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Ha anroperpepar ,nwcceprnum1 

Cuaeryôosoä Mapua Banepsesnu «Ilony-reuae cpapMaUeBTHYeCKH 3HaYHMblX rJlHKOnpoTeHHOB 

B K,1eTKax 51HYHHKa KHTaHCKOfO XOMHYKa», 

npenCTaBJleHHOH Ha COHCKaHHe yYeHOH CTeneHH KaH,LlHJWTa 6HOJ10fl1YeCKHX nayx 

no cneuHaJlbHOCT51,\II 1.5.4. 5HOXHMfüI. 1.5.6. 5HOTeXHOJ10fl151 

MeTO,LlOJ10fl151 H ,LlH3aÌ1H 6110TeXHOJ10fl1YeCKOH pa3pa60TKH TT0JlHOCTblO C0OTBeTCTBYIOT 

,neÌ1CTB)'lOlllHM Tpe6osaHH51M TTpaBHJl nposeneaax HCCJle,nosaHHH 6HOJ10fHYeCKHX 

neKapCTBeHHbIX cpeztcrs Espa3HÌ1CKoro 3KOHOMHYecKoro cotosa, yraepacztenaux Peureaaexr 
Cosera E3K OT 03.11.2016 NQ 89, npezrsaanxevsrx K 611oaHanornYHhIM (611ono.,106HhIM) 

nexapcraeansra npenaparav, 'ITO zrenaer znrcceprauaoanyto paôory MapHH Banepseaau 
C1rnery60BOH ueHHOH KaK e npaKTHYeCKOH, TaK He cpytt,na:vieHTaJlbHOH TOYKH apenas. 

e 6HOXHMH'IeCKOH TOYKH apenas, paôora sneIJaTJ15leT pa3H006pa3HeM H r,1y6HHOH 

aHa1113a (pH3HKO-XH:'vtHlJeCKHX H 611011ornqecKHX CBOHCTB nony-reunsrx WTaMMOB-npo.nyueHTOB 

11 cexperapyexsrx HMH rJlHKOnpoTeHHOB. ABTOpOM yôemrrensuo TTOKa3aHO, 'ITO KaYeCTBO 

npozryxra KpHrnIJeCKH 3aBHCHT OT asrôopa po,nHTeJlbCKOH cy6J1HHHH CHO: npodia.n, 

N-rnHK03111111posaHHH Xf q, ncnyxeaaoro B xnencax CHO S, OKa3MCH 3HaIJHTeJlhHO 6J111)Ke K 

rnHKaHOBOMY npoqiarno oparaaansnoro npenapara, IJeM npoztyxr JlHHIDI CHO DG44. 

Ilony-reausrä pesynsrar HMeeT He TOJlhKO TeXHOJlOrHIJeCKOe anaseaae, HO H aarparnaaer 

cpytt,na.MeHTaJlhHhIH 6HOXHMHlJeCKHH sonpoc o TOM, KaK reHOTHTI KJleTKH-X03.SUiHa onpeztenxer 

CTp)'KTYPY H penepryap fJlHKaHOB cexperapyestoro ôernca. 11cnoJlb30BaHHbIM apcenan 

opTOfOHaJlbHbIX aHaJlHTH'IeCKHX MeTO,LlOB, BKJllO'IaIOillHH 83)1{X-aHMH3 orurenneuasrx N­ 

fJlHKaHOB C pacIJëTOM Z-HH,LleKca, MeTO,Ll H303JleKTpH'IeCKOro <pOK)'CHpOBaHH51 B 

HMM06HJ1H30BaHHOM rpaziaeare pH, nerrnuuroe KapTHpOBaHHe e Macc-cneKTpOMeTpH'IeCKHM 

zterexraposanaea - 51BJUleTC51 )l0Ka3aTeJlbHhIM ztns noztoônoro pena HCCJle,n:osaHHH H TTOJlHOCTblO 

COOTBeTCTByeT conpexeansm peryJUITOpHbIM Tpe6osaHH5IM. 

flpHHUHTIHaJlhHO Ba)l(HbIM C TO'IKH 3peHH51 KaIJeCTBa nponyxra npeztcraanaerca 

BhITIOJ1HeHHhIÌ1 asropov aaanas MexaHH3Ma KosaneHTHOH ,n:HMep1nauHH RBD-,n:oMeHa S-6enKa 

SARS-Co V-2. Ilponeaoncrpaposaua CBH3h Me)K,ny HaJ1H1rneM nerrapaoro ocrarxa UHCTeHHa s 

TIOJIO)KeHHH 538 H CKJIOHHOCTblO 6eJIKa K cpopMHpOBaHHIO HeKoppeKTHhIX Me)KMOJieKynHpHbIX 

)lHC)'Jlh(pHJlHhIX MOCTHKOB - 3TO KJiaCCHIJeCKHH npavep Toro, KaK TIOHHMaHHe 6HOXHMHH öenxa 

TI03BOJUieT uenenanpasnenno ynynuurts KaIJeCTBO nponyxra, CHH3HB nomo npaneceä e 31 % no 
6%. 

