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OIIMCAHVE V3OEPETEHNUA
2420-558067EA/017
[NACTUIIKA

OBJIACTE TIPMMEHEHWS M3OEPETEHNVA

N30bpeTeHune OTHOCUTCH K nacTuiike, comepxamemn
MUKPOHMU3UPOBAHHE OeH30KauH, IO MeHbIleM Mepe OIMH YCUIMTEJb
PacTBOpPEeHUS UM OIOMH WM O0o0Jiee BKCUUIIMEHTOB, a TakXe K IIPUMEHEHUO
NacTUIIKM IOJIA JiedeHMsa OoJM B TopJie.

[IPEOIIOCHIJIKM CO3IOAHNA M3OBEPETEHUA

BoJsit B TOpJe, Kak IIpaBWUJIO, JieyaT C MCIOJIb30BaHMEM I[1aCTUIIOK,
comepxammx TepalleBTUYEeCKA 50beKTUBHOE KOJIMYECTBO AKTUBHOTO
dapMalleBTUUECKOTO MHTpeOueHTa (AQU) . B II0OXOoOAmeM ciyuae
racTmJika MeIJIEHHO pacTeropsaeTcsa B IIOJIOCTU pra, nu AdU
BEHICBOOOXIOAaeTCAa B IIOJIOCTUM pPTa UM OOCTaBJILeTCd K IIOBEPXHOCTHU TopJia
(T. e. CJOUBUCTOM OOOJIOUKMU) .

BEeHzokauH mHOpencTaBJseT coOoM MECTHHM aHeCcTeTUMUeCKUM areHT,
OBHUHO MCIIOJIB3YEMHY B KaueCTBe MeCTHOTO ofe30oJMBaKIero CcpeacTBa
B IpelapaTax OJa MeCTHOT'O IIpMMeHeHM’d, TabjieTKax OT KallJld WK
JemeHllax. JJokaJIbHO BBOOVMEI OeH30KanH VCIIOJIb3YEeTCH ojisa
YyMeHbIeH I BoJu NI ouckoMbopTa, BEI3BAHHOTO HeOOJILIUMHU
paszdpaxeHrsaMr KOXMK, OoJIbI0 B TOpJie, COJIHEUHHM OXOI'OM, 3YOHOM
©oJib, BaTlMHaJILHEM MM PeKTaJIbHEM paslpaXeHMeM, BPOCHMMM HOI'TAMU
najblieB CTOIIHI, TeMOpPpPOoeM u MHOT'VIMIU IpYyITMMA VCTOUHMKAaMA
He3HauuTeJIbHOM oM Ha  I[IOBEPXHOCTM  TeJja. BeH30KauH TaKxe
UCIIOJIbERYEeTCAa OJIS MEeCTHOTO AaHeCTe3UMPOBAaHUS KOXM WM IIOBEePXHOCTeM
BHYTPM pPTa, Hoca, TopJa, Bjaraluma WIM OPIMOM KUIMKM C 1LeJIbo
yMeHblleHVa OO0JIM TIIPpM BBeIeHMM MeIMUIMHCKOIT'O MHCTPYMEeHTa, TakKoTIo
Kak TpybKa MIM 3epkajlio. BeH30KauH HGBJISAEeTCHS aKTUMBHBEIM MHIPEeIMEHTOM
BO MHOTMX 0e3pelelTypPHHEX (QapMalleBTUUECKUX IIpelapaTax.

EP2170275 oTHOCHMTCS K JekKapCTBeHHOM dopMe, MMeKIel Kak
pacrnagawomuicsa y4acToK, TakK u JIEeOEeHIIOBY JacTh, Ipr4YeM
pacrnajanmuicsa Yy4dacToK OOJDKeH pPacTBOPATLCHA OPeldlouTHUTeJILHO 3a
MeHee uYeM OKOJIO 15 cCcekyHI, UYTO CJMIKOM OEHCTpO IJd ofecledeHus
sbdberTa.

Us3511914 OTHOCUTCH K apoMaTHU3UPOBaAHHOM JIeKapCTBeHHOM
IacTUJIKE C BO3MOXHOCTBI MEOJIEHHOTO M PaBHOMEPHOTO PAaCTBOPEHMA B
IIOJIOCTM pPTa, coIepxamel Oo0Jblioe KOJMUECTBO MNOJUSTUIIEHTJIMKOJA U
IeliCTByKIee BEMeCTBO.

Us2005152972 OTHOCUTCH K aHeCTeTUKy OJIA nepopalibHOTO

IIPVMMEHEHNM A Ha OCHOBe MATKOM KeRaTeJIbHOM IIaCTWJIKM, KOTOpad



MeIJIEHHO PpaclalmaeTcd M pacTBoOpsSeTcsa BO PTY IJIS CMATUYEHUS
oruckoMpopTa B pal3dpaxeHHOM objlacTu.

US2016 oOTHOCHUTCS K TBepOOoM O(apMalleBTUUECKOM JIeKapCTBEHHOM
bopme, npenHas3HayeHHOM  OJIA  BHCBOOOXIOEeHMS OOHOTO wmJIu  0OoJee
AKTMBHEX (QapMalleBTUMUECKMX MHI'penueHToB (AdM) B IIOJIOCTM pPTa,
IpUUeM HENPUATHHN BKyC A0V MaCKUpPyeTCs.

