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06c~eHHe BOIIpOCOB perHCYpauHH B PoCCHH H HCIIOnb30BaHHH B paMKax $e~epa.JibHOH 

rrporpaMMbl «CeMb H030nOrHH» C yqeTOM OIIbiTa IIpHMeHeHHH 6HOaHa.JIOrOB rrperrapaTOB 

HHTep$epoHa 6eTa ~ neqeHHa pacceaHHoro cKnep03a. 

Pemeuue: 

B HacToarn;ee speMa B PoccHH HaKarrmmaeTca orrbiT Hcrronb30BaHHa 6HoaHanoros 6eTa­

HHrep<i>epoHOB ~ neqeHHH rrauHeHTOB C pacceaHHbiM CKnep030M (PC). B CBH3H C 3THM 

aK'rya.JibHa pa3pafiOTKa ~OIIOnHHTenbHbiX 3aKOHO~aTenbHbiX aKTOB, pernaMeHTHpyiOrn;HX 

BOIIpOCbl perHCYpaiJ,HH H IIOCTperHCYpaiJ,HOHHOrO MOHHTOpHHra ~$eKTHBHOCTH H 

6e3onacHOCTH 6HoaHanoroB B PoccHH. YqacTHHKH cosern;aHHH OTMeqaiOT, qTo KaqecTBeHHOe 

neqeHHe fiom,moit COI{HaJibHO 3HaqHMOH rpYJillbi rrauHeHTOB B03MO)J(H0 TOnhKO IIpH 

coqeTaHHH BbiCOKOH 3$$eKTHBHOCTH, XOpoiiieH nepeHOCHMOCTH H fie30IIaCHOCTH 

H~HBH~a.JibHO IIO~OfipaHHOH TepanHH, II03BOnaiOrn;eH CHH3HTb aKTHBHOCTb 

naTonornqecKoro npol{ecca. B PoccHH HaKorrneH MHoroneTHHH OIIbiT Hcnonb30BaHHH 

OpHrHHa.JibHbiX rrpenapaTOB 3TOH rpyrrrrbi, KOTOpbiH B IJ,enOM COOTBeTCTBYeT MHpOBOMY 

OIIbJTY. 3TO II03BOAAeT HH~BH~a.JibHO IIO~fiHpaTb nauHeHry HaHfionee 3cp$eKTHBHOe, 

nepeHOCHMOe H 6e3onacHoe neqeHHe c yqeToM cooTHorneHHa nonb3bVpHcKa. Ho nepBbie 

HHHOBauHOHHhie MOneKynbi 6Ho$apMaueBTHqecKHX nperrapaTOB CO BpeMeHeM TepHIOT 

IIaTeHTHYJO 3arn;HTY H Hap~ C OpHrHHaJibHbiMH fiHonorHqecKHMH rrperrapaTaMH B 

KJIHHH'LecKOH npaKTHKe BCe IIIHpe CTa.JIH npHMeHHTbCH HX BOCllp0H3Be~eHHbie ammorH -

6HoaHanorn. HecMOYpa Ha B03MO)I(Hbie 3KOHOMHqecKHe rrpeHMyrn;ecTBa, 6HoaHanorH pe~Ko 

COIIOCTaBHMbl C OpHrHHa.JIOM ITO CBOeH 3$$eKTHBHOCTH H 6e30IIaCHOCTH, T.K. HeB03MO)I(H0 

C03~aTb ~Ba aficoniOTHO ~eHTH~biX fiaHKa KneTOK, cn~arn;HX ~AA rronyqeHHH aKTHBHOH 

MOneKynbi H B TO~OCTH IIOBTOpHTb ~nHTenbHbiH HayKOeMKHH rrpOIJ,eCC rrpOH3BO~CTBa H 

OqlfCTKH rrpenapaTa. B oTnHqHe oT ~)l(eHepHKOB, 6HoaHanorH He asnaiOTCH a6coniOTHbiM 

COOTBeTCTBHeM OpHrHHa.JibHOMY rrperrapaTy H Moryr OTnHqaTbCH ITO p~ CBOHCTB, B TOM 

qHcne $apMaKOKHHeTHKe, $apMaKO~HHaMHKe, fiHonornqecKOH aKTHBHOCTH, 

HMMYHOreHHOCTH, nepeHOCHMOCTH H T.~. Tio3TOMy B CYpaHax Esponbi H CesepHoit AMepHKH 

