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PCT/EP2015/068057 MIMK® GO1N 13/00, 33/15

CMNOCOB U YCTPOUCTBO ANA ONPEAENEHUSA BPEMEHU
PACNAOAEMOCTMW NNEHOYHOMW NNEKAPCTBEHHOW ®OPMbI

Hactosiwee un3obpeteHne oOTHOCUTCA K crnocoby W yCTPOMCTBY Ansd
onpefeneHns BPEMEHW pacnagaemMocTn dapmaueBTUYECKOW NEeKapCTBEHHOW
dhopMbI B BUAE MIEHKW.

OnpegeneHve BpeMEHW pacnagaeMoCT NeKapCTBEHHBIX POPM UMEET BaxKHOE
3Ha4YeHMEe NS KPUTUHECKOrO KOHTPOMS KavyecTBa M SKCMyaTaumMoOHHbIX UCTbITaHW B
dhapmaLeBTUYECKON NPOMBbILLIIEHHOCTU.

Bpems pacnagaemMoctn hapmMaueBTUHECKON NEKAPCTBEHHOM OOPMbI ABNSETCA
O4HWM NapameTpoM, KOTOPbIN BIMSET Ha in VIVO XapakTePUCTUKN B €CTECTBEHHbIX
yCrnoBusiX 3TOM papmMaueBTUYECKON NEKAPCTBEHHOM GopMbl. Takum obpasom,
Hanu4Me No MeHbLUEN Mepe O4HOro TOYHOrO U BOCMPOW3BOAUMOrO aHaNMTUYECKOro
Tecta ANA OUEHKM TMOBEAEHUA pacnagaemMoctu nwobon  apmaueBTMyeckomn
nekapcTBEHHOM OOPMbl UMEET BaXKHOE 3HaYeHWe.

Pacnagaemocte onpegenserca B EBponenckon Papmakonen (Ph.Eur.8.0;
maBa 2.9.1) gna TabneTok M Kancyn, Kak COCTOSHWE, B KOTOPOM JHOOOM OCTaTok
obbekTa (3a UCKNIYEHNeM PparMeHTOB HEPACTBOPMMOrO MOKPLITUSA U 0BO0N0YKM
Kancynbl) OCTAeTCsa Ha dKpaHe TECTUPYHOLLEro YCTPOWCTBA U NPUNUNAET K HPKHEN
NOBEPXHOCTU OUCKOB, €CNN OHM WUCMNOMb3YHTCH, U NpeactaBnser cobon Msrkyro
MaccCy, He WMEILLY0 OCA3aeMO TBepAyr cepaueBuHy. [ns cynno3vTopueB WU
BarMHanbHbIX cynnosutopueB EBponenckaa dapmakones (Ph.Eur.8.0; naesa 2.9.2)
CUYMTaET, YTO pacnagaemMocCTb AOCTUraeTCH, eCcrnu:

a) LOCTUrHYTO MOSIHOE PacTBOPEHME,

©) KOMMOHEHTbI CyMno3NTOPUA WNN Neccapus OTAENWNUCL APYyr OT Apyra:
pacnnaBfeHHbIE XMPOBbIE BeELLeCTBa CODMPAarOTCA Ha MNOBEPXHOCTU KUAKOCTU,
HepacTBOpPMMbIE MOPOLLKM najakT Ha [AHO, a pacTBOPUMbIE KOMMOHEHTbI
pacTBOPSAKOTCH, B 3aBUCMMOCTW OT Tuna npenapaTta, KOMMOHEHTbl MOryT ObITb
pacnpegerneHbl O4HUM UM HECKONMbKMMW N3 3TKX cnocoboB,

B) CyLWEeCTBYET CMArdeHue npodbl, YTO MOXET COMPOBOXAATbCA 3aMETHbIM

n3MeHeHnem popMbl 6e3 NOMHOro pasgeneHnst KOMMOHEHTOB, MPUYEM pasMsrYeHmne



TakoBO, 4YTO Cynno3nTopunu unNn neccapun Oonblue HE UMEET TBEPAOE £4po,
oKasblBaroLLee CONpOoTUBIEHWE AABMEHNIO CTEKIAHHOW Nanoykuy,

) NpouCXoauT paspblB XenaTtMHOBOW 0B0MOYKM peKTarnbHbIX UK BarMHarnbHbIX
Kancyn, 4to obecneynBaeT BbICBODOXAEHNE COLEPKMMOTO,

[l) HWKaKOro octartka He OCTaeTcs Ha nepdopupoBaHHOM AUCKE UMW, ecnuv
OCTaTOK OCTaeTCs, OH COCTOUT TOSBKO U3 MSATKOW UIM NEHUCTON Macchbl, HE UMEIOLLIEN
HMKaKoro TBEpPAOro sapa, obnagarowero ConpoTMBNEHVEM LABMNEHUIO CTEKNAHHOM
nanoyku (BarMHanbHble TabneTkn).

EBponenckas Papmakones (Ph.Eur.8.0) He yTouHAET, Korga cuMTaeTcs
AOCTUrHYTOW pacnafaemocTb hapMaueBTUYECKUX NEKAPCTBEHHbIX (POPM, OTIMYHBIX
OT BblllEeyKasaHHbIX YNOMSHYTbIX TabneTok, Kancyn, Cynno3nTopueB M BarMHanbHbIX
cynnoanTopueB. B 4yacTHOCTW, pacnagaemMocTb MMEHOYHbIX dapMaLeBTUYECKMX
nekapcTBeHHbIX opm B EBponenckon dapmakonee He paccmaTtpuBaeTcsa. T0 xe
camoe cnpasegnmeo 1 ana ®apmakonen CLUA (USP 36).

EBponenckas dapmakones (Ph.Eur.8.0; aea 2.9.1) n ®apmakonea CLUA
(USP 36 <701>) onpegensatoT cnocobbl 1 yCTPOUCTBa ANS ONPeLeNeHna BpeMeHU
pacnagaemMocTu TabneTok, Kancyrn, Cynno3UTOPUEB M BarMHarnbHbIX CynnoO3UTOPUEB.
Tem He meHee, cnocobbl U YCTPOUCTBa ANA ONpeaeneHUs BpeMEHU pacnagaemMocTu
NNEHOYHbIX PapMaLEeBTUYECKMX NEKapPCTBEHHbIX OOPM, TakmxX Kak gucneprupyemole
B POTOBOW MOMOCTU MAEHKW, He onucaHbl. Kpome Toro, cnocobbl M yCTPOWUCTBA,
onucaHHble B EBponenckon un AmepukaHckon Papmakonee ANna onpefeneHHbIX
hapmaLeBTUYECKMX NEKAPCTBEHHbIX OPM, HE MOryT ObITb COOTBETCTBYHOLLMM
obpa3om MCNONb30BaHbl ANA  OMNpPefeNneHns BpPEMEHM pacnagaemMoCTU  TaKkux
NNEHOYHbIX dhapMaueBTUYECKUX JeKkapCTBEHHbIX (opM. Hanpumep, nneHo4YHble
apmayeBTUYECKME NEKAPCTBEHHbIE (OPMbI, Kak npasBuno, MNpunNunawT K
YCTPOUCTBY U/MNN NeKapCTBEHHbIE POPMbI UMM UX YaCTU OCTaOTCA Ha NOBEPXHOCTU
XMAKOCTK, CnocobCTByOWEN pacnagaemMoCcTu, YTO AenaeT OLUEHKY pacnagaemMocTy
HETOYHOW U HeBocnpoussBogumon. Kpome TOro, MeTofbl, B COOTBETCTBMM C
EBponenckon n AmepukaHckon Papmakoneen, MCnonb3yrT AOBOMbHO ©Gonblioe
KONMMYECTBO XMAOKOCTM, CNOCODCTBYHOLWEN pacnagaeMoctn. OTO He Bcerga
COOTBETCTBYET YCMOBUAM B MNPUPOLHOM Cpefe, Harnpumep, Korga nieHovHas
dapmavneBTUYeCKan nekapcTBeHHas popma npefHasHavyeHa Ans pacnagaemocT B
NONOCTU pTa, rae XnAKoCTW, AOCTYNHOM ANA pacnagaemMocTy, LOBOMbHO Maro.

B pononHeHne k cnocobam mn ycTponcTtBam, onucaHHbiM B EBponenckon wm



AmepukaHckon dapmakonee, HWKe KpaTko W3NOXEHbl YCOBEPLUEHCTBOBAHHbIE
yCTpOUCTBa M CNocobbl HA MX OCHOBE W anbTepHaTUBHbIE YCTPOMUCTBA U Crocobsl,
N3BECTHbIE N3 YPOBHA TEXHUKU:

DE 9419245 U1 onucbiBaeT aBTOMaruMyeckoe YCTPOUCTBO W3MEPEeHWs Ans
N3MEPEHNSA BPEMEHM pacnagaemocT TabneTok n TabneTok, NoKPbITbIX 0O0NOYKON.

EP 0975949 A onucbiBaeT YCTPOMUCTBO ANA  ONpeaeneHuss BpeEMEHMU
pacnagaemMoCTU MPEeCCOBaHHbIX NEKapCTBEHHbIX CPEACTB, TakMX Kak TabneTtkm u
Kancyrnbl, a Takke COOTBETCTBYHOLMM CNOcoDb.

WO 98/57144 A1 onucbiBaeT YCTPOUCTBO AN ONpefeneHns BpemMeHU
pacnagaemMocTM  MPECCOBaHHbIX  NEKAPCTBEHHbLIX  (POPMOBAHHbLIX  U3AEnNuK
(Hanpumep, TabneTok K1 Kancyn) 1 COOTBETCTBYHOLLMIA Cocob.

DE 10 2005 049220 A onucbiBaeT cnoco® m yCTpPOUCTBO ANS MU3MEPEHUS
BPEMEHM pacnafaemocTy TBepAbIX Npob, B 4aCTHOCTW, TabneTok 1 Cynno3nTopueEB,
B XXMAKOCTSX.

JP 2008-032482 A HanpaBneH Ha cnoco® TecTupoBaHWA Tabnetkn Ha
pacnagaemMoctb M npubop Ans onpejeneHna pacnajaemMocTy Ans U3MepeHus
BPEMEHM pacnagaemocTu TabneTkm, B YaCTHOCTU pacnagaemMocTy TabneTkm BHyTpU
nonocTu pra.

WO 2007/08470 A1 onucbiBaeT YCTPOMUCTBO ANSA TEeCTUPOBaHWA TabneTku,
pacnagaroLienca B NonocTu pra.

WO 2010/094341 A1 onucbiBaeT yCTPOUCTBO U3MEPEHMS BPEMEHU 3aTyXaHWUA
ANA aBTOMAaTMYECKoro OnpeaeneHns BpeMEHU pacnagaemMoctn npob TBepaoro
BeLecTBa.

Mpy OTCYTCTBMM NOAXOAAWMX CNOCOBOB ANA  OnpeaeneHuss BPEMEHMU
pacnagaemMocTi B MMAEHOYHOW (hapMaLeBTUYECKON NEKAPCTBEHHOMN (hOpME, aBTOpPbI
HacTosLWwero n3obpeTeHnsa paHee NCnonb3oBanu crneayowmn cnocod: vaiwky Metpu
3anonHanM HebOonbLIMM KONMMYECTBOM Cpedbl, CNocOBCTBYHOLLEN pacnagaemMocTy,
NNEHOYHYO  papMaLeBTUYECKYO  NEeKapCTBEHHYO  opMy  nomMewann  Ha
MOBEPXHOCTb  Cpefbl,  cnocobcTeyrowen  pacnagaemoctn. PacnagaemocTb
NMEHOYHON apMaueBTUYECKON NEKapCTBEHHOM (opmbl  3aTteM  Habnwoganu
Bu3dyanoHo. Kak npaBwno, nneHoyHas gapmaueBTundeckas nekapcreeHHaa dpopma
HayMHaeT pacnagaTbCqd Ha OA4HOW W3 KPOMOK, CTaHOBWTCS MOPUCTOW, nopucTas
CTPYKTypa pacnafjaeTcd, a 3aTteM OTAeflbHble 4acTu CTaHOBATCS BCE MEeHblUe U

OTXOAAT ApPYr OT Apyra. B kauecTBe anbTepHaTUBbI, NNeHoYHas dapmMaleBTnyeckas



nekapcTBeHHasa popma Aenutca Ha ABe UM BonbLUee KONMMYECTBO KPYMHbIX YacTen,
ogHa W3 KOTOpPbIX OCTaeTCA Ha MOBEPXHOCTU Ccpefbl, CrnocobCTBYOLLEN
pacnagaemMocTu, a gpyras TOHET W HayuMHaeT pacnagarbCs, B TO BPeEMA Kak Ta,
KOTOpas OCTaeTcs Ha MOBEPXHOCTW, OCTAETCA HEMOBPEXAEHHOW 3HaYUTEerNbHO
ponbwe. C  y4yeToM OSTOrO, paxe AnNg OOHOrO M TOr0 Xe cneuvanucra,
ONpefensatLwWero pacnagaeMocTb, O4YeHb TPYAHO ONpeaenuTb  MNPaBUIIbHYHO
KOHEYHYIO TOYKY ANS U3MEPEHNA BPEMEHM pacnagaeMocTn nNpobbl. ECnm Heckonbko
cneyunanncToB ONPeaenstoT KOHEYHYHO TOYKY, TO u3amMeHeHue OypeT ewe Gonblue.
Paanuuma BO BpeMEHM pacnagaemocTy ANs OAHOWM W TOro e npobbl MOXET ObiTb
Bonee 30 cekyHA AnNsa O4HOro K TOro e nuua, n gaxe donblie, yem 1 MUHyTa, €cnm
y4acTBYHOT pasHble cneumanucTbl. JTO pasnmuve He SABMAeTCs NpuemMnembiM Ans
N3MEPEHNSA BPEMEHM pacnagaeMoCTh, KOTOPOE MOXET BbITb Kak HECKOMbKO MUHYT, a
B HEKOTOPbIX CriyYasx Aaxe MeHblue 1 MUH.

Cnoco® ¢ ucnonb3oBaHveM 4awkun [leTpy AONONHUTENBHO CBHA3aH C TEM
HEeLOCTaTKOM, 4YTO MOXeT OblTb BMAHA TOMbKO OfAHA MOBEPXHOCTb MNIEHOYHOW
dapmaueBTUYECKON NEeKapCTBEHHOW (OpMbl BO BpemMs TeCTUPOBaHUS Ha
pacnagaemoctb. HabnogeHne BEPXHEW M HKHEW MOBEPXHOCTU MOXET, TEM He
MEeHee, wurpatb BaXHyl0 ponb B rpouecce OonTUMU3aUMM  MNEHOYHbIX
dapmaueBTUYECKMX NEeKapCTBEHHbIX (OPM C TOYKM 3PEHUA UX MNOBELAEHMUS
pacnagaemMocTu

C y4yeToM BbLILWEN3NOXKEHHOro, CyllecTByeT MNOTPeOHOCTb B TOYHOM U
BOCMPOM3BOAMMOM Crnocobe TECTUPOBaAHUA Ha pacnagaemMocCTb C MOMOLLbIO MPOCTOro
B MCMONb30OBaHWN W COOTBETCTBYIOLLErO0 YCTPOWCTBA, oObecneymBarolLiero 4YeTko
ONPEeLENEeHHY0 KOHEYHYH TOYKY M HU3KYH M3MEHYMBOCTbL. B yactHocTh, cnocob wm
YCTPOWUCTBO AOMMKHblI ObITb NpUrogHbl B KadecTBe CTaHaapTHOro cnocoba wu
yCcTpoOUCTBa  ANS  OMNpejeneHus  BPEeMEHUM  pacnagaemMocTV  MNEHOYHbIX
hapmaLeBTUYECKMX NEKAPCTBEHHbIX OOPM, TakmxX Kak MneHKW, AUCneprupyemMbie B
nonocTu pra.

Hactosiwee wn3obpeteHne obecneunBaeT BbIrOAHbIM CNOCOD onpeaeneHuns
BPEMEHM pacnagaeMoCcTh MMEHOYHbIX PapMauleBTUYECKUX NEKaPCTBEHHBLIX OpPM,
Hanpumep, AWCNEeprupyemMbiXx B MOMAOCTM pTa MMAeHoK, npudem  crnocodb
XapaKTepuayeTcsa YETKO onpeneneHHON KOHEYHON TOYKOW, ABMSETCS OYEHb TOYHbLIM
N BOCNPOU3BOAMMbBIM, NPOCTbLIM B UCMONB30BaHUN U CTaHAapTM3aumMm, MOXeT ObiTb C

ycrnexom  WUCMonb3oBaHO B pa3paboTke M ONTMMM3auMM  MIEHOYHbIX



apmaueBTUYECKMX NEKAPCTBEHHbIX (POPM, W B KOTOPOM KOMMYECTBO XUAKOCTMW,
cnocobCTByOLWEN pacnagaemMoCcTh, MOXeT ObITb BbIOpPaHO B LUMPOKOM AManas3oHe, U
B KOTOPOM HEA0CTaTKM U3BECTHbIX CNOCODOB, Takne Kak npununaHne nekapcTeeHHoOW
dopMbl K YCTPOUCTBY UMM NnaBaHWe nekapCTBEHHONW (OOpMbl Ha MOBEPXHOCTU
cnocobCcTByOLLEN pacnagaemMocTn cpepbl, ycTpaHatoTca. Kpome Toro, Hacrosuee
n3obpeteHmne obecneumBaeT YCTPOWCTBO ANSA  OCYLUECTBNeHMss cnocoba B
COOTBETCTBUM C HACTOALLMM N300pETEHMEM.

B cooTBeTCTBMM C MepBbIM acrnekToM HacToswee M3obpeTeHne OTHOCUTCA K
cnocoby onpeneneHnsa BpEMEHM pacnagaemocT B NNEHOYHOW hapMaLeBTUYECKON
nekapCTBEHHOM (POpMe, BKOYatoLLemy:

(@) pasMelleHne nNeHOYHOW dapMaUeBTUYECKON IEKAPCTBEHHOM (OOPMBbI
MEeXAYy OTBEPCTUEM HWXKHEW CTOPOHbI BEPXHEW CEeKUMM ANS NpUemMa >XUAKOCTU U
OTBEPCTUEM BEPXHEWN CTOPOHBLI HUXKHEW CEKLMM ANA NpUeMa XNAKOCTH;

(b) HaHeceHWe XNAKOCTN Ha BEPXHIOKD CEKLMIO ANA NpUuema XXUaKoCTy,

(c) HabnogeHue NMPOHUKHOBEHNA  XXMAKOCTU Yyepe3s NIEHOYHYHO
dhapmaLeBTUYECKYHO NeKapCTBEHHYO hopmy; K

(C) onpepeneHne BpemeHu mexay stanom (b) n atanom (c).

B cooTBeTCTBUM CO BTOPLIM acrnekToM, HacToslee n3obpeTeHne OTHOCUTCS K
YCTPOUCTBY A5 TECTUPOBaHNA Ha pacnafaemocTb, cogepallemMy

(I) BEPXHIOKO CEeKUMIO ANA npuemMa >XUAKOCTW, UMEIOLLYIO OTBEPCTUE HWKHEW
CTOPOHBI, U

(Il) HWKHIOKD CeKUMO ANS MPUEMa XUAKOCTU, MMEIOLLYIO OTBEPCTUE BEPXHEN
CTOPOHBI,

NpUYEM OTBEPCTME HMXKHEWN CTOPOHBbI BEPXHEW CEKLMWN AN NPUEMA XKULKOCTU U
OTBEPCTUE BEPXHEWN CTOPOHbI HWKHEW CeKuMM ANSA NpUeEMa XUAKOCTU BbINOSTHEHbI
Takum  obpasom, 4TOObl  yaepXuBatb  MNEHOYHYD  papMaLeBTUHECKYHO
NEKapPCTBEHHYH (DOPMY MEXAY BEPXHEN CEKLMEN ANS NPUEMA XKNUOKOCTU N HLKHEN
cekumen ans npuema XXUaKocTu.

B cooTBETCTBMM C TPETbUM acrnekToM HacToswee n3obpeTeHne OTHOCUTCSH K
NMPUMEHEHMIO YCTPOWCTBA, COAEPKaLLEro

(I) BEPXHIOK CEKUMKO ANA NpUemMa XUAKOCTU, MMEILLYIO OTBEPCTUE HWMKHEN
CTOPOHBI, U

(Il) HWKHIOK CeKuMo ANna npuema XUAKOCTU, MMERLLYIO OTBEPCTUE BEPXHEW

CTOPOHBI,



NpUYEM OTBEPCTUE HMKHEN CTOPOHBbI BEPXHEN CEKLUMM ANSA NPpUEMa XNLKOCTU U
OTBEPCTUE BEPXHEN CTOPOHBI HWKHEW CEeKUMM ANS npuema XUAKOCTU BbINOMHEHbI
Takmm  obpasom, 4TOObl  yaepxumBaTb  MMEHOYHYD  (bapMaueBTUYECKYHO
NeKapCTBEHHY0 hopMy (MpeanovTUTENbHO, AUCMEPTUMPYEMYIO B POTOBOW MOSOCTH
NNEHKY) MEXAy BEepPXHEM CEeKUMen Ans npuema XMAKOCTU U HWKHEW cekumen ans
npuema XngkocTu,

ANS OnpefeneHns BpeMeEHM pacnagaemMocTh MMEeHOYHOM dhapMaLeBTUYECKOM
nekapCTBEHHON POPMbI.

Mepen Tem kak Hactosiwee m3obpeTteHne Byaetr nogpobHO OMUCaHO HUXeE,
CneayeT MnoHMMaTb, 4YTO OHO He OrpaHMYMBAaETCH KOHKPETHOM METOAONOrnen,
NpOTOKONaMM U peareHTamy, OnuMcaHHbIMU  34eCb, MOCKOMbKY OHUM  MOTYT
BapbupoBaTtbcs. Kpome Toro, cnegyeTt NoHMMaTh, YTO TEPMUHONOIMSA, UCMONb3yemMas
B HaCTOSILLEM LOKYMEHTE, ANS LieNe OnmnCaHmnst KOHKPETHbBIX acreKkTOB U BapuaHTOB
BbIMNOSTHEHNSA TONBKO M300pEeTEHMS U He NpefHa3HadveHa Ans orpaHudeHns obbvema
HacToAWEro mn3obpeTeHns, KOTOPbIM OrPaHNYEH TOSMBKO MpunaraeMon gopMyromn
n3obpetenHns. Ecnv He ykasaHO MHOE, BCE TEXHMYECKME U Hay4yHble TEPMMWHbI,
NCNonb3yemble 34eChb, UMEKOT TE XKe 3Ha4YeHWs, KOTopble OBbIYHO MOHATHBI CPeaHEMY
cneymanucty B 4aHHOM 06nactn TEXHUKN.

B onucaHum n B dopmyne m3obpeTeHns, KOTOpblE CREAYHT HKE, eCnn 13
KOHTEKCTa He CneayeT MHOE, CNOBO «COAEpXaTb» WM €ro Bapuauum, Takume Kak
«COLEPXKUT» N «COAepXKalUMM», CrnepyeT MOHMMaTb Kak O3Havarollee BKHYeHWe
yKasaHHOro Lenoro unu arana, Wnu rpynnbl Lenbix UnyM 3TanoB, HO HE UCKNoYaeT
noboe Apyroe Lenoe unu artan, UM rpynny Lenbix UM 3Tanos.

Heckonbko OKYMEHTOB NMPUBOASATCS B TEKCTE AAHHOro fokyMeHTa. Kaxabin 13
LOKYMEHTOB, UMTUPYEMbIM B HacToswem JokymeHTe, nmnbo Supra, nubo Infra,
BKITFOUEH B HACTOSILLIEE OMNUCAHME B KAYECTBE CCbISIKM BO BCEM €€ MOSHOTE.

[lanee npuBeLEeHO OnpefeneHne TEPMUHOB, WCMOMb3YEMbIX B AaHHOM
onmcaHun. B kaxxaom criydyae mx MCnosb3oBaHne B AaHHOM OMUCaHUM 3TU TEPMUHBI
ByayT WMETb, COOTBETCTBEHHO, OMPELENEHHbIA CMbICIT UM MPeanoYTUTENbHbIE
3Ha4YeHus.

TepMuHbI «hapmaueBTMyeckasn nekapcTeeHHaa opmar», «papmMaleBTUYECKUm
npenapar», «papMaueBTUYECKOE CPEACTBO» W «JIEKAPCTBEHHbIA npenapary,
MCNOMb3yemble B HACTOSALLEM OMNUCaHWUM, B3aMMO3aMEHSEMbl M O3Ha4aroT nboK

NPOAYKT, CoAEepXaLLUMn akTUBHbIN papmaueBTnYecknn nHrpegmeHT (API).



TepMuH «nneHovHaa apmaueBTUdeckas nekapcTBeHHas opmMay BKIoYaeT
TOHKME MNeHKn (Takke obo3HavaeMble Kak «MOANOXKKMY, «MOMOCKUY» UM «OUCKMY),
Hanpumep, nNneHk, nmerowme TonwmHy ot 50 go 2000 MKM, B YaCTHOCTW, MIEHKW,
nmerome tonwmHy ot 50 go 2000 MKM 1 UmeroLme aBe NNocKMe NOBEPXHOCTU, HO
Takke BKMOYaeT B cebs nekapCTBeHHble hOpMbl, MMmetowme TonwmHy 6onee 2000
MKM M OBE BbIMyKMble MOBEPXHOCTM (Hanpumep, OBasnbHblE WM NPOAONTrOBaThIe
TabnetkM, B YaCTHOCTW, NepopanbHO Aucneprupyemble TabneTku), WUNu OJHYy
MNOCKYHO U OA4HY BbIMYKMAYIO MOBEPXHOCTb, MM UMEKLLME HEPOBHBIE MOBEPXHOCTU
(Hanpumep, rpaHynbl) 4O TEX Mop, Noka KX BpPeMs pacnagaemMoctV MOXET ObiTb
onpefeneHo C NOMOLLBI YCTPOMUCTBa ANS TECTUPOBaHUA Ha pacnagaemMocTb WUNn
cnocobom TecTMpoBaHWs Ha pacnajaemMocCTb, B COOTBETCTBMM C HaCTOALLMM
n3obpeteHmem. [neHouHas ddapmMaueBTUdecKasn nekapCTBEHHas ¢opma MOXET,
HanpuMep, NpeacTaenaTe cobon rmbknn nnu HErmbknnm NUCT Mmatepmana (matepuan,
BKITHOYAIOLLMIA, HanpuUMep, No MEHbLUEN Mepe, OAWH MONUMEP), UMELWMNA TOSLMHY
o1 50 o 2000 MKM.

[neHoYHbIe dhapMaleBTUYECKNEe NekapCTBEHHbIE (POPMbI MOTYT BbITh BBEAEHb!
nepoparneHO, MyKO3amnbHO, TpaHCOyKKaneHO, HaAbA3bIMHO, MOABA3bLIYHO, MECTHO,
BarMHarnbHO UM peKTarnbHo.

[MneHoyHble drapmaueBTUYECKMe nekapCcTBeHHble (OOPMbl, BbIMOSHEHHbLIE B
COOTBETCTBUM C HACTOALLMM U30DPETEHNEM, BKITHOYAIOT AUCNEeprmpyemMble B pOTOBOW
MOMOCTM NNEHKM (Takke yrnoMMHaemble, Kak pacnagaemble B POTOBOM MOMOCTU
nnexHkn). ucneprmpyemble B pOTOBOM NONOCTU NAEHKN pacnagaroTcsa B NONOCTU pTa
n obecneunarot nornowieHne API yepes cnmamcTyro obonouky nonoctu pra unm
NyTEM MOrMOWEHNA 4Yepe3 XKenyLoYHO-KMLLEYHbIM TPakT Mocne TOoro  Kak
LE3VHTErPUPOBaHHBLIE KOMMOHEHTbI NIIEHKN BbIN NPOrnoYeHsb!.

Kak npaBuno, Takne gucneprupyembie B pOTOBOM NOSIOCTU NIEHKMN NOSyYaroT C
MCNONb30BaHMEM MAPOMUNBHBIX MNOMMMEPOB, KOTOpble ObICTPO PacTBOPSAOTCA B
NonocTK pTa (Kak npaBumno, B TedyeHne oT 5 cekyHa Ao 10 MUHYT), Hanpumep, Ha Unu
no4 A3bIKOM (CBEpXY A3blKa UMM NOA, S3bIKOM) UMM B POTOBOW MOMOCTMW.

[MneHoyHblEe drapmaueBTUYECKNE NEKapCTBEHHbIE (DOPMbl, B COOTBETCTBUM C
HacTosWwmMM n3obpeteHmem, cogepxat oanH APl unu cmeck asyx unmn 6onee API 1
noAXO4AWMX  HanoONHUTENEeW. HanonHutenu  moryt  Bknoyate  nobble
dhapmaueBTUYeCKN NnpuemMmnemble fo06aBkM, Takne kak ctabununaatopsl, pasbasutenu,

CBSI3ylOLUME BELeCTBa, CryCTUTenM WM rpaHynMpylolmMe  areHTbl, areHTbl,



CnocOoBCTBYIOLLME CKOMBXEHUIO (CMOCODOCTBYOLLME MOTOKY) M CMa30YHble MaTepuarnsl
Ana obecneyerHns 3 HEKTUBHOIO NPOU3BOACTBA; CNOCOBCTBYHOWME pacnasaemMocTu
BelecTBa, 4TobObl CNOCOBCTBOBATL pPacnagaeMoCcTy B XKenyAo4YHO-KULLEYHOM TpaKTe,
BKIKOYasa MOMoCTb pTa; nnactudukaTopbl ANS YNyYWEHUS MeXaHU4Yeckux CBOWCTB,
NoACNacTUTENU UM apomaTm3aTopbl AN YyYlWeHWa BKYCa; WU MUIMEHTbI, YTOObI
nekapcTBeHHbIE POPMbI BbINn BU3yanbHO NpuBneKkaTensHbIMM.

TepMnH  «apmaueBTUYECKM  MPUEMNEMbIN»  O3Ha4aeT  O0f0OpPEHHbIN
perynupyrowmm opraHom EBponenckoro coto3a wmnm OQHOrO U3 €ro rocypapcTs-
YNEeHOB WNM OpraHoM deaepansHOro npaBUTENBCTBA UMW NpaBUTENbLCTBA LITaTa
CLWA, nnn nepeuncneHsl B ®apmakonee EC wnn dapmakonee CLUA, nnn gpyrom
obwenpmusHaHHOM apmakonee Ans MCMNOMb30BaHUA B XMBOTHbIX, a ©Oonee
KOHKPETHO, B NOAAX.

«PacnagaemocTtb» n «Bpemsi pacnagaemocTmn» MCNONb3YyHTCA
B3aMMO3aMEHAEMO U ONpPeaenalTca Ana cnocoba no HacToswemy M3obpeTeHunto,
Kak TO4YKa BO BPEMEHM, KOrga XuAKoCTb (CnocobCcTByOWas pacnagaemocty cpeaa)
NPOHUKaET Yyepes papMaLeBTUUECKYIO NekapCTBEHHYHO hopmy. bonee KOHKpeTHO, B
CMbICNe M300peTeHus, BpeMsa pacnajaemMocTV ONpefenseTca BpeEMEHEM Mexay
atanomMm b) n stanom C), UM BpeMEHEM OT MPUMEHEHUA XUOKOCTU Ha BEPXHIOH
CeKUMIO AnS npuvema XuAKoCTW A0 OTCOeAMHEHWA W NajeHWa NepBOoW Kanmu C
HWXKHEW MOBEPXHOCTU hapMaLeBTUYECKOW NEKapCTBEHHOW hOPMbI.

Ans cnocoboB, OTMMYHbIX OT crnocoba B COOTBETCTBUM C HACTOALLUM
N300peTeEHMEM, «pacrnagaemMocTby U «BPEMS pacrnagaemMoCcTuy OnpeaensitoTcs B
AaHHOM OMMCaHUN B KA4€CTBE MOSIHOrO PasnoXeHUs MNNEHOYHON hapmMaLeBTUHECKON
NEKapCTBEHHOM OPMblI B €€ nepBudHble 4Yactuubl. CTOUT OTMETUTb, uTO
pacnagaemMocTb CrneayeT oTnuyatbh OT pacTBopeHus. PacTBOpeHMe OTHOCUTCA K
aKTUBHOMY hapMaLeBTUYECKOMY MHrpeaneHTy (API), kOTOpbIN NPUCYTCTBYET B BUAE
apmaleBTUYECKON NEKapCTBEHHOM OPMbl M 3@BUCUT OT  pacnagaeMocTu
apmaleBTUYECKON NEKapCTBEHHOM (OPMbl U PacTBOPUMOCTBIO  aKTUBHOIO
hapmaLeBTUYECKOro MHIPeaAneHTa B 4aHHOW cpese.

Hactoswee wu3obpeteHne onucaHo panee. [lanee pasnuyHble acnekTbl
n3obpeteHmns Oyayt onpegeneHbl 6Oonee pgetanbHO. Kaxagbm  acnekr, Tak
onpeaeneHHbin, MoOXeT ObiTb o0O0beanHeH ¢ nbbiM  APYrMM  acnekTom  Unm
acrnekTamm, eCrnim YeTKO He yKasaHo MHoe. B wacTtHoCTK, ntobon npusHak, ykasaHHbIN

Kak npegnoyTUTENbHbIN UMW UMEIOLNA NPENMYLLECTBO, MOXET ObiTb 0ObeanHEH C



nobbIM APYrM MPU3HAKOM UK NPU3HaKaMu, yKasaHHbIMWU Kak MpeanodTuTenbHble
NN NPENUMYLLEECTBEHHbIE.

Cnoco®  onpegeneHus BpeMeHu pacnagaemMocTu B NIIEHOYHOW
apmavneBTUYECKON NeKapcTBEHHOM dOpMe, B COOTBETCTBUM C MEPBbIM acCrneKkToM
HaCTOSLLEro N306peTeHns BKIOYaeT:

(A) pasmeweHne dapmMaueBTUYECKONW NEKapCTBEHHON opmbl  Mexay
OTBEPCTUEM HWXKHEWN CTOPOHbI BEPXHEN CEKLMWN ANS NPUeMa XXMLKOCTU N OTBEPCTUEM
BEPXHEN CTOPOHBI HPKHEW CEKLMM ANA NpUeMa XNAKOCTY;

(B) BBEAEHME XKMAKOCTU B BEPXHIOH CEKLMIO AN NPpUeMa XULKOCTU;

(B) HabniogeHne 3a MPOHUMKHOBEHMEM  XUOKOCTM  4Yepe3  MIEHOYHYHO
dhapmaLeBTUYECKYHO NeKapCTBEHHYO hopMmy;

(N onpepeneHne BpemeHn mexgy atanom (6) n atanom (B).

dapmaueBTUyecKaa nekapcTBeHHaa opma npeanovTUTENbLHO NpeacTaBnaeT
cobon gmucneprmpyemyto B pOTOBOM MOMTOCTM MIEHKY.

B cnocobe, B COOTBETCTBMM C M30DpPETEHNEM, BEPXHAA CEKUuMs ANA npuema
XMOKOCTU W1 (papmaueBTMyeckaa nekapcTBeHHas dopma MnoTHO NpUKpenseHb!
Takum obpasom, 4Tobbl 06pas3oBbIBaTL COCYA AN XKNOKOCTM.

YKnakoctb NpeanouTuTensHO BbibpatoT nmbo ns Bogbl, MO0 U3 UCKYCCTBEHHOM
PN3NONOrMYECKON  XKMOKOCTU.  TepMMH  «UCKYCCTBEHHaa  omaMonormyeckas
XWOKOCTb» O3HA4aeT XUAKOCTb, KOTOpas COAEPXKMT BOAHbLIM PacTBOpP OAHOMO WU
HECKONMbKMX KOMMOHEHTOB XUAKOCTEN Tena YenoBeka UM XMBOTHOrO, Takyro CroHa,
XKENyAouHbIA  COK  WNM  KULWEeYHbI  COK.  [1peanodTuTensHO, UWCKYCCTBEHHYH
PU3NONOrMYECKYHO XKNAKOCTb BbIBUPAKOT N3 MCKYCCTBEHHOW CrtOHbLI, MCKYCCTBEHHOIO
XKenyao4HOro coka n/mnm MCKyCCTBEHHOMO KMLLIEYHOrO CoKa.

KonnyecTtBo XnakoCcTy, BBOANMOE B BEPXHIO CEKLMIO ANA NpUuema XnakocTtu
n, Takmm o0B6pasoM, Ha BEPXHIOK CTOPOHY MMEHOYHOM (hapMaLeBTUYECKOMN
NeKkapCTBEHHOM  (POPMbl  NPeAnoYTUTENBHO  NpucnocabnueatoT  noh  pasmep
dhapmMaleBTUYECKON NEKaAPCTBEHHOM OPMbI ANA  TecTupoBaHus. B  kauecTse
npumepa, B BEPXHIOK CEKUMIO ANA Npvema XUAKOCTU ANA UCTbITaHUSA MNIIEHOYHOW
hapmMaleBTUYECKON NEKAPCTBEHHON (QOPMbI, MMEKLLEN NNowanb MOBEPXHOCTU,
paBHO/ 1 cM® M TonwmHy 150 MKM, MOxXeT GbiTb BBeAEHO 250 MK XULKOCTU.
CooTBeTCTBYIOLWEE  KOMMYECTBO  XWAKOCTWM  ANA  MAEHOYHOW  KOHKPETHOMU
nekapCTBEHHOM (POPMbl MOXET BObITb NEerko onpeaeneHo cpegHUM cneuuannucToMm B

JaHHOM 0O6nacTn TEXHUKW.
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XKuakocTb MOXeET ObITb BBEAEHA BPYUHYHO, HAaNpUMep, C NOMOLLBIO MUNETKA NN
KOHTEWHepa, UMEIOLLEro KnanaH, nNpeanoyTUTensHO, C NOMOLLBK NUNeTKn, nnbo ¢
MOMOLLbKO MONyaBTOMaTUM4yeCckoro MM aBTOMAaTUYECKOro YCTPOWCTBA, Harnpumep,
Hacoca, SMNeKTPOMarHWTHOrO MepeKpbIBaloLWEero yCTpoucTBa UM aBTOMaTU4EeCKOro
ycTponcTea ans obpaboTkm XKnAKOCTW, Hanpumep, aBTOMaTM4YeCcKoro YCTPOMUCTBA
ANA TPaHCNOPTUPOBKN XUAKOCTU, KOTOPOE NABNAETCA KOMMEPYECKM LOCTYMHbIM,
Hanpumep, ot Eppendorf nnn Hamilton Robotics.

[MPOHWKHOBEHME XMOKOCTU Yepes3 hapMaLeBTUUECKYIO NEKAPCTBEHHYH (opMy
NpeanoyYTUTENBHO HabnogaeTca nyteM ODHapyXeHWA CTeKaHUs XMOKOCTU 4vepes
hapmaLeBTUYECKYIO NEKAPCTBEHHYH POPMY C MOBEPXHOCTU, 0BpasyroLLEN HUXKHIOK
YacTb BEPXHEM CEeKUMM AnNs MPUEMa XMAOKOCTU, K MOBEPXHOCTH, Obpasyrolen
BEPXHIOK KPbILLKY HWKHEW CEeKUMM ANS npuemMa Xnakoctn. bonee npeanoyTutensHo,
MNPOHMKHOBEHME XXUAKOCTU 4epe3d GapMauUeBTUYECKYIO NEKapCTBEHHYO (opMy
onpegensetrca nytem HabnwogeHus 3a  OTCOeAMHEHME NepBOW  Kannu  OT
dhapmaLeBTUYECKON NEKAPCTBEHHOW (POPMbI, PaCMONOXEHHOW MEXLY OTBEPCTUEM
HWKHEWN CTOPOHbI BEPXHEW CEKUMM ANSA NpUeMa XULKOCTU U OTBEPCTUEM BEPXHEWN
CTOPOHbI HWXKHEWN CEKLMM ANA Npuema XnaKkocTu.

[MPOHWKHOBEHME XMAKOCTU Yepes3 dhapMaLeBTUHECKYHO NEKapCTBEHHYIO POpMy
MOXET OblTb OOHapyXeHo Bu3yanbHO. [lpOHMKHOBEHME  XUAKOCTU  Yepes
apmaueBTUYECKYO NeKapCTBEHHYO OOpPMy, B KayecTBe anbTepHaTuBbl, MOXET
ObITb 0BHaPYXEHO C MOMOLLbIO CPpeaAcTBa OBHapyXeHus, BbiIbpaHHOro, Hanpumep, 13
OOHOIO WM HECKONbKMX W3. JaTtumka M3MeHeHusa Beca (NpeanoyvTUTENbHO,
SMNEKTPOHHbIX BECOB), AaTyMka ypapa, AaTyvka pacnosHaBaHus u3obpakeHumn
(NnpegnoYTUTENBHO, oToAaTUMKa), EMKOCTHOrO AaTuyMka, AaTydmka 3NEeKTPUYECKOro
COMPOTUBNEHMS, faTynKa ABUXKEHUS, faTyunka Bubpaymm n akyCTMYecKoro gartymka.

Bpems mexagy atanom (6) n atanom (B) MOXeET ObiTb M3MEPEHO BPYUHYHO,
NpeanoYTUTENBHO, C MOMOLLBIO CeKyHAOMepa. Bpema mexay atanom (6) n stanom
(B), B Ka4ecTBe anbTepHaTVBbl, MOXeT ObITb M3MEPEHO aBTOMaTUYECKN C MOMOLLbHO
cpeacTtea mamepeHus BpemeHn. CpeacTtBO U3MEPEHUA BPEeMEHU NPeanovTUTENbHO
COEQMHEHO CO CpPEeACTBOM [OCTaBKM XUAKOCTW, KOTOPOE BBOAWT XWMAKOCTb B
BEPXHIOK CEKLUMIO ANS Mpuema XMAKOCTU. B apyrom npeanodTUTenbHOM acnekTe
HaCcToALLEro n3obpeTeHnsa CpeacTBO U3MEPEHNA BPEMEHN COELUHEHO CO CPeaCTBOM
obHapyxeHus, KoTopoe ODHapyXmBaeT MNPOHUKHOBEHWE  XXWAKOCTU  Yepes

hapmaueBTUYECKYHO NnekapcTBeHHYO ¢opMmy. B ocobeHHO npegnoyTUTENnsHOM
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acnekTe, BpemMsa mexay stanom (6) n stanom (B) M3aMepsieTca C NOMOLLBIO CPpeacTBa
N3MEPEHNA BPEMEHW, KOTOPOE COeAMHEHO CO CPEeACTBOM [AOCTaBKU >KWUIAKOCTU,
KOTOpOE BBOAUT XWAKOCTb B BEPXHIOK CEKUMIO ANSA NpUemMa XUAKOCTU, U CPeacTBO
obHapyxeHus, KoTopoe OBHapyXuBaeT MNPOHUKHOBEHWE  XXWAKOCTU  4Yepes
drapmaLeBTUYECKYHO NEKaPCTBEHHYH OOpMY.

Temnepatypa XnaKkocT, BBOAMMOW B BEPXHIO CEKLMIO ANS NpUuemMa XXnakocTu,
MoxeT BbIiTb B MHTepane ot 15 po 40°C, npeanoytuTensHO B MHTepBane ot 15 ao
25°C, ©6Gonee npepgnoytutensHo oT 20 pgo 25°C. B  anbTepHaTtMBHOM
NPeanoyYTUTENBHOM acrnekTe, TemnepaTtypa XWAKOCTW, BBOAMMOWN B BEPXHHOH
CEKLUMIO ANS NMPUEMA XMUOKOCTU, MOXET Haxoautbca B amanasoHe ot 30 go 40°C,
Bonee npegnouTutensHo oT 32°C + 2°C nunn 37°C + 2°C.

B ewe ogHOM npeanoyTUTENBHOM acnekte crnocob, B COOTBETCTBUMM C
HaCTOALLMM N300peTEHMEM, LOMNONHUTENBHO BKIOYaET 3Tan

(J) yaaneHus XXngKkocTn N3 HWKHEN CEKLMK ANA NPpUemMa XnaKocTu.

B ewe 6onee npeanoutMTENbHOM acrnekte cnocodb, B COOTBETCTBMM C
HaCTOALLMM N306peTeHneEM, AONONHUTENBHO BKNOYAET aTanbl

(E) yaaneHus Xnakoctm n3 HUKHEN CEeKUMK AN Npuema XnaKoctu, u

(PK) OUNCTKN HKHEN CeKLMM ANS NpUemMa XULKOCTH.

B  npepgnoytutensHOM  BapuaHTe  BbINOMIHEHWSA  papmaueBTUYecKas
nekapcTBeHHas dopma npeacraBnaer cobon nepopanbHyrto, MYKO3arnbHYH,
TpaHCOyKKanbHyt0, HaabA3bIYHYI, MNOABA3bIMHYHO, MECTHYHO, BarvMHanbHyrR Wnn
peKTanbHy nekapcTBeHHyro dopMy. dapmaueBTndeckasa nekapcreeHHasa gopma
tonee npeanoyYTUTENBLHO MNPEACTaBnsaeT coboM AUCNEPTUPYEMYHD B POTOBOW
MNONOCTW MIIEHKY.

OcobeHHo ¢ gucneprmpyeMbiMn B pOTOBOW MOMOCTU MfEHKaMu, npeablaywme
CTaHaapTHble TeCcTbl ANA M3MEPEHUS BPEMEHM pacnagaemMocTu MOABEPKEHbI
owmnbkam, 13-3a, cpegm npoumx akTopoB, NMUMNKOCTU M BbICTPOM pacnagaeMocTy
ANCNEPTMPYEMON B POTOBOM MOSMOCTM NNeHKN. Takmum obpasom, HacToawmn cnocodb
faeT bonee HafexHble pesynbTaThl.

Hactosiwee um3obpeteHne Takke  OTHOCUTCA K (papmMaueBTUYECKON
NeKapCTBEHHON (PopME, XapaKTepu3yoLLENCS NeEPMOAOM pacnagaemoctm meHee 10
MWH, NPeanoYTUTENbHO, MeHee 5 MUHYT, Bonee NpeanoYTUTENBHO MEHEE 2 MUHYT,
npu4eM BpeMs pacnagaemMocTy onpeaenseTcd OnuMcaHHbIM Bbille cnocobom, B

COOTBETCTBUM C N30OPETEHNEM.
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YCTPOMCTBO AN TECTUPOBaHWS Ha pacnagaemMoCcTb, B COOTBETCTBMM CO
BTOPbIM aCNeKTOM HacTOSALLEro N3obpeTeHns, COaEePXKUT
)] BEPXHIOK CEKLMIO ANF NpuemMa XnaKocTu, UMELOLLY0 OTBEepCTUe
HWXKHEW CTOPOHBI,
(I)  HWKHIOK CekUuMo Anga npvema XuULKOCTU, UMEIOLLYIO OTBepCTMeE
BEPXHEWN CTOPOHBI,

NPUYEM OTBEPCTUE HUMXKHEN CTOPOHBLI BEPXHEN CEKLUMM ANSA NpUeMa XULKOCTU U
OTBEPCTUE BEPXHEN CTOPOHBLI HWKHEW CeKUMM ANS Mpuema XUAKOCTU BbINOSHEHbI
TakMm 00pasom, 4Tobbl yaepxunBaTb PapMaLeBTUYECKYH NEKapCTBEHHYH opMy
MEXAY BEPXHEW CEKUMEW ANS MPUEMA XUOKOCTU U HWKHEN CEKUMEN AnSa npuemMa
XMLKOCTW.

B yctponctBe pns TeCcTUMpOBaHWS Ha pacnagaemocTb, B COOTBETCTBMM C
HaCTOALMM  U300OpETEHMEM, BEPXHSAS CekuMs Ansa  npuema  XMAKOCTU U
hapmaueBTUYECKass nekapcTBeHHas opma NPeanoYTUTENBHO  MPUKPENEHbI
MNOTHO Tak, u4Tobbl CcdopmMMpoBaTb COCyh ANA  Xuakoctn. B vactHocTw,
hapmaueBTUYECKass NnekapcTBeHHaa opma NpencTaBnseT CODOM HWKHIO 4acTb
BEPXHEWN CEeKUMM ANSA Npuema Xnakoctu, 1 O4HOBPEMEHHO BEPXHIOHD KPbILLKY HVDKHEN
CeKUMmM Ans npyemMa XuaKocTu B YCTPOMCTBE ANA TECTUPOBAHMS Ha pacrnagaemMocTb,
B COOTBETCTBUM C HACTOALLMM U300peTeHmem.

B yctponctBe pnsa TecTMpoBaHMA Ha pacnagaemocTb, B COOTBETCTBUMM C
HaCTOALMM M30OPETEHMEM, KaK KPOMKa OTBEPCTUSI HWDKHEW CTOPOHblI BEPXHEWN
cekuMm Ans npuema XuUAKoCTW, Tak N KpOMKa OTBEPCTUSI BEPXHEN CTOPOHbLI HWDKHEN
cekuMmM Ans npuema XuAKOCTU NPeanoyvTUTENbHO MMEET MIOCKYH MOBEPXHOCTb.
Bonee npeanoytTUTENBHO, Kak KPOMKa OTBEPCTUS HUXKHEW CTOPOHBLI BEPXHEN CEKLMM
ANS NPUEeMa XUAKOCTU, Tak N KpOMKa OTBEPCTUSI BEPXHEN CTOPOHbLI HKHEN CEKLMN
ANS NpUemMa XUAKOCTU POPMUPYIOT KOMMNEMEHTaPHbIE YacTW MPULLNMEOBAHHOIO
CTbIKa.

BepxHasa cekuus gns npuema XuAKOCTM YCTpOMCTBa ANSA TECTUMPOBaHUA Ha
pacnagaemMocTb, B COOTBETCTBMM C HaCTOAWMM M300peTeHMeM, MOXeT ObiTb
N3roTOBIEHA M3 CTEKNa UM NPOo3padHon nnacTMmaccesl. HxHaa cekumsa ans npyuema
XMIOKOCTU YCTPOWCTBa ANS TECTUPOBAHMS Ha pacnajaemMocTb, B COOTBETCTBMM C
HaCTOALWMM M300pETEHNEM, MOXET ObITb M3rOTOBMNEHA W3 CTEKna UM npo3padHon
nnactMmaccel. [NpesnoyTuTENBHO, Kak BEPXHAS CEKLMSA AN NPUEMA XUAKOCTH, TaK U

HKHSAS CeKuMs AN Mpuvema  >XWMAKOCTW YCTPOWCTBa ANt TECTUPOBaHMS Ha
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pacnagaemMocTb, B COOTBETCTBUM C HACTOAWMM W30OpETEeHUEM, WU3roTOBMEHbl U3
ctekna. B anbTepHatvBHOM MpeAnoyTUTENBHOM acnekTe, Kak BEPXHAS cekunsa ang
npuema XWAKOCTU, TaK WU HWKHAA CeKkuna ANna npuema XMAKOCTU yCTpoucTea And
TECTUPOBaHNA Ha pacnagaemocTb, B COOTBETCTBUM C HACTOALMM WN30OpeTeHmeMm,
N3roTOBMEHbI M3 NPO3pPaYHOM NnacTMaccsl.

B opyrom npeanoytuTenbHOM acnekTe, BEPXHASA CEKUMA ANs NpUemMa XnaKkocTtu
N HWKHAS CeKkumsa ANna npuMema >XUAKOCTWM YCTPOWCTBa ANs TEeCTUPOBaHWA Ha
pacnagaemMocTb, B COOTBETCTBUM C HACTOAWMM WU30OPETEHMEM, W3rOTOBMEHbI U3
CTEKNa, Kak KpOMKa OTBEPCTUS HWKHEW CTOPOHbI BEPXHEW CeKUMM ANS npuema
XMAKOCTU, TaK U KPOMKa OTBEPCTUS BEPXHEN CTOPOHBLI HXKHEW CEeKLMW ANs npuema
XNAKOCTN 0BpasytoT KOMNIIEMEHTaPHbIE YacTu NPULLNNGOBAHHOIO CTbIKA.

B ewe ogHOM npeanoyTUTENBHOM acrnekte OTBEPCTUE HWKHEW CTOPOHDI
BEPXHEW CEKUMM ANS MPUEMA XUAKOCTU N OTBEPCTME BEPXHEW CTOPOHBbI HWXKHEW
cekuun ANa npuema XuMAKOCTM YCTPOUCTBA ANS TECTUPOBaHUA Ha pacnagaemocTb, B
COOTBETCTBUM C HACTOALMM U30OpETEHMEM, MMEIOT NPUMEPHO OAMHAKOBbLIA pasmep.
«MpnbnunantenbHO TakoM e pasMep» O3HavaeT, YTO nnowagb MOBEPXHOCTU
OTBEPCTUSA HWKHEWN CTOPOHBLI BEPXHEW CEKLUMM ANA NpUEMa XULKOCTU COCTaBNSET OT
0 no 20%, npeanoututensHo ot 0 go 10%, Gonee npegnouTnTensHO OT O Ao 5%,
MeHbLLE UM BorbLUe MO CPaBHEHUIO C NMNOLWaAbH NMOBEPXHOCTU OTBEPCTUS BEPXHEWN
CTOPOHbI HWXXHEN CeKUMM ANA npuemMa Xmakoctu. B ewe Bonee npegnoyTUTensHOM
acnekTe OTBEPCTUE HDKHEW CTOPOHbl BEPXHEW CEeKUMM ANA npuemMa >XUAKOCTU WU
OTBEPCTME BEPXHEN CTOPOHbI HWKHEW CEKUMW ANS NpuemMa XUAKOCTU YyCTPOMUCTBA
ANA  TEeCTMpOBaHMS Ha pacnagaemMocTb, B COOTBETCTBMM C  HaCTOALLMM
N306peTeEHNEM, UMEIOT OANH N TOT XXe pasmep.

B ewe oaHOM nNpeanoyTUTENBHOM acnekre OTBEPCTUE HWKHEW CTOPOHbI
BEPXHEW CEKUMM ANS MPUEMA XMUAKOCTU N OTBEPCTME BEPXHEW CTOPOHBLI HWXKHEW
CeKkuMn ANSa npuema XuMAKOCTM YCTPOMCTBA ANS TECTUPOBaHUA Ha pacnasaemocTb, B
COOTBETCTBUM C HACTOALMM U30OPETEHMEM, MMEIOT NPUMEPHO OAMHAKOBbLIW pasMep,
MPWY 3TOM Kak KPOMKa OTBEPCTUS HWXKHEW CTOPOHblI BEPXHEW CeKuMM Ans npuema
XNAKOCTU, TaK U KPOMKa OTBEPCTUSA BEPXHEN CTOPOHBLI HXKHEW CekLuMn ANs npuema
XNAKOCTN 0BpasytoT KOMMNIIEMEHTapPHbIE YacTy NPULNNGOBAHHOIO CTbIKA.

B ocobeHHO npefnouTUTENBHOM acnekTe BepxXHAA Cekuua Ans npuema
XMOKOCTU U HUXKHAS CEKUMS ANA NpUema XMUAKOCTU YCTPOUCTBa ANS TeCTUPOBaHUA

Ha pacnagaemMoCTb, B COOTBETCTBMKN C HACTOALLNM |/|3o6peTeHmeM, M3roToBJ1EHbI U3
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CTekna, npu4em Kpomka OTBEPCTUSA HWXKHEWN CTOPOHbI BEPXHEW CeKkuMn ANS npuema
XWOKOCTU U KPOMKa OTBEPCTUSA BEPXHEW CTOPOHbI HWXKHEW CeKkumn ANa npuema
XNOKOCTU  POPMUPYIOT KOMMIIEMEHTapHbIE 4YacTu MPUWNNGOBaHHOIO CTbiKa, a
OTBEPCTUE HIDKHEWN CTOPOHbI BEPXHEW CeKuuW AnS npuema XXMAKOCTU U OTBEpCTUe
BEPXHEN CTOPOHbl HWKHEW CeKUuMn AN npuema  XuMOKOCTU YCTpoMUCTBa Ans
TECTUPOBaHNA Ha pacnagaemoCTb, B COOTBETCTBUM C HACTOALMM N30OpETEHMEM,
UMEIOT NPUMEPHO OANHAKOBbLIN pasmep.

BepxHas cekums ons npuvema XuakoCTu yCTPOUCTBa AN TECTUPOBaHUSA Ha
pacnagaemMocTb, B COOTBETCTBUM C HACTOAWMM M30DpETEHMEM, NPEANOYTUTENBHO
UMEET UuMnuHagpuyeckyro dopmy, dopmy kyba wunn dopmy npusmbl, Bonee
NPeanoyYTUTENBHO, UMNMHAPWYECKYIO dopMy. Kpome TOro, HWXKHAS cekuma Ans
npuema XuWAKOCTW YCTPOWCTBa [ANs TeCcTUpOoBaHWS Ha pacnagaemMoctb, B
COOTBETCTBMM C  HacCToAWMM  M30DpEeTeHWeM,  NPeanodTUTENbHO  UMEET
umnuHapudeckyro  dopmy, dopmy  kyba umnm  dopmy  npuambel, ©Honee
NpeanoyTUTENBHO, UunuHapudeckyro d¢opmy. B ocobeHHO npeanodTUTEenbHOM
acrnekTe, Kak BEPXHAA CEeKUMs ANA npuema XMAKOCTU, TakK U HWKHAA ceKkuma Ans
npuema XuWAKOCTW YCTpOWCTBa [ANS TeCcTUpoBaHWS Ha pacnagaemMocTb, B
COOTBETCTBUM C HacCTOAWMM M30DpETEHMEM, UMENT UMnMHApUYeckyro dopmy. B
elwie OAHOM nNPeanoyvYTUTENbHOM acrekTe, Kak BEpXHAS CekuMs Ang npuema
XWOKOCTW, Tak W HWKHAS CeKuMs Ang npuema  XuakocTu yCcTpoucTBa Angd
TECTUPOBaHNA Ha pacnagaemMocCTb, B COOTBETCTBMM C HACTOAWMM M30BpeTeHremM,
UMEKT LUMIMHAPUYECKYD dopMy, a dapmaueBTnyeckas nekapcreeHHas gopma
npeacraBnaeT coOO0N HPKHIOK YacTb LNNTMHAPUYECKON BEPXHEN CEKLMMN ANSA npuemMa
XNAKOCTU W, OAHOBPEMEHHO, BEPXHIOK KPbIWKY LUAMHAPUYECKOW HUXKHEN CEKLMU
ANA npuema XunakocTu. B elwle ogHOM NpefnoyvTUTENbHOM acnekTe, Kak BepXHSs
CekuMa Ansg npuvema XUAKOCTU, Tak M HWKHAS CeKuMs ANA npuema >XUAKOCTU
yCTPOMUCTBaA ANA TECTUPOBAHWA Ha pacnagaemMoCTb, B COOTBETCTBUMM C HACTOALLMM
N300peTEHNEM, WUMEIOT UUIMHAPUYECKYID OPMY, MNPUYEM OTBEPCTUE  HWKHEWN
CTOPOHbI BEPXHEW CeKUMM ANSA NpUema XUAKOCTU N OTBEPCTUE BEPXHEW CTOPOHBbI
HWXKHEN CeKkuun ANS npuemMa XMAKOCTU UMEKT NMPUMEPHO OAMHaKOBbI pa3Mep, a
dapmareBTUYeckan nekapcreeHHas dopma npeacraBnsgeT CobOn HWXKHIO 4acTb
UMNMHOPUYECKOW BEpXHEW CeKkuun Ans npuema Xuakoctu W, OLHOBPEMEHHO,
BEPXHIO  KPbIWKY LUUAMHOPUYECKOW HIWWKHEW CeKUuMM ANS npueMa  XuaKocTu.

LinnuHgpuyeckne GopMbl € KPYrion BEpXHEW WM HWWKHEN MOBEPXHOCTAMM
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ABNAOTCA NPeanovTUTENbHBIMKY, Tak Kak OoHW obecneuymBatoT Bonee ObICTpoe U
bonee nerkoe pasmelleHVe BEpPXHEW CEeKUMW ANs npuema XUAKOCTU N HUXKHEW
ceKkuun Ans npuemMa XUAKOCTK, MO CPaBHEHWUIO C ApYrMMKn hopmamu.

YcTponcTBO ANA TeCcTUpOBaHWMA Ha pacnagaemMocTb, B COOTBETCTBUM C
HaCTOALMM n300peTeHnemM, MOXET AOMOMHUTENBHO CoAepXaTb CPeACTBO 4OCTaBKM
XNAKOCTW, pacrnonoXeHHOe TakMm 0Bpasom, YToObl A40CTaBNATb XKUAKOCTb K BEPXHEN
CTOpOHE (bapMaLeBTUYECKON nekapcTBEHHOM dopmbl. CpeactBO  AOCTaBKM
XNOKOCTU MPEeAnOYTUTENBHO MPEeAcTaBnseT cobon  [o3upyrollee  YCTPOWCTBO,
obecneunBarollee [OCTaBKy MOCTOAHHOIO KONMMYECTBA XMAKOCTW, HarnpuMmep,
[03aTop  ANSA  KMOKOCTM, CHabXeHHbI  KnanaHoM  UNKM - MUNETKOW UMK
NnonyaBTOMaTUYECKMM WM aBTOMatMYeCKUM YCTPOMUCTBOM, Hamnpumep, HacoCoM,
SMNEKTPOMarHUTHbIM ~ 3aTBOPOM UM aBTOMaTU3NPOBaHHBIM  YCTPOMUCTBOM
TPaHCMOPTUPOBKM  XXMAKOCTW,  TakMM  Kak  aBTOMaru4yeckoe  yCTPOWCTBO
TPaHCMOPTUPOBKM  XXMAKOCTWU, KOTOPbIM  ABMSAETCA KOMMEPYECKM  LOCTYMHbIM,
Hanpumep, oT komnanun Eppendorf nnmu Hamilton Robotics. Cpeactso pocrtasBku
XNOKOCTU MOXeT ObITb pacrnonoXeHO Bbille UMW B BEPXHEW CeKuun ANA npuema
XNOKOCTW.

BepxHasa cekums ong npuvema XuakoCTu yCTPOWCTBa ANA TECTUPOBaHUS Ha
pacnagaemMocTb, B COOTBETCTBUN C HACTOALWMM MU30DpPETEHNEM, MOXET COAEPXaTb
rpagyvpoBKy, MO3BOMSAOLYIO ONpeaenats OObEM XWMAKOCTU, MPUHATON BEPXHEM
cekumen ans npmema XugKocTu.

YCTpOMCTBO ANA TEeCTMpPOBaHMA Ha pacnagaemMocTb, B COOTBETCTBUM C
HaCTOAWMM  M300OpeTEHMEM, MOXET AOMOMHUTENBHO coaepxaTb CPenacTBO
obHapyxeHus ans obHapyxeHuns NPOHMKHOBEHMS XNAKOCTH yepes
dapmavneBTn4eCcKyro NeKapCTBEHHYHO dopmy. Cpeactso obHapyxeH1s
NPEeAnOYTUTENBHO PACMONOXEHO HWKE OTBEPCTUA BEPXHEWN CTOPOHbI HXKHEW CEKLMM
ANna npuvema xuakoctn. CpeactBo OBHapyXeHWsa NpeanoyuTUTENBHO NpeacTaBnseT
cobon 3NEKTPOHHOE W3MEPUTENBHOE YCTPOMCTBO, Takoe Kak. AaTyMK U3MEHEHUS
Beca (NpeanoyTUTENbHO,  SMNEKTPOHHblE  BeChbl), JAaTyvk  yaapa, AaTyuk
pacnosHaBaHus M30bpaKeHUn (MPeanoYTUTENBHO, POTOAATUMK), EMKOCTHOW AaTuMK,
AaTUYMK 3MNEKTPUYECKOro COMPOTUBMEHUA, AaTyMK ABWKEHWS, AaTyvk Bubpaumm m
akyctuyeckun gatumk. CpeactBo oBHapyXeHUs MOXeT BbITb pacnonoXeHo Ha, B UMnU
BHE CTE€Hbl WWNW Ha, B UM 3a NpejenaMm HWKHEW YacTu HWKHEeW cekuuu Ans

npuema XuakoCctm unn B HWXKHEWN Cekunn gna npmema XnakocCTtu. Ncnonb3oBaHue
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SMNEKTPOHHBIX N3MepPUTENbHbIX yCTPOWCTB LOMONMHNTENBHO ynyJaet
CTaHZapTM3auuio  U3MEepeHust  BpeMeHu, uYToObl  MO3BOMUTL  BbIMNOMHATH
BOCMPON3BOANMOE W 4YyBCTBUTENBHOE W3MEPEHWE, B YacTHOCTW, Ans CobbITUM
ANUTENBHOW NPOAOITKUTENBHOCTM U KOPOTKOM NPOAOIPKUTENBHOCTM.

YCTpOMCTBO AN TEeCTMpOBaHMA Ha pacnagaemocTb, B COOTBETCTBUM C
HaCTOSALMM M30DpeTEHNEM, NPEANOYTUTENBHO AONONHUTENBHO COAEPXKUT CPELACTBO
n3mepeHns BpemeHn. CpeacTeo M3MeEpPEeHNs BPEMEHN NPeAnoYTUTENBHO BbINOSHEHO
C BO3MOXHOCTbIO U3MEPEHUSI BPEMEHU MEXKAY

- pa3MeLLEHNEM XUAKOCTU B BEPXHEN CEKLMM ANS NMPUEMA XUAKOCTU K

- MPOHMKHOBEHMEM XMUAKOCTU Yepe3 (apMaLeBTUYECKYHD IEKapCTBEHHYHO
dopmy, HO Bonee NPeLNOYTUTENBHO B MOMEHT OTPbIBaA U NaaeHUsa NEPBON Kannu 3
hapmaLeBTUYECKON NEKAPCTBEHHON (DOPMBbI.

B yctponctBe pns TECTMpPOBaHMA Ha pacnagaemocTb, B COOTBETCTBMM C
HacTOALMM M300pETEHMEM, CPEACTBO W3MEPEHUST BPEMEHW MNPEANOYTUTENBHO
COEANHEHO CO CPeACTBOM OBHapy)XEHWS Unn CO CPEACTBOM LOCTaBKM KUAKOCTM.
Bonee npeanoyTUTENBEHO, CPEACTBO U3MEPEHUSA BPEMEHM COEANHEHO CO CPELCTBOM
LOCTaBKM XXUAKOCTU N CO CPELACTBOM OBDHapyXeHuWs.

YCTpPOMCTBO AN TECTMPOBaHMA Ha pacnagaemocTb, B COOTBETCTBUM C
HacToALMM M30bpeTeHnem, NPeanoYTUTENBHO AONONHUTENBHO COAEPKUT CPELACTBO
perynupoBaHus Temnepartypbl. B ogHOM npeanoyTuTensHOM acrnekte CcpencTso
perynmupoBaHns TemnepaTypbl MOXET NpeacTaBnsaTb cobon cocyh, coaepalimm
PEryNMpYIOLLYO TeMnepaTypy Cpeay, OKPYXKarolWlytd Mo MEeHbLUen Mepe 4YacTb
yCTPOWCTBA AN TECTUPOBAHNSA Ha pacnafaeMocCTb, Kak OnpeaeneHo Bbille.

B ewe oaHOM npeanouTUTENbHOM acrnekTe, CPeacTBO  pPerynmpoOBaHuUSs
TeMneparypbl YCTPOMUCTBA AJ151 TECTUPOBAHWA Ha pacnagaemMocTb, B COOTBETCTBUM C
HacTOAWMM  N30OPETEHMEM,  COAEPXKUT  HaPYXXHYK  CTEHKY,  OKpYXatoLlyHo
BHYTPEHHIOI CTEHKY BEPXHEW CEKUMW ANS MPpUeMa XUAKOCTW, MPUYEM yKasaHHas
HapyXHas CTEHKa UMeEET MO MEHbLUEN Mepe OAHO OTBEPCTME ANS BCTaBIEHUS U
M3BMEYEHNA  perynupyrolien  Temnepatypy cpegbl. B anbTepHaTtMBHOM
NPeAnoYTUTENBHOM acnekTe CPeACTBO PEryrnMpoBaHvs TemnepaTtypbl yCTPOUCTBa
AN TEeCTUpOBaHWSA Ha pacnagaemocTb, B COOTBETCTBUM C  HACTOSLMM
N300pETEHMEM, COAEPXKUT HAPYKHYIO CTEHKY, OKPYXarOLLyH BHYTPEHHIOK CTEHKY
BEPXHEWN CEKUMM ANS NPUEMa XUAKOCTU, MPUYEM yKasaHHas HapyXHas CTeHKa MeeT

ABa OTBEpPCTUS, OAHO BMyCKHOE OTBEpCTME AN MNOoABOAA PErynvpyroLen
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TemMneparypy cpefbl U OLHO BbIMyCKHOE OTBEPCTME ANA OTBOAA PErynvpyroLLEen
Temneparypy cpeabl. HapyxHasa cTeHka, okpyXaroLas BHYTPEHHIO CTEHKY BEPXHEMN
cekuMm ANnA npuema XuAKOCTWM, MOXET COAepXaTb UMM He copepxXatb KPOMKY
OTBEPCTUA HWKHEN CTOPOHbI B BEPXHEW CeKuMm Ana npuema xugkoctn. B
yCTPOWCTBE ANS TECTUPOBaHMA Ha pacnagaemMoCTb, B COOTBETCTBMM C HACTOALLMUM
N300peTeHnEM, perynupytoLlas TemnepaTtypy cpefa npeanovTUTensHO LUMPKYIMpyeT
MEXAY BHYTPEHHEN U HAPY>KHOW CTEHKaMM.

B yctponctBe Ans TECTMPOBaHMA Ha pacnagaemocTb, B COOTBETCTBUMM C
HaCTOALLMM n3obpeTeHmem, CpeacTeo perynmpoBaHus Temneparypsbl
NPEANOYTUTENBHO TaKKe COAEPXKUT HaPYXKHYH CTEHKY, OKPYXKatOLLyt0 BHYTPEHHHOHO
CTEHKY BEPXHEN CEKLUMU ANS NPUEMA XULKOCTU, N HAPYXKHYIO CTEHKY, OKPYXatoLLyH
BHYTPEHHIOK CTEHKY HWKHEW CEeKLUMWU ANs MPUEMA XUAKOCTM, MPUYEM Kaxkaas M3
yKasaHHbIX HapyXHbIX CTEHOK WMEET MO MEHbLLUEN Mepe OAHO OTBEPCTME AnSA
nogBoJa M OTBOAA  PErynvpyrollen TemnepaTtypy cpeabl. B yctponctee ans
TECTUPOBaHNA Ha pacnagaemMoCTb, B COOTBETCTBMM C HACTOSALWMM M30BpeTeHnemM,
CPEACTBO pEerynupoBaHus TemnepaTypbl MPEeanoyYTUTENbHO Takke COAEPXUT
HapYXHY0 CTEHKY, OKPY>XatoLLyt0 BHYTPEHHIOIO CTEHKY BEPXHEW CEeKUMM ANs npuemMa
XMIOKOCTU, U HaPY>KHYH CTEHKY, OKPYXXatOLLyH BHYTPEHHIOK CTEHKY HWKHEN CEeKLMM
ANS NpUemMa XUAKOCTU, MPUYEM KaxKaas U3 ykasaHHbIX HApYKHbIX CTEHOK MMEET ABa
OTBEPCTUHA, OQHO BMyCKHOE OTBEpPCTME ANS MOABOAA Perynupyrolen temnepaTypy
cpedbl M OOHO BbINyCKHOE OTBEPCTME ANS OTBOAA PEerynupyrolen temnepaTypy
cpeabl. HapyxHble CTEHKM, OKpy)XatoLmMe BHYTPEHHUE CTEHKN BEPXHEW CekuMu ANns
npyemMa >XUAKOCTU U HWKHEA CeKuMM ANS npuema XWAKOCTU NpPesnodTUTENbHO
copepxaTt Unn He copepXaT KPOMKY OTBEPCTUSI HUXKHEWM CTOPOHbI BEPXHEN CEKLmM
ANS NpYema XULKOCTU U KPOMKY OTBEPCTUSI BEPXHEW CTOPOHbLI HUXKHEWN CEKLMK ANS
npyemMa Xuakoctn. B ycTponctBe AN TECTMPOBaHMA Ha pacnajaemMocTb, B
COOTBETCTBMM C HaCTOSALLUMM M300peTeHMEM, perynupyrollas TemnepaTtypy cpeaa
NPEANOYTUTENBHO LMPKYIMPYET MEXAY BHYTPEHHMMU U HAPYXXHBIMU CTEHKaMMW.

CpeAcTBO perynupoBaHvs Temnepartypbl YCTPOWUCTBa ANA TECTUPOBaHUS Ha
pacnagaemMocTb, B COOTBETCTBUM C HaCTOALWMM M30BpeTeHnEM, NPeLnoYTUTENBHO
LOMONMHUTENBHO COAEPXKUT CPEACTBO ANS PErynmpoBaHvs Temnepartypbl CPpeacTaa
LOCTaBKM XXUAKOCTW.

Perynupytowasa TemnepaTtypy cpeaa, Kotopas npeanovtTuTensHO MCNosb3yeTcs

B YCTPOWCTBE AJ151 TECTUPOBaHMA Ha pacnafaemMoCTb, B COOTBETCTBMM C HACTOSALLMM
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n3obpeTeHneM, NPeacTaBnsaeT cCobOM HarpeBaroLyO XUAKOCTb UM OXNaxaaroLLyro
XnakocTb. Perynupyrowaa temnepatypy cpepa MoxeT ObiTb BbiOpaHa 13 BOAbI,
OpraHM4eckoro pacTBOPUTENSA UM CMECW BOAbI M OPraHNYECKOro pacTBOPUTENS.

B ycrtpomuctBe Ana TeCcTMpOBaHWA Ha pacnagaemMocTb, B COOTBETCTBUM C
HaCTOALLMM MU30OPETEHMEM, pasMep OTBEPCTUS HWMKHEW CTOPOHblI BEPXHEN CEKLMM
ANA NpYemMa XMUAKOCTU U pasMep OTBEPCTUSA BEPXHEN CTOPOHbI HMXKHEN CeKummn Ans
npuema >XUAKOCTU NpeanovTUTENbHO ajanTupoBaHbl K pasmepy MNNeHOYHOM
dhapmMaleBTUYECKON NEKAPCTBEHHON OPMbl. «AZanTUPOBaHbI» O3HAYaeT, 4To
OTBEPCTUE HWPKHEW CTOPOHbI BEPXHEW CEKUMW ANA NpUeMa XMLKOCTU U OTBEPCTUE
BEPXHEW CTOPOHbI HKHEN CEKLUMM ANS NMPUEMA XKNOKOCTU UMEKOT pasmMep, KOTOPbIN
TOMBKO 3HAYUTENBHO MEHbLUE MO CPaBHEHMIO C MMEHOYHOW (bapMaleBTUYECKON
NEKapCTBEHHON (OPMON, Kak 3TO HeobxoauMO Ans HagexHOro yaepXaHus
NMIEHOYHON PapMaLEBTUYECKOM INEKAPCTBEHHOM (POPMbI MEXAY BEPXHEW CEKLMEN
ANA Npyema >XUAKOCTU U HWXKHEW CcCeKkumen Ansg npuema Xuakoctu. Opyrumu
crnosamu, nNpPeanoYTUTENBHO, MakcumaneHas nnowaab NIEHOYHOW
hapmaLeBTUYECKON NEKAPCTBEHHOW (POPMbI COCTaBNSAET HWKHIOK 4acTb BEPXHEMN
cekuun Anga npuema XunakocT U O4HOBPEMEHHO BEPXHIOK KPbILLKY HDKHEW CeKLmnn
ANA npuema Xuakoctu. Takum obpasoMm, MakcumanbHaa nnowagb MAeHOYHOW
dapmaLeBTUYECKOW  NEKapCTBEHHOW  (POPMbl  KOHTakTUpyeT C  XWUAKOCTbIO,
BBEAEHHOW B BEPXHIOK CeKuMro ANna npuemMa Xuakoctu. [MpeanoyTuTensHo, Kak
OTBEPCTUE HWXKHEW CTOPOHbI BEPXHEW CeKuMM ANS npuemMa XWAKOCTW, Tak W
OTBEPCTUE BEPXHEN CTOPOHbl HWKHEW CeKuMM ANs npueMa Xuakoct MMeEroT
nnowaab MNOBEPXHOCTU MO MeHblwen mepe 70%, Bonee npeanoyTUTENBHO MO
MeHbwen mepe 80%, ewe bonee npeanoyTUTENLHO, NO MeHbLen mepe 90% oT
nnowagm MNOBEPXHOCTU MIEHOYHOMN (hapMaLeBTUYECKOMN NEKAPCTBEHHOW (OPMbI.
Tem He MeHee, B LENOM Kak OTBEpPCTME HWKHEW CTOPOHbI BEPXHEW CeKkuun Ans
npuema XunaKoCTU, Tak N OTBEPCTUE BEPXHEWN CTOPOHbI HWPKHEW CEeKUMW ANA npuema
XNAKOCTU NPeanovTUTENBHO MMERT NNoLWaab NOBEPXHOCTU NpubnuantensHo ot 10
80 90%, npegnoyututensHo ot 20 go 90%, 6onee npegnoytutensHo ot 30 go 90%,
OT NNoLaam NOBEPXHOCTM hapMaLeBTUHECKOM NEKapCTBEHHOW POPMBI.

B ycTtpouctBe Ana TeCTMpOBaHWA Ha pacnagaemMocTb, B COOTBETCTBUM C
HacToAWMM M30OpETEHNEM, OTBEPCTUE HWKHEW CTOPOHbI BEPXHEW CeKUMM AN
npuema >»XUAKOCTU U OTBEPCTUE BEPXHEW CTOPOHbI HWXKHEW CeKkumn Ans npuema

KNOKOCTU MMET, npeanovTnTenbHO, KPYroByto, annnnconpganbHYHo,
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NPSAMOYrONbHYH, KBapaTHYO WM MHOFOYrofibHyr (Hanpumep, LUECTUYrOnbHYHO)
dopmy, Bonee npefnouTUTENBHO, KPyrnyk dopmy. bonee npeanouTUTENBHO,
OTBEPCTUE HDKHEW CTOPOHbI BEPXHEW CeKUUW ANS npuema XXMAKOCTU U OTBEpCTUe
BEPXHEN CTOPOHbI HWKHEW CeKuMM AN npuemMa XWAKOCTU Kpyrible U UMEKT
NPUMEPHO OAMHaKoBbIM pa3mep. Ewe Bonee npeanoutTuTeNbHO, OTBEPCTUE HDKHEN
CTOPOHbI BEPXHEWN CeKUMM AN MPUEMA XKUAKOCTU N OTBEPCTUE BEPXHEW CTOPOHBbI
HWXKHEN CEKUMM ANs NpUema XUAKOCTU SABMAOTCA KPYrbIMA, UMEKT MPUMEPHO
OOVHaKOBbIN  pasmep W aganTupoBaHbl K pasmepy  dapmMaueBTUYECKOM
NEKapCTBEHHON (OOPMbl TakMm 00pasomMm, UTO Kak OTBEPCTUE HWXKHEW CTOPOHbI
BEPXHEW CEKUMM ANS NpUemMa XMUaKOCTU, Tak N OTBEPCTUE BEPXHEN CTOPOHbI HKHEN
CekuMn ANnga npuema XnakoCcTn UMeET nnowanb NOBEPXHOCTWU, KOTOpas CoCTaBnaeT
npumepHo Ha ot 10 po 90%, npepgnoututensHo ot 20 po 90%, 6Gonee
npegnoytntensHo ot 30 po 90%, MeHblwe, 4YemM nMnowagb MOBEPXHOCTU
hapmaLeBTUYECKON NEKAPCTBEHHOM (DOPMBbI.

Hanpumep, nneHoyHaa dapmMaueBTmyeckan nekapcreeHHaa dopmMa MOXeT
nvmeTb pasmep ot 0,1 no 10 cm? npegnoyTutensHo ot 0,25 go 8 cm? Gornee
npegnoYTuTEnBLHO OT 1 0 6 cm?.

B ycrtpomctBe Ana TeCcTMpOBaHWA Ha pacnagaemMoCTb, B COOTBETCTBUU C
HacToALWMM M3obpeTeHneM, NNneHoYHaa dapmareBTuieckas nekapcTeeHHaa gpopma
NpeanoyYTUTENBHO NPUCOEANHEHA MEXY BEPXHEW CEeKUMEN ANa npuemMa Xnakoctn v
HXKHEN CeKUMen Ans npuema XUAKOCTM C NOMOLLBH (OUKCUPYHOLLErO YCTPOUCTBA.
dukcupyrolee yCTporucTBO MOXET ObiTb NpeanodvTUTENbHO BbIOPaHO M3 rpynnbl,
COCTOSILLEN N3 3aKMMa, KITUMNCbI, KPOHLUTENHA, NPYXUHBI /U TUCKOB.

HwkHaa cekuyms ana npyuema XuagkocTu yCTPOWCTBa ANA TECTUPOBaHWA Ha
pacnagaemMocTb, B COOTBETCTBUM C HACTOAWMM M30DpEeTEHMEM, NPEANOYTUTENBHO
COLAEPKUT OTBEPCTUE ANSA BblPaBHUBAHWS AAaBNEHUNA, COSLMHAOLLEE BHYTPEHHIOK
YacTb HWKHEW CEKUMW ANS NpUemMa XUAKOCTU (4acTb, OKPYKEHHYH CaMOW HDKHEWN
CeKUMM AN NpUEMA XUAKOCTU U MAEHOYHOM hapMaLeBTUHYECKON NEKAPCTBEHHOM
dOopMbl B KayeCTBE BEPXHEW KPbILWKM) C OKPYXaloWeW Cpenon 3a npeaenamu
yCTPOMUCTBa ANA TECTUPOBaAHMS Ha pacnagaemMmoctb. OTBepcTME ANA BblpaBHMBaHUSA
AaBMNeHVUs rapaHTUpyeT OTCYTCTBME Kakux-NnMbo HexenaTtenbHbIX MnepenagosB
AaBNEHNA MeXAy BEPXHEN CEKUMEN ANS NMPUEMA XNOKOCTU N HKHEN CeKUuMen Ans
npuema XnaKocTu.

YCTpoNCTBO Ans TECTMpPOBaHWsi Ha pacnajaemMoCTb, B COOTBETCTBMM C
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HaCTOAWMM n300peTeEHMEM, NPEANOYTUTENBHO MOXET ObITb COEQMHEHO C CUCTEMOM
3anncu U XpaHeHUsa AaHHbIX, CUCTEMOM 3anMcu BPpEMEHU MeXAy

- pas3MeLLeHEM XNOKOCTU B BEPXHEW CEKLMU ANA NPUeEMa XUAKOCTU U

- TMPOHWKHOBEHWEM >XMAKOCTU Yepes dapmMaLeBTUYECKY0 NEeKapCTBEHHYH
dopmy, HO Bonee NPefnOYTUTENBHO B MOMEHT OTpbIBa U NaeHUsa NepBon Kannu ma
hapmaLeBTUYECKON NEKapPCTBEHHOM (POPMbI.

B npeanoytutensHOM BapuaHTe BbINOMIHEHWS CUCTEMA 3anvMcu U XpaHeHUs
AaHHbIX  AOMOMHUTENbHO PErMCTPUPYET TemnepaTypy, Kak CKOPPEKTMPOBaHO
CPEeACTBOM PErynMpoBKM TEMNeEpPaTypsb!.

B ocobeHHO npeanoyTUTENBbHOM — acnekte  HacTodAwero  msobpeTteHus
YCTPOUCTBO AN TECTUPOBaHWS Ha pacnagaemMoCTb SBNAETCA  MONHOCTbIO
aBTOMaTU4ECKM paboTarLmM YCTPOUCTBOM, B KOTOPOM KMAKOCTb aBTOMarUYeCcKu
BBOAMWTCS B BEPXHIOK CEKLUMIO ANA NpUEMa XUAKOCTU U, Takum obpasom, nonagaet
Ha BEPXHIOK CTOPOHY MMEHOYHOM hapMauleBTUYECKON NEKAPCTBEHHON hOPMbI C
MOMOLLIbKO @BTOMAaTMYECKOro CpeacTaa AOCTaBKU XUAKOCTU, NPpUYEM NPOHUKHOBEHWE
XMOKOCTU  4Yepe3 MMEHOYHYH  (PapMaueBTUYECKYD  NEKapCTBEHHYO  opMy
onpefensaeTca C NOMOLLBI aBTOMaTUYECKoro CpeacTaa onpeaeneHns, BpeMa Mexay
nonagaHueM XWOKOCTWM Ha BEpPXHIO CeKkuuMro Ana  npueMa  Xugkoctu WU
MPOHMKHOBEHME XWAKOCTU Yepe3d MMEHOYHYH hapMaLeBTUYECKYHO NEeKapCTBEHHYHO
dopmy aBTOMatUyeCKn U3MEpHEeTCA C MOMOLLBbO aBTOMaru4yecKkoro CcpeacTea
N3MEPEHNa BPEeMEeHW, W W3MEPEeHHOEe BpeMs aBTOMAaTUYECKM 3arnucbiBaeTCH
CMCTEMOW 3arnncn N XpaHeHUs faHHbIX.

B TpeTbem acnekte HacTtosuwee Wn3obpeTeHMe OTHOCUTCS K MPUMEHEHUIO
YCTPOWCTBA, CoaEpXKaLlero

(I) BEPXHIOK CeKUMO ANA NpuemMa XNOKOCTU, UMEHOLLYIO OTBEPCTUE HUKHEN
CTOPOHBI,

(Il) HWKHIOKD CeKUMO ANsa MPUEMa XUAKOCTU, MMEKLLYIO OTBEPCTUE BEPXHEN
CTOPOHBI,

NpUYEM OTBEPCTUE HWXKHEWN CTOPOHbI BEPXHEW CEKUMN ANSA NPUEMA XKULKOCTU U
OTBEPCTUE BEPXHEW CTOPOHBI HWPKHEW CEKLMN ANA NpUemMa XMUAKOCTU (hOpMUPYHOTCA
TakuMm  obpasom, 4TODObl  yaepxuBatb  MNEHOYHYD  papMaLeBTUYECKYHO
NEeKapCTBEHHYH (POPMY MEXAY BEPXHEN CEKLMEN ANS NpUemMa XULOKOCTU N HLKHEN
cekumen ana npuemMa XuakocTW AnA onpejeneHus BpPeEMEHW pacnagaemocTy

NMEHOYHON (PapMaueBTUYECKON NekapcTBEHHOM Gopmbl.  dPapmaueBTunyeckas
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nekapcTBeHHaa dopmMa npeanovTUTENbHO  NpeactaBnaeT cobon  MMeHKy,
ANCNEPrMpyemMyro B pOTOBOW NONOCTU. YCTPOWUCTBO MOXET ObITb OXapakTepusoBaHo
NpeanoyYTUTENbHBIMU MPU3HaKaMM U acrnekTamu, Kak OnmucaHo Bblwe ANS BTOPOro
acrnekTa HacTosLero naobpeTeHns.

HacTtoswee nsobpeteHne Takke OTHOCUTCS K MNEHOYHOW hapMaueBTUHECKON
NeKkapCTBEHHOM OpMe, KOTOpas XxapakTepuayeTcsi BpPEMEHEM pacnagaemMocTu
mMeHee 10 MWH, NPeanoYTUTENBHO MeHee 5 MuHyT, Bonee NPeanoYTUTENBHO MEHEE
2 MUHYT, NpUYEM BpeEMSA pacnagaemMoCcTy OnpeaenseTcsa ¢ NOMOLLbIO YCTPOUCTBa, B
COOTBETCTBMM CO BTOPbIM acrnekToMm HacTodawero n3obpetenmnsa. PapmaueBTmnyeckas
nekapcTBeHHasa Qopma npeanoyTUTENBHO npeactaBnseTr cobon nepoparnbHyHo,
MyKO3anbHyt0, TPaHCOyKKanbHyt0, HaAba3bIYHYIO, MNOABA3bIYHYI,  MECTHYHO,
BarMHanbHyt0 WM  PEKTanbHYt0 JEeKapCTBEHHyO dopmy. DdapmaueBTuyeckas
nekapcTBeHHas d¢opma Oonee nNpeanouTUTENbHO NpeacTtaBnseT cobOM MMEHKY,
ANCNEPrmpyemyro B pOTOBOM NOMOCTW.

Mocneayrowe QuUrypbsl YepTexen WNACTPUPYIOT KOHKPETHbIE BapUaHTbI
BbINOSIHEHNA HACTOALEro U300peTeHna M He [OOSMKHbl UCTOSKOBLIBATLCA Kak
orpaHuumBarolme Kakmm-nmbo obpasom obbeM HacTosawero ms3obpeTeHus, Kak
yKkasaHo B npunaraemomn opmyne naodpeteHms.

®ur.1 nsobpaxaet Bua B paspese NepBoro BapuaHTa BbINONIHEHNSA YCTPOUCTBa
ANA TECTUPOBaHUA Ha pacnagaemMocTb, B COOTBETCTBUM C M30OpETEHVEM;

®ur.2 nsobpaxaeT BMA B paspese BTOPOro BapnaHTa BbINOMHEHWSA YCTPOUCTBA
ANA TECTUPOBaHMSA Ha pacnagaemMocCTb, B COOTBETCTBMM C N30OpETEHMEM;

dur.2a usobpaxaeT BuL B paspese TPETbero BapuaHTa BbIMNOSHEHMS
yCTpOUCTBa [AnNs TeCTUpoBaHMA Ha pacnagaemMoctb, B COOTBETCTBUMM C
n3obpeTeHnewm;

®ur.3 naobpaxaeT BMA CBEPXY BTOPOro BapuaHTa BbINOMHEHUS YCTPOUCTBa
ANA TECTUPOBaAHWSA Ha pacnagaemMocCTb, B COOTBETCTBMM C N30OpETEHMEM,;

durd4 wmnsobpaxaeT BUA B paspe3e YETBEpPTOro BapwaHTa BbIMNOMNHEHUS
yCcTpoUCTBa AN TeCTupoBaHWs Ha pacnajaemMocTb, B COOTBETCTBUM C
n3obpeTeHnewm;

®dur.5 wunsobpaxaeT nNpeanoyvTUTENbHBIM  acnekT 4YeTBEepTOoro BapuaHTa
BbINOSIHEHNA YCTPOUCTBA ANA TECTUPOBaHUS Ha pacnagaemMoCTb, B COOTBETCTBUM C
n3obpeTeHnewm;

dur.5a nsobpaxaeTt anbTepHaTUBHLIWM NPEANOYTUTENBHBIM BapUaHT YETBEPTOrO



22

BapvaHTta BbINOMHEHUS YCTPOWCTBa [ANA TeCTMpOBaHWA Ha pacrnagaemMocTb, B
COOTBETCTBUM C N30OPETEHMEM;

dur.6 - 11 MNNICTPUPYIOT NOBEAEHME pacnafaemMoCTy, Kak Habnganock B
CpasHutensHom lNMpumepe 1a.

®ur.1 nsobpaxaet npumep yCTpoMCTBa ANA TECTUPOBAHUSA Ha pacnagaemocTb,
B COOTBETCTBUM C HACTOALMM U30OpETEHMEM. YCTPOWCTBO COAEPKUT BEPXHIOHO
CekuMo 1 aAns npuvema XuakocTh, UMEIOLLYHO OTBEPCTUE 1a C HWKHEN CTOPOHbI, W
HWDKHIOIO CEKUMIO 2 ANSA NpUeMa XMAKOCTU, MMEIOLLYIO OTBEPCTUE 2a C BEPXHEW
CTOopoHbl. PapmaueBTUYECKan nekapcTBeHHas dopma 8 pasmelleHa Mexay
BEPXHEW CEKUMEN 1 N HXKHEWN CEKUMEN 2 ANs NPUEMA XNOKOCTU.

OTBepcTne 1a C HWXKHEW CTOPOHbI BepxHeW cekumm 1 M oTBepctme 2a C
BEPXHEN CTOPOHBI HWKHEW CEKLMKM 2 NO OCK COBMELLEHbI APYT C APYTOM.

OTBepcTne 1a BepxHen cekumm 1 MMEeeT Takyro e PopMy U pasmep, YTO U
OTBEPCTME 2a HMKHEW CEKLUN 2.

B npepgnoytutensHOM BapuaHTe BbINOMHEHUS, Kak Kpomka 1b oTtBepctna 1a
BEPXHEW CeKkUuMM 1, Tak U KpomKa 2b OTBEPCTUA 2a HWKHEN CEKUMN 2 SBMSHTCA
KOMMeMEHTaPHbIMWU YacTaMM NPULLIMGOBAHHOIO CThIKa.

HwkHaa cekyma 2 MoXeT MMETb 0TBepCTME 3 AN BblpaBHMBAHNA LaBNeHUS.

BepxHaa cekums 1, HWKHAA cekuyns 2 W nreHodHas dapmaueBTunyeckas
nekapctBeHHaa Qopma 8, nomMelleHHaa Mexay HWUMKU, MOryT ObiTb CKpenseHbl
BMECTE C NOMOLLbIO 3axmnma 4.

B HWKHEN 4YacTu HWXKHEW cekumm 2 MoXeT ObiTb NPeayCMOTPEHO CPEeacTBO
obHapyxeHusa 5 (Hanpumep, p[aTyMK  SMEKTPUYECKOro  COMPOTMBIEHMA  ANS
oBHapyxeHus yaapa kanenb).

B npennoytutensHOM BapuaHTe BbINOMHEHUS NPEefyCMOTPEHO CPeacTBo 6
PerynupoBkM TemnepaTtypbl, OKpyxawliee BepxHio cekunto 1. Cpeactso 6
perynmpoBKN TeMnepaTypbl UMEEeT ABa OTBepCTUs, 6a 1 6b, npuyem oTeBepcTne 6a
ABNAETCA BMYCKHbIM OTBEPCTMEM ANA BBEAEHUA YNpaBnaoWen Temneparypou
cpeabl, a oTBepCcTMe 6b  aBnAeTCcA BbINyCKHbIM  OTBEPCTMEM ANA  BbiBOAA
ynpaBnsawoLwen Temnepatypon cpefbl. Kpome TOro, npeaycMoTpeHO Ccpeactso 7
PErynmMpoBKM TEMMEpaTypbl, OKpyXawLlee HWwKHIo cekuymio 2. Cpeactso 7
perynmpoBKM TeMneparypbl UMEeT ABa OTBEPCTUS, 7a 1 7b, npuyem oTBepcTne 7a
ABNAETCA BMYyCKHbIM OTBEPCTMEM ANA BBEAEHWA YNpaBndalolen Temnepartypou

cpenbl, a oTteBepcTMe 7b ABNAETCS BbINyCKHbIM OTBEPCTMEM Afsi  BblBOAA
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ynpaBnsawoLLEN TeMNepaTypoun cpeabl.

[Mpu onpepeneHnn BpeEMEHW pacnagaemMocTy MIEHOYHOW hapmMaueBTUYEeCKon
nekapCTBEHHOW (POpMbI 8, XXMAKOCTb, BBEAEHHAA B BEPXHIOKD cekumio 1 aona npuema
XMOKOCTWU W, TakuMm 00pasoM, Ha BEpXHIO CTOpOoHy 8a dapmaueBTUnYecKkou
neKkapCTBEHHOM (POpMbl 8, MPOHMKAET Yepes nekapcTBEHHyO dopmMy 8. Ha HuxkHen
cTopoHe 8b nekapcTBeHHOM PopMbl 8 (CTOPOHE, NpeacTaBnstowen cobon BEPXHIO
KPbILLKY HWKHEW CeKuMM 2 ANns nNpuemMa Xuakoctu) dopmupyetca kanns. Kanns, B
KOHLIE KOHL|OB, OTPbIBAETCA OT NIeKapCTBEHHOW POpMbl 8 N NafaeT BHNU3 B HDKHIOKO
CEeKUMIO 2. DTOT MOMEHT BPEMEHW OMpeaenseTcs nyTeM BuayanbHOro HabnogeHus
UK NyTem obHapy>XeHUs NageHus Kanenu cpeactsoM S5 obHapyXeHus, Hanpumep,
AaTYNKOM 3NEKTPUYECKOrO COMPOTUBIEHUS, MOMELLEHHBIM B HUKHEWN YaCTU HWKHEN
cekunn 2 n/mnm ¢ NoMoLLBo poTogaTymka (He nokasaH Ha dur.1), pasmeLleHHOro
CHapY>X1 HUXKHEN CEKLMM 2.

Bropon BapuaHT BbINOMHEHWMS  yCTPOWUCTBA ANS  TEeCTUpOBaHWA  Ha
pacnagaemMocTb, B COOTBETCTBMM C HACTOALLMM M30OPETEHMEM, NOKasaH Ha Pur.2.

YCTPOWCTBO COAEPXUT BEPXHIOKD cekumio 11 Ana npyema XUaKkocTu, UMEROLLYHO
oTBepcTME 11a C HWKHEN CTOPOHBI, U HIDKHIOK CEeKUMto 12 Ans npyema XULKOCTH,
NMEIOLLYIO OTBEPCTME 12a C BEPXHEW CTOPOHLI. PapmaueBTMyeckas nekapCTBeHHas
dopma 18 pasmeLleHa Mmexay BepxHen cekumen 11 n HKHen cexkumen 12.

OTBepcTne 11a C HWXKHEW CTOPOHbI BepxHen cekumm 11 mn otBepctme 12a ¢
BEPXHEWN CTOPOHbI HWXKHEWN CeKLmM 12 N0 OCY COBMELLIEHbI APYT C APYTOM.

OTtBepcTe 11a C HWKHEM CTOPOHblI BepxHenm cekuymm 11 umeert
uunuHapudeckyro popmy. OTBepcTme 12a C BEPXHEN CTOPOHbI HWXKHEW cekumm 12
Takke uMeeT uunuHgpudeckyro dopmy. dnameTtp otBepctna 11a wnaeHTUYeH
anameTpy otBepcTusa 12a.

B npeanoutnTensHOM BapuaHTe BbINOMHEHUSA, Kak Kpomka 11b otBepctua 11a
BEPXHEN cekumm 11, Tak 1 kpomka 12b oTBepcTna 12a HKHEN cekumm 12 aBnaroTca
KOMMNEeMEHTaPHbIMWN YacTaMM NPULLNMGOBAHHOIO CThIKa.

HwxHaa cekyma 12 MOXeT MMeTb 0TBepcThe 13 ANA BblpaBHMBaHWUA AaBMEHUS.

CHapyXm HWwKHen cekumm 12 MOXeT ObiTb npeaycMOTpeHo cpeactBo 15
oBbHapyxeHus (Hanpumep, doTogaTyunk ans obHapyXeHNA NageHus Kanensb).

[Mpy onpepeneHnn BpEMEHW pacnagaemMoCcTy MIEHOYHOW hapmMauleBTUYECKON
nekapCTBEHHON opMbl 18, XMAOKOCTb, BBEAEHHAA B BEPXHIOO cekumo 11 ans

npuemMa Xungkoctm n, Takum obpasom, Ha BEPXHIO CTOPOHY 18a dapmaueBTnyeckom
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nekapCTBEHHON opMbl 18, MPOHMKaAET 4Yepes nekapCcTBeHHyo dopmy 18. Ha
HWKHeW cTopoHe 18b nekapcTeeHHOM hopmMbl 18 (CTOPOHE, NpeacTasnatowen cobom
BEPXHIOK KPbILKY HWXKHEro npuema Xuakoctm pasgen 12) dopmupyeTcsa kanns.
Kanns, B KOHUE KOHLOB, OTPbIBAETCA OT NekapcTBeHHOW popmbl 18 1 nagaeT BHU3 B
HWKHIOKO Cekumio 12. OTOT MOMEHT BPEeMEHW onpepensaeTcsa nyTem Bu3yanbHOro
HabnogeHns wnm  nytem  obHapyxeHus nagenuss kanenm  cpeacteom 15
obHapyXeHus, Hanpumep, C MNOMOLbIO doToAaTUMKa, PasMELLEHHOrO CHapyXu
HWKHEW CeKkuumn 12 Ansa npuemMa XuakocTu.

TpeTun BapmaHT BbINONHEHUS, NOKa3aHHbIN Ha Pur.2a, OTNMYaeTCcs OT BTOPOro
BapuaHTa BbIMOSMIHEHUS, NMOKa3aHHOro Ha Pur.2 Tem, 4TO BepxHAa cekums 11 4ns
npuema >XUAKOCTU, HWXKHAS cekuma 12 ang npuvema XMAKOCTM WU MNIeHOoYHas
dhapmaueBTnyeckaa nekapcTBeHHas Qopma 18, nomelleHHas Mexay HUMWK,
CKPEMNATCA BMECTE C MOMOLWBI 3axuma 14, a cpeacteo 15 obHapyxeHus
OTCYTCTBYET (NafeHune Kannm LeTEKTUPYETCH BU3yarbHbIM HAbNtogeHNEM).

®ur.3 nsobpaxaeT BMA CBEPXY BTOPOro BapuaHTa BbINOMHEHUS YCTPOUCTBa
ANA TeCTUpOBaHWA Ha pacnagaemMocTb, B COOTBETCTBUM C U30OpeTeHWeM, Kak
nokasaHo Ha Pur.2, MNNHCTPUPYHOLLMA LNINHAPUYECKYIO BEPXHIOK cekuuto 11 ansa
npuemMa Xuagkoctm n oTteBepctme 11a C C HWKHEW CTOPOHbl. Pur.3 Takke
UNOCTPUPYET NpUMep papmMaueBTUYECKOM NeKapCTBEHHOW opmbl 18, nmetroen
KBagpaTHyro  dopma, KoTopas, npeanodvTUTenbHO, npeacraBnsgeT  coboum
AVCNEPTUPYEMYIO B POTOBOW NOMOCTU MAEHKY.

UeTBepTbin BapuaHT BbINOMIHEHWMS YCTPOMUCTBaA AN TeCTUpPOBaHUSA Ha
pacnagaemMocTb, B COOTBETCTBUM C M300peTeHnem, nokasaHHoro Ha dwur.4,
COAEPKUT UMNMHAPUYECKYHO BEPXHIOK cekumo 111 ana npuema XUgKoctm U
LMIMHOPUYECKYHD HWKHIOK cekumo 112 ana npuema Xungkoctn. B HWxHen uyactm
HWKHEN cekumm 112 npeaycMOTPEH anekTpuyeckun pgatumk 115a conpoTmBneHus
ANna obHapyxeHuna yaapa kanenbe. JOononHUTENbHO, UM B Ka4eCTBE anbTepHaTMBbI,
doTtogatumk 115b npukpenneH Ha BHYTPEHHEN CTOPOHE, B CTEHKE Mnn (B crydae
NPO3paqYHON HWKHEW cekumm 112) Ha BHELWHEW CTOPOHE (HE MnoKasaHa) HWKHEMN
cekummn 112. B OOKOBOW CTEHKE HWKHEW cekumm 112 moxeT ObITb NpegyCMOTPEHO
otBepcTHe 113 ANS BbipaBHUBaHUS LaBEHUA.

Kpbilwka 120, copepxawas BepTukanbHbi ¢naHey 120a, okpyxarowmm
ckBo3Hoe oTBepcTne 120b, ocb KOTOpOro nepecekaetT ocb dortogartymka 115a,

yCTaHOBIEHa Ha OTBeEpPCTMM 112a C BEpXHEW CTOPOHbI HXKHEW CEKUMM AN npuema
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XNOKOCTW.

BepxHsasa cekumsa 111 gna npuema Xnakocty ¢ ABOMHbIMU CTEHKaMM BCTaBEHa
B BepTuKkanbHbiM dnaHey 120a Takmm obpasom, 4to oteepctne 111b ¢ HWKHen
CTOPOHbI BEPXHEW cekummn 111 COOCHO M MMEET TOT Xe AMameTp, UYTO U CKBO3HOE
otBepcTme 120b kpbiwkn 120. Kpome TOro, BGNM3N HKHEN YacTU BEPXHEW CEKLMM
111 C npeaycMoOTpeH repMeTUYHbIA OT XKWAKOCTM 30M0THUKOBLIM knanaH 140,
KOTOPbIN NpefoTBpallaeT AOCTMXKEHUS XUAKOCTbHO, 3ariMTON B BEPXHHOK CEKLMIO
111, otBepctmsa 111b HMUXKHEN CTOPOHLI U BbITEKAHNA 13 BEpXHEN cekumm 111. Koraa
BEpxHAA cekumsa 111 yctaHoBneHa Ha kpbiwke 120, kak nokasaHo Ha Pur.4, HKHUA
BbICTyn 111d onunpaetca Ha dnaney 120a Tak, 4TO Mexay HWXKHEN MOBEPXHOCTLHO
BEPXHEWN cekUuMM 111 1 BEPXHEN MOBEPXHOCTLIO KpbIwKKM 120 obpasyeTtcsa 3asop 119,
NPUYEM YyKasaHHbIA 3a30p UMEET TOYHO TakoW ke pasmMep (BbICOTY) UM HEMHOrO
MEHbLNM  pa3Mep  (BbICOTY) MO  CPaBHEHMO C  TONMWMHOW  (BbICOTOW)
dhapmaueBTUYECKON nekapCTBEHHOM dopmbl 118, «koTopas pomkHa ObiTb
NpoTeECTMpPOBaHa C NMOMOLLbIO YCTPOMUCTBA ANA TECTUPOBaHWA Ha pacnagaemMocCTb.
Cpencteo 150 poCTaBKM XMAKOCTM pacnonoXeHo Hag BepxHen cekumen 111 um
mMmeeT knanadH 150a B kKadecTBe 4acTh cpeacrtBa And [OCTaBKU KUAKOCTU
yCTPOWCTBa, B COOTBETCTBMM C HaACTOAWMM K30OpeTeHneM. BepxHas cekumsa 111
MMeeT ABOWHYH CTEHKy, 4YTO MO3BOMSAET pPerynupoBartb TemnepaTypy XuaKoCTu
nocne AOCTaBKuM (BHELLHAA CTeHKa, Takmm obpasom, npeacraBnaet cobon cpeacrtso
17 perynupoBKu TeMnepaTtypsbl).

[Mpn nCnonb3oBaHUM BEPXHIOK CEKUMIO 111 yCTpOMCTBa ANS TECTUPOBAHUA Ha
pacnagaemMoCcTb yaansaoT U3 Kpbiwkn 120 n dapmMaueBTUYECKYH NeKapCTBEHHYHO
dopmy 118 nomewarot B Kpbiwky 120 Takmum obpasom, 4Tobbl 3aKpbiTh CKBO3HOE
otBepcTme 120b. 3atem BepxHow cekumo 111 ycraHasnmearoT obpaTHO BO donaHel
120a kpbiwkn 120 Tak, 4tobbl MNOTHO NpPWXaTb NEKapCTBEHHyH dopmy 118 kK
Kpbilwke 120 nocpeactBoM €€ Beca, C TeM, YToObl MMOTHO 3aKPbiTh XXWUAKOCTHOW
kaHan, obpasoBaHHbIN COBMELLEHHbIMU CKBO3HbIM OTBEpPCTMEM 120b 1 oTBEpPCTMEM
111b HWKHEW CTOpoHbl. [lanee, TECTUPYEMYH XNAKOCTb BBOAAT M3 cpeacrtea 150
[OCTaBKN XMOKOCTU B BEPXHIOK cekumto 111, OTKpbIBada, a 3aTeM 3akpblBas knanaH
150a, B TO BpeMS Kak 30N0THUKOBbLIN knanaH 140 no-npexxHeMy OCTaeTCs 3aKpbITbIM.
[Mocne Toro, kak Tpebyembi 0OObEM TECTUPYEMON XKUAKOCTM NMOMELLEH B BEPXHIOH
cekumo 111, 30n0THUKOBLIM KnanaH 140 BbIHMMAKOT, 4TOOLI 0BecneyunTb XULKOCTH

BO3MOXHOCTb NpoTekaTb Yepes oTBepctne 111b HMKHEN CTOPOHBI, Taknm oBpasom
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BCTyNasi B KOHTAKT C bapmMaLeBTUYECKON nekapcTeeHHoU dopmon 118. UamepeHune
BPEMEHM HaYMHAKOT, Koraa 30noTHMKOBLIWM knanaH 140 BbiHMMaeTcs. Tectupyemas
XWOKOCTb MPOHUKAET B hapMaLeBTUYECKYHO NEKapCTBEHHYIO (POPMY U, B KOHEYHOM
cyeTe, obpasyeT Kannto HUKE nekapCTBEHHOW Popmbl. [lageHne aTon kannm MoXeT
ObITb 3apPErMcCTPUPOBaHO 3MEKTPUYECKMM AaTyumkoM 115a conpoTMBREHUs W/unm
dotogatumkom 115b n/mnu nytem Br3ayanbHOro HabnogeHns.

Ha ®ur.5 nokasaH npegnoyvTuUTENbHLIM BapuaHT 4YEeTBEPTOro BapuaHTta
BbINOSIHEHNA YCTPOUCTBA AN TECTUPOBaAHUSA Ha pacnagaemMoCTb, B COOTBETCTBUM C
nsobpeteHmem. Our.5 UNNIOCTPUPYET TOMBKO  PENEBaHTHYHO 4YacTb  3TOro
NpeanoyYTUTENBHOrO BapmaHTta. YCTPOMCTBO AN TECTUPOBAHWUA Ha pacnagaemocTb
COAEPXKUT BCE NPU3HAKN YCTPOMUCTBA, BbINOMTHEHHOIO B COOTBETCTBUMM C YETBEPTLIM
BapuMaHTOM BbINMOMHEHNA, MOKasaHHbIM Ha Pur.d4, obecneuvBas, npu 3TOM, B
[AOMOSHeHWe ABe TapenbyaTtble pe3nHoBble npoknagkn 111e n 120e, popmupyrome
CKUMaEMbIE KPOMKM, COOTBETCTBEHHO, OTBEPCTUS 111b HMKHErO CTOPOHLI BEPXHEN
cekumm 111 wm ckBosHoro oteepctna 120b kpbiwkn 120. C noMoOLbO 3TOW
AOMNOSNTHUTENBHOIO NMPU3HaKa NPUKPeneHne HEMMOCKOW nekapCTBEHHOM hopmbl 118
(Hanpumep, NpogoNroBaTon TabneTkm) MOXET ObITb YNy4LLEHO.

®ur.5a nokasbiBaeT anbTepHaTUBHbLIW NPEANOYTUTENbHBIM acnekT 4YeTBepToro
BapuaHTta BbINOMHEHUS YCTPOWUCTBa [ANA TeCTMpOBaHWA Ha pacrnagaemMocTb, B
COOTBETCTBUM C uU3obpeTeHneM. Pur.5a MnniocTpupyeT TOMNbKO COOTBETCTBYHOLLYHO
4YacTb 3TOr0 MNpPeanoyvYTUTENbHOrO acnekta. YCTPOMCTBO ANA TEeCTMPOBaHUA Ha
pacnagaemMocTb COAEPXKMT BCE TMPU3HaKM  YCTPOWCTBA, BbIMOMIHEHHOIO B
COOTBETCTBUM C YETBEPTHIM BapMaHTOM BbINOMHEHWUS, MOKas3aHHbIM Ha dur.4, 3a
NCKIMIOYEHMEM TOrO, YTO Kpblwka 120 3aMeHsAeTCa anbTepHaTUBHOW Kpbiwkon 304, a
BepxHAA cekuma 111 3ameHsieTcs BepxHen cekumm 311 ons npuema Xuakoctu, B
KOTOPOM OTBEPCTUE HWKHEW CTOPOHbl WMEET OnpefenieHHyro ¢OopMy, Kak 3TO
nokasaHo Ha dur.5a pgna  npukpenneHuss HeNnockon apmMaueBTUYECKON
nekapcrBeHHon  ¢opmbl 313 (Hanpumep, npogonroearton  TabneTtku).
MpeanoyTUTENBHO, OTBEPCTUE C HWKHEW CTOPOHbI BEPXHEW CeKuMn Ans npuema
XNOKOCTN 0BpasyeT HWKHIO LWeNb Ha CKMMaeMbIX KPOMKax OTBEPCTUS HWDKHEWN
CTOPOHbI AN 3auUenfieHNa BPOBEHb M MPUKPENNeHNa HEMMOCKOM hapMaLleBTUYECKON
nekapcTBEHHOM POPMbI, NPEANOYTUTENBHO, CNOCOOOM COOTBETCTBUS (DOPMbI.

[MpuBeAEHHbIE HKE MPUMEPLI NN UIMOCTPUPYIOT HacTosLee n3obpeTeHne

N He OOITKHBI paccMaTpmuBaTbCa Kak orpaHnymBaroyme Kakmm-nmbo obpasom obvem
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HacTosLero n3obpeTeHns, onpeaeneHHbln npunaraeMmon opmMynon n3obpeTeHns.

Mpumep 1

Aduncneprmpyemble B POTOBOW MOMOCTWM  MAEHKW, cogepxawume 50 wmr
cungeHadvna yuTtparta B KayecTBe akTMBHOrO WHrpeaMeHTa, MMEKOLWEN TOILWMHY
162 + 10 MKM W Mrowagb MOBEPXHOCTU 7 CM?, GbiMM MOMyyYeHbl NyTem
NPUrOTOBIEHUA CYCMEH3UK, coaepxawen cungeHadpuna uyutpart, nonuMmepbl u
Apyrne BCnomoraTerbHble BELLECTBA, 3aniMBKOM CYCMEH3UN Ha OMOPHYHO MOAJIOXKKY,
CYLLKY OTNMTOM CyCMeH3un AN MOMyYeHWs CrouMCTOro martepwana, paspesaHus
CMOWCTOro MaTepuana Ha KBagpaTbl pasMepoM 7 CM?  yAaneHWeM OfOpHOVA
NOAMOXKA U YMakoBbIBAHUMEM KaXaoro OTAENbHOW AUCMEPTMPYEMON B POTOBOWU
MONOCTU NIEHKM B NMaKeTUK.

Bpema pacnagaemoct AucneprupyemMblXx B POTOBOW MOMOCTU  MIAEHOK,
NOSTyYEHHBIX M3 TOW XK€ CaMOW CYCMEH3MM U CNOUCTOro marepuana (U3 TOWU Xe
napTumM) onpejensnM C  NOMOLBK  YCTPOWUCTBaA ANA  TeCcTMpoBaHWA  Ha
pacnagaemMocCTb, Kak nokasaHo Ha dur.2a. YCTponcTeo Obino BbINOMHEHO U3 CTEKNa
N UMENo UunuHApuYeckyro dopmy. BepxHaa cekuma ang npyema XuUaKoctu nvena
obbem okono 3 Mn. HWXKHAS cekuma ana npyema Xugkoctn nmena obvem okono 20
mn. Kak KpomMKka OTBEpCTUS HWXHEW CTOPOHbl B BEPXHEW cekuum Ang npuema
XWOKOCTW, TaK U KPOMKa OTBEPCTUSA BEPXHEW CTOPOHbI HWXKHEW Cekumn Ang npuemMa
XNOKOCTU chopMMpOBaHbI B KayecTse KOMMeMeHTapHbIX yacteun
NpUWnMdOBaHHOrO cThika. Kak Kpyrnoe OTBEpCTUE HWKHEW CTOPOHbl BEPXHEWN
CeKUMM ANS NpUeMa XMUAKOCTU, Tak U KPyrnoe OTBEPCTUE BEPXHEN CTOPOHbI HUKHEN
CeKUMM ANs NpremMa XULKOCTU umeeT pasmep 1 cM?. HkHssS cekums Ans npuema
XNAKOCTN MMena OTBepCTUE ANS BblpaBHUBAHUS AaBMNEHUS.

Kaxpas gucneprmpyemas B pOTOBOM NOMOCTM NieHka Obina TwatensHo BblHyTa
M3 NakeTMka C MOMOLLbIO MUHLETa M MNOMELLUEHa B LEHTP OTBEPCTUS BEPXHEW
CTOPOHbI HWKHEW CekuuMn ANna npuema XuAKOCTW. BepxHaa cekuma ang npvema
XnAKoCcTn Bbina NoMeLLeHa Ha AUCNEPrMpyeEMYHO B MOMOCTU pTa NMeHKy, COBMeELLas
€€ OTBEPCTME HWXKHEN CTOPOHbI C OTBEPCTMEM BEPXHEW CTOPOHBLI HWPKHEN CEKLMU
ANA npuema Xnakoctn. BepxHaa cekums Ans npyvema XMOKOCTU U HWKHAS Cekums
ANA npyema Xuakoctn Bbinn CKpenneHsl BMECTe C NOMOLLbIO 3axuma. BusyansHas
LLleNOCTHOCTL TeCTUpyemon obnacTtu Obina npoBepeHa.

HdemunHepanunaoBaHHasa Boga, umetrowas temnepatypy 22°C, ncnono3oBsanachs B
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KayecTBe TecTupyrowen xuagkoctu. MukponvneTtka Obina wucnonb3oBaHa AnNd
BBegeHna 250 MmN TECTUPYIOWEN XUAKOCTU B BEPXHIOK CEKUMK Ana npuema
Xnakoctn. NamepeHve BpeMeHn Obino Ha4YaTo B MOMEHT BbITankMBaHUA XUAKOCTU
n3 mukponuneTkn. KannbpoBaHHbIM CekyHOAOMEp MCMonb3oBanca AnsS M3MepeHus
BpemeHwn. lageHne nepson kannu Habnwoganu BusyaneHo. NamepeHne Bpemeru
ObINO MpeKpaLleHO B MOMEHT OTAENEHUA Kannum OT ANUCNEPrMPYEMON B POTOBOM
NONOCTW NIIEHKM N Ha4ana ee nageHus.

PesynbTaTthl AN BPEMEHN pacnafaeMocTy NpuBeAeHbl B TabnmLue HXKeE:

Homep Bpemsa pacnagaemoctu (MUH)
nabopaHTa (cpepHue 3Ha4YeHNsA 6 N3MEPEHNI)
1 1,38
2 1,65
3 1,65
4 1,31
5 1,46
6 1,67

OTHOCUTENbHOE cTaHgapTHoe oTKnoHeHue coctasnaeT 10,4%.

CpasHutenbHbiv MNpumep 1a

Bpemsa pacnagaemoctn aucneprmpyemMblx B POTOBOM MOMOCTU  MIEHOK,
NOSTyYEHHbIX U3 OAHOM U TOW XXE& CYyCNEH3UWU, U CIIOUCTOro maTtepuana (M3 OgHOM n
TOM Xe naptum), kak B [pumepe 1, onpenensany B COOTBETCTBMM CO CMocoBoMm
NPEALLECTBYHOLLErO YPOBHA TEXHUKM, KaK OMMCAHO HUXeE.

Yawky [MeTpn, MMeELWyo BHYTPEHHUA auameTp 5,5 cm, 3anonHanm 4 mn
AEMVHEPAnNM30oBaHHOW  BOAbI, umerowen  Ttemneparypy  22°C. Kaxpgas
Ancneprmpyemas B pOTOBOW NOMOCTU NrieHKa Obina TwarenbHO BblHyTa U3 NakeTuka
MMHLETOM M MOMELLEHa MO LEHTPY Ha MOBEpXHOCTb BOAbl. M3amepeHne BpemeHu
ObINo0 Ha4YaTto B TOT MOMEHT, KOrga aucneprypyemas B pOTOBOW MOMOCTM MNNEHKa
BOWMA B KOHTAKT C MOBEPXHOCTbIO BOAbl. OTKannMbpoBaHHbIM  CeKyHAOMEpP
ucnonb3oBanca AN M3MepeHus  BpemeHu.  PacnagaemMocTb  NNEHOYHOM
hapmaLeBTUYECKON NEKAPCTBEHHOM (POPMbI 3aTeEM Habnoganu BU3yarnbsHO.

Avicneprupyemass B pOTOBOW MOMOCTM MMfeHKka Hadvana pacnagarbcs Ha
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HEKOTOPbIX W3 YrfiOB M KPOMOK, pacnagaemocTb Ha [pyrux yrnax u Kpomkax
cnepoana. lNneHka 3atem crana nopucTon B pasHOM CTEMEHM B pasHbIX MeCcTax
nneHKn. 3arem nopucrtasa CTpykTypa pacnanacb U OTAeNbHble 4acTu CTaHOBUIUCH
MEHbLUE N OTOABUranncb Apyr oT gpyra. beino gOBOMBHO TPYAHO BbIOpaTte MOMEHT
BPEMEHN, MNPEACTaBMAOWMA  KOHEUHYHO TOYKy pacnagaemoctu. [loBegeHue
pacnagaemMoCcTm nokasaHo Ha dur.6 - 11.

PesynbTaThl ANSA BPEMEHN pacnafaeMocTy NpuBeAeHb! B TabnMLe HUXKE:

Homep Bpems pacnagaemoctu (MUH)
nabopaHTa (cpepHue 3Ha4YeHns 6 N3MepPEHNI)
1 1,97
2 2,67
3 2,77
4 2,52
5 3,49
6 3,02

OTHOCUTENBHOE CTaHJapTHOE OTKNoHeHMe cocTtaBnaeT 18,6%.

CpasHutenbHbin Mpumep 1b

Beina npeanpuHATa  nonbiTka — OMNpeaenvTb  BPeMs  pacnagaemocTu
ANCNEPrMpyemMbIX B POTOBOW MOMOCTU NAEHOK, NMOMYYEHHbIX U3 TOW XXe CyCneH3un, n
CNOUCTON CTPYKTYpbl (M3 TOW Xe naptum), uto u B MNMpumepe 1, ¢ nCnonb3oBaHNEM
yCTpOWCTBa B COOTBETCTBMM C EBponenckon dapmakoneen (Ph.Eur.8.0; nasa 2.9.1,
TectT B). Tem He wmeHee, nepBasa npobnema B OMNPEAENEHUN BPEMEHMU
pacnagaemMoCcT BO3HUWKNA U3 OnpeaeneHnsa pacnagaeMocTu, Kak chopMynmpoBaHo
EBponenckon dPapmakoneen. [ucneprupyemble B POTOBOM MNOSMOCTU  MIEHKM,
KOTOpble AOMKHbI ObITb NpPOaHaNM3npPoBaHbl, HEe WMenu TBEPAOE SAPO nepen
Ha4yanoM TEeCTUPOBaHWA Ha pacnagaemocTb. Takmm obpasom, OTCYTCTBME TaKOro
TBEPAOro sapa He MOXeT OblTb MCMOMb30BaHO B KaveCTBE KpuUTepus Ans
pacnagaemoctn. Kpome TOro, ©ObINO HEBO3MOXHO  OMpefenvTb  BpeMs
pacnagaemMocTu, TaK Kak gucrneprmpyemMble B pOTOBOW MNOMOCTU MAEHKN Npunmnanm K
ANCKaM yCTPOMUCTBa, B COOTBETCTBMM C EBponenckon dapmakoneen, NpenaTtcrays,

TEM caMbIM, pacnagaemocTy.
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Mpumep 2

Aduncneprupyemble B  pPOTOBOM MOMNOCTU  MAEHKM, cogepxawme 8 Mr
BynpeHopduHa rngpoxnopuga W 2 Mr HamoKkcoHa rugpoxnopuaa B KayecTse
aKTUBHbIX WHrpeaueHToB, U umMmerowme TonwmHy 135 + 10 MkM U nnowagb
noBepxHocTU 2,9 cMm?, 6binM WM3rOTOBMEHbI MyTEM MPUFOTOBNIEHWUS CyCMEH3uu,
COAEPXKAaLLEN aKTUBHbIE MHIPEANEHTLI, MONTMMEPLI U AOMONHUTENbHbIE HAMNOMHUTENM,
3anMBKOM CYCMEH3MM Ha OMOPHYH MNOANOXKY, CYLWKY OTIMTOM CYCNeH3uu AN
NONy4YeHs CNOMCTOro Marepuana, paspesaHusa CroucToro matepuana Ha Kesagparhl
pasmMepoMm 2,9 cM? yAaneHVeM OMOPHOWM MOANOXKM M YNaKOBbIBAHUEM KaXKAOrO
OTAENBHOMN AUCMEPINPYEMON B POTOBOW NOSNTOCTU NIEHKN B NaKETUK.

Bpema pacnagaemoct AucneprmpyemMmblXx B POTOBOWM MOMOCTU  MIEHOK,
MONYYEHHbIX M3 TOW K& CYCMEeH3UW, U CNOUCTOro marepuana (M3 TOM Xe napTum)
onpefenany C NoMOLLBI YCTPOMUCTBA ANS TECTUPOBaHUA Ha pacnagaeMocCTb, Kak
nokaszaHo Ha Pur.2a. YcTtpouctBO ObINO BbINOMHEHO W3 CTEKNa W UMENOo
uunuHapudeckyro oopMy. BepxHas cekuma ang npuema XuAKoCTU mmena obbem
okono 1,5 mn. HwkHaa cekuma ana npuemMa Xugkoctn nmena obvem okono 10 mn.
Kpomka OTBEPCTUS HWKHEW CTOPOHbI B BEPXHEW CeKkuuu NS rnpuemMa Xuakoctu u
KPOMKa OTBEpPCTUS BEPXHEW CTOPOHbl HWXKHEW CeKuun AnS npuema XKUAKOCTU
ChopMMpPOBaHbI B KQ4eCTBE KOMMIIEMEHTaPHbIX YacTen NpULLIMAOBAHHOrO CTbiKa.
Kpyrrnoe oTBEpCTUE HWXKHEW CTOPOHbI BEPXHEW CeKuun AnS npuema XuaKoctu U
Kpyrnoe oTBEPCTUE BEPXHEW CTOPOHbI HUXXKHEW CEKLUMN ANA NpUemMa XULKOCTU UMEnu
paamep 0,64 cM?. HWKHAS CekuMa AAS MpUeMa XUAKOCTM UMENO OTBEpCTUE AN
BblpaBHMBaHWSA AaBNEHUS.

Aduncneprupyemas B poToBOM MOMOCTU nNneHka Obina TwareneHO BblHyTa U3
nakeTnka C MOMOLLbIO MUHLETa M MNOMELLEeHa Ha OTBEPCTUE BEPXHEN CTOPOHbI
HWXKHEN CeKuMM AN npUeMa Xuakoctu no ueHTpy. BepxHas cekuma ana npuema
Xnakoctn Obina nomMeljeHa Ha AUCNEPTVMPYEMYHO B POTOBOW MOMOCTU MAEHKY,
OAHOBPEMEHHO COBMELLAA €€ OTBEPCTUE HWKHEW CTOPOHbI C OTBEPCTUEM BEPXHEW
CTOPOHbI HWKHEW CeKuMn ANna npuema XuMAKOCTW. BepxHaa cekuma ang npuvema
XMOKOCTU N HWKHAS CeKUMa ANA npuema Xuakoctu Oblnn CKpenneHbl BMecTe C
NOMOLLLIO 3axuma. BusyanbHas UENOCTHOCTb TecTtupyemon obnactm  Obina
npoBepeHa.

HdemunHepanunaoBaHHasa Boga, umerowas temnepatypy 22°C, ucnonb3oBanacs B

KayecTBe TECTMPYIOLLEeNn XuAKocTM. Mukponunetka Oblna wucnonb3oBaHa Ans
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BeBegeHna 200 mMn TECTUPYIOLWEN XMAKOCTU B BEPXHIO CEKUMKO ANS npuemMa
Xmagkoctn. NamepeHrne BpemMeHn Obino Ha4yato B MOMEHT BbITalKMBAHUS XULKOCTU
n3 mMukponuneTk. KannbpoBaHHbIM CEKyHAOMEP WCMONb30Basnca AN U3MEpeHus
BpemeHwn. lageHne nepsown kannu Habnoganu BuayaneHo. NamepeHne BpemeHu
ObIN0 NpekpaweHo B MOMEHT OTAENEHUS Kanim OT AUCMEPrMpyeEMOM B POTOBOW
MOMOCTU NIEHKM W Ha4Yana ee nageHus.

PesynbTaThl ANSA BPEMEHN pacnafaeMocTy NpuBeAeHbl B TabNMLE HUXKE:

Homep Bpems pacnagaemoctu (MUH)

nabopaHTa (0ogHO 3HaveHue 1 namepeHuns)
1 2,86
2,73
2,90
2,51
2,85
2,75
2,58
2,47
3,27
3,65

NI DN DN = A A A A &

OTHOCUKTENBHOE CTaHAapPTHOE OTKIOHEHWE B Lenom coctasnseTt 12,7%.

CpaBHutenbHbIv MNpumep 2a

Bpemsa pacnagaemoct aucneprmpyemMmbix B POTOBOW MOSOCTU  MIEHOK,
MONYYEHHbBIX U3 TOW Xe CYCMNEeH3Mn, N CIOUCTOro matepuana (M3 TOM e NapTun), 4To
mn B [lpumepe 2, ©OGbina onpegeneHa B COOTBETCTBAM CO  criocobom
NPEALLECTBYIOLLENO YPOBHA TEXHWUKM, KaK OMMCaHO HUXKeE.

Yawky [leTpn, MMEOLWYHO BHYTPEHHUA AuaMmeTp 5 cMm, 3anonHsanm 2 mn
AEMVHEPAnNM30oBaHHOW  BOAbI, umerowen  Temneparypy — 22°C. Kaxxpgas
Auncneprmpyemas B poTOBOW NOMOCTU NneHKka Obina TwarenbHO BbiHyTa U3 NakeTuka
MMHLETOM M MOMELLEHa MO LEHTPY Ha MNOBEPXHOCTb BOAbl. MamepeHne BpemeHu
ObINo Ha4YaTto B TOT MOMEHT, KOrga aucneprupyemas B pOTOBOW MOMOCTM MNeHKa
BOWA@ B KOHTakT C MOBEPXHOCTbO BOAbl. KannbpoBaHHbIM  CekyHaomep

ncnonb3oBarcd Ansd n3amMepeHnd BpPEMEHWN. Pacnagaemoctb NNEHOYHOW
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hapmaLeBTUYECKON NEKAPCTBEHHOW POPMbI 3aTeEM Habnoganm BusyarnbsHoO.

[vcneprupyemasa B pPOTOBOM MOMOCTW MNfieHKa Hadana pacnagatbCs Ha
HEKOTOPbIX M3 YrIOB W KPOMOK, pacnagaemocTb Ha APYyrMx yrnax M KpoMKax
cnepoana. lNneHka 3aTem ctana NOPUCTOM B PasHOW CTEMNeHU B pasHbIX MecTax
nneHkn. 3artem nopuctas CTpyKTypa pacnanacb, HEKOTOPblE 4acTu OCTaBanucb Ha
NMOBEPXHOCTU BOAbl, HEKOTOPble 4acTW YTOHynW. YacTtn, KOTOopble OCTanmucCb Ha
MOBEPXHOCTM BOAbI, pasnaranucb MeaneHHee Mo CPaBHEHMIO C YacTsMKM, KOTOpble
3aTOHyNW. bbino AOBOMLHO TPYAHO BbIOpaTb MOMEHT BPEMEHW, MPeaCcTaBNSAOLLMA
KOHEYHYH TOYKY pacnagaemMocCTy.

PesynbTaThl AN BPEMEHN pacnafaeMocTi NpuBeAeHbl B TabnmLe HKe:

Homep Bpemsa pacnagaemoctu (MUH)

nabopaHTta (ogHO 3HaveHue 1 UsMepeHns)
1 1,00
1,03
1,08
0,63
0,83
0,80
0,73
2,07
1,80
2,43

N N N = = | A A A

OTHOCUTENBHOE CTaHAAapPTHOE OTKMOHEHWE B Lienom coctaBnseT 50,6%.

CpaBHutensHbiv MNpumep 2b

Beina npegnpuHAaTa  nonbiTka  ONPeAenvTb  BPeMs  pacnagaemocTy
ANCNEepPrmpyembIiX B POTOBOW MOMOCTU MAEHOK, NOMYYEHHbIX U3 TOW XXe CyCneH3un, n
CNOUCTON CTPYKTYPbI (U3 TOW Xe naptun), 4to 1 B lNpumepe 2, ¢ NCNonb30BaHUEM
yCcTpoucTBa, B cootBeTcTBuM ¢ EBponenckon dapmakoneen (Ph.Eur.8.0; [naga
291, Tect B). Tem He MeHee, He ObINO BO3MOXHOCTU OMNPEAENUTb BPEMS

pacnagaemMocTy n3-3a Tex xe npobnem, KoTopble onuncarsl B Mpumepe 1b.



®OPMYJIA U3OBPETEHUA

1. Cnoco6  onpegeneHns  BpemeHu pacnagaemMocTi  MreHOYHOM
hapmaLeBTUYECKON NEKapCTBEHHOM (POPMbI, BKITHOYaHOLL MK

(e) pasmelleHne apMaLeBTUHYECKON NEKapCTBEHHON  OPMbl  Mexay
OTBEPCTUEM C HWKHEN CTOPOHblI BEPXHEW CEeKUMM ANA NpueMa  XuUAKOCTU W
OTBEPCTUEM C BEPXHEW CTOPOHbI HUXKHEWN CEKLMN ANS NpUema XULKOCTY,

(f) BBEAEHME XKNOKOCTU B BEPXHIOKD CEKLMIO AN NpUema XnaKocTu,

(g) HabnwogeHve 3a MNPOHWMKHOBEHWMEM  XWAKOCTM  4Yepe3  MNIEHOYHYHO
dhapmaLeBTUYECKYHO NeKapCTBEHHYIO hopMmy;

(h) onpegeneHne BpeMeHn mexay atanom (b) n stanom (c).

2. Cnocob no n.1, B KOTOPOM XMAOKOCTb MPEACTaBnseT cobom Boay wnum
NCKYCCTBEHHYHO (PU3NONOTMYECKYID KUAKOCTb, MPEANnOYTUTENBHO, WCKYCCTBEHHYHO
CINHOHY, MCKYCCTBEHHbIN XENYAO4YHbIN COK UMM NCKYCCTBEHHBLI KULLEYHBIA COK.

3. Cnocob mo n1 wunm 2, B KOTOPOM TMPOHUKHOBEHUE XWMAKOCTU 4epes
hapmaLeBTUYECKYO NEKapCTBEHHYHO (POpMYy OnpeaenstoT nytem HabniogeHus 3a
OTCOEANHEHMEM MEPBOW Kannm OT drapMaueBTUYECKON NEKapCTBEHHOW hOpMBl,
pacrnonoXeHHOW MeXay OTBEPCTUEM C HWXKHEW CTOPOHbI BEPXHEW CeKkuMM Ans
npuema XUAKOCTU U OTBEPCTUEM C BEPXHEW CTOPOHbI HWKHEW CeKuMM Ans npuema
XNOKOCTH.

4. Cnocob no nobomy 13 nn.1 - 3, B KOTOPOM MPOHUKHOBEHWE XNAKOCTU Yepes
hapmaLeBTUYECKYID NEKAPCTBEHHYIO (OPMY OMNpPefensaoT Bu3yanbHO WK C
MOMOLLBIO cpeacTBa obHapyXeHUsi, BbIOPaHHOrO M3 OA4HOTO WM HECKOMbKMX W3
cnefyrowmx: gatynmka W3MEHEHWa Beca, NPeAnOYTUTENbHO SMEKTPOHHbBIX BECOB,
AaTynka ypapa, Aartymka  pacnosHaBaHus  U300paXeHun, NpeanovTUTENbHO
doTogatumka, E€MKOCTHOrO Jartymka, fatyvka SnekTPUYecKoro COmnpoTUBEHUS,
AaTynka ABWXKEHNS, faTynka Bubpaumm n akyCTMYeCcKoro gaTyumka.

5. Cnocob no nobomy m3 nn.1 - 4, B KOTOPOM BpemMsa mexay atanom (b) u
3Tanom (C) U3MEPSAT BPYYHYHO, NPEANOYTUTENBHO, C MOMOLLLIO CEKYHAOMEpPa, UNnu
aBTOMaTUYECKM C MOMOLLLIO CPEACTBA UBMEPEHUS BPEMEHM.

6. Cnocob no ntobomy n3 nn.1 - 5, B KOTOPOM Bpema mexay atanom (b) u
sTanoMm (C) M3MEpAT C MOMOLLbIO CpeacTBa W3MEPEHWA BPEMEHU, KOTopoe
COeAMHEHO:

- CO CpeacCrBOM AOCTaBKMU XWMAOKOCTK, KOTOpPOE BBOAUT XMAKOCTb B BEPXHIOH



CEeKUMIO ANS NpruemMa XXUaKoCTU; Unn

- CO CpeactBoM OBHapyXeHWs, KOTopoe ODHapyXMBaeT MPOHUKHOBEHWE
XNOKOCTWN Yepes hapMaLeBTUYECKYHO NEeKapCTBEHHY (OpMYy; Nn

- CO CpefCTBOM AOCTaBKW XWAKOCTW, KOTOPOE BBOAWUT XMAKOCTb B BEPXHHOH
CeKUM0 Ans npuema >XUAKOCTW, U CO CPeACcTBOM ODHapyXeHWs, KOTopoe
obHapyxuvBaeT NPOHUKHOBEHWE XNOKOCTU yepes hapmaLeBTUYECKYHO
NeKapcTBEHHYO hopmy.

7. Cnoco6 no mobomy um3 nn.1 - 6, B KOTOPOM (phapmaueBTUyecKas
nekapcTBeHHas dopma npeacraenaetr cobon nneHky, AUCNEPrpyeMyto B POTOBOM
NoNocTN.

8. lNneHo4vHasa papmaueBTnYeckasa nekapcTBeHHas gopma, NpeanoyYTUTENBHO,
aucneprmpyemass B POTOBOW  MOMOCTM  NMIEHKA, OTNMYaoWLascs BpeEMEHEM
pacnagaemoctn meHee 10 MUWH, npeanodvTUTENBHO MeHee 5 MuHyT, Bonee
NPeanoyYTUTENBHO MEHee 2 MUHYT, MPUYEM BPEeMa pacnagaemMocTy OonpeaenstoT
cnocobom no nrdomy ma n.n. 1 -7.

9. YCTpOUCTBO ANS TECTUPOBaHWS Ha pacnagaemMocTb, cogepxallee:

(i) BEPXHIOKO CEKUMIO ANA NPUEMA XULAKOCTU, MMEIOLLYIO OTBEPCTUE C HMXKHEW
CTOPOHBI,

(V) HVXKHIOKO CEKLMIO ANS NpUema XnOKoCTH, MMEIOLLYHO OTBEPCTUE C BEPXHEW
CTOPOHBI,

npu4em OTBEPCTUE C HWXKHEN CTOPOHbI BEPXHEN CEeKLMM ANA npuema XnakocTm
N OTBEPCTME C BEPXHEN CTOPOHbI HXKHEN CEKUMM ANS NPpUemMa XMULKOCTU BbIMOSTHEHDI
c obecneyeHMEM yaepXKaHUs MNEHOYHOM apMaLeBTUYECKON EKapCTBEHHOM
dhopmMbl MEXAY BEPXHEN CEKUMEN ANSA NPUEMA XUAKOCTU U HWKHEN CEKUMEN ANS
npuema XnaKocTu.

10. YcTponcTtBo no n.9, B KOTOPOM Kak KpOMKa OTBEPCTUS C HWXKHEW CTOPOHBbI
BEPXHEN CeKuMM AN NpueMa XUAKOCTU, Tak M KPOMKa OTBEPCTUA C BEPXHEM
CTOPOHbI HWKHEW CEeKUMW ANA MNpuemMa XMAKOCTU MMEET MMOCKYH MOBEPXHOCTb,
nNpeanoyYTUTENBHO 00pPasyoLLy0 NPULLNMGOBAHHBIN CThIK.

11. Ycrpomcteo no n.9 wmnn 10, B KOTOPOM BEPXHAS CeKUMa AN npuvema
XNOKOCTU UMEET LUUIMHAPUYECKYO POPMY, HWKHAA CEKUMS ANS npuemMa XUAKOCTU
NMEEeT UMMUHAPUYECKYD (DOPMY, MMeHoYHaa dapmaueBTuyeckan nekapCTBeHHas
dopma npeacraBnsaeT COBON HMXKHIOK YacTb LUIMHAPUYECKON BEPXHEN CEKLMM AN

npuema >XUAKOCTU U OQHOBPEMEHHO BEPXHIOH KPbILKY LMIMHAPUYECKOM HDKHEN



cekuun Ans npuema Xuakoctu, OTBEPCTUE C HMKHEN CTOPOHbI BEPXHEN CeKLUU ANS
npuema XuaKkocTu U OTBEepPCTUE C BEPXHEW CTOPOHbI HWKHEW cekuun Anga npuema
XNOKOCTU UMEKT NPUMEPHO OAWHAKOBLIA pasMep, W, NPeAnoOYTUTENBHO, BEPXHSAS
ceKkumsa Anga npuema XuUAKOCTU U HUXKHAS CEeKUMa NS npuemMa XnakocTy BbINOSIHEHb!
N3 cTekna.

12. YctpomuctBo no nwbