- He HI,IXe 1:80 c HeonpeAeneHHocrblo, He rlpeBblualo-

ulefi ruar rr,rrpoBaHr4x, n I4OA - He MeHee 200 Elflur c HeorlpeAeJleHHocrblo, He npeBbltua]o-

ryefi 2I o/o; paspa6orau cnoco6 nolyuenuq @CO Ans onpeAeJIeHI,It cneqlr$n'recxofi aKTI{BHo-

crg r,rMMyuoruo6yluHa qeroBeKa nporr.rB KJIeIrIeBoro euqe$a;lrara, Koropblfi o6ecneqvBaer

BHyrpr4cepraftuyro oAHopoAHocrb r,r cra6ulrHocrb arrecroBaHHoro 3HaqeHur OCO s reqeHlae 3



neT; ycoBeprrreHcTBoBaHa MeToAr,rKa onpeAeneHr{r cneuplsl4qecKoft aKTuBHocTI4 I,IMMyHO|nO-

lyrruua ireJroBeKa rrporr4B KnerrleBoro euqe$arura Ha ocHoBe PT|A c [Icnenb3oBaHl4eM pa3pa-

6oranHoro @CO, rrro [o3BoJrrer noBbrclrrb roqHocrb orrpeAeJleHu{ TLITpa aHT[TeJI 3a cqer

cHr4xeHr4{ napza6enrnocrlr pe3yJrbraroB; pa3pa6otaua MeroAI4Ka oIIeHKII cnequQuuecroft

aKruBHocrrr lrMMyHorro6ywrna rreJroBeKa flporrrB KJIeIqeBoro enqe$anura Ha ocuone I4(DA,

o6ecneqzsarcuar ynraSuxaquro AaHHbrx, flonyqeHHbrx c [pr,IMeHeHrreM pa3Hblx ua6opon pea-

fEHTOB.

Hayuuax HoBrr3Ha npoBeAeHHbrx r4ccJreAoeau[fi [oArBepxAeHa nareHTou PO ua uso6pe-

TEHI{E.

TeopernuecKas 3HaquMocrb AlrccepraqnouHoft pa6orhl cocrol,IT s o6ocHoeaHI4LI Tex-

HoJrorr4qecKr{x flo.qxoroB K iloryrreHraro OCO, o6ecuequsiuoull4x cra6ulrnocrb arrecryeMblx

xapaKTeprrcrLrK B rrpoqecce xpaHeHr4r, 6rugocm cocraBa ra cnoficrs IiccneAyeMhlM flpenaparaM

r.rMMyHorno6ynuna qeloBeKa rrporr{B KnerqeBoro snqe$a;rura, BHyrplrcepuftHylo o.qHopoA-

Hocrb. flpe4loxeHHalr MeroAr{Ka arrecra\uv OCO c [pI{MeHeHLIeM I4OA Moxer paccMarpl4-

Barbc{ B Kar{ecrBe ocHoBbr Ans [oryrreHus arrecryeuoft xapaKTepl4crt4Kl4 rIepBI4qHbIx craH-

IaproB. Paspa6oranHas coucKareneM MareMarl4ilecKat MoAeJIb pacqera KoHIIeHTpaqura IgG x

Br.rpycy KJrerrleBoro enqeQa-nvra [o3BoJlter rroJryqarb pe3ynbrarbl, colocraBl,IMble co 3Har{eHI4-

rMr4 Mero Ia napannenbHbrx luuuit Enpoueficroft Oaprr,raroneu ra o[TI4MI43I4poBarb cnoco6

o6pa6orru AaHHbrx I4OA.

rlpanrnuecKaff 3HaquMocrb rrpoBeAeHHbrx r4ccJleAonanufr 3aKrloqaerct B [pHMeHeHI{I{

CO AJrr rroBbrrrreHuq roirHocru rr ynnQnrcaq[r4 p*ynbraroB onpeAeneHvt ocHoBHoro noKa-

3arers KaqecrBa neKapcrBeuHhrx lpeflaparoB l{MMyHorno6yluna tIeJIoBeKa nporI,IB Knell{eBofo

enqeQa:rzra u o6ocsoBaHr.rr4 rrpr.rMeHeHus.?I@A AJI{ oIIeHK}I ux clequ$uuecrofi aKTI'IBHocrI4.