HamnboJjiee 5OoexkTUBHEIe OeH30KAMHOBHE IIpellapaTH, OOCTYIIHHE
CeTronHSA Ha PHHKe »OJg JedeHusa ©OoJM B TopJe, IIPeOCTaBJISAT cobon
BeH30KaMHCOOepXamye JieldeHlH. JlemeHUs MMelT OOJIBIION pa3Mep, UYTo
HexeJlaTeJIbHO 1JiA OOJIBIIMHCTBa I[oTpebuTesel. B JemeHllax ©OeH30KauH
HaxoOuTCcAa B amopdHOM dase, M OH OyOeT pacTBOPATLCS OUeHb OHCTPO,
oJjaromapd UeMy OKaxeT Ha I[oTpebuTesida OBCTpoe obOe3bosuBawilee
OelicTBUE. OOHaKO HeOoCTaTKU IIOBEepPXHOCTHU I[IaCTUIIKMK, BEI3BaHHHE
BKJIOUEHVEM  IIY3HEHPBKOB BO3OyxXxa B BA3KYKR MaccCy pacluiaBa Io
OXJIAXIEeHNs, MOTYT IIPUBECTM K IOBPEXIEeHMIO0 CJM3UCTOM O0OOJIOUKM B
[IOJIOCTM pPTa BO BpeMA PaCTBOPEHMSA IIaCTUIIKMU.

MSJIOXKEHUE CYIIHOCTU M3O0BPETEHUA

VzobpeTeHMe OTHOCUTCS K IIPeCcCCOBaHHOM TIacTUJIKe, coIepxamen
MUKPOHM3UPOBAHHEM OeH30KauH, IO MeHbIle Mepe OOMH YCUJIIMTEeJb
PacTBOPEeHUA M OIOMH WU 0OoJiee BKCUUMNUEHTOB.

BEensokarMH B KpuUCTaJIMueckoM dase obecrneumuBaeT MelJIeHHOE
pacTBOpeHMre II0 CpPpaBHeHMID C OeH30KaMHOM B amopdHOM odaze. TakuMm
obpazoM, mnpobjeMa, KOTOPYIHD HeOOXOIOMMO PEemMTh, 3akKjodalJaCbk B TOM,
UTOOH paspadboTaTh IacTUJIKY, coIepXallyn feH30KanH B
KpUCTaJIMUeCKoM ¢asze, MVMEOMUM TaKoM xe OIpoduiib pPacTBOPEHMSsS, Kak
n ©OeH30kaMH B amopdHOM odaz3e, T. e. OMODKBUBAJIEHTHYI JeleHIlaM,
comepxamyM OeH30KaMH B amMopdHOV dase M NPUCYTCTBYIIMM Ha PHHKEe B
KauecTBe IIpeNapaToB IOJA JiedeHMa OOJIM B TOpJie.

B IDomnoJiHeHMe K TOM Xe CKOPOCTM PacTBOPEeHMA MacTujiKa OOJIKHAa
OBITEL HeOoJIbIOM, T. e. YIOOoOHOM OJg I[IOJIOCTM PTa, U ofecleuMBaTh
omymeHMe TJIagKOCTHM BO PTY.

[lacTJIKa B COOTBETCTBMM C M300peTeHMeM IMNOIOXOOUT IJIS JIEUeHUS
oM B TOopJe.

[TpoBieMa pPacTBOpPEeHUSA BulIa pemeHa c [TOMOIIB IO

MVKPOHM3IMPOBaAHHOT'O OeH30KarHa BMeCTe C OIipeneJIeHHEIMM YCUIIMTEeJIAMN

pacTBOpPEeHMS, KOTOPHE HeOXMIaHHO IEMOHCTPUPOBAJN npoduin
pacTBOpPEeHMS, CXOIHLIEe c nperapaTaMu, coIepXalyMu aMopPdHBI
DeHROoKaMH.

[IOOPOBHOE OIIMCAHVE BAPVAHTOB OCYIECTBJIEHVA M3OEPETEHNA

OnpenejsieHUA



TepMMH «YCHUJIMTEJE PaACTBOPEHMSA» O3HadvaeT al'eHT, KOTOPHM
[IOBHIIAET PACTBOPEHME aKTMBHOT'O MHIpPEeNMeHTa, T. €. OeH30KaMHa.

TepMMH «IIaCTUJIKa» O3HadvaeT I[perapaTh, KOTOPHE ABJAOTCH
TBEPIBEMA n comepxatT OIIHO VI BoJiee aKTUBHEIX BEMECTB,
npegHasHaUeHHEX OJIS BBeIeHMd B IIOJIOCTE PTa M/MJIM B TOPJO IOJg
NOJIYUEeHUA JIOKAJIbHOTO WM CUCTeMHOTO »sdderTa.

ITACTUIIKA

B repBoM acrnekTe uU300peTeHMEe OTHOCUTCH K I[IacTUIIKe, KoTopasd
MOXeT OHTBH [IPOM3BeIeHa IIPAMBEM IIPpeCCOBaHMEM WM I'PaHyJIMPOBaHMEM U
IpecCcoBaHMEM M COIEPXUT MUKPOHUIMPOBAHHEM OeH30KauH, II0 MeHbIen
Mepe OIVMH YCUIIMTEJIE PaCTBOPEHMSA M OIOMH MM DoJlee DKCUUIIMEHTOB.

YCUIMTeNb pacTBOpPEeHMUA MOXeT OBITH BEIOpAaH ns3 TPYIIIH,
cocTodAmer U3 IIOJIMDTUIIEHIJIMKOJIS (Is1) , oomeuuJicyJibpaTa HaTpUd
(OCH) wm 1noJiokcaMepa WM MX CMeCu. B OIOHOM IpHUMepe MOXeT
McrnoJib30BaTeECcAd  ommH II3T' wmiam  cMecu passmuHbex IS8T,  IIpuMmepamm
paz3JauuHeX II3T" gejagwoTca IS or II2T" 4000 mo IS 6000, IS 6000 wmim
nx cMecu. [marnasoH pasMepokR udacTul] I[IST" MoxeT BJIMATHL Ha CKOPOCTH
pacrBOopeHUa. Takxe MOT'yT OHTBH MCIOJIB30BaHHE pa3JiMuHbEe copTa I[I5T.

