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oT3brB BEAyrrIBrz oprAHrr3Arllrr4
@e4epanrHoro Ka3eHHoro yqpexAeHnr HayKr4 <poccaftcxrzfr Hayr{Ho-
accJreAoBarelrcxaE [porr,rBoqyuuuft r4Hcrr.rryr <Muxpo6> @e4epantnofi
cryN6rr n c@epe 3arrlrlrbr [paB uorpe6ureteit, n 6laronolyLrufl. r{eJroBeKa o
Har{Ho-trparruqecroft r{eHHocrrr Ar4ccepraqvonuoft pa6orrr YcruunrEr<osofi
Omru Eopnconnrr HA TEMY: <<CONEPUCHCTBOBAHI.IE METOAOJIOil4I{ OUEHKI4

$z:uxo-xl{MuqecKI{x noxasarerefi KaqecrBa 6rEororzqecKnx neKapcrBeHHbrx
[peraparoB)' rlpeAcraBleHuofi Ha coI4cKaHI{e yueHofi creneHr{ AoKTopa
6aonorz"IecKl{x HayK no cnelllzaJlbHocr?r: 1.5.6 ' 6uorexHoJrorr4r (6nororuqecKr4e
uayxz)

Axrya.nrHocrb reMbr BbrrroJrHeHHoft pa6oru
C HarIaJIa cnoefi opraHu3aIIIzH, crparerr4rrecKr4 naNnofi, [puopr4Teruofi

za[a\er4 poccrEficxofo 3ApaBooxpaHeH]/lfl. flB]rsJrocr o6ecneqeHr4e 3[r4AeMuqecKofo
6laronoly-qufl crpaHbl. o4nuun I43 ocHoBHbrx nperaparoB, o6ecue.ruBarorur4x
yKa3aHHoe 6larouolyque, sBJlf,Iorct ul,ruyno6uoJrorr4qecKue rrpenaparbr
(narqzuu, I{MMyHoruo6ylznrr, Iu4ToKrirHhr u r.A.). B cBr3r4 c rrurpoKr4M
IIPI,IMEHEHI{CM AAHHbIX JIEKAPCTBEHHbIX CPEACTB PACTYT U TPE6ONAUNA K
6 es onacHo crl4 u e @ Selxu4 BHocrI{ unruyno6r{oJrorr4 qecKrrx [pe[aparoB.

B HacTo.rrIuee BpeM{ BhICOKa.'I BOCTpeOoBaHHOCTb 6uororz.{ecKr{x
JIeKapcrBeHHhIX [pelaparoB BhI3bIBaer ueo6xo4ziubcru paspa6orKr4 HoBbrx 6onee
e$$ercrunnux uperaparoB. Texnororu.recKrle unarQopurr 6uorornqecKr4x
JIeKapcrBeHHbIX Ilpe[aparoB, B TOM qr,rcJre BaKrIr4H rrocneAHefo rroKoJreHr,rr, a
TaKXe ucronb3oBaHI4e AocraNesufi ressoft I4HxeHepr4r,r [pv pa^epa6orxe
QaprrtaqenrHrlecKl{x cy6cr:an|.uit, BKrroqar HarrpaBneHHbre MoAu6ux arJLrvr
6"ororu'{ecKl4 aKTI'IBH'IX 6elxon, rBJrf,Iorcf, rrpl4opr4TerHbrMl4 HarrpaBne HuflMvr
p a3BvrTHf , M eAr.r IIr4 H C rCO fi 6 V Orexu o Jr o u{u.



B cBolo oqepeAb Heo6xoALIMo noHr,rMarb, qro coBeprxeHcrBoBaHue
MeToAoJIorI'II4 OIIOHKI{ Karrecrsa 6zoronirlecKux JIeKapcTBeHHbrx rpelapaToB -
ueupepunultft npoqecc, o6ycloueunrrfi pa3Br{Tr{eM MeArarILrHcKr4x
6uorexuolorufi u r4x HopMarr.rBHo-peryJrsropHoro o6ecneveura.a,
rapaHTHpyfoil{ero nocryrlJleHl{e Ha Qaprvraqenruqecxnfi pbrHoK 6aorraeAuqgHcKprx
JIeKapcrBeHHhIX CpeACTB, OTBerlaroqr4x oreqecrBeHHbrM Lr MexAyHapoAHbIM
craHAapraM KaqecrBa. llpoqecc o6uosreHr,r.fl 3arparr,rBaer gJreMeHTbr

MeroAoJlolr4Lr, eBfl3aHHbre c paspa6orxofi H BHeApeHHeM B 6uorexHoJroflzrrecKoe
IpOI'I3BOACTBO HOBbIX BbICOKOTeXHOJTO|TTT{HbIX MeTOAOB, A TaKXe HenpepbrBHyro
aKryaJII43aIII4Io cyulecrByloull4x rpe6onanuft v perynupyloulr4x AoKyMeHToB K
orIeHKe KaqecTBa neKapcTBeHHbrX CpeAcTB.

3rcuepru€u oI{eHKa KarlecrBa 6uororr4qecKr4x neKapcrBeHHbrx
(n r{acrHocrkr - Susuxo-xuMLrqecKr{x uorcasarerefi rauecraa)
QopurEpoBaHufl, fapMoHH3r{pOBaHHbrX perynrTopHhrx u Sapuaxonefiurrx
rpe60eauufi, .f,BJrrerc.f, irauoro$axropuofi zaaaueir, Koropa, Ar{KTyer
neo6xoAzMocrb perxeHr,rr KoHKperHbrx BonpocoB B paMKax yxe cyuecrnynqefi
peryJrrropuofi AoKyMeHr arlur4 EA3C.

Taxupr o6pa^:ou, pa:pa6orxa w aKTy€urH3arJvrfl, HopMaTr4BHO-rrpaBoBbrx

AoKyMeHToB, ocHoBaHHbIX Ha rIpI4HIIalax rapMoHI43arl%Lr MexAyHapoAHbrx v
oTeqecTBeHHbrx pefynrTopHbrx rpe6onanafi K 6HorexgoJlorr4r{ecKI4M
MeAI4III4T{OKHM rlpenapaTaM; pa:pa6orxa yur,r@zqr,rpoBaHHbrx MeroAr4K orIeHKu

upeIIapaToB

B ycJroBr4f,x

OeJIKOB, noIyqeHHbIX c [pI{MeHeHI4eM T9XHOJIOTI{u perou6uuaurHOft IHK,
tBJIf,Iorcf, aKTy€rnbHbIM HanpaBJIeHI,reM pa3BLrrr4fl. MeAI4rIlIHcr<ofi 6uorexnoJlorl{r4 -
coBeplueHcrBoBaHl{f, MeroAoJIofI4lI OIIeHKI,I KaqecrBa 6uororz.recKplx
neKapcTBeHHbrx [peuapaToB.

