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ABCTPAKTHBbIE:

MepopabHbIA NYyTb AOCTABKM IEKAPCTBA 06bIYHO CYMTAETCA MPEANOYTUTENIbHBIM U Hanbonee yao6HbIM
ANA naumeHTa cnocobom BBeAeHUs fiekapcTBa. OCHOBHAA Lie/ib TepanmMM MHOTUX IEKapCTB - OCTUYb
CTabUNbHOro YPOBHA B KPOBM UM TKAHAX, KOTOPbIM ABAAETCA TEpaneBTUYECKU 3PDEKTUBHbBIM U
HETOKCMYHbIM B TEYEHME ASIUTENIbHOTO Nepuoaa spemeHun. CUCTemMa 3ame/IeHHOTO BbICBOBOXKAEHWSA
cumTaeTca 6onee pasyMHbIM NOAXOAOM A/1A NEKAPCTB C KOPOTKMM MEepUoaomM nosypacnaga, Kotopble
TpebytoT NOBTOPHOIO A,03UPOBAHMA, UX IETKO NPUTOTOBUTb, U OHU HE 3aBUCAT OT NpoLecca abcopbuum
U3 XKeNyA04YHO-KULWEYHOrO TPAKTa Nocae nepopasibHoro npuema. OCHOBHaA LLeb 3TUX IEKAPCTBEHHbIX
bopMm - oNTMMU3NPOBATL AOCTaBKY EKAPCTB, YTOObI AOCTUYb ONpeaeieHHOM CTENEHN KOHTPOIA
TepaneBTMYecKoro s¢pdekTa nepes MMLOM HeonpeaeneHHbIX KoaiebaHWin B cpese in vivo, B KOTOpoK
NPOMCXOAMNT BbICBOBOXKAEHNE NeKapcTBa. [LOCTUKEHUA B TEXHONOTMUN U3TOTOBEHUSA JIEKAPCTBEHHOW
dopmbl ¢ MOANDULMPOBAHHBIM BbICBODOXKAEHMEM M NEPOPaANbHON NeKapcTBEHHON GOopMbI C
3amMe/IeHHbIM BbICBODOXKAEHMEM ABAAIOTCA LUMPOKO NPUHATHIM NOAXOAO0M MO CPABHEHMIO C OBbIYHbIMM
NeKkapcTBeHHbIMM GOpMaMu € HeMeANEHHbBIM BbICBOBOXAEHNEM TOTO e JIEKapCTBa, MO CPAaBHEHMUIO C
KOTOPbIMM OH 0becneymBaeT NPONOHIMPOBAHHOE BbICBOOOXAEHWNE SIEKAPCTBA B TEYEHWNE O/INTENbHOTO
nepuoaa BpemeHu 3a cyeT obecneyeHuns aydwero cobniogeHnA NaLMeHTOM PEXMMA eUYeHUA U
NoBbIWEHHOM BUOAOCTYNHOCTU, A TaKKe NOYYEHHbIX MPOdUNEN KOHLEHTPALLMN B KPOBU-BPEMEHU
npenapaToB, KOTOPbIE B OCTA/IbHOM UMEIOT HECKOJIbKO OrpaHUYEHUN.

NOEHTUOUKALIMOHHBIA HOMEP: PHARMATUTOR-ART-1733
BBEAEHWUE:

TpaAnUMOHHAA cucTema 40CTaBKU N1IeKAPCTBEHHOMO CPeACTBa XapaKTepmsyeTca HemeaNeHHbIM
BbICBOGOH(AEHVIeM M NOBTOPHbIM 403UPOBAHMEM NEKAPCTBEHHOIO CpeacTBa, HTO MOXKET NPUBECTU K
PUCRY KonebaHus A03bl, MO3TOMY BO3HUKaAET HEO6XOAMMOCTb B npenaparte C KOHTPOJ/IMpyembiMm
BbICBO60)K,£l,eHVIeM, KOTOprﬁ noaaepXXmBaeT No4Tun NOCTOAHHbINA UAN OAHOpOAHbIVI YpPOBEHb B KPOBU.
KenaHue noaaepxumeatb NoO4YTHU NOCTOAHHbIN UK OAHOpOAHbIVI YPOBEHb /IEKAPCTBEHHOIO CpeacTBa B
KPOBK 4aCTO NpnBOAUT K iydllemy CO6/'IIOLI,EHMPO nauneHTom pexXmma nev4eHunsa, a TakKe K nosblileHno
KNIMHUYECKOM Bd)d)eKTVIBHOCTM NNEKAPCTBEHHOrIO CpeacTBa A4N1A ero npegnosiaraeMoro ncnosib3oBaHuA.

HepocTaTKku 06bIYHbIX IEKAPCTBEHHbIX GOPM:

1. MNnoxoe co6mo,a,eHv1e nauneHTom pexXmma npmema, nosbilleHHaAa BEPOATHOCTb NPONYyCKa A03bl
NeKapCTBeEHHOro cpeacrtesa C KOPOTKMUM nepnoaom nonysbiseaeHUA, 4NAa KOTOPOro HEO6X0,EI,MMO 4yacrtoe
BBeaeHue.