MH ~aHHOH rpyiiiibl rrperrapaTOB o6a3aTenbHbiM HBnaeTCH npoBe~eHHe IIIHpOKOMaCIIITa6HbiX 

cpaBHHTenbHbiX KnHHHqecKHX HCCne~OBaHHH, II03BOnaiOrn;HX cpaBHHTb 3$$eKTHBHOCTb, 

6e3onacHOCTb H nepeHOCHMOCTb npe~naraeMoro 6HoaHanora H opHrHHa.JibHOro npenapaTa. 
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B 2010 ro.zzy Ha OCHOBe ,ZJ;aHHbiX He60JibiiiOrO HCCJie,ZJ;OBaHJUI II-III <jla3bl C yqaCTHeM 36 

6oJibHblX npenapaT PoH6eTaJI (npoH3BO.JlCTBO I>noKa,.!l, PoccJ.tJl) 6bm pa3perneH K 

ucnoJib30Bamno npH PC B P<l>. B anpene 3Toro )l{e ro,ZJ;a nOJiyqHJI pa3peiiieHHe npenapaT 

feH<jlaKcoH (npoH3BO,ZJ;CTBO «lla6opaTOpH51 T10mp C.A.C.M.<l>.M.A.», ApreHTHHa) 6e1 

npOBCJl:CHHH KJIHBH-ICCKHX HCCJICJl:OB3BHH. ,lJ;aHHbiH npenapaT pa3peiiieH K npHMeHeHHIO 

npH pacce5~HHOM cKnepo3e TOJibKO B HeCKOJibKHX CTpaH IO)l{HOii AMepHKH; cpasHHTeJibHbiX 

HCCJie,ZJ;OBaHHH ero J<jl<jleKTHBHOCTH B esponeHCKHX CTpaHax He npOBO,ZJ;HJIOCb. TaK)l{e B 

asrycTe 2010 6e1 DpOBCJl:CHHH KJIHBH-ICCKHX HCCJICJl:OB3BHH 6biJI 3aperHCTpHpOBaH 

npenapaT HpaHCKOrO npOH3BO,ZJ;CTBa no,ZJ; TOprOBbiM HaHMeHOBaHHeM CHHHOBeKC. ,lJ;aHHbiH 

6HOaHaJIOr He npOXO,ZJ;HJI KJIHHHqecKHX HCnbiTaHHH He TOJibKO B PoCCHHCKOH <l>e,ZJ;epa,uHH, HO 

H B ,llpyrHx crpaHax Esporrbi HJIH AMepHKH. B PoccHH HeT oqmi{HaJibHOro rrpe.l{CTaBHTeJibCTBa 

KOMnaHHH-npoH3BO,ZJ;HTeJI51 JToro npenapaTa - CHHHafeH, MpaH. B 2010-2011 ro,ZJ;ax ,ZJ;JI5I 

neqeHH51 6oJibHbiX PC no sceii CTpaHe y)l{e CTaJIH HCnOJib30BaTbC51 npenapaTbi PoH6eTan H 

feH<jlaKcoH, npe,ZJ;OCTaBAAeMbie ,ZJ;HCTpH6biOTopaMH, BbrnrpaBIIIHMH a)'Kl.J.HOH. B HaCT05Itnee 

speM51 HMMeTC51 yrpo3a, ~o see opHrHHaJibHbie npapaTbi 6y,ZJ;yT 3aMetneHbi 6HoaHanoraMH, 

BKJIIOqM HpaHCKHH CHHHOBeKC. 

YqacTHHKH cosemaHH51 OTMeqaiOT, ~o npH npaKTHqecKoM HcnoJib30BaHHH Ha 

60JibiiiOM KOJIHqecTBe na_uHeHTOB nepeHOCHMOCTb H KJIHHHqecKM J<jl<jleKTHBHOCTb TIHX 

npenapaTOB OKa3aJiaCb OTJIHqHOH OT OpHrHHaJibHbiX npenapaTOB, OC06eHHO y TeX 60JibHbiX, 

KOTOpbie BbiHy)l{,lJ;eHHO 6biJIH npoBe,ZJ;eHbl Ha 6HOHaJiar, paHee HMe51 n03HTHBHblli OnbiT 