MUKPOHUBUPOBAHHEM 0OeH30KauH, OIPUCYTCTBYOIMM B  IIaCTUIIKE,
MOXeT MMeTh MeIMaHHBM pa3Mep UYacTMIl OT OKOJIO 5 mo okoJjo 30 MM,
HaopyMep OT OKOJIO 7 IO OKOJIO 25 MKM, OT OKOJIO 7 IO O0OKOJIO 18 MKM,
or okoJio 10 @mo okoJIO 22 MKM, OT OkoJiO 12 pmo okojio 20 MKM, OT
okoJio 14 mo okoJio 18 MKM.

BeH30KaMH MOXeT IIPUCYTCTBOBATHL B KOJMUECTBEe OT OKOJO 2 IO
okoJio 15 mMr, or okoJio 8 @mo okoJjio 15, okoJgo 15, 14, 13, 12, 11,
10, 9, 8, 7, 6, 5, 4, 3 maIu 2 MI' Ha €IOMHMIY IO3H.

YCUIINTEIM PacTBOPEHMSA MOTYT I[IPUCYTCTBOBATE B KOJUUECTBE OT
okoJijo 1 mo okojgio 30 Mr, oT okoJjo 4 @Jmo okoJiO 17 MI' Ha eIVHUILY
0o3el. Eciom ycuamuTesleM pacTBOpeHMsa saAejsgetrca II5T7 6000, To OH
IPUCYTCTBYET B KOJMUECTBEe OT OKOJIO 5 @»mo OkoJIoO 25 MI', HalpuMep
okoJio 10 MI', Ha eOWMHMUIY IO3H.

[IpuMepPH DKCLUUIIMEHTOB BKJIOUAT HAIMOJIHUTEJIN, BelleCTEBa,
CIIOCOOCTBYWIME CKOJIBXEHNMI, CMas3HBaKnlMe BelleCcTBa, I[IOOCJaCTUTENN,
apoMaTU3aTOPH, KpacCUTeJM, CBA3yIMe/Tejleofpasyomre aleHTH ¥ UX
CMeCH.

[lpreMJieMEle CMas3HBaKIME CpPeOCcTBa BKJIOUAKT IJMHHOILEIIOUEUHEEe
XWMPHEIE KMCJIOTH M MX COJIM, TakMe KaK CTeapaT Mal'HMa M CTeapuHOBas
KMCJIOTa, TaJlbK, TJIMILIEPUIHHE BOCKUM UM UX CMEeCHU.

[lpreMJIeMBEIM BENIECTBOM, CIHOCOOCTBYKMMM CKOJIBXEHUID, HABJISETCSH

KOJIJIOMIOHEI OUMOKCUL KpeMHNMA.



[IprMe P noncJjacTUuTesen BKJIIOUAIT CUHTEeTUUYECKHUE W
HaTypaJlbHEIE caxapa; VMCKYCCTBEHHEE IIONCJIaCTUTEIIH, TakMe  Kak
caxapwH, caxapmuH HaTpPUH, acrnapTam, alecyJisbdam, TayMaTuH,
TIIMLINPPU3WH, CYKpaJsos3a, MKJIaMaT, ONTUOIPOXAJILKOH, anuTam,
MMUPAKYJIMH ¥ MOHEJIJIMH,; CaxXapHHe CIMPTH, TaKue KakK copduT, MaHHUT,

ML epnH, JIaKTMT, MaJIlbTHUT W KCHWJIIUT, caXapa, SKCTparmpyemele M3

CaxapHOTO TPOCTHMKA M CaxXapHOM CBeKJIH (caxapos’y), HOeKCTPpo3y
(Takxe Ha3bBaeMylo TJIIOKO30M1) , dpyKTO3Y (Takxe Ha3bBBaeMylo
JIeBYJIOB0M) u  JakKTo3y (Takxe  HaBHBaeMyl MOJIOUHHM CaxapoM) ;

M30MaJIbT, CTEBMI M UX CMEeCH.

[IpuMepH apoMaTH3aTOPOBR/KOPPUIEHTOB  BKJIOUAT (QPYKTOBHE U
ATOIOHHE apoMaTH3aTOPH, TakMe Kak JalM, aleJIbCUH, JMMOH, uepHasa
CMOPOINOMHE, KOPOJIEK, KJIIOKBA, MOPpOIIKa, AT0OH TOIXMU, MaJIMHa,
KJIYOHUKEA, 3eMJISHUKA, obJlenmnxa, BUIIHHA, OBIHSA, KUBU, rnarnamsg,
aHaHac, MapakyMsd, KOKOC ¥ OpYyI'Me apoMaTH3aTOopH, TakKe Kak Mel,
TpaBH, Yal, aHuC, TopuMla, JMMOHHOE COPTro, OXJaxXIalmuli aTleHT
MOUpPL, KoOde, DBKaAJUIIT, MaHI'OCTaH, MATa IllepedHad, MdATa KyIopdaeasd,
rayJbTepusa, Kopula, Kakao, BaHWIbL, JHKUKep, COJib, Ilepel, YUuiH,
MeHTOJI, aHMCOBOE ceMmH, MATa W 17D:4 CMecHu.
ApoMaTU3aTOPH/KOPPUTEHTE MOI'YT IMIPeICTaBJIATL cobol HaTypaJlbHbe
DKCTPAKTH, a TakXe CUHTeTHUYeCKMe BapMaHTH.

[IpuMepH KpacuTeJiey BKJIOUAT JlakM UM KPacuTesM, YTBepXIeHHBE
B BMIe IIMIMeBOM HoBaBKM.

[IpuMepPH IPUMEHVMBIX HAMOJIHMUTEeJIeM BKJIOUAT MaJbTUT, KCUJIUT,
copbuT, MaHHUT, JaKTo3y, IeKCTpo3y, Ccaxapoly WMWiK OpyKTO3Yy WK
JOVID MX CcMecChb. OIHUM M3 IPUMEPOB SBJIAETCHS MaHHUT.

[TprMepH CBAS3LHBAMMX/ Tejleobpa3yIommx aTeHTOB BKJIOUAT
KCaHTaHOBYK KaMelb, aJIbTMHAaT, KaMelOb O00OOB PpPOXKOBOTO IepeBa U
I'yapoByK KaMeOb, a TakKXe MX CMeCHM, HO He OI'paHuUMBAaKTCS WMHA.
OOHVMM M3 TIPMMEPOB ABJISeTCS KCaHTaHOBasa KaMelb.

B omHOM TIIpMMepe HallOJHUTEeJL OpelcTaBjigeT co®oM MaHHUT,
CBA3HIBAlMUI/ TejleoBpas3yiomuid aTeHT IIpeOcTaBjdeT cofolM KCaHTaHOBYIO
KaMelb, a cMas3nhBaplee BelleCTBO IMpencTaBjsgeT cobol cTeapartT
MaTHMS.

[TacTMiIka MOXeT OHTH IIOKPHTA ILJIEHOUHHM IIOKPEITHMEM, TakKuUM Kak

OOVH WM 6oJiee IUJIEHKOOOpAa3yKlMX IIOJIMMEPOB. ToJiMHa IIJIEHOYHOTI'O

[TOKPHTU A BJIMSAeT Ha cTelleHb YMeHbIIeHN S HENPUATHHX
OPTaHOJIENITUUECKUX OIlYMEeHWN . [[JIeHOUHOEe  TIOKPHTHME  MOXET  MMETH
cpenHo ToJmmMHY oT 10 mo 500 MM, ©OoJiee NOpeldnoudTUTeJIbHO — oOT 20

no 250 MM, HaubojJiee NpellouyTuUTeJIbHO — oT 30 mo 150 mrM. ToJsmmmHa



[IJIEHKM MOXeT OHTL M3MepeHa Pa3JIMUHEIMKM clocobamMr, M3BECTHHMM B
DaHHOMU oBiyacTH, TaKMMU Kak C3M (CraHUpyKIlad BJIeKTPOHHAaA
MUKPOCKOIIMA) , LUOPOBOM MUKPOMETP, PEeHTIeHOBCKAafd MUKpOTOMOTIpadmud,
TepareplioBasg MMIYJbCHasg BM3yalduszalug M T. O. CM. IOMNOJHUTEJBLHO,
HanpuMep, Quantitative Analysis of Film Coating in a Pan Coater
Based on In-Line Sensor Measurements, Jose D. Perez—-Ramos et
al., AAPS PharmSciTech 2005; 6 (1) Article 20, Nondestructive
analysis of tablet coating thicknesses using terahertz pulsed
imaging. J Pharm Sci. 2005; 94:177Y183. Fitzgerald A J, Cole B
E, Taday P F., Hancock B, Mullarney M P. X-ray microtomography
of solid dosage forms. Pharm Technol. 2005; 29:92Y100.

[InenkooOpasywlMe IIOJMMEPE MOI'yT OBTb BHOpPAaHH M3 50UPOB
11 eJIJIIJIO 3EL, TaKMx Kak TUOPOKCUIIPOIIMIIME TUIILLeJIJIINIIO 3 a (I'TIMLI) ,
MeTUJITUOPOKCUD TUJILEJIJIIIO3a (MI'3211) , TUOPOKCUIIPOIUIILEJIIIIIO 3a
(I'mII) , TUOPOKCUD TUIILEJIJIIIIO 3a (Ir's11) , STUIITUOPOKCUIIS TUIILLEJIJIIIIO 3a
(BI'3), a TakxXe OPYI'MX ILJIeHKOOOpalyllMx IIOJIMMEPOR, TaKMUX Kak
COIOJIMMEP MeTaKPUJIIOBOM KUCJOTH TuIa C U KapOOKCUMe TUJILEJIJIOIO 3H
HaTpug, [OJUIEKCTPOS3H, IIOJUDTUIIEHTJIMKOJIEV, IOJMMEPOB aKpuiaTa
(HanpuMep, IOJIMBUHWIIaAKpMIIaTa (IIBA) ), IIPUBUTEIX COIOJIMMEPOB
IOJIMBUHMIIOBOTO crmpTa n IIOJIMA TUJIEHTJIMKOJIA, KOMILJIEKCa
NOJIMBUHMIINIMPPOJIUIOHAa  (IIBII), Takoro Kak IIOBUIOH, IIOJIMBMHMIIOBEIM
comupT, MUKPOKPUCTAJIJINUECKOM L eJIJII0JIO 3HL, KappalMHaHa,
Ipexesa TMHU3VMPOBAHHOT'O KpaxMmala, TIOJINA TUJIEHTJINKOJIS u nx
koMOMHalui. Kak NOpaBWJIO, MOJIEKYJISpHAas Macca (cpeldHeBecoBas U/WIn
CpeloHeuMcJIOBad) IHoJmMMepa cocTaBjasger oT 1000 mo 10 000 000,
opennoururessHo - or 10 000 mo 1 000 000, B COOTBETCTBUU C
M3MEepeHUIMM, HalpuMep, MeTOoIOM I'eJlb—IIPOHMKAaKIel xXpoMaTorpadum. B
OOHOM BapMaHTe OCYWeCTBJIEHUI ILJIeHKoODpas3yrlre IIOJIMMEPH BHOMPAKT
cpeI S0UPOB LeJUIJIO3E, HalIpMUMep I'MIPOKCUIIPOIIMIIME TUIILLEJIJIIIO 3E
(T'TIMII) , MeTUIITUIPOKCUD TMJIILEJIJTIOJIO 3E (MI'211) ,
TUIOPOKCUIIPONIMIILLEJIITIONIO 3 (T1I1I) , TUIPOKCUSD TUJILLEJIITIOJIO 3 (Ir=11) ,
STUIITUOPOKCUD TUIILEJIJIIIO3E  (3I'310) .

