
HA

OT3bIB

aBTOpeoepaT AHCCepTaurroHHofi pa6oTbl vcruurruronofi o'nsru

EopucoaHbr Ha 'reMy: <<ConepuIeIIc'I'BoBaIllle MeToAoJloI'HI'l oUeltrcu Qltruro-

xr{MIrqeCKI{X nOrarale.nefr Kaqec'rBa 6uOlOrUqeCKI{x fleKapCTBeIIHbIx

1tperrapaToB>>, rlpe/IcTaB.neuuoii lla coHcKarlHe yvenoii cTerleHU /loK'I'opa

$uo.noruqecKgx HayK 11o c11clluaJlbgoc1u l '5'6' 6uorexuOJlot'[s

(6uo.noruqecKHe rraYru)

ELrororH.{ecKuc JreKapc'rBe rrrrbre IrpeIIapa'tbt (r'eparrenTHqecKHe 6elrn,

BaKUI4Hbt ttoCJleAHerO ttOrcoleuux) - uau6olee [epcneKTuBHble v HHT9HCUBHo

pa3BI4Barorr16ect npenapaTbl Ha $apuaqenT[r{ecKoM pLIHKe' 06ecne'{eHlae

eS$ertunHOCTI4 kr 6e:OnaCHOCTH I4x KJII'IHHLIeCKOTO IIpHMeHeHI4'l flBLelCq

cnoxHoli 14 MHoro$aKropHoii IIpo6JIeMoi'i, pelttet{He Kol'opofi HeBo3MoxHo 6e3

BHeApeHr4fl B 6r4OTeXHOJrOfr4qecKoe npoI43BOltCTBO HOBblx BblcoKoTexHoJlofht{llblx

MeToAoB 14 aK'Iyan V3aL\k1V CyulecT'Byroulnx perynflTopl-lblx Tpe6oBaHuit rc oUeHKe

KaqecTBa neKapCTlleHIILIx cpeAcl'B'

YqHtbtsas BbIIUe143JIoXetlllOe, A14CCep1aUHOI{rlas pa6OTa VCTuHHnKOBOfi

o.8., nocBf uler{Ha, coBeputeHCTBOBaI{Hto 3KCilepTH3bl Kaqec'IBa 'fepaneBTI'IqecKHx

6errcos V BaKIInH, o6ycnonneHHoMy rapMol{l43a:q;zrefi rpe6onaurafi K oUeHKe

Quauxo-xr,rMr4r{ecKprx rroKa3areJrefi c MexAyHapoAHbIMH, pa3pa6orrofi

yHr4Or,rrU4poBaHHbIx rpe6oBaHl4fi K arTecraUulI CO An' IIoArBepxAeHI4fl

1o/lJI14rII.tocTH C'l'pyKTypbl pe KoM6HIIaH'tHLIx 6elxotl tA urI/tHlll4ltyaJlLI'lblx

rrporpaMM hx aT'rec'l'aLlHH, pa3pa6o'rKofi MC'to/(HK /I'JLI IIoA'rllepx^eH14f

ITOAJIUHT{oc'II4 peKoM6HIraH'rllblx 6elrcOn vI KOJII{qeCTBeIIHOfr OUeHKLI

BcnoMoI.al.eJI I,H I.,Ix BeIuecTI}, or{ctl b aK.IyaJI bHa H C BoeBpeMeH rla.

Pe lylrr.ar.r,r HCCJTCIIOB AHVfl IlOJlyrlcHLl IIpH IlbllIoJIHeHHH IIfl',IH

rocyAapcrBeHr{F,rx 3aI\aHVi4 ol."Ey (l III3CMI b Mr'[l:71paea Poccuu c

Hc[oJIb3oBaHI4eM ceprHouU[poBaHHoro, oTKanI'I6poBaHHol'o o6opyAona]Hl/lt4 vr

BblCoKOTexHOJIofI4tIHbIx MeToAOB. floxa:asa BOCnpoH3BOAI4MoCTs pe3ynbTaTOB

r4ccneAoBaHlrt. crarucrut{ecKue McToAbl o6pa6orrcr'r AaHHbIX COOTBeTCTByTT

[oc'taBJl eHHblM 3aAaqaM.