Herr4a-roeaxHo, rrro paspa6oranutrft Qapuaroneftnrrfi cran4apfirsrfi o6paseq Moxer npl{Me-

HrTbcr npr4 Banr{Aarlrrr4 MeToI.prK Lr aTTecTarILII4 BTOpI4qHbIX CTaHAapTOB AJI' npOBeAeHI4t py-

Tr4HHbrx r,rccneAoBaHuit ua npeArrplrrrr4sx-I,r3roroBllTeJltx JIeKapcrBeHHbIX [penaparoB I4MMy-

uorno6yluHa qeJroBeKa rrporr4B KJreIrIeBoro euqeSanura. llparruqecKarl 3Haql4Mocrb noA-

TBepxAaercx paspa6omofi rraKera rexHrlqecKoit u oKcrlJlyaralluosuoft AoKyMeHTaIIPru Ha

Hayr{Ho-rexHuqecKyro npoAyKrlr4}o <Oapvarconefiuuft craHAaprHufi o6paseq coAepxaHl'It

aHrr4rerr IgG uenoneKa K Br4pycy KnerrleBoro sHqeQalura @CO fO PO 3.1.00453)> (uncrpyx-

quu 1ro ]r3foroBJreHlrro, KoHTpoJrro rr arrecrarlr4u @CO; npoeKToB rlacflopra I{ LIHcrpyKuI4I4 no

nprrMeHeHllro), vro Aaer Bo3MoxHocrb ocyuecrBJlxrr cepufiuufi rrrnycr cranAapra.

{r,rccepraqnoHHaq pa6ora r43JroxeHa na 133 crpanl4llax reKcra, ornetlaranHoro c no-

Morubro KoMrrbrorepHoro npr4HTepa, I{ BbrcrpoeHa rlo KJlacclaqecrofi cxeve, exmo'Ia}olueft:



BBeAeHr.re; o6sop nlrreparyplr (uana 1); rnaey c orurcaHr,reM MarepHaJIoB H MeroAoB (rnaya2);

4 rnaeu c orrucaHIaeM pe3ynbraroB HecneAoBaHuft; sarmo.reHrre c coAepxaulr{Ml4ct B HeM

npaKTr4qecKr4Mr,r peKoMeHAaUldflMrr rro uc[oJrb3oBaHrlro pe3ynbTaToB ArlccepTalll{oHHoro I4c-

cneAoBaHr,r.f,; BbrBoAbr; crrrrcoK coKpalrleHr{fi u ycnonnrx o6osuaqewuilt; cflLrcoK nureparypu; 4

npunoxeHns. Pa6ora rdnnrocrpr{poBaHa 32 ra6tutlaMr a 11 pncyuravu. CuucoK Jrl,ITeparypbl

coAepxrzT 152 ucroqHvrKa,vrs nprx 53 -:apy6exurre.

B pa^:4ene <<BseAeHue>> aBTop npeAcraBr4n aKTy€rnbHocrb reMbr r4ccneAoBaHvfl. u crerleub

ee paspa6oraHHocrr4, c$opuynlrpoBan llenb r,r 3a aqv. Ar{cceprarlr{H, npeAcraBurr HayqHyro

HoBrl3Hy, Teoperr{qecKyro r4 npaKTrarrecKyro 3HaquMocrb Arrcceprarlutl, cSopuynl4poBan, B qeM

cocToI4T MeTOAOnOrIdfl. IlCCneIOBAHt4fl, npeACTaBI4n npl4MeHteMbre MeTOAbI I4CCneAOBaHUfl, Ir3-

Jroxr,rJr noJroxeHu.f,, BbrHocr4Mbre Ha 3aIIIr{Ty. Tarxe upeAcraBJreHbr AaHHbIe rro crerleHl4 Aocro-

BepHocrrr u anpo6aquLr pe3ynbraroB pa6oru, cBeAeur4r o JrulrHoM y,vacruru aBTopa B nonyqe-

Hr4rr pe3ynbraroB, ny6nzxaqu{M rro renae pa6orbr, crpyKType u o6reue [ilccepraIJurr4.

O6sop Jrr{Teparypu (fnana 1), cocrozr us 3 roArnaB. B nepnofi roArnaBe Kopltquxo-

soft E.C. nplrBeAeHbr cBeAeHrdr o KnelrleBolr enqeSanLrre, efo pac[pocrpaHeHl{u B MLIpe u Poc-

cuficrofi @e4epaquu u croco6ax creun$zvecrofi upoQunarruru. [Ipe4craBJIeHa xapaKrepl4-

crr4Ka raurvryno6raorofr4qecKofo neKapcrBeHuoro [pefiapara <IrltrruyHorno6yluu r{eroBeKa

rrporrrB KnerrleBofo aHqe$alura)) r4 rroKa3aHo efo 3Haqenue Anr sKcrpeHuofi upoQzlarruKtr Lr