2. HensbexHble KonebaHus KOHUEHTPaUNN NeKapCTBa MOryT NpmnBectn K HeA0CTaTOYHOMY NN
M36bITO‘-IHOMy NevyeHuto.

3. MonyyatoT TUNUYHBIN BPEMEHHOﬁ I'IpOd)M/'Ib KOHUEeHTpauun B nn1asme C MMHUMaJZIbHbIM MNMKOM, YTO
3aTpyaHAET AOCTUNXKEHNE YCTaHOBUBLLUEIToCA COCTOAHUA.



4. KonebaHua B yPOBHAX IEKAPCTBEHHOTO CPEACTBA MOTYT NPMUBECTU K BOSHUKHOBEHUIO NOBOYHbIX
3¢ deKToB, 0COHEHHO IeKapPCTBEHHOMO CPeACTBa C HU3KUM TepaneBTUYeckMm nHaekcom (TH), koraa
npomncxoauT nepeao3mpoBKa.

KoHuenuua sameaneHHOro BbicBoboxKaeHus: - [poaonxutenbHoe BbicBoboxaeHme,
MPO/IOHIMPOBaHHOE AEUCTBKE, NPONOHTMPOBAHHOE AeNCTBUE, KOHTPOIMPYEMOE BbICBOBOXKAEHME,
MPO/IOHIMPOBaHHOE AEWUCTBUE, AENO - TEPMUHbI, UCMO/Ib3yeMble 411 MAeHTUGUKALMM CUCTEM A0CTaBKU
NeKapCTB, KOTopble NpeaHa3sHaveHbl A1 AOCTUKEHWA NPOAOHIMPOBAHHOIO TepanesTnyeckoro adpdexta
MyTEM HEMpPEePbIBHOrO BbICBODOXKAEHWNA NEKapCTBa B TEYEHME NPOAO/IKUTENIbHOIO NEepUoaa BpemeHu
nocne eeeaeHun Pasosan A03a. B cnydae nepopanbHOro BBEAEHMA 3TOT NEPUOA U3MEPAETCA Yacamm, B
TO Bpems KaK B C/ly4ae UHbEKLMIA 3TOT Nepuos BapbMpyeTcs OT AHel A0 mecALes.

MNpeunmyuiecTsa 1eKapcTBEHHbIX GOPM C 3amea/IEHHbIM BbICBO6OXKAEHUEM: -
1. loCTUTHYTb KOHTPOA MeANKAMEHTO3HOM Tepanuu.

2. CKopocTb U cTeneHb abcopbLmm nekapcTea MoryT BbiTb USMEHEHDI.

3. YMeHbLlUeHa YacToTa npMema npenapara.

4. KOMNAaeHTHOCTb NauMeHTa MOXKeT ObITb yayyLleHa.

5. Mprem nekapcTs MOXHO caenatb yA06HbIM

6. Makcummnsauma fOCTYNHOCTM NpenapaTa ¢ MUHUMaAbHOM A03014.

7. MoxeT 6bITb yBeJ/In4eH 3anac Nnpo4YHOCTU BbICOKOAKTUBHOIO Npenapara.

HepocTaTKu nekapcTBeHHbIX $OpM € 3ameaIeHHbIM BbICBO6OKAEHUEM:
1. He ponyckaeT 6bICTPOro NpeKpaLLeHns Tepanuu.
2. MeHbLwas rMbKoCTb B KOPPEKTUPOBKE A03bl.

3. 3T1 nekapcTBeHHble popmbl pa3paboTaHbl Ha OCHOBE cpeaHero 6MonorMyeckoro nepmMoaa
nonypacnaga.

4. OHn poporue.

MAPAMETPbI NEKAPCTBEHHOIO CPEACTBA, MOANTEXKALLUME ®OPMY/TIMPOBAHUIO AO3MPOBKU C
YAEPHKNBAEMbIM BbIEPOCOM

®duU3nKo-xMuMmmnUeckre napameTpbl ANA BbI6opa eKkapcTBEHHOrO cpeAcTBa.
1. MonekynsapHblii Bec / pasmep <1000 JanbToH.

2. PactBopumoctb> 0,1 mr / mn ana pH ot 1 ao 7,8.

3. Buammbliii KoapounumeHT pasaeneHuns BoiCOKUiA.

4. MexaHusm abcopbumm Andoysus.

5. O6uwasn abcopbuma ns scex cermeHToB HKKT.

6. Ha BbinycK He gonKHbl BAMATL pH 1 depmeHTbI.

dapmakoKUHeTUYeCKue napameTpbl AN Bbibopa npenapara

1. Mepuopa nonyBbiBEAEHUA NPEANOYTUTENBHO OT 2 A0 8 4acos.

2. O6bWNI KNMPEHC He A0NKEH 3aBUCETb OT A03bl.



3. KOHCTaHTa CKOPOCTU UCKOYEHUA, Heobxoanman 418 NPOeKTUPoBaHMA

4. Kaxkywmiica obbem pacnpegeneHus (Vd) Yem 6onbuie Vd u MEC, Tem 6onblie byaeT Tpebyembiii
pa3mep 403bl.

5. AbcontoTHas 6MoAoCTYyNHOCTb A0/IKHA COCTaBAATb 75% wnu bonee.
6. CKOpOCTb BHYTPEHHETrO MOT/IOWEHNA A0MKHA 6bITb 60/bLLIE CKOPOCTU BblgeNeHUs.

