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no3upoBaHus ¢ maccoit ot 30 1o 1000 M, 1 yKa3zaHHAs €TUHALIA TO3UPOBAHUS COCTOUT U3 3CTETPOIHHBIX
yacTtull B Konuuectse oT 0,1 no 25 mac.%, conepxkamux no menblueil mepe 80 mMac.% 3CTETPOIBLHOrO
KOMIIOHEHTa, KOTOPBI BBIOpAaH U3 3CTETPOJIA, CIOXKHBIX S(HUPOB 3CTETPOJia M MX KOMOWHAIWMNA; U
OJTHOTO WMJIM HECKOJBKUX (hapMalleBTUUIECCKH MPUEMIIEMBIX WHTPEANCHTOB B KOIWYeCTBEe OT 75 mo 99,9
Mac.%; TpH 3TOM yKa3aHHAas TBepAas €IWHHIA TO3WPOBAaHHSA COICPXKUT 1O MeHbIneld mepe 100 Mkr
ACTETPOIIBHOTO KOMIIOHCHTA, M TAKyI0 TBEPAYIO CIUHHILY JO3MPOBAHUS MOXKHO TOIYYUTH CIIOCOOOM,
BKITIOUAIOMIMM BIIQ)KHOE TPaHYJIHUPOBAHNE 3CTETPOIBHBIX YACTHII, CPEIHEB3BEIICHHBIN CPETHUN pazmep
KOTOPBIX cocTaBisieT oT 2 10 50 MkM. TBepaast eAMHUIA TO3UPOBAHUS IPOCTA B H3TOTOBJICHUU U HIICATEHO
TOAXOMUT JUTs CYOJTMHTBAIEHOTO, OYKKAJIBHOTO HJIH MOJBAILHOTO BBCICHHMS.
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2420-579872EA/019
IVNCHEPTUMPYEMAS B IIOJIOCTUM PTA EIVMHUIA JOSUPOBAHMSA, COIEPXAIAS
SCTETPOJIbHEM KOMIIOHEHT

OBJIACTE M3OBPETEHNA

HacTosamee wuz00peTeHMe OTHOCUTCS K IUCIEePIUMPYEMOM B II0JIOCTU
pPTa TBepIoM GapMalleBTUUeCKOM eOuHMuIle IO3UpoBaHMsa Cc Maccom orT 30
no 1000 M, xoTopas COINEPXUT SCTEeTPOJILHEIM KOMIIOHEHT B KOJIMUECTBE
no MeHbmelr Mepe 0,1 MI', ¥ YKal3aHHHM KOMIIOHEHT BHOpaH U3
SCTeTpoJla, CJOXKHEX 9S0MUPOB HBCTeTpoJla UM UuMxX koMmOuHauui. Takasa
TBepOas elIMHMIla OO3UMPOBaHMA COCTOUT M3:

— DBCTEeTPOJILHEIX YacTull B KoJaumuecTBe oT 0,1 mo 25% wMmacc.,
comepxamux 10 MeHblel Mepe 80% Macc. 2CTeTPOJILHOTO KOMIIOHEeHTa; U

- OIOHOTO VI HECKOJIbKMX bapMalleBTUUYECKHA IpMEeMIIEMBIX
VHTPeIVNEeHTOB B KoJM4UecTBe oT 75 mo 99,9% macc..

HacTosmee wu300peTeHMEe TakKXe OTHOCUTCH K cCcHnocofy IIOJIydeHUS
BHIMEYTIOMAHYTOM TBEepOOM eOVMHMUE OO3UPOBaHMUA.

KpomMe Toro, wm300peTeHMe OTHOCUTCA K IIPMMEHEeHMIO TBeplon
eIVHULE IO3UPOBaAHMA IJSA TepaleBTHUUeCKOoTO JiedueHud, TOPMOHAJILHOM
3aMeCTUTEeJILHOM TepaluM Yy XeHMMH M OJIA KOHTpalelluu VY KeHIVH, U
yKas3aHHOe IIpMMEHEHMe BKJUaeT CYyOJIMHI'BaJlbHOe, OyKKaJIbHOe WJIHU
cyBJyabuajibHOe BBeIeHMe STOM TBeploM eOMHMUE IO3UPOBaHUL.

[NPEOIOCHEUJIKM COBIOAHMSI M3O0BPE TEHUS

SCcTeTpoJl HOpelcTaBJIgeT CcoBOoM UYeJIOBEUEeCKMUM CTepoul, KOTOPHIM
BHpabaTHBaeTCad MCKJUUTEJBEHO BO BpeMsa ©OepeMeHHOCTM B IIeUeHU
jona. O9TOT IM[IPUPOIHEM TOPMOH OBJI oOOHapyXeH B Moue OepeMeHHHX
XeHImMH B 1965 1. B ucciaemoBaHmsax Diczfalusy u ero kojuier. Ilo
CBoOeM CTPYKType BCTeTpOoJI ABJAEeTCS DSCTPOTEeHHHM CTepOoMIOM C
YEeTHPbEMSA  I'MOAPOKCUJIBHEIMM  I'PYIIIIaMu. 3CTeTpoOJI CHMHTE3UPYETCHS B

IIedYeHn IJiooa s SCTpalMojia u SCTpPpMOJIa IIOCpeICTBOM IBYX

bepMeHTOB: 150-TUOpokCcUIa3H ¥ 160-I'MOPpOKCHUIIa3E. Ilocile poXOoeHMs
[IedeHb HOBOPOXIOEHHOTO OHCTPO TepsaeT CIOCOOHOCTE CHHTE3MPOBAaTH
3CTEeTPOJI, INOCKOJIBKY STU OBa ¢epMeHTa OOJblle He SBKCIPECCUPYITCA.
SCTeTpOJI HollajaeT B MaTEPMHCKOE LMPKYJIATOPHOE PYCJIO UYepes
IJIalleHTy ¥ OOHapyXuMBaeTCsa B MaTEPMHCKOM MOUe YyXe Ha OeBATOU

HeneJjie OepeMeHHOCTH. Bo BTOpOM TpuMecTpe OepeMeHHOCTM OOoJIblIloe



comepXaHMe SBCTeTpoJa BHABJIAOT B MATEePUMHCKOM IJlasMe, IIPpU STOM
KOHIIEHTpalUUsa HEeKOHBOIMPOBAHHOT'O SCTeTpOJia IIOCTOAHHO BO3pacTaeT
npubanM3nTesasHo n1o 1 HD/Mia (> 3 HMOJB/JI) B KOHIe OepeMeHHOCTHU.
dusmoJIOoTUYEeCKad GYyHKUM A CTeTPOJIa oo CUX [I0Op HeM3BeCTHa.
JoCTaTOUHO WMPOKO M3YyUeHO BO3MOXHOE MCIIOJIB30BaHMEe DHBCTeTposla B
KauecTBe MapKepoB OJaIlolojyuusa IJjona. TeM He MeHee, 0KaszallocCh,
YTO Takoe MUCIOJIL30BaHMe He Lejlecoof®pa3HOo II0 OpuuMHe OO0JILIION
M3MEHUVBOCTM COHOEPXaHMs SBCTeTpoJla B MaTEepPMHCKOM ILJla3Me BO BpeMsd
fepeMeHHOCTM KaK IJId KaXOoI'o MHIVMBMIA, TaK M MeXOy WHIVBUIAMMA.

C 2001 roma OpOBOOMJIOCE TIATEJBHOE M3yUeHMEe BCTeTpoJla. bBUJIO
oBHapyXeHO, UTO IIPpM I[IepopallIbHOM BBEIEHMM UeJIOBEeKY DCTeTPOJI
oBiamaeT BHICOKOM u I0303aBUCUMOM BMONOCTYIIHOCTEI u
INIPOOOJIKUTEJIEHEIM KOHEUHBEM [IE€PUMOJOM IIOJIYBEHBEIOEHMS, COCTAaBJIAKRINMM
OpUOIMU3UTEIBEHO 28  4YacoB. PesyJibTaTH MCCJeOoBaHMa 1In VItro

IIoKazsaj1m, 4YTO SCTeTpOoJI C BHICOKOM CeJIeKTUMBHOCTLI CBA3HBAEeTCS C
penelriTopaMn SCTPOI'€Ha, C IIPenlIouTUTEJILHEM CBA3BBaHMeM C ERo-

bopmo¥ pellenTopa, B OTJIMUME OT S3CTPOTEHOB STHMHMIISCTpamuosa um 17—

SCTpaIonoJia . HOIIOJIHUTEJILHO, B oTJIinM4drie oT OSTVMHWMIISCTpallMoJia u

OCOBEeHHO B OTJMuMe OT 17B-scTpammnoiia, SCTEeTPOJ He CBI3HBaeTCA C
TJIOOYJIMHOM, CBA3HBAaKIMM IIOJIOBHE TOPMOHEL (SHBG) ¥ He CTUMYJIMPYIOT
BHpaboTKy SHBG in vitro.

CBOMCTBa 5CTeTpoJla Takxe OBUIM MCCJIelOBaHH In VIVO B Cepun
[IPOTHOCTUUECKUX BBICOKO HOOCTOBEPHEX (apMakoOJOTUUECKUX  KPBICUHBIX
MOOEeJIAX. B 5TUX MOIeJIIX DSCTeTpoJl NPOoABJISeT SCTPOTeHHOe IelCTBHUEe
Ha MaTKy (M MMOMETPUM U DSHIOMEeTPpHuI), BJarajiuie, BJIMIEeT Ha Maccy
TeJa, KOCTHYIO Maccy, [IPOYHOCTH KocTel, Ha OBYJIALIMIO
(MHTUMOUPOBaHME) U BO3HMKHOBEHME IPUJIMBOB. Bce ykKas3aHHHEe 300eKTH
DCTEeTPOJIa MMET 3aBUCHUMOCTL OT OOSBE C MaKCUMaJIbHEM 50OeKTOoM IIpHU
CONIOCTaBUMHEIX YPOBHAX OO3H. K yIWBIEHUD, OBJIO  BHABJIEHO, UTO
B3CTEeTPOJ IpenoTBpamaeT pasBuUTHUE OIIYyXOJIN B MO eJin OIIYXOJIN
MOJIOUHOM XeJie3H, MHIOVIMPOBaHHOM OuMeTmJIOeH3aHTpalleHoM (IMBA) B
TakKoM CTelleHM M Ha TaKOM YPOBHEe HO3H, KOTOPHE aHaJIOTMUHH 20dekTy

n nose AHTMSCTPOI'eHHOT'O IIpellapaTa TaMOKCHUbpeH U OBaApPMSKTOMNUN .

AHTUSCTPOTEHHE 5bbekT 5CcTeTpojila B HOPUCYTCTBUM 17B-3CcTpannoria

TaKxe Habmonajcyd B mccijleioBaHMAX in vitro C VCIIOJIE3OBaHMEM



PaKOBHX KJIETOK MOJIOUHOM XeJle3H ueJIOBeKa.

BykkaJIbHOE, CYOJIMHTBAJIbHOE I cybJjiabuajibHOe BBeIeHME
DCTeTpOJIa YIIOMMHAETCHA B pAle IaTeHTHHX 3asBOK, B TOM UMCJIe B
3asBkax WO 2002/094275, WO 2002/094276, WO 2002/094278 wu WO
2003/018026. B 5Tux OyoOJaMKaAIMSxX He ONMCAaHH coIepXalyre SCTeTPOJ
e OVHULIEL OO3UPOBaHUA ojisa OYKKaJIbLHOTO, CYyOIIMHTBaAJILHOTO VI
cyBiiabraJlbHOT'O BBEIOEeHUA.

B 3asgBke WO 2010/033832 omnmucaHa mepopalJibHas JeKapCTBeHHAS
bopma, comepxamasd 2CTPUOJIBHOE  COoeIMHeHMe UM dapMaleBTUUECKU
IpueMJIEMBE CBA3YOMUM MaTepualsl, M IIpM KOHTakKTe C CJIOHOM B
OYKKaJILHOM M/WIM CYOJIMHIBAJILHOM IIOJIOCTM M3 yKa3aHHOM IepopallbHOM’
JIeKapCTBEeHHOM GOPMEL BEHICBOBOXIaeTCH 1o MeHbIen Mepe
npubim3nuTedbHo 90% 2CTPUOJIBHOTO COENMHEHMS 3a IIeprMold BPEeMEeHMU
MeHee uUeM NpubamamuTesibHO 300 CceKyHI.

B rmaTeHTe CIIA 2007/286829 omnmMcaHa IepopajibHad TBeplasd

JeKapCcTBeHHasa GopMa C BOBMOXHOCTBI OOCTaBKM DSTUHUIISCTpaImMosyia ¢

YIIy4dIeHHOM OMOIOCTYIIHOCTEIO, npu 5TOM yKaszaHHad TBepnad
JeKapCcTBeHHaa oOGopMa COOEPXUT (I) npubimsurenasHo oT 0,5 MKD
OpUOIU3UTEJIEHO DO 50 MKI »STHHWISCTpamuojsa u  (II) HoCUTedb,
YCUIIMBAKIUNM  [IepopallbHYl  pPacTBOPMMOCTL, C IIOMOIIBID  KOTOPOTO

ooCTUTaeTCcsa II0 MeHbmel Mepe 15%-Has abcopbumMsa STHUHMISCTPaIMoJia
uepes CIM3UCTYID OOOJIOUKY I[IOJIOCTM pTa IIpM [IepOopalibHOM BBeIEeHUU
nalMeHTy YKasaHHOM TBepOoM JIeKapCTBeHHOM (QOpMEI BMecTe C 2
VHIMSAMY BOIB MJIM MeEHbIIE .

B mnaTenTe CHIA 6117446 omnmcaHa eIVMHMIIA OO3UMPOBAHMA IOJIA
BYKKaJbHOTO BBeIeHUS KOMOMHALMM CTEePOMIHHX AaKTHMBHLEX BelecTB,
comepxallasgs I[IPeCcCOBaHHYH TabjeTKy OuopasjlaraeMoI'o  IIOJMMEPHOTO
HOCHUTEJIA ¥ TepalneBTUUeCkr 5>POeKTMBHOE KOJIMUECTBO aHIPOT'eHHOTO
BelleCTBa, BHOPAHHOTO M3 TeCTOCTepPOHa M ero (apMaKOJIOTUUYEeCKU
[IPMEMJIEMEIX CJIOXHHX D2QUMPOB, [NIPOTeCTMHa WM 3CTpoTreHa. B IIpuMepax
ONIMCAaHBE eIVHUIE OO3UPOBaHUA IJI9 OYKKaJbHOTO IIPUMEHEHWUS, KOTOPHE
IoJIyyamnT I[IyTeM THaTeJIbHOTO CMENMBaAHMA CJIEeOYyKRIMX KOMIIOHEHTOB:
SCTPOTEH, IIPOTeCTUH, AHIPOTEHH, I[IOJM3TUIIEHOKCHUI, KapboMep u
CTeapaT Mal'HUA. 3aTeM IIOJIYYEHHYI  CMECh TPaHyJIMPYRT  IIyTEM
TPaHYJAUMM C IICEeBIOOXMXEHHEIM CJIOEM M IIOJIYUEHHEM TakuM o0pasoM

TPaHYJIAT HNpeccyiT B TabJeTKH.



B p4dme naTeHTHHEX OyOaMkKaluu¥  OBUIM  ONMCAHH  comepXamue
BCTETPOJI €OMHUMUIE OO3MPOBaHMA IJIA [IepOopalIbHOT'O IIPMMEHEHUSA .

B 3asBke WO 2002/094276 omnmucaHa dapMmalleBTUUeCKas KOMIIO3ULNA
0JIS TPMMeHeHMsa B crIocofe TOpMOHaJIbHOM 3aMeCTUTEJIbHOM Tepaluu, U
YKaszsaHHEM CHOCOO BKJOUaeT BeIeHMe HyXIaolleMyCs B TaKoM JIeUeHUU
JeJioBeky 50OeKTMBHOTO KOJIMUEeCTBa HSCTeTpoJa, IIpM STOM YKas3aHHad
KOMIIO B3ULIM A NIpaKTUUYEeCKA He COOEepPXUT oporecrareH W
AHTUIIPOTECTHUH . B 3ag9BKe WO 2002/094276 OIIMCaHO MIOJIy4YeHue
TabJIeTOK BCTeTpoJia ¢ Macco¥ 185 mMmr, comepxamux 1,5 M BcTeTpotia,

Ha OCHOBe cnenyzomeﬁ KOMITO3MIIVMN @

MT
SCTeTPoJI 1,5
[MoMUBUHWINMPPoMOoH (Kollidon 25® ex BASF) 12,5
JlakTo3a 135,795
MUKPOKpUCTaJIMYecKkad lLejunososa (Avicel PH 101 ®) 26,25
Iynuepus HajlbMUTOCTeapaT (Precirol ®) 2,775

Be3BOOHEI KOJIJIOMIHEIM IOMOKCUI KpeMmHMA (Aerosil 200 ®) 1,0

Kpocnosumon (Polyplasdone XL ®) 4,0

Kpacuresb 0,18

B 3BasBke WO 2002/094275 omnmucaHo [pMMeHeHMEe DSCTeTpoJa B
criocoBe TOBHMEHUA JUOMIO Yy KeHIMHE, [IpM BSBTOM YyKasaHHBEM CIoCcof
BKJIOUAET BBeIdeHMe YyKa3aHHOM XKeHmyHe 50QeKTUMBHOTO KOJMUUEeCTBa
3CTeTpoJyla. B KauecTbBe IIOOXOOAmMEeIro crocoba BBeOeHMd YKasaHOo
IepopallbHOEe BBeIdeHMe. B @»OaHHOM IIaTEeHTHOM 3adBKe OIMcaHa Ta Xe
camasa TabJieTKa DCTeTpoJla, KakK M B 3asaBke WO 2002/094276.

B 3asBke WO 2002/094279 omnmMcaHo TIIPMMEHeHMEe BCTeTpoJila B
KaueCcTBe crnocoba KOHTpallelUUMM y CaMOK MIeKONUTAKMMUX, U YKa3aHHHM
CIIOCOB BKJIUaET IepopallbHOEe BBEOEHME YKa3aHHOTO SCTPOT'EHHOTO
KOMIIOHEHTa M I[IpoleCTal'eHHOI'O KOMIIOHEeHTa caMkaM C pPelpOlyKTMBHEM
IO TEHIMAJIOM B KOJIMUEeCTEE, 50PeKTUBHOM 0JIs VMHIVOMPOBAaHM A
OBYJIALMM. B yKasaHHOM MeXOyHapOOHOWM TI[aTeHTHOM 3asgBkKe OIMCaHa

crlenyomas KOMIO3UUMA IJA TabJIeTKM 2CTeTpoJa Maccom 185 mr:

MT

SCTeTPoJI 1,5




JleBOHOpPTEeCcTpel 0,15
NosmmBuHEMINUPPoMaoH (Kollidon 25® otT ¢upmel BASF) 13,5
JlakTo3a 135,645
MUKpOKpUCTaJIMYecKkad Leunosioza (Avicel PH 101 ®) 26,25
I'nmuilepusl NajlbMUTOCTeapaT (Precirol ®) 2,775

Be3BOOHLI KOJIJIOMIOHEIM IOMOKCUI KpeMHMA (Aerosil 200 ®) 1,0

KpocnosumoHd (Polyplasdone XL ®) 4,0

Kpacuresib 0,18

B 3asBke WO 2003/041718 ommMcaHo TIIPMMEHeHMe BCTeTpoJia B
crnocobe TOPMOHAJILHOM 3aMeCTUTeJIbHOM TepaluM Yy MIEKOIUTAaIUX, U
YKa3aHHEM CHoco® BKJINUAET IIepopallbHOEe BReIeHMe DCTEeTPOJIBHOTO U
IporeCcTareHHOT'O KOMIIOHEHTOB B Oopr'aHm3M MJIEKOIIUTAKRIIET'O B
KoJIMYecTBe, HSO0OeKTMBHOM IJid IPOQUIIAKTUKM WJIM JIeUeHUsS CUMITOMOB
TUIIOBCTPOTeHeMMM . B @IaHHOM I[IaTEeHTHOM 3asdBKe OIMCaHa Ta Xe camad
TaBJleTKa 2CTeTpoJla, Kak M B 3agBke WO 2002/094279.