Hourura uccJreAoB aqufl, troryqeHHblx pe3yJrbraroB, BbrBoAoB H
pe Ko Me H 

^aurz,fr, 
cQo p myl u p o Ba H H br x B A Ir ccepra rI H H

ConepueHcrBoBaHr4e MeroAoJrorr4r4 KoHTpoJr, $nsuxo_xaMr,rqecKr4x
rroKa3arenefr xa.recrBa MeAHIIIIHCKI4X oAOnpenaparon, B ToM r{rIcJIe IoAJII4HHOCTT4
uepnuvuofi crpyKTypbl u 3Har{LIMbIX nocrrpaHcJrsrlrroHHbrx uo4uQr,rx a\uir
Onorexnororl4rrecKl4x MeAI4III{HcKrrx [poAyKToB, npoBeAeHo nyreM parpa6orru
HoBbIX u aKTyuru3arJurr cyulecrByrouux MeroAr4qecKr{x perueuufi 14 HopMarr4BHbrx
AoKyMeHToB' )^{I4TbIBaIOItrI{X coBpeMeHHbIe TeHAeHquI4 paepa6orKrz, perngTparlur4
n o6paule rrws. 6uo no rr{qecKux neKapcrBeHHbrx np exap aro B.

Anroparrru BnepBble paspa6oraua rnaccuszKarlr4s Lr Qaprr,rarouefinue
K OIIEHKC IOAJIHHHOCTI.I UEPNUUHOfi CTPYKTYPbI U 3HAqI,IMbIX

')

KaqecrBa, f{I{ThIBaIouII4x oco6eusocrlE 1eficrnytoulero BerqecrBa, rroJryr{eHHoro
O I4OTEXH O JI O f IAII E CKI{M

npeAH€BHaqeHHbrx AJrt

nyTeM;

OTIEHK14

pa:pa6orra
IIO.IIJII{HHOCTLI

craHAaprHbrx o6pa:qon,
cTpyKTyphr TeparreBTr4r{ecKr,rx

TpeooBaHr4f,



nocrrpaHcuqLIoHHblx MoAaSuxar\ui,r pexou6nuaHTHbrx $axropon cBeprbrBaHr,rt
KpoBI4, Qapiraaxouefisue rpe6onauux K HoMeHKJrarype KoHrpoJrr4pyeMbrx

v Sapuaxonefinrre rpe6oeaHua K or{eHKe
TIoAJII4HHocTLI repBu'IHoft crpyKryprr pexou6r{HaHTHbrx nHrepQepoHoB atr$a-Zb
Lr 6era-1b, HaIxeAIUHe orpaxeHl4e B o6qzx SapvraxouefiHtrx crarbrx,
rIpeAH€l3HaqeHHhIX 4nr focyAapcrBeHnofi SapnaaKorreu PoccrEficxofi @egep arJuu H
lrMerouryrx cTaTyc ((BBOAT{TC' BrrepBhre).

luccepraHroM B[epBbre
yHr4Bepc€rJrbHofo €LJrropr{TMa rpe6onauux K pa:pa6orre u

nepnn'ruofi crpyKTypbr pr 3Har{r{Mbrx nocrrpaHcnsuHoHHbrx
pexou6uuaHTHbrx TepaneBTuqecKLrx 6elron, tI03BOnrrcur4e
I4HAUBUAYUIJIbHbIE NPO|PAMMbI ATTECTAIII4I4 HE3ABI,IC?IMO

paspaOorauu u rpeAcraBJreHBr

craHAaprHrtx o6p&3IIgB, rIpeAHa3HaqeHHbIX Ans rroATBepxAeHr4.rr rroAnr,rHHocrr4

MexAyHapoAHbrx craHAaprurrx o6pa:qon.
Bnepnue pa:pa6oraHrr QapuaxonefiH'e craHAaprHbre o6pa:qsr,

rIpeIH€l3HarreHHbIe Anfl nolTBepxAe]F.]/^fl. IIOAJTT4HHOCTH aMr4HOKt4ClOrUOfi
rlocneAoBareJlbHocrl4 pexovr6unaHrHblx znrepQepoHoB an>$a-2b u 6era-lb
(@co.3.2.00433, @co.3.2.00456 u @co.3.2.00477), B xoAe arrecraqr{r4
KOTOpbIX Mero.qoM Macc-cneKTpoMerpr{[ BhrcoKoro p€BperxeHr4f, u3yqeHbr
crpyKTypbl ocHoBHhIX, IroJI)rqeHHbIX B pe3yJlbrare Seprr,reHTarr4BHoro ruApoJrr43a,
rIerITH.4oB, Qopvrnpyrcqux xapaKTepl{crlzrrecKue nrrKn Ha coorBercrByroqnx
IIeITLIAHbIX Kaprax' H rloKa3aHa clequQuunocrb IIeIITr,rAoB Bepr,rSuquponaHHofi
aMHHOKHCTOTUOfi nocneAoBareJrbHocrr4 r4cxoAHofo 6erra.

Pa:pa6oraHu opr4raHanbHbre ycnoBr,rfl Sepl,renrarr{BHoro rr4Aponr,r3a
pexola6ranaHrHoro r,rurep$epoHa 6era- 1b, rro3Bortrrculue B KoMnJreKce c

nrrcoxosQQexrueHuu xpoMarorpa$uuecrrzu pa3AeJreH14eM

rroAnr4HHOCTb crpyKTypbr BHOBb nonyqaeMbrx cepwit
BbIIIreyKa3aHHoro 6elxa nyreM noryrreHa.f, cuequsu.{Hofi nenruguofi Kaprbr
(flareHr ua uso6pereHr.re p(D J\b 2780675).

Buepntre COIICKATENCM pa3paooraHa yurzSzqupoBaHHaf,,-rrvt,DDrw vvrlvr\4reJrvrvl pa{^'pauo'r.aHa u rIpgAJIoxeHa yuuezqupoBaHHaf,
MeroALIKa errcoroeQQerrunuofi Nn4xocrHoft xpbuarorpa$uu naApo6zrbgoro
B3al4MoAeitctB.ufl' Anfl KoHTpoJIs KaqecrBa MeAr4rlrrHcKr.rx 6uonpeuaparon 11o
KoJII{qecrBeHHoMy coAepxaHllrc rnI{III4Ha (llarenr Ha nso6pereune P@ J\9
2700831) u anazHoKzcJlor B cocraBe I4x cMecr4, ocHoBaHHar Ha ncrroJrb3o BaHkrpr
AocryrlHoro AJI' Bcex [pol43BoAurelefi Y(D-aerexrupoBaHr4tr npoAyKToB
XpoMaTofpaSrauecxoro pa3Ae rrelur_ 6es nolyr{eHr4, Xr4Mr{r{ecKHX rpo}r3BoAHbrx
aHailvTaa CeJTeKTHBHO B paMKaX OAHO|O aHanH3A.

noxa:areleft KarrecrBa

HrogzSnqlrpoBaHHbrx pEG
pexorr,t6nHaHTHbrx TeparreBTr4rrecKr,rx Oenxos

B Br4Ae

aTTecTaIIULr

uo4rzQllxa\uir
pa^:pa6arlrnarr

OT HAIIIdl{.I,4'fl,

IrocneAyuqr{M

KOHTpOnupoBaTb



Pa^:pa6oraHa opHruH€LJIbHaf, yuuQuqupoBaHHa.rr MeroAr4Ka 3KcKJrrc3r4osuofi
nrrcoroeQQerrunnofi xuAxocrnofi xpoMarolpa$uu Anfl KoHTpoJrf, KarrecrBa
MeAI{qIrHcKHX 6IloupeuaparoB rlo KoJrr4qecrBeHHoMy coAep)KaHr4ro rroJrr{cop6ara-
80, ocuoeaHHa.fi Ha I4cnoJlb3oBaHr.ru Aocry[Horo AJrr Bcex [por43Borzrenefi V@-
AereKTnpoBaHr4fl npoAyKroB xpoMarorpaQuuecKoro pa3AeJreHus, 6ez [onyr{eHr4t
xI'IMI'IqecKI4x npol{3BoAHbIX analrura (llareur na uso6pereHr{e PO }le 2812788).

