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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
MOXOUT JUTS CYOJTMHTBAIEHOTO, OYKKAJIBHOTO I CYyOIa0HaIbHOTO BBEICHHUS.
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2420-563138EA/019
IVCIIEPTUMPYEMAS B IMOJIOCTU PTA EIMHMIA IOSUPOBAHNMA, COJIEPXAIAS
SCTETPOJIBHE KOMIIOHEHT

OBJIACTH M3OBPETEHNMA

HacTosamee wuz00peTeHMe OTHOCUTCS K IUCIEePIUMPYEMOM B II0JIOCTU
pTa TBepnoM dapMalleBTHMUECKOM eIMHUIle IO3UPOBaHMA C Maccou oT 30 mo
1000 MI', kKoOoTOpas COHOEPXKUT SCTETPOJILHEM KOMIIOHEHT B KOJIMUECTBE IIO
MeHbmer Mepe 0,1 MI', UM YyKas3aHHBNM KOMIOHEHT BHOpaH M3 SCTeTpoJia,
CJIOXHEIX 920MPOB DCTeTpojla M UX KoMOuMHauui. Takasd TBepmas eIMHMIA
OO3UPOBAHUSA COCTOUT US3:

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

- OOHOTO W HEeCKOJIbKUX bapMalleBTHUYE CKU [IpVeMJIEMEIX
VHTPeIVNEeHTOB B KoJM4UecTBe oT 75 mo 99,9% macc..

HacTosmee wm300peTeHMe TakXe OTHOCUTCH K CIOCO0Y IMIOJyUYeHUH
BHIIEYIIOMAHYTOM TBEPOOM E€OMHMUIE IO3MPOBAHMA.

KpomMe Toro, wm300peTeHMe OTHOCUTCA K IIPMMEHEeHMIO TBeplon
eIMHMLE OO3UPOBAHUA IJIS TEepaleBTUUeCKOTO JeUeHMs, ITOPMOHAJILHOM
3aMECTUTEJILHOM TepanMu Y XEeHIMH M IJId KOHTpaleluuy VYV XeHIVH, U
yKasaHHOe I[pMMeHeHMe BKJoUYaeT CyOIMHITBaJIbHOe, OyKKaJIbHOEe WU
cyBJyabuajibHOe BBeIeHMe STOM TBeploM eOMHMUE IO3UPOBaHUL.

[IPEOIIOCEIJIKM CO3IOAHMSI M3OBPE TEHUS

SCcTeTpoJl HOpelcTaBJIgeT CcoBOoM UYeJIOBEUEeCKMUM CTepoul, KOTOPHIM
BHpabaTHBaeTCSI UCKIIOUUTEJILHO BO BpeMs OepeMeHHOCTM B IIeUeHM ILJIona.
STOT NPUPOOHEM TOPMOH OHJI OOHapyXeH B Moue OepeMeHHEX XeHIUH B
1965 r. B ucciaenmoBauusax Diczfalusy u ero koJijier. IIo CBoelM CTPYKType
SCTETPOJI ABJIAETCH SCTPOTEHHBM CTEPOMIOM C UETHPBMSI I'MIPOKCUIILHEMU

IpylllaMM., 3CTEeTPOJI CHUHTEe3MPpYyeTCcd B I[IeUeHM IJIoOa M3 3CcTpaluojia u

5CTPMOJIa IIOCPEeOCTBOM IOBYX OQEpMeHTOB: 150-I'MOIpOKCHMIIa3E U 160-
TUOPOKCUIJIA3H. Illocjie POXIOeHUS I[IeUeHb HOBOPOXIEHHOT'O OBICTPO Tepser
CIIOCOBHOCTEL CHMHTE3MPOBATE SCTETPOJI, IIOCKOJBKY 5STM IOBa QepMeHTa
BoJiblle He SKCIPeCCUPYITCA.

SCTeTpOJI HollajaeT B MaTEPMHCKOE LMPKYJIATOPHOE PYCJIO UYepes
IJIalleHTYy M OOHapyXMBaeTCH B MaTEPMHCKOM MOUe yXe Ha HOeBATOM HeIelle

fepeMeHHOCT. BO BTOpPOM TpuMecTpe OepeMeHHOCTM OOJIbIoe CcomepXaHue



SCTEeTpOoJIa BHABJAOT B MATEePUMHCKOM ILJla3Me, I[IPpM 5STOM KOHIEeHTpaluusa
HEKOHBIOIMPOBAHHOTO 3CTETpOoJia IIOCTOSHHO BO3pacTaeT NIPpUOIIMU3UTEIBHO
o 1 uHr/Myu (> 3 HMOJIB/JI) B KOHIe OepeMeHHOCTH. Ou3MoJoTMUecKasd
GyHKLIMA BCTeTpoJla OO CHUX I[IOPp HEM3BEeCTHa. JOCTaTOUHO MUPOKO M3YUeHO
BO3MOXHOE MCIIOJIbE30BaHME BCTETpOoJla B KaueCTBe MapKepoB OJIarollojlyuus
miona. TeM He MeHee, 0Kas3aJloChb, UTO TaKOe MCIOJIbE30BaHME He
lHeJiecooBpasHo 0o IIpuurHe OOJILION M3MEeHUMBOCTM COINEPXaHUS DCTeTpoJla
B MaTepMHCKOM IIJlasMe BO BpeMsa OepeMeHHOCTM Kak IOJSI KaXIoIo
VMHIVBUOA, Tak UM MeXIy MHIUBUIAMA.

C 2001 roma OpOBOOMJIOCE TIATEJBHOE M3yUeHMEe BCTeTpoJla. bBUJIO
oBHapyXeHO, UTO IIPpM IIepopallIbHOM BBEIEHMM Ue&JIOBEeKY DCTeTPOJI
obJlamjaeT BHCOKOM UM IOO303aBUCHMOM DMOOOCTYIHOCTBLIO U MNPOIOJIKUTELHEM
KOHEUHEM I[IE€PMOIOM IIOJIYBHBEIEHMS, COCTABJIAKIMM IPUOIM3UTESIEHO 28
YacoB. Pe3yJIbTaTH MCCJIeOOBaHMsa In vitro mnokasaljM, YTO DCTEeTPOJI C

BLHICOKOM CeJIeKTMBHOCTBLIO CBA3EBAETCH C pelneliTopaMn SCTPOI'eHa, C
INpedllIouTUTEeJIEHEIM CBAS3SEIBaAHMEM C ERQ‘@OpMOﬁ peneriTopa, B OTJIMYME OT
SCTPOT'€eHOB OSTHMHIMIISCTpaIMOoJia U 17B—9CTpaHMOHa. HOIIOJIHUTEJILHO, B

OTJIMUYE OT 3TUMHUIISCTPAOMOJIa M OCOBEHHO B oTJuume oT 17B-scTpammnoa,
SCTETPOJI He CBA3HEBAETCA C IVIODYJIMHOM, CBAS3HBAKIUM I[IOJIOBEE I'OPMOHEI
(SHBG) M He cTUMyJMPYIT BhpaboTky SHBG in vitro.

CBOMCTBa 5CTeTpoJia Takxe OBUIM MCCJIelOBaHH In VIVO B Cepun
IIPOTHOCTUUECKMX BHCOKO HOOCTOBEPHEX (apMaKOJIOTMUECKMX  KPBICUMHEX
MOIeJAX. B BTUX MOOEJIAX SCTeTPOJI MNPOABJIAET SCTPOTeHHOe IeMCTBMEe Ha
MaTKy (M MMOMETPUM M DHIOOMETPHUM), BJIaTajulle, BJIMSAET Ha Maccy Tela,
KOCTHYI MaccCy, TIPOYHOCTL KOCTeM, Ha OBYyJAUMD (MHTUOMpPOBaHUE) U
BO3HUKHOBEHNE IIPUIIMBOB. Bce yKasaHHBE 5BOPeKTH DBCTeTpojia UMMenT
3aBUCHMMOCTE OT HOO3E C MaKCHMaJIBHEM 5S0deKTOM IIPpM CONOCTaBMMEIX
YPOBHAX OO3HL. K  youBJieHMDO, OBLIIO BEIABJIEHO, uTo S5CTETPOJI
IpeloTBpalaeT pPa3BUTUE ONYXOJM B MOIENIM ONYyXOJM MOJIOUHOM XeJle3H,
VMHIOIYUVMPOBAHHOM IOuMeTMJIOeH3aHTpalleHoM (IMEBA) B TakoM CTelNeHM M Ha
TaKoM YPOBHE IOO3H, KOTOPEE aHaJOTUUHE 30bexTy u nose
AHTUSCTPOTEHHOTO npenapatTa TaMOKCHUbeH u OBAPMUSKTOMUNA .
AHTUSCTPOTEHHE 5bbekT 5CcTeTpojla B HOPUCYTCTBUM 17B-3CcTpannoria

Takxe Habomajicd B MCCJIeNOoBaHMAX in VIitro C MCHOJIbL30BaHMEM PaKOBHX

KJIETOK MOJIOUHOM XeJIe3H ueJjloBeKa.



BykkaJIbHOE, CYOJIMHTBAJIbHOE MJIN cyBJjiabuajibHOe BBeIeHME
3CTeTpoJla YIOMMHAeTCsa B p4dOe IDaTeHTHHX 3asgBOK, B TOM UMCIEe B
3asBkax WO 2002/094275, WO 2002/094276, WO 2002/094278 wu WO
2003/018026. B oTuMx nOyoJaMKalMaxX He OIMCAaHH CcoIepXallle SCTeTPOJI
eIVHULIE OO3UPOBAHUA OJId OYKKaJBHOTO, CyOJIMHTBAJILHOTO W
cy6s1abrajibHOTO BBeIeHMUAd.

B =zasgBke WO 2010/033832 omnmcaHa IepopalibHas JeKapCTBeHHAS
bopma, comepxamasd DSCTPUOJIBHOE  COoeIMHeHMe ¥  papMalleBTUUECKU
IpUeMJIEMEI CBA3YIOIUM MaTeprall, M IPM KOHTaKTe C CJIOHOM B OYKKAaJILHOM
u/ CyOJIMHIBAJILHOM II0JIOCTHU us yKasaHHOM nepopaljibHOM
JIeKapCTBeHHOV QOPME BHICBOOOXIAETCS 10 MeHbIlel Mepe NPpUBJIM3UTEJILHO
90% SCTPUOJIBHOT'O  COEIMHEHMS 3a I[Iepuol BpPEeMeHM MeHee  UeM
npubims3nuTedbHo 300 cekyHI.

B maTeHTe CIIA 2007/286829 omnmMcaHa IepopajibHad TBeplad

JeKapCcTBeHHasa QGopMa C BOBMOXHOCTBI OOCTABKM DSTUHUIISCTpanmojyia ¢

YIIy4dIeHHOM OUMOIOCTYIIHOCTEI, npu 5TOM yKazaHHad TBepnad
JeKapCcTBeHHasa oOGopMa COOEpPXUT (I) npubimmsurensHo oT 0,5 MKD
OpUOIU3UTEJIEHO DO 50 MKI' »STHHWISCTpamuojsa u  (II) HoCUTedb,
YCUIIMBAKIUY  [IepopallbHYl  pPacTBOPMMOCTL, C IIOMOIBID  KOTOPOTO

OOCTUTaeTCsa IO MeHblel Mepe 15%-Hag abcopbumusa >TUHMISCTPaIMoJia
uepes CIM3UCTYID OOOJIOUKY I[IOJIOCTM pTa I[IpM [IepopalibHOM BBEeIEHUU
NauyeHTy YKasaHHOM TBepHOoM JIeKapCTBEHHOW GQOpPMEI BMeCTe C 2 YHUMAMU
BOOE WMJIM MeHbIIe.

B nareHTe CHIA 6117446 omomcaHa eIMHMIIA OO3UMPOBaAHMA IOJIA
BYKKaJbHOTO BBeIeHUS KOMOMHALMM CTEPOMOHEIX AaKTHBHEX BelecTB,
comepxallass I[IPeCcCOBaHHY TabjeTKy OuopasjlaraeMoI'o  IIOJIMMEPHOTO
HOCHUTEJIA ¥ TepalneBTUUeCkr 5>POeKTMBHOE KOJIMUECTBO aHIPOT'e€HHOTO
BelleCTBa, BHOPAHHOTO M3 TeCTOCTepPOHa M ero (apMaKOJIOTUUYEeCKU
IPMEMIIEMEIX CJIOXHHX D2QUMPOB, MNIPOTeCTHMHa WM 3CTpoTreHa. B IIpuMepax
ONIMCAaHE eIVHUIE OO3UMPOBaHMUA IJI4 OYKKAJBbHOTO IPUMEHEHWUS, KOTOPHE
[IoJIydyamnT I[IyTeM THaTeJIbHOTO CMENMBaAHMA CJIEeOyKRIMX KOMIIOHEHTOB:
SCTPOTEH, IPOTeCTUH, AHIPOTEHE, I[IOJMU3TUIIEHOKCHUI, KapboMep u
CTeapaT Mal'HUA. 3aTeM IIOJIYYEHHYI  CMEChH TPaHyJINPpYyRT  IIyTEM
TPaHYJAIMK C TIICEeBIOOXMXEHHEIM CJIOEM M IIOJIYUEeHHEM TakuM o0pasoM
TPaHyJIAT [IPecCcylT B TabJIeTKM.

B psAme MaTeHTHHX OyOJIMKaLUMM OHJIM OINMCAaHH coIepXxalye SCTeTpPOoJI



eOVHULE OO3MPOBaHUA OJIA IIepOpalJibHOI'O I[IPUMEHeHU .

B 3asBke WO 2002/094276 omnmcaHa dapMmalleBTUUeCKas KOMIIO3ULIN A
IJIS IIPpMMEHeHMs B Cclnocobe TOPMOHAJIBHOM 3aMeCTUTeJIBHOM Tepaluu, U
YKa3aHHEM CIOCOO BKJIIOUAEeT BeleHMe HyXIaKlleMycd B TaKOM JIeUeHUU
JeJioBeky HSO0OeKTMBHOTO KOJIMUEeCTBa HBCTeTpoJa, IIpM STOM YyKas3aHHad
KOMIIOBULIMA NPaKTUUEeCKM He COHNEPXMUT NpoTrecTal'eH MM aHTUIPOTeCTHUH.
B s3agBke WO 2002/094276 omnmcaHo IoJydeHMe TabJIeTOK 5BCcTeTpojla C

Maccom 185 mMr, comepxamux 1,5 M scTeTpoja, Ha OCHOBe cJenywlen

KOMITO 3UILIUN :
MT

SCTeTPoJI 1,5
[MoMuBUHWINMPPpoJMOoH (Kollidon 25® ex BASF) 12,5
JlakTo3a 135,795
MUKpOKpUCTaJIMYecKkad lejunososa (Avicel PH 101 ®) 26,25
IyMuepus HajbMUTOCTeapaT (Precirol ®) 2,775
Be3BOOHEI KOJIJIOMIHEM IOMOKCUI KpeMmHMA (Aerosil 200 ®) 1,0
KpocrnoBumoH (Polyplasdone XL ®) 4,0
Kpacuresb 0,18

B 3zasBke WO 2002/094275 onmucaHo TIIPMMEHeHMe BCTeTpoJia B
criocoBe TOBHIMEHUSA JUOUIO Yy JKeHIMHE, IIPpM BTOM YyKasaHHBEM CIocof
BKJIIOUAeT BReIeHMe YyKasaHHOM XeHmyHe 5OOEeKTHUBHOTO KOJMUUECTRBA
3CTeTpoJla. B kKauecTBe MNOOXOOAmMEero crnocobta BBeIeHMSI yKasaHOo
IepopallbHOEe BBeleHMe. B IaHHOM IaTeHTHOM 3adBKe OoIMcaHa Ta Xe caMasd
TabJleTKa SCTeTpoJla, Kak M B 3agdBke WO 2002/094276.

B 3asBke WO 2002/094279 omnmMcaHo TIIPMMEHeHMEe BCTeTpoJila B
KauecTBe crnocoba KOHTpallelUUM y CaMOK MIeKONUTAKMMUX, ¥ yKa3aHHHM
crioco6 BKJOUaeT IlepopalJlbHOEe BBelleHMe YKa3aHHOT'O DBCTPOTeHHOTO
KOMIIOHEHTa M I[IpOoTl'eCTal'eHHOT'O KOMIIOHEHTa CcaMKaM C pPelpOoIyKTMBHEM
[IOTEeHUMAJIOM B KOJMUUYEeCTBe, 5BOQEeKTUBHOM IJIS MHIUOUPOBAHUS OBYJISALIUN.
B ykKa3aHHOM MeXIYyHapOIHOM MaTeHTHOM 3adBKe OIMCaHa cCJenywmas

KOMIIO3UILIMA IOJ8 Tab®JleTKM BCTeTpoJa Maccou 185 wmr:

MT

SCTeTPoJI 1,5

JleBOoHOpPTecCcTpel 0,15




MommBUHMINIUPPOJIMAOH (Kollidon 25® ot dupmm BASFE) 13,5
JlakTo3a 135,645
MUKpOKpUCTaJIMYecKkad Leunososza (Avicel PH 101 ®) 26,25
Iynuepus najlbMUTOCTeapaT (Precirol ®) 2,775

Be3BOOHHIM KOJIJIOMOHHIM IMOKCUI KpeMHUS (Aerosil 200 ®) 1,0

KpocrnosunoH (Polyplasdone XL ®) 4,0

KpacureJib 0,18

B 3asBke WO 2003/041718 ommMcaHO IIpMMEHeHMe BCTeTpoJila B
criocobe TOPMOHAJILHOM BaMeCTUTeJIbHOM TepaluMu Yy MISKOIUTALIUX, U
YKasaHHBEM CHoCOo0 BKJOUaeT IepopallbHOe BBeIeHMe BCTeTPOJILHOTO U
IporecTareHHOT'O KOMIIOHEHTOB B OpPTaHu3M MJIIEKOIUTAKIMET O B
KOJIMYeCcTBe, 30PeKTMBHOM IJIS OPOQMIIAKTUKM WJIM JedeHUMS CUMITOMOB
TUIIODCTPOTeHeM M. B IaHHOM IIaTeHTHOM 3afBKe OIMcaHa Ta Xe camasd
TabJleTKka BCTeTpoJyila, Kak M B 3agBke WO 2002/094279.

