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OT3bIB 

senyntea opraHH3aIJ;HH na ,n;HccepTaIJ;HOHHylO pafiory 

rony6HIJ;KOrO Tparopaa BOpHCOBHtIa «Xpoaarorpadnorecsaa aHMH3 MHoro-

KOMnOHeHTHbIX nonmpYHKIJ;HOHMbHbIX neKapCTBeHHbIXrrpenaparos », rrpezt

crasneanyro na COHCKaHHe yqeHOM. CTeneHHzioxropa XHMHqeCKHX nayx, no CneIJ;H

allbHOCTH 02.00.02 - aaanarasecxas XHMIDI. 

Pa3pa60TKa HOBbIX H coaepureacrsosaaae cymecrayromax MeTo,n;HK XHMHqe

cxoro aHMH3a CnO)KHbIX nexapcrseaasrx npenaparon OTHOCHTCH K Ba)KHeHIIlliM sa

,n;aqaM cOBpeMeHHOM. aHallHTHqeCKOH XHMHH. rnaBeHcTByroIQYIO pons B aHMH3e ne

KapCTBeHHbIX <pOPM nrpaer BbICOK03Q><peKTHBH~ )KH,n;KOCTH~ xpouarorpadms 

(B3)l{X), noasonaroutax nonysars HHQ>opMaIJ;HIO 0 conepzcaaaa npaKTHqeCKH rno

6bIX 6HOnOrHqeCKH aKTHBHbIX setnecra (BAB) B COCTaBe cansrx CnO)KHbIX nexapcr

BeHHbIX rrpenaparos. O,n;HaKO B 60nbmHHCTBe crry-raes xpouarorparpasecxoe onpe

nenenae BAB paanmaoa npapozrsr (rH,n;p0Q>HnbHbIX H rH,ll;poQ>o6HbIX) ocymecrsna

eTCjJ paanensno C acnoxssoaaaaex paannxasrx B3)l{X CHCTeM H ornensasrx MeTO

,ll;HK aaanasa, )l;oBonbHO OCTPO ourymaercs nOTpe6HOCTb B YHHBepCallbHbIX O,n;HO

CTa,n;HHHbIX MeTo,n;HKax onpezreneaaa BAB, ofinaaaronrax pa3nHqHbIMH CBOHCTBaMH, 

r.e. B pemenaa npofinesrsr sreroztmecxoro 06eCneqeHH5I KOHTPon5I neKapCTBeHHbIX 

npenaparos cymecrsyer Heo6xo,n;HMOCTb yHHQ>HKaIJ;HH rronxonos K paspariorxe Me

TO,ll;HK HX aaanasa MeTO,ll;OM B3)l{X. Ilosrosry aKTYallbHOCTb TeMbI ,n;HccepTaIJ;HOH

HOM. pa60TbI rony6HIJ;KOrO r.B., aanpaaneaaoii aa pemeane 3TOM. npo6neMbI If no

CB5I:r.u;eHHoH paspafiorxe HOBbIX H ycoBepmeHCTBOBaHHIO H3BeCTHbIX cnocofios XH
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MM"tJeCKoro aHaJIM3a <papMaI(eBTM"tJeCKMX npenaparos M MerpOJIOrM"tJeCKoMy o6ecrre

"tJeHMIO pa3pa60TaHHhIX MeTo,n;MK He BhI3hIBaeT COMHeHHiL 

Paccaarpaaaeaas ,n;HccepTaI(MOHHax pafiora COCTOHT H3 cesra rJIaB, BBe,n;eHHX, 

BhIBO,n;OB H cnacxa mrreparypsr (508 HaMMeHoBaHHH). MaTepHaJIhI naccepramra 

orry6JIHKOBaHhI B 36 naysnsrx CTaThXX, xoropsre B rrOJIHOH Mepe orpaxaror coztep

)l(aHHe ,n;HccepTaI(MOHHOH pa60ThI H ee aaropediepara. 

