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MHOI'OCJIOMHBIE YACTULIBI, COAEPXXAIIME CUMETHUKOH

OBJIACTb TEXHUKHU

[0001] Hacrositiiee u3o0peTeHne OTHOCUTCS K MHOTOCJIONHON YacTHULIe, pAaClaatoIneics B
POTOBOI1 moNIOCTH, coneprkaieii runpododHoe PO, coaepKaliee CHMETHKOH,

ruApo( MITbHBIN TOBEPXHOCTHO-AKTHBHBIN CIION M THAPO(UIbHBIN CIIOH Pa3phIXJIUTENS; IPU
5TOM YKa3aHHbIA THAPOPUIbHBINA TOBEPXHOCTHO-AKTUBHBIN CJIOH PACIIOIOKEH MEKAY
ruapoOOHBIM SIIPOM U THAPOPUIIBHBIM CJIOEM PA3PBIXJIUTENS; U K PACTIafaroIUMCs B
POTOBOI1 MOJIOCTH TBEPABIM JICKAPCTBEHHBIM (POpMaM, COEpIKAIIUM YKa3aHHYIO

MHOFOCJ’IOI\/'IHYI-O HqaCTUuly, U CBA3aHHbIM C HUMU MPOLECCaM.

IMPEAITOCBIJIKU CO3JAHUA U30OBPETEHUA

[0002] Hacrositee n3o0peTeHne OTHOCUTCSI K HOBBIM CUMETHKOHOBBIM MHOT'OCJIOWHBIM

qacTulamM u criocobam MOJIYYCHHS TaKUX MHOTOCJIOMHBIX HaCTHL.

[0003] CuMeTHKOH UCTIONB3YIOT JUIs JieueHHs AUCKOM(OpTa, aBJIeHuUs], HATOJTHEHHOCTH
KUIIEYHUKA U B3AYTHUs skuBoTa. Kak mpaBuiio, ero BBOASAT B JKHIKOH WM TBEPAOH popme
100 OTIENBHO, TUOO B KOMOMHALIMY C aHTALUAAMHU WK TIPOTUBOIUAPEHHBIMY MPernapaTaMu,

TaKMMHU KakK JIOIIEPpaMHI.

[0004] CuMeTHKOH MOKHO BBOJIUTH MEPOPATILHO B BUJIE JKUAKOTO TIpernapara Uil B BUIE
TBepAOH (POPMBI, HATIPUMEP KATICYJI, JKEBATEIBHBIX TA0JIETOK, MPOTJIAThIBAEMBIX TaOJIETOK
WM Ta0JIETOK, PACMaIAlOIINXCsl B POTOBOH MONIOCTH. [IpenMyImecTBo NCTIONb30BaHUS
Ta0JIETOK Tepe] JKUIKOCTHEO COCTOHT B UX MPOCTOTE U KOMNAakTHOCTHU. [IpenmyiecTsa
Ta0JIETOK, PACTBOPSIIOLIUXCSI B POTOBOU MOJIOCTH, MEPeNT *KeBATSIbHBIMU HUJTH
MPOTJIaThIBAEMBIMH Ta0JIETKAMH BKJTFOYAIOT MPOCTOTY BBEACHMUSI, B YACTHOCTH ISl TTOKIITBIX
JFONIeH M MAIleHTOB AETCKOTO BO3pacTa, H OBICTPOE BHICBOOOKIEHHE aKTHBHOTO

WHIPEUEHTA B POTOBOM MOJIOCTH.

[0005] Kak mpaBuiio, 115l BBECHUSI CUMETHKOHA B TBEPAbINA COCTaB, €r0 CHavaJia

HeoOX0IMMO aicopOUpOBaTh HA MOAXOMASIINHI MOPUCTIM HOCUTENDb HIIN TIOAJIOKKY. bes
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MOJXOJIAIIETr0 HOCUTENS BBICOKOTHIPOGOOHBINH CHMETHKOH 00pa3yeT KOMKH, KOTOpPbIE He
PacTBOPSIIOTCS B BOZIE MUK He pacnanarorcs. CyliecTByeT HECKOIbKO U300pEeTeHN ],
CBSI3aHHBIX C pa3peleHHeM 3TOH MPoOIeMBbl, B KOTOPBIX MCMOIB3YIOTCS PA3JINYHbIE
MaTepHabl MOAJIOKKH, OT IMOJIUCAXAPUIOB IO HEOPraHMYECKNX MaTepPHaJIoB, TAKUX KaK
docdars! kanbLus, KapOOHAT KAV WA METAJUIOCHINKATEL. OrpaHUYeHne MoaXoa ¢
NPUMEHEHHEM IOJICAXaPUAOB CBA3aHO C UX OrPAaHUUEHHON aICOPOLMOHHON €MKOCTHIO, T. €.,
cTa0MIIbHAsI KOHLEHTPALUs aICOPOMPOBAHHOTO CUMETUKOHA HAXOAUTCS B TuamnasoHe 20—
25 mac.%, moaromy 11t HOpMHUPOBAHUS TO3bI CUMETUKOHA 125 Mr HeoOXoarMO
(bopMUPOBATh KOMITO3UIIMEKD CUMETHKOHA/afcopbara maccoi S00—-625 mr. Henocratok
HEOPraHMYECKHX CyOCTPaTOB 3aKJIFOUAETCS B UX HEPACTBOPUMOCTH U «IIECOUHOM» MPUBKYCE
BO pry. I[To3TOMY Takue moAXObI K MONYYEHHIO TBEPAO(a3HOrO CHMETHKOHOBOTO TIOPOIIKA
WM TPaHYJ He MOAXOMST AJISl ONPENeNIEHHBIX (POPMATOB JOCTABKH, TAKUX KaK TaOJIETKH,
pacnaparorecs: B poroBoi nmosoctu (ODT), unu rpaHyJibl, TUCTIEPTUPYEMbIE B POTOBOH

nosioctu (ODG).

[0006] YacTuipl, 3arpy>KEHHbIE CUMETHKOHOM, SIBJISIFOTCS] BBICOKOTUAPOGOOHBIMHU.
Hcropudecku, 1uist mpeonosieHus: 3Toi ruapodoOHOCTH U MONTYyYeHHsT OBICTPO
pacmagarouuxcs TabjeToOK, ¢ CHMETHKOHOBOH CMEChIO BHYTPH YaCTHL] CMELITHBAIN
cyneppaspoixautenu. J[pyras Meronuka CHKeHus: TuApodOOHOCTH YaCTHLI, 3arpy KeHHbBIX
CUMETHUKOHOM, COCTOsJIa IPOCTO B CHUIKEHUU CONEPKaHUSI CUMETUKOHA, YTO MIPUBOJUIIO K

NoJTy4eHHIo OoJiee KPYIHbBIX TaOJIeTOK 1 Ooee INTeIbHOMY BPEMEHH Ae3HHTETPALHH.

[0007] HakoHel, 4acTULIbI, COMEPIKAIIIIE CUMETUKOH, MIMEIOT TEHAESHIIUIO ObITh JTUMTKUMH U
NPUINNATh OPYT K Ipyry. Ita npodiemMa ObLia peleHa MmyTeM HaHeCEHUs TTOKPBITHSI Ha
yactuibl. CBOIMCTBA TEKYYECTH, MPUAABAEMbIE TAKUM 00Pa30M YaCTHIAM, BECbMa
JKeJIATENIbHBI IJIs1 CHYDKEHUST PUCKA 3aKYTIOPKHU W/WJIA HEOJHOPOIHOCTH, U UX CJIEIYeT

NMOAACPKUBATDb B HOBBIX pa3pa6OTaHHbIX CHUMCETHUKOHOBBIX HaCTHUIaX.

[0008] Takum 0Opa3oM, CyIIECTBYET MOTPEOHOCTh B CHMETUKOHOBOM YacTHUIIE, KOTOPasi 1acT
BO3MO)KHOCTb YCTPAHUTD ONPaHUYEHMSI CYIIECTBYIOLINX MOIXO0O0B IyTeM YJIy4LIEHUs
CUMETHKOHOBBIX MOPOIIKOB, MpUrogHbix A npoussoactsa ODT u ODG. Takke

JKEJIATECIIbHO, 4TOOBI NPpEANIONKEHHBIC CUMECTUKOHOBBIC MOPOIIKH OCTABAJIUCh ChIITyYUMH.

[0009] OcHOBHOE MPEUMYILECTBO HOBBIX MHOTOCJIOMHBIX CHMETUKOHOBBIX YaCTULl COCTOUT B
TOM, YTO Y HUX OTCYTCTBYIOT OTPAHUUYEHMS CYLIECTBYIOIIMNX NOAXOA0B K MPOU3BOACTBY

ChIMYy4UX CUMETUKOHOBbBIX IMOPOIIKOB. I[OHOJ'IHI/ITGJ'II:;HI:;IG npeumymecTBa MHOT'OCJIOMHOM
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YaCTULIbI COCTOSAT B BBICOKOM COOTHOLIEHUM CUMETHUKOHA U MMOPUCTON MOAJIOKKHU, UYTO
MO3BOJISIET MOJIY4aTh JIEKapCTBEHHBIE (POPMBI, UMeroIIne Oosiee BBICOKOE COAep KaHue
CHUMETHUKOHA, VI, aJJbTEPHATUBHO, MEHBIINE JIEKAPCTBEHHBIE (POPMBI, UMEIOIIINE
coziepKaHNe CUMETUKOHA, aHAJIOTHYHOE 0oJiee KPYMHBIM JIEKApCTBEHHBIM (hopMaM
IPENIIECTBYIOIIEro YPOBHS TEXHUKHU. [IpyrUM NperMyIeCTBOM JIEKAPCTBEHHBIX (HOpM,
MOJIy4E€HHBIX C UCIOJIb30BAHUEM HOBBIX MHOI'OCJIOMHBIX YaCTHL], SIBJISIETCSA UX pachaj B

POTOBOI NOJIOCTH MeHee ueM 3a 60 CexyHA.