B 3zasBke WO 2007/081206 omnmucaHo TIpMMEHeHMEe BSCTeTpoJia B
criocobe JledeHMSI OCTPOTO COCYIOMCTOIO PacCTPOMCTBAa Yy MIEKONMTaKmeIro,
¥ yKasaHHBM CcIooco® BRJKKUAET IIepopalibHOe BBeIdeHMe VYKa3aHHOMY
MJIeKOIMTaKIeMy , pu HeoOXOoOMUMMOCTH, 20DEeKTUBHOTO KOJIMUeCTRa
3CTeTpoJla. B yKasaHHOM IIaTeHTHOM 3asBKe ONMCAaHO IIOJIYUeHME TBepIhIX
KeJIaTMHOBEIX KallCcyJl, comepxamux 100 MI acTeTpojia UM 25 MI' cuiimeHadwuia
IMTpaTa B KaxIoM KalcyJe.

B sagBke WO 2008/156365 omomMcaHo IIpMMeHeHMe DBCTeTpojla B
JIeUeHUM CHHIpOMa acIupaluuy MekoHMsa (MAS) Yy HOBOPOXIEHHOTO, U
yKa3aHHOe JleueHMe BKJIOUaeT BBeleHMe 52OPeKTUMBHOTO KOJIMUECTBA
SCTPpoTeHa yKas3aHHOMY HOBOPOXIESHHOMY B TeueHMe 7 OHeM IIocjie POIOoB.
B 2ToM MexXIyHapOIHOM I[IaTeHTHOM 3adBKe OIMCcaH CYINO3UTOPUNM OJId
IpUMeHeHUSI Y HOBOPOXIEHHHX, CcoIepXalMy I[I0 MeHbllel Mepe 1 MKT
SCTpOoTeHa, ¥ YKa3aHHHM CYINO3UTOPUNM OOMNOJHUTEJLHO OTJIMYaeTCcs
MaKCUMaJIbHEIM OMaMeTpoM MeHee 10 MM ¥ Maccowm MeHee 0,5 1.
Conepxammeecsa B CYIIO3UTOPUM BCIOMOTATEJIEHOE BEMECTBO MOXET MVMETH
OCHOBY M3 JIMIOMIHOTO MaTepualla, KOTOPHM IJIaBUTCHA IIPM TeMlIepaType
Tejla MJIM MOXeT MMEeTh OCHOBY M3 I'MOPOOMILHOTO KOMIIOHEHTa, KOTOPHM
PacTBOpPAETCd MM pas3pylaeTcsa IpUM KOHTaKTe C BOIOM.

CYIIHOCTE MBOBPE TEHUA

HacTosamee wu300peTeHVe OTHOCUTCH K IUCHEPTHPYEMOM B IIOJIOCTH



pTa TBepOoM OdapMalleBTUUECKOMW eOMHMIe »OO3MPOBAaHMA, CcoIOepxalemn
3CTEeTPOJIbLHEM KOMIIOHEHT . B BOOHOM Cpene BSCTETPOJI OBICTPO
BHICBOOOXIOaeTCad M3 eIVMHMUIE DO3MpOoBaHMUA. TBephasd elIVHMUIla OO3UMPOBaAHUA
IpocTa B MU3TOTOBJIEHUMM UM MIOeaJIbHO I[IOOXOIUT IJiA CyOJUMHIBAJBHOTO,
OYKKaJILHOTO MJIN cy6Js1abmnalJbHOT O BBeIOeHMd. [IpenMymeCcTBO u
CyOJIMHTBaJIbHOTO, ¥ TpPpaHCOYKKaAJbHOTO M CyOjabuajlbHOTO BBeIeHUA
COCTOMT B TOM, UTO SCTETPOJILHEM KOMIIOHEHT He OOJIKEH IIPOXOIUTL uepes
IMmeBapPUTEeJSIbHYID  CUCTeMy UM MOXHO  n30exaTb BIIMSHMSA  IIePBOTO
IPOXOXIEeHUS uUepes IIeueHb. KpoMe TOTO, IIPM TakKux crnocodax BBEOEHUS
obecreurMBaeTca OHCTPOe HavaJlo OelCTBUL.

TBepmas eOuMHMUIA OO3UPOBAHMSA COIJIACHO HACTOAMEMY W300peTeHUID
MMeeT Maccy B momanaszoHe oT 30 mo 1000 MT', COIEepXMUT IO MeHLIIeM Mepe
100 MKI' 5CTeTPOJILHOTO KOMIIOHEeHTAa, BEOPAHHOTO M3 2CTEeTpoJia, CJOXHHX
50UPOB 2CTeTpoJla M MX KoMOMHaLMV, M COCTOUT WU3:

- DBCTEeTPOJIEHEIX YacTull B KoJaumuecTeBe oT 0,1 mo 25% wMacc.,
comepxXamux 10 MeHblel Mepe 80% Macc. 2CTeTPOJILHOTO KOMIIOHEeHTa; U

- OIOHOTO VI HECKOJIbKMX bapMalleBTUUECKU IpMeMIIeMBIX
VHTPeIVNEeHTOB B KoJMUecTeBe oT 75 mo 99,9% wmacc..

STa TBeplad elMHMIAa HO3UPOBaAHMSA MOXET OHTH I[IOJIYUeHa CIIOCOO0oM,
BKJIOU AOIM :

- TOJIydeHMe DCTEeTPOJILHEX UYacTUll, COoIepXallMx DSCTeTPOJIbHHM
KOMIIOHEHT B KOJMUECTBe II0 MeHbmel Mepe 80% Macc. M MMelmrx OOBEeMHBIM
MeIMaHHBEM OMaMeTp OT 2 MKM OO0 50 MKM;

- CMemMBaHMEe BSCTEeTPOJILHEIX UYacTMUl, C OIHMM WM HEeCKOJIbKUMM
TPaHyJINPYIOMVMI BCIIOMOT aTeJIb HEIMIM BelleCcTBaMM nJis IOJIYUEeHMU S
TPaHyJupyeMo CMecu;

- CMelMBaHMe TPpaHyJIMpyeMOoM CcMecHu ¢ TPaHYJIMPYyRIel XUIKOCTLIO
OJI9 TIOJIYUYEHUS BCTEeTPOoJI-COoIepXalMx TpaHyJl, IIpM D2TOM YyKa3aHHAadg
TpaHyJMpyoMas XUIKOCTL COOEPXUT XUIKUM pacTBOPUTEJL B KOJIMUECTRBE
10 MeHbllel Mepe 60% Macc.;

- yIaJleHVe XUIKOTO PAacCTBOPUTEIS M3 BCTETPOJI-COoIepXallMxX I'PaHyJl
IOJIS TMOJIYYEHMSA CYXMX DCTETPOJI-COHNEepXallMxX T'paHyJl;

- Heo0A3aTeJIbHO, CMeNMBaHMEe D3TUX CYXMX TpPaHyJl C OIOHUM WM
HEeCKOJIbKMMMY BCIIOMOTATeJIbLHEIMM BelecTBaMM IJIA TabJleTUPOBAHUSA;, U

- dopMOBaHME CYyXUX TpPaHyJ MIM CMeCU U3 CYyXUX TpPaHyJ M OIOHOTO

MJinm HEeCKOJIBKUX BCIIOMOT'aTeJIbHEX BellleCTB OJIA Ta@HeTMpOBaHMF[ B



TBepIyln eIMHUILY IO3UPOBaHMA.

BHICTpOe U IOJIHOE PacCTBOPEHMEe SCTEeTPOJIbHOTO KOMIIOHEeHTAa B CJIHE
VMeeT BaXHoOe  3HaueHMe IJIS 200eKTMBHOM HOCTAaBKM YKa3aHHOTO
KOMIIOHEHTa TBeploy eOMHMIE »OO3MPOBaAHMA IIYTeM CyOJMHIBAJILHOTO,
OYKKaJILHOTO WM  CcyB0JlabMraJIbHOTO BBeIEeHUs. ABTOPH  HaCTOAWeT O
n300peTeHusa HeOXMIaHHO OOHAPYXUJIM, UTO SCTEeTPOJILHEM KOMIIOHEHT
BEICTPO BHICBODOXIAETCS UM IUCIEPTUPYETCS B CJIOHE M BCAaCHBaeTCad uepes
CIIUBUCTYID 00O0JIOUKY IIOJIOCTUM PTa, eCHIM DTOT KOMIOHEHT IIPUCYTCTBYET
B TBeplIOo¥ eIuHMIle IDOBUPOBAHMUS B BUIOE OUEeHbL MeJIKMX YacCTUII.

HacTosmee wmu300peTeHMe TakXe OTHOCUTCHS K CIOCO0Y IMOJyUYeHUS
BHIMIEYIIOMSAHYTOM TBepOOoM eOMHMIH HOO3UPOBAHMA, IIPM STOM YKa3aHHHM
crioco® BKJOUaAeT cJelyllye STarllbl:

- IOJIyYeHMe DCTeTPOJILHEX UYacTHull, coIepXalllMX SCTeTPOJIbHHM
KOMIIOHEHT B KOJMUEeCTBe II0 MeHblel Mepe 80% Macc., BLHOpPaHHHEM U3
3CTeTpoJla, CJOXHHX 20MPOB 2CTeTpoJa M MX KoMOMHaLMM, M YyKa3aHHHe
YaCcTHUUIH MMelT OOBeMHHY MeIVMaHHBM IMaMeTp OT 2 MKM Oo0 50 MKM;

- CMemMBaHMEe DSCTeTPOJILHEIX UYacTMUl, C OIHMM WM HeCKOJIbKUMU
TPaHyJIUPYMIVMA BCIIOMOT aTeJIb HEMIM BemecTBaMM i IOJIyUeHU S
TPaHyJIUPYEMOM CMeCH;

- CMellMBaHME TPaHYJIMPYEMOM CMeCHM C TpPaHyJIUPYKRIer XUIKOCTLIO
OJIg TIOJIyUYeHMS DCTeTpoJI-colepXallMx TI'paHyJ, IIpM D2TOM YyKa3aHHAad
TpaHyJupyomas XUIKOCTE COIEPXUT XUIKUNM pPacTBOPUTEJIL B KOJUUECTBE
10 MeHbllelr Mepe 60% Macc.;

- yoaJleHMe XUIKOT'O PACTBOPUTEJIS M3 BCTeTPOoJI-CcolepXalx T'paHyJ
IJISI TIOJIYUEHUS CYXUX DCTeTpoJI-coIepXamllxX TI'paHyl;

- Heo043aTeJIbHO, CMeNMBaHMe D2TUX CYXMX TPaHyJl C OIOHUM WM
HEeCKOJIbLKMMMY BCIIOMOTATeJILHEIMM BelleCTBaMM IJIS TadJleTUPOBAHUSA;, U

- dopMOBaHME CYXUX TPaHyJl MIM CMeCU M3 CYXMX TPaHyJl M OOHOTO
MM HEeCKOJIbKMX BCIOMOTAaTeJILHHX BemecTB IJia TabjJeTHupoBaHUA B
TBepIylD eIMHUIY IO3UPOBaHMUA.

[IPOMBBOACTRBO BCTETPOJI-COOepXalnx IPaHyJl TakKuM CIOCOOOM MOXHO
OCYMEeCTBJIATEL NOOXOOAMMM 00pasz3oM, HallpMuMep, B TPpaHyJIATope C BHECOKMM
yCUJIMeM CIOBUTa, TIpPaHyJaTope C HU3KMM YCUJIMEeM CIOBUIa WIXM B
TPaHyJIATOpe C ICEeBIOOXMKEHHEM CJIOEM.

KPATKOE OIIMCAHME oUTYP

Ha durype 1 mokasaHa cxema crocofa MNPOM3BONCTBA, IPUMMEHIEeMOTO



B IpuMepe 4.

[IOOPOEHOE OIIMCAHME WN3OBEPETEHNSA

B IIepBOM acriekTe HacTodmee nzobpeTeHne OTHOCUTCSA K
OVCIEePTVPYEMOM B TIIOJIOCTM pPTa TBeplo OGapMalleBTUUECKOM eIVHUIE
OO3UPOBaHMA, uMewnmeyr maccy oT 30 mo 1000 M, M yka3aHHas eouHHUIA
OO3MPOBAHUA COCTOUT WU3:

— DBCTeTPOJIBHEIX YacTull B KoJuuecTBe oT 0,1 mo 25% wmacc.,
comepXalux SCTEeTPOJILHEIM KOMIIOHEHT B KOJMUeCTBe II0 MeHbllell Mepe 80%
Macc., BHOpPaHHBEM M3 DSCTeTpoJla, CJOXHHEX 5SOMPOB BCTeTpojla U UX
KoMOMHaLUM,; U

- OIOHOTO W HEeCKOJIbKUX bapMalleBTUUECKU IpMeMIIeMBIX
VHTPeIVNeHTOB B KoJMuecTBe oT 75 mo 99,9% macc.;

IpM 2TOM TBepIasd eIMHMIa IO3UPOBAHUSA COOEPXUT 10 MeHbIlel Mepe
100 MKI' BCTEeTPOJIBHOT'O KOMIIOHEHTA ;

M IOpM S2TOM TBeplasa elIMHMIAa OO3MPOBaHMA MOXeT OBTL I[IoJIyueHa
crioco6oM, BKJIIOUAKINM :

- IIOJIyUeHMe DCTEeTPOJILHEIX UYacTHull, CcoIepXallMX SCTeTPOJIbLHHM
KOMIIOHEHT B KOJMUEeCTBe II0 MeHbmel Mepe 80% wMacc., ¥ VMeIUX
OOBEeMHE MeIMaHHBM OMaMeTp 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
IOJIS  TIOJIYUEeHUS DCTeTpoJI-coIepXalmx I'paHyJ, IIpM 5STOM YyKa3aHHasd
TpaHyJupyolas XUIKOCTL COOEPXUT XUIKUM pacTBOPUTEJIL B KOJIUUECTRBE
10 MeHbllel Mepe 60% Macc.;

- yoaJleHre XUIKOTO PAaCTBOPUTEJIA M3 2CTeTpoJi-colepXalux IT'paHyJ
IJIS TIOJIYUEeHUS CYXUX DCTeTpoJI-coIepXallx TI'paHyl;

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

- dopMOBaHME CYXUX TpPaHyJl MIM CMeCUu M3 CYXMX TPaHyJl M OOHOTO
MM HEeCKOJIbKMX BCIOMOTAaTeJILHHX BemecTB IJia TabjJeTHupoBaHUA B
TRBepIyl eIMHUILY IO3UPOBaHMA.

Vcrosb3yeMel B M300peTeHUM TepMMH «B3CTeTpPOJI» OTHOCUTCH K

1,3,5(10) -scrpaTrpues-3, 15a, 16a, 1 7-TeTpoiy WA 150-



TUOIPOKCUSCTPUOJY, a Takke K TuUIpaTaM 5SCcTeTpoja, HalpuMmep, K
2CTETPOJIY MOHOTHIPATY .

VICIIOJIE3YEME B M300pPEeTeHMM TepPMUH «OMCIeprupyeMas B II0OJIOCTU
pTa eOMHMIA IO3UPOBAHUA» OTHOCHMTCS K eIMHMIIAM HO3MPOBAaHMS, KOoTopasd
npenHas3HaUeHH OJIS OBCTPOM HOe3MHTeTpallMM B POTOBOM IIOJIOCTM IIPU
KOHTAKTEe CO CJIOHOM M IJIS paclpenesieHMsa SCTeTPOJIbHOTO KOMIIOHEHTa B
CJIOHEe, UTOOH YKasaHHBI KOMIIOHEHT MOI BCACHBATLCHA Uepes CIU3UCTYIO
0BO0OJIOUKY POTOBOM IIOJIOCTMU.

MCIIOJNIE3YEME B M300peTeHnNM TepMrH «dpapMalleBTUUEeCKU IIpUeMIIeMble
MHITPeOMeHTH» BKJIUaeT B cebg Kak odapMalleBTHUUECKM IpUeMIIeMbe
BCIIOMOTaTeJIbHEE BemecTBa, TaK ¥ UX dapMalleBTUUEeCKM aKTHUBHHEE
UHTPEeOneHTH, O TJINUHEE oT 3CTEeTPOJILHOTO KOMIIOHEHTa, uTo
OOIOJIHUTEJIEHO ONMCAHO HUMXEe.

VCIIOJNIE3YEME B M300PEeTEeHUM TEepMUH «CYOJIMHIBAJILHEILY OTHOCUTCH
K bapMaxKoJIoTHUUYE CKOMY Oy Tu BBeleHUd, IIOCPEeNCTBOM  KOTOPOTO
SCTEeTPOJILHEIM KOMIIOHEHT IUbOYHOIMPYeT B KPOBL Uepes TKaHb IO
ABEIKOM.

VCIIONIE3YEME B M300pPEeTeHUM TepMUH «OYKKAJBLHEM» OTHOCHUTCS K
bapMaKoJIOTUUECKOMY oy Tu BBeIeHU4d, IIOCPEenCTBOM KOTOPOTO
SCTEeTPOJIbHEM KOMIIOHEHT IMOOYHIMPYET B KPOBL Uepe3 TKaHb IIpellBepud
pTa, BHYyTpeHHeM o00JlacTM POTOBOM IMOJIOCTM MeXOy IIOKPpOBaMM MEeKU
(cmsucTag 000JIOUKa mMeKu) U 3ydamu/IecHaMu.

VCIoJIb3YyEeMEll B M300peTeHUM TepMUH «CyBJaduallbHEI» OTHOCUTCH
K bapMaKoJIOTHUUE CKOMY oy TH BBeleHUd, IIOCPEeNCTBOM  KOTOPOTO
SCTEeTPOJILHEN KOMIIOHEHT pasMellaeTcd MexIy I'yOoM M OeCHON.

VCIIONIE3YEME B M300peTeHUM TepMUH «TPaHyJIMPpOBaHMe», eCJM He
yKa3aHO WHOe, OTHOCUTCS K crnocody, C IIOMOIBID KOTOPOTO I[IOJYyYamnT
IIePBUUHLHE UYaCTHLHE IIOPOIKa, KOTOPHE NYyTeM anlesur ofpas3yiT OoJee
KPYIIHEE, COCTOAMMEe M3 MHOXEeCTBa UYacTHI SJIEeMEHTH, Ha3HBaeMbe
«KTpaHyJIaMU» .

VCIIOJNIE3YEME B M300pPeTeHUM TepPMUH «BCIOMOTATEeJIbHOE BelleCTBO
O0JI9 TadJeTUPOBAHMA» OTHOCUTCA K dapMaleBTUUECKUM IIpHeMJIeMOMYy
BCIIOMOTATEJILHOMY BEIeCTBY, KOTOpoe MOXeT OHBTL MCIOJIL30BaHO IIPHU
IPOU3BOOCTBE TBEPIHX eIMHMII OO3MPOBAHUA, TaKUX Kak TadJIeTKM.

EcJM He YyKasaHO MHOe, BCe IMPOlLEeHTHHEe 3HaueHMS, YyKa3aHHHE B

MBO@peTeHMM, OTHOCATCA K IIPOLEHTHOMY COIOEPXaHMI IIO MacCoBOM IOJIE.
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[lpyMepsl TBEPIOHX EOMHMUIL OO3UPOBAHMSA, OXBaATHBAEMEIX HAaCTOAMUM
n300peTEeHUEM, BKJIKUAKT TabJeTKH, opaxe, NacTUJIKM M ILJIEHKU.
CorJjiacHO NpenlnouTUTeJIbHOMY BapMaHTy OCYIeCTBJIEHUH, enVHUIIa
OO3UPOBaAHMUA npencraBisgeT cobom TabJIeTKY, " HamboJiee
NPenlouTUTEeNIbHO MIpelcTaBJisgeT cofo¥ MNpecCOoBaHHYI TadJleTKy.

Macca TBepIOM eIMHMIE OO3MPOBaHMA OOBMUHO cocTaBJygeT oT 40 1o
500 w™mr, OoJjiee mOpepmpmnouTuTesJibHO oT 50 mo 300 M, wu HaumboJee
opennouyTuTeJibHo oT 70 mo 150 wMr.

TBepmasa enMHUIIa OO3UPOBaAHUS IpenIouTUTEeJIbHO COOEepPXUT
SCTEeTPOJILHEM KOMIIOHEHT B KOJIMUeCTBe IO MeHbIlel Mepe 1% Mmacc., BoJiee
IpenrnouTUTeJIbHO OT 2 1o 25% Macc., M HauboJiee MNPenlouTUTEJIBHO OT
2,2 mo 15% macc..

KomMuecTBO SCTEeTPOJILHOTO KOMIIOHEHTa, coIepXamerocsd B TBeplIon
eNVHHUIE IOO3UMPOBAHMA, IIPEOIoOUYTUTEJIEHO HaxXOIMTCH B IManaszoHe oT 0,3
no 100 wmr, ©OoJiee mnpemnouTuTesibHO oT 0,5 mo 40 Mr, wm HauboJiee
npennouTmuresibHO oT 1 mo 20 Mmr.

SCTEeTPOJILHEY  KOMIIOHEHT COoTJIacHO HacTOAmMEMY M300pPETEHU
OPenrnouTUTEeJIbHO BHOpaH M3 TPYIINBE, COCTOANEeN M3 2CTeTpoJla, CJOXHHX
50MPOB >3CTeTpoJia, IPpM 2TOM aToM BOOOPOIa IO MeHbLIeM Mepe OIHOM U3
TUOPOKCUJIBHEX TPYII 3aMelleH Ha alWJIbHEM YITJIEBOOOPOIHHEM palMKall
KapBOOoOHOBOM, CYJbOOHOBOM KUCJIIOTH MJIM CYJIbLOAMMHOBOM KMUCJIOTH, WMEIMMUN
or 1 mo 25 aToMOB yIJlepozma; ¥ UMx koMOuHauuyi. Eme GoJee
IPenrnouTUTeJIbHO, €eCJIM DSCTEeTPOJILHBEIM KOMIIOHEHT IIpelncTaBJigeT cobou
2CTEeTPOJI (B TOM umcie TUIOPaTH aCTeTpoJa) . HamboJjee
IpennouTUTeJIbHO, ecn comepxamuiica B enVHUILIE OO3UPOBaHUA
SCTEeTPOJILHEYM KOMIIOHEHT MNpelcTaBJisgseT cofo¥ MOHOTMIpPAT 2CTeTpoJia.

PasMep UYacTMl SCTeTpoJa B TBEepOOoM eIMHMIEe IO3UPOBAHUSI IOJIKEH
OBITEL MOIOXOOAMMUM OJIS OOCTMXEHMS DOCTAaTOUHOM adcopbluM 2CTeTPOJILHOTO
KOMITIOHEHTa rnocye CyOIMHTBaJILHOTO, TPpaHCOYKKAaJbHOTO VI
cy6JyabrajJbHOTO BBeldeHMSA. ICTeTPOJIbHHE UYacTUMLE B TBEePOOM eOMHUIE
OO3MPOBaHMA M (HEe3aBUCHMMO) 3CTETPOJIBHHE YAaCTMIE, WMCIOJb3YyeMBEe IIPU
VM3TOTOBJIEHUM TBEepPOOM eOMHMIH IJO3UPOBaHUA, IMIPEeOlNOUTUTEJILHO WMeT
0OBLEeMHEM MeOMaHHBEM OMaMeTp B IOMalas3oHe oT 3 MKM mo 35 MM, OoJiee
NIpenrnouTUTeJIbHO B OMana3oHe oT 4 MkKM 1o 25 MKM, U Haubojiee
[IPenlIouTUTeJIbHO B IOMalrlasoHe OT 5 MKM OO 15 MKM.

BCTeTpOHbeIe YaCTHUILEL B TBep,JIOfI eIrMHMIIe JO3MPOBaHMA "
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(He3aBUCHMO) BSCTEeTPOJIbHEE UYaCTMUH, MCIOJb3YEMEX IPM WM3TOTOBJIEHUNU
TRBEePpOOM eOMHUIH HO3UPOBaAHUSA, MNPEeNNOUTUTEJILHO CcomepXaT He 0oJjiee UueM
OTPpaHUUYEeHHOEe KOJMUYeCTBO YacCTUl, IIPpM STOM pa3Mep YacCTHUl [IPEBHIIAET
60 MxM. [IpennouTUTEeJIbHO, UTOOH He OoJjiee 10 00.% BCTETPOJIBHEX YaCTUL
uMeJm pasMep Oojiee 60 MM (Dgg), ©OoJiee NPenrnoudTUTEJIBHO, UYTOOH He
BoJjiee 5 00.% BCTETPOJIBHEIX YaCTHUL MMeJM pasMep dacTull Bojiee 60 MKM
(Dos) . Eme ©OoJiee NOpenlouTUTeJILHO, yTOoBE He 0Bojiee 10 06.%
BSCTETPOJIBHEX YacTull, uMeJu pas3MmMep 0Oojee 40 wmMrMm  (Dgo), ©OoJee
NPeOloUuTHUTEeNIbHO, UTOOH He OoJiee 5 00.% BCTeTPOJNILHHEX YacCTHUI VMEJU
pasMep uvacTul 6oJjiee 40 MM (Dos) .

PachopernejeHre IO pPasMepy BSBCTEeTPOJIBHEX YacCTUI M YacTUll U3
IPYTUX MaTepMraJioB, MCIOJbL3YeMEIXx B CHocofe 0 M300peTeHM, MOXHO
onpemeyiATE C TIIOMOWBK Jla3epHOM OUdpaKUMM NOOXOOAMMM OO0pasoM.
PachopeneleHre DCTETPOJILHHX UYacTHI I[IO0 pasMepaM YacCTUIl B TRepOou
eIMHUIIE NOBUPOBAHUA MOXHO ONPenesiATh NOOXOIAMMM 0O0pasoM C IIOMOIBLI
CIIEKTPOCKONINUECKHUX TEeXHOJIOTUHN, HanpuMep, KOMOVHAIIMOHHOTO
(PamMaHOBCKOT'O) paccesHud.

[IpeMymeCTBO TBEePOOM eOMHMIE »OO3UPOBaHMA I[IO HaCTOAlEeMYy
n300peTeHnud  COCTOUT B OEICTPOM  BHCBOOOXIEHUM  SCTEeTPOJIBHOTO
KOMIIOHEHTa IIpM BBeOeHMM eIOMHMIE IJO3MPOBaHMSA B I[IOJIOCTH pTa U
KOHTaKTe co CJIIOHOM . CKOpOCTH BEICBODOXIEHU I 5CTEeTPOJIEHOT'O
KOMIIOHEHTa U3 eOMHMIE »IO3UPOBaAHUA MOXHO OINpPenesiAiTh [IOOXONAMUM
ofpasoM C IIOMOMBI TecTa Ha PacTBOPMMOCTL, OIMCAHHOTO B pasmele
IPUMMEpPOB, WMJIM TecTa Ha paclamaeMOCTh B COOTBETCTBUM C EBpomneycKou
bapmaxomneerr Ph. Eur. 2.9.1 («PacnamaeMoCTb TableToOK UM KalCyJ») U
®apmakomneer CIA USP <701> («PacmalaeMOCTb»), KOTOPHE TaKXe ONMCaHH
B pasliesyle NPUMEPOB. IIpM MCIHTAaHYM Ha BHIEYNIOMAHYTYIRD PacTBOPUMOCTHL
13 TBEepIOW eIMHUIE IO3MPOBAaHUA IO HaCTOAMeMy W300peTeHUn OOBUHO
yepes 5 wMmMHYT BHCBOOOXIaeTCsa TIIO MeHbIeM Mepe 50%, BoJiee
ONpeONOoUTHUTENIbHO IO MeHbmel Mepe 70%, M Hambojee MNPEeANOUYTUTEJILHO IO
MeHbIeV Mepe 80% 2CTeTPOJIBHOTO KOMIIOHeHTa. OOHUHO IPM MCHHTAHUM Ha
BHIIEYIIOMAHYTYI paclaZaeMOCThk TBeplad eIuHMIa OO3MPOBAaHMA IO
HacTodAlleMy M300peTeHMK paspyllaeTCcsad B TeUeHMe MeHee uUueM 5 MMHYT,
BoJiee HOPedlNOUTUTEJILHO B TeueHMe MeHee 2 MMHYT, elle 0oJiee
IPeOlIOUTUTENIEHO, eCJM Oe3UHTeTrpalMsa IPOMCXOOUT MeHee uYeM 3a 1,5

MUHYTE, elle 0oJiee InpenlrioduyTrTeJIEHO B TeUeHMe MeHee 1 MVMHYTEL, €le
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BoJjiee TMIPennouTHUTEJILHO B TeueHue MeHee 45 cexkyHO, u HauboJee
OpPenrnouTUTeJIbHO B TeueHue MeHee 30 CeKyHI.

SCTeTpOoJIbHHE  YaCTUIIH, VCIIOJIb 3y eMEIe B TBepIOoV  edOVHUIE
OO3MPOBaHMA M B cHocobe IO M300peTeHMIo, NPellodTHUTEeJIbHO CcOoIepXaT
SCTETPOJILHEM KOMIIOHEHT B KOJMUECTBe II0 MeHbleM Mepe 90% wmacc.,
BoJiee MNPeOnouTUTEJIbHO, II0 MeHbmel Mepe 95% Macc. DCTeTPOJILHOTO
KOMIIOHEeHTa, U HauboJiee MNPenlouTUTeJILHO, II0 MeHblel Mmepe 99% macc.
BCTETPOJILHOTO KOMIIOHEHTaA . Kpome BCTEeTPOJILHOTO KOMIIOHEHTa,
SCTEeTPOJILHEE YaCcTULE MOTYT OO X0 I AMMM obpaszsoM comepXxaTh
bapMalleBTUUECKM IIpUeMJIeMble BCIOMOTAaTeJIbHEEe BellecTBa, KOTOPHEe
CIIOCOOCTBYIT OUCIEPCUM eOMHMIE JO3UPOBAHMSA, U PaCTBOPEHUID U
abcopbumuy 2CTEeTPOJILHOTO KOMIIOHEHTAa. I[IPMMEepPH TaKMxX BCIOMOT'aTeJIbHEBIX
BelleCTB BKJIOUAT I[IOBEPXHOCTHO-aKTUBHLEE BelleCTBa, COPaCTBOPUTEIIN,
yCcuamnTeJb abcopbliuu, cCcydeplelsuHTeIpUpyIIMe BemecTBa ¥ OydepHbe
BemecTRBa.

SCTeTpOJIbHEHE UYaCTHIH B eIVMHUIEe OO3UPOBAHUA OOBUHO COCTaBJIAKT
oT 0,5 oo 20% Macc. . BoJiee NpenrnouyTUTEeJIBHO, KOJIMYECTBO
SCTETPOJILHHX YacCTMl B eIMHMIle IO3UMPOBaHMA cocTaBageT oT 1 mo 18%
Macc., HamboJiee IPelNllouTUTeJIbHO OoT 5 mo 15% macc..

TBeplas eIMHMIIA HOO3UPOBAHMA TIIO HACTOAMEeMY M300peTeHU’o
IPeOlIOUTUTENIbHO comepxuT oT 50 mo 99,8% mMacc. BOOOPaCTBOPUMBIX
YTJIEBOOOB, BHOPAHHBX M3 MaJIbTO3H, OQPYKTOSBH, Caxapo3H, JaKTO3H,
TJIIOK O 3HI, TaJlJakKTO3H, TperaJio3H, KCHUIJIUTA, copbura, SpUTPUTA,
MaJibTUTa, MaHHUTA, M30MaJlbTa u ux KOMOUHALIUM . BoJee
OpennouTuTeJIbHEEe BOINOPACTBOPMMEIE VIJIEBOIOH BHOPAaHE M3 JIAKTO3H,
MaHHUTa, DSPUTPUTa U UX KoMOMHauuM. Eme ©OoJjiee OPedlouTUTeJIbHBIM
BOOOPACTBOPKUMEI  YIJIeBOI BHOpaH M3 MaHHUTAa, SPUTPUTA U UX
KoMOMHaluM. HauboJsiee NOPedlouTUTEJIbHEM BOOOPACTBOPUMEM YIJIEBOIOM
ABJISeTCA MaHHUT.

BoIopaCTBOPUMEM YTJIEBOI B eIMHMIE OO3UPOBaAHMUA MNPEeOloUTUTEJILHO
IPUCYTCTBYET B KpUCTaJIJIMueCKoOM bopme. CorJjacHo oIpyToMy
IpennouTUTeJIbHOMY BapMaHTy OCYMeCcTBJIeHMS, B eIMHHUIEe IO3UMPOBaHUA

comepxurca orT 0,1 mo 15% macc., OoJjiee npennodrTuTesbHO oT 0,2 OO

10% w~Macc. wm HauboJlee HOpennouTuTessHo oT 1 mo 5% mMacc.
Oe3MHTeIPUPYRILETO BelleCcTBa, BEHIOPAHHOTO nus MOIOUQUUMPOBAHHEIX

KpaxMalioB (Hampumep, HaTpMeBOM  COJM  kKapOOKCUMeTUJIKpaxMala) ,
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CHIMTOTO NOJUBUHUIINIMPPOJIMUIOHA, CHIMTOM KapMeJIJIO3H UM UMX KOMOMHALINU.

SCTeTPOJILHEE YaCTULEH IPUCYTCTBYIT B TRBepOOMn eIMHUILIE
OO3MPOBaHMA IO HaCTOodAlleMy M300peTeHUI B KaueCTBe KOMIIOHEHTA
TpaHyJl, B KOTOPHX HIOIOJIHUTEJILHO COHOEPXUTCHA OOHO WM HEeCKOJIBKO
TPaHyJIUPYIMUX BCIOMOTATEJIBHEX BelleCTB. B IIepopallbHOM eOMHMIIe
OO3MPOBAHUA CyxXMe SCTeTPpOoJI-CcomepXallMe I'paHyJIE OOBUHO COCTABJIAKT OT
20 mo 99, 9% Macc.. BoJjiee ONpenlouTUTEJIbBHO, OOJIS 2TUX T'PaHyJl OT MacCCH
IepopallIbHOM eOVHMUIH OO3UMpOoBaHMa cocTaBasgeT or 50 mo 99,8% macc.,
HauboJiee HNpPenrnouTuTelJIbHO oT 60 mo 99,7%.