Tepailuu KneuleBero euqeSanr.rra n Poccnftcroft (DeAepa\uu. Bo nropofi [oArnaBe Al4ccepraH-

ToM, r,rcxo4fl, rB rJenu pa6orrr, orrr,rcaHbr MeroAbr onpeAeneHrrr coAepxanr4fl. aHTprreJI K Bl4pycy

KnerrleBoro enqe$anzra, froKa3aHhr lrx flper{MyrqecrBa r4 HeAocrarKra. B rperreff noAuane

paccMorpeHhr HanpaBJreHur coBeprrreHcrBoBaHr.rs MeroALrK orrpeAenennx cnequ$n.IecKofi ar-

Tr.rBH ocrr.r r{MMyH orJr o6y tmwa qer oBeKa nporlrB Kn eIIIeB oro snqe$alura.

O6sop nr4Teparypbr 3aHr.rMaer rrpr4MepHo 25 % o6reua Aprccepralll4l4 I4 ro3BoJlter rlony-

rrlzTb AocTaTorIHo IroJrHoe [peAcraBneHl,Ie o coBpeMeHHoM cocTotHr4u u3yqaeMoro Bonpoca.

flo4auxrotqee 6olrurrrHcrBo krcrotrHr4KoB Jrrrreparyphr npeAcraBJIeHbI coBpeMeHHutr.tu pa6o-

TaMrr, ony6raronaHHblMl4 flocJle 2000 r.

B rraee 2 <<MareplraJrbr H MeroAbr>) onrzcaHhl ocHoBHbre MarepI4aJIbI, ycJIoBI4s LI MeroAbI

npoBeAeHlrr 3KcnepuMeHTaJrbHbrx r.rccneAosalu%r. Anropou o6crosremHo I{ noApo6uo ouuca-

Hhr [pr4MeHreMbre crarr,rcrr.rqecKr{e MeroAhr, neo6xoAurrable Ant rIpoBeAeHLIt arrecraIIIaoHHbIX

ucnrrrannft. ZcnonrsoBaHHbre MeroArrrrecKr4e rrpr4eMbr coorBercrBylor coBpeMeHHoMy Mero-

A[qecKoMy ypoBHro, rBJrsroTcr Bocnpou3BoArlMbrMr4 14 HaAexHurvrIE. o6reru sa6ruo!.euuit,

nnaHl4poBaHr{e I4 rrpoBeAeHl4e SKcIIepr4MeHTOB aAeKBaTHbr rrocTaBJIeHHbIM 3aAaqaM, AocTaTor{-

HbI AJI' AOKa3arenbHOrO CTarV CTUtIeCKOf O aHlJfi43a.



Pesylsrarbr uccJreAosaHrft o6o6qenu s 4 rranax. B r.rlaee 3 npeAcraBneHbl pe3ynb-

Tarbr gKcrreplrMeHTaJrbgoro o6ocHoeaHras cnoco6a nonyqeullt LIMMyHouo6ylIaHa - KaHAI4Aara

n $apuaroneftnrrft craHAaprHufi o6paserl Ant orpeAeJleHur cnequ$H'Iecxofi aKTI'IBHocrIt HM-

rrayHorno6yJrr.rHa r{eJroBeKa rrporr,rB KJreuleBoro snqeSaJrurra, ert6opa cra6vttuzuropa I4 pexl4Ma

luo$uluoaqilr:z. Anropolr o6ocHosaHu rpe6onaul4s K IIoKa3areJIIo BHyrpl{cepuituoit oAHopoA-

Hocrr,r, pH, ocraroquofi BJlaxHocrr4. B sarnrcqurenrsofi qacrl,I nccJleAoBaHI'rft e parvtrax rJIaBbI

3 ueyueuu csoftcirea o6pasqoe sKcnepr,rMeHTaJIbHbIX cepuir craHAaprHoro o6paslla Ha coor-

BercrBr4e ocHoBHbrM Kpr{Tepr4flM KaqecrBa neKapcrBeHHoro [penapara <I''luuyuorlo6ynan

r{eroBeKa nporl{B KnelrleBoro enqeSalura)), B xoAe Koropofo ycraHoBJIeHo' tITo IIoKa3aretIV

KaqecrBa o6pasqoo rpex oKcrrepr4MeHTaJIbHbIX cepuit coorBercrBoBaJll4 tpe6orauutM HopMa-

TprBHbrx AoKyMeHTon. Pesylrrarbr oIIeHKu csoftcrs mao$unzsaroB aHTIITeJI Tpex SKcrIepI4MeH-

ra;rbHbrx cepuia flBr4rrprcb ocHosoft 4nr pa^:pa6orKll aBTopoM HopMarI4BHbIx rpe6onaHuft r $ap-

IraroneftnoMy cragAaprHoMy o6pa":uy coAepxanlrq aHTI,ITer IgG uenoneKa K Bllpycy KneIrIeBo-

ro auqe$aruta.