HN3JIOKEHUE CYIITHOCTU U30OBPETEHUA

[0010] M300pereHne OTHOCHUTCS K pa3paboTKe HOBOW MHOT'OCJIIOMHON CHMETHKOHOBO
yacTuLpl. Takye MHOTOCIONHBIE YaCTULIBI IO3BOJIIOT MOJYYUTh HOBBIE TBEPAbIE
JIEKapCTBEHHBIE (POPMBI, KOTOPbIE UMEIOT YIYUIIEHHbIE CBOHCTBA 110 CPABHEHHIO C
COBPEMEHHBIMU TBEPABIMH JIEKAPCTBEHHBIMH (POPMaMH, BKIFOYAsl YIYUIIIEHHOE BPEMs
IHMCTIEPTUPOBAHUS B POTOBOM MOJIOCTH, OOJIee BBICOKOE COAEPKAHNE CHMETUKOHA U
YIIYYIIEHHYIO CMEIIUBAEMOCTh C APYTHUM MaTepuaioM. BHOBb pazpaboTaHHast MHOTOCIOHHAS

CUMETHKOHOBAs YaCTHULIA COXPAHsIET MPOQIIIb CHIMYYECTH JJIs TPOCTOTHI 00pabOTKH.

[0011] B nepBom acnekTe HacTosiIIee H300peTeHNEe OTHOCUTCS] K MHOTOCJIOMHOM YacTHIle,
pacrnajaroLieics B pOTOBOH MOJIOCTH, COMEp KALLEH 110 MeHbIIelH Mepe:
a) rupodoOHOe PO, copepIKaliee CHMETUKOH, aOCOPOMPOBAHHBIN B OPHUCTOH MOIOKKE
u3 docdara kanbLus, kKapOoHaTa KaIbLHs, aMOP(PHOTO CUIHUKATA WITH UX CMECH,
b) ruapodMIbHBIN TOBEPXHOCTHO-AKTUBHBIH CJIOH, Conepskaluil moaucopdbaTHoe
MOBEPXHOCTHO-aKTUBHOE BELIECTBO, U
¢) THAPOQMIIBHBIN CJIOH PA3PBIXIIUTENS, COACPIKALITHI

1) ruipoUIBbHOE CBA3YIOIIEE, TAKOE KaK MPOU3BOAHOE LEJUTIOIO3bI HITH COTIONIUMED
NOJIMBHHUJIOBOTO CITUPTA-TTOJIU3THIICHIJIUKOJIS, UITH UX CMECh; U

11) pa3pBIXJIUTENb, TAKOH KaK CIIUTHIA MOJUMEP LIEJUTFOJIO3bI WJIH CIIUTBINA TIOBUIOH,
WJIN HATPHSL KPAXMAITJIUKOJIAT, HITH UX CMECh,
IIPY 3TOM YKa3aHHbBIN ruApOdUIbHBIN MOBEPXHOCTHO-AKTUBHBIN CIIOH PACIIONIOKEH MEXKTY

ruapo(OOHBIM SIIPOM B THAPOPUIIBHBIM CIIOEM Pa3PbIXIIUTEINS.

[0012] HeoxunanHO Ob110 0OHAPYKEHO, UTO TUAPOQUIBbHBIN MOBEPXHOCTHO-AKTUBHBIN CIION

Mekay THAPO(OOHBIM AIPOM B THAPOPUIBHBIM CIOEM PA3PBIXJIUTENS YIyUIIAeT Pacraj
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MHOTOCJIOMHOM YaCTHUIIBI B POTOBOM MMoyIocTH. COCTaB YaCTHUIIBI C OOOMMHU STUMU CIIOSIMH,
ruapOod WIIbHBIM MTOBEPXHOCTHO-aKTHBHBIM CJIOEM M TUAPOQPIIIBHBIM CIIOEM Pa3pbIXJIHTE]IS,

Aa€T BOSMOXXHOCTb (I)OpMI/IpOBaTb ChIMMYyYHUC YaCTULbI.

[0013] VnyuiienHast pacnaiaéMOCTh MHOTOCJIOHHOM YaCTHILIbI ITO3BOJISIET YBEIHUNUTD
cofiep KaHue CUMETHKOHA B YKa3aHHOM yactuie. Takum 00pa3oM, MPenioKeHO YBEIUICHNUE

ruapodobHOoCcTH simpa Oe3 CYLIeCTBEHHOTO BIMSHUS Ha BPEMsl pacnana.

[0014] Bo BTOpOM acriekTe HacTOsiIIee N300pEeTEHHE TaKKe BKITFOUAET TBEPAYIO
JIEKapCTBEHHYIO (POpMY, COIEPIKALIYIO

a) ot 30 mac.% o 50 mac.% MHOKeCTBa YKa3aHHBIX MHOTOCJIOMHBIX YaCTHILI, U
b) ot 50 mac.% no 70 mac.% TBepaoi (azbl FIKCIUMUEHTA, COEPKALIETO

MUKPOKPUCTAJINTMICCKYIO HEJUJIFOJIO3Y U ITOJHUOJIbL

[0015] B npyrom acrekte HacTosIIee H300PETEeHHE OTHOCUTCS K CIIOCO0Y MOTyHYeHUS
MHOTOCJIONHOM YaCTHIbI, BKIFOYAIOIIHII;

a) CMEIIMBaHNE CUMETUKOHA C TIOPHCTOH MOMJIOKKOHN 13 pocdara kanpuus, kapOoHaTa
KaJbLIKs, aMOP(HOTO CHIIMKATA MIIH UX CMECH ISl OJy4YeHUs: THAPO(POOHOI YacTULIbI U
o0ecriedeHus OJTHOHN acOpOLMH U OJHOPOAHOTO pacIpeeeHus,

b) HaHeceHHe BIa’KHOTO MOKPBITHS HAa YKA3aHHYIO THAPOPOOHYIO YaCTHIly paclbUIeHUEM
pacTBOpa, ConmepIKaIIero MoJucopOaTHOe MOBEPXHOCTHO-AKTUBHOE BELIECTBO,

¢) nobaByeHne THAPOPUIBHOTO CBA3YIOIIETO, TAKOTO KaK MPOM3BOAHOE LEIUTFOJIO3bI WU
CONOJIMMEP TOJMBUHUIOBOTO CITUPTA-MOIMI THIICHIJTUKOJIS, HIIH X CMECh, U
CyNeppa3pbIXJIUTENS, TAKOTO KAK CIIUTBIN MOJTUMEP LENIFOI03bI W CIIUTHIA OBUAOH HITH

HaTPpHsA KPAXMAJITJIUKOJIAT, UJIW UX CMECH, IJIA ITOKPBITHA MOBEPXHOCTHU YaCTHULIL.

[0016] Hakowrerw, HacTosilee M300peTEHNE TAKKe BKIIIOUAET MPUMEHEHUE YKa3aHHON
MHOTOCJIOHHOM YaCTHUIIBI JIS1 JIeUeHUs 3a00JI€BaHUS HITH PacCTPONCTBA ey JOYHO-

KHMIIEYHOrO TPAKTA, HAIIPUMEP, AUAPEU UJIH JKEJTyJOYHO-KUIIEYHBIX COCTOSHUM.

ITOJAPOBHOE OITMCAHUME U30BPETEHMA

[0017] Ecnu He yka3zaHo uHOE, Bce % BbIpakeHbl B Mac.%o.

[0018] TepMuH «MHOTOCIIOIHASI YaCTHIIA» OTHOCHTCS K OOBEKTY, COAepIKaIIeMy sIAPO,

IpUYeM MOBEPXHOCTh YKA3aHHOTO SiApa MOKPBITA UM 00EPHYTA IO MEHbIIEH Mepe ABYMs
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CJIOSIMH, @ UMEHHO, THAPO(HIIbHBIM MMOBEPXHOCTHO-aKTHBHBIM CJIOEM U TUAPOQUITBHBIM
cioeM paspoixiuressi. [ uapoduiibHbI MOBEPXHOCTHO-AKTUBHBINA CJION MOKPBIBAET HITH
00epTHIBAET MOBEPXHOCTH sizipa. | uIpoIIbHBIN CION pa3pbIXJIUTENS MOKPHIBACT HITH

O6eprlBaeT IMMOBEPXHOCTDH l"I/I)IpO(bI/I.]'IbHOFO MOBEPXHOCTHO-aKTHUBHOI'O CJIOA.

[0019] dpyrumu cnoBamHu, yKa3aHHbIE CJIOM MOXKHO PACCMATPUBATh KaK CJIOU MOKPBITHS.
Takum 06paszom, B 3To GOpMyIUpOBKE, THAPOPHIIbHBIN MTOBEPXHOCTHO-AKTHBHBIH CJIOH
TIOKPBIBAET SAPO; M TUAPOPUIIBHBIN CIIOH pa3pbIXJIUTENS MOKPHIBAECT YKA3aHHBIH

ruapOQ MIIbHBIN MOBEPXHOCTHO-AKTHBHBIH CIIOH.