OOBIUHO cyxue BCTeTPOJI-CcolepXalue TpaHyJH, B KOTOPHX
comepXaTCcs BCTeTPOJIbHEE YaCTHUIH, MMEeRT OOBLEeMHHM MeOMaHHBM IMaMeTp
or 100 mo 4000 wmxM, ©OoJee npepnouTmuTesJibHO oT 150 mo 1000 MM, M
HauboJiee HNpenrnodTuTelibHo oT 200 mo 600 MKM.

Cyxue DBCTeTpOJi-colepXale I'pPaHyJIEl OOHUHO CcomepXaT ONHO WK
HEeCKOJIbKO TPaHyJIUMPYKMMX BCIOMOTATeJIbHEX BEMeCTB B KoJudecTBe OT /0
no 95% mMacc. M 2CTeTPOJILHHM KOMIIOHEHT B KoJuuecTBe OoT 5 mo 30%
Macc.. BoJjiee OpellouTUTEJIEHO, eCJIM YIOMAHYTHE I'PaHyJiEl COOepXaT OT
75 oo 90% Macc. OOHOTO W HEeCKOJIbKUX TPaHYJINPYRIINX
BCIIOMOTaTeJIbHEX BemecTB M oT 10 pmo 25% Macc. DCTETPOJIBHOTO
KOMIIOHEHTaA.

IpyT'Me T'paHyJIUpyllie BCIOMOT'aTeJIbHEE BelleCTBa, KOTOPHBE MOXHO
nonxonmammuM ofpas30M BBOOUTE B COCTaB BCTeTPOJI-COmepXallMxX IT'paHyJl,
BKJIOYAT BOIOOPAaCTBOPYUMHE YTJIEBOIHL, pastaBUTe M/ HAIOJIHUT eJIU
(HamipuMep, coJm Kajabuusg, MUKPOKPUCTAJIIMUECKYIO LEeJJIJIo3Y) ,
CBA3YyHIMe BelleCTBa, Ie3UMHTeIpUpyllMe BellecTBa, MyKoaITl'€3MBHEE
BelleCTBa, apoMaTU3aTOpH, KpaCUuTellrM, BelleCTBa, criocof6CcTByRIMe
CKOJIBXEHMIO, CMasHBalMMe BemecTBa M MX KOMOMHALNWM.

Cyxue »BCTeTpOJi-CcomepXalle I'pPaHyJEl OIPeOIOUYTUTEJIEHO CcoOepXaT
BONOPACTBOPUMEHE YTJIEBOIH B KOJIMUECTBEe IO MeHbmelW Mepe 20% Macc.,
BoJjiee MOpPelNOUTHTENBHO IO MeHbIle Mepe 35% wMacc., ¥ Haubdojee
OpennouTUTeJIbHO IO MeHbmel Mepe 45% Macc., Kak yKas3aHO BHIIEe.

Cyxue BCTeTpOJi-CcolepXallle I'PaHyJE [IPenllouTUTEeJIBHO ComepXaT I10
MeHbIeV Mepe 30%, O6oJiee NPEeNNOUTUTEJILHO 110 MeHblel Mepe 40% wu
HanboJjlee MNPeONOUTUTEJILHO IO MeHblleM Mepe 50% BOIDOpacCTBOPUMEIX
YITJIEBOOOB IO OTHOMEHMIO K MacCe OOHOTO WMJIM HeCKOJbKMX IPaHyJINPYOIINX

BCIIOMOT'aTeJIbHEIX BeEIeCTB.
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Cyxue BCTeTpoJi-colepXamMe TpaHyJE OOHUHO COIOepXaT CBA3yKlee
BelmecTBO B kosimuecTBe oT O mo 20% Macc., Kak yKasaHO BHIIe. BoJlee
[IPenlouTUTEeJIbHO, YIIOMAHYTEE I'paHyJiel comepxaT oT 0,1 mo 15% macc.,
n BoJiee mnpenrnouruTesibHO oT 0,2 mo 10% Macc. CBA3YyKRIEIO BelleCTBa.

CoTJilacHO »OpyI'oMy IpPenloUTUTEeJIEHOMY BapMaHTy OCYIEeCTBJIEHUS,
cyxue BCTETPOJI-COomepXammue TPpaHyJEl  COOEepXaT Oe3MHTeTIpUpyKlee
BemecTBO B koJuuecTBe oT 0,1 mo 20% mMacc., O6oJiee HNpPennIoudTUTEJIbLHO
or 0,2 go 10% mMacc., kKaK ykKa3aHO BHIIe.

KpoMe cCcyxuUxX 5SCTeTpoJI-comepXalux IpaHyJl, TBeplas eIMHMUIA
OO3UPOBAHUSA II0 HACTOAmEeMYy MW300peTeHMIo MOXeT IIOOXOOANMM Oo0pa30oM
comepxaTk oT 0,1 mo 80% mMacc., O6oJiee npemnouTmuTesibHO oT 0,2 mo 50%
Macc., u HauboJlee NIpedlouTUTEeJIbEHO oT 0,3 oo 40% Macc.
BCIIOMOTATEJILHHX BEeMeCcTB IJS TadJleTUPOBaHMSA, BHOPaHHHX M3 JIAKTO3H,
MaHHMUTA, KCUJIMTa, MUKPOKPUCTAJIJIMUECKON  L1eJLJIIJIOBH, Kpaxmala,
HaTPUM—-KPOCKaPMeJLJIO3H, INOJIMBUHUIINIMPPOJIUIOOHA UM MX  KOMOMHaLUN.
CorJjacHo OOHOMY ns3 ocoBeHHO IpPenrnouTUTeJIbHEX BapMaHTOB
OCyMeCTBJIEHMSA BCIOMOTATeJILHEE BemecTBa OJId TabJleTUPOBaAHUA CcoIepXaT
1o MeHBIIEN Mepe 50% Macc. MaHHMTA . CorJjiacHO OPpYyTOMY
IpPennouyTUTEeJIbLHOMY BapMaHTy OCYIeCTBJIEHU S, BCIIOMOT'aTeJIbHHE

BemecTea oJAd TabJleTUpOBaHUA COoOoepXaT IIo MeHbIIen Mepe 50% wmacc.

JIAKTO3H.

TBepnmasda eIHUIla OO3UPOBaHUSA MOXeT comepxartThb, TIOMMMO
SCTETPOJIEHOTO KOMIIOHEeHTa, OIOIMH M HEeCKOJILKO OIpyImUx
dpapMalleBTUUECKM AaKTUBHHX MVHIPEOIVUEHTOB. [lpyMepH  TaKUX OPYITUX

bapMalleBTUUECKNM aKTUBHEX MHIPEIVMEHTOB BKJIOUAKT CTEPOUIHEE I'OPMOHE.
Teepnas enquHMLLa OO3UPOBaHNSA 1o HacTodleMy M300peTeHUIO
OPenrnouTUTeJIbHO comepxuT oT 0,05 mo 10 Mr, OoJiee HNPpellloUdTUTEJIBHO
oT 0,1 oo 5 M OOHOTO NI HEeCKOJIBKUX IporeCTal'€HOE,
OPEenrIodTUTEJIEHO, COOEPXUT OIOMH WM HeCKOJIBKO I[Ipol'eCTal'eHOB,

BHIOPAHHBIX W3 CJIeOylmMX COeOVMHEeHUM: IMPOTeCTepOoH, JIeBOHOPTeCTpel,

HoprecCcTHMAaT, HOPSTUCTEPOH, HOPBTUCTEPOH alerarT (NETA) ,
OUOPOTeCTEPOH, OPOCIUPEHOH, 3-6eTa-TMIPOKCHUIE30TeCTpPe, 3-
KeToIe30TecTpell (= »ToHOTecTpeJ), l7-mealeTusl HoprecTumaT, 19-

HOPIIpOTreCTEepPOH, AlleTOKCHUIIPET'THEHOJIOH, aJlIJIMJISCTPEeHOJI, aHareCTOH,
XJIOPMaIMHOH, LIMITPOTEPOH, meMeIrecToH, mesorecTpel, IrMeHorecCcrT,

INTrmMoporecTepoH, OVMeTMCTEPOH, STMCTEPOH, STVMHOIONVMOJI IrmaneTaT,
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dToprecToOH auerar, TaCTPUHOH, IeCTOoEH, TeCTPUHOH,
TUIOPOKCUME TUIIIIPOT'€CTEPOH, TUIPOKCUIIPOTECTEPOH, JIMHECTPEHOJI (=
JIMHOBCTPEHOJ) , MeIpOoTreCTOH, MeIPOKCUIIPOTECTEPOH, MerecTpoJ,
MeJIEHT'eCTPOJI, HECTOPOH, HOMETeCTpOJI, HOMeTecTpoJi—aleTaT (NOMAC),
HOPATUHAPOH (= HOP®TUCTEPOH), HOPATUHOAPEJ, HOpTecTpes (BKJIWOUAET
D-Hoprecrpesr u DL-HOoprecTpel), HOPT'eCTPMUEHOH, HOPMETUCTEPOH,
IpOTeCTEepPOH, KBUHI'eCTaHOJI, (l7anpda) -17-rugpokcu—-1ll-mMmeTmyieH—-19-

HopnperHa-4, 15-gueH-20-MH-3-0H, THUOOJIOH, TpPMUMETIeCTOH, aJIbI'eCTOH

auneTodbeHUT, HeCTOpPOH, npoMeIrecTOH, CJIOXHEIE 2SQUPH 17-
TUIOIPOKCUIIPOTECTEPOHA, 19-sH0p-17-IMOPOKCUIIPOTECTEPOH, 17aneda-
STUHUII-TEeCTOCTEPOH, l7anpda-sTUHMUIBCTPAINOJI-19-HOpP—TEeCTOCTEPOH,

d-176eTa-aueTokcu-130era-sTmi—-17aneda-3TUHWUISCTPAOIUOJI-TOH—4—eH~
3-0H OKCMM M IIpOJIeKapCTBa YKa3aHHHX CcoeIuHeHUM. IIpellouTHuTeJILHO,
ecJaM OIMH WJIM HEeCKOJIbBKO IMIpoTrecTareHOB, MCHOJbL3YEeMEX COIJIacHO
HacToAmeMy  M300peTeHMo, BHOpPAaHE U3 TPYIIIIH, cocToqmen - U3
IporecTepoHa, Ies0TrecTpella, 2TOHOTecTpeJla, I'eCcToleHa, IMeHOoTecTa,
JIeBOHOpTecCTpesa, HOopTrecTHMaTa, HOpP®TUCTEpPOHAa, HOP2TUCTEPOH-
alnerarTa (NETA) , HOMETeCTpoJia, HOMEeTecTpoJla—-alleTaTa (NOMAC) ,
IPOCIIMPEeHOHa, TpMMeIreCcTOHa, HeCTOpOHa M IMApoI'eCcTepoHa.

TBeplas eIVHMIlA IO3UPOBAHMUSA COIJIACHO HACTOAMNEMY M300peTeHM’
IPpedloUTUTeNIbHO comepxuT oT 0,05 mo 100 Mmr, 6oJiee NPEenIOUTUTEJIBHO
or 0,1 mo 50 MI' OODHOT'O WMJIM HECKOJIEKMX AaHOPOTEHOR, IMIPEedlodTUTEeJILHO
OIOVH WMJIM HEeCKOJIbKO aHIPOTEeHOB, BHOPAHHHEX M3 CJIeOVIIMUX COeIVHEHUN:
TEeCTOCTEepPOH, IeruIposIMaHapocTepoH (IOI'SA), HOI'SA-cyabdaT (OI'SA-C),
CJIOXHEHE 5SOUPH TeCcToCTepoHa (HalpuMep, TeCcToCTepoHa YHIeKaHoaT,
TeCcTOCTepOHa MIPOIMOHAT, TeCTOCTepOoHa QeHMJIIPONMOHAT, TeCTOCTepoHa
n30TeKcaHoar, TeCcToCTepoHa SHaHTaT, TecTOCTepOoHa BykaHaT,

TeCTOCTEepPOHa IOeKaHOoOaT, TeCTOCTepPOHa OyLuMKJIaT) , MeTMJITECTOCTEPOH,

MeCTEePOJIOH, CTaHO30JI0JI, AHOPOCTEHONOH, IUTUIPOTECTOCTEPOH,
AHOPOCTEHONO, MEeTOHOJIOJM, biooKCHUMMeCTEepPOH, OKCHMECTEPOH,
MeTaHIOPOCTEHOJION, MENT (7Tanpda-MeTmII—-19-HOPTEeCTOCTEPOH) 7

IpoJleKkapCTBa yKaBaHHHEX coeIMHeHMM. Haubojiee NpellloUTUTEJILHO, eCJIM
OOVH WJIM HEeCKOJbKO aHIPOTeHOB BHOpPAaHE M3 TPYINIH, COCTOAmEN U3
TeCcTOoCTepoOHa, HOI'SA m MENT.

B OpyTOM acrnekTe HacTodllee M300peTeHMe OTHOCUTCHA K IIPUMEeHEHUIO

BB]IHeyKaBaHHOﬁ TBep,]IOﬁ SOVIHMIE OO3MPOBaHNMA IOJIA TepalleBTUUYeCKOTI'O
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JleueHMsa, OJS TOPMOHAaJILHOM 3aMeCTHUTEeJILHOM TepaluM VYV XeHIUH WU
KOHTpallellun v KeHIMH , u yKazaHHOe [IpMMeHeHNE BKJIIOUAET
cy®JIMHTBaJIbHOe, OyKKaJIbHOEe MJIM cyBJadualjlbHOE BBeIeHMe 2TOM eIMHMUIIE
OO3MPOBaHMA. IlIpUMepH  TepaleBTUUECKOTO JieueHu4d, I0JIS KOTOPOTO
IOoOXOOAmMM OO0pas30M MOXHO IPMMEHATH TBEPAYID €IMHUIY OO3UMPOBAHUA IIO
HacTodmeMy M300peTeHM0, BKJIOUAKT JieUueHMe OCTeOollopo3a U Tepalllio
IIPUKPHETKS SCTPOTeHaMM IIPM SHIOOMETPHO3e, PpakKe MOJIOUHOM XeJle3H WM
pake ImpencTaTeJIbHOM XeJie3bl. B COOTBETCTBUM C OIPeINOoUTUTEJIbLHBEM
BapMaHTOM OCYMeCTBJIeHUSS TBepIOasd eIVHUIla ITO3UPOBAHUSA IIPpUMEeHIeTCs
IJII TOPMOHAJILHOM BaMeCTUTEeJILHOM TepaluM Yy XeHIMH WM OJIS XeHCKOM
KOHTpAaleluun . HamboJiee NpedlouTUTEJILHO, TBeplad eOVHHUIIa
OO3UPOBAHUSA MIPUMeHSIeTCsa OJIS TOPMOHAJILHOM 3aMeCTUTEeJILHOM Tepaluu Y
KEeHIMH, B YaCTHOCTM, MOJAS JieUeHUd BYJLBOBATMHAJLHOM aTpoduM u/UIINU
Ba30MOTOPHEX CHMIITOMOB .

VcroJsib30BaHue TBepnon eIMHMILIEL OO3UPOBAHUSA oJisa
TepaleBTUUEeCKOTO JiIeueHMsa, OJIS TOPMOHAJILHOM 3aMeCTUTeJIbHOW Tepaluu
Y KeHMVH MJIM KOHTpAallelNlMM Yy KeHMMH OOHUHO BKJIUaeT CyOIMHIBaJlbHOE,
OyKKaJlbHOe MM CcyOJjabuallbHOE BBEIEHMEe eIVMHUIEB OO3UPOBaAHUSA C LEJB
OOCTVXEeHMS IO3H D2CTEeTPOJILHOTO KOMIIOHEeHTa IO MeHbmen Mepe 0,1 wmr,
BoJiee npennouruTesbHO oT 0,5 mo 100 M M HauboJjiee MNPEenIIoUTUTEJIBHO
or 1 mo 40 wmr.

s JledeHUA BYJIBBOBATMHAJBHOM aTpoduM eIMHMIY ITO3UPOBAHUSA
OPenrnouTuTeJIbHO BBOOAT B KOJMUECTBE, OOCTATOUHOM IJIS IOCTUMXEHUS
IOO3H BCTETPOJILHOTO KOMIIOHEeHTa II0 MeHbme wMepe 0,1 wMr. BoJlee
IpennouTuTeJILHO, BBOOMMA S enMHAIA OO3UPOBAHUSA COOEepPXUT
SCTEeTPOJILHEY KOMIIOHEHT B KOJMUeCcTBe II0 MeHbmel Mepe 0,5 wMT,
HauboJiee TMPEeOIoOUTUTEeJILHO I[I0 MeHbleM Mepe 1 M. IlpM JeueHUM
BYJILBOBATMHAJLHOM aTpoduM eOMHMIY HOO3UPOBAHUA IIPEeOIOUTUTEJILHO
BBOOAT B TaKOM KOJMYECTBe, UYTOOH TIIOJYYMTH HO3Y DS3CTETPOJIBHOTO
KOMIIOHeHTa He 06oJjiee 50 Mr, 0OoJiee MNIPellloOUTUTEJIBHO He 06oJjiee ueM 20
MI', ¥ HamuboJlee MNPenlouTUTEJILHO He O6oJiee ueMm 10 MT.