KpoMe ToOTO, ILJIEHOUHOE IIOKPHTME MOXeT CcomepXaThb OIMH WU
foJiee IacTudmuraTopoOsB, KOTOPHE MOTYT OBITH noOaBJIEHH K
[JIeHKOOBpasyweMy  [IOJIMMepy  IJIA obJieTueHUa  paclpenejieHus u
bopMMUpPOBaAHUSA IIJIEHKU . [IpuMepaMm IIOOXO I AMMX J1acTUOUKaATOPOB
ABJAKRTCA TJIMLIEPUH, OPONMJIEHTJIMKOJb, I[IOJMB3TUIIEHTJIMKOJEL (II3T7 200-—
6000), OpraHnueCcKue 30UpPEHL, HaIpHUMeDp TpUaleTUH
(TMuepuaTPHaleTaT), TPUSTUIUUTPAT, IUSTUIOTaNaT, IudyTuiadTasarT,

By TuniicedauuHaT, ale TUITPUS TUIIIUTPAaT, ale TUITPUOY TUIILINTPAT,



TPUOYTUIIIMTPAT W Macjia/TJaVLepuns, Takue Kak (paKIMOHMPOBAHHOE
KOKOCOBOE€ MacJio, KaCTOpOBOE MacJIo u IVCTUJLIMPOBAaHHEIE
alle TUJIMPOBAaHHEE MOHOTJIMIEPUOH . [OMNOJHUTEJLHO WM aJlbTePHaTUBHO B
COCTaB MOTYT BKJIOUATLCH IIOBEPXHOCTHO-aKTMBHHE BemecTBa (IIAB) 14
oBJleTueHMd BBeIeHMS BKYCOBHX MHO0BaAaBOK U YCUJIIEHMS IIPOHUKAMUX
CBOMICTE UM CHOCOOHOCTM K pacTeKaHUI XUIKOTO IMOKPHTHA. He MMemyMHU
OTPaHUMUUTEJIbHOTO xXapaKTepa OpuMepaMu I[IAB ABJIGOTCA IIOJMCOPOAaTH,

IIOJIYYEeHHEE ns IIeI'MJIMPOBaHHOTI'O COp@I/ITaHa, 9TepI/I(l)I/II_U/IpOBaHHOI‘O

KUPHEIMM  KUCJIOTaMu, Takue kak IlojgucopbaTr 20 (nojmorcusTuiieH (20)
copOuTaHMOHOJIaypaT) , [MosmmcopbaT 40 (TIOJIMOKCUB TUJIEH (20)
copOuUTaHMOHOIIAJIBMUATAT) , [MommcopbaT 60 (TIOJIMOKCUB TUJIEH (20)
copbuTaHMOHOCTEeaparT) , [MosmcopdaT 80 (TIOJIMOKCUB TUJIEH (20)
cCopOUTaHMOHOOJIEAT) (HanpuMmep, Tween 80, Tween 40, Tween 20),

JaypuiacyiabsdaT HaTpusa (SLS), IIAB Ha OCHOBe IOJIOKCcaMepa, T. e. IIAB
Ha OCHOBe OJIOUHHIX COIIOJIMMEPOB DSTUJIEHOKCHIOA U IIPONMJIEHOKCHUIA U
opyrue IIAB C BHCOKMM 3HaueHMeM TUIPOOUIITEHO-JIMIIOOMIIBHOTO OajlaHcCa.

Takxe B KOMIO3MUMIO IIJIEHKM MOT'yT OBTHL BKJIOUEHH OpyITUe
KOMIIOHEHTEI, TakKue KakK Kpacurenu, 3aMyTHUTEJIN, areHTH  OJi4
nIproaHmA Biiecka, nopoodpasynmme aT'eHTH, CTabuUIM3aTOPE
SKCUUIIMEHTOB .

JlekapcTBeHHEE (QOPMHEL I[1I0 M300PEeTEeHMI MOI'YT OHTE IIOJIYUYEHH
oyTeM pPasJINnJdHBX PY TUMHHEIX crioco6oB u c VICIIOJIL 30BaHMeEM
CTaHODapTHOTO  OOOpPyIoOBaHMUA, M3BECTHOTO  ClelurajJucTy B  OaHHOM
objiactu (cM., HamopuMmep, Lachman et al., "The Theory and Practice
of Industrial Pharmacy", Lea & Febiger, 3.sup.rd edition (1986)
u "Remington: The Science and Practice of Pharmacy", Gennaro
(ed.), Philadelphia College of Pharmacy & Sciences, 19.sup.th
edition (1995)). B oIHOM BapMaHTe OCYIMeCTBJIeHMS GOp0, coIepxallee
BeH30KaMH, CHauaJa O(oOpPMMPYIOT C IIOMOMBI M3BECTHHX TEeXHOJIOTUM
IpoM3BOoOCTBa TabJleTOK, a 3aTeM I[IOKPHBAKT PacTBOPOM, COIepXallM
[IJIeHKOOOpal3VyIUi IoJIUMMED .