B r.nase 4 onr4caH aJrropr.rrM arrecrarlfiu Qaprraaronefinoro craHAaprHoro o6pa:ua I,nfl

onpe.{eneHgx cneqrasn.recrofi aKTr4Buocrr4 r4MMyHorno6ynuna qeJIoBeKa rlporllB KJIeIrIeBoro

enqesa_nrzra c ucronb3oBanr4eM MeroAoB PT|A ul4@A B AByx He3aBI4cI4MbIX I4ccJIeAoBaHI'Itx'

oAHO r,r3 KOTOpbTX npOBeAeHo aBTOpoM, Apyroe - cnequanvcTa}.lu HayrlHoro IIeHTpa 3KCrIepTI4-

3br cpeAcrB MeAr4rlr.rHcKoro nprrMeHeHug MuHsApana Poccrara (r. Mocrcna). Aeropou [pI4BeAe-

Hbr pe3ynbrarbr crarr,rcrra.recxoft o6pa6orrra AaHHbIx arrecraqltoHHblx I4cIIbITaHI'Ifi crau4apr-

Horo o6pasqa s PfIfA, trptr orcyrcrBr{r nepBr.rqHoro (ueN4yuapoAnoro) crauAapra npeAno-

xeH aJrfopr4TM orrpeAeJrenr4r arrecryeMofi xaparrepl{crl,IKtl OCO s I4@A. B xoAe arrecralll4-

oHHhrx lrcrrbrraHrrft nepuavHoro r4 rroBTopHbIX BbInycKoB craHAaprHoro o6pa-:qa MeroAaMI4

PT|A u I4@A ycraHoBneHbr arTecryeMbre xapaKTepucTLIKI4 Saprvraroneftsoro cTaHAaprHoro

o6pagqa rpex 3Kcrrepr{MenTanbHbrx cepufi. B 4omocpoqHblx IacrIbITaH[tx aBTopoM noArBep-

xAeHa cra6ulrnocrr o6pasqoB Tpex gKcnepr4MeHTarIbHbIX cepuit paspa6oraHHoro craHAapra u

ycraHoBneH cpoK foAHocrLI, roroprtft cocraBI4JI 3 roAa.

Irasa 5 oceeuaer Bonpocbr rrpaKTr{qecKoro npI4MeHeHw, pazpaloraHHofo $apuaxo-

nefinoro craHAaprHoro o6pasqa coAepxantrs, aHTlrren IgG iIeJIoBeKa K BI'Ipycy KJIeIrIeBoro

oHqe$anura - aBTopoM [pr,rBe.{eHbr pe3yJrbrarbl I4ccJleAonauu[ no olpeAeJIeHI'I]o cnequ$uue-

crofi arusHocrr,r r.rMMyHofno6ynuua qeJroBeKa rrpornB KnerueBoro eHqeQzurura c I{cnoJIb3oBaHI'I-

eryr (fapuaronefinoro craHAaprHoro o6pa:qa. K sHa.MMbIM pe3ynbraraM MoxHo orHecrl4 0IITIIMI{-

3arlurc MeroArlKr,r olpeAeneHur cnequQn.Iecrofi aKTLIBHooTI{ I{MMyHorlo6ylnHa qeroBeKa

rrporlrB KJrerqeBofo enqeQalura n PT|A. ,{nx pacuera coAepxaarrs. aHTPrreJI BBeAeH r<oeQ$ra-



III{eHT, rIIrTbIBarOUUft CMerIIeHLre saKTr4rreCKOfO TtrrpA aHTr4TeJr B CTaHAapre OTHOCr.rreJrbHO

ero arrecroBaHHoro 3HaqeH[r. EnaroAaps ucneJrb3oBaHrrro Qaprvraronefinoro craHAapra Ao-

cTLIfHyra crarl4aTl4trecKarr 9KBrrBaJIeHTHocTb pe3ynbTaToB, noiIytIeHHbIX pa3HbIMI4 cneullaJrl{-

craMu, LI rIoBbIIIIeHa rorlHocrb ofipe,4eneHrrr clequ$ravecroft aKTktBHocru. He MeHee gHa.{IaN,roft

tBntercs pa:pa6omakr Bzurkrp.aullt Mero4uKvr onpeleneuur cuequQz.recrofi aKTr4BHocrt4 Bbr-

IrIeHa3BaHHoro neKapcrBeHHoro ilpelapara Ha ocHoBe I4OA c rroMorrlbro arrecroBaHHofo

OCO. B rraee [pr'IBeAeHbr pe3ynbrarbr orIeHKr4 cnequ$uuHocrr.r, ruanefiuocrv1 npaBmbHocr]r,

noBTopteMosrl4, rlpeqfl3r.roHHocrrr MeroAr4Kr{ no pe3ynbraraM onpeAeneuux lgG K Br4pycy

KnelrleBoro suqe$aruta c [crroJrb3oBaHr,reM HecKoJrLKprx Z@A-recr-crrcreM. B rrase orpaxeHbr

.qaHHbre no olpeAeJreHr4ro cnequSnvecroft aKTrdBHocrra 68 cepuf4 VIWI <Zuuyuorno6ylzH

r{eroBeKa nporllB KneIIIeBoro enqeQa-uurD) c r4c[oJrb3oBaHr,reM pa:pa6orauuofo craH4apra. B

pe3ynbrare gKoHoMl4rrecKofo o6ocnoeaHrrr aBTopoM rroK€Baua eQQerruBHocrb npr4MeHeHuq

OCO Ha npeArlpvIflTvtflx-vr3roroBlrreJrsx BbrrrreHa3BaHHoro IlIIm 3a cqer cHr4xeH]rr pr4cKa Bbr-

6paronru cepvr4 rr o rroKa3areflro KaqecrB a ( crrequ@u.recrax aKTLTBH ocrb)).

Ifl aea 6 nocesqeHa r{ccneAoBrurusM no paspa6orKe HopMarr,rBHo-Texnororfi qecKoft .qo-

KyMeHraIII4Ia Ha QapuaroneftHrrft crau4aprrurfi o6pa:eq coAepxanr4s. aHTvrren IgG qeJroBeKa K

BLIpycy KJIeIIIeBoro enqeQa-nura @CO fO PO 3.I.00453, HeodxoAnruoir 4ls, ocyulecrBneHr4t

ero ceplzftHofo Bhl[ycra. Kpoue oTofo, aBTopoM [prrBeAeHbr rexHoJrorutrecKa{ cxeMa noryqe-

HI4t, KoHTpoJIf, rr arrecrarl[u (DCO, aflnaparypHar cxeMa rexHoJrofuqecKoro npoqecca 14 KoH-

TponbHbIX onepaqufi, a raKxe cnequ$urarlar ocHoBHoro o6opygonanur r.r HopM ocHarqeHut

npr4 npor43BoAcTBe yKa3aHHof o cTaHAapTa.

B 3arcrrc.reHrru Arrcceprarlrrrr [ocneAoBareJrlHo r,r apryMeHTr.rpoBaHHo cQopuynupoBa-

Hbr l4Toflr r4ccneAoBaHufi. BsreoAbr coorBercrByror nocraBJIeHHbIM 3a,qarlaM Lr orpaxalor

cyrr.tHocrb pa6orrr.

B upu;roxeHrlsx [peAcraBneHbr: prucrpyKrllts rro Lr3roroBJreHr4ro, KoHTpoJrro I4 arrecra-

qun $apnaar<oueftnoro o6pasqa coAep)KaHr.rs alrrr.rreJr IgG .renoeeKa K Br4pycy KnerrleBoro 9H-

qeQanura; rpoeKTbr rraclopra tr lrHcrpyK\Lrv Ha HayqHo-Texur4qecKyro [poAyKrlr4]o <(Daprrra-

roueftsuft craHAaprHuft o6pa:erl coAepxaHnfl arTnre.n IgG qeJroBeKa K Brrpycy KJIeIrIeBoro

euqeSarura OCO fO PO 3.1.00453)); nareHr P@, no4reepxAarouufi npuopnrerHocrb Hayr{-

HIIX LI ccJle Aosatuia Koprrrrquroeofi E. C.

O6ocnoeaHHocrb HayqHbrx rroJrolr(eHr.rft, nrrnogoB rr peKoMeHAarruft, cQopruy;rupo-

BaHHbrx B Arrcceprarrr{H, rrx AocroBepHocrb o6ecuequnaercr 3Harrrrrerbnrru o6renaoM nony-

tleHHbrx SKcrrepr4MeHTa[bHhrx AaHHbIX, I4x cooTBeTcTBIIeM TeopeTr,rqecKr4M [oJIoxeHLItM, cTa-

Tr.rcrr{qe cKoft o6pa6orxoft pesynbraroB gKcrr epr4MeHToB.