Anropol,r BnepBbre pa:pa6oraua ynz0uqrlpoBaHHaf, MeroAr4Ka aroMHo-

Tarcuu o6pasoira, HayqH€rr HoBr{3Ha rroATBepx(AeHa 4 rrareHTaMg Ha

nro6pereHue P(D: J\b 2780675, J\b 2700831, J\b 2812788, Ns 2799235.
Cnqsr HoBIr3HbI lrccJreAoBaHufl c rrJraHaMrr coorBercrByroqux orpac.nefi

HayKrr

Pesyntrarrr Ar{ccepraqzouuofi pa6orsr uonyrreHbr rrpu Bbr[oJrHeHr4H

rocyAapcrBeHHbrx sagauuir, OfEy (IIIISCMII) Mun:4pana pocclEl.r Ha

ocyqecrBJleHue npI,IKJIaAHIIX HayqHbrx r4ccJre4onaHufi n paspa6oroK B rreplroA c
2015 roAa no Hacro.rrqee BpeM.f, npu BbrrroJrHeHr4ra cJreAyarqrrx HayqHo-
r4ccneAoBareJrbcKr4x pa6or :

1. 2015'2017 rr. - Hayuuoe o6ocsoBaHr4e v paspa6orxa MeroAonorur4
3Kcneprl43bl Karlecraa, eQQeKTr4BHocrkr vr 6esouacFrocrr,r flpe[aparon rponu, ]lb
rocperr4crpar\vu I I 5 1 I 17 40010.

2.2015'2017 rc. - ConeprueHcrBoBaHl,Ie cr{creMrr paspa6orKr4 r4 npr.rMeHeHufl
cTaHAaprHbIX Oopa3IIOB, nP€AHa3HarreHHhrx AJrf, orIeHKLr KaqecrBa,
e$SercrranHocrll u 6esonacHocrr4 JreKapcrBeHHbrx cpeAcrB, J\b rocperucrpaqr{n
11s111740007.

3. 2018'2020 rr. - Hayluoe o6ocnoBaHlre repcrreKruBHbrx HanpanneHufi
coBeplxeHcrBoBaHI4t nuuyHo6l{oJlorl{qecKrlx neKapcrBeHHbrx npetrapaToB,
rIpeAH€I3Har{eHHbIX Anfl }IMMyHorrpo$nnaxraxra nu$exqnoHHbrx 6ole:uefi, }llll
rocperracrparJvru AAAA-A 1 8 1 I 802 1590046-9 .

4. 2018-2020 rr. - Hayuuoe o6ocuoBaHr4e repcreKrr4BHbrx
COBCPTTTEHCTBOBAHH{ METOAOJIOII4I4 SKCTIEPTI43bI JICKAPCTBEHHbIX

rocperr{crp ar\vu AAAA-A 1 8- 1 1 802 I 5900 49-0.
5. 2021-2023 rr. - Paspa6orra nepcneKrr.rBHbrx

sneKTporepruu.recxofr arorungarluefi p.nfl

6uonpeuaparoe rro KoJrr4r{ecrBeHHoMy

ocHoBaHHat Ha I4CIIOJTb3OBaHkIV 4rrfl
[IerorrHoro fr4Aponpr3ara (flarenr Ha

a6cop6quoHHofo cneKrpoMerpvru c
KOHTpOnT KaqecTBa MeAT4TILTHCKI4X

coAepxaHr4ro HoHoB €urroMr4Hl4.f,,

3JreKTporeprranuecroft " uonn3aL\uvr

u:o6pereuue P(D Ns 27 9923 5).

uanpaueHufi

cpeAcrB, Ilb

uanpanrteuuft
coBeplxeHcrBoBaHut gKc[epr]I3br KaqecrBa, sQ$exruBHocrr,r u 6esonacHocrn
OLIOIofI{rIecKI4x JIeKapcTBeHHbIX npenapaToB u CTaHAapTusa\yrfl MeTOAOB r4x
orIeHKr{, Ns rocperucrpaquu 1 210220001 47 -4.
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3Ha.tuMocrb AJrfl HayKr{ rr [paKTr{Krr AaHHbrx, flolyrreHHbrx aBTopoM
ArrccepTaqI|I|

ConepureHcrBoBaHr4 e MeroAoB or{eHKr{ QU:urco-xr4Mr4rrecKr4x [oKa3arenefi
KaqecrBa 6uororIE'{ecKI{x JIeKapcrBeHHIIX npenaparoB, 3aKnroqa1gulefoct B
paspa6orr<e u aKTy€uII{3aIJLru HopMarr{BHbrx u perynrropHbrx AoKyMeHToB, a
TaKXe pa:pa6offie craHAaprHbIX o6pasqon v MeroAr{K KoHTpon{ KatrecrBa,
rr03BongeT onTHMr43r4poBaTb npoqecc Teopernr{ecxoft v la6oparopHoft

$zsrExo-xr4Mr4qecKHX noxasarelefi Kar{ecrBaQapvartrgernqecrofi oKcneprr43br

ol4oJlorl4rlecKr{x neKapcrBeHHbrx [penaparoB, r{To o6ecne.{unaer e$SeKTr.rBHocrb
u 6esonacHocrb r{x [pLIMeHeHul

Harr'r'rze sapyar<onefiHrrx rpe60naHufi, rapMoHrl3r{poBaHHhrx c
MexAyHapoAHbIMIr HOpMaTI4BHbIMTI AOKyMeHTaMU U OTpaxaroqux oco6enuocrn
poccuftcrux MOALIIILIHcKLIX duorexsoJroruqecKr4x rrpenaparoB, cuoco6crByer
QopnaupoBaHHro eAnuofi peryJlf,ropnofi unarQoprvru o6parqeHufl. neKapcrBeHHbrx
cpeAcrB B paMKax 3aAarr Enpa:zftcKoro gKoHoMr4rrecKoro coro3a, a pazpa6orKa
cTaHIapTHbrx o6pa:qon, IPCAH€I3HAqCHHbIX ANfl KOHTPOJI' IIOANI4HHOCTI4
nepnravuoft crpyKTypbl vr 3HarrI4MbIX nocrrpaHcnrrlr,roHHbrx vro4usnr< a\uit
perou6zuaHTHblx TeparIeBTI4r{ecKI4x 6erxon, B ToM rr I4cre craHAaprulrx o6pa^:qon,
'tIBJIsIoqI4xcf, tloJlHouesHofi :aueHofi MexAyHapoAHbrM craHAaprHurvr o6pa3rlaM,
cnoco6crByer o6ecneqeuuro TexHoJrofia.{ecxofi He3aBr4c14Mocrr4 poccuftcxoro
6 rao S apuarleBrraqecKoro phrHKa.

fapMoHpr3trpoBaHHbre c

rpe6onanux K orIeHKe

nocTTp aH CJrrrILroHHbrx

Paspa6oraHHhle HopMarIdBHhIe AoKyMeHThr, coAepxail{ue Qapvraxouefrurre,
MeXAyHapOAHhIMLI HopMaTr4BHbrMr4

[oAJrr{HHOCrr.r uepnzvuofi cTpyKTypbr
tr,ro4raQrar<a\uit pexou6nHaHrHhrx

PtrKOMU?IHaHTH6IX QaKTopoB cBeprbrBaHr4r KpoBr4, PEG-vrolrasraqupoBaHHbrx
perou6uuaHTHblx 6elxon, Iro3BoJI.f,Ior yuusnqr{poBarb rpe6onaunr K pa3pa6orxe
lpe[apara u MarepI4aJIaM, npeAcraBJrf,eMbrM B perHcrparIHoHHOM AOCbe Ha
npe[apar I4 oI]TI4MH3I4pyIor llpoqecc perrrcrpaqnoHuoft ?r [ocrperucrparlr4ouuofi
3KCrrepTr43br.