Oia JleyeHMSI Bas3OMOTOPHHX CHMMIITOMOB eIOMHMILY IO3UPOBaAHULI
OpennouTUTeJIbHO BBOOAT B KOJMUECTBE, OOCTATOUHOM IJS IOCTMXEHUSA
IOO3H BCTEeTPOJILHOTO KOMIIOHEHTa I[IO0 MeHbmen wMepe 0,2 wMr. BoJee
OpennouTUTeJILHO, OpM BBeIeHUM eIOMHMIE OO3MPOBAHMA  IIOJIyYaloT

KOJIMYeCTBO SCTETPOJIBHOI'O KOMIIOHEHTAa IIO MeHbIIen Mepe 1 MI', HauboJjiee
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OPenrnouTUTeJIbHO I10 MeHbIeM Mepe 2 MI'. [IpM JieueHUM Ba30MOTOPHHX
CUMMIITOMOB €IOMHMIY IO3MPOBaHMA MPEenloUTUTEJIEHO BBOOAT B TaKOM
KOJIMUEeCTBe, UYTOOH IIOJIYUUTH OO3Y SCTETPOJIBHOT'O KOMIIOHEHTAa He 0oJiee
100 wMr, OoJiee INPenlIoOUTUTEJILHO He ©Oojiee ueM 40 Mr m Haubojee
OPEennouTUTEJIbHO He OoJjiee ueM 20 MT.

OBLUHO YIIOMAHYTHE BUIH [IPUMEeHEHMS TBEPIOV eIMHMIIA IDO3MPOBAaHMUSA
BKJIOUAT BBeIOeHMe eOMHMUIE OO3UPOBaHMA OIMH pPa3 B OeHb B TeueHNe
Ieprola II0 MeHbIlel Mepe 1 HemeJio, 6oJlee MNPEelloUTHUTEJILHO I[I0 MeHbIeM
Mepe B TeueHMe 2 HeleJlb. B TeueHMe D2TUX [IepHMOOOB TBEePOYID eIVHUILY
OO3MPOBaAHUA MNPEedNOUTUTEJIbHO BBOIOAT TakuM oOpasoM, UYTOOH CYTOUHAaSA
0O03a SCTEeTPOJILHOT'O KOMIIOHEHTAa COCTaBJifjla 10 MeHbmel Mepe 0,05 mr,
BoJiee mnpenmnoutTuTesbHO oT 0,1 mo 40 M m HauboJiee MNPEenIoUYTUTEJILHO
or 0,2 mo 20 wmr.

IOj1g JledeHMsa BYJILBOBATMHAJILHOM aTpodUM eIVMHUIY ITO3UPOBAHUI
OPennouTUTeJIbHO BBOOAT IJISA OOCTWXEHMS CYTOUHOM IO3H S5CTETPOJIBHOTO
KOMIIOHEeHTa I10 MeHbmel wMmepe 0,1 Mr. Bojlee OpeldlloUTUTEJILHO, eCJIM
eOVHUILY OO3UPOBAHUSA BBOIOAT oJis OOCTIMXEeHN S CYTOUHOM IOO3H
DCTETPOJIBHOTO KOMIIOHEHTAa oT 0,5 oo 20 MT, u HauboJiee
[IpenrnouTuTeJIbHasg CyTOUHasa Jo3a BCTEeTPOJIEHOT'O KOMIIOHEHTAa COCTAaBJISAET
or 1 mo 10 wmr.

Iig  JledeHMS  Ba30MOTOPHBEIX CHMMIITOMOB e€IMHUIY HOO3UPOBaHUSA
NPenlouTUTEeNIbHO BBOIAT OJIS HOCTUMXEHMS CYTOUHOW IO3H SCTETPOJIBHOTO
KOMIIOHEeHTa I10 MeHbmel Mepe 0,2 MI'. BoJjlee OPellIouTHUTEJILHO, eCJIM
eOVHUILY OO3UPOBaHUSA BBOIOAT oJIis OOCTIMKEeHM S CYTOUHOM IOO3H
SCTEeTPOJILHOTO KOMIIOHeHTa OoT 1 mo 40 Mr, m HamuboJiee NpenlouTUuTeJIbHas
CyTOUHad Ho03a BCTEeTPOJIBHOTO KOMIIOHEeHTa cocTaBJsgeT oT 2 pmo 20 wmr.

Eme B OODHOM acCIeKTe HacTodlee M300peTeHMe OTHOCUTCS K CIocody
IOJIYUEeHMS TBEepOOM eIVMHUIE IO3UPOBaHMA, OIMCAaHHOM B UM300peTeHUM
BHIlE, IIPM 2TOM YVKa3aHHHM CIOCOD BRJUAET CJelyiomye 2TAallb:

- IOJIydYeHMe DCTeTPOJILHEX UYacTHull, CcoIepXalllMX SCTeTPOJIbLHEM
KOMIIOHEHT B KOJMUEeCTBe II0 MeHbmel Mepe 80% Macc., BHOPaHHEM U3
3CTEeTpoJla, CJOXHHX 20UPOB 2CTeTpoJa M UX KoMOMHaluM, U OOBeMHHM
MeOMaHHBEM IMaMeTp YKa3aHHBX YacTMIl CcocTaBJgeT oT 2 MKM mo 50 MKM;

- CMelMBaHMe DBCTEeTPOJIBHEX YacTUl, C OIOHMM WM HEeCKOJIbKVMU
T'PaHyJIUPYRILVMA BCIIOMOT'aTeJIbHEMUA BeleCcTBaMun oJIs [IOJIYyUYEeHU A

TPaHyJIUPYEMOM CMeCH;
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- CMemMrBaHMe TpPaHyJIuMpyeMo¥ CcMecu IJa C TpaHyJIrpyolen
XUOKOCTBLID IJIA TIOJIYUEeHMSA SCTeTpoJi-colepXalMx TpaHyJ, IIpU D2TOM
yKasaHHad TpaHyJdupyomasd XUIKOCTE COOEPXUT XUIKUM PacTBOPUTEJIL B
KOJIMUEeCTBE IO MeHbmey Mepe 60% Macc.;

- yaoaJjleHMe XUIOKOT'O PAaCTBOPUTEJIA M3 BCTEeTPOJI-COolepXallMx I'PaHyJ
OJIS TIOJIydeHUSd CYyXUX DCTeTpoJI-COoIepXallMxX I'paHyJl;

- Heo0g3aTeJIbHO, CMeNMBAaHME DBTUX CYXMX TPaHyJl C OIOHUM WJIMU
HEeCKOJIbLKMMMY BCIIOMOT'AaTeJIbHEIMM BelleCTBaMM IJIS TadJIeTUPOBAHUS;, U

- dopMOBaHME CYXUX TPaHyJl MIM CMeCU M3 CYXUX TPaHyJl U OIOHOTO
MM HEeCKOJIbKMX BCIOMOTAaTeJIbHHX BelecTB IJia TabjeTHupoBaHUA B
TRBepIYyD eIMHUIY IO3UPOBaHMA.

B crnocobe 1o mM300peTeHMID TPaHyJIMPYyeMyld CMeCh IPeOloUTUTEeJILHO
noJydanT OyTeM O00belIVMHEeHMA DSCTeTPOJIBHHX UYacTUI C OIHMM WM
HECKOJIbKMMY TI'PaHyJIMPYIRIUMY BCIOMOTATEJILHEIMM BelleCTBaMM B MacCOBOM
COOTHOIEHMN, KOTOPOEe HaxXxOoOMUTCHd B IOuanazoHe oT 1:2 mo 1:1000, OoJee
NpenrnouTUTeJIbHO B IMalas3oHe o7 1:3 1mo 1:100, u HambdoJjee
OPenrIouTUTeJIbHO B OuanasoHe oT 1:4 mo 1:10.

OOHO WJIM HECKOJBKO TPaHyJIUMPYIRIMX BCIOMOTAaTeJILHEIX BeMecTB,
VICIIOJIb 3y EMEIX OJId IPUTOTOBJIEHMNSA TpaHyJIUpyeMom cMecHu,

INpenliodyTrTeJIbHO  BKJIOWaeT BOHOpaCTBOpMBM:Iﬁ yoJjieeono, KakK YKas3aHO

BeIe. IIpedanouTUTeJIbHO KOJMUEeCTBO YKa3aHHOTO BOIOPACTBOPUMOTO
yTJleRona cocTaBJIgeT 1o MeHbInen Mepe 50% Macc., BoJiee
IpeniIouTUTeJIbHO 10 MeHLIIen Mepe c0% Macc., u HauboJiee

OPenrnouTUTeJIbHO 10 MeHbmel Mepe 80% OT MACCH OIOHOTO MJIM HECKOJIbLKUX
TPaHYJIMPYIYX BCIOMOT'aTeJILHEX BellecTB.

OOHO WMJM HECKOJIBKO TPaHYJMPYIINUX BCIOMOTATEJIbHHX BeNeCcTB B
TPaHyJMPYyeMOM CMeCH IMIPeOlouTUMTeJIbHO BRJIOUAeT CBA3YKIee BEMeCTBO B
koanuecTBe oT 0,1 mo 20% Macc., 0Ooyee npennoururenasHo oT 0,15 1mo
10% macc., m HauboJjiee mnpennodyruressHO oT 0,2 mo 5,0% macc., Kak
yKasaHO BHIe; BCe IMIPOlLeHTHEEe 3HaueHMsS PacCUMTHBALTCS IO Macce
TpaHyJIupyeMol CMecCHu.

OOHO WMJIM HECKOJIBKO TIPaHYJIMPYIIMX BCIOMOTAaTEeJIbHEX BemeCTB B
TpaHyJInpyeMomn cMecHu MOXeET IIOOXO I AMMM obpasoM BKJIIOUATEH
Ie3MHTeTpUpyllee BemecTBO, Kak YyKa3aHO BHMe. [IpedlouTUTeJIbHO,
KOJIMUECTBO STOTO OEe3MHTEeTrpHpyKMeTro BelmecTBa cocTabBiasgeT oT 0,1 1o

20% wMacc., BoJjiee npempnouTuTesibHOo oT 0,2 mo 10% oOT MacchH
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TpPaHyJIMpPyeMOM CMecCHu.

ScTeTposi-colepXallMe TpPaHyJE OPeIlOUTUTEJIEHO [IOoJIydalT IyTeM
CMellMBaHMSA TpPaHyJIUMpyeMOM CMecCHu C TIpaHyIupyomer XKUIKOCTBI B
MaCcCOBOM COOTHOWEHNM, KOTOPpOEe HaxoIMTcd B OuanasoHe oT 0,5:1 1o
20:1. Ewme OoJiee MNpPedlOUYTUTEJILHO, eCJM TI'paHyJupyeMasa CMeCb U
TpaHyupyolasa XUIOKOCTb CMeMaHH B MaCCOBOM COOTHOIEHUM, KOTOpoe
HaxoomuTcsa B mOmarnaszoHe oT 0,8:1 mo 12:1, eme 06oJee MNPEeONIOUTUTEJILHEIM
ovaras3oH cocTaBjsgeT oT 1:1 mo 10:1, u HauboJiee MNPEeOlOUTUTEJILHBN
oMarnasoH cocTaBjsgerT oT 1,5:1 gnmo b5:1. BrmeykazaHHOe MacCCOBoOe
COOTHOIEeHrE paccunTHBaeTCH, ncxonsa ns ofmero KOJIMUeCTRa
TpaHyJIMpyeMoM CMeCH U TpaHyJIUPYKIeN XUIKOCTM, MCIOJIbE3YyeMOTO IIpH
WM3TOTOBJIEHUN CYXUX B3CTEeTPOJI-COoIepXallx T'paHyJl.

ScTeTposi-CcolepXalMe TpPaHyJH OPellNOoUTUTENIBHO [IOoJIydalT IyTeM
CMemlMBaHMSA TpPaHyJIMpyeMOM CMecCu C TpaHyIupyome’ XUIKOCTBI B
TpaHyJIATOpe C BHCOKMM YCUJIMEM CIBUTA, ITPaHyJIATOpe C HU3KUM yCUIIMEM
CIBMTA WJIM B TPaHyJATOpe C TICEeBOOOXMXKeHHEM CcJoeM. HauboJiee
IPeONOUTHUTENIbLHEIM fABJISETCA M3TOTORJIEHMEe TpPaHyJ B TpaHyJIaTope C
HUBKMM YCUJIMEeM COBUTa. lpaHyaupykRmasa XUOIKOCTE, MCIOJb3yeMas B
HacTodlleM crocofe, MNPEeOIOUTUTEJIEHO CONEPXUT IIOJIAPHEM pPacCTBOPUTEIDb
B KOJIMUEeCTBe IO MeHblmey Mepe 60% macc., ©OoJjlee NPenlouTUTEJIBHO IIO
MeHbIEeV Mepe 80% Macc., M Haubojiee IPeOloUTUTEJILHO 10 MeHBIIEM Mepe
90% wMacc., ¥ YyKazaHHHM pacTBOPMUTeJb BHOpaH M3 BOOH, MeTaHOoJIa,
»TaHoJIa, M30IpollaHoJla, alleToHa M UMX KOoMOMHAalWM.

CoTJylacHO OCODEeHHO TpPeNlouTUTEeJILHOMY BapMaHTy OCYmeCTBJIeHUS,
TpaHyIupyomas XUOAKOCTE COOEPXUT IIOJIAPHHE PacTBOPUTEIM B KOJIUUECTRBE
10 MeHbIleM Mepe 60% Macc., 0oJjiee NPEeOIoUTHUTEJILHO II0 MeHbLIleM Mepe
80% macc., u HauboJiee NPellNOoUTHUTEJILHO II0 MeHbmeld Mepe 90% Macc.,
Y YKasaHHHEe pPacTBOPUTEJM BHOPAHE M3 BOOH, 2TaHOJa UM MX KOMOMHalLUN.
Vcrionb3yeMel B TpaHyJUMPYyRIMeM SKUMOKOCTM IIOJIAPHHM pPaCTBOPUTEJB
OPpeONOUTHUTENIBEHO CONepXuT II0 MeHbmelV Mepe 80% Macc. BOIOH, O0oJiee
ONpedlNOoUTHUTENIEHO IO MeHbmel Mepe 90% Macc. BOIH.

Vcrionb3yeMas B CIocofe IO M300peTeHU TpaHyIMpylmasd XUIKOCTH
MOXeT nogxonmamuM — oBpas3oM  COIepXaThb opyTue BCIIOMOT aTe&JILHHE
BelleCTBa, OTJIMUHEIE OT XKUIKOTO pPacTBOPUTEJA. I[IpUMMepH  TakKux
OOTIOJIHUTEJIb HEIX BCIIOMOT'aTeJIbE HEX BElleCTB BKJIOUAIT CBA3yKINUE

BemecTBa, ODe3VMHTeT'prpyrmmne BemecTBa, MyROaIOoI'e3VMBHEIE BemeCcTBa,
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KpacuTeJiM, BKYCOBEEe IO00OaBKM M MX KOMOMHALUM.

T'paHyupymas KUIKOCTH IPEeOINOUTUTEJIEHO COOEPXUT CBA3yKIee
BelleCcTBO B koJmuecTeBe oT 0,5 mo 40% mMacc., O6oJiee NPenIoUdTUTEJIBHO
or 1 mo 25% mMacc., U HauboJjliee IMNPenlouyTUTesSJbHO oT 2 pmo 20% macc.,
IpM 5STOM CRBA3YyKIEe BeMecTBO BHOPaHO M3 CJelyK lelo: IIPOM3BOIHHE
L eJIJII0JIO 3L, KpaxmaJl u [IPOM3BOIOHEE KpaxmaJja (Hampumep,
IpenBapuTesSIbHO XeJIATMHUBUPOBAHHEM KpaxMalJl), I[IOJMUMBUHWUIIOBEIM CIUPT
(IIBC) , mnoJsmBUMHMINMPPpOJMOOH (IIBII), arap, XejaTuH, T'yapoBasd KaMelb,
ryMMHMapabmMk, ajllbIMHAT, HOJUBTUIIEHTJIMKOJIb (II3I'), DJoKo3a, caxapos3a,
copduT M UX KOMOMHaluuM. VCHoJks3yeMoe B Ccrnocobe IO HU300peTeHUn
cBAsyolIee BemMeCTBO IpennoYTUTeILHO BHIOPAHO ns3 IPOMB3BOOHEIX
L EJIJII0JIO 3H, IpeIBapuUTesIbLHO XeJla TUHMBUPOBAHHOTO Kpaxmala,
MIOJIMBUHWIINIVPPOJIUIOOHA U UX KoMOMHAaLIMM.

[IpUMe P IIPOMBBOIHEX LeJIJII0JIO 3H, KOTOpPHE MOTYT OHITE

VMCIIOJIE3OBaHE B €IMHHMIIE IOHO3SMPOBaAHMA B KadeCTBe CBA3IYKIEeI'O BeleCTBa,

BKJIDUAKT TUOPOKCUIIPOIUIILLEJJIRIIO Y, TUOPOKCUD TUIILLEJIJIIIIO3Y ,
TUOPOKCHUME TUJILIEJIIIIIIO3Y, TUOPOKCUIIPOIINUIIME TUJILLEJIIIIIIO3Y ,
Me TUJILEeJIJIIIO Y, DTUIILLEJIIIIORY, KapOOoKCHUME TUIILLEJIJIIIIO3Y u X
KOMOMHALIUA .