[0020] M300peTeHre OTHOCUTCS] K MHOTOCIOWHON YacTHIIE, paclafaroeiicsi B pOTOBOM
MOJIOCTH, COAEpIKalel Mo MeHbIIEH Mepe:
a) runpodobHoe PO, comepKaiee CHMETUKOH, aOCOpOUPOBAHHBIN B MOPUCTON MOMJIOKKE
u3 ¢ocdara kanbLys, KapOoHaTa KalbLs, aMOP(PHOTO CHIIMKATA HIIU UX CMECH,
b) ruapodIIbHBIN TOBEPXHOCTHO-AKTUBHBIH CJIOH, conep kamuii monucopbaTHoe
MOBEPXHOCTHO-aKTUBHOE BEIECTBO, U
) rUAPO(MIIBHBIN CJION Pa3pBIXJIUTEINS, CONEPKALTUI

1) ruipodUIbHOE CBA3YIOIIEE, TAKOE KaK MPOU3BOAHOE LEJUIIOJIO3bI MITH COTIONUMED
NOJIMBUHUJIOBOTO CITUPTA-TIOJIU3TUIICHIJIUKOJISA, WIIH UX CMECh; U

11) pa3pbIXJIUTENb, TAKONW KaK CIIUTHIN MOJUMED LIENIOI03bI U CIIUTBIN MOBUIOH,
WM HaTpUsl KPAXMAJITJIUKOJIAT, U UX CMECh,
IIPY 5TOM YKa3aHHBINA TUAPOGUIBHBII NOBEPXHOCTHO-AKTHBHBIN CJIOH PACIIONONKEH MEXIY

rupod OOHBIM SIAPOM ¥ THAPOGHIBHBIM CJI0EM Pa3PbIXJTUTENIS.

[0021] MHorocnoliHble YaCTULIBI MOTYT UMETh TUaMeTp, PaBHbIN WM MeHbIni 0,7 MM,

HaIpuMep paBHbIN UM MeHbIINH 0,5 MM.
[0022] ITopucTast MOIIOKKA MOXKET MPEICTABISTH COOOH aTFOMOCHIINKAT MAarHHsL.

[0023] CuMeTHKOH MOKET COCTAaBJISATh IO MEHbLIEH Mepe 25 mac.% B pacuere Ha Maccy
MHOT'OCJIOMHOH 4acTHllbl, HAPUMEP COCTABJATH 10 MeHblueil Mepe 30 mac.% unu no
MeHblIel Mepe 35 mac.% B pacuere Ha MacCy MHOTOCJIOMHON YacTUIbl. CUMETHUKOH MOJKET
TaK)Ke IPUCYTCTBOBATh B KoJU4yecTBe MeHee 70 Mac.% B pacueTe Ha MacCy MHOTOCJIONHON
YACTHLBL, IPEATIOYTUTENBHO MeHee 65 Mac.%, Hanpumep 60 mac.% wunu gaxe 55 mac.% B
pacdere Ha MacCy MHOTOCJIOMHOH 4acTUIbl. B npyrux KOHQUrypausx CHMETUKOH MOKET

IPUCYTCTBOBATh B KouuecTse OT 25 mac.% 1o 70 mac.% B pacueTe Ha MacCy MHOTOCJIONHOM



10

15

20

25

gacTuLbl, Harpumep ot 25 mac.% 1o 60 mac.% unu, Hanpumep, ot 30 mac.% no 70 mac.%
WM ke npennoytutenbHo oT 30 mac.% a0 60 mac.%, nanpumep ot 35 mac.% a0 55 mac.%

B pacyeTre Ha MacCy MHOTOCJIIOMHON YaCTHULIBL.

[0024] MHorocnolHast 4acTHLA 10 H300PETEHNIO MOXKET UMETh THAPOPUIIbHBIN
IIOBEPXHOCTHO-aKTHUBHBIH CJIOH, copepkamuii bonee 90 mac.% nommcopbaTHOro

MOBEPXHOCTHO-AKTUBHOI'O BEIICCTBA.

[0025] YkazaHHbBIH ruapOHIBHBII TOBEPXHOCTHO-AKTUBHBIN CIIOH MOXKET COepIKaTh OoJiee
95 mac.% umu 98 mac.%, wiu 99 mac.%, nwu gaxe 99,5 mac.% noaucopdbaTHOrO
MOBEPXHOCTHO-aKTUBHOT'O BELIECTBA. B MpeArnouTUTEIbHOM COCTaBe TUAPOQUITBHBIH
MOBEPXHOCTHO-aKTUBHBIN CJION MOXkeT conepskath 100 mac.% monucopOaTHOTO

MOBEPXHOCTHO-AKTUBHOI'O BEIICCTBA.

[0026] TTomucopbaTHOE MOBEPXHOCTHO-AKTUBHOE BELIECTBO MPEANOYTHTEIHHO MOKET

NpencTaBisiTh coO0i mommokcusTUiIeH (20) copOuTaH MOHONIAyparT.

[0027] I'uapoduiibHOE CBA3YIOIEE MOXKET IPEACTABIATh COOON

T'UJPOKCUIIPOTTUIILIENITFONIO3Y .

[0028] Pa3peIxyures MOXKET MPEACTABISITh COOOH CIIUTYIO KapOOKCUMETHIILICIUTIONIO3Y

HaTpHsL.
[0029] Pa3peixnuTesb TakKke MOKET COAepKaTh BBICOKOAUCTIEPCHBINA AMOKCUT] KPEMHUSL.

[0030] B npyrom BapuaHTe OCYLIECTBICHUS Pa3PbIXJIUTEb MOKET COEPIKATh CIIUTYIO

HATPUI-KapOOKCUMETHIILIEIUTIONIO3Y U BBICOKOUCTIEPCHBIN TUOKCHI KPEMHUSI.

[0031] Teepnas nekapcTBeHHas popma Mo HACTOSAIIEMY U300PETEHUIO MOKET COAEPIKATh
a) ot 30 mac.% o 50 mac.% MHOKeCTBa MHOTOCJIONHBIX YaCTHI] IO U300PETEHUIO, H
b) ot 50 mac.% no 70 mac.% TBepaol (aszbl IKCIUTUEHTA, COEPIKAIIETO

MUKPOKPUCTAJINIMICCKYHO HEJUJIFOJIO3Y U MTOJHUOJIbIL

[0032] IIpennouruTenbHO TBepAas pa3a HIKCLUMIEHTa MOJKET COAEePIKaTh CMECh
MHKPOKPHCTATMYECKON LEJUTI0JIO3bI, KOJUIOMIHOTO THOKCUIa KPEMHUS, MAHHUTA, (PPYKTO3bI

" KPOCIIOBUOHA.
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[0033] Teepnast iekapcTBeHHAs1 popmMa MOXKET MPENCTABISATh COOOM pacmagarouyocs B
POTOBOI1 mosocTu (popMy, TaKyrO Kak IMacTHIIKA, PACIAJAI0INAsCA B POTOBOM MOJIOCTH

Ta6J'IeTKa, pacmagaromuecs B pOTOBOfI MOJIOCTU I'PAHYJIbI UJIHN KEBATECJIbHASA tabyeTka.

[0034] Trepnas nexkapcTBeHHas (opMa MO HACTOAIIEMY U300PETEHUIO MOKET NPE/ICTABIISTD

co00# MrHOBEHHO pacnaaroInyocs Gopmy.

[0035] Bonee KOHKpeTHO, TBepAast IeKapcTBeHHAs! (PopMa Mo HACTOSIIEMY H300PETEHUIO

MOXKET MPEACTABISITh COOOH PACMaAIOLIYIOCs B POTOBOM MOJOCTH TaOJETKY.

[0036] Teepnast nekapcTBeHHAsI (POPMA MOKET CONEPIKATh CHMETHKOH, IPUCYTCTBYIOIIUH B
xonmaecTse oT 30 Mr 1o 200 mr, npennoututensHo oT SO mr 1o 180 mr, emme Gonee

npeanoutuTenabHo ot 100 mr 1o 150 mr.

[0037] Teepnast nekapcTBeHHAsI (OPMA MOKET CONEPIKATh CHMETHKOH, IPUCYTCTBYIOIINH B
KOJIMYECTBE, npeBblaroiemM win pasHoM 30 mr, 40 mr, 50 mr, 60 mr, 70 mr, 80 mr, 90 mr

uma 100 mr.

[0038] Teepnast nexapcTBeHHAs: POpMA MOKET COIEPIKATh CHMETHUKOH, IPUCYTCTBYIOIIHH B

koJnuecTse MeHbleM Wik pasHoM 200 mr, 190 mr, 180 mr, 170 mr, 160 mr unu 150 mr.

[0039] Teepnas nexapcTBeHHAs: OpMa MOKET CONIEPIKATh CUMETHKOH, IPUCYTCTBYIOIIUH B
kosruectse ot 30 mr 1o 180 mr wiu ot 50 mr o 200 mr, unu ot SO Mr go 180 mr, uiu ot
50 mr go 150 mr, wnm ot 70 mr o 200 mr, uiau ot 70 Mr go 180 mr, unu ot 70 mr no 150 wmr,

i oT 80 mr 10 200 mr, mm ot 80 mr go 180 mr, miau ot 80 mr go 150 mr.

[0040] AnbrepHaTUBHO, TBEpAAsl IEKAPCTBEHHAs opMa MOKET ColepKaTh CUMETHKOH,
COCTABIISIFO LM 1O MeHbIel Mepe 10 Mac.% TBepaoH JleKapCTBEHHON (OPMBI,
NpPEAnouTUTENBHO OT 15 Mac.% 1o 25 mac.%, Gonee npennoururensHo ot 17 mac.% 1o

23 mac.%.

[0041] TBepnast nexkapcTBeHHAsI (POPMA MOKET UMETh MaCCOBOE COOTHOLIIEHHE CHMETUKOHA U
MOPHUCTON MOUIOKKH B THAPOGOOHOM siipe oT okoJio 1: 3 1o 3: 1, mpeanoYTuTensHo OT

okoJio 1: 2,5 mo 2,5: 1, emme 6oJiee mpeANIOYTHTENHHO OT OKoJjIo 1: 2 o 2: 1.

[0042] [Inst sicHOCTH, MacCOBOE€ COOTHOIIeHUE OT 1:2 10 2:1 CHMETUKOHA U TTIOPUCTOU
MOJIJIOKKH O3HAYAET, YTO MacCa CUMETHKOHA MOXKET COCTABJISATh OT TTOJOBUHBI MACCHI

MOPUCTOMN MOAJIOKKH 0 BKIKOUUTENBHO YABOCHHON MAaCcChl OPUCTOM MOIJIOKKH.
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[0043] Teepnast iekapcTBeHHasi popma MOXKET COIepIKaTh MOPHUCTYIO MOMIOXKKY U3 ocdara
KaJbLKs, KapOOHaTa KaJblHst, aMOP(HOr0O CUIMKATA HJIH UX CMECH, COCTABJISIFOINYIO 110
menblIei Mepe 10 mac.% TBepnoit nexkapcTBeHHOH (popmbl, mpeanodyruTensHo ot 10 mac.%

1o 25 mac.%.