Haysaas HOBH3Ha o6cy)l(,n;aeMoH pa60ThI COCTOHT B 06ocHoBaHMH npemry

utecrn rpazraearnoro 3JIIOHpOBaHHX rro cpaBHeHHIO C H30KpaTMecKMM IIpH yCJIOBHH 

rrpHMeHeHHx cOBpeMeHHoro cepHHHo BMrrycKaeMoro o60py,n;OBaHMX He TOJIhKO C 

TO"tJKM 3peHAA COKparu;eHAA rrpo,n;OJI)I(HTeJIhHOCTH xpoaarorpadnrsecxoro aHaJIH3a, HO 

M rrOBhIllIeHHX rrpeI(H3HOHHOCTH (rrOBTopxeMOCTH) pe3YJIhTaTOB aHaJIH3a. ITo cyme

CTBy B paoore HaUIJIO pa3BHTHe HOBoe rrepcnexranaoe aanpasneaae B xposrarorpa

<pH"tJecKoM aHaJIM3e - o,n;HocTa,n;HHHhIM KOnHQeCTBeHHhIM aHaJIH3 MHorOKOMrrOHeHT

HhIX rrOJIH<PYHKI(HOHaJIhHhIX JIeKapCTBeHHhlx nperraparos. B pafiore sxcnepaxea

TaJIhHO AOKa3aHa B03MO:>KHOCTh 6Mcrporo oztaocranailaoro onpeneneaaa KaK ran

pO<p06HhIX, TaK H rartpodiansnsrx aHaJIMTOB C Pa3JIH"tJHhIMH KHCJIOTHO-OCHOBHhIMH 

CBoHcTBaMH sa C"tJeT HarrpaBJIeHHOrO peryrrapoaanaa COCTaBa 3JIIOeHTa. BJIRXHHe 

COJIeBhIX ztofianox (B "tJacTHocTM, ztarazrpotpocdiara KaJIHX) B 3JIIOeHThI na napaxerpsr 

yztepacaaaaaa OCHOBHhIX OpraHH"tJeCKMX coenaaenaa B oopamcao-oaaosoa B3:>KX 

6hIJIO H3BeCTHO H panee. Onaaxo asropy npananneaorr cacreaarasecxoe H3Y"tJeHHe 

.M xapaxrepnaauaa sroro 3<p<peKTa. Pe3YJIhTaThI 3THX HCCJIe,n;oBaHHH rr03BOJIHJIH BhI-

XBHTh npHHI(HnMaJIhHOe pa3JIMMe B CBoMcTBa ofipameao-oaaoasrx KonOHOK 'rana 

Nova Pak C18 H Symmetry C18, rrpoaanatouraecs B Pa3JIH"tJHhIX saaxax 3aBHCHMO

CTeH ~lnk/~C. 113 sroro <paKTa CJIe.n:yIOT ABa Ba:>KHhIX ssrsona, Bo-nepaax, TaKYIO 

3aBHCHMOCTh MO)I(HO paccxarpasan, KaK xapaxrepncraxy OCTaTO"tJHOH CIIJIaHOJIhHOH 

aKTHBHOCTH (HJIH rH,n;po<po6HOCTII) MO,n;H<pHI(HpOBaHHhIX cop6eHTOB B B3)l(X, KOTO

pax MO)I(eT HCrrOJIh30BaThCX KaK crroco6 ee onpenenenas, Ha OCHOBaHHH 3THX npen

rrOCMJIOK aBTopOM rrpe,n;JIO)l(eH rrpOCTOH crroco6 orrpe,n;eJIeHHX OCTaTO"tJHOH CHJIa

HOJIhHOM aKTHBHOCTH ofipameno-diaaoasrx cop6eHTOB na OCHOBaHMH rrapaaerpos 

y,n;ep)I(HBaHAA TeCTOBhIX Beru;eCTB-OCHOBaHHH npa Pa3JIH"tJHhIX 3Ha"tJeHMXX pH. Bo
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BTOpblX, CHJIbHOe BJIHjlHHe COJIeBbIX ,n:06aBOK na napaverpsr ynepscaaanas aHaJIHTOB 

MO)KeT 6bITb peaJIH30BaHO npa crynenaarosr rpanaerrre COCTaBa 3JIIOeHTa. B03MO)K

HOCTH H npeaayrnecrsa TaKOrO sapaaara npO,n:eMOHCTpHpOBaHbI na npaxepe urec

THKOMnOHeHTHbIX npenaparos «lleHTaJIrHH ICN» H «lleHTaJIrHH H», xorna sa cser 

BapHa:U;HM KOH:u;eHTPa:U;HH KH2P0 4 yzianocs onTHMH3HpOBaTb pasneneaae nap xone

HHl4-MeTHJIaMHHOaHTHnHpHH, KO<peHH/Ko,n:eHH H aHaJIbrHHlnapa:u;eTaMOJI. 

,[qJyrHM aBTopCKHM npHeMOM, HCnOJIb30BaHHbIM ,n:JIjJ onTHMH3a:U;HH xpOMaTO

rpadmxccxoro aHaJIH3a JIeKapCTBeHHbIX rrpenaparos, jlBHJIOCb HCnOJIb30BaHHe rpa

naeara pH. 3TOT BapHaHT TaK)Ke 6blJI paaee H3BeCTeH, HO OH He HaxO,n:HJI npaxraxe

cxoro npaxeaenaa B aHaJIH3e JIeKapCTBeHHbIX rrpenaparos. TaKOM cnoco6 n03BOJIjI

er onTHMH3HpOBaTb pasneneaae OpraHHqeCKHX KHCJIOT H HX COJIeM B npHcyTcTBHH 

coenanenaa npyroji XHMHqeCKOM npaponsr, qTO nponexoncrpapoaaao aa npaxepe 

npenapara «MaKCHKOJI,n:». 

B paxxax passaaaexroro aaysnoro HanpaBJIeHHjI aBTOp He Mor 060MTH BHH

MaHHeM CTOJIb H3BeCTHYIO B aacrosuree BpeMjI np06JIeMy KaK o,n:HOCTa,n:HMHoe onpe

nenenae BO,n:O- H )KHpOpaCTBopHMbIX BHTaMHHOB, ,n:JIjI xero HaM,n:eHO OnTHMaJIbHOe 

aa ceronaaumaa ,n:eHb MeTo,n:HqeCKOe peureaae, OCHOBaHHoe aa HCnOJIb30BaHHH MO

HOJIHTHbIX ofipameao-qrasoasrx CHJIHKareJIeBbIX KOJIOHOK rana Chromolith B )KeCT

KOM pe)KHMe rpanaearaoro 3JIIOHpOBaHHjI. B pe3YJIbTaTe sa spens nopanxa 10 MH

HYT ynaerca paaztenars coezmaeaaa, pesxo pa3JIHqaIOm;HeCjI no rH,n:poepo6HOCTH: OT 

aCKop6HHOBOM KHCJIOTbI no anerara cc-roxorpepona H naJIbMHTaTa peTHHOJIa. 

HayqHYIO H TeXHHqecKYIO HOBH3HY npe,n:JIO)KeHHbIX anroposr MeTo,n:lfqeCKHX 

peureanti ,n:JIjI aHaJIH3a CJIO)KHbIX JIeKapCTBeHHblx npenaparos nozrraepxnaior 7 na

TeHTOB P<I> aa H306peTeHHjI. 

BbICOKYIO npaxrasecxyro 3HaqHMOCTb o6cy)K,n:aeMoM pa60TbI onpenenaror 

paspafioraaasre asropox MHOrOqHCJIeHHble oparaaam.aue MeTo,n:HKH aHaJIH3a epap

Ma:u;eBTHqeCKHX npenaparos, 12 H3 KOTOpbIX yace saenpeasr B OAO «<I>apMcTaH

napr-Jlexcpezrcrsa» (r. KypCK) B <popMe <l>apMaKoneMHblx CTaTeM npennpaaraa. 
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,[(OCTOBepHOCTb IIOJIyqeHHbIx aBTOpOM pe3YJIbTaTOB IIO,n:TBep)l(,n:aeTCH aapxny 

C MCilOJIb30BaHMeM COBpeMeHHbIX aaaexasrx MeTO,n:OB aHaJIM3a M MCCJIe,n:OBaHMH MX 

llIMpOKOH IIpaKTMqeCKOH aIIpo6aU;MeH. Bee npoaexyro-msre M 3aI<JIIOqMTeJIbHbIe BbI

BO,n:bI ,n:MCCepTaU;MOHHOH pa60TbI CTpOrO apryverrrapoaansr 11 nozrrnepxcieaa 3KC

IIepMMeHTaJIbHbIMM pe3yJIbTaTaMM, aarepnperauaa KOTOpbIX He BbI3bIBaeT COMHeHMH 

M 3aMeqaHMH. Pa60Ta HaIIMCaHa HCHbIM HayqHbIM H3bIKOM M JIOr~eCKM CTPyKTypM

posaaa, 

Hecvorpa aa ofintee rrOJIO)l(MTeJIbHOe nneuarneaae OT paCCMOTpeHHOH ,n:I1C

cepTaIJ;MM, neofixomrao OTMeTMTb ee OT,n:eJIbHbIe nenosersr. 