B criocobe HaCcTOoAmero n3o00peTeHmAa KUO KU pPacTBOPUTEIE
IPellIouTUTEeJIbHO YIaJIgioT IIOCJe 3aBeplleHMsa CMellMBaHUA TPaHyJIUpPyYeMOoM
CMecH C TpaHyJIupyoIel XUIKOCTbI. B OIPeAloUuTUTEJILHOM BapMaHTe
IPMMEHSIIT IIOHWXeHHOe IaBJIeHue (Haopumep, MeHee 200 wBap), UYTOOH
00JIETUUTE yIaJIeHre XKUIKOT'O PacTBOPUTENIS B XOOEe M3TOTOBJIEHUA

BCTEeTPOJI-COoIepXalyx TpaHyJ. OOBUHO XUIKUM PacTBOPUTEJL YHOAJISAT IIPKU

[IOBHIIEHHOMW TeMIlepaType (Hanpumep, > 50 °C).

Cyxue 5BCTeTpoJi-colepXale I'PaHyJIE, IIOJIYYeHHEE CIOCODOOM IIO
n300peTeHMD, OOBUHO MMelT OOBEeMHHY MeOMaHHHY IMaMeTp B IMalla30He
or 100 mo 4000 wmMxM. Bojee OpelloUuTUTENIBHO, OOBEMHHM MeIMaHHBEMN
OIMaMeTp D2TUMX TIPaHyJl HaxXoIuTca B IManasoHe oT 200 mo 1000 MM,
HamboJiee TPEeNNOoUTUTEJNIBLHO B OManaz3oHe oT 200 mo 600 MKM.

[IpyMepsl OOHOT'O WJIM HECKOJIBKUX BCIOMOT'aTEeJIBHEIX BelleCTB [JIA
TabJjleTUPOBaHNKA, KOTOPEHE HeoOd43aTeJIbHO OO0BEeOUHAKT C CYXVMU
BCTeTPOoJI-ColepXallMM TpaHyJlaMM IIepel OQOPMOBKOM TBepPIOW eIMHUIIE

JOSMPOBaAHMA, BRJIIOUY AT JIaKTO3Y, MaHHUT, KCWMJINT,



21

MUKPOKPUCTAJJIMUECKYD LeJJIoJIO3Y, KpaxXmall, HaTpUM-KpoCcKapMeJlJIosy,
NOJIMBUHWIINIVPPOJUIOOH U MX KOMOMHAIIMIO.

CorjiacHO crnocof®y 1o MB300peTeHMI, CYyXMe DCTeTpoJi-comepXamue
TPaHyJIEl OPEeOlouTUTEJIbHO CMelMBalnT C OOHMM WJIM  HEeCKOJIbKYMA
BCIIOMOT'aTeJIb HEIMI BelecTBaMA 0JId TabJIeTUPOBRaHUSI B MaCCOBOM
COOTHOIEHNUM, KOTOPOEe HaxXxoOUTCsA B OuamnazocHe oT 1:4 pmo 9:1, OoJiee
IpeniIouTUTeJIbHO B omarnasoHe oT 1:2,5 oo 3:1 u  HauboJee
OpennouTUTeJIbHEM IMalas0oH cocTaBjgsgeTr oT 1:1,5 mo 1,5:1.

CorJiacHO cIocofy Mo M300peTeHMIo, TBepOyl eIVMHUIY OO3UPOBAHUSA
MOXHO TOOXOOAmMMM oBpa3oM QOpPMOBATE IIYTeM MNIPAMOIO IIPeCCOBaHMUS WU
KOMIIPECCHMOHHOTO dopMoBauMsa. Haubojiee MNOPedloUTUTEJILHEM CIOCOO0OM
ABJISeTCA IOoJIyueHMe TBepOOoM eOMHMUL IJO3UPOBaHMA OyTeM IpAMOTO
IpecCcoOBaHUA.

YnakoBKa TBEPOHX eOVHMI OO3UPOBAHUA, IIOJIYUEHHHX CIOCOOOM IO
n300peTeHNno, MOXeT OBIThL pasHOM. I[IpedlouTUTEeJILHEIM CIIOCOoOOM SABJISETCH
BIMcTepHas yhnakoBKa eOMHMII OO3MPOBaHMA, comepxXallas IO MeHbIlel Mepe
14 emuHMl, DO3MPOBaHMUA.

Vz306peTeHne OOIIOJIHUTEJILHO IIPOUJILJIIOC TPUPOBAHO c TIOMOIIBIO
clenyiomnmMx IPUMEepOoB, He OoTpaHMUMBAKIMX o0BeM M300peTeHUud.

[TPVME PEI

JicniEliTaHME Ha pPacTBOPUMOCTDb

ONMCaHHBE HMWXe TeCT Ha PaCcTBOPUMOCTE MOXeT OHBTH MCIIOJBE30BAaH
0JII M3yUeHMd XapaKTepa PpacTBOPEeHMSA OUCIEPIUPYEMEX B IIOJOCTU pPTa
eIVHUL OO3MPOBaHMA.

YcrporicTBo Ojid TecTa Ha pacCTBOPUMOCTE

- JIOTIACTHOM ¥ KOPB3MHOUYHEM TeCcTep Ha pPacTBOPMMOCTL Vankel VK
7010 mam VK 7025, aBToMaTHueckuy mnpodooTdopHuUk VK 8000, cocyIH OJisd
TecTa Ha paCTBOPMMOCTE OO0beMoM 1000 MJI M [IOPUCTHE MUKPOHHEE QOWJIIbTPEL
(35-KOHTAKTHHE) .

Cpena pacTBOpEeHMUSd

- 9000 M @meMMHEepalIM30BaAHHOM BOINH II€PeHOCAT B MEepHYID KOJOY
obwvemoM 10000 wmuir.

- HoBasJjgawT 68,05 r KH2PO4 1 8,96 1 NaOH u nepeMellMBalT pacTBOP
0O IIOJIHOTO pacTBOPEeHMA.

- CMemMBaKnT pacTBOP M IIPM HeOOXOOMMOCTM OOBOLNAT YpOBeHb PH 1o

6,8 c nomombio NaOH mian docOopHOM KMCIJIOTH, M IOBOIAT HO ofbeMa IIyTeM
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noOaBJIeHNs HOeMMHEePaJiM30BaHHOM BOIEH.
MeTonmnka omnpernejyieHMA paCTBOPUMOCTHU
- BuHocaT 900 MJI cpeOH PacTBOPEHMsS B KaXOEM COCYI JIOINAaCTHOTO

YCTPOMCTBA .
- CobBupawnT yCTPOMCTBO, HarpeBalT Ccpely OO TeMlIepaType 37 =+

0,5 °C u ymaJgoT TepMOMETp.

- IloMemaloT oOHY TabJieTKy Ha OHO KaXIoI'o M3 IeCTH COCYIOB Ilepen
HauaJIOM BpalleHUsd JolacTen.

- HeMemnjleHHO 3allyCcKalT BpalleHMe JIolacTel.

- HCHnoJb3ynT CKOPOCTL IIepeMemrBaHua 50 0B0OpPOTOB B MUHYTY.

- OrbuparnT Opobe o 5 MI M3 cocymoB uepes 5, 10, 20, 30, 45,
60, 75 m 90 MMHYT IOCJI€ PacCTBOPEHMA OJA IIOJYUEeHMS IIOJIHOTO MNpoduiis
pacTBoOpeHMrsa. SBabupanT obpa3el U3 IIOJOXEHMS IIocepelMHe Mexnoy
[IOBEPXHOCTBLI0 CpPenOsl PacTBOPEeHMS UM BepxHelM IIOBepXHOCTLI JIOIAaCTH
MellaJIKM M He MeHee 10 MM OT CTeHKM cocyIDa. He mDoOaBJISOT CBeEXYI
Cpely pacTBOPEeHMA IJIA 3BaMelleHMsa yIaJIeHHOTO obbeMa pacTBOPeHMud.

KoHlIleHTpalluM 5SCTeTpoJla B obpas3lax oopelesigoT C  IIOMOMbIo
BHICOKO2OPEeKTUMBHOM  XMOKOCTHOM  XpoMaTorpaduu C  MCIOJIb30BaHMEM
CTOKOBEIX PacTBOPOB 2CTeTpoJla B KauecTBe >3TalloHa.

IIpuroToBJIEHHME HOABMXHOM (pasel (MP) docpaTHOrO Oydepa

- BuocsaT 1,15 1 NH4H2POsz (10 MM) B 1000 MJI meMMHepaJIM30BaHHOM
BOOH, PacTBOPAKT €TI0 UM HOOBOOAT YpoBeHb pH 1mo 3,0 C [DIOMOIBIO
bochopHOM KMCJIIOTH.

YcrporicrBo nyiss BOXX

- MOIOYJb IJiga pas3nelienus Alliance 2695 Separations, cocTosmum
M3 CUCTEMBl IOCTaBKM UETHPEXKOMIIOHEHTHOTO PAaCTBOPUTEJIS, MUHXEKTOpa
IepeMeHHOTO o0beMa, aBTOMATUUECKOTO MNPpOoBoOTOOPHUKA C PelyMpyeMoM
TeMIIepaTypo¥, KOJOHOUHOTO TepMoCcTaTa UM IOeTeKTopa ¢ O(OoTOOMOOHOM
MaTpulen 2996 (Bce oT dupmu Waters)

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

- [IpeOoXpaHUTeJIbHad KOJIOHKa: 3alMTHasa KoJIoHka C18, 4x3 MM
(Phenomenex)

- pacxoxnm: 1,0 mui/MmH

- OOHapyXeHMe: YO, nJjmHa BOJIHH 280 HM
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- TeMepaTypa KoJIoHKM: 30 °C

- TeMIepaTypa aBTOMaTHMUeCcKOoTo npotoorTbopHurka: 10 °C
- o0BeM BIpHCKa: 100 MKJ
- BpeMA paboTe: 12 MMH

T'pamueHT SIMOMPOBaHUSA

Bpemsi (MmH) | AueToHuTpun (%) | docodaTHrmr Oydep (%)
0 20 80
9 75 25
10 20 80
12 20 80

VIcriEITaHMA Ha PaCcTBOPVMOCTE IIPOBOOMIIMCE B TpeX IIOBTOpPpax.

/sMepeHre pasBMepa YaCTMI]

PaclipeneJieHre pa3Mepa 4YacTUl 3CTeTpoJia MOHOTMIpAaTa BHIIOJIHAIN
C IIOMOUEBI JIa3ePHOT'O aHajiMzaTopa pas3Mepa dacTull Malvern Mastersizer
MicroPlus.

IloslyyeHne IOUCHEPCHUOHHON CPENEH:

- B koJsBy orBemmBagM 1 I DBCTeTpojla MoOHOIMIpaTa M 1 T
copOuTaHTpHroJeaTa.

- HoGarjann 1 JuUTp n-TekCaHa U IepeMellMBaJii B TeueHMe II0
MeHblIeV Mepe 1 dYaca IpM KOMHATHOM TeMIlepaType.

- OuybTpoBaJiM uepes ¢uiabTp 0,45 MKM.

IIpuroToBJjieHHME oObpasia:

- Ilomemanu 100 M obpaslla B XUMMUECKMIM CcTakaH ob®beMoM 25 MiI.

- Io6GaBJAJM HECKOJILKO KalleJlb OUCIEePCHMOHHOM CpemH.

- TmaTeJbHO TIIepeMelMBaJy CTEeKJIAHHOM M[HaJIOUKOM MJISA IIOJIyUYeHUS
HamJjiexamel CyCIeH3UM IIOPOIKa.

- IobGarjasaau 10 MJI OUCIIEPCHMOHHOWM CpPenH.

- BHNOJHAAM aHaJM3 C [IOMOmMBI YCTPOMCTBa OIS OUCIEPCHMOHHOTO
aHaJiMza npu ckopocTm 3000-3500 oBOpPOTOB B MUHYTY.

AxHajmns:

VsMepeHMd pasMepa dYacTHul [IPOBOOWIIM TpU pa3a C MCIOJb30BaHUEM
OOHOV M TOM Xe IOuclHnepcur. OKOHUATEJLHEM pe3yJbTaT [OoJydalJlM B BUIE
YCPEOHeHHOTO 3HaueHUd pPe3yJIbTaTOB TpexX OIpelelIeHUM.

Npumep 1

CyONMHTBAJIBHEIE TalJIeTKM [HOoJydalT C IIOMOIL OINMCAHHOM HIXe
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METOIOUKU .
T'paHYyJIMPYyeMyl CMeCb, KOMIIO3UIMSA KOTOPOM ykKas3aHa B Tabjauie 1,

I[IoJIy4YaT IIyTeM CYyXOI'O CMellMBaHMA MHI'PeIMeHTOB.

Tabauua 1
NHT'pPeIeHTH % Macc.
/3MeJIbUeHHHN SCTeTPOoJIt 25
MaHHUT 40
JlakTO3a 35

1D (v; 0,5)=npubiIusmurejbHO 15 MKM
TpaHyIMPYIYyD XUOIKOCTL, KOMIIO3MLUMSI KOTOPOM yKasaHa B Tabaule

2, IIO0JIy4YaT IIyTeM IOMCIIEPIVMPOBaHMA IIPpeXeJIaTMHVMSMPOBaHHOI'O KpaXMalJla

B BOIe.
Tabauua 2
NHTpenmMeHTH % Macc.
[IpexellaTMHUBVPOBAHHEN KpaxMall 2
OuuimeHHasa BoOIa 98

T'paHyIMpyeMyK CMeChb TPaHyJIMPYRT B TPaHYJIATOPEe C BHCOKUM
YCUJIMEM CIOBUTa IIPpM IIOCTEeleHHOM »nofOaBJIeHMM BOOHOWM TpaHyJMpyKllen
XMOKOCTM. Ofmee KOJMUECTBO HOoOABJEHHOM TpaHyJIMpyRIen XUOIKOCTU
cocTaBJgeT 25% OT MacCCH TpPaHyJUPYyeMOM CMeCHu.

[IoJIydeHHHM  TakuMmM ofpasoM TpaHyJIaAT [DoOBepralnT CylKe B
BaKyyMHOM CymmJbHOMW mHeur npu 40 °C M 3aTeM IpoCerBanT uepe3 CUTO
500 MKM.

CMechb mJsa TabJeTHUpoBaHMI, KOMIIO3MIMSA KOTOPOM YyKa3aHa B
Tabiauile 3, IOoJydanT IIyTeM I[IepeMellMBaHMag CyxXOoT'o TpaHyJisaTa C
BCIIOMOTATEJIbHEIMM BemeCTBaMM B TeueHMe 15 MMHYT (3a MCKIOUeHUEM
CTeapaTa MaTHUA) . I[locje pmobGaBJIeHUS CTeapaTa MaTHUMA IIepeMellBaHNue

IIpoOooJIXaKT B TeUeHNMe OOIIOJIHMTEJIbHEIX 5 MMHYT .

Tabnuia 3
NHTpenmMeHTH % Macc.
T'paHyJIMPOBAHHHM SCTeTPOJI 50
JJakTO3a 10
Ludiflash ® 2 38,5
CTeapaT MaTHUA 1,5

O

2  (CMecb MaHHUTa (90% wmacc., KPOCIIOBMIOHA (5% wMacc. wu
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IoJIMBUHMIIalleTaTa (5% Macc..

CMechk IJya TablleTMPOBaHUA NIPECCYRT B KpPYyIJlEe TabJIeTKM MacCCou
80 Mr m mmamMeTpoM 6,5 MM. ComepXaHMe HBCTeTpoJla B STUX TablleTKax
cocraBygeT 10 wMmr.

IIprmep 2

CyBIMHIBaJIbHEEe TabJleTKM IIOoJIydalT C I[IOMOMBI ONMCAHHOM HMXe
METOIOUKMN .

T'paHyJIMpPyeMyl CMeChb, KOMIIO3ZUIIMA KOTOPOM yka3aHa B Tabiauie 4,

IIOJIy49apT IIyTeM CYyXOI'O CMellMBaHMA MHIPeIMeHTOB.

Tabauua 4
NHTpenMeHTH % Macc.
V3MeJIbUeHHEM 2CTeTpoJit 25
JJakTOo3a 75

' D (v; 0,5)=npubimsuresrHo 15 MKM
TpaHyIMPYIYyD XMOIKOCTL, KOMIIO3MUMSA KOTOPOM yKasaHa B Tabaule

5, mnogyyaoT OyTeM OUCIEePTUPOBaHMA NOJIUMBUMHUINMPPOJIMIoHa (IIBII) B

BOIE.
Tabmuua 5
NHTpeOMeHTH % Macc.
[IBII ([OJUBUHWUIINIUPPOJIUIOOH ) 3
OuumeHHasa BoOnOa 97

TpanynupyeMyr CMeChb TPaHyJIUPpYyIT B TpPaHyJaATope C  HU3KUM
YCUJIMEM COBUTA IIPU IIOCTEIIeHHOM IoOaBJIEHMM TPaHyJIMPYMel XUIKOCTH .
Ofmee KOJMUECTBO HNOoOABJIEHHOM TpaHyJMpyRIel XMIKOCTM cocTarJsgeT 25%
OT MAaCCH TI'PaHyJUpyeMOM CMecCHu.

HOﬂyquHHﬁ TaKVM O@paSOM T'PaHYJIAT BEICYINMBaAKRT B T'PaHYJIATOpE C

HM3KYM ycuiaueM crnBuTa npu 40 °C u 3aTeM npocempBanT uepes3 cuTo 500
MKM .

CvMechk [yg TabJeTMpOoBaHMSA, KOMIIO3MIMA KOTOPOM YyKaszaHa B
Tabamie 6, IIoJIydalnT IIyTeM I[epeMellMBaHMA CyxXoT'o TpaHyJdaTa C
BCIIOMOTaTeJIbHEMY BelMecTBaMM B TeueHre 15 MUHYT (3a MCKIIOUeHVEM
CTeapaTa MaTHMA) . [locile noBaBJieHMA CTeapaTa MalHUA IIepeMelrBaHue
IPONOJIKAIT B TeueHMe MNOMOJHUTEJILHEX 5 MUHYT.