[ncceprarlnfl HarrucaHa rIerKHM rI qcHbIM g3brKoM, c ucrIoJIb3oBaHI4eM nplauxrofi

TepMr4HonorurE, o$opMJreHlre Arrcceprarlr4r4 cyrqecrBeHHbrx sarvre.raHvft He BbI3bIBaer.

CoqepxaHrre Arrcceprarlnu B Aocraroqnofi creneHu orpalxeuo n ny6rl4Kallusx aBTopa

(n rovr qrrcJre e 3 crausx B )KlpHanax r43 ilepetrnr perleH3rdpyeMrlx HayrrHbIX usgauuit, B Koro-

pbrx Aonxnrr 6rrm ony6nuronaubr ocHoBHbre Ha)^{Hbre pe3ynbrarbl Al{ccepraguit Ha coI4cKa-

Hl,le yr{eHofi crenenu KaHAr4Aara HayK, Ha cor4cKaHue y.reuofi crerreHl4 AoKTopa HayK rlo Hayq-

Hofi cnequaJrbHocru 1.5.6. Bzorexnororur), [areHTe PO sa uso6petenue. Marepvan Auccep-

TarJun AonoxeH Ha HayqHbrx ron$epeHrluqx r4 r,r3BecreH nay.ruoft o6uecrseHHocrn, a ee oc-

H oBHbre rr oJroxeHras o6 cro.sreJrbH o r,r3Jloxenbl n anropeSepare.

Co4epxaur{e Ar,rcceprarlnv coorBercrByer cnerlr4aJrbHocrr.r, rro Koropofi osa npeAcraBne-

Ha K 3aIrIUTe.

ArropeQepar Arrccepraqru, r,r3noxeHHufi sa 24 clrpanwlax, coorBercrByer coAepxa-

Hr4ro u ocHoBHbIM trToraM Ar.rcceprar{fiI{.

IIo co4epxaH[Io AI,IccepraIII4I4 I{Melorct 3aMeqaHvrfl vr Bonpocbl:

1. Anropy seo6xoAnvo flpeAcraBraru 6oree rrerKoe o6ocHosaHze eu6opa runa nepBl4r{-

uoft ynaxoBKr4 r,r o6reua Ao3r4poBaHnr Qapvrar<oueftHoro craHAaprHoro o6pa:qa.

2.8 Succeprar\LrLr LlMeercfl 3aKrror{eHr,re rro rJIaBe 1, uo net 3aKrloqeHl4fi no uroraMuc-

cneAoBaHr{ft, u:roxeHHbrM B fJraBax 3,4,5,6, ouu 6stm 6rr yuecrurt.

3. B pasaere <BsrsoAbr)) yMecrHo 6rrlo 6u npegcraBr,rrb IaH$oprvraquro o6 yrBepxAeHI4LI

(uprasHanr,ru) pnpa6oraHHoro $apuar<onefisoro crauAaprHoro o6pasqa ynonHoMor{eHHblM

KoHTponbHbrM opraHoM c yKa3aHr4eM rroJrHoro Ha3BaHr,rs @CO I4 rlpl{cBoeHHofo HoMepa.

4. B rexcre Ar.rcceprarlr4r4 Aolyqenbr orAeJrbHbre Herorlaocru lI oneqamu. Tax, Ha crpa-

ruEqe 11 Aaercs HeKoppeKTHaJr ccbrJrKaHanr,rreparypnrrfi r4croqHuK [141], Ha crpaHl4qax l3 ra

50 yra.:anbr HecyqecrByroilMe r{cror{Hr.rKlr lI77l u [2ll], Ha crparlldlle 16 npu ynoMhHaHrvr

r4ccneAoBaHzfi f.M. Bopouronoft orcyrcrByer ccbrJrKa Ha ee pa6oru, Ha arpaHuqe 17 HeKop-

peKTHa ccbrJrKa ll44l, Ha crpaHr{rle 19 B cJroBe (reMaffJrorI4HI,IHbI) npolyueHa 6yrna ((r)), Ha

crpaHr4ue 23 HexoppeKrHa cchrJrKa [138], Ha crpaHurle 28 HeKoppeKrHa ccbIJIKa U491, Ha crpa-

Huue 31 uexoppeKrHa ccbrrrrca [150], Ha crpaHurle 35 HeKoppeKrHa ccblrlKa 196]u AonyqeHa

onru6xa B cJroBe ((r{MMyHoxeMr,rJrroMLrHecrleHTHofo); Ha crpaH}IIIe 46 yxazaubl 3HarreHx.f, co-

AepxaHr,rfl 6elra B rrpelapare, He coBrraAarorq[e c raKoBbrMu s ra6nur\e 2; Ha crpaHllue 52

Io[yqeHa onlr6xa B cJroBe (oAHopoAHocrrrD; Ha crpalLnle 89 HeKoppeKTHo Bblpaxeul{e

(ZOA lpoBeAeno)); B cnr4cKe nr4Teparypbr y LrcrorrHr4Ka [oA HoMeporvr 8 He yKa3aH HoMep

xypnana; y rcroqHuKa rroA HoMepoM 13 npune4eHo HeBepnoe Ha3BaHere |OCT 8.532-2002 u

T.,II.