01 cMemlMBaHMSA KOMIIOHEHTOBR KOMIIOZULMM I10 M300peTeHMI0 MOXHO
VCIIOJIE30BaTE CTaHIApPTHOE CMECHUTeJIbHOe oOopynoBaHue. IMTEJIBHOCTDH
nepuona CMENMBAaHMA, BEPOATHO, OyIeT BapbUPOBATHECHA B 3aBUCUMMOCTHU
OT MCIOJL3yeMOoTo oBopyIdoBaHMSA, U CIelMaJIMCTy B OaHHOM o06JacTu He
COCTaBMT Tpylda OINpeleIMTh I[IOOXOoOsdmee BpeMsi CMelMBaHMA 3alaHHOM
KOMOUMHAaLIUN VHTPEeIVNEHTOBR oy TeM MIPOBEeIeHNA CTaHIapPTHHX
DKCIIepUMeHTOB. OIMH M3 CIOCOOOB IIOJIyYeHMS [IaCTUJIOK IIPelCTaBJIEH B
npuMepax. Crnoco® M3TOTORBJIEHMSA TAaCTUIIKM MOXET TaKXe BKJIKUYATh

OOIIOJIHMTEJIEHEE CTallllM T'PaHyJIMPOBaAHMA, CYIKM M M3IMeJIbBUEeHMA I/I/I/IJ'H/I



npocerBaHMUA.
INPVMEHEHVE ITACTVJIKU
B 1nocisiegHeM aclekTe M300peTeHMe OTHOCUTCA K  IIPUMMEHEHMO

DacTUJIKM OJIA JieueHud OO B ropJie.

[IPVIME PHL

[IPVMEP 1

VST'OTOBIIEHVE AIIPA

Bce nproOpeTeHHEe VMHIPeOVeHTH OBLIN bapmMaleBTMUECKOTO
KavecTBa, 3a VCKJIIOUYEeHNEM apoMaTm3aTopoB, KOTOpPEIE ObLIn

npenHasHAUEHH IJIA [IMIEeBOM IPOMBIIJIEHHOCTH .

VHTpeOneHTH, IIpedcTaBJIeHHEe B Tabjuie 1, [OIpoceMBaJM Uepes
CeTKy C pasMepoM fueek 1 MM M CMemMBAJIM.

Bpemss r1epeMemmMBaHMsa  ObBJIO  OINTUMMBMPOBAHO  IJIS  IIOJIYUEHUS
OIOHOPOIOHOM IIOPOMKOBOM CMeCH, OUEeBMIHOM IJId ClelMajMcTa B HTaHHOM
objlacTu.

[MacTuUJIKKM TI[oJydaJdu IOyTeM OpaMoTo IIPecCOBaHMsAa  IIOPOMKOBOM
CcMecHu.

®opMa HOacTuJIKM  ObJla [OPOIOJITOBATOM  IIpM  lLIeJIeBOM  Macce
nactmiakmu 600 mr.

VsToTOBJIeHMKE OCYyIeCTBJIAIIN B IPOMU3BOLCTBEHHOM 30HEe c
KOHTPOJIMPYEMEMM TEMIIEPaTypPOol M BJIAXHOCTBIO.

B Tabaniax 1 un 2 IpViBeeHH KOJIMUeCcTBa PasJIMUHBIX

VMHTPpeIMeHTOB, IIPHMCYTCTBYKIMX B Adg0pe IIaCTUMIIOK.

Tabmmnua 1

VNHTpeOVeHTH KonmmuecTBO (MI'/macTuika)
BeH3okamH 15,0
MaHHUT 533,5
KcaHTaHOBasg KaMelb 12,0
5T 6000 10,0
[ToJiokcaMep 4,0
IOCH 2,0
CTeapaT Mal'HUA 12,0
MaTHasa BKycoBas pofaBKa 10,00
Cykpaliosa 1,00
Anlecyiibdpam K 0,50




Tabmnua 2
VNHTPpeOMeHTH KomnuecTBOo (Mr/macTuika)
BeHszokamH 15,0
MaHHUT 537,5
KcaHTaHOBasg KaMelb 12,0
Imsr 4000 12,0
CTeapaT Mal'HUA 12,0
MaTHasa BKycoBas nmofHaBKa 10,00
Cykpaljioza 1,00
Anlecysibdpam K 0,50

IIPVMMEP 2

HAHECEHME TIOKPHTUA HA TTACTUIIKY

Bce npuoBpeTeHHEe VMHITPEOVEHTH OBLIIN bapMalleBTUUECKOTO
KadecTBa, 3a MCKJIOUYEeHMEM apoMaTu3aToOpPoOR, KOTOpPEHIE ORIV
npelHasHaAUEeHH IJIA [IUIEeBOM IPOMBIIJIEHHOCTH .

ITacTuUJIKM, TIOJIYUeHHHBEe B IOpuMepe 1, TIOKPHBAaJM IIJIEHOUHOM
00O0JIOUKOM B COOTBETCTBMM C OIMCAHHEIM HIMXE CIIOCOOOM.

[IOKpHBAKMNUY IIOJIMMEP OUCIEePTMPOBaJM B TeIJIOM BOIe U 3aTeM
oxJlaxmajJrM. B pacTBOp IJIS HaHEeCEeHMA IIOKPHTUS »HoOaBJIAIM IpyIue
UCXOIHEE MaTepUaJihl.

PacTBOop @OJid HaHEeCEeHUS IIOKPHTUS IT'OMOTEeHU3UPOBAJIN.

Anpa IIOKPHBAJIM  PAaCIBJIeHUEM, ¥  KOHTPOJUPOBAJIU npoliecc
PACIBUIMTEJILHOTO HaHeCeHMSa IOKPHTUS II0 TeMIepaType OTXOOAMeTo
Bosmoyxa 45 °C.

B Tabiuile 3 TMokaz3aHbH MHIPEeIMEeHTH UM KOJUUECTBO IIJIEHOUHOTO
IIOKPHTUSA, KOTOPOE MOXHO MCIOJL30BATL MOJIS KOHKPETHHX BapMaHTOB

OCymeCTRBJIEHMA MBO@peTeHMH .