Tabauiia 6

NHTpeOMeHTH % Macc.
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T'paHyJIMPOBAHHHMN 2CTeTPOJI 50
MaHHUT 43,5
KpocnoBunoH 5
CTeapaT MarHmAa 1,5

CMech mJig TabileTMPOBAaHUA IIPEecCylT B KpyIJible TabJIeTKM MacCCoM
80 MI m nmamMeTpoM 6,5 MMm. CoIepxaHMe DCTeTpoJla B DBTUX TabjleTKax
cocTaBJdgeT OpubIM3uTesbHO 10 MIT.

NpuMep 3

CyOaMHTBaJIbHEE TabJeTKM I[I0JIydaldT C IIOMOMBI OINMCAHHOM HIWKe
METOOUKH .

T'paHyIMPYyEeMyl CMeChb, KOMIIO3UIMA KOTOPOM ykKa3aHa B Tabiauie 7,

IIOJIy49apT IIyTeM CYyXOI'O CMellMBaHMA MHI'PEeIMeHTOB.

Tabauua 7
NHTpenmMeHTH % Macc.
V3MeJIbUeHHHM SCTeTPOoJIt 25
JlakTOo3a 75

1D (v; 0,5)=npubdiausmuresbHO 15 MKM
T'paHyIMPYRIYyD XUMOIKOCTL, KOMIO3MUMSA KOTOPOM yKasaHa B Tabaule

8, HoJIydyalT IIyTeM IUCIEPTUMPOBAHUA THUIPOKCUIIPONMIILESJIoI03: (TTI) B

BOIE.
Tabauua 8
NHT'pPeOMeHTH % Macc.
Tmopokcunponmuilesjmio3a  (ITTIH) 2
OuuieHHad BoOIOa 97
T'paHyIUPyeMyo CMecCh TPaHyJIMPYIT B TpaHyJisaTope c

[ICEeBOOOXMKEHHEM CJIOeM C TIIOCTelleHHEM OoOaBJieHMeM TI'pPaHyJIMpyolen
XMOKOCTM. Ofmee KOJMUECTBO HoOaBJIeHHOM TI'paHyJIMpyoIes XUIKOCTU
cocTaBJgeT 35% OT MaccCH TpaHyJIUPYyeMOM CMecHu.

[IOJIyYeHHE TakuM O00pa30M I'PaHyJIAT BECYNMBAIT B TpPaHYJIATOpe C
IICEBOOOXIKEHHEIM cJioeM npu 50 °C, mnocje uero MNpoceMBainT uepes3 CUTO
500 MKM.

CMecb nOJsg TabJleTHpoBaHMA, KOMIIO3MIIMA KOTOPOM yYKas3aHa B
Tabauie 9, HOoJydawnT I[OIyTeM IepeMelMBaHMAa CyXoTro TIpaHyJIdaTa C
BCIIOMOT'AaTeJIbHEIMM BellecTBaMM, CoIJlacHo Tabiauie 9, B TeueHue 15

MUHYT (3a MCKJIIOUYEHUEM cTeapaTa MarHug) . Ilocjse pmobaBJjieHUSA cTeapaTa
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MaT'HMA TIepeMellMBaHMe TIIPOOOJIXKAKT B TedeHNMe IOOIIOJIHMTEJIBEHEIX 5 MMHYT .

Tabnuua 9
NHTpeOMeHTH % Macc.
T'paHyJIMPOBAaHHHM 2CTeTPOJI 50
MaHHUT 43,5
HaTpusa kKpaxMaJIilJIMKOJIAT 5
CreapaT MaTl'HUA 1,5

CMech IJisg TabjleTUPOBAHUSA IIPEeCCYIT B KpyIUlkle TabJeTKM MacCCoM
80 Mr m mmamMeTpoM 6,5 MM. ComepXaHMe BCTeTpoJla B BTUX TablleTKax
cocTaBJdeT OpuUbIM3UTesbHO 10 MIT.

NpuMmep 4

CeMb pasHHX HaOOPOBR CYOIMHIBAJIEHEIX TabJeToK (KoOMIO3UMIMM A -
G) MnoJy4yaonT B COOTBETCTBUM C OIMCAHHOM HMWXe MeTOIMKOWM, IIOKa3aHHOM
Ha our.1.

Bojlo B3alljlaHMpOBAaHO cCJlelylllee coIepXaHre DSCTeTpoJa B OIHOMU
Tabjgerke: 100 MKIT mJjsg kKoMmo3mumm A, 250 mMr gjasg kommno3uumm B, 7,5
MID OJa kKoMmmosuumm C, 1 M Ojad KoMmoosuuuu D m 10 MI' OJIS KOMIIO3UMLUMN
E, FuaG.

BreulM 3allJlaHMPOBAHE CJeOyIIMe I[IoKa3aTeJIM MaCCH IJid TabJIeToK:
30 Mr mysg kxommosuuuM A m C, 1000 Mr gjasg xommosuumy B m D, m 80 MDD
nJjga xommosuuum E, F u G.

SCTeTpOoJI CMEeNMBAKT C YacTbl OCHOBHOTO pazbaBuUTeNId U
npocemBanT dvepes cuTo 800 MKM. Bce OpyIme BCIOMOTAaTeJIbHEE BelecTBa
Takxe IpoceMpBamnT duepe3 cuTo 800 MKM.

INoJjlydyanT pacTBOpP CBA3VYIIET O BelecTBa nus 10% IIBII
(MOJIMBUHUWIINIMPPOJIMIOH) B IeMMHepaJM30BaHHOM BoIe (KOoHUeHTpaumsa IIBII
B pacTBoOpe CBA3YHIEIO BelecTBa, MCIOJIL3YeMOoT'o IJa KoMmosuuum B, C
u F cocraBradger 15%). I'paHyJIMpOBaHMEe HauMHaA©LT C HoOaBJIeHUA

CBA3YKIEI'o pacTBOpa K CYXOﬁ cMecCH, cocTodAmen mus3 BHYTPUTPAHYJIAPHEX

BCIIOMOT'aTeJIbHEX BelleCTB (BeC HapTum cocTabjdgeT = 100 rpamm) . Iocue
30 cCcekyHI TIepeMemMBaHMA oO0pa3yeTcsa TpPaHyJaT, 3aTeM Jo0aBJISKRT
UMCTYD IOeMUMHepaJIM30BaHHYK BOLY IO MOMEeHTa o0pa30BaHMAg IIOOXONAMeIO
TpaHyJiara (UTO0  BHABJALT BU3YyaJlbHO, ofmasa IIPONOJIXKUTEJIEHOCTD
TPaHyJIMPOBaHUA COCTaBJIgeT 1 MUHYTY) .

PpaHyHHT InomBpeprarnT CylKe B TeUecHIMe HOUM B BaKyyMHOﬁ ey Iipn
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40 °C, a szaTeM M3MeJILYalnT C noMombilo cuTa 800 MxM. I[IOJIYUEeHHYID TaKKM
o0pas30oM CMeCh IIepeMellMBakT B TedeHMe 15 MMHYT C BHeTIpPaHYJIAPHBMU
BCIIOMOTATeJIbHEIMM BelleCTBaMM (3a MCKJOUEeHMeM CTeapaTa MarHu4g) . B
KOHILle HOOaBJIAKT CTeapaT MaTl'HMI U [IepeMellMBalT B TeueHMe 3 MUHYT.

OCcymecTBJIAT IpeCCOoBaHMe C MCIOJbL30BaHMeM TadJIeTOUHOW Mall/iHE
C OIOHMM IIYaHCOHOM, CHa®XeHHOM COOTBETCTBYIIMMM IIyaHCOHaMM (IIyaHCOH
5 MM pgisg Tabjgerxkm 30 M (A m C), IIyaHCOH 6 MM mJjig TadjeTkyu 80 MI
(E, F nm G) m nyaHcoH 15 vMm pgjng Tadjgerxm 1000 Mmr (B m D)) .

Bpemsa pacnaiaeMOCTM IIOOCUMTHBAJM B COOTBETCTBMM C M3BECTHBEM
IPOTOKOJIOM, OINMCaHHEIM B EBponerckol dapMakonee Ph. Eur. 2.9.1
(«PacnamaeMoCcTs TabJIeTOK UM KalCyJ»), U corJlacHOo ®apmakoriee CIA USP
<701> («PacnamaeMoCTb») C MCIOJB30BaHMEM B KauyeCTBE XUIKOCTM BOIEH
COTJIaCHO CHeumMdrKalun.

TBEPOOCTE WM3MEPAIM B COOTBETCTBUMM C WM3BECTHHM IIPOTOKOJIOM,
OV CaHHBEM B Ph. Eur. 2.9.8 («ConpoTUBIIEHNE TabJIeTOK
pasiaBJIMBaHULY) .

C OKOHUYATEJIEHEIMU KOMIIOBUIMAMY M COOTBETCTBYKIUMU PEe3YJIETaTaMU
oJjig TabJIeTOK MOXHO O3HaKOMUTBCHA B Tabimuax 10 m 11 Hmxe.

B xXOoIe »KCIepUMEHTOB He OBUIO OOHAapyXeHO KaKMX-JMOOo OIpobJjieM,
CHIIyUYeCTb CMecCcM OnJIa XOpOolleM M NpuJMIIaHue He HabJoIalloCh.

Tabmuua 10 - nmompofHOe OIMCaHMe KOMIIOBMLIMM B $ Macc. .

KoMriosuiims Ne A B C D E F G

BHyTpwu T'PpaHyJIE

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

scTeTpot !

MaHHUT 91,17 | 65,89 | 65,49 [ 91,90 (79,25 | 18,99

OJIMBUHUIIIUPPOJIUIOH 2,00 2,99 3,00 2,00 2,01 1,46

(IIBII)

[Ipexesla TMHU3VPOBaHHEMN 1,01

KpaxMmall

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

JlakTOo3a 17,51 | 36,04

DeMuHepalM30BaHHASA 22 26 26 23 19 16 24
BOIA (Ha 100 T

TPaHyJIUPYEMOM CMeCcH)
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BHe Tr'paHyJisl

KpocnoeunoH 0,99 1,10 1,00 1,01 0,99 5,00
JlakTOo3a 10,01
Ludiflash ® 2 38,49
MaHHUT 43,49
CreapaT Mal'HUSA 1,49 1,10 1,50 0,99 1,25 1,50 1,52

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

\O

2  (CMecb MaHHHUTA (90% wmMacc., KPOCIIOBMIOHA (5% wMacc. u

[IoJIMBMHMIIalleTaTa (5% Macc..

Tabmuia 11 - SKCHEPMMEHTAJLHO OIpelelIeHHHe CBOMCTBa TablieTox
TecT (CcpenmHUMN Bpems: TBepOoCcTh Macca
pesynsLTaT oT pacrnangaeMocCTH

6 of6paBLIoB)

KomMmriosuiimss Ne (M11H : cek) (N) (MT)
A 0:39 14,17 28,2
B 1:44 85,85 1058, 6
o 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 OTMETHTL, UTO KOHEeUHas Macca BCex IIOJIYUeHHHX TadJjleTok
Orta OJM3Ka K MX 1LeJIeBO¥ Macce, M BpeMsa paclalaeMOCTM OBJIO OUeHb
KOPOTKMM, HOaxe JS CcaMHx OoJbpmmx TabJeTok Macco B 1 1, B
COOTBETCTBUM C IOpellojlaraeMbM  [IOObLS3BUHBM, OVKKaJbHEM  WMJIU
cy®nabualbHEIM [IYyTeM BBeleHMA OJI9 2THUxX TabjeTok. TBepOOCThH BCex
Ta®JIeTOK TakXe ObJla B OUeHbL IIPMeMIIeMOM OMallasoHe.

Npumep 5

PaHIOMM3MPOBAHHOE OTKPHTOE IIepPeKpecTHOe OGapMaKOKMHETUUECKOe
IBYyX>TallHOe MCCJeIOoBaHMe IIPOBOOAT XOJIA CpaBHeHUA OMOOOCTYIHOCTU
sCcTeTpoJila B no3e 10 Mr npu cyOIMHIBAJILHOM BBeIeHMM B OIHOM TablieTke
80 Mr (uMewnmeM Ty Xe KOMIIO3MLIMI, UYUTO U TabJeTKu, OIMCaHHBEe B
npuMepe 4, koMmmno3uuua E) Cc  OMOIOOCTYIIHOCTBI TIIPM IIepopaJibHOM

BBeOeHUM BCTeTpoJia, BXOOAmMero B cocTaB TabjeTky 83 MI', coIepxamemn
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10 ™Mr scTeTpola. 9T TabJeTKM [OPpUHMMAJIMUCEL CYOJIMHTBAJILHO U
[IeEpPOpPal]IbHO 3IOPOBEMM XeHIMHaMU-OOOPOBOJbIaMM HaTOolak .

IOecaTb 3IO0POBEIX XeHMMH OBUIM OTOOPAaHE, MCXOOS M3 CJeOyoMMUxX
KpUTepueB: BO3pacT oT 45 mo 65 JleT (BKIKUUTEJNBHO), HEKypdlre WK
KYPWJIBIIMKM B IIPOIJIOM (IO MEHBIIEM Mepe 3a 6 MecdleB IO BBeIOeHUHd),
MHIOEeKC MaccH Teja (MMT)=orT 18,5 mo 30 xr/mM2 (BKJIIOUMTEJILHO Ha MOMEHT
CKPMHMHTA) .

B Hauajle IIepBOTO M BTOPOTO 3Talla MCCJIeIOBaHMSA B IIeprMon MexXIy
07:00 m 07:28 yTpa 5 XeHmMH OOJYyYaJ M OOHY IO3Y CyOIMHIBaJILHOM
KOMIIOBUILIMM SCTeTpoJla IIyTeM BBeIOeHMsS OIOHOM TabJeTKM 5SCTeTpotia
(Macca Tabjgetrku 80 mr; 10 M 3cTeTpoJia), M 5 XeHIMH [IoJydaJiM OIOHY
IepopallbHyn OO3Yy IIepopallbHOM KOMIO3MINWKM SCTeTpoJia IIYyTeM BBeOeHUSA
ooHOM TabJeTKM BCcTeTpojila (Macca Tabjaerkm 83 Mr, 10 M scTeTpoJa),
3anuBas ee Bomo¥ B oOweme 200 M.

VcOHTyeMble OOJIKHEL OBJIM BO3IEPXKMBATLCA OT IIpMeMa IMIM B
TeueHMe II0 MeHbme¥ Mepe 10 yacoB »no OpueMa TadjleTKM M IO MeHbIlen
Mepe B TeueHMre 4 4acoB IIOCJIe IIpMeMa. YIoTpeOJieHMe BOIBE MJIM HAIIMTKOB
He [OIIyCKaJIOCh B TeuUeHMe 1 uyaca OO0 IIpueMa TabllIeTKU. JVICHOBETYyeMbE
nongydamu 200 M Bomel 3a 1 uac oOepen IIpMeMOM TalJIeTKM UM dUepes 2
yaca II0ocJie npueMa. VCHOHTYeMBEe MOTJIM CBOOOIHO MUTEH BOOY U QPYKTOBHM
yay uepe3z 4 uyaca 1nocjye npueMa TabjeTku. CTaHOIapTU3UPOBAaHHOE
NMTaHue IpenmocTaBJsajyiock 3a 10,5 uyacor nepel OpueMoM TabJeTKU U
yepes 4, 6, 9 m 13 uyacorB mnocjie npmuema TabJeTKHU.

[locienoBATEJILHOCTE COOBTHM, IIPOUCXOIMBIIMX B TeueHMNe IIepBOTO
M BTOPOT'O »Talla, I[IoKasaHa B Tabjule 12:

Tabauila 12

CobrTHe
[NepBrl1 >Tan
IDennr 1 CobimomeHue pexuma ¢ 19:00

BBeneHue, B3ATHE oBpasloB KpOBU 171 MOuH,
Oens 2

coOIOeHre pexuMa
Oens 3 [Ipouenypa BHEHXOOA, COOJIIeHMEe pexuMa OO 8 yTpa
Oum 4-8 [IoBTOpPHEE OOpalleHUd

Oum 9-13 [lepron OTMBIBAHMA
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Bropon sTan

Oenr 14 CobmmoneHne pexuMa ¢ 19:00
BeeneHue, B3ATHUE 0o0pasLuoB KpPOBMU u MOouH,
Oenp 15
coOiineHne pexmuMa
IOenr 16 [Ipollenypa BHEHXOIOa, cCcoOOJI0IeHMe pexuMa OO 8 yTpa
Oum 17-21 [IoBTOpPHEE oOpalleHUd
O 22-26 [lepuon OTMHEHBAHMA
Oenr 27 BBeneHMre OporecTuHa
IOens 28 Tene®OHHHM 3BOHOK, I[IPOBepKa TecTa Ha NpOoTeCTUH

T'padux oTdopa 0O0pPasLUOB KPOBM M MOUM, MCIHOJbL3YEMHM B BTOM
VCCcJelOoBaHUM, NpMBeIeH B Tabimie 13.

Tabauiia 13

BasaTue B3saTue KpoBU (4 MJI) NPOBOOAT OO BBeIeHUA TablleTKU
obpasuoB kpoBu | (0), m 3aTem 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, 16, 24, 48, 72, 96, 120,
144 uaca [nocCJie BBeOEeHUSA.