7. TepaneBTUYecKas KoHLeHTpaums Css Yem Huxke Css n meHblwe Vd, Tem meHble TpebyeTca noteps
NleKkapcTBa.

8. ToKcHYecKas KoHLeHTpauusa. NMomumo 3HaveHuit MTC u MEC, 6onee 6e3onacHas nekapcTBeHHas
dopma. TakkKe NogxoauT 414 NPenapaToB C O4eHb KOPOTKMM NepuogomM NosyBbiBegeHUs.

®AKTOPbI, BIMAIOLLME HA KOHCTPYKLUIO ®OPMbI IO03UPOBKUN 1A OCTA/IbHOIO BbIEPOCA

A) PapmaKoKkMHeTUKa 1 dpakTop dapMakoAMHAMUKN:

1. Buonormvyecknin nepmog, nosypacnaga

JNlekapcTBa c BUONOrMYECKMM NEPUOAOM Noypacnaza 2-8 YacoB CYUTAOTCA MOAXOAAWMM KaHANAATOM
AN NekapcTBeHHOM GpopMbl ¢ 3aMe/IeHHbIM BbICBODOXKAEHWEM, MOCKO/IbKY 3TO MOXKET YMEHbLUIUTb
YacToTy A,031poBaHMA. O4HAKO 3TO OFPAHUYEHO TEM, YTO JIEKAPCTBEHHbIE CPEACTBA C OYEHb KOPOTKUM
H6MoNOrMYECKMM NEPUOSOM MoJypacnaza MoryT notTpeboBaTb YpesmepHO HObLIMX KOANYECTB
NIeKapCTBEHHOTO CPeACTBA B KaXKA0W 403UPOBAHHOM eauHuLe ANa NoSAepKaHUSA YCTOMYMBBIX
3dPEKTOB, 3aCTaB/AN CaMy JIEKapCTBEHHYIO pOpPMY CTaHOBUTLCA NpeaebHO 60abWNMM.

2. MornoweHune

CKopocTb abcopbumm ekapcTBeHHOM GOPMbl ANNTENbHOTO AeNCTBUS 3aBUCUT OT KOHCTAHTbI CKOPOCTH
BbICBODOOXKAEHMSA IEKAPCTBEHHOIO CPEACTBA M3 JIEKAPCTBEHHOW GOPMBbI, @ AN1A NEKAPCTB, KOTopble
abcopbupytoTcs aKTUBHbLIM TPAHCMOPTOM, abcopbLUUA OrPAHNYMBAETCA KULWEYHUKOM.

3. PacnpocTtpaHeHune

Pacnpep,eneHme NEKApPCTB B TKAHAX MOXKET 6bITb Ba*KHbIM d)aKTOpOM B O6LLI,€171 KMHETUKEe BbiBEAEHUA
NeKapcTs. nOCKOﬂbe OH Heé TOJIbKO CHUXXa€eT KOHUEHTPALU IO UINPKYNTUPYHOLWETO 1IEKAPCTBEHHOIO
cpeAactBa, HO TakKXKe MOXKET OrpaHN4YmnBaTb CKOPOCTb B CBOEM PaBHOBECUN C KPOBbIO U BHeCOCY,ﬂ,MCTOﬁ
TKaHblO, ChegoBaTesibHO, Ka)KyLLI,Mf;ICﬂ 06BbeM pacnpeaeneHna NnpUHMMaET pa3Hble 3Ha4YeHUA B
3aBMCUMMOCTM OT BPEMEHHOI0 peXkMma pacnpeseneHuna 1eKapCcTBeHHOro cpeacrea. Takum o6pa30N\, ana
pa3pa60TKM NPOAYKTOB C 3aMe/IEHHbIM BbICBO60)KLI,EHMEM HEO6XOAMMO MMETb Mchopmau,mo o
MECTOHAXOXAEHUWN NeKapCTBa.

4. O6bMmeH BellecTs.

Mepen npeobpasoBaHnem B ApYryto Gopmy HEO6X0AMMO YyUMUTbIBaTb MeTabonnyeckoe NpeBpaLleHme B
NeKapcTBo. MOCKo/IbKY M3BECTHO MECTOMNOJIOMKEHME, CKOPOCTb M CTeneHb MeTaboan3ma, MOXKHO
pa3paboTaTb ycnewHbIi NPOAYKT C 3aMeANeHHbIM BbICBODOXKAEHNEM.