Ba)l(HblM C perynaropaoä TOYKH apenas 51BJUleTC51 nposenëaaoe aBTOpOM HCCJie,n:oBaHHe 

KOHTaMHHaUHH npoztyxra OCTaTOlJHhIMH KaMeJIH)lHhIMH MHHH-aHTHTeJiaMH. KoJ1HlJeCTBeHHa51 

oueaxa HX coztepacaaaa Ha yposue e,n:HHHU ppm B 3JUOaTe acpcpHHHOH KOJIOHKH H Ha yposne 

100 -130 ppb s fOTOBOH cy6cTaHUHH .neMOHCTpHpyeT 3cpcpeKTHBHOCTh OlJHCTKH H naër OCHOBaHHe 

.Llllil o6ocHOBaHIUI YHCJieHHhIX 3HaYeHHH ztonycrarasrx npenenos (HOpM) ccnepacanas 

TeXHOJlOfHlJeCKHX npaveceä B cneuadnucauaa. Aaanoraxnoro BHHMaHfül 3aCJI)')KHBaeT H 

KOHTPOJih OCTaTOlJHblX 6eJIKOB urrasora-nponyuenra H OCTaTO'IHOH .D:HK. 

Crn6HJlhHOCTh H BOCTipOH3B0)lHMOCTh nporpana xasecraa cy6cTaHUHH p<l>CfY, 

TIOKa3aHHa51 aBTOpOM zrns 1 O npOMbIIIIJieHHhlX cepnñ, COOTBeTCTByeT TeKyIIIHM peryJIHTOpHbIM 

Tpe6oBaHH51M EA3C npa ouemce nOCTOHHCTBa npouecca npOH3BO)lCTBa B pavxax 3KCnepTH3hl 
xanecrna 6HOTeXHOJIOfHIJeCKHX npenaparos Jlllil ueneä perHCTpar.1;1111. 



C1e,1yeT o rvenrn, npaBH.1bH0CTb BbI6paHHOro asropov .1eKapCTBeHH0ro npenapara 
Os1npe.1b'Ê B xa-recrae npenapara cpaaaeuas (peòepenruoro) npa oueuxe conoCTat:rnYtü<.:TH H 

paxncax oueuxn 6r1ono,106H51. 

Aaropetpepar CTPYKTYPHP0BaH 11 11.l.1!0CTpHpoBaH, o6ecne4JŒaeTC51 npoc.1e)K¡,,rnae~1ocTb 

cpapMaueBTH4eCKOH pa1pa60TKH OT nony-teuas reHeTH4eCKOH K0HCTPYKU11H }10 

MacwTa611poBaHH51 11 BHenpeHH51 6110TeXH0.10rH4eCKOH pa3pa60TKH B np0MbIW.1eHHbití npouecc 

np0H3B0}lCTBa. Atta'1113 aeroperpepara nonraepzcnaer C00TBeTCTBl1e nacceprauaonnoj; paôort.i 
«Flo.iyueune cpapMaueBTHY:eCKH 3Ha4HMbIX íJTHK0rrpoTeHH0B B xnerxax 51114HHKa KliTaHCKOro 

X0M514Ka» acev rpeôoeanaaa nrr. 9-14 «IToJTo)KeHH51 o nopxmce rrp11cy)Knemu1 yxensrx 
crerreaeñ» (Ilocranonneaae Ilpamrrenscraa P<t> OT 24.09.2013 N 842 B netícrnyIOweti 

penaxiuor). a eë asrop, Cnneryôona Map1151 Banepsesna, 3acJTy)K11BaeT rrpacyacneuns y,-i:ettoti 
CTeneHH KaH}lH}laTa 6110.1orn:4ecKHX nayx TIO crreUHaJTbH0CT51M 1.5.4. bl10XHM1151, 1.5.6. 
Eaorexno.tornx. 

51, Kpe4eTOB Anztpeä Oneroaas, nato cornacae na paasreureaae M0MX nepcouansnsrx 
naHHhIX Ha ocpHUMaJThHOM caäre <t> HU Eaorexnonorna P AH 11 B <t>e.nepanhttow 

HHcpüpMaUHOHHOH CMCTeMe rocynapcrseaaoä nay-moñ aTieCTaUHM, BKJTIOY:ett11e MX B 

aTTeCTaUM0HH0e neno C0HCKaTeJI51 H nansneäuryro o6pa60TKy. 
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