1. TIo CYTM HaH,n:eHHbIX asropon nay-raux pememra HeJIb3H He o6pa

TMTb BHMMaHMe na TO, qTO ,n:JIH <pOpMMpOBaHMH 60JIee 06ocHoBaHHbIx npencraane

HMM 0 B03MO)J{HOCUIX rpanaeara pH MO)J{eT norpefioaarsca 60JIee nonpofiaaa xa

paxrepacraxa Me)J{JIa6opaTopHoH BOCIIpOM3BO,n:HMOCTH. Kposre Toro, He COBceM 

HCHO, He IIpHBO,n:HT JIH rrOCTOHHHbIe BapHaU;HH pH K 60JIee 6bICTpOMy «CTapeHMlO» 

xpotaarorparpaaecxax KOJIOHOK B o6pameHo-<paJoBOH B3)KX. 

,[(pyrHe 3aMeqaHHH npeasryntecraeaao KacalOTCH MeTpOJIOrHqeCKI1X acnex

TOB pa60TbI H <pOPMbI npezrcraaneaaa pe3YJIbTaToB: 

2.	 ,[(eHCTB)'lOmHe aopuaraansre ,n:0KYMeHTbI, B QaCTHOCTI1 rOCT P 

MCO 5725-4-2002 pexoneaztyer nposeneaae Me)l(JIa6opaTopHbIX sxcnepaaearos 

,n:JIH oIIpe,n:eJIeHIDI cHcTeMaTMQeCKOH norpeuraocra paspafioraaaoa MeTo,n:MKM. B 

paccuarpasaeaon )l(e pafiore ,n:JIH Ou;eHKM IIpaBHJIbHOCTH MeTo,n:MKH I1CrrOJIb30Ba

JIHCb KpHTepHH, xoropsre He npenycaarpasaror IIpOBe,n:eHIDI Me)J{JIa6opaTopHbIX 

3KCIIepHMeHTOB H He HMeIDT HCHO Bblpa)l(eHHOrO CTaTHCTMQeCKOrO 060CHOBaHIDI. 

TI03TOMY asropy CJIe,n:OBaJIO 6bI rrOHCHHTb CTaTHCTHQeCKMH CMbICJI BeJI~HH, BXO

,n:HIIJ:MX B <pOpMyJIbI ,n:JIH ouemca rrpaBHJIbHOCTM MeTo,n:HKH, H rrpOBeCTM 060CHOBa

HHe 3TMX <pOpMyJI. 

3.	 TIpMXO,n:MTCH OTMeTMTb «npacrpacrae» anropa K Heo6oCHOBaHHoMy 

3aBbIrneHHID QHCJIa 3HaQamMX U;M<PP B pesynsrarax. Hanpaaep, 3HaQeHHH K03$

<pHU;MeHTa «c» B Ta6JI. 1 aaropetpepara H cooTBeTcTB)'IOmeH Ta6JI. 4 na CTp. 91 
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,lI.HCCepTaU;HH COBeprneHHO aenenecoofipasno YKa3bIBaTb CTOqHOCTblO ,lI.O TPeTbeH 

saaaaureti U;HcPPbI nocne 3aruITOH, rorna KaK HX norpenraocra ,lI.OCTHraIOT He

CKOnbKHX e,lI.HHHU;. AHanOrHqHO, BO BCeX rafinanax, B KOTOpbIX npencranneasr pe

synsrarsr MeTpOnOrMeCKOH XapaKTepHCTHKH MeTO,lI.HK KOnHqeCTBeHHoro aaanasa 

neKapCTBeHHbIX npenaparon, MO)KHO COKpaTHTb qHCnO aaaxanrax U;HcPP B anaxe

HHXX cmax, ~er, ermax H ztpyrax. 