Heo6xoglrMo orMerLITb, .tro cAeJIaHHbre 3ilMerraHl4r He BiII4sIor Ha o6ruvrc rroJroxl4Terb-

Hyro oueHKy pa6orrr.

3arc.nro.renue

flpe4ctanneuHas K onrloHnpoBaHLrro rr4cceprarJufl flBilflerc , sakoH.reHHofi Haf{Ho-

xealnQuraquossoft pa6oroft, n r<oropoft coAepxr4rcr perxeHr{e uayvHoft 3a1auu no paspa6or-

r<e $aprvraxoneftHoro craHAaprHoro o6pasua coAepxa:avs aHTLnen IgG qeJroBeKa K Br4pycy

KJIeIIIeBoro eHqeSanvra [ns. yHIa$uraqlrr{ r{ [oBbrr[eHr,rr roqHocrLr pe3yJrbraroB rrpu no.qrBep-

xAeHI{[ KarrecrBa neKapcrBeHuhrx [penaparoB rrMMyuornolytmya qeroBeKa nporrdB KJrerrleBo-

ro suqeQarurra, LIMelorqeff cyrqecrBeugoe 3Harregkre .4ls o6ecneqeHr4r $apuaqenruqecxofi
He3aBr4crdMocrn Poccprft cr<ofi Oe4epaqzu.

,{raccepraqronHat pa6ora <Paspa6oma QapiraaroneftHoro craHAaprHoro o6pa:rJa rnfl
o[pe.4eneHur cnequ$uqecxofi aKTLIBHocrra r4MMyHorro6yluua qeJroBeKa nporlrB KnerrleBoro

enqeQalnra) orBellaer KpI4TepvtM rr. 9, 10, Il, 13,14 <floloNeHr4r o rplrcyxAeHur yrreHbrx

creneseft>, yrBepxAeHHoro nocraHoBneHr.reM llpanurelrcrsa PO i\lb 842 or 24.09.2013 r., n

peAaKIII4I4 rlocraHoBneuufi llpanl4reJrbcrBa Pocczficr<oft @e4epaqukr or 30.07.2014}lb 723, or

21.04.2016 J\b 335, or 02.08.2016 J\lb 748, or 29.05.2017 J\b 650, or 28.08.2017 Ns 1024, or

01.10.2018 Il! 1168, or 20.03.2021 Ns 426, or 11.09.2021 Ns t539, rpeAbsBnreMbrM K KaHAr4-

AaTcKLIM Al{cceprarlltfll.l, a ee aBTop Kopuqurosa EreHa Cepreenua 3acnyxr{Baer npr4cyxAe-

HI4t )^reHoft crenenu KaHALIAaTa 6uororu.recKr4x HayK rro c[equaJrbHocrr.r 1.5.6 EerorexHoJro-

1ufl.

frasHrrft Hayuurrft corpyAHr4K la6oparopvrn
npo Sranar<Tr4 qecKr4x r4MMyH orJro6yruru on
(De4epa-urHoro Ka3eHHoro f{pex AeH:as. HayKr4

<Poccuft crufi uayuHo-rrccJreAoBarelrcxuft
np orr4 B or{yunuft r,rH crr4Tyr <Muxpo 6>> @e4ep alsH oft
cnyN6u no HaA3opy n c$epe 3arqrarbr rrpaB
norpe6urereft lr 6larortolyqur rreJroBera (@KYH
P occuft cxufi uporv n o.ryuuufi r{H crr{Tyr <Murpo6>
Po cn orpe6H a4sopa), AoKTop 6u onorr.recKr4x HayK

A4pec opraHr{3ar{Lrr4

410005, r. Caparon, yr. Ynunepcr4TercKaa, g.46
Te:l.: (8452) 26-21-31
e-mail : rusrapi@microbe.ru

llolnucr A

/
/{) A6pauona EreHa

tr/ feHHaAseeHa

HaqamnuK orAena KaApoB

OKyH Poccuftcr<zft nporunouyruuuft n
<Mnrpo6>> Pocnorpe6Ha4:opa
<< 

y'Z>> er6z.uare2022 r.