[0044] Teepnas nexkapcTBeHHas HOpMa MOXKET UMETh MUAPOQIIBHBIA NOBEPXHOCTHO-
aKTUBHBIHN cJIOH, coctapisiromuii ot 0,1 mac.% no 1 mac.% TBepaoii TIeKapCTBEHHOH (HOPMBI,

npennouytutenbHo oT 0,4 mac.% no 0,7 mac.%.

[0045] Teepnas nekapcTBeHHast popma MOXKET COnepkaTh TUAPOQPUIBHOE CBSI3YIOIIEE, TAKOE
KaK IPOU3BOIHOE LIEJUIIOJIO3bI UJIH COMIOIUMED MOJTUMBUHUIIOBOTO CIIUPTa-
MOJIMA TUJICHTJIMKOJISA, cocTaBisirolnee ot 1 mac.% a0 S mac.% TBepAoi IeKapCTBEHHOU

(bOpMBI, IPeNMmOYTUTENBHO OT 2 Mac.% 10 4 Mac.%.

[0046] Teepnas ekapcTBeHHAs popmMa MOKET CONEPIKATh PA3PBIXJIUTENb, COCTABJISTIOIIUN OT
1 mac.% no 7 mac.% TBepOit IeKapCTBEHHOH (POPMBI, MPENMOUTUTENBHO OT 1 Mac.% 1o

6 mac.%, ot 1 mac.% no 5 mac.%, npeanoururensHo oT 1,5 mMac.% 1o 4 mac.%.

[0047] Teepnast nekapcTBeHHAs: (OPMA MOKET CONEPIKATh CLINTHII MOJUMEDP LEIUTIOJIO3bI,
coctassitomuii ot 0,5 mac.% 10 3 mac.% TBepnoil exkapcTBEHHOH (OpMBI,
npennoutuTesbHo OT 1 Mac.% 1o 2,5 mac.%, donee npenmnoururensHo ot 1,5 mac.% 1o

2,5 mac.%, ¥ TIpU 5TOM CHIUTBIH NOJUMEp LIEJUTFOJIO3bI SABIISETCS YaCThIO PAa3PhIXJIUTENS.

[0048] TBepnast nekapcTBeHHAs: OpMa MOKET CONEPKATh TBEPAYIO (pasy SKCIMITHUEHTa,
COZIEPIKALIYI0 MUKPOKPHUCTAIUIMYECKYIO LIEJUTIOJIO3Y U MOIHOJIbL, COCTABIISIOIIYIO IO
menbLIei Mepe 40 mac.% TBeproil IeKapCTBEHHOH (POPMBI, MPEATOYTUTENBHO OT 55 Mac.%

1o 65 mac.%.

[0049] Teepnas nekapcTBeHHast popMa MOKET TaK:Ke COIAEPIKATh APYTHUe KOMIIOHEHTHBI, TAKHE
KaK CMa3bIBAIOLIEE BEIIECTBO, TIIHIAHT, MTOJICIACTHTENIH, ApOMATH3ATOPBY/BKYCOBbIE JOOABKH,

KPaCUTEIN UIIN HATTOJITHUTCIIN.

[0050] ITpuemnemMblie cMa3bIBAIOIINE CPEACTBA BKIIOYAOT JJIMHHOLICTIOYEUHbIE YKUPHBIE
KHUCJIOTBI U UX COJIM, TAKHE KaK CTeapaT MarHus U CT€apUHOBAsA KUCJIOTA, TAJbK,

MIMOCPUAHBIE BOCKU U UX CMECH.

[0051] ITpuemieMbIM BEIIECTBOM, CIIOCOOCTBYIOIINM CKOJIBXKEHHUIO, SIBJISIETCS] KOJIJIOUIHBIN

AUOKCHUI KPEMHUS.
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[0052] IIpumepsl moacaacTUTENEN BKIFOYAIOT CHHTETUIECKUE UTH HaTypaJIbHbIE caxapa,
WCKYCCTBEHHBIE IMOACIACTUTEIN, TAKHE KaK CaXaphH, CAXapyuH HATPUs, acriapTaM, HEOTaM,
anecyib(am, TayMaTHH, TIULMUPPU3UH, CYKPaIo3a, HUKJIaMaT, TUTHAPOXATBbKOH, alTUTaM,
MUPAKYJIHH U MOHEJUIHH, CaXapHble CIIUPTHL, TAKUE KaK COPOUT, MAHHUT, TNINLEPHH, JTAKTHT,
MaJIbTUT U KCUJINT; caxapa, SKCTparupyeMble U3 CaxapHOTro TPOCTHHUKA M CAXapHOU CBEKJIbI
(caxapo3y), AeKCTpo3y (TakKe HAa3bIBAEMYIO TIIIOKO030M), (PYKTO3Y (TaK:Ke HA3bIBAEMYIO
JIEBYJIO30M) M JIAKTO3Y (TaKKe Ha3bIBAEMYIO MOJIOYHBIM CaXapoM ), U30MaJIbTa, CTEBHH U

HUX CMECEH.

[0053] ITpumepbl apoMaTH3aTOPOB/BKYCOBBIX 100ABOK BKJIIOYAIOT (PPYKTOBBIE U SITOJTHBIC
apOMAaTU3aTOPBI, TAKHUE KaK JIAHM, aneJbCHH, JJMMOH, YepHasi CMOPOAHMHA, KOPOJIEK, KITFOKBA,
MOPOIIIKA, SITOABI TOJKH, MAJIMHA, 3EMIISTHUKA, JIECHAsI 3eMJISTHUKA, 00JIennXa, BUIIHS, JIbIHS,
KWBH, MAMnaiisi, aHaHacC, Mapakyiisi, KOKOC M APYTHe apOMaTH3aTOPbI, TAKUE KaK M, TPaBbl,
aHUC, TOPYHILIA, JIUIMOHHOE COPTO, OXJIAXKIAIOIIUN areHT UMOUPB, Koe, IBKAITUTT,
MaHI'OCTaH, Maclio MSThI, MATA KyApPsABast, TayJbTEpHUsl, KOPHUIA, KAaKao, IIOKOJIa 1, BAHHIIb,
JIAKPUIA, COJIb, TIEPEL, MEPELl YHIIH, MEHTOJI, aHNUC, MATA WU UX CMECH.
ApomaTn3aTopbl/KOPPUTEHTHI MOTYT MPENCTABIATh COOOH HATypasbHbIE SKCTPAKTHI, a TAKXKE

CUHTCTUYCCKUEC BAPUAHTHI.

[0054] ITpumeps! kpacuTemneil BKIYAIOT JIAKU U KPACUTENH, YTBEPKACHHbIE B BUAE

MUIIEeBOU 10OaBKHU.

[0055] ITpumepbl MPUMEHUMBIX HAMIOJHHUTEIEH BKIFOYAIOT MAJBTHT, KCUJIUT, COPOUT,
MaHHHT, JIAKTO3Y, IEKCTPO3Y, caxapo3y WK GpyKTO3y Win o0y ux cmechb. OqHUM 13

IMMPUMEPOB ABJIACTCA MAHHMUT.

[0056] B omHOM BapuaHTe OCYLIECTBIICHHS TBEPAAs JIeKapCTBeHHAst (hopMa MOXKET UMETh
BpeMs Pacnaaa MeHbIle Uiu paBHOe 60 CEeKyHJ, MPEANOYTUTEIbHO MEHbIIE U PaBHOE 45

CeKYHJ, Aake OoJiee MpeanoYTHTEIBHO MEHbIIE N paBHOE 30 CeKyHII.

[0057] B npeanoyTUTeIbHOM BapUaHTE OCYIIECTBIICHHS TBEPAAs JIeKapCTBeHHAs: (hopma 1o
H300PETEHHI0 MOXKET MPENCTABIATE COO0H TabNETKyY AJIs paccachbIBaHMSI B POTOBOII MTOJIOCTH,
COAEP KaLIYIO

- ot 30 mac.% no 50 mac.% MHOXKeCTBa MHOTOCJIONHBIX YaCTHL], IPUYEM YKa3aHHbIE YaCTULIbI

cozmepKar
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a) runpodobHOe sAapo, coaepkaee CAMETUKOH, aOCOpOUpPOBaHHBII
AIFOMOCHJIMKATOM MarHus
b) runpodUIIbHBII MOBEPXHOCTHO-AKTUBHBIN CJION, COAEPKAIIUN MTOJTMOKCHUITHIIEH
(20) copOuTan MOHONAypaT, U
C) TUAPOGUIIBHBIH CIIOH Pa3PBIXIIUTEINS, CONEPIKALHINA
1) rupoUIbHOE CBA3YIOLIEE, TAKOE KaK TMAPOKCHITPONMILIEIUIFOI03a T
COTOJIIMEP MOJIMBUHUJIOBOTO CIIUPTA-MOJUI TUIICHTJTUKOJIS, MITH UX CMECh; U
11) pa3pbIXJIUTENb, TAKOW KaK CIITUTAs KapOOKCUMETHIILEIUTION03a HATPHS,
cocraysiroruil ot 50 mac.% 1o 70 mac.% TBepaoii (azbl IKCUUITUEHTA, CONEPIKAIIeH
MHKPOKPHUCTAUTMYECKYIO LIEJUTFOJIO3Y U TOJIHOJBL, U
IIPY 3TOM yKa3aHHbBIN ruIpOUIIbHBIN MOBEPXHOCTHO-AKTUBHBIN CIIOH PACIIONIOKEH MEKITY

ruapoOOHBIM SIIPOM U THAPOPUIBHBIM CIIOEM Pa3PbIXIIHTEINS.