HayuHar HoBI{3Ha flBJlflerct HecoruueHuofi,

uerrtpex [areHroB ua nso6pereHrae PO

Bnepnrte parpa6orau 14 BIIeApell B npaK'I'l4Ky

3Kc[epTI43bIanropHTMoIteIIKHIIol'UIHIIHoc.I.HcTpyK'rypbl

noATBepx/leHa Perucrpartuefi

0aPn,tartelyru'{ecrcoil

pcron,t6u r{aH'tIIF,lx

6erxon (uernoHr,rrronoii n 6e:Hac'rHotlt4tloBofr $opu pvl4oll anr'sa-2b, pul4oll

6era-lb r.r P<DCK VIla):

- pa:pa6oTarrF,r .H r.apMorrH3HpoBatlbl c Mex/lyHapoAllblMIa rpe6onaHVfl K

oqeHKe IoAJII4HHOCTH 14 qLICTOTbI;

- paepa6oraHbl rporpaMMbl arrecr a;q;,1^kt CO noArBepxAeHhfl IIoAnuHHocrI4

cTpyKTypbr MoneKyn yKa3aHHbrx 6elxon, B COOTBeTCTBrII'I C KOTOpT'jIMH

arrecroBaHsr @CO ra CO rpeAlrpul'tl4'{;

- cTaHAapTH30BaHI,t ycnoBhq I]olt.tBepxAelIH' IIoAJI14HHocTh nepRu.rrlofi

crpyKrypsr pul'IOII anssa-2b r'r pu7q1[{ 6era-lb;

-An, ouer{KH rro/lJrHr{rroc'rH cl'pyKT'ypbr p'rl4<DI I 6e'ra- I b pa:pa6oraHa

Mero/IHKa Ha ocHoBe MeTo/la 11eil1'HAHOI'O KapTHpOBaHH' C t]3XX-pa3AeneHHeM

rr poAy Klo n Qep rure r rra'rH Brl o I'o rHApoJl 143a'

Blepnr,le paspa6oranbI 'rpe6onauHr K OUeHKe Qra:nxo-xHM14qecKHx

noxasa.rerefi KaqecrBa Il3f-rraoaraQuuupoBaHHblx pexou6uuarlrHblx

r,rnrepQepoHoB.

Tpe6OnallplfM uayunofi IloBI43I{l-,I o'rBer{alo't pe3ynllarrr $apnaaroneilttofi

rclacCnSuKaUH14 pCrcOu6rarlaltl'l{l,lx Sarropon cBep'tblBarIHq KpoBH' a TaKxe

.rpe6onauur K OUelrKe su:raxo-xHMHt{ecKHx ttorasaTellefi Kaqec'tBa yKa3aHHblx

6erxos.

Pa:pa6o.ral-lbItIoBbIeMeT0/IHKH/IJI,IoIleIIKI,lKoJII4qecTBetIllorocoAepxallhfl

psla BCilOMOfa.reJrbrrr,rx Beruecl'B n BJII [: orrpe4eJlel'lHq aMHTIOKHCJIOT Ha ocFIoBe

B3){{X rra4poQranbHoro B3aI4MoAeitcrvun; KoII'IqecTBeHHoro orpeAeneHHfl

aroM I{O - a6 cop6 qrz o II H O I'O

o6ocnonatto

arr,Sa-2b),

2

rronl4cop6ara-80 Ha ocHoBe B3XX; MeroAI4Ka

orrpeAen eHurr r4oHo B aJ[oMr4 Hna n cop6l4po Bal-lHblx BJIft.