Tabmuua 3
NHI'peOMEeHTH KomnuecTBo/macTuinka (Mr)
T'TIMIO 16,8
IVMoxkCcUO THUTaHa 2,5
MaTHasa BKycoBasd nobabBkKa 2,5
IsT 400 1,5
Cykpaliosa 0,8
Antecyiibdpam K 0,4
MoynmucopbaT 0,1




Boma oummeHHasa IoIOCT. KOJI—BO
[IPMMEP 3
CKOpOCTE pacTBOpPEeHUd aHaJIM3UpPOBaJM C IIOMOMbBI  JIOIAaCTHOMU

MemaJIKM 2 B COOTBETCTBUM C @apM.

xpoMaTorpadpum (XKX) .

CIIA,

[Tpumep. llpodmiiM pacTBOPEHUHI

C TIIPpVMMEeHEHVEM XUIKOCTHOM

[IpOLIEHT PaCTBOPEHHOTO OeH30KarHa IJIA M[HacTUJIOK C PasJIMUHBM

MaCCOBEIM MeOMaHHBEM paszMepoM uvacTul [I3I' 6000 mpm 3adaHHOM BpPEMEHU

pacTBOpPEeHMA
Bpemsa pacTBOpeHUS CTaHOapTHHEMN MeJIKOIOMCIIEPCHEM
Bes IIOT"
(MMH) s, 10 Mmr nopomok II3I', 10 mMr
3 4,7 3,9 16,4
5 20,7 24,2 30,9

[IPOLIEHT PaCTBOPEHHOTO OeH30KarHa IS [DacTUIJIOK C pPa3JIMUHBM

koJsimdecTBOoM [I5T" 6000 mpm 3amaHHOM BPEMeHU pacCTBOPEHUS

BpeMsa pacTBOpeHUSA
nmer, 0 mr | II31', 5 mr |II3I', 10 mr | II3I', 60 MDD
(MMH)
3 4,7 14,3 17,5 11,4
5 20,7 37,2 41,1 30,9
10 54,3 72,3 74,4 62,8

[IpOlleHT PaCTBOPEHHOTO OeH30KaMuHa

IOJI4 IIaCTWMJIOR C pasJIMYHEM

MaCCOBEIM Me IMaHHBEIM pasMepoM UaCTUILL HeHROKaMHa IIpn 3allaHHOM
BpeMeHM pacTBOpeHMA
Bpemsa pacTBOpeHUHA $<207 amt < <3
(MMH)
10 25,7 44,8 38,5
15 43,1 80,0 63, 4
20 53,3 85,6 79,0

* MacCCOBHM MeIMaHHHM pa3Mep YacTHIL

Mpumep 4.

HpOﬂyKTH OJIsE CPpaBHEHUA

I[IpOLleHT pPaCTBOPEHHOTI'O OeH30KarHa -OJd [DacCTUIIOK IIprnM 3adaHHOM

BpeMeHNM pPacCTBOPEHNMA

llacTuika, IIOJIyYeHHad B
Bpemda pacTeBOpeHUA| AHeCcTe3MH | Heo—AHTUH
COOTBETCTBUM C I[IPUMEPOM
(MMH) 8 Mr 8 ™MD
1*
5 15,4 34,5 41,1
10 31,4 64,5 74,4




15 45,0 85,3 90,6

* llacTuika, IIOJIy4YeHHaAa B COOTBEeTCTBMN C IIprMepoM 1 n

comepXxala#d 8 M OeH30OKaMHa.
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$OPMYJIA MNBOBPETEHNA

1. TlacTuika, comepxamas

a. MUKPOHUI3VPOBAHHEN OeH30KauH

b. 1o MeHbmelV Mepe OOMH YCUIMTEJL PAaCTBOPEHUS U

C. OIMH WM 0oJiee BKCLUUIIMEHTOB.

2. TacTuiaka 1o II. 1, B KOTOPOM YCUIUTEJIL PacTBOpPeHMS BHOpaH
U3 TPYIIH, COCTOAMNEN M3 IOJIUBTUIIeHTJIMKoJA (II9I), nomeumicyJjbdaTa
HaTpuda (OCH) m moJjiokcamepa.

3. TlacTmjaka o IO. 2, B KOTOPOM YCUJIMTEJIL PacTBOpPeHMA
npeXcTaBjigeT cobom IIBT.

4., TlacTuiaka 10 JOOOMY M3 OPEedleCTBYKNMX IIYHKTOB, B KOTOPOM
MUKPOHMU3UPOBAHHE OeH30KaMH MMeeT MaCCOBHM MeOMaHHHEM pasMep
YacTHl, OT OKOJIO 5 mo okoJio 30 MKM.

5. Tlactuiaxka 1o nn. 1-4, B kxoTopou IIBT' mpencTarjsgeT cobon
NOJIMBTUIIeHTJIMKOJIE oT 4000 mo 6000 (IIST) .

6. IlacTujaxka 1o 1. 5, B koTopom IIBT' mnpemcraBJjseT codom IIBT
6000.

7. TlacTuika 1o JwodoMy U3 OpellecTBYIMX IIYHKTOB, B KOTOPOM
MUKPOHM3UPOBAHHEM ©OeH30KaMH MMeeT MaCCOBHM MeIMaHHBEM pasMep
YacTHul, OT OKOJIO 7 OO OKOJIO 18 MKM.

8. IacTuika 1o JoboMy M3 OIpellleCTBYOIMUX IIYHKTOB, B KOTOPOM
fOeH30KaMH MIPUCYTCTBYET B KOJMUECTBE OT OKOJIO 2 OO OKOJIO 15 MT.

9. IlacTujika IO II. 8, B KOTOpoW OeH30KaMH IIPUCYTCTBYEeT B
KoJIMduecTBe 8 MI'.

10. TlacTuika 110 JiOOOMY M3 MIPeONeCTBYIMX IIYHKTOB, B KOTOPOM
YCUJIMTEJIL PacTBOPEHMSa IIPUCYTCTBYEeT B KOJMUECTBEe OT OKoJo 1 1o
okoJio 30 mr.