HCnOJib30BaHH51 opHrnHWibHbiX npenapaTOB. ToJibKO B MocKse H3-3a HeJ<jl<jleKTHBHOCTH H 

He)l(eJiaTeJibHbiX no60qffbiX peaK~HH npH 3aMeHe OpHTHHaJibHOrO npenapaTa Ha 6HOaHaJIOr 

KOMHCCH51 MIT~PC npoH3Bena 3aMeHy npenapaTa y 175 nai{HeHTOB, nonyqaiOmHX PoH6eTan, 

H J 68 Jlail.HeHTOB, JIO~aiOII{HX reH<jlaKCOH. yqHTb1Ba51 TO, ~0 110 pe3JJibTaTaM ayKI{HOHa 

,ZJ;HCTpH6biOTOp He npe,ll,OCTaBAAeT BpaqaM npaBO Bbi6opa, nOCTaBJI}l}l TOJibKO O,ll,HH npenapaT, 

3TO Bbl3biBaeT MHoroqHCJieHHbie )l(aJI06bi na_uHeHTOB H npo6JieMbl C <jlopMHpOBaHHeM He 

peaJIH30BaHHbiX OCTaTKOB 3aKyJIJieHHbiX npenapaTOB Ha CKJia,ZJ;ax perHOHaJibHbiX 

,ZJ;HCTpH6biOTopos, OTBeTCTBeHHbiX 3a pacnpe,ZJ;eJieHHe npenapaToB. B cnyqae pa3BHTH51 

no60qffbiX peaKI{HH OTBeTCTBeHHOCTb HeCeT JieqatnHH Bpaq, KOTOpbiH He HMeeT a,ZJ;eKBaTHOH 

HH<jlopMai{HH no npe,ZJ;cTaBAAeMbiM 6HoaHanoraM. B qacTHOCTH sna,ZJ;eJiei{ perHcTpauHoHHoro 

y,ZJ;ocTosepeHH51 nperrapaTa CHHOBacK, ,ZJ;HCTpH6biOTopcKM KOMJiaHH51, He MO)l{eT 

paCCMaTpHBaTbC51, KaK rapaHT 6e3onaCHOCTH HCnOJib30BaHH51 npenapaTa, a 

rrpe.l{CTaBHTeJibCTBa KOMnaHHH-npoH3BO.l{HTeJIH B PoccHH HeT. 

3Ta cHzya,uH51 o6cy)l{,lJ;anacb Ha cosemaHH5IX paciiiHpeHHOH pa6oqeif rpynnbi M3 H CP 

P<l> no pa3pa6oTKe CTaH,ZJ;apToB no neqeHHIO pacce5~HHoro cKJiepo3a, ce~HH no 

,ZJ;eMHeJIHHH3HPYIOJ:nHM 3a6oneBaHH5IM BcepoccHiicKoro o6mecTsa Hesponoros H CoseTa 

RUCTRIMS, cocT05IBIIIHXC51 21 ceHT516p51 2010 H 15 <jlespaAA 2011 ro,ZJ;a B r.MocKse, a TaK)l{e 

Ha llieHYMe IlpasneHH51 BcepoccHiicKoro o6mecTsa Hesponoros B ,ZJ;eKa6pe 201 Or B 

r . .5Ipocnasne. CoorneTCTBJIOtnHe ,ZJ;OKJMeHTbi no HTOraM o6cy)l{,lJ;eHH51 6biJIH HanpasneHbi B 

M3 H CP P<l>. ,ll;aHHM CHTyai{H51 Bbl3biBaeT 03a6oqeHHOCTb H nai{HeHTCKHX opraHH3a,uHii. 
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06mepoeeHileKasi 06meeTBeHHasi OpraHH3aiJ.HH HHBaJIH.U:OB 6onhHhiX paeeexHHbiM eKJiepo3oM 

(OOOM EPC) rarorre yJKe HarrpaBHJI pH.l1; rmceM B M3 H CP P<P o cymecrsyrome:H rrpo6neMe c 

6HoaHa.rroraMH B PoeeHH. 11MeiOTex MHOrO':IHeJieHHbie qaeTHbie o6parn;eHHH rpa)l()l;aH, 

6oneiOrn;Hx PC. I>oJihHble OTKa3hiBaiOTex rrony1:1aTh .u:aHHhiil BH.U: ne':leHHH, ':ITO rrpHBO.U:HT K 

HepaiiHOHaJibHOMY HeiiOJib30BaHHIO 60JibiiiHX roey.u:apeTBeHHbiX epe)J;eTB H eymeeTBeHHOMY 

eHH)I(eHHIO Ka':leeTBa Jie':leHHH 3THX MOJIO)J;biX IIaiJ,HeHTOB, paHHeMy pa3BHTHIO TH)I(eJIOH 

HHBaJIH)J;HOeTH, ':ITO ern;e 60Jibiiie yBeJIH':IHBaeT paeXO)J;bl roey.u:apeTBa. 

B eBH3H e 3THM rrpe)J;JlaraeM: 

1) TipoeHTb rnaBHOro HeBponora M3 H CP P<l> aKa,[(eMHKa p AMH, npo<J>eeeopa E.l1. 

ryeesa ITOMep)l(aTb o6parn;eHHe 0 e03,[(aHHH pa6oqeif rpynnhi M3 H CP P<l> )1;JIH aHaJIH3a 

KJIHHH':IeeKOfO OITbiTa HeiTOJib30BaHHH 6HOaHaJIOrOB npenapaTOB 6eTa-HHTep<J>epoHa )1;JIH 

Jie':leHH» 60JlbHbiX PC B ey6beKTax P<l>. B cocTaB rpynnhi npe)J;JlaraeTc» BKJIIO':IHTh 

HeBponoroB, npo<J>eeeopoB B.M.AnH<J>HpOBY (ToMeK), A.H. oeJIOBY (HHJKHHH Hosropo.u:), 

A.H.I>o:Hxo (MoexBa), M.H.3axapoBy (MocxBa), MJO.MapTbiHOBa (MocxBa), H.H.CrrHpHHa 

(.51poenaBnh), 11 . .lJ:.CTo.JUiposa (CaHKT-TieTep6ypr), H.A.ToTOJUIH (CaHKT-TieTep6ypr) H 

.U:OIIeHTa T.E.lllMHT.U: (MoeKsa); 

2) 06paTHTheH B M3 H CPP<l> e npoeb6o:H paeeMorpeTh sorrpoe o .u:onoJIHHTeJihHOM 

aHaJIH3e eOOTBeTeTBHH eepTH<J>HKaiJ,HH )J;aHHhiX rrpenapaTOB-6HOaHaJIOrOB TeM rpe6oBaHHHM, 

KOTOpbie rrpe)J;bHBJIHIOTeH K rrpenapaTaM 6HOTeXHOJIOrH':IeeKOrO rrpOH3BO,[(eTBa, B ':laeTHOeTH 

OpHrHHaJibHbiM 6eTa-HHrep<J>epOHaM; 

3) CoBMeeTHO e opraHH3au,Heil nau,HeHTOB (000.11 BPC) rro.u:roTOBHTh rrpe)J;JIO)I(eHHH B 

eOOTBeTeTBYJOil{He HHeTaHIIHH IIO H3MeHeHHIO HOpMaTHBHOH 6a3hl; perJiaMeHTHpyrorn;eif 

perHcrpal.(HIO 6HoaHaJioroB B PoccHifcKoif tl>e.u:epal.(HH H rrpoBe,ZJ;eHHH ayKI.(HOHOB ,ZJ;JIJI 3aKynKH 

npenapaTOB )J;JUI Jie':leHHH 6oJibHbiX PC 

B.M. AnH<J>HpoBa (ToMeK), 

A.H. Benosa (HH)I(HHH Hosropo,u:), 

r.H. nHeara (CaHKT-lleTep6ypr), 

A.H. BoiiKo (MoeKBa), 

.51.B. Bnaeos (CaMapa), 

JI.H. BonKoBa (EKaT_epHH6ypr), 

A.A. fasp.HJieHKO (BJia)J;JffiOCTOK), 

M.H. 3axaposa (MoeKBa), 

H.A. ManKosa (HosoeH6HpeK), 

H.A.Maenosa (CMoJieHeK) 

H.H. CnHpHH (.51poenaBJib), 

A.r. CrpeKHeB (Capams) 

H.,n:. CmAApos (CaHKT-TieTep6ypr), 

H.A. ToTOJIHH (CaHKT-Tierep6ypr), 

T.E. lliMH.U:T (MoeKBa) 