B) CBOMNCTBa IeKAPCTBEHHOIO CpeACcTBa, OTHOCALLMECS K NpenapaTty ¢ 3amMe/IEHHbIM BbICBOBOXKAEHMEM:

1. Pazmep go3bl

Pasmep a03bl 500-1000 Mr cuMTaeTCa MakCMManbHOM A8 06bIYHON NeKapcTBEHHOW GOPMbI. ITO TaKKe
BEPHO A/11 IEKAPCTBEHHbIX GOPM C 3aMe/IeHHbIM BbICBODOXKAeHMEM. MOCKONbKY pacCMOTpPeHue
pa3mepa [,03bl CNYKUT NapameTpom 6e30nacHOCTM NpU BBEAEHWUM BO/bLUMX KOIMYECTB B Y3KOM
TepaneBTUYECKOM AMana3oHe.



2. MoHunszauymsa, MK n pactBopnumocTb B BOAE.

BONbLWMHCTBO IeKapcTB NpeacTaBaatoT coboit cnabble KUCAOTbl UM OCHOBAHMUA, U ANA TOro, YTOObI
JIeKapcTBO Mor10 abcopbmnpoBaTbCa, OHO A0/IXKHO PAaCcTBOPATLCA B BOAHOMN dase, OKPYKatoLen MecTo
BBEZEHUSA, a 3aTeM pacrnpenensatoca B abcopbupytowein membpaHe.

3. KoadpuumeHT pacnpeaeneHums

B1oAoCTYNHOCTL IeKaPCTBEHHOIO CPeACTBa B 3HAYUTEIbHOM CTENEHM 3aBUCUT OT KoapduLMeHTa
pacnpeneneHus, NoCKobKY IMnodubHbIM No CBOEN Npupoae bnonormyeckmin membpaHHbIN NepeHoc
JIeKapCTBEHHOTrO CpeacTBa Yepes MembpaHy B 3HAUMTENIbHOM CTeNeHM 3aBUCUT OT KoaddULMeHTa
pacnpefeneHuns NeKapCcTBEHHOIO cpeacTBa. JIeKapcTBa ¢ HU3KUM KO3IPPULMEHTOM pacnpeneneHuns
CYMTalOTCA NJIOXMMM KaHAUAATaMM 4N COCTaBa € 3amef/IeHHbIM BbICBOBOXKAEHNEM, MOCKO/IbKY OHU
6yayT NoKanM3oBaTbCs B BOAHOM dase, Hanpumep: 6apbuTypoBasa Knucaota u HaoboporT.

4. CTabunbHoOCTb NpenapaTa

Korga nekapcTea BBOAATCA NepopasibHO, OHWM NOABEPraloTCA KUCNOTHO-LLENIOYHOMY TMAPON3ZY U
bepmeHTaTMBHOM Aerpajaunn. B 3Tom ciyyae, ecnm 1eKapcTBo HecTabuibHO B Kenyake,
npeanoyYTUTEIbHA CUCTEMA BbICBOBOMXKAEHMSA IEKapPCTBEHHOrO CpeAcTBa, KoTopasa obecneymBaeT
NIeKapCTBO B TeYEeHUe ANUTENbHOTo Nepmnoaa BpeMeHU, B TO BPEMSA KaK JIeKapcTBO, HeCcTabuabHoe B
KMLLEYHMKe, HaNpPOTUB, byaeT CTanKMBaTbCA € Npobiemoit meHblen 6MoLOCTYNHOCTY.

KOHCTPYKLIMA CUCTEMbI NOAAYN NEKAPCTBEHHbIX CPEACTB C YCTOMYMBbIM BbIEPOCOM: -

MepopanbHbIii cnocob BBegEeHWNA B OCHOBHOM ABAAETCA NPUHATLIM M3-3a ero y406HO0M NeKapCcTBEHHOM
dopmbl, An3aiiHa 1 yxoga 3a naumeHTom. Mepes cocTaBieHneM eKapcTBEHHOW popmbl C
3aMef/IeHHbIM BbICBOBOXKAEHWEM CNeAyeT yUNTbIBaTb HECKO/IbKO NapameTpoB, KOTOpble BK/OYAtOT
pasnnyHble 3HayeHun pH B KT, nepucTanbTURy Kenya0uHo-KUWEYHOTO TpaKTa, PepMEHTHYIO cucTemy
N ee BANAHWE Ha N1eKapPCTBEHHYIO GOPMY M NEKAPCTBEHHOE CPeacTBO. bo/blian YacTb 403MPOBaHHOM
bopmbl C 3amea/IeHHbIM BbICBOBOXKAEHMEM CeayeT MexaHu3My gudpdysnm, pacTBOpeHUA UK UX
KOMBMHaLMK, 4TObbl 0b6ecneynTb MeaneHHoe BbICBODOXKAEeHWE NeKAapCTBEHHOMO CPeaCTBa C 3a4aHHOM
CKOpOCTb1O. [MNOTETUYECKM, NEKAPCTBEHHAA GOPMa C 3ame/IeHHbIM BbICBODOXKAEHNEM [,0/1KHA
BbICBOOOXKAATb /IEKAPCTBO NO MEXaHM3MY HY/IeBOro NopsAAKa, KOTOPbI NoAAepKMBAET BPEMS YPOBHSA
NNeKapCTBEHHOrO CpeaCcTBa B NNa3me, aHa/IoTMYHOE BHYTPUBEHHOMY BAMBaHMIO. Mpoduan
KOHLLEHTPaLMM leKapcTBEHHOTo CPeACTBa B N1asme 418 06bIYHOro cocTaBa TabaeTKM UK Kancy/bl,
COCTaBa C 3amMe//1IeHHbIM BbICBOBOXKAEHMEM M COCTaBa C 3aMefJ/IeEHHbIM BbICBOBOXKAEHWEM HY/1€BOMO
nopsaka npeacTasieHbl Ha NPUBEAEHHOM HUMXKE PUCYHKE.
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PucyHok 1: Mpoduab KOHLEHTPALMN NEKAPCTBEHHOIO CPEACTBA B N1a3me 418 06bl4HOro
BbICBOOOXKAEHWA, 3aMeI/IEHHOTO BbICBOOOXAEHMA 1 NpenapaTa C KOHTPOIMPYEMbIM BbICBOOOXKAEHNEM
HY/1IeBOro NOpPAAKa.
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PucyHoK 2: CpaBHeHWe npoduiein 06bIMHOTO M KOHTPOIMPYEMOTO BbICBOHOXKAEHUA
noaxoabl K YCUNEHNIO CUCTEMbI AOCTABKWU JIEKAPCTBEHHbLIX CPEACTB

1. CucTeMbI C KOHTPOIMPYEMbIM BbICBODOXKAEHMEM NPU PACTBOPEHMUMU.

2. CMUCTEMBI C KOHTPOIMPYEMbBIM BbICBOBOXKAEHMEM.

3. CUCTEMBI C KOHTPONPYEMbBIM BbICBODOXKAEHWEM PAcTBOPeHUA U anddy3sumn.

4. NoHOOBMEHHbIE CMOJIbI-IEKAaPCTBEHHbIE KOMMEKCHI.

5. pH-3aBMCKUMBIN cocTaB.

6. CUCTEMBI KOHTPOJIS OCMOTUYECKOTO AaBNEHMS.

1. CucTeMbI C KOHTPO/IMPYEMbIM BbICBOBOXKAEHWEM NPU PACTBOPEHMUM

3TK cucTembl Nerko chopmympoBaTb. Npenapathbl, NPUFOTOBIEHHbIE C UCMNO/Ib30BAHUEM CUCTEMbI,
MMeIoT Mea/IeHHYI0 CKOPOCTb pacTBopeHua, 06pasyloT med/ieHHO pacTBopsatolmeca Gopmbl C
KEeNYA0YHO-KULLIEYHBIMWN XKUAKOCTAMM U SIeKapCTBEHHbIE CPeAcTBa, KoTopble 061a4at0T BbICOKOM
pPacTBOPMMOCTLIO B BOAE M CKOPOCTbIO PacTBOpPeHMA. CUCTEMY KOHTPOIMPYEMOrO BbiCBOBOKAEHUA
pacTBOPEHMEM MOMKHO Pa3aennTb Ha ABa MeToAa.



A. CucTema KOHTPOANPYEMOro BbICBOBOXKAEHMA PAaCTBOPEHUA MaTPULLbI

CucTema pacTBOpPEHUS MaTPULbl M3BECTHA KaK MOHOJIMTHAsA, MOTOMY YTO JIEKAPCTBO, NPUCYTCTBYIOLLEE B
MaTpuLLEe, MOJHOCTbIO PacTBOPSAETCA B Cpee, KOTopas KOHTPOMPYET BbiCBOBOXKAEHWE NeKapcTBa. B
OCHOBHOM OHM COCTOAT U3 BOCKOB, TaKMX KaK MYE/IMHbIN BOCK, KapHaybCKMin BOCK,
r'MApPOreHN3MpPoBaHHOE KacTopoBOe Mac/o U T. 1., U urpatoT BaskHYHO PO/ib B KOHTPOJIE CKOPOCTH
BbICBODOXKAEHWA NEKAPCTBA, KOHTPOMPYSA CKOPOCTb MPOHMKHOBEHMA PACTBOPAIOLLENCA KNOKOCTU B
MaTpuULy, U3MEHSA NOPUCTOCTb TabIeTKM, yMeHbLLas ee CMa4yMBaeMoCTb MM cam Mo cebe pacTBopseTcs
c 6onee meaNeHHOM CKOPOCTbIO. BbICBOOOXKAEHME IEKAPCTBEHHOIO CpeAcTBa 0ObIYHO cieayeT
KMHETMKe NepBOro NopsaKa 13 Takoi cMcTemMbl maTpu,

