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pesepByap (103) it Tekydeit cpensl Ui XpaHeHHs (papMaleBTHIeCKOH KOMITO3UIINY WITH TIEPEXOIHUK,
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(MMA/) Bmnoth 10 npumepHo 4,0 MKM NpU M3MepeHHH ¢ ucrnoib3oBanueM 0,9% (Mac./00.) BOXHOTO
pacTBopa xyopuna Hatpwst; b) kamepy (105) s BpeMeHHOT0 pa3MemIeH s a3p0o30Jisi, BRIpadaThIBA€MOTO B
reneparope (101) aspo3osis1, IMEIOITY0 BHYTPEHHIOIO ITOJIOCTH 00BEMOM B JIania3oHe oT mpuMepHo 50 10
npumepHo 150 mut; 1 ¢) MyHamTyk (40) 1uist JoCTaBKU CyObEKTY adpo30iis, MoJlaBaeMoro Hedyrnaizepom
(100), mpu 3Trom myramTyK (40) mmeet Gustp (30) BBIIOXA.
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HHT'AJIAIIUOHHBIE KOMIIO3HULINH, COAEPKALIUE MAKPOLIMK/IMYECKHE
HMMYHOCYIIPECCAHTbDI

OBJIACTb TEXHUKH

Hacrosiee n3o6peTeHre OTHOCUTCS K papMalneBTHYeCKUM KOMITO3UIUSIM,
Co/leprKall[M UHTaJISIAOHHBIM KMMYHOCYTIPeCCUBHBIN MaKpOIUKINYECKUN aKTUBHBIH
UHTPeJIUEeHT, JJ1s1 IPUMEeHEeHUs JJIsl Ipe/JOTBpallleHUs] U JIeYeHUsI JIETOUHOTO
3a60JIeBaHUsI UM COCTOSIHUSA ¥ cyO'bekTa. PapMaleBTHYeCKHe KOMITO3UIIUU COTJIACHO
HaCTOSI[EMY U306peTEeHUI0 MOXKHO BBOAUTD Iy TEM UHTAJISIUH a3PO30.Jis],
BbIpabaThIBaeMoro B He6yJiaii3epe, co/ieprkallieM BhIIIOJHEHHYIO C BO3MOXHOCTbIO

BUOpaK MeMOpaHy, a TaKKe KaMepy JJisl CMellleHHUs].
YPOBEHb TEXHUKH

B WO 2007/065588 A1 onucaHbl )KuiKHe papMaleBTUUYeCKHe KOMIIO3UIIUY,
coJieprkalliye TepaneBTHYeCKH 3QPEKTUBHYIO 103y IUKIOCIOPUHA, BOAHBIHN KUAKUH
HOCHTeJIb, IepBOE BellleCTBO, MOBhIIIAKIIee pACTBOPUMOCTD, BEIOPAaHHOE U3 I'PYIIIbI
docdosUnnI0B, U BTOPOE BEIECTBO, MOBIIIAKIIEe PACTBOPUMOCTD, BEIOpAaHHOE U3
I'PYIIIbl HEHOHOT€HHBIX TOBEPXHOCTHO-aKTHBHBIX BeIlleCTB, OAX0/ISAIINeE, TOMHUMO

IIpo4ero, nJid BHYTPHUJAEroO4Horo BBeJeHusd B BU/i€ a3P030Ji4.

CDapMaI_[eBTI/I‘-IeCKI/Ie KOMITIO3HMIINH, TaKH€ KaK OIIMCAaHO BbIIIE€, MOXXHO BBOJIUTH
Cy6'beKTy, HYyXJIaolieMycd B 3TOM, IIyTEM UHIaJAIINH. Cne,uyeT OTMETHUTDL, 4TO
MUKJOCIIOPHUHE], TaKH€ KaK IUK/JIO0CIIOPHUH A, KaK 1 MHO>KeCTBO Apyrux
MAaKpPOIUKINYECKUX UMMYHOCYIIpECCHUBHBIX COGﬂHHGHHﬁ, ABJAIOTCA KpaﬁHe
BBICOKOAKTUBHBLIMH JICKAaPCTBEHHBIMU CpeJCTBAMU JJId IOJaBJE€HUA HMMYHHOI'O
OTBETa y NallueHTa, HyXJalolierocd B YKa3daHHOM JICHEHHUHU. y APYIrux "THAUBUJYYMOB,
KOTOPLIM HE Tpe6yeTCH HWJIK He IPOBOAUTCA HMMYHOCYIIpECCUBHOE JIeYeHHue, TeM He
MeHee, YKa3aHHbI€ BBICOKOAKTHBHEBIEC COENNHEHUA MOT'YT BBI3BIBATDL HEXeJIaTEJ/JbHLBIE,

WY laXKe yrpoXKaloliye 3/10pOBblo, 3¢ GpeKThI IpU BBE/IEHHUH.

B CIydadx, Korja MMMYHOCYIIpECCUBHOE UJIN JPYT0o€ BLICOKOAKTHUBHOE
JIEKapCTBEHHOE CpeJCTBO HeO6XO,CLI/IMO BBOAUTDL IYTEM MHI'AJAIINH, KAK IIPaBUJIO,

TpebyeTcs HebyJ1alizep AJ1s1 o6ecliedeHHs] COOTBETCTBYIOLET 0 a3P030JIsl, COJlEPKALLETO
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yKa3aHHOe JIeKapCTBEHHOE CPe/ICTBO, 4acTo B BU/ie aspo3oJisl. [Ipu ncnosb3oBaHuU
yKa3aHHbIX HeOy1ali3epoB, TeM He MeHee, YacCTb PacnblIsIeMOH XXUIKOCTH MOXET
BBIBOJIUTHCS U3 HebyJ1ali3epa, Kor/ia 1oJib3oBaTe b BblJbIXaeT. B yacTHOCTH,
M3BeCTHbIe HebyJlali3ephbl 3TOr0 TUIIA COJlEPKAT OTBEPCTHE JIJIS1 OKPYKAIOLIero Bo3yxa
Y OTBepCTHE JI/I5l BBIJI0XA, KaXK/10€ U3 KOTOPBIX COZEPKUT OJJTHOCTOPOHHUH KJIalaH,
KOTOpble 06ecrednBalOT OCTYIJIEHUE OKpY Kalollero Bo3/iyxa B HebyJ1ali3ep Bo BpeMs
BJ/lOXa U y/la/leHH e BO3/lyXa U3 HebOyJ1ali3epa Bo BpeMs Bblloxa. HebOyJiakizep

YKa3aHHOT O THUIIA OIMCaH, HanpuMep, B EBpornelickoMm natenTte EP 1 927 373 B1.

B HeKOTOPEBIX C/Iy4yasx, Kak OTMedaeTcs BhIlle, pacliblisieMasi/lipeBpallaeMasi B
a3p030Jib KU KOCTb MOXeT COJlepXKaTh COeIMHEeHUs], KOTOpble OKa3bIBalOT HeraTUBHOE
BO3/leHiCTBHE Ha MHAUBHU/IYYMOB, KOTOpPbIe OCTAIOTCS B Cpejie, B KOTOPOU NMallueHT
JBILINUT, laXKe HeCMOTPSI Ha TO, UTO UX IPUMEHSIIOT B LieJISIX Tepalluy 3a00/1eBaHus y
nanueHTa. B JaHHOM 06/1aCTH TEXHUKH U3BECTHO IPUMeHeHHe GQUIbTPOB BbIZ0XaA [
IpefoTBpallleHHUsI BbIBe/leHUs (Bbl/le/IeHHs]) YKa3aHHbIX KOMIIOHEHTOB B OKPY2KaloIly10
cpeny. OlHUM U3 IPUMEPOB, B KOTOPBIX NTOKa3aH YKa3aHHbIH QUIbTP BbIA0XA,

spisieTcst EBponeiickuii matenT EP 1 868 570 B1.

KpoMe Toro, B 4aCTHOCTH, BBU/LY ONIMCAaHHOH BbILIE TPOGJIEMBI U C y4€TOM TOTO
¢$aKTa, YTO MAaKPOLUKINYECKUH HMMYHOCYTIPeCCaHT, TaKOH KaK IIUKJIOCIIOPHH A,
cjielyeT BBOAUTb B MUHUMaJbHO BO3MOXKHOM KOJIMYECTBE UCKIIOUYNATENBHO UIH
IIpEeMMYIIEeCTBEHHO B TKaHEBbIe MULIEHH, [10-TIPEXKHEMY COXPAHSIETCS HEOOXOAUMOCTD
B ¢papMaleBTHUECKON KOMIIO3UIMH, COZleprKalllell MaKp O UKINYeCKUN
MMMYHOCYIIpECCaHT, JI/Isl UHTaJISIUHY, KoTopasi obecriedrBaeT 3¢ GeKTUBHYIO OCTaBKY
BbIOPAaHHOTO UMMYHOCYIIPECCAHTAa, I'/le MAKCUMaJbHO BO3MOXXHOE KOJIMYECTBO
BBOJIUMOT'0 UMMYyHOCyIIpeccaHTa ¢paKTUUeCKH 10CTABJISIETCS B TKAaHEBbIE MULIEHH, U
MHUHHMaJbHOE KOJIMYECTBO BBOJUMOTIO COe/IMHEHUSI Bbl/IbIXaeTCsl MAllUeHTOB BO BpeMs
BBeJleHUs1. KpoMe Toro, coxpaHsieTcss He06X0AMMOCTD B YJIy4IlIEHHOM TPaHCIOPTe
MaKpOIUK/JINYECKUX UMMYHOCYTIPECCAHTOB, B YaCTHOCTH, B lepUdpepUdecKre TKaHU

JIETKHX.

Takum o6pa30M, 3a,aaqe1‘/’1 HacCTOodAIIEero I/I306p6T6HI/IH sIBJIsieTCsI obecrieyeHue

dapmMalleBTHUEeCKONH KOMIIO3UIUH, Co/leprKallled MaKpOIUKIUYeCKUH
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HMMYHOCYIIPECCAHT, HO,CLXO,CLHLL[I/Iﬁ LJid JiedeHud WK IpeJoTBpalll€eHud JIerO4YHOT 0
3a00J1eBaHUS UJIU COCTOSIHUS y Cy6'b€KTa, HyXJalierocd B 3TOM, KOTOPYI MOXHO

BBOAUTH NNIyTEM UHTaJIALINY, T'€

MMMYHOCYIIpeCcCaHT BBOJSAT B popMe, obecliedynBawleld paKTUUECKYIO JOCTABKY

€r0 MaKCUMaJIbHOI'O KOJIM49eCTBa UJIHX 40U B TKAHEBYIO MUIII€Hb; U

KOJIM9€eCTBO NJIHK 404 BBOAUMOI'O HMMYHOCYIIpECCAHTa, KOTOpOQ(-aH) He
HAOCTAaBJIAETCA B TKAHEBYIO MHUIIIEHDb U BbIAbIXa€TCA CYG'beKTOM,

MUHUMU3NUPOBAHO(-a).
KPATKOE OIIMCAHUE U30BEPETEHHA

CorsiacHo IIepBOMY acCII€eKTy B HaACTOdAIleM I/I306peTeHI/II/I [npeajoxeHa
Cl)apMaHEBTquCKaH KOMITIO3UII KA, CoAeprKalllad I/IHFaJIﬂLlPIOHHbIﬁ
I/IMMYHOCYHPECCI/IBHblf/i MaKpOLU/IKJII/I'—IeCKI/Iﬁ aKTHBHBIU HHI'peUEeHT, OJdA IPUMEeHEeHUA
AJIA IpeJOTBpallleHud UK JIedeHUA JIeTOYHOI'o 3a00J/IeBaHUS UM COCTOSIHUS y

CyO'bEKTAQ,

rae  ¢$apMaleBTHUYeCKyl0 KOMIIO3WUILUI0 BBOJSAT CYOBEKTy MyTeM

HHTaJAOWHN B BUJI€ a3Pp030Jid, U

a’po30Jib BbIpabaThIBaeTCs pacnblieHHEM papMaleBTHIECKON

KOMIIO3UI[UU C IpUMeHeHueM HebyJiaiizepa (100), comeprxaliero:
a) reHeparop (101) asposois, cofieprKallui:

- pesepByap (103) g5 TeKy4el cpeibl AJis XpaHEHUS
dapmalLeBTUYeCKOX KOMIIO3ULUHU WUJIH [TepeX0/|HUK,
Ipe/JiHa3HaYeHHBIN JJ151 COe/JUHEeHUS pe3epByapa A5 TeKy4del cpe/ibl,

51

— BBINOJHEHHYIO C BO3MOXHOCTBIO BUbpanuu MmeMmbpany (110),
MMeIOIIyI0 MHOXXeCTBO OTBEPCTHUH, Ipe/JHa3HAYEHHBIX JJIs]
NOJIy4eHHU S a3P030Jisl, COZeprKalllero KameJbKH, UMelolie MacCOBBIH

Me[lMaHHbIA aspornHamudeckuit fuametp (MMA/]) BrioTs A0
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npuMepHoO 4,0 MKM IIpH U3MepeHUH C UcnoJib3oBanueM 0,9%

(macc./06.) BogHOTr 0 pacTBOpa XJI0pH/ia HaTpus;

b) kamepy (105) A/ BpeMeHHOT O pa3MellleHUsI a3po30Jis,
BbIpabaTbiBaeMoro B reHepaTope (101) aspo30J1s, UMEIOLIYI0
BHYTPEHHIOIO [10JIOCTb 06'bEMOM B JlHaniazoHe oT puMepHo 50 10

npumepHo 150 mii; 1

€) MyHAITYK (40) AJis1 JOCTaBKU CyO'bEKTY a3p030Jis], 10, aBaeMOro
HebyuarzepoM (100), npu atoM myHAIITYK (40) uMeeT ¢uabTp (30)

BbIJIOXa.
CorJtacHO BTOPOMY acleKTy B HAaCTOsIIeM H300peTeHUU ITPEeAJIOKEH CIIOCO6

npeaoTBpallileHuA UK JiedeHUd JIETOYHOT O 3a60J/1eBaHUSI UJIM COCTOSIHUS y CY6'beKTa,
BKJIIO‘IaI-OLLlI/If/i CTaWlo BBeJ€HNA UHTaJIAIIMOHHOI'O UMMYHOCYIIPECCUBHOI'O
MAaKpPOIUKJIUYECKOTO aKTUBHOI'O MHTpeJUEeHTa YKa3aHHOMY CY6'beKTy nyTeM
HHIr'aJIAIUH B BUJ € a3P030JId, CoOZiepHKallero I/IMMyHOCpreCCPIBHbIﬁ
MaKpOL[I/IKJII/I‘{eCKI/Iﬁ aKTHUBHBIA HHI'peAUEeHT, IpeAIIOYTHUTE/JbHO B JIUIIOCOMaJIbHOH

COJIIOOUIM3UPOBAHHOU popMe,

rame aspo30Jib Bpra6aTbIBaeTCH paclblJIeHUEM CbapMaHeBTquCKOﬁ

KOMIIO3UI[UH C IpUMeHeHueM HebyJiaiizepa (100), comeprxaliero:
a) reHeparop (101) aspo3soJis, copepKaliun:

- pesepByap (103) s TeKy4del cpe/ibl WU NTEPEXOJHUK,
Ipe/JiHa3HaYeHHBIN JJI51 COe/JUHEeHUS pe3epByapa A5 TeKy4Yel cpe/ibl,

51

— BBINOJHEHHYIO C BO3MOXHOCTBIO BUbpanuu MmeMmbpany (110),
MMEIOLIYI0 MHOXECTBO OTBEPCTUH, IpeJHa3HAaYeHHbIX /11
NIOJIy4YeHHU s a3p030JIs1, COZleprKallero KalleJbKH, UMeIole MacCOBBIN
Me[lMaHHbIA aspoinHamudeckuit fuametp (MMA/]) BIioTs 0
npuMepHO 4,0 MKM IIpU U3MepeHUH C ucrob3oBanueM 0,9%

(macc./06.) BogHOTr 0 pacTBOpa XJI0pH/ia HaTpus;
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b) kamepy (105) aJ1s1 BpeMeHHOT 0 pa3MellleHHsI a3p030.Jis,
BbIpabaTbIBaeMOro B reHepaTope a3po30Jisl, UMEIIIYI0 BHYTPEHHIOIO

[0JIOCTb 06’'beMOM B JiMana3oHe oT npuMepHo 50 fo npumepHo 150 Mut; 1

c) MyHAWITYK (40) a5l [ocTaBKU CyO'bEKTY a3p030.Ji4, [10/IaBaeMoro
HeOysarzepom 100, npu aTom MyHAIITYK (40) nmeeT uabstp (30)

BbIJ0Xad.

CorJlacHO TpeTbeMy aclleKTy B HaCTOsILeM U300peTeHUH NIpe/iJIoXKeH Habop,

co/iepKalluin

Cl)apMaIIEBTI/I‘IECKy}O KOMIIO3UIUIO, COZIePHKAllYyTO I/IHFaJIHI_LI/IOHHbII‘/’I
HMMYHOCYHpeCCI/IBHbIﬁ MaKpOU,I/IKJ'II/IquKI/Iﬁ aKTHBHBIU HHI'peaAUEeHT, A4
IIpUMEHEeHUAd a4 IpeJOTBPallleHnA NN JIeHEeHU A JIETOYHOI'0 3a60J1eBaHUS

WJIM COCTOSIHUSA y CYO'beKTa; U
Hebynansep (100), copepxaluuii:
a) reHepartop (101) asposouisi, coieprKallni:

- pesepByap (103) g5 TeKy4ed cpeibl AJis XpaHEHUS
dapmaleBTUUYeCKOX KOMIIO3UL[UHU UJIU [TepeX0/|HUK,
npe/JHa3HaYeHHBIN JJ151 COe/JUHEeHUS pe3epByapa s TeKy4yel cpe/ibl,

H

- BBINOJHEHHYIO C BO3MOXHOCTBIO BUbpanuu MmeMbpany (110),
MMEIOLIYI0 MHOXECTBO OTBEPCTUH, IpeJHa3HAaYeHHbBIX I/
NIOJIy4YeHH 1 a3p 030151, COZleprKallero KaleJbKH, UMeILe MacCOBBIN
MeZlMaHHbIA aspoiHamudeckuit fuametp (MMA/]) BIioTs A0
npuMepHO 4,0 MKM IIpU U3MepeHUH € ucrob3oBanueM 0,9%

(Macc./06.) BogHOTr 0 pacTBOpa XJI0pH/ia HaTpUs;

b) kamepy (105) A/is1 BpeMeHHOTr 0 pa3MellleHUsI a3p030Jis,
BbIpabaTbiBaeMoro B reHepaTope (101) aspo30J1s, UMEIOLIYI0
BHYTPEHHIOIO [10JIOCTb 06'bEMOM B JlUaniazoHe OoT puMepHo 50 10

npumepHo 150 mii; 1
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C)MYHAIWITYK (40) /151 JOCTaBKU CyO'beKTy a3p030Jis, 10JaBaeMOro
HebyuarizepoM (100), npu atoM myHAIITYK (40) umeeT ¢uabTp (30)

BbIJ 0XA.
KPATKOE OIIUCAHUE 'PAOUYECKUX MATEPUAJIOB

Ha ¢urype 1 nokasaH BU/ B llepclieKTUBe Hebyia3epa, MOAXOASLIET O IS
BBe/leHHsI MHTQ/ISIIMOHHOT0 UMMYHOCYTIPECCUBHOT' O MaKPOLUKJINYEeCKOTO aKTUBHOI' 0
MHI'peJIMeHTa COTJIaCHO HACTOosIeMy U300peTeHUIo, ¢ GUIBTPOM BbIJ[0Xa,
npucoeJMHeHHbIM K Hebynalizepy yepe3 T-o6pa3Hblii afjanTep, rie GUAbTP HallpaBJeH

HallpaBoO, €CJIM CMOTPETD Cliepe/in, 1 OT,U,EJIbeII‘/’I MYHALITYK CO€JUHEH C aJalITEPOM;

Ha ¢urype 2 nmokasaH BU/ B lepCIeKTHBE Cliepe/id HeOy laiisepa, NpUBeeHHOT O

Ha ¢urype 1, B KOTOpOM PUAbLTP HAaKJIOHEH HAIPABO;

Ha ¢urype 3 mokasaH BU/ B lepCleKTHBe COOKY MYH/IIITYKa /I/isl HeOyJ1aii3epa,

npUBeZileHHOTr o Ha ¢urype 1;

Ha ¢urype 4 npuBeieHO U306 parkeHHe C IPOCTPAHCTBEHHBIM pa3/ie/IeHHEM
JleTajieid MyHAIITYKa, IpUBeJleHHOr 0 Ha ¢urype 3, U KaMmephl HebyJ1aii3epa s

CMellleHHuA;

Ha ¢urype 5 nokasaH npo/io/ibHbIN pa3pe3 HebyJaii3epa U MyHAIITYKa,

NpUBeJleHHbIX Ha purypax 3 u 4.
[10POBHOE OITMCAHUE U30BPETEHHUA

TepMHUHBI «COCTOSITh U3», KCOCTOUT MU3» U «COCTOSIIUN U3» B HACTOSIIIEM
JIOKYMEHTe Mpe/ICTaBJISIIOT CO60M Tak Ha3blBaeMble 3aKpbITble GOPMYJIUPOBKH, TO €CTh
03HaAYyalT HaJM4yHe TOJbKO YKa3aHHbIX KOMIIOHEHTOB. TepMUHBI «COZlep>KaTh»,
«COJIEPYKUT» U «COJlepKallluii» B HACTOSIIIEM JJOKYMeHTe MPeJCTaBAsIIOT CO60H Tak
Ha3bIBaeMble OTKPbIThle POPMYJIUPOBKH, TO €CTh 03HAYAIOT, YTO TaKKE MOTYT
NPUCYTCTBOBATb OJIUH UJIH 60Jiee IONOJHUTENbHBIX KOMIIOHEHTOB, HO TaK)XXe U TO, UTO

OHH MOTYT OTCYTCTBOBATD.

TepMHUH «aKTUBHBIA UHTPEJEHT» WU «aKTUBHBIA papMaleBTUYEeCKUN

MHTpeIUeHT» (TaKKe Ha3blBaeMbli B HACTOSIEM JOKyMeHTe «KADPU») OTHOCUTCS K
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JII-O6OMy TUILY Cl)apMaL[eBTI/I‘-IeCKI/I dKTUBHOTI'O COeJMHEHHNA UJIKU IIPOU3BOJHOI'0, KOTOpOe
oAXOAUT AJid IpeaOoTBpallleHNA, IOCTAHOBKHW JUAT'HO34, CT36HJII/I3aI_U/II/I, JiedeHud Ui,

B ITUPOKOM CMEICJIE, YIIpAaBJE€HUA XOIOM COCTOAHUA, HApYLIEeHUA NN 3a00J1eBaHHUSI.

TepMuH «TepaneBTHYeCKH 3¢ PEeKTUBHOE KOJTMYECTBO» B HACTOSIIEM
JIOKyMeHTe OTHOCHUTCS K J103€, KOHLLeHTPAll M1 UK YPOBHIO, KOTOpbIE MOAXOSAT /5
obeclieyeHUsI )KeslaeMoro papMakosorunyeckoro a¢ppekra. B KoHTeKCTe HacTosIero
n300peTeHUsI TEPMUH «TepaneBTU4YeCKU 3 PeKTUBHBIN» TaKKe BKJIIOYAET
NpoPHUIAKTHYECKYIO aKTUBHOCTD. TepaneBTHUYeCKYIO [103y Cle/lyeT Ollpe/lesIsITh C
y4eTOM KOHKPETHOrO0 c/y4asi ipuMeHeHus. TepaneBTHYECKYIO 103y ClelyeT
OIpe/iesIATh C y4eTOM IIPUPO/bI U TSDKECTH 3ab0JIeBaHUs, cllocoba IpUMeHeHHs, a

TaKXe poCTa U COCTOAHUA IMTallHEeHTa, Croco60M, U3BECTHBIM ClIeMHaJHCTY.

B KOHTeKCTe HacTosIIero u3o6peTeHus «papMalneBTHYeCKast KOMIIO3UILUSI»
npejcTaBJsieT co6oi npenapat o MeHbllel Mepe ogHoro A®U u no MmeHblieil Mepe
OJIHOTO a/{bIOBAHTa, KOTOPHIH, B CaMOM IIPOCTOM CJiy4ae, MOXKET Mpe/CTaBASTb COOO0H,

HallpuMmep, BOﬂHbIﬁ )KI/IAKI/II;’I HOCHUTeJIb, TAKOH KaK BOJa UJIN CcoJieBOM pacTBOD.

CDOprI €IJMHCTBEHHOI'O YU CJIa (COOTBeTCTBy}OIJ_[I/Ie dHIJI. dpTHKJIAM «a» UJIHU
«an») He NCKJIHYalT MHOXEeCTBEHHOe YUCJIOo, T.e. cdJieyeT IOHUMAThb, YTO Cl)OprI
€INHCTBEHHOI'O YU CJa (COOTBeTCTBYIOLL[I/Ie «aw», «an» "u «the») BKJ/IIOYAIOT CCBIJIKHM Ha
MHOXXeCTBO O6'beKTOB, €CJIM B KOHTEKCTE ABHBIM 06pa30M He YKa3daHO UJIK He
Tpe6yeTCH HHOE. ﬂpyFI/IMI/I CJ1I0BaMHy, BCe YIIOMHUHAHHA OTAEJbHBIX XapaKTEpPUCTHUK UJIN
OFpaHI/ILIeHI/Iﬁ B HacCToAlleM I/I306peTeHI/II/I JOJIXKHBI BKJIFOYATb COOTBETCTBYIOIIIHNE
COBOKYITHOCTH XapaKTEpUCTHUK UJIN OFpaHquHHﬁ, 15 HaO60pOT, €CJIM B KOHTEKCTE, B
KOTOPOM YIIOMHUHAETCA XdpaKTEepUCTHUKA NJIK OrpaHUY€HH e, HAIIpAMYIO HEe YKa3aHO
HNHOE UJIN ABHbIM o6pa30M He I[IoJipa3dyMeBaeTCA HHOe. cDOpM]:;I €JIMHCTBEHHOI'O YU CJIa,
TaKHUM o6pa30M, MMEIOT TaKoe »Ke 3HaYeHH e, YTO U «I10 MeHbII el Mepe OANH» UIH
«OAHWH NJIHU 60]166», €CJIM He ollpe/ieIeHO HHOo¢E. HaanMep, OIlIMCaHHue «KMHI'perdeHTa»

BKJIO4Ya€eT CMeCH UHI'peJUEHTOB U T.[.

B HacTosIIeEM JOKYMEHTEe TEPMHUH «ITPUMEPHO» UJIU KITPUOJTU3UTETBHO»
YUHATBIBAET NOTPEIIHOCTD, IONYCTUMYIO B papMaleBTUYECKONH TPOMBIIIJIEHHOCTH U

HeoThEMJIEMYIO IJAd Cl)apMaL[eBTI/ILIeCKI/IX IIPpOAYKTOB, TAKYI0 KdK pa3JIn4uA B
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CoJleprKaHMH, CBsSI3aHHbIe C U3MEeHYMBOCTBIO Mpoliecca NPOU3BO/CTBA U/WJIH C
paspylieHHeM NPOJYKTa co BpeMeHeM. TepMUH JlonycKaeT JitoOble OTKJIOHEHHS],
KOTOphle B 06/1acTH ¢papMaleBTUKH I03BOJISIIOT paccMaTpUBaTh OlleHUBAaeMbIH
IPOAYKT KaK OMO3KBUBAJIEHT JIJISl yKa3aHHOI O YPOBHSI 3asIBJIEHHOT 0 IPOJIyKTa y

MJIEKOIIMTAIoIIero.

«Ilo cy1iecTBy», «IpUMEPHO», KIPUOIU3UTENBHO», «3HAUUTENbHO» U T.J. B
OTHOLIEHWH IPU3HAaKa WIH 3Ha4eHHsI BKII0OYalOT KOHKPEeTHBIN IPU3HAK UM TOYHOE
3Ha4YeHHe, a TaKXKe JI0Oble IPU3HAKU UJIM 3HaY€HHUS], KOTOpble, KaK IPaBUIIo,
paccMaTpUBalOT KaK He BBIXO/ISIIIMe 3a [Tpe/ie/ibl HOPMBI UM OTPELIHOCTY,
npueMJeMOH B JaHHOH 06/1acTU TeXHUKU. HanpruMep, «I10 CyI11eCcTBY He COJLePKUT
BO/ly» O3HAYyaeT, 4YTO B COCTAaB HAMePEHHO BO/ly He BK/IIOYAIOT, HO HE UCK/II0YaeT

HaJIM4YM S OCTAaTOYHOH BJIArH.

B KOoHTeKCTe HacTosA1ero U306peTeHNsI KKOJIJIOUIHBIA BOJHBIA pacTBOP»
NpeANoYTHUTENbHO 0603Ha4YaeT pacTBOP, He CoJleprKalMi OpraHuyecKuu
pacTBOpPUTEJb, COCTOSIIAA B OCHOBHOM U3 OJJHOCJOMHBIX JIUTIOCOM, UMEIIUX CpeHUH
nraMmeTp He 6osiee 100 HM U /uan ko3P PunuenT noaugucnepcHoctu (PI) He Gosee
0,50, B KOTOPOM IO MeHblIIeld Mepe IPEeUMYILIECTBEHHO PACTBOPEH aKTUBHBIH areHT.
[IpeanodyTUTENBHO, BOJIA, MU 60Jlee KOHKPETHO COJIEBOM pacTBOp, ABJISIETCS
e[IJMHCTBEHHBIM XXU/IKUM pacTBOPHUTEJIEM, COJlepKalliuMcs B IipenapaTe. Kpome Toro,
npenapar NpeAnoYTUTENbHO NIpe/ICTaBsieT cO60M BOJHBIM pacTBOP UJ/IH BOJIHBIH
KOJIJIOU/IHBIHM pacTBoOp, T.e. 0AHO(PA3HYI0 KUJIKYIO CUCTEMY. YKa3aHHasl CUCTeMaA I10
CyILleCTBY He COJIeP>KUT U CIIeprUpOBaHHbIE YAaCTUIbI, IPEBOCXOASIIME IO pa3Mepy
KOJIJIOU/IHbIe YacTULbl. O6GBIYHO YaCTHUIbI C pa3MepPOM MeHbIIle YeM IPUMePHO 1 MKM
paccMaTpUBaIOT KaK KOJIJIOUJHbIEe YaCTHUIbl, KOTOPbIE He COCTABJSIIOT OT/le/bHYI0 a3y
Y He IPUBOJSAT K 06pa3oBaHuI0 $pU3NYeCcKOH rpaHulbl Mexay ¢asamu. MHora
YacTHUIbl HEHaMHOI 0 KpynHee 1 MKM TaK»Ke pacCMaTpPUBAIOT KaK KOJIJIOUJHEIE.
[IpeanoYTUTENBHO, TEM He MeHee, KOJIJIOU/IHbIe BOJIHbIE PAaCTBOPHI B HACTOSILIEM
JIOKyMeHTe I10 CYIeCTBY He COJIepKaT YacTUIb], KOTOphIe 3aBeZIOMO He IPUHA/I/IeXaT K

CIIEKTPY KOJUJIOUAHBIX YaCTHUII, T.€., HAIpUMep, HaCTUI kI C AJHaME€TPOM 1 MKM uiu 6oJiee.
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CorjacHo TIepBOMY acleKTy B HAcCToslllleM UH300peTeHUH MpefJioKeHa
dapManeBTHYECKAS KOMIIO3UIIUS], coJiepalias WHTa/ISALMOHHBIA
MMMYHOCYIIpeCCUBHBINA MaKpOLUKINYeCKUH aKTUBHBIN UHTPeJUEeHT, [I/Isl IpUMeHEHUS
JUIsl TpeJloTBpalleHUs] WIM JiedeHUsl JIeTOYHOro 3aboJieBaHUSl WM COCTOSIHUS Y
cyObeKTa, rjie papManeBTHYeCKYI0 KOMIIO3UILUIO BBOJSAT CYyO'beKTy Ny TeM UHTAJISIIUN B
BU/IE a3P030JI5], U a3p030J1b NI0JYYalOT pacnblieHHeM ¢papMaleBTUYeCKOH KOMIIO3UIIUN

c mpuMeHeHUeM HebyJaiisepa (100), cogepaxalero:
a) re”eparop (101) asposous, cofepKallUii:

- pesepByap (103) s Tekydel cpe/ibl /s XpaHEHUS
dapMalneBTUYeCKON KOMIIO3UIIMH UJIN IIepeXO/|HUK,
npe/iHa3HAYeHHBIH JIJIS1 COe[JUHEHUs pe3epByapa /IJ1sl TeKydel cpe/ibl,

51

— BBIIIOJIHEHHYIO C BO3MOXXHOCTBIO BUOpanuu MeM6pany (110),
MMEIOLIYI0 MHOXXECTBO OTBEPCTUH, pe/JHa3HAaYeHHbIX I/l
NOJIy4YeHH s a3p030JIsl, COZleprKallero KaleJbKH, UMeIole MacCOBBIN
MeJlMaHHbIN aspoiiHaMmudeckuit Auametp (MMA/I) BILIOTSh 10
npuMepHO 4,0 MKM IIpU U3MepeHUH C ucrob3oBanueM 0,9%

(macc./06.) BogHOTO pacTBOpa XJI0pH/ia HaTpUs;

b) kamepy (105) A/ BpeMeHHOTO pa3MellleHUsI a3p030.Jisl, BbIpabaThIBAEMOT 0 B
reHepatope (101) a3po30J1s, UMEIOLIYI0 BHYTPEHHIOIO [10JIOCTb 06'bEMOM B

JlianasoHe oT npuMepHo 50 o npumepHo 150 MJ1; U

c) MyHAWTYK (40) AJis1 4OCTaBKU CyO'bEKTY a3p030Jis, I0JJaBaeMOT0
HeOysarzepom (100), npu stom MmyHAIITYK (40) umeer ¢uantp (30)

BbIJ0Xd.
CDapMaI_[eBTI/I‘-IeCKI/Ie KOMIIO3UIIUYU JJId IPUMEHEHUA COTlJIaCHO HAaCToAIllEMY

M300peTEeHUIO, COJleprKalliie UHT aISIIMOHHBIA UMMYHOCYTIPECCUBHBIH
MaKpOLUK/JINYECKUH aKTUBHBIM UHTpeIUeHT, IOJXO0ST AJis1 Ipe0TBpallleHUs UIH
Jle4yeHHU s HIMPOKOTO CIIeKTpa JIeTOYHbIX 3a60/IeBaHU I UJIM COCTOSIHUHN Y CyObeKTa.

TepMI/IH «Cy6'beKT» B HacCTOoAlleM NOKYMEHTE o603HayvaeT MJIEKOIIMTAaro1ee, 6oJiee
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KOHKPETHO, 4eJI0BeKa, y KOTOPOTro IUarHOCTUPOBAaHbI yKa3aHHbIE JIETOYHbIE
3a60JIeBaHMsI UJIM COCTOSIHUS WM UMeeTCsl yrpo3a pa3BUTHS YKa3aHHBIX 3a00/1eBaHUH
WJIM COCTOSIHUU. B KOHKpeTHBIX BapHaHTaX peasiu3alii TEPMHUH «CYObEKT» B
HaCTOsIIleM JJOKYMeHTe 0603HayaeT YyesJoBeKa WU NTAlUeHTa, Y KOTOPOTO
JIMarHOCTUPOBAHO JIeT0YHOe 3ab0JIeBaHN e UJIM COCTOSIHUE, U KOTOPBIH HY>K/jaeTcs B

ero Je4eHuu.

B KOHKpeTHBIX BapyaHTaX pea/iM3allu JieroYyHoe 3abo/ieBaHHe UJIU COCTOSIHUE,
KOTOpoe TpebyeTcsl JIeYUThb BBeleHHEM KOMITO3ULUH JI/IS1 IPUMEeHeHHU s COTJIacHO
HacTos1eMy U300peTeHHI0, BbIOPAHO U3 IPYIIbI, COCTOSILIEN U3 JIeTOYHBIX
3a00JieBaHUH, acTMBI, pep paKTepHOH acTMbl, XPOHUYECKOT0 0OCTPYKTHBHOTO
OpOHXUTA, NapeHXUMa/bHbBIX, PUOPO3HBIX U HHTEPCTUIIHAIbHBIX 3a00J1eBaHUH U
BOCMaJIeHUH JIeTKUX, 00/1uTepupyollero 6ponxuonnTa (BOS) 1 ocTpbIX U XpOHUYECKUX
peakI Ui OTTOpXKeHUsI TPaHCIJIaHTaTa OpraHa Ioc/ie TPaHCIJIaHTAll UK JIeTKUX, U
3a00JieBaHUH, BEI3BAHHBIX UMU. B 10MTOJIHUTENIbHBIX KOHKPEeTHBIX BapUaHTax
peasd3anuy JeroyHoe 3aboJieBaHUe UIN COCTOSIHUE TIPe/iCTaBJIsIET COO0H
obauTepupyromuii 6poHxuoauT (BOS), Heo6513aTeIbHO BOSHUKAIOIIUH ITOC/E OCTPBIX U
XPOHUYECKHUX peaKI Ui OTTOpXKeHUS TpaHCIlJIaHTaTa opraHa [ocje TpaHCIJIaHTalluu

JIETKHUX WJIU I1I0CJIEe TPAHCIIJIAHTAIWUH I'eMOIIOSTHY€CKHUX CTBOJIOBLIX K/IE€TOK (TFCK)

B fono/iHATe/IbHBIX KOHKPETHBIX BapUaHTax peajn3aluy papMalneBTHYeCKas]
KOMIIO3ULUS JJ/1s1 IPUMeHEeHHU s COTJIaCHO HaCTOSILEMY U300 peTEeHUI0 TOAXOAUT /151
Jle4YeHHUs1 JIETOUHOT 0 3a60/1eBaHU S UJIM COCTOSIHUSL WU JJIs1 Ipe/lOTBpalleHUs], UId
3a/lep>KKH NPOrpeccupoBaHUsl YKa3aHHOTO JIETOYHOT 0 3a60JIeBaHUsI UM COCTOSIHUS,
TaKOI'0 KaK OIIMCaHo BhIlIe, HanlpuMep, BOS, y cy6beKkTa nin naeHTa, y KOTOPOro
JIMarHOCTUPOBAHO YKa3aHHOe 3a60JieBaHUe WIH COCTOSIHUE, B YacTHOCTH, BOS.
Hasnnune BOS, HanpruMep, MOXeT ObITh ONpe/ieIeHO Ha OCHOBAaHUU CIMPOMETPHUYECKUX
n3MepeHu o6’beMa popcrupoBaHHOro Beiioxa (OPB). [lpeAnnodyTHTENIBHO, CHUXKEHU E
o6'beMa pOpCUPOBAHHOTO BhII0XA 3a 0JIHY ceKyHAy (ODPB1) paccMaTpuBaloT Kak
noKasaTeJb Haanyus BOS 1, cooTBeTCTBEHHO, KaK GaKTOp pUCKa JIJIs1 XPOHUUECKOTO
OTTOpPXKeHHUs TpaHCIJIaHTaTa JieTKux. Usmepenust OPB1 MoxkHO IPOBOJUTH B
COOTBETCTBHUHU C UCII0JIb3yEMBIMU B HACTOSILee BpeMsI pyKOBO/,CTBaMHU 110

CHUpPOMETPUHN AMepUKaHCKOro TopakaibHoro obuiecrBa (ATS)/EBponelickoro
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pecniupaTtopHoro obuiectBa (ERS). 06'beM ¢popcrupoBaHHOTO BbIJIOXA 3@ OJHY CEKYHY

(O®B1) BelpaXkaroT B IATpaXx (J1).

