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OAPMAIJEBTHHECKAH KOMIKBHipW C YJIYHUIEHHOM 
CLfflYHECTblO, JIEKAPCTBEHHOE CPE^CTBO, CnOCOB nOJIYHEHHfl H 

IIPHMEHEHHE 

H3o6peTeHHe OTHOCHTCH K oGjiacra (JjapMaueBTHKH, B HECTHOCTH K TBep^biM 

^apMaueBTH^ecKHM KOMIIO3HUH}IM, coaepacamHM 2-aMHHO-2-[2-(4-oKTHJic[)eHHJi)3THji]nponaH-

1,3-OTOJi HJIH ero (f)apMaiieBTHHecKH npneMJieiviyio COJIB, CTa6HJiH3aTOp, CK0Jib3amee BemecTBO 

H HanojfflHTeJifc; K cnoco6aM nojiyneHHa (fjapMaueBTHHecKOH KOMIIO3HIIHH, K jieicapcTBeHHBiM 

cpeacTBaM wis noflaBneHHa HMMYHHOH CHCTCMBI H JieneHHa pacceaHHoro CKJiepo3a. 

HacToamee H3o6peTeHHe oSecnenHBaeT o^Hopo^Hoe pacnpe^eneHHe aKTHBHoro 

K0Mii0HeHTa B TBep^OH K0Mn03HUHH, BticoKyio CTa6njiBHOCTB H yjiynmeHHyio CBinynecTb 

TBep^OH (JjapMaijeBTHnecKOH KOMIIO3HIIHH . Bnaroaapa yjiynmeHHOH cBinynecTH, 

npe^jiaraeMBie B H3o6peTeHHH K0Mn03niiHH, MO>KHO Hcn0JiB30BaTB Ha aBTOMaTHnecKOM 

o6opyaoBaHHH. 

2-aMHHO-2- [2-(4-0KTHji4>eHHn)3THJi]nponaH-1,3-AHOJI B CBOSO^HOH 4>opMe HJIH B BH^e 

^apMaueBTH^ecKH npHeMjieMOH conn, HanpHMep, ra,zjpoxjiopH#a, npeacTaBJiaeT COSOH 

MoayjiaTop SIP peijenTOpOB. C(J)HHro3HH-1 -(J)oc(|)aT ("SIP") - STO HarypajiBHBiH jrnnim 

CBIBOpOTKH KpOBH. B HaCTOflmee BpeMa H3BeCTHO 8 HOBBIX SIP petienTOpOB, a HMeHHO OT 

Lysophospholipid edgl ,zjo edg8 [http://integrity.thomson-pharma.com]. Mo^yjiaTopBi HJIH 

aroHHCTBi SIP - 3TO THnHHHBie aHanora c(J)HHro3HHa, TaKHe KaK 2-3aMemeHHBie 2-aMHHo-

nponaH-l,3-flHojiBi HJIH 2-aMHH0-np0naH0Ji np0H3B0^HBie, HanpHMep, coe^HHeHHe, 

BBiSpaHHoe H3 rpynnBi o6men (J)opMyjiBi A [WO 2007/021166], 

OGjiaCTb TeXHHKH 

Ilpe^mecTByiomHH ypoBeHb TCXHHKH 

Z 

CH2R1Z 

A 

r^e Z npe^cTaBJiaeT COSOH H, Ci^ajiKHji, C2^ajiKeHHJi, C2-6aJiKHHHJi, (JJCHHJI; 4>eHHji, 

3aMemeHHBiH OH; Ci-6ajiKHJi, 3aMemeHHBiH 1-3 3aMecTHtejiaMH, BBi6paHHBiMH H3 rpynnBi, 

http://integrity.thomson-pharma.com
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co/iep>KameH rajioH^, C3_8KHKJioajiKHji, (JieHHJi H (JJCHMJI, 3aMemeHHBift OH, HJIH CH2-R4Z, B 

KQTopoft Rjz npeflctaBJiaeT CO6OH OH, aunjioKCH HJIH ocTaTOK (JjopMyjiti Al, 

,OR 5z 

OR 62 

Al 
B KOTOpOH Z\ - 3TO npOCTaa CBA3B HJIH O, IipeHMymeCTBeHHO 0; KaHCflBIH H3 R5Z H RSZ 

He30BHCHM0 apyr OT apyra npe^cTaBjiaioT H, CM ajncnji, Heo6a3aTejiBHo 3aMemeHHBiH 1, 2 

HJIH 3 aTOMaMH rajiOH^a; 

Riz npeACTaBjiaeT CO6OH OH, 3HHJIOKCH HJIH ocTaroK (JjopMyjiBi A, a Kaac^BiH H3 R2Z H 

R3Z He3aBHCHMo npeflCTaBjiaeT CO6OH H, CM ajncnji HJIH auHJi. 

Mo^yJiHTOpBi SIP peuenTopa - STO coe^HHeHHH, KOTOpBie nposBJunoT ce6a KaK 

aroHHCTbi o,ziHoro HJIH 6ojiee c(|)HHro3HH-1 -(|)oc(J)aTHoro peuenTopa, HanpHMep OT S1P1 ,a;o 

S1P8. AroHHCT, cBa3BiBaK)mHHca c SIP peijeirropoM, MoaceT, HanpHMep, npHBOflHTt K 

aHCCOUHaUHH BHyTpHKJieTOHHBIX TeTepOTpHMepHBIX G-npOTeHHOB B Ga-GTP H Gpy-GTP, 

H/HJIH yBejiHHHBaTB ^oc(J)opHjiHpoBaHHe «3axBaHeHHoro» aroHHCTOM peuenTopa H 

HanpaBjieHHyio aKTHBaiuno CHraanBHBix nyTea/KHHa3. 

KaK noKa3BiBaioT o63opbi, 6ojiee npe^noHTHTejiBHBiMH Mo^yjisTopaMH HJIH aroHHCTaMH 

SIP peuenTopoB, ABJiaiOTCH coeflHHeHHa o6men 4>opMyjiBi B [EP 627406A1], 

CH2OR3 

R4R5N' •CH2OR2 
R1 

B 
rfle: 

Ri - 3TO npaMaa HJIH pa3BeTBJieHHaa Ci2-22UenB, KOTOpaa MoaceT HMCTB B uerm CBH3B 

HJIH reTepoaroM, BBi6paHHBie H3 ABOHHOH CBH3H, TPOHHOH CB»3H, O, S, NR$, r^e R6 - STO H, 

CMSJIKHJI, apHJi-CMaJiKHJi, auHJi, C1 ̂ ajiKOKCHKapSoHHji, H KapGoHHji, H/HJIH 

KOTOpaa MOMCeT HMCTB B KaHeCTBe 3aMeCTHTeJIH CMSJIKOKCH, C2-4ajIKeHHJI0KCH, 

C2-4aJIKHHHJIOKCH, apHJI-C i ^ajIKOKCH, aiJHJI, CMMKHJiaMHHO, CMaJIKHJITHO, aiJHJiaMHHO 

(CMaJIK0KCH)Kap60HHJI, (C1 ̂ taJIK0KCH)-Kap60HHJiaMHH0, aiJHJIOKCH, (Ci_4aJIKHJl)Kap6aMOHJI, 

HHTpo, ranoreH, 3MHHO, raapoKCHHMHHO, rnapoKCH HJIH KapGoKcn; HJIH 
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Ri npeflCTaBJweT CO6OH 

- 4)eHHJiajiKHji, B KOTOPOM anKHJi - 3TO npaMaa HJIH pa3BeTBJieHHaa (C6-2o)yrJiepoaHaa 

uem>; HJIH 

- (f)eHHJiajiKHJi, B KOTOPOM 3JIKHJI - 3TO npaMaa HJIH pa3BeTBJieHHaH (Ci.3o)yniepo,miaa 

uenb, B KOTopoH cKa3aHHtiH 4>eHHJiajiKHJi 3aMemeH Ha 

- npaMyio HJIH pa3BeTBjieHHyio (C6-2o)yrJiepo,zmyio uenb, Heo6a3arejibHo 3aMemeHHyio 

rajioreHOM, 

- npaMyio HJIH pa3BeTBJieHHyio (C6-2o)aJiKOKCH uent, Heo6a3aTejibHO 3aMemeHHyio 

rajioreHOM, 

- npaMyio HJIH pa3BeTBJieHHyio (C6-2o)anKeHHJioKCH, 

- 4>eHHJi-Ci.i4ajiKOKCH, raji0reH<J)eHHji-Ci-i4ajiK0KCH, 4>eHHJi-Ci.i4ajiKOKCH-Ci_i4anKHJi, 

4>eHOKCH- Ci-43JIKOKCH HJIH (JieHOKH- Ci-naJIKHJI, 

-UHKJIOaJIKHJiaJIKHJI, 3aMemeHHBIH C6-20aJIKHJIOM, 

-reTepoapajiKHJi, 3aMemeHHbiH C6-2oaJiKHjioM, 

-reTepOLlHKJIHHeCKHH C6-20aJIKHJI HJIH reTepOUHKJIHHeCKHH aJIKHJl(?), 3aMemeHHbIH 

C2-203JIKHJIOM, 

H B KOTOPOM ajiKHJibHaa nacTb MoaceT HMeTb: 

-B yrjiepoflHOH iienn CBa3b HJIH reTepoaTOM, BbiSpaHHbie H3 ABOHHOH CBa3H, H3 

TPOHHOH CBa3H, O, cyjib^HHHji, cyjib(^OHHJi HJIH NR^, r,zie Rg npHHHMaeT BbimeyKa3aHHbie 

3HaneHHa, H 

- B KanecTBe 3aMecTHTena - CM3JIKOKCH, C2-4ajiKeHHJi0KCH, C2-4ajiKHHHji0KCH, apnji-Ci. 

43JIKOKCH, aiJHJI, Cl-4ajIKHJiaMHHO, Ci^ajIKHJITHO, aiJHJiaMHHO (CMaJIK0KCH)Kap60HHJI, (Ci-

4ariK0KCH)-Kap60HHJiaMHH0, aiiHjioKCH, (Ci-4anKHJi)Kap6aMOHji, HHTpo, ranoreH, aMHHO, 

TH,apOKCH HJIH Kap60KCH; H 

KaHCflblH H3 R2, R3, R4 H R5 He3aBHCHMO npeflCTaBJMIOT C060H H, Cl^ajIKHJI HJIH aUHJI, 

HJIH HX 4>apMaueBTHHecKH npneMjieMyio cojib HJIH rnqpaT. 

B nacTHOCTH, 2-aMHH0-2-[2-(4-0KTHJi(|)eHHJi)3THji]np0naH-1 ,3-^HOJI (JiopMyjibi 1 

(4>HHr0JiHM0fl) B CBOGO^HOH (|)opMe HJIH B BH,zje (JjapMatieBTHHecKH npneMJieMOH COJIH, 

HanpHMep, ra^poxjiopH/ja, aBJiaeTca HMMyHOMoayjwTopoM, icoTopbiH Bbi3biBaeT 

nepepacnpe^ejieHHe JIHM(J)OHHTOB H3 Kp0B0T0ica BO BTopHHHyio JiHM^aTHHecicyio TKaHb, HTO 

npHBOflHT K HMMyHOcynpeccHH. OH rnnpoKO Hcnojib3yeTca fljia jieneHHa H npocJmjiaKTHKH 

OTTopaceHHa opraHOB HJIH TKaHen TpaHcnjiaHTaTOB, HanpHMep, una jieneHHa pnijHnHeHTOB 

cepflua (nepecaaceHHoe cep,zwe), Jiencnx, COBMCCTHO cep/me-JierKHe, neneHb, IIOHKH, 

naHKpeaTHnecKHe, Koaoibie HJIH TpaHcnjiaHTaTbi poroBHHbi, H fljia npo4>HjiaKTHKH 
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3a6ojieBaHHH «TpaHcruiaHTaT npoTHB xo3HHHa», TaKHX, KaKHe HHor^a HMCIOT MecTO 6brn> 

nocjie TpacnjiaHTauHH KocTHoro M03ra; una jieneHHH H ripo^HJiaKTHKH ayroHMMyHHbix 

3a6ojieBaHHH, HJIH BocnajiHTejibHbix COCTOKHHH, TaKHX KaK, pacceaHHbiH cKJiep03, apTpHTbi 

(HanpHMep, peBMaroHzmbm apTpHT), BocnajiHTejibHbie 3a6ojieBaHHa KHmeHHHKa, renaraT H 

T.fl.; flJia JieneHHH H npO<J)HJiaKTHKH BHpyCHblX MHOKapflHTOB H BHpyCHbDC 3a6oJieBaHHH, 

Bbi3BaHHbix BHpycHbiMH MHOKap^HTaMH, BKJnoHaa renaTHTbi H BHH [KaK yKa3aHO, HanpHMep, 

B US 5604229, WO 1997/024112, WO 2001/001978, US 6004565, US 6274629, H 

JP-14316985]. 

HecMOTpa Ha TO, HTO 2-aMHH0-2-[2-(4-0KTHJi(J)eHHJi)3THJi]np0naH-l ,3-^HOJI, npex^e 

Bcero B (fjopMe COJIH, pacTBopHM B Bo#e, HaSjuo^aeTca 06pa30BaHHe KpHCTajuiHHecKoro 

oca^Ka 3Toro coeflHHeHHH Henocpe^CTBeHHo nocjie npnroTOBJieHHfl pacTBopa HJIH npn ero 

xpaHeHHH. TaKHM 06pa30M, (JjapMaijeBTHHecKHH pacTBop MoaceT 6biTb npeHMymecTBeHHo 

Hcn0Jit30BaH HeMe^neHHO HJIH B npeaenax K0p0TK0r0 BpeMeHH nocne npHroTOBJieHira, 

HanpHMep, B npe^enax 4 nacoB. 

YcTaHOBneHO, HTO AoSaBJieHHe UHKjio^eKCTpHHOB B BO^Hbie pacTBopbi [US 6476004] 

3<J)<|>eKTHBH0 cHHacaeT 06pa30BaHHe KpncTajuiMHecKoro oca^Ka coeflHHeHHa, ozmaKo, 

HCn0JIb30BaHHe HHKJIOfleKCTpHHOB OipaHHHeHO BblCOKOH CTOHMOCTbK) H HOpMaTHBaMH. 

ri0JiyB0«Haa K0Mn03HHHa coe^HHeHHa, KOTOpaa co^epacHT STaHOJi H n0JiH3THJieHrjiHK0Jib, 

onncaHa B EP 0627406. HecMOTpa Ha TO, HTO KpncTajiJiHHecKHH ocaaoK He o6pa3yeTca B 

nojiyBOAHbix pacTBopax, npn BHyrpHBeHHOM BBe,neHHH KOMHO3HUHH B03HHKaK)T npoSjieMbi, 

HanpHMep, cjiynan Mecraoro pa3^pa»ceHHa H reMOJiH3a B CBJBH c BHCOKOH KOHHeHTpauneH 

STaHOJia H nonHSTHjieHrjiHKOJM, coaepacamnxca B K0Mn03HiiHH. H3BecTHbi pa3JiHHHbie 

BapnauHH HCH^KHX KOHHempaTOB, co^epacamnx 2-aMHH0-2-[2-(4-0KTHJi$eHHJi)3THJi]np0naH-

1,3-AHOJI [WO 2007/021666 HJIH RU 2402324], co^epacamnx npneMymecTBeHHo 

nponHJieHrjiHKOJib H Heo6ii3aTejibHo rjimiepHH. KpoMe Toro, npn npHroTOBJieHHH jieKapcTBa 

AJia opajibHoro BBe^eHHa ne^HaTpHnecKHM nauneHTaM, HMeeTca orpaHHHeHHe, B CMMCJie 

OH 

\ 

1 
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MeHtinero HHCJia noaxoaamnx HHepTHbix HanojiHHTeneH, T.e. Taicaa K0Mn03HijHa 

npean0HTHTejn>H0 aojiaoia 6biTb 6e3 cnnpTa. 

TaKHM 06pa30M 6ojiee npeanoHTHTenbHbiMH aBJiaiOTca TBepawe (JiapMaueBTHHeciaie 

K0Mn03HUHH, coaepHcamne 2-aMHH0-2-[2-(4-0KTHJi(|)eHHJi)3THJi]np0naH-l,3-flH0Ji. 

H3BecTHO Hcn0Jib30BaHHe 2-aMHH0-2-[2-(4-0KTHJi^eHHii)3THJi]np0naH-l,3-flH0Jia B 

TBepABix 4>apMaueBTHHecKHx K0Mn03HUHax, HanpHMep, B WO 2009/048993, rae HanojiHHTenH 

Bbi6paHbi H3 MOHoraflpaTa jiaKT03bi, 6e3BO/iHOH jiaKT03bi, KyKypy3Horo KpaxMana, MaHHHTa, 

KCHJiHTa, cop6HTa, cyKpo3bi, MHKpoKpHCTajuiHHecKOH uejuiK)jio3bi, HanpHMep, Avicel PH 101, 

BTopHHHoro KHCJioro <])oc<j)aTa KajibiiHH, ManbTo^eKCTpHHa, acejiaTHHa; CBa3yiomHe BemecTBa 

BbiSpaHbi H3 rilMU,, L-run, noBHaoHa, mij; pa3pbixjiHTejiH Bbi6paHbi H3 Kyicypy3Horo 

KpaxMana, KpocnoBHaoHa, HaTpHHKp0CKapMejui03bi, Kap6oKCHMeTHJiKpaxMajia Haxpna, 

npe^BapHTejibHo acejinpoBaHHoro KpaxMajia, cnjiHKaTa Kajibuna; 3aMacjiHBaTejm Bbi6paHbi H3 

rHflpHpoBaHHoro KacTopoBoro Macjia, niHuepHJiSereHaTa, cTeapaTa Marana, cTeapara 

KajibUHH, CTeapaTa ijHHKa, MHHepajibHoro Macjia, CHJIHKOHOBOH HH^KOCTH, JiaypHjicyjib<f)aTa 

Haipna, L-jienijHHa, cTeapHJi<J)yMapaTa HaTpna H T.a. 

H3BecTHo Hcn0Jib30BaHHe 2-aMHH0-2-[2-(4-0KTHJi(J)eHHJi)3THji]np0naH-l,3-flH0Jia B 

TBep^Bix (J)apMaueBTHHecKHx KOMIIO3HUHHX, HanpHMep, B WO 2008/037421, rae B cocTaB 

BxoaaT noJiHMepHbie CMOJIM H O^HH HJIH 6onee OKCHaoB MeTajuia. 

H3BecTHo Hcn0Jib30BaHHe 2-aMHH0-2-[2-(4-0KTHJi<|>eHHJi)3THji]np0naH-l,3-,zm0Jia B 

TBep^bix (J)apMaueBTHHecKHx K0Mn03HiiHax, HanpHMep, B RU 2426555, rae B cocTaBax 

Hcnonb3yiOTca nojiHSTHJieHniHKOJib 300 H nonHCop6aT 80, ana JieneHHa paxoBoro 

3a6ojieBaHHa. 

H3BecTHO TaKace Hcn0Jib30BaHHe 2-aMHHo-2-[2-(4-oKTHJi<J)eHHji)3THJi]nponaH-l,3-

anojia B TBep^bix (J)apMaueBTHHecKHx K0Mn03Hiyiax, HanpHMep, B RU 2358716, rae 

4>apMaueBTHHecKaa K0Mn03Hii,Ha, npnroaHaa ana opajibHoro BBeaeHHa, coaep>KHT 2-aMHHO-2-

[2-(4-0KTHn4>eHHn)3THji]np0naH-l,3-aH0Ji B BHae raapoxjiopnaa (FTY-720), caxapnbiH cnnpT, 

KOTopbiii npeacraBjiaeT CO6OH MaHHHT, 3aMacjiHBaTejib, KOTopbiH npeacTaBjiaeT CO6OH CTeapaT 

Marana, npe^Ha3HaHeHa ana Hcn0Jib30BaHHa npn H3r0T0BJieHHH JieKapcTBeHHoro cpeacTBa ana 

npeaynpeacaeHHa HJIH JieneHHa orropaceHHa TpaHcnjiaHTara opraHa HJIH TKaHH, peaioiHH 

TpaHcnjiaHTaT npoTHB xo3aHHa, ayroHMMyHHoro 3a6ojieBaHHa, BocnajiHTejibHbix cocToaHHH, 

BHpyCHOrO MHOKapaHTa H BHpyCHblX 3a6oJieBaHHH, CBa3aHHbIX c BHpyCHbIM MHOKapaHTOM, 

ana Hcn0Jib30BaHHa npn H3r0T0BJieHHH JieKapcTBeHHoro cpeacTBa ana jieneHHa pacceaHHoro 

CKjiepo3a. 
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IlpH HCII0Jn>30BaHHH aBTOMaTHHeCKHX HanOJIHfflOmHX MaUUHH BemeCTBa flOJDKHbl 

o6jiaaaTB Onpe^ejieHHblMH (J)H3HKO-XHMHHeCKHMH H TeXHOJIOrHHeCKHMH CBOHCTB3MH, TaKHMH, 

Kan: 

onpeaejieHHaa BejiHHHHa H (JjopMa nacTHij; 

0aH0p0aH0CTb pa3Mepa nacTHu; 

roMoreHHOCTb CMemHBaHHa; 

CbinynecTb (TeKynecTb); 

coaepacaHHe BJiarn; 

CnOCOGHOCTb K KOMnaKTHOMy (|)OpMHpOBaHHK) noa aaBJieHHeM 

(IIpoMbimjieHHaa TexHOJioraa neKapcTB. T. 2 noa pea. B.H. HyemoBa, 2002, c. 407-408). 

ripn coxpaHeHHe flocTaroHHo BHCOKHX napaMeTpoB 6H0,zj0CTynH0CTH aKTHBHoro 

KOMnoHeHTa, HeaocTancoM yKa3aHHbix Bbirne H3BecTHbix TBepabix <J>apMaijeBTHHecKHx 

K0MII03HUHH 2-aMHH0-2-[2-(4-0KTHJi^eHHJi)3THJi]np0naH-l,3-,aH0Jia HBJiaexca HeflOCTaTOiHO 

BbicoKaa cbinynecTb, KOTOpaa He n03B0JiaeT S^CKTHBHO Hcn0Jib30Ban> coBpeMeHHoe 

aBTOMaTHHecKoe oSopyzjoBaHHe. 

PaCKpblTHe H306peTeHHH 

3aaaHeH HacToamero H3o6peTeHHa aBjiaerca nojiyneHHe HOBOH Bbic0K03<J)<j)eKTHBH0H 

TBepaoH (JjapMaueBTHHecKOH KOMIIO3HUHH Ha 0CH0Be Mo^yJiaTopa SIP peijenTopoB, 

npe^cTaBjiaiomero CO6OH 2-aMHH0-2-[2-(4-0KTHJi(J)eHHji)3THJi]np0naH-l,3-AH0Ji, KOTOpaa 

CTaGnjibHa npn xpaHeHHH, He Bbi3biBaeT pa3,apaaceHHa, HeTOKCHHHa, H B TO ace BpeMa 

o6jiaz*aioT yjiynmeHHOH cbinynecTbio, ,zyia no^aBJieHHa HMMyHHOH CHCTCMBI H ueneHHa 

pacceaHHoro CKJiepo3a. 

IlocTaBJieHHaa 3sm,axia pemaeTca HOBOH TBep^oH (J)apMaueBTHHecKOH K0Mn03HUHefi Ha 

0CH0Be Mo^yjiaTopa SIP peuerrropoB, npe^CTaBJiaiomero CO6OH 2-aMHHO-2-[2-(4-

0KTHJi4)eHHJi)3THJi]np0naH-l,3-flH0Ji, HJIH ero 4)aPMai^eBTHHeCKH npneMjieMOH conn, 

jHonojiHHTejibHO co^epacamen jiaKTyjio3y, nojiH3THjieHrjiHKOJib-6000, H 

nOJIHBHHHJmHppOJIHflOH. 

ABTopti HacToamero H3o6peTeHHa o6HapyacHJiH, HTO npeHMymecTBaMH HOBOH TBepaoH 

^apMaueBTHnecKOH KOMHO3HIIHH C AaHHbiM cocTaBOM aBJiaiOTca OTcyrcTBHe TOKCHHHOCTH, 

OTcyrcTBHe ajuieprHMecKHX peaKUHH, oao6peHHoe npHMeHeHHe KOMiiOHeHTOB fljia fleTefi H 

B3pocjibix, a Taicace oflHopoflHoe pacnpe^ejieHHe aKTHBHoro KOMnoHeHTa B TBep^ofl 

K0Mn03HimH, BblCOKaa CTa6HJIbHOCTb. 
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TexHHHecKHM pe3yjibTaTOM Hacxoamero H3o6peTeHH» aBJiaerca 3HanHTejibH0 

yjiynmeHHaa cbinynecTb HOBOH TBepaoH (JmpMaueBTHnecKOH KOMHO3HUHH Ha 0CH0Be 

MoayjiHTopa SIP peneirropoB, npe^cTaBJiaiomero CO6OH 2-aMHHO-2-[2-(4-

0KTHji4>eHHJi)3THji]np0naH-l,3-flH0Ji, Gjiaroflapa KOTOPOH npeftnaraeMyio B H3o6peTeHHH 

K0MII03HIXHK), MOECHO 60Jiee 34>4>eKTHBHO HCn0JIB30BaTb Ha aBTOMaTHHeCKOM 060pyfl0BaHHH, B 

qacTHOCTH, yBejiHiHTb CKOPOCTB KancyjiHpoBaHHH c coxpaHeHHeM Bcex <J)apMaK0Ji0niHecKHX 

CBOHCTB 4>apMaueBTHHeCKOH K0Mn03HUHfl, HanpHMep, TaKHX, KaK CBH3bIBaHHe C peuenTOpaMH 

SIP. KaK 6yqeT noKa3aHo HHace B npHMepax ocymecTBJieHHa K3o6peTeHna, cbinynecTb HOBOH 

TBepflOH (|)apMaueBTHHecKOH K0Mn03Huna no HacroameMy H3o6peTeHHio B cpe^HeM B 4 pa3a 

Bbiine cbinynecTH Bbi6paHHoro npoTcrana Ha 0CH0Be FTY-720 Gylenia, H3BecTHoro cpe^cTBa 

jyia JieneHHH pacceaHHoro cioiepo3a (RU 2358716). 

Hnace npHBeaeHbi onpe^ejieHHa TepMHHOB, KOTopwe Hcn0Jib30BaHbi B onncaHHH 

^aHHoro H3o6peTeHHH. 

«JleKapcTBeHHoe cpeacTBo (npenapaT)» - BemecTBo (HJIH cMecb BemecTB B BH^e 

^apMaueBTHHecKOH K0Mn03HijHH), B BH^e Ta6jieT0K, Kancyji, HHteioiHH, Ma3eH H ap- TOTOBBIX 

<|>opM npeflHa3HaHeHHoe ana BoceraHOBJieHHa, HcnpaBJieHHa HJIH H3MeHeHHa 

4>H3H0Ji0rHHecKHx (|)yHKUHH y nejiOBeKa H acHBorabix, a Taoce asm jieneHHa H npo<j)HJiaKTHKH 

6oJie3HeH, flHaraocTHKH, aHecTe3HH, KOHipaueniiHH, KOCMeTOJiorHH H nponero. 

«CKOJib3«mee BemecTBO» - BemecTBO, cnocoScTByioiuee CKOJIBHCCHHIO, 

CMa3biBaiomee H npenaTCTByiomee npHjranaHHio. IIo CBoen npnpo^e cKOJib3amHe BemecTBa 

M0a(H0 pa36HTb Ha ABe rpynnbi: a) aoipbi H acnponoaoSHbie BemecTBa; 6) nopouiKOBH^Hbie 

BemecTBa. ri0p0HiK006pa3Hbie BemecTBa Haxo^aT Sojibinee npnMeHeHHe, neM acnpoBbie, 

nocKOJibKy nocjie^HHe OTpaacaioTca Ha pacTBopHMOcra H XHMHnecKOH CTOHKOCTH Ta6jieTOK. 

Il0p0iiiK006pa3Hbie CKOJib3amne BemecTBa BBOjjaTca onyqpHBaHHeM rpaHyjurra. OHH 

o6ecneHHBaK)T paBHOMepHoe HCTeneHHe TaSjierapyeMbix Macc H3 6yHKepa B MarpHuy, HTO 

rapaHTHpyeT TOHHOCTB H nocToaHCTBo ,ZJO3HPOBKH JieKapcTBeHHoro BemecTBa. CMa3biBaiomHe 

BemecTBa cnoco6cTByioT 06nerqeHH0My BbrrajiKHBaHHio Ta6jieT0K H3 MaTpHiiw, 

npe^oTBpamaa 06pa30BaHHe uapanHH Ha HX rpaHax. IIpoTHBonpHjranaiomHe BemecTBa 

npeflOTBpamaiOT HajiHnamie Maccbi Ha CTCHKH nyaHCOHOB H MaTptm, a TaKace cjinnaHHe 

nacTHneK .zjpyr c apyroM. ripeflnoHTHTejibHbiMH cKOJit>3amHMH BemecTBaMH aBJiaiOTca 

n0JiH3THJieHrJIHKOJIB (II3r) -400, nojiH3THjieHrjiHKOJib-6000. 

«CTa6HJIH3aTOp» - 3TO KOMnOHeHT (|)apMaueBTHHeCKOH K0MII03HIJHH, KOTOpbffl 

yMeHbinaeT H3MeHeHHa ^H3HHCCKHX, XKMBHCCKHX, (JmpMaKOJionraecKHx H HHBIX CBOHCTB 
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BemecTBa npH xpaHeHHH HJIH npHMeHeHHH. IIpHMepaMH CTa6HJiH3aTopoB SBJMIOT jiaKTyji03a, 

nOJIHBHHHJmHppOJIHflOH H flp. 

«Cbiny*iecTb (TeKyHecrb)» - cn0C06H0CTb n0p0mK006pa3H0H cncreMbi BbiCbmaTbca 

H3 eMKOCTH BOpOHKH HJIH TeHb nOfl CHJIOH COSCTBCHHOH THHCeCTH H 06eCneHHBaTb 

paBHOMepHoe 3anoJiHeHHe Kancyji (HJIH MaTpHHHoro KaHana). MaTepnaji, HMeiomHH iuioxyio 

cbinynecTb B BopoHKe, npHinmaeT K ee creHicaM, HTO HapymaeT PHTM ero nocTynjieHira B 

Kancyjiy. 3TO npHBo^HT K TOMy, HTO 3a^aHHaa Macca Kancyji npn aBT0MaTH3Hp0BaHH0M 

npoH3Bo^cTBe 6y^eT K0Jie6an>ca. CbinynecTb nopouiKOB aBjweTca KOMnjieKCHOH 

xapaKTepncTHKOH, onpeaejweMofi ^HcnepcHOCTbio H ^OPMOH nacTHu, BjiaacHocTbio Macc, 

rpaHyjiOMexpHHecKHM cocTaBOM H cocToaHHeM noBepxHocra nacTHu. 3Ta TexHOJiornnecKaa 

xapaKTepncTHKa MOJKCT 6biTb Hcn0Jib30BaHa npn Bbi6ope TexHOJiornn KancyjinpoBaHHa. 

riopomKoo6pa3Hbie CMecn, coaepacamne 80-100% MCJIKOH (JjpaKiiHH (pa3Mep nacTHu MeHbine 

0,2 MM), njioxo fl03Hpyi0TCH, n03T0My HeoSxo^HMO npoBO^HTb HanpaBJieHHoe yKpynHeHHe 

nacTHu TaKHX Macc, T.e. rpaHyjinpoBaHHe. 

«<I>apiviaueBTHHecKaH KOMIIO3HUHH» o6o3HanaeT K0Mn03HUHK>, BKJnonaiomyio B ce6a 

aKTHBHoe BemecTBo (2-aMHH0-2-[2-(4-0KTHii(|)eHHJi)3THji]np0naH-l,3-/iH0Ji no aaHHOMy 

H3o6peTeHHio), HJIH ero (|)apMaiieBTHHecKH npneMJieMyio COJIB, H, no KpaHHeft Mepe, O^HH H3 

K0Mn0HeHT0B, Bbi6paHHbix H3 rpymnu, cocToameft H3 (JjapMaiieBTHnecKH npneMJieMbix H 

4>apMaK0Ji0rHHecKH coBMecTHMbix HanojiHHTejieH, pacTBopHTejieft, pa36aBHTejieH, HOCHTejien, 

BcnoMoraTejibHbix, pacnpe^ejiaioiUHx H BOcnpHHHMaiomHx cpeflcra, cpe,qcTB ^ocTaBKH, TBKHX 

KaK KOHcepBaHTbi, cTa6njiH3aTopbi, 3HaneHHe KOTOpbix onpe^ejieHO B ^aHHOM pa3.ae.jie, 

HanojiHHTejiH, H3MejibHHTejiH, yBJiaacHHTejiH, 3MyjibraTopbi, cycneH^npyiomHe areHTbi, 

3arycTHTejiH, no,qcjiacTHTejiH, oxayuiKH, apoMaTH3aTopbi, aHTH6aKTepHajibHbie areHTbi, 

(J)yHrHUH^bi, jiy6pHKaHTbi, peryjiaTopw np0Ji0HrHp0BaHH0H flocraBKH, aHTHOKCH^aHTbi, 

CKOJib3flmne BemecTBa, 3HaneHHe KOTOpbix onpeaejieHO B aaHHOM pa3,qejie. Hx Bbi6op H 

cooTHomeHHe 3aBHCHT OT npHpoflbi H cnoco6a Ha3HaneHna H £C>3HPOBKH. npHMepaMH 

cycneHAHpyiomnx areHTOB aBJiaiOTca 3T0KCHJiHp0BaHHbra H30CTeapHJi0BbiH cnnpT, 

nOJIHOKCHSTHJieH, COp6HTOJI H COp6HTOBbIH 3<|)Hp, MHKpOKpHCTaJIJIHHeCKafl IteJUIK)JI03a, 

MeTaraflpoKCHfl ajnoMHHHH, 6eHTOHHT, arap-arap H TparaKaHT, a Taoce CMecn STHX BemecTB. 

3amHTa OT ACHCTBHJI MHKp00praHH3M0B MoaceT 6brn> oGecneneHa c noMombio pa3H006pa3Hbix 

aHTH6aKTepHajibHbix H np0THB0rpH6K0Bbix areHTOB, HanpHMep, TaKHX KaK, napa6eHbi, 

xjiopSyraHon, copGHHOBaa KHCJioTa H no^oSHbie HM coe/nmeHHa. 

IIpHMepaMH no^xo^aiuHx BcnoMoraTejibHbix BemecTB, Hcnojib3yeMbix KaK HOCHTCJIH, 

pacTBopHTejiH, pa36aBHTejiH H cpeacTB ^ocTaBKH aBJiaiOTca BO^a, STaHOJi, nojiHcnnpTbi, HX 



WO 2014/011083 PCT/RU2013/000572 

9 
CMecn, a TaioKe Macjia. ripHMepaMH noaxoaamnx BcnoMoraTejibHbie BemecTBa AJW 

cocTaBJieHHfl KOMGnHauHH HBJIHIOTCJI rjratiepojia MOHOJfflHOJieaT, nponHjieHrjiHKOJia KanpHJiaT, 

3TOKCHflH3THJieHrjiHKOjn>, nnmepojia TpHOJieaT, MaKporon, napa4>HH, Maicporojia 

rnHuepHJipnuHHOJieaT, ojieHHOBaa KHCJiOTa, nnmepHJi MOHOKanpmiar, MaxporoJia 

rjiHuepHJirHflpOKCHCTeapaT, Maxporojia niHijepHJiJiHHOJieaT, nponHjieHniHKo;ia KanpHJiaT, 

jiaHOjniH, JiHHOJieoHJi, noJiOKcaMep, nponHJieHKapGoHa, rjiHijepHAbi acHpHbix KHCJIOT. 

IIpH Heo6xOflHMOCTH HCn0JIb30BaHHfl 4>apMaueBTHHeCKOH K0Mn03HUHH no HaCTOameMy 

H306peTeHHK) B KJIHHHHeCKOH npaKTHKe OHa MOaceT CMemHBaTbCa OJlil H3rOTOBJieHHJI 

pa3JiHHHbix 4)°pM, npn STOM MoaceT BmuonaTb B CBOH cocTaB TpajjmiHOHHbie 

4>apMau,eBTHHecKHe HOCHTCJIH. IIpHroflHbie CTaH^apTHbie (J)opMbi BBeaeHHa BKjnonaioT 

nepoparibHbie ^opMbi, TaKHe KaK Ta6jieTKH, aceuaTHHOBbie Kancyjibi, nHjnojm, noponiKH, 

rpaHyjibi, aceBaTejibHbie pe3HHKH H nepopajibHbie pacTBopbi HJIH cycneH3HH, cySjiHHrBajibHbie 

H TpaHc6yKKajibHbie 4>opMbi BBeaeHHa, a3p030JiH, HMnjiaHTaTbi, MecTHbie, TpaHCflepManbHbie, 

noflKoacHbie, BHyrpHMbimeHHbie, BHyTpHBeHHbie, HHTpaHa3ajibHbie HJIH BHyrpHrjia3Hbie 

4>opMbi BBeaeHHH H peKTajibHbie (|)opMbi BBe^eHHa. Eojiee npe,zuiOHTHTejibHOH 4)OPMOH 

aBjiaeTca Ta6jieTKa HJIH acejiaTHHOBaa Kancyjia. 

OapMaueBTHHecKaa K0Mn03HKHa MoaceT BKjnonaTb (JiapMaueBTHnecKH npneMJieMbie 

aKCUHnneHTbi (HanojiHHTejiH), 3HaneHHe KOTOpbix onpeaejieHO B aaHHOM pa3flejie. 

«OapMaueBTHHecKH npneMJie\iaH coJib» 03HanaeT OTHOCHTenbHO HeTOKCHHHbie 

opraHHnecKHe H HeopraHHHecKHe COJIH KHCJIOT H ocHOBaHHH, 3aaBJieHHbix B HacToameM 

H3o6peTeHHH. 3TH COJIH MoryT 6brn> nojiyneHbi in situ B npoiiecce CHHTe3a, BbmejieHHa HJIH 

OHHCTKH COeflHHeHHH HJIH npHrOTOBJieHbl CIieUHajIbHO. B HaCTHOCTH, COJIH OCHOBaHHH MoryT 

6biTb nojiyneHbi cneunajibHO HCXO«H H3 OHHmeHHoro CBo6o«Horo 0CH0BaHHa 3aaBJieHHoro 

coe^HHeHHa H no^xoflameM opraHHnecKOH HJIH HeopraHHHecKOH KHCJIOTBI. IIpHMepaMH 

nojiyneHHbix TOKHM 06pa30M cojien aBJiaiOTca rH^poxjiopH^bi, rH^poSpoMH^bi, cyjib<|)aTbi, 

6ncyjib4)aTbi, <J)oc<J)aTbi, HHTpaTbi, aueTaTbi, OKcajiaTbi, BajiepnaTbi, ojieaTbi, najibMHTaTbi, 

CTeapaTbi, jiaypaTbi, 6opaTbi, 6eH3oaTbi, jiaKTara, T03HJiaTbi, ijHipaTbi, ManeaTbi, 4>yMapaTbi, 

cyKUHHaTbi, TapTpaTbi, Me3HJiaTbi, MajiOHara, cajiHunjiaTbi, nponnoHaTbi, 3TaHcyjib(j)0HaTbi, 

6eH30Jicyjib4>0HaTbi, cynb^aMaTbi H HM no^o6Hbie. (IIoflpo6Hoe onncaHHe CBOHCTB Taicnx 

cojien flaHO B Berge S.M., et al., "Pharmaceutical Salts" J. Pharm. Sci. 1977, 66: 1-19.). COJIH 

3aaBJieHHbix KHCJIOT TaKace MoryT 6tiTb cneunajibHo nojiyneHbi peaKuneH o^nmeHHOH 

KHCJIOTbl C nOflXOflfllUHM OCHOBaHHeM, npH 3TOM MOiyT 6bITb CHHTe3HpOBaHbI COJIH MeTajUIOB 

H 3MHHOB. K MeTaJIJIHHeCKHM OTHOCHTCH COJIH HaTpHH, KaJIHfl, KajIbL[HH, 6apHfl, UHHKa, MarHHfl, 

JIHTHH H ajnoMHHHa, HanGojiee acejiaTejibHtiMH H3 KOTOpbix ABJiaiOTca COJIH HaTpna H Kajina. 
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rioflxoflflmHMH HeopraHHnecKHMH 0CH0BaHHHMH, H3 KOTOpbix MoryT 6brn> nonyneHbi COJIH 

MeTaJIJIOB, HBJIHIOTCH THflpOKCHfl, Kap60HaT, 6HKap60HaT H mapHfl HaTpHfl, nmpOKCHfl H 

6nKap6oHaT Kanna, noTain, rHflpoKCHfl JIHTHS, nmpoKCHA KajibijHa, rimpoKCHfl MarHHa, 

rimpoKCHA UHHKa. Bojiee npe,miOHTHTejibHOH 4>apMaueBTHHecKH npneMJieMon cojibio aBJiaerca 

nmpoxjiopHfl. 

«^>apMaueBTHHecKH npHeMJieivibie 3Kci|HiraeHTbi (HanojiHHTejiH)» no# 

4>apMaueBTHHecKH npneMJiHMbiMH 3KCUHiiHeHTaMH noflpa3yMeBaK)Tca npHMeHaeMbie B c4)epe 

4>apMaueBTHKH pa36aBHTejin, BcnoMoraTejibHbie areHTbi H/HJIH HOCHTCJIH. HanojiHHTejib 

(Excipient) - BemecTBo, KOTopoe Ao6aBjiaeTca K JieKapcTBeHHOMy cpeACTBy ^jia TOTO, HTO6BI 

c^ejiaTb nocjie^Hee npnroflHbiM K ynoTpe6jieHHio BHyrpb (HanpHMep, B BH^e Ta6jieTOK). CaMH 

no ce6e HanonHHTejiH He AOJEKHH 0Ka3biBaTb Ha opraHH3M nejiOBeKa HHKaKoro 

(J)apMaKOJiorHHecKoro .zjeHCTBHa. B KanecTBe HanojiHHTejieH npHMeHaioT caxapo3y, jiaKT03y, 

rjn0K03y, HaTpna xjiopim, KpaxMaji, HaTpna nmpoKap6oHaT, n0JiHBHHHJinHpp0JiHA0H H ^p. 

npe^MeTOM HacToamero H3o6peTeHHa aBJiaeTca HOBaa TBep^aa (JmpMaiieBTHnecKaa 

K0Mn03HUHa c yjiynineHHOH CbinynecTbio, npHro^Haa ana opajibHoro BBe^eHHa, coaepacamaa 

MoayjiaTop SIP peuenTopoB, npe^CTaBJiaiomHH CO6OH 2-aMHH0-2-[2-(4-

OKTHJi(|)eHHji)3THJi]nponaH-1,3 -AHOJI, HJIH ero (JmpMaijeBTHHecKH npneMJieMyio cojib, 

jiaKTyno3y, nojiH3THJieHrjiHKOJib-6000, H IIOJIHBHHH jmHppojiimoH. 

Bojiee npe^noHTHTejibHOH aBJiaeTca TBep^aa (jjapMaueBTHHecKaa K0Mn03HiiHH c 

yjiyHineHHOH cbinynecTbio, B KOTOPOH (JmpMaijeBTHHecKH npneMJieMaa cojib npe^cTaBJieHa 

rHflpOXJIOpHAOM. 

Bojiee npeanoHTHTejibHOH aBJiaeTca TBep^aa (J>apMaueBTHHecKaa K0Mn03Hipra c 

yjiynmeHHOH cbinynecTbio, B KOTOPOH coflepacaHHe nmpoxjiopH^a 2-aMHHO-2-[2-(4-

OKTHji(|)eHHji)3THJi]nponaH-1,3 -AHOJia cocTaBJiaeT OT 0,01 ao 20 Mac.% B nepecneTe Ha Maccy 

K0Mn03HL(HH. 

Bojiee npe,a;n0HTHTejibH0H aBJiaeTca TBep^aa (JiapMaueBTHnecKaa K0Mn03HUHa c 

yjiynmeHHOH cbinynecTbio, B KOTOPOH co^epacaHHe rHApoxjiopH^a 2-aMHHo-2-[2-(4-

OKTHJi4>eHHji)3THji]nponaH-l,3-flHona cocTaBJiaeT OT 0,5 JXO 5 Mac.%. 

Bojiee npeanoHTHTejibHOH aBJiaeTca TBep^aa (|)apMaueBTHHecKaa K0Mn03Hipia c 

yjiynmeHHOH cbmynecTbio, B KOTOPOH coAepacaHHe JiaKTyji03bi cocTaBJiaeT 75 ao 99,99 Mac.%. 

Bojiee npeanoHTHTejibHOH aBJiaeTca TBepaaa (fmpMaijeBTHHecKaa K0Mn03Huna c 

yjiynmeHHOH cbinynecTbio, B KOTOPOH coflepacaHHe jiaKTyji03bi cocTaBJiaeT OT 90 ao 99,5 

Mac.%. 
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06jiaaaa HSBCCTHMMH H3 yKa3aHHbix Bbnne HCTOHHHKOB HMMyHOMoayjiHpyiomHMH 

CBOHCTBaMH 2-aMHH0-2-[2-(4-0KTHJi4)eHHJi)3THJi]np0naH-l,3-flHOJia B CBO6OAHOH (J)OpMe HJIH B 

BH^e 4>apMaueBTHHecKH npneMjieMOH COJIH, HanpHMep, rHapoxjiopHfla, H CBOHCTBOMH 

Mo^yJMTopa SIP penenTopoB, (JjapMaueBTHnecKaa K0Mn03HUHa c yjiynmeHHOH cbmynecTbio 

no HacToameMy H3o6peTeHHio MoaceT Hcn0jn>30Barbca ,zyia nojiyneHHa JieKapcTBeHHoro 

cpeflCTBa, npeaHa3HaHeHHoro AJLH jieneHHa orropaceHHa TpaHCiuiaHTaTa opraHa HJIH TKaHH, 

BocnajiHTejibHbix COCTOHHHH, ayroHMMyHHoro H BHpycHbix 3a6ojieBaHHH, win jieneHHa 

paccesHHoro CKJiepo3a. 

IIpeAMeTOM ^aHHoro H3o6peTeHHa aBJiaeTca jieKapcTBeHHoe cpeacTBO B (J)opMe 

TaGneTKH HJIH Kancyjibi, coaepacamee (fjapMaueBTHnecKyio KOMno3HiiHio c yjiynmeHHOH 

cbinynecTbio, noMemeHHoe B (J)apMaueBTHMecKH npneMJieMyio ynaKOBKy, npe^noHTHTejiBHO 

EcejiaTHHOBbie Kancyjibi. 

Bojiee npeanoHTHTenbHbiM ABJiaeTca JieKapcTBeHHoe cpe;icTBO, npeaHa3HaHeHHoe AJia 

npeaynpeacAeHHa HJIH jieneHHa orropaceHHa TpaHcnjiaHTaxa opraHa HJIH TKaHH, peaKUHH 

TpaHcnjiaHTaTa npoTHB xo3aHHa, BocnajiHTejibHbix COCTOAHHH, ayroHMMyHHoro H BHpycHbix 

3a6ojieBaHHH. 

Bojiee npeanoHTHTenbHbiM aBJiaeTca JieKapcTBeHHoe cpeacTBO, npe,zjHa3HaHeHHoe /yia 

jieneHHH pacceaHHoro CKnepo3a. 

Hcnojib3ya CBOHCTBO yjiynmeHHOH cbinynecTH (J)apMaueBTHHecKOH KOMIIO3HIIHH no 

HacToameMy H3o6peTeHHio, MOKHO SCJX^CKTHBHO nojiynan. JieKapcTBeHHoe cpe^cTBo no 

HacToameMy H3o6peTeHHio, B TOM HHCJie c npHMeHeHHeM aBTOMaraHecKHx HanojmaiomHx 

MaiUHH. 

npe^MeTOM aaHHoro H3o6peTeHHa aBJiaeTca cnoco6 nojiyneHHa JieKapcTBeHHoro 

cpe^CTBa no HacToameMy H3o6peTeHHio, npnroAHoro fljia opajibHoro BBeaeHHa, corjiacHO 

KOTOpOMy CMeuiHBaiOT M0,ayJiaT0p SIP peiienTopoB, npeacTaBJiaiomHH CO6OH 2-aMHHO-2-[2-

(4-0KTHJi^eHHn)3THJi]np0naH-l,3-AH0Ji, HJIH ero 4)aPMa^eBTHHecKH npneMJieMyio cojib, 

jiaiayji03y, nojiH3THJieHniHKOJib-6000, H nojiHBHHHJinHppojinzioH, H noMemaK)T B 

acejiaTHHOBbie Kancyjibi, npeanoHTHTejibHo B KancyjioHanojiHaiomeH MaiiiHHe. 

Bojiee npeAno^THTenbHbiM aBJiaeTca cnocoG nojiyneHHa JieKapcTBeHHoro cpeacTBa no 

HacToameMy H3o6peTeHHio, corjiacHO KOTOpOMy (JjapMaueBTHnecKH npneMJieMaa COJIB 

npeflcraBJieHa nmpoxjiopH,aoM. 

Bojiee npeAnoHTHTejibHbiM aBJiaeTca cnoco6 nojiyneHHa JieKapcTBeHHoro cpe^CTBa no 

HacToameMy H3o6peTeHHio, corjiacHo KOTOpOMy coaepacaHHe rHflpoxnopHfla 2-aMHHO-2-[2-(4-
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OKTHJi4>eHHJi)3THJi]nponaH-l,3-AHOJia cocTaBJweT OT 0,01 AO 20 Mac.% B nepecnere Ha Maccy 

K0Mn03HUHH. 

Bojiee npeanoHTHTejibHtiM aBJiaeTca cnoco6 nojiyneHHa JieKapcTBeHHoro cpeacTBa no 

HacToameMy H3o6peTeHHio, coraacHo KOTOpOMy coaepacaHHe nmpoxjiopuzja 2-aMHHO-2-[2-(4-

0KTHJi4)eHHji)3THJi]np0naH-l,3-AH0Jia cocTaBJiaeT OT 0,5 ao 5 Mac.%. 

Bojiee npeanoHTHTejibHbiM aBJiaeTca cnoco6 nojiyneHHa JieKapcTBeHHoro cpe^cTBa no 

HacToameMy H3o6peTeHHio, corjiacHO KOTOpOMy coaepacaHHe JiaKTyji03bi cocTaBJiaeT 75 no 

99,99 Mac.%. 

Bojiee npeanoHTHTejifcHbiM aBJiaeTca cnocoG nojiyneHHa JieKapcTBeHHoro cpeacTBa no 

HacToameMy H3o6peTeHHio, cornacHO KOTOpOMy coaepacaHHe jiaKTyjio3H cocraBJiaeT OT 90 AO 

99,5 Mac.%. 

OapMaueBTHHecKaa K0Mn03Hn;HH HJIH JieKapcTBeHHoe cpe^cTBo no HacToameMy 

H3o6peTeHHio BBO^HTca nepopantHo. KpoMe Toro, KJiHHHMecKaa fl03Hp0BKa 

4>apMaueBTHHecKOH K0Mn03HiiHH HJIH JieKapcTBeHHoro cpeflcrea no HacToameMy 

H3o6peTeHHio y naijneHTOB MoaceT KoppeKTHpoBaTtca B 3aBHCHM0CTH OT: TepaneBTHnecKOH 

S^X^eKTHBHOCTH H 6HOflOCTynHOCTH aKTHBHblX HHrpeflHeHTOB B OpraHH3Me, CKOpOCTH HX 

o6MeHa H BbmeaeHHa H3 opraHH3Ma, a TaKace B 3aBHCHM0CTH OT B03pacTa, nojia H cTa^HH 

3a6ojieBaHHa nanneHTa, npn 3TOM cyronHaa ,qo3a y B3pocjibix o6biHHo cocTaBJiaeT 1 ~ 300 Mr, 

npeanoHTHTejibHO - 5 ~ 100 Mr. B COOTBCTCTBHH C yK33aHHaMH Bpana HJIH ^apMaueBTa 

AaHHbie npenapaTbi MoryT npHHHMaTbca HecKOJibKO pa3 B TeneHHe onpeflejieHHbix 

npoMeacyTKQB BpeMeHH (npeanoHTHTejibHO - OT o,zi;Horo ao rnecTH pa3). 

Hnace npHBO^aTca KOHKpeTHbie BapnaHTbi ocymecTBJieHHa aaHHoro H3o6peTeHHa, 

npHMepbi TBepflOH (JjapMaueBTHnecKOH K0Mn03HUHH c ynyqineHHOH cbinynecTbio, cnoco6 ee 

nojiyneHHa H npHMeHeHHa, KOTOpwe AeMOHCTpnpyioT, HO He orpaHHHHBaiOT .zjaHHoe 

H3o6peTeHHe. 

IlpHMep 1. CnocoS nojiyneHHa TBepaoH ^apMaueBTHHecKOH K0Mn03HijHH c 

yjiynmeHHOH cbinynecTbio. JlaKTyji03y, nonHBHHHJinHppojiHAOH (nBII), nojiH3THjieHrjiHKOjn>-

6000 (I13r-6000) npoceHBaiOT Ha Jia60paT0pH0M CHTe c HOMHHanbHbiM AHaMerpoM oTBepcraH 

0,5 MM H oTBeiiiHBaioT Ha Becax B CMKOCTH AJM cbipba B KOJinnecTBe: 

JlyninHH BapnaHT ocymecTBJieHHH H3o6perenHH 

4)HHrOJIHMOAa THApOXJIOpHA - 0,1235 Kr; 

-10,4627 Kr; jiaKTyji03a 
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II3r-6000 
riBn - 0,2293 Kr; 

- 0,2095 Kr; 

B cMecHTejibHyio ycTaHOBKy CT/J-12 ocTopoaoio, H36eraa nbuieo6pa30BaHHa, 

3arpyacaiOT n<w0T0BJieHH0e cbipbe B cjieayiomHX KOJinnecTBax: 

ycTaHaBJiHBaiOT BpeMa nepeMeuiHBaHHa - (10±1) MHH. H CKopocTb nepeMeimiBaHHa 

- (10±1) O6/MHH. 

3aTeM, B cMecHTejibHyio ycTaHOBKy 3arpyacaiOT ocTaBineeca KOJIHHCCTBO JiaKTyji03bi 

4,9500 Kr. yCTaHaBJiHBaiOT BpeMa nepeMemHBaHHa - (15±1) MHH H CKopocTb nepeMeniHBaHHa 

- (10±1) O6/MHH. 

B cMecHTejibHyio ycTaHOBKy 3arpyacaiOT 0,2074 KT ri3r-6000 H ycTaHaBJiHBaioT BpeMa 

nepeMeuiHBaHHH - (3±1) MHH H CKopocTb nepeMemHBaHHa - (10±1) O6/MHH. 

IlpHMep 2. CorjiacHo cnocoGy nojiyneHHa TBep^oH <J>apMaueBTHHecKOH KOMHO3HIJHH c 

yjiynmeHHOH cbinynecTbio, npHBe^eHHOMy B npHMepe 1, noJiynaiOT (jjapMaiieBTH^ecKHe 

K0Mn03HIJHH, B KOTOpbix 

coflepacaHHe raapoxjiopHAa 2-aMHHo-2-[2-(4-oKTHji$eHHJi)3THJi]nponaH-l ,3-flHOJia 

cocTaBJiaeT OT 0,01 £0 20 Mac.%; 

coaepacaHHe raflpoxjiopHAa 2-aMHH0-2-[2-(4-0KTHji<f)eHHji)3THji]np0naH-l ,3-flHOJia 

cocTaBJiaeT OT 0,5 AO 5 Mac.%; 

coaepacaHHe JiaKTyji03bi cocTaBJiaeT 75 no 99,99 Mac.%; 

coaepacaHHe JiaKTyji03bi cocTaBJiaeT OT 90 no 99,5 Mac.%. 

IlpHMep 3. Cnoco6 nojiyneHHa JieKapcTBeHHoro cpe^cTBa, coaepacamero 

(J)apMaLteBTHHecKyio KOMno3HiiHio c yjiynuieHHOH CbinynecTbio. nojiyneHHyio B npHMepe 1 

Maccy HcnoJib3yioT /yia KancyjinpoBaHHa B KancyjiOHanojiHaiomeH ManiHHe npepbiBHCToro 

ABHaceHHa THna Zanasi 25/40 E/F corjiacHO HHCipyKUHH no pyKOBO^CTBy. 

CpeflHaa Macca 3an0JiHeHH0H Kancyjibi - (50+1,0) Mr. 

IlpHMep 4. H3MepeHHe cbinynecTH ana H3yneHHa CBOHCTB nojiyneHHOH B npHMepax 1 

H 2 (jjapMaueBTHMecKOH K0Mn03HiiHH. H3MepeHHe cbinynecTH npoH3BoaaT Ha BH6pauHOHHOM 

ycTpoftcTBe ajia CHaraa xapaKTepncTHK cbinynnx MaTepnajiOB BIT-12 A. HaBecKy 

(jjapMaueBTHHecKOH K0Mn03HUHH 30,0 r 3acbinaiOT B BopoHKy npn 3aKpbiTOH 3acjioHKe, 

BKmoHaiOT npn6op ceKyH^OMep. Hepe3 20 ceK. OTKpbiBaiOT 3acjiOHKy H H3MepaiOT BpeMa 

HCTeneHHa KancyjibHOH Maccbi. TaKace H3MepaioT yroji ecTecTBeHHoro 0TK0ca. 

jiaKTyjio3y 

(JlHHrOJIHMOAa rHApOXJIOpHA 

nBn 

- 5,4081 KT 

- 0,1223 Kr; 

- 0,2270 Kr; 
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CbinynecTb paccHHTMBaioT no 4>opMyjie: 

r^e Vc - cbinynecTb, r/c; 

M- Macca BemecTBa, r; 

t - BpeMa, c. 

Ta6jinua 1. 3iccnepHMeHTajibHbie aaHHtie H3MepeHHa cbinynecTH. 

CoCTaB K0MII03HI|HH 

no HacTonnieMy n3o6peTeHHio 

cbinynecTb, 

r/c 

yroji ecTecTBeHHoro 

OTKOCa, 0 

THApOXJIOpHA 2-aMHHO-2-[2-(4-OKTHJl(J)eHHJl) 

3THJi]nponaH-l,3-AHOJia -1,1 Mac.%, 

jiaKTyji03a - 94,9 Mac.%, 

nBn-2,1 Mac.%, 
n3r-6000-l,9 Mac.%. 

5,4±0,3 34 

THApOXJIOpHA 2-aMHHO-2-[2-(4-OKTHJI(j)eHHJl) 

3THji]nponaH-l,3-AHOJia - 2,5 Mac. %, 

jiaKTyjKm - 93,5 Mac.%, 

nBn-2,1 Mac.%, 
n3r-6000 -1,9 Mac.%. 

5,1±0,3 36 

THflpOXJIOpHA 2-aMHHO-2-[2-(4-OKTHJI(J)eHHJl) 

3THJI]nponaH-1,3-AHOJia - 5,0 Mac.%, 

jiaKTyji03a - 91,0 Mac.%, 

nBn-2,1 Mac.%, 
ror-6000-1,9 Mac.%. 

4,8±0,3 37 

CocTaB K0Mn03HUHH npoTOTHna (Gylenia) 

rHApOXJIOpHA 2-aMHHO-2- [2-(4-OKTHJl4>eHHJl) 

3THJI] nponaH-1,3 -^HOJia (FTY-720)- 1,2 Mac.%, 

M3HHHT - 96,8 Mac.%, 

CTeapat Marana - 2,0 Mac.%. 

1,4±0,3 45 
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nojiyneHHbie pe3yjibTaTbi, npHBeaeHHtie B Ta6jinue 1, 0AH03HaHH0 CBHaeTejibCTByioT o 

TOM, HTO TBepaas (JjapMaueBTHnecKaa KOMno3HtoM no HacToameMy H3o6peTeHHio o6jiaflaeT 

3HaHHTejibH0 JiynmeH cbinynecTbio no cpaBHeHmo c npoToranoM. 

IIpoMbimjieHHan npHMeHHMOCTb 

M3o6peTeHHe MOHCCT 6brn> Hcn0jn>30BaH0 ,zuia MBAHUHHCKHX HJIH (JmpMaueBTHnecKHx 

uejien. 
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OOPMYJIA H30BPETEHHA 

1. OapMaiieBTHHecKaa KOMIIO3HUHH C yjiyniiieHHOH CbmynecTbio, coaepacamaa 

MoayjMTop SIP peuenTopoB, npe^cTaBjiaiomHH CO6OH 2-aMHHO-2-[2-(4-

0KTHji(J)eHHJi)3THji]np0naH-l,3-AH0Ji, HJIH ero (JjapManeBTHHecKH npneMJieMyio COJIB, 

jiaKTyjio3y, noJiH3THJieHrjraKOJib-6000, H nojiHBHHHjinHpponHAOH. 

2. KoMno3HUHH no n. 1, oTJinnaiomaacfl TCM, HTO iJmpMaijeBTHHecKH npneMneMaa 

cojib npe^CTaBjieHa rHApoxjiopHflOM. 

3. KoMno3HUHa no n. 2, OTJinnaiomaaca TCM, HTO coaepacaHHe rH,qpoxjiopH,zja 2-

aMHHo-2-[2-(4-oKTHJi4>eHHJi)3THji]nponaH-l,3-AHOJia cocTaBJiaeT OT 0,01 £0 20 Mac.%. 

4. KoMno3HUHa no n. 3, OTJinnaiomaacH TCM, HTO coflepacairae nwpoxjiopHfla 2-

aMHH0-2-[2-(4-0KTHJi4>eHHJi)3THJi]np0naH-l,3-£H0Jia cocTaBJiaeT OT 0,5 /jo 5 Mac.%. 

5. KoMno3Hii,Ha no nioGoMy H3 nn. 1-3, oTjinnaiomaaca TCM, HTO coaepacaHHe 

jiaKTyjio3bi cocTaBJiaeT 75 AO 99,99 Mac.%. 

6. KoMno3HUHH no n. 5, OTJiKHaiomaaca TCM, HTO coflepacairae JiaKTyji03bi 

cocTaBJiaeT OT 90 flo 99,5 Mac.%. 

7. JieKapcTBeHHoe cpeacTBO B cj)opMe TaSneTKH HJIH Kancyjibi, noMemeHHoe B 

4>apMaueBTHHecKH npneMJieMyio ynaKOBKy, coflepacamee (jjapMaiieBTHHecKyio KOMno3Hmno 

c yjiynmeHHOH cbinynecTbio no jno6oMy H3 nn. 1-6. 

8. JieKapcTBeHHoe cpeacTBO no n. 7 AJM npe^ynpeHmeHHa HJIH JieneHHa 

oiTopaceHHH TpaHcnjiaHTaTa opraHa HJIH TKaHH, peaKHHH TpaHcnjiaHTaTa npoTHB xo3flHHa, 

BocnajiHTejibHbix COCTOHHHH, ayroHMMyHHoro H BHpycHbix 3a6ojieBaHHH. 

9. JieKapcTBeHHoe cpeacTBO no n. 7 AJW JieneHHa pacceaHHoro CKjiepo3a. 

10. Cnoco6 nojiyneHHH JieKapcTBeHHoro cpe^cTBa, npnro,zmoro AJIH opajibHoro 

BBe^eHHa, coraacHo KoropoMy cMeniHBaioT MOflyjiarop SIP penenropoB, npeflCTaBJiaiomHH 

CO6OH 2-aMHH0-2-[2-(4-0KTHji<J)eHHJi)3THJi]np0naH-l,3-AH0Ji, HJIH ero (jjapMaiieBTHHecKH 

npneMJieMyio cojib, jiaKTyji03y, nojiH3THJieHniHKOJib-6000, H n0JiHBHHHJinHpp0JiH,q0H, no 

jno6oMy H3 nn. 7-9. 

11. Cnoco6 no n. 10, OTJiHHaromHHca TeM, HTO 4>apMaijeBTHHecKH npneMJieMaa cojib 

npeflCTaBJieHa ra,zjpoxjiopH,aoM. 

12. Cnoco6 no n. 11, OTJinnaioiuHHCH TeM, HTO coaepacaHHe rHApoxjiopHfla 2-aMHHO-

2-[2-(4-0KTHn$eHHji)3THji]np0naH-l,3-AH0Jia cocTaBJiaeT OT 0,01 AO 20 Mac.%. 
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13. Cnoco6 no n. 12, OTJiHHaiomHHca TCM, HTO coaepacaHHe rHApoxnopHAa 2-aMHHO-

2-[2-(4-0KTHJi4)eHHJi)3THJi]np0naH-l,3-AH0Jia cocraBJiaeT OT 0,5 ao 5 Mac.%. 

14. Cnoco6 no jno6oMy H3 nn. 10-12, OTjranaiomHHca TeM, HTO coaepacaHHe 

naKTyjio3ti cocTaBJiaeT 75 AO 99,99 Mac.%. 

15. CnocoS no n. 14, OTjiHHaioiiZHftca TCM, HTO coaepacaHHe JiaKTyji03i>i cocTaBJiaeT 

OT 90 AO 99,5 Mac.%. 