FIa oc rtos a1lvr pC3yJI b1'a'l'O B I tl4 CCepTatlu OI{ IIo ro H cCJl e/IO BaH 14 q

npr.rMeHeHue oco 3.2.00433 (ueTuoHnIIoBafl soprura pul4ol-l



OCO.3 .2.00456 (6eauerrzoHl4HoBa, Sopva pul'lOH atu,$a-Zb), OCO'3 '2'00447

(pulrlol{ 6era- 1b) Anq orIeHKr4 rro/trruHHoc'fl,l Mero/loM IIelll'H,)"[HoI'o

Kaprr4poB ailvfl o6pa:rtoa coorBcrclBylotlrux $apurarlcrlrnt{ccKHx cy6cTanqrail

pa3HLIx rlpoH3BO/U4TeJIe ii.

pe:y-lrrarur AHccep'rarlHorrHoil pa6ortt, rtocl]flulelrHofi aKTyarbHbIM

BOItpoCaM sKcrlep'Ia3l,l KaLIe Cl'lla OT/[eJILllF,lx rpyrlrl EJIII B qaCl'H

coBepueHc'r.BoBar{r4q A papMolrH3 a1lt4kl HopMal'HBrlblx 'rpe6oBaHHii,

cTaHAapTu3a\VV oqeHKH tIoAiII4HHocTH AeficTByroull4x BeUIecTB vl qI4cToTbI c

rrpr4MeHeHr4eM pa3pa6oraussrx noAxoAf,urux CO, cucreMaru3aul4l4 Tpe6oBaHl4fi K

pa3pa6orKe v arrecraUr4H oreqecrBeHHLIx uepBI4t{HbIx craHAapToB /lnfl

rroATBepxAeHurt clpyl('rypbr pe KoM6Httar{'tlr)lx 6clt<on, IIoBLIc Mc'ro/IHr.lecK14e

peureHu, IlJlfr OrleHKH CO/lepxar-rH, BCrrOMOral'eJlbI{bIX BeIIlecTB IIpeACT'aBJIqlo',t

Hr-{.repeC A UerrHocTh /lJIl .rlaJIl,ttefiIIIero pa3BH'rl4f IlopMaTHBIIo-peryn'TopI'lblx

Tpe6oBaHr4fi K Ka,JccrBy Jll I, rreo6xoAnMbtx /lJIr BLIIIycKa Il npaKrut(y 6e:onacnstx

H BbrcoKor$Qerc'rrantll,lx JIC.

flonyueuHr,re AaHHbre o noAxoAax K coBepuel{cTBOBaHI4lO OqeHKH KaLIeCTIIa

nc Ha ocHoBe peKoM6r.rHaHrHbrx 6e.rxos (I,I@H vr P@CK VIIa) Mofyr 6rtrl

[cnonb3oBaHbl ilnA pe111eHl4, aHaJloruqHblx [po6neM npl'I oUeHKe KaqecTBa

Apyf 14 x H aI4M e Ho B aHhi4 E JIf[.

CyulecrneHr,rbrM ac11eK'r'oM 'reopel'Ht{ccKofi 3HaLlHMoc't14 HccJlellol]a}tvfl

flBJlfle'rc, IlpoAeMottCTpHpoBaIItlafl aBl'opoM pcarH3atlHrI flporpaMM pa3pa6orxu u

a1-recrauHH co.

flpax.luuecKa, 3HaqHMoc'r'r, /tt4ccepTarlHollHoro HCCIeAoBaHll1.fl 3aKJItoLIae'rcq