O6sinTepupyromuil 6ponxuoant (BOS) MoxHO KyiaccuuIMpoBaTh 110 CTENEHU
IIpOTpeccHpOBaHUs yKa3aHHOI 0 JIETOYHOr 0 3a60/1eBaHus, Kak onucaHo B Estenne M, et
al. Bronchiolitis obliterans syndrome 2001: an update of the diagnostic criteria. /] Heart
Lung Transplant 2002; 21(3): 297-310. Ha ocHOBaHMU CHMXXeHUS B IPOLjeHTax 00'beMa
dopcrpoBaHHOI0 BbII0Xa 3a 0HY ceKyHAY (ODPB1) BOS moxeT 6bITH

KJIacCUPUIUPOBaH CleAyIOLUIMM 06pa3oM:
- BOS 0: O®B1 > 90% 0T HCXO4HOT'0 YPOBHS
- BOS 0-p: O®B1 o1 81% 110 90% OT UCXOJHOT' O YPOBHS
- BOS 1: O®B1 o1 66% 10 80% OT HCXO4HOT O YPOBHSA
- BOS 2: 0®B1 oT 51% /10 65% OT MCXO/JHOT O yPOBHSI
- BOS 3: 0®B1 50% uin MeHee OT UCXO/JHOT'O YPOBHSI

KoMnosunuu yisi IpuMeHeHHUs1 COTJIaCHO HacTosIIeMy U300peTeHUI0 MOTY T
0COOEHHO NMOAXOAUTD JJ1s1 IeUeHHUs WU NTPeoTBPaLleHUsI MU 3a/|ePKKU
nporpeccupoBanusi BOS I crenenu (BOS 1) niu 6oJiee Tsxesnoit popmel, 6osiee

koHKpeTHO, BOS | unu 1l creneny, unu enie 6osee koHkpeTHo BOS | crenenu (BOS 1).

dapmaleBTHYeCKH e KOMIIO3UIUU JIJIsl IPUMEHEHHUSsI COTJIaCHO HACTOSIIEMY
M300peTEeHHI0 B KOHKPETHBIX BApHaHTax peaiu3alid MOTYT MPe/CTaBASITh CO60H
YKUJIKHEe KOMIIO3UI[UU. B yKazaHHbIX BapyUaHTax peaik3alii KOMIIO3UIUU JJIsT
NpUMeHEHUS COTJIaCHO HACTOSIIIEMY U300peTEeHUIO CO/lep>KaT UHT a/lSIIiMOHHBIH
MMMYHOCYIIpeCCHBHbINA MaKpOIUKINYECKUH aKTUBHBIHA UHTPeJJUeHT U KU JKUH
HOCHTEJIb UM HEHOCUTEJb, B KOTOPOM MOXKET ObITh paCTBOPEH, IUCIIEPTUPOBaH UJIH
CyCHeHAMpPOBaH aKTUBHbBIU UHTpeineHT. COOTBETCTBEHHO, B KOHKPETHBIX BapHUaHTaX
peanunsanuu papmaieBTHUUeCKas KOMIIO3UILUS JJIsl TPUMeHeHHs COTJIaCHO HacTOSIeMY
N300 peTeHUI0 MPeICTaBJIsIeT COO0U XKUAKYI0 KOMIIO3UIUIO, CO/leprKalllyt0 BOJAHBINA

)KI/I,CLKI/II‘/JI HOCHUTeJIb. B JOIIOJTHUTE/JBbHBIX KOHKPETHLIX BApHAHTAaX peaJn3allu )KI/I,CLKI/II‘/JI
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HOCHUTeJb [Ipe/iCTaBsieT CO60U BOJHBIN KUJKUH HOCUTENb, KOTOPBIM MOXKET
coZiepKaThb BOJly U HeoOs13aTe/IbHO OJJUH UJIU 6oJsiee PU3HNOJIOTUUECKU IPHEMIIEMBIX
OpraHUYeCcKHUX pacTBOPUTeEH, TAKUX KaK 3TaHOJI U/ IPONUJIEHIIUKOIb U T.J.,
IpeJIOYTUTENbHO, TEM He MeHee, 3TaHOJ U /UJIY IPONUJIEHTJINKOJIb. B
JIOTIOJIHUTE/IbHBIX KOHKPETHBIX BapUaHTaX pealusaliu KU KUH HOCUTENb COAEPKUT
OJiHy U/H 6osiee papMaleBTHYECKH IPUEMJIEMBIX COJIeH, TaKUX KaK XJI0pU/| HATpUs
(NaCl). CooTBeTCTBEHHO, KUAKHUHA HOCUTEJb MOXKET COJlepKaTh COJIEBOU pacTBOp UJIH
MOeT COCTOSITh 110 CyIIleCTBY U3 COJIEBOTO pacTBopa. B ykazaHHBIX KOHKpPeTHBIX
BapHaHTax pea/M3alluy a TaKXKe B [IpYyIrMX BapyUaHTax peaJy3alliy, B KOTOPbIX BOJHBIN
KUJKUHA HOCUTENb COLePKUT JONIOJHUTENbHble KOMIIOHEHTHI UJIU PaCTBOPUTEIIH,
KOHIleHTpalys XJ10pH/ia HaTpUsI MOXKET COCTaBJAATh OT puMepHo 0,1 0 npuMepHO 7%
(mMacc./06.) nau ot npuMepHo 0,1 go npuMepHo 3% (Macc./06.), wiu ot npuMepHo 0,1
J0 npuMepHo 0,9% (macc./06.). [IpeTo4TUTEIBHO, IPUMEHSIOT COJIEBOH pacTBOp C
KOHIleHTpalnuel xsopuia HaTpus npuMmepHo 0,25% (Macc./06.), rae TepMUH
«Macc./06.» 0603Ha4aeT MacCy pacCTBOPEHHOTO XJI0pH/ia HATpUsl Ha 06'beM KUJIKOTO

HOCHTeJIS], COJleprKalllerocsl B BOJJHOM XKUJAKOU KOMITO3UIUH.

dapMaieBTHYECKH e KOMIIO3UIUU [IJIsl IPUMEHEHHsI COTJIaCHO HAaCTOSIIeMY
M300peTEeHUIO OTIOJTHUTENbHO CO/lepXKaT UHTaAISIIIMOHHBIM MaKpOIUKINYeCKUN
MMMYHOCYIIpeCCUBHBIN aKTUBHBIM UHTpeiueHT. [IpuMephl yKazaHHBIX
MHTa/ISIUOHHBIX MAaKPOIUKINYeCKUX UMMYHOCYIIPECCUBHBIX aKTUBHBIX HHTPEeIUEHTOB
BKJIIOYAIOT, HO He OTPaHUYMBAIOTCS YKa3aHHbIMU, IUK/I0CIIOpUH A (CsA), TaKpoJIUMYC,
CUPOJIUMYC U /WM 3BEPOJUMYC, IPEATIOUTUTENBHO B TepaneBTUYECKU 3P PEeKTUBHOM
KoJindecTBe. UMMyHOCyNIpeccHBHOE COe/JUHEHHE, TaKOE KaK YKa3aHO BBIILIE, MOXKET
IIPUCYTCTBOBAThL B KaYyeCTBe €JUHCTBEHHOT 0 aKTUBHOI'0 MHTpPe/INEHTA UJIU B BU/I€
CMecCH JIByX UJIK 60Jiee pa3HbIX MHTISALMOHHBIX UMMYHOCYIIPECCUBHBIX
MaKpOIMK/JINYECKUX aKTUBHBIX UHTPe/JUEHTOB, He006s13aTeJIbHO B KOMOUHALUU C
JIPYTHMH aKTUBHBIMU UHTpPeIUEHTAMHU, KOTOPBIE HE SIBJSIIOTCS
MMMYHOCYIIpEeCCUBHBIMHU U /UM MaKpPOLUKINYeCKUMU. B KOHKpeTHBIX BaprUaHTax
peasnsanuy, TeM He MeHee, ¢papMaleBTU4YeCKHe KOMIIO3UIL WU I/l IPUMEHEeHHU S
COIJIaCHO HaCTOSILEMY U306 peTEeHHI0 CoJlepKaT TOJbKO OJJMH MHTa/ISALMOHHBINA

HMMyHOCpreCCHBHbIﬁ MaKpOL[I/IKJII/I‘-IeCKI/Iﬁ aKTUBHBIA HHTPpEeUEHT.
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B npeAnodYTHUTeIbHBIX BapUaHTaX peajlu3aluy, TeM He MeHee, UHIaIALMOHHBIA
MMMYHOCYTIpeCCHBHBIN MaKpOLUK/INYeCKUHA aKTUBHBIA UHIpeiUeHT BbIOpaH U3
nukaocnoprHa A (CsA) U TakposiuMyca. B J0TIOJTHUTe/IbHBIX NIPeAIIOYTUTENbHBIX
BapHaHTax peaju3al Uy UHT/ISIIIMOHHBIA UMMYHOCYIIpeCCHUBHBINA aKTUBHBIN
VHTPeJIUEHT, COZepXKalllUicsl B IIpe/I0KeHHBIX /IJIS IpUMeHeHUs ¢papMalieBTHYeCKUX
KOMIIO3UIUSIX, IIpe/iCTaBJisieT cOO0M [UKIOCIOpUH A (LuKiocnopuH A; CsA (LukJio-
[[(E)-(2S,3R,4R)-3-rugpokcu-4-MeTuI-2-(MeTUIAMHUHO)-6-0KTeHOou 1 |-L-2-
aMUHOOYyTUpUI-N-MeTUNAT UL UI-N-MeThUn-L-ednui-L-sannn-N-metun-L-nednuni-L-
asaHua-D-ananun-N-metuia-L-nednun-N-metun-L-neinun-N-metun-L-sanun]).
dapmarneBTHYECKHE KOMIIO3UIUY, cojiepxkaline CsA uiy, 6osiee KOHKpeTHO, L-CsA,
W3BECTHBI, HanlpuMep, U3 3asBKU Ha naTeHT CIIA N22009169607 A1 u MoryT 6bITh

IMO0JIy4€HbI COOTBETCTBYIOIINM o6pa30M.

B APYTHUX BapHaHTAaX peajJnu3aliuy, TEM HEe MeHee, HHFa}IHLLHOHHbIﬁ
MaKpOL[I/IKJII/I‘IeCKI/Iﬁ HMMYHOCYHpeCCHBHbIﬁ aKTHBHBIU HHI'peJUEeHT, cerpmamHﬁCH B
npeaJoXXeHHbIX 4 IPUMEeHEeHUu A (l)apMaLleBTI/IquKI/IX KOMIIO3UIMAX, IpEeACTABJASAET

co60 TakpoJIUMYyC.

CnenyeT OTMETUTD, YTO UHTAJISIIIMOHHbIE MaKPOIMKINYECKH e
MMMYHOCYIIpeCCaHThl, TaKM e KaK OMMCAHO BhIIlle, B YAaCTHOCTH, LIUK/I0CIOPUH A (CsA) u
TaKpOJHUMYC, IPe/ICTaBASIIOT CO60H KpaliHe BBICOKOAKTHUBHBIE COE/JUHEHMU S, KOTOPhIE
obecreyrnBalOT UMMYHOMOYAUpYyIolre 3¢ PeKThI y MallueHTa UK APyTroro
WH/IUBU/IyyMa [IpU BO3/]eCTBUM OYE€Hb HU3KUX KOJIMYECTB WU KOHIIeHTpaLui
yKa3aHHbIX coeiuHeHUH. Kak y>xe 6b110 0OTMEYEHO BHILIE, TEM He MEHEE, 3TO MOXKET
ObITb Bpe/JHBIM UJIH JlaXKe YT POXKaTh 3/J0POBbI0 MH/IUBU/IYYMOB, KOTOPbIE OCTAIOTCS B
cpejie, B KOTOPOH MallUeHT JIBILIUT, JaXkKe HECMOTPSI Ha TO, YTO UX IPUMEHSIIOT B IIeJIsIX
Tepanuu 3a6osieBaHus y nanueHTa. C yueToM 3TOro, 04eHb BaXKHO 06eClednTh
HeOyJs1ali3ep WK MYH/LUTYK, KOTOPBIA ob6ecrieynBaeT 3¢ PpeKTUBHOE BBeJIeHUE
asposoJiel], cofepKallvX yKa3aHHble COeIMHEeHUS], TAallueHTy U MUHUMU3UPYET IpU
3TOM PUCK HeXKeJlaTeJIbHOT O BO3/1eiCTBUS Ha NHAUBU/YYMOB, He SIBJISIIOIIUXCS
nalneHTaMy, B pe3yJibTaTe BblJj0Xa YKa3aHHBIX COeJUHEHNH 1Y, 60Jiee KOHKPETHO,
TON 4aCTH yKa3aHHBIX aKTUBHBIX UHI'PE/JUEHTOB, KOTOpasi He abcopbrupoBasiach B

OpraHu3Me IIalMEeHTd BO BpeMd B/10Xa.
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B KOHKpeTHBIX BapHaHTax peajusalnuu papmaneBTHYeCKass KOMIIO3ULUS /1
IIpUMeHEeHHUS COTIaCHO HACTosLeMy U306peTeHHI0, 60Jiee KOHKPETHO, XKUJIKHe
dapmMalLieBTHYeCKHE KOMIIO3UIIUU [JIS1 IPUMeEHeHHU s COIJIACHO HacCTOosIeMy
1300 peTeHUIO, COZlepKaT BEIOpaHHbBIM HMMYHOCYIIpeCCUBHBIA MaKpOLUK/INYeCKU I
aKTUBHBIA MHI'PEIMEHT, B YaCTHOCTH, UKIO0CIIOpUH A (CSA) UM TaKpOJIUMYC,
NpeANOoYTUTEeNbHO HUKI0CIOpUH A (CsA), B KOHIJeHTpalliy B iMala3oHe OT IPUMEPHO
1 mr/mu go npuMepHo 10 Mr/mi1, NpeAIOYTUTENBHO OT IPUMEPHO 2 MT' /MJI 10
IpuMepHO 8 Mr /M1, 60Jsiee IPeAIOYTUTEBHO OT 2,5 MI'/MJI 10 IPUMEPHO 6 MT' /MU, ellle
6oJiee MpeJIIOYTUTEJBHO OT 3 MI'/MJI 10 IPUMEPHO 4 MI'/MJI, B YaCTHOCTH, B

KOHIIeHTpaIuy IPUMePHO 4 MT/MJL.

B fono/HATe/IbHBIX KOHKPETHBIX BapHaHTax pealu3alid HHIaIsILlMOHHbBIH
UMMYHOCYIIpeCCUBHBIA aKTHUBHBIN HHIpPeIMeHT, B YaCTHOCTH, LIMKJIOCIIOPHH A,
IPUCYTCTBYeT B papMal,eBTUYeCKUX KOMITO3ULUSAX AJ151 IPUMEHeHHs COTJIacHO
HacTos1eMy U300peTeHUIO B IMIIOCOMAJbHOM co/00MIM3upoBaHHON popMe (L-CsA).
B Tex ciy4asix, Korja KU KOoCTb, IpeJIOUYTUTEbHO BOIHAS XU /IKas]
dapManeBTHYECKask KOMIIO3UIUS JIJIsI IPUMEHEeHMs COrJIaCHO HACTOSIeMy
M300peTEHUIO, COAEPKUT [IUK/IOCIOPHH A B JIMIIOCOMa/IbHOH CO/I0OHUIN3UPOBaHHOM
¢dopme (L-CsA), cooTBeTcTByI0O1[asA KOHIleHTpanus L-CsA MoxeT cOCTaBAAATh OT
IIPUMEPHO 3 MI'/MJI 10 IPUMePHO 5 MT'/MJI, 60Jlee KOHKPETHO OT IPUMepPHO 3,8 Mr /M1

Jlo0 IpUMepHO 4,2 Mr /ML

B ono/THATE/IbHBIX KOHKPETHBIX BapUaHTax pealnu3aliy, B YaCTHOCTH, T'/ie
npejJiokeHHble papMaleBTUUeCKHMe KOMIIO3UIUH /IJIs1 IPUMEHEHHUS CoJlepKaT
WHTa/ISIUOHHBIA UMMYHOCYTIPpECCUBHBIN MaKpOLUKIANYECKA Y aKTUBHBIN UHT peJUEHT
B JIMIIOCOMAJIbHOM COJIIOOUIN3UPOBAaHHOM ¢popMe, papMalieBTHYECKas KOMIIO3UILIUSI B
KUJKOHN popMe MOXKeT ObITh IIOJIyYeHa lepepacTBOPEHUEM JTUOPUIN3ATa,
coJieprKalllero UMMYHOCYIpeCCUBHBINA MaKpOLUKIANYEeCKUI aKTUBHBINA UHTpPeIUEHT U

CTPYKTYPEL, 00pa3ylie JUII0COMBL

YKasaHHbIe CTPYKTYpPBI, 06pasyollye JAIOCOMBI, MOTYT JONOJHUTENBHO
CoJlepaKaThb BellleCTBO, 0Opasymolee MeMOpaHy, BbIOpaHHOe U3 rpynibl ¢pocdoNUIIN/OB,

WJIY J1Ba WK 6oJiee pa3HbIX BellecTB, 06pasywlyx MeM6paHy, BbIGpaHHBIX U3 I'PYIIIbI
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doconunuoB. TepMUH «BelleCTBO, 06 pasymwllee MeMOpaHy» B HACTOALIEM
JIOKyMeHTe 03Ha4aeT, YTO yKa3aHHOoe Bell[eCTBO MOXKeT 00pa30BbIBATh JIBYXCIOHHYIO
JIMIIUAHYI0 MeMOpaHy NyTeM caMOCOOPKH B BOJJHOM >KU/IKOM HOCHUTeJIe, TAKOM KaK
BO/Ia UJIM COJIEBOM pacTBOP, U/UJIHA MOXKeT 00 pa30BbIBATh JIMIIOCOMBI B BOJJHOM

KHUIKOM HOCHUTEJIE B YCIOBHUAX, TAKHUX KAK 6oJiee HO,[[pO6HO OIIMCaHO HHXKE.

CTpyKTypEl, 06pasyollye JUIIOCOMBI, KOTOPbIe MOTYT COZLep>KaThCs B
NpeaJoKeHHbIX papMaleBTHUYeCKHUX KOMIIO3UIUSAX, MOTYT COZlep>KaTh ABYXCJAOHHYIO
MeMOpaHy, I0Jy4eHHYI0 U3 BellecTBa, 06 pasyrollero MeMbpaHy, BBIOpaHHOr' O U3
rpynnsl pocdoaunuoB. CTpyKTyphl, 06pa3yoliye JUIIOCOMBI, MOTYT COJlep>KaTh
CIJIOLIHYIO UJIK 3aMKHYTYI0 IByXCJI0HHYI0 MeMOpaHy UM He CoJlepKaThb ee. B
yKa3aHHbIX BapHaHTax peaju3alii CTPYKTYphl, 06pasyoliye JUIIOCOMBI, 10 MeHbIlIeH
Mepe YaCTUYHO IIPUCYTCTBYIOT B OZJHOCJOMHOMN popMe WU, IPEeJIOYTUTENBHO,
NpeUMYyIeCTBEHHO NPUCYTCTBYIOT B OIHOCIOUHON popMe. TepMUH «OHOCTOUHBIN» B
HacTOfILeM JJOKYMeHTe 03Ha4yaeT, YTO COOTBETCTBYIOIIME CTPYKTYPhI, 0O6pasyoinue
JINTIOCOMBI, COJlep>KaT TOJIbKO OJJUH C10HM, 00pa30BaHHbIA eJUHCTBEHHOH JBYXCI0HHOMN
JIUIHAAHOU MeMOpPaHOH, a He COBOKYITHOCTBIO JIByXCJOWHBIX JIMITUJHBIX MeMOpaH,

pa3MeleHHbIX MOCJIOMHO.

B KOHKpeTHBIX BapHaHTaX pealu3alii UHTaISIIMOHHbIM MaKpOIUKINYeCKUN
MMMYHOCYIIpEeCCUBHBINA MHTPEJUEHT, B YaCTHOCTH, CSA, KOTOPBIH MOXET CO/lepKaThCsl
B CTPYKTypax, 06pasyoLiuX JUIIOCOMBI, TAKUX KaK ONMCAHO BhILIE, 10 MeHbIIIEH Mepe
YaCTHUYHO BCTPOEH (WJIM BHEIPEH) B IBYXCIOHHYI0 MeMOpaHy B CTPYKTypax,
06pasyolInX JUNOCOMBL. TepMUH «BCTPOEH» B HACTOSIIIEM IOKYMEHTE, €CJIU €0
UCIOJBb3YIOT B OTHOLIeHUH CSA, KOTOpBIN NpeJcTaB/sieT cO60H JTUTOPUIBbHOE
coeJIMHEHHUE, 03Ha4YaeT, 4To CSA pacroJiokeH WK BHEJIPEH BO BHYTPEHHIOIO
JUNOQUIBHYIO YaCTh IBYXCJOHHOU JIMIIUIHON MeMOpaHbl, HO He B HAPYKHYIO
U pOoPUIbHYI0 IOBEPXHOCTD JIUMHU/IHOU JIBYXC/I0MHOM MeM6paH®bl (IZie TepMUH
«IIOBEPXHOCTb» MOXeT 0603Ha4aTh 00e NOBEPXHOCTHU WJIH, 60Jiee KOHKPETHO,
BHYTPEHHIOIO UJIU HapY:KHYI0 IOBEPXHOCTD IBYXCI0WHON MeMOpaHbl, GopMuUpyollei
CTPYKTYPEL, 00pa3yllye JUII0COMbI). B JoNOJHUTEIbHBIX BapUaHTaX pealu3aluu
MHTa/ISIUOHHBIA UMMYHOCYTIpECCUBHBIN MaKpPOLMK/INYECKUN aKTUBHBINA UHTPEIUEHT,

B yacTHOCTH, CsA uin L-CsA, npenMylileCTBEHHO (HallpuMep, B KOJIUYECTBE I10
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MeHblIel Mepe npuMepHo 90% KM jlaxke 10 MeHblIeN Mepe OT puMepHo 95% 0
npuMepHO 97,5%) BCTpOEH B JIBYXCJIOHHYI0 MeMOpaHy B CTPYKTypax, 06pasyoLux

JIMITIOCOMBI.

docdosnnu/ipl, KOTOpble MOTYT COJlepKaThbCsl B CTPYKTypax, 06pasyroniux
JIUIIOCOMBI, COTJIACHO HACTOsIeMy U300peTeHHUI0, B YaCTHOCTH, IPe/ICTaBJISIIOT COO0H
CMeCH HaTypa/IbHbIX WK oboralieHHbIX ¢pocoUIIN/I0B, HAaIpUMeD, IELIUTUHOB, TAKUX

KaK KoMMepyecku focTtynHble Phospholipon® G90, 100 uau Lipoid 90, S 100.

®ochonunuel npejCcTaBasoT cO60i aMPpUuPUIbHBIE TUITU/ I, KOTOPhIE
cofiepkaT pocdop. HaspiBaeMble Takke pochaTraMy, OHU UTPAIOT BAXKHYIO POJIb B
IIpUpPO/ie, B YACTHOCTH, B KayeCTBe KOMIIOHEHTOB OMOJIOTUYeCKUX MeMOpaH,
06pasyolIKX JBOWHEIe CJIOH, U /151 papMalleBTUYeCKUX 3a/la4 YacTO IPUMEHSIIOT
docosnnubl, KOTOpbIe ABJISIOTCS IPOU3BOJHBIMU pocPaTUAHON KUCIOTHI,
[10JIyYeHHBIMU XUMHUYeCKUMHU MeTo/laMu. [locieiHre Ipe/icTaBASIOT CO60H (Kak
IIpaBWJIO, IBaX/ibl) alleTUIMPOBAaHHBIN IMIMIepuI-3-PocdaT, B KOTOPOM OCTATKH
’KUPHBIX KUCJIOT MOTYT UMETh pa3Hyto AJauHY. [IponsBoaHble pocdaTUIHON KUCTOTHI
NpeACTaBJASIOT co60i, HanpuMep, ¢ochoxoNruHbI UK GochaTUUIXOJNHE], B KOTOPBIX
docdaTHas rpynmna JONOJHUTENbHO 3TepUPUIIPOBaHA XOJIMHOM, a TAKXKe
docdaTuaunsTaHonaMuH, pocPaTUAUINHO3UTOLI U T.[. JIEHUTHUHBI IPE/ICTABASIIOT
co60 npupo/iHbIe cMecH pa3HbIX $ocONUNU/0B, KOTOPBIE, KaK IPABUJIO, UMEIOT
BBICOKOE cojiepkaHue pochaTuanaxoanHoB. [IpeanouyTutessbHBIMU GpochonnuamMu
COTJIaCHO U300pEeTEHHUIO SABJISIIOTCS JIEIIUTUHBI, @ TAaKXKe YUCThIe WK oboralleHHble
docPhaTUANIXONMMHE], TaKKe KaK JUMUPUCTOUNPOCHaTUANIXOJINH,
JANanbMUATOUNAPOCHaTUIUIXOJIUH U AUCTeapouadochaTUUIXONHUH.
COOTBETCTBEHHO, B IPeAIIOUTUTE/IbHBIX BApHUaHTax peajnsaliy BelllecTBO,
obpasyrolilee MeMOpaHy, BbIOpaHHOe U3 IpynIiibl GoCcPOUNNIO0B, IPe/CTaBJIsSIET COOOU

cMeCh PUPOAHBIX POoCcHOMUNTULOB.

B npeAnouTUTe/IbHBIX BApUaHTax peajn3alliy BelllecTBO, o6pasyoliee
MeMOpaHy, BbIOpaHHOe U3 rpyIIbl GochOoNUNU/ 0B, IPeACTaBASIET COOOH JIEIUTHH,
coZieprKaliuii OCTaTKU HEeHAChILeHHBIX )KUPHBIX KUCJIOT. B 10MOJHUTENbHBIX

MNpeaAnovYTUTEJIbHbIX BApHUAHTAX peaJru3aliluy BEleCTBO, o6pa3yfomee MeM6paHy,
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BbIOpaHHOE U3 rpyninsl $pocPOoNUNU/I0B, IPEACTABISET COOOM JIELIUTHH, BEIOPaHHBINA U3
IPYIIIBL, COCTOSAIER U3 coeBoro JeniuTrHa, Lipoid S100, Phospholipon® G90, 100 nau
CXOXKEro JIelfUTHHA. B JoN0/JIHUTEe/IbHBIX TPeITOYTUTENbHBIX BApUaHTaX pealu3aluu
BelleCcTBO, 06pasywliee MeMOpaHy, BEIOpaHHOE U3 Ipynibl ¢oco/UIN/I0B, BEIOpAaHO

u3 Lipoid S100, Lipoid S75, B yactHocTH, Lipoid S100.

PapmaneBTHYECKHE KOMIIO3UIIUU [I/1S1 IPUMEHEeHHUs COTJIaCHO HacCTOosIeMy
1300 peTeHUI0 WY, 60Jlee KOHKPETHO, CTPYKTYpPhI, 06pasyollKe JUII0COMBI, KOTOphIe
MOTYT COZlepKaThCs B IPeJJIOKeHHbIX papMalleBTUYeCKUX KOMIIO3UIUAX, MOTYT
JIOIIOJIHUTEJILHO COZlepKaTh BellleCTBO, TOBLIIIAIIee paCTBOPUMOCTD, UJIH JiBa WU
60J1ee pa3HbIX BellleCTB, IOBBILIAIOLIMX PACTBOPUMOCTD, BEIOPAHHBIX U3 I'PYIIIbI
HEeUMOHOT eHHbIX 1I0BEPXHOCTHO-aKTUBHBIX BellleCcTB. HeMOHOreHHbIe TOBEePXHOCTHO-
aKTUBHbBIe BellleCTBa Co/lepKaT — KaK U Jipyrue NOBepXHOCTHO-aKTUBHbIEe BellleCTBa —
10 MeHblIeH Mepe OJJMH OTHOCUTEJbHO I'MpOGUIbHBIN U 110 MeHblllel Mepe 0JJMH
OTHOCUTEJIbHO JIUNTOPUIBHBIA y4acTOK MoJIeKyJibl. OHU Ipe/CTaBJISIOT COO0H
MOHOMepHbIe HU3KOMOJIEKY/ISIpHble HEMOHOT€eHHbIe TIOBEPXHOCTHO-aKTUBHbIE
BellleCTBa U HEMOHOTe€HHbIe IOBEPXHOCTHO-aKTUBHbIE BellleCTBa, UMeEIoLe
OJIMTOMEPHYIO WU NTOJUMEePHYIO CTPYKTYpY. [IpuMepbl HeHOHOT €eHHBIX IOBEPXHOCTHO-
aKTUBHBIX BELIECTB, SABJISAIOIINXCS MOAX0JAIMMU BellleCTBaMHU, TOBBIIAIIUMHA
pacTBOPUMOCTb CTPYKTYP, 0O6pasyoIIUX JUIIOCOMBI, TAKUX KaK OIIMCAHO BHILIIE,
BKJIIOYAIOT NPOCTHIE aJIKUJIbHbIE 3QUPhI TOJUOKCUITUIEHA, CI0KHbBIEe 3QUPHI
IIOJIMOKCUATHUIEHCOPOUTAHA U »KUPHBIX KUCJIOT, TAKU e KaK, HallpuMep,
IIOJIMOKCUITUIeHCOPOUTaHa 0J1eaT, CJI0XKHbIe 3QUPBI COpOUTaHA U XKUPHBIX KUCJIOT,
nosiokcamepsl, BuTaMuH E-TPGS (D-a-Tokodpepu-nonuatunenrankonas 1000

CYKL[I/IHaT) N THUJIOKCAIIOJI.

B KOHKpeTHBIX BapHaHTaX peaJu3alUH BellleCTBO, IOBBIIIAOLIee
pacTBOPHUMOCTD, BEIOpaHHOE U3 IPYIIIbl HEHOHOI'€eHHBIX IOBEPXHOCTHO-aKTUBHBIX
BEINeCTB, BIOpaHO U3 rpynIibl noaucopbatoB u ButamuHa E-TPGS, npeanodyruTebHO
BBIOpAHO U3 IpyNIIbI NOAKMCOPOATOB. B 0CO6GeHHO NpeIOYTUTEIbHOM BapUaHTe
peasiM3alMK BelllecTBO, IOBBILIAOIee paCTBOPUMOCTD, BEIOpaHHOE U3 I'PYIIIEI
HeUOHOT eHHBIX I0BEPXHOCTHO-aKTUBHBIX BellleCTB, Ipe/iCTaBsieT cOO0M noamcopbaT

80.
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B KOHKpeTHBIX BapHaHTaX peau3al Uy pe/iJIoKeHHbIX ¢papMaleBTHYECKUX
KOMIIO3ULUH KOJIMYECTBO BellleCTBa, 00pa3yollero MeMopaHy, BbIOPaHHOT 0 U3 IPYIIIbI
docdoannuoB, NpeIOYTUTENBHO JEUTHHA, IPEeBbILIAEeT KOJIUYECTBO BELECTRA,
NOBBILIAOLIET O PACTBOPUMOCTD, BEIGPAHHOTO U3 I'PYIIIbI HEMOHOT €eHHBIX
[IOBEPXHOCTHO-aKTUBHBIX Bell[eCTB. B pe/iyio)keHHBIX BapHaHTax peau3aliu
MaccoBOe OTHOLIEHHE Bell[eCTBa, 06pasyoliero MeMoépaHy (UM BceX BeLeCTB,
obpasyrlux MeMOpaHy), BEBIOpaHHOTr 0 U3 Ipynnbl ¢ocdoJUIU0B, IPEeAIIOUYTUTENBHO
JIEIUTHHA, K BellleCTBY, IOBBILIAOLIEMY paCTBOPUMOCTD (UJIM KO BCEM BellleCcTBaM,
NOBBILIAIO UM PAaCTBOPUMOCTB), BEIOpAaHHOMY U3 I'PYIIIbl HEHOHOT€HHBIX
[IOBEPXHOCTHO-aKTUBHBIX BeLeCTB, IPeANIOYTUTENbHO K II0JUCOpOaTy, COCTaBJISIET OT
npuMepHo 15 : 1 1o npuMepHo 9 : 1, IpeANOYTUTENBHO OT puMepHo 14: 1 fo0

npuMepHo 12 : 1, Hanpumep, npuMepHo 13 : 1.

B nonosHUTebHBIX KOHKPEeTHBIX BapyUaHTaxX pealydsalii MacCoOBOe OTHOLIEeHHe
(Bcex) BewecTBa(-cTB), o6pasyolero(-ux) MeMOpaHy, BBIOPaHHOTO(-bIX) U3 IPYIIIILI
dochoMnui0B U BeleCTBa, MOBBIIIALIEr0 paCTBOPUMOCTD, BEIOPAaHHOTO U3 IPYIIIIbI
HEeUOHOT eHHBIX IOBEPXHOCTHO-aKTUBHBIX BeIlECTB, C OJHOH CTOPOHBI, K
MMMYHOCYIIpeCCHBHOMY MaKpOLUK/INYECKOMY aKTUBHOMY UHI'PeIUEHTY,
NpeAnoYTUTENbHO K CSA, € pYroil CTOPOHBI, COCTABJSIET OT NpUMepHO 5: 1 J10
npuMepHo 20 : 1, npeANIOYTUTENBHO OT IpUMepHO 8 : 1 1o npuMepHo 12 : 1 u H6osee

NpeAnoyYTUTebHO puMepHo 10 : 1.

B lono/IHATEe/IbHBIX KOHKPETHBIX BapUaHTax peaju3allid MacCOBOe OTHOLIEHUE
BeleCTBa, 06pasyollero MeMopaHy, BBIOPaHHOTO U3 rpynIibl ¢ocHONUNN/IOB,
IpeJo4YTUTENbHO JEUTHHA, K BEL[eCTBY, NOBBILIAIOILIEMY PAaCTBOPUMOCTD,
BbIOpPAaHHOMY U3 I'PYIIbl HEHOHOT€HHBIX IOBEPXHOCTHO-aKTUBHBIX BELIECTB,
IpeANo4YTUTENBbHO K oIMcop6aTy, U K UMMYHOCYIpECCUBHOMY MaKpOLUKINYECKOMY
aKTHUBHOMY UHTPeIUEHTY, IPeJIIOYTUTENbHO K CSA, cocTaBisieT OT IpuMepHo 15: 1:

1,5 no npumepHo 5: 0,3 : 0,5 1 npegnoyTUTENBbHO TpUMepHO 9: 0,7 : 1.

CDapMaI_[eBTI/I‘-IeCKaH KOMIIO3UIIUA OJA IPUMEHEHNUA COIJIACHO HaCTodIleMy
I/I306peTeHI/II-O MOXKET coepaTb OJHO NN 6oJiee JAOIIOJTHUTE/JbHDBIX

BCIIOMOTraTeJ/JIbHBIX BEIIECTB. HO,CLXO,CLHLL[I/IE BCIIOMOraTeJ/JIbHBIE€ BEIIECTBA U3BECTHDLI
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crenuaarcTam. Hanpumep, npe/jioxkeHHble papMalneBTUYeCKH e KOMIIO3ULIUU MOTYT
Heo0s13aTeJIbHO COJlePKaTh areHThl, KoppeKTupymouye pH, s peryanpoBanus pH,
TaKHe KaK pU3U0JOTUIECKU IpHeMJ/IeMble OCHOBAHMUS, KUCIOTHI UJIH COJH,
Heo0s13aTeJIbHO B BU/le 6ydpepHBIX cMecel. B ykazaHHOM KOHTEKCTe TepMUH
«($HU3M0JIOrUYECKH NIpHeMJIEMbIM» He 03HA4YaeT, YTO OJJHO U3 BCIIOMOraTe/IbHbIX
Bell[eCTB JI0JDKHO OBITh IePEHOCUMBIM caMo 10 cebe B Hepa3baBieHHOH popMe, KaK B
cJlydae, HalIlpUMep, pacTBoOpa I'HIpOKCH/a HaTPUsl, HO O3HA4aeT, YTO OHO JI0JDKHO ObITh
[IepeHOCHMBIM B TOW KOHIIEHTpalUH, B KAKOH OHO COZLEePKUTCS B INOPUIU3UPOBAaHHON

Cl)apMaHEBTquCKOﬁ KOMIIO3HMIIHMH, B 4aCTHOCTH, IIOCJIE ITIEpepacCTBOpPEHU .

[lojxoasiiiye areHThl, KOppeKkTUpyolire pH, niu 6ydepsl 11 peryjiupoBaHUs
pH MoryT 6bITb BEIGpaHbl, IOMUMO IPOYero, C y4eTOM IIpe/iloiaraeMoro crnocoba
npuMeHeHUs. [IppuMepbl BO3MOXKHBIX MIOJIXO/SLIUX BCIIOMOTaTe/IbHBIX BeIl[eCTB U3 3TOH
TpyNIbl BKAOYAIOT pacTBOP T'H/IPOKCH/Ia HATPHUSI, OCHOBHBIE COJIM HAaTpHsl, KaJbLUs
WJIM MarHus, Takye Kak, HapuMep, LUTpaThl, $pocdaThl, aleTaTbl, TApTPAThI, JAKTATHI
U T.Jl., AMUHOKHUCJIOTBI, KUCJIbIe COJIM, TaKHe KaK ruipopocdaThl UIU AUTHAPOdOocdaTh,
B YAaCTHOCTH, HaTPHUsl, KPOME TOT'0, OpraHNu4ecKre U HeOpraHu4ecKre KUCJIOThI, TAaKHUe
KaK, HallpuMep, XJIOPOBOOPOIHASI KUCJIO0Ta, CepHasi KUCJI0Ta, pochopHast KUCJAOTa,
JIMMOHHAasI KUCJIOTa, KPOMOTJIMIMeBast KUCJA0Ta, YKCyCHasi KUCI0Ta, MOJIOYHAs KHCJIOTa,
BUHHAasl KUCI0Ta, AHTAapHasi KACI0Ta, pyMapoBasi KHCIOTA, IU3UH, METUOHUH, KUCJIbIE

rupipodocdaThl HATPUS UAU KaIUs, U T.[.

B HeKOTOpBIX BapUaHTax pea/iM3aliy XKU/IKasl BoJIHasA papMalieBTHYeCKast
KOMIIO3ULUS [/Is1 IPUMeHeHU s COIJIACHO HACTOSAILeMY U300peTEeHUIO COJLEPKUT
Oydepsl 115 ob6ecrieyeHUsI HEUTPaJbHOr0 WM KUca0ro pH nocse nepepacTBopeHHUs
dapmaneBTHYecKor komno3unuu. [lpeanournrensHo, pH npeasioxkeHHON
dapManeBTHUYECKON KOMIIO3UIIUHY COCTABJSIET He HoJiee 4eM NpuUMepHo 8,5 nin
HaxoJJUTCS B AMANla30He OT PUMepHO 2,5 10 TpuMepHO 7,5. /i1 BHYTPUJIET OYHOT O
WJIY [TapeHTepa/IbHOTO IpUMeHEeHUs IPeAIIOYTUTEe/IbHBIM siB/sieTcs pH oT npuMepHo 4
/10 IPUMEPHO 7,5 IpU yCII0BUH, YTO 3TO COTJIACYeTCs C APYTUMU TpeOOBaHUSIMH,
Ipe’bABJSIEMBIMH K COCTaBY, TAKUMU KaK, HalIpUMep, aClleKThl, Kacarlyuecs
cTabunbHOCTH. OCOOEHHO NIpeATIOYTUTENBbHON SABIseTCs PpapMalieBTHYeCKast

KOMII03UuIUS, 3a0ypepeHHas pochaTHBIM OyPepom, obecreynBawm pH B
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JuarnasoHe ot 6,0 70 7,5 uau ot 6,0 10 7,0, M B AUanasoHe oT 6,3 J1o 6,7, TeM caMbIM
MOXeT ObITh 3HAYUTEJNBHO yJIydllleHa CTabU/JIbHOCTb KOMIIO3UIUH, a 00pa3oBaHUe
HeXKeJIaTeJIbHOT O JIM30JIe[JUTUHA BO BpeMsI XpaHeHHUSI MOXKeT OBbITh 3p PeKTUBHO

ITOHHXEHO.

KpOMe TOro, NpeajJoxeHHad Cl)apMaI_IEBTI/IquKaH KOMIIO3HUI M4, B YaCTHOCTH, B
BO,C[HOﬁ )KI/I,CLKOI‘/JI cl)opMe, MOXEeT CoAepKAaTb UJIHU HE COAEPHKATHL OCMOTHUYECKH aKTUBHbIE
dJ'bIOBAHTEI JJI4d JOBeJeHUA KOMIIO3UIIUHN [0 XXeJaeMoH OCMOJIAPHOCTH, 9YTO Ba*XHO B
HEKOTOPLIX IPUMEHEHUAX, TAKUX KdK, B YaCTHOCTH, HHI'aJIALH A, yT0oObI 0O€ecneYyrnBaTh
XOopollyr ImepeHoCuMOCTb. YKazaHHbI€e A’ bIOBAHTHBI 4aCTO HAa3bIBAIOT H30TOHHUYE€CKHM MU
dreHTaMy, IIpHu 3TOM HUX ,[I,O6aBJIeHI/Ie He 06513aTeJIbHO AOJIXKHO ITPUBOJUTD K
IMOJIy4€HHIO M30TOHUYECKOH KOMIIO3UIINHU ITOCJIE IIepepacTBOPEHNA, HO MOXKET
obecrneynBaTb U30TOHUYHOCTD, 6]1H3Ky}0 K Cl)I/IBI/IOHOFPI‘{eCKOﬁ OCMOJIAPHOCTH, OJA

JAOCTHUXEHUA MaKCHMMaJIbHO BO3MOXXHOU (l)I/IBI/IOJIOFI/I‘-IeCKOﬁ [IepeHOCUMOCTH.

Hau6osiee yacTo npuMeHsieMbIM U30TOHUYECKUM areHTOM SIBJISIETCS XJIOPUJ]
HaTpus. B pyroM BapuaHTe peasiu3al Uy NpeaaoKeHHble GpapMaleBTUYECKHE
KOMIIO3UILIMH COJlepaKaT IO CYLIeCTBY HEHTPaJIbHYIO COJIb B KA4eCTBE U30TOHUYECKOT 0
areHTa, KoTopasi He sIBJISIeTCsl XJIOPU/,0M HaTpHsl, HO IIpe/icTaBJsieT cO60M, HanpuMep,
cynbdaT HaTpus uian pocdat HaTpus. CiaeayeT OTMETUTD, TEM He MeHee, YTO
M30TOHUYECKUH areHT TaKXKe MOXKeT COJZlepKaThCs B XKU/IKON Hecyllel cpefie UIu
’KUJIKOM HOCUTeJIe, TAKOM KaK OIKMCaHO BhIIlIE, HAIpUMep, B BU/Ie BOJJHOTO pacTBopa
XJIOpU/Ja HaTpus (cosieBoi pacTBop). B 3ToM ciydae, TeM He MeHee, TaKKe MOTYT ObITh
peJNo4YTUTENbHBIMU COJIH, OTJHUYHbIE OT coJied HaTpus. Tak, HanpuMep, U3BECTHO,
4TO ONpe/ieJIeHHbIe COJIM Ka/lblAsl U MarHUs 06/1a1al0T MOJIOKATENbHBIM UJIU
BCIIOMOTaTeNbHbIM 3¢ P EeKTOM NIPU UHTAJSILUN PACTBOPOB aKTUBHOI'O areHTa,
BO3MOXHO 6J1aro/iapsi TOMY, YTO OHU CaMH IPOTUBO/IEHCTBYIOT MECTHOMY
pa3/pakeHHUI0, BEI3bIBAEMOMY BBeJIeHHEM, U 06.J1a/Jal0T 6pOHXOpaCIIU PSIOIIUM
JlefiCTBHEM, UTO B HACTOsIIIlee BpeMsI ONIMCAHO B KIMHUYECKOU JiuTepaType (HallpuMmep,
B Hughes et al,, Lancet. 2003; 361 (9375): 2114-7), u/unu 6J1arojapsi TOMy, 4YTO OHU
CHW>KAIOT a/iT€31I0 MUKPOOPTaHMU3MOB K IIPOTEOrJIMKaHaM CJIU3UCTON 060/10YKU
JIbIXaTeJIbHOT 0 TpaKTa U TeM CaMbIM OMOCPeAL0BAHHO NOAAEPKUBAIOT MYKOIIUJIAAPHBIA

K/IINPEHC, HBHHMMHﬁCH OJHHWM N3 MEXaHHU3MOB eCTeCTBEHHOH 3alllUThl OpTraHU3Ma OT
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natoreHoB (K.W. Tsang et al,, Eur. Resp. 2003. 21, 932-938). [IpeA0OYTUTENBLHBIMHU
MOTYT OBITh, HaIpUMep, CyibpaT MarHusi, KOTOPbIA IPeBOCXO/JHO IEPEHOCUTCS B
JIETKUX U MOXKET ObITb BBeJI€H [TyTeM HHTANALUHU 6e3 KaKUX-I100 IpobJieM, a TaKkKe

xsnopu/ kaabuus (1-10 mmoub).

B flonosiHUTe/IbHBIX KOHKPETHBIX BapUaHTax peaau3anuu ¢papMaleBTHYeCKUEe
KOMITO3UIIMH /ISl IPUMEeHeHHsI COTJIaCHO HACTOsILIeMY U300 peTEHUIO coJiepKaT OJJHO
WM 6oJiee JOTIOJHUTEIbHBIX BCIOMOraTebHBIX BellleCTB, KOTOPble BEIGpaHbI U3
6ydepoB U xes1aTo06pa3yoLUX areHToB. [IpuMepsl coeJUHEeHUH, SABJISIOLUXCS
nojxoasmumu 6ydepamu s peryarpoBanusi pH npeiockeHHbIX papMaleBTUYECKUX
KOMITO3UIIUH 10C/Ie NepepacTBOPEHMUS, BK/IIOYAIOT, HAlpUMep, JUTrujpaT
purugpodocdarta HaTpUA U /UK JoJeKaruapat ruipodpocdaTa AUHATPUS, pacTBOP
TU/IPOKCH/Ia HATPUSl, OCHOBHBIE COJIM HATpH$, KaJbL[Usl UM MarHus, Takue Kak,
HanpuMep, LUTpaThl, ¢pocdaThl, aneTaTel, TAPTPATh], JAKTATHI U T.Jl., AMUHOKHUCJIOTEI,
KUCJIbIE COJY, TaKUe Kak rugpodocdaTsl uiu gurugpodocdatel, B 4aCTHOCTH, HATPUS,
KpoMe TOro, OpraHu4ecKre U HeopraHu4yecKre KUCAOThI, TaKHe KaK, HallpuMep,
XJIOPOBOJIOPO/iHASI KUCIOTA, CepHasi KUCI0Ta, $pocdopHasi KUCI0Ta, TUMOHHAS KACJIOTa,
KpOMOTJIMI[HeBasi KHCIO0Ta, YKCYyCHasi KUC/I0Ta, MOJIOYHAs KUC/I0Ta, BUHHASI KUCJIOTA,
SIHTapHasi KACI0Ta, pyMapoBasi KHCIOTA, IU3UH, METUOHUH, KUC/IbIe TUAPodochaTh
HaTpUS WK Kajlusl, U T.[., ¥ JOTIOJHATe/IbHble 6y pepHble CHCTeMbl, TaKHe KaK OMHUCAHO
BbIllle. B J0NOJTHUTEIbHBIX KOHKPETHBIX BapHaHTaX pealn3aniu papManeBTHIECKHe
KOMITO3UIIUH /ISl IPUMeHeHHsI COTJIAaCHO HACTOSILIEMY U300 peTeHUIO CoJleprKaT OJ[HO
WU GoJlee JOTIOJHUTEbHBIX BCIOMOTaTe/AbHBIX BEIleCTB, KOTOphle BbIGPaHbI U3
XeJIaTo06pa3yoIlMX arTeHTOB, HallpuMep, AUTHApaTa 3/leTaTa AuHaTpus, 3/ITA

KaJIbIINA-HaTpHuA, IpeAINIOYTUTEJIbHO JUTHIPpATa 3/ieTaTa JUHATPUA.

dapManeBTHYECKH e KOMIIO3ULUH JIJIsI IPUMEHEHHs] COTJIaCHO HAaCTOSIEMY
M300peTEHUI0 MOTYT ObITh 06ecriedeHbl B TBEP/IoN popMe, TaKOHM KaK JIMOPHUIN3aT,
KOTOPBIA MOAXOAUT JJisl IeEpepacTBOPEHUS U MOXKET ObITh IepepacTBOPEH B BOJJHOM
KUJIKOM HOocuTeJe. TepMUH «IlepepacTBOPEeHHBIN» B HACTOSALLEM JJOKYMeHTe O3Ha4yaeT,
4TO0 JJMOPUIU3UPOBaHHbIe papMalieBTUYEeCKH e KOMIIO3UIIUY, IOJlyYeHHbIe UIN

HM3rO0TOBJIEHHbIE CIOCOO0OM JIPIOCl)I/IJII/I3aI_[I/II/I B BUJ€ TBEepJAOoro BeuecTBa, MOTyT OBbITh
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IIOBTOPHO PAaCTBOpPEHLbI UJIK IOBTOPHO AUCIIEPIUPOBAHE], IPpeANIOYTUTEJIbHO IIOBTOPHO

AUCTIEPIrupoOBaHbl, B BOAHOM XXHUJAKOM HOCHUTEJIE.

B KOHKpeTHBIX BapHaHTaX peasiM3al Uy yKa3aHHble JTMOQUIU3UPOBaHHbIE
dapManeBTHUYECKHE KOMIIO3UIUH, TIOJXOSIIMe JIJIs T0Jy4YeHUs papMal,eBTUUeCKUX
KOMIIO3ULUH /I/1s1 IPUMEeHEeHHUS COIJIaCHO HACTOsILIEMY U300peTEeHHI0, MOTY T
JIOTIOJIHUTEJIBHO COJlepKaTh [10 MeHbILIel Mepe OfIMH Axcaxapyu/i, BEIOpaHHbBIN U3
I'PYIIIBIL, COCTOSIILEN U3 caxapo3bl (CYKpO3a; TEPMHUHBI «caXapo3a» U «CyKpo3a» B
HaCTOsIIleM JJOKYMeHTe UMeloT O/lTMHAKOBble 3HaYeHUsI U UCTIOJIb3YIOTCS B KaueCcTBe
CUHOHUMOB /151 0603HaueHus 3-D-dpykrodpypaHosun-a-D-riatokonupanosupaa; Ne CAS
57-50-1), nakTo3sl (3-D-rasakronupanosui-(1—4)-D-riaokosa; Ne CAS 63-42-3) u
Tperasossl (a-D-rirokonupanosui-(1—-1)-a-D-rarokonupanosu; Ne CAS 99-20-7). B
JIOTIOJIHUTE/IbHBIX KOHKPETHBIX BapUaHTaxX peasu3aliiy [10 MeHbllled Mepe OIUH
Jiicaxapu/, IpUCYTCTBYeT B KOJIMYECTBE, COCTABJISIIONLEM 10 MeHbIlled Mepe IPUMEPHO
40 mMacc.% oT ob11eil Macchl IMOPUIN3UPOBAHHON KOMIIO3UIIUU. B HEKOTOPHBIX
BapHaHTax peajy3alliy 10 MeHblIeH Mepe OJJUH Jiucaxapu /| IPUCYTCTBYET B
KOJINYeCTBe N0 MeHbliIel Mepe oT mpuMepHo 40 Macc.% BILIOTH JJ0 IpUMEPHO 95
Macc.% WJIK BILIOTH 0 puMepHo 90 Macc.%, Uiu BILIOTH 10 TpUMepHO 85 Macc.%,
WJIY BILIOTB 10 IpuMepHO 80 Macc.% oT ob1ieil Macchbl IMOPUIU3UPOBAHHON

KOMIIO3HUI UH.

B nonosHUTebHBIX KOHKPEeTHBIX BapUaHTaX pealyu3aluu
JIMOPUIN3UpPOBAHHbIe KOMIIO3ULUH, IOAXOsIMe [JIs [ToydeHUsl papMaLeBTUYeCKUX
KOMIIO3UIUH COrJIACHO HACTOsIIeMy U300peTeHHIO, COJlepXKaT caxapo3y U/Win
TperaJosy, IpeJlIo4TUTENbHO caXapo3y, B Ka4ecTBe Aucaxapu/ia, KOTOPbIA
IIPUCYTCTBYET B KOJIMUECTBE, COCTABJSAIOILEM 110 MeHbIllel Mepe npuMepHo 40 Macc.%
OT 06111eld Macchl TUOPUIN3UPOBAHHON KOMIIO3UIIMU. B JONIOJIHUTEIbHBIX BapUaHTaXx
peasn3alnuu JUOPUIN3UPOBAaHHBIe KOMIIO3UIUH, NOAXOSIIME AJIs [T0JIyYeHUs
Ipe/iIOKeHHBIX GpapMalleBTUYeCKHUX KOMIIO3UI UK IlepepacTBOPeHUEeM, MOTY T
COoJlep>KaThb 10 MeHbllIed Mepe OJlUH AYcaxapu/, IpeAII0oYTUTENbHO caXapo3y U/UIU
JIAKTO3Y, B Y4aCTHOCTH, Caxapo3y, B KOJIMYeCTBe, BLIOPAaHHOM U3 [iMalna3oHa OT
npuMepHo 50 Macc.% fo npuMepHo 80 Macc.%, UK COCTaBJSIIONLEM IPUMEPHO 75

Macc.% OT UJIH OTHOCUTEJIBHO O6I.Ll€ﬁ MacCcChbl JIHO('l)HJIHBHpOBaHHOﬁ KOMIIO3HUIINH. B
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JIOTIOJIHUTE/IbHBIX NTPeINIOYTUTENbHBIX BApUaHTaX pealn3aluy JUOPUIN3UPOBAHHBIE
dapManeBTHYECKHE KOMIIO3UIUU MOTYT COJIEpKaTh 10 MeHblIeld Mepe OIUH
Jiicaxapu/i, IpeANoYTUTENbHO, CaXapo3y U /UJIK JIAKTO3Y, B YaCTHOCTH, caXapo3y, B
KOJIN4eCTBe, BbIOpaHHOM U3 Jijana3oHa oT npuMepHo 60 Macc.% [0 mpuMepHo 75
Macc.%, ele 6osiee IpeAOYTUTENBHO BHIOPAHHOM M3 IMalla30Ha OT IPUMEPHO 65

Macc.% o npuMepHo 70 Macc.% oT o611ei Macchl TMOPUIU3UPOBAHHON KOMITO3UIUH.

B fonosHUTeIbHBIX KOHKPeTHBIX BapUaHTax pealyu3al iy
JIMOPUIN3UpPOBaHHbIe KOMIIO3UIUH, COZlepaKalliie MHTalsI|MOHHbIN
MMMYHOCYTIpeCCUBHBIN MaKpPOLUKINYECKUA aKTUBHBIN UHTPeIUEeHT B JIMIIOCOMA/IbHOU
COJIIOOUIN3UPOBAHHON popMe, mpeANOUTUTENBbHO L-CSA, KOTOpble MOJXOAAT s
[I0JIyYeHHUs Npe/lJIOKeHHbIX papMalleBTHYeCKUX KOMIIO3UIMH, [10JIy4aloT B
IIPUCYTCTBUH 110 MeHbIllel Mepe 0JJHOT0 AiMcaxapy/ia, BHIOpaHHOT O U3 caXxapos3kbl,

JIAKTO3bI I/I/I/IJII/I Tperajo3bl.

He xes1ast 6bITh CBA3aHHBIMHU TEOPHUEH, MOJIATaAI0T, YTO 3TO MOXKET ObITh CBSI3aHO
CO CTabUIU3UPYIOILUM 3P PEeKTOM Jrcaxapy/ia, BbIOpaHHOr O U3 IPyIIIbl CaXapo3khl,
JIAKTO3BI U TPeraJio3bl, KOTOPBIX NpeANOYTUTENbHO IPUCYTCTBYET B KOJINYECTBE,
COCTaBJAIOILEM 10 MeHblIllel Mepe 40 Macc.% OT 0611eit Macchbl IMOPUIU3UPOBAHHON
dapmalLeBTHYeCKOM KOMIIO3UL UK. KpoMe TOro, onvcaHHbIe Bhlllle 61aronpusiTHbIe
CBOWCTBA JTIMOPUIMN3UPOBAHHBIX papMaleBTUUECKUX KOMIIO3UI[UH, B 4aCTHOCTH, L-CsA,
MOTYT OBITh CBSI3aHBI C TeM GaKTOM, YTO JiMcaxapy/i, BbIOpaHHbIN U3 IPYIIIL,
COCTOSALIeN U3 caXapo3bl, IAKTO3bI U Tperauosbl, IpeA0oYTUTENbHO CaXapo3khl,
IIPUCYTCTBYET CHAPY>KH, & TAKKe U BO BHYTPEeHHEeH I10JI0CTH CTPYKTYP, 00pa3yoLux

JINTIOCOMY.

B 1ono/JHUTebHBIX BapUaHTax pea/ii3aluy JUOPUIN3UpOBaHHbIe
KOMIIO3UIUH, TOJXOs1IHe JJIs1 T0Jy4eHUsI [Ipe/lIoKeHHBIX ¢papMalieBTHYeCKUX
KOMIIO3UIUH IlepepacTBOpeHUeM, MOTYT cofiepkaTb CSA B KOJIM4eCcTBe OT IIPUMEPHO 2
[0 mpuMepHO 4 Macc.%, npeANIOYTUTENBHO OT IPpUMepHO 2,2 10 npuMepHo 3,4 Macc.%
WJIH ellle 60Jiee IpeIIOYTHTENBbHO OT IpUMepHO 2,4 10 puMepHO 3,4 Macc.%, WIH OT
npuMepHo 2,4 macc.% jo npumepHo 3,0 macc.% oT Macchl TMOPUIN3NPOBAHHON

KOMIIO3HUII K. B JOIIOJTHUTEJbHBIX KOHKPETHEBIX BAPDHUAHTAX peaJIM3allUU B YKA3dHHBIX
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JIMOPUIN3UPOBAHHBIX KOMIIO3UIUSX OTHOILIEHHE MacChl I10 MeHblIed Mepe 0JJHOTO
JiicaxapH/ia K Macce [JUKJIOCIOpHUHA A B IMOPUIN3UPOBAaHHON KOMIIO3UIIUU MOXET
OBITb BbIOpaHO U3 Auana3zoHa oT npumepHo 10 : 1 fo npuMepHo 30 : 1 uau ot
npumepHo 20 : 1 o npumepHo 30 : 1 vk ot npuMepHo 20 : 1 go npumepHo 27,5 : 1 uiun

Jlaxke oT mpuMepHo 22,5 : 1 o npumepHo 27,5 : 1.

JlnopuansupoBaHHble KOMIIO3ULUU-TIPEKYPCOPHI, NOAXOASAIINE A5 [TOJydeHU
NpeJJIOKeHHbIX papMalleBTUYeCKUX KOMIIO3UIUH IlepepacTBOPeHUeM, MOTYT ObITh
pacTBOpeHBbI UJIH, 60/1ee KOHKPETHO, AUCIIepTUPOBaHbl B BOJHOM XXU/AKOM HOCHUTeJIE,
NpeANOYTHUTENbHO B CTEpU/IBbHOM BOJHOM U/ KOM HOcuTes1e. BoAHBINA XKUIKUA
HOCHUTeJIb MOXKeT IIpe/ICTaBASTb COO0M BOJY WK BOJHBIM pacTBOp papMaleBTUYeCKU
IIpUeMJIeMBIX COJIeH MM U30TOHUYECKUX areHTOB U NIPeJIIOYTUTENbHO MOXKeET ObITh
CTepUJIbHBIM. B IpeioYTUTE/IbHBIX BapUaHTax pead3aliy, TeM He MeHee,
CTepUJIbHBIA BOJIHBIM UKW HOCUTEJIb IIpe/ICTaB/sieT COO0U BOAHBIN pacTBOp
XJIOpH/Ia HATpU s, IPeANOYTUTENBHO € 0OLIUM cofiepxaHueM xjaopuza HaTpus 0,25%
(macc./06.). Kpome Toro, cTepu/ibHbIN BOJHBIN )KUJAKUU HOCUTENb MOXKET
JIONIOJIHUTEJIBHO COZlepKaTh OJIUH UJIU 60Jiee OypepHBIX areHTOB, IpeII0YTUTENBHO
TaKHX, KaK ONMcaHo Bhllle. [IpeiIoYTUTENbHO, CTEpUIBHBINA BOJHBIN KU JKAN
HOCHTeJIb, B YaCTHOCTH, BOJHBIN pacTBOp XJIOpU/A HaTpusl, UMeeT pH B Auana3oHe OT
4,0 1o 7,0 1 OCMOJIIPHOCTD B Jjiana3oHe OT IpUMepHO 60 10 IpUMepHO

100 MocMO/IB/KT.

[IpenOYTHUTENBHO, CTEpPU/IBHBIA BOHBIN KUKAH HOCUTe/Ib 06eclieyeH B
KOJINYEeCTRBe, NOJX0AALIeM JJIs I0oy4YeHUs PpapMaleBTUYeCKOU KOMIIO3UIIUU [
IIpUMeHEHHUS COTJIaCHO HACTOsIeMy N300peTeHHIO B BH/le BOAHOM JIMII0OCOMA/TIbHOU
JUCIIEPCUU [IJIS1 UHTAJNALUY, cofiepxalieil CSA Win Apyroi KUMMYHOCYIIPpeCCUBHBIN
MaKpOLUK/JINYECKUI aKTUBHBINA UHTPE/IUEHT, HAllpUMep, TAKPOJIUMYC, B
JIMTIOCOMAJIBHOH COJIIOOUIM3UPOBaHHON popMe. B KOHKpeTHBIX BaprUaHTax
peasM3aL My KOJIMYeCTBA JUOPUIN3UPOBAHHON KOMIIO3UIUU-TIPEKYyPCOpa U BOJHOTO
YKUJIKOT'O HOCUTeJISI MOTYT ObITh BbIOpaHbl U3 [IMAalla30HOB, IPUMepPhI KOTOPBIX
ONMCaHEI BhILIE. B 0NI0JIHUTENBHBIX IPeIIOYTUTE/bHBIX BApUAHTaX pealn3aluu
KOJINYeCTBO BEIOPAHHOW JIMOPUIN3UPOBAHHON KOMIIO3UIUU-TIPEKYPCOpa,

coZiepaKallieli o MeHbIIIel Mepe OJJMH Jicaxapyu/, BbIOpaHHBIN U3 I'PYIIIbL, COCTOSIIEH
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Y3 Caxapo3bl, JIJAKTO3bI U TperaJosbl, NpeJloYTUTENbHO B KOJUYECTBE, COCTABJ/ISIOIIEM
1o MeHbl1el Mepe 40 Macc.% oT 0611el Macchl TUOPUIU3UPOBAHHON KOMITO3UIUH, U
KOJINYeCTBO BOJHOI'0 KU/IKOI'0O HOCUTeJISI MOT'YT ObITb BEIOpaHbl TAKUM 00pasoM,
YTOOBI B [I0JIy4eHHOH XXU/JKOH JTMIIOCOMAJbHON JUCIIEPCUHU COZlepKaHUe 10 MeHblllel
Mepe OJJHOT'O lMcaxapyu/ia, BEIOpPaHHOI0 U3 I'PYIIIE], COCTOALLEH U3 caXapO3bl, JIAKTO3EI
Y TperaJiossl, IpeINIOYTUTENbHO CaXapo3bl, COCTABJISJIO OT IPUMEPHO 5 10 IPUMEPHO
15 macc..%, npeiNoYTUTENBHO OT pUMepHO 7,5 a0 npuMepHo 12,5 macc.% oT o61ei
Macchl 0Jy4eHHOH ¢papMaleBTHYeCKOM KOMIIO3UIUH /11 IPUMEeHeHU s COTJIaCHO

HacTrodieMmy I’I306peTEHI/IIO .

B oco6eHHO Ipe/iIoYTUTENbHBIX BApUaHTaX peajnu3al iy [0 MeHblllel Mepe
OJJMH JiYicaxapy/, BbIOpAHHbBIM U3 TPYIINLI, COCTOSILEH U3 caXapo3bl, JJAKTO3bI U
TperaJosbl, IPUCYTCTBYeT B MOJIY4YeHHOH XXU/IKOH JIMIIOCOMa/IbHOM AN CIIepCHH B
KOJIMYeCTBe B iania3oHe OT NpUMepHo 5 A0 npuMepHo 10 Macc.% UM OT IpUMEpHO
7,5 no npumepno 10 mMacc.%, UM B KOJTUYECTBE, COCTABJISIONIEM TpUMepPHO 7,5 Macc.%
uiay npuMepHo 10 mMacc.%, B epecyeTe Ha 0OIILYI0 MacCy »KUKOU JIMITOCOMaIbHOH

JUCIIepCHH.

B npe/iyio>keHHBIX BapHaHTaX peajlu3al Uy CTepUIbHbBIA BOJAHBINA KUJKAN
HOCHTeJIb, B YaCTHOCTH, BOJIHBIN PacTBOP XJIOPU/|A HATPHUS], TAKOM KaK OMKMCAHO BHILIIE,
obecredeH B KoJinyecTBe OT NpuMepHo 1,10 M go npuMepHo 1,50 MJ1, U ero
06'beAUHSIOT C IpUMepHO 185 Mr aJIMKBOTOH JINOPUIN3MPOBAaHHOU KOMIIO3UIUU-
[peKypcopa, TaKOU KaK ONKMCcaHo B IpuMepe 1, cofep:xaieid npuMepHo 2,7 macc.% CsA
(uto cooTBeTCTBYET 5 MI CsA). B 0n0THUTEIBHBIX NTPe/II0’)KEHHBIX BapHaHTaX
peas3aluy CTepUJIbHBIN BOAHBIA )KUIKUH HOCUTEJIb, B YaCTHOCTH, BOJHBIN pacTBOp
XJIOpH/ia HATPH S, TAKOU KaK OIMCAHO BhIlle, 00ecliedeH B KOJUYECTBEe OT IPUMEPHO
2,20 ma1 o npuMepHo 2,80 MJI, ¥ ero 06'beJUHSIIOT C MPUMEPHO 375 MT aJIUKBOTOH
JIMOPUIN3UPOBAHHON KOMIIO3ULUU-TIPEKY PCOPa, TAKOH KaK OIMCAHO B IpuMepe 1,

cofiepakalteii npuMepHo 2,7 Mmacc.% CsA (yto cooTBeTcTByeT 10 Mr CsA).

B KOHKPETHBIX BApUAHTAX peajru3allunu Cl)apMaI_IEBTI/ILIeCKI/Ie KOMIIO3UIIKUHU NJIA
IIPpUMEHEHHNA COTJIaCHO HaCToAdIleMY I/I306peTeHI’II-O MOTYT ObITh 06GecIieyeHhbl B BHU/ e

YKUJKOU JINTIOCOMAJIbHOM IUCIIEPCUH, COZlepKalliel BOJHBIN XXUAKUN HOCUTeJb WU
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HeCylIyIo Cpe/ly U TepalleBTUYeCKH 3QPeKTUBHOE KOJUYECTBO BEIOPAHHOI 0
MaKpOLHUK/INYECKOT 0 UMMYHOCYIIPeCCUBHOIO aKTUBHOT O UHTpe/JUeHTa,
npeAnodTuTenbHO CSA B JIMIIOCOMaTbHOM COMOOUIN3UPOBaHHON popme. B
JIONIOJIHUTE/IbHBIX BapHaHTaX peaJU3alUu )XUAKasl JUII0COMa/IbHas JUCIIepCUs 10
CYLLeCTBY He COJIePXKUT BUAUMbIe YacTUL bl JIMITIOCOMBI, coZlepKalliiecs: B yKa3aHHOU
JMCIIepCUH, IIPeJIIOYTUTENbHO MOTYT UMeTh CpeJHUH JuaMeTp WK, 60Jiee KOHKPETHO,
Z-CpeJHUU 1uaMeTp He 6osiee yeM nnpruMepHO 100 HM Ipu U3MepeHUH nyTeM GOTOHHOHN
KOppeJISIMOHHOU clieKTpocKonuU Ha Malvern ZetaSizer. [lpeAnioYTUTeNBHO, XU /JKasl
JIMIIOCOMAJ/IbHAsA AUCIIePCUS COJLePXKUT JIUIIOCOMEI C Z-CpeJHUM iMaMeTpoM,
HU3MepPEHHBIM IyTeM $OTOHHOHN KOppessIiuOHHOM criekTpockonuu (Malvern ZetaSizer),
B /ijdana3oHe oT npuMepHo 40 HM 10 npuMepHo 100 HM U ellje 60siee MPeANOYTUTENBHO
B iMarasoHe oT npuMepHo 40 HM 0 ipuMepHO 70 HM. YKa3aHHas JIUIIOCOMa/IbHas
JYcIiepcrsi MOXKeT UMeTb Ko3pGUIIMeHT noauaucrepcHoctH (Pl) npu nusmMepennu
nyTeM GOTOHHOHN KOPpeISIIMOHHOMN CIEKTPOCKOIIUU BIIOTh J10 TpuMepHo 0,50,
NpeANOYTHUTENbHO BIUIOTH 10 puMepHO 0,4 U elie 60Js1ee peAIOYTUTENBHO B
JuanasoHe ot npuMepHo 0,1 o npumepHo 0,3. KpoMe Toro, ykasaHHbIe KUK e
JIMTIOCOMaJIbHBIE U CIIEPCUH, COZlepaKalle BbIOpaHHBIA MaKpOLMK/INYeCKU I
MMMYHOCYIIpeCCHBHBIN aKTUBHBIA UHT PEIMEHT, IpeANoYTUTENbHO CSA, B
JIATIOCOMAJIBHOM COJII0OU/IM3UPOBAaHHON popMe, MOTYT UMeThb OCMOJISIPHOCTD B
JuanasoHe oT npuMepHo 300 g0 npuMepHO 550 MOCMOJIb /KT, IPEAIOYTUTENBHO B
JiranasoHe oT npuMepHo 430 g0 npuMepHo 550 MocMoJib /KT. 3HadyeHHe pH yka3aHHbIX
YKUJIKUX JIMIIOCOMAJIbHBIX JUCIIEPCUH NTPeJIIOYTUTENBHO HaXOAUTCA B lUaNla30He OT
npuMepHo 6,0 70 7,0. B JoNO/NHATENBHBIX BapUaHTax peajl3aliy ocjie pa3daBieHus
1: 10 xupaKas JUI0cOMa/IbHasA JUCIIePCUS COTJIACHO YKa3aHHOMY acIlleKTy
n300peTeHusI UMeeT MyTHOCTD BIIOTH 10 200 NTU (HedesoMeTpuieckue eITUHULBI

MYTHOCTH ).

B npe/iyio)keHHBIX BapUaHTax peajlu3aluu [pe/iioKeHHble papMalieBTHYECKH e
KOMIIO3ULUH [IJIsI IPUMEHEeHUs MOTYT COJlep>KaTh UHT AL OHHBIA
MaKpOLUK/INYECKUH aKTUBHBIA UHTPeJUeHT, TAKON KaK TaKpOJUMYC UIH CsA,
npeAnodTUTeabHO CSA, B BU/Jie )KU/IKOT0 PacTBOPA, B YACTHOCTH, B BUJIE BOJHOI 0

KHUJKOT O pacCTBOpa Uiy, 6oJiee KOHKpP€ETHO, B BUJie )KHI[KOI‘/’I JAUCIIEPCUN, TaKOH KaK
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ONMCaHO BhIILIe. B 1ONOJHUTE/IbHBIX [Tpe/IJIOKeHHBIX BApUaHTax pealyu3aluu
yKa3aHHbIe )KH/IKHe KOMITIO3UIIMU MOTYT CoJiep>KaThb LIUK/JI0CIOpUH A (CsA) B
KOHI|eHTpalyU B iMarasoHe oT npuMepHo 0,2 o npuMepHo 20 MI/MJ1, 4acTo B
KOJINYeCcTBe OT IpuMepHO 1 Mr/mu 1o npuMepHo 10 Mr/mJ1 B iepecyeTe Ha
KOJIM4YeCTBO KOHEYHOM paclblisieMOH XKUIKOU ¢papMaleBTUYeCKON KOMIIO3ULMU. B
c/ly4ae IJUKJIOCIIOpHMHA A, B YaCTHOCTH, B IMIIOCOMaJIbHON CONIOOUIN3UPOBAaHHON
¢opme (L-CsA), ykazaHHBIA aKTUBHBIA UHTPEJUEHT YacTO COLEPKUTCS B KOJIUYECTBE
OT IPUMEePHO 2 MI'/MJI O IPUMepHO 8 MI'/MJI, IpeJIIOYTUTENbHO OT IPUMEpPHO 2

MT' /MJI 10 IPUMEePHO 6 MI'/MJI, 60Jiee IPeANOYTUTENbHO OT 2,5 MI'/MJI 10 IPUMEPHO 6
M /MJI, ellle 60Jiee IPeAIIOYTUTENbHO OT 3 MI'/MJI 10 IPUMEpPHO 4 MI'/MJI, B YaCTHOCTH,

B KOHIleHTpaIH IPUMEPHO 4 MI'/MJI, YTO yKe GbLIO OIHCAHO BHBILIIE.

Bo MHorux cny4dasix ¢ochounu/ibl Uin JeqUTHHbBL, TaKhe KaK ONMCAHO BHIIIE,
MOTYT IIPUCYTCTBOBATD B XKUAKOH papMar,eBTHUYECKON KOMIIO3ULUU 151 IPUMEHEHUS
COTJIACHO HAcCTOsIeMy U300peTeHHUIO B KOJIMYeCcTBe OT NpuMepHo 0,2 10 IpUMepHO
15 Macc.% uau oT npuMepHo 1 10 mpuMepHO 8 Macc.% B nepecdeTe Ha OGIIy0 Maccy

KOHeYHOoH pacnblideM oM KOMIIO3HUI K.

KpoMe Toro, HeMOHOTeHHble TOBEPXHOCTHO-aKTUBHbBIE BEI[eCTBA, TaKHe KaK
OIHCAHO BhIIlIE, IPeNOYTUTENBHO oK cOop6aThl, Takue Kak Tween 80, MoryT
IPUCYTCTBOBATD B XKUJKUX papMaleBTUUeCKUX KOMIIO3UIUSX JIJIsl IPUMEHeHU T
COIJIaCHO HacTOsILEMY U300PETEHUIO B KoJindecTBe oT npuMepHo 0,01 10 npuMepHO 5
Macc.% uiu oT npuMepHo 0,1 10 npuMepHo 2 Macc.% B IlepecyeTe Ha 0OILyI0 Maccy

KOHEeYHOH pacnblideM o KOMIIO3HUI K.

dapMaieBTHYECKYI0 KOMIIO3ULUIO /ISl IPUMEHEHHs] COTJIaCHO HaCTOSIIEMY
1300peTEHUI0 BBOJAT CyO'beKTY MyTEM UHTAJISIIUN B BUJIe a3p030Jis1, YTO 6osiee
N0/Ipo6GHO OMKCAHO HUXKE, IIPH 3TOM a3p030J1b II0JYYalOT paclblJIeHHEM UIH
asposoJin3anuel npeiokeHHOH papMalneBTUUeCKOH KOMIIO3UIUU. PacniblieHre Win
a3p030JIM3alMI0 Ipe/JIOKeHHBIX papMaleBTUYECKUX KOMITO3UIUH, TPeATIOYTUTEbHO
npeJJI0KeHHbIX XKUAKUX papMalleBTHYECKUX KOMIIO3UI MK IPOBOJSAT C IPUMEHEHUEM
HeOyJai3epa. B npejnoYTUTE/IbHBIX BapUaHTaX peaju3alii YKa3aHHbIA Hebyiak3ep

MOXKET IIpeBpalaTh nNpeajJoxKeHHbIe Cl)apMaLIEBTI’I‘{eCKI/Ie KOMIIO3UIINH, COepHKalire
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MaKpOLUK/INYECKUHA UMMYHOCYIIPECCUBHBIA aKTUBHBIN UHI'PeJUeHT, TaKoH Kak CsA
WJIA TaKpOJIMMYC, B BU/le pacTBOPa, KOJJIOMJHOI'0 COCTABa UJIH CYCIIEH3UH, B
YaCTHOCTH, €CJIM OHU obecliedeHbl B JIMIIOCOMA/JIbHON COMI0OUIU3MPOBAaHHON popMe,
TaKOM KaK ONMCAaHO BhIlIe, B 60JIbLIOE YUC/IO KalleJleK, KOTOpble MOTYT JJOCTUlaTh

neprudepryecKrX Y4acTKOB JIETKHUX.

He6ysaiizep /s oJiydeHHUs: a3p030Jis, cofiepraliero ¢papmareBTUYeCKYIO
KOMIIO3UIIUIO JI/1S1 IPUMEHEeHHUS COTIJIaCHO HACTOsLIeMy U300peTEeHHIO, COJIEPXKUT B
KadyeCTBe KOMIIOHEHTA a) FreHepaTop a3po30.Jis], COJlepXKallluii pe3epByap /i1 TeKy4del
Cpe/ibl AJ1s1 XpaHeHUs ¢papMalleBTHYeCKONM KOMIIO3UIIUU HJIU IIePeX0/JHHUK,
Ipe/jHa3HaYeHHbIH [l COe/JMHEeHUS pe3epByapa Ji/Isl TeKy4del cpe/ibl, U BBIIIOJHEHHYO
C BO3MOXXHOCTBIO BUOpaLluu MeMOpaHy, UMeIOLyI0 MHOXECTBO OTBEPCTHH,
Ipe/iHa3HaYeHHBIX /[l IOJIyYeHUS a3p030Jis, CoZlepKalllero KareJbKy, UMelolie
MacCOBBIM MeJJUaHHBIN aspojuHaMuieckuii fuameTp (MMA/I) BIJIOTH 10 IPUMEPHO
4,0 MKM IIpU U3MepeHUHU C ucnosb3oBaHueM 0,9% (Macc./06.) BogHOr 0 pacTBopa

XJIopruaa HaTpHUA.

['eHepaTOp a3p030Jis1 B COOTBETCTBUHU C ONIUCAHUEM KOMIIOHEHTA a)
HebyJ1aii3epa, MOAXOAALIEr 0 ISl paclblIeHUs IpeJIOKeHHbIX ¢papMalleBTUYeCKUX
KOMIIO3UIUH, MOXKeT Mpe/ICTaBISATh COO0M TaK Ha3bIlBaeMblii MeMOpPaHHbIN reHepaTop
aspo30J1s1, COJleprKallliii BBINIOJIHEHHYIO C BO3MOXXHOCTBIO BUOpaiuu MeMOpaHy,
MMEIOLIYI0 MHOXKECTBO MeJIKUX OTBEPCTHH B [leHTpa/IbHOM 06J1acTH, YTO HoJsiee
NOAPOOHO ONKCcaHO HHKe. PapManeBTUYECKYI0 KOMIIO3UIUIO, B YACTHOCTH, XKUJKYIO
pacnblisieMyro ¢papManeBTUYECKYI0 KOMITO3ULUIO, MOXKHO HAHOCUTD Ha OJIHY CTOPOHY
MeMOpaHEI B [JeHTpaJbHON 06/1acTU, MeMOpaHy NPUBOJAT B BUOpUPYIOILee COCTOSIHAE
C IpUMeHeHHeM BUOpaTopa (TaKoro Kak be303/J1eKTPUYeCKUH 3JIeMeHT), KaK IIpaBuUJIo,
IIpY YacTOTe B AiManasoHe oT npuMepHo 50 o npuMepHo 300 kI'1, 60Jiee KOHKPETHO B
JnanasoHe oT npuMepHo 60 1o npumMepHo 200 kI'y uau oT npumepHo 80 L0 IpUMepHO
180 kI'y, naum ot npumepHo 100 go npumepHo 140 kI'n. llox fnefictBuemM BUbpanuu
XKUJIKasd papMaleBTUYeCKass KOMIIO3UIUs, HAHeCeHHas Ha OJIHY CTOPOHY MeMOpaHBbI,
IIPOXOJUT Yepe3 OTBEPCTUSA U PaCHbLIsAeTCS Yepe3 NPOTUBOIOI0XKHYI CTOPOHY

MeM6paHbI. CoOTBETCTBEHHO, B KOHKPETHLIX BApUAHTAX peaJru3dlilu reHepaTop
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d3p030Jid COACPHKUT Hbe303JIeKTpI/I‘-IeCKI’II71 3JIEMEHT (TaKOﬁ KaK Hbe303JIeKTpH‘{eCKHﬁ

KpUCTaJlJ) B Ka4eCTBe reHepaTopa BUOpaLuy.

BhinosTHeHHas ¢ BO3MOXXHOCTBIO BUGpali MeMOpaHa B reHepaTope a3po30J1s
MOeT UMETD BBIIYKJYI0 ¢OpMy, U30THYTYIO [10 HAallpaBJIEHUIO K TOH CTOpOHE
MeMO6paHbl, Yepe3 KOTOPYIO BBICBOOOXKAAeTCsl a3p030Jib. B KOHKpEeTHBIX BapHaHTax
peasM3alliy BbINOJHEHHAs C BO3SMOXXHOCTBIO BUOpalluu MeMOpaHa pas/ieisieT
pe3epByap /sl TeKy4del cpe/ibl U KaMepy. BeinosiHeHHast ¢ BO3MOXKHOCTBIO BUOpaLuu
MeM6paHa MOXKeT ObITb U3TOTOBJIEHA U3 MeTaJlJIa, TAKOI 0 KaK CTaJlb, WU U3 JJPYTUX
MeTaJ/lJIOB UJIM MaTepHaJloB, KOTOpble COBMeCTUMBI C BBeJleHheM dpapMaleBTUYeCKUX
KOMIIO3ULUH, TAKUX KaK KOMIIO3UIMU /151 IPUMeHeHHsI COTJIACHO HACTOSILEeMY
u3obpeTeHHI0. B IpeAilouTUTE/ILHBIX BapUaHTaxX peajlusaliy, TeM He MeHee,
BBINOJIHEHHAS C BO3MOXXHOCTBIO BUOpalluK MeMOpaHa COo/lep>KUT HeprKaBelolyo cTa/lb

HNJIX U3rOTOBJIEHA U3 Hee.

BrinosiHeHHas ¢ BO3MOXXHOCTbIO BUOpallui MeMOpaHa B reHepaTope a3po30Jisl
MMeeT MHOKeCTBO OTBEPCTUH, Uepe3 KOTOpble MOXeT IPOUCXOUTh TPAHCIIOPT, @ TEM
CaMbIM U paclblleHHe WIK a3po30/r3anus, papMaleBTUYeCKOU KOMITO3ULUHU JJIs1
IIpUMeHEHUS COT/IACHO HACTOsLIeMy U306peTeHHI0. MHOXeCTBO OTBEPCTUH
BBITNIOJIHEHBI C BO3MOXXHOCTBIO [TOJIy4eHHU S a3p030Jisl, COJleprKalllero KalleJbKH,
VMMeIle MacCOBbIN MeIlUaHHbIN aspoguHaMudeckuil fuametp (MMA/]), KOTOpBIH,
KaK [IpaBUJIO, COCTaBJIsieT MeHee 5 MKM MJIM BIJIOTH J10 TpuMepHo 4,0 MKM IpU
M3MepeHuH nyTeM pacnblieHus 0,9 % (macc./06.) BOJHOr0 pacTBOpa XJIOpU/a HaTPHSL.
B KOHKpeTHBIX BapHaHTaX peaJu3al i MHOXXeCTBO OTBEPCTUM B BBINIOJIHEHHOH €
BO3MOXXHOCTBIO BUOpaLlu1 MeMOpaHe BBINIOJHEeHA C BO3MOXHOCTBIO [T0JIy4eHHUs
aspo30J1s1, COJleprKalllero KareJbKH, UMeIHe MacCOBBIA MeIJUaHHbIN
aspojiuHaMuyeckuit fuametp (MMA/I) B inanasoHe oT mpuMepHo 1,5 MKM J10
npuMepHo 5,0 MKM, HanipuMep, oT mpuMepHo 1,5 MKM 10 npuMepHO 4,0 MKM HJIU OT
npuMepHo 2,0 MKM 10 ipuMepHO 4,0 MKM, WU OT 2,4 MKM [0 IpuMepHO 4,0 MKM, IIpU

M3MepeHUH NyTeM pacnblieHus 0,9% (macc./06.) BOAHOTO pacTBOpa XJIOpU/ia HaTPHS.

B JOIIOJTHUTEJBbHBIX KOHKPETHLIX BApHaHTaX peaJn3alluid MHOXXECTBO

OTBepCTI/Iﬁ BBIIIOJIHEHBI C BOSMOXHOCTBIO ITOJIYY€HU A a3p030Jid, COAEepHAIIero
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KalleJIbKHY, UMeIle MacCOBBIA Me/JUaHHbIN a3poiJuHaMuyeckuii guametp (MMA/I) B
JlianaszoHe OT puMepHO 1,5 MKM 10 npuMepHO 3,9 MKM, HanipuMep, oT 2,0 MKM J10
IPUMEPHO 3,9 MKM UJIH OT 2,4 MKM J10 IPUMepPHO 3,9 MKM, IIpU U3MepeHUH [y TeM

pacnblienus 0,9% (macc./06.) BOJHOr0 pacTBOpa X/JI0pU/ia HaTPUSL.

B a/lbTepHaTUBHBIX BapUaHTax pea/ii3allui MacCOBBIA MeIMaHHbIN
aspopvHaMuyeckud guametp (MMA/]) kamnesiek, popMUpyeMbIX BBIIIOJHEHHOHU C
BO3MOXXHOCTBIO BUOpaLlMU MeMOpaHoH, coJiepkallieli MHOXeCTBO OTBEPCTUH,
BBITNIOJTHEHHBIX COOTBETCTBYIOILUM 00pa3oM, MOXeT ObITh Ollpe/ie/IeH paclibl/leHueM
WJIA a3p030JIM3al el BOJHOr0 pacTBOpa JIMIIOCOMATIBHOT O COII0OUIU3UPOBAHHOT O
CsA (L-CsA) c konneHTpanueit CsA 4,0 Mr/muJ1, Kak olMCaHO HUXKe B ipuMepe 2.2.
CorJsiacHO yKa3aHHBIM BapHaHTaM peasM3alluid MHOXXeCTBO OTBEePCTHUH BbINIOJHEHHI C
BO3MOXXHOCTBIO [TOJIy4eHHU s a3p030Jis, CoJiepKalllero KalleJIbKH, UMelle MacCOBbIN
MeJIMaHHbIN aspoiuHaMuydeckuit AuamMeTp (MMA/]), KOTOpBIH, KaK IPaBUJIO, MEHbIIIE
4yeM IPUMEPHO 6 MKM, HallpUMep, COCTaBJsSeT OT IpUMepHO 2,0 MKM /1o IpUMepHoO 5,5
MKM WJIH OT 2,5 MKM /10 IPUMEPHO 4,5 MKM, WU OT IPUMEPHO 2,8 MKM /0 IPUMEPHO

4,4 MKM.

3HadyeHUsI MacCOBOTO MeIJMaHHOT 0 a3poJuHaMudeckoro fuametpa (MMA/I) B
HACTOSIEeM IOKYMeHTe, KaK IPaBUJI0, MOTYT UMeThb FeOMeTPUY€eCKOe CTaHJapTHOe
oTkyoHeHHe (GSD) BIIOTE 0 2,4, 60Jiee KOHKPETHO, BIIOTH /10 2,2 WU BILIOTH 10 2,0,
WM laXke MeHee 4eM 2,0, HaripuMep, BIIOTH /1o 1,8 uau BrjioTh 0 1,7, uiy, 6osee
KOHKPETHO, MOT'yT UMeTh FreOMeTpHUYECKOe CTaHJapTHOe oTKIoHeHUe (GSD) B
JfuamnasoHe oT 1,1 BioTh 10 2,4, 60J1ee KOHKpPETHO, OoT 1,2 BIIOTH 10 2,2 niu oT 1,3
BILIOTE 70 2,0. B Tex cayyasx, korja 3HadeHue GSD Huxe 2,0, COOTBeTCTBYOL e
pacrpe/iejieHHe KaleJseK, BhipabaTbIBaeMbIX B TeHEPATOPE a3p030Jisl UJIU
BBINIOJIHEHHOW € BO3MOXKHOCTBIO BUOpauu MeMOPaHoH, [0 pa3Mepaw,
COOTBETCTBEHHO, HA3bIBAIOT Y3KUM paclipe/le/IeHUEM KalleJleK [10 pa3MepaM HUIu

pacupeneaenrneM MOHOAHUCIIEPCHOI'O a3p030J14.

TepMI/IH «KalleJIbKU» B HaCTOoAIEM NOKYMEHTE OTHOCUTCA K KalleJIbKaM HUJIN
dacCTulaM HpeBpaLL[eHHOﬁ B a3p030JIb Cl)apMaHEBTH‘{eCKOﬁ KOMIIO3HUIIUU AJIA

IIpMMeHEeHHUsI COTJIaCHO HACTOSIILEMY U300peTEHHUIO, CoZleprKalllell BBIOpaHHbIN
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MMMYHOCYIIPECCUBHBINA MaKPOLMK/INYEeCKUA aKTUBHBIN UHI'PeJUeHT, TaKoH Kak CsA
WM TakKpoJuMyc. B koHTeKkcTe onpefenennss MMA/| kamesiek, BeipabaTbIBaeMbIX
BBITNIOJITHEHHOM € BO3MOXHOCTBIO BUOpaliui MeMOpaHON WK MHOXXeCTBOM OTBEePCTHH,
COOTBETCTBEHHO, TEPMHUH «KalleJIbKU» TaKXKe MOXXeT OTHOCUTBCA K KaresbkaM 0,9%

(macc./06.) BogHOTr0 pacTBOpa XJIOpH/a HaTpUsl.

MaccoBbiii MejuaHHBIN aspogruHaMudeckuil auametp (MMA/L) u fpyrue
[lapaMeTphbl IpeBpalljaeMbIX B a3p030J/ib papMaleBTUYECKUX KOMIIO3ULIUH MOTYT OBITh
olpejesieHbl CIOCOOAMH, U3BECTHBIMMU CIIel[Ua/IMCTaM B JaHHOH 00J1aCcTH TeXHUKH,
HalpuMep, C IpUMeHeHHeM UMIIaKTOopa, TAKOT0 KaK KacKaJHbI UMIIAKTOP, UJIU B
aHaJ/iM3e JlazepHOW U paKI UK, TAKOM KaK olMcaHo, Hanpumep, B EBp. ®apwm. 2.9.44
niu B USP, ctaTbs <1601>. B kadyecTBe KacKaJJHOI0 UMIIAKTOpPA MOXXHO IPUMEHSTh
MHOTOCTyIleHYaThli KaCKaJiHbI UMIIAKTOP, TAKOH KaK «KaCKaJHbIi UMIIaKTOP
Aunpiepcena» (ACI) nan npeAnOYTUTENBHO «UMIAKTOP HOBOTO NokoeHUs» (NGI).
YKasaHHbIe CTIOCOOBI IO3BOJISIIOT OIlpe/iesISITh HeCKOJIbKO ITapaMeTpPOB N10J1y4aeMoro
aspo30Jis1, COZieprKalllero npe/yiockeHHble GpapMalleBTUYeCKHEe KOMIIO3UIUH, TAKUX KaK
MMA/], uTo 6B1J10 yKa3aHO BhIlEe, MEJIKOJUCIEPCHYIO 103y Wau ¢paknuto (Ml nim
M/I®), reoMeTpudeckoe cTaHAapTHOe oTKJIOHeHUe (GSD), a Takxke peciupabdesbHY 0

no3y nian ¢ppakuuio (Pl nau PD).

[IpuMeHeHHe MHOTOCTYIIeHYaTOr0 KaCKaJJHOr0 UMIIAKTopa, Takoro kak ACI uiun
npeanoyTuTeabHo NGI, 103BoJIsIeT oNlpe/ie/IATh a3poJUHAMUYEeCKHE TapaMeTphl,
HalnpuMmep, nocJje aspo3oaunsanuu/pacneiienus 0,9% (macc./06.) pactBopa NaCl, a
TaK>Ke II0C/Ie a3P030JU3allui /paciblIeHUs )KUIKOH $papMaleBTHYeCKON KOMIIO3UIIUU

OJIAd IpUMEHEHU A COI'JIACHO HaCToAIleMy H306peT6HI/IIO.

BrinosiHeHHas ¢ BO3MOXXHOCTBIO BUOpaLuu MeMOpaHa, oAXoAsIast A1
paclblIeHHUs U a3p030JU3alUu peJIoKeHHbIX $papMalleBTUYeCKUX KOMIIO3UIUH,
KaK [PaBUJIO, MOXKET Cojiep>kaThb oT npuMepHo 1000 o npumepHo 5000 oTBepcTUi
uau oT npuMmepHo 2000 o npumepHo 4000 oTBepcTUH, 4acTo oT npuMepHo 1500 go
npumepHo 3500 oTBepcTHii. C yueTOM TOro, UTO, KaK IpaBUJIO, IJIOHIA/b
neppopHUpOBaHHOMN NIOBEPXHOCTU yKa3aHHOM KPYTJIOW MeMOpaHbl COCTABJIsIeT MeHee

yeM npuMepHo 30 MM?, IpeiNMOYTUTENBHO OT IPUMEPHO 5 MM2 10 IpUMepHO 30 MM2,
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6oJiee MPeAIIOYTUTENbHO OT IPUMEPHO 6 MM J10 IpuMepHo 20 MM H elile 6oJiee
NPeAIOYTUTENbHO OT IPUMEPHO 7 MM? /10 TpUMepHO 15 MM?, BbINOIHEHHAS C
BO3MOXXHOCTBIO BUOpALlMU MeMOpaHa, KakK [IpaBUJI0, MOXKeT COJlep>KaThb OT IPUMepHO
30 no npumepHo 700 oTBepcTHi HA MM?, YacTo OT npuMepHo 60 10 npumMepHo 600 nuan
oT npuMepHo 80 g0 npumepHo 500, uau ot npumMepHo 100 o npumepHo 400

OTBepCTUH Ha MM? IJIOLA/IU IepPOpHUPOBAaHHOMN MIOBEPXHOCTH.

CpeHuM reoMeTpUYECKUN A aMeTp OTBEPCTUM IIPU USMEPEHUHU Iy TeM
CKaHUPYIOLLel 3/IeKTpPOHHOU MUKpockonuu (C3M), kak IpaBUJIO, MOXKeT COCTABJISATh
BILIOTH 10 4,0 MKM WY, 60Jiee KOHKPETHO, HAXOJUTCS B IMalla3oHe OT NpuMepHo 1,5
MKM J10 IpuMepHO 3,0 MKM, WK OT IpUuMepHO 1,6 MKM /10 IpUMepPHO 2,8 MKM, UJIU OT
npuMepHO 1,8 MKM /10 IpUMepHO 2,6 MKM IIpU CpeiHeKBaApaTUYeCKOM OTK/JIOHEHUH,
KOTOpOe, KaK [IpaBUJIo, cocTaBJsieT +/- 0,4 MKM Wy, 60Jiee KOHKpPeTHO, +/- 0,3 MKM

Wuiu jaxe +/- 0,2 MKM.

B KOHKpeTHBIX BapHaHTaX peasu3alMi MHOXXeCTBO OTBEPCTHUH BBIIIOJIHEHHOM €
BO3MOXXHOCTBIO BUOpAIlUK MeMOpPaHbI WM, 60iee KOHKPETHO, Kak/10€ OTBEPCTHE B
MHOX€eCTBE OTBEPCTHH MOXeT UMeTb GOpPMY KOHYCa, CY?Kalollerocs o HalpaBJeHHI0 K
CTOpOHE BBITIOJHEHHOM C BO3MOXKHOCTBIO BUGpaIid MeMOpaHbl, Yepe3 KOTOPYIO
BBICBOOOX/IaeTcsl a3p030Jib. COOTBETCTBEHHO, OTBEPCTHE MOXKET OBITh BBIITOJTHEHO B
BU/le KaHaJ/la, KOTOPbIA HellpephIBHO UJIM HEPaBHOMEPHO CY»KaeTcsl 110 HallpaBJIeHHUI0 K
CTOpOHE BBITIOJHEHHOM C BO3MOXKHOCTBIO BUGpaii MeMOpaHbl, Yepe3 KOTOPYIO
BBICBOOOXK/IAeTCsI a3p030Jib. B 1OMOJHUTEIbHBIX KOHKPETHBIX BapHaHTaxX peajlnu3anuu
OTBEPCTHS WU OT/eNbHOE OTBEPCTHE B MHOXKeCTBe OTBEPCTUI BBITTOJTHEHHOH C
BO3MOXXHOCTbIO BUGPAIlUd MeMOPaHbl, COOTBETCTBEHHO, MOTYT (MOXET) UMETh
JMaMeTp Ha BbIXO/le, COOTBETCTBYIOUINH MUHUMAJbHOMY CpeIHEMY TeOMeTPUIeCKOMY

AUaMeTpPy OTBepCTHﬁ, TAaKOMY KdK OIIMCaHO BbIIIE.

['eHepaTop a3p030Jis1 JONOJHUTEJBHO COJEPKUT pe3epByap JJ1s1 TeKydel cpe/ibl
JJIs1 XpaHeHUs1 papMalleBTUYeCKOU KOMIIO3UIUH /IJ1s1 IPUMEHEHHUSI COrJIacHO
HacTosIleMy U300peTeHUIO UJIU IepeX0JHUK, Ipe/JHa3HaYEHHbIH JIJIsl COeJUHEHU ST
pe3epByapa /51 TeKy4dell cpe/ibl, coJiepaliero ¢papMareBTUUECKYI0 KOMIIO3UIUIO /1151

IIPpUMEHEHHNA COTJIaCHO HaCToAIleEMY I/I306peTeHI’II-O. B KOHKPETHEBIX BAPHUAHTAX
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peasM3anuy reHepaTop a3p030Jisl IOMOJHUTENBHO COJIEPXUT pe3epByap JJisl TeKydel
Cpe/ibl AJ151 XpaHeHHUs papMalleBTHYECKOH KOMIIO3UIIUH /IJ1s1 IPUMeHEeHHUSI COrJIacHO
HacTosileMy u3o06peTeHHI0. 2KMJKOCTB, TaKyI0 KaK, B YaCTHOCTH, KUAKasl
dapManeBTHYeCKast KOMIIO3ULUS J/Isi IPUMeHEeHMsI COTJIaCHO HACTOSIILEMY
U300peTEeHHI0, MOKHO HAHOCUTD U3 pe3epByapa /il TeKy4el cpe/ibl Ha OJJHY CTOPOHY
[leHTpaJbHOH 06/1aCTH BBINOJHEHHON C BO3MOXXHOCTbIO BUOpaiuu MeMOpaHkl,
coZiepaKallielf MHOXKeCTBO OTBepCTUH. Pe3epByap /11 TeKy4dell cpe/ibl MOXKeT OBITh
3aKpPBIT KPBILIKOU U, KaK IpaBUJIO, MOXKeT UMeTb 06'beM OT IPUMepHO 1 M 10

npuMepHo 10 mi.

He6ysaiizep 1 osiydeHUs: a3p030Jis, cofiepraliero ¢papmalreBTU4eCKYI0
KOMIIO3ULMIO JI/IS1 IPUMEeHeHHUs COTJIaCHO HACTosLleMy U300peTeHUIO, 0TTOJHUTENbHO
COJIepPKUT B KadeCcTBe KOMIIOHEHTa b) kaMepy /151 BpeMeHHOT0 pa3MellleHUs a3p030.1s],
BbIpabaTbIBaeMOro B reHepaTope a3p030.J1s1, UMEeOIIy0 BHYTPEHHIOIO II0J10CTh
06'beMOM B JidaniazoHe oT npuMepHo 50 o npuMepHo 150 Mi1. B KOHKpeTHBIX
BapHaHTax peaju3al My BHYTPEHHSS [10JOCTh KaMephbl MOXKET UMeTh 06'beM 6oiee 60
MJI ¥ IpeJIIoYTUTeIbHO 60s1ee 90 MJ1, HallpUMep, B iMana3oHe oT npuMepHo 70 g0
npuMepHo 130 MJ1 WM B iMana3oHe OT IpUMepHO 75 1o mpuMepHo 125 mu uiy, 6osiee
KOHKPETHO, B juana3oHe oT npuMepHo 80 go npumepHo 120 M u, ene 6osee
KOHKpPEeTHO, B iManasoHe oT npuMepHo 90 go npuMepHo 110 mu uau o npumepHo 100

MJI.

KpoMe Toro, HebyJ1aiizep AJ1s1 HOJYYEHUSI a3P030Jis, COAEpIKALILETO
dapManeBTHUYECKYI0 KOMIIO3UIUIO /ISl IPUMEHEeHHsI COTJIaCHO HaCTOSIIIEMY
1300peTEHUIO, COJIEPXKUT B Ka4eCTBe KOMIIOHEHTA C) MYH/AIITYK JJIsl JOCTaBKU
CyO'beKTy a3po30Jisl, IoZilaBaeMoro Heby1ali3epoM, IPU 3TOM MyH/IITYK UMeeT

$UIBTP BBIJIOXA.

MyHAIITYK o6ecrieyuBaeT JJOCTABKY papMaleBTHYECKUX KOMIIO3UIIUH A1
IIpUMeHEeHHUs COTJIaCHO HACTOSIIEMY U300peTEeHHIO, TOCTYNAIOLIUX U3 Heby 1ai3epa,
CyO'beKTY, KOTOPOTO JledaT, U MOXeT ObITh IPUKpPeIJIeH K Hebyaisepy. CorsacHo
OJJHOMY U3 aClleKTOB MYH/IITYK MOXET COJlepXKaTh KOPITyC, 3a/jal0IUi KaHaJI A1

TeKy‘-Ieﬁ Cpeabl OT BXOAHOI'O OTBEPCTUA, KOTOPOE MOXKET OBbITh CO€JIMHEHO C
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HeOyJ1ali3epoM, 0 OTBEPCTHS JJIsl HHTAJISILUY, TIO/I/IeXalllero pa3MellleHusl BO PTy
nanueHTa. Kpome Toro, MyHAIITYK TakKe HMeeT QUABLTP BbIJ[0Xa, KOTOPBIM MOXKET
ObITb BCTPOEH MJIM He BCTPOEH B MyH/IITYK. B KOHKpeTHBIX BapyUaHTax pealyu3aluu
$UIBTP MOXET UMeThb OCHOBaHHE QUIbTPA, COeJUHEHHOE I10CPe/ICTBOM TeKydel
Cpe/ibl C KaHaJIOM /151 IPOXOXK/,eHUsl TeKy4del cpe/ibl, BEpXHIOIO 4acTb QUIBTPA,
COeJIMHEHHYIO C BO3MOXKHOCTBIO OT/eJIEHHSI C OCHOBaHUEM QUIBTPA, U PUIbTPYIOIINH
MaTepuaJ, obecriedeHHbIH MeX/ly OCHOBaHHeM QUIbTpa U BepXHeH 4acTblo PUIbTpa.
BepxHsis yacTb PUIbTpa MOXKeT UMETh OTBEpPCTHUE JIJIS BbIZI0Xa, 060py/JOBaHHOE
OJJHOCTOPOHHHMM KJIallaHOM, 00ecCreyrBaloliMM BbIBe/leHUe TeKy4Yel cpe/ibl U3 KaHaJla
JUIs1 TeKy4el cpe/ibl 4yepe3 QUIbTPYOLMHU MaTeprasl Hapy»Ky OT MYH/AIITYKa IIPU
BbIJIOXe NIaljHeHTa Yepe3 OTBepCTHE I/l UHT IS KU, B 0JHOM U3 BapuaHTOB
peasn3allMy OJJHOCTOPOHHUH KJIallaH MOXXeT OBbITh BBIIIOJIHEH C UCII0JIb30BaHHUEM
KpPYTJIOr 0 U CKa, U3rOTOBJEHHOT0 U3 F'MOKOr0 MaTepHaJla, TAKOIo KaK CUJIMKOH UJIU
TepMoIuiacThuuHbIi 3s1actoMep (TPE), koTopblit moKpbIBaeT OTBepCTHE [JIs1 BBIJ0XaA CO
CTOPOHBI HAIPOTUB QPUIBTpYOLLero MmaTeprasa. COOTBETCTBEHHO, JAUCK
BBITAJIKMBaETCS U3 ce/ljla KilaraHa (TaKoro Kak pebpa, Npoxo/siliye yepes
(mepekphIBawIlKe) OTBEPCTHE ISl BbIJj0Xa) IPU BBII0OXE, B pe3yJibTaTe Yero BO3yX
MOXeT ObITh y/ia/leH U3 MYH/ALITYyKa. U Ha060poT, Npu BJj0Xe AUCK 3acachblBaeTCs U,
COOTBETCTBEHHO, /JaBUT Ha KJlallaH, TAKUM 06pa3oM, BO3/lyX He MOXeT 10Ma/1aTh B

MYHAIITYK BO BpeM#A B 0Xa.

B HEKOTOPBIX BapHuaHTax peaju3ali GUIbTP MOXKeT ObITh BCTPOEH B
MYH/JIITYK. B Jon0/IHUTE/IbHBIX BapraHTaX peau3alii KOpIyc MyH/ILITYKa U
OCHOBaHHe QUIbTPA MOTYT MIPe/ICTaBASTb COO0H HHTErpUPOBaHHbBIN Hepa3beMHbIN
6J10k. /l[pyrumMu clioBaMy, B YKa3aHHbIX BapUaHTax peajri3aluy KOpIyC MYH/ILITYKa U
OCHOBaHHe QUIbTPA MPECTaBASIOT COO0N eIUHBIN 3JIeMEHT U He MOTYT ObITh
OTCOeIMHEHHI AIpYT OT Apyra. biarogaps Takoi KOHQUTypanuu TpyoOKa, CoeIMHSIOLIAs]
KopIyc ¥ GUIBTP, MOXET ObITh MaKCHMa/IbHO KOPpOTKOH. TakuM 06pa3oM, MoKeT ObITh
yMeHbllleHa 0611iasi BbICOTa MYHAIITYKa, U $UABTpP He MelllaeT 0630y M0JIb30BaTeNsl U
II03BOJISIET eMy/el, HallpuMep, YATaTb U CMOTPeTh TeseBU3op. Kpome Toro, uncio
JileTajiell 3HaYMTe/IbHO IIOHWKEHO 110 CPAaBHEHUIO C KOHQUTypanue, TakoH Kak

ONKcaHo Ha ¢urypax 1 v 2, ¥ B IaHHOM CJIy4dae UCII0JIb3yIOTCS JULIb TPU JeTally,
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MHTErpUpOBaHHBIM Hepa3beMHbIN 6JI0K, COCTOSILMH U3 KOpIlyca U OCHOBaHHUS
$uabTpa, GUNBTPYIOLIMHA MaTepra U BepxHss 4yacTb uabTpa. KpoMe Toro, Moxer

OBbITh YMEHbII€Ha U AJINHA, 6JIaFO,[LapH Y€MYy CHHUXAeTCA MepTBbIﬁ 00'beM.

B KOHKpeTHOM BapHaHTe peajn3alliid HHTEIPUPOBAaHHbBIM Hepa3beMHbIH 610K
npeJCcTaBJ/sieT COO0H JleTalb, OTAUTYIO 10, laB/leHHueM. TakuM 06pa3om,

HN3TOTOBJIEHHE MYHAUITYKAa MOXET ObITh 3KOHOMHUYECKHU 3(1)(I)€KTI/IBHI:IM.

KpoMe Toro, kak 6b1J10 OIIMCAHO BBILIe, MOXKET ObITh yMeHbIlleHa U 0611asi JIMHa
MYH/ILUTYKa, 6J1aro/japsi 4eMy CHIXKaeTcsi MepTBbIM 06'beM. COrJIacHO OZJHOMY U3
acreKTOB 3TOMY CIIOCOOCTBYeT TO, UYTO PacCTOSTHUE MEX/Y LleHTPa/IbHON OChIO
OCHOBaHHUA QUJIbTPA U OTBEPCTUEM /IJIS1 UHTANALUA MYHAIITYKA, €CJIU CMOTPeTh COOKY,
COCTaBJISIET 10 MeHblel Mepe 30 MM WJIH, COIJIACHO IPyTOMY aclleKTy 10 MeHbIllel
Mepe 35 MM, HO He GoJsiee 50 MM, corJiacHO pyromy acnekty He 6osiee 40 MM. Takum
06pa3oM, MOXeT ObITb 06ecre4eHo IPOCTPAHCTBO MeX/y OCHOBaHHeM QU/IbTpa U
OTBepCTHEM JIJISI UHTJISIAH, LOCTAaTO4YHOe /I TOr0, YTOOBI HOC [T0JIb30BaTe s
IIOMECTHUJICS] B HETO U He KacaJicsl OCHOBaHUSI GUIbTPA, U IPH 3TOM 06111asi AJHUHA

MYH/IIUITYKa MUHUMU3UPYETCS.

BcTpanBaHue ocHOBaHUS GpUIbTPA B KOPIYC MYH/ILITYKa C 06pa3oBaHUEM
MHTErPUPOBAHHOI0 Hepa3’beMHOI0 6JI0Ka COrJIaCHO BaphaHTaM peasiru3aliy, TaKUM
KaK OIKCaHO BhIIIIE, TO3BOJISIET yMEHbBIIATH 001IYI0 BBICOTY MYH/IIITYKA, YTOOBI He
MellaTh 0630py MOJIb30BaTeJisI BO BpeMs BJj0xa (CM. Bhille). CorjacHO OJHOMY U3
acreKTOB BbICOTA MYH/IITYKa, €CJIM CMOTPETh COOKY, COCTaBJisieT He 6osiee 90 MM, a
COTJIACHO JIPYTOMY acreKTy He 6oJiee 85 MM, U B 0JJTHOM KOHKPETHOM BapHaHTe
peasnn3zanuy MeHee 82 MM. HanpuMep, MakcuMaJibHasi BLICOTa MOXKeT COCTaBJsATh 81,5

MM.

CorJlacHO 0/JHOMY KOHKPEeTHOMY aclleKTy yZep:KUBarliiee pe6po MyH/IITYKa,
KOTOpoOe pa3MeliaeTcs 3a 3y6aMu [10J1b30BaTeis], 06ecliedeHo Ha BepxHel CTOpOHe
KopIlyca U /WY Ha HUKHEH CTOpOHeE KOopIyca psi/loM C OTBEPCTUEM [JIs1 UHT /ISII|UH.
YkaszaHHoe yJiepKuBaroliiee pe6po 0cBo60X/jaeT PyKH IIPY UCI0/b30BaHUU

HebyJanzepa.
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Jl1s1 TOro 9YTO6KL, B TOM YUCJ/IE U 3PTOHOMUYECKH, yCOBEPILIEHCTBOBATD
MYH/IIUTYK, COTJIAaCHO OJJHOMY U3 aclleKTOB IIpe/IIoKeHa Ilepe/iHsIs KPOMKa KOpITyca,
pacnoJiokeHHasi BOKPYT OTBEpPCTUS JJIsI MHT/ISALUH, KOTOpasi U30THYTa, eCJIM CMOTPETh
CBepXxy U/uju c60Ky. TakuM 06pa3oM, OTBepCTHE I/l UHTANSAUU UMeeT GopMy

pbI6bero pra.

Kpome Toro, corjiacHo 0/JHOMY U3 aClIEKTOB BXO/isilllee OTBEPCTHE MOXET ObITh
KOHHUYECKUM U COeJJUHEHO NOCPe/ICTBOM MPECCOBOM MOCaZiKU C BLICTYIIOM Ha
HeOyJ1aii3epe (aHAJOTUYHO IPHUCOEIMHUTENbHOMY KOHYCY TUIA «Jlyep» Uin cucTeMe
«Jlyep-n0k»). YkazaHHast KOHPUTypanusi nepexoHUKa MeX/1y MyH/ALITYKOM U
HeOyJ1ali3epoM TeopeTHYeCKH [103B0oJIsIeT pacnoJaraTb MyHAIITYK B JII060M
HalnpaBJIeHUH OTHOCHUTeNbHO HebyJlalizepa, HanpuMep, GUIbLTP MOXKET ObITh
HalnpaBJieH KBepXy, BHU3, B CTOPOHY WJIM HaKJIOHEeH. B ciydae npuMeHeHUs
MHTErpUpOBaHHOT0 Hepa3'beMHOr0 6J1I0Ka OpHeHTal sl MyHAIITYKa OTHOCUTEIbHO
HeOyJ1ali3epa MOXET NPeANOYTUTENBHO ONpe/iesIIThbCsl KOHUTYpaLeil 0CHOBaHHUS
$uabTpa U/UNu KoOHPUTypanued OTBepCTUS /IS MHTISIUMH MyHAIITYKa, HECMOTpPSI Ha
TO, YTO, B I[eJIOM, OH MOKET ObITh OPUEHTUPOBAH Kak yroAiHo. HanpruMep, ocHoBaHHEe
$UIbTpa MOXET ObITh BLIIIOJHEHO TAKUM 06pa30M, 4YTO IPU BpallleHUH MyHAIITyKa
OTHOCHUTEJIbHO BBICTYTIa Hebylaii3epa OHO 3alelJisieT KaMepy HebyJ1aii3epa, 4To

I[IpeaoTBpaliaeT U OrpaHUYHUBa€T YKa3aHHOE BpallleHH .

B kayecTBe ellle 0JHOTO IPUMepa OTBEPCTHUE /151 UHTISAUU MOXKET UMETh
OBaJIbHYI0 $OpPMY, €C/IM CMOTPETh Cllepe/il, IpUYeM OBasibHask popMa UMeeT MayIo
OCb U HOJIBIIYIO OCh, TZle OCHOBaHUe UIbTpa (U/Uan TpyOKa, CoeJUHSIOIAs KOPIyC U
OCHOBaHHe QUIbTPA) BBIXOAUT U3 KOpIyca 10 HallpaBJeHHUI0 B/I0JIb Malol ocd. Takum
o6pasoM, 0MyCcTUMa TOJbKO Ta OpHeHTalusl, IpU KOTOPoi GUIbTp HalpaBJieH BBEPX

(nu BHU3).

CorJiacHo OJHOMY U3 aClIEKTOB reHepaTOop a3p030Jid, KaMepa U MYHAIITYK
pacrosIoXeHbl B YKa3aHHOM ITOpAAKe BAOJb ITPOAOJIbHOI'O HAallpaBJE€HHUA He6YHaﬁ3€pa.
Takum o6pa30M, He6yﬂaﬁ3€p, KaK TaKOBOM, SIBJISI€TCSI OTHOCUTEJIbHO JAJINHHBIM. TeM He
MeHee, 6JIaFO,E[apH YMEeHbIIEHNTIO O6I.L[€I>i JJIHUHBI MYHAIITYKA B [TIPOAOJIbHOM

HallpaBJIeHHUH, KaK ObLJ10 OIIMCAHO BbIllle, MOXHO YMEHBIIATb O6LL[yI-O AJIUHY
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HeOynan3epa. COOTBETCTBEHHO, IJIeYO pblyara Ipy y/iep>xUBaHUU HebyJaiizepa
3y6aMu B 06J1aCTH OTBEPCTUS JJIsI UHTISLUU MyH/ILITYKa MOXKET ObITh YMEHBIIEHO,

q9To OCBO60>K,ELaeT PYKH IIPpHU UHT aJIALI U H.

CorJlacHO JJONIOJIHUTE/IbHOMY aclleKTy HeOyJlaii3ep JOMOJIHUTENbHO COJLEPKUAT
pe3sepByap AJisl TeKy4el cpe/ibl UM [1epeXO/IHUK, IpeiHa3HaYeHHbIN JIs1 COe/IUH eHUSs
pe3sepByapa /151 TeKy4el cpe/ibl, TAKOH KaK OIMCAHO BhIIIE, I'/le TeHepaTop a3po30Jis
COJLeP KUT BBITNIOJHEHHYIO C BO3MOXXHOCTBIO BUOpALlUu MeMOpaHy, UMEIOLIYIO
MHOKeCTBO OTBEPCTHH (CM. BBIIIe) U pa3/ie SIOllylo pe3epByap /sl TeKy4del cpe/ibl U

KaMepy.

CorJiacHO JI0NOJIHUTEJbHOMY aclleKTy pe3epByap /s TeKydel cpe/ibl MU
Iepexo/IHUK U MeMOpaHa pacroJioXKeHbl B yKa3aHHOM NOpsiZiKe B/I0JIb IPOJ0JbHOT O
HanpaBJsieHus HeOyJaiizepa. Eciiv pesepByap /151 TeKy4el cpe/ibl UK epeX0oJHUK U
MeMOpaHa pacloJoKeHbl B yKa3aHHOM MOPs/IKe BJ,0Jb IPO/JOJIbHOT O HallpaBJeHUs
HeOyJ1al3epa, To oblias AJrHa HeGy 1aii3epa yBeanynBaeTcs. TeM He MeHee,
MYH/IIITYK MOXXHO YKOPOTHUTB 6J1aro/japsi BCTpauBaHUIO OCHOBaHHUS QUIbTpA B
MYH/IIITYK, YTO GbIIO OG'bSICHEHO BhILIE, TAKUM 06pa30M, MOXKHO YMEHbIIUTh OOIIYIO

JUIMHY HebyJaii3epa.

Cxoxkue paccy/JeHus IPUMEHUMBI U K C/1y4alo, Kor/ia Kamepa umeeT AJIMHY (Lc)
B IIPO/I0JIbHOM HallpaBjieHUH Hebyiaidzepa oT 30 MM 10 100 MM, B yacTHOCTH, OoT 50 /10
100 MM u, 60siee KOHKPETHO, He MeHee 70 MM, HanipuMep, He MeHee 80 MM WK He
MeHee 90 MM. U CHOBa, IpUMeHeHHe YKa3aHHOU KaMephl, KOTopas IpeIIoYTUTE/bHO
obecrneyrBaeT OCTATOYHO OOJIBLIYIO pa30BYIO 103y, KOTOPYIO 10/1b30BaTe/b BBOJUT
IIyTeM MHTaJSI MUK, B KaMepe, IPUBOJUT K YJJIMHEHHUIO HeOyJ1aii3epa, a, CJieJOBaTe/NbHO,
Y IJleYa pblyara, ecJivi HebyJ1aiisep yep:xuBaeTcsl 3ybaMu B 06J1aCTU OTBEPCTHUA AJIST
MHTaJISI MU MyHALITYKA. buiarozapst BO3MOXXHOCTU YKOpPaYMBaHU S MyH/IIITYKa,
BKJIIOYAIOLero GUAbTP, AJIMHA YKa3aHHOTO IJleda pblyara MoXeT ObITb YMeHbIlleHa

WJIN MUHHUMHU3HUPOBAHA.

CorJiacHo OJHOMY U3 aClIEKTOB KaMepa UMeET OTBEPCTHUE NJIA OKPYKAKIIEro

BO3yXa, o6opy,a0BaHHoe ONHOCTOPOHHHUM KJIdIlaHOM, KOTOprﬁ IMO3BOJIAET IIOCTYIIATb
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OKpY»KalollleMy BO3/lyXy U3BHe HeOyJlali3epa B KaMepy IIPU B/ OXe NAllUeHTa Yyepes

OTBepCTHE NJId UHTaJAINHY MYHAOIITYKA.

Kak 6b1/10 yKa3aHO BhILIe, MYH/ALITYK U HebOyJiali3ep, ONMCaHHbIE B HACTOSIIEM
JIOKyMeHTe, IO/IXO/ISIT /151 BBeJIeHU sl UJIU paclblIeHHs1/a3po30aU3alun
dapManeBTHYECKUX KOMITO3ULUH JIJ1S1 IPUMEeHeHH s COTJIaCHO HACTOSIIEMY
U300peTEeHHIO, COJleprKalliiX UHTAISIMOHHBIA UMMYHOCYTIPECCUBHBIN
MaKpOLUK/JINYECKUH aKTUBHBIA HHTPeIMeHT, TAKOU KaK TaKpOJIUMYC UJIH

[JUKJIOCTIOPUH A, B YaCTHOCTY, LIUKIOCIOpHH A (CsA).

JloTIoTHUTEIbHBIE OTIMYUTE/IbHbIE TPU3HAKH U aclleKThl U306peTeH s, B
YacTHOCTH, Heby1aii3epa U MyHAIITYKA, TOAXOASIINX /151 BBe/IeHHUSI
dapmaleBTHYe CKUX KOMITO3UITUHI JIJIsl IPUMeHeHH sl COrJIaCHO HAaCTOSILIEMY
13006 peTeHHI0, O CaHbI 60Jiee MOAPOGHO HIXKE NPH IIOMOIIM KOHKPETHBIX IIPUMEPOR
CO CChIJIKaMU Ha IpuJiaraeMble rpadpuueckre MaTeprasbl. Ha HEKOTOPBIX rpadpuIeCcKUX
MaTepHasaxX OfIMHAKOBbIE HOMepa MO3UIUH UCIONb3YIOT /sl 0603HAYEHUS

OJIMHAKOBBIX U CX0XHUX 3J1eMEHTOB.
[10JPOBHOE OITMCAHUE T'PA®UYECKHUX MATEPHUAJIOB

Ha ¢urypax 1 u 2 nokasan Hebyiaiizep 100 co cTraauu npeiBapuTeNbHON
pa3paboTKH, CXOXKHUH € TeM, 4yTo onucaH B EBponeiickom natente EP 1927 373 B1.
Takum o6pazom, AJis1 TOro, YTob6bl 06ecnedyuTh GUALTP 30 BbIAOXA, U3HAYAJIbHO OBIJIO
pelileHO niprucoeUHUTL T-06pa3Hbii afganTep 120 yepe3 coeJUHUTEIbHOE OTBEPCTUE
121 k kamepe 105 Heby1aii3epa 100 AJ151 BpeMeHHOTO pa3MellleHUsI a3p030Jis,
BbIpabaTbhiBaeMoro reiepatopoM 101 asposouis (cM. purypy 5). Myuaityk 40
coeluHeH ¢ afantepoM 120 yepes BeicTyn 122 HalIPpOTUB COEIUHUTEJILHOT O OTBEPCTUSA
121. Kpome Toro, o6ecnieyen ¢puabTp 30 BbIA0XA, COZlepKalUi ocHOBaHUe 31 GUIBTDa,
BEPXHIOIO 4acThb 33 pUIBbTpPaA, COeJUHEHHYIO C BO3MOXXHOCTBIO OT/|e/IeHUS €
ocHoBaHHEeM 31 ¢uabTpa, U PUABTPYIOLIUN MaTepras 32, o6ecrie4eHHbIN MeXy
ocHoBaHHeM 31 ¢uibTpa U BepxHel 4acToo 33 ¢puabTpa. OcHoBaHUe 31 dpUabTpa
coelMHEHO Cc oTBepcTheM 123 s nprucoejuHeHUs1 puabTpa ajantepa 120,

pacnoJIo)KeHHbIM MeX/y COeJMUHUTeJIbHBIM oTBepcTUeM 121 v BeicTynom 122.
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TeM He MeHee, 3TOT 0/1X0/; 6bLJI IPU3HAH HEYJJAYHBIM 10 HECKOJIBKUM
npuyrHaM. Bo-nepBhIX, ecii $UAbTp HallpaBJ/ieH BBepX (He OKa3aHo), TO OH
pacnoJiaraeTcs IpsiMO HAIPOTUB HOCA U I'J1a3 [10JIb30BaTe Isl. ITO HEYLI0OHO U3-3a TOrO,
4TO GUIBTP SIBJASIETCS BBICOKHUM, B YACTHOCTH, €CJIM I0JIb30BaTe b [JIAHUPYET YATATh

HNJIN CMOTPETDb TE€JIEBU30p BO BpeMA UHIaJAIINH.

[lonbITKM OBepHYThL GUIBTP HANPaBoO (B KauyeCTBe a/lbTepHATHUBEI, HAJIEBO),
KaK [I0Ka3aHo Ha ¢urype 1, uin pasMecTUTD ero 110 HallpaBJIeHUIO BHU3 BbI3bIBAIOT
npo6JieMy, CBSI3aHHYIO C TeM, 4TO HebyJ1ali3ep 60Jibllle He MOXeT ObITh IOMellleH Ha
TOPU30HTAJbHYIO IOBEPXHOCTD, TaK KaK QUIbTP, U3-3a CBOUX pa3MepoB, 3a/leBaeT
TOPU30HTAJbHYIO IOBEPXHOCTD. Y CTaHOBKA QpUIbTPA B HAKJIOHHOM I0JIOKEHHH, KaK
II0Ka3aHo Ha pUrype 2, IpuBOJUT K TOMY, 4YTO HebyJ1ali3ep CTAHOBUTCS HEYCTOMYHUBBIM
IIpY pa3MelleHUU Ha TOPU30HTaJbHON IOBEpXHOCTU. TakKUM 06pa3oM, UCII0JIb30BaHHE
HeOy/1ali3epa CTAaHOBUTCS 3aTPYAHUTeNbHBEIM. KpoMe TOro, B yKasaHHOU
KOHQUTYpalluy IpUMeHsIeTCsI MHOI' O JleTajlel, a UMeHHO, T-o6pa3Hblii afianTep,
OCHOBaHHe QUIbTPa, PUIBTPYOLMHI MaTepral, BepXHsis 4acTb GUIbTPA U MyH/UITYK
(Bcero 5 fetasneit). He6y.1aitsep Hey1Jo6€H B HCIIOJb30BAaHUH, €CJIH €TI0 HEOH6XO0JUMO
pa36upaThb /151 OYHMCTKY, @ 3aTeM CHOBA cO6UpaTh AJ1s1 Mcllob30BaHuUs. KpoMe Toro, B
yKa3aHHON KOHUTypalluy 3HaYUTeJIbHO yBeJIMYMBaeTcs 0611as AarHa Lo
Heby1ai3epa. TeM He MeHee, IpU UCNOJb30BAaHUM YKa3aHHbIX HeOyJ 1aii3epoB 4acTo
0CBOOOX/IAaI0TCSI PYKH, TaK KakK HebyJiaii3ep yJepKuBaeTcsi 3y6amMu B 06J1aCTH
OTBepCTHs JJIs1 MHTISALUU MyHJITYKa. TakuM o6pa3oM, yeM JJIMHHee HebyJiaisep,
TeM JIIMHHee IJIeY0 pblyara, U TeM CJI0KHee IPUMEHSTh HebyJ1aiizep 6e3
UCI0/1b30BaHus pyK. Takue ke paccy>kZieHUsI BEPHBI U B c/1y4ae, eCau GUIbTP
pa3MellleH B HAKJIOHHOM I0JIOXKEHNH, KaK MI0Ka3aHo Ha $UType 2, ¥ ec/id NOBEPHYT Ha
OJIHy CTOpPOHY, KaK Iloka3aHo Ha ¢urype 1. [Ipy ykaszaHHOM pa3MelleHUH CO3/1aeTCsl

«IIOBOpa4yMBalollasi» Harpy3Ka Ha 3y6bl, 4YTO BbI3bIBAeT JJUCKOMOPT.

HakoHel, npu yka3aHHON KOHQUTrypallul yBeJIUYMBAETCS MEPTBBINA 06'beM
MeX/Jy COeJUHUTeJbHbBIM OTBepcTUeM 121 1 oTBepcTUeM 42 11 UHTASALUU B
MyHJIITYKe 40, B KOTOPOM a3p030Jib MOXKET OCXKAATHCS U BBIMBIBAaThCSI HA QUIBTDP

IIpHU BbIJOXE, TAKUM o6pa30M, IIPONUCXOAHUT €Iro IoTepA.
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B KOHKpeTHBIX BapHaHTax peajyu3aluy MyHAIITYK 40, COOTBETCTBYOLUH

KOMIIOHEHTY C) reHepaTopa a3po3oJisi 100, cofepKuT:

- Kopnyc 46, 3ajaloliui KaHasl 47 /151 TeKy4el cpe/ibl OT BXOJHOI'O OTBEPCTHUA
41, BBINIOJIHEHHOTO C BO3MOXKHOCTBIO coeilUHeHus ¢ Hebyuaiizepom 100, fo
OTBEePCTUSA 42 /11 UHT AL, TIOJ/IeXallero pasMelleHUs BO pTy

MMOJIb30BaTeNd; U

- ¢uabTp 30 BBILOXA, cofepx)alui ocHOoBaHKe 31 puibTpa, coobliamiieecs
10 TeKyYel cpefie c nyTeM 47 Aj1d TeKy4el cpe/ibl, BepXHIOK 4YacThb 33
$UIbTpPA, COEIMHEHHYIO € BOSMOXKHOCTBIO OT/leJIeHHs] C OCHOBaHHEM
$uUNbTpa, U PUABLTPYOIIUI MaTepuas 32, o6ecriedeHHbIH MeXy
OCHOBaHHeM PU/IbTpa U BepXHel 4acTblo QUIbTpa, IpUYeM BepXHsIS YacTb
$uIbTpa UMeeT OTBepcTHe 36 /IS BbIJl0Xa, 060py/J0BaHHOE OJJTHOCTOPOHHUM
KJIanaHoM 39, o6eclie4rBalOILKUM BbIBe/leHHe TeKy4el cpe/ibl 3 KaHaJla /s
TeKy4del cpe/ibl Yepe3 QUABTPYIOLIMU MaTepras HapyKy OT MyH/AIITyKa IPH
BbI/IOXe MMAlMeHTa Yepe3 OTBEPCTUE /ISl UHT NS UY; I'Jle KOPIYC U
OCHOBaHHe QUJIbTpA NPeICTaBJISIOT COO0N UHTErpUPOBAHHbIN

HepazbeMHbIH 6JIOK.

Ha rpaduyecknx maTepuasiax nokasaH HeOyJiaii3ep 100, cogeprxalui
reHepartop 101 asposos (cM. durypy 5) u kamepy (105) 151 BpeMeHHOT 0 pa3MellleHHUsI
aspo30.151, BIpabaThIBAEMOr0 reHepaTopoM aspo3oJis. Hanpumep, reHepaTop aspo30.1s
100 cofep>XUT BBHINOJHEHHYIO C BO3MOXHOCThIO BUOpanuu mem6pany 110, uMerolyto
MHOXECTBO OTBEPCTUH B IleHTpasibHOU o6s1actu 111. Kpome Toro, o6ecrneyeHo
Nbe303JIEKTpUUeCcKoe Koblo 112, KoTopoe npuBogUT MeMbpaHy 110 B BUbGpupymoliee

COCTOAHHE.

Kpome Toro, Hebynaiizep 100 comep:kut pe3epByap 103 sl TeKydel cpe/ibl, U3
KOTOPOTO XXU/JJKOCTD (Takas )xHuJiKas ¢papmMaleBTUYeCcKasi KOMIIO3UIUSA JIsT
IIpUMeHEeHHUS COT/IaCHO HACTOsIeMy N300peTeHHI0) HAHOCUTCS Ha O/JHY CTOPOHY
neHTpaibHOH obyactu 111 MeMm6panbl 110, cogeprkaiieit oTBepcTus (cM. urypy 5).
PesepByap 103 a4 TeKy4ell cpe/ibl 3aKphIT KpbILIKOi 104. B njes10M, yKasaHHBIN

HebyJiaifsep onucan B EBponeiickux natenTax EP 1927 373 B1 u EP 1 353 759 B1.
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BMecTo pe3epByapa AJd TeKy‘-Ieﬁ Cpeabl TaKXe AOIyCKaeTCAd BOSMOXHOCTDb
obecriedyeHUs I[epexoJHHUKa, TAKOI'O KdK UI'Jla UJIHU BTYJIKA, IpeJHA3HAYE€HHOI'0 A
COeIMHEHHNA pe3epByapa Ajad TeKy‘IEﬁ Cpeibl, TAKOT'0 KaK aMIlyJid. YkasaHHas cucTeMa

onucaHa, HaripuMep, B EBponeiickom nateHTe EP 1919 542 B1.

Bo BpeMs npuMeHeHUs KU JKOCTb UM TeKydasi cpeJia, Uy, 60/1ee KOHKPEeTHO
dapManeBTHYECKHEe KOMIIO3UIUH JIJISl IPUMEHEeHH s COTJIaCHO HACTOSIIEMY
1300peTeHHI0, MOTYT OBITh HAaHeCeHBI Ha OJJHy cTOpoHY MeM6paHbl 110 (reHepaTop
aspo30Ji1) U IPOXOAAT Yepe3 OTBEPCTHUS B pe3ysibTaTe BUOpaLuu MeMOpaHbI,
BBI3BAaHHOM I1be303/IeKTPUUYEeCKHUM 3JieMeHTOM 112, B pe3yJsibTaTe 4ero aapo3oJjb
BBOAUTCS (HarHeTaeTcsi) B kaMepy 105. Takum o6pasom, Mem6paHa 110 (reHepaTop
a’po30Jis1) pacroJiokeHa Mexy pesepByapoM 103 s Tekydelt cpe/ibl U KaMmepoit 105.
Kamepa 105 npesHa3HayeHa /i/1s BpeMEHHOI'0 pa3Mell[eHH s a3p030Jis,
BbIpabaTbhiBaeMoro MmeMm6paHoi 110, B BU/ie pa30BOU [103bI /151 UHT QIS AU CYyO'BEKTY

WJIN ITalUEHTY.

Koner Ha npojiosibHON ocu Kamephbl 105, pacnosio’keHHbIH HallPOTUB KOHILA, Ha
KOTOpOM pa3MelileHa MeMm6paHa 110, cogepkuT BoicTyn 106, orpaHUYMBaOLAI
BBIIYCKHOE OTBEPCTUE U UMEIIIMHI KpyTJloe IolepedyHoe cedeHue. BeicTyn 106 MoxeT
MMeTb LIUJINH/PUYECKYIO HJIU KOHYCO00Opa3Hyo ¢opMy, HAallOMHUHAILYIO

OXBaTbIBaeMbIif KOHYC, CX0KUH C CHCTEMOU IPUCOeIMHUTENBHOTO KoHYca «Jlyep».

Kpome Toro, kamepa 105 no popme HalOMUHAET MO/ICTAaBKY, KOTOpasi O3BOJISIET
pasMeiaTh Hebyuaiizep 100 Ha TOpU30HTA/ILHOU OBEPXHOCTH, TaKOH KaK

CToJIeIHHMI a.

Kpome Toro, oTKpeITUS [J151 OKpYy»Karolero Bosayxa 113 pacnosioxkeHbl Ha
OJIHOM U3 KOHIIOB KaMephbl 105 no6n30cTH oT reHepaTopa 101 a3po30Jis. YKa3aHHbIe
oTBepcThs 113 060pyA0BaHbI OJJHOCTOPOHHUM KianaHoM 114, TakuM Kak OTKU/IHbIE
CTBOPKH WJIH AA3BIYKOBBIE K/IallaHbl, KOTOPBIE MIO3BOJISIIOT OKPYXaloleMy BO3/lyxa

noctymnarth B kamepy 105 npu Bioxe nanyeHTa.

Ecin Heby1aiizep 100 npegHa3sHavyeH /Jisl IPUMEHEHUS )KUJKOCTH WU TeKydel

Cpeaknl, TaKOM KaK KU OKad Cl)apMaL[eBTI/I‘-IeCKaH KOMIIO3UIIUA OJA IPUMEHEHUA
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COr'JIaCHO HacTodIleMy I/I306peTeHI/II-O, co,aepmamef/’l coeIMHEeHHnEe, KOTOpOe MOXeT OBbITh
BpeAHBIM AJIAd HHANBUAYYMOB, KOTOpPbI€ OCTAKOTCA B Cpelie, B KOTOpOﬁ I10JIb30BaTeJ/b

ABIIIHAT, TO IOABJAETCA HeO6XO,CLI’IMOCTb [IpUMEHEHUA (l)I/I}Ipra 30 BbIZ1OXAd.

Ha cTrasuu npeiBapuTebHON pa3paboTKHU OblIO NIpeiIodKeHOo NpuMeHeHue T-
obpasHoro ajantepa 120 gy npukpemnienns ¢uabtpa 30 Beigoxa. T-obpasHbli
ajanTep 120 copepXUT BXoAHOe OTBepcTHe 121, MMerolee KpyrJoe IonepeyHoe
cedeHue. BxosHoe oTBepcThe 121 MMeeT [UWIMHAPHUYECKYI0 GOpPMY UJIU GOPMY KOHYCA,
HallOMHUHAIOLLY0 BHYTPEHHUH KOHYC, CXOXKHUH € OXBaThIBAIOLIUM KOHYcoM «Jlyep». T-
obpasHbli afanTtep 120 coeuHeH TOCpe;CTBOM IIPECCOBOU OCA/IKU Yepe3 BXOJHOE

oTBepcthe 121 c BeicTynioM 106.

BrixogHoe oTBepcTre 122 pacnosiokeHo HallpOTUB BXOJHOI0 oTBepcTusa 121.
BrixosiHOe oTBepcTHe 122 BBINOJHEHO aHaJIOrUYHO BeICcTyny 106 U, TaKUM 06pa3om,
TaKXKe UMeeT KpyTJioe IollepeYyHoe ceYeHUe U MOXKeT UMeThb IUJIMHAPUYECKYIo popMy
i GOopMy KOHYCa, HAalIOMHAHAOIIYI0 HAapyKHbBIM KOHYC CUCTEMbI OXBAaTbIBAEMOTI'0

KoHyca «Jlyep».

OTtBepcTHe 123 s nprucoeiuHeHNUs1 GUIbTPA HAXOAUTCS B IPOMEXYTOYHOM
MOJIOXKEHUU MeXy BXOJHBIM OTBepcTHeM 121 U BBIXOAHBIM OTBepcThEM 122 1
pacIoJIoKeHO 10 CYLeCTBY NepleHUKYISIPHO IUHUHU MeX/y BXOAHBIM OTBEPCTHEM
121 v BBIXOIHBIM OTBepcTHeM 122, yTo u onipefiensieT T-o6pasHyto ¢popmy. OTBepcTHE
123 pns nprucoefHeHUs1 QUIBTPA UMeeT KpyTIJloe MollepevyHoe ceYeHUe U MOXKET
MMeTb LWJINH/PpHUYeCKy0 GOopMy WM $OpMy KOHYCa, HAIIOMUHAIIIYI0 OXBaThIBaeMbIi

KOHYC CUCTeMbI IPUCOEJUHUTENBHOI 0 KOHyca «Jlyep».

@uabTp 30 BRI 0XA COJEPKUT OCHOBaHMe 31 GUIbTPa, QUIBTPYIOLIUN
MaTepuas 32 (cM. urypsl 4 v 5) U BepxH10 YacTb 33 ¢uabTpa. OcHoBaHue 31
$UNbTpa COLEePKUT COeJUHUTEBbHYIO TPYOKY 34, KOTOpast UMeeT KpyTJioe IollepeyHoe
cedeHHe U MOXKeT UMeThb JINO0 IUIUHPUYeCcKy0 GopMy, 1160 GopMy KOHYCa,
HallOMHHAOLLYI0 OXBATHIBAIOLIUHI IPUCOeJUHUTENbHBIA KOHYC «Jlyep».
CooTBeTcTBEHHO, PUABTP 30 BBIJJ0Xa MOXKET OBIThH COeJUHEH C OTBepcTHEeM 123 juid

IIpucoefIMHEHUA Cl)I/IJIpra ImocpeaCTBOM HpeCCOBOﬁ ITOoCaKH.
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PunbTpyOIUKA MaTepyUal 32 MOXKeT ObITb U3rOTOBJIEH U3 ITOJUIIPONIUIEHA U
T.i. B KayecTBe OZJHOT 0 U3 IPUMeEPOB QUIBTP MOXKeT OBbITb USTOTOBJIEH U3 CMeLIaHHbIX
CUHTEeTHYeCKHUX BOJIOKOH, HallpuMep, IPUKpeIlJIeHHbIX K IIOJUIIPOIIUIeHOBOR
HeTKaHOH ceTke. Kak npaBu/io, PUAbTP MOXKET UMEThb TOJIIIUHY OT 1,5 MM 10 5,5 MM
WJIH OT 2 MM JI0 5 MM, Wik ipuMepHo 3,5 MM. Bosayxonponunaemocts nipu 200 Ila
MOXeT COCTaBJATh OT puMepHo 400 g0 npumepHo 600 s1/M?c, u/nnu
aspoJMHaMHYeCcKoe COIPOTHBJIEHHE MOXKET COCTaBJIATh IpuMepHo 46,0 Ila npu
cpenHen ckopocTtu 9,5 M/MuH. OJHUM U3 IpUMepoB GUIbTpa sABAsieTcs Microstat + 250
MED, peanusyemeiii Riensch & Held, Germany. ®uibTpyroimui MaTepruasl 32
pacroJiokeH Mex/ly ocHoBaHUeM 31 ¢uibTpa U BepxHeld yacTbio 33 pUABLTPA, 4TO
4eTKO BUJHO Ha ¢urype 5. Takum o6pasom, ocHoBaHUe 31 GUIbTpa U BepxHss YacCThb

33 ¢puabTpa 06pasyrT KaMepy AJs pa3MelleHHs1 GUAbTPYOLIero MaTepuasna 32.

BepxHsist yacTb 33 puabTpa SIBJASIETCS CheMHOH U yCTaHOBJIeHa Ha OCHOBAaHUH
31 ¢uapTpa Npy NOMOLIY, HAIPUMep, 3allleJIKUBaOLIerocsi pa3beMa. PUAbTPYIOMINN
MaTepHa/l MOXXHO 3aMeHSITh, OTCOeIUHSISI BEPXHIOK0 YacTb 33 QUIbTpa OT OCHOBAHHUS

31 ¢unbTpa.

KpoMe Toro, BepxHsisi 4HacTb QUIbTPA MOXKET COJlepKaTh ellle OUH BhICTYH 35,
KOTOPBIN MO3BOJISIET IPUCOEAUHSATD TPYOKY WM Apyroe o6opyaoBaHue. TeM He MeHee,
yKa3aHHBIU BBICTYI 35 Tak»Ke MOXET U OTCYTCTBOBAThb, HAIPUMeD, JI/Isl yMEHbIIIEeHU T

BBICOTHI YCTPOHCTRA.

KpoMe Toro, B BepxHeit yacTu 33 ¢puabTpa obecriedeHo OTBepCTHe 36 A5
BbI10Xa. OTBepCcTHe 36 /I/15 BBIZI0XA MOXKET UMETh KPyTJ/Ioe IollepedyHoe ceYyeHHUe.
CorJlacHO OJJHOMY M3 aclleKTOB MHO>KeCTBO pa/inajbHbIX pebep 37 (durypa 5)
IIPOXOJAT Yepes3 OTBepcTUe 36 JJI BBIJI0Xa, U B LieHTPe OTBEPCTUS BBIIIOJIHEH IUTUPT
38. OgHOCTOPOHHUH KilamnaH 39 (cor/iacHO HaCTOAIeMY aclleKTY JUCK, U3TOTOBJIEHHBIN
13 TMOKOT0 MaTepHaJia) IpUKpeIlieH K ITUPTY 38 TakUM 06pa3oM, UTO paclioaraeTcs
Ha CTOpOHe pebep 37 HAIPOTUB KaMephl U GUIBTPYOIIero MaTepuana 32. Takum
06pa3oM, 0JHOCTOPOHHUH K/1anaH 39 n03BoJIsIeT TeKy4el cpe/ie BbITeKaTb U3 KaMepkl
Mex/y ocHoBaHMeM 31 ¢puabTpa U BepxHer 4acThio 33 QUABTpPA, IPU ITOM KJamnaH 39

OTKpbIBaeTcs (AUCK 39 nojHUMaeTCs ¢ paJuanbHbIX pebep 37 1 obecrieduBaeT
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NPOXOX/IEHHE TEKYUeN cpelibl Mex 1y pedpamu 37 yepe3 oTBepcTHre 36 JJI BBl 0OXA
HapyxXy). TeM He MeHee, KJanaH 39 6JOKUPYeT POXOXK/eHHe TeKydel cpe/ibl B
IIPOTUBOIIOJ0KHOM HallpaBJIeHUH U3 OKpYKalolllel cpe/ibl B KaMepy, KOTOPYIO OH
3aKpbIBaeT (AUCK 39 npmXUMaeTcs K paJjda/IbHBIM pebpaM 37, 3aKpbIiBasi OTBEPCTHUS

Mexay pebpaMu 37, U TeM caMbIM O6JI0KUPYeT OTBepCcTHe 36 JI/IsI BBIJ0XA).

KpomMme Toro, Ha ¢urypax 1 u 2 nokasaH MyHAIITYK 40, comepxaiiui
COeIMHUTEJIbHYIO JleTalb 41, UMelly0 KpyrJioe ollepedyHoe ceyeHue U
[UJIUHJPHUYECKYI0 popMy WK GOpMYy KOHYCa, HAIIOMHUHAIOILY0 OXBAaThIBAIOIIUI
IIPUCOEJMHUTEJLHBINA KOHYC «Jlyep», TAKOU Kak COeIUHUTeb JJIsl TPYyOOK,
MCII0JIb3YeMbIH B OT/le/IeHUSIX UHTeHCUBHOH Tepanuu. CoeJUHUTeNbHAsA AeTalb 41
coeIMHeHa C BBIXOJHBIM oTBepcTheM 122 T-o6pasHoro ajjantepa 120 nocpecTBOM
IIpeccoBOM MocaZiKu. 3TO MOXKeT obecliedrBaTh BO3AYXOHeENPOHHUIIAeMOCTb COeJUHEHUS

MeX/ly CoeJUHUTeNbHBIM oTBepcTheM 41 u T-o6pa3HbiM afantepom 120.

OTBepcTHe 42 1711 UHTAISLMU MOXeT ObITh 06ecriedeHo HallpOTUB
COeIMHUTEeJIbHOTO 0TBepcTUs 41. OTBepcTHe 42 /151 UHTANSIUHA UMeeT OBaJIbHOE
MonepeyHoe ce4eHue, UTO MPeKpacHo BUHO Ha ¢urype 2. Takum o6pa3oM, OTBEPCTHE
42 nisi UHraS v COAEPX,UT OOJIBIIYI0 OCh, OPUEHTHPOBAHHYIO 10 CYILECTBY
TOPHU30HTAJILHO U /WJIM Nlapa/liesbHO noAcTtaBke 107, 1 Manymo och,

nepHeHIUKYJISIPHYIO 60JbIION OCH.

B ykazaHHOM KOHTeKCTe MyHAIITYK 40 coOepKUT NepeXoAHbIA KOHYC 43, B
KOTOpPOM KpyTJIoe IoNlepedyHoe ceYeHNE COeITUHUTENBbHOTO OTBepPCTUS 41 MyHAIIITYKa
40 MeHsleTCs Ha OBa/IbHOE II0IlepeyHoe ceyeHre OTBepCTUs 42 i1 UHTraAsAnuu. Takum
obpasoM MyHAIITYK 40 cy>kaeTcsi B IPOMeKYTOYHOM I0JI0KeHUH 43, 06pasys 1o

CyILleCTBY IJIOCKYIO JleTalb 44, KoTopasi pa3MelllaeTcsi BO PTY CyO'beKTa UM NalieHTa.

KpoMe Toro, yaep:kuBariine pebpa 45 BbINOJHEHBI /1J1s1 IIUHHBIX CTOPOHAX
OBaJILHOT O NOIIEPEeYHOro CeYeHHU sl PSIIOM C OTBepCTHEM 42 J/Isi UHTa/ISILUU 110
CyILleCTBY NepleHAUKYIsIpHO JeTanu 44. TakuM o6pa3oM, 10J1b30BaTh MOXKET 3y6aMU
KycaTb WIH 3@KUMaThb Y4aCTOK 1103311 Y/lep>KUBAILUX pebep 45 U yZiepKUBaTb

HeOyJaii3ep 3y6aMu, He UCO/Ib3Y S PYKU.
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YKa3zaHHOe Tpe/IBapUTebHO pa3paboTaHHOe HU3/leike, XOTs U 06ecledyrnBaeT
TpebyeMyto GyHKIHIO QUIbTPOBAaHUS BbI/|bIXaeMOT 0 BO3/lyXa, TEM He MeHee, UMeeT
HegocTaTku. Hanpumep, eciu ¢uabTp 30 HanpaBJieH BBepX (He [TOKa3aHOo), TO OH
pacroJiaraeTcsi IpsIMO HallpOTHUB HOca U IJ1as oJib30BaTeJisl. [J|pyruMu cjoBaMy,
BbIcoTa H HeGyJ1aii3epa sIB/IsIeTCS CAUIIKOM 60JIbIION. 3TO HEYJOOHO, B YaCTHOCTH,
eCJIM 110J1b30BaTe/Ib IIAaHUPYeT YUTaTh UJIU CMOTPETh TeJ€BU30p BO BpeMs
UHraasanuu. [1onbITKY NOBepHYTh GUIBLTP HAlPaBo (B KaueCcTBe allbTepHATHUBEI,
HaJIeBO), KaK I0Ka3aHo Ha ¢urype 1, WM pa3aMeCcTUTb ero 110 HallpaBJIeHUIO BHU3
BBI3BIBAIOT [IP06JIeMy, CBSI3aHHYIO C TeM, 4YTO HebyJ1aii3ep 60Jiblile He MOXET ObITh
IIOMellleH Ha TOPU30HTa/IbHYI0 NOBEPXHOCTh P NOMOLIY NoACcTaBKU 107 13-3a
pa3MepoB ¢uabTpa. YcTaHOBKA GUIbTPA B HAKIOHHOM I0JIO)KEHUH, KaK [TI0Ka3aHo Ha
durype 2, npuBOAUT K TOMY, YTO HebyJiaii3ep CTAaHOBUTCS HEYCTOMYUBLIM NIPU
pasMellleHUH Ha TOPU30HTaJIbHOU MOBEPXHOCTH. B YacTHOCTH, B yKa3aHHOU
KoHuUrypanuu Hebyaii3ep 6yJeT 4acTo nepeBopadyruBaThbCs. TakuM 06pasom,

HCIIOJIb30BaHHE He6y11a1'/’13epa CTAaHOBHUTCA 3aTPYAHUTE/JbHBIM.

Kpome Toro, B ykazaHHOW KOHQUT'YpallMU IPUMEHSIETCSI MHOTO JleTasel, a
MMeHHO, T-o6pa3Hbiii aflantep 120, ocHoBanue 31 ¢uabTpa, PUABTPYIOLIAI MaTepHal
32, BepxHsisi yacTb 33 ¢uibTpa U MyHAIITYK 40 (Bcero 5 feTasneit). HeGynaitzep
Hey00€eH B UCII0JIb30BaHHH, €C/IM ero He06X0IUMMO pa3bupaTh JIJIs1 OUUCTKH, a 3aTeM
CHOBA cOOUpaTh JJIs UCII0/Ib30BaHHUS, 3TO MOXKeT IPUBO/IUTH K HellpaBUJIbHOU cOOpKe

I,CLeTaJIeI‘/JI U HEKOPPEKTHOMY HUCIIOJIb30BAHHUIO 6e3 (l)I/IJIpra H KJIallaHa BbIJ0Xd.

KpoMe Toro, B ykazaHHOU KOHQUTYpal¥ 3HAYMUTENbHO yBeJUYMBaAETCs 0011ast
JuinHa Lo Hebyalizepa. TeM He MeHee, IpY UCIOJb30BaHUM YKa3aHHbBIX HeOyJ1ali3epoB
4acTO 0CBOOOXK/IAIOTCS PYKH, UTO O0'BSICHS/IOCH BHIIIIE, TaK KaK HeOyaisep
yAepxuBaeTcs 3ybaMu B 06J1aCTH OTBEPCTHUSA JJIs1 UHTANSALMA MYH/IITYKa, 61arogaps
NpUMeHEHUIO yepuBatolux pebep 45. Takum o6pa3om, yeM JJIMHHee HebyJiaii3ep,
TeM JJINHHEE IIJIeY0 phlyara, U TeM CJI0XHee IPUMEHSATL HeOyaii3ep 6e3
HCIIOJIb30BaHUS PYK. ITOT 3QPeKT ellje Hosiee BhIpaXKeH MPHU UCIIOIb30BaHUHU
OTHOCHTEJbHO IJIMHHON KaMepbl /sl cMeliieHus 105, uMeroneid giannHy Lc oT 80 MM 10

100 MmMm.
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HakoHeln, npu yka3aHHON KOHQUTrypallui yBeJIUYMBAETCS MEPTBBINA 06'beM
MeX/Jy COeJUHUTeJbHbBIM OTBepcTUeM 121 1 oTBepcTUeM 42 1 UHTAJNALUU B
MyHAIITYKe 40, B KOTOPOM a3p030Jib MOXKET OCXKAATHCS U BBIMBIBAaThCSI HA QUIABLTP 32

IIpHU BbIJOX€E, TAKUM o6pa30M, IIPONUCXOAHUT €Iro NoTepA.

BOJIbIIMHCTBO yKa3aHHBIX [1po6JieM MOTYT ObITh yCTPaHEeHb], B YaCTHOCTH, €CIU
afantep 120 v ocHoBaHMe 31 ¢pUIbTpa BCTpOEeHBI B MyHAIITYK 40, Kak KOHKpPETHO
[I0Ka3aHo Ha ¢urypax 3-5, B KayecTBe Hepaz'beMHOI0 6JI0Ka, KOTOPBIM HallpsSAMYIO

coeiiHeH ¢ kaMmepoi 105.

Takum ob6pasom, MyHAIITYK 40 cOr/IacHO OJJHOMY U3 aCIIeKTOB COJLePKUT KOPIYC
46, uMerolMii BXoAHOe oTBepcTUe 41, HanoMHUHarollee 10 popMe CoOeITUHUTENBHOE
otBepcTHe 121 afanTtepa 120. BxogHoe oTBepcTHe 41, TaKUM 06pa3oM, MOXKeET ObITh
coeJinHeHO ¢ BbicTynioM 106 kameps! 105 Heby1aii3epa 100 mocpescTBOM peccoBoi

MMocCagKH.

Kopnyc 46 3apaet kaHaJs1 47 151 IpOXOX/IeHUS TeKy4Yel cpe/ibl OT BXOJHOTO

oTBepcTUs 41 10 OTBepCTUS 42 [IJ1s1 UHT IS UH.

KpoMe Toro, B BapraHTax peajnsalyiy, TAaKUX KaK I0Ka3aHo Ha ¢urypax 3-5,
ocHoBaHMe 31 ¢UIbTpa UHTETPHUPOBAHO B Kopnyc 46. B yacTHocTH, KOpnyc 126
COJZleP>KUT COeJUHUTEBbHYIO BTYJIKY 48, pacnio/ioKeHHYI0 TepIeHAUKYJISPHO KOPIYCy
46 B HanpaBJ/IeHUH MaJIOH OCH OTBepCTHUA 42 1 UHTanAnLuU. CoeIMHUTe/IbHAA BTY/IKa
48 noxoxka o popMe Ha BrICTyI 123 AJ1g nprcoeuHeHNUSI QUIBbTPA U COEJUHUTEJILHOE
otrBepcTHe 35. TakuM 06pa3oM, KopIyc coBMecTHO ¢ ¢uabTpoM 30 BblJj0Xa o6pasyeT
JIOTIOJIHUTEJIbHBIN KaHaJl JIJIs1 TPOXOXK/AeHUsl TeKyuel cpeibl 49 oT oTBepcTus 50,
KOTOpBIH coobiaeTcs ¢ myTeM 47 sl TeKydelt cpe/ibl Yepe3 GuabTp 30 BbIA0XA,
NPOXOAUT Yepe3 GUAbTPYOIUN MaTepyUast 32 U 3aKaHYUBAETCS OTBEPCTHEM 36 JIJis

BbI/J]0Xd.

TakuM o6pa3oM, cOr/1IacHO yKa3aHHOMY IpeJIIOYTUTEJbHOMY BapUaHTY
peannsanuu ocHoBaHue 31 GUAbTpa, coeiMHUTeNbHAs BTyIKa 48 1 Kopryc 46,
BKJIIOYasi OTBepCTHe 42 /11 UHTAISL MU U COeJMUHUTeNbHOe OTBepcTHe 41, 06pasyroT

MHTErpUpOBaHHbIM HepazbeMHbIH 6J10K. COrJlacHO OZJHOMY U3 acllIeKTOB yKa3aHHbIH



10

15

20

25

47

WHTErpUpOBaHHbBIM Hepa3beMHBIH 6J10K U3TOTABJIUBAIOT JUThEM I10/] IaBJ€HHEM.
COOTBETCTBEHHO, B yKa3aHHOM BapUaHTe peaM3alui HUHTEIPUPOBAHHBIN
Hepasz'beMHBIN 0JIOK, COCTOALMNA U3 Kopryca (46) u ocHoBaHus (31) ¢puabTpa,
npeJCcTaBJ/sieT CO60H UHTErpUPOBAaHHBIN Hepa3'beMHbIH OJI0K, ABJASIOLIMNACS eTa/lbIo,

OTJIUTOH MO/, AaBJIE€HHUEM.

OuabTpyoOIUMHA MaTepUas 32 U BepXHsis YacTb 33 QUIbTPaA MOTYT SIBJASTbHCS
TaKMMH Ke, KaK OblI0 OIIMCaHO BhILle. Takue e paccyxeHHus1 0 KOHPUIypaLuu
MYH/ILUITYKa TaKXe IPUMEHUMBI K OTBEPCTUIO 42 JI/1s1 UHT IS UY, pebpam 45,

[epexoHOMY KOHycy 43 u feTanu 44.

TeM He MeHee, /151 OTIOJHUTENBHOIO YIy4llleHUsI 3pTOHOMUYHOCTHU GOpPMEI
MyHAIITYKa 40 B 06J1aCTH OTBepCTUS 42 /11 MHTASIUK KpoMKa 51, orpaHuYMBatoLiast
oTBepcTHe 42 [J11 UHT /ISl AU, UMeeT GpOopMy, HallOMUHAIOLIYI0 pbIOUH poT. [lpyrumMu
CJIOBaMH, KPOMKa U30THYTa BHYTpPb, €C/IM CMOTPETh COOKY, U Hapy»Ky, eCJId CMOTPeTb

CBEPXY, UTO NMPEBOCXOHO BU/IHO Ha puUrype 3.

B fono/iHATE/IbHOM BaprUaHTe peasn3alii OTBepCcTre 42 MOXKET UMeTh 10
MeHblIel Mepe JiBa pebpa, pasMellleHHbIX PsII0M APYT € IpyTOM B IIPO/I0JbHOM

HallpaBJIeHUH L A1 1ydlliero yJepKUBaHUs 3y6aMHu.

Bo BpeMsi IpUMeHeHHs )KUIKOCTb, @ UMeHHO ¢papMaleBTHUYeCcKast KOMIIO3UIUS
J1s1 IPUMeHEeHU s COrJIaCHO HAaCTOosAILeMY U300peTeHUI0, paclblIseTCs B TeHepaTope
101 aspososisi B kKamepy 105, B KOTOpO# a3p030Jib BpeMeHHO XpaHUTcs. [Ipu BAoxe
[I0JIb30BaTeJIs Uepe3 OTBepCTUE 42 /I UHT AN MU OKPYKaIOLUH BO3/yX [TOCTyIAET
yepes oTBepcTUs 113, 6J1aro/japsi OTKPBITHIO KianaHoB 114, B kamepy 105 u
CMeIIMBaeTCs C a3P030JieM, KOTOPhIH MojiaeTcst u3 kaMmephl 105 yepes BoicTyn 106 u
coeIMHUTeJIbHOe OTBepcTHe 41 yepes KaHas1 47 /151 IPOXOXKAEeHUs TeKy4el cpe/ibl U
MHraJIMpyeTcsl yepe3 OTBepCcTUe 42 11 UHTa/IALIUK, YTO 0603Ha4YeHo cTpesiKaMu | Ha
¢urype 5. Bo Bpems Boxa JucK 39 3aKpbIBaeT OTBEPCTUS MEXAY paiMaJbHBIMU
pebpamu 37 U, TakuM 00pa3oM, OTBepCTHUE 36 JIJis BBIJIOXA, B pe3yJIbTaTe OKPYKaIoIUK

BO3YyX HE MOXET IIOCTYIIAThb 4epe3 OTBEpCTHUE 36 JAJId BbIZIOXA.
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Bo BpeMs BbIZj0Xa BO3/1yX, BbIZIbIXaeMbIH NTaljMeHTOM WM I10/b30BaTe/eM,
[IOCTYNAeT Yepe3 OTBepcTHe 42 1/ UHTANSAUU U IPOXOAUT Yepe3 KaHasbl 47 U 49 s
IIpOXOX/JieHUsI TeKy4el cpe/ibl, YTO 0603Ha4YeHO cTpeskoi E Ha ¢purype 5, yepes
otBepcTHe 50 B ¢ubTp 30 BIJ10Xa, IPOXOAUT Yepe3 UAbTPYIOLIMNA MaTepua 32 U
BBIXOAUT U3 puibTpa 30 BeIZ0Xa Yepe3 oTBepcTHe 36 [i/iS BbIJ0Xa. B 3T0O Bpems AucK
39 noAHKUMaeTCA € paZijiasbHbIX pebep 37 U I103BOJISIeT BbIAbIXaeMOMY U
OTGUIBLTPOBAHHOMY BO3/yXy IPOXOJUThb U BEIXOJUTD Yepe3 OTBepCcTHe 36 /s BbIOXa.
Ilpr 3TOM K1anaHsb! 14 3akpbIBalOT oTBepcTUs 113, TakuM 06pa3oM, Bl bIXaeMbli
BO3/lyX MOXeT BbIBOJUTLCA TOJNbKO 4epe3 ¢puabTp 30. B yacTHOCTH, TeKyuue cpefibl,
KOTOpBIe SABJIAIOTCA 0COOeHHO TOKCUYHBIMHY, He JJ0JDKHbBI BEIBOJUTLCS B OKPYKAIOLLLYIO

cpefy 1 BO3/1eiCTBOBATh Ha OKPYKalOI[HX.

Bilaroziaps npeio4TUTEIbHOMY BCTPAaUBaHUIO OCHOBaHUSA 31 ¢usbTpa U
afantepa 120 B MyHAIUTYK 40, B YaCTHOCTH, B ero kopnyc 46, aanHa Lm mysutyka 40
MOXKeT OBbITh YMeHbIlleHa [0 CpPaBHEHMUIO C JJIMHOM afanTepa 120 u myHaiTyka 40,
NoKa3aHHbIX Ha ¢purypax 1 u 2. COOTBETCTBEHHO, MOXKET ObITh YMeHbllleHa U 0011as
JuinHa Lo HebyJiaiizepa 100. B pe3ysibTaTe MoXeT ObITh YMEHbIIEHO I1JIe40 pblyara, u
Hebyuarizep 100 cTaHOBUTCS MPOIIle UCIIOJb30BaTh, He 3a/1eiICTBYS PYKH, MOXKHO
yaepKUBaTh Heby.taitzep 100 3y6amu, 3axkuMasi yjiep>kuBatolide pebpa 45, 4To, TeM

caMbIM, TO3BOJISIET iepKaTh Hebyiaizep 100.

[IpepnouTuTebHasA KOHQUIypanus ocHoBaHus 31 GUIBbTpPa, COeJUHUTENbHON
BTYJIKU 48 ¥ Kopnyca 46, BK/II04Yast OTBepCcTUe 42 [JIsi UHTaJISALMU U COeJUHUTENIbHOe
oTBepcTUe 41, B BU/le HepazbeMHOro 6J10Ka obecriedyruBaeT QUIbTPOBAHUE BCETO
BBI/IbIXaeMOTI 0 BO3/1yXa, BK/IIOYAOIIero BelpabaTbiBaeMblii a3p030Jib, llepe

BbIBEeJJ€HHUEM a3P030Jid U3 yCTpOﬁCTBa.

Kpome Toro, 6s1arogapsi ToMy, 4yTo pacctosiHue D Mex1y ocHoBaHUeM QUIBTPA
131 u oTBepcTUEM 42 /11 UHTAJISIIIAU, €CIU CMOTpPeThb cH6oKy (urypa 5),
nojiep>kuBaeTcsi Ha ypoBHe oT 30 10 50 MU/IIMMeTpPOB, IpeIIOYTUTENBHO OT 35
MUJJINMETPOB 710 40 MUJIJIUMETPOB, UMeETCsl JOCTATOYHO IPOCTPAHCTRA JJIs1 TOTO,
4TOOBI HOC I0JIb30BaTeJ s He Kacasicsl ¢uibTpa 30 Bbl10Xa, IPU 3TOM ob1ias JyInHa Lm

MYH/ILITYKa 42 IOHW)XEHA [0 MUHUMaJIbHOT O YPOBHSL.
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Kpome Toro, 6s1aroiapss BCTpauBaHUIO OTBepCTUA 123 [1/11 IpUCcOeIMHEeHUS
$uIbTpa U coefMHUTENBbHON TPYOKU 34 B Kopmnyc 46, ocHoBaHMe 31 UIbTpa MOXKeET
pacriosiaratbces 6J1MKe K Kopnycy 46, TeM caMbIM 00111as BeIcoTa H, ec/iv cMoTpeThb
cOOKyY, MOXKeT ObITb YMeHbllIeHa 10 ypOBHS He 6oJiee yeM 90 MM. B nokazaHHOM
IpuMepe MakcHMaJ/ibHas BbicoTa H cocTaBiisieT 81,5 MM. Eciin He ncnosib30BaTh
BBICTYN 35, TO BBICOTA MOXKET OBITh JONIOJHUTEJBHO YMeHbllleHa /10 ypoBHs Hi. O61mas
BBICOTA OT OCHOBaHUS PUIbTPA 0 OTBEPCTUSA GQUIbTPA BbIZ0Xa B MyH/JIUTYKEe MOXET
OBITb [ ONIOJHUTEJBbHO YMeHbllleHa. COrlacHO OJHOMY U3 aclleKTOB BbICOTa
MYH/JIITYKa, eCJI1 CMOTPeThb cO60KY ($urypa 5), coctaBJsieT He 60Jiee 75 MM, a COTJIaCHO
JAPYTroMy acrekTy He 6oJiee 70 MM, U B OJHOM KOHKPETHOM BapHaHTe peau3aliu

MeHee 57 MM. HanpuMep, MakcuMaJibHasi BBICOTa MOXKET COCTaBJSITh 56,2 MM.

B pe3yJbTaTe, IpeJJIOXKEeHHbI€ dCII€KThI COTJIACHO YKAa3aHHOMY BApHAHTY
peann3annun ob6ecrnevynBalOT 3HAaYUTeNbHbIE [IpernumyiiecTBa, B 4aCTHOCTH, 11O
CpaBHEHHUIO C I[IpeABAPpUTEJIBbHO paBpa6OTaHHbIM dBTOpaMHu YCTpOﬁCTBOM, TaKHM KaK

OITMCAaHO BhBIIIE.

CorJsiacHO NIpUBe/IeHHOMY BBbIllIe OIIMCAHUIO BXO/IHOe oTBepcTHUe 41 o6pasyeT
OXBaThIBAKIIMU KOHYC B IPUCOEIUHUTENBHOM KOHYce «Jlyep» (BbicTyn 106),
B3aUMO/IeHCTBYIOIIMN C OXBaTbIBaeMbIM KOHYycOM (BbIcTyN 106). Uiu ke BxoiHOE
oTBepcTUe 41 Takke MOXKeT ObITh BBIIIOJIHEHO B BH/Jle OXBAaTbIBaeMOro KoHyca «Jlyep»,

B3aUMO/IeHCTBYIOLIETO C OXBAaThIBAKOLMM KOHYyCcOM B kKaMepe 105.
CIIMCOK HOMEePOB MMO3UIUH:
30 $UIBTP BBIJIOXA
31 OCHOBaHMEe QUIbTpA
32 GUIBTPYOIIUNA MaTepHUal
33 BEPXHSIS 4acTb QUAbTpaA
34 coeMHUTeJIbHasl TpybOKa

35 COeJMHUTEJIbHOE OTBEPCTHUE
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43
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47
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49

50

51

100

101

103

104

105

50
OTBepCTHE JIJ1S1 BbII0XA
pajiiajbHble pebpa
WTUPT
OJIHOCTOPOHHUH KJanaH
MYHJIITYK
BXOJIHOE OTBEPCTHE
OTBEPCTHUE /151 UHT IS AU
nepexoJHbI KOHYyC
IJIOCKasl JjeTalb
yAep>kuBaroliee pedbpo

KOpIIyC MYH/ILUTYKa

KaHaJl JJid IPOXOXAeHN A TequeI‘/i CpeAnbl

CoOeJMHHUTEeJIbHadA BTYJIKa

I,C[OI'IOJIHI/ITeJII::HI:\II‘/JI KaHaJl IJid IPOXOXAEeHUA TeKy'-Ieﬁ CpeAbl

OTBepCTHE AJIA JOIIOJIHUTEJbHOI'O KaHaJIa AJid TeKy‘-Ieﬁ CpeAnbl

nepejiHss KpOMKa Kopiyca
HebyJalzep

reHepaTop a3po30Jisl
pe3epByap AJisl TeKy4dell cpe/ibl
KpBbIILKa

KaMepa



51
106 BwIcTyn (B HebyJ1alizepe)
107 1mojcTaBKa
110  BBINOJHEHHas C BO3MOXXHOCTBIO BUOpalluu MeMOpaHa
111 npeHTpasbHas 061acTb MeMOpaHbI
112 1nbe303/1IeKTpUYECKUH 3JIeMEeHT
113  oTBepcTHe /14 OKpYXaKLero Bo3ayxa
114 oAHOCTOPOHHHUH KJallaH
120 T-o6pas3Hblii ajlanTep
121 coeUHUTEJbLHOE OTBEPCTHE
122  BBICTYD
123  oTBepcTHe AJis IpUcoeJUHeHUsI GUAbTpPA

He6y/1aii3ep ¥ MyYHAIITYK, TaKHe KaK [10Jp0OHO OMMCAHO BhIIIIE, IO3BOJISIIOT
BBOJUTH papMalleBTUYeCKHEe KOMIIO3ULUH /151 IPUMEHEHUS COT/IaCHO HACTOSLIEMY
n300peTeHHI0. B 4acTHOCTH, ec/iM KOMIIO3UIIMU oOecliedeHbl B BU/le pacTBOPa,
KOJIJIOUZJHOT' O COCTaBa UJIU CyCIIeH3UH, HeOyJlaii3ep U MyHAIITYK [TO3BOJISIOT I0J1Y4YaTh
aspo30Jib, COJlepKaILUI BBOJAUMEIE NIpe/i/IoKeHHbIe papMalieBTUYeCKHe KOMIIO3UIIUH,
B BU/le OOJIBILIOTO YUCJIa KallesleK UK YacTHULl, KOTOpble MOTYT JJOCTUraTh
nepudepruyecKUX Y4acTKOB JIETKUX («MesikogucniepcHas ¢ppaknusi»; M/IP). B
KOHKpEeTHBIX BapUaHTax peaju3alliy YKa3aHHbIe KalleJbKH UJIHA YaCTUI bl UMEIOT
CpelHEMACCOBBIN AUAMeTp YacTHUL, 5 MKM WU MeHee IpY U3MepeHUH, HallpuMep,
nyTeM JlazepHoU audpakuuu Ha Malvern MasterSizer X nin c npuMeHeHHEM
MHOTOCTyIIeH4aTOr'0 KaCKaJiJHOr 0 MMIIAKTOPA, TAKOI'0 KaK KacKaJHbIH UMIIaKTOP

AnpepceHa (ACI) unu umMmnakrop HoBoro nokoJsieHus (NGI).

B KOHKPETHBIX BApUAHTAX peajn3aliunu Cl)apMaHEBTPIquKOﬁ KOMIIO3UIIKUHU N1

IIPpUMEHEHHNA COTJIaCHO HaCcToAlleEMY I/I306peTeHHIO d3pO030JIb, KOTOprﬁ BBOJAT



10

15

20

25

30

52

NanyeHTy, COAEPKUT KalleJbKY, I'Jie 1o MeHblel Mepe 50%, 60/1ee KOHKPETHO, OT
npuMepHo 60 0 npuMepHO 95% uiy, 60/1ee KOHKPETHO, OT NpuMepHo 70% [0
npuMepHo 90% oT 0611ero yrc/a Karnesjaek UMeT AUaMeTp BILUIOTh 10 5 MKM (IIpU
M3MepeHUHU NyTeM Jla3epHOH AU PaKL UK UJIU HAa MHOTOCTYIIeHYaTOM KacKaJHOM
MMIIaKTOpe, TAKOM KaK OIIMCAHO BBILIE) IPU U3MePEeHNH BOJIHOU KOMIIO3UIIUHY,

copepxaiuei L-CsA B KOHIleHTpaL Uy 4 Mr/MJ1, KaK OIIMCaHO HUXKe B IIpuMepe 2.2.

He6ysaiizep 1 MyH/IITYK, TaKWe KaK [10JpOOHO OMMCAHO BHILIE, TAKXKE
II03BOJISIIOT BBOJUTH $papMaleBTU4YeCKHe KOMIIO3UIIUMH /I IPUMeHEeHHUSI COTrJIaCHO
HacTos1eMy U306peTeHUIO NIPH MTOBBILIEHHOM KOJIM4YeCTBe JIeKapCTBEHHOT O CPeJICTRBA,
JIOCTYIIHOT'O B KauecTBe JiocTaBiasieMok f03bl (/1/1) u pecinpabenbHoii 103wl (P/), o
CpPaBHEHHIO TPAaAUIIMOHHBIMU HebyJ1ali3epaMHy, TAKUMU KaK CTpyHHBIe HeOyJaii3ephl.
TepmuH «poctaBasieMas gosa» (//l) B HacTosIeM JJOKyMeHTe 0603HavyaeT JJ0JI10
aKTUBHOI'0 MHTpe/IMeHTa, KOTOPBIM HaIlOJHSAT HebyJlal3ep /151 a3p030JIU3alluu U
UHT NS HY, KOTopast paKTUYeCKH IOCTaBJISIETCS B TKAaHEBYIO MUILIEHb, B CJlydae
HaCTOsII1lero U306 peTeHUS B JIeTKUE UJIH, 60Jiee KOHKPETHO, B lepudepruyecKkre TKaHU
Jierkux. COOTBETCTBEHHO, B KOHKPETHbIX BapUaHTax peajn3aliy HacTOsIIero
1300peTeHUs MHTAISIIIMOHHBIA UMMYHOCYIIPECCUBHBINA MaKpPOLMKINYECKUH aKTHBHbBIN
WHTpEJIUEHT, IPeANOYTUTENbHO UKIA0cIOpUH A (CsA), focTaBJsieTcs B JieTKUe (UIU
JIeTKOe) cyO'beKTa B KOJIMYeCTBe 10 MeHblle Mepe 60% WM faxke 110 MeHbIIEH Mepe
70%, 60Jiee KOHKPETHO B KOJIMYECTBE B JiianasoHe oT npuMepHo 70% J0 mpuMepHO

80% oT KoJIn4eCcTBa, BBOJAUMOI0 CYO'BEKTY.

Kpome Toro, Hebynal3ep U MyH/IIUITYK, TAKWeE KaK ONIMCAHO BHILIE, TO3BOJSIOT
BBOJUTH papMaleBTUYECKHEe KOMIIO3UIUH [I/IsI IpUMeHeHUs IPU BBICOKOU 0011ied
npousBoguTeabHOCTU (TOR), KoTOpas, Kak NpaBUJ/Io, COCTaBJsIET HoJiee YeM IPUMEPHO
150 Mr/MUH, YTO COOTBETCTBYET BeJIMUMHe nopsifka 0,15 MJ1/MUH AJ151 XKUJKAX
KOMIIO3UIUH C OTHOCUTENBbHOU IJIOTHOCTBIO IPUMeEpPHO 1, B cly4yae KOHEeYHOU
pacnblisieMOR ¥ BBOAUMON papManeBTUYeCKOU KOMIIO3UIIMU. B KOHKpeTHBIX
BapHaHTax peaju3al My UHI/ISIMOHHBIA HMMYHOCYIIpeCCUBHBINA MaKpOLUK/INYeCKUI
aKTHUBHBIA UHTpeJUEHT BBOJAT CyO'beKTY NpU 0611eit nponsBoauTeabHocTd (TOR) no
MeHblIed Mepe 200 Mr/MuH Uy, 60J1ee KOHKPETHO, PU 0011el P OU3BOAUTENBHOCTH

B iuamnasoHe ot npuMmepHo 200 Mr/MuH 0 npuMmepHO 300 Mr/MHUH WX OT IPUMEPHO
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200 po npumepHo 250 Mr/mMuH. COOTBETCTBEHHO, HebyJlaii3ep U MYHAIITYK, TaKHe KaK
OINMCAHO BEIILIe, I03BOJISIIOT CHUXATh [IPOOJKUTENBHOCTD paclblIeHUs
npeaJoKeHHOHN )UJKOH papMaleBTUYeCKONH KOMITO3UIUU. O4eBU/IHO, UTO
NIPOJOJIKUTE/bHOCTD paclibl/IeHUs] 3aBUCUT OT 06'beMa IpeBpalljaeMoi B a3p030J1b

KOMIIO3HUIINH U ITIPOU3BOANUTEJILHOCTH He6y11a1‘/'13epa.

O6'beM cTaHAApPTHOM 03kl papMaleBTUYECKUX KOMIIO3UIUH /11 IPUMeHeHHU s
COIJIACHO HACTOsILeMy U300peTeHHIO NIPeATIOYTUTENbHO ABISeTCA HU3KUM 151
COKpallleHU s IPOJ0/DKUTENBbHOCTH pacnblieHus1. 06'beM, TakKe Ha3blBaeMbl 06'beMOM
JL03bl UJIM CTAaHJAPTHBIM 00'b€MOM /103bl, UK e JMUHUYHBIM 06'beMOM J103bl, C/IelyeT
TOJIKOBATb KaK 06'beM IIpeBpalllaeMOi B a3p030J/ib UJIA paclbLIsseMOH
dapMalneBTHYeCKON KOMIIO3UIIUY, ITpe/iHa3HAYeHHBIH JI/IS1 IPUMeHeHHs 3a OJTHO
BBesleHHe. CTaHjapTHad [j03a olpe/iesleHa KaK /103a [IUK/IO0CIIOpUHaA A B COCTaBe,
HaroJIHsieMasi B HeOyJ1al3ep /151 OJJHOKPATHOTO BBe/leHUs. B yacTHOCTH, 06'beM
CTaHJAAPTHOM 03kl MOXKET cOCTaBJASATb MeHee 10 mu. [IpeanodyTuTesbHO, 06bEM
CTaH/JapTHOM /103bI COCTaBJIsIET OT puMepHo 0,3 10 npuMepHo 3,5 M1, 6oJiee
NpeANOYTHUTENbHO OT pUMepHO 1 10 npuMepHO 3 MJ1. HannpuMep, o6beM cocTaB/IsieT
npumepHo 1,25 MJ1 wiu npuMepHo 2,5 MJ1. B cilydae ecid cocTaB MMoJiyqarT
nepepacTBOpeHHeM, 06'beM COJIEBOTO pacTBOpa /iJIs1 [lepepacTBOPEeHUS CIeNYET

peryjrupoBaThb B COOTBETCTBHUU C XKeJla€MbIM 006’beMOM IepepacTBOpEeHHOr'o CoCTaBa.

CTaHAapTHas 032 MaKpOIMKINYEeCKOTO UMMYHOCYTIPECCUBHOI'0 aKTUBHOT O
WHTpeJINEHTA, IPeATIOUYTUTeNbHO CSA, Kak IPaBUJIO, COCTABJSIET OT IPUMeEPHO 1 MT J10
npuMepHo 15 Mr. B KOHKpeTHBIX BapUaHTaxX peaju3al Uy cTaHJapTHas Jj03a
BbIOPAHHOTO aKTUBHOI' 0 MHTPEIMEHTA, IPeANIOUTUTeNbHO CSA, cOCTaBJ/IsIeT IPUMEPHO

5 mr usm npuMepHo 10 Mr.

COOTBETCTBEHHO, B KOHKPETHBIX BapHaHTax peaqu3anuu 1 mi
dapManeBTHUECKON KOMIIO3UIIUY, COJleprKallled MHralsAMOHHBIN
MMMYHOCYIIpeCCUBHBINA MaKpOLUK/INYECKUH aKTUBHBIA HHTPeIMEHT, IpeBpallieH B
a3po30Jib (pacnblieH) B Te4eHHe Iepuo/ia BpeMeHU BIVIOTh 10 IPUMEPHO 5 MUHYT,

[peano4YTUuTEeJIbHO BIVIOTL 1O IPUMEPHO 4 MHUHYT, B 4aCTHOCTH, B CJly4dae BBeJI€HUA
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KUJIKOU BOJJHOM KOMIIO3UIUH, cofiepkalllel CSA B IMITIOCOMa/IbHOU

COJIIOOMIM3UPOBAHHON popMe B KOHI[EHTPAMU 4 MI /ML

[lToMuMo o6ecrniedeHrs1 BBICOKOH 0CTaB/IsIeMOU [103bl U COKpallleHUS
IPOJIOJDKUTEIBHOCTU pacliblleHus Hebyial3ep U MyH/ILUTYK [JIsl BBeIeHUS
npeJJI0KeHHbIX papMalleBTHYeCKUX KOMITO3UI UK BBIIIOJIHEHBI TAKUM 00pa3oM, YTOOBI
IpeJ0TBpallaTh 3arpsi3sHEHNE OKpYXKalolel cpe/ibl UMMYHOCYIIPeCCUBHBIM
MaKpOIUK/JINYECKUM aKTHUBHBIM HHIpPeIMEHTOM, TAKUM KaK CSA WM TaKpOJUMYC,
6s1arojjapsi HaJIM4YMIO GUIbTPA BbJI0XA B MYH/IUTYKe. YKa3aHHbINA QUIIbTP BbIJ0Xa
MOKeT CHHXXaTb KOJIMYeCTBO UJIM NIPeI0OTBPAILATh NONa/laHHe BbIbIXaeMOor 0
MaKpOLMK/JINYECKOI 0 HMMYHOCYIIpeCCHBHOT O aKTUBHOI' O MHTpe/IMeHTa, TaKOoro Kak CsA
WJIM TaKpOJIMMYC, B OKpYy>Kalollyo cpefy. TeM He MeHee, 6J1aroiapsi BBLICOKOMY
OTHOCUTEJIbHOMY KOJIN4eCTBY KalleJleK a3p030Jisl, paKTU4eCKH [0CTaBJIsIeMbIX B
TKaHeBYI0 MUIlIeHb, KaK OIMCAHO BhIle, Hebylai3ep U MyH/IITYK, IpUMeHsieMble B
COOTBETCTBHHU C HACTOSALIMM U300 peTeHHeM, 103BOJISIIOT 3HAYUTE/IbHO CHUXKATh
KOJINYECTBO BbIIbIXaeMOTr0 aKTUBHOT 0 UHTpe/ijueHTa. COOTBETCTBEHHO, B KOHKPETHbBIX
BapHaHTax peajy3alluy HACTOsIIero U306 peTeHUs] KOJUUeCTBO HHTaJISIIIMOHHOT O
MMMYHOCYIIpeCCUBHOTO MaKpOIUKJINYECKOT0 aKTUBHOT'O MHTPeIMEHTA, BbI/IbIXaeMOT O
Cy0'beKTOM, cOCTaBJIsieT BIUIOTB 10 10%, 6os1ee KOHKpPeTHO, OT NpUMepHO 4% /10
npuMepHO 8% oT 0611ero KoJrM4ecTBa akTUBHOT O MHTpe/JUeHTa, HallOJIHEHHOTO B
HeOyJaii3ep, IpU CTaHJapTHONH UMUTALUU JIbIXaHUS, B KOTOPOH U3MEPSIOT
KOJIMYECTBO, KOTOPO€e 0OBbIYHO BBOAUTCS CyO'bEKTY U MOXKET OBITh COOpaHo Ha QUIbTpe

BbI/JI0Xd.

CDapMaI_[eBTI/I‘-IeCKI/Ie KOMIIO3WIUY JId IPUMEHEHU A COI'JIaCHO I/I306peTeHI/II-O
MOHO BBOJAUWUTD COI'JIACHO IpeJiBapyUTEJIbHO OollpeJeJIEHHOMY peXXHUMY BBEJ€HHU . B
aCTHOCTH, KOMIIO3UIIWUIO MOKHO BBOAWUTL KOHKPETHO€ YHUCJIO pa3 Ha Ka)KﬂOﬁ HepaeJie
JIedyeHu4. HaanMep, Cl)apMaL[eBTI/I‘-IeCKyI-O KOMIIO3HUIIMIO MOXHO BBOJIUTH TPHU pa3d B
He/J eJIto. HpeﬂHO‘-ITI/ITeJIbHO, COCTaB BBOJAT €XKE€JHEBHO. EIJ_[e boJiee npeAno4YTuTeJbHO,

KOMIIO3UIINIO BBOAAT /iBa pa3a B I€Hb.

CorJuiacHo JOIIOJIHUTEJIbHOMY ACIlI€KTY B HACTOAIIlEM I/I306p6TeHI/II/I IpeaJoXeH

croco6 IpeaoTBpalieHu A UJn JIe4HEeHHUA JIETOYHOTI'0 3a60J/1eBaHUSsI UJIM COCTOSIHUS y
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Cy6'beKTa, BKJII-O‘-IaI-OI_L[I/II‘/JI CTaJ W10 BBeJ€HU A NHIaJAUOHHOT O UMMYHOCYIIPECCUBHOTI'O
MAKpPOOUK/IHNYECKOI'O aKTUBHOI'O MHI'peAUEeHTa YKa3aHHOMY CY6'beKTy InyTemM
HHTaJA0WHU B BUO € a3P030Jid, CoAepHxKalliero HMMYHOCYHpeCCHBHbIﬁ

MaKpOL[I/IKJII/I‘-IeCKI/Iﬁ aKTHBHBIA HHTpEeJHEHT,

rame aspo30Jib Bpra6aTbIBaETCH paclbllieHHnEM CbapMaueBTquCKOﬁ

KOMIIO3UIUU C IpUMeHeHueM Hebyutaizepa (100), comepaxaliero:
a) re”eparop (101) asposous, cofepKallUii:

- pesepByap (103) puis TeKydel cpeJibl WU [IePEXOJHHUK,
npe/iHa3HAYeHHBIH JIJIS1 COe[JUHEHHUS pe3epByapa /IJisl TeKy4del cpe/ibl,

5

- BBINOJHEHHYIO C BO3MOXKHOCTBIO BUOpanuu memopany (110),
MMeIOIIyI0 MHOXXeCTBO OTBEPCTHUH, IIpe/JHa3HaYeHHbIX JJI5]
NOJIy4YeHH s a3p030JIs1, COZeprKallero KaneJbKH, UMeIoLe MacCOBBIN
MeJlMaHHbIN aspoiiHaMudeckuit Auametp (MMA/) BILIOTH 0
npuMepHo 4,0 MKM NIpY U3MepeHUH ¢ ucnosb3oBanuem 0,9%

(macc./06.) BogHOT O pacTBOpa XJI0pH/ia HaTpUs;

b) kamepy (105) AJ1s1 BpeMeHHOT O pa3MellleHUsI a3po30.is,
BbIpabaThIBAa€MOr0 B reHepaTope a3po30.Jisl, UMeIOIIY0 BHYTPEHHIOKO

[0JIOCTh 06'beMOM B JiMana3oHe oT npuMepHo 50 jo npuMepHo 150 mMut; U

c) MyHAIITYK (40) AJ1s [OCTaBKU CyO'bEKTY a3p030Jisl, I0ABAEMOTO
HeOysarzepom 100, npu aToM MyHAIITYK (40) umeeT ¢uartp (30)

BbIJ0OXd.

BboJee KOHKPETHO, croco6 I[IpeaoTBpalleHrud Uian JieHeHUd JIETO9YHOI'o

3a00J1eBaHHUS UJIH COCTOSIHHSI MOXKET JOINOJITHUTEJIbBHO BKJIOYATb CTa/JNI0

- obecnieyeHus: papMaleBTUYECKON KOMIIO3UIMH, COJleprKalller
MHTaJISIIAOHHBIA UMMYHOCYTIPECCUBHBIA MaKPOLMK/JINYeCKUI aKTUBHBIN

UHTPpEeAHUEHT B BUJi€e BOAHOI'O X KUJKOI'O pacTBOpa.
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CJIe,ELyGT IIOHUMATh, 94TO COTJIaCHO YKA3dHHOMY AONOJHUTECJIBbHOMY ACIIEKTY
HacCToAlero I/I306peTeHI/IH, d TaKXe JOIIOJTHUTE/JbHBIM daCII€KTaM, TAKHNM KadK OIIMCaHO
HHXe, BCe OTJIMYUTE/IbHBIC [IPU3HAKH, BAPpHUAHTLI peajJru3allui U aClI€KTbl HACTOAILIEro
I/I306peTeHI/IH, TaKHe KaK OIIMCAaHO BhIIIE AJIA ITIEPBOr'o aClleKTa I/I306peTeHI/IH, d TaKXe
BCE€ UX KOM6I/IHaL[I/II/I B paBHOP'I CTelleHU IPpUMEHNMEI K IIpEJJIOKEHHOMY CHOCO6y
JIeYEeHHA, 4 TAKXKe K IPpUMEeHEHHUAM Cl)apMaHEBTquCKOﬁ KOMIIO3HUII MU COTJIACHO

HacTrodieMmy I’I306p6TeHI’IIO N K Ha6opy, TaKOMY KaK JOIIOJIHUTEJIbHO OITMCAHO HUXKE.

CorJytacHo TpeTbeMy acClleKTy B HaACTOAILEM H306peTeHI/II/I npeajaoxKeHo
IIpUMEHeHue HHTaJAIMOHHOI' O HMMYHOCYIIpECCHUBHOI'O MaKpOIHUK/IUYIEeCKOro
dKTUBHOI'o HHIpeJHeHTa [Jd I10JyYeHHA Cl)apMaIJ,eBTI/I‘{eCKOI‘/’I KOMIIO3MIIUHK [OJIA
IpeaoTBpallileHuA UJIU JiedeHHUd JIETOYHOT 0 3a60/1eBaHUSI UJIH COCTOSIHHUS y CY6'beKTa
I[yTeM HHrajJdAnouy, rae ¢apMaueBTquC}<y}o KOMIIO3HMIIUIO BBOJAT CY6'beKTy nyTeM

HHIraJIAIUHU B BUJ € a3P030Ji4,

rie ¢apMalneBTHYECKYI0 KOMIIO3UIUI0 BBOJAT CYOBEKTY IyTeM

HHTaJAOWHN B BUJ€ a3P030Jid, U

rame aspo30Jib Bpra6aTbIBaeTCH paclblJIeHUEM CbapMaHeBTquCKOﬁ

KOMIIO3UIUH C IpUMeHeHneM HebyJtaiizepa (100), comepxaliero:
a) reHeparop (101) aspo3oJis, copepKalun:

- pe3epByap (103) g5 TeKy4el cpeibl A/ XpaHEHUS
dapmaLeBTUYeCKOX KOMIIO3UIUHU UJIH [TepeX0/|HUK,
Ipe/JiHa3HaYeHHBIN JJ151 COe/JUHEeHUS pe3epByapa /s TeKy4del cpe/ibl,

51

— BBINOJIHEHHYIO C BO3MOXXHOCTBIO BUbpanuu MmeMmbpany (110),
MMEOLIYI0 MHOXECTBO OTBEPCTUH, IpeJHa3HaYeHHbIX /1
NIOJIy4YeHHU s a3p030JIsl, COZleprKallero KaleJbKH, UMeIle MacCOBBIN
Me[lMaHHbIA aspoiuHamMmudeckuit fuametp (MMA/]) BIioTs 0
npuMepHO 4,0 MKM IIpU U3MepeHUH C ucrob3oBanueM 0,9%

(macc./06.) BogHOTr 0 pacTBOpa XJI0pH/ia HaTpus;
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b) kamepy (105) aJ151 BpeMeHHOT 0 pa3MellleHHsI a3po30.Jis,
BbIpabaTbiBaeMoro B reHepaTope (101) aapo30.is, UMeELIYIO
BHYTPEHHIOIO [10JIOCTb 06'b€MOM B JjHaniazoHe OT IpuMepHo 50 10

npumepHo 150 mii; 1

€) MyHAWTYK (40) AJ1s1 4OCTaBKU CyO'bEKTY a3p030Jis, 10JaBaeMOT0
HeOysarsepoMm (100), npu stom MmyHaiuTyk (40) umeer ¢uantp (30)

BbIJ0Xad.

CorJlacHO 4eTBepTOMY acCIeKTY B HACTOsIeM U300peTeHUH NIpe/iIoKeH Habop,

cofiepKalluin

- c1>apMaueBTquC}<y}o KOMIIO3UIUIO, COZlePHKAllYyTO HHFaHﬂL{HOHHbIﬁ
HMMYHOCYHpeCCHBHbIﬁ MaKpOLU/IKJ'II/I'-IeCKI/Iﬁ aKTHBHbIU HHI'peaAUEeHT, O
IIpUMEHEeHUd A4 IpeJOTBPpallleHuA UK JIeHEeHUA JIETOYHOI'0 3a60J1eBaHUS

WJIH COCTOSIHUA y CYO'beKTa; U
- HeOyusarsep (100), comeprkalliuii:
a) reHepartop (101) asposouisi, coieprKallvi:

- pesepByap (103) s TeKydei cpe/ibl /1 XpaHEHU S
dapmalneBTHYeCKOX KOMIIO3UI[UHU WU [TepeX0/|HUK,
npe/JiHa3HaYeHHBIN JJI51 COe/JUHEeHUS pe3epByapa s TeKy4del cpe/ibl,

51

— BBINOJHEHHYIO C BO3MOXHOCTBIO BUbpanuu MmeMbpany (110),
MMEOLIYI0 MHOXECTBO OTBEPCTUH, IpeJHa3HAaYeHHbBIX /1
IIOJIy4YeHHU s a3p030JIs1, COZleprKallero KalleJbKH, UMeIole MacCOBBIN
Me[lMaHHbIA aspoiuHamudeckuit fuametp (MMA/]) BIioTs 0
npuMepHO 4,0 MKM IIpU U3MepeHUH C ucrob3oBanueM 0,9%

(macc./06.) BogHOTr 0 pacTBOpa XJI0pH/ia HaTpus;

b) kamepy (105) A1 BpeMeHHOT O pa3MellleHUsI a3po30Jis,

BbIpabaTbiBaeMoro B reHepaTope (101) a3po30J1s, UMEIOLIYIO
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BHYTPEHHIOIO IIOJIOCTb 00'bEMOM B JAralla30He OT IpUMEPHO 50 A0

npumepHo 150 mii; 1

€) MyHAIITYK (40) fJis1 JOCTaBKU CyO'bEKTY a3p030Jisi, 10[aBaeMoro
HebyuarizepoM (100), npu atoM myHAIITYK (40) uMmeeT ¢uabTp (30)

BbI/]0Xad.

B KOHKpeTHBIX BapHaHTaX peaqu3alii Habopa corJlacHO yKa3aHHOMY acleKTy
M300peTeHUsI papMaleBTHYECKast KOMIIO3HUIUs], COZeprKallasi HHT asIMOHHbIH
UMMYHOCYIIPECCUBHBIM MaKpOIMKINYECKUI aKTUBHBIM UHT'PeINeHT, JJIsl IPUMeHeHUsT
JJIs1 IpeIOTBpAILeHUsI UJIH JIedeHHsI JIer 0UHOT 0 3a60/1eBaHUsI MU COCTOSIHUS Y
cy6'beKTa, o6ecriedyeHa B BU/Ie TIpe/IBApUTENbHO ITOJTy9YeHHON XUKOH BOJHOM

KOMIIO3HUI M H.

B fomosHUTe/IbHBIX KOHKPETHBIX BapUaHTaX peaju3alnii Habopa CorJacHO
yKa3aHHOMY acClleKTy U300peTeHUsI papMaleBTHYeCKast KOMIIO3UIIUs, CofleprKaliast
WHTJISIITAOHHBIM KMMYHOCYTIPECCHBHbBIM MaKpOIMKINYECKUH aKTHBHbIM HHT PEIUEHT,
JJ1s1 IPUMEHEHUS JJIs1 IpeIOTBPaIlleHUs U JIedeHHsI JIeTOUHOTO 3a60J1eBaHUS UJIH
COCTOSIHUSA Y CyG'beKTa, obecriedeHa B BU/ie JTUOQUIN3ATA, COJEPIKaIIEero
WHTJISIITAOHHBIM KMMYHOCYTIPECCHBHbBIM MaKpOIMKINYECKU i aKTHBHbBIM UHT PeIUEHT
Y CTEPUJIbHBIHN KUAKUH BOIHBIHA HOCUTEJIb JIJIsl llepepacTBOpPeHHs JTModUIn3aTa sl

ImoJiydyeHud )KHAKOﬁ Cl)apMaHEBTH‘{eCKOﬁ KOMIIO3HUI K.

B rnociaenyronieM NIpoOHyMepOBaHHOM CIIMCKE IIpUBEA€HBI BApHUAHTEI

peasin3anvy, BKIIOYE€HHEBIEC B HACTOAIee I/I306peTeHI/Ie:

1. dapmalneBTHYeCKasi KOMIIO3UIUS, COJleprKalilasi MHTa s MOHHbINA
MMMYHOCYTIpeCCHBHbIHA MaKpPOIUKINYECKUU aKTUBHbBINA UHTPeJIUEHT, /151
NpUMeHeHUsI JJisl IpeJOTBpallleHHs UK JieueHHUs JIETOUHOTO 3a60J1eBaHU sl LU

COCTOSIHUS Y CyO'bEKTA,

rae  ¢$apManeBTUYeCKYylD KOMIIO3ULUIO BBOJSAT CyOBEKTy MyTeM

HHTaJAOWH B BUJI€ a3P030Ji4d, U
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rame aspo30Jib Bpra6aTbIBaeTCH pacliblJIEeHHu EM (bapMaueBTquCKOﬁ

KOMIIO3UIUU C IpUMeHeHueM Hebyuiaizepa (100), comepxaliero:
a) reHeparop (101) asposous, cofepKallUii:

- pe3epByap (103) s TeKydel cpe/ibl /s XpaHEHUS
dapMalLeBTUYeCKOH KOMIIO3UIUHU WU [TepeX0HUK,
Npe/JiHa3HaYeHHBIN /151 COeJUHEeHUs pe3epByapa A5 TeKy4del cpebl,

5

- BBINIOJHEHHYIO C BO3MOXXHOCTBIO BUbpanuu MeMbpany (110),
MMeIOIIy0 MHOXeCTBO OTBEPCTHUH, IIpe/JHa3HaYeHHbIX J|JIs]
NI0JIyYeHHU S a3P030Jis], COZleprKalllero KalrebKH, HMelolle MacCOBBIN
MeJIMaHHbIN aspoauHamudeckuii fuametp (MMA/]) BIIOTh 10
npuMepHO 4,0 MKM IIpH U3MepeHUH ¢ ucnosnb3oBanueM 0,9%

(Macc./06.) BOAHOTO pacTBOpa XJIOpH/ia HATPUS;

b) kamepy (105) A/ BpeMeHHOT O pa3MellleHHsI a3p030Jisl, BbIpabaThIBAEMOT 0 B
reHepatope (101) a3po30Jis, UMEIOLIYI0 BHYTPEHHIOIO [10JIOCTb 06'bEMOM B

JlianasoHe oT npuMepHo 50 g0 npuMepHo 150 MJ1; U

c) MyHAIITYK (40) AJ1s [OCTaBKU CyO'bEKTY a3p030Jisl, IOJAABaeEMOT0
HeOysarzepom (100), npu stom MyHAIITYK (40) umMeer ¢uantp (30)

BbIJ0X4d.

dapManeBTHYECKass KOMIIO3UIMS JIJIsl IPUMEHeHUs 110 1.1, B KOTOpoi
yKa3aHHOe JIer04Hoe 3a60JieBaHN e UJIU COCTOSIHUE BBIOPAHO U3 IPYIIIL,
cocTosiled U3 acTMBI, pePpaKTEPHON aCTMbI, XpPOHUYECKOTO 06CTPYKTUBHOTO
OpOHXUTA, NapeHXUMa/bHbBIX, PUOPO3HBIX U UHTEPCTUIUAIBbHBIX 3a60J1eBaHU I
Y BOCMaJIeHUH JIeTKUX, o6inTepupyoiiero 6pouxuosanta (BOS) u ocTpeix u
XPOHUYECKHUX peaKI i OTTOpKEHHUSI TPaHCIIJIaHTaTa opraHa Mocie

TPAHCIJIAHTAIIUH JIETKUX, U 3a60JIeBaHPII>i, BbI3BAHHBIX HMH.

CDapMaLleBTI/I‘-IeCKaH KOMIIO3U WA AJA IPUMEHEHHNA 110 IIII. 1wunu 2, B KOTOpOﬁ

YKa3dHHOe JieTO4YHOoe 3a60JieBaHHE UJIH COCTOSIHUE npeacTaBadeT coboit
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obauTepupyUi 6poHxruoauT (BOS), Heo6513aTeIbHO BO3HUKAKIIAKN IIOC/Ie
OCTPBIX MU XPOHUYECKUX peaKIui OTTOpKEHHUS TPaHCIJIaHTaTa opraHa Mocie
TPaHCIJIAHTALMH JIETKUX WJIM TI0CJe TPAHCIJIaHTAllud TeMONO3THYEeCKUX

cTBOJIOBBIX KJ1eTOK (TT'CK).

dapmaleBTHYeCKasA KOMIIO3ULKSA [JIs1 IPUMeEHEHUs 110 JII0O0MY U3
Ipe/leCTBYIOLIMX IYHKTOB, B KOTOPOH YKa3aHHOe Jiero4Hoe 3aboJieBaHue WU
COCTOsSIHHE TIpe/iCTaBJisieT co60oi obinTepupyoiud 6ponxuoaut (BOS) 1 niau
poJiee TSHkeJou cTerneHy, B YacTHocTH, BOS 1 uau 1l creneny, B yactHocTH, BOS 1

CTEeII€HH.

(DapMaL[eBTI/I‘-IeCKaH KOMIIO3UI A AJid IpUMEHEHHA 110 }'IIOGOMy H3
MpeueCTBYIOIINX TYHKTOB AJA IPUMEHEeHUA IJid JIeHeHUA JIETOYHOr'o

3a60J1eBaHU S U COCTOSIHUS y cy6"be}<Ta.

dapmaneBTHYECKast KOMIIO3UIUS JIJIsI IPUMeHeHUsI 110 JII060My U3
npe/lieCcTBYIOLUMX IYHKTOB, B KOTOPOH YKa3aHHbIN UHTaJSII[MOHHbBIH
MMMYHOCYIIPECCUBHBINA MaKpOLMK/INYECKUI aKTHUBHBIM HHTpeIUEHT BbIOpaH U3

nukjaocnopuHa A (CsA) u TakposuMyca.

dapmaneBTHYECKass KOMIIO3UIMS JJIsl IPUMEHeHUs 110 II060OMy U3
Ipe/leCTBYIOLUIMX NYHKTOB, B KOTOPOH YKa3aHHbIN UHTaJSII[MOHHbBIH
MMMYHOCYIIPECCUBHBINA aKTUBHbBIM UHT peJIJUEeHT Npe/CTaBIsIeT COO0H

[UKJIOCTIOPUH A.

dapManeBTHYECKast KOMIIO3UIMS JJIsl IPUMEHeHUs 110 II60My U3
npeJLIeCTBYIOLUIMX NYHKTOB, B KOTOPOH yKa3aHHbIN UHTaJSII[MOHHbBIH
MMMYHOCYIIPECCUBHBINA aKTUBHbBIM HHTPeIUEeHT IPUCYTCTBYET B

JINIIOCOMAJIbHOU cosiro6unnsnpoBaHHoi ¢popme (L-CsA).

CDapMaI_[eBTI/I‘-IeCKaH KOMIIO3UIHUA AJA IPUMEHEHHNA T10 JII-O6OMy U3
IIpeamecTBYONUX ITYHKTOB, B KOTOpOﬁ YKa3daHHaA KOMIIO3UIUA IPEeACTABIAET

CO60H XUJKYI0 KOMIIO3UIMIO, COJleprKalllyto BOJAHbBIN XXUAKUNA HOCUTEb.
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KoMnosunnus /15 npuMeHeHHUs 110 1.9, B KOTOPOU YKa3aHHbIN BOAHBIN )KUJKUK
HOCHTEJIb IO CYyLI[eCTBY COCTOUT U3 COJIEBOT0 pacTBOpPA, NPeAIIOYTUTENBHO U3

COJIEBOT0 pacTBopa ¢ KoHIeHTpanuei 0,25% (macc./06.).

dapmaneBTHYeCcKass KOMIIO3UIMS JJIs1 IPUMeHeHus 110 IIO6OMy U3
npe/leCcTBYIOLIMX NYHKTOB, COZepKalliasi HUMMYHOCYIIpeCCHBHBIN
MaKpOLMK/INYeCKUI aKTUBHbBIM HHTPeIUeHT B KOHL[eHTPALUH B iUAlla30He OT

npuMepHo 1 mr/mu 1o npuMepHo 10 mr/muL.

dapmaneBTHYECKAs KOMIIO3UIHS IJIs1 TPUMEHEHUSI 10 JII060MY U3
Ipe/ILIeCTBYIOIIMX IyHKTOB, B KOTOPOU YKa3aHHas1 )KU/IKasl BOJHAsI KOMIIO3UIHUSI
CO/IEPKUT LIUKJIOCTIOPUH A B JINIIOCOMATbHOM COIIO6UIN3UpOBaHHOM popme (L-
CsA) B KOHI|€HTpALUU B iana3oHe OT IPUMEPHO 3 MI'/MJI J10 IPUMepHO 5

MT /M.

dapmManeBTHYeCKasi KOMIIO3UIUA JJIs1 IPUMeHeHus 110 11.12, B KOTOpoH
yKa3aHHasl )KU/iKasl BOJAHAsl KOMIIO3UIUS COJIEPKUT IIUKJIOCIIOPUH A B
JIMIIOCOMaJIbHOU coitobunn3npoBaHHoi ¢popme (L-CsA) B KOHIeHTpaI U B

JiianasoHe OT IpUMepHO 3,8 Mr/MJ1 10 IpUMepPHO 4,2 MT /M.

dapmManeBTHYECKass KOMIIO3UIMS JJIs1 IPUMEHeHUs 110 II06OMy U3
npe/UeCTBYIOLUIMX IYHKTOB, B KOTOPOH yKa3aHHYI0 BOJAHYIO KU/ KYIO
KOMIIO3UIIUIO, COJIePKallyI0 HHTaISAMOHHBIA UMMYHOCYTIPECCUBHbIH
MaKpOLMK/INYECKUH aKTUBHBIM HHTpPeIUEHT B JINIIOCOMAJIbHOM
COJIIOOMIN3UPOBAHHOHR PopMe, OJIyYaroT lepepacTBOpeHrneM JUOPUIN3aTa,
coJieprKalero UMMYHOCYTIIpeCCUBHBIN MaKpOLMKINYECKUH aKTUBHBIN

WHTPeIUEHT U CTPYKTYPBI, 06pa3yollye JUIOCOMBI.

dapmManeBTHYeCKass KOMIO3UIMS JJIs1 IPUMEHeHUs 110 IIO60My U3
npeJUeCTBYIOLIMX NYHKTOB, B KOTOPOH yKa3aHHasi KOMIIO3UIUSI COJLEPXKUT 10
MeHblIIel Mepe OJJUH Jlucaxapu/, BbIOpaHHBIN U3 I'PYIIILL, COCTOSIIER U3

Caxapo3kl, JIAKTO3bI U TPpErajao3bl, NPEeAINNOYTUTEJIBbHO CaXdpO3Hhl.

CDapMaLleBTI/I‘-IeCKaH KOMIIO3UIUA AJA IPUMEHEHUA 110 H.15, B KOTOpOﬁ

YKa3dHHadA KOMIIO3UIIUA COAEPHKUT I10 MeHbIIeH Mepe OAUH JUuCaxapun,
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BbIOpaHHBIN U3 IPYIIIBL, COCTOSAIIEN U3 CaXapo3bl, IAKTO3bI U TPerajiossbl,
npeJIoYTUTENbHO CaXapo3bl, B KOJIMYECTBE B lHaNla3oHe OT IPUMEPHO 5 /10
npuMepHo 15 Macc.%, npeANOYTUTENBHO B lUanla30He OT IPUMEPHO 7,5 10
npuMepHo 12,5 Macc.%, B nepecyeTe Ha 061IyI0 Maccy OJY4YeHHOH

$apmMalneBTHYeCKON KOMIIO3UIIUH.

dapmaneBTHYeCcKasi KOMIIO3UIUS IS IPUMeHeHUs 110 Jirobomy u3 . 14-16, B
KOTOpPOH yKasaHHbIe CTPYKTYpPhl, 06pasyroliye JUIIOCOMEI, COJepaT
JIBYXCJIOMHYI0 MeMOpaHy, [10Jly4YeHHYIO U3 BellleCcTBa, 06pa3yrollero MeMopany,

BbIOPAHHOTO U3 TpyIbl $ocHONUNIN/IOB.

dapmaleBTAYECKasA KOMIIO3ULUS [JIsl IPUMeEHEHUs 110 JitoboMy us . 14-17, B
KOTOPOM yKa3aHHble CTPYKTYphl, 06pasyollxe JUII0COMY, 10 MeHblIel Mepe

YaCTUYHO MPUCYTCTBYIOT B O/IHOCJI0HHON $popMe.

dapmaleBTHYECKasA KOMIIO3ULUS [JIs1 IPUMeEHEeHUs 110 JiloboMy u3 . 14-18, B
KOTOPOW YKa3aHHbIA UHTaNSALMOHHBIA UMMYHOCYTIPECCUBHBIN
MaKpOLUK/INYEeCKUN aKTUBHBINA UHTPEeJJUEHT 10 MeHbIIENH Mepe YaCTUYHO
BCTPOEH (MM BHEJIpeH) B IBYXCJAONHHYI0 MeMOpaHy B CTPYKTypax, 06pa3yroiux

JIMITOCOMBEI.

dapMalneBTHYECKasA KOMIIO3UIUS JJ1sI IPUMeEHEHHUS 110 Jirobomy us n. 14-19, B
KOTOPOW YKa3aHHbIA UHTaJALMOHHBIA UMMYHOCYTIPECCUBHBIN
MaKpOLMK/JIUYeCKUNA aKTUBHBIN UHTpeJUeHT, B YaCTHOCTH, CSA nnu L-CsA,
IpeuMyIlleCTBEHHO (HallpuMep, B KOJIMYeCTBe 10 MeHbllled Mepe IpUMEPHO
90% usu laxke 10 MeHbllled Mepe oT mpuMepHO 95% a0 npumepHo 97,5%)

BCTPOEH B JIBYXCJIOHHYI0 MeMOpaHy B CTPYKTypax, 06pasyoLyX JUIOCOMBI.

@®apmalneBTHYECKask KOMIIO3UIUS JJIsI IPUMEHEHUS 110 Jirob6omy u3 nm. 17-20, B
KOTOpPOH yKa3aHHOe BellleCcTBO, obpasylolllee MeMOpaHy, BEIOpaHHOE U3 IPyIIIbI

doconunuioB, npecTapiseT CO60M CMech HAaTypalbHBIX GpOCHONUNNA/OB.

@dapmaneBTHYECKask KOMIIO3UIUS JJIsI IPUMEHEHHUS 10 Jirobomy us nm. 17-21, B

KOTOPOH yKa3aHHOe BellecTBO, 06pasyloliiee MeMOpaHy, BRBIOpaHHOE U3 IPYIIIbI
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dochounuioB, npecTaBasieT CO60H JEIUTHUH, CoJleprKallluid 0CTaTKU

HEHAaCbIIIEHHbIX X KUPHBIX KUCJIOT.

@dapmaneBTHYeCKass KOMIIO3UIUS JJIsI IPUMeEHEHUS 110 Jirobomy us n. 17-22, B
KOTOpPOH yKa3aHHOe BelllecTBO, o6pasylolliee MeMOpaHy, BbIOpaHHOE U3 IPyIIIbI
doconunuoB, npecrapisieT COO0U JeIUTUH, BEIOpaHHBIA U3 IPYIIIIHI,
cocTosIlel U3 coeBOro JieliuTHHA, Lipoid S75, Lipoid S100, Phospholipon® G90,

100 nau cxoxkero JielidTHHA.

@dapManeBTHYeCKask KOMIIO3ULUS JJIsI IPUMeHeHUs 110 Jirobomy U3 . 14-23, B
KOTOPOH yKa3aHHas KOMIIO3ULIUS JONIOJHUTENbHO COAEPXKUT 110 MeHblllel Mepe
OJIHO Bell[eCTBO, [TOBhBIIIA0IIee pAaCTBOPUMOCTD, BEIOPaHHOE U3 I'PYIIIbI

HEHMOHOT€HHbIX TIOBEPXHOCTHO-aKTUBHLIX BEIIECTB.

CDapMaL[eBTI/I‘IeCKaH KOMIIO3UIUA AJid IpUMEHEHHA 110 n.24, B KOTOpOﬁ I1o
MeHbllIer Mepe OJHO YKa3aHHO€ HEMOHOT€HHO€ TIOBEPXHOCTHO-aKTUBHOE

BellleCTBO BbIOPAHO U3 TPYIIILI 10JUCOPOATOB.

dapmManeBTHYECKasi KOMIO3UIUS JJisl IPUMEHEeHUsI o I 24 uiu 25, B KOTOpoH
yKa3aHHOE BellleCTBO, IOBbIIIAIee paCTBOPUMOCTD, BbIOpaHHOE U3 I'PYIIbI
HEHOHOTeHHbIX IOBEPXHOCTHO-aKTUBHBIX BELIECTB, IPe/iCTaBJsieT cO601

noJsincopbat 80.

@dapMalneBTAYECKasA KOMIIO3UIUS JJIsI IPUMEHEHUS 110 JIlo6oMy U3 M. 24-26, B
KOTOPOH MaccoBOe OTHOIleHHe GpocPoNUINNAA K IONUCOPOATy COCTABJISIET OT
npuMepHo 15: 1 o npuMepHo 9 : 1, NpeiINOYTUTENBHO OT puMepHO 14 : 1 10

npuMepHo 12 : 1, HanpuMep, npumepHo 13 : 1.

dapMalneBTAYECKask KOMIIO3UIUS JJIsI IPUMEHEHUS 110 Jilo6omy U3 . 24-27, B
KOTOPOU MaccoBoe OTHOIlIeHHe (Bcex) pochonunuja(-oB) ¥ HEMOHOTEHHOTO( -
bIX) IOBEPXHOCTHO-aKTUBHOIO(-bIX) BellleCTBa(-CTB), C OJTHOM CTOPOHHI, K
VMHTaJISIIAOHHOMY HMMYHOCYIIPECCUBHOMY MaKpPOLUK/JINYEeCKOMY aKTUBHOMY
VHTPEeJUEHTY, B YaCTHOCTH, K [UKJIOCIIOpUHY A (CsA), ¢ Ipyroil CTOpOHH],
cocTaBJisieT OT mpuMepHo 5 : 1 o npumepHo 20 : 1, npeNOYTUTENBHO OT

npuMepHO 8 : 1 1o npuMepHo 12 : 1 u 6osiee npenodTUTENbHO IpuMepHoO 10 : 1.
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@dapmaneBTHYEeCKask KOMIIO3UIUS JJIsI IPUMEHEHHUS 110 Jirobomy u3 M. 24-28, B
KOTOPOH MaccoBOe OTHOIIeHHe Gpoconunna (JelfuTUHA) K HEHOHOTeHHOMY
IIOBEPXHOCTHO-aKTUBHOMY BellleCTBY U UHTaISIIUOHHOMY
MMMYHOCYIIpeCCUBHOMY MaKpOLUK/JINYeCKOMY aKTUBHOMY UHT'peIUE€HTY, B
4aCTHOCTH, K ukJIocnopuny A (CsA), coctaBisieT oT npuMepHo 15:1: 1,5 o

npumepHo 5: 0,3 : 0,5 u npeanoyTUTeNILHO IpUMepHO 9: 0,7 : 1.

q)apMaHEBTquCKaH KOMIIO3U WA AJA IPUMEHEHUA 110 }II'O6OMy U3
npeauecTByronux NyHKTOB, B KOTOpOﬁ YKa3aHHad KOMIIO3UI KA COAEPKUT OJHO

nJu 6oJiee JAOINOJTHUTE/JBbHBIX BCIIOMOTI'aTE€JIbHBIX BEIIIECTB.

(DapMaL[eBTI/I‘-IeCKaH KOMIIO3UIHA OJd IPUMEHEHHUA 110 n.30, B KOTOpOﬁ
YKa3aHHbI€ OJHO UJIH 6oJiee JAOIIOJTHHUTEJbHBIX BCIIOMOTI'aTEJIbHBIX BEILECTB

BbIOpaHbI U3 6ypepoB U XenaTooO pa3yoliX areHTOB.

dapmalneBTHYECKask KOMIIO3UIUS JIJIs1 IPUMEHeHUsI 110 JII060My U3
npe/leCcTBYIOLIMX IYHKTOB, B KOTOPOH yKa3aHHasi KOMIIO3UIUsI UMeeT GopMy
JICIIEPCHU C OCMOJISIPHOCTBIO B /ldana3oHe oT npuMepHo 430 o npumepHo 550

MOCMOJIb /KT.

dapmManeBTHYECKass KOMIIO3UIMS JJIs1 IPUMEHeHUs 110 II06OMy U3
Ipe/LeCTBYIOLUIMX NYHKTOB, B KOTOPOH yKa3aHHasi KOMIIO3UIUs UMeeT GopMy
JYcriepcri ¢ ko3¢ unuenToM noauaucnepcHoctu (Pl), uamepeHHbIM yTeM
$OTOHHOU KOppeNSAUOHHON CIEKTPOCKOINNH, COCTABJISIIOIIUM BILJIOTH [0

npumepto 0,50.

dapMalneBTAYECKasE KOMIIO3UIUS JJISI IPUMEHEHUS 110 NI 32 MU 33, B KOTOPOU

YKa3aHHada JUCIIepCUAd IO CYIIEeCTBY He COAECPXKUT BUJAHUMEIC YaCTUI B,

@dapmaneBTHYECKask KOMIIO3UIUS JJIsI IPUMEHEHHUS 110 Jilob6omy u3 . 32-34, B
KOTOPOH yKa3aHHasl JUCIIePCUS COLEPXUT JIMIIOCOMBI C Z-CpeIHUM IHaMeTpOM,
M3MepeHHBbIM IyTeM GOTOHHON KOppeNsAlluOHHOM CIIEKTPOCKOIIUY, B JUAlla30He

oT npuMepHo 40 g0 npuMepHo 100 HM.
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dapmaneBTHYECKast KOMIIO3UILUS [JIs1 IPUMEHEHUs 110 IIDO6OMy U3
Ipe/lIecTBYIOLIMX NYHKTOB, B KOTOPOH yKa3aHHasl BBINOJHEHHaAs C
BO3MOXKHOCTBIO BUOpanuu Mmem6pana (110) pasgessiet pesepByap (103) pns

TeKy4el cpe/ibl U kaMepy (105).

dapmaneBTHYeCKast KOMIIO3UILUS [J1s1 IPUMEHeHUs 110 II0O60My U3
Ipe/lIecTBYIOLIMX NYHKTOB, B KOTOPOH yKa3aHHasl BBINOJHEHHas C
BO3MOXHOCTBIO BUOpanuu Mmem6pana (110) nMeeT BeINyKJIyI0 GopMy,
M30THYTYIO [10 HallpaBJIEHHUIO K TOH CTOpOHe MeMOpaHbI, Yepe3 KOTOPYIO

BbICBO60)K,[[aEBTCH d3p030Jib.

dapmarneBTHYECKAsi KOMIIO3UIUS JIJIsI IPUMEHEeHMsI 10 JII060My U3
Ipe/leCcTBYIOIIMX IYHKTOB, B KOTOPOH yKa3aHHas BBIIOJHEHHas €
BO3MOXHOCTbI0 BUbGpanuu Mem6pana (110) cogepxxut ot npumepHo 100 go

npuMepHo 400 oTBepCTUH Ha MM2,

dapmarneBTHYECKast KOMIIO3UILUS JIJIsl IPUMEHeHUsI 110 II6OMy U3
Ipe/lIeCcTBYIOLUIMX NYHKTOB, B KOTOPOH yKa3aHHOe MHO)XECTBO OTBEPCTUH
BBINTOJIHEHHOU € BO3MOXKHOCThI0 BUOpanuu Mmemo6pansl (110) umerot popmy
KOHY(Ca, CY>Kaloll[erocsl 10 HallpaBJeHHUI0 K CTOPOHEe BbIIIOJIHEHHOU ¢
BO3MOXXHOCTbIO BUOpalui MeMOpaHbl, Yepe3 KOTOPYI0 BEICBOOOXKAAeTCs

d3p030Jib.

PapmaneBTHYeCKasA KOMIIO3ULUSA [JIs1 IPUMeEHEHUS 110 JII0O0My U3
Ipe/lleCTBYIOIIHX IYHKTOB, B KOTOPOM YKa3aHHbIe OTBEPCTHS B BBIIIOJHEHHON
C BO3MOXXHOCThIO BUOpanuu memo6pase (110) uMeroT AuamMmeTp Ha BBIXO/ie
BIJIOTB /10 4,0 MKM IIpU U3MepEeHUH NyTeM CKaHUPYIOL el 3JIeKTPOHHOMI

Mukpockonuu (CIM).

PapmaneBTHYeCKasA KOMIIO3UIUA [J1s1 IPUMEeHEeHUS 110 JII0O0My U3
NpeAlIeCTBYOIINX YHKTOB, B KOTOPOU yKa3aHHbIA reHepaTop (101) asposons
COJlep>KUT Nbe303JIeKTPUYECKUN 3/1eMeHT (TaKOH KaK [1be303JIeKTpUIeCKU I

KpUCTaJIJ B KauecTBe reHepaTopa BUOpaLuu).
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dapmaneBTHYECKast KOMIIO3UILUS [JIs1 IPUMEHEHUs 110 IIDO6OMy U3
Ipe/lIeCTBYIOLIMX NYHKTOB, B KOTOPOH yKa3aHHbIN UHIa/ISIIIMOHHbBINA
MMMYHOCYIIpeCCUBHBIN MaKpOLMK/INYECKUN aKTUBHBIA HHTPEeIUEHT
JIOCTaBJIsIeTCs B JIeTKUe (UJIM JIeTKOe) cyO'beKTa B KOJIMYeCTBe (JlocTaBJisieMast
n03a, /1/1) no Mmenbliueii Mmepe 70%, 60Jiee KOHKpPeTHO, B KOJIMYeCTBE B IMAlla30He

oT nnpuMepHO 70% 1o npuMepHO 80% OT KOJIMYeCTBa, BBOJUMOIO CYO'LEKTY.

dapmarneBTHYeCKasA KOMIIO3UIUA [J1s1 IPUMEeHeHU 110 JII0O0My U3
NpeJlLeCTBYIOLMX IYHKTOB, B KOTOPOH YKa3aHHbINA UHT a/IALLMOHHBIN
MMMYHOCYIIpeCCHUBHBIA MaKPOLMK/INYECKUHA aKTUBHBIN UHI'peJUEeHT BBOJAT
cy0'beKTy npu o611eii npousBoauTeabHocTH (TOR) no mensbieit mepe 200

Mr /MHUH, 60J1ee KOHKPeTHO, IPYU 0011lei IpOU3BOJUTEJbHOCTH B IMAlla30He OT

npumepHo 200 g0 npuMepHo 250 Mr/MUH.

dapmaneBTHYeCKask KOMIIO3UIUA JJ1s1 IPUMeHEeHUS 110 JII060My U3
Npe/lleCTBYIOLIHX IYHKTOB, B KOTOPOH KOJIMYECTBO yKa3aHHOT O
HMHTaJISIIIAOHHOT'0 HMMYHOCYTIPECCUBHOTO MAaKpPOI[UK/JINYECKOTO aKTUBHOT'O
VHTpeIMeHTa, BbI/IbIXaeMOro Cy0O'beKTOM, COCTaBJISIET BIIOTh 10 10%, 6oJ1ee
KOHKpPETHO, OT IpuMepHO 4% /10 npuMepHO 8% 0T 0611[ero KoJu4ecTBa

dKTHUBHOT'O MHT'pe/JueHTa, BBOJUMOI'O CY6'beKTy.

dapMarneBTHYECKast KOMIIO3UILUS JJIs1 IPUMEHEeHUs 110 II60My U3
Ipe/lIeCcTBYIOLIMX NYHKTOB, B KOTOPOH yKa3aHHbIH a3p030Jib, KOTOPBIM BBOAST
nalnyeHTy, COAEPKUT KalleJIbKY, U o MeHblel Mepe 50%, 60J1ee KOHKPETHO, OT
npuMepHo 60% o0 npuMepHo 95% wiy, 60J1ee KOHKPETHO, OT puMepHo 70%
Ji0 npuMepHO 90% OT 0611ero yrciia KanejaeK UMelT JUaMeTp BIVIOTh 10 5 MKM
(npu U3MepeHUH NyTeM Jla3epHOU AU paKIUK UM Ha MHOTOCTYyII€HYaTOM
KaCKa/IHOM MMIIaKTOpE, TAKOM KaK ONKMCAHO BhIlEe) IPU U3MEpPEeHUHN BOJHOH

KOMIIO3UIUH, coiep:kalieid L-CsA B KOHIleHTpaluu 4 Mr /M.

dapManeBTHYECKast KOMIIO3UILUS JJIsl IPUMEHEHUs 110 IIDO60My U3
NpeJlIeCTBYIOLIMX NYHKTOB, B KOTOpPo# 1 Mu1 ¢papMaleBTHYECKOH KOMIIO3ULIUH,

coieprKalliell MHraAsMOHHbIM HIMMYHOCYTIPECCUBHBIM MaKpOIUKINYeCKUN
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aKTHUBHBIM HHTPeJIMeHT, IpeBpallleH B a3p030Jib (paclblieH) B TeYeHHE TepUO/a

BpeMeHH BIJIOTb /10 IPUMEPHO 5 MUHYT.

CDapMaI_[eBTI/I‘-IeCKaH KOMIIO3UIHUA AJA IPpUMEHEHUA 110 JI}O6OMy U3

Ipe/lIeCTBYIOLIMX NYHKTOB, B KOTOPOH yKa3aHHbIA MyHJIITYK (40) cofepKUT:

kopnyc (46), 3ajarouii kaHas (47) JJisl TeKy4del cpe/ibl OT BXOJHOIO
oTBepcTHs (41), BHIOJHEHHOIO C BO3MOXXHOCTBIO COe/IMHEeHUs ¢ Heby/1alizepoM
(100), no otBepcTHA (42) [/l UHTANSLUY, [TOJJIeXKALLero pa3MelleHNsI BO pTy

[moJb3oBaTed; U

¢unbtp (30), cogeprkaiuii ocHoBaHue (31) ¢puabTpa, coobliarlieecs Mo
TeKy4el cpejie c KaHasioM (47) AJis TeKy4del cpe/ibl, BEpXHIOIO 4acTh (33)
$uIbTpa, COEIMHEHHYIO C BO3MOXXHOCTBIO OT/leJIeHHUsI C OCHOBaHUEM QUJIBTPa, U
¢unbTpyroui MaTepual (32), obeciedeHHbIA MeX/ly OCHOBaHUeM QU/IbTpa U
BepxHel 4acTbio QUIAbTPA, IJle BepXHSs 4acTb QUIbTpPA UMeeT OTBepcTHe (36)
JUISI BBIJI0XA, 000py/IOBAaHHOE O/THOCTOPOHHUM KJarnaHoM (39),
o6GecreYnBalOLIUM BhIBe/leHUE TEeKydel cpe/ibl U3 KaHasla JIJisl TeKy4del cpe/ibl
4yepe3 GUABTPYIOLINI MaTepHal Hapy»Ky OT MyHAILITyKa IPH BbIJ0Xe MallUeHTa

qepe3 OTBepCTHe OJd NHTaJdAIINHA;

I/le KOpIyc U OCHOBaHUE GUIbTpa PeICTaBISIIOT CO60H

WHTEerpUpOBaHHbIM Hepa3beMHBIH 6JI0K.

dapManeBTHYECKast KOMIIO3UILUS JJIs1 IPUMEHEHUs 110 II060My U3
Ipe/lIecTBYIOLIMX NYHKTOB, B KOTOpo# reHepaTop (101) aspososisi, kamepa
(105) u mynTyK (40) pacnoJsioXkeHbl B yKa3aHHOM MOPsIIKE BJIOJIb

MPO/IOJILHOTO HanpaByeHUs Hebyaizepa (100).

PapmaneBTHYeCKasA KOMIIO3UIUA [J1s1 IPUMeHEeHU 110 JII0O0My U3
NpeAlIeCTBYOIIMX IyHKTOB, B KOTOPOU yKa3aHHBINA pe3epByap (103) ass
TeKy4del cpe/ibl /M NIepexXOJHUK U KaMepa (110) pacrioioxkeHbl B yKa3aHHOM

nopsi/iKe B/l0JIb IPO/I0JIbHOT O HalpaBJieHUs HebyJiaizepa (100).
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dapmaneBTHYECKast KOMIIO3UILUS [JIs1 IPUMEHEHUs 110 IIDO6OMy U3
Ipe/lIeCTBYIOLIMX NYHKTOB, B KOTOPOH yKa3aHHas kaMepa (105) umeeT guHy
(Lc) BLOIb TPO/OJIBHOTO HaNlpaBJ/ieHUsl Hebyal3epa, COCTaBAANILYIO OT 20 MM

Jlo 100 MM, B yacTHoCTH, oT 50 MM 10 100 MMm.

dapmaneBTHYeCKast KOMIIO3UILUS [J1s1 IPUMEHeHUs 110 II0O60My U3
npe/lIecTBYIOLIMX NYHKTOB, B KOTOPOH yKa3aHHas kaMepa (105) copepxuT
BHYTPEHHIOIO [10JIOCTb C 06'b€MOM B JIMalla30He OT IPUMEpPHO 75 10 IPUMepPHO

125 M.

dapManeBTHYeCKast KOMIIO3UIUSA JJIs1 IPUMeHeHUs 10 JII0O6OMy U3
IpeAlleCcTBYIOLINX IYHKTOB, B KOTOPOH yKa3aHHas kaMepa (105) o6opyoBaHa
OTBepCTHEM /ISl OKpY»Kamlero Bosayxa (113) c 0oAHOCTOPOHHUM KJIallaHOM
(114), KOoTOpbIH MO3BOJISIET OCTYNATh OKPYKAKILEMY BO3/1yXy U3BHE
Heb6ys1ai3epa (100) B kamepy (105) npu BAoxe cy6beKTa yepe3 oTBepcThe (42)

JUISl MHTasIMU MyHAIITyKa (40).

dapMarneBTHY€ECKasi KOMIIO3UILUS JJIsl IPUMEHeHUs 10 ito6oMy U3 nil. 47-52, B
KOTOpPOU yKa3aHHbIM UHTErpUPOBaHHBIA Hepa3'beMHBIN 0JI0K, COCTOSILIAMN U3
kopnyca (46) u ocHoBaHu4 (31) uabTpa, pecTaBsieT cOO0U
MHTEerpUpOBaHHbIN Hepa3'beMHbIH OJI0K, ABASAIIUNACS [eTalblo, OTIUTOU MO/

JaBJIEHHUEM.

dapMarneBTHYECKasi KOMIIO3UILUS JJIsl IPUMEHeHUs 10 itob6oMy U3 ni. 47-53, B
KOTOpoH pacctosinue (D) mexy ocHoBaHueM (31) ¢unbTpa u oTBepcTHEM (42)
JUIs1 UHTaNAUK MyHA Ty Ka (40), ec/id cMOTpeTh COOKY, COCTaBJSIET 110
MeHbllle Mepe 30 MM, IpeINOYTHUTENBHO 110 MeHbllled Mepe 35 MM, HO He 6oJiee

50 MM, peiTOYTHUTENBHO He 6oJsiee 40 MM.

dapManeBTHYECKasi KOMIIO3UILUS JJIsl IPUMEHeHUs 10 ilob6oMy U3 nil. 47-54, B
KOTOpOU MakcuMasibHas BeicoTa (H) mynamTyka (40), ecii cMOTpPeTh COOKY,

cocTaBJisieT He 6osiee 90 MM, IpeIOYTUTENBHO He 6oJiee 85 MM.

dapManeBTHYECKas KOMIIO3ULLUS JJIsI IPUMeEHeHUs 10 Jilob6oMy U3 ni. 47-55, B

KOTOpOH yKa3aHHOe yiep>kuBaroliiee pebpo (45) mynaityka (40), koTopoe
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pa3sMelaeTcs 3a 3y6aMHu [10JIb30BaTe 5], 06eclieueHo Ha BepXHEH CTOPOHE
Kopmyca (46) u/uin Ha HUXKHEN CTOpOHe KopIiyca (46) psijoM C OTBEPCTHEM

(42) pst UHr A UK.

dapManeBTHYeCKasi KOMIIO3ULLUS JJIsl IPUMEHeHUs 10 Jilo6oMy U3 1. 47-56, B
KOTOpOH nepeaHsisi KpoMka (51) kopnyca (46) BoKpyr oTBepcTus (42) ass

WHTa/SI MUY U30THYTA, €CJIM CMOTPeTh CBEPXY U/UJIH COOKY.

dapManeBTHYeCKasi KOMIIO3ULUS JJIs1 IpUMeHeHUs 110 Jilo6oMy U3 L. 47-57, B
KOTOpOM yKa3aHHOe BXO/JHOe oTBepcTHe (41) uMeeT popMy KOHYCa,
COoeJMHSIeMOT0 II0Cpe/iCTBOM IIpeCcCOBOU Moca/iKU € BrICTyIoM (106)

HebyJiaiizepa (100).

dapmarneBTHYECKAsI KOMIIO3UI U [IJIS1 IpUMeHeHUsI 1o Jito6oMy u3 ni. 47-58, B
KOTOpOM yKasaHHOe oTBepcTHe (42) /151 UHTaISLUU UMeeT OBaJbHYI0 GpopMy,
ecJIU CMOTpeTb Cliepeiy, IpuYeM oBaJbHasi popMa UMeeT MaJlylo OCb U
60JIbIIYI0 OCh, TJle OCHOBaHHUe (31) duabTpa BEIXOAUT U3 KopIyca (46) no

HallpaBJ€HHUIO BA0Jb MaJIo# OCH.

Croco6 IIpeaoTBpalleHuA U JIeHeHHUA JIETOYHOTI'0 3a00J/1eBaHUSA UJIH
COCTOAHUAY CY6'beKTa, BKJIIO‘{aIOLL[I/Iﬁ CTagWI0 BBeI€HUA UHTaJIAIMOHHOT O
HMMYHOCYIIPECCUBHOTI'O MaKPOIUK/INYE€CKOT'0 aKTUBHOT'O UHI'peJJMeHTa
YKa3aHHOMY Cy6'beKTy IIyTEeM UHTaJAOHWH B BU/Ji€ a3P030JId, CoZieprKallero

HMMyHOCpreCCHBHbIﬁ MaKpOL[I/IKJII/ILIeCKI/Iﬁ aKTUBHBIN HHTPpEUEHT,

rame aspo30Jib Bpra6aTbIBaeTCH paclbllIeHHEM Cl)apMaueBTquCKOﬁ

KOMIIO3UI[UU C IpUMeHeHneM HebyJaizepa (100), comepxaliero:
a) reHeparop (101) aspo3oJis, cofeprKalUn:

- pe3epByap (103) s TeKy4del cpe/ibl WU NTEPEXOJHUK,
Ipe/JiHa3HaYeHHBIN JJ151 COe/JUHEeHHs pe3epByapa A5 TeKy4del cpe/ibl,

51
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- BBINOJIHEHHYIO C BO3MOXHOCTBIO BUbpanuu MmeMmbpany (110),
MMEILIYI0 MHOXEeCTBO OTBEPCTUH, IpeJHa3HAaYeHHbIX /15
NI0JIy4YeHU s a3p030JIsl, COZleprKalLero KaleJbKH, UMelolie MacCOBBIN
Me[lMaHHbIA aspornHamudeckuit fuametp (MMA/) BIioTs 0
npuMepHO 4,0 MKM IIpU U3MepeHUH C uclob3oBanueM 0,9%

(macc./06.) BogHOr 0 pacTBOpa XJI0pH/ia HaTpUs;

b) kamepy (105) aJ1s1 BpeMeHHOT O pa3MellleHHsI a3p030.Jis,
BbIpabaTbIBaeMOro B reHepaTope a3po30Jisl, UMe0IIy0 BHYTPEHHIOI0

[0JIOCTb 06'beMOM B iMana3oHe oT npuMepHo 50 g0 npuMepHo 150 Mmi; u

c) MyHAWTYK (40) fJs1 4OCTABKU CyO'bEKTY a3p030Jis], 10JjlaBaeMoro
HebyJ1aiizepoM 100, npu aToM MyHAIITYK (40) umeeT ¢uaptp (30)

BbIJ[0Xa.
Croco6 1o .60, J0NOJHUTENbHO BKAWYAKIIWK CTa U0

- obecneyeHus papMaleBTUYECKON KOMIIO3UIUH, COJleprKalien
MHTaJISIIIAOHHBIA UMMYHOCYTIPECCUBHBIA MaKPOIMK/JINYeCKUH aKTUBHBIN

HWHTPpEeJHUEHT, B BU/i€e BOAHOI'O XXUJKOI'O pacTBOpa.

HpI/IMeHeHI/Ie HHTaJAIUOHHOI'0O HMMMYHOCYIIPECCUBHOI'O MAKPOIHUK/INYECKOT O
dKTHUBHOT'O UHTpeJuEeHTa OJid [TOJIYy4YeHUA Q)apMaueBTH‘{eCKOﬁ KOMIIO3UI UK AJA
IIpeaoTBpalieHud HJIW JiedeHHUd JIErO4YHOro 3a00J/ieBaHUsI WU COCTOSIHUS y
CY6'beKTa I[IyTeM HHTaJdA0uHu, rje (l)apMaL[eBTquCKyIO KOMIIO3UIIUIO BBOJAAT

Cy6'beKTy I[IyTEeM UHTaJAIONN B BUJI€ a3P030JI4,

rae ¢$apManeBTUYeCKYyl0 KOMIIO3WLUIO BBOJSAT CyOBEKTy MyTeM

WHTaJAOWH B BUJl€ a3p030Jid, U

rame aspo30Jib Bpra6aTbIBaeTCH pacliblJieHueEM Cl)apMaL[eBTquCKOﬁ

KOMIIO3UI[UH C IpUMeHeHneM Hebyuaizepa (100), comepaxaliero:

a) reHeparop (101) aspo3soJis, cofeprKalnun:
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- pe3epByap (103) g5 TeKy4el cpeibl AJisl XpaHEHUS
dapmMaLeBTUYeCKOH KOMIIO3UILUHU UJIH [TepeX0HUK,
Ipe/JHa3HaYeHHBIN [J151 COeJUHEeHUs pe3epByapa A5 TeKy4del cpe/ibl,

51

— BBINOJIHEHHYIO C BO3MOXHOCTBIO BUbpanuu MmeMmbpany (110),
MMEIOLIYI0 MHOXECTBO OTBEPCTUH, IpeJHa3HaYeHHbIX /15
[I0JIy4YeHU s a3p030Jis, COZleprKalllero KaleJbKH, UMelolie MacCOBBIN
Me/IJMaHHbIA aspoJruHamMmudeckuil fuametp (MMA/) Br1oTs 10
npuMepHoO 4,0 MKM [IpY U3MepeHUH ¢ ucnosib3oBaHueM 0,9%

(Macc./06.) BOAHOTO pacTBOpa XJOpH/ia HaTPUS;

b) kamepy (105) /i1 BpeMeHHOT 0 pa3MelleHHsI a3p030Jis,
BblpabaThiBaeMoro B reHepartope (101) aspo30.is, UMeEIOILY IO
BHYTPEHHIOIO I0JIOCTh 06'beMOM B JlHana3oHe OT IpuMepHo 50 10

npuMepHo 150 mui; 1

c) MyHAWTYK (40) AJs1 4OCTaBKHU CyO'bEKTY a3p030Jis, I0JaBaeMOTo
HeOysarzepom (100), npu sToM MyHAIITYK (40) umeer ¢uabtp (30)

BbIJ0X4d.

63. Habop, cogepxanuii

cl)apMaueBTquCKy}o KOMITIO3UIIHIO, COAEPHKAIIYIO HHFaJIHL[HOHHbIﬁ
HMMyHocpreCCHBHbIﬁ MaKpOL[I/IKJII/ILIECKI/Iﬁ aKTUBHBIN UHTpEeJHUEHT, IJd
I[IpUMEHEHNA OJd IIpeJOTBpallleHUA UJIHU JIeHEHUA JIETO9YHOTI'O 3a00J1eBaHUs

WJIM COCTOSIHUSA y CYO'beKTa; U
HeOyuarizep (100), cogeprkalinii:
a) reHeparop (101) asposous, cofepKallni:

- pesepByap (103) s TeKydel cpe/ibl I/ XpaHEHU S

Cl)apMaueBTquCKOﬁ KOMIIO3HMIINH UJIU IIEPEXONHUK,
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npe/iHa3HAYEeHHBIH JIJIS1 COeJUHEHNUS pe3epByapa /sl TeKy4del cpefibl,

51

- BBINOJHEHHYO C BO3MOXHOCTBIO BUbpanuu MmeMbpany (110),
MMEIOLIYI0 MHOXEeCTBO OTBEPCTUH, IpeJHa3HaYeHHbIX /15
[I0JIy4YeHU s a3p 030151, COZleprKallero KaleJbKH, UMeIolie MacCOBBIN
MeJlJMaHHbIA asporuHamMmudeckuil fuamertp (MMA/]) BI1oTs 10
npuMepHO 4,0 MKM NIIpU U3MepeHUHU C ucrob3oBanueM 0,9%

(Macc./06.) BogHOr 0 pacTBOpa XJI0pU/ia HaTpUs;

b) kamepy (105) ji/is1 BpeMeHHOT 0 pa3MelleHHsI a3p030Jis,
BbIpabaTbiBaeMoro B reHepaTope (101) aspo30.is, UMeLIYI0
BHYTPEHHIOIO I0JIOCTb 06'beMOM B JlHana3oHe OT IpuMepHo 50 [0

npuMepHo 150 mu; u

c) MyHAWTYK (40) /1 1O0CTaBKU CyO'bEKTY a3p030.Jis, [10/JaBaeMOTr0
HeOysarzepom (100), npu sToM MyHAIITYK (40) umeer ¢uabtp (30)

BbIJ0X4d.

Ha6op no .63, B KOTOpoM yKa3aHHasl ¢papMaleBTUYecKasi KOMIIO3UI 1S,
cojieprKaliasi MHTaISIIMOHHBIA UMMYHOCYIpeCCUBHBIN MaKpOIUKINYECKU I
aKTUBHBIM UHTpeJIUEHT, A1 IpUMeHeH s AJ1s1 IpeJOTBpalleHUsl UJIH JleUeHUsT
JIero4Horo 3a6oJieBaHUS UM COCTOSIHUSA y CyO'beKTa, obecrieyeHa B BU/Jle

npeABapUTEIbHO MOJYYeHHOH )XUAKOU BOAHONW KOMIIO3UI[UH.

Ha6op no n.64, B KOTOpoM yKa3aHHasi ¢papMaleBTUYeCKasi KOMIIO3UIIHS,
cojJieprKaliiasi UHTaISIMOHHBIA KMMYHOCYIIPECCUBHBINA MaKpOIUK/JINYECKUN
aKTUBHBIA UHTpPEeJIUEHT, [JI1S1 IpUMeHeHHUs JJisl IpefOoTBpallleHU S WU JIeYeHU S
JIETOYHOT 0 3a60JIeBaHUS UJIN COCTOSIHUSA Y CyO'beKTa, oOecliedyeHa B BU/IE
JnoPUIN3aTa, COAEPNAILET 0 UHTAISIUOHHBIA UMMYHOCYTIPECCUBHBIN
MaKpOLUK/INYECKUH aKTUBHBIA UHTPeJUeHT U CTePUJIbHBIN XKUJAKUH BOJHBINA
HOCUTEJIb ISl lepepacTBOpeHUs  InodUIn3aTa AJis OJTYYeHU S )KUJKOU

dapManeBTHYECKON KOMIIO3UIIUH.
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HOCJIe,CLYI'OLL[I/Ie IIpUMeEPEI CIYXAT OJ4 WIJHOCTpAalluHu H306peTeHI/IH,' TEeM He

MeHee, cjeqyeT IOHUMAaTb, YTO OHH He O'PaHHUYUBAIOT 00 beM I/I306peTeHI/IH:

[IPUMEPBLI:

Ilpumep 1:

1.1 Crapgusda 1: [lonyyeHHe IMITIOCOMAZIBHOTO PAacTBOPA LIUK/I0OCIIOpHUHA A:

1.1.1 Hamousnsaau npuMepHo 70% cocypa 4 noaydenus (~104 1) Bogon Ajs
UHbeKIMHU. /lerasupoBasy, HarHeTas ra3o006pasHbli a30T, U HarpeBasIu BIJIOTH /10
TeMmnepaTyphbl oT 40 0 45°C. lo6apssin 18,0 kr caxapossl, 450,0 furuapara
purugpodocdara Hatpus, 612,0 r fekarugpara rujpodpocdarta fuHaTpusi U 36,0 r
3/leTaTa HaTpusl U J/Isi IPOMBIBKU HCI0Jb30Ba/IX NpuMepHO 5% (8,0 J1) BoibI [
UHBbeKI M. [lepeMelnnBany cMecCh 10 OJYyYEeHHUs IPO3PavyHOro Ha BU/JL pacTBopa.
Oxnaxanu pactBop o 20-25°C u gobapisin 6480,0 r coeBoro senutuHa S100 (Lipoid
S100) u nepeMelIMBaIU 10 IOJy4eHUsI OJHOPOJHOU JUCIIEPCUU. 3aTeM JJ00aBJIsSLINA
504,0 r mosucop6aTta 80 HP (Tween 80) npu 0CTOPOXKHOM IepeMellIMBaHUH, He
JloIycKasi 06pa30BaHUsA NIeHbI, U IPOMbIBA/IM KOHTEHHED, B KOTOPOM XpPaHUJICS
nosincop6at, npuMmepHo 100 mu1 Bojibl 11 MH'BeKIMU. [locsie aToro gobasasiau 720,0
IUMKJIocoprHa A ¥ npuMepHo 5% (8 J1) BoAbI JI/1s1 UHBEKIUHU U lepeMelInBaIi CMeCh

Jl1o 06pa3oBaHM sl OJJHOPOJHOM TUCIIEpCUH.

1.1.2 3aTeM oxJaXx/a/y MOJYyUYeHHYI0 JUCIIEPCUIO 10 TeMIlepaTyphbl oT 5 0 10°C u
roMOreHHU3UpOBaH o/, BbICOKUM AaByieHreM 100 6ap (10 MIla, mepBas cragus) u
1000 6ap (100 MIla, BTOpas craaus), COOTBETCTBEHHO, B TOMOr €eHU3aTOPe BBICOKOTO
JaBaeHus GEA. [Iponenypy roMmoreHusanuu BEICOKOTO [JaBJeHUs] IPOBOJUIN 9 pas

(UKJIOB).

1.1.3 3aTeM ¢UIbTPOBAIHN OJYYEHHYIO TOMOT€HU3UPOBAHHYIO CyCIIEH3UIO Yepes
$UABTp /151 CHU>KEHHUs1 OMOHArpy3KH ¢ pasMepoM nop 0,2 MKM, KaK MUHUMYM, OJIUH

pa3 U lNIepeHoCUuJIn B 6ak A HaHOJIHeHPIH/XpaHeHHH.

1.2  Crapgusa 2: AcenTrdecKkoe HallOJIHEHU e, TMOPUIA3ALMS U YITaKOBKA
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1.2.1 Crepunn3oBa/y CTeKJISIHHbIE IPOOHUPKU C 06'beMOM HanosiHeHUs 10 M1 B
CTepUJIM3aLMOHHOM TYHHeJIe C TOPSIYUM BO3/YXOM, OXJIXK/JA/IU U HAIIOJIHSIN
aJMKBOTaMH o 1,35 M1 (J03MpoOBKa 5 MT') IUCIIepCUH, TI0JyYeHHOH COTJIacHO CTaiuH 1,
KaK OIMCAaHO BBIILIe, TOC/Ie aCelITUYeCKON CTepU/IM3alluU C IPpUMeHeHHueM 2
CTepUJIbHBIX QUABTPOB ¢ pa3aMepoM nop 0,2 MKM, yCTAaHOBJIEHHBIX MeX/y 6akoM [/
HallOJIHEeHUs /XpaHeHHs U UTJIaMHU /IJIs1 HalloJIHeHUs. 3aTeM NIpOOUPKHU HEIlJIOTHO
3aKpbIBa/IU CTEPUIN30BAHHBIMU IPOOKAMU 151 TMOPU/IU3ALUHU U [TIOMellaIu B
anodunnsarop, T.e. GEA Lyovac FCM, u inodunrsupoBaiy B COOTBETCTBUH C 72-

YaCOBBIM IIMKJ/IOM JII/IOCl)I/IJII/IBaI_II/II/I.

1.2.2 Tlocse 3aBepiieHUs JHOPUIN3ALUN IPOOUPKH aBTOMAaTU4eCKH IIJIOTHO
3aKpbIBA/JIMCh B KaMepe JHOoPUIM3aL UK. 3abupa/id NpOoOUPKU U 3aKpbIBaIU
KoJIIIayKaMHU C OTpBIBHOW Hak/IaA koM. Kaxkjas npobupka cojiepxkasa npuMmepHo 190 mr
IIpaKTU4YeCcKH 6es10ro 0JHOPOAHOr 0 IOPUCTOr0 0CaiKa JMoPUIN3aTa, CoepKallero

5 Mr IMKJIOCTIOpHHA A B INIIOCOMa/IbHOH CO/MIO6UIN3UPOBaHHON popMe ¢
MaKCHUMaJIbHbIM COJiep>KaHUEeM OCTaTOYHOM Bjaru 2% (Macc./mMacc.) 1 CpOKOM

XpaHeHHUs 3 roja.

1.2.3 CocTaB J1M0$UIU3UPOBAHHOTO JIEKaPCTBEHHOI0 NPOAYKTA, OJYYEHHOI 0, KaK

OIIMCaHO BhbINIE, IIPUBE/I€H HUXKE B Ta6JII/IL[e 1:

Ta6auna 1:

UHrpeaueHT Kosin4yecTBO Ha KoauuecTro, %
CTaHJAPTHYIO J03Y (macc./macc.)

[uksocnopuH A 5wMr 2,69
[Tonucop6at 80 3,5 mMr 1,88
Lipoid S100 45 mr 24,18
Caxaposa 125 mr 67,16
Jurupapat gpuruapodocdara 3125 mr 168
HaTpus
Jonekarngpat rupodpocdara 4,25 mr 228
JUHATpUS
Jlurugpat spetata fuHatpust  |0,25 mr 0,13
Bcero 186,125 mr 100,00
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[Ipumep 2: [lepepacTBopeHUe INOPUIN3UPOBAHHOW KOMIIO3UILIMHY, COZlEprKALLlEH
[IMKJIOCIIOPHH A, [I51 [T0JIly4eHU A KOJIJIOUJHOT'O pacTBOpa JIMII0COMaIbHOI 0

COJII-O6I/IJII/I3I/IpOBaHHOFO MUKJ/JIOCIIOpHUHA A [JId pacCliblVIEeHUA 1 UHTaJA0 A

2.1  Jlnanosny4eHus KOJJIOUAHOTO pacTBoOpa, cofepxaiero 10 Mr IMIocoManabHOIO
COJIIOOMUIM3UPOBAHHOTO [IUKJIOCIOPHUHA A, pacTBOPSIN 372,3 MI a/IMKBOTY 0Ca/iKa
JModUIM3aTa, TAKOTO KaK M0Jy4eHOo Bhllle COrJlacHo puMepy 1, B 2,65 M
CTEepUJIBHOTO BOJIHOTO pacTBOpa XJIOpU/ia HaTpUs ¢ KoHLleHTpanuei 0,25% (macc./06.)
C IoJIy4YeHHueM MOJIOYHO-6€JI0r0 BOAHOI'0 pacTBOpa JIUIIOCOMa/IbHOTO [IUKJIOCIIOpUHA A

JUIS1 UHTAJISIUK € KOHLeHTpanuel CsA 4 mr/miL.

2.2 CocraB nepepacTBOPEHHOTO JIEKapCTBEHHOT 0 MPO/IYKTa, MOJIy4YeHHOT 0, KaK

OIIKMCaHO BhHILIE, IpPUBEI€H HUXKE B Ta61mue 2:

Tabauna 2:
UHrpeaueHT KosinyecTtBo Ha KosauyectBo, % (Macc./06.)
CTaHJAPTHYIO J03Y
[ukysocnopuH A 10 mr 0,4
[Tonucop6at 80 7,5 mMr 0,28
Lipoid S100 90 mr 3,6
Caxaposa 250 mr 10
Juruapart gpuruapodocdara 6,25 Mr 0.25
HaTpus
Jonekarugpat rupodpocdara 85 mr 0,34
JIUHATpUS
Jluruapat sgertarta JUHATPUA 0,5 mr 0,02
Xnopug HaTpuUs 5,6 MT 0,22 unu 0,23
Boja a1 nHbEKIIUH Jlo 2,5 mn Jlo 100
Ilpumep 3:

3.1 IlpoBoawIH 3KCIIEPUMEHTHI 10 UMUTAI MU JibIxaHu4 coryacHo EBp. ®apm. 2.9.44
C IpuMeHeHUeM uMuTaTopa Abixanus Compas 2 (PARI GmbH, Germany) ¢
JibIXaTeJIbHBIM IaTTEPHOM, BKJIIOYaBIIUM 500 MJI AbIXaTe/IbHOT0 06'beMa IPU YacToTe

15 B/I0XOB/MHHYyTa U OTHOIIIEHUH BJ10X/Bbi10X 50:50.
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3.2 HanosnHany 2,4 M1 KOMIO3UI UM, TAKOM KaK OIMCAHO BhILIIE B lIpuMepe 2.2, B
3/IeKTPOHHBIN HebyJ1al3ep ¢ BBINOJHEHHOH ¢ BO3MOXXHOCTBIO BUOpalluu MeMOpaHoH,
coZieprKalliui MeMOpaHy, IpelHa3HaYeHHYIO [ [10JyYeHUsI a3P030Ji5l, YaCTULbI
KOTOpPOTr0 UMeJIU MacCOBBIA MeJJUaHHBIA aspoJuHaMudeckuii fuametp (MMA/I) B
JfuarnasoHe oT 2,4 1o 4,0 MKM [pu U3MepeHUH ¢ ucnosb3oBanueM 0,9% (macc./06.)
BOJIHOT'O pacTBOpa XJIOpu/ia HaTpusl. Hebyialisep JONMOJHUTENBHO COZlepKal KaMepy
JJ1s1 cMellleHUs1 06'beMoM 94 Mu1. CoeIMHANN HebyJ1aii3ep ¢ CMHYCOMJaJIbHBIM HacOCOM
MMUTaTOopa AblxaHUsA. CoOHMpa/Iu KalleJIbKH a3po30Jis, CoJeprKalllero JeKapCcTBeHHoe
CPeACTBO, Ha 2 COeJUHEHHBIX NI0C/IeJ0BaTe/IbHO HHCIIMPATOPHBIX QUIBLTPaX
(punpTpyrowmas noasoxka us noaunponuaera G300, PARI, B kopnyce ¢uibTpa
JuaMmeTpoM 6,5 cM). Mexxly MHCIUPaTOPHBIM GUIBTPOM U UMHUTATOPOM JIbIXaHUS
yCcTaHaBJIUBaIU AonoaHuTeNbHbIN uabTp (BB50 TE, Pall Filtersystems GmbH,

Germany).

3.3  Tlocsie moJIHOTO pacnblIeHUs YAA/SIIA HHTAJISIUOHHbBIE QUIBTPBI,

SKCTPAarupoBaJy COACpPKUMO€E N aHAJIN3NPOBAJIN S3KCTPAKTHI.

3.4 Pe3YJIbTaTbI SKCIIEpUMEHTOB ITI0O UMUTALIUU AbIXaHH A, TAKHX KaK OIIMCAHO BHIIIE,

NpUBe/leHbl HIDKe B TabJuie 3:

Tabsauna 3:
Cpepnee CpepHekBaJpaTU4ecKoe
3HayeHue | oTkJoHeHHe (CKO)
O6uas npousBoguTebHOCTE (TOR) 245 31
[Mr/MUH]|
JocraBasiemas go3sa (/1) [Mr] 6,916 0,322
JlocTaBasiemas po3sa (/1) [%] 72,0 3,4
BrifibIxaeMoe KOJIU4eCTBO [Mr] 0,899 0,271
BhiibIxaeMoe KoJU4ecTBO [%] 9,4 2,8
OcTraTok B HeOyJ1aii3epe [Mr] 1,253 0,379
OcTaToK B Heby1aii3epe [%] 13,1 4,0
PecniupabenbHast go3a (P/] < 5 Mkm) [Mr] 5,620 0,465
PecniupabenbHast go3a (Pl < 5 Mkm) [%] 58,5 4,8
3aBepllieHUe BbIpabOTKU a3p0o30Jisi [MUH] 9,64 1,62
ABTOMaTH4YeCKOE BBIK/JIIOUYEHNE [MUH] 9,98 1,58
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Ilpumep 4:

4.1  IloMuMo 3TOrO, reHepaTop a3po30Jis ObLI 0OXapaKTepHU3oBaH corsiacHo USP,
craTtbs <1601>, cooTs. EBp. ®apm. 2.9.44, c npuMeHeHHEM UMIIAaKTOPa HOBOT'O
MOKOJIeHU S (KacKaJHbIA UMITaKTOp HOBOro nokoJsieHus, NGI) f/is oneHKu
5  paclipefie/leHUs KalleJleK paclblIseMOro a3po30Js 10 a3poJMHaMHUYeCKUM pa3MepaM

npuy BosayuiHoM notoke 15,0 +/- 0,7 1/muH, TemnepaTtype Bosayxa 23,0 +/- 2,0°Cu
OTHOcUTeNbHOU BaaxkHocTH 50,0 +/- 5,0%. HanmosiHsieMblil 06'beM KOMIIO3UIAH, TaKOU
KaK OIMCaHO B IIpUuMepe 2.2, coctaJsia 2,4 M. B nponenypy USP 65111 BHeCceHBI
U3MeHeHHs, U TeMIlepaTypy UMIIaKTopa IPUBOJUJINA B COOTBETCTBUE C TeMIlepaTypor

10  asposons (18,0 +/- 1,0°C). Heby1afizephl ¢ IpUKpeINJIEHHbIMA MYHAIITYKaMHU
COeIMHAN Pe3UHOBLIM KOHHEKTOPOM € MHAYKIMOHHBIM ntopToM NGI. IIpoBognaun

paciblyieHne 40 aBTOMAaTHUY€CKOTI'O BBIK/JIIOYE€HH A He6y11a1‘/’13epa.

4.2  Pe3yJbTaThl 3KCIEPUMEHTOB I10 OIlpe/ie/IeHUI0 XapaKTePUCTHK aspo30Jisl (n=5),

TaKHUX KaK OIIMCaHO BhINIE, IPUBEJEHBI HUXE B Ta6JII/II_le 4.

15 Tabsuna 4:

Cpepnee CpepHekBaJpaThyecKoe
3HayeHue | oTkJoHeHHe (CKO)
MaccoBbIi MeJUaHHBIN a3poJUHaMUYeCKUil | 3,26 0,24
quameTp (MMA/) [MkM]
['eoMeTpuyeckoe CTaHJApPTHOE OTKJIOHeHUe | 1,62 0,04
(GSD)
MenkoaucnepcHas gosa (MA/ < 5 mkm) [mMr] | 6,951 0,475
MenkoaucnepcHas pakiust (MAP < 5mkm) | 81,2 4,7
[%]
3aBepilieHUe BbIpabOTKU a3p0o30Jisi [MUH] 10,1 1,18
ABTOMaTH4YeCKOE BBIK/JIIOUYEHNE [MUH] 10,41 1,25

[IpuMep cpaBHeHuda 1:

[loBTOpS/IN NpoLeAypHI COT/IACHO NpHUMepaM 3 U 4 C UC0JIb30BaHUEM
3JIeKTpoHHOro HeOynalizepa eFlow® Rapid (PARI GmbH, Germany), comepxaliero

20  BBIIOJIHEHHYIO C BO3MOXKHOCTBIO BUOpauy MeMOpaHy, Ipe/jHa3HAa4eHHYIO [/l
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IMoJIy4eHHA a3Pp030Jid, HaCTHUIbI KOTOPOT O UMEKT MacCCOBBIU MeﬂHaHHbIﬁ

aspoavHaMuyecku guametp 4,1 Mk npu usmepenuu 0,9% (macc./06.) BogHOrO

pacTBopa xJiopuja HaTpusl. Hebyializep J0NOJHUTENBHO coZiepaKall KaMepy JJIsl

cMellleHUs1 06 beMoM 48 M1, Pe3yibTaThl NpUBe/ieHbI HUXKe B TabuIe 5:

Ta6sauna 5:
Cpennee CpepHekBajpaTUyecKoe
3HayeHue | oTkioHeHHe (CKO)
O6uas npousBoguTebHOCTD (TOR) 192 17
[Mr/MUH]|
MaccoBblit MeIMaHHbBIN aspojuHaMudeckut | 3,25 0,15
nuametp (MMAJ) [MKM]
['eoMeTpHUecKoe cTaHAAPTHOe OTKJOHeHHe | 1,54 0,02
(GSD)
MenkopucnepcHast ¢ppakius (MAP < 5 mkm) | 86,7 2,2
[%]
JocraBasiemas go3sa (/1) [Mr] 3,649 0,253
JocTtaBasiemas no3a (/1) [%] 36,5 2,5
BeifibixaeMoe KOJIU4eCTBO [Mr] 1,287 0,486
BbiibIxaeMoe KOJU4ecTBO [%] 12,9 49
OcTraTok B HeOyJ1aii3epe [Mr] 4,704 0,407
OcTaToK B HebOyJ1ait3epe [%] 47,0 4,1
PecniupabenbHast go3a (P/l < 5 MkM) [Mr] 3,161 0,182
PecniupabenbHast go3a (Pl < 5 Mkm) [%] 31,6 1,8
3aBepllieHUe BbIpabOTKH a3p0o30Jis [MUH] 6,80 0,54
ABTOMaTH4YeCKOE BBIK/JIIOUYEHNE [MUH] 7,01 0,60
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®OPMYJIA U3OBEPETEHUA

CDapMaI_[eBTI/I‘-IeCKaH KOMIIO3HUII KA, CoAepxKallad HHFaHHHHOHHbIﬁ
HMMyHOCYHpeCCHBHbIﬁ MaKpOHI’IKJII/I‘IeCKI/Iﬁ aKTUBHBIU HUHTPpEJUEHT, OJd
IIpUMEHEHHNA N4 IpeJOTBpallleHrud U JIeYEeHUA JIErTO9YHOI'0 3a00Ji1eBaHU S UJIHU

COCTOSIHUSA Y CyO'bEKTAa,

rae ¢dapMmaneBTUYeCKYyl0 KOMIIO3ULUIO BBOJAT CyOBbeKTy IyTeM

HHTaJAIOWH B BUJE€ a3P030JId, U

rZile aspo30J/b BbIpabaThIBaeTCsl pacnblieHUeM ¢apMaleBTHYeCKOR

KOMIIO3UIIUH C IpUMeHeHUeM HebyJiaii3epa (100), comepaxaliero:
a) reHepartop (101) aspo30.is, cofiepKaluii:

- pe3epByap (103) gus Teky4dei cpefibl 1151 XpaHEHU I
dapMaleBTHYeCKON KOMIIO3UIIUU WJIH TIepeX0JHHUK, BBITIOJHEHHBIH €

BO3MOXHOCTBIO COEAUHEHUA C pe3epByapoM Jid TeKy‘-Ieﬁ Cpeanbl, U

- BBINOJHEHHYIO C BO3MOXXHOCThIO BUOpanuu MeMbpany (110),
MMEIOLIYI0 MHOXECTBO OTBEPCTUH, peJHa3HAaYeHHbIX /111
NO0JIy4YeHH s a3p030JIs1, COZleprKaLLero KaleJbKH, UMeIoLe MacCOBBIN
MeJlMaHHBbIN aspoinHaMmudeckuit Auametp (MMA/I) BILIoTh A0
npuMepHO 4,0 MKM IIpU U3MepeHUH ¢ ucrob3oBanueM 0,9%

(Macc./06.) BogHOr 0 pacTBOpa XJI0pH/ia HaTpus;

b) kamepy (105) A/ BpeMeHHOT O pa3MellleHUsI a3p030.Jisl, BbIpabaThIBAEMOT 0
reHepaTtopoM (101) aspo30.151, UMEIOLIYI0 BHYTPEHHIOIO [TOJIOCTh 06'EMOM B

JlianasoHe oT npuMepHo 50 o npumepHo 150 MJ1; U

c) MyHAIITYK (40) AJ1s [OCTaBKU CyO'bEKTY a3p030Jisl, IOAABAEMOTO

HeOyusarizepom (100), npu atoMm MmyHAIITYK (40) uMeeT ¢puabTp (30) BeIgOXA.

CDapMaI_[eBTI/I‘-IeCKaH KOMIIO3WIUA AJA IPUMEHEHUA 110 ml,B KOTOpOﬁ
YKa3daHHOe€ JIeTOYHOe 3a00JiIeBaHH e UJIH COCTOSTHUE BbIﬁpaHO N3 I'PYIIIIL],

COCTOSsIILed U3 aCTMBI, peppaKTEPHON aCTMbI, XpPOHUYECKOTO 06CTPYKTUBHOTO
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OpOHXUTA, NapeHXUMa/bHbBIX, PUOPO3HBIX U UHTEPCTUIHAIBbHBIX 3a60J1eBaHU I
Y BOCIIAJIeHUH JIeTKUX, 00inTepupyrouiero 6pouxuosnta (BOS) u ocTpeix u
XpOHUYECKHUX peaKI Ui OTTOpKEHHUSI TPaHCIIJIaHTaTa OpraHa Mocie

TPAaHCIIJIAHTAIIUH JIETKUX, U 336OHeBaHHﬁ, BbISBAHHbLIX UMH.

dapmaleBTHYeCKasA KOMIIO3ULKSA [JIs1 IPUMeEHEHUs 110 JII0O0MY U3
Ipe/leCTBYIOLIMX IYHKTOB, B KOTOPOH YKa3aHHOe Jiero4Hoe 3ab0oJieBaHHe UJTH
COCTOsSIHHE TIpe/iCTaBJisieT co60oi obinTepupyoiud 6ponxuoaut (BOS) 1 niau
foJiee TsHke iod crerneHy, B yacTHocTH BOS 1 muu 1l crenneny, B yactHoctu BOS |

CTEeII€HH.

dapManeBTHYECKAs KOMIIO3UIHS /IJIsl IPUMEHEHUsI 10 JII060MY U3
Ipe/ILIeCTBYIOIINUX IyHKTOB, B KOTOPO# YKa3aHHbIN HHraJISIHOHHBIH
UMMYHOCYTIPECCHBHbBIM aKTUBHBIH UHTPeJUEHT Ipe/ICTaBJsIeT CO60M

[UKJIOCIIOPUH A.

dapmManeBTHYECKass KOMIIO3UIMS JIJIsl IPUMEHeHUsI 110 II6OMy U3
npe/leCTBYIOLUMX NYHKTOB, B KOTOPOH yKa3aHHbIN UHTaJSII[MOHHbBIH
MMMYHOCYIIPECCUBHBINA aKTUBHBIM HHTPeIUEHT IPUCYTCTBYET B

JIMIIOCOMaJIbHOU cotobununsnpoBaHHor ¢popme (L-CsA).

CDapMaI_[eBTI/I‘-IeCKaH KOMIIO3UI A AJA IPUMEHEHHNA 10 }I}OGOMy Hu3
IIpeamecTBYOIUX ITYHKTOB, B KOTOpOﬁ YKa3aHHadA KOMIIO3UIUA ITpeCTaBJIAET

COO0H XUJKYI0 KOMIIO3UIIMIO, COJlepKallly o BOAHbBIN XXUAKUHA HOCHUTEb.

dapManeBTHYECKast KOMIIO3UIMS JJIsl IPUMEHeHUs 110 II60My U3
Ipe/UIeCTBYIOLIMX NYHKTOB, B KOTOPOH yKa3aHHasl BO/IHasl )KUAKasi
KOMIIO3UIIU S, COZleprKalliasi MHTaSII[MOHHbIA UMMYHOCYTIPEeCCUBHBIH
MaKpOLIMK/JINYECKUI aKTUBHBIM HHTpPeIUEHT B JINIIOCOMAJIbHOM
COJIIOOMIN3UPOBAHHOHR PopMe, MoJIydyeHa lepepacTBOpeHreM JHO0PUIN3aTa,
coJieprKallero UMMYHOCYTIIpeCCUBHBIN MaKpOLUKINYECKUH aKTUBHBIN

WHTPeIUEHT U CTPYKTYPBI, 06pa3yollye JUIIOCOMBL.

CDapMaI_[eBTI/I‘-IeCKaH KOMIIO3WIUA AJIA IPUMEHEHUA 110 n7,B KOTOpOﬁ

yKa3aHHbIe CTPYKTYpPhI, 06pasyloliie JUIIOCOMEI, COJlepKaT JIBYXCJI0HHYIO
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MeMOpaHy, IOJy4eHHYI0 U3 BelllecTBa, 06pa3ymolero MeMOopaHy, BbIOPaHHOTO U3

rpynns! ¢ocPo/UInI0B.

dapManeBTHYeCKass KOMIO3UIMS JJIs1 IPUMEeHeHUs 110 I1.8, B KOTOpoH
yKa3aHHOe BellleCTBO, oOpasymwlliee MeMOpaHy, BbIOpaHHOE U3 Py

doconunuioB, npescrapisieT CO60M cMech HaTypalbHBIX GpOCHONUNIU/OB.

dapmManeBTHYeCcKasi KOMIIO3UIUS JJIS1 IPUMEHeHUs 110 I1. 8 UK 9, B KOTOpOH
yKa3aHHOe BellleCTBO, oOpasymwlliee MeMOpaHy, BbIOpaHHOE U3 I'PYIIIbI
$oconunuoB, npejcTaBaseT cO60H JeUTHH, COJepKaLlUi OCTaTKU

HeHaCbIII€HHbIX XXM PHBIX KHUCJIOT.

dapmaneBTHYECKask KOMIO3ULU JIJIsI IPUMeHeHus 1o ito6omy u3 0. 8-11, B
KOTOpOH yKasaHHOe BelleCTBO, 00pasyloliiee MeMOpaHy, BbIOpaHHOE U3 TPYIIIbI
dochonnnuioB, npecraBiasieT cO60M JEUTUH, BbIOpaHHBINA U3 I'PYIIIbI,
cocTosiieid U3 coeBoro JenuTUHA, Lipoid S75, Lipoid S100, Phospholipon® G90,

100 nau cxoxkero JelTHHA.

q)apMaHEBTI/I‘{eCKaH KOMIIO3UIUA AJA IPUMEHEHHUA 110 }I}OGOMy Hu3
IIpeAlecCTBYIOIIKUX ITYHKTOB, B KOTOpOﬁ YKa3aHHasA KOMIIO3UIIUA
JOITOJTHUTEJBbHO COACPXUT I10 MeHblIIleH Mepe OHO BellleCTBO, ITOBLINIA0IIee
pPaCcTBOPHUMOCT, BbI6paHHO€ W3 I'pylIIbl HEHOHOT€HHBIX TIOBEPXHOCTHO-

dKTHBHBIX BEIIECTB.

CDapMaI_[eBTI/I‘-IeCKaH KOMIIO3UIUA AJA IPUMEHEHHUA 110 nm.12, B KOTOpOﬁ 1o
MeHbIlleH Mepe OAHO YKa3aHHO€ HEMOHOT€HHO€ [TIOBEPXHOCTHO-dKTUBHOE

BellleCTBO BbIOPAHO U3 TPYIIILI 1I0JUCOPOATOB.

dapManeBTHYECKask KOMIIO3UIUSA JJIs IPUMeHeHHUs 1o . 12 uiu 13, B KoTopoH
yKa3aHHOe BellleCTBO, I0BBILIA0IIee pAaCTBOPUMOCTD, BEIOpaHHOE U3 I'PYIIIEI
HeUOHOI eHHBIX [I0BEPXHOCTHO-aKTUBHBIX BeleCTB, IIpe/iCcTaBJsieT cO60U

noJsiucopbat 80.

dapManeBTHYECKask KOMIIO3UIUS JJIsI IPUMeHeHHUs 1o nIl. 13-14, B KOTOpoH

MaccoBoe oTHolleHHe ¢pocdoannuja K NoaucopbaTy coCTaBJsIeT OT IPUMEPHO
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15:1 no npuMepHo 9 : 1, npeANOYTUTENBHO OT NpUMepHO 14 : 1 10 IpUMeEPHO

12: 1, HannpuMep npuMepHo 13 : 1.

dapmManeBTHYeCcKass KOMIIO3UIMS JJ1s1 IPUMEHeHUs 110 IIDO6OMy U3
npe/leCcTBYIOLIMX NYHKTOB, B KOTOPOH yKa3aHHasi KOMIIO3UIUS COJIEPXKUT 10
MeHbllIel Mepe OJJMH Jiucaxapu/, BbIOpaHHBIN U3 I'PYIIILL, COCTOSILEH U3

Caxapo3kbl, JIAKTO3bI U TPpErajao3bl, NPEeAINNOYTUTEJIbHO CaXapO3hl.

dapmaneBTHYECKAs KOMIIO3UIIHS /151 TPUMEHEHUSI 10 JII060MY U3
Ipe/ILIeCTBYIOIINX IyHKTOB, B KOTOPO# YKa3aHHast KOMIIO3UIUSI COAEPXKUT I10
MeHblileit Mepe OJIMH AAXcaxapu/i, BbIGpaHHBIH U3 I'PYIIIbL, COCTOSILIEH U3
caxapos3bl, IAKTO3bI U TPErano3sbl, MPeIIOYTUTENbHO CaXapo3bl, B KOJUYECTBE B
JiianasoHe OT IIPUMepHO 5 o TpuMepHO 15 Macc.%, NpeoYTUTENBHO B
JiianasoHe OT IpUMepHoO 7,5 1o npuMepHo 12,5 Macc.%, B mepecyeTe Ha 0OIIYIO

Maccy Q)apMaHeBTI/I‘IeCKOﬁ KOMIIO3HIIMH.

dapmalLeBTHYeCKasA KOMIIO3ULUS JJ1s1 IPUMeEHeHHs 110 JloboMy U3 1. 7-18, B
KOTOPOW YKa3aHHbIA UHTaJALMOHHBIA UMMYHOCYTIPECCUBHBIN
MaKpOLUK/INYEeCKUN aKTUBHBINA UHTPeJJUEHT 10 MeHbIIEH Mepe YaCTUYHO
BCTPOEH (MM BHEJ|peH) B IBYXCJAOHHYI0O MeMOpaHy B CTPYKTypax, 06pa3yroiiux

JIMITOCOMBEI.

dapmManeBTHYeCKass KOMIO3UIMS JJIs1 IPUMEHeHUs 110 II60My U3
Ipe/UeCTBYIOLIMX NYHKTOB, B KOTOPOH yKa3aHHasl BbINIOJIHEHHAS C
BO3MOXHOCTBI0 BUOpanuu mem6pana (110) cogepxkut ot npumepHo 100 o

npuMepHo 400 oTBepCcTUI Ha MMZ.

dapManeBTHYECKast KOMIIO3UILUS JJIs1 IPUMEHEHUs 110 IIDO6OMY U3
Ipe/lIeCTBYIOLIMX NYHKTOB, B KOTOPOH yKa3aHHOE MHOXXECTBO OTBEPCTUH
BBINTOJIHEHHOU € BO3MOXKHOCTBI0 BUbpanuu MmeMmo6pansl (110) umerot popmy
KOHY(Ca, Cy>KaloIllerocsl 10 HallpaBJIeHUIO K CTOPOHE BBICBOOOX/J€HU I a3p030JIH

BBIIIOJIHEHHOU C BO3MOXHOCTBIO BI/I6paLU/II/I M6M6paHbI.

CDapMaI_[eBTI/I‘-IeCKaH KOMIIO3UIUA AJA IPUMEHEHUA 110 JII-O6OMy U3

InpeAnecCTBYOuUX INyHKTOB, B KOTOpOI"i YKa3dHHBI€ OTBEPCTUA B BBIITOJIHEHHOM
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C BO3MOXKHOCTBIO BUOpalluy MeMOpaHe UMEIOT iIMaMeTp Ha BbIX0/le B IMalla30He
OoT npuMepHoO 1,5 MKM 1o npuMepHO 3,0 MKM [IpU U3MEPEHUHU NIy TEM

CKaHUPYIOLLeH 3/IeKTpPOHHOU MUKpockonuu (C3M).

dapManeBTHYeCKast KOMIIO3UILUS JJIs1 IPUMEHeHUs 110 IIDO6OMy U3
Ipe/lIeCTBYIOLIMX NYHKTOB, B KOTOPOH yKa3aHHbIN MHTa/ISIIIMOHHBIN
MMMYHOCYIIpeCCUBHBIN MaKpOLMK/INYECKUN aKTUBHBIA HHTPeIUEHT
JlIOCTaBJIsIeTCs] B JIeTKUe (UJIM JIeTKOoe) cyO'beKTa B KOJIM4YeCTBe (JlocTaBJisieMast
n03a, /1/1) no Mmenbliuei Mepe 70%, B 4aCTHOCTH B KOJUYECTBE B iUaNa3oOHe OT

npuMepHo 70% g0 npumepHo 80% OT KoiM4eCcTBa, BBOAUMOIO CYO'bEKTY.

dapmarneBTHYECKAsi KOMIIO3UIUS JIJIsI IPUMEHEeHMsI 10 JII060My U3
IpeAleCcTBYIOIINX IYHKTOB, B KOTOPOH a3p030Jib, BBOJUMbIN NAIMEHTY,
COZLEPKUT KaleJIbKY, U OT puMepHo 60% [0 npuMepHO 95% OT 06111ero yucaa
KalesieK UMeIOT iuaMeTp BIJIOTh 10 5 MKM (IIpY U3MepeHUH C IOMOILbI0
JlazepHOH JudpaK MU UM Ha MHOTOCTYIIeHYaTOM Kacka/JHOM UMIIAaKTOpe,
TaKOM KaK OIHMCaHO BhIIlle) IPU U3MepeHUH BOIHOH KOMIIO3UIIUH, CO/leprKaleit

L-CsA B KOHILleHTpaI U1 4 Mr/MJI.

dapmaneBTHYECKast KOMIIO3UILUS JJIsl IPUMEHeHUs 110 II06OMy U3
Ipe/lIeCTBYIOLUIMX NYHKTOB, B KOTOPOH YKa3aHHbIN UHTa/ISIIIMOHHbBIH
MMMYHOCYIIpeCCUBHBINA MaKpPOLIUKINYECKUN aKTUBHBIA HHTPeIMEHT BBOJST
cy0beKTy IpH ob1ieit nponsBoauTeabHOCTU (TOR) no MmeHbieit mepe 200
MT' /MHUH, B YaCTHOCTH IIpU 0611[eil IPOU3BOJUTENbHOCTH B JUalla30HE OT

npumepHo 200 go npuMepHo 250 Mr/MuH.

dapManeBTHYECKast KOMIIO3UILUS JJIsl IPUMEHEHUs 110 IID60My U3
IpeJlIeCTBYIOLIMX NYHKTOB, B KOTOPOH KOJIMYECTBO YKa3aHHOTO
WHTa/ISIUOHHOT 0 UMMYHOCYTIPECCUBHOT' 0 MaKPOIMKJINYEeCKOTO aKTHBHOTO
MHTpeJINEHTA, BbIJ|bIXaeMOT0 Cy6'beKTOM, COCTaBJIsSIeT BIIOTH 10 10%, B
YaCTHOCTH OT pUMepHO 4% 10 npuMepHO 8% 0T 0611ero KoJn4ecTBa

dKTHUBHOT'O HHTpeJueHTa, BBOAJUMOI'0O Cy6'beKTy.
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dapmaneBTHYECKast KOMIIO3UILUS [JIs1 IPUMEHEHUs 110 IIDO6OMy U3
Ipe/lIeCTBYIOLIMX NYHKTOB, B KOTOPo# 1 Mu1 ¢papMaleBTHYECKOH KOMIIO3UIIUH,
coieprKalliell HHralsMOHHbIM HNMMYHOCYTIPECCUBHBIM MaKpOIUKINYeCKUN
aKTHUBHBIM HHTPeJIMeHT, IpeBpallleH B a3p030J1b (paclblieH) B TeYeHHe TepUOoAa

BpeMeHH BIJIOTb /10 IPUMEPHO 5 MUHYT.

CDapMaI_[eBTI’I‘-IECKaH KOMIIO3UIUA AJA IPpUMEHEHUA 110 }II'O6OMy 3

Ipe/lIeCTBYIOLIMX IYHKTOB, B KOTOPOH MyHAIUTYK (40) comepKUT:

kopnyc (46), 3ajaroluil kKaHas (47) JJisl TeKy4del cpeZibl OT BXOJHOIO
oTBepCTHA (41), BEIIOJIHEHHOI'O C BO3MOXHOCTbIO COe/IUHEeHHUs ¢ HebOyJ1ai3epoM
(100), no otBepcTus (42) /151 UHTANALMY, TT0JIJIeXalllero pa3MellleHNsl BO pPTy

[MoJb30BaTed; U

¢unbTp (30) BBIAOXA, coepxKalMii ocHoBaHUe (31) duabTpa,
coob1aroleecs 0 TeKy4del cpefie ¢ KaHasuioM (47) s TeKy4del cpefibl,
BepXHI0I0 4acTh (33) GuIbTpa, COeJUHEHHYIO C BOSMOXXHOCTBIO OT/eJIEHUS C
ocHoBaHHeM (31) duabTpa, U GUALTPYOLIKMN MaTepuas (32), obecriedeHHbIN
MexAy ocHoBaHMeM (31) ¢uibTpa 1 BepxHel yacThio (33) duabTpa, NpudyeM
BepxHss 4acTb (33) ¢uabTpa uMeeT oTBepcTHhe (36) A/ BbII0XA,
o6opy0BaHHOE OZJHOCTOPOHHHUM KJalaHoM (39), o6ecrieYMBaOIIUM BhIBeleHUE
TeKy4el cpe/ibl U3 KaHasa (47) il TeKyder cpefibl yepe3 GUAbTPYIOLIAN
MaTepuaJ (32) Hapy»Ky oT MyH/AIITYKa (40) npu BbII0Xe NallUeHTa Yepes

O0TBepPCTHE AJIAd UHT aJIAIINH;

npuyeM Kopnyc (46) u ocHoBaHue (31) puabTpa npeCcTaBasIIOT COO0H

WHTEer pUpOBaHHbIA Hepa3beMHBIH 6JI0K.
Hab6op, copepxainit

- Cl)apMaL[eBTI/I‘-IeCKyI-O KOMIIO3UIIHIO, COAEPHKAIIYIO PIHFaJIHL[PIOHHblﬁ
HMMyHocpreCCHBHbIﬁ MaKpOL[I/IKJII/I‘-IeCKI’Iﬁ aKTUBHBIU UHTPpEJHUEHT, JJd
I[IpUMEHEHNA OJd IIpeJOTBpallleHUA UJIHU JIeHEHUA JIETO9YHOTI'O 3a00J1eBaHUS]

HWJIK COCTOAHUAY Cy6'beKTa,' 151
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- Hebynaisep (100), conepxaiui:
a) re"eparop (101) asposouis, cofepKalyi:

- pesepByap (103) g5 TeKy4el cpe/ibl 1Jisl XpaHEHUS
dapmaleBTUYeCKOH KOMIIO3UL MU WX IlepeX0JHUK, BBIITOJHEHHBIN €

BO3MOXHOCTBIO COeJUHEHNA pe3epByapa A TeKy‘-Ieﬁ cpeanl, U

- BBINOJIHEHHYIO C BO3MOXHOCTBIO BUbpanuu MmeMbpany (110),
MMeIOIIy0 MHOXXeCTBO OTBEPCTHUH, IIpe/JHa3HAaYeHHBIX J1JIS]
II0JIyYeHHU S a3P030Jis], COZleprKalllero KalrebKH, HMelole MacCOBBIN
MeJIMaHHbIN aspoauHamudeckuii suametp (MMA/]) BIIOTh 0
npuMepHO 4,0 MKM [IpH U3MepeHUH ¢ ucnosab3oBanueM 0,9%

(Macc./06.) BOAHOTO pacTBOpa XJOpH/ia HATPUS;

b) kamepy (105) As11 BpeMeHHOr 0 pa3MellleHHs a3p 0304,
BbIpabaTbiBaeMoro reiepatopom (101) aspo30is1, UMeOIIY0 BHYTPEHHIOKO

I0JIOCTh 06'beMOM B JiMana3oHe oT npuMepHo 50 jo npuMepHo 150 mMut; 1

¢) MyYHAIITYK (40) AJ151 4OCTaBKU CyO'bEKTY a3p030Jisl, MOAaBaeEMOT0

HeOysarzepom (100), npu atoM MyHAIITYK (40) uMeeT ¢puabTp (30) BrIJOXA.

Ha6op no 11.28, B KoTopoM yka3aHHasl ¢papMaleBTUYecKasi KOMIIO3UIUs,
cojieprKalliasi MHTa/ISIIMOHHBIA UMMYHOCYTIpeCCUBHBIN MaKpOLUKINYECKU I
aKTUBHBIM UHTpeJJUEHT, A1 IpUMeHeHUs1 AJisl IpeOTBpalleHUsl UJIH JleYeHHUsT
JIer04Horo 3a60J1eBaHUS UM COCTOSIHUSA y CyO'beKTa, obecrieyeHa B BU/JIe

npeABapUTEIbHO MOJYYeHHOHR )XUAKOU BOAHOW KOMIIO3UI[UH.

Ha6op no .28, B KOTOpoM yKa3aHHas papMaleBTUYecKasi KOMIIO3UIUS,
coJiepaKaliiasi MHTa/ISIUOHHBIA UMMYHOCYIPECCUBHBINA MaKpOLUKINYeCKUH
aKTHUBHBIM HHTPeJUEHT, /151 IPUMeHEeHUs AJ1s1 IpeOTBpallleHU s UJIH JIeUeHU ST
Jlero4Horo 3a6osieBaHUS UJIM COCTOSIHUSA Y CyO'beKTa, obeclieyeHa B BU/JIe
JModUIN3aTa, COAEpKalLero UHralsiiMOHHbII KMMYHOCYTIpeCCUBHBIN

MaKpOLUK/IUYECKUH aKTUBHBIA UHTPeJUEHT U CTePUIbHBIN XKUJAKUH BOJHBIN
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HOCHUTEJb IJA IlepepacTBOpEHUA JII’IOCl)I’IJII/IBaTa JJIA ITIOJIY9EeHU A )KI/I,CLKOI‘/JI

dapMarneBTHYECKOU KOMIIO3UIIUH.



U3MEHEHHA{ ®OPMYJIA U30EPETEHUA
(o cratbe 34PCT, He /19 pacCMOTpeHMs )

CDapMaI_[eBTI/I‘{eCKaH KOMIIO3UI KA, CoZiepxaliad I/IHFa}IHI_U/IOHHbII‘/JI
I/IMMYHOCYHpeCCI/IBHbII‘;I MaKpOI_U/IKJII/I‘IECKI/II‘/’I aKTHUBHbBIN HUHI'PEJUEHT, OJId
MMpUMEHEHHUA OJId IIPEJOTBPAIl€eHHUA UJIX JICHEHUA JIETOYHOT'O 3ab0/1eBaHUS UK

COCTOSIHUSA Y CyOBEKTQ,

rae (‘l)apMaI_IeBTI/I‘IeCKYIO KOMIIO3UIIUIO BBOJAAT C}/6'beKTy nyTeM HHraJAHUU B

BHUE a3p030JId, U

rge a3po030Jib Bpra6aTbIBaeTCﬂ paclbl/IieHHEM (bapMaHeBTquCKOﬁ

KOMIIO3UIMU ¢ TpUMeHeHHeM Hebyianzepa (100), copeprxkarero:
a) reneparop (101) asposossi, cofeprralu:

- pesepByap (103) a1 Tekyder cpeapl AJs1 XpaHeHUs1 papMaleBTHUYE CKOU
KOMIIO3UIUU HUJIM 1€ PEXOTHUK, BBITTOJTHEHHBIN C BO3MOXKHOCTBIO

COeIMHEHMUS C pe3epByapoM JJisl TEKY4Yer Cpeibl, U

—  BBINOJIHEHHYIO C BO3MOXXHOCThI0 BUOpanuu Mmemo6pany (110), uMeroIyto
MHO>XeCTBO OTBEPCTUH, NpeJHa3HAYEHHBIX J1JIsl [TOJIYUYeHHUS a3p030Jis,
coJleprKalllero KaneabKH, UMelole MacCOBbIM MeIUaHHbIN
aspoavHamMudeckui fuametp (MMA/L) BIIOTH /10 npUMepHO 4,0 MKM Ipu
M3MepeHHUH cC ucrnosib3oBanueM 0,9% (macc./06.) BogHOr 0 pacTBopa

XJIOpHUaa HaTpHU4,

b) kamepy (105) a1 BpeMeHHOTro pa3MelleHUs a3P030JIs1, BbIpabaThbIBaeMOTo
reHepaTopoM (101) aspo30.151, UMEIYI0 BHY TPEHHIOIO [10JIOCTh 06 bEMOM B

JinarasoHe oT npuMepHo 50 o0 mpuMepHo 150 M, U

c) myHAmTyK (40) 115 JocTaBKU CyO'bEKTY a3p030Jis, IoJJaBaeMoro Heby1ausepom

(100), npu atoM MyHAITYK (40) umeeT duabtp (30) BbIAOXA; U



r/le yKa3aHHasi KOMIIO3UIIUS COIEPKUT 110 MeHbIlled Mepe OJIMH AUcaXapus,
BbIOpaHHbBIN U3 I'PYIIIbL, COCTOSILIEN U3 CaXapo3bl, JAKTO3bI U TPEraso3bl, B
KOJIMYeCTBE B IMAlla30He OT pUMepPHO 5 Jjo npuMepHo 15 Macc.% B epecyeTe Ha

0611y10 Maccy papMaleBTUIEeCKOW KOMITO3UILIUH.

dapMarieBTHUYECKasA KOMITO3UIUSA JJIsl TPUMEHEHHMS 110 11.1, B KOTOpOM yKa3aHHOe
Jlero4Hoe 3a60JIeBaHM e UJIM COCTOSTHUE BbIOpAHO U3 TPYIIbI, COCTOSIEN U3 aCTMBI,
pedpaKTepHOM acTMbI, XpOHUYECKOT 0 O6CTPYKTUBHOTO OPOHXUTA, Tape HXMMaJIbHBIX,
$UOPO3HBIX U UHTEPCTHUIMAIBbHBIX 3a00/IeBaHUM U BOCTIAJIEHU U JIETKUX,
obsiuTepupytouiero 6pouxuosnta (BOS) v ocTpbIx U XpOHHUYECKUX peaKIUr
OTTOpKEeHUs TPaHCIJIAHTAaTa opraHa Ioc/ie TpaHCIIaHTAIlMU JIETKUX, U 3a60JieBaHUH,

BbI3BAHHBIX MUMHU.

dapmarneBTHYECKast KOMITO3UIUS JIJIsi IPUMEHEHHUS T10 JII6GOMY U3 Ipe /IIIe CTBYIOIUX
NYHKTOB, B KOTOPOU YKa3aHHOE JIero4Hoe 3a60/ieBaHMEe UM COCTOSIHUE MPE/ICTABISIET
coboit obsiuTepupyromui 6pouxuoant (BOS) [ uau 6osiee TsHKe10U cCTENEHH, B

yactHocTy BOS 1 uu Il crenneny, B yactHoctu BOS | cTeneHu.

dapmareBTHYECKAsS KOMITO3UIUSA [/ IPUMEHEHHUS 110 JII06OMY U3 TIpe IIIeCTBYIOIUX
MyHKTOB, B KOTOPOW YKa3aHHbIA UHTASAIMOHHBIA KMMYHOCYTIPECCUBHbBINA aKTHBHBIN

MHTPeJIMeHT NPe/ICTaBIsIET COOOU UKIOCIIOPUH A.

dapmareBTHYECKAs KOMITO3UIUSA JIJIs IPUMEHEHUS 110 JII060MY U3 TIpe/IlIeCTBYIOIUX
MyHKTOB, B KOTOPOW YKa3aHHbIA UHTASIMOHHBIA UMMYHOCYTIPECCUBHbBIN aKTHBHBIN

WHTPEeIUEHT NMPUCYTCTBYET B JIMIIOCOMA/JbHOMN cOI0O6MIM3MpoBaHHOU popMe (L-CsA).

CDapMaI_[eBTI/I‘{eCKaH KOMIIO3HUIUA OJIA IPUMEHEHHUA 110 }I}O60My U3 MIpeaneCTBYOIINUX
IIYHKTOB, B KOTOpOI‘/JI YKa3aHHad KOMIIO3UIIUA IIPEACTABJIACT cobou KUAKYTIO

KOMIIO3UITHIO, COJIe PrKaly 0 BOHBIN KUIKUH HOCHUTEJb.

CDapMaI_[eBTI/I‘{eCKaH KOMIIO3UI WA OJIA IPUMEHEHNUA 110 JII-O6OMy M3 IIpeAIECTBYIOINUX
IIYHKTOB, B KOTOp on YKa3aHHad BOJHaA XU AKaAd KOMIIO3UI KA, CoJepiKallad
PIHFaJIHL[PIOHHbeI HMMYHOCYHpeCCHBHbeI MaKpOI_II/IKJII/I‘{eCKI/II‘/JI aKTUBHBIN HUHI'PpEIHUEHT

B JIMIIOCOMAJIbHOU COJIIOOUIM3UPOBAHHOM popMe, IToJIyUeHa [epepacTBOPpEHUEM
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JuoduIn3aTa, cofieprKallero MMMYHOCYTIPECCUBHBIA MaKpOIUKIUYECKUM aKTUBHbBIN

VHTPEeJMEHT U CTPYKTYpPhI, 06pasyoliye JUIOCOMBI.

dapmarneBTHYECKas KOMIIO3ULUSA [IJIsl IPUMEHEHMUS 110 11.7, B KOTOPOM yKa3aHHbIE
CTPYKTYPBbI, 06pasymolye JUIIOCOMBI, COJIepKaT ABYXC/I0MHY0 MeMOpaHy,
MOJIyYeHHYIO U3 BellleCTBa, obpasyloliero MeM6paHy, BBIOpaHHOTO M3 TPYTIIIbI

dochounuaos.

dapmarneBTHYECKasd KOMIIO3ULUSA [ IPUMEHEHHUS 110 I1.8, B KOTOPOM yKa3aHHOe
BellleCTBO, oOpa3sytolee MeMOpaHy, BbIOpaHHOe U3 IpymIibl $ochONMUITU/I0B,

npeJicTaBJsIeT COOOU CMeCh HaTypaJibHbIX G OCHOIUTTALOB.

dapmareBTHUYECKast KOMITO3HUIUSA JJIsSI IPUMEHEHHUS 110 I1. 8 U1K 9, B KOTOPOH
yKa3aHHOe BelleCTBO, o6pasyroliee MeMOpaHy, BEIOpaHHOE U3 IPYIIIIbI
dochonunuaos, npecTaBaseT cCO60M JEUTUH, COAEPMKAIIUNA OCTAaTKU

HEeHAaCbIII€HHbIX XXUPHbBIX KUCJIOT.

dapmManeBTHYECKas KOMIIO3UIUSA JJIs IPUMeHeHHUs 1o Jiro6oMy U3 nl. 8-10, B KoTopou
yKasaHHOe Bellle CTBO, o6pasyrollee MeMOpaHy, BbIOpaHHOE U3 IPYIIIIbI
dochoUnU 0B, IpeICTABJSET COOOU JIEIUTUH, BbIOPAHHBIX U3 T'PYIIIIbI, COCTOSIIEN
M3 COeBOTO JIeUTHHA, Lipoid S75, Lipoid S100, Phospholipon® G90, 100 niu cxoxxero

JIEOUTHUHA.

CDapMaI_[eBTI/I‘{eCKaH KOMIIO3UI WA OJIA IPUMEHEHHUA 110 }I}O60My U3 IIpeAIEeCTBYIOIIUX
IMIYHKTOB, B KOTOpOI‘/JI YKa3aHHad KOMIIO3WIOHUA JOIIOJIHUTE/IbHO COACPXHUT I10 MeHbIIen
Mepe OJHO BellleCTBO, IIOBhIIIAKIIEe PAaCTBOPUMOCTD, BbI6paHHO€ M3 I'PYIIIIBI

HEHMOHOTI€HHbIX TIOBEPXHOCTHO-aKTUBHLBIX BEIIECTB.

CDapMaI_[eBTI/I‘{eCKaH KOMIIO3UI WA OJIA IPUMEHEHNUA 110 nl2, B KOTOpOI‘/JI 10 MeHbIIIeH
Mepe OJJHO YKa3aHHO€ HEMOHOI€HHOE ITIOBEPXHOCTHO-dKTUBHOE BEIIECTBO BbI6paHO 3

T'PYIIIbI TOJUCOPOATOB.

dapmareBTUYECKasT KOMITO3UIUSA JJIsI IpUMeHeHHUs 1o 1. 12 nau 13, B KoTopoi

YKa3aHHOE BEeIeCTBO, IIOBBINIAKOIEe paCTBOPHUMOCTD, BbI6paHHOC M3 I'PYIIIIBI
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HEWMOHOT€HHbIX IOBEPXHOCTHO-dAKTUBHLBIX BEIIECTB, IIPpEJCTaBJACT cobou HOJII/ICOp6aT

80.

dapManeBTHYeCKasd KOMIIO3UIUASA [/ IPUMeHeHUs 110 11, 13-14, B KOTOpOM MaccoBoe
oTHouleHUe poconunuaa K noancopbarty coctasseT oT npuMepHo 15: 1 o
npuMepHo 9 : 1, npeAnodTuTeJIbHO OT IpuMepHO 14 : 1 o npumepHo 12 : 1, HanpuMep

npuMepHo 13 : 1.

q)apMaHEBTI/I‘IECKaH KOMIIO3UIUA AJIA IPUMEHEHHUA 110 }1}060My M3 IIpe e CTBYOIMNX

IMIYHKTOB, B KOTOpOI‘/'I YVKa3aHHad KOMIIO3UIOHUA COAEPHKUT Caxapo3y.

dapManeBTHYECKast KOMIIO3UIUS JJIs1 IPUMEHEHHUS T10 JIIGOMY U3 Ipe/IIIeCTBYIOIHAX
IIYHKTOB, B KOTOPOM YKa3aHHasl KOMIIO3UI[UsI CO/IEPXKUT 10 MEHbIIEN Mepe OJIMH
Jiicaxapu/i, BbIOpaHHBIN U3 TPYTIIIbI, COCTOSIEN U3 caxapo3bl, JJAKTO3bl U TPeranossbl,
Npe/IIOYTUTENBHO CaXap03bl, B KOJIMYECTBE B IMAlla30He OT IPUMEPHO 7,5 10
npuMepHo 12,5 macc.%, B nepecyeTe Ha o6IyI0 Maccy papMaleBTUIeCKON

KOMIIO3HUIIVH.

dapmareBTUYECKasA KOMITO3UIUA JJIs1 IPUMeEHEHHs 110 JIIo6oMy U3 L. 7-17, B KOTopou
yKa3aHHbIA MHTAJSIMOHHBIA KMMYHOCYTIPECCUBHbBIN MaKpPOIMKJIUYECKUW aKTUBHbBIN
VHTpeIMEHT 110 MeHbIIeW Mepe YaCTUYHO BCTPOEH (MU BHE/IPEH) B BYXCIOUHY IO

MeMOpaHy B CTPYKTypax, 06pasyou[yUx JUITOCOMBI.

CDapMaI_[eBTI/I‘{eCKaH KOMIIO3UI WA OJIA IPUMEHEHHUA 110 }I}O6OMy M3 IIpeAIECTBYIOIIUX
IIYHKTOB, B KOTOpOI‘/JI YKa3aHHadA BBINIOJIHEHHAA C BO3MOXHOCTBIO BI/I6paL[I/II/I MeM6paHa

(110) comepxkuT oT npuMepHo 100 go npumepHo 400 oTBepCcTHUM Ha MM2,

dapmareBTHYECKAs KOMIIO3UILUS JJIsl IPUMEHEHUS 10 JIIO6OMY U3 TIPE/IIIECTBYIOIUX
MYHKTOB, B KOTOPOM yKa3aHHOE MHOXECTBO OTBEPCTUM BBINOJHEHHOU C

BO3MOXXHOCTbI0 BUbGpanuu MeMbpansbl (110) umMeroT popMy KOHYCa, Cy»KaIOIErocs Mo
HalpaBJIEHUIO K CTOPOHE BBICBOOOXKIEHUS a3 p030Jisl BHIMOJIHEHHOM C BO3MOXHOCTBIO

BUOpaIMU MeMOpaHbIL.

CDapMaI_[eBTI/I‘{eCKaH KOMIIO3UL A JJIA IPpUMEHEHHUA I10 JII-O6OMy M3 IIpeAIECTBYIOIIUX

IIYHKTOB, B KOTOpOI‘/JI YKa3aHHBbIE€ OTBEPCTHUA B BBIITOJIHEHHOH C BO3MOKHOCTBIO
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BUOpaI MU MeMOpaHe UMEIOT IUaMeTp Ha BbIXO/Ie B [iMana3oHe OT MpuMepHo 1,5 MKM
Jio ipuMepHo 3,0 MKM [pU U3MEPEHUU IyTEM CKaHUPYIOIEN 3JIEKTPOHHOM

MuUKpockonuu (CIM).

dapmarneBTHYECKas KOMIIO3ULUS JJIsl IPUMEHEHUS 110 JIF0OOMY U3 Ipe/IlIe CTBYIOIUX
IIYHKTOB, B KOTOPOM yKa3aHHbIA UHTAJISIIIMOHHBIA UMMYHOCYTIpeCCUBHBIN
MaKpOLUKINYEeCKUN aKTUBHBINA MHTPEIUEHT [IOCTABJISETCS B JIETKHeE (UJ/IH JIETKOoe)
cyObeKTa B KOJIM4eCTBe (JocTaBJsgeMas 1033, /[[/1) no menbiiek mepe 70%, B
YAaCTHOCTH B KOJIMYECTBE B JiMana3zoHe oT npuMepHo 70% g0 npumepHo 80% oT

KOJIM4€CTBa, BBOAWUMOI'O CY6'beKTy.

dapmaneBTHYECKast KOMITO3UIUS JJIs IPUMEHEHHS 110 JII060MY U3 Ipe/Iie CTBYIOIUX
IIYHKTOB, B KOTOPOW a3p030JIb, BBOJAUMBIH MMAllUEHTY, COJIEPXKUT KalleJIbKH, U OT
npumMepHo 60% J1o mpuMepHO 95% OT 061 ero YMc/a KarejaeK UMEIT JUaMeTp BILIOTh
J10 5 MKM (TIpU U3MEPEHUHU C TOMOUIBIO JIa3e pHOU U paKIUKM UK Ha
MHOT'OCTYTIEHYaTOM KacKa/[HOM UMIIaKTOpPe, TAKOM KaK OIMCAHO BbllIe) NPU

M3MepEeHUM BOJIHOM KOMIIO3UIMHU, cojieprkalier L-CsA B KOHIleHTpaldu 4 Mr/mJL.

dapmarneBTHYECKAs KOMIIO3ULUS JJIsl IPUMEHEHHUS 110 JII0OO6OMY U3 TIpe/IIIe CTBYIOIUX
MIYHKTOB, B KOTOPOM YKa3aHHbIA UHTAJISIIMOHHBIA UMMYHOCYTIpe CCUBHBIN
MaKpOUUKINYECKUU aKTUBHBIK UHTPEMEHT BBOJAT CyObEKTY IPU 001 el
npousBoauTeabHOCTHU (TOR) mo MeHbIek Mepe 200 Mr/MuH, B 4aCTHOCTH IIPH 06IIEN

MIPOMU3BOIMTEJNBHOCTH B AiMana3oHe oT npuMepHo 200 g0 npuMepHo 250 Mr/MuH.

dapmarneBTHYECKAs KOMIIO3UILUS JJIsl IPUMEHEHHUS 10 JIFO6OMY U3 TIpe/IIIE CTBYIOIUX
MYHKTOB, B KOTOPOM KOJIMYECTBO YKAa3aHHOI'0 MHTAISAIIMOHHOTO
MMMYHOCYTIPECCUBHOTO MaKPOIUKJINY€ECKOI'0 aKTUBHOTO UHTPEIUEHTA, BbIIIXaeMOT' 0
cy6beKTOoM, cocTaBJisieT BILIOTh 0 10%, B 4acTHOCTHU OT npuMepHO 4% 1,0 IpUMepPHO

8% ot O6H_[el"0 KOJIM4ECTBa aKTUBHOI'O MHI'peIUEHTa, BBOJWUMOI'O CY6'beKTy.

dapmarneBTHYECKAs KOMIIO3UIUS JJIsl IPUMEHEHUS 10 JIFO6OMY U3 TIPE/IIIECTBYIOIUX
MyHKTOB, B KOTOpou 1 MJ1 papMalieBTUYECKOU KOMIIO3UIIMH, COJIEPIKAIIEN

PIHFaJIHL[PIOHHbeI HMMYHOCYHpeCCHBHbeI MaKpOI_[I/IKJII/I‘{eCKI/Iﬁ aKTHUBHbBIN HUHI'PEJHUEHT,



27.

28.

npeBpalleH B a3po30Jib (pacnblieH) B TeYeHUE NIEPHUO/Ia BpEMEHU BILIOTb /10

MPUMEPHO 5 MUHYT.

CDapMaI_[eBTI/I‘{eCKaH KOMIIO3NI KA JJIA IpUMEHEHHUA T10 JI}O6OMy M3 MIpe Al eCTBYOIINUX

MyHKTOB, B KOTOPOXU MyHAWITYK (40) conep>uT:

kKopnyc (46), 3ajatomuu KaHas (47) i TeKydeu cpe/ibl OT BXOJHOTO
oTBepcTUs (41), BBIIOJHEHHOTO C BO3MOXHOCTBIO COeIMHEHUS ¢ Hebynanzepom (100),
Jl0 oTBepcTus (42) A/ MHT ALY, [T0//IeXKalllero pa3MelleHUI0 BO PTY

[10JIb30BaTeEJIA;, KU

¢uabTp (30) BBIZOXA, coAepraliui ocHoBaHue (31) ¢uibTpa, coobuiaromieecs
10 TEKY4YEU cpejie ¢ KaHaIoM (47) AJis TeKy4del cpe/ibl, BepXHIOI0 4acThb (33) duabTpa,
CoeIMHEHHYI0 C BO3MOXXHOCTBIO OT/leJIeHUsI ¢ ocCHOBaHUeM (31) duabTpa, u
bUabTpyroIKMi MaTepual (32), obecriedeHHbIN MexxAy ocHoBaHueM (31) dusibTpa u
BepxHeU yacTbio (33) ¢UAbTpa, IpUdeM BepxHss 4acTh (33) ¢uibTpa uMeeT
oTBepcTHe (36) g BbI0Xa, 000py/J0BAaHHOE OJJHOCTOPOHHHUM KJlanaHoM (39),
obeclieyrBalolMM BbIBeJIeHHEe TeKy4uel cpe/ibl U3 KaHasa (47) /s TeKy4deu cpeibl
yepe3 GUABbTPYOUUU MaTepHral (32) HapyKy oT MyHAITyKa (40) npu BbiioXe

MManueHTa 9epe3 OTBEPCTHUEC AJIAd MHT aJIAIINH,

npuyeM Kopnyc (46) 1 ocHoBaHue (31) duabTpa NpeCcTaBAAIOT COO0U

WHTErpUpPOBAHHbBIM HEPA3'bEMHBIU OJIOK.
Ha6op, conepxamui

- Cl)apMaL[eBTI/I‘{eCKYI-O KOMIIO3UIIWIO, COAECPHKAIIYIO HHFaJIHL[PIOHHbeI
I/IMMYHOCYHpeCCI/IBHbII‘/JI MaKpOL[I/IKJII/I‘{eCKI/Iﬁ aKTHUBHbBIN HUHI'PENHUEHT, OJA
MNpUMEHEHHUA OJIA IIPpEAOTBPAILl€eHUA U JICHEHHUA JIETOYHOTI'0 3ab0J/1eBaHUsA UK

COCTOSIHUSA Y CYyO'BEKTa;

Ir/le yKa3aHHasi KOMIIO3UIIUS CO/IEPKUT IO MeHbIIIEN Mepe OJJUH JIUcaxapu/,
BbIOpaHHbBIM U3 I'PYIIIbL, COCTOSILI[EN U3 CaXapo3bl, JAKTO3bI U TPEraao3hbl, B
KOJIMYECTBE B IMAIIa30He OT pUMepHO 5 Jjo npuMepHo 15 Macc.% B epecyeTe Ha

06111y10 Maccy papMaleBTUYECKOW KOMITO3UIIUU; U



29.

- He6byJuauzsep (100), conepxauiui:
a) re”eparop (101) asposouis, coaepKalivu:

- pesepByap (103) as5 TeKy4deu cpe/ibl AJ1s XpaHeHUS papMaleBTUYECKOU
KOMIIO3UIMU UJIH 1€ PEXOJHUK, BBIITOJTHEHHBIX C BO3MOXKHOCTBIO

coe/IMHEHUs pe3epByapa JJisl TeKy4den cpefibl, U

- BBINOJIHEHHYIO C BO3MO)KHOCTbI0 BUOpanuu Mmem6pany (110), umeroiyto
MHOXKECTBO OTBEPCTUH, NTpeJHA3HAUYEHHbIX /IJIsl I0JIy4eHHUs a3p030Jd,
coJieprKaliero KaneJbKH, UMeL[e MacCOBbIM Me/JUaHHbIN
aspoavHamuyeckuu guametp (MMA/L) BIUIOTH 0 npUMepHO 4,0 MKM IpHU
M3MepeHUHU c ucnosnb3oBaHueM 0,9% (macc./06.) BogHOro pacTBopa

XJI0pruaa HATpPHA,

b) kamepy (105) /11 BpeMeHHOTO pa3MelleHUs a3p030Jis, BbIpabaTbIBaeMOro
reHeparopoM (101) aspo30s1s1, UMEOLILYIO BHY TPEHHIOIO I10JOCTh 06'beMOM B

JiranazoHe oT mpuMepHo 50 1o npuMepHo 150 MJt; U

¢) MmyHAITYK (40) /151 JoCTaBKU CYyO'bEKTY a3p030Ji4, MoJaBaeMoro HebyJialisepomM

(100), npu atom MyHAIITYK (40) umeeT duabtp (30) BbIAOXA.

Ha6op no .28, B koTopoM yKazaHHas ¢papMaleBTUYeCKas KOMITO3UIUS, COJie prKalast
VMHT /IS MOHHBIA UMMYHOCYTIpe CCMBHBIM MaKp OIIUKJINYeCKUN aKTUBHBIN UHT'PEIUEHT,
JIUIsl IPUMEHEHUS JJIs TIpeIOTBpallleHUs UJIU JIeYEHUS JIETOUHOT 0 3a60/IeBaHUS WU
COCTOSIHUA Y CyO'bEKTa, obecrieyeHa B BU/Ie TIpe/IBAPUTENBHO MONIyIEHHOM KUJTKOU

BOJHOW KOMIIO3UIIMH.

30. Ha6op no n.28, B koTopoM ykasaHHasi papMalieBTUYeCKask KOMIIO3UIMS,
coJieprKalasi MHTaJsMOHHbIA UMMYHOCYTIPECCUBHBIA MaKPOLUKJIUYECKUU aKTUBHBIN
WHTpeIUeHT, [I/1s1 IpUMEeHEeHUs 1JIs IpeOTBpallleHUs UJIY JIeYeHUS JIETOYHOT 0
3ab0JIeBaHUS UJIM COCTOSIHUA Y CyO'beKTa, obecliedeHa B BU/iE TMOPUIN3ATa,
coJleprKalleTro UHTaJSMOHHbIM UMMYHOCYTIPECCUBHBIA MaKp OLJUKJINYECKUUN

aKTHUBHBIN HHI'PEJUEHT U CTepPIJIbeIfI H{I/I,Z[KI/Iﬁ BO,Z[HI:IFI HOCHTEJIb OJId



nepepacTBOpeHuUs1 JModUar3aTa /s NodydeHUs KU KoM dpapMalieBTUUeCKON

KOMITO3HIINH.
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