Paspa6oraHHbre TpeooBaHa{ K arrecrarlar4 craHAaprHbrx o6pa:qon,
[peAHa3HarreHHbIX AJIS nOATBepXAeHr{.rr rroAJrr4HHOCTr4 rrepBuquofi crpyKTypbr t4

3HAII14MbIX rrocTTpaHCJrrrIr4OHHbrx rrao4a$ur<a\uit perou6uHaHTHbrx
TepaneBTLIqecKI4x 6elxon, [peAcraBJIeHHbIe B Br.rAe yHr4Bepc€ubHoro €urropr.rrMa,

paspa6arhrBarb T4HALTBUAy€urbHbre nporpaMMhr aTTecTarlur4
OT H.AJIVTIII.Ifl MexAyHapoAHbrx craHAapTHbrx

5 MaTepr{aJraM rro cTaHAapTHbrM

o6pa:qon,
rpe6oranur oOp€BrIaM,

npeAcraBJIteMbIM B pefI4crpaIIrIoHHOM AOCbe Ha rrpeuapar u orrrr{Mr43trpyror
npoqecc perl4crpaqzosuofi r4 rrocrperr4crparluouuoft 3 Kcrreprn3br.

{

AOKyMeHTaMr4,

KI 3HAqI4MbIX

nnrepSepoHoB,
pexol'r6nHaHTHrrX Qaxropon cBeprbrBaHr4r KpoBr4,

IIO3BOI.'IIOT

HC3ABI,ICI4MO

yunSuqupyror



oIIeHI4BaTb nolnr{HHocTb

coorBercrByroqux 6emos
uepnuuuoft crpyKrypbr xaxAofi uosoft aepvr

He3aBr4CHMO OT HaJrLrrtvfl MexAyHapoAHbtx

Paspa6oraHHble I{ arrecroBaHHbre Qaprvraxonefiuue craHAaprHrre o6pasqrr
pexovr6nnaHrHblx nnrep$epoHoB atrcSa-2b coAepxarqrax (@CO .3.2.00433) rz He
coAepxaqux (<DCO.3.2,00456) N-xonqenofi METI4OHHH. TAK)KE
percou6nuaHrHoro raurepSepona 6era-1b (OCO.3.2.00477) rro3Borrnror

craHAaprHrtx o6pa3IIoB, a raKxe craHlaprr43yror ycnoBr{.f, 4auuofi orIeHKr4 Ha
pa3Hbrx,npeAlparrra.rrx r4 B KoHTpoJrbHbrx na6oparo puflx.

Paspa6oranHttft I{ arrecrosaHurtfi craHAaprnrrfi o6paseq [peAn puflTprfl, rrrfl
OIIOHKI4 rIoAJIIlHHocru aMr{HoKr4clornofi nocJreAoBareJrbHocrtr u upo@una
rJII{Ko3I{nI4poBaHLIf, pexou6unaHTHoro ceAbMoro aKTHBrlpoBaHHoro Saxropa
cBeprhlBaHl4f, KpoBH rlo3BoJlf,er olleHprBarb rroAJrr,IHHocrb [epBr4r{Hofi crpyxrypbr tr
upoSranx TJII4KO3I,IJII{poBaHI4I xaNAoft Hosoft aepuvr AaHHoro 6elxa, He3aBHcr4Mo
or H€urr4 rrufl MexAyHapoAHo ro craHAaprHoro o6pas qa.

Pa:pa6oraHqafl, ynraQnqrapoBaHHar MeroAHKa nrrcoxoe$Qexrunnofi
xpoMarorpaLuu rlaAPoQnnbHoro B3aHMoAeircrrlus rnfl ceJreKrrrBHoro
orlpeAeJlelJufl- aMvrHoKI4cJIor (uzqun, tucrvr4uH. MerlroHr.rH, IIpoJILTH, aptr4HvtH,
JII43LIH vr Lrx cNaecu) paccql,ITaHa Ha mrapor<zft crreKTp 6aororu.{ecKr4x
neKapcTBeHHbIX [pe[apaToB LI IIo3BoJIteT IIpoBoALITb IIprMoe KoJrr4qecTBeHHOe
onpeAeneHl4e o4uofi krlru HecKoJIbKI4x aMLrHoKI4cJIor, BXoA.rIu{ux B cocraB
[penapara, B xoAe oAHoro aHilru3a 6es [peABapr4relluofi AepuBarvrca\uu
AHAJIPITA.

Pa:pa6oraHHafl yuraQuqupoBaHHat MCTO,ITI4KA

errcoroeQSer<runuofi NuAlcocrHofi xpoMarorpa$uu
uou'tcop6ara 80 paccrluTaHa Ha urnpoxafi crreKrp 6uolornqecKr4x JreKapcrBeHHbrx
[penaparoB Lr IIO3BOJIf,eT npoBoAr4Tb rrprMoe Korl4r{ecrBeHHoe olpeAeneHr4e
uolncop6ara 80 6e: npeAnapr{TeJrbHofi 4epun aru3arrkru aHarTura.

Pa:pa6oraHHafl MeroAr4Ka aroMHo-a6cop6qrzoHsofi cneKTpoMerpr,rr4 c
SJleKTporepun'recrofi aroMnsal{Hefi AJIf, onpeAeneHrir r4oHoB aJrroM}rHr.rr B

6uororu'recK[x JIeKapcrBeHHhIX npenaparax [o3BoJrser rrpoBoAr4Tb KoHTpoJrb
KatIeCTBa HA BbIcOKOTeXHOIOTLIqHOM ypOBHe, paCCqI4TaHa Ha 6UOIOTn.IeCKLI9
neKapcrBeHHble npelaparbl, co.4eplKalrlr4e B 'KarlecrBe aIbloBaHTa reJlb
rr4Apo KcLr Aa krrru Q o c S ara aJrroMr4Hr4f, .

llolyueuurte pe3yJlbrarbl BHeApeHbr B HayqHyro H rpaKTuqecKyro
AetreJlbHocrb @fBy <Hayuultfi IIeHTp 3Kcrreprrr3br cpeAcrB MeAr4rlrrHcKoro
rrpr4MeHeHrz{) MuHs4pana Poccrau (axr BHeApeHnr ofEy <I{UOCM|I)
Manslpaea PoccuLI or 07.12.2023)14 clrcreMarr43r4poBaHbr B cJreAyroqgx Hayr{Ho-
MeroAHr{ecKI4x rl34aHnflx I4 npoeKTax HopMarr4BHbrx AoKyMeHTon $e4epaJrbHofo

crarrxx), npeAHa3HaqeHHbrx Arrfl BKJrroqeHr4s B

6

3KcKJrro3r4ossoft

Lnfl o[peAeneHr{t

ypoBHr (Sapuaronefiuux



focy4apcrBeHHyro @apuaronero P@: <Pyr<oao4crBo no oKcneprrl3e
JIeKapcrBeHHbIX cpeAcrB). Toru IV.-M.: llolurpa$-Ilnrcc, 2014 - 172 c. fnasa 8 -
<<Paspa6orra 6uoanalonrtlHblx (6uono4o6Hux) rpenaparoB, coAepx(arrlr4x
KarrecrBe Saprr,raqenrz.recKofi cy6cranquu unrepoepon 6ero>, filaBa g

