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o$zqzanrHoro orrrloHeHTa, AoKTopa Qapnlaqenrl4qecKl4x HayK (15.00.01

TexHonog,rs neKapcrB vr opraHu3alll{t Sapvraqenrl4rrecKoro ,4ela), upoQeccopa,

pa6ory Kopnu.noeofi O.nrrn lenna4reBHbl <<Teoperuqecnoe Lr

sKcrreprrMeHTaJrbHoe o6ocnoBaHrre rIoAxoAoB rc o6ecnerreHnlo cnequQuqecrcofi

6esonacnocrlr \l CTaHAapTII3aIIUU JIeKapCTBeHHLIX rperapaToB

rrMMyHor.rro6y.nnnoB rr alr6yvruHa qeJroBeKa>>, npeAcraBneHHylo Ha col4cKa}Jr4e

yveuofi creneHlr AoKTopa SapvraqenruqecKllx HayK rlo cileul4aJlbHocrLl 14.04.02 -

O ap rvr aq e BTI4q e c Ka.a xvIMr4fl , S ap vr aro rH o3l4t

Anryal rHocrl' TeMbI rrccJreAoB awnfl

3aBeAyroqero ra$e4pofi SaprraarJnr4vrxvrv,nvr Se4epanrHoro rocyAapcrBeHHoro

6roAxernoro o6pa:oBareJrbHoro yrrpe)rcAeHnt Bblclrrero o6pa:onanzr <Vpalrcrcnfi

rocyAapcrseHHrrft MeArrrlr4Hcrzfi yHllBepcklrer>> MUHI{crepcrBa 3ApaBooxpaHeHuq
poccuficrofi @eAepa\vu llerpona Alercan4pa lOpreBurla Ha Arrccepralll4oHHyro

Ouruuuaarp4fl. cI'IcreMbI

rapaH'rvrpyloqa.a Lrx 6esonacHocrb,

o6parqenur JIeKapcrBeHHbIX Cpe.4crB,

e$SeruEnHocrb u KarrecrBo, flBlrrercfl

rocyAapcreeHHofi crparerr,refi nexapcrBeHHoro o6ecne'reHvrfl. Hace.[eHuIs Pocczficxoli

@e4epaqrau. Kax e sapy6exnofi MeA?rrllrHcrofi npaKTLTKe, TaK 14 B I{arrefi crpaue n

[ocJreAHr4e AecflTvrnervrfl, rrpv nnQyruonnofi TeparIHI{ HeorJIo)KHbIX Pr

r4MMyHoAeQuqrarnbrx cocro slrruit ulrpoKo rlpl,IMeHf,ror neKapcrBeHHble [peflaparbl'

[oJryqaeMbre r43 rrJra3Mbr KpoBI4 rIeJIoBeKa, B qacrHocrla, I{MMyHorlo6ynrauu u

anr6yuunrr. oAuaro, 3Tr4 rrpelaparbr Bbr3brBaror orracHbre HelKeJIareJIbHbIe peaKIII4I4

npH HeAOCTaTOqHOM KalIeCTBe.

Oco6ofi rareropuefi HexeJrareJrbHblx pearqufi, Bo3HI{KaIoqux ilp;tl

npr4MeHeHlrr4 orr4x rrpelaparoB, tBfl.slorcf, 
'uo6o'{HHe eQSercru, Bo3HI4KaroqI{Q

BcJreAcrBr4e aKT;g1BaTIlrrr- pflla cl{creM roMeocra3a (rallurpekrH-KkrHLrHoBoI4'

rrJra3MlrHonofi, ceeprbrBaroqefi cucreubr 14 cr4creMbl KoMTIJIeMeHTa). 3rH edlSexru

KoHTaMIIHa\uefi roroeofi JleKapcTBesHofi Qopuu ocTaToqHbIMI4

TaKI4X IIJIa3MeHHbIX BeIIIeCTB, KaK aHTLI3pI4TpOIII4TapHbIe aHTLITe-IIA'

o6ycronrteHrt

KOJII{qECTBAMLI

Sarropu cBeprbIBaHI{{ KpoBIa, $epvreHrbl LI Ap.

B CIIIA 14 Ro MHorr4x crpaHax Enpoubl cyqecrBeHHo o6HoereHrt rpe6onaHl-,i

K I I p o H 3 B o A c T B y v I K a I I e c T B y n e K a p c T B e H H b I X n p e [ a p a T o B L I 3 I I n a 3 M b I K p o B } I

I{EIOBEKA, YCOBEPIXEHCTBOBAHbI I4 CTAHAAPTI43OBAHbI METOAbI KOHTPONf, I4X KAI{CCTBA

no roKa3arersM <<AsruroMrrJreMeHTapHafl, aKTI4BHocrb)), <Asla-A vr auru-B
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rrpeKannr{KpeLrHD),f eMaf IJIIOTLI HLIHbI). <Anru-D AHTLTTEJIA). (AKTr4Barop

rrpr{MeHrrorct craHAaprHble o6pa:qrr.

Poccuficxze craHAaprbr KaqecrBa Ha neKapcrBeHHble lpenaparbl

LrMMyHorno6ylunos u arr6yMLrHa rreJloBeKa B TerIeHLIe Anl{TenbHoro BpeMeHI4 He

no.{Bepf€Lnr4cb aKTy€ur?r3ar\krv\ B cBfl3vr c qeM Hy)KA€uII4cb B rlepecMoTpe BBI{Ay

orcyrcrBnr neo6xo4nrvrsrx noxasarerefi KarlecrBa kr HopM rro coAep]KaHl4ro

aHTr.rspr4TporlzTapHbrx aHTLrTeJr, aKTuBaTopa [peKaIInuKpeLIHa H MeToAoB KoHTpoJIt,

rapMoHlr3lrpoBaHHbrx c Me)KAyHapoAHbrMIa Sapvraronefinrriura rpe6onaHkrflvla.

CyUecrnyroqar MeroA?rKa or{eHKrl ypoBHt aHTLIKoMIrneMeHTapHoIZ aKTHBHocrI,I

Hy)KAanacb B orrrlrMvr3ar\ukr H craHnaprr4garlvrvr. KoHrponb KarlecrBa neKapcrBeHHbIX

ilpeflaparoB r4MMyuouo6ynlrHoB qeroBeKa rlo I4x rpou6oreHHoMy rIoreHIrI4€Lly He

6un peuraMeHTr{poBaH. Tarcxe orcyrcrBoBaJrkr oreqecrBeHHble craHAaprHble

o6pasqrr coAep)KaHur reMarrJrrorLIHHHoB, anru-D aHTr{TeJI, aKTuBaropa

np eKaurr4Kp eLI Ha, aHTI{KoMrIneMeHTapnofi arcruBHo crLI.

Taruu o6pasovr, orucaHHbre Bbrrrre npo6neurr o6ycnannuBaror aKTy€LnbHocrb

ra Heo6xoAr4Mocrb SopvrupoBaHvrfl. coBpeMeHHbIX MeroAolorLlqecKl4x rIoAxoAoB K

cTaHAapTH3Ar\W r{ KOHTpOITO KaqeCTBa oTeqecTBeHHbIX neKapcTBeHHblx npenapaToB

r4MMyHorno6ylznon vr am6ylauna qeloBeKa c IIenbIo o6ecne'reHl,Is ux

cnerluszuecrofi 6egonacnocrtr B coorBercrBlln c Me)KAyHapoAHbIMIa rpe6oeaHprflMn.

Creuenr o6ocnonaHHocrrr HayrrHbrx rroJror(eHnfi, nrtnoAoB I{ peKoMeHgaryuit,

c$opuy.nupoBaHHbIx B Al{cceprallun

Eonrurofi o6rerr,r reoperl{qecKllx vr gKcnepI4MeHT€LIIbHbIX I4ccJleAoBauuit c

rrpr4MeHeHr{eM KOMTIJIeKCa COBpeMeHHbIX MeTOAOB CI{CTeMHO|O aHaJrI/3A,

METOAOJIO|T4I4 craHAaprr43aIJvrv, AOKyMeHTaJrbHokr 3KCrIepTI43bI,

CB'3bIBAHI4q

pacIIIeIIneHl{.'I,

uvrvryno6uoJlorl{qecKllx MeroAoB lIccJIeAoBanr4fl (pearquu

KOMIIJICMEHTA. feMafulroTuHal\r4vl.J aM.krAonuTHrIecKofo

KoaryJroMerprzn) rro3BoJrtrJrn aBTopy o6ocHosarb HayrIHbIe rroJloxteHI4fl, BbIBoAbI H

peKoMeHAar\vvr. OcnoeHue rroJrolKeHLIrI AvrcceprarJnu, BbIHocI4MbIe Ha 3auII4T:',

HaLwrvr orpaxeHl{e B r{ erKo c Q oprvrylLlpo BaHHrIX BbIBoAax.

[ocronepHocrb rr HoBH3Ha rrccJreAoBaHl{q, [oJyrIeHHbIx pe3yJrbraroB

l4cnolrgo Banvre 6oluuoro o6reua Sarrn.recKoro Marepl4ana, IIoJIyqeHHoro c

npr{MeHeHLreM rul4poKoro crleKTpa zvrvyno6l{oron4rlecKllx MeroAoB rlccJleAoBaHz.fl.,



coorBercrByroql4x npn6opoB Lr o6opy4onaHvIfl, rro3BoJrLrJrr{ aBTopy nonyqr,rrb

pe3ynbrarbl c srrcoroll crerleHbro AocroBepHocrr4. llpuueueHHbre MeroAbr

erarkrc'rr4.recxofi o6pa6orru pe3yJrbraroB, loATBepxAeHHbre ralrrurlarvu pr

prrcyHKaMH, TaKx{e noATBepxAaror AocroBepHocrb pe3ynbraroB Ar4ccepraquounofr

pa6orur.

Anroporu BrIepBbIe o6ocnoeaHo rroH-rrrue cueqaQu.recrofi 6esonacuocrr4

[penapaToB KpoBrI rreJroBeKa 14 onpeAeJreHa MeroAonofr4rr craHAaprLr3ar\r4v u

KoHTpons KarrecrBa I{MMyHorno6yrIaHon u anr6ywtr4Ha rrenoBeKa no crrerlr4 $zuecrofi

6egonacnocrrr.

flolyueurr HoBbIe .{aHHbIe rrpu vr3yqonvkr rpov6oreHHoro noreHrdr4aJra

neKapcrBeHHbIX npenaparoB r4MMyHorJro6ynnnon qeroBeKa orer{ecrBeHHofo

npou3BoAcTBa.