B. CucTema KOHTPOAMPYEMOTO BbICBOBOXKAEHMA pacTBOpeHEM M3 pe3epByapa

B pe3epByapHOi1 c1CTEME YacTULLbl IEKAPCTBEHHOrO CPeacTBa NOKPbIBAOT UM MHKAMNCYAUPYIOT C
NOMOLLbIO OAHOTO U3 HECKONIbKMX METOA0B MUKPOKANCY/IMPOBaHUA C UCNONb30BaHMEM MeS1IEHHO
PaCTBOPAIOLIMXCA MaTEPMAIOB, TaKUX KaK Le10103a, NOMITUAEHIIMKOb U BOCKW. ITa eAnHULA
MOKeT BbITb 3aK/1H0YEHa B Kancy/ibl UM MOXKeT 6biTb crpeccoBaHa B TabaeTku. PacTBOpMMOCTb 1
TOJILLMHA NOKPbITUA UIPAOT BaXKHYIO POJIb B CKOPOCTU PAcTBOPEHUA IEKAaPCTBEHHOTO CPeaCTBa.

2. Cuctembl ¢ KOHTpoanpyemon andoysmen

B mogenax anddysmoHHoro sBbicBoboxaeHusa auddysnsa pacTBOPEHHOro 1eKapcTBEHHOro cpeacTsa
yepes NoJIMMeEpPHY0 MembpaHy ABASETCA 3Tanom, OrpaHUUYUBAIOWMUM CKOPOCTb. B aTol cncteme
CKOPOCTb BbICBOBOXKAEHMA NEKAaPCTBEHHOMO CPeACTBA HUKOTAa He cnefyeT KUHETUKE HY1eBOoro
nopaakKa, NOCKOJIbKY AMHa NyTh Anddy3nn ysenmumsaeTca co BpeMeHeM, NOCKOJIbKY HepacTBopmnman
MmaTpuLa UcTowaeT ekapcTeo. MexaHnsm npouecca Anddysnn NoKasbiBaeT ABUKEHUE MOJIEKYN
NekapcTtea 13 0b61actu c 6onee BbICOKOW KOHLEHTpaumen B 061actb ¢ 60s1ee HU3KOM KOHLEeHTpaLue.
MoTOK NleKapcTBEHHOrO cpeacTea J (B Koanyecrse / naowanb-spems) yepes membpaHy B HanpasieHuu
YMeHbLUIEHWUA KOHLEHTpauun onpeaensaerca 3akoHom ®uka: J = -D dc/ dx, rae J = noTtok
NleKapCTBEHHOro cpeacTBa Yepes membpaHy B HanpaBaeHWe YMeHbLIeHMs KoHUeHTpauumn, D =
KoapduLmMeHT anddy3nmn nekapcTseHHoro cpeactsa v dc / dx = M3meHeHne KoHUeHTpaumm
NleKapCTBEHHOro cpeAcTBa B MembpaHe, B TO BpeMA Kak, Korga N1eKapcTBo NPUCYTCTBYET B
BOZlOHEpPacTBOpMMOI MembpaHe, OHO A0/MKHO AnddyHANpPOoBaTh Yepes MembpaHy. CKOpocTb
BbICBOBOMKAEHMA NeKkapcTBeHHoro cpeactsa dm / dt onpegensetca kak dm =ADKAC/dtL, rae A=
Mnowaab. K = KoaddpuumneHT pacnpeneneHns nekapcTsa mexay membpaHon 1 aapom nekapcrtea. L=
AnvHa anddysnoHHoro nytu (1. E. TonwmHa nokpbiTna). AC = pasHULA KOHLEHTpauuii Ha membpaHe.

3. CUCTEMBI C KOHTPOAMPYEMbIM BbICBOBOXKAEHNEM PAcTBOPEHUA U aAnddy3um.

B TaKoW cucTeme NeKapCcTBO 3aK/1l04eHO B MeMbpaHy, YaCTUYHO PacTBOPUMYLO B Boge. Mpoucxogut
pacTBopeHMe meMbpaHbl, B pe3yabTaTte Yero obpasyroTca nopbl, KOTopble NO3BOAAIOT BOAHOW cpese
NPOHMKaTb B MeMbBpaHy. 9To NPUBOAUT K PAaCTBOPEHUIO 1EKAPCTBEHHOIO CPeacTBa B MembpaHe C
nocneaytouein andodysmnelt pacTBOPEHHOro IeKapCTBEHHOIO CPeACTBaA U3 cUCTeMbI. [TpruMepom Takoro
NOKPbITUA ABAAETCA KOMBMHALMA 3TUALENN0N03bI C MBI an MeTMALentoN030M.