B 3asBke WO 2007/081206 ommMcaHO TIIpMMEHeHMEe BCTeTpoJila B
criocobe JIeUeHNA OCTPOTO COCYyIMCTOTO paccTpoMcTBa Yy

MJIEKONIMUTAKMero, ¥ YyKa3aHHHEM CIoco0 BKJIoOUaeT IIepopalJIbHOE BBEIOEHUE

YKaz3aHHOMY MJIEKOIIMTaKrmeMy , IIpn HeoOXonouMoCTH, S0OEKTUBHOTO
KoJimyeCTBa SCcTeTpdoJia. B yKasaHHOMU IaTeHTHOM 3adBKe OIIMCaHO
IIOJIy4YeHH e TBepPOeIX KeJIaTMHOBEIX KaricyJi, comepXxammx 100 MT

scTeTpoJla U 25 MI' cuimeHadmIla UMTpaTa B KaxIoM KarcyJe.

B 3asBke WO 2008/156365 omnmcaHo TIIpMMEeHeHMe BCTeTpoJla B
JIeUeHUM CHHIpOMa acIupauuy MekoHMsa (MAS) Yy HOBOPOXIEHHOTO, U
yKa3aHHOe JIeueHMe BKJIOUaeT BBeleHMe 5OPeKTUMBHOTO KOJMUECTBA
SCTpoTeHa YKal3aHHOMY HOBOPOXIEHHOMY B TeueHMe 7 »OHeM IIocie
POOOB. B 2TOV MeXOyHapOOHOM IMNaTeHTHOM 3asgBKe OIMCaH CYIIIOo3UTOPUN
OJI [OIpUMeHeHUS Y HOBOPOXIEHHEIX, CcoIepXalui IO MeHbllel Mepe 1 MKD
SCTpoTeHa, M YKa3aHHBM CYINO3UTOPUNM OOMNOJHUTEJILHO OTJIndaeTcsd
MaKCUMaJIbHEIM OMaMeTpoM MeHee 10 MM ¥ Maccom MeHee 0,5 1.
Conepxalmeecsa B CYIIO3MTOPUM BCIOMOTATEJIEHOE BEMECTBO MOXET MMETH
OCHOBY M3 JMIOMIHOTO MaTepualla, KOTOPHM IJIaBUTCHA IIPM TeMlIepaType
TeJjla MJIM MOXeT MMEeTh OCHOBY M3 I'MOPOOMILHOTO KOMIIOHEeHTa, KOTOPHM
PacTBOpPAETCa MM pas3pylaeTcsa IpU KOHTaKTe C BOIOM.

CYIIHOCTBL M3OBPE TEHHUA



HacTosamee wun300peTeHVe OTHOCUTCS K IUCHEPTVPYEMOM B IIOJIOCTH
pTa TBepmol dapMaleBTMUECKOW eIMHMIEe HOO3UPOBAaHMA, COIepXalen
BCTEeTPOJILHEM KOMITOHEHT . B BOIHOM cpene BCTETPOJI BHICTPO
BEHICBOOOXIaeTCs ns e OVHUIIEL NO3UPOBAHUA . TBepnasd ennH1Lla

JO3SVMPOBaAHMA IIpoCTa B M3TOTOBRJIEHUN u mneaJlbHO IIoOXoOomT IOJIA

CyBJIMHT'BaJILHOTO, OYKKaJILHOTO WJIN cy6Js1abmnaljibHOTO BBeIEeHMA.
[IpeMymecTBO u CyOBJIMHTBAJILHOTO, " TPaHCOYKKAJIBLHOTO u
cybnadbmnaJIbHOT'O BBeIIeHUA COCTOMT B TOM, yTo SCTEeTPOJIbLHEM

KOMIIOHEHT He IOOJIKeH I[IPOXOIUTL uepe3 IIUIeBapUTeJIbHYID CUCTEeMY U
MOXHO mM30eXaTh BJIMAHKSA IIepBOTO IIPOXOXIEHMA uUepe3 IIedueHb. Kpowme
TOTO, IIpPM Takux crnocobax BBeOeHMsa obeclHeumBaeTcsa OBHCTPOE HAaUalJlo
OeiCTBUSA.

TBepmas eOuMHMUIA OO3UPOBAHMSA COIJIACHO HACTOAMEMY W300peTeHMU
¥MeeT Maccy B OManasoHe oT 30 mo 1000 M, COOepXuT II0 MeHbIlen
Mepe 100 MKI' BCTEeTPOJIBHOI'O KOMIIOHEeHTa, BHOPaHHOI'O M3 DBCTeTpoJia,
CJIOXHHX 20MPOB BCTeTpoJla UM MX KoMOMHAaLMM, M COCTOUT U3:

— DBCTEeTPOJIEHEX YacTull B KoJuuecTee oT 0,1 nmo 25% wmacc.,
comepXamux 10 MeHbmey Mepe 80% Macc. 2CTeTPOJILHOTO KOMIIOHEeHTa; U

- OIHOTO W HECKOJIbKUX bapMalleBTUUECKU IpMeMIIeMbIX
VHITPeIVNeHTOB B KoJM4UecTeBe oT 75 mo 99,9% wmacc..

STa TBepnasd eIVHMIla  OO3MPOBAHMUA  MOXeET OBITE IoJIydeHa
criocofoM, BKJIIOUAKIIVM :

- IIOJIYyUeHMe DCTeTPOJILHEX UYacTHUll, CcoIepXallMX SCTeTPOJIbHLM
KOMIIOHEHT B KOJMUeCTBe IO MeHbmel Mepe 80% Macc. U MMeomUx
OOBEeMHEM MeIMaHHHM OMaMeTp OT 2 MKM Oo 50 MKM;

- CMemMBaHMEe DSCTEeTPOJILHEIX UYacTMUl, C OIHMM WM HEeCKOJIbKUMM
TPaHyJINPYIOMVMA BCIIOMOT aTeJIb HEMIM BelecTBaMM 0Jis MIOJIYUEeHMU I
TpaHyJIupyeMo CMecu;

- CMellMBaHMe TPpaHyJIMpyeMoM CcMecHu ¢ TpPaHyJIMPyoIel XUIKOCTLIO
IOJIS TIOJIyUeHMS DSCTeTpoJi-colepXammMx TI'paHyJ, IIpM 2TOM YyKa3aHHAad
TpaHyJMpyolas XUIKOCTL COOEPXUT XUIKUM pacTBOPUTEJL B KOJIMUECTRBE
10 MeHbIel Mepe 60% Macc.;

- yIaJlIeHre XKUIKOT'O PacCTBOPUTENS U3 BCTEeTPOJI-COoIepXallx
TpaHyJl OJA [OJIYUeHMSA CYXUX SCTeTpoJI-comepXalrx TpaHyJl;

- Heo043aTeJIbHO, CMeMMBaHME D3TUX CYXMX TPaHyJl C OIOHUM WM

HECKOJIBKVIMM BCIIOMOTI'aTe&JIbHEIMM BelleCTBaMlM LOJIA Ta@HeTMpOBaHMH; 12



- (dopMOBaHME CYXMX TpaHyJ WIM CMeCcHu U3 CYXMX TpaHyJl U
OOHOTO WMJM HEeCKOJIBKMX BCIOMOTATEJILHHX BemecTB OJ4 TabjleTUMpoBaHUA
B TBepIyl eIMHUILY IO3UPOBaHMA.

BricTpoe ¥ TIIOJIHOE PpacTBOPEeHMe DBCTETPOJIBHOT'O KOMIIOHEHTa B
CJIIOHe muMeeT BaxHOoe 3HaueHre JIa 20PeKTUMBHOM HOOCTaBKM YKa3aHHOTO
KOMIIOHEHTa TBepOoM eIMHMUE »OO3MPOBaHUA OyTeM CyOJIMHIBAJILHOTO,
OYKKaJILHOT'O I cyBi1adbmaJibHOTO BBeIeHUL. ABTOPH  HaCTOAmMEI'O
n300peTeHrsS HeOXMIAHHO OOHaAPYXMJIM, UTO DSCTETPOJILHEM KOMIIOHEHT
BEICTPO BHICBODOXITAeTCS U IOUCIEPIMPYeTCs B CJIOHEe ¥ BCacCHBaeTCHd
yepes CAMBUCTY 000JIOUKY IIOJIOCTM pPTa, ecJiM STOT KOMIIOHEHT
IPUCYTCTBYEeT B TBepIo¥ eIMHMIEe OO3UPOBaHMSA B BUIE OUEeHbL MeJIKUX
JacTHIl .

HacTosmee wmu300peTeHMe TakKXe OTHOCUTCH K cCcHocofy IIOJIydeHUd
BHIMIEYTIOMSAHYTOM TBepOOoM eOMHMIH »OO3UPOBAHMA, IIPM STOM YKa3aHHHM
crmoco® BKJKUaeT CIelyllue DTallH:

- IOJIyYeHMe DCTEeTPOJILHEIX UYacTHull, coIepXallMX BSCTeTPOJIbLHHM
KOMIIOHEHT B KOJMUECTBEe II0 MeHbmel Mepe 80% Macc., BHOpPaHHEM U3
3CTEeTpoJla, CJOXHHX 2QMPOB 2CTeTpoJa M MxX KoMOMHaLMM, M YyKa3aHHBe
YacCTHUUH MMeT OOBEeMHHM MeIMaHHBEM IOMaMeTp OT 2 MKM Oo 50 MKM;

- CMemMBaHMEe DSCTEeTPOJILHEX YacCTML, C OIHMM WM HeCKOJIbKUMA
TPaHyJIUPYIVMA BCIIOMOT aTeJIb HEMIM BelecTBaMM 0JIs IOJIyUYeHM I
TpaHyJupyeMom CMecHu;

- CMelMBaHMe TPaHyJIMPpYyeMOM CMecHu C TPaHYJIMPYRIel XUIKOCTLIO
OJIS TIOJIYYEeHMS 5BCTeTpoJi-colepXalMx TpaHyJl, OpM DS2TOM YyKas3aHHAasd
TpaHyJupyolas XUIKOCTL COOEPXUT XUIKUM PacTBOPUTENILE B KOJIUUECTRBE
10 MeHbllel Mepe 60% Macc.;

- yIaJleHre XKUIKOTO PacCTBOPUTEJIS U3 BCTEeTPOJI-COolepXalx
TPaHyJl IOJIS I[OJIyYeHMSA CYXMX DCTeTPOJI-COHOepXallMxX T'paHyJI;

- Heo0A3aTeJIbHO, CMeNMBaHMe D3TUX CYXMX TpPaHyJl C OIOHUM WK
HEeCKOJIbLKMMMY BCIOMOTATeJILHEIMY BelleCcTBaMM IJIA TabJleTUPOBAHUSA; U

- (dopMOBaHME CYXUX TpaHyJl WIM CMeCcH U3 CYXMX TpaHyJl U
OOHOTO WMJIM HEeCKOJLKMX BCIOMOTATEJILHHX BemleCcTB OJ4 TablleTUMpoBaHUA
B TBepIyl eIMHUILY IO3UPOBaHMUA.

[IpOU3BOOCTBO DCTETPOJI-COOepXalux TpaHyJl TaKyuM  CIOCOOOM
MOXHO OCYIECTBJIATH MNOOXOOAMMM O0pasoM, HalpMMep, B TpPaHyJIATope C

BEICOKVMM YyCHWJIMeEM CIOBMI'a, TIT'PaHYJIATOpEe C HUIKNKM YCHWIMEM CIOBUI'a WJIN



B TpPaHyJIATOpe C IICEeBIOOOXMXEHHBEM CJIOEM.

KPATKOE OIIMCAHUE &UTYP

Ha burype 1 moxkasaHa cxeMma criocoba [IPOM3BOLOCTEA,
IpUMeHIeMOTO0 B HIpuMmepe 4.

[IOOPOEHOE OIIMCAHME MN3OBEPETEHUSA

B IIEPBOM acIleKTe HacTodmee n3obpeTeHre OTHOCUTCSA K
OVCIePTVPYyeMOM B IIOJIOCTM pPTa TBeploy ¢apMaleBTUUECKOM eIVHUILE
OO3UPOBAaHUS, UMenmeyd Maccy oT 30 mo 1000 MI', M ykasaHHasg eIuHUIIA
OO3UPOBAHUSI COCTOUT WUS3:

— DBCTEeTPOJIBHEIX YacTull B KoJuuecTBe oT 0,1 mo 25% wmacc.,
comepXalux DCTeTPOJILHEM KOMIIOHEHT B KOJMUEeCTBe II0 MeHbIel Mepe
80% Macc., BHOPaHHEM M3 2CTeTpoJia, CJOXHEX 20UPOB BCTeTpoJla M UX
KoMOUMHaLUM; U

- OIOHOTO W HECKOJIbKUX bapMalleBTUUECKU IpreMIIeMBIX
VHTPeIVNeHTOB B KoJM4UecTBe oT 75 mo 99,9% wmacc.;

OpM STOM TBeplasa eIMHMIIa OO3UPOBAHUA COIOEPXUT I[I0 MeHbLIlen
Mepe 100 MKI' B3CTEeTPOJIBHOT'O KOMIIOHEHTA;

M IOpM STOM TBeplasa eIMHMIA OO3MPOBaHMA MOXeT OBTbL I[IoJIyueHa
crioco6oM, BKJIIOUAKINUM :

- IIOJIyUeHMEe DCTEeTPOJILHEIX UYacTHull, CcoIepXallMxX SCTEeTPOJIbHEM
KOMIIOHEHT B KOJIMUYECTBE II0 MeHbley Mepe 80% Macc., ¥ MVMEKIMUX
OOBEMHEI MeOMaHHHM IMaMeTp OT 2 MKM Ho 50 MKM;

- CMemMBaHME BSCTEeTPOJILHEIX UYacCTMUl, C OIHMM WM HEeCKOJIbKUMM
TPaHyJINPYIOMVMI BCIIOMOT aTeJIb HEMIM BelecTBaMM nJIs TIOJIYUEeHMU I
TPaHyJIupyeMo CMecu;

- CMelMBaHMe TPaHyJMpyeMOoM CcMecyu C TpaHyJupyolel XUIKOCTLIO
OJIS TIOJIYyUeHMS DCTeTpoJi-colepXalMx I'paHyJ, IIpM 2TOM YyKa3aHHasfd
TpaHyJMpyolas XUIKOCTL COOEPXUT XUIKUM pacTBOPUTEJL B KOJIMUECTRBE
1o MeHblle Mepe 60% Macc.;

- yHoajJeHMe XUIKOTO PAaCTBOPUTEJIA M3 DSCTeTPOoJI-CoIepXalMx
TpaHyJl OJA IOJIYUEeHMS CYXUX SBCTeTpoJI-comepXamlrx ITpaHyJl;

- Heo0A3aTeJIbHO, CMeNMBaHMEe D3TUX CYXMX TpPaHyJl C OIOHUM WM
HEeCKOJIbKMMMY BCIIOMOTATeJILHEIMM BelecTBaMM IJIA TadbJleTUPOBAHUSA;, U

- (dopMOBaHME CYXUX TpPaHyJ WIM CMeCcH U3 CYyXMX TpaHyJl U
OOHOTO WMJM HEeCKOJIBKMX BCIOMOTATEJIbHHX BemecTB IOJ4 TabjlleTHMpOoBaHUA

B TBeEPpIYyO eIMHUIY OO3MPOBaHMA.



VICIONIE3YEMEII B M300peTeHUMM TEPMMH «3CTeTPOJI» OTHOCHUTCH K
1,3,5(10) -scTrpaTpuen-3, 15a, 16a, 1 7-TeTpoiy VI 150~
TUOPOKCUBCTPHOJIY, a Takxe K IMIpaTaM 53CTeTpojla, HalpuMep, K
BSCTETPOJIY MOHOTMIPATY .

Vcnosip3yeMell B M300peTeHUM TepMMH «OUCIepTupyeMas B IIOJIOCTU
pra emMHMIa JO3MPOBaHMA» OTHOCUTCHA K eIMHMIIAM »OO3UPOBaHUA,
KoTOopas MOpeadHa3HaueHH MOJA OHCTPpOM  Oe3MHTerpaluM B POTOBOM
IIOJIOCTM TIPM KOHTAKTe CO CJIOHOM M IJId paclOpenelieHMsa SCTeTPOJIBHOTO
KOMIIOHEHTa B CJIIoHe, UYTOOHB YyKa3aHHHM KOMIOHEHT MOI BCaCHBaThCH
yepes CIU3UCTY O0O0O0JIOUKY POTOBOM MMOJIOCTH.

VCTIOJIb 3y EMBIM B U300peTeHUun TepM/H «dapMalleBTUUECKU
IpMeMJIeMBIE MHIPEOMEHTED» BRJIIUaeT B cebd Kak dapMalleBTUUECKU
IpMeMJIeMBEIE BCIIOMOT'aTeJIbHEIE BellecTBa, Tak M UMX dapMaleBTUUECKU
AKTUMBHEE MHIPEOMEHTH, OTJIMUHEHE OT DBCTETPOJIBHOT'O KOMIIOHEHTa, UYTO
OOIIOJIHUTEJIbHO OIMCaHO HUXE.

VICTIOJIb 3y MBI B n300peTeHun TepPMUH «CyBJIMHTBAJIL HEIA»
OTHOCUTCH K  (apMakoOJIOTMUECKOMY  IIYTH BBeIeHUHA, [IOCPEenCTBOM
KOTOPOTO BCTETPOJIbHHY KOMIIOHEeHT IMOOYHIVPYET B KPOBBL Uepe3 TKaHb
10N A3BIKOM.

VICIOJIb3yEeMEII B WM300pPEeTEeHUM TepMMH «OYyKKaJBHBEM» OTHOCUTCA K
bapMakKoJIOTMUEeCKOMY oyTH BBeIOeHUd, [IOCPenCcTBOM KOTOpPOTO
5CTETPOJIbHEIM KOMIIOHEHT INOOYyHOUPYET B KPOBb uepes TKaHb
opennBepmUsa pTa, BHYTpPeHHe¥  o0JlacTM  POTOBOM  IIOJIOCTU  MEXIY
MIOKpOBaMM mMeky (cams3mucTas ofoJiouka mekr) u 3ydamMu/IecHaMu.

VcrioNb3yeMel B M300peTeHUM TepMMH «CyOiabuallbHEMY» OTHOCUTCSA
K bapMakroJIOTNUYEe CKOMY oyTHu BBEeOeHMA, [IOCPenCcTBOM KOTOPOTO
SCTEeTPOJIBHEIM KOMIIOHEHT pa3MellaeTCcsd Mexny I'yOoM M OeCHOMU.

VcrioNb3yeME B M300peTeHUM TepMHMH «T'PpaHyJIMPOBaHME», ecJM He
yKas3aHO MHOEe, OTHOCUTCHA K CIoco0y, C IIOMOIBID KOTOPOTO IIOJYYakT
[IEPBUUHEIE UYaCTMUE [IOPOIIKa, KOTOPHE IIyTeM anresmu obpasynT Oojee
KPYIHEE, COCTOdllMe M3 MHOXECTBa UYaCTML, DJEMEHTH, Ha3hHBaeMble
«KTPaHyJlaMi» .

VICIOJIB3YyEMET B M300PETEeHMM TEPMMH «BCIOMOTAaTeJIbHOE BeMeCTBO
ojga TabJeTUPOBAaHMUAY» OTHOCUTCHA K  dapMalleBTUUECKM [IPMeMIIEMOMY

BCIIOMOT'aTeJIbHOMY BeEIeCTBY, KOTOpoOe MOXeT OEITE MCIIOJIB30BAHO Inpn
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IPOMBBOACTBE TBEPIHX eIOMHMI, ODO3UPOBaHMA, TaKMx Kak TabJeTku.

Ecam He yKasaHO MHOe, BCe IPOlleHTHEE 3HaUeHMA, YyKa3aHHHE B
n300peTeHnn, OTHOCATCH K I[IPOLEeHTHOMY COIepXaHui I[I0 MacCOBOMU
noJie.

[IpyMepsl TBEePIObIX eOMHMI OO3MPOBAHMA, OXBATHBAEMHX HAaCTOIIMVM
n300peTeHneM, BKJIOUAT TabJeTKu, mOpaxe, TMacTUIKM W ILJIEHKHU.
CorJjiacHO IPenrnouYTUTeJIbHOMY BapMaHTy OCymeCTBJICHNUS, enVHUIIa
OO3UPOBaAHMUA npencTaBJIsgeT cobon TabJIeTKy, u HamboJiee
OPenrnouTUTEeJILHO MPencTaBjisgeT coboy IpeccoBaHHYD TabJleTKy.

Macca TBepOHoM eIMHMULE OO3MPOBaHMA OOBUHO cocTaBjisgseT oT 40
no 500 wmr, ©OoJjee npemnouTuTesibHO oT 50 mo 300 Mr, wm Haubojiee
OpennouTuTelisHo oT 70 mo 150 wMr.

