3AKJIIOUEH]
JIMCCEPTAIITMOHHOI' () COBETA 68.1.0Q
®EJIEPAJILHOI'O TOCYJIAPCTBEHHOI'O
«"OCY JIAPCTBEHHBIA HA YUHD]
IMMYHOJIOT My GEIEPAJIBHOTO M
ATEHTCTBA, TIO JIMCCEPTALIY HA CO
| KAHJIMJIATA H

ATTGCTauHOHﬂoe Ie
Pemenue L[HCCGp’I‘:aHHOHHOI‘O coBera
|

O  npucyXIeHUH IJ;_UBG,E[OBOﬁ EBrerx
Poccuiickoit Menepanuy, yqeiHoﬁ CTEIeHU KaH/}
Juccepranms ((COB!epHIeHCTBOBaHI/IG
KOJIMYECTBEHHOIO OHpe)Z[eJIe:HH}I aHTu-D aHTH
MMMYHOTJIOOYJTUHA t{eJIOBeKEa antupesyc Rb
MMmyHOJIOTHs  TIPUHATA Kiaamme 20 ceHTsl
coserom 68.1.002.01, coznanubiM Ha Gase ®I'R
OMBA Poccun, mmo agpecy: 115522, Mocksa, |
206/uK oT 14.02.2023). |
Couckarelib HIBG,IIOBEEI EBrenus Bnany
porxczenns. B 2003 rofy oKOHYMIIa TOCY IAPCTBS
BBLICIIIETO HpO(peccpIOHaJIbH:oro o0pa3oBaHuUs

YHUBEPCUTET IHUIIEBLIX H}‘iJOI/ISBOILCTB)) 1o
PaboTaeT riiaBHBIM aKcnepﬁOM B ®I'bY «Ha
MeUIMHCKOTO HpI/IMeHEHHH)% Munsapasa Poccy
HEHa B CEKTOpe

|
UMMYHOJIOTHUH HUCIBITATEIILHOI'O IIEHTpa 3K¢
|

Jluccepralysi  BBIIOI

MMMYHOONOTOIMYECKHX HpeinapaTOB OI'BY «H
MeIMLIHCKOTO IpuMeHeHus» Munsapasa Poccy

HayuHblil pyKOBOZMTEND — HOKTOP MEJIH]

AnekceeBrY, HaYaJIbHUK ynpaBneHHH 3KCIIEPTH
|

s

I/IMMyHO6HOJIOFHLIeCKHX HpeinapaTOB LHEHTpa 3

TMMYHOOMOJOTHYECKUX Hpe‘PapaTOB OI'BY «k
MeJIMIIUHCKOro NpuMeHeH sty Mun3ipasa Poccy
|

OdunuanbHbIe ONMMOHEHTHI:
|

1

195051

CIIEPTU3EI

1E

2.01, CO3JIAHHOI'O HA FA3E
BIOJPKETHOI'O YUPEX/IEHW
W LEHTP «MHCTUTYT
EJJUKO-BMOJIOT MUECKOIO
MCKAHWUE YUYEHOM CTEIIEHU
[AVK

o Ne
oT « 22 » nog0Ops 2023 r. Ne 17/2023

BJI&,[[I/IMI/IPOBHG, rpaxaHKe

iaaTa OMOJIOTUUECKUX HayK.

HMMYHO()EPMEHTHOI'O MeTo/a

TeJl B JIEKApCTBEHHBIX IIpernaparax
o(D)»

«3.2.7.

ops 2023 roma auccepTALMOHHBIM

II0 CIHEeIHMaJIbHOCTH

'V «'HL[ MHCTUTYT UMMYHOJIOTHI
(ammpckoe 1mocce, 1. 24 (npuka3 No

IMUpOBHa, 26 Hos0pst 1980 roxa

'HHOE 00pa30oBaTebHOE YUPEKIECHUE

«MOCKOBCKHI TOCYAapCTBEHHBIN

crienuMaJIbHOCTH «buotexHoorusy.

YVUHBIM LIEHTP SKCIIEPTHU3BL CPEJICTB

TH.

mpernapaToB KpoBH J1abopaTopuu

Ka4decTBa MCEIMITMHCKHX

[ay4HBIH LEHTP DKCIEPTU3BI CPEJICTB
M.
uHckux HayK CosjatoB Anekcanzp

BBl IPOTHUBOBUPYCHBIX MCIHIMHCKHX

KCIIEPTH3bL KadeCcTBa MEIWINHHCKHX

[aydHBIN LEHTP 9KCIIEPTH3bI CPENCTB

AH.




—
JKubypr Esrennii bopucosnd, JTOKTOP
saBefytonmii  kadegpoil  TpaHC)y3UONOTHH
|
NucTtutyTa

YCOBepIHGHCTB(i)BaHHH Bpaueu

OIOKETHOTO  YUPEKIACHHUS i((HaHHOHaJIBHBIﬁ ]
H.J. Tluporosa» MuHKCTEPOTBA 31paBOOXpaHey
UrnareeB ['eopruit MuxainoBud, JOKT(

CTapliuil Hay4HBIA COpriﬂHHK naboparopy

deepalbHOIO Gmﬂmemoro: HAYYHOTO YUPEeK
. M

HHCTUTYT BaKLUH H CBIBOp'OTOK HM.
BbICIIIEr0 00pa3oBaHuUs POCCTII/ICKOH Oeepanu
JUACCepTalHIO. |

Benymas opraHH?,aufpm:

«MOCKOBCKHIM  HAy4IHO-MCCIIEHOBATEIbCKUH

muxpobrosorun uM. I'.H. I'abpuuenckoro» @

denepanbHOe

MEJMIUHCKUX HayK, Ipodeccop,
1 TpoOieM . IepeluBaHis KPOBH
denepajIbHOTO  [OCYAAPCTBEHHOIO
MeJIKO-XUupyprudeckui LlenTp um.
mst Poccuiickoi denepanuy,

)p MEJMIIHMHCKUX HayK, mpodeccop,
U MOJIEKYJSIPHOM OMOTEXHOJIOTHH
neHus «Hay4Ho-HccinenoBaTebCKUi
CUHUKOBA» MUHHUCTEPCTBA HAYKH U
W — JIalIH TTOJIOYKUTENbHbIE OT3bIBEL Ha
OIOIKETHOE YUpEeXKJeHHe HayKu

HHCTHTYT AMNHUACMHOJIOTHH H

ellepallbHOM CIIyKOBI 110 HaI30py B

chepe 3alUTHL IIpaB HOiTpGGHTeHeﬁ n QUaromosyuMs 4eI0oBeKa B CBOEM
TOJIOKHUTENILHOM 0T35113e,i nogmucanoM | C.C.  bouxapeBoil,  JZOKTOPOM
OMOJIOIMYECKNX — HAyK, — BEAyIIMM  HAyqHBIM  COTPYHHHKOM nabopaTopuu
MMMYHOOMOIOTHYECKHUX nplfenapaTOB ¥ yTBepxJeHHBIM gupekropom ®ObBYH

MHUWHUDOM um. Fa6pH‘l€BCKIOFO PocriotpeOnan

C.IO. Kombaposoii, yKeF,ana 9TO  «JI

30pa JOKTOPOM OUOJIOTMYECKUX HayK

cepraunoHHass pabora EBrenuu

BramumuposEsl  1IBenoBoil «CoBeplIeHCTBORAHE WMMYHO(DEPMCHTHOIO MeTOza

|
KOJIMYECTBEHHOTO OHpGﬂ@H@HHH agTu-D aHTHTEN B JICKapCTBEHHBIX IIpelapaTrax

MMMYHOTJI00yTHHA qeﬂOBeKa antupesyc Rho(D)» Ha couckaHuWe y4eHOH CTENeHH

KaHgugaTta 6HOHOFI’IH€CKHX HayK TIO choel EUTI:;HOCTH

«3.2.7. VMmyHoJIOTHSI»

SIBJISIETCS. HAYUHO-KBATM(MUKALMOHHON pabOTOf, B KOTOPOHM COAEPXKUTCA PEIICHME

!
aKTyallbHbIX 3ajd4Y, I/IMGI{?IHI/IX CYIIECTBEH

Paspaborana HOBas | OKCIEPUMEHTANIBH

MMMYHOCOpOEHTa, |

KOJIMYECTBECHHOI'O OIIpCaeil

MMMYHOTIIOOyIMHA desoBeka anTupesyc Rho(D

[TO3BOJIACT ITOBLICUTH TOYHOCTD I/IBMepeHI/Iﬁ C[

merona. [IpeiokeH OpUrMHaIBHBIA MTOAXO K

|

[PUTOTOBJIEHHsST KMMyHOCOpOeHTa B jaboparof
i

onpe/esieHHd aHTH-D aHTUTen MMMyHO(EpN

METOIJOB OINTHUYECKOH MHKPOCKOIIMK M KOMIIb

dapmakoreHbIM CTaHIapTHBIA 00pa3sell, 03B

! 2

BKIIFOYAIOIAd OLEHKY K

eHus adTtu-D aHTI

o€ 3HadeHue Jisi HMMYHOJIOI'MH.

51 METOOHKA IPUTOTOBJIEHH

quecTBA €ro IPUIOTOBIIEHMS, M
ATen B JIEKApCTBEHHBIX Iperaparax
) UMMYHO(EPMEHTHBIM METOJIOM, YTO
aclIMpeHUeM TPaHHLl IPUMEHUMOCTH
OLIEHKE KayecTBa CaMOCTOSITEIIEHOTO
DHBIX YCIIOBUSX IPU KOJIMUYECTBEHHOM
(EHTHBIM METOIOM C IPMMEHEHHEM
orepHoil Mopdomerpuu. Pazpaboran

OJIMBIIAE 00ECTICYNTh JOCTOBEPHOCTE




W IIPOCIEKNBACMOCTD pe3ynrrTaTOB KOJIHYECTBE]

B JIEKapCTBEHHBIX npenapaJlrax I/IMMyHOFJIO6y

Jlokazana II€pCEeKTHBHOCTE WCITOIB30BaHUS

METOJ1a, yCOBepmeHCTBOBadﬂoro croco0oM 1
|

PUMEHEHUEM 3PHTPOIUTOE YeloBeKa (HeHOT]

KavyecTBa €ro IIPHUT'OTOBJICHUS, H

CTaH

HHOTO ompejieieHns: anTi-D anturen
miHa denoBeka aHtUpesyc Rhy(D).
B IIPaKTHKe HMMYHO(EPMEHTHOI'O
[PUTQTOBJICHUSI MMMYyHOcopOeHTa ¢
mmoB R1R1 wmu R2R2 u onenkoit

JIAPTH3UPOBAHHOTO  MPUMEHEHHEM

HALMOHAIIBHOIO CTaH/[apTHOro obpasua. Huccepraius E.B. IlIse1oBol MOJIHOCTBIO

COOTBETCTBYET TpeOoBaHMsIM IIyHKTOB 9-14 Tlo

. |
YUYEHBIX CTCIICHCH» (HOCT&H

or 24 centsabps 2013 rcé?ﬂa (c wu3MeHeHHU

[IpaButenscrBa PO or 30.07.2014 No723, o1

|
Ne748, or 29.05.2017 N96i50, or 28.08.201

26.05.2020 Ne751, 20.03.2021 Ned26, ot 11.09.

ot 26.01.2023 NelO1, ot 18}.03.2023 No415), 1
COMCKaHWe YyYEeHOH CTeneHHiKaHﬂHnaTa ouonorx

Esrenust BraguMUpoBHA 3aCiy)KUBAaeT IIPUCY?

OMOJIOTUYECKUX HAYK T10 CTIe[HATBHOCTH «2.3.7

CouckaTresb HMEET ]1|2 oy ONMMKOBaHHE

JccepTalyy OmyOIMKOBaHO 8 paboT, U3 HUX B

ornyOnuKoBaHo 5 paborT. !

Hauboliee 3HaUNMEBIE §a60TLI:
1. lsenosa E.B., Jlemuna :C.A., HaseroB J1.(

PazpaboTtka kpurepueB UMMOOUIM3ALUHN 3PUTP(

R2R2 na TBepnoil (ase NpH ONpeneleHUr (

npernapaTax ~ UMMYHOIJIOOyJIMHA  4eJoBeKa

MMMYyHO(GepMeHTHOTO aHanu3a // IMMyHomorus
2. lBexosa E.B., Kynamesa 3.JO., Jlemmn
uzo0perenue No 2777845i or 11.08.2022,
AB1K35/12,15; GOIN33/S3; «Cnocob xonuy
anturen lgG B npenapaTafx UMMYHOTJI00Y JII
3asBUTEJIb H H&TGHTOOGHaHEiITeJ'[B OI'BY «HLI]
Ne 2021137704 ot 20.12.2021.

Ha aBTopedepat ILI/ICCEepTaHHI/I TTOCTYTINJ]

BagumoBrua — JOKTOpa | GHOJOIHYECKHX

osiienue [IpaBureny

moxxeHus: «O MopsLIKe IPUCYKJIEHHUH
ctBa Poccuiickoit Meneparun Nog4?2
aMu B penakiun  IloctaHoBneHuMH
21.04.2016 Ne335, ot 02.08.2016
7 Nel1024, 01.10.2018 Nell168, ot
2021 Ne1539, ot 26.09.2022 Nel1690,
IpeJIbSIBIISIEMBIM K AMCCepTalMsIM Ha
HYeCKHUX Hayk, a ee aprop llIBenona
KJIEHWsT YYeHOM CTereHW KaHauaara
NMMyHOTOTHSD.

X pa0oT, B TOM YHCJIE [0 TeMe

PEHEeH3UPYEMBIX HAYUHBIX U3MAHWAX

., bopuceuu M.B., Kynamesa O.10.
HIIUTOB YenoBeka hernotunos RIR1 u
onepxkanust antu-D-anturen IgG B
Rho(D)

aHTHUPE3YC METOOOM

1.-2022.-T.43.- Ne 2. - C. 208-216.
a C.A., HaswsimoB JI.C. TlateHT Ha

MIIK:

€CTBEHHOI'0 OIPEOCICHMI aHTu-D-

Poccuiickass ®@enepanus,

1Ha yesoBeka aHTupe3yc Rho(D)»;
DCMII» Munznpasa Poccuu, 3asiBka

1 oT3bIBbl OT Kapsikuna Ajekcannpa

HayK, Tpodeccopa, PYKOBOJUTEIS

HUCIBITATEIbHOM na6opaT0pH:H OThcna SKCIEPTH3bl, KOHTPOJIA U U3YUYCHHA KadeCTBa,

) PeKTUBHOCTH, 6830H&CHOiCTI/I CpeICTB TpaHC
3

;)y3HOHH01‘/’1 ¥ MHPY3UOHHOU Teparuu




dI'BY  «HMMILL remarono

BaHOBHBI — JlIOKTOpa OHO!

run»  MuH3apasa

HAY4YHO-MCCIIEI0BATEIILCKON
PocHUUI'T OMBA Poccnin;
mpodeccopa,

OT XaMUTOBa
MEJIMIIMHCKUX HayK,

pazpaborkam OA «I'eHeprymp.

OT3BIBEI [1OJIOKHUTEIBHEIE. Om3pIB XaM

«HE0OXOIMMO OTMETHTL OTCYTCTBHE B aBTOPE(

pleI"HaMeHTHpOBaHO

1 aBTopedepar JuccepTalumy.

3al0UTY, HAIMYHUE KOTOPBIX

Bri6op ohrunranbHbIx |

X CHGHH&HHB&HH@ﬁ B I obnactu

JCCePTALlMOHHON paboTe, M OTCYTCTBHEM @

00s13aTENLCTB C COI/ICKaTeHeM!.
|

JlMccepTalliOHHBIA COBET OTMEYaeT, |

. |
COHCKaTCJIEM HCCHGHOB&HHﬁ:|

pazpaborana

HMMyHOC0p6€HTa C HCIIOJIB30BaAHUEM SPUTPOLIH

R2R2, Bxirovaromas 0H8HK}‘/ KadyecTBa €ro Ipl

OIpEacIICHUA antu-D aHTH

qejloBeKa aHTUPEe3ycC RhOI(D) UMMYHO(pEpPM

H

MOBBLICUTH TOYHOCTE U3MEPE

|

[IPUTOTOBIEHUA HMMYHOCOPOeHTa B 1aboparop
|

ornpeelieHuy aHTH-D aHTUTeN UMMyHO(epMeHT
|
|

- JI0Ka3aHa [epCIeKTUBHOCTb IPUMEHEHUS
|

METOJa, YCOBEPIIEHCTBOBAHHOIO CIIocOOOM 1

MCIIOJIB30BAHUEM DPHTPOLIMTOB YelioBeKa (heHC

KadyecTBa €ro HpI/IFOTOB!HeHHS{, u CTakg

DapMaKoIeHHOr0 CTaHAAPTHOIO 00pa3sLia;

- BBEJICHbI HOBBIE KPHTCPHU OLEHKH IPHEM

onpe,z[e!neHHﬂ

KOJIMYECTBEHHOTO antu-D

MMMYHO(epMEeHTHBIM MGTO,H\EOM.
Teopernyeckas 3H&1‘1H\\400Tb HCClIeqOBaHK

- JI0Ka3aHo, 4ToO HCHOJIBBOB%&HHB D-aHTHTeHOR

UMMOGHIIM3AIMY Ha TBEPOil (haze MO3BOIAET 3
4

TOTHYECKHUX HaYK,

J1abopaTopuu rem

BULIE-1IP

OIIITOHEHTOB M BEM)
HCCJ]

HOBaAd ‘ OKCIICPpHUMEHTAb

TGJ’I B JICKAPCTBEHHE

UH ¢ pacllHpEeHHEN

MpeJUI0XKEHA OpHFIfIHaJIB:Haﬂ MOIeJIb  Ollg

Poccun; ot Kpobunen WMpunsi
BEIYIIEr0 HAyJIHOTO COTPYIHHUKA
orpaHchy3HBIX TexHonorui PI'bY

PaBuisi ApraToBuda JOKTOpa

e3WJieHTa II0 HCCJICOOBAaHUAM U

proBa P.A. COJEpXUT 3aMedaHue:
hepaTe TOJIOKEHUH, BEIHOCHMBIX Ha
['OCT P.7.0.11-2011 «/luccepranms

yIel opraHu3alul 000CHOBBIBAETCS

[eJOBAHUM, MNpeaCTaBICHHBIX B

OBMECTHBIX pabOT M JAOrOBOPHBIX
[TO HA OCHOBAHWUM BBIIOJHEHHBIX

Hag ~ METOOWKA  MPUIOTOBJICHUS
ToB yesoBeka denotunoB R1R1 umn
ATOTOBJICHHS, JUISI KOJIUYECTBEHHOIO
[BIX IperapaTax MMMYHOIIoOysimMHa
[ECHTHGIM ~ METOJOM, I103BOJIMBIIAS
[ IPaHUL] IPUMEHUMOCTH METO/IA;
PHKH  KauecTBa CaMOCTOSTEILHOTO
HBIX YCITOBHSIX IIPH KOJIMYECTBEHHOM
"HBIM METOJI0M;

B IIpaKTHUKe HMMMYHO(EPMEHTHOIO
IPUTCOTOBIICHUsT MMMyHOcopOeHTa ¢
yrurioB R1R1 mnu R2R2 M ouenkoi
IIAPTH3MPOBAHHOIO  IPUMEHEHHEM
IEMOCTH TIOJy49aeMBbIX  pe3yJIbTaToB
AHTHUTE]  YCOBEPLIEHCTBOBAHHBIM
11 000OCHOBaHA T€M, YTO:

sputpouuToB (perorura RIRI s

(bheKTHBHO MPUMEHATh (PEHOTUI sl




[IPUTOTOBJICHUAA I/IMMYHOCOpﬁeHTa IMpH KOJIH]Y

aHTUTEN HMmyHOCI)epMeHTHLfiM METOJIOM;
- NIPMMEHUTENBHO K MpPOOIEMaTHKe JHUCCepTa

HOBM3HOM | Pe3yJbTaToB,

|
JIe MUMMYHOJIOTAYEl

obnagarommx "

HCCHG,HOBHHHﬁ, B TOM YHC

dHaJIu34a, reMarritoTHHaluK I

W31 C BU3yaJlU3alue

- H3JI0KCHEI ,IlOKEBaTEHBCTBBi. TOI'0o, 4TO

B reje, a TakXke LY
KOMITBIOTepHAsT MOP(POMETP
Dapma

ATTECTOBAHHON XapaKTEPUCTUKON CONEpIKaHY

IPOCICKUBACMOCTh M JOCTOBEPHOCTH HX

JICKAPCTBCHHLIX IIPeIlaparax !I/IMMYHOT‘JIO6}’J'[HH8

packpbiTa CIIOCOOHOCTH D-aHTUreHOB 3

06p2130BaHH}O HUMMYHHBIX KOMILJICKCOB (¢

HUMMOOHITM3alAM  Ha HJIOM

TBE] (Gaze 1py

|
HMM}’HO(I)@]DMGHTHBIM METOOOM,;

|
- U3y4YeHBbl OCOOEHHOCTH COPOIMHM APUTPOLH]

TBEP/OiL (pase B yCIOBHSX, IOXOOPAHHBIX AJIS 1]

|
- IpoBeJieHa MO,I{epHPBaL[iHH UMMYyHO(hepMe
onpefenenus antu-D-anTuten, koropas o0e

OIICHKY OCHOBHOTO ,[[elé‘:ICT]iSy}OHleFO BCILCCTI
|

MMMyHOII00YIMHA ueoBeKka anTupesyc Rhy(D).

I
3HavueHue HOJIY‘IGHHHX COHUCKATCIIEM

MNPaKTHUKH MOATBEPIKOACTCS TieM, YTo:

|
bI: «Criocod xomu

anturen IlgG B HpenapaTa‘Tx UMMYHOTJI00Y 1]
Ne 2777845 11.08.2022

WMHTEJJIEKTY aIbHOH ,[LCHTGLIBHOCTH Ne

- pazpaboTaHbl U BHEApEH

(maTeHT o1 Ty
3
CTaHJIApPTHBIA 0oOpazer] «C*ramxapmmﬁ obpa:
MMMyHOIII0OynMHa 4enoBeka aHTupesyc Rhy(
peectp DapMakoIeHHbINA CT%'HJI&pTHBIX obpa3ziig
JIOKYMEHTALIMIO — Ha HeKapiCTBeHHBIﬁ TIperay

antupesyc Rhy(D), pacTBop s BHYTPHUMBIILS
ME/mit)»

(yrBep:aeHo M3MeHeHue

IIPOU3BOCTBA :BY3 «}IBaHOBCK:

J\i& 6 or 20.04.202

MPOEKT o0IIeh CDapMaKOHBl\ﬂHOI‘;I cratbu «Ompe

umMMyHornobynuaa G B thenapa’rax UMMy

ﬁ-

{€CTBEHHOM OIIPCACIICHUH anTtu-D-

MU PE3YJIbTATUBHO C IIOJIYYCHHUEM

CIIOJIb30BaH  KOMIUIEKC  METOJIOB
'K MEeTOAbl MUMMYHO(QEpPMEHTHOTrO
(hpoBas onTHUecKask MUKPOCKOITUS U
;

IKOTIEHHBIM CTaHAAPTHBIH 00paszer] c
51 aHTH-D aHTHTEN oObecrneynBaeT
KOJIMYECTBEHHOI'O  OIPEJENICHUS B
yesioBeka antupesyc Rhy(D);
RIR1

npu

PUTPOLMTOB  (DEHOTHUIIA K

aHTH-D-aHTHTETIaMI 1504

KOIIMYECTBEHHOM OIIpEOcIICHHUH

roB ¢enoturnoB RIR1 u R2R2 Ha
DUTOTOBJICHUS UMMYHOCOPOEHTA,

HTHOTO METOAa KOJMYECTBEHHOIO
CTIeYHIIa TOYHYH KOJIMYECTBEHHYIO

Ba B JICKAPCTBCHHLIX | IIperaparax

PE3YIBLTATOB HCCICHOBAHMA  IJIs

HECTBEHHOTO OIIpeieleH s aHTH-D-
iHa uesoBeka aHTHpe3dyc Rho(D)»
aKT O BHEJPEHUM  pe3ylibTara

0/13-2777845);
31l JUI  ONpPENIENIeHHs] aKTUBHOCTH

QapmaKkoreHbIH

D)» (BKJIIOYEH B IoOCyJapCTBEHHEII
B (PCO 3.2.00452) 1 HOpMATHBHYIO
bat

s
p

Al CTaHLMS IIEpPEeIMBAHHUS  KPOBHY
2 k OCIT Ne JIC-000373-180811);

nenenue antupesyc Rhy(D) anturen

«MIMMyHOrIOOYIMH — YeloBeka

yHoro BBeneHus, 150 mxr/mu (750

HOINOOYJIMHA YeNOBeKa AaHTHPEe3yC

‘ 5
|
|



|
Rh,(D)» (moproroeneH miisi BKIIOYEHHUS B

Poccuiickoit @enepannn); ‘

npe/Iesibl :

MMMYHO(MEPMEHTH

OlpeaCIICHbI KM IEPCHEKTHBL]

YyCOBEPIIEHCTBOBAHHOTO

olpeJielIeHH A aHTu-D aHTHUTENl B JICKapCTBEHH

uesoBeka aHTupesyc Rho(D);

JIbHas1 MOIEJIb O]

co3aHa HOBajA OpHUIHHA

UMMYHOCOPOEHTa, UYTO MOXET OBITh MEepPCIeKTE
i

3 eKTUBHOCTH COpPOLKUK AHTUIEHOB Ha TBE

UMMYHO(QEPMEHTHOTO METO/A;

npeacTaBlICHBEL PEKOMEHAAIMHM [JI OILIEHKH
OTCHCCTBCHHOM JIeKapCTBeHH:OM [IperapaTre UMN

Rhy(D), uro 6yjer criocoOcTBOBaTh crenuduye

b

M pe3ymbTaToB HCC]

JKEHIIMH C PE3yC-0TPHLATEN HOH IMPHUHAAJICKKHO

OII,EHI{S. HOCTOBCPHOCT

pe3yJabTaThl  MOJYYEHBI Ha  CePTHQUIIL

O60leIOBaHHH, I[TOKasaHa |BOCIIPOHM3BOANMOC

MeskyHapOoJHBIX CTaHIAPTHBIX 00paslioB B pé

BBITIOJIHEHBI HA BBICOKOM Hay4YHO-METOJUYIECKOM

| M3BECTHBIX IIPOB

TCOpHUA IIOCTPOCHa Ha

JIEKapCTBEHHBIX IIPErnapaToB UMMYHOIIOOY/IHH
|

NPEAOTBPAILICHAs UMMYHHOIO OTBETa MAaTepu

KPOBH Ha BO3JIEHCTBHE Pe3yC-IIONOKNTENBHEIX

0 HYGHHKOBE].HHI)IMH OKCHEPHUMEHTAIbHBIMH OJaHH

- ujest Oasupyercs Ha aHE|1HH36 nepeoBOro
KavyecTsa IperapaToB IMMYHOTJIOOYTMHA YeNOB
MCIIOJb30BAHO CPaBHEHHUE HoiﬂyquHBIX ABTOPON
1 3apy0eIKHbIX HCCﬂe;LOBaHHfE/'I 10 paccMaTpHUBae]
- YCTaHOBJIEHO KoaneCTiseHﬁoe U Kayeq
pe3yIbTaTOB C pEByHBTaTaMIi/I, IpeACTABICHHDI]
JIAHHOM TeMaTHKE;, |
- MCIIOJIE30BaHbI COBpeMeH;HLIe METOJIMKH (
nabopaTopHbIX JaHHBIX; 00BEM IIPOBE/CHHE]
BbIPabOTKY 0OOCHOBAHHBIX BJ&KJ]}oquHI?'I.
JIMuHBIA BKIAM COHCKE%LTeHﬂ COCTOMUT B V¥

HAUCCCPTAITHOHHOTO HCCHG)I(;)B&HI/ISI, HCIIoCpC |
6

rocygapcTBeHHyo  (Papmakoriero
IPAKTUYECKOr0  HCITONH30BAHUS

Tro METOOa KOJIHNHECTBEHHOTO

BIX MpenapaTax HUMMYHOTIOOYIHHA

ICHKH KadcCTBa IPHIOTOBICHHOTO
IBHBIM [IOJAXOJA0M JUJIsI QIIPEACIICHMA

pro#t daze s BOCTIPOU3BECHUS

I copep:kaHWs aHTU-D| aHTHUTEN B
ryHOIIOOYJIMHA YesloBeKa aHTHPE3yC
CKOM IepuHaTalbHOM NpoduiakThKe
CThIO KPOBU.
IeJOBAHUsI BBISIBUIIA!
IPOBAHHOM M OTKaJIHOPOBAHHOM
b pPE3ylbTaTOB C IPUMEHEHHEM
I3TUYHBIX YCJIOBHUSX, DKCIIEPHUMEHTEI
[ YDOBHE;
epSEMBIX  (paKTax O JIPUMEHEHHH
a uernoBeka aHtupesyc Rhy(D) mms
C pe3yc-OTpHULIATENBHBIM (PaKToOpoM
DPUTPOLIUTOB IIOAA U COTIIACYETCS C
BIMU T10 TEME JIMCCepPTaLUH;

OIIbITA MCCJIEAOBAHUN IO OIEHKE
exa aHTUpe3yc Rhy(D);
1 TAHHBIX U JAHHBIX OTEUECTBEHHBIX
MOU TeMaTHKE;

TBEHHOE

COBIIAJICHHE | aBTOPCKHX

M B HC3aBHCHMbIX HCTOYHHKaAX 10

0opa HHpopMamuu U 00paboTku

X MCCIEJOBAaHHUM OOCTATOYEH JJI5T

1aCTHHX Ha BCECX dTallaxX BBIITOJIHECHUS

CTBCHHOM YYaCTHH B IIOJIYYCHHUH




MCXOMHBIX JaHHBIX M HaY4YHBIX 3SKCIECpPHME

HCCIIeaoBaHuA, !

BBIMTOJTHEHHBIX aBTOPOM, HO,D;\ELOTOBKG HY6HHK3LIF

B X0Jie 3aldThl UCCEPTAIiN ObIIH 3a/1aH
|
[IIsenosa E.B. oTBeTHIIa U IpUBENa COOCTBEHHY]

| v
Bompoc: mpou3BoACTBO (papMaKONEeHHOro cTaH

IJle ero aTTecTals pabounx cepuit?

Otrser: B kadecTBe cTaHIapTHOro ofpasla u

YCTAHOBJICHO COJIEY]

NPUMEHAIOTCA  OJId  KIIHHH 3TO IIperapq
AHTHPE3YC, B KOTOPbLIX HAMH

OHMU Xe U SIBJIAIOTCA CTaHdapIrHbIM 06pa3u0M, II

aTTecTallds IOCIEAYIONIUX = cepuil Toxe 0)

B3aMMOJEHCTBUHU CO CT&HHHEﬁ e

Bomnpoc: ¥V Hac aHTHpe3yCHbIE UMMYHOTTIO0YJIH1
|

PEJMBaHU KPQ

Oteet: OtedecTBEHHBIA np;enapaT TOJNBKO O
3aperucTpupoBato 7 npens%tpa’roa aHTUpE3YC]
0Te4YeCTBEHHBIM. JTO 6 HpeH;ﬂpaTOB JUTsl BHYTPY
IJiss BHYTPUMBIILIEYHOTO H iBH'yTpHBeHHOFO -
abOyMUHOM. OTH HpeHapaiTBI 3apeTrUCTPUPOE
TOJTUTUYECKOM 00CTaHOBKOMN !He BCE MMpEnaparhl
Bompoc: Korna onu Oblnn n:pezICTaBJIeHbl y Ha
MPOBEPKY HJIK OHH YiKe Hpmgiozmm aTTeCTOBaHI
OtBer: Y 3apyOexHBIX nfpenapaTOB IIPUME
I03BOJISIIOT POBOJUTE KOJMYECTBEHHYIO OLie
Hama mens w Obuia B ﬁOM, YTOOBI IPUB
COOTBETCTBHE €  3apybe HBIMH U B CO
TpeOOBAHUAMM K KIMHUYECKOMY IIPUMEHEHH]
[PUMEHEHHH TIPENapaToB yCTAHOBIIEHO, YT

|
coctasisgeT 300 mxr, 1500 ME npu 6epeMeHHOQ

Bonpoc: Kak onieHuBaercsa ‘{I:/ICTOTa npenapaTos
OtBeT: B COOTBETCTBHM ¢ HOPMATUBHOU JOKYN
KayecTBa KOTOPOH YCTaHa#JIHBaIOTCH coriaq
CTaThH Ha Ipernapar, B JaHHOM Clly4ae 4YuCcToTa

MOHOMEP — OCHOBHOC ,E[GI?[CTBYI’OIL[BE BCHICCTBO,
|

obpaboTke U HHTEPIPETALIHH

HTaX, B ampodaluu pe3ylbTaToB
SKCIIEPUMEHTAJIBHBIX  JIAHHBIX,
I 110 TeMe BBIMIOJHEHHO padoThl.

b1 BOMIPOCHL, HA KOTOPbIE COUCKATEIIb
0 apTyMEHTaLMIO!

IapTHOTO oOpasua riue NpoXOUuT U

CITIONIB30BaHbL IIpEIaparhbl, KOTOPBIC

ITHl  UMMYHOIJIOOYJIMHA —dYellOBEKa
pkaHue anTH-D antuten. [Tockonbky
PUMEHSIEMBIM IIPH IIPOU3BOJICTEE, TO
/JIET OCYLUECTBIIATHCS HaMU  IIpH
BU.

Ibl 3apyOesKHBIE H OTeUeCTBEHHbIE?

nvH. B BacTosiiee BpeMs y Hac
10r0 MMMYHOIJIOOYJIMHA BMeECTe C
MBIIIIEYHOTO BBEASHUS U | mpenapar
Pesoram  H, crabuau3upoBaHHbIN
3aHBl Y HAC, HO CO CIIOXKHUBIIEHCS
ceifuac K HaM IMOCTYIalOT Ha PhIHOK.
C Ha PBIHKE, OHU TAKXKE MPOXOJUIIH
ip1e?

HSAIOTCS TakKue METOAbl, KOTOpbIE
HKY COIep)KaHus aHTU-D aHTUTe.
eCTH OTEYeCTBEHHBIM Ipernapar B
OTBETCTBME C MEXJIYHAPOHBIMHU
0 mipenapaToB. [lpu KIMHHUECKOM
tpebyemasi Jo03a JUIsl BBENEHHs
TH.

, IPUMeECH IpyTUX OeJIKOB, BellecTB?
[eHTallieil Ha mpenapar, I10KazaTeln
'HO TpeboBaHusIM (hapMakoneHHoM
onpenensercs merogoM BOXXX. O1o

H POACTBCHHBLIC IIPUMCCH — OUMCPbI

W arperarsl, OJUIMHHOCTh OIineI{eHHeTCH MeTooM UMMYHOIUG(y3uM B rese. Takke

b IS KOMITOHEHTO

onpeaeiseTest NOAJIMHHOCT
| .

B IIpeliapara — 9TO HaTpuiA LUTpar,




HaTpusl XJIOPUZ TakoKe MeTq):LOM BOXX. s

3HA4YCHHMA, pEerilaMCeHTHPOBAHHEIC HOpMaTHBHOﬁ

Bornpoc: Kakoii [poLeHT HYX

Otger: Conep:kanue OCHOBHOTO Oejka — UIMMYH

95 %. Conepxanue aHTH-D aHTHTEN HOPMUL

HanpuMep, B Tpenapare Pe3oHaTHUB MIBEICKOTO

coctasnsier 625 ME, HO TpaauuuoHHo — 370 150

Bonpoc: Yucrora, Bl FOBopP:ITe, 90 - 95 %?

Otsert: /la, unctoTa He MeHee: 90 - 95 %.
M

BBIHOCHMBIX Hd 3allIHUTY, Ham/jqne KOTOPLIX YKa3

Bonpoc: Heobxomumo ot

: |
Otsetr: B coorBerctBun ¢ «llomoxxenuem o

NyHKTOM 9 B pelakuuu 2!016 rojia IOJIOXK

JUccepTauusax Ha COMCKaHHUE y‘IGHOﬁ CTCIIEHH

JFCCEPTAIMN TIpeJIIoaraeTcs pelieHne 3a1ay.

Juccepramus IlIsenosoit E.B. «Cosepiy
METOAA KOJUYECTBEHHOI'O !onpe,ueneHHﬂ aH]
npernaparax HMMYHOPHOGyJIPIiHa YyeJioBeKa aHTH[]
CTerenn KaHuaaTa GHOIOrHHECKIX HayK 110 CII¢
SBJIAETCS Haquo-KBaﬂH(ngauHOHHoﬁ pabo1

BbIITOJIHEHHEIX 4BTOPOM HCCJ’:IG,D;OB&HH?I oCcynieC]
|

UMEIOIIHX CYIICCTBCHHOC BH;a‘IeHHe I UMMY

AHTHUI'€HOB 2PHUTOPOINMTOB tIi;ﬁJ'[OBeKEl (bGHOTHHa

KOMINJIEKCOB Cc aHTH-D ; AHTHUTEIIaMH

MMMYyHOTJIO0Y/IMHA YenoBekd aHTHpesyc Rhy(D
|

UMMYHO(EPMEHTHBIM ~ METOJOM;  H3y4YeHbl

SPUTPOLIUTOB (HEHOTHUIIOB

paspaboTarh  CrOCOO  MPUrOTOBJICHHS

yKa3aHHBIX (PEHOTHIIOB; TPEIIOXKEH OpPHUIMHA]

CaMOCTOATEIBHOTO IIP HFOTOPJ’[GHI/IH HMMYHOCO|

HNPEeqU3NOHHOCTL PE3YJIbTAaTOB KOJIMYECTBCHH(

MMMYHO(DEPMEHTHBIM ~ METOIOM;

06}321381_[ JIIST CTaH,uameaug/m KOJIMYECTBCHH(

YCTAHOBJIIEHBI KPUTCPHHM OQLCHKH IOJYyYacM

UMMYHO(EPMEHTHBI METOJI, YCOBEpPLIEHCTBO

MMMYyHOCOpOEHTa ¢ HpI/IMeI-JIBHHeM APUTPOLHTY
‘ 8
i
|

HOTO CTIeIU(PUUHO]

CTUTE OTCYTCTBY

RIR1 u R2R2 H
UMM

pazpaborag PapMaKOIEHHBINA

3TUX KOMIIOHEHTOB YCTAaHOBJIEHBI
JEOKyMeHTaHHGI;'I.

"0 aHTUTEeNa?

OT700yIMHA JOIDKHO OBITH HE MEHee
yercs B Ipenaparax IO pasHOMY,
[IPOW3BOJICTBA COJEpXkKaHKUEe aHTHU-D

) ME uinu 300 MKT, HEe MeHee.

1e B aBTopedepare IMOJOKEHUA,

hHo B [ OCTe.
MPUCYKJCHUH YUEHBIX CTeleHen,

©HHUA JTOJIKHBI OBITE M3JIOKEHBI B

IOKTOpa HayK, O KaHIMAATCKUX

eHCTBOBaHME HMMMYHO()EPMEHTHOIO
ri-D aHTUTeN B JIEKapCTBEHHBIX
ezyc Rhy(D)» Ha conckanue y4yeHon
SIIUATIBHOCTH «3.2.7. IMMyHOIOT s
OH, B KOTOPOHM Ha OCHOBAHUH
BJIEHO pellleHUe aKTyalbHBIX 3a/ad,
HOJIOTHH: PacKpbITa cllocoOHOCTH D
RIR1 x 06pa3oBaHHI0 MMMYHHBIX
B JIEKapCTBEHHBIX  IIperaparax
IIPY KOJIMYECTBEHHOM OIIPEENeHUH

0COOEHHOCTH  MMMOOMIIM3ALUN
a TBepaoi Qasze, YTO IO3BOJIMIO
yHOCOpPOEHTa C  HCIIOJIB30BAHUEM
TBHBIA IOJIXOJI K OLEHKE KadecTBa
pOeHTa, MO3BOJISIOLUIMNE 00ecreuuTsh

DI'0  OIIPEACIICHHNA aHTu-D anTuTeN

CTAHIAPTHBIN
DTO OTpEelieJIeHHs] aHTU-D aHTHUTEl,
BIX PpE3yJbTaToB; [OKa3aHO, YTO
AHHBIA CIIOCOOOM TPUTOTOBIIEHUS

pB yenmoBeka (enorurioB RIR1 wnwm




R2R2 1 oueHko#l kayecTBa|ero NPUrOTOBIICH

IPUMCHCHHEM q)apmaKonef/'IHoro cTanaapTHOIO

JIOCTOBEPHOCTD. KOMHYECTBEHHOTO OMpe/Ie/eHHS
npenapatax MIMMYHOITIOOYJIMHA YeJIOBEKa aHTHU[]

JuccepraoHHas pia60Ta IIOJIHOCTh
PeIbSIBISIEMBIM K K&H,D;H,[L&T!CKHM JHccepTaLis
YUEHBIX CTereHe», yTBep}K,:I{eHHOI‘O MIOCTaHOB]
Oepepanin or 24 centsabps 2013 1. Ne 84

[IpaButenncTBa POCCMI‘/’ICKOFII Deneparuu ot 21

s, @ TaKKe CTaHIapTU3UPOBAHHBIM
oOpasua, obecreunBaeT TOUYHOCTEL U
[ aHTH-D aHTUTEN B JEKApPCTBEHHEIX
ezyc Rhy(D).

[O COOTBCTCTBYET T]DG6OB3HHHM )

M (1.9 «ITomoxeHust 0 pUCYIKIEHIH

1eHreM [IpaBurenscTBa Poccuiickoit
D

L

C M3MCHCHHUAMHM IIOCTaHOBJICHUI

anpens 2016 r. Ne 335), a ee aBTop

JIOCTOMH MPHUCY’KICHUS WMCKOMOW CTEMEeHM KAHIMAATAa OMOJOIMYECKHX HAyK [0

crienManbHOCTH «3.2.7. HMMngOJIOl"I/LSI».
|

Ha 3acenanum 22.11.2023 . IUCCepPTAalMOHHBIA COBET MPHUHSI pelleHue: 3a

pelleHre aKTyaJbHBIX HAay4YHBIX 3a/a4, UMEI]
| n
UMMYHOJIOTHH, npucyauTh IlIsemosoit E.l

|
OMOJOrHYecKUX HAYK 110 CneluanbHOCTH «3.2.7.

MPOBEJIEHUH TiaﬁHoro
|
paccMaTpUBaeMOW JIMCCepPTALMH, YYacTBOBABII

BXOISIMIHUX B COCTAB COBETA, I1

[pu

KonuyecTBe 19 denoBek, | U3 HUX 19 10

pOoroJiocoBall: 3a
OrorieTenen — 1.

npodeccop

YyeHslii cekpeTapb JUCCEPTAIIMOHHOIO COBETA
|

JOKTOP OHONOrHYecKux HaYIﬂi

IOJIOCOBAHHUA  ITHUCCEPTALIHOHHBIA

HUX CYHIECTBCHHOEC 3HaA4YCHHUE I
3.

NMMyHOTOT U .

YUEHYI0 CTEIeHb KaHaujaTa
COBET B
KTOPOB HayK [0 CHEHHAJIBLHOCTH
IMX B 3aceJaHuM, M3 23 4YeloBeK,

- 18, nmpoTus — 0, HEeJIeHCTBUTENBHBIX

I'.0. I'yauma

25.11.2023