4. NoHoobmeHHas CMO/1a-/IeKAapPCTBEHHbIE KOMNIEKCDbI:

CMonbl - 3TO MaTepuansl, He pacTBopUMble B Boge. CMOa COAEPKUT aHMOHHbIE TPynMbl, TaKMe Kak
aMWHO- NN YETBEPTUYHbIE aMMOHMEBDIE rPYMMbl, U KATUOHHbIE FPYNMbl, TAKUE KaK KapBOKCUIbHbIE
rpynnbl, AU cynbGOrpynnbl B NOBTOPAIOLLMXCA NONOKEHUAX Lienn. KoMnaeKc N1eKapcTBo — cmona
o0bpasyeTca Npu 4AMTeIbHOM BO34ENCTBUN IeKaPCTBEHHOrO CpeacTBa Ha cmoy. MpenapaTtbl U3 3TUX
KOMNMN/IEKCOB 06GMEHUBAIOTCA B *KeyA04YHO-KMLWEYHOM TPAKTE, a 3aTEM OHM BbICBOHOXKAAOTCA C
n36bITkom Na + 1 Cl-, NPUCYTCTBYIOWMX B KeNyA04HO-KULEYHOM TPaKTe.



Cmona + - NNekapctBo— + Cl— -------—--- > >> Cmona + Cl—+ Jlekapctso—

l'oe x- ato Cl-, HaobopoT

Cmona- - Jlekapcteo + + Na + --------—--- > >> Cmona— Na + + JlekapctBo

[ns aTOM cMCTEMbI MCNONBb3YIOTCA HEPACTBOPUMbIE B BOAE CLUUTbIE NOAUMEPHbIE COeANHEHMS.
5. Cocras, 3aBucawmii ot PH

HekoTopble npenapaTbl, pacTBOpPAAch M BcacbiBasch B KT, uameHsawoT pH, npucyTcTeytowmin B
KeNyA04YHO-KULWEYHOM TPAKTe, MO3TOMY JIeKapCTBEHHbIe GOPMbI COCTABAOTCA C UCMNOb30BaHMEM
[0CTAaTOYHOro Kosinyectsa bydepHOro areHTa, Takoro Kak conb ¢pochopHOM, TIMMOHHON MU BUHHOM
KMCNOT. 3TN CONM perynmpytoT pH 0 *Kenaemoro 3HayeHus, Koraa iekapcTBeHHas popma
nepemeLLaeTca no Keayao4YHO-KMLWEeYHOMY TPaKTY. AreHTbl NPOHMLAEMOro MNOKPbITUA MCMONb3YIOTCA
019 NOKPbLITUA IEKAPCTBEHHOTO CpeacTBa U bydepa, NPUCYTCTBYIOLLENO B IEKAPCTBEHHOM popme, UTO
Nno3BoJIAEeT BOAHOW cpefe NPOHMKaTb B Hee U NpeaoTBpaLlaeT AucneprupoBaHme TabaeTok.

6. CucTembl KOHTPONA OCMOTUYECKOrO AaB/IeHMA

3TV TUNbI CUCTEM TaKXKe U3BECTHbI KaK 0POC, KOTOpbIE CNeAyoT MeXaHM3My OCMOTUYECKOTO AaBNEHWs,
Korfa 1IeKapcTBO BbICBOOOXKAAETCA C NOCTOAHHOM CKOPOCTLIO HYNEBOro NopaaKa. PesepByap coctout 13
JIEKapCTBEHHOTO CPeACcTBA M OCMOTMYECKOTO areHTa, Takoro Kak MaHHUT uan KCl, KoTopbli OKpy»KeH
noaynpoHuLaemon membpaHoi. B nekapcTeeHHoM popme nmeeTca HeboblLOE OTBEPCTUE, KOTOPOE
no3BosifeT BOAe NonagaTh B pe3epByap U NOMOraeT pacTBOPEHHOMY JIEKAPCTBY OTKAaUYMBaTbLCA C
onpeaeieHHOM CKOPOCTbIO 32 CYET OCMOTUYECKOTO AaB/ieHns. Ha BbICBODOXKAeHWe nNpenapara u3
pesepByapa He BAuatoT ycnosus KKT. BbicBObOXKAEHWE NeKapCTBEHHOIO CPEeACTBA 3aBUCUT OT TaKUX
$aKTOpOB, Kak pasmep OTBEPCTUA, TO/ILMHA NONYNPOHULLAEMON MeMBpPaHbI, MPOHUL,AEMOCTb
MeMbpaHbl, OCMOTUYECKME CBOWCTBA A4Pa M CTabUIbHOCTb IEKAapPCTBEHHOIO CPeACTBa.

OueHkKa ﬂeKapCTBeHHOVI d)OprI TabneTku c 3amegneHHbIM BblCBO60)‘K,ﬂ,eHMGMI -

1. U3ameHeHue Beca. M3 Kaxkgol napTumn ciydaHbim ob6pa3om BbibUpanm ABaauatb TabneTok,
WHAMBUAYAbHO B3BELLMBA/IM, PACCUNTLIBAIM CPEeAHUIA BEC M CTAHAAPTHOE OTKNOHEeHMe ans 20
TabneTok.

2. TonwuHa. TonwmHy TabaeTkM U3MepPAN ¢ NOMOLLBIO LMGPOBOro WTAaHreHUnpKyaa Venire,
NPOM3BOJIbHO BbIOMpPaAM ABafLATL TADNETOK U3 KAXKAOW NAPTUN U USMEPAAN TONLLNHY.

3. TeepgocTb. TBEPAOCTL U3MEPANN C NOMOLLbIO TBepaomMmepa Pfizer, 4na Kakaol NnapTUKM UCNbITbIBaAN
no Tpu TabneTku.

4. XpynkocTb. [lBaguatb TabneToK B3BewwMBaam U nomelanu so ppuabunartop Roche, n annapar
BpaLLanu co CKopocTbio 25 06 / MMH B TedeHne 4 MUHYT. Nocne nepesopoTa TabneTkn 6bian onyapeHsbl
Macco.

5. OAHOpOﬂ,HOCTb coaepxaHnAa nekapcrea. - OI'IpEAE/'IFIeTCFl C noMolLlblo Npoueayp aHanansa.

6. NccnepoBaHue pactBopeHua in-vitro. 3Tn nccnefoBaHmA pasiMyatoTcA B 3aBUCMMOCTM OT
NeKapCTBEHHOrO CPeACTBa, MCMNOJIb3YEMOro B COCTaBe. ITOT NpMUMep NpeacTaBaseT cobo MaTpUUHYIO
TabneTKy HUKopaHAWAa € 3amea/IeHHbIM BbicBOOOXKAeHMeM. MccneaoBaHWe NpoBogMAN C
ucnonbzosaHmem 0,1 H. HCl n docdaTHoro 6ydepa 7,4 ¢ ucnonbsosaHnem annaparta USP tuna I, 900 mn
cpepbl Ana pactsopeHus nogaepxmsanm npm 37 ° C+ 0,5 ° C, onTUYECKYIO NIOTHOCTb U3MEPAAU NPU
262 HM, nccnepoBaHMe PacTBOPEHUA NPOBOAMAN B TeHYeHUe 24 yacos.



3AK/TKOYEHME:

Cuctema 3amegieHHOro BbICBODOXKAEHUS cunTaeTca 6osiee pasyMHbIM NOAXOAOM A8 IEKAPCTB C
KOPOTKMM Mepnogom noaypacnaga, Kotopble TpebyroT MOBTOPHOIO A03MPOBAHUSA, UX NIETKO
NPUroTOBUTb, M OHW HE 3aBUCAT OT NpoLecca abcopbLmm 13 Kenya404HO-KULLEYHOro TpaKTa nocne
nepopasibHoro npuema. 118 NnpuroToBaeHUs IEKapPCTBEHHbIX GOPM € 3amea/IeHHbIM BbICBODOXAEHMEM
TpebyeTca xopoluasn pa3paboTka npouecca. NOMMMO X 3aMETHbIX MPEUMYLLLECTB MO CPABHEHUIO C
0ObIYHbIMUM NIEKAPCTBEHHbIMU GOPMaMU, OHM CTPAAAIOT TAKMMU HEAOCTaTKaMM, KaK MeHblLas TMOKOCTb,
[LOPOrocTosALLAsA KOPPEKTUPOBKA L,03UPOBKUN M HEBO3MOXKHOCTb BbICTPOro NpeKpaLLeHns Tepanuu.
OAaHaKo 3Ta KoHLUenuma TpebyeT TOYHOW PeryiMpoBKM GU3NKO-XMMUYECKUX NapamMeTpoB maTeprana
A4pa, CoCTaBa NOKPbLITUA U HaNONHUTENeN Ans TabneTupoBaHMA. MHOMMe ekapcTBa COCTaB/IEHbI B BUAE
[,03MPOBaHHOM GOPMbI C 3ame/IeHHBIM BbICBODOXKAEHNEM AN AOCTUKEHWSA NMPOJOHIMPOBAHHOIO
TepanesBTUYecKoro a¢ppeKTa nyTemM HENPEPLIBHOTO BbICBOOOXKAEHMA /IEKAPCTBA B TEYEHUE
NPOLO/IKUTE/IBHOTO NepPUoLa BpeMeHM Noc/e BBEAEHUS Pa30oBOM A03bl iekapcTBa. CnenoBaTenbHo,
cucTeMa LLOCTaBKM JIEKAPCTBEHHOIO CPeACTBa C 3amMeA/IEHHbIM BbICBODOXKAEHNEM ABAAETCA
npeanoYTUTEIbHON IeKapPCTBEHHON GOPMON 414 NEKAPCTB C KOPOTKMM NepmroLom NosyBbiBEAEHNS,
4yTObbI NOALEPKUBATL YPOBEHD JIEKAPCTBEHHOIO CPEACTBA B NJ1a3Me B TepaneBTUYECKOM UHAEKCE B
Te4YeHue AANTeNIbHOTo Nepuoaa BpeMeHM.
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