Ofmee KOJIMYeCTBO OOpasLOB KPOBM Ha KaXIOM sTalle

cocTaBJydgeT 27.

BaaTue C@Op MOUM ITPOBOIOMTCA IO BBEIOEHMA TadbJIeTKU U yepes
obpasBLIoB MOUYM 2, 4, 8, 12, 24, 48, 72, 906, 120 m 144 yaca nocJe
BBEIEeHMA.

Obmee KOJMUECTBO 00pa3lloB MOUM Ha KaXIoM 5STarlle

cocTaBpydgeT 11.

KoHLueHTpaluuin 3CTeTpoJila B COOpaHHEX ofpas3laxX KPpOBM OIpemesIdlT
C TIOMOMBIO BECOKOZ(OOEKTUBHOM XUIOKOCTHOM XpoMaTorpadum B CoUeTaHUU
C TaHIeMHOM MaccC-CIeKTpoMeTpren (BOXX-MC/MC) . KoHueHTpaumm
TJIOKOYPOHUIN3UPOBAHHOT'O BCTeTpoJia (D-koJbLo) B ofOpas3lax MouM Takxe
omnpemeyifeTcd C IIOMOmb BIXKX-MC/MC.

PesyJnbTaTH BTHUX AaHaJIM30B IIOKa3HEBaKT, UTO OUMOOOCTYIIHOCTH
sCcTeTpoJia npu CyOJIMHTBAJIEHOM BBEeOEeHUU CpaBHMMA I oaxe
IPeBOCXOOUT OMOOOCTYINHOCTE IIepopalJIbHOM (QOpPMEI »CTeTpojla. KpoMme
TOT'O, [IOJIYYEeHHEIE OaHHEe CBUIOETEJILCTBYIT O TOM, uTo npu
CyOJIMHTBAJILHOM BBeIEeHMM DBCTeTpoJla HabwnaeTcs OoJjiee  paHHAA

OroJiornyecKasa IOJOCTYIIHOCTBb I10 CPaBHEHNIO C Hepopaanoﬁ @OpMOﬁ
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oCTeTpoJIla. 2CTeTpPOoJ IOJI4 CyOIJIMHTBAJILHOTO IIPVMMEHEHNM A OKaseBaeT

MeHrbllee BJIMAHME Ha (byHKLU/IOHaJ'IbHBIe I[IoKazsaTeJIM IIeUeHN.
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MSMEHEHHASI $OPMYIJIA M3OBPETEHNMS,
[NPEIONCTABJIIEHHAA IOJId PACCMOTPEHUA

1. Tmepmad dapMalleBTHUeCKasa eIMHMIIA IO3UPOBaHML, UMeklmasd
Maccy B ImanasoHe oT 30 mo 1000 MI', M ykKaz3aHHasd eOuHUIA OO3UPOBaAHUSA
COCTOUT U3:

— DBCTEeTPOJIBHEIX YacTull, B koJmuecTBe oT 0,1 mo 25% wmacc.,
comepXamux SCTeTPOJILHEM KOMIIOHEHT B KOJMUeCTBe II0 MeHbmel Mepe 90%
Macc., BHOpPaHHBM M3 D2CTeTpoJa, CJIOXHHX 530MPOB BSCTeTpojla UM UX
KoMOMHaLUM; U

- OOHOTO WM HEeCKOJIbKUX bapMalleBTHUUECKU IpMeMIIeMbIX
VHITPeIMeHTOB B KoJIMUuecTBe oT 75 mo 99,9% macc.;

Ipu 5TOM TBephas eOMHMIIa HO3UPOBAHMSA COIEPXUT I[10 MEHBbIIEeN Mepe
100 MKI BCTeTPOJILHOT'O KOMIIOHEeHTa, TIOe TIIo MeHbmel Mepe 50%
YKasaHHOTO KOMIIOHEHTa D2CTeTpoJia BHCBOOOXOaeTCcd 3a 5 MMHYT, Kak
oIpenejyieHO KOJIMUEeCTBEHHO B TeCcTe Ha paclaZaeMOCTb COIJIACHO
EBponelickom dapMakoner Ph. Eur. 2.9.1 u O®apmakornem CIA USP <701>.

2. EmoyvHMLa »DO3MpOBaHMSA COIJIACHO II.l, IIpM 2TOM MacCa eIVMHMILE
no3MpoBaHuUsa cocTaejgsgeT oT 40 mo 500 wmr.

3. EmgmHMIla JOBUPOBAHMSA COIJlaCcHO II.l miIu 2, OpM STOM eIMHMUIA
IOO3UPOBAHUSA COINEPXUT SCTEeTPOJILHEM KOMIIOHEHT B koJimuecTBe oT 0,5 mo
25% macc..

4., EuHMIIA IJOBUPOBAHMUSA COIJIACHO JoOOMy U3 IIpellleCTBYIOMMX
IIYHKTOB, TIIPM STOM eIMHMIIA »OO3UPOBAHUSA COOEPXUT DCTETPOJIbLHEM
KOMIIOHEHT B kKoJimuecTBe oT 0,3 mo 100 mr.

5. EmuHMIIa IJO3UPOBAHMSA COIJIACHO J0OOMy U3 IIpellleCTBYIOMMX
IIYHKTOB, B KOTOPOM SCTETPOJILHHM KOMIIOHEHTOM ABJISETCS SCTeTPOJ.

6. EOvHMIA OO3MPOBaHMA COIJIacHO JiodoMy U3 IIpelmleCTBYIIMUX
IIYHKTOB, B KOTOPOM SCTETPOJIbHHE UYaCTHUIH MMelT OOBLEeMHBV MeIMaHHBM
orvaMeTp OT 3 HO 35 MKM.

7. EIvHMIIa IJO3UPOBAHMSA COIJIACHO JOOOMy M3 IIpellleCTBYIOMMX
I[IyHKTOB, IIPM BTOM eOMHMIIa HO3UPOBaHMA comepxuT oT 50 mo 99, 5% macc.
BOOOPACTBOPUMOTO YIJIeBOHa, BHOpPaAHHOTO M3 MaJbTO3H, OPYKTOS3H,
caxapo3H, JIaKTO3H, TJIIOKO 3HI, TajlakTO3H, TperaJios3H, KCUIIUTA,
copbuTa, BPUTPUTAa, MaJbTUTa, MaHHMUTAa, M30MaJbTa UM MX KoMOMHAaLUM.

8. EmuHMIIa IOO3UPOBaHMA IO II.7, IOPpUM STOM eIMHMIa IO3UPOBaHMUI

COOepXMUT MaHHMT B KOJMUECTBEe IO MeHblel Mepe 20% Macc.
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9. EmuHMIa »OO3MPOBAaHMA COTJIAaCHO JIKOOMy M3 MOpedlecCTBYRINX
I[IyHKTOB, IIPM 2TOM eOMHMIa OO3UPpOBaHMAa comepxuT oT 0,1 mo 20% macc.
De3VHTeTPUPYKRIeTro BelleCTBa, BEHIOPaHHOTO nus MOOMIUUIMPOBAHHEX
KpaxMaJioB, CHMTOTO IIOJIUBUHUIINVMPPOIMIOOHA, CHIMTOM KapMeJIJIOBHE UM UX
KoMOMHAaLIUN .

10. IlpMMeHeHMe TBEPOOV eOMHMIE HO3UMPOBaHMA IO JOOOMYy U3
IpellleCTRYKIMX [OIYyHKTOB IJIS TepaleBTUUECKOTO JedeHMd WIM IJA
TOPMOHAJILHOM 3aMeCTUTEJILHOM TepaluM Y XeHIMH, [IpM STOM yKa3aHHOe
OpUMeHeHMe BKJIoUaeT CyOJMHI'BaJIbHOe, OYKKaJIbHOe MM cCcyOjiabuajibHOoe
BBeIeHMe EeIMHMUE NO3UPOBaHMULA.

11. IlpuMeHeHMe 10 .10, @HOpM DSTOM YyKas3aHHOEe I[IpPUMEeHeHUe
BKJIOUAET OINHOKPATHOE eXeIHEeBHOE BBeleHMe B TeueHMe I[I0 MeHBIEeM Mepe
1 Henesu.

12. Cnoco® KOHTpalelluuM Yy JKeHIMVH, IIPpM DTOM yKasaHHEM CIOCOO
BKJIOUaeT CyOJMHIBaJIbHOe, OyKKaJbHOe WM CyOjlabuallbHOe BBeIeHUe
eIVHMLE OO3MPOBaHMA COIJIacHO JimoboMy M3 mm.l-9.

13. Cnoco® mno n.l2, M yKaszsaHHHM CcHoco® BRJOUaAeT OIHOKpPAaTHOE
eXeIHEeBHOEe BBeIeHMe B TeUeHMe I[IO0 MeHblleV Mepe 1 HemeJiu.

14. Cnoco® noJgyuyeHUS TBEepPIOM eOVHMIL OO3UPOBAHUA COIJIACHO
JoboMy M3 Mn.l1-9, roe yKaszsaHHHNM CHOCOO BKJUAET Clenylmye STallb:

- IoJIydeHMe 5SCTEeTPOJIbHEX UYacTHIl, CcoIepXamux 10 MeHbIel Mepe
90% Macc. DCTeTPpOJILHOTO KOMIIOHEeHTa, BHOPaHHOTO M3 BCTeTpoJia,
20MPOB BCTeTpoJla M MX KoMOMHALIWM, ¥ UMellero OOLeMHBV MeOMaHHLM
ovaMeTp OT 2 MKM Oo 50 MKM;

- CMelMBaHMEe DCTETPOJIBHHX YacTHl, C OIHMM WM HeCKOJIbKVMU
TpaHyJIUPYRIMMA BCIIOMOT'aTe&JIb HEIMU BelleCTBaMu 0oJis IOJIyUYeHHU S
TpaHyJupyeMol CMecu;

- CMemMBaHMe TpPaHyJIMPYyeMOM CMecCUu C TpaHyJupyolel XUIKOCTBIO
OJIA TOJIyUeHUMs 5SCTeTpoJI-ColepXamux TpaHyJ, OpM 5STOM YKasaHHas
TpaHyIupyKmasa XMIKOCTE COOEPXUT II0 MeHblleM Mepe 60% Macc. XUOKOTO
PACTBOPUTEJIA;

- yIhaJjleHMe XUIKOTO PacTBOPUTEJIS U3 DCTETPOJI-COomepXamrx I'paHyJl
OJIA HOJIYUeHUS CYXMX DCTeTPOJI-COoNepXallMx I'paHyJll;

- CMemlMBaHMe 5STUX CYXUX TpPaHyJ C OOHMM WIM HeCKOJbKVMU
BCIIOMOTATE&JILHEMU BelleCTBaMM OJIA TabJIeTHUPOBaHUSA; U

- (]_)OpMOBaHT/Ie CMEeCHM N3 CYXMX TpaHyJI M OIOHOI'O WMJIM HEeCKOJIBEKUX
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BCIIOMOTATE&JILHHX BelecTB OJIA TabJeTUPOBaHMA B TBEPOYLD eIOWHUIY
ODO3MPOBAaHUA.

15. Cnoco® mno n.l4, B KOTOPOM DSCTeTPOJIBHEE UYaCTULE MUMET
OOBEeMHEN MeOMaHHHEN OMaMeTp OT 3 OO 35 MKM.

16. Cnoco® no n.l4d mmm 15, B KOTOPOM TI'paHyJMpyeMasd CMecCh

comepxur or 0,1 mo 20% wMacc. Oe3UHTeIpUpyKrimero BelleCTBa,
BHIOPAHHOTO ns MOIOUOGUUMPOBAaHHEIX KpaxMaJloB, CIILTOTO [IBII,

KPOCCKapMeJIJIOBE M MX KOMOMHALWMN.

17. Crioco® COTJIacHO JIoOoMy nus nmno.l4-16, B KOTOPOM
TPaHYJIMPYEMYI CMECh IIOJIydalT NyTeM OOBbelIVMHEeHMS SCTEeTPOJIbHBEX YaCTUIL
C OOHMM WMJIM HECKOJIbKMMM TPaHyJIUPYIVMM BCIOMOTATEJIbHHMM BeEleCTBaMA
B MaCCOBOM COOTHOMEHUM, KOTOpOe HaxXOoIMTCHA B OuanasoHe oT 1:4 @mo
1:1000.

18. Cnoco6 corjacHo JmboMy M3 nmn.ld-17, B KOTOPOM BCTETPOJI—
comepXxamye TPaHyJb [IOJIydalT IIYTeM CMeMMBaHUSA I'PaHyJIMPpYyeMOM CcMecHu
C TpaHyJaupyomeM SKMOIKOCTBI B  MaCCOBOM  COOTHOIEHUU, KOTOopoe
HaxoIUTcsa B OmamnaszsoHe otT 0,5:1 mo 20:1.

19. Cnoco® cormjacHo JoboMy M3 mmn.l4-18, B KOTOPOM B2CTETPOJI—
comepxamye TPaHYJH II0JYyYalT CMellMBaHMeM TPaHyJMpYyeMoM CMecu C
TpaHyJMpyolel XMOKOCTBIO B TPAaHYJISATOPe C BHCOKMM YCUIMeM CIBUTAa,
TpaHyJIsTope C HUBKMM YCUJIMEeM CIOBMTa WM B I'paHyJgaTope C
IICEeBOOOXIMKEHHEM CJIOEM.

20. Cnoco® no JgwbomMy 3 nmn.l4-19, B KOTOPOM TIpaHyJMpyoas
KUIKOCTD COOEepPXUT 1o MeHbIen Mepe 60% Macc. MIOJIAPHOT O
pacTBOPUTEJISI, BHOPaAaHHOTO M3 BOIOH, MeTaHOJa, 2TaHoJa, M30IpollaHoJa,
alleToHa M MX KoMOMHaLMMN.

21. Cnoco®6 1o n1.20, B KOTOPOM I'PaHyJIMPpyKRIas XUIKOCTE COLEPXUT
10 MeHbIeM Mepe 60% Macc. IMOJIAPHHEX pacTBOpUTeJiel, BHOPaHHBX U3
BOOB, D2TaHOJa M MX KOMOMHALIUM.

22. Cnoco® mo m.20 miam 21, B KOTOPOM IIOJIAPHEM PacTBOPUTEJIb
CONEepXUT IO MeHbmel Mepe 80% Macc. BOIH.

23. Crioco® COTJIaCHO JIIoOoMyY nus3 nmn.ld-22, B KOTOPOM
Tpa”HyJiMpypRllasg XUIOKOCTE comepxuT oT 0,5 mo 40% mMacc. CBA3YyKIETO
BemecTBa, IOIpM 5STOM YyKasaHHOe CcBA3yKlee BemMecTBO BHOpaHOo U3
IIPOM3BOIHEX 11eJIJII0JIO 3H, Kpaxmala u IIPOM3BOIHEX Kpaxmala,

IIOJIMBVMHIMJIIOBOTI'O CIiMpTa, TIOJIMBVMHINMIJITIMPPOJIMIOIOHA , arapa, XeJlaTVHa,
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TyapoBOM  Kamenwu, TyMMHuapabuka, albTMHaTa, I[IOJUDTUIEHTJIMKOJL,
TJIIOKO3E, Caxapo3H, CcopbuTa M MX KOMOMHALWM.

24. Cnoco® mno m.23, B KOTOPOM CBA3yKINEee BEMeCTBO BHOPaHO U3
IIPOMBBOOHHX 1eJIJIOJIO3E, OIpeldBapUTeJIbHO XeJJaTMHMPOBAHHOTO Kpaxmala,
MIOJIMBUHWIINIMPPOJIUIOHA M MX KOMOMHALUMN.

25. Cnoco6 no m.23 win 24, B KOTOPOM I[IPOM3BOIHEE L&JIJIJIO S

BHIOpPaHE ns3 TUOPOKCUIIPOIIUIILLEJIJIIOIO 3H, TUOPOKCUS TUJILLEJIIIIJIO BH,
TUOPOKCUME TUJILEJIJII0JIO 3H, TUOPOKCUIIPONIMIIME THUIILLEJIJIIONO 35,
Me TUJILLEJIJIIOJIO 31, S TUJILEJIJIIOJIO 35, KapBoKCYMe TUJILLEJIITIOJIO 3H u X
KOMOMHALINN .

26. Crnocot cormjacHO JwboMy U3 ImOr.l14-25, B KOTOPOM CyXue
2CTeTPOoJI-CcomepXalre ITPaHyJH VMelT OOBLEeMHHM MeIMaHHBM IMaMeTp B
omuanaszoHe oT 100 mo 4000 MKM.

27. Cnoco6 corjacHo JwboMy M3 nOmn.l4d-26, B KOTOPOM OIHO WM
HEeCKOJIbKO BCIIOMOTATEeJILHHX BemecTB Jg TadJleTupoBaHMSA BRJOUAET
JIaKTO3y, MAaHHUT, KCUJIUT, MUKPOKPUCTAJIJIMUECKYI LeJIJInJIo3y, Kpaxmall,
HaTpUM KPOCKapPMeJJIO3Y, IOJUBMHUINMPPOJIMUIOH M MX KOMOMHALUMU.

28. Cnoco6 corjacHo JwboMy M3 Nn.l14-27, B KOTOPOM TBepIyl
eIMHMLY  OO3MPOBaHMUA  Q(opMyoT IIyTeM OPpSMOTO IIPeCCOBaHM  MJIIU
KOMIIPECCHMOHHOTO GQOPMOBAHMS.

IIo mOBepPeHHOCTHU
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