<<Pa^:pa6oxa 6noaua-uorl{qHblx (6uonoao6nux) JreKapcrBeHHbrx rperaparoB,
coAepx{alqlrx B KaqecrBe SaprvraqenrlEqecxofi cy6cranqr4u vrHTep$epon alr@u;
<<Pyrono4crno uo gKcrreprl43e neKapcrBeHHbrx rpenaparoB KpoBr,r), pa3Aen
<Pexona6uHaHrHble Sarcropu cBeprbrBaHnf, KpoBr4) u o6qa.s $apvraxon efiuax
crarbfl <@axropu cBeprblBaHl4f, KpoBr4 rreJroBeKa (reuuo-lluxeHepHbre,
pexo1116auauruue)>; (PyKoBoAcrBo rro 3Kcrreprr,r3e ranavryuo6noJrorr4qecKr4x

JIeKapcrBeHHbIX [penaparoB) frasa l1 <Koru.recrBeHHoe o[peAeJreHr4e
aMI4HoKLIcJIor B utuuyuo6uoJlorl4rlecKllx JleKapcrBeHHbrx npenaparax MeroAoM
nrrcoxoeSQexrunnofi NuArcocruofi xpoMarorpaSuu ua4po$unbHoro

B

Bal4MoAeitcrr;ufl>> u o6t\as, Sapuarouefirras crarbr <Onpe4eleHtre aMuHoKr{cJror
B rlpenaparax LIMMyuorno6ynLIHoB MeroAoM ru4poQznbHoro Bar.rMoAeitcrnux>>;
<Pyroro4crBo rlo oKcneprl{3e JreKapcrBeHHbrx opeAcrB rlrfl MeAlrqr.rHcKoro
[pI{MeHeHI4.fl)' pa3Aen <O6rqze rpe6onauufl" K ercneprHofi orIeHKe Kar{ecrBa
neKapcrBeHHbIX npenaparoB Ha ocHoBe perou6uHaHTHbrx r,rurepQepoHoB alr$a,

PEG- vr oau S u qupo BaHHbrx

Sapvrarouefrurre cTaTbu
<I4urepQepoHbl) u <llernrupoBaHHbre (xoHuorupoBaHHbre) repaneBrr4qecK[e
oeJIKa, nonyqeHHble c npI4MeHeHr4eM TexHoJrorHH pexou6rauasrHofi AHK) vr

Sapvrar<oueiruax crarbt <I4HrepQepoH qeroBer{ecxufi perola6r,ruauruufi a"nrQa-
2b, cy1craHr\Lrfl pacrBop, pacrBop 3aMopoxeuunfi>; pyrono4crno <Tpe6onauvg x
craHAaprurrrvr o6pa3IIaM B Aocbe Ha 6zonorr{qecKue JreKapcrBeHHbre cpe.qcrBD),
pa3AeJI 2, nogpas[en 2.1. <PexovreHAarlr4LT rro arrecrarluv craHAaprHrrx o6pa:qon
Anf, noATBepxAeHI4.l TIoAJII{HHocrr4 per<ovr6unaHTHbrx repaneBTr4qecK}rx 6emcon>>.

Pa":pa6oranHrrfi aJrropr,rrM arrecrarluu craHAaprHbrx o6pa^:qon,
npeAHa3HaqeHHbIX Anfl oIIeHKLI noAnLIHHocTIz cTpyKTypbl perou6uuaHTHbrx
TepaneBTr4r{ecKnx 6enxon, r4c[onb3yercfl AO <feuepuyu> [pr4 pa:pa6orxe
LrHIr4BvrilyaJIbHbIX nporpaMM arrecrarlr4r4 craHAaprHbrx o6pa":qon [peAnpr4.rrrr4fl
pexovr6unaHTHoro Qaxropa cBeprbrBaHar r<ponra VIIa (axr BHeApeHrrr or
15.09.2021), OOO (HIIII <@apvraxrroH)) (axr nHe4peHun or 08.06.2022) n OOO
<@apvrauapK) (arcr nue4peHat or 20.09.2021) npu pa:pa6orKe r4HAr4Br{Ay€LnbHbrx

rrpofpaMM arrecrarlrr{ craHAaprHbrx o6pa:qon npeAnpr.r.f,rr.rr unrepQepona
aruQa-Zb.

Pa":pa6orauurrfi I4 arrecroeaHHHfi craHAaprurrfi o6paseq npeAnpuflrus, Arrfl
OII0HKI,I TIoAJII{HHocrI,I aMldHoKr4croruofi [ocJreAoBareJrbHocrr.r Lr npoQuna
rnI4Ko3I4JII{poBaHI{t percou6unaHTHoro ceAbMofo aKTkrBLrpoBaHHoro Sarropa

I

peKoMor4HaHTHbrX

perou6nnaHTHbrx
nurepSepoHoB

uurepQepoHoB)),

6era u

o6ruue



cBeprblBaHl4f, KpoBIl I4clloJlb3yercr OOO (MEU <<fenepnyu>> (axr BHe.{peHr,rf, or
2s.04.2019),

Paspa6orausufi I{ arrecronaHurrfi $aprraaxonefiHrrfi craHAaprHrr[ o6paseq
pexou6uuaHrHoro nnrep$epona amsa-2b, coAep)Karrlero N-xonqesofi Merr{oHr4H
(oco 3.2.00433), rprrMeHrercr ooo <@apuauapKD (aKr BHeApeHr4f, or
20.09.2021) u OOO <@apvrar<rroH)) (arr nHe4peHun or 30.12.2021).

Paspa6orasHufi a arrecrosaHHrrfi $apvraxonefistril craHAaprHrrfi o6paseq
perovr6uHaHrHoro raHrepsepona atts$a-2b, He coAep)Karrlefo
Merr4oHr{H (@co.3.2.00456), rpuMeH{ercs ooo <(Depou> (am
22.0I.2024). Paspa6oraunufi I{ arrecrosaHHnfi Sapuaxonefiuuft crangapruufi
o6paseq perovr6uuaHrHoro nHrep$epona 6era-1b (@CO 3.2.00447) npurr,rennercn
AO <fenepr4yM) (arcr nue4peHkrf, or 15.09.2021).

P a:pa6or annafl. vr Batru$upo BaHHaf, MeroArlKa o rrp eAene Hufl ro nucop6 ara 8 0
n 6nolorI4qecKllx JleKapcrBeHHbrx npeflaparax MeroAoM 3KcKJrro3lroHHofi BSXX
IIpLIMeHf,eTCf, IIpI4 OUeHKe KarIecTBa [Ipe[apaToB MoHOKJTOH€LJIbHbIX aHTI4Ten IIO
rIoKa3areJIIo Kallecrsa (llonucop6ar 80) OA <feHepuyvr> (arcr BHeApeHr4s or
20.02.2024).

Pa^:pa6oraHHafl, vr BurkrrupoBaHHa.f, MeroAr4Ka ceJreKTr4BHoro onpeAeJreHr,rt
AMI,IHOKIICJIOT OI4OJIO|LII{ECKHX neKapcTBeHHbIX npenapaTax MeroAoM
nucoxoeQSerrunuofi Nu.urocrnofi xpoMaror-p aSuu rngpoSunbHoro
B3al4MoAefi,ctnus>> nplaMeH.aerc{ OA <feuepuyrrr> npn orIeHKe Kar{ecrBa
npelapaToB TepaleBTLIqecKI,IX pexou6nuaHTHblx 6elxon, B ToM rrr/rcJre

MOHOKJIoH€LJIIHIIX aHTI4TeJr, lto tIoK€BareJIf,M <<Koru.{ecrBeHHoe coAepxaHl4e
apn{HI4Ha), <<Koru'IecrBeHHoe coAepxaHlle fuaru1uHa>>, <<Koru.recrBeHHoe
coAepxaHr4e Merlro Hr{Ha)) ( arr nne4 p eHufl, or 22 . 12 .2023).

[ocronepHocrb u aupo6aqllfl pe3yJrbraroB rrccJreAoBaHtrfl, B ToM rrgcJre

uy6.nurcaqun B perleH3rrpyeMbrx r{3AaHnrx

locronepHocrb pe3yJlbraroB, rroJryr{eHHbrx B xoAe pa6orrr, o6ecne.{uBaerct
3HaqHTenbHbIM o6teuov [poBeAeHHbIX r{ccJreAonaszfi, rpr4MeHeHr4eM KoMrrJreKca
BbIcoKorexHoJIofI4trHbIX Qusraxo-xuMlar{ecKllx MeroAoB I4ccJIeAoB aHvrfl,
I4crIonb3oBaHI4eM uI,tpoxofi HoMeHKJIarypbr MeAHrIr{HcKrrx 6zonpenaparon Anfl
rIoATBepxAeHI{.[ o6lacrn [paMeHeHI{t pe3yJmraron r4ccJreAoB aHvrfl, noryqeHr,reM
sKcrrepr4MeHT€rJrbHbrx AaHHhrx B laooparopuu, nxo4rqefi B cocraB
ZcnrrrareJlbHoro IIeHTpa, IlMercxlero aKKpeAr4TarIUro cr4creMbr MeHeA)KMeHTa

KarrecrBa corJracHo |OCT ISO 17025-2019 <O6qrEe rpe6onauzr K

KoMIIereHTHocrI{ I{cnblTareJrbHbrx u ranra6ponorrHbrx ra6oparopnfr>>,
Heo6xoAraMylo AJIf, pa3pa6orru. u arrecrarlr4r4 craHAaprHbrx o6pa:uon, HMerorrIHX

craryc Qapnaaxonefi utrx.

N-ronqesoft
BHeApeHr{r or



Anpo6auux pa6ornr cocroflnacb Ha 3ace4aHvrr
(De4eparuHoro rocyAapcrBeHHoro yr{pe)KAeHl4t <Hayuurtii

cpeAcrB Me,4I4qI,IHcKoro npI,IMeHeHLIf,) MnHacrepcrBa

Pocczficr<ofi @e4eparJr4vr(uporor<on Ns 8 or 05.12.2023).

Marepua-urr .quccepraquonnofi pa6omI AonoxeHbl u o6cyx4eHu Ha: II
Bcepoccuficrofi Hayvnofi xouQepeHqnn <<AHalnulqecKaf xpoMarolpa$ut u
KanlrJrnrpsnfi ererrpo$oper> (Kpacuo gap, 2813); XV Bcepoccnficrou Qopyue c

Mex{AyHapoAHbIM yqacrneM <MeAuIIlzHcKat r4MMyHonorl4s)) (Canrr-flerep6ypr,
c MexAyHapoAHbIM yr{acTHeM2015); XVI Bcepoccuficrcou Qopyrvre

<MeAuqvHcKar r4MMyHoJrorr4f,) (Canrcr-llerep6ypr, 2017); Bcepoccraficxofi

Hayr{Ho-nparru.recxofi. r<ouQepenqnu c MexAyHapoAHbIM yr{acrl4eM

<Monexy nflpHafl, Ar4arHocr vKa vr 6 uo6esouacHocrb)) (Mocxea, 2020).

lly6.nlucaqnu [o reMe nccJreAoBaHus: ro Marepl4anaM AI4ccepraIIuI4

ony6lraxonana 3 I reqarHafl pa6ora: 18 crarefi B peIIeH3HpyeMbIX uzgauwx, 5

crarefi B Apyrrlx uzgauutx, 4 ' B MarepI,I€LiIax roH$epenqnfi, 4 nareHra Ha

uso6perenue PO.

PenoruenAarlun rro ucrroJrb3oBaH[Io pe3yJrbraroB tI BbIBoAoB

Arrcceprarluonnoft pa6orrr
1. Paspa6oraHHhre Sapvraronefiurre rpe6orauur K oIIeHKe TIoAJII{HHocrI,I

uepnnuHofi crpyKTypbr vr 3Hatrr4Mbrx nocrrpaHcJl{IILIoHHbIX uo4uQI,mauuit

penorvr6rEnaHTHhrx uHrep$epoHoB anrQa kr 6era, a raKxe peroru6unaHTHblx

$axropon cBeprbrBaHr4fl KpoBu ueo6xoArrMo HclroJlb3oBarb npl4 pa:pa6orre vr

rrpor43BoAcrBe; npl4 SopnarapoBaHilu coorBercrByrolqrlx pa3AenoB

pefr4cTparlr4oHHbrx Aocbe, npeAHa3HaqeHHbrx Anfl npoBeAeHHt perI4cTpaIInoHHoI4

vr nocrperlrcrpaqnouHofi 3Kcneprr43br; rtpu npoBeAeHI,II4 rocyAapcrseHHofi

perr{crpaquousofi v nocrperL'rcrpaqnouuofi 3Kcneprl43bl; npu nocepufiuou

KOHTpOne KaqecrBa AaHHbIX npe[aparoB.

2. Pazpa6oraHHbre Sapvraxonefisue rpe6onaHllu K oIIeHKe KarlecrBa PEG-

rraoArEQraqnpoBaHHbrx 6enros seo6xoAIEtr,to ucnoJlb3oBarb npli pa:pa6orr<e u

rpor.l3BoAcrBe; rIpI4 SopuupoBaHuLr coorBeTcTBytoqux p€BAeJIoB

perurcTparllloHHbrx Aocbe, rrpeAHa3HarreHHbrx AJI{ rIpoBeAeHI4t pefl{CTpaIII4OHHOII

u rrocrperr4crpaqraoHuofi sKcneprr,r3br; npu rpoBeAeHI4H rocyAapcrseHHofi

perr,rcrpar{uoHHofi u rocrperncrpaquoHHofi 3Kcneprl{3bl; rIpI4 nocepnftHou

KOHTpOJTe KarrecTBa AaHHbIX npenapaToB.

3. Paepa6orasurtfi €uIropI,IrM aTTecTaIII4I{ cTaHAaprHbIX o6parqon,

[peAHa3HaqeHHbrx Anfl rroATBepxAeHI4fl IIOAIIIHHOCTI4 [epBI4IIHOLI

[ocJreAoBareJrbHocrr4 kr 3Har{r4Mbrx rIocrrpaHcJI{III4oHHbIX rvroAraQnxa\uit

percorrl6nuaHTHbrx repaneBTr4r{ecKr4x 6emor, geo6xoAniuo ucrloJlb3oBarb npl4

paspa6orrce v arrecrarlr4rd Qapuanonefinux craHAaprHbIX o6pasuon LI

Vqenoro coBera

rleHrp SKcIIeprI43bI

3ApaBOOXpaHeHHt



craHAaprHbrx o6pa3rloB npeArrpr4rrlrf,; npu QopvulpoBanvru coorBercrByloqux

pa3AeiroB pefr4cTparlr4oHHbrx Aocbe, [peAHa3HarIeHHbIX Anfl IIpOBeAeHI4t

pen4crpaquoHuofi u rocrperlrcrpaquonuofi gKcrleprl{3bl; rIpH rIpoBeAeHu}I

ro cyAap crgeHHofi perr4 crp aquonnofi r4 nocrp erl{crpaquouuofi gKcrleprl{3bl.

4.Pazpa6oraHHhre r{ arrecroBaHubre SapvraronefiHrte craH.uaprnrte o6pasqrr

Anfl orIeHKr4 rroAnuHHocrll aMr{HoKktcrornofi nocneAoBareJlbHocrl4

pexou6rzuaHrHbrx r.rnrepQepoHoB anr$a-2b coAepxaqzx (@CO.3.2.00433) n He

coAepxaqr4x (@CO,3 .2.00456) N-xoHrlesofi MerI4oHI4H, a raKxte

pexoivr6uuaHrHoro uurepQepoua 6era-1b (OCO.3.2.00477) seo6xoAraruo

BHeApI,rTb Ha Sapuauenrl,IqecKux npeArrpI4{Tuflx, BbII]VCKAIOIUI,IX

coorBercrByroullle npelaparbl, rpLI nocepr,rfiHoM KoHTpole KaqecrBa.

5. Pa:pa6oraHHylo MeroAIlKy nucoroeSQemuauofi xpoMarorpaSuu

ru4po $ unbHof o B3 alrMoAe itcrsufl, Anr ceJreKTI4BH o ro onpeAe JIe Hufl. aMvrHoKI,Icn or
(runqun, rr{crr,rAuH, MerLroHI4H, rrpoJlr4H, apTLIHLIH, JIIa3I{H vr I,IX ctuecu)

qelecoo6pa3Ho BHeAprirb ua QapuarIeBrI{qecKLIX npeAnpkraruflx, BbllrycKaroulux

[penaparbr, coAepxalrll4e AaHHbIe

nucoxoeQSexrunuofi

xrz.4KocrHofi xporuarorpa$nu Arta o[peAeJreHI,I{ uolncop6ara 80 qelecoo6pa3Ho

BHeApr4Tb ua Qaprr,rarleBTuqecKr{x [peArrpvflTnflx. BblrlycKaroul4x 6nolornqecKl4e

Jre KapcrBeHHbr e trp e naparbl, c oAepxalque Aanuu fi cr a6uttusarop.

7. Pa:pa6oraHHyro MeroAaKy aroMHo-a6cop6qraoHnofi cnexrpoMe'Ipvvr c

oJreKTporepuuuecxofi aroruusarluefi AIrfl orlpeAeneHl4t I4oHoB iuIroMI,IHI4t

qelecoo6pa3Ho BHeApr4rb na QapuarleBrr4qecKllx ilpeArrpuflTr4flx, BbIIIycKaIoqlIX

6[onoru.recKr4e JreKapcrBeHHbre nperraparbl, coAepxalque B KaqecrBe aAbIoBaHTa

reJrb rHApoKcLIAa unu QocSara aJlroMuHu.x

CoorsercrBl{e c[eqlraJrbHocrrl

,{uccepraqnr rro reMarI.IKe, MeroAaM lrccneAoBaHlrs., HafrHbIM IIoJIoxeHIa{M

14 BbrBoAaM coorBercrByer rracnopry cneIII{€uIbHocrH: 1.5.6 - EuorexHoJlorl,It

(t.12 u n.29).

Oqeu rca coAepll(aH ufl H oQop rvr.neH Irfl A l{ccepra uH u

[racceprardr4s rl3noxeHa na 3I2 crpaHr,rqax,'cocrol4T tI3 BBeAeHLrfl, o6eopa

nr{reparypbl, 3 fJraB co6crseHHrtx HccJIeAoBauvtil., 3aKJIIoqeHut, BbIBoAoB,

rrpaKrr4qecKr4x peKoMeHAa\uit, [epcIIeKTI4B Aanrsefiurefi paspa6orxu reMbl,

crrr4cKa corpauqenufi, cIII4cKa r4crronb3yeMoH JruTeparypbI, [p!iloxeHnfl,

fiucceprarlr4{ coAepxlrr 32 ra6tur{br, rairJlroarpldpoBana 65 pHcyHKaMn. Cuucox

Jrr.rreparypbr coAepxur 443 racroqHr{Ka: 105 oreqecrBeHublx u 338 }IHocrpaHHbIX.

6uororuqecKue

craor{Jrll3aTopbl.

JreKapcrBeHHbre

6. Paspa6oraHHylo MeroAI,IKy SKCKJIIO3I4OHHO14

B anropeQepare Alrcceprarlupr YcrunnuKosofi O.E. usroxeHbl ocHoBHbIe

rroKa3aH BKnaA aBTOpa B npoBeAeHHoe
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I{CCJIeAOBAHI{e, CTe[eHb HOB?I3Hbr V [paKTI{rreCKa.q 3Har{LrMocTb rrpr,rBeAeHHbrx

pe3yJlbraroB LlccneI:oBaH.uf4, coAepxarcf, cBeAeHHfl 06 opraHpr3arlr4l4, B Koropofi
BbIIIoJIHtJIacb.{ucceprar\ufl, o6 onnoHeHTax 14 BeAyrqefi, opraHu3arlvrv, o HayqHoM

KoHcyJIbraHTe coLIcKareJlf, yueuofi crerreHr4, npHBeAeH crrucoK uy6nuxaqrzfi
aBTOpa AI{CCepTaIIr4r4, B KOTOpbTX OTpaXeHbr OCHOBHbTe Hayr{Hbre pe3yJrbTaTbr

uccnenoBaHI,Ifl*

[uccepraIJkrfr kr anropeSepar oQopMJreHbr B coorBercrBLru c rpe6onaHurMr4

fOCTa P.7.0.11-20II, uanucaHbl rpaMorHo, xoporuuM nLrreparypHbrM f,3hrKoM.

Bcrpeuarorct HeMHoroqr{cJreHHbre orun6ru (oueuamu) (na crp. 49,59,71, 73, 88,

89,96), qro He cHllx{aer o6Iqefi floJroxr.rrenrHofi orleHKr.r Ar,rcceprarlr4r{.

AHanrzs Mareppl€uloB, I43JIo)KeHHbrx B Allcceprarluu, rlo3BoJurer cAeJlarb

3aKIIOqeHI{e O TOM, qTO TeMa AT,TCCepTaIILIU AKTyAnbHa, Har{Hbre IIOJIOXeHI4.f,,

BbIBoAbI I,I peKoMelnqaIJuu, cQoprvrynr{poBaHHbre B Ar{cceprar\Lrkr, o6ocnoeaHur
TeopeTuqecKl,I I{ SKcrIepI,IMeHT€uIbHO, I,rX AOCTOBepHOCTb 14 HOBH3Ha He BbI3bIBa}OT

coMHeHI{t. .{ucceprarrufl, o6raAaer BHyTpeHHHM eAr4HcrBoM r4 cBr,rAerenbcrByer o

JII4qHoM BKJIaAe coucKarenf, B petuaeMylo Hayr{Hyro npo6lerr,ry.

B qelovt, paccMarpl4BaeMylo Ancceprarrr4ro MoxHo oxapaKTeprr3oBarb KaK

HayrIHo-Keann$uxarll4oHHyro pa6ory, B Koropofi co4epNvrrcfl. perxeHr4e saNHo[
uayunofi upo6.nenarr - coBeprxeHcrBoBaHr,re MeroAoJrorr4n orleHKr.r $ra:ur<o-
XLIMI4TIeCKI4X nOKa3aTeJIeLI Kar{eCTBa MeAI{III4HCKI4X OI,IOJIO|I{TIeCKLIX

JIeKapcTBeHHbIX [penapaToB Ha rrpuMepe perorr,r6zHaHTHhrx TepaneBTr.rqecKLrx

o eJIKO B U p fl AA IXI4pOKO I{CnOJIb3yeMhrX BCTTOMO| aTeJrbHbrx BerrIeCTB.

Orsnre paccMorpeH Ir o4o6peH Ha 3aceAauuu npo6reuHofi KoMr.rccrru 48.02

<luarnoc rr4Ka, upoQranaKrr{Ka

6onesHefi> (llpororcor Ns 28 or
oco6o oracHbrx un$erquoHHbrx

lrr pacurupeHufl, .qlrcKyccar4 xoreJroct 6tr y3Harb or aBTopon pa6oru o

Aal rs efi ruHX n ep c neKTr,rB ax r.rx H ayr{Hbrx r4 cc Jr e Aosauufi..

3anrroqeHne

,{racceprarlr4oHHar pa6ora Ycrusunxosofi Olrru Eopuconurr Ha reMy

<ConeprueHcrBoBaHl4e MeroAonorr{r4 oIIeHKI4 Quruxo-xr{Ml,IqecKr4x rroKa3arerrefi

KaqecrBa 6uororrrecKr4x neKapcrBeHHbrx [pe[aparoB), rrpeAcraBneHHar Ha

coI,IcKaHLTe y.reuofi cretreHu AoKTopa 6[ororz.recKl4x HayK rro cneqnaJrbHocrr4:

1.5.6. - 6uorexHoJlorl{tr (6rEonorraqecKue uayru), flBrrflercfl. 3aKorrlreHHbrM

HayrIHbIM TpyAOM, B KOTOpOM Ha OCHOBaHr4r4 TeOperI{qeCKOfO r4CCJreAOBAHkrs.,

pe€Lnu3oBaHHoro rryreM pa:paOorru Qapruaxonefisux rpe6onanufi 14

peKoMeHAarlukl, H [paKTr{rrecKofo r4ccJreAoBaHufl, pe€Lnr43oBaHHoro rryTeM

pa:pa6omu craH,qapurux o6p€BrIoB n yuu$urlr4poBaHHbrx Mero.{HK KoHTpoJr.rr

KatlecrBa, ocyqecrBJreHo perxeHr4e aKTyanbHofi Hayuuo-npaKTnqecxofi npo6reurr

14 JIEIIEHI'IE

28.04.2025 r.)
Boupocur
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B o6lacru o6ecne.IeHl,Is Kar{ecrBa MeAr4ur,rHcKlrx 6norexnoJrorr4qeeKlrx
JIeKapcrBeHHbIX [pelaparoB - ycoBeprueHcrBoBaHa MeToAoJrofllfl orIeHKH

Qr,rruxo-xl4Mur{ecKI,IX uorasarerefi KaqecrBa MeALrIIrrHcKIlx 6uororuqecKr4x
JIeKapcrBeHHbIX [pe[aparoB B ycnoBugx pa3Burkrs, aHartrrvqecKl4x rexHoJrorwi,t u

rapMoHrr3 arJvru Q apuar<ouefi nux rp e6 onanafi .

llo arcryanbHocrll, HoBLI3He r,r [paKTlr.{ecrofi 3HaqlrMocrn Ar{cceprall?IoHH€ur
pa6ora YcrnnnuKoeofi Omrz Eopuconnbr coorBercrByer rpe6onaHusru n. 9-I4
floloxenu.s (O [opf,,4Ke rrpncyxAenvrfl. rreHbrx creneHefi>>, yrBepxAeHHoro

flocrauonneHl{eM llpanurerbcrBa Poccuficxofi @e4epaq;au Ns 842 or 24 ceurr6pr
2013 roga (c I,I3MeHeHI,If,MI,I B coorBercrBuu e flocrasonJreHa{Mrr llparnrerbcrBa
Poccuftcr<ofi (Deaeparyu or 21.04,2016 r. J\b 335, or 02.08.2016 r. Ns 748, or
29.05.2017 r. J\|s 650, or 28.08.2017 r. Ns 1024, or 01 .10.2018 r. .Ile 1168, or
26.05.2020 J\b 751,20.03.2021 r. Ne.426, or 11 .09.2021 r. Jtlb 1539, or 26.09.2022
r. J\b 1690, or 26.0L2023 l\b 101, or 18.03.2023 Ns415,26.10.2023 J\b1786, or
25.01.2024 J\b62, or 16.10.2024 N01382), ycraHoBJreHHbrM Ann ilucaepraqufi ua

coI{cKaHI{e yreuoft crerreHrir AoKTopa HayK, a e€ aBTop, Vcruuul,rKoBa Olrra
Eopnconua, 3acJrylrr{Baer rrpr4cyxAeHvrs." yleuofi crerreHr{ AoKropa
6uororu.recKux HayK rlo cnerll4€rJrbHocrrr 1.5.6. - 6uorexnoJrorr{rr (6uolorzqecKr4e

uayxu).

OrsHs cocraBl4n 3aMecrr4TeJrb AHpeKTopa ro 3Kcrrepr4Menraltsoft Lr

rlpol43BoAcrnenHofi pa6ore (DeAepanrHoro Ka3eHHoro yqpexAeHu{ HayKr4

<Poccuficxrafi nayuHo-r4ccJreAoBareJrbcxuir nporr,rBorryuuufi r4Hcrr4ryr <MrExpo6>
(De4epanrHofi cnyx6rl e rlpaB norpe6nrereft n 6raronoryrrr4t
qenoBeKa (Poccraficxar Caparon, yJr. YuuaepcarercKar, 46,
8(8452) 26-21-31, rus

AOKTOp OrroJrofr4qecK

npoSeccop z$opon Arexceft KoucrauuzHoBr.rq

llo.uuncs Hux OHCTaHTI{HOBLITIa 3 aBep.fl IO :

yveuufi ceKperapr @egepan Ka3eHHoro yqpex{A eHnfl. HayKr4 <PoccnficrcrEfi

HayLlHo-I4ccneAoBaremct<tzft nporr4BorryuHrrfi uuctHryr <Muxpo6> (De4epalrHoft

cnyN6lt B c$epe 3aIrII4TbI rrpaB norpe6urenefi u 6raronoly-r.nfl, qeroBeKa

(PoccuficKa.q @eAepaupr.f,, r. CaparoB, yn. YnnnepcrarercKafl, 46, 8(8452) 26-21-
3 1, rusrapi@microbe,ru

KaHAr4.4aT MeAT,TTIHHCKHX HayK
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