Buepnue ptzpa6oraua MeroAoJrorr{rr u npobe4ena Burvr1arJnfl. MeroAr4r(

onpe.4eneHllt ypoBHt aHTl{KoMllleueHrapnofi aKTHBHocTI4, coAep}KaHr4q

aHTI,I3pIZTpOIIHTapHbIX aHTI4TeJI, aKTr,rBaTOpa lpeK€rnnrzKper{Ha B neKapcTBeHHbrx

[p e[ap arax r4MMyHou o 6yluHoB Lr a-rrr6ylauHa qeJroB eKa.

Tpe6onanraxrra nayunofi HoBpI3HbI coorBercrByror pe3ynbrar6r pazpa6orrcu t4

arrecrallplkr cranaaprHbrx o6pa:qon Anfl onpeAenelr.krfl, ypoBHs aHTrrKoMnreueurapHoft

aKTr4BHocrI,I, coAep)KaHnt asru-A H aHrH-B reMaffJIIorHHr4HoB, auru-D aHTI,ITeJI,

aKTr{BaTOpa [peKaJrnkrKper4Ha.

lvccepraHToM BnepBbre pa.:pa6oraHu MeroAr{qecKne peKoMeHAar\vr4 rro

oKcneprHofi oqeuxe cnequ$u.recrofi 6esouacHocrr4 npelaparoB KpoBr4.

Hayvnax HoBI43Ha pa6oru rIoATBep)KAeHa nonyqeHneM Tpex rrareHToB Ha

nso6pereuvrx PO (Nt2577703 or 09.02.2015; Ns267I4l5 or 05.06.2017;

Ns 26827 14 or 18.12.2017).

HonusHa AocrkIrHyrblx pe3ynbraroB I4 BbrBoAoB He rrporr{Boperrr4T ocHoBHbrM

cBeAeHr4f, M, rroJryqeHHbrM paHee ApyfllMr4 aBTopaMH.

3na.ruMocrb AJrfl HayKr{ r{ [paKTr{Ku [oryrreHHbrx aBTopoM pe3yJrbraroB

[racceprarlr{oHHar pa6ora Kopnunoeofi O. f . zveer 6olrruoe reoperr{qecKrre

14 MeAr4uHHcxofrv npaKTuqecKoe

rrpoMbrrrrneHHocrrl.

3HaqeHHe Anfl Sapuaqenru.recrofi HayKr4



1. HayrHo o6ocnoBaHbl u pazpa6oraHbr <<Mero4raqecKr,re peKoMeHAarluu 11o

sKcneprHoft oqeurce cueqnSu.recKofi 6egouacnocrtr [penaparoB KpoBr.r)), Koropbre

BHeApeHbI B Ae-[reJrbHocrb @fEy (III]3CMlb Mzns4pana Poccuu v

H0rronb3yrcTcr Ilpr.r SKcrrepruofi orIeHKe [pe[aparoB KpoBr4 rreJroBeKa.

2. Paspa6oraHbl, arrecroBaHbr H BHeApeHbr B rrpaKrrrrcy @fBV (Hq3CMlI)

Mran:4paea Pocczvr v npe4npunrufi no [popr3BoAcrBy neKapcrBeHHbrx npenaparoB

r{3 rrna3Mbr KpoBr{ qenoBeKa rpr4 craHAaprHbrx o6pa:qa:

- OCO 42-28-430 <<Zvruyuoruo6yrzna qeroBeKa (aHruxoirrnneMeHrapHat

aKrr4BHocrr)>;

- OCO 42-28-439 <Ha6op An.a oupeAeneHr4-s coAeplKaHnfl aHrLr-A u .anrn-B

f EMAf f JITOTI{HI4HOB> ;

- OCO 42-28-440 <Ha6op AJr{ onpeAeneHr{r coAep)KaHufl aHru-D anrrarer>

(Arrur o BIIeEpetIHH pe3ynbrara rrHreJrJreKryanrnofi AerreJrbHocrkr NJ\b 6lVI3-

2577703 or 20.04.2016, 12lLl3-2671415 or 03.12.2078. 131143-2682714 or

16.05.2019, Arr o BHeApeHr4H or 09.01 .2020 r.).

3. Pesylrrarut uccneAoBauui,t rro orIeHKe cneqzsz.recxoft 6esonacHoc-lr{

I4MMyHorno6ylunon vr anr6yvruna qeroBeKa BKrrorreHbr B <Pyrono4crno rro

3Kcneprl43e neKapcrBeHHbIX rperaparoB KpoBrr> (Arr BHeApeHr4-s or 28.I2.20I7 r.).

4. Anropou yHzQzqLIpoBaHbI MeroAr4KLr orIeHKH coAepxaHus aulu-A Lr aHTr4-

B reMarrJIrorI'IHHHoB, arrru-D aHTr4TeJr, aKTr4Baropa [peKannr{Kper4Ha, ypoBHt

aHTHKoMrlleuenrapnoft aKTI4BHocrI4 H BHeApeHbr B cr{creMy KarrecrBa

orerrecrBeHHbrx r4MMyHorno6ynuuon u alr6ynazHa qeJroBeKa.