,iffii;':?D

ffi O.B. lllyuurafi



segepanuuan cnyx6a no Hagaopy a csepe aaqnrb, npas norpe6nreneil n bnafononyqHH qenoBeKa

*pQCCnracKHnHAvqr'ro-rJ;fi ffi&ll.E}i#iiffi Iiffi Ttrgsiiffill'n$HcrHryr*MHKp06r
{OKyH Poccn*cxxfi ilpo'rxn{),tv:\{trr,tfi ancru"qn r'[.{lrrprr6" Pocnorpe6na4aopa}

yn, yHt{Bepc,{rercKaR,4.46, r Caparoe, 410005, Ten,: (84$2) 2s-21-31. oarc: tg45-2} 51.62.12.
, E.mail: rusrapiqnicrobe,ru Cair: microbe.rospotrebnadzor.ru'
oKnCI 01890109. OrpH 1026403670.112, t4l.il.t I Knn'0452024470 I 645?01001

J;iirli: Itjf?

Ha

Pyxonog*rrerurM opraxr{3 au}ifi

ysgAoMJrEHlrE
o6 nrmeneHnH HaHMeHoBaHHfl

Hactoxlqr{M nr{cbMoM yBsAoMJrreM Bac o roM, rrro B coorBercrgHli c npaxa3ov Oe-

&epanbHofi clyx6al no HaA3opy B c$epe 3aulHTEr npae no'rpe6r{rerrefi s 6xaronoJryqgt
qeJroBeKa or 23.06.3022 roAa }lb 353 Oelepa.rrtHoe KaseHHoe yqpex(AeHHe 3,qpaBooxpa_

HeHHr <Pocclrficrufi Hayqno-I4ccne.qorarenbcr(lrfi nporuBor{yMxbrfi HHcrHTyr <<Mnxpo6>

Qegepanlnofi cJtyx6s no HaA3opy B crlepe sarqr{Tbr npaB norpe6r{rerefi H 6naronoryrx4e

{eJroBoKa IIepeHMeHoBaHO r segepaJrbHos Ka3eHHoe yqpe]KAeHHe HAyr{H (poccr{fictrufi

HayqHCI-HccJlsAoBargJrbcKHfi upornBorrymrrbrr-r r{HcrnTyr (<MHKpo6D Oegepananofi

cflylK6bt rlo HaA3opy B cSepe 3aurnrbr trpaB norpeduTenefi u d.naronoflyquq qeflone-

rca. Coxpsureunos HsHMeHoBsrrHe: (rKyH Poccufiercnfi npornnsqymusrfi Hncru'ryr
<Munpo6> PocnoTpe6naAsopa.

(Fegepanluoe KaseHnoe yqpexAenne HayKH <<Poccuficxnfi Hayqgo-

HscJleAoBa?erbcxfifi rIporI{BoqyMI{lIS HHcruryr <EMr.rxpo6> OeaepanbgCIfi clyx6rr no

HaA3opy n c$epe 3aIrtrHTbI npas norpe6r4TeJrefi H 6raronoxyr{Hx qeJrogeKa f,BJrrercr npa*

BonpeeMHLIKoM (Fegepal6goro Ka3eHHoro yqpe)KAeggfl 3ApaBooxpaHegHx (Poecsficxprfi

HayrIHo-HccJIeAoBaTenbcKHfi npornBoqyuuufi Hr{cruTyr <MNrpo6>> Segepa.rrrxofi crry}K-

6al no Ha.q3opy r c$epe 3aIqIaTbI npaB norpe6nrenefi u 6raronoJryqnx r{eroBeKa.



Coornmmrytolllne HSMeHeHI,rf; 6rtnu 3aperuurprdponaubr Mexpaftounoft HHcneKrlH

efi qpexepafibHqfi Hesorossfi cnyx6r*'Ns22'no Caparcwxofi s6rnc1s. CrngercnbcrBo (

saflltQu, rc.arsspruatoE{eM &nr{r urri*r"" ,*r* B EI.PH Ng 222640a320200 o.

30"06.20?2r. j:

F an$o ncrc,ne peKBH3HTbr y{p e}r.qo}rnfl ooruJr Hcb 6 es Hsnden exnfi .

Haqusas c 01.0fi.2022 ron* ----- - ra npu'oQopMneHI{I,r Bcex maremurx, $uuaucoBbrx ,
HHbIX AoI(yMelIToB' cBtSAHHhS( c HononHSHHeM rocyAapcTBerrublx KOHTpaKToB, AoroBo.
poB npocnu Bac **"** r{oroe r{anMeuoBarrue.

Rupexrop Hrrsraryra Er$.I{yrrrper
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