11. Tactuiaka 0o n. 10, B KOTOPOM YCUIUTEJIL pPacTBOPEHUI
OpencraBJjgeT coboun 8T, u IS8T NpUCYTCTBYET B KOJMUECTBE OT OKOJO
5 mo okoJio 25 wMmr.

12. TlacTuika II0 JiOOOMY M3 MNPeONeCTBYIMX IIYHKTOB, B KOTOPOMU
SKCUUIIMEHT IpencTaBJgeT cobou 1o MeHbIeM Mepe OnoVH
IonCcJjIacTUTEJIb .

13. HacTuiaka 0o no. 12, B KOTOPOWM MNONCJIAaCTUTENL BHOpaH u3
TPYIIIIH, cocToAmey U3 CUHTETHUECKMX WM [OIPUPOIHHX  CaxapoB;
VMCKYCCTBEeHHHX IIOOCJIacTUTeJIel, BKJIUas caxapuH, caxapuH HaTpui,
acriaprTam, alnecyJsdam, TayMaTWH, TJIMLUPPU3UH, CyKpaJosy,
LUMKJIaMaT, IUTUMIOPOXAJIKOH, aJluTaM, MUPaKyJIMH ¥ MOHEeJUJIMH; CaXapHHX
CIIMPTOBR, BKJIOUaAA COpPOMT, MaHHUT, TUIMLIEPUH, JaKTUT, MaJbTUT U

KCWMJINT ; CaxXapoO3H, OIeKCTPO3EHI, q_)pYKTOBBI 17 JIaKTOS3EL; nmsoMajJjibTa,
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CTeBUM U UX CMecel.

14. TlacTuika II0 JiOOOMYy M3 MINPeOlecCTBYIMX IYHKTOB, B KOTOPOMU
SKCUUNIMEHT MpelcTaBjigeT cobo¥ IO MeHbIel Mepe OIMH apoMaTu3aTop.

15. Tlactmaxka 0o n. 14, B KOTOPOM apoMaTM3aTop BHOpaH U3
TPYIIH, COCTOAmMEeN Wu3 JlaliMa, aleJbCHHa, JMMOHa, YepHOM CMOPOIMHEH,
KOpOJIbKa, KJIIOKBHI, MOPOIIKM, ATOOH  TOIXU, MaJIMHH, KJIYOHUKHA,
3eMJISHUKN, obJyenuxu, BUIIHUA, OBIHU, KVBU, nanavu, aHaHaca,
MapakKyMM, KOKoCa UM OPpYyTMX apoMaTM3aTOpOB, TaKMX KakK Mel, TpPaBH,
yam, aHuc, Topuulla, JMMOHHOE COPTro, OXJakIalmMMi arleHT UMMOMPE,
Kobe, SBKAJIUIT, MaHT'OCTaH, MATa  I[IepedHas, MATa KyIOpdBasd,
rayJbTepus, Kopula, KakKao, BaHUIb, JHUKep, COJb, Iepel, YWiu,
MEHTOJI, aHMCOBOe cCceMfa, MATa, WX HaTypPaJbHHEX WIM CHHTETUUECKUX
BapMaHTOB U CMeCel.

16. [TacTmika 1o JodoMy n3 npenmecTBYIINUX IyHKTOB,
comepxamas II0 MeHblleM Mepe cJenyilye BSKCUUIIMEHTH: HalloJHUTEeJbL,
CBA3YMUM/ Tejleofpasyommrl areHT M CMa3HBalllee BemeCTBO.

17. IacTtuika O HI. 16, B KOTOPO¥ HAIOJHUTEJL [IPeICTaBJILET
cobo¥  MaHHUT, CBA3HBALMMI/ Tejeobpas3yonmii  aTeHT I[IpedcTaBJIsgeT
cofo¥ KCaHTaHOBYI KaMenb, MMelTCsS IIONCJaCTUTeJIb M apoMaTK3aTOpPH,
a CcMasHBaplmee BeMecTBO IpelcTaBJisgeT CcoOoM CcTeapaT MaTHUA.

18. TlacTuika 1o JimodoMy M3 OIpellleCTBYOIMUX I[IYHKTOB, IIpUUeM
yKasaHHad NacTuUiKa IIOKPHTAa IIJIEHKOOOpa3YyIYM aTeHTOM.

19. TIlacTuiaka o 1. 18, OpuMueM YyKa3aHHas I[DacTUJIKa I[IOKPHTa
JIeHKoOBpasyolMUMM areHToM, OIPpedCTaBJISMIMM cOoOoM 20UP LeJIJIJIO S .

20. NacTuaka no mn. 19, B KOTOpOM »dUp LeJJIJIO3H, oO0pa3ylmun
[IJIeHKY, BHIOPAaH us TPYIIIH, cocToAmen nus3
TUOPOKCUIIPOINIIME TUIILEJIJII0JIO 3EL (T'TIMII) , METUIITUIOPOKCUS TUIILEJIJII0JIO 3EL
(MI'211) , TUIOPOKCUIIPONIMIILLEJIIIIONIO 3 (T'TI11) , TUIPOKCUSD TUJILLEJIITIOJIO 3
(I'311) , >TUITHUIOPOKCUBTUIILEJIIIO3 (31'311) .

21. TlacTujika IO JOoMy M3 IOIPeONeCTBYIMX I[IYHKTOB, IpHUUeM
IacTuJIKa TIoJIydeHa MNpSMHM [OIpecCOBaHMEM WM TIpaHyJIuMpoOBaHMEM C
[IoCJIeIyKIMM [IPeCCOBaAHUEM.

22 . llpMeHeHMEe MNacTWJIKM II0 JboMy M3 . 1-21 njag JedeHUd
oo B TOopJe.

IIo DOBEepPeHHOCTHU
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