5. Parpa6oraHbr qerbrpe o6qze Sapiraarouefisue crarbr4

- OOC.1.8.2.0007.15 <Oupe4eneHze aHruKoMrrreueurapuofi aKrrrBHocru

neKapcrBeHHbIX nperaparoB HMMyHorno6ylvHon qeJroBeKa Anfl BHyrpuBeHHoro

BBeAeHr4f,));

- OOC 1.8.2.0005.15 <OupeAeJIeHrIe aHru-A u asru-B reMarrJrrorr4HuHoB B

neKapcrBeHHbrx npelaparax r4MMyHouo6yluHoB qeroBeKa) ;
- OOC.1.8.2.0004.15 <<LftcrrcuaHtre Ha anrn-D atrkrrelra B neKapcrBeHHbrx

npenaparax HMMyHorno6yluHoB qenoBeKa);



- OOC.1.8.2.0013.18 <Oupe4eneHue co.qepxaHut

rrpeK€Lnnr4KperaHa B neKapcTBeHHbrx [pelapaTax r43 rrJruBMbr KpoBpr

Koropbre BKJrrorreHH s f(D PO'XIV vs4anr4s.

6. Paspa6orannufi npoeKr OOC <Onpe4eneHr4e aurra-A

feMaffJrroTLrHI4HoB B neKapcTBeHHbIX [pelapaTax kr3 IrJIa3Mbr KpoBr4

peKoMeHAoBaH K BKJIroqeHkIIo B rrpr4nolrenze f(D P@ XIV krs4anus'

7. Pesyrrrraru nccneAoBanuit ArrccepraHTa flBkrrrkrcb
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aKTr4BaTOpa

qeJloBeKa)),

H auru-B

qeJIoBeKa))

ocHoBopI

aKTy€Lnrr3r4poBaHHbrx Saprraaronefiurrx crareft Ha npelaparbr r4MMyuorno6yJrr,rHoB

qeJroBeKa: @C.3 .3.2.0007.15 <I4rr,rvrynouo6yruH qeJroBeKa HopMaJrbHufi>;

AC3.3.2.0008.15 <I4vrvrynouo6yJrraH treJroBeKa HopManbHufi Ans BHyrpr4BeHHorr

BBeAeHrz{)), Korophre BKrroqeHbr B f@ P@ XIV u:4annx.

[ocroraHcrBa u HeAocrarKrr B coAeprKaunw u oQoprvrJreHr{r{ Arrcceprarl[u

Pa6ora BbrrroJrHeHa B coorBercrBkrn c rpe6onauvrflMkr BAK PO, |OCT

P 7.0.1I-201I; nocrpoeHa ro Kraccr4qecKoMy rpzHlllrry kr BKrroqaer B ce6s:

BBeAeHkIe, o6eop nl4Teparypbr, fJraBbI co6crnenHbrx r{ccre4onauHft, 3aKJIIorreHI4e,

BbrBoAbr, crrr4coK nureparypbr 14 rrpr{no}KeHr/u. Pa6ota npeAcraBJreHa Ha 301

crpaHr4rle MarrrrlHonlrcHoro reKcra, r{nnlocrpI4poBaHa 22 pucyHKaMH vr 52

ralrruqlavtu. Bz6nuorpaSzvecrufi yKa3arenb BKJrroqaer 260 r4crorIHI4KoB

nr.rreparypbr, B ToM qIlcre 160 na LIHocrpaHHbIX t3blKax.

O6sop nr,rreparypbr B uoruofi Mepe ocBerrlaer coBpeMeHHbIe npo6neurt

o6ecneqenu.s KalrecrBa JreKapcrBeHHbrx npe[aparoB r{MMyHorno6yrIaHon v

asrc6yvuna rreJroBeKa. llpz qreHr4r4 o6sopa Jrr{Teparypbr MoxtHo cAenarb BbIBoA, r{ro

Kopuzlona O.f. xopouo BJraAeer - rary.raeuofi nayuHofi upo6neuofi. Anrop

npoaHanr43rapoBaJra 6onrurofi o6reu HayqHbIX nLITeparypHbIX AaHHrIX, ycraHoBl4Jra

uanSolee 3Harrr{Mbre acrreKTbr 6esonacuocrr4 Sapvrarcorepailvrv npHopHTerHbIMI4

lpenaparaMr4 u3 rrJrEL3Mbr KpoBr{ qeJroBeKa, BbrflBvrlra [epcneKTI4BHoe HayrlHoe

HanpaBneHrde. O6sop 3aKaHqr{Baercfl BbIBoAaMI{, B Koropblx c$opvryru4poBaHbl

HeperxeHHble 3aAaqr4 I43rIaeMOfi npo6neMbl.

frasa 2 coAeplKllr zn$opnaaquro -
oo oobeKTax r4ccJle.uoBaHus.