4.	 Haxoaen, HOMepa nareparypnux CCbInOK B ,lI.HCCepTaU;HoHHoH pa6o

re pacrronoxceau He B rropamce HX yrroMHHaHHX, KaK 3TO rpefiyerca rro npaaanasr 

BAK, a B ancPaBHTHOM nopamce nepssrx aBTopOB. TeM caMbIM ,lI.HCCepTaHT 3HaqH

rensao ofineraan ce6e pafiory aan pyxomrcsro B yntepf y,lI.06CTBy xararenea. 

YKa3aHHbIe 3aMeqaHHX cymecraeaao He ynanaror BbICOKOH HayqHoH 3HaqH

MOCTH paCCMaTPHBaeMOH pa60TbI. 

B uenosr, ,lI.HCCepTaU;HOHHax pafiora I'onyfiamcoro r.E. XBAAeTCX aay-rao

KBanmlmKaU;HoHHoH pa60TOH, B KOTOpOH na OCHOBaHHH BbIIlonHeHHbIX asroposr HC

Cne,lI.OBaHHH pemeaa xpynnaa nay-maa rrpofineva, HMelOmax Ba)KHOe X03XHCTBeHHoe 

snaxenae ,lI.nX pa3BHTHX cPapMaKorreH P<I>. Peaynsrarsr H BbIBO,lI.bI pa60TbI MOryT 

6bITb peKOMeH,lI.OBaHbI K Hcrronb30BaHHIO B xasecrae COCTaBHbIX qaCTeH HOBbIX 

cPapMaKorreHHbIX CTaTeH, CO,lI.ep)KamHX nepe-reas noxasarenea H MeTO,lI.OB KOHTPOJIX 

xaxecraa JIeKapCTBeHHbIX Cpe,lI.CTB. BbIXBJIeHHbIe B pafiore 3aKOHOMepHOCTH MOryT 

6bITb TaK)Ke acnonssosaasr ,lI.AA BKJIlOqeHHX B xypcsr aHanHTHqeCKOH XHMHH cPapMa

u;eBTMecKHX asrcunrx yqe6HbIx 3aBe,lI.eHHH H B xypcsr xpoxarorparpasecxax MeTO

,lI.OB ananasa KJIaCCHqeCKHX yHHBepcHTeTOB. 

~HccepTaU;HOHHax pa60Ta [ony6HU;Koro rpHrOpHX EopHcoBHqa «)(pOMaTO

rpacPHqeCKHH aaanas MHorOKOMrrOHeHTHbIX rrOJIHcPYHKU;HoHanbHbIX nexapcrsea

HbIX npenaparos » orne-raer TPe60BaHHXM, rrpe,lI.1>XBnXeMbIM K ,lI.OKTOpCKHM ,lI.HCCep

TaU;HXM B COOTBeTCTBHH C rr.8 <<lloJIo)KeHHX 0 npacyaoieaaa yxeasrx crerreaeti» 

BAK P<I>, a ee asrop aacnyacasaer npacyactenaa yqeHoH crenena ztoxropa XHMHqe

CKHX aayx rro cnenaansnocra 02.00.02 - aHanHTHqeCKaX XHMHX. 
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OT3bIB rrO,nrOTOBJIeH COTpy,nHHKaMH Ka<}le,npbI aHaJIHTHqeCKOH XIIMHH XHMH

qeCKOrO q>aKynbTeTa CII6ry - saaenyrouraa Ka<}le,npOH, ,nOKTOpOM XHMIIqeCKHX Ha

)'K, npodieccoposr neOHH,nOM HHKoJIaeBHqeM MOCKBHHbIM M ,nOKTOpOM XHMMqeCKHX 

aayx, rrpooeccopox Oneroxr Bacanseaaxea PO,nHHKOBbIM. 

OT3bIB paCCMOTPeH M o6cy)K,neH aa saceztanaa Ka<}le,npbI aHaJIMTIIqeCKOH XH

MHH XHMHqeCKOrO <}laKyJIbTeTa Camcr-Ilereptiyprcxoro rocynapcrneanoro ynasep

CIITeTa 10 mOHR 2011 r, (IIpoTOKOJI NQ 15). 

3aBe.nymID;HH Ka<}le,npoH 

aHaJIHTHqeCKOH XHMHH CII6ry, 

,n.X.H., nporpeccop Jl.H. MOCKBHH 

.I'1f~ I{ JI. ~~~ 
(~rlt-l) ~~~~~ 