B rapMorrr43 a;;2,v rropMa'l'HrlHbrx rpc6oBaHHfi K ouet{Kc $ra:raxo-xl'IMHqecKHx

rroKa3a.rejleft, .rro rro3BoJIr4T o6ecne.rurl HaAnexau-(ee KaqecrBo BJIil, a 'taKxe

eqSercruaHocrb u 6esonacHocrb Hx rrpr4MeFIeHI4q. L[enecoo6pa3Ho rIpI4MeHeI{He

pe3ynbraroB pa6orbr B Hayqrrofi pt rpaKTllqecKofi AesreJILHocrI4 (Dt'Ey

(HUSCMn> rrph no/trBepx/teHHH KaqecrBa IiJIll IIo Sra:urco-x14MHqecK14M

rrOKa3a'reJrrrM 14 rrpoBeACnHH rKcllCpl'H3l-,1 Mal'cpHanOB pcl-Hc'IpalIHOttttl,lX /locbC



JIC. Pa:pa6orallHble rpe6oeauur, MeroAI4KI4 a1a;rv3a v OCO Moryr 6stlr

HCrroJrb3oBaHbr pa3pa6oTqHKaMH 14 IIpOH3BOIIHTCJITIMH EJIn

Ilo MarepqanaM Aqccepl'aUgH Ily6JIHKoBalIa 3l HayLIHafl pa6oTa' A3

Koropbrx l8 cr.a.refi - B HayqHLIx xypFlaJlax, peKoMeHAyeMblx BAK, 5 clareii e

Apyrux v3llaflH]?lflx,4 - B Ma'I'epHaJIax KoHsepeHuHfi'

Aerope$epar osopMJreH B COO]'BC'IC'|BI4I4 c rpc6oBaHhsM14 BAK' coAepxl4't

AOCTaTOqHOe KOJII4qeC.'tBO 14JIJIrOCTpl4poBaHHOrO MaTepLIaila' B nOnHOI'i Mepe

oTpaxarculero pe3ynbTaTbl I4CCneAOBaHLIfl '

CSopuynHpoBaHHbIe aBropoM Uenb V 3ar1aLrr ltccneAoBarlnfl AocTurulyrbl

IIoJIHocTblo.FIay.rHstelloJIoxeHUg,BI,IHoCHMl-,IeHa3aIIlHTy,Mel.oltHLIecKHe

peUetIHrI t4 npaKl'l4LIeCKHe Blleltpellu fl 6a31pyt91'ctl Ha AOCTa'IoLllIoM o6r'euC

3KCrrepuMeHT€Urbrror-o Ma.r.epH€ura llJrfl rroJryqeH14s /(ocroBeprrbrx pe3ynbra'roB'

BsrnOAsr O6Ocnosallbl 14 apl'yMcIII'HpOBaIIbl, flBJlfltO'ICq JIOfHqeCKHM 3allepueHHeM

pa6orbI.

3axlrroqeune

f{uccepraur4oHHa, pa6ora VcTunHuKOBOfi olrna Bopucorur',t Ha reMy:

(coBeprueHCTBOBaHr{e MeToAoJlOrH14 OUeHKI4 snanxo-xl',IMI4rIecKI4X IIOKa3arcJIefi

KaLreCTBa 6UOlOrUqeCKI4x neKapCTBeHHbIX [pe[apaToB)), npeAcTaBJIeI{Hafl Ha

coHcKaHhe yqeHofr cTeneHI4 AOKTOpa 6uottoruqecKl4x HayK IIO CnellHaJlbtlocTH

1.5.6. - 6uo.rexrroJro|Hf (6raolo|raqecKHe lIayKH) f BJlfel'cfl 3aBcplllcllHoii llayqHo-

KBaJrr4ouKauuoHrrofi pa6o'roii H collepxHT IIoBoc pettlelrhe aK'IyaJIbHOfi Hay'-tuofr

rrpo6JleMbt - o6ecileqeuus v rIOAllepxalluq BblcoK14X CTarlAap'I'oB KaqecTBa

6uorroru.{ecKHx JreKapc.r.Be }ilil,rx rrpetlapa'roB Ily'reM coBepllteHC'I'BOBaH14fl

MeTOAOJTOTHU OUerrKH r4X sUsraxo-xHM14qecKhx noKa3aTeIeil KaqecTBa' I Io

aKTyanL,HOcTI4, HoBl43He 14 IIpaKTI4qeCKOfi 3HaqI4MoCTI4 Al4ccepTall[oHH afl pa6oTa

YcrusHHKOBOfi onr,ru Eopraconubl oTBer{aer rpe6oBaHl4flM n. 9-14 <flonoxeH[g o

rrpr4cyxAeHHr4 yqeHbrx cTeileHefi)), yTBepxAeHHOro flocrauoeJlelll4eM

llpanurelrF,crBa Poccl.rilcxoil @elepalthu Jrfl 842 or 24 cell'rfl6pfl 2013 roAa (c

H3MerreHr4flMr4 B coo.rBerc.rBuu c lloclanoeJreHr4flMH I lparlrale-rtbc'rBa Poccuficxofi

<DeAepaqra u o't' 21.04.2016 Il9 335, o'r 02'08.2016 Ne 748, or' 29'05'2017 N 650' o',r
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28.08.2017 Ne l024,or 01.10.2018lvs 1168, or 26.05.2020 Ne 751, ot 20'03'2021

Ng 426, o.r l l .09.202r Jvu1539, o'r 26.09.2022 N1690, o'r' 26.01.2023 Nl0l, o'r

t8.03.2023 N4 15,26.10.2023 N1786, or 25.01.2024 iS62, ot l6' 10'2024 Ne1382

(o BHeCeHHU r,r:ueHeHui'i r] I loloxesHe o npHCyxAeHHH yqeHblx cTeneHefr>),

rrpeA1,flBnfleMbtM K /Ir4CCep',farlHf M tIa cohcKalII4e yuerroii cTCIIerlH AOK'topa

6uoloruqecKHx HayK, a cc aBTop, Ycl'nrllIHKOBa o-rrr|a liopuconua 3acnyxHBae'f

rrpr4cyxAeHnrr yqeHofr .creneHr4 AOKTOpa 6r,ronofl4r{ecKl4x HayK IIO C[eUI4aJIbHOCTI4

I . 5. 6. - 6uorexuoJloru, (6raonorr'rqecKl4e Hayxu)'

pyxono^rarenb Hayr{Horo HanpaBireHHrr no urrarrayno6t4o'rexHoJlorI414 Oelepa"urHoro

focy/Iapc.rBcr{rrofo 6roAxcTttoro IIayLItloro yqpex/lellH' <[layvtto-

HccJleAoBareltrcxufi Htlc'l'h'I'y'r BaKIIuH V cblBopoloK HM' 14'14' MeqHurosa>

Mu uucrepcTBa HayI(H 14 BblC I uc I'o o6pa:o Bail]1^fl Poccra ff cxoii Oeltcp aWV

105064, r. Mocrsa, Marrtil Ka:ettttufi nep',5A

Tet. +l(495) 9ll-49-00
e-mail :mech. inst@mail'ru

florlop MeAHUHHcKHX HaYK' ,

xrm{;;, a/r"[) 
Mnxan';roea Hara*q ArexcaHApoBHa

IloAnrcr, Muxafinosoff Haranru AlexcaHApOBHbI 3aBepfllo

Yqenufi ceKperapb @e4epa-nrHoro rocyAapcrBeHHoro 6rcAxersoro HayLIHoro

ylrpexAeHur <Flay.{Ho-r4ccJteAoBa'reJlbcxUfi HIICTI4',TyT I}aKIIHI{ t4 cblBopoToK I4M'

lA.lA. Me,ruuxona> Murrucl.cpc'rBa uayKn H rltrtcurcl'o o6pa:oBallH,l POCCUIiCTOfi

OeAepaunra

105064, r. Mocrsa, Marstfi Ka:etttlrtfi rrep',5A

l'en. r-7(495) 9 t7 -49-00
e-mail :mech. inst@mai l.ru

-Bacu.rtr,csa Altt ta Ilu rropoatta

( I 9) rtas 2025 r.
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