TBepnas enVHMLIA OO3UPOBAHUSA IpennouTUTeJILHO COOEPXUT
SCTETPOJILHEY KOMIIOHEHT B KOJMUEeCTBe II0 MeHbleM Mepe 1% wMacc.,
BoJee IPenrnodYTUTEJIEHO oT 2 oo 25% Macc., n HauboJee
OpPenrIouYTUuTeJIbHO OT 2,2 no 15% macc..

KomuecTBO 2CTEeTPOJILHOTO KOMIIOHEHTa, comepXxamerocsa B
TBepIomn enuHulIle OO3MPOBAaHUA, IpenrnouyTUTEeJILHO HaxXOOUTCH B
ouanazoHe oT 0,3 mo 100 M1, ©OoJgee npempnouyTuTessbHO oT 0,5 mo 40
MI', ¥ HauboJjlee NpenrouTmTesJibHO oT 1 mo 20 wMmr.

SCTEeTPOJILHEM  KOMIIOHEHT COIJIaCHO  HacCTodlleMy  M300peTeHUIO
OPEenrnouTUTEJIbHO  BHOpaH U3  ITPYIIIH, cocToAmer U3  BCTeTpoJia,
CJIOXHHX DSQUPOB BCTeTpoJla, NPM STOM aTOM BOOOPpOIa IIO0 MeHbIleM Mepe
OOHOM M3 TIUIPOKCUIILHEX TPYIII BaMelleH Ha alUMJIbHEY YITJIEBOIOOPOIHLIM
panukaJll KapB®oOHOBOM, CyJILOOHOBOM KMCJIOTE  WMJIU CYJIbbaMUHOBOM
KMCJIOTH, UuMelmMi oT 1 pmo 25 aToMoB yIJlepoma; M UX KOMOMHAaLUN.
Eme BoJiee NpednoYyTUTEeJIBHO, ecJm SCTEeTPOJIbLHEM KOMIIOHEHT
opencraBJgeT CcoboM 5»CTeTpoJl (B TOM UMCIe I'MIPATH S2CTeTpoa).
Hamboee NPennouYTUTEJIBHO, ecJm comepXamuiic a B enVHULLE
OO3UPOBAHUA SCTETPOJILHEY KOMIIOHEHT IIpedcTaBJgeT coBo¥ MOHOTMIPAT
CTeTpoOJIa .

PasMep dYacTHIl DSCTeTpoJa B TBeploW eIMHUIEe IO3UPOBaHUI
OOJoKeH OHTHL MHOOXOOAMMM IOJIS OOCTWXEeHMA OOCTaTouHoM abcopbumm
SCTETPOJILHOTO KOMIIOHeHTa I[ocJe CyOJMHI'BAJILHOTO, TpPaHCOYKKaJbLHOTO
niIm Ccyb®iadbraJIbHOTO BBeOeHMA. OCTeTpOoJIbHHE UYacTMUMLUE B TBepOoun

eIrMHMIIe OJO3SVMPOBaAHMA n (He3aBUCHUMO) SCTeTPOJIEHEE YaCTHWIE,
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WCIOJIb3YyEeMEEe TIPM M3TOTORJIEHMM  TBEepPOOM  eOMHMIE  OO3UPOBAHUI,
IPeOlNOUTUTENBEHO MMelT OOBEeMHEM MeOMaHHHY »OIMaMeTp B »OMala30oHe OT
3 MKM @mo 35 MkM, OoJlee IMNPEeNlouTUTEJNIEHO B OMala30He oT 4 MKM IO
25 MKM, ¥ HauboJiee IIPenIOoUuTUTEeJIbHO B OMalnasoHe oT 5 MkM no 15
MKM.

9CTeTpPOJIbHEE YacCTUILE B TBepOOM eIMHUIE IO3UPOBAHUA U
(He3aBUCKMO) BCTEeTPOJIbHEE UYaCTULHE, MCIOJL3YEMEX IIPU M3TOTOBJIEHUU
TBEepOOM eIMHMIE OO3UPOBaHUSA, IMOIPEeONOoUTUMTEJILHO CcoIepXaT He ©OoJiee
yeM OTpaHMUeHHOe KOJIMUeCTBO YacTUll, IOpM 5STOM pasMep dYacCTHUll
npesemaeT 60 MrM. [IpendnodTUTeNIEHO, UYTOOE He Oojiee 10 00.%
SCTETPOJIBHEX YacTUl MMeJiu pas3MmMep 0Oojee 60 MM (Dgo), OoJiee
OpeINoUTHUTENIbHO, YTOOH He OoJiee 5 00.% BCTeTPOJNLHHEX YacCTHUL VMeJU
pasMep uyacTul, ©OoJjgee 60 MM (Dgs) . FEme 6oJiee TNIpPedlodTUTEINBHO,
uyTOoOH He OoJjiee 10 00.% 3CTETPOJIBHHX YacCTHI MMeIM pasMep Oojee 40
MKM (Do) , BoJiee TMIPEeNNoOUYTUTEJBHO, yTOOLE  He BoJjiee 5 006.%
BSCTETPOJIBHEX YacTHUl, MMeJiM pasMep 4dacTul, BoJjiee 40 MKM (Dos) .

PachopenejleHMe IO pPasMepy SBCTEeTPOJIBHEIX YacCTUl M YacTUll U3
IPYyTUX MaTepMraJioB, MCIOJb3YeMEX B CIocofe IO M300peTeHM, MOXHO
OIpemeliAThk C IIOMOWEBK Jla3epHOM OUdpakKUMM [NIOOXOOAMMM OO0pasoM.
PacnpenejyieHVe DCTETPOJIBHHX UYacTMI IO pasMepaM dYacCTUll B TBepHoM
eIMHNIIE TOO3MPOBAHMA MOXHO OIpeneSiATh IIOOXOOAmMM  of0pasoM C
IIOMOUILID CIEeKTPOCKONMUECKUX TEeXHOJIOTUMM, HalpuMep, KOMOMHAIMOHHOTO
(PaMaHOBCKOTO) paccesHud.

[IpeMymeCcTBO TBEePIOW eOMHMUIH »OO3UPOBAHMA IIO0 HAaCTOAIEeMYy
n300peTeHnurn  COCTOUT B BEICTPOM  BHCBOBOXIEHUM  SCTETPOJIBHOTO
KOMIIOHEHTa TIIpY BBeIeHMM eIMHMIE IJO3UMPOBaHMSA B IIOJIOCTH pPTa U
KOHTaKTe co CJIIOHOM . CKOpPOCTH BHICBODOXIEHU S 3CTEeTPOJILHOTO
KOMIIOHEHTAa M3 eIOVHMIE »OO3UPOBAHMUA MOXHO ONPeNesIiTh [IOOXOINANUM
ofpasoM C IOMOMBI TecTa Ha pPacTBOPUMMOCTL, OIMCAHHOTO B pasmele
IPUMEPOB, WIIn TecTa Ha pacrnamaeMoOCThb B COOTBETCTBUA c
EBponelickom dapmakomneer Ph. Eur. 2.9.1 («PacnazaemMocTb TabJIeTOK
n  Kamncya») u Odapmakoneenm CIIA USSP <701> («PacnmamaeMOCTbB»),
KOTOPEE TakKXe ONMCaHE B pas3lejyle I[IPUMEepOoRBR. IlIpM MCHOHTaHUM Ha
BHIIEYIIOMSAHYTYID PacCTBOPMMOCTE M3 TBEepHOOM eIMHMIE IO3MPOBAaHMSA IIO
HacTodlleMy M300peTeHUI0 OOBUYHO UYepe3 5 MUHYT BHCBOOOXIAeTCS IIO

MeHbIIeM Mepe 50%, 0OoJjiee NPeONOUTUTEJILHO II0 MeHblle Mepe 70%, wu
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HanBoJjiee HOPellOoUTHUTEJIEHO IO MeHbmel Mepe 80% 53CTeTpPOJIBHOTO
KOMIIOHeHTa. OOBUHO IIPpM MCHOHTAHMM Ha BHIIEYIIOMAHYTYID paclalaeMOCThb
TBepnasd eIMHUILLA DO3UPOBaHUA 1o HacToAleMy n300peTEeHN
paspyllaeTcsa B TeUeHMe MeHee ueM 5 MMHYT, Oo0Jiee NPEOIOoUTUTEJIEHO B
TeUeHMNEe  MeHee 2  MMHYT, eme BoJlee  HNPeXlOUTUTEJIBHO, ecyu
oe3yHTeIpalusa IIPOMCXOOUT MeHee uYeM 3a 1,5 wMuHYTH, elle O0oJiee
NpennouTUTeJIbHO B TeueHMre MeHee 1 MMHY TH, eme BoJiee
NpeanouYTUTEeNIbHO B TeueHMre MeHee 45 CeKyHI, u HauboJee
NPpedloUuTHUTEeNIbHO B TeueHre MeHee 30 CeKyHI.

SCTeTpOJIbLHEIE  YaCTHIIH, VICIIOJIb 3y €MEIE B TBepOOM  eIOMHUIE
DO3VPOBaHMUA M B chIocobe 1o M300peTeHU, OPEeANOUTUTEJILHO COoIoepXaT
SCTEeTPOJILHEM KOMIIOHEHT B KOJIMUeCTBe II0 MeHbmeM Mepe 90% wMacc.,
BoJjiee MNPeANoOUTUTEJILHO, II0 MeHbmeM Mepe 95% Macc. DCTEeTPOJILHOTO
KOMIIOHEHTa, ¥ HauboJiee TNIPEeONoUTUTEJIEHO, II0 MeHble Mepe 99%
MaccC. BCTEeTPOJILHOTO KOMIIOHeHTa. KpoMe D»CTeTpOJIBHOTO KOMIIOHEHTA,
3CTeTPOJILHEE YaCTULH MOTYT IOAOXO I AMMM obpazoM comepXaTh
bapmalleBTHMUECKM IIpMeMJIeMHEe BCIOMOTaTe&JILHHE BelecTBa, KOTOPHE
CIIOCOBCTBYIT IOUCIEPCHMM eOMHUIE JO3MPOBaHMA, ¥ PaCTBOPEHUI U
abcopbumm SCTETPOJILHOT'O KOMIIOHEHTA . [TprMepH TaKMUX
BCIOMOTATEeJILHHX BEMEeCTB BKJUAKT I[IOBEPXHOCTHO-aKTUBHEHE BeMeCTBa,
COpacCTBOPUTEIN, YCUJINTEJIb abcopbunn, CylepOe3UHTeTIpUpyomye
BelleCcTBa U OybepHHE BelleCTBA.

SCcTeTpOoJIbHEE YaCTULH B eIMHUIIE OO3UPOBaAHUA OBOHUHO
COCTAaBJISIT oT 0,5 o 20% Macc. . BoJiee IpennouyTUTeJIbHO,
KOJIMUECTBO BCTETPOJILHHX YacCTUIl B eIMHMIEe ITO3UPOBAHUSA COCTaBJISAET
or 1 mo 18% mMacc., HauboJjlee NIpenlIouTUTeJIbHO OoT 5 mo 15% macc..

TBepmas eOMHMIa HOO3UMPOBAHMA IO HACTOAMNEMy M300peTeHU
OPenrIouTUTeJIbHO comepxuT oT 50 mo 99,8% Macc. BOIOPaCTBOPUMEX
YTJIEBOOOB, BHOPAHHHX M3 MalbTO3H, OQOPYKTO3H, CaxXapoO3h, JaKTO3H,
TJIIOKO3H, TajlakKTO3H, TperaJiosH, KCUINTa, copbura, SPUTPUTAE,
MaJIbTUTa, MaHHUTa&, n30MajlbTa u nx KOMOMHAILUN . BoJiee
NPpeAlOUTHTENIbHEE BONOPACTBOPUMEE YIJIEBOIOE BHOPaHH M3 JIaKTO3H,
MaHHUTa, DSPUTPUTa U U¥X KoMOMHauuM. Eme OoJiee MNPeONOUTUTEJILHHM
BOOOPACTBOPUMEI YIJIEBON BHOpaH M3 MaHHUTAE, SPUTPUTA U UX
KoMOuHauuu. Haubojiee MNPeONOUYTUTEJILHEIM BOINOPACTBOPMMEM yITJIEBOLOM

ABJIA€TCA MaHHUT.
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BomopacTBOPUMEIM YTJIEBOX B eIMHUIIE IO3VPOBaHUA
IPeOlIOUTUTENIBHO I[IPUCYTCTBYeT B KpUCTaJlIMdeckoy o¢opMme. CoOIJIaCHO
IPpYyTOMy HOPelNouTUTEeJIEHOMY BapMaHTy OCYWeCcTBJIeHUS, B eIOUHUIE
OO3UPOBaAHUL COOEepPXUTCSA oT 0,1 oo 15% Macc., BoJiee
ODpennouruTesbHo oT 0,2 mo 10% Macc. u HauboJee NPEeOlIOUTUTEJIBHO
or 1 mo 5% wMacc. Oe3MHTEeIPUMPYKRINEeI'0 BellecTBa, BHOPaHHOTO U3
MOIMGUUIMPOBAaHHBIX KpaxmaJioB (HanipuMep, HaTpUeBOM coJm
KapbokcuMe TUIIKpaxMaa) , CHIMTOTO IOJIMBUHUIIIUPPOJIMIOHA, CHIMTOM
KapMeJIJIO3H UM UMX KOMOMHAIIUM.

SCTeTpPOJILHEE YaCTULH IPUCYTCTBYIOT B TBepOon eIMHUIIE
OO3MPOBaHMUA IO HacCTodAmeMy UM300peTeHMIK B KadeCcTBe KOMIIOHEHTa
TpaHyJl, B KOTOPHX HIOMNOJHUTEJILHO COOEPXUTCH OOHO WMJIM HEeCKOJBKO
TPaHyJIMPYKRIMX BCIOMOTATeJILHEX BelleCTB. B OepopallbHOM eIMHUIE
DO3VPOBaHUA CyXMe 3CTeTpoJI-COomepXalye TpaHyJH OOBUHO COCTaBJIAT
or 20 mo 99,9% mMmacc.. Bojlee NpemanoudTUTEJIEHO, IOJIA 3TUX TPaHyJl OT
MacCCH TIepopaJlbHOM eIMHMIE IO3MPOBaHMA cocTabjsgeT oT 50 mo 99, 8%
Macc., HamboJiee MpennouTuTesbHO oT 60 mo 99,7%.

OBBIUHO cyxue 3CTeTPOoJI-ComepXalmne TpPaHyJIH, B KOTOPHIX
comepXaTcCs  DCTeTpPOJibHEIE  YaCTHIIH, VIMET OOBEMHE  MeOMaHHHM
ouaMeTp oT 100 mo 4000 MM, OoJiee oOpennoururesibHO oT 150 mo 1000
MKM, M Hambojiee NpennodTrurTelitHO oT 200 mo 600 MKM.

Cyxmre BCTeTpoJi-ComepXalye I'pPaHyJEl OOBUYHO CcoIepXaT OHOHO WU
HEeCKOJIbKO TPaHyJMPYKIMX BCIOMOTATEJLHEX BemeCTB B KOJUUECTBE OT
70 mo 95% Macc. M BCTeTPOJIbHEM KOMIIOHEHT B KOoJMUeCcTBe OT 5 mo
30% wMacc.. BoJjlee nOpemnouyTmUTeJILHO, ecJiM  YIOMSHYTHE TPaHyJIE
comepxaT oT 75 mo 90% Macc. OOHOI'C WM HECKOJBKUX I'PaHYJIMPYRINX
BCIIOMOTATeJIbHHX BemecTB M oT 10 pmo 25% Macc. DB3CTeTPOJIBHOTO
KOMIIOHEHTaA.

IpyTMe  TpaHyJIMpyKIMe  BCIOMOTaTeJIbHHE  BemeCcTRBRa, KOTOPHE

MOXHO TIIOOXOIOAMVIM O@paSOM BBOIMTE B COCTAakBR OSCTeTpPpOJI-COoepXalllX

TpaHy, BKJIOUAT BOLOPaCTBOPUMEE YTJIEBOIEHL,
pasfaBuTe M/ HATIOJIHUT eJIU (HanpuMmep, CcoJm Kajbluudg,
MUKPOKPUCTAJIIUYECKYIO LeJIJIJIosY ) , CBA3yKIUe BelleCTBa,
Oe3MHTeIpHUpyllue BelleCTEa, MyKOaOT'e 3UBHEIE BelleCTBa,

apoMaTrnMs3aTOPH, Kpacureii, BemecTea, CrIoCOOCTByKIIME CKOJILXEHUIO,

CMasHBawlMe BelleCTBa M MX KOMOMHALIUN.
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Cyxme »BCTeTpoJi-comepXalre TpPaHyJH IPedlouTUTEeJIbHO CcoIepXaT
BOOOPACTBOPKUMEHE YIJIEBOOH B KOJMUECTRBe 110 MeHbmey Mepe 20% Mmacc.,
BoJiee TMIPenlnouTHUTEJILHO II0 MeHbmer Mepe 35% wMacc., u HauboJee
OPEennouTUTEJIbHO IO MeHbmer Mepe 45% Macc., Kak yKa3aHO BHIIE.

Cyxmue 5BCTeTpOoJI-COoOepXallMe TIpPaHyJE OPeOlOoUTUTEJIEHO COoIepXaT
10 MeHbllell Mepe 30%, 0OoJiee NPelNOUTUTEJILHO IO MeHblled Mepe 40% u
HaubBoJiee MNPEeONouTUTEJILHO IO MeHbmed Mepe 50% BOIOpPaCTBOPUMBIX
YTJIEBOOOB infe) OTHOIIEHUIO K Macce OIOHOTO nim HECKOJIbKUX
TPaHYJIMPYIYX BCIOMOT'ATeJILHEX BelecTB.

Cyxue BCTeTpoJI-colepxamme ITpPaHyJEl ODHUHO COIHepXaT CcBA3ylee
BelleCTBO B koJsimduecTBe oT O pmo 20% Macc., Kak yKasaHO BHIe. BoJlee
IpenrnouTUTEeJIbHO, VYIIOMAHYTHEE TI'paHyJIel comepxaT oT 0,1 mo 15%
Macc., ¥ 0oJiee mnpennodyruTessHO oT 0,2 pmo 10% mMacc. CBA3YyKIMEeTIo
BemecTRBa.

CorJjlacHO IOpyIoMy IPenlouTUTeJIEHOMY BapMaHTy OCYIleCTBJIeHUSd,
cyxue BCTEeTPOoJI-CcomepXxanmue TpaHyJEl  CcomepXaT  Oe3MHTeTrpupyolee
BemecTBO B kKoJuuecTBe oT 0,1 mo 20% mMacc., O6oJiee NPemOIodTUTEJIbBHO
or 0,2 mgo 10% mMacc., kKaK yKa3aHO BHIIE.

KpoMe cCyxMx SCTeTpoJI-ComepXalux ITpaHyJl, TBeplas eIMHHUIA
OO3MPOBAHMA I[IO HACTOAmMEMY M300peTeHMI MOXEeT IIOOXOOANMM OO0pa3oM
comepxaTb oT 0,1 mo 80% macc., ©OoJee mnpempnourmuTesabHo oT 0,2 IO
50% w™Macc., wu Haubojee mnOpenmnouytTuresjsHO oT 0,3 mo 40% wMacc.
BCIIOMOT'aTeJIb HEIX BelecTB nJIs TabJeTHpoBaHmLg, BHIOPaHHEIX nus
JIAKTO3H, MaHHUTA, KCHUJIUTA, MUKPOKPUCTAJIJINUECKOM L1eJIJII0JIO BH,
KpaxMmala, HaTPUM-KPOCKAPMEeJIJIO 3H, IOJIMBUHWIIIIMPPOJIUIOHA u nx
KOMOMHALINN . CoTJlacHO OoHOMY us ocoBeHHO IPenanoYTUTEeJIbHEX
BapMaHTOB OCYMeCTBIJIEHUI BCIIOMOT aTeJIbHEEe BelecTBa OJIs
TabJeTHUpoBaHMA coIepXxaT 10 MeHbmeM Mepe 50% wmMacc. MaHHUTA.
CorJacHo OpyToMy IpenrnouYTUTeJIb HOMY BapuaHTy OCymeCTBJIEHUS,
BCIIOMOTaTeJIbHEHE BelecTBa OJA TabJeTUPpoBaHMS COIOepXaT II0 MeHbleu

Mepe 50% Macc. JIaKTO3H.

Terepnasda eIVrHuIla OO3UPOBAHUA MOXeT comepxaThb, TIOMMMO
SCTEeTPOJILHOTO KOMIIOHEHTa, OIOIVH MIn HECKOJIBLKO IPpYyTUX
dpapMalleBTUUECKM AaKTUBHEX MVHIPEOUEHTOB. [lpyMepH TaKUX OPYTUX
bapMalleBTUUECKHA AKTUBHEIX MHITPEINEHTOR BRJIIOUAT CTEepPOUIHEE

TOPMOHEI. TBepmad eIMHMIIA TO3UMPOBAHUA IIO0 HACTOAIlEMY MBO@peTeHMIO
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OPEenrIouTUTeJIbHO comepxuT oT 0,05 mo 10 Mr, 0OoJjiee NPenloUTUTEJIEHO
oT 0,1 oo 5 M OOHOTO W HEeCKOJIbKUX IporecTal'eHOE,
OPEenrIouTUTEJIbHO, COOEPXUT OIOMH WM HeCKOJIBKO I[IporeCTal'€eHOB,

BHIOPAHHEX M3 CJIeOyllMX COeOVMHEeHUM: IIPpOT'eCTepOoH, JeBOHOPTecCcTpe,

HopTrecTMMaT, HOP®TUCTEPOH, HOPB3TUCTEPOH aleTatT (NETA) ,
OMOPOTeCTEepPOH, OPOCIUPEHOH, 3-0eTa-TMOPOKCUIOE30TeCTPe, 3-
KeToIe3oTrecTpelJ (= »ToHOTecCcTpeJl), l17-mealeTusl HoprecTumatT, 19-

HOPIIPOTECTEPOH, AaleTOKCUIIPETHEHOJIOH, aJUIMJIISCTPEHOJI, aHaleCTOH,
XJIOPMaIOuHOH, LUUIIPOTEPOH, oeMereCcTOoH, oesorecTped, OMeHOoTeCT,
OUTUOPOTECTEPOH, IUMMETUCTEPOH, DBTUCTEPOH, STUMHOOMOJ OMalleTarT,
dToprecToH auerar, TacTPUHOH, TeCTOnoEH, TeCTPUHOH,
TUIPOKCUME TUIIIIPOTE€CTEPOH, TUIPOKCUIIPOTECTEPOH, JIMHECTPEHOJI (=
JIMHOBCTPEHO) , MeIpOoTreCcTOH, MeIPOKCUIIPOTECTEPOH, MeTeCcTpOoJ,
MeJIEHTECTPOJI, HECTOPOH, HOMETEeCTpOJI, HoMeTecTpoJi—aleTaT (NOMAC),
HOPSTUHOPOH (= HOPSTUCTEPOCH), HOPATUMHOOPEJI, HOpTecTpel (BKIWOUYaeT
D-uoprecTtpenn u DL-HopTrecTpel), HOPT'€CTPUEHOH, HOPMETUCTEPOH,
IpOTeCTEePOH, KBUHIECTAaHOJ, (l7aneda) -17-rugpokcu—ll-mMmermyen—-19-

HopniperHa—-4, 15-nneH-20-MH-3-0H, THUOOJIOH, TPUMETECTOH, aJIbI'eCTOH

aueTobpeHUnD, HeCTOpPOH, npoMeIrecTOH, CJIOXHEIE SQUPH 17-
TUIOPOKCUIIPOTEeCTEPOHA, 19-vHO0pP-17-IMOPOKCUIIPOTECTEPOH, 17aneda-
BSTUHUII-TECTOCTEPOH, l7anpda-3TUHUIZCTPaInoOJ -1 9-HOpP-TeCTOCTEPOH,

d-176era-aueTokcu—-1306era-nsTui—17anbda-2TUHUIDCTPAOUOJI-TOH-4—eH—
3-0H OKCUMM UM IIpOJIeKapCTBa YKaB3aHHHX CcoeIMHeHuM. IIpeAlnouTUTeJIbLHO,

eCJIM OIMH WJIM HeCKOJIBEKO IIpoT'eCTal'eHOB, UMCIIOJIE3YyEeMBIX COIJIaCHO

HacToAdmeMy MSO@peTeHMD, BH@paHH nus T'PYIIIIEL, cocTodmen nus3
IIporecTepoOHa, mesorecTpejla, STOHOT'eCTpeJla, recTonoeHa,
IOMeHorecTa, JIEBOHOpTIeCTpeJia, HopIreCcTMMaTa, HOPSTHUCTEPOHAa,

HOpaTHUCTepoH—-alleTaTa (NETA), HoMerecTpoJla, HOMeIecTpoJla—-alleTaTa
(NOCMAC) , OpOoCIMpeHOHa, TpMMeI'eCTOHa, HeCTOpOHa UM IMOpOIeCTepOHa.
TBepmas eOuMHMUIA OO3UPOBAHMSA COIJIACHO HACTOAMEMY W300peTeHMU
IPennouTUTEJIbHO COOEPXUT oT 0,05 oo 100 Mmr, toJee
OpenriIouTUTEJILHO oT 0,1 oo 50 MT OIOHOT'O WA HECKOJIbKUX
aHIPOT'EHOB, NpenrnouTUTEeJIbHO OIOMH WMJM  HEeCKOJIBKO  aHIPOTEeHOR,
BHOpPaHHBIX n3 CJIe IYIOMMX COeIVMHEHUN : TEeCTOCTEPOH,
OETUIPOBINAHIPOCTEPOH (OI'9A) , IOI'SA-cyJbdaT (OI'sA-C), CJIOXHEIE

SOUPH TeCTOCTepOoHa (HanpuMep, TEeCTOCTepOoHa YHIeKaHoaT,
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TEeCTOCTEpPOHAa IPOIIMOHAT, TEeCTOCTEpPOHAa beHMIINPONIMOHAT,
TeCTOCTEepOHa M30T'eKcaHoaT, TeCTOCTepOHa BSHaHTaT, TeCTOCTepOoHa
foykaHaT, TeCTOCTepOHa oekaHoar, TeCTOCTEPOHA Oyuurar) ,
MeTMJITECTOCTEPOH, MeCTEepPOJIOH, CTaHO30JI0J, aHIOPOCTEHOUOH,
OUTUOPOTECTOCTEPOH, AHIOPOCTEHIMOJI, METOHOJION, OGJIIOKCUMECTEPOH,
OKCHMECTEPOH, MeTaHOPOCTEHOJION, MENT (7anpda-MeTms—-19-
HOPTECTOCTEPOH) U IIpoJiekapcCTBa YKa3aHHHX coeOMHeHUM. Haubojee
IpenlIouTUTeJIbHO, eCJM OIVMH WMJIM HEeCKOJBbKO AaHIPOT'eHOB BHOpPaHHE M3
TPYIIIE, COCTOAmEeN M3 TeCcToCTepoHa, IOI'DA u MENT.

B IpyT'OM acriekTe HacToAlee nz3obpeTeHue OTHOCUTCSH K
IpMMeHeHUD BHINIEYKa3aHHOM TBepIomn e OMHMWLIEL OO3UPOBaAHUSA oJs
TepaleBTUYECKOTO JIeueHnsd, oJis TOPMOHAJILHOM 3aMeCTUTeJIbLHOM
TepalMyM Yy OKEHMMH WJIM KOHTpalelluuMy Yy IKeHIMH, M yKa3aHHOe
IpUMeHeHVe BKJIDUaeT CYONMHIEBaJIbHOe, OYyKKaJlbHOe WM cyOigadualibHoe
BBelIeHMe 5BTOV eIMHMUIL OO3MPOBaHMUA. [lpMepH  TepaleBTUUeCKOTO
JIeUeHus, IJIAS KOTOPOTC MNOOXOOAMMM oOO0pa30M MOXHO IIPMMEHSATH TBEPIY
ENVHMUIY HO3MPOBAaHMA IIO0 HaCTOAMEeMY WM300PEeTEHMIO, BKJIKUAKT JIeUeHNe
OCTeOolopo3a M Tepaluip IIPUKPHETUA DCTpOoTleHaMM I[IPM DHIOMETPMOS3E,
pake MOJIOUHOM  XeJIe3H  WJIU pake OpencTaTeIbHOM  XeJIe3H. B
COOTBETCTBUM C IIPEeOlNoUTUTEJIEHEIM BapMaHTOM OCYIEeCTRBJIIEHUS TRBephasd
eIMHMIIa IOO3UPOBaHMSA IMIPpMMeHAeTCd OJS TOPMOHAJILHOM 3aMeCTUTeJILHOM
Tepaouu Yy CSKeHmMMH MM OJS  XKEeHCKOM  KOHTpalelluu. Hamboiee
NpenlIouTUTeJIbHO, TBeplasd eIVMHMIa JO3UMPOBAHMA IIPMMeHSIeTCcd OJIAd
TOPMOHAJILHOM 3aMeCTUTeJIbHOM TepaluM Yy XeHIMH, B UYacTHOCTM, MOJIg
JIeUueHrsa BYJILBOBATMHAJILHOM aTpoduM U/MUIM Ba3OMOTOPHHX CUMITOMOB.

Vcrnoss30BaHue TBepOon eOMHMULIEL OO3UPOBaHUA OJIs
TepaleBTUYEeCKOTO JleueHnsd, oJs TOPMOHAJILHOM 3aMeCTUTeJIbLHOM
TepalMy Yy XKeHMVMH WIM KOHTpalellMM Y XeHMMH OOBYHO BKJIOUAET
cybImMHIBaJIbHOe, OVYKKaJIbHOe WM cybJjabrajJbHOe BBeleHMe eIVMHMIIH
OO3UPOBaAHMA C LEJBD OOCTMXEHMS O3B BSCTETPOJIBHOTO KOMIIOHEHTA IIO
MeHbme Mepe 0,1 M, ©OoJee npennoururesbHo oT 0,5 mo 100 Mr u
HamboJiee TPeNlNouTUTeNbHO oT 1 mo 40 MT.

IOj1g JledeHMS BYJILBOBATMHAJILHOM aTpodUM eIVMHUIY IO3UPOBaHUI
[IPEenIouTUTEJIbHO BBOINOAT B KOJIMYECTBE, MHOOCTATOYHOM IJIS IOOCTMXKEHUSA
IOO3H BCTETPOJILHOTO KOMIIOHEeHTa IO MeHbmen wMepe 0,1 wMr. BoJee

npenliouyTrnTeJIbHO, BBOIOVMAaA eIlrHMIIa JO3SVMPOBAHMA COIOEepPXnUT
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SCTETPOJILHHM KOMIIOHEHT B KOJMUeCTBe II0 MeHbmen Mepe 0,5 wmT,
HauboJiee TPenOIouTUTEeJIbHO I[1I0 MeHbmeM Mepe 1 M. IlpM JIeueHUM
BYJILBOBATMHAJLHOM aTpodUM eOMHMIY »HOO3UPOBAHUA IIPEeOIoUTUTEJIBHO
BBOIOAT B TaKOM KOJMUECTBe, UTOOH IMOJYUMTHL IOO3Y DSCTETPOJIBHOTO
KOMIIOHeHTa He 0OoJee 50 Mr, OoJiee HNpPedloudTUTEJILHO He 0OoJee ueMm 20
MI', M HauboJiee MNPenlouTUTEeJIEHO He 0OoJjee ueM 10 Mmr.

IOia JleyeHMS Bal3OMOTOPHHX CUMIITOMOB eIOUMHMIY IO3UPOBAHMUSI
OPenrnouTuTeJIbHO BBOOAT B KOJIMUECTBE, OOCTATOUHOM IJIS IOCTUMXEHUS
IOO3H BCTEeTPOJILHOTO KOMIIOHEHTa II0 MeHbmer wMepe 0,2 wMr. BoJlee
IpennouTuTeJILHO, OpM BBeIeHUM eIOMHMIE JO3UPOBAHMSA  IIOJIyUaloT
KOJIMUECTBO DSCTEeTPOJILHOTO KOMIIOHEeHTa I[I0 MeHblle¥t Mepe 1 wMr,
HauboJee TMPEeOIoUTUTEeJIbHO I[I0 MeHblleM Mepe 2 MI'. IlpM JieueHUM
Ba30MO TOPHEX CUMIITOMOB eIVHUILY IO3UPOBAHUSA IpennouTuTeJIbLHO
BBOIOAT B TaKOM KOJMUECTBe, UTOOH IM[IOJYUYMTL IO3Y DSCTEeTPOJILHOTO
KOMIIOHeHTa He ©0OoJee 100 wMr, O6oJiee MNPeldlNOUTHUTEJNBEHO He 0o0Jlee UeM
40 M u HauboJee MNPEeNNouTUTEeNILHO He 6BoJiee ueM 20 MT.

OBBUHO YIIOMSHY THE BUIE IpUMeHeHM S TBepIomn enVHMA
IOO3MPOBAHMA BKJIOUAT BBeOeHMe eOMHMIL JO3UMPOBaHMSA OOMH pa3 B
oeHb B TeueHMe IepuoIda IIO MeHbIer Mepe 1 HeleJo, BoJiee
OPennouTUTEJIbHO I[IO MEeHBIIe Mepe B TeueHMe 2 HeOeJlb. B TeueHUe
STUX IIePUMOOOB TBEPOY eIOVMHMIY IO3UPOBAHMA IIPEeNloUYTHUTEJIbHO BBOIAT
TakuM o6pasoM, UYTOOH CYTOUHasd HOO03a DSCTEeTPOJIBHOTO KOMIIOHEHTAa
cocTamJyigiyia o MeHbmeM Mepe 0,05 Mmr, O6oJiee mnpennoururTesibHO oT 0,1
no 40 Mr u HaumboJiee HOpennodTuTelibHO oT 0,2 mo 20 wMmr.

IO1a JleueHMs BYJILBOBATMHAJILHOM aTpodUM eIVHUIY IO3UPOBAHUI
IpPennouTUTeJILHO BBOIOAT nJIs OOCTVKEeHUS CYTOUHOM IO 3H
SCTEeTPOJILHOTO KOMIIOHEHTa 10 MeHbIleM  Mepe 0,1 M. BoJee
OpPedlouTUTeJIbHO, eClIVM eIMHMUIY OO3UPOBAaHMA BBOIAT IJIS OOCTWMXEHUS
CYTOUHOM HO3H DSCTeTPOJILHOTO KOMIOHeHTa oT 0,5 mo 20 M, u
HauboJee MNPeONouTUTeJIbHAasg CYTOoUHasa Oo03a SCTeTPOJIbHOTO KOMIIOHEHTAa
cocrTaBjdgeT orT 1 mo 10 wmr.

IOi1g JleyeHMSI Bas3OMOTOPHHX CHMMIITOMOB eIOMHMILY IO3UPOBaAHUI
IpennouTUTEeJIbLHO BBOIOAT 0JId OOCTWKeHM S CYTOUHOM IO 3H
SCTETPOJILHOTO KOMIIOHEHTa IO MeHbIeM  Mepe 0,2 M. BoJee
OPennouTUTEeJIbHO, eCHIM eIVHUIY IO3MPOBaHMA BBOOAT IJS IOCTMXKEHUSA

CyTOT{HOﬁ JO3EI SCTETPOJIEHOT'O KOMIIOHEeHTa OT 1 mo 40 MI', M HawuboJiee
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OpennouTuTesbHasa CyTOUHasa nosa DCTETPOJIEHOTO KOMIIOHEHTA
cocTaBjgeT oT 2 no 20 wmr.

Eme B OHOHOM acIleKTe HacTodllee U300peTeHue OTHOCUTCHA K
crioco®y IOJYYeHMsS TBEpPpOOM eIOMHMIE OO3UPOBAaHUSA, OINMCAaHHOW B
n300peTeHNM BHIIEe, IIPM DTOM YKa3aHHHM CHOCOO BKJOUaAeT CJenyllyue
STarllbl:

- IIOJIYyUeHMe DCTeTPOJILHEX UYacTHUll, CcoIepXallMX SCTeTPOJIbHEM
KOMIIOHEHT B KOJMUECTBe II0 MeHbmel Mepe 80% Macc., BLOPaAHHEM U3
SCTeTpoJla, CJHOXHHX 20UPOB D2CTeTpoJa M UX KoMOMHaLNWM, U OOBeMHHM
MeOMaHHBM »OMaMeTp VYKa3aHHHX YacTMI cocTaBJgeT oT 2 MkM no 50
MKM;

- CMemMBaHMEe SCTeTPOJILHEIX UYacTMUl, C OIOHMM WJIM HEeCKOJIbKUMM
TPaHyJINPYIOMIVMA BCIIOMOT aTeJIb HEMIM BemecTBaMM nJis IIOJIYyUeHM I
TpaHyJInupyeMo CMecu;

- CcMemMBaHMe TpPaHyJIuMpyeMo¥ CcMecu IJa C TpPaHyJIrpyolen
KUIOIKOCTBI IJIA IIOJIYUeHUA DSCTETPOJI-COoIepXallMxX TI'PaHyJ, IIPU BSTOM
yKasaHHad TpaHyJIupyomas XUIKOCTL COIEPXUT XUIKUM PacTBOPUTEJIL B
KOJIMUeCTBEe IO MeHbleV Mepe 60% Macc.;

- yIOaJIeHre XKUIKOT'O PpPacCTBOPUTEJIS U3 BCTeTPOoJI-CcoldepXallrx
TPaHyJl OJIS IIOJIYyYeHUS CYyXUX DCTeTpOoJi-COomepXalluxX I'paHyJI;

- Heo043aTeJIbHO, CMeNMBaHME DBTUX CYXMX TPaHyJl C OIOHUM WK
HECKOJIbKMMY BCIIOMOT'aTeJIbHEIMM BelleCcTBaMM IJIA TabJIeTUPOBaHUSA; U

-  (dopMOBaHME CYXUX TpPpaHyJl WJIM CMEeCHM U3 CYXMX TIPpaHyJ U
OOHOTO WMJIM HECKOJILKMX BCIIOMOTATEJIbHHX BelleCTB OJg9 TadjleTUpOBaHUSA
B TBepIylD eIMHUIY IO3UPOBaHMU.

B criocobBe infe) n300peTeHn TPaHyJINPY eMYI CMECH
OPedlouTUTEJILHO [IoJIyYalT OyTeM OObLeOIMHEeHMS SCTeTPOJILHEIX YacCTHIl C
OOHUM WMJIM HEeCKOJLKMMMY TPaHYJIMPYNMMMY BCIOMOTATEeJILHEIMM BelleCTBaMM
B MaCCOBOM COOTHOIEHUM, KOTOPOEe HaxXOoOMTCHd B Ouanas3oHe OT 1:2 1o
1:1000, OoJsiee MNOPeldNOUTUTEJIBHO B OMana3oHe oT 1:3 pmo 1:100, wm
HamboJiee NPEeNNOUTUTEJNILHO B OMana33oHe oT 1:4 mo 1:10.

OOHO WM HECKOJBbKO TIPaHyJIUMPYIIMX BCIOMOTAaTeJILHEIX BelecTB,
VICIIOJIb 3y €MEIX OJId IPUTOTOBJIEHUS TpaHyJInUpyeMom CcMecH,
OPennouTUTEeJIbHO BKJIOUAeT BOIOPACTBOPMMEI YIJIEBOL, KaK YyKa3aHoO
BHIIe. [IpedIouTUTEeJIbHO KOJIMYECTBO YKAa3aHHOT'O BOIOPaACTBOPMMOIO

yIJleBRoma cOoCTaBJIgeT 1o MeHbLIIeMn Mepe 50% Macc., BoJiee
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Q

IpennouTUTEeJIbHO 1o MeHLIIen Mepe 00% Macc., u HauboJiee
OpennouTUuTeJIbHO IO MeHbmer Mepe 80% oT MacCH OOHOTO WM
HEeCKOJIbKMX TPaHyJIMPYKIMX BCIOMOTAaTEJIbHHX BEMEeCTB.

OOHO WMJM HECKOJIBKO TIPaHYJIMPYIIMX BCIOMOTaTEJIbHEIX BEIEeCTB B
TPaHyJIMPYeMOM CMecCHUu IIPeAlouTHTeJIbHO BRJOUAET CBA3yKIee BelecTBO
B koJmuecTBe oT 0,1 mo 20% macc., O6oJiee nOpenmnouyTuTeJibHO oT 0,15
no 10% macc., u Haubojiee npennoururesgrHo ot 0,2 mo 5,0% wMacc.,
Kak yKal3aHO Bbllle; BCe IIPOLEHTHHE SBHAUEHUS PaCCUMTHBATCS IIO
Macce TpPaHyJUPYyeMOM CMeCH.

OOHO WMJM HECKOJIBKO TPaHYJIMPYIIMX BCIOMOTAaTeJIbHEX BelleCTB B
TpaHyJInupyeMoin cMecHu MOXeET IIOOXO I AMMM obpasoM BKJIIOUATE
Ie3MHTeTIpUpylee BelleCcTBO, Kak VYyKaz3aHO Boe. [IpedlouTUTeJILHO,
KOJMUECTBO STOT0 Oe3MHTeIrpHupyomeTl'c BelmecTBa cocTaBJageT oT 0,1 1mo
20% wMacc., BoJyiee npempnouTuTesJbHO oT 0,2 @mo 10% oT MaccH
TpaHyJupyeMoM CMecCHu.

ScTeTpoJi-comepXalye TpPaHyJH OPeOloUuTUTeJSLHO [IoJyYalT IIYyTeM
CMemMBaHUA TpPaHyJIUpPyeMOoM CMecH C TpaHyJIupyomer JKUIKOCThI B
MaCCOBOM COOTHOIIEHNM, KOTOPOe HaxXoIMTCHd B mOmamnas33oHe oT 0,5:1 1o
20:1. Eme OoJiee TIpPeOIlIOUTUTEJIEHO, e€eCJU TIpaHyJupyeMasd CMeChb U
TpaHyJMpyKRMlas XUIKOCTHL CMeMaHE B MaCCOBOM COOTHOIMEHMM, KOTOopoe
HaxoIUTCA B oMarnasoHe oT 0,8:1 oo 12:1, eme BoJjiee
NPennouTHUTEeNIbHEM IOManas3oH cocTaBJageT oT 1:1 mo 10:1, m Hambojee
IpenrnouTUTeJIbHEM oMarnasoH cocTaBJgeT oT 1,5:1 o 5:1.
BuleykasaHHOEe MaCCOBOe COOTHOIMEeHMEe PacCCUMTHBaEeTCs, MCXOoOoa U3
ofmero KoOJMUEeCTBa I'PaHyJIUPYyeMOM CMecUu U TpaHyJupyolmel XUIKOCTU,
UCIIOJIL3YEMOTO IMIPU M3TOTOBJIEHUM CYXUX DCTEeTPOoJI-colepXxallMx TpaHyJl.

ScTeTpoJi-comepXxalyre TIPaHyJH OPeIOloUTHUTeJILHO IIoJIydalnT IIYyTeM
CMemMMBAaHUSA TpPaHyJIupyeMoM CMecH ¢ TpaHyJdupyomel JKUIKOCThI B
TpaHyJISTOpe C BHCOKMM YCHUIMEeM CIOBUTa, TIpaHyJIdTope C HU3KUM
YyCUJIMEeM CIOBMTa WJIM B TpPaHyJATope C IICeBIOOXMXEHHBIM CJIOEeM.
HaubtoJjee IpPennoYTUTEIbHEM aBpJgeTcs M3TOTOBRJIEHUE TpaHyJ B
TpaHyJIAsTOope C HU3KMM VYCUIMeM CIOBUTIa. l'paHyJaupyomas XUIKOCTL,
UCIoJIb3yeMasd B HacTodmeM  crnocobe, OPenrnouyTUTEeJIbHO  COIEepPXUT
IIOJIAPHEI pPacTBOPUTEJE B KOJMUeCTBe II0 MeHblleM Mepe 60% wMacc.,
BoJiee TMIPeOnouYTUTEJILHO II0 MeHbmer Mepe 80% wMacc., u HauboJee

NPenlIouTUTEeSIbHO 10  MeHbIeV - Mepe 90% wmacc., 1  yKa3aHHHM
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pacTBOpUTeJIb BHOpaH M3 BOOH, MeTaHoJa, 5»TaHoJa, W30IpolaHoJia,
alleToHa M MX KOMOMHAaLMUM.

CorJjilacHO OCOBOEeHHO MPenlouTUTENIbHOMY BapMaHTy OCYIeCTBJIeHUSd,
TpaHyJIMpyola s XKUIKOCTD COOEPXUT [IOJIAPHEE PacTBOPUTEIN B
KOoJIMUeCcTBe IIO0 MeHbmel Mepe 60% wMacc., O0oJee OPenlouTUTESIBHO IIO
MeHbIIe Mepe 80% wMacc., ¥ Haubojlee TNPEONoUTUTEJILHO II0 MeHbIeM
Mepe 90% wmMacc., ¥ YKa3aHHHE pPacTBOPUTENM BHOpPaHH U3 BOXIH,
STaHoJIla M UMX KOMOMHaUMM. MCIOJbL3YEeMHM B I'PaHyJIUpyoled XUIKOCTU
[IOJIAPHLEI PaCTBOPUTEJIL MNIPellouTUTEJILHO COISPXUT II0 MeHbIlel Mepe
80% Macc. BOHOH, 0OoJlee TMPEeNIoUTUTEJILHO I1I0 MeHblle Mepe 90% mMacc.
BOIH.

VcrnoJb3yeMasa B criocobe 1o n3006peTeHNno TpaHyJIupylma g
XUOKOCTD MOXET OO XO I AMMM obpasoM comepxaThb opyrue
BCIIOMOTaTeJIbHHEe BelecTBa, OTJIMUHEIE OT XUIKOTO pPacCTBOPUTEND.
[IpuMepH TakKux OOMNOJHUTEJILHHX BCIOMOTATEJILHEIX BeleCcTB BKJIOUAT
CBA3YIIMe BelecTBa, Ie3UMHTeIrpupyllMe BelecTBa, MyKoaaTl'e3MBHEE
BemecTBa, KpacuTeJM, BKYCOBHe NODaBKM UM MX KOMOMHAIIUM.

T'paHyupylas KUIKOCTH IIPEeONOUTUTEJIEHO COOEPXUT CBA3yKIee
BelleCcTBO B koJmuecTeBe oT 0,5 mo 40% mMacc., O6oJiee MNPEemOIIoOUTUTEJIBHO
or 1 mo 25% mMacc., ¥ HauboJjliee IMNPenlouTUTesSJbHO OoT 2 pmo 20% macc.,
IpM 5STOM CRBA3YyKIEe BelMecTBO BHOpPAaHO M3 CJedyKRIero: IIPOM3BOIHHE
L1 eJIJII0JIO 3H, KpaxMmaJl u IPOM3BOOHEE Kpaxmala (HanpuMep,
IpenBapuUTesSIbHO XKeJIATMHUBUPOBAHHEM KpaxMalJl), I[IOJUMBUHUIIOBEIM CIUPT
(IIBC) , [IOJIMBUHUJIIIUPPOJIUIOH (TIIRII) , arap, XeJlaTuH, TryapoBasd
KaMellb, TITyMMMapabuk, aJbTMHAT, OOJMBTUIIEHTJIMKOJEL (II3I'), TJIoKO3a,
caxaposa, copbur ¥ uxX KoMOMHauMM. McIoJb3yemMoe B crnocobe TIIo
n300peTeHrI0  CBA3yKHIee BelecTBO IpedlouTUTEeJILHO BHIOPAHO ns3
IIPOM3BOIHEX 1L1eJIJII0JIO 3H, npedBapuUTesIbHO XeJla TUHU3UPOBaHHOTO
KpaxMmaJja, IOJUBUHUINUPPOJIUIOHA M MX KOMOMHAaLUMN.

[IpUMepPH IIPOUBBOIHEX LIeJIJII0JIO 3H, KOTOpPHE MOTYT OHITE

VMCIIOJIE 3OBaHEL B eIOVIHMIIE JO3SUMPOBaHNMA B KauecTBe CBA3YyKIEI'O

BemeCTeBa, BRJIOUYAKT T'MOPOKCHUIIPOIIMIIILEJIJIIJIO3Y ,
TI'MOPOKCHUS TMIILEJIJIIIIO3Y , I'MOIPOKCHMMETMIILEJIJIIIIO3Y ,
I'MOPOKCHUIIPOIIMIIME TMIILEJIJII0JIO3Y , MeTWIIIeJUJIIIJIO3Y , STUIILEJIJIIJIO3Y ,

KaPGOKCMMeTMHHGHHDHOBY M UMX KOMOMHAaLWU.

B criocobe HacTOoAmero n3obpeTeHmAa XUOKUY  paCTBOPUTEID
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NPenIouYTHTEeJIbLHO VIOaJIaoT mocje 3aBepleHns CMelMBaHMa
TPaHyJIMPYeMOM cMecHu c TpaHyInpyomen KUIKOCTLIO. B
IPenIouTUTEeJIbEHOM BapraHTe IPYIMEHSII0T IIOHIMXEeHHOe maBJIeHMe

(HanpuMep, MeHee 200 wmOap), UYTOOH OOJIeTUMTH YyIOaJleHue XUIOKOIT'O
pacTBOpUTENIA B XOOe M3TOTOBJEHMHA DCTeTPOJI-CcolepXalx TpaHyJl.
OBLUHO KUOKMM pPacTBOPUTEJIL YHOAJAT I[IPM IIOBHIIEHHOM TeMIepaType
(Hampumep, > 50 °C).

Cyxue sCTeTpoJi-colepXamue TPaHyJIE, I[IOJIYUdeHHEEe CIOoCOoOOM IIO
n3006peTeHnio, OOBUHO MMelT OOLeMHHM MeIMaHHBEM IMaMeTp B OMala30oHe
or 100 mo 4000 wmMxM. Bojee MOpellouTUTEJIHEHO, OOBEMHEM MeOVaHHBIN
OIMaMeTp D2TUMX TI'PaHyJl HaxXoOuTca B IManaszoHe oT 200 mo 1000 MM,
HamboJiee TPEeNNoUTHUTENBLHO B OManaz3oHe oT 200 mo 600 MKM.

[lpyMepsl OHOHOTO WM HECKOJBKMX BCIIOMOTAaTeJIbHHX BEmMeCcTB IJIS
TabJIe TUPOBAHUSA, KOTOPHE HeoOa3aTeJIbHO 0BBEIVH AT c CYXVIMU
SCTeTpoJI-comepXalMM/ T'paHyJaMu IHeped GQOPMOBKOM TBEPOOM eOMHULIL
OO3UPOBaHUSL, BKJIOYAT JIaKTO3Yy, MaHHUT, KCUJINT,
MUKPOKPUCTAJJIMUECKYD LeJJIoJIO3Y, KpaxXmall, HaTpUM-KpoCKapMeJlJIosy,
MNOJIMBUHUJINIMPPOJIUIOH M MX KOMOMHALMIO.

CorJjlacHO CIrocofy II0 M300peTeHMI, CyXMe BCTeTpoJI-CcomepXallyue
TPaHyJIEl I[PedlouTUTEJIbHO  CMellMBalT C  OOHMM WMJIM  HECKOJIbKMMU
BCIIOMOT'aTeJIbHEMA BelleCTBaMM oJis TabJleTUPOBaHUA B MaCCOBOM
COOTHOIEHHUM, KOTOPOEe HaxoOMUTCA B Ouamnaz3zocHe oT 1:4 pmo 9:1, OoJiee
IpenIouTUTeJIbHO B omrarnasoHe oT 1:2,5 oo 3:1 u  HauboJee
OpennouTUTeJIbHEM IMalasoH cocTaBjsger oT 1:1,5 mo 1,5:1.

CorJjiacHO CIIOCOByY rio N300peTeHND, TBEPOYID eIVUHUILY
OO3MPOBaAHMA MOXHO TIOoOXoOoAmyM obpa3oM (QOpMOBaATH IIYTEeM MIPSAMOTO
npeccoBaHu4g VI KOMITPECCUMOHHOT O bopMOBaHUA . Hamboagee
OPennouTUTEeJIbHEIM CIIocoBoOM ABJIAeTCS IoJIydyeHMe TBeplod eIVHMIE
OO3UPOBaAHUA IIyTeM MNPAMOT'O MPeCCOBaHMUA.

YIakoBKa TBEPIHX EeIVHUI, OO3UPOBAHMA, IIOJIYUEeHHEX CIIOCOOOM IIO
n3obpeTeHn, MOXET OBITH pas3HoM. [TpeanouTUTeJIbHEM  CIIOCOOOM
aBJdeTcd OJMCTepHas VYIakKoBKa eIVMHUII OO3MPOBaHMA, CcoIepXamas II0
MeHbMle¥ Mepe 14 eOMHMI OO3UPOBAHUA.

300peTeHuUe IOOIIOJIHUTEJIBHO IPOUJIINC TPUPOBAaHO C TTOMOIIL 0

clleIyrirx IIpVMMEepOoB, He OI'PaHUUNMBAIMMX o0BeM MBO@peTeHMH.
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[TPVIME PBI

WcnelTaHne Ha PacTBOPMMOCTD

OnNMCaHHBM HIMWXKEe TeCcT Ha pacTBOPUMOCTE MOXeT OBTH MCIOJIL30BAaH
OJIS M3y4deHMs XxXapaKTepa pacCTBOPEeHMSA IUCIIEPTUPYEMEX B IIOJIOCTU pTa
eOVHULL OO3UPOBaAHUML.

YcrporicrBo Ojid TecTa Ha pacTBOPUMOCTE

— JIOIIACTHOM ¥ KOP3MHOUHHIM TeCcTep Ha pacTBoOpMMOCTb Vankel VK
7010 mam VK 7025, aBTOoMaTuueckui mnpodoordopHukr VK 8000, cocynw
I0JI1 TecTa Ha pacTBOPMMOCTBE oOOBeMOM 1000 MJI M [HOPUCTHE MUKPOHHHE
OMIIETPE (35-KOHTAKTHEE) .

Cpena pacTBOpEeHUS

- 9000 M @»DeMMHEepaJIM30BaAHHOM BOINH II€PeHOCAT B MEepHYID KOJOY
o6wemoM 10000 miI.

- JobaeagioT 68,05 1©m KH2POs m 8,96 1 NaOH M m[nepeMemmBamwT
pPacTBOp OO IIOJIHOT'O pacTBOPEeHMUI.

- CMemmMBalT pacTBOP M IIpM HeOOXOIMMOCTHM IOBOIAT ypPOBeHBb pPH
no 6,8 c nomombio NaOH miam dochopHOM KMCIOTH, M IOBOOAT OO oOOBLeMa
nyTeM nobaBJIeHUS IeMUHepaJM30BaHHOM BOIH.

MeTonmnka omnpenesieHUs pPacTBOPUMOCTHU

- BuHocaT 900 MJI cpeOH PacTBOPEHMS B KaXOBEM COCYI JIOINAaCTHOTO

YyCTpOMCTRaA.
- CobupawnT yCTpPOMCTBO, HarpeBalT Cpely OO TeMlIepaType 37 =+

0,5 °C u ymajgoT TepMOMETP.

- IlomMemawnT onOHY TabJeTKy Ha IJHO KaxXIoT'o M3 MeCcTM COCYIOB
Ieped HauaJIOM BpalleHUd JiolacTen.

- HeMemnjleHHO 3allyCcKalT BpalleHMe JIolacTel.

- McnoJb3yKRT CKOPOCTE IepeMemmMBaHMAa 50 oBOpOTOB B MUHYTY.

- OrbupaoT Opobel o 5 MJI M3 COCynoB uepes 5, 10, 20, 30,
45, 60, 75 m 90 MMHYT IIOCJIe PacCTBOPEHMSA IJIA I[IOJIyUYeHMS IIOJIHOT'O
npodmiida pacTBOpeHMA. 3abuparnT obOpa3ell M3 I[IOJIOKEHMS I[IOCEPENVHE
MexXxIy IIOBEepxXHOCTBIO Cpelbl PacTBOPeHMS U BepxHel IOBEepPXHOCTLIO
JIOTIaCTM MemaJIku M He MeHee 10 MM OT CTeHKM cocyla. He pmoBaBJiigroT
CBEXYIO Cpely pPacTBOpPeHUA oJis 3aMelleHnsa  YIOaJIEHHOTO obbeMa
pPacTBOPEHUS .

KoHueHTpaumm SCTeTpPOoJIa B ofpasuax olipeneJIidnT C ITOMOIIEBIO
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BHICOKO2OPEeKTUMBHOM  XMOKOCTHOM  XpoMaTorpadum C  MCIOJIbL30BaHUEM
CTOKOBEIX PacTBOPOB 2CTeTpoJla B KauecTBe 3TalloHa.

IIpuroToBJIEHME MNOABMXHOM (pasel (MP) ¢ocpaTHOro Oydepa

- BHuocAT 1,15 T NH4H2PO4 (10 MM) B 1000 MJI
IeMYHepaJM30BaHHOM BOIHE, PACTBOPSAIT €TI0 M IOOBOIAT YPOBeHb PH 1o
3,0 ¢ nomombio GOCHOPHOM KUCIIOTH.

YcrporicrBo nyiss BOXX

- MOIIYJIb oJsa  pasmeleHus Alliance 2695 Separations,
COCTOAMUN M3 CUCTEMB IJOCTABKM UETHPEXKOMIIOHEHTHOT'O PacTBOPUTEJIS,
MHXeKTOopa IIepeMeHHOTOo ofbeMa, aBTOMATUUECKOTO IIpoBooTBopHUKA C
peryaupyeMor TeMIlepaTypolM, KOJIOHOUWHOTO TepMocTaTa M IOeTekTopa C
boTomuonmHoM MaTpuley 2996 (Bce oT (upmel Waters)

- aHaJIMTHMYeCKas KOJIOHKa: cuMMmeTpmsa C18, 3,9x150 mMm, dp=5 MKM
(Bce oT QupMEl Waters)

- [IpemoXpaHUTeJIbHafd KOJIOHKa: 3alMTHas KoJIoHka C18, 4x3 MM
(Phenomenex)

- pacxoxnm: 1,0 mi/MuH

- OOHapyXeHMe: YO, mJjmHa BOJIHH 280 HM

- TeMIepaTypa KoJIoHKM: 30 °C

- TeMIepaTypa aBToMaTHUuecKoTo npoboorbopHurka: 10 °C
- 00BeM BIpEHCKa: 100 MKI
- BpeMa paboTe: 12 MMH

I‘pa,umeHT SIIIONPOBAHUSA

Bpemsi (MmH) | AueToHuTpu (%) | PocdaTHrmt Bydep (%)
0 20 80
9 75 25
10 20 80
12 20 80

VIcrIEITaHMA Ha PaCTBOPVMOCTE IIPOBOOMIIMCE B TpeX IIOBTOpPpax.

MsMepeHre pasBMepa YaCTHI]

PacnpenejieHMne pasMepa YacTuUll 2CTeTpoJIa MOHOTMOPATA
BHIIOJIHAJIM C IIOMOILI JIA3€PHOTO aHalM3aTopa pasMepa uvacTtul Malvern
Mastersizer MicroPlus.

IlosryyeHne IOUCHEPCHUOHHON CPEemnH:

- B koJsBy oTBemmBaIM 1 I' DBCTeTpoJla MoOHOTMIpaTa M 1 T
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copBuUTaHTpMoJieaTa.

- HoGarjanu 1 JuUTp n-TIekCaHa U IepeMellMBaJiM B TeueHUe II0
MeHbIIeV Mepe 1 dYaca IpM KOMHATHOM TeMIlepaType.

- OunbTpoBas M depes ouibrTp 0,45 MKM.

IIpurorToBJjieHHME obpasiia:

- Ilomemangu 100 Mr ofpaslla B XUMHMUECKMM cCTakaH ofOwemMoM 25

- Io6GaBJAJM HECKOJILKO KalleJlb OUCIEePCHMOHHOM CpemH.

- TmaTeJbHO IIepeMelMBajy CTEeKJIAHHOM M[HaJIOUKOM MJISA IIOJIyUYeHUS
HamJjiexamel CyCHeH3UM IIOPOIKa.

- IoGarjaaau 10 MJI OUCIIEPCUMOHHOWM CpPenH.

- BHIOJHAJAM aHaJM3 C [IOMOmMBI YCTPOWMCTBa MOJIS OUCIEPCHMOHHOTO
aHam3a npu ckopocTm 3000-3500 oBOpPOTOBR B MUMHYTY.

AxHajms:

VzMepeHUs pasMepa YacTull [IPOBOIONIIN TPU pasza C
MCIIOJIb30BaHMEM OOHOM UM TOM Xe Iuclepcumn. OKOHUATEJIBHHM pPe3yJIbTaT
IoJIy4dan B BUIE YCPEeOHeHHOTO 3Ha4YeHUsd pPes3yJIbLTaToB Tpex
omnpeneJieHUn .

NpuMmep 1

CyOauMHIBaJIbHEIe TabJeTKM I[IOJIydalT C IIOMOMBI ONMCAaHHOM HIWXe
METOOUKU .

I'paHyJIMPyeMyld CMeCb, KOMIIO3MUMSA KOTOPOM yKas3aHa B TabJjulle

1, IIOJIy4YaT IIyTeM CYyXOI'O CMellMBaHMA MHIPeIMeHTOB.

Tabmuua 1
NHTpenMeHTH % Macc.
V3MeJIbUEeHHH SCTeTpPOoJIt 25
MaHHUT 40
JJakTOo3a 35

1D (v; 0,5)=npudiusuresbHO 15 MKM

T'paHyIMpyRIyw  XKUIKOCTH, KOMIIO3ULIM S KOTOpOM yKasaHa B
Tabanile 2, OOJy4dawnT IIyTeM IVUCIIEPTHUPOBAHMA IIpeXelJlaTUHU3VNPOBaAHHOTO
KpaxMalla B BOIe.

Tabauiia 2

NHTpeOMeHTH % Macc.

[IpexeslaTUHU3UPOBAHHEMN KpaxXMaJl 2
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OummeHHasad BoOIa 98

T'panynupyeMy®n CMeChb TPaHyJIMPpYyRT B TpPaHyJIATOpe C BHCOKUM
YCuiimeM CIOeMI'a IIpM TIIOCTEIIeHHOM HOGaBﬂeHMM BOHHOﬁ PpaHyHMpymmeﬁ
XKMOKOCTU . Ofmee KOJMUECTBO IOOABJIEHHOM TpPaHyJIUPYOIEeN XUIKOCTH
cocTaBJgeT 25% OT MacCCH TI'pPaHyJUPYyeMOW CMeCHu.

[IoJIydeHHHM TakuM ofpasoM TpaHyJaAT [OoOBepralnT CylKe B
BaKYYMHOM CymmjIbHOM Ieuu npu 40 °C M 3aTeM OpOoCeMBaKnT uepes CUTO
500 MKM.

CMmech oJidg Ta@ﬂeTMpOBaHMH, KOMIIO3MIIM A KOTOpOﬁ YKasz3aHa B
Ta@ﬂMHe 3, IIOJIYyYarT IIyTeM IepeMellMBaHM A CYyXOTo T'PaHyJIdATa C
BCIIOMOT'aTeJIBHEIMM BellleCTBaMM B TeUeHlMe 15 MVHYT (3a VCKRJIIDUEeHVEeEM
CTeapaTa MarHusa) . Ilocyie pofaBJIeHMS CTeapaTa MalHMSA IIepeMellMBaHMue

IIpoOooJIXaKRT B TedUeHNVe OOIIOJIHMTEJIbHEIX 5 MMHYT .

Tabauiia 3
NHTpenmMeHTH % Macc.
T'paHyJIMPOBAHHHM 2CTeTPOJI 50
JlakTOo3a 10
Ludiflash ® 2 38,5
CTeapaT MaTHUA 1,5
2  CMecb MaHHUTa (90% wMacc., KpPOCHOBMIOHAa (5% w™Macc. wu

IOJIMBUMHMIIalleTaTa (5% Macc..

CMeck g TabileTMPOBaHUA IIPeCcCylT B KpyIJible TablIeTKM MacCCoM
80 Mr m mumamMeTpoM 6,5 MM. ComepXaHMe BCTeTpoJla B 5BTUX TablleTKax
cocraBjygeT 10 wmr.

[pumep 2

CyOauHTBaJIbHEE TabJeTKM I[IOJIydalT C IIOMOMLI ONMCAHHOM HIWKE
METOIOVKN .

T'paHyIMpyeMyl CMeCh, KOMIIO3UMUIMA KOTOPOM YyKasaHa B Tabjuile

4, II0JIy4YaT IIyTeM CYyXOI'O CMellMBaHMA MHI'PeIMeHTOB.

Tabauua 4
NHTpenmMeHTH % Macc.
V3MeJIbUeHHBM 2CTeTpoJIt 25
JlakTOo3a 75

1D (v; 0,5)=npubamsmuresbHo 15 MKM

PpaHynMpymmym KMIOKOCTE, KOMITIO VIV A KOTOpOﬁ YKa3aHa B
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Tabnile 5, IIoJIydanT IIyTeM INMCIIEpIMPOBaHMA IIOJIMBUMHUIIIIMPPOJIMIOHA

(IIBII) B BOIE.

Tabauuia 5
NHTpeOMeHTH % Macc.
[IBII (NOJIMBUHUINIVPPOJIMUIOH) 3
OuuimeHHasa BOOa 97

T'paHyJIMpyeMyl CMeCh TpPaHyJIMPYIT B TpPaHyJIaTope C HUBKUM
yCUImMeM CcIBUTa opu IIOCTEeleHHOM no6aBJIeHUNU TpaHyJIupylmen
XMOKOCTM. Ofmee KOJMUECTBO IDOOABJIEHHOM TIpaHyJiMpyllel XUOIKOCTH
cocTaBJfgeT 25% OT MacCH TI'PaHyJIMPYeMOM CMecHu.

HOﬂyquHHﬁ TaKVM O@paSOM T'PaHYJIAT BECYIMBAKT B TI'PaAaHYJIATOpPE

C HU3KMM YCuUJIMeM cIBuUTra npu 40 °C M 3aTeM OpocCeMBainT uepes CUTO
500 MKM.

CMecb nOJsa TabJeTHpoBaHMA, KOMIIO3MIMA KOTOPOM YyKa3aHa B
Tabauile 6, IDoJydanT IIYyTeM I[IepeMelMBaHua CyxXOoT'o TI'pPaHyJidTa C
BCIIOMOTATEJIbHEIMM BelleCTBaMM B TeueHMe 15 MMHYT (3a MCKIOUeHUEM
CTeapaTa MarHud) . Ilocje pobaBJjieHUS CTeapaTa MaTHMA I[IepeMellMBaHue

IIpoooJiXaKnT B TedeHNMe OOIIOJIHMTEJIbHEIX 5 MMHYT .

Tabauiia 6
NHTpeOMeHTH % Macc.
T'paHyJIMPOBAHHEM 2CTeTPOJI 50
MaHHUT 43,5
KpocrnioBunoH 5
CTeapaT MaTl'HUA 1,5

CMech IJd TableTHpPOBaHUA IPECCYylT B KpPYyIJiEe TabJIeTKM MacCou
80 Mr m nmmamMeTpoM 6,5 MM. ComepXxaHMe HBCTeTpoJla B BTUX TablleTkax
cocTaBJIgeT ONpUOIM3UTeNIbHO 10 MT.

lpyep 3

CyOamHTBaJIbHEIE TabJeTKM I[IOJIydalT C IIOMOMBI ONMCAHHOW HIWKE
MEeTOIOVKN .

T'paHyIMPyeMy® CMeChb, KOMIIO3MUMA KOTOPOM YKasaHa B Tabjuie
7, NOJIiydalT IyTeM CYXOI'0O CMellMBaHMA MHIPEeOVNeHTOB.

Tabauiia 7

NHTpeOMeHTH % Macc.

VBMeJIbUeHHHEM 2CTeTpoJIt 25
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JlakTO3a 75

1D (v; 0,5)=npubiausmurejbHO 15 MKM
T'paHyIUPp YRy KMIKOCTE, KOMIIO B3UILIM A KOTOpOM yKasz3aHa B
TabJulile 8, roJiydamoT oyTeM OUCIIEPTUPOBaAHUA

TUOPOKCUIIpONIMIILeSJIoJIo3E (I'TIIl) B BOIe.

Tabauua 8
NHTpenMeHTH % Macc.
Tunpoxkcunponmilesjmso3a  (I'TILH) 2
OQuuieHHad BoOIOa 97

T'paHyIUpyeMyo CMecCh TPaHyJIUPYIT B TpaHyJisaTope c

IICEeBOOOXMKEHHEM CJIOeM C TIIOCTelleHHEIM nOoOaBJjieHMeM TI'pPaHyJIMpyolen
XMOKOCTM. Ofmee KOJMUECTBO HoOaBJIeHHOM TI'paHyJMpyoIed XUIKOCTU
cocTaBJgeT 35% OT MacCH T'pPaHyJIMPYEMOM CMecHu.

[IOJIy4eHHE TaKMM O00pa30M TI'PaHyJIaAT BHCYMNMBAIT B TpPaHyJSasTope
C IICEeBOOOXIMKEeHHEIM cJioeM IIpu 50 °C, mocje ueTro OPOCerBalnT uepes
cuto 500 MKM.

CMecb nOJsg TabJleTHpoBaHMA, KOMIIO3MIIMA KOTOPOM yYyKas3aHa B
Tabiauie 9, HOoJgydawnT IIYyTeM I[IepeMellMBaHusg CyxoI'o TI'pPaHyJiaTa C
BCIIOMOTaTeJIbHEIMM BelleCcTBaMM, CoOIJlacHO Tabiauue 9, B TedeHMe 15
MUHY T (3a MCKJIOUEHMeM CcTeapaTa MalHuLg) . [locse  pmobGaBJjieHUA
CTeapaTa MaTHUSA nepeMellMBaHue IPOLOJIKAKT B TeueHNe

OOIIOJIHUTEJIBHEX 5 MMHYT.

Tabmnua 9
VHI'peOMeHTH % Macc.
T'padyJIMPOBAHHEM SCTeTPOJI 50
MaHHUT 43,5
HaTpusa KpaxXMaJITJIMKOJIAT 5
CTeapaT MaTHUA 1,5

CMech IJia TabjleTUPOBAaHUA IIPeCcCYiT B KpyIUlkle TabJeTKM MacCCoM
80 MI m nmmamMeTpoM 6,5 MM. ComepXaHMe 5BCTeTpoJla B BTUX TablleTKax
coCcTaBJIgdeT NpUOIM3UTeBHO 10 MT.

lpymep 4

CeMb pasHHX HaOOPOBR CYOIMHI'BAJIEHEIX TabJIeTOK (KOMIO3MUIMU A -
G) [IoJIy4danT B COOTBETCTBUMU c OIIMCAaHHOM HIIXE MeTOIOMKOM,

IokaszaHHOM Ha ¢ur.l.
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BoJlo B3BalljlaHMpOBAaHO cCJlelyllee coIepXaHre DSCTeTpoJa B OIHOMU
Tabjgerke: 100 MKI mJjdg kKoMmo3mumm A, 250 mMr gjasg komnosmuumm B, 7,5
MI' mJjig komnosmuuum C, 1 ™Mr miasa koMmmosuuum D m 10 M g4
koMmmosuuum E, F u G.

Bruiv 3allJlaHMPOBAHEL CJeOyIlMe IIoKa3aTeJlM MacCCH IJid TabJIeToK:
30 Mr mja xommosuumy A m C, 1000 mMr mms kommnosmuumy B m D, m 80
MI' OJjig kowmmnosuuum E, F u G.

S3CcTeTpoJI CMEMMBAIT C YacTbld OCHOBHOTO pazbaBuUTeNId U
npocemBanT uyepe3 cuTo 800 wMrM. Bce @Opyrue BCIOMOT'aTeJIbHEE

BelleCTBa TakKxXe IIpoceuBawnT depe3s cuTo 800 MKM.

INoJslydyanT pacTBOpP CBA3VYIIET O BelmecTBa nus 10% IIRII
(IOJIUBUHWIINIMPPOJIMIOOH) B OeMMHepallM30BaHHOM BoIe (KOHILIeHTpPAalMA

IIBIl B pacTBOpe CBA3YKHIETro BelecCTBa, MCIOJbL3YyeMOT'o IJIS KOMIIO3UIIUMA
B, C mu F cocrarjgdger 15%). I'paHyJIMPOBaHME HAUMHAT C IOOaBJIEHUA
CBA3YHIETO pacTeopa K cyxomn cMecH, cocToAmen ns

BHYTPUTPAHYJIAPHEX BCIIOMOTI'aTe&€JIBHEIX BeEIeCTB (Bec IIapT™rm CoCTaBJIAeT

+ 100 rpamMm) . Iocysie 30 cekyHI IepeMellMBaHMA oOpa3yeTcsa I'paHyJdaT,
3aTeM OOOABJAKT UMUCTYR IeMMHepallM30BaHHYK BONY OO MOMEHTa
ofpas3oBaHUAa [NOOXOLAWEero I'pPaHyJiaTa (UTO BHABJAKT BMU3YaJIbHO, oOmasa
IPOOOJIXKUTEJILHOCTE I'PaHyJIMPOBaHMA cocTabjdgeT 1 MUMHYTY) .

T'paryndaT nomepepralT Cyllke B TeUeHUMe HOUM B BaKyyMHOﬁ Ieum

npmu 40 °C, a 3aTeM M3MeJbUalnT C IIoMombl cuTa 800 MkM. I[IOJIYUeHHYO
TakuM  oBpas3oM  CMeCh [IepeMelmBanT B TeueHue 15 MUHYT c
BHETPAHYJISPHEIMM  BCIIOMOTAaTeJIbHHEMM  BemeCcTBaMu (3a MCKJHOUEeHMEM
cTeapaTa MaTHUA) . B KOHIIE oo0aBJIART cTeaparT MaTHUSA u
[IepeMeNMBalT B TeueHMe 3 MUHYT.

OCymecCcTBIISOT npeccoBaHMe c VICIIOJIb 30BaHMEM TabJIeTOUHOM
MallHE C OOHMM IIYaHCOHOM, CHaOXeHHOM COOTBETCTBYIMMM IIyaHCOHaMM
(nyadHcoH 5 wmMm @misa Tabjgerkm 30 mMr (A m C), IOYaHCOH 6 MM IOJiA
Tabjierky 80 Mr (E, F m G) m nyvaHcoH 15 mMm pgng Tabdjgerkm 1000 Mo
(B D)).

Bpemsa pacnazaeMoOCTM TIOOCUMTHBAJM B COOTBETCTBMM C M3BECTHBEM
IPOTOKOJIOM, OIMCAaHHBEIM B EBpomneynckom odoapMmakornee Ph. Eur. 2.9.1
(«PacrnamaeMocTs TabJIeTOK M KalcyJ»), W conjacHo ®apmakoriee CIIA

USP 701> («PacnamaeMoCTb») C MCIIOJIL30BaHMEeM B KauecCcTBe XUMIKOCTU
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BOOBEl COIJIACHO CHelnOUKALIUU .

TBepHOCTb nsMep4dJiMn B COOTBEeTCTBUMM C M3IBECTHEM IIPOTOKOJIOM,

OV CaHHEM B Ph. Eur. 2.9.8 («ConpoTUBJIIEHNE TabJIeTOK
pasiaBJIMBaHUIOD) .
C OKOHYaTeJIbHEMA KOMIIO 3ULIUAMA u COOTBETCTBYIIMMA

pe3yJbTaTaMM OJg TabJIeTOK MOXHO O3HaAKOMUTHLCS B Tabiauuax 10 m 11
HIXE .

B XoIe BKCIEePUMMEHTOBR He OBJIO ODHapyXeHO KaKux-Jmbo npobieM,
CHIIYUEeCTb cMecKu OnlJla XOopollel UM NpuJMIaHue He HabJoIalloCh.

Tabmuiza 10 - nmompofHOe omnMcaHMe KOMIIOBMLIMM B $ Macc..

KomMriosuiss Ne A B C D E F G

BHyTpyu I'PpaHyJIE

VsMeJIbYe HHEM 0,33 24,92 (25,00 [ 0,10 12,49 | 12,48 | 12,49

scTeTpPOoJT

MaHHMT 91,17 65,89 | 65,49 | 91,90 | 79,25 | 18,99
MOJIMBUHVIJIIUPPOJIMIOH 2,00 [2,99 [3,00 [2,00 [2,01 1,46
(IIBII)

[Ipexesla TMHU3VPOBaHHEIM 1,01
KpaxMmall

KpocnoeunoH 4,01 4,00 4,00 4,00 4,00

JlakTo3a 17,51 | 36,04
JeMrHepasM30BaHHASL 22 26 26 23 19 16 24
BOIAa (Ha 100 T

TpaHyJupyeMol cMecHu)

BHe Tr'paHyJis!

KpocrnoBunoH 0,99 1,10 1,00 1,01 0,99 5,00
JJakTOo3a 10,01
Ludiflash ® 2 38,49
MaHHUT 43,49
CTeapaT MaTHUA 1,49 1,10 1,50 0,99 1,25 1,50 1,52

1D (v; 0,5)=15 MM
2  (CMecb MaHHHUTA (90% wmacc., KPOCIIOBUIOHA (5% wMacc. wu
[IOJIMBMHMIIalleTaTa (5% mMmacc..

Tabnmuiia 11 - SKCIIePpVMMEeHTAJILHO OoIipeeJieHHEIS CBOMCTBAa
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TableToK

TecT (CcpenmHUMN Bpems: TBepOoCTh Macca

pesynsTaT oT pacragaeMocTu

6 o6paBLOoB)

KoMmiosuiiss Ne (MuMH : cek) (N) (M1)
A 0:39 14,17 28,2
B 1:44 85,85 1058, 6
C 1:05 28,46 30,1
D 0:40 66,74 1048, 9
E 0:32 29,70 78,9
F 0:41 30,97 82,2
G 0:33 22,69 78,1

MOXHO OTMETUTH, UYTO KOHeUHasd Macca BCeX IIOJIydeHHEX TabJIeToK
Opla OJIM3Ka K MX lLeJIeBOM Macce, M BpeMsda paclalaeMOoCTM OBJIO OuUeHb
KOPOTKMM, Haxe IJg caMbelx ©OoJbmMx TabJeTok Maccom B 1 T, B
COOTBETCTBUU c npenmnojlaraeMeM — [IOIBSASEUHEM, OYKKaJIbHEIM  WJIU
cybilabraJibHEIM IIYTEeM BBEeIOEeHMS OJa 5Tux TabjeTok. TBepOOoCTb BCEeX
TabJIETOK Takxe OBJIa B OUEHb IIPMEMIIEMOM IMallas3oHe.

NpuMep 5

PaHOOMM3VPOBaAHHOE OTKPEHTOE IIepPeKpeCcTHOe OQapMaKOKMHeTHUUeCKOoe
IOBYyX3®TallHOe MCCJIefoBaHMe IM[IPOBOOAT NOJS CpaBHeHMSA OMOOOCTYIIHOCTU
scTeTpoJyla B mose 10 M npm CyOJIMHTBaJILHOM BBeOeHUM B OIHOM
Tabjgerxke 80 Mr (MMeomey TY Ke KOMIIOBMUIMI, UYTO U TadJleTKH,
OmIMCaHHHEe B HOpuMmepe 4, KoMIo3uMUMa E) Cc OMOODOCTYNHOCTBI IIPU
[IepopalIbHOM BBeIOeHUM SBCTeTpoJla, BXOIOAMero B cocTaB TabjeTku 83
MmI, comepxamer 10 MI' »BCcTeTposia. 31 TabJleTKM IIPUMHYMAJNVChH
CyOIMHTBaJIbLHO W IIepopallIbHO 3IOO0POBEMM XeHMMHaM/—IOOOPOBOJIbIIaAMA
HaToOlaK.

IecdaTe 3OOPOBEX XEeHMMH OBUIM OTOOpaHH, MCXOOS W3 CIelyKlux
KpUTepuep: Bo3pacT oT 45 mo 65 JeT (BKIKUMUTEJNBHO), HeKyp4dlue WU
KYPUJILMIMKM B IIPOMJIOM (IIO MeHbIley Mepe 3a 6 MecdlleB IO BBeIOeHUud),
MHIEeKC MaccH Teja (MMT)=or 18,5 mo 30 kI7/M2 (BKJIOUMTEJLHO Ha
MOMEHT CKPMHMHTA) .

B Hauajle TI@epBOT'O M BTOPOI'O BTalla MWCCJeOOBaHUA B IIepuol

MEeXIy 07:00 u 07:28 yTpa 5 KEeHIIVH rioJiydaJin OIOHY o3y
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CyOIMHTBAJBHOM KOMIIO 3ULIUA 3CTeTposa oyTeM BBeOeHUus OHOM
TabJleTKM DBCTeTpoJila (Macca TabjeTkm 80 Mr; 10 M screTpoja), ¥ 5
KEHIIMH IIOJIydalld OIHY IIepopalibHyl O3y IIepOopalJIbHOM KOMIIO3ULUN
5CTeTpoJla I[IyTeM BBeOeHMA OOHOM  TabJleTKM  DCTeTpoJia (Mmacca
TadbjgeTku 83 mr, 10 MI' BCTeTpoja), 3amuBasg ee Bomol B ofOwbeme 200
MJI.

VcnEITyeMele OOJDKHH —OBUIM  BO3OEPXMBATLCA OT IIPMeMa OUIM B
TeueHMre IO MeHbmel Mepe 10 yacoB OO HOpueMa Tab®JleTKM UM I[I0 MeHbIeM
Mepe B TeueHuMe 4 UYacoB TIIOCJe IIpueMa. YIOoTpeBJjeHMe BOIOH WK
HaIMTKOB He [ONyCKaJIoCh B TeueHMe 1 dYaca JO IIpueMa TabJleTKHU.
HcnerTyeMele noJiydaamu 200 MJI BOIOH 3a 1 4Yac IIepen OpueMoM TabJeTKu
1 depes 2 yYaca [NOCJe MNpueMa. VCHOHTYeMbe MOTJIM CBOOOIHO MOUTH BOOY
n bpyKTOBHM yam uepes 4 yaca rocJje npueMma TabJIeTKHA .
CTaHOapTU3MPOBaAHHOEe IUTaHMe I[IPeNoCTaBJIAJIOCE 3a 10,5 uacoep epen
npueMoM TabJjieTkM u depe3s 4, 6, 9 wm 13 wyacoB I0OCJe IIpueMa
TabJIeTKHA .

[IoCcJIenoBaTEIbHOCTE COOHTHUM, OPOUCXOOMBIIMX B TeUeHMe IIepBOTO
¥ BTOPOT'O 5BTalla, [IOKas3aHa B Tabiule 12:

Tabauiia 12

CobrTue
[lepBEI1 >Tan
Oeus 1 CobsneHne pexuMa ¢ 19:00

BBeneHue, B3ATHE 0BpasloB KpPOBU u MOuH,
Oens 2

coOJInIeHEe pexuma
Oens 3 [Ipouenypa BEHXOOA, COOJIIeHMEe pexuMa OO 8 yTpa
Oum 4-8 [IoBTOpPHEE OOpalleHUI
O 9-13 [lepuon OTMEIBAHMA

Bropon sTan

IDenr 14 Cobimomenue pexuma ¢ 19:00

Beenmenue, B3ATHE oBpa310oB KpPOBU u MOuM,
IODenr 15

coOIOeHre pexuMa
IDenr 16 [lpouenypa BHXONA, COOJOIEHME pexuma IO 8 yTpa
Oum 17-21 [IoBTOpPHEIE OOpalleHUd

Oum 22-26 [lepron OTMBIBAHMA
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IOeus 27 BBemeHre OporecTuHa

IOenr 28 TeJjiebOHHHI 3BOHOK, IIpOBepkKa TecTa Ha IpoTeCTHUH

I'padux oTOOpa o0O0pas3LUOB KPOBM M MOUM, MCIOJB3YEMEIL B BTOM
MCCcJeloBaHuu, NpuBeleH B Tabiuie 13.

Tabmuita 13

BasiTue B3aTue KpOBU (4  wI) IPpOBOOAT OO BBeIeHUA
obpasuoB kpoBu | Tabsierku (0), u =Barem uepes 0:10, 0:15, 0:20,
0:25, 0:30, 0:35, 0:40, 0:45, 0:50, 0:55, 1:00,
1:10, 1:20, 1:30, 2, 3, 4, 6, 10, 1l¢, 24, 48,
72, 96, 120, 144 uyaca nocJyie BBeIeHMUA.

Ofmee KOJIMUeCTBO OOpPAa3LOB KPOBM Ha KaXIOM 3Talle

cocTaBJydgeT 27.

BisaTue Cbop MOUM TIPOBOOMTCS IO BBeleHMA TabJleTKUM U
ofpaBlLIOB MOUM yepes 2, 4, 8, 12, 24, 48, 72, 96, 120 m 144
Jaca I[I0CJle BBeIOEeHUSA.

Oflee KOJIMUECTBO O0O0pas3LOoB MOUM Ha KaxXIOM 3Talle

cocTaBJydgeT 11.

KoHILleHTpaluo aCTeTposa B COBOpaHHEIX obpaslax KpOBU
OIpenesyigiT C IIOMOmBLI BHCOKOSOOEKTUMBHOM XMAKOCTHOM XpoMaToTpaduu
B coueTaHUM C TaHIEeMHOM MaCC-CIHeKTpOMeTpUeN (BOXX-MC/MC) .
KoHlleHTpaLunm TJIOKOYPOHUOU3UPOBAHHOTO aCTeTPoJIa (D-KOJIBLIO) B
ofpasliax MOUM TaKXe oIpelesjigseTcd C IIoMombio BIXX-MC/MC.

Pe3yJIbTaTE DSTUX AaHaJIM30B IIOKasHBawT, UTO OMOOOCTYIIHOCTB
pCTeTPoJIa npu CyOIJIMHTBAJIEHOM BBeIEeHUN CpaBHMMa I oaxe
IPEeBOCXOIUT OMOIOCTYIIHOCTEL IIepopallbHOM (OopMH 5SCTeTpojla. Kpowme
TOTO, [IOJIYyUYEHHEIE OaHHEEe CBULETEJILCTBYIOT e} TOM, uTo npu
CyOJIMHTBAJILHOM BBEeNeHMM HBCTeTpoJia HabjwonaeTcsd DoJiee  paHHAA
fuoJiorMueckKkas IOOCTYIIHOCTL I[I0 CpaBHeHUI C IIepopallbHOM  QopMon
DCTEeTPOJIa. OICTETPOJI OJA CYOIUMHITBAJLHOTO IIPUMEHEHMSI OKaseBRaeT
MeHbIlee BJMAHME Ha OQYHKUMOHAJILHEE [IOKa3aTellM [IeUeHU.

HacTosamee m300peTeHMe OXBAaTHBAET CJeOyKlMre acleKTH.

1. IucneprupyeMasd B IIOJOCTM PpPTa TBeplasd O¢(apMalleBTUUeCKasd
enVHMIla OO3UPOBaAHMUA, MMeKIas Maccy B IuanazoHe oT 30 mo 1000 wmr,
¥ yKa3aHHad eIMHMUIa OO3UPOBaHMA COCTOUT M3:

— DBCTeTPOJILHEX YacTull B KoJudecTeBe oT 0,1 nmo 25% wmacc.,
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comepXamux SCTEeTPOJILHEM KOMIIOHEHT B KOJMUEeCTBe II0 MeHLIeM Mepe
80% Macc., BHOpPaHHEM M3 BCTEeTPOJa, CJOXHEX 20MPOB BCTeTpoJla M UX
KoMOMHaLUUW,; U

- OOHOTO W HECKOJIbKMX bapMalleBTUUECKHU IpMeMIIeMBIX
MHITPEOMEHTOB B kKoJiMuecTBe oT 75 mo 99,9% macc.;

Ipy STOM TBeplasd eIMHMIA OO3UPOBAHUSA COIOEPXUT IO MeHbIeu
Mepe 100 MKI 3CTeTPOJILHOT'O KOMIIOHEHTAa;

U IOpM STOM TBeplas eIMHMIA OO3MPOBaAHMSA MOXeT OBTh IIoJIyUueHa
crioco®oM, BKJIIOUAINM :

- IIOJIyUeHMe DCTeTPOJILHEX UYacTHUll, CcoIepXallMX SCTeTPOJIbHEM
KOMIIOHEHT B KOJMUEeCTBe II0 MeHblel Mepe 80% wMacc., ¥ VMEMIUX
OOBEeMHEM MeIMaHHHM OMaMeTp OT 2 MKM Oo 50 MiM;

- CMemMBaHMEe SCTEeTPOJILHEIX UYacTMUl, C OIHMM WM HeCKOJIbKUMU
TPaHyJINPYIOMIVMA BCIIOMOT aTeJIb HEMIM BemecTBaMM 0Jis MIOJIYUEeHM I
TpaHyJIUpyeMo CMecu;

- CMelMBaHMe TPaHyJIMPpYyeMoM CcMecHu C TpPaHyJIMPYyoIel XUOIKOCTLIO
OJIS TIOJIyUeHMS DCTeTpoJI-colepXalMx T'paHyJ, IIpM 2TOM YyKa3aHHad
TpaHyJUpyoMlas XUIKOCTL COOEPXUT XUIKUM pPacTBOPUTEJIL B KOJIMUECTRBE
1o MeHbmel Mepe 60% Macc.;

- yHOajJeHMe XMIOKOTO PAaCTBOPUTEJ A M3 DCTeTPOoJI-COolepXalMx
TpaHyJl OJSA [OJIyUeHMSA CYXMX BCTEeTPOJI-COomepXallMx ITpaHyJI;

- Heo043aTeJIbHO, CMeNMBaHME DBTUX CYXMX TITPaHyJl C OIOHUM WK
HECKOJILKMMMY BCIIOMOT'aTeJIbHEIMM BelleCTBaMM IJIS TadJlIeTUPOBAHUS, U

- (dopMOBaHMEe CYXUX TpPaHyJl WJIM CMeCHM U3 CYXMX TITpaHyJ U
OOHOTO WMJIM HECKOJILKMX BCIOMOTATEJILHHX BelleCTB OJId9 TadjleTUpOBaHUSA
B TBepIylD eIMHUILY IO3UPOBaHMUL.

2. EovHuila ODO3UMpPOBaHMSA COTJIACHO II.1, IpM S2TOM Macca eIVMHMUIE
nos3mMpoBaHusa cocTaejsgeT oT 40 mo 500 mr.

3. EgmMHMIla OO3MPOBaHMA COIJIACHO M.l MIM 2, IPpM STOM eIMHMIla
OO3UPOBAHUA COIEPXUT SCTEeTPOJILHEIM KOMIIOHEHT B KoJuuecTBe oT 0,5
no 25% macc.

4. EuHMIIA JOBUPOBaHMA COIJlacHO JoboMy U3 OIpelllecCTBYIMUX
IIYHKTOB, IIPM D2TOM eIOMHMIIa »OO3UPOBAHMA COIOEPXUT SCTEeTPOJIbLHHM
KOMIIOHEHT B KoJiMuecTBe oT 0,3 mo 100 mr.

5. EmuHMIIa JO3UPOBaAHMA COIJIacHO JioboMy U3 IOIpelleCTBYIMMUX

ITYHKTOB, B KOTOpOﬁ OSCTEeTPOJIEHEIM KOMIIOHEHTOM HABJIAE€TCA SCTETPOJI.
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6. EOovHMIA »OO3MPOBAHMSA COIJIACHO JioOOMY M3 IIpeamecTBYIIMUX
IIYHKTOB, B KOTOPOM SCTEeTPOJILHEE UYaCTHUIH MMeT OOBLEeMHHBN MeOMaHHHM
oraMeTp OT 3 HO 35 MKM.

7. EuMHMIIa IJO3UPOBaAHMA COIJIacHO JoboMy U3 IOIpellleCTBYIMMUX
IIyHKTOB, IIpM 5STOM eIMHMIa HO3MpPOBaHMA coXepxuT oT 50 mo 99,5%
Macc. BOIOPaCTBOPUMOTO yTJieBoma, BHOPAaHHOTO ns MaJlb TO3H,
dPYKTO3H, caxapo3H, JaKTOS3H, TJIIOK O BH, TaJlakTO3H, TperaJliosH,
KCHUJIUTa, copbuTa, DSpUTPUTa, MaJbTHUTa, MaHHUTAa, HMW30MaJbTa U UX
KOMOMHALIN .

8. EmmMuMIa OO3MPOBaHMA IO II.7, IPM STOM eIMHMIA IO3UPOBAHUI
COOEPXUT MaHHUT B KOJMUECTBEe II0 MeHblel Mepe 20% Macc.

9. EmuMHMIA OO3UPOBAHMA COIJIACHO JwoOoMy HU3 OIpelleCTBYIMMUX
IYHKTOB, IIpM STOM eIVHUWIla »OOo3UupoBaHuUa comepxurT oT 0,1 z»no 20%
Macc. IOe3MHTeIpUpyomeIro BelleCTBa, BHOPAHHOTO M3 MOIMOUIIMPOBAHHEIX
KpaxMaJIOB, CHMTOTO I[NIOJUBUHUINMPPOIUIOHA, CHMTOM KapMeJIJIOBH UM UX
KOMOMHALIMN .

10. IlpMMeHeHMe TBePIOWM eIMHMUE HOO3MPOBaHMA IO JOOMy U3
IpedmecTBYIMX IIYHKTOB IOJS TepaleBTUUYECKOTO JieueHMSI WM 1OJIA
TOPMOHAJIBHOVM 3aMeCTUTEJIbHOV TepaluM Y XeHIMH, [IPM STOM yKas3aHHOe
IpUMeHeHMVe BKJIUaeT CYONMHIBaJIbHOe, OYyKKaJibHOe WM CcyOJsabualibHoe
BBeleHMe eOVHMIE OO3UPOBaHMUA.

11. IIpummeHeHMe 1o .10, OpuM DTOM YyKaszaHHOe IIPUMeHeHUe
BRJIIOUAET OOHOKPATHOE eXeIHeBHOe BReIeHMe B TeueHMe II0 MeHbIen
Mepe 1 Hepmesu.

12. Crnoco® KOHTpalelluMM YV XeHMMUH, IPM STOM YKa3aHHHM CIOC00
BRJIOUaeT CyOIMHIBaJlbHOe, OyKKaJbHOe MM cyBJjabuallbHOe BBeleHUe
eOVHUIE OO3UMPOBaAHMSA COTJIACHO JIOOMy M3 mrI.l1-9.

13. Crnoco® mno m.l12, M yKa3aHHHM CcHoco® BRJOUAET OINHOKPATHOE
exXeIHeBHOEe BBeIeHMe B TeueHMe I[I0 MeHbIleM Mepe 1 HeOmeu.

14. Cnoco® M[oJydeHMsS TBepOOM eIVMHUIE IO3UPOBAHMSA COIJIaCHO
JodoMy M3 OpedlleCTBYIMMX IIYHKTOB, ¥ YKal3aHHHBNM CcIocod® BRJOUYAET
CcJenynmme STallbl:

- IIOJIyUeHMe SCTEeTPOJIbHEX YacCTMll, CoIOepXalMrx 10 MeHbIlel Mepe
80% Macc. DBCTeTPOJIBHOT'O KOMIIOHEHTa, BHOPaHHOTO M3 D3CTeTpoJia,
50MPOB B3CTeTpoJla UM MX KOMOMHALIMM, ¥ MMekmero OOBEMHBEN MeOMaHHBM

ovaMeTp oT 2 MKM mo 50 MKM;
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- CMellMBaHME DCTETPOJIBHEIX UYacTHI C OIOHMM WM HEeCKOJIEKUMU
TPaHyJINPYRIMA BCIIOMOT @ TE&JIb HEIMIU BelleCTBaMu s IOJIy4YeHHU A
TPaHyJIUPYyEMOM CMeCcH;

- CMellMBaHMe TpPaHyJIMPYyeMOM CMeCH C TIpaHyJIupyllel XUIKOCTBHI
OJIS IIOJIyUdeHUS BCTeTpoJi-colepXallMx I'paHyJl, OpM 5STOM YyKasz3aHHasd
TpaHyIupylmasa XUOIKOCTL COIEPXMT I[I0 MeHbIeM Mepe 60% Macc.
XUOKOTO PaCTBOPUTENA;

- yIOaJleHMe XUIKOTO PacTBOPUTENS M3 DBCTEeTPOoJI-CodepXalix
TpaHyJl OJA MOJyUeHUS CYXUX SCTeTPOoJI-COomepXamlux TPpaHyJl;

- Heo®A3aTeJIbHO, CMeNMBaHME BTUX CYXUX TPaHyJl C OIHUM WJIH
HEeCKOJIbLKYMM BCIOMOTATEJIEHEMM BelleCTBaMM IOJII TablleTUPOBaHUSL,; U

- OGopMOBaHMe CYXMX TpPaHyJ WIM CMeCU U3 CYXUMX TpPaHyJdl U
OOHOTO WMJIM HECKOJBbKMX BCIOMOTATEJIBHHX BeMeCTB OJIA TablleTMPpOBaHUA
B TBepOyl eIVHMIY OO3UPOBaHUA.

15. Cnoco6 mno mn.l4, B KOTOPOM DCTEeTPOJIBHEE UYaCTULIHE KMEKT
OOBEeMHE MeIMaHHHEM OMaMeTp OT 3 Oo 35 MKM.

16. Cnoco® mo n.l4d wmium 15, B KOTOPOM TIPaHyJIMpyeMas CMEChb

COOEepPXUT OT 0,1 mo 20% wMacc. OE3UMHTeTIPUPYKIeT0 BeleCcTRBa,
BHOPAHHOTO us MOOMUUIMPOBAHHEIX KpaxMaJioB, CIIMTOTO IIBII,

KPOCCKapMeJIJIO3E M MX KOMOMHAaLMUM.

17. Crioco6 COTJIaCHO JIoBoMy us nn.l4d-1e6, B KOTOPOM
TPaHYJMPYEMYK CMEeCh [OoJydalnT OyTeM OoO0BelIMHEHMSA BCTeTPOJIbHEX
YacTHUl, C OIOHMM WMJIM HECKOJLKUMM TI'PaHyJIUMPYIMMUMY BCIIOMOTATeJIbHBEMM
BemecTBaMM B MaCCOBOM COOTHOIEHUM, KOTOPOe HAaXOIMUTCS B IOMalasoHe
or 1:4 mo 1:1000.

18. Cnioco6 corjacHo JobomMy M3 Mmn.l4-17, B KOTOPOM 3CTETPOJI—
comepxamye TPaHyJE II0JIydalnT OyTeM CMeNMBaHMA TpaHyJIupyeMoM CcMecU
C TpaHyJupyomer XMUOIKOCTLID B MAaCCOBOM  COOTHOMEHUMN, KOTOpoOe
HaxomouTcsa B IOmanasoHe oT 0,5:1 mo 20:1.

19. Cnioco6 comjacHo JwbomMy U3 1mn.14-18, B KOTOPOM 3CTETPOJI—
comepxamye TpPaHyJH [DOJYyYalT CMellMBaHMeM TpPaHyJIupyeMoM CMecu C
TpaHyJupyoMel XUIKOCTLI B TpPaHyJasTope C BHCOKMM YyCUJIMEeM CIOBUTA,
TpaHyJiaTope C  HM3KMM YCHMJIMEeM CIOBMI'a ¥ B TpaHyJaTope c
IICEeBIOOOXIKEHHEIM CJIOEM.

20. Cnocot no JgwboMy M3 Mmn.l14-19, B KOTOPOM TI'paHyJMpyolas

KUIKOCTD COOEepPXUT 1o MeHbIIeN Mepe 60% Macc. IIOJIAPHOTO
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pacTBOpPUTENS, BHIOPA@HHOTO nus BOIH, MeTaHOoJa, 3TaHoJa,
M30NpOollaHoJla, alleToHa M MX KOMOMHaLWMN.

21. Cnoco® mno n.20, B KOTOPOM TIpaHyJMpyKllad XUOIKOCTDb
COOEepXUT IO MeHbIle Mepe 60% MaccC. IIOJAPHEX pPacTBOPUTEIEN,
BHIOpPAHHEX M3 BOMOE, STaHOJIa M MX KOMOMHAaLMUMN.

22. Cnoco6 mo n.20 wmaum 21, B KOTOPOM IIOJIAPHEM pPaCTBOPUTEIL
COOEPXUT II0 MeHbmel Mmepe 30% Macc. BOIH.

23. Crioco6 COTJIaCHO JIoBoMy nus nmn.ld-22, B KOTOPOM
TpaHyJIMpyKRllasgs XUMOKOCTE COHOepXuT oT 2 5no 50% wMacc. CBA3YKRIEeIO
BelleCTBa, IIpM 5STOM YKasaHHOe CBA3YKIlee BemMecTBO BHOpaHO U3
IPOM3BOOHEIX 11eJ1JIIJIO 31, Kpaxmaja u IPOM3BOOHEIX Kpaxmaja,
IOJVMBUHUIIOBOTO CIMPTa, [NOJIUBMHUINUPPOJIMIOHa, aTapa, XeJlaTHuHa,
TyapoBOM Kamelu, TyMMMapa®uka, aJibTMHaTa, [IOJIUMDTUIIEHTJIMKOJIA,
TJIOKO3E, Caxapo3H, copbuTa UM MX KOMOMHALIUMA.

24. Cnoco® 1o m.23, B KOTOPOM CBA3YKIEee BeMeCTBO BHEHOpaHO U3
IPOM3BOOHEIX L eJJIIJIOBH, IpeIBRapUTEeNbHO XKeJIaTUHUPOBAHHOTO
Kpaxmaja, OOJIUBYHUINMPPOJMIOHA M MX KOMOMHAIWUN.

25. Cnoco6 mo mn.23 win 24, B KOTOPOM IIPOM3BOIHHE LIEJIJIJIO3H

BHIOPAHE "3 TUOPOKCUTIPOIIMIILLEJIIIISIO 35, TUIPOKCUD TUIIILEJIIIIONIO 3H,
TUIOPOKCUME THUIILEJIIIIOJNO B, TUOPOKCUIPONIMIIME TUJIIL&JIITIOJIO B,
Me TUJILLeJIJIIJIO 3H, S TUJILLEJIJIIOIIO 3BH, KapBoKCUME TUJILEJIJIIOJIORE U nx
KOMOUHALINMI .

26. Cnoco6 corjacHo JwbomMy u3 mn.l4-25, B KOTOPOM CyXue
SCTeTpoJI-comepXxalre TI'PaHyJIH HKMelT OOLeMHHY MeIMaHHHM IVnaMeTp B
omuamnazoHe oT 100 mo 4000 MkM.

27. Cnoco® corjacHoO JwbomMy M3 NOmn.l4-26, B KOTOPOM OIHO WM

HeCKOJIBKO BCIIOMOT'aTe&JIBHEIX BelleCTB OJIA Ta@ﬂeTMpOBaHMH BKRJIKYaeT

JakTo3y, MaHHUT, KCUJIUT, MUKPOKPUCTAJIIINUECKYIO L,eJlJIJIO3Y,
Kpaxmall, HaTpUM KpOCKapMeJlJio3y, NOJIMBUHUIINIUPP OJIUIOH " nX
KOMOMHALIUNA .

28. Crnoco6 corjacHo JOOMy M3 HII.14-27, B KOTOPOM TEBEPOYIO
eIMHUIY  IOO3MPOBaHMA OGopMylT IIyTeM OIpAMOTO IIPEeCCOBaHM WU

KOMITPECCMOHHOTI'O @OpMOBaHMH.
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$OPMYJIA NBOEPE TEHNA

1. TBepmas oOdapMalleBTHUECKad €OMHMIIA OO3MPOBAHMA, MMeKlasd
Maccy B @OmamnasoHe oT 30 mo 1000 wmMr, r©oe VyKa3aHHad eIuMHMIA
OO3UPOBaHUA COCTOUT US3:

- DBCTeTPOJIBHHEX dYacTul B KoJuuecTtBe orT 0,1 mo 25% wmacc.,
UMenm1x oO0BeMHBM MeOMaHHHM »OIuaMeTp OT 2 MKM »no 50 MKM U
cComepXalux SCTEeTPOJILHEM KOMIIOHEHT B KOJMUEeCTBEe I[I0 MeHbIel Mepe
90% Macc., BHOPAHHBM M3 2CTeTpPpoJia, CJOXHEX 20UPOB BCTeTpoJla M UX
KoMOUMHaLUM,; U

- OIOHOTO VI HECKOJIbKMX bapMalleBTUUYECKHU IpMeMIIeMBIX
VHTPeIVMeHTOBR B KoJuuecTBe oT 75 mo 99, 9% macc;

VM TOe TBepOad eIMHMIa IO3UPOBAHUA COOEPXUT IIO0 MeHbllel Mepe
10-20 MI' »CTeTPOJILHOT'O KOMIIOHEHTA.

2. EpmHMIIa IO03MPOBaHMA COIJIACHO II.l, IIpM BTOM Macca eOWHMIIE
nos3mMpoBaHMsa cocTaejsgeT oT 40 mo 500 mr.

3. EIomHMIIa »OO03MpOBaHMA IO . 1 wmiIm 2, OpM BSTOM eIVHUIA
OO3UMPOBAHUA COIOEPXUT SCTEeTPOJILHEIM KOMIIOHEeHT B KoJuuecTBe oT 0,5
no 25% macc.

4. EpuHMLA »OO3MPOBaAHMA COIJIACHO JKOOMy M3 IIpedlleCTBYRIUX
IIYHKTOB, B KOTOPOM SCTETPOJIbLHEIM KOMIIOHEHTOM ABJISETCSA DCTETPOJI.

5. EuHMIIa JO3UPOBRaAHMSA COIJIaCcHO JoOoMy U3 IOIpellleCTBYIIMUX
IIYHKTOB, B KOTOPOWV BSCTEeTPOJIbLHEE UYaCTULE MMET OOBLEeMHHM MeoVaHHBIN
oaMeTp OT 3 HmOo 35 MKM.

6. EIVHMIIa »OO3MPOBAHMA COIJIacHO JioboMy M3 OpelllecTBYRIMX
IIyHKTOB, IIpPM 5STOM eIMHMIA JO3MpoBaHUs colepxuT oT 50 mo 99,8%
Macc. BOIOPAaCTBOPUMOTO ynJieBona, BHIOpPaHHOTO nus3 MaJlb TO3HI,
OPYKTO3H, caxapo3H, JIaKTO3H, TJIOKO3HI, TaJIaKTO3H, TperaJiosH,
KCUJIUTa, copbuTa, 3pUTPUTa, MaJIbTMUTa, MaHHMUTAa, M30MaJllbTa U UX
KOMOMHALINN .

7. EmguHUIIAa OO3UMPOBaHMUA IO II.6, MIPM 2TOM eIMHMIla OO3UPOBaAHUSA
COOEpPXUT MaHHUT B KOJMUECTBe IO MeHblel Mepe 20% Macc.

8. EmMHMIa »DO3MPOBaAHMSA COIJIACHO JOOMYy M3 IIPelleCTBYIIUX
[IYHKTOB, IIpM 5STOM eIMHUIla »OO3UpoBaHuUa comepxuT oT 0,1 no 20%
MaccC. IOE3MHTEIPUPYKIEI'O BEMEeCTBa, BHOPAHHOT'O M3 MOIMOUMUMPOBAHHEBEIX
KpaxMaJIOB, CHMTOTO MNIOJUBUHUINMPPOIUIOHA, CHIMTOM KAapMeJIJIOSH M UX

KOMOMHAIINN .
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9. IlpMMeHeHMe TBepPIOW eIMHMIE HOO3UMPOBaHMA MO JOOMy U3
IpedlleCTBYIMX [OYHKTOB IJIA TepalleBTUUECKOTO JIeUeHUS WIM IOJ4
TOPMOHAJIbLHOM 3aMeCTUTEJILHOY TepaluM Yy KeHIMH.

10. IlpMMeHeHMe O .9, IHOpM DTOM YKa3aHHOe IIPUMeHeHUe
BKJIIOUAET ONHOKpAaTHOE eXelHeBHOe BBeIdeHMe B TeueHMe II0 MeHbIeN
Mepe 1 Henmesu.

11. Crnioco® KOHTpaleluuM Yy XeHIMWH, IPpM STOM yKa3aHHBEM CIIOC0o0
BKJIOUaeT CyOIMHTBaJIbHOe, OyKKaJlbHOe WM CcyojlabualbHOe BBeIOeHUe
eIVHULE OO3MPOBaHMA COIJIACHO JOOMy M3 IMI.l1-8.

12. Crioco® 110 n.11, Ioe yVKasaHHBN crioco® BKJIOUAaET
ODHOKpaTHOE eXelIHeBHOe BBeIeHMEe B TeueHMe IO MeHbmel wMepe 1
HelleJlu.

13. Cnoco® moJydeHMs TBepHOOM eIMHMIE IO3VMPOBAaHMA COTJIACHO
JoboMy M3 Hn.l-8, TIe yKa3aHHHEM CHOoCOo0 BKIKUAeT CJelyllue DTallbl:

- [OJIydeHMe BCTeTPOJIbHEIX YacCTHUll, CoOepXallMxX II10 MeHLbLIleM Mepe
90% Macc. DSCTeTPOJIBHOTO KOMIIOHEHTa, BHOPaHHOTO U3 BCTeTpota,
50MPOB BCTeTpojla M UMX KOoMOMHALUUNM, U UMMeNUxX OOBeMHBM MeOMaHHBM
oraMeTp OT 2 MKM no 50 MkM;

- CMellMBaHME DCTETPOJIBHEIX UYacCTHI C OIOHMM WM HECKOJIbKUMU
TpPaHyJIUPYRIUMA BCIIOMOT'@TE&JIb HEIMU BelleCTBaMu s [IOJIy4YeHU A
TpaHyJIupyeMom CcMecu;

- CMellBaHMe TpaHyJIMPYeMOM CMeCcH C I'paHyJMpylmel XUOKOCTHIO
OJIS TIOJIyUdeHUS BCTeTpOoJi-CcolepXammux TpaHyJ, IOpM BSTOM YyKaszaHHasd
TpaHyJupyomas XUIKOCTE COIEpPXMT II0 MeHbmel Mepe 60% wMacc.
XUOKOTO PacCTBOPUTENA;

- yIaJleHHMe XUIKOTO PacTBOPUTENS U3 DBCTEeTPOJI-CodepXallx
TpaHyJl IOJ8 [NOJYyUeHUSA CYXUX BCTeTPOoJI-COoIepXalux TPpaHyJl;

- CMemMBaHMe BTUX CYXMX TpPaHyJl C OOHUM WM HeCKOJILEKUMU
BCIIOMOTATE&JILHEMY BelMeCTBaMU OJIS TabJIeTUPOBaHUSA; U

- dopMOBaHMe CMeCU Hu3 CYyXMX TPaHyJ M OIHOTO WJIM HEeCKOJbLKUX
BCIIOMOTATEJILHHX BemecTB MOJA TabJeTUpoBaHMsa B TBEPOyR eIOWHUIY
DO3UPOBaAHUA .

14, Cnoco® mo m.l3, B KOTOPOM DCTEeTPOJIBHEE UYaCTHUUHE MMEKT
OOBEeMHEI MeIMaHHEM OMaMeTp OT 3 0o 35 MKM.

15. Cnoco6 mo n.l3 mium 14, B KOTOPOM IpaHyJiMpyeMas CMeChb

comepxur oT 0,1 mo 20% Macc. [Oe3MHTeIpUMPYyKIero BelleCcTBa,
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BHOPAaHHOTO us MOOMUUIMPOBAHHEIX KpaxmaJioB, CIIMTOTO IIBII,
KpOCCKapMeJIJIO3E M MX KOMOMHAaLMUM.

lo. Crioco6 COTJIacHO JIodoMy us nmn.l13-15, B KOTOPOM
TPaHYJMPYEMYD CMeCch [oJydalnT 0OyTeM oO0BbeIVMHEeHMS  SCTeTPOJIbHEX
YacTHul, C OIOHMM WMJIM HECKOJBbKUMM TI'PaHyJIMPYIMMKY BCIIOMOT'aTeJIbHBMNI
BelleCcTBaMM B MaCCOBOM COOTHOIIEHMM, KOTOPOE HaxXOIMUTCS B IOMalla3oHe
or 1:4 mo 1:1000.

17. Cnioco6 corjacHoO JoboMy M3 Mn.13-16, B KOTOPOM 3CTETPOJI—
comepxamye TPaHyJIE II0JIyUalnT IIyTeM CMeNMBaHMA TPpaHyJIMpyeMoM CcMecU
C TpaHyJupyomeMr XMUOIKOCTBLID B MAaCCOBOM  COOTHOMEHUN, KOoTOpoOe
HaxomouTcsa B IOuanasoHe oT 0,5:1 mo 20:1.

18. Cnioco6 corjacHo JoboMy M3 Mmn.13-17, B KOTOPOM 3CTETPOJI—
comepxamye TPaHyJH [IOJYYalT CMellMBaHMeM TpPaHyJIupyeMoM CMecu C
TpaHyJupyoIel XUIKOCTLI B TPaHyJasTope C BHCOKMM YCUJIMEeM CIOBUTA,
TpaHyJIsTOope C HUBKMM YCUJIMeM COBUTa WMJIM B TpaHyJIdTope C
IICEeBIOOOXIMKEHHEM CJIOEM.

19. Cnoco6 mno JjwboMy M3 ImI.13-18, B KOTOPOM I'paHyJIMPYKIasd

KUIKOCTD COIEPXUT 1o MeHbIIen Mepe 60% Macc. TMIOJIAPHOTO
PacTBOPUTEIH, BHOPAaHHOTO nus BOIH, MeTaHOoJa, 3TaHoJa,

M30NpOollaHoJla, alleToHa M MX KOMOMHaLWMN.

20. Cnoco®6 mno m.l9, B KOTOPOM TIpaHyJdMpylmasd XUIKOCTDb
COOEepPXUT IO MeHblled Mepe 60% Macc. TIIOJIAPHEIX PaCTBOPUTEJIEN,
BHIOpPAHHBIX M3 BOIH, B2TaHOJa UM MX KOMOMHALMUM.

21. Cmnoco® mo mn.l1l9 miam 20, B KOTOPOM IIOJIAPHHM pPacCTBOPUTEJH
COINEepPXUT IO MeHbmel Mepe 30% Macc. BOIH.

22. Crioco® COTJIaCHO JIodoMy nus nmn.l3-21, B KOTOPOM
Tpa”HyJIMpyRllass XUIKOCTE comepxuT oT 0,5 mo 40% Macc. CBA3YKRIEeIO
BemleCTBa, IIpM 5STOM YKasaHHOe CBA3YKIlee BeMeCTBO BHOpaHO U3
IPOM3BOOHEIX 11 eJIJIIJIO 31, Kpaxmala u IPOM3BOOHEIX Kpaxmaja,
IOJVMBUHUIIOBOTO CIMPTa, [NOJIUBMHUINMPPOJIMIOHa, aTapa, XeJlaTHHa,
TyapoBOM KameIu, TyMMHapadbuka, ajlbTMHaTa, [NOJIURTUIIEHTJIMKOJIILA,
TJIOKO3E, Caxapo3h, copbuTa UM MX KOMOMHAIIUMA.

23. Cnocob® 1o m.22, B KOTOPOM CBA3YKIEE BEeMeCTBO BEHOpPaHO U3
IIPOM3BOOHEIX L eJJII0JIO BH, IpeIBapUTEeNILHO XKeJIaTUHUPOBAHHOTO
Kpaxmaja, NOJIUBYHUIINMPPOJMIOHA M MX KOMOMHAIWUN.

24. Cnoco® mo m.23, B KOTOPOM IIPOMBBOLOHHE LE&JIJIJIOSE BEOPaHEH
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ns3 TUOPOKCUIIPOIIUIILLEJIJIIONO 31, TUOPOKCUD TUIILLEJIIIIJIO B,
TUOPOKCUME TUJILEJIJII0JIO 3H, TUOPOKCUIIPOIIMUIIME TUJILEJIJII0JIO 3H,
Me TUJILEJIJIIOJIO 3, D TUIILLEJIJIIONIO 35, KapBOOoKCHUME TUIIL e JIJTIOJIO 3H u UX
KOMOMHALMNN .

25. Cnoco6 corJjlacHo JobomMy mu3 0On.l3-24, B KOTOPOM CyXUe
BCTeTPOoJI-colepXamue TPaHyJIH ¥VMelT OOBLeMHHY MeIMaHHBM IMaMeTp B
omuanazoHe oT 100 mo 4000 MKM.

26. Cnoco® comjacHo JiwboMy M3 mmn.l3-25, B KOTOPOM OIHO WM

HeCKOJIBKO BCIIOMOT'aTeJIBHEIX BelleCTB IOJIA Ta@ﬂeTMpOBaHMFI BKJIKUYaeT

JakTo3y, MaHHUT, KCUJIUT, MUKPOKPUCTAJIJINUECKYIO L,eJIJIInJIO3Y,
Kpaxmall, HaTpuh KpOCKapMeJlJio3y, NOJIMBUHUIINIUPP OJIUIOH n X
KOMOMHALIUNA .

27. Cnoco6 corjacHo JKOOMYy M3 IMII.13-26, B KOTOPOM TBepOyK
eIVMHUIY  IOO3UPOBaHMA (QOPMyKRT MOyTeM OIpsAMOTO IIPeCCOBaHUA WM
KOMIIPECCUOHHOTO QOPMOBAHUS.

I[Io DOBepeHHOCTHU
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OTYET O TIATEHTHOM IIOUCKE OMEp eBpasHHCKOH 3asBKH:
(crarea 15(3) EATIK u npasuno 42 ITarenTtHo# HHCTPYKLHMH K
EAIIK) 202090984

A. KTACCU®UKAILIMSA TIPEAMETA W30BPETEHIL:
AGIK 9/20 (2006.01)

AGIK 31/565 (2006.01)

AG61P 15/18 (2006.01)

CornacHo MexaynapoaHoii narentHo#t kiraccudukanuu (MIIK)

b. OBJIACTD ITOUCKA:

[IpocMoTpenHas aokyMeHTal|s (CHCTeMa KIacCHUKALMH B HHAEKCE] MIIK)
A61K 9/00, 9/20, 31/00, 31/565, A61P 15/00, 15/18

OnekTpoHHas 6a3a JaHHBIX, HCIOIE30BABIIAACA NIPH NIOMCKE (Ha3BaHHUe 6a3bl H, €CIIH, BO3MOXHO, HCTIOJIE3YEMBIC NIOHCKOBBIE TEPMHHE)
EAPATIS, ESPACENET, GOOGLE, GOOGLE SCHOLAR, USPTO, REAXYS, EMBASE

B. TOKYMEHTDI, CYUNTAIOILIMECS PEJIEBAHTHBIMU

areropua* CCBUIKH Ha IOKYMEHTBI C yKa3aHHEM, Iie 3TO BO3MOKHO, PE/IeBAHTHEIX YacTel OtHocHTCS X NyHKTY Ne

Y US 2004/198671 A1 (BUNSCHOTEN EVERT JOHANNES, COELINGH BENNINK 1-28
HERMAN JAN TIJMEN, HOLINKA CHRISTIAN FRANZ, PANTARHEI BIOSCIENCE
B.V) 2004.10.07, crpanuna 37, [0145), npumep 9

Y US 2005/147670 A1 (IMPAX LABORATORIES INC) 2005.07.07, [0002], [001 1], [0015] 1-28
[0063 - 0064]

Y US 2011/025027 A1 (SHAKED ZE EV, ELGER WALTER, NICKISCH KLAUS) 2011.10.13, 1-28
[0004]

Y WO 2013/012326 A1 (PANTARHEI BIOSCIENCE BV, COELINGH BENNINK 1-28
HERMAN JAN TIJMEN) 2013.01.24, crparuna 7, crpoks ¢ 4 1o 9, dopmyna .

I:, TOCACAYIOMUE NOKYMEHTR! YKa3aHbl B IIPOAODKCHUH l

kT» - Gonee no3pHuit AOKYMEHT, OMyGIMKOBAHHEIH NIOC/E AATHI NPHOPHTETa H

* OcoBkIE KATErOPHH CCBUIONHBIX JOKYMEHTOB:
NPHBEJCHHEIN A/l NOHHMAHKA H306peTeHus

«A» - IOKYMEHT, ONpeACNAIOMHI 06 IHH ypOBEH) TEXHHKH

«D» - IOKYMEHT, IpHBE/ICHHEIA B CBPA3HACKOH 3a4BKE «X» - BOKYMEHT, nMelomui HanGoNce GU3KOE OTHOWIEHHE K TIPEMETY NOKCKA,
E» - Goree panHHi AOKYMEHT, HO ONyGIHKOBAHHBIH Ha JATY I0AAYH NopoyalHi HOBH3HY HIH H30GPCTATENLCKHH YPOBEHD, B3ATHIH B OTACTBHO-
ctH

CBPA3UICKOM 3aiBKH HIH NOCIE Hee

«O» - NOKYMEHT, OTHOCAIIMACA K YCTHOMY PACKpHITHIO, SKCIIOHHPO-
BaHHIO U T.A.

"P" - JOKYMEHT, OnyGITMKOBAHHEIN 0 JATHI NIOAAYH €BpasHiicKol

3aiBKH, HO NOCJIE ZaThl HCTIPAIIMBAEMOTO IPHOPHTETA"

<Y - OKYMEHT, HMeromuii HanGonce GIIHIKOE OTHOWIEHHE K NPEAMETY IIOUCKa,
nopovauui H306peTaTeNbCKHiA YPOBEHD B COMETAHHH C APYTHMH OKYMEH-
TaMH TOH XK€ KATETOpHH

«&» ~ NIOKYMEHT, ABNAIOLIMIACS NATCHTOM-aHAJIOTOM

«L» - NOKYMEHT, NPUBEACHHBII B IPYTHX LIEAX

aTa mpoBefieHns naTenTHoro moucka: 13/01/2021

VY10JTHOMOYEHHOE HLO: ‘ /
3aMecTHTENIs HAYaJIbHUKA V1IpaBieHHs SKCIEPTH3BI /
HauansHuk oTAENa XMMHH B MEAMLAHBL 7 2 A.B. Ye6Gan
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