rreKapcrBeHHbrx [pelaparax r4MMyHorno6ynunoe vr artr6yurana rIeJIoBeKa

orerrecrBeHHoro 14 sapy6exnoro [porz3BoAcrBa B pa3nurlHblx JleKapcrBeHHbi,i

Soprr,rax. llpe4cranJreHbr cBeAeHr{f, o6 ucnonb3yeMblx peareHTax, MarepvaJtax,



craHAaprHbIX o6pasqax, a raKnte no4po6noe orrucaHr4e rananayuo6r4oJrorr4qeaKr{x

MeroAoB, ocHoBaHHbIX Ha peaKIII4rrX CBfl3bIBaHI4S KOMlreMeHTa, feMaffnrorvHar\Lrkr)

aMrrAonrlTr4rrecKofo pacqerrneHkrfl xpoMofeHHoro cy6ctpara, a raKxe

XapaKTepucTuKkl KJIOTTI4HTOBbIX vI XpOMoreHHbIX MOTOAOB OIIeHKH cOAepx{aHIrjI

S axrop on c B eprhlB aHI'I-s Kp oBI{, MeroAa rtp oroirHoft qrzro $nrcoprzMerp r4r4.

B rJraBe 3 aBTopoM npeAcraBJreHbr reoperr{irecKr4e rlccneAoBaHtfl no

o6ocnosaHllro MeroAoJIorI,II4 craHAaprr43arlntr kr KoHTpont Kar{ecrBa

I4MMyHorno6ylrauoe u alr6yvrzna qeroBeKa rro cneqz$u.{ecxofi 6esonacuocrr4.

Irlcnonrsyeurtfi rovrrrlrer<cnrrfi cr.rcreir,trrrfi noAxo.{ rro3BoJrr.rJr Kopnunonofi O.f.

crpyKTyprlpoBarb 3aKoHoMepHocrrl pa3Br4Tkrfl He)KeJrareJrbHbrx pearqzfr fipkr

[prrMeHeHrrr{ npe[aparoB I4MMyHofno6ynunon u atrc6ywuna qeJroBeKa !4

o6ocuonarr rroH.flTl{e cnequ$uuecrofi 6esonacuocru rrpr4MeHuTeJrbHo K

neKapcrBeHHbIM npe[aparaM KpoBr4 qeroBeKa. Mero4oJroruf, craHAaprn3apkr

neKapcrBeHHbIX npelaparoB r4MMyHorJro6yrznon vr anr6yvuua treJroBeKa rro

COBOKVNHOCT6cnequ$rauecrofi 6esonacHocrr4 rrpeAcraBJreHa aBTopoM KaK

npI4HIIr{rroB vr MeroAoB o6ecne.IeHl,Ig ux KarrecrBa. Pa:pa6oraHHbre

MeTOAOnOfUqeCKI4e IOAXOAbI K CTaHAapTH3arJUVr U OrIeHKe KaqeCTBa

pacaMarpl4BaeMblx lpelaparoB KpoBH treJroBeKa no cileqvQuvecxofi 6esouacHocrr4

aBTopoM yclerxHo rIpI4MeHeHbI B A€LnbHefiurux gKcrrepr4MeHTarrbHbrx r4ccJreAoBaHkrflx.

fraea 4 nocB.aqeHa o6ocnonanzro Kpr{Tepr,reB orleHKr'r rpolr6oreHHoro

noreHlluana neKapcrBeHHhIX lpelaparoB krMMyHorno6ynuuon qeroBeKa 14

yuuQzraqraz MeroAI4K, rlprrMeHl4Mbrx AJrr DTLrx qenefi. Anroporr,r [peAcraBJreHrr

pe3ynbrarbl krcy.teHvrfl. rpou6oreHHoro rroreHrlkrzl[a ilflTLr HaHMeHoBauuit

[penapaToB LlMMyHofno6yruuon Anfl BHyTpLrBeHHofo BBeAeHr4q OTeqecTBeHHbrx

tlpoll3BoAurelefi u AByx HaLIMeHoBa]F^uit eapy6eNHoro nporr3BoAcrBa rro

coAep)KaHl4ro rIpoKoaryntHTHbIX @axropon cBeprbrBaHrrr KpoBr4, 3HAoreHHoMy

rponr6zHoBoMy noreHIILIaJIy, rr3MeHeHprro qacrr,rqHoro rporr6onnacrrrHoBoro

BpeMeHrr. Anropovr o6ocnonaHa Mero.quKa orIeHKr4 rpovr6oreHHoro noreHurraJa

[pelaparoB r4MMynorno6yrr{HoB qeroBeKa in vivo r{ ycraHoBJreHa cnoco6uocrb K

rpovr6oo6pa3oBaHI4lo rpenaparoB LlMMyHorno6ylznon rpex (rr "rrerbrpex

HccneAoBannrrx) HakIMeHoBauuit [pl,r BHyrprrBeHHoM BBeAeHr{r4 Kponr.rKaM.

llpe4cranrleHHble B rJIaBe 5 pesynrrarbr gKcrrepr4MeHTaJrbHbrx rrccneAoBanufr



no yHr.rs LrKarlr4v MeroArrK
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KOHTpOnq KarrecrBa rrpelapaToB rrMMyHOfnO6ynrrHoB H

clerlr4$r4qecKofi 6esonacHocrr4 rro3BoJrr4Jur aBTopyam6yuuna qeJroBeKa rro

pa:pa6orarr [poeKTbI o6rqrax SaplaaronefiHux crarefi Ha MeroA6r KoHrpont

KarI e cTBa p ac cM aTpI4 B aeMEIX n eKap cTBeHHbIX Ilpen ap aToB fro aHTr4 KoMrrleueurap uo fi

aKTI{BHocrI'1, coAep)KaHI,Irc anrz-A u aHru-B reMarfJrrort4H}IHoB, aHru-D aHTr4TeJt,

aKTr4 B aTOp a np eKaJrnr4Kp er4Ha.

fraea 6 co4epxur o6ocHoBaHl4e MeroAonorkrpr BarrLrAar\LrH pa:pa6oraHHbrx

MeroAI4K, TaK KaK Anfl Hux He rrpI4MeHkrMbr o6u{pre [pr4Hrlr{nbr nnaHr,rpoB aHvry

BanprAarJLroHHbIX l4ccneAoBauui! a raKlKe KpI{TepHH orIeHKH rrpuroAHocrz. Anropov

pa^:pa6orauu €trIropI{TMbI z npoBeAeHa BaJrLrAarILrr MeroAr4K KoHTpoJrr KaqecrBa

neKapcrBeHHbIX npelaparoB I4MMyHorno6ylunon H atrc6yttuua rreJroBeKa

cneqraQraveclcofi 6esoracHocrLr, pe3ynbrarhr roropoft noATBep)KAaror r4x

npl4foAHocrb Anfl Ilenez KoHTpontr KaqecrBa paccMarpr4BaeMbrx [pelaparoB f].)

[oKa3arefl-f,M <AnrzroMrIJIeMeHTapHafl aKTLrBHocrb), <AHrz-A v asra-B

reMarrJrroTHHrrHhr>, <Anrz-D aHTI4TeJra>>, <<AlctunaTop npeKaJrnnKpel{Ha).

B rJraBe 7 aBTopoM LI3JrolKeHbr pe3ynbrarbr paspa6orrr.r 14 arrecrarlnh

craHAaprHbIX o6pa:qon: OCO 42-28-430 <Znrrr,rynouo6ylzna r{eroBeKa

(aurur<oiranneMeHrapnafl aKrtrnuocru)>, OCO 42-28-439 <<Ha6op AJrr onpeAeneHn{

coAepxaHkrr aHrkr-A u aurll-B reuarrJrrorrrHr4HoB), OCO 42-28-440 <<Ha6op lnr

orlpeAeneHllt coAep)KaHl{t aHru-D aHTI4reJI>, OCO 42-28-445 <Ha6op Arrq

orlpeAeneHl4-s coAep)KaHufl. aKTlrBaropa rpeKulrrJu4Kpetrua>>, OCO 42-28-446 <Ha6op 4,rx

ollpeAeJleHla-r coAep)KaHu.f arTl4Baropa [peKarurr4Kper4Ha)) (n KoMrrJreKTe c

npeKaJlJll4Kpeznovr). Kopnunonofi O.f. o6ocnosaHrr H DKcrrepr4MeHruurbHo

noATBeplKIeHbI IIpHHI{HIbI o6ecneqenn.s Bocnpor43BoArrMocrr{ pe3ynbraroB

KOHTpOnt KarIeCTBa OTeqecTBeHHbrx lpelapaToB KpoBr4 rro roKa3aTelsM

cneqrzQraveclcofi 6esonacHocrLI. ,{ora:ana e$SercrunHocrb nprrMeHeHr4t

pa:pa6oraHHblx craHAaprHbIX o6pa":qon Anfl orIeHKr4 cra6utrcrrocru r4roroB

n a6 op aropHbrx ucrrcrr a;auit.

frasa 8 coAepxl{T IIpI4HI{IrnbI Lr Kpr4Teprln sxcuepruofi orleHKkl

cueqraSuvecrofi 6esonacHocrl{ neKapcrBeHHbrx [penaparoB u3 rrJra3Mbr KpoBr4

r{eJIoBeKa, Koropble JIeTJII4 B ocHoBy <Mero4r,tqecKux peKoMeHAaryuit rro 3Kcneprsofi

oIIeHKe cneqHSz'{ecrofi 6esouacHocru rrpenaparoB KpoBr4>, o6ecne.{zBarorlux
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npoBeAeHl4e sKCIreprI43bI Marepl4€uroB pefr{crparlr4oHHofo AOCbe npelaparoB KpoBH
rreloBeKa no cuellI4Szvecxofi 6esouacHocrrr B coorBercrBvrkr c Harlr4oH€urbHbrMr4
c raHA ap r aMvr u M e )KAyH ap oAHbrMr4 rp e 6 oa an HflMu.

Brreo4u AocraroqHo rIoJIHo orpax{aror rleJrb, 3a1aqu v coAepx{aH^e
HccJIeAoBaHr4s' n n neo6xoALIMoM o6tevre coorBercrByror r4ToraM BbrrroJrHeHnofi
pa6orlt' llparruuecKlre peI(oMeHA alrl;ra rrerKo csopuyrulpoBaHbr 14 f,Bn-srorc,
3HarII4MbIMkr 'I.nn 

klcrloJrb3oBaHr4fl B .qe.f,TenbHocrkT SKcrIeprHbIX rrpelK Keuuit, npu
parpa6orxe [porpaMM AoKnI4HLIqecKoro kr3rreHz{ neKapcrBeHHbrx [pelaparoB

I{MMyHorno6ylzuon u asrclyrvtLlHa qeJroBeKa, craHAapr krcarJuu rd KoHTpone KarrecrBa
cy4ecrBylotr{l4x 14 paspadarblBaeMhlx lperaparoB, a raK)Ke rrpkr rrpor43BoAcrBe
NCKAPCTBEHHbIX IPEIAPATOB }I3 [JI€I3MbI KPOBII qCJIOBEKA.

I4iuerorc.q orAenbHbre 3aMeqaH Lrfl u Botrpocbr :

l.ccrrnrz Ha nr4Teparypy B nr{reparypHoM o6sope LrHorAa npr4BoArrc, AByM{
pa3HbIMI4 cuoco6arral4- rlo $avuttuu [epBoro aBTopa H roAy u31alzrfl H rro HoMepy,
corJlacHo crII4cKa. I{enecoo6p€BHo I{ctroJrb3oBarb o,qr,rH MeroA ccbrJrKr.r Ha
rlr4TtrpyeMhre kr cToqHuKLr.

2.8 BbIBoAax rro rJIaBe 1 r<ar-ro BcKoJrb3b yrroMr4Harorcr craHAaprHbre

o6pa-:qu, xor.fl rr pa3Aen 1.3. rrasrr kr caMa.4krcceprarlr4f, B 3HaqrlTemuofi crerreHr4
nocB-fluleHa zMeHHo co3AaHLIro MeroAr{qecKr4x ocHoB pa-:pa6orrcz 6zolorLrrrecKr4x

craHA aprHrrx o 6pa":rloB Anr KoHTpoJr.rr KaqecrBa rrp eraparoB KpoBLr.

3-n.4 BbIBoAoB B rJIaBe I oqenvAeH .{n{ mo6ux craHAaprHrx o6pasqoB, xorb
xuMrrqecKofi, xorl 6uororuqecrcofi [pr4poAbr.

4.ltana3 n ct. B cuucre ,rr"p*ryphr ocHoBHhre ccbrJrK z c6elralbr Ha fqp 13
H3A., cJIeAoBEuIo 6u aKTy€UII43I4poBarb sa 14 v31alue, oHo BBeAeHo c l8 ro4a, Aax{e
ecrrr KoHKperHue (DC He z3MeHflrrkrcb (cr.96, cchrJrKr4 25,26 r4 r.A.).

5.Crp. 97, puc.10 ne flcHo B qeM 3aKnloqaerc-rr HoBlr3rra Lr MeTo.rloJrorr4.rr - 3To
KJrac cr4rr ecKar cxeMa QapvraqeBTrrqecK ofi pazp a6orrca?

6.Buno4rr uo rJIaBe 3 BhIrJIsA.flT yx oqeHb KparKr4Mr4, A& Lr caMa rJra3a

orJlHqaerc-fl TenerpaSurru crrrJleM. f{4 garrr B3rJIrA cneAoB€rJro 6u 6olrrue BTTLTMaHHfl
yAenHTb oco6ennocrtM KoHTpon.l KaqecrBa rrpelaparoB KpoBra rreroBeKa rro
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6esolacHocrz z o6ecueqeHllro 6esouacHocrr4 B npoqecoe npou3BoAcrBa - 3a1a11a

3TO BeCbMa HeOpAr4HapHM.

T.feuonurl4qecKat eALIHLIqa CH50 v CH100 ueo6paxaerc-a ro-pa3HoMy

(crp.49) B crpoKy, xor.g BepotrHocrb 50% vrv I00% rprrHrrro nr4carr KaK

uoAcrporilrufi zn4eKc BepotrHocru (crp.l2l, ra6t 12). He rcHo rar niluu.sro 14 KaK

BCe-TaKU rrpaBuJrbHo.

8.Buno4u uo u.5 -BeporrHo oruz6rca n qzspax l?(4). Kpoue roro rarofr
saNHrrfr u cepbe3Huft uonaeHT KaK paspa6orra O(DC 4nx QapnraKorrelr ocr€urcr KaK-

TO 3a paMKaMLr krccneAoBaHlrfl.

9.fnana 6. PagAel 6.1. O6ocnosaHlre MeroAonorr4z Barrvr1ar\r4kr, a B rreM

TIpHHIIIlrrnuuIbHoe pa3nI4ql,Ie npoqecca Banvrp.ar\krlr mo6ofi aHaJrLrrvrqecrofi Meronr,rKr,r.

Kax npanr4lro, BaJrr4l.ar\vfl xorb MeroArrK aHaJrvr3a, xorb.TexHororuqecKoro npoqecca

rorITH BcerAa oqeHb rnopuecrczfi rrpoqecc Lr rier qerrcofi perJraMeHTar\ur4

ueponpurrnfi.

10. llpz pa:pa6orKe H arrecralul4 craHAaprnrx o6pasrloB nplrHrro He roJrbKo

HapaoarblBarb pe3yJlbrarbl aH€urr43oB, Ho r,r npoBoAkrru vrexla6oparopHbre cnrr.reHv,r

nonyqaeMblx pe3ynbraroB. C.rzraere lu Brr, trro AJr.f, Be.{oMcrBeHHbrx CO ero ne

flBrrfler cfl ueo6xo4zrvrofi npoqe4ypofi ?

1 l.flpoqecc co3Aanurr- craH.qaprHhrx o6pasqon qacro flBnflercfl rnopuecrofi

3a4a.{ev, Ho B qeM 3aKnroqaercr krMeHHo MeroAoJrorr4r paspa6orxa CO Anfl

KoHTpoJIfl KaqecrBa npelaparoB KpoBI{? klveercfl Jrvr rrptrHrlr4rrnrurbHoe orJrr4qrre B

nporleAype pa:pa6orKu, arrecraq.uLr pr perr4crpauuu CO?

flpune4euHble 3aMeqaHvrfl. LI Borrpochr Hocrr Aucr<ycckrossrrfi xapaKrep n L,*

BJII{tIor Ha cepbe3Hocrb I4 AocroBepHofi 4r,IcceprarlLroHHoro trccneAoBaHufl.

Co4epxaHze anrope0epana B uomrofi Mepe orpalKaer pe3ynbrarbr

npHBeAeHHbrx B Ar,rccepTar\w vcc ne4onanzfi .

3arcltoqeuue.

[uccepraqLIoHH€ul pa6ora Kopnznonofi Olrru fenna4rennu Ha reMy

<<TeopeurqecKoe rI 3KcrIepIrMeHTaJrbHoe o6ocuonaHrre rroAxoAoB rc o6ecnerreHrrK)

cueqnQu'recKofi 6esonacHocrlr rI craHAaprrrgaUlrr,r JreKapcrBeHHbrx [pe[aparoB

I'{MMyHorlo6y.nuHon n ats6yMnHa rleroBeKa> Ha cor4cKaHr4e yueHofi crerreHr4

AoKropa S ap rvr aq e nrrlrr e cK?rx HayK flBJIg.eTCfl. garconqennofi HavrIHo-
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pa6orofi, znaeroqefi cyulecrBeHHoe 3HaqeHr4e Anfl

6rao$apvrarleBTurrecxofi HayK; B pa6ore Ha ocHoBaHr4H

0OJIbIIrofo o0beMa BbIIIOJIHeHHbTX TeOpeTLTqeCKLIX 3 KCrI ep I4MeHTaJIbHbrX

rcearu$uraquonnofi
i

QapMarleBTr{qecKor4 vr

626028 r. Exarepun6ypr, yl. Penuua,3.
OfEy BO <Ypanrcxufi rocyAapcraenHufi MeAHIII,IHoKHfi yuneepcuter>
MzHrzcrepcrBo 3ApaBooxpaHeHl,It Poccuficrofi (De4epaquu

Tenerpon : *7 3 43 -21 4-85 -20
E-mail : t' n i itrlrp (@-vandex.$r

raccneAoBaHvri4 ocyr{ecrBJleHo HoBoe perreHkre aKTy€rnbHofi Hay.rHofi upoSneMbr -

craHAapru3arJkrs. JreKapcrBeHHbrx npenaparoB LrMMyHorno6yrunon u anb6yMr4Ha

qeJroBeKa uo cuequ$uqecr<ofi 6esonacHocrra, r,ruercrqefi Ba)KHoe MeAr,rqrrHcKoe,

coqu€LrrbHoe H HapoAHoxoggficrseHHoe 3HarreHr4e, rrro coorBercrByer rpe6onauuxl,r

n. 9 (llonox{eHrd-s o [pr4cy)KAelnkrvr yqeHbrx creneHefi>, yrBep]KAeHHoro

flocraHoeJreHr4eM flpanurerbcrBa P(D or 24.09.2013 J\b 842, B peAaKIIHH

rrocraHoBneHprfl. rpaBr4renbcrBa PO or 2I.04.2016 r. J\b335 I4 or 01.10.2018 r.

i\l 1168, a ee anrop Kopuznosa Orura fenHa.qreBHa 3acJryxzBaer npr4cyxAeHnfl.

prcrovoft yveuofi crerreHr{ no cnequ€LrrbHocrlr 14.04.02 - @apnaarleBTuqecnafl.xvruns'

$apuarorHo3vrfl..

Odzuuanrnrrfr orrIoHeHT:

AoKrop $apvraqenrl4qecKl4x HayK
(15.00.01 -Texnonorlr{ neKapcrB H opraHr43arlux SapvrarleBrr{qecKoro 4ena),
np o S ec cop, 3 aBeAyroqu fi raQ egp ofi Q apnraqz kr Lr xtruvrrl S e4ep anbHoro
rocyAapcrBeHHoro 6roAxeuroro o6pa:oBareJrbHoro yrrpelr AeHlzfl. Bbrcrxero
o6pa-:onanrax <<Vpanrcrcuit rocyAapcrseHHsrfi MeArrrILrHcrcufi yHr4Bepcrrrer)
MHuucrepcrBa 3ApaBooxpaHeHl4s ficrofi @e4epaqran

floAnucr npo(peccopa,

3aBep{ro

Ha.{anruur VnpaueHI,rr
npaBoBofo o6ecneqeHus

a.S.n. flerpona

llerpor Arer<cauAp lOpreera.r
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KaApoBor4 rroJrr4Tt4Kr{
ba CeerraHa Bacumesua