[0058] AnbTepHATHUBHBINA BApUAHT OCYLIECTBIEHHS N300PETEHUS MOXKET PEACTABIISTh COOOH

TBEPAYIO JIEKApCTBEHHYIO (OPMY B BHIE TaOJNIETKH, pacrafaromeiicss B pOTOBOI IMOJIOCTH,
cozieprKaliel MHOYKECTBO MHOTOCJIOMHBIX YaCTHL, IIPUYEM YKa3aHHbIE YaCTHIIBI COAEPIKAT:
a) runpodobHoe sapo, copepxaiee ot 20 mac.% 1o 25 mac.% CUMETHUKOHA,

abcopOuposannoro B ot 10 mac.% 1o 25 mac.% anoMoCcHUInKaTa MarHus
b) ot 0,4 mac.% o 0,6 mac.% runpodILHOTO MOBEPXHOCTHO-AKTUBHOTO CJIOS,
cozeprKalero noauokcuyTHiIeH (20) copOuTan MOHONAYparT, U
¢) ruAPOQUIIBbHBIN CIIOH PA3PBIXJIUTENS, COASPIKALIHI
1) ot 2 mac.% 10 4 mac.% rufpoGUILHOTO CBA3YIOLIETO, TAKOTO KakK
TUAPOKCHUITPOITMIILIEIUTION03a HITH COMOJIMMEP MOJUBUHIIIOBOTO CIIUPTa-
NOJIMA THJIEHTJIMKOJIS, WJIH UX CMECh; U
i1) ot 1,5 mac.% 1o 2,5 mac.% pa3pbIXiuTeNs, TAKOTO KaK CIIUTAas
KapOOKCHMETIIILIEIITOI03a HATPHSI, U
ot 55 mac.% 1o 65 mac.% TBepnoii pa3bl SKCUHUITUEHTA, CoaepKalneit
MHKPOKPHCTATMYECKYIO LIEJUTFOJIO3Y U TIOJIHOIBL, U
IIPY 3TOM YKa3aHHBIN rUAPOQUIIBHBII TOBEPXHOCTHO-AKTUBHBIN CIIOH PACIIONOKEH MEXKTY
ruapoOOHBIM SIIPOM U THAPOPUIBHBIM CJIOEM Pa3PhIXJIUTENS, U BCe YoBBIpaskeHbI B Mac.%

TBEPOH JIEKAPCTBEHHOH (HOPMBL

[0059] Kpome Toro, TBepaasi jekapcTBeHHas: (hOpMa MOKET COAEpPKaTh M0 MEHbIIEH Mepe
OIIMH JOTOJIHUTEJIbHBIN (PapMalleBTHUECKHI NHIPEANEHT, BLIOpaHHbBIN 13. (PaMOTHINHA,

pPaHUTHUIAMHA, LUMETHANHA, palleKaJoTPIIIa, BUCMYTa cyOcaauimiaTa, kKapOoHaTa KajabIIvsl,
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6I/IKap6OHaTa HaTpus, THAPOKCHUAA aJJFOMUHUSA, THAPOKCHUAA MarHus, OKCHJa Maraiuvs, rHiOCuHa

WK CMTa3MOJIMTUKOB, TAKUX KaK JUITUKJIOWH U T’MOCIHHTUAMUH.

[0060] B npeanoyTUTEeNbHOM BapUAHTE OCYILIECTBICHUs JOMOIHUTEIbHBIN
(apmaLieBTHYECKUIT MHIPEIUEHT MpeACTaBisier co0o onepamun. TBepaas iekapcTBeHHAst

¢dopma o HacrosieMy H300PETEHNIO MOXKET COZEePIKaTh JIONEPaMU.

[0061] B xOHKpeTHOM BapHaHTe OCYIIECTBICHHS TBEpAAs IEKapCTBEHHAs popma MOKeT
cozepskaTh B rTuaApohoOHOM siipe KapOOHAT KaJbIMs B KAYECTBE MOPUCTOM MOAJIOKKH. B
3TOM KOH(UTYpaLMK KapOOHAT KaJIbIHs UTPAET POJIb KaK MOPUCTOU MOIJIONKKHU, TaK U

JOIIOJIHUTECIIBHOT'O (bapMaLIeBTI/ILIeCKOFO HUHIPCOHCHTA.

[0062] AnpTepHATHBHO, KAPOOHAT KAJBLIMS MOKET IIPUCYTCTBOBATH B KAYECTBE
JOTMOJHUTENBHOTO (PapMaLeBTHUECKOTO HHIPEIUEHTA U TIOPUCTON MOJIOKKHU, OTJIIMYHBIA OT
kapOOHAaTa KaJbIHsl, KOTOPBII MOJKET MPUCYTCTBOBATh B KAYECTBE OPHCTOM MOJIOKKH B

ruapodobHOM simpe.

[0063] HonomHUTENbHBIH (hapMaleBTHUECKUIT HHIPEIUEHT MOXKET ObITh CMEIIaH C

TUAPO(HIBHBIM CIIOEM PA3PBIXJIUTEIS.

[0064] AnbTepHATHUBHO, NOMOJIHUTENBHBIN (papMalleBTUYECKUI HHIPEIUEHT MOXKET OBITh

CMeIIIaH C TBePAOH (a3oii SKCIUMUEHTA.

[0065] B emme ogHOM BapuaHTe OCYIIECTBICHUS JOIOJHUTENbHBIN (PapMarieBTHIeCKHH
WHIPEIUEHT MOXKET OBITh CMELIAaH KaK ¢ TUAPO(UIBHBIM CIIOEM Pa3phIXJIUTENs, TaK U C

TBEPIOH (Ha30il SKCIUMHEHTA.

[0066] B npyrom BapHaHTe OCYIIECTBIICHHUS HACTOSIIIEEe N300PETEHNE OTHOCUTCS K CIIOCO0Y
MIPOU3BOACTBA MHOTOCJIONHON YaCTULIbI, BKJIIOYAIOIIEMY

a) CMEIINBaHNE CUMETUKOHA C TIOPUCTON MOMNIOKKOH 13 pocdara kanpuus, kapOoHaTa
KaJIbLHsl, aMOP(HOTO CHUIIMKATA WK MX CMECH IS NOJTyueHus: TuaApodOOHOI YacTULIbI U
o0ecrieyeHus TIOJTHOHN aacopOLUH U OMHOPOAHOTO PaclpeneIeHusl,

b) HaHeceHHe BIaKHOTO MOKPBITHS Ha YKA3aHHYIO THAPOPOOHYIO YaCTHIy pacTbUIEHUEM
pacTBOpa, ConmeprKaIlero MoJIucopOaTHOE MOBEPXHOCTHO-AaKTUBHOE BEIECTBO,

¢) nobaBjeHue ruIpOo(IIIBHOTO CBSI3YIOIIEro, TAKOTO KaK MPOU3BOIHOE LIEJUTIOJIO3bI HITH

CONIOJIMMEDP NMOJIMBUHUJIOBOT'O CITUPTA-TIOJIU3TUIICHIJIMKOJIA, U UX CMEChH, U
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Cyneppa3pbIXIUTEIIA, TAKOIO KaK CIIUTBIMN MOJIMMED LEJJIHOJIO3bI NI CIITUTBIN MMOBUJOH, UJIIN

HATpUs KPaAaXMAJITJIUKOJIAT, UJTU UX CMECh, OJIs1 MOKPBITUSA MMOBEPXHOCTH HaCTHULL.

[0067] Kpome Toro, n3obpereHune Tak:ke OTHOCUTCS K CIIOCO0Y MPOU3BOICTBA TBEPAOM
JIEKapPCTBEHHOW (hOPMBI, BKIIOYAIOIIEMY:

a) CMEIIMBaHNe B CMECUTENIE MHOTOCJIOMHBIX YaCTHIl U TBEPIOH (ha3bl SKCLUITUEHTA,
cojieprKaliel MUKpPOKPUCTAJUIMYECKYIO IEJITI0JI03Y U MOJHONbI; U

b) mpeccoBaHue MONy4YEHHOW CMECH B TBEPAYIO JIEKAPCTBEHHYIO (hopMmy.

[0068] IIpeanodTUTeNbHO CMECHh MHOTOCJIOMHBIX YaCTULl U TBEPAOTO SKCIIUTTUEHTA MOXKET
OBITh cripeccoBaHa B auamna3one aasjienuii or 2000 go 6000 GyHTOB, MPENMOYTUTENTBHO OT

2500 o 5000 ¢pyHTOB, MK eme Oonee nmpeanouTuTeabHO OT 2500 1o 4000 hyHTOB.

[0069] IIpennoyTUTENBbHO CMECh MHOTOCIOMHBIX HYaCTHL U TBEPOrO SKCLIUIHEHTA MOKET
OBITH CIIPECCOBaHa A0 TBEPAOCTH B nuamna3oHe ot 0,4 no 3,5 km, npenmnourutesbHo OT 0,5 10

3 km, emre Oonee nmpeanoytutensHO OT 0,8 10 2,5 K1

[0070] M300pereHune Tak:ke OTHOCUTCS K MPUMEHEHUIO MHOTOCIIONHON YaCTHULIbI 1JIs

IPOU3BOZCTBA TBEPAOH JIEKAPCTBEHHON (hPOPMBI C CBOMCTBAMU pacnaja MoJIOCTU PTa.

[0071] B xoHeuHOM acriekTe n300peTeHrne OTHOCUTCS K MPUMEHEHHIO MHOTOCJIOHHON
YaCTHULbI JIs1 JieueHHst 3a00JIeBaHNsI MJIH PACCTPOICTBA JKETYA0YHO-KUIIEYHOTO TPAKTA,
HaTpUMep, JHAPEH UJIH KeJyA0YHO-KUIIEYHbIX COCTOSHUH, TAKUX KaK JeruapaTanus, OoJb B

JKUBOTE, B3AYTHE KMBOTA, TOIIHOTA, METCOPU3M, CITa3Mbl UJIN CHACTHYECKHUH KOJIUT.

[0072] Apyrumu cioBamu, H300peTeHHne OTHOCUTCS K IPUMEHEHUIO MHOTOCJIOMHOM YaCTHIIbI
111 U3TOTOBJICHUSI TBEPAOH JIEKAPCTBEHHOMN (POPMBI JJIs1 JISUEHHsI 3a00JIeBaHHSI WITH
PacCTPONCTBA B JKEIYJOYHO-KULIEUHOM TPAKTE, HAIPUMED, AUAPEU WIN MULIEBAPUTEIbHBIX
COCTOSIHUH, TaKUX Kak 00e3BOKUBaHUE, OOJb B JKUBOTE, B3IyTHE )KUBOTA, TOLIHOTA,

METCOPU3M, CITa3Mbl U CHACTUYECKHUI KOJIUT.

[0073] H300peTeHre Tak:ke OTHOCHTCS K CIIOCOOY JIeueHUs CyOBeKTa, CTPAJAoIEro OT
3a00JIeBaHMS UJTH PACCTPOICTBA JKETYAOYHO-KUIIEYHOTO TPAKTA, HATIPUMED, TUAPEU WJTH
MUIIECBAPUTEIIbHBIX COCTOS[HI/II\/'I, TaKHUX KaK O663BO)KI/IBaHI/Ie, 6OJ'II:> B JKMBOTE, B3AYTUE JKUBOTA,
TOLIHOTA, METCOPU3M, CIIa3Mbl U CTIACTHYECKUH KOJIUT, C UCITIOJIb30BAHHUEM MHOT'OCJIOMHOM

YJaCTHULIBl WIN TBEPOH JIEKapCTBEHHOH (POPMBI, OIMMCAHHOMN BBILIE.
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OKCIITEPUMEHTAJIbHAA YACTD

[0074] HcnbiTanue TBEpAOCTH (MIIM TBEPAOCTH MIPU CKATHH) OCHOBAHO HA TBEPAOCTH
JIEKapCTBEHHOW (hOPMBI, U3MEPEHHON B HATIPABJICHUH, EPIICHANKYJIIPHOM MONEPEYUHOMY
CEYEHUIO 110 OOKOBOH MOBEPXHOCTH, C MOMOIIBIO MOAH(UIIPOBAHHOTO H3MEPUTEIIS
npouHoctd Pharmatron monenu 6d, OCHaIEHHOTO TEH30METPUYECKUM AATYUKOM J10 SO T.

TBepHOCTb HN3MEPAOT B KIT MJIH KUJIOIMMOHAAaX.

[0075] B HacrosimeM TOKYMEHTe XPYNKOCTh H3MEPSIFOT, kak onrcano B USP 24 NF 29 Tablet
Friability (Section 1216), ¢ MoguduKanusiMu, IPEAoNaral UM HCIIOIb30BaHUE 3
TabyeTok B TeueHue 15 oboporos wiu 3 TabneTok B TeueHue 100 060poToB (eciu He yKa3aHO

uHoe) BMecTo 10 Tabnerok B Teuerne 100 000poTOB.

[0076] DT: cpennee Bpemst pacnazga; DT usmepsinu ¢ ucnosnbzoBanueMm 900 min
IeVMOHU3UPOBAHHOMW BOMbI pH 37 °C Ha OCHOBE crioco0a UCTIBITAHUS PACTIaaeMOCTH,
orucanHoro B United States Pharmacopeia (USP 24 NF 29) nist KOHKpeTHOro

JICKAPCTBCHHOI'O BCICCTBA UJIN BELICCTB.

[0077] Heycunun US2 6bu1 npuoOperen y komnanuu Fuji Chemical Corporation, Burlington,

NJ, CIIA.

[0078] Fuyjicalin 6su1 mpuobperen y kommnanun Fuji Chemical Corporation, Burlington, NJ,
CIIA.

[0079] Cumetnkon USP (Q7-2243 LV A) 6b11 mpuobperen y komnanuu Dow Chemical
Corporation, Midland, MI, CIIIA.

[0080] ITomucopbar 20 6su1 mpuodpereH y komnanuu BASF Corporation, florham Park, NJ,
CHIA.

[0081] Kollicoat Protect Op11 mprobperen y komnaanu BASF Corporation, florham Park, NJ,
CHIA.

[0082] HPC Klucel EFX 6pi1 mpuobperen y kommanuu Ashland Corporation, Bridgewater,
NJ, CHIA.

[0083] Ac-di-sol 6bu1 mpruodperen y Dupont Pharma Corporation, Midland, M1, CIIIA.
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[0084] ODT ProSolv 6s11 mpuobperen y kommanuu JRS Pharma Corporation, Patterson, NY,
CIIA.

[0085] ODT ProSolv G2 6pi1 npuobperen y komnanuu JRS Pharma Corporation, Patterson,
NY, CIIA.

[0086] OcasknenHslii kapOoOHAT Kajblms (OCaKIeHHbIN kKapOoHaT kajbuus Vicality Extra

Light) 611 mpuobperen y kommanuu Minerals Technologies Inc., Adams, MA, CIIIA.

ITPUMEP 1 (CPABHUTEJIbHBIN [TPUMEP):
[0087] Cnenyromuii mpuMep HE OXBATHIBAETCS HACTOSIINM H300peTeHHEM, TIOCKOJIBKY OH HE
CONEP>KUT THAPOPUIIHHBIA TOBEPXHOCTHO-aKTHBHBIN CJIOW. Bee Bpemena pacnana

COCTaBIISIFOT OoJiee 2 MUHYT.

[0088] B mukcep Hobart momectunu 50 r Heycunmaa US2, npu nepeMeInnBaHiy ¢ HU3KOH
ckopocteio nodasum 100 r cumernkona USP u nponomxany nepeMeInnBaHye B TEUEHUE
10 MuHyT A5t o0ecriedeHus MOJIHOM ancopOIu U ONHOPOAHOTO pacnpenenenus. [Toka
MIPOUCXOAMIIO MepemMernnBanue, MemienHo nodasmmu 20 Kollicoat Protect u 10 r Ac-di-sol
11 HaHeceHus MokpbITus 3 peareHToB Kollicoat Protect u Ac-di sol Ha BnaskHyrO
MOBEPXHOCTD YaCTHUL] HEyCHINHA. 60 T 3arpyK€HHOr0 CUMETUKOHOM MOPOIIKA HEYCUIINHA C
HOKpBITHEM ponycTiin yepe3 cuto 30 mem u cmemanu ¢ 60 r ODT ProSolv B
TypOyneHTHOM cMmecutene. CripeccoBanu TabiaeTku mo 530 Mr ¢ HCHOJIB30BAHUEM PYYHOTO

npecca aist Tabnetok Natoli.

[0089] B Tabmuie 1 moka3aHbl UCCIEAOBAHMS CIKATHSI U BpEMEHA paCTBOPEHUs TaOJIETOK M3

npumepa 1.
Tabmuna 1
XpynkocTs (moTepst
Hasnenne | Macca | Tommumna | Teepmoctsb Macchl, Mac.%)
(pyHT) (mr) (vm) (k1) 100 DT (muH)
15 obopotos
000pOTOB
2000 5345 3,94 0,35, 0,36 0,43 TeCT HE 2,22,
NPOUJICH 2,21
3900 511,4 3,43 0,59, 0,61 0,38 1,16 22’?;86’
5800 518,2 3,46 0,59, 0,57 0,19 0,51 ?:’;%af:
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[0090] st ucnpITaHUSI HA XPYIIKOCTb, KTECT HE MPONHAEH» 03HAYAET, UTO MOTEPSI MACChI

npeblinaeT 2 Mac.% win 9To TabJIeTKa Pa3BAIUBAETCS HA MEJIKHE KYCKH.

[0091] B otHomenuu nasnenus, 1 GpyHT cuibl 3kBUBasieHTeH O0Kkoio 4,448 H, moatomy

nasnenre 2000 ¢pyHTOB 3KBHUBaNIEHTHO 0k0JI0 8,9 KH.

ITPUMEP 2:

[0092] B mukcep Hobart nomectru 50 r Heycununa US2, npu nepeMennBaHuy ¢ HU3KOM
ckopocteio nodasmin 100 r cumernkona USP u nponomkany nepeMernBanye B TEYCHUE

5 MuHyT anst obecredeHus MOHOM ancopOIuu U OMHOPOAHOTO pacnpeneneHus. [Toka
IIPOUCXOAMIIO NTepEMELIMBAHNE, B T€UEHHE CAEAYIOUNX 2—5 MUHYT pacnbuiniau 25 ma 12%-
ro pacteopa nojiucopbara 20 B Boze, U MPOOJIKAIH MMePEMEIINBaHNE B TEUCHUE
JOTONHUTENBHBIX 5 MUHYT. K BaskHoM Macce mennenHo nodasuiu 15 r Kollicoat Protect u
10 r Ac-di-sol u GpicTpo mepemermanu s nokpeiTust pearenramu Kollicoat Protect m Ac-di
sol BJIa)KHOM MOBEPXHOCTH YaCTULl HEYCHIIMHA. BaskHast Macca conepKuT HeOOoIbIIoe
KOJIMYECTBO arperaros, ee CyIlluau B TeueHue Houu B kroBeTe nipu 50 °C. Ilocne cymku 40 ©
BBICYLIEHHOTI'O, 3arpy>KEHHOr0 CUMETUKOHOM HEYCHJIMHA NMPONYCTUIN Yepe3 cuto Ne 35 mem
u cmemanu ¢ 60 r ODT ProSolv B TypOynenTHoM cMmecutene. CripeccoBasiu TaONETKH IO

530 Mr ¢ uCnoB30BaHUEM PYUHOTO mpecca ajst Tabnetok Natoli.

[0093] B Tabnuie 2 moka3aHbl HCCIEAOBAHUS CKATHsI U BpeMeHa pacTBOPEHHsI TaOJIETOK U3

npumMepa 2.
Tabnuua 2
XpynkocTs (morepst
HMasnenne | Macca | Tommmna | Tsepnocts Macchl, Mac.%) DT
(pyHT) (mr) (Mm) (xm) 15 060poTOB 100 (MuH)
000pOTOB
2500 537.8 3.85 0,45, 0,55 rect He rect me 0,22,
ponAeH IPONAEH 0,24
1,42, 1,33, 0,25,
4000 545.8 3,57 48 0,12 1,78 023
2,07, 2.15, 031,
5000 534.8 3.39 o8 0,25 0,81 033
ITPUMERP 3:

[0094] B mukcep Hobart momectumnu 50 r Heycunmaa US2, npu nepeMernnBaHuN ¢ HU3KOU

ckopocteio nodasuu 100 r cumernkona USP u nponomkany nepeMerinBaHye B TEUEHUE
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5 MuHyT aist oOecredeHus MOHOM ancopOIun U OMHOpoAHOTo pacnpeneneHus. [Toka
IIPOUCXOAMIIO NTEPEMELINBAHNE, B TEUEHHUE CAEAYIOLNX 2 MUHYT pacnblisiiu 25 miu 12%-ro
pactBopa nonucopOara 20 B Boze, U MPOAODKAIN MepEMEIINBAHNUE B TEUCHUE
JONOJMHUTENbHBIX 5 MuHYT. K BiaskHol Macce memerHo nodasunu 15 r Kollicoat Protect u
10 r Ac-di-sol u ObicTpo nepemernanu anst nokpbiTus pearentamu Kollicoat Protect u Ac-di
sol BJIa)KHOM MOBEPXHOCTH YaCTHUI[ HEYCHIIMHA. BiiaskHast Macca comeps:KuT HeOobLIoe
KOJINYECTBO arperaros, ee CyIuian B TeueHue Houu B kroBete npu 50 °C. [Tocne cymku, 40 r
BBICYLIEHHOT0, 3arPy>KEHHOT0 CUMETUKOHOM HEYCHUJIMHA MPOMYCTHIIN uepe3 cuTo 30 Mem u
cmemanu ¢ 60 r ProSolv ODT G2 B TypOynentHom cmecurene. Tabnetku maccoit 530 mr

U3rOTOBWJIH C UCTIONIb30BAaHUEM PYYHOTO mpecca 11 Tadnerok Natoli.

[0095] B Tabnure 3 moka3aHbl UCCIENOBAHUS CXKATUS M BpeMeHa PaCcTBOPEHUs TabJIETOK M3

npumepa 3.
Tabnuma 3
Xpynkoctb % (rorepst
Macchl, Mac.%o
Hasnenne | Macca | Tommuua | TeepmocTb 0) DT (Mun)
(dynr) (mr) (M) (k) 100
15 obopotos
000pOTOB
2500 5306 4,06 0,48, 0,40 0,82 TECTHE 1 0 16, 0,16
NIPOUZIEH
4000 533,5 3,69 1,29, 1,33 0,25 1,64 0,16, 0,18
5000 5332 3,54 2,05, 1,99 0,06 1,84 0,31, 0,26
6000 5375 3,46 2.33, 2,90 0,06 0,18 0,51,0,53
ITPUMEP 4:

[0096] B mukcep Hobart nomectrnu 75 r Heycunmnaa US2, npu nepeMenmBaHuy ¢ HU3KOM
ckopocteio nodasmn 150 r cumernkona USP u nponospkany nepeMeInnBaHue B TEUEHUE

5 MuHyT ast odecriedeHus MOJTHOM ancopOIuu U OMHOPOAHOTO pacnpenenenus. [loka
NPOMCXOAMIIO NepeMernnBanme, 33 r 12%-ro pactopa nonucopbdara 20 B Boe pacHbLIsLIH B
Te4YeHHe CIIeNYIOMNX 2 MUHYT, U MPOAOJIKAIN MepeMellnBaHle B TeUeHHE TONOJHUTENbHbIX
5 munyt. K BiaxkHoit macce memnenno nodasunu 22,5 r HPC Klucel EFX u 15 r Ac-di-sol
npu OBICTPOM MEPEMELTNBAHNH, JIJIsI TOKPBITHS BIAYKHON TTOBEPXHOCTH YaCTHUL] HEYCUIIIHA
pearentamu HPC Klucel EFX u Ac-di sol. Binaxnast Macca conep kit HeOobLIoe
KOJINYECTBO arperaros, ee CyIlluiau B TeueHue Houu B kroBete npu 50 °C. Ilocne cymku, 40 r

BBICYLIEHHOTI'O, 3arpy>KEHHOI0 CUMETUKOHOM HEYCHUJIMHA MPOIMYyCTUIN Yepe3 cuTo Ne 35 memn
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u cmewmanu ¢ 60 r ODT ProSolv G2 B TypOynenTHOM cMecuTene. Tabnerku maccoit 530 mr

W3rOTOBWJIH C UCTIOJIb30BAHUEM PYYHOTO mpecca 11t Tadnetok Natoli.

[0097] B Tabnure 4 moka3aHbl UCCIEAOBAHIS CXKATHSI I BpEMEHa pacTBOPEHUs TabJIETOK U3

npumMepa 4.
Tabnuua 4

Xpynkocte %  (moreps

Macchl, Mac.%
Jasnenue | Macca Tonmunua | TBepmoctb ) DT (vuH)
(bynr) | (mr) (vm) (i) 100

15 obopoTos

00opoTOB

2500 606,3 4,30 0,96, 0,94 0,06 1,62 0,15,0,13
4000 617,0 4,07 1,73, 1,83 0,21 0,32 0,33, 0,27
5000 619,6 4,08 1,90, 1,73 0,0 0,22 0,33, 0,33
6000 625,9 4,12 1,91, 1,84 0,10 0,21 0,33, 0,34

ITPUMEP 5:

[0098] B mukcep Hobart momectrnu 110 r Fujicalin, mpu nepemermnBaniy ¢ HU3KOH
ckopocTeio nodasuin 70 r cumerukona USP, u nponomkany nepeMenInBaHie B TEUEHNE

5 MuHyT a5t o0ecredeHus MOHOM ancopO1un u oMHOpoAHOTo pacnpeneneHus. [Toka
IPOUCXOAMIIO NepeMernnBanue, 16 r 12%-ro pactsopa nonucopbara 20 B BOzIe paClbUININ B
TE€YEHHE CIIEAYIOMNX 2 MUHYT, U MPOJOJIKAIN NIEPEMEIINBAHNE B TEUEHUE TOMOJHUTENbHBIX
5 munyt. K Bnaxnoii macce mennenno nodasmu 10 r HPC Klucel EFX u 10 r Ac-di-sol,
94TOOBI MOKPBITh BIAKHYIO MOBepXHOCTDh yacTull Fujicalin pearentamu HPC EFX u Ac-di sol.
BrnaskHast Macca conepskuT HeOOJbIIOe KOIMYECTBO arperaToB, €¢ CYIIWIN B TEYCHHE HOYH B
ktoBete npu S0 °C. Cywky yactun Fujicalin, 3arpy>keHHBIX CAMETUKOHOM, TPOU3BOANIIH B
Te4eHue HouH, 3aTeM cMmemanu ux ¢ 1,5 r Cab-O-Sil u nponyctunu yepe3 cuto Ne 35 mer.
40 r storo marepuana cmemanu ¢ 60 r ODT ProSolv G2 B TypOyieHTHOM cMecuTee.
Tabnetku Maccoii 875 Mr H3TOTOBHITH C HCIIOJIB30BAHUEM PYYHOTO TIpecca Juist TabJIeTOK

Natoli.

[0099] B Tabnuie 5 moka3aHbl UCCIEIOBAHUS CXKATHSI M BpeMEHa paCTBOPEHUs TabJIETOK M3

npumepa 5.
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Tabnuma 5
Xpynkoctb % (roreps
Macchbl, Mac.%
Hasnenue | Macca | Tommmna | TBepaocTs ) DT (vum)
(dywT) (wr) (vm) (k) 100
15 obopoTos
000poTOB

2500 912,9 6,12 0,94, 0,96 0,29 6,70 0,24, 0,22

4000 876,7 536 2,35, 2.49 0,26 1,45 0,24, 0,26

5000 895.4 523 3,85.3,69 0,06 1,14 1,14, 1,04
TTPUMEP 6:
[00100] B mukcep Hobart momectinu 120 r ocaxkaeHHOro kapOoHata kanbuus Vicality

Extra Light u npu nepemermmBaHum ¢ HU3KOH CKOPOCThIO fobaBmiu 75 r cumernkoHa USP u
NPOZIOJIKAY TTEPEMEIINBAHUE B TEUCHHUE 5 MUHYT, BO BpeMs IepeMeInnBaHus 100aBumm 35 T
HeycwinHa US2 ¢ nmocnenyromum godasieanem 75 r cumerukona, USP. IIponomkanu
nepeMelBaHNe C HU3KOH CKOPOCTBIO B TEYEHHE TOTIOHUTENBHBIX 5 MUH AJIs1 00eCTIeueHus
MIOJIHOTO a71cCOPOLIMHU U OJHOPOIAHOTO pacrpeneneHns CMMeTHKOHa. [1oka mponcxXoauo
nepemernBanue, 33 T 12%-ro pacrBopa nosucopdara 20 B BOJ€ paclbUIsIIA B TEUSHUE
CEAYIOIUX 2 MUHYT, ¥ IPOJOJIKAIN NIEPEMELINBAHNE B TEUEHUE TOTIOJHUTENBHBIX 5 MUHYT.
Bo Bnaxknyro maccy memienno nodasisin 22,5 r HPC Klucel EFX u 15 r Ac-di-sol mpu
OBICTPOM IepeMELTUBAHNH, IS IOKPBITHS BJIa’KHON MOBEPXHOCTH yacTull peareHTamu HPC
Klucel EFX u Ac-di sol. Bnaxnas macca cofepUT HeOONbIIOe KOJHUECTBO arperaTos, ee
cymuiu B TeueHue Houu B kroBeTe rpu 50 °C. ITocne cyuiky, 40 r BBICYIIEHHBIX YaCTUL,
3arpy>kKeHHbIX CHMETUKOHOM, MpomnycTiyin 4epe3 cuto Ne 30 memmn u cmemanu ¢ 60 r ODT
ProSolv G2 B TypOynentHoM cmecurese. TabneTku Maccoii 690 Mr U3rOTOBUJIH C

UCTIOJIb30BAHUEM PYYHOTO rpecca uist Tabnerok Natoli.

[00101] B Tabnuiie 6 mokasaHbl UCCIIETOBAHUS CXKATHS U BPEMEHA PACTBOPEHUS

TabJIeTOK U3 mpumepa 6.

Tabmuua 6
Xpynkoctb %o (oreps
Macchl, Mac.%
Jasnenne | Macca | Tommuna | Tsepmocte ) DT (Mun)
(dynT) (mr) (mm) (i) 100
15 obopotos
000pOTOB
2000 703,4 5,23 0,89, 0,86 0,45 3,74 0,14, 0,09
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4000

686,7

5,06

1,88, 1,69

0,16

1,09

0,22, 0,23

5000

691,2

4,83

2,09, 2,38

0,16

0,51

0,36, 0,43
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DOOPMVIJIA NU30BPETEHHA

1. MHorocnoiiHas 4acTHLa, pacnajarliascs B pOTOBOM MOJOCTH, COAEpIKaLas Mo
MEHBLIEH Mepe:
a) ruapodobHoe sIpo, comepskaliee CHMETHKOH, aOCOPOMPOBAHHBIN B IOPUCTON MOJIOKKE
u3 pocdara kampiws, KapOOHATA KAJbLHsI, aMOP(PHOrO CHIIMKATA WA UX CMECH,
b) ruapod MIbHBIN TOBEPXHOCTHO-AKTUBHBIH CJIOH, conep Kaiuii monucopdbaTHoe
MOBEPXHOCTHO-aKTUBHOE BELECTBO, U
) TUAPOMMIIBHBIN CJIOW PAa3PBIXJIUTENS, CONEPKALTUI

1) ruipoUIbHOE CBA3YIOIIEE, TAKOE KaK MPOU3BOAHOE LEJUTIOJIO3bI HITH COTIONIUMED
NOJIMBHHUJIOBOTO CITUPTA-TTOJIU3THIICHIJIUKOJIS, ITH UX CMECh; U

11) pa3pBIXJIUTENb, TAKOW KaK CIIUTHIA MOJMMEP LIEJIIFOJIO3b]l WIIH CIIUTHIN TTOBU/IOH,
WJIM HATPHSL KPAXMAITIIUKOJIAT, HITH UX CMECh,
IPY 3TOM YKa3aHHbBIN rUApOQUIbHBIN MOBEPXHOCTHO-AKTUBHBIN CIIOH PACIIONOKEH MEXKTY

ruapo(OOHBIM SIIPOM B THAPOPUIIBHBIM CIIOEM Pa3PbIXJIUTEINS.

2. MHorocoiiHast 4acTuLa 1o 1. 1, B KOTOpOi MHOIOCJIOMHBIE YaCTULbI UMEIOT

AUaMeTp, paBHbIN WK MeHbIIUH 0,7 MM, HAIPUMEP PaBHBIM WK MEeHbIIUN 0,5 MM.

3. MHorocnoiiHas 4acTuLa o JI000My U3 MPEAIleCTBYIOLINX TyHKTOB, B KOTOPOH

HOPUCTAs TIOAJIOXKKA IPEICTABISIET COOOH AMOMOCHIINKAT MarHusL.

4. MHorocoiHas 4acTuna mno JrdoMy U3 MPeALIeCTBYIOIINX MyHKTOB, B KOTOPOH
ruapo IITbHBIN TOBEPXHOCTHO-AKTHBHBIN CJI0H conep:kut dosnee 90 mac.% noarcopOaTHOro

MOBEPXHOCTHO-AKTUBHOI'O BEIIECCTBA.

5. MHorocoitHas yacTuma mno Jro00oMy U3 NPeNLIeCTBYOINUX TyHKTOB, B KOTOPOI
noIMcopOaTHOE MOBEPXHOCTHO-AKTUBHOE BEIIECTBO MPEACTABIAET COOOH MOTNOKCUITUIIEH

(20) copOuTan MoHOMaypar.

6. MHorocoitHas yacTuma mno Jo00My U3 IPenLIIeCTBYOIUX MyHKTOB, B KOTOPOH

ruApopUIbHOE CBA3YIOLIEe MPEACTABISIET COO0H MMAPOKCUITPOIUILIEIIIIONO3Y.
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7. MHorocoitHass yacTua mno Jo00My U3 MPEeALIeCTBYOIIUX yHKTOB, B KOTOPOH

Pa3PBIXJIUTEND IPEACTABIAET COOOH CIINTYIO KapOOKCHUMETHIILENIION03Y HATPHSI.

8. Tsepnast nekapcTBeHHast popMma, copeprarnas
a) ot 30 mac.% 10 50 mac.% MHOKeCTBa MHOT'OCJIOMHBIX YaCTHIL 1O 1. 1-7, u
b) ot 50 mac.% no 70 mac.% TBeproi (a3pl SIKCUUIHEHTA, COEPKAIIErO

MUKPOKPHUCTAJITMYICCKYHO LEJUIFOJIO3Y U ITOJHUOJIBIL

9. Teepnas nekapcrBeHHast popma o 1. 8, B KOTOPOH JiekapcTBeHHast hopma
IPEZCTaBIsIET COOOH PACIaaroLIyIOCs B POTOBOH IOJIOCTH JI03Y, TAKYIO KaK NMACTUJIKA,
pacnagaromascs B pOTOBOH MOJOCTH TabJIeTKa, PACIIafaloINecs] B POTOBOH IOJIOCTH

IPaHyJIbl WIH KEBATEIbHAS TA0IETKA.

10. Teepnas nekapcreeHHas popma no nm. 8—9, B KOTOPOIH CUMETHKOH MPUCYTCTBYET B

KoinyecTBe OT OK0JI0 30 Mr 1o okosio 200 mr.

11. Teepnas nekapcTBenHast popma o nim. 8—10, comeprkainasi o MEHbIIEH Mepe OANH
JOTIOTHUTENTBHBIN (hapMalleBTUYECKUH HHTPEIUEHT, BBIOPAHHBIN U3 paMOTHANHA,

pPaHUTHUIMHA, LUMETHINHA, palleKaJoTPIIa, BUCMYTa cyOcaaumuiaTa, kKapOoHaTa KajabIvsl,
OukapOoHaTa HATPHsl, TUAPOKCUIA ATFOMUHUSI, TUAPOKCHIA MArHUsl, OKCHIa MarHHsI, THOCHHA

HJIM CITa3MOJIMTUKOB, TAKUX KaK JUIIMKJIOWMH U TMOCIIUaMHH.

12. Criocob mpou3BOACTBA MHOTOCIOMHON YaCTHIIbI, BKITIOYAFO LM

a) CMEIIMBaHHe CUMETHUKOHA C TIOPUCTOM MOANIOKKOHM 13 pocdara kanpuus, kapOoHaTa
KaJIbLHsl, aMOP(HOTO CHIIMKATA HWJIH MX CMECHU TS NOJTyueHus: ruaApo(GOoOHOH YacTHIbI 1
o0ecrieyeHuns TIOJTHOH aacopOLUH U OJHOPOAHOTO PacTIpeeIeHusl,

b) HaHeCceHHe BIaKHOTO MOKPBITHS HAa YKA3aHHYIO THAPO(POOHYIO YaCTHIy paclbUIEHUEM
pacTBOpa, COMEePIKALIEro MoJMCOpOaTHOE MOBEPXHOCTHO-AKTHBHOE BELIECTBO,

¢) nobaBjeHue ruipOPUITBHOTO CBSI3YIOIIET0, TAKOTO KaK MPOU3BOAHOE EJUTFOJIO3bI WITH
COMNOJIMMEP TOJIMBUHUJIOBOTO CITUPTA-MOIHI THIICHIJTUKOJISI, WIIH UX CMECh, U
CyTeppa3phIXJIUTENs], TAKOrO KaK CHIMTHIN MOJMMEp LeJUTIOJI03bI MITH CLIMTHIN MOBHIOH WJIH

HATPpHs KPAXMAJITJIUKOJIAT, UJTU UX CMECh, OJIsI MOKPBITUA MOBEPXHOCTH HYaCTHULIL.
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13. IIpyumeHeHre MHOTOCJIOMHON YaCTULIbI 11O NI, 1—7 151 MpOu3BOACTBA TBEPAOU

JIEKapCTBEHHOM (POPMBI C CBOHCTBAMH PACaJa€MOCTH POTOBOH IOJIOCTH.

14. ITpuMeHeHre MHOTOCIOMHOM YacTHLIbI 1O 11, 1-7 1ist tedeHust 3a00neBaHus WK
PacCTPONCTBA JKeNTy TOYHO-KULIEUHOTO TPAKTa, HAIPUMED, AMAPEN HIIN MUILEBAPUTENbHBIX
COCTOSIHMH, TaKHX Kak 00€3BO’KMBaHUE, OOJIb B )KUBOTE, B3AyTHE JKUBOTA, TOIIHOTA,

METCOPU3M, CITa3Mbl U CHACTUYECKUN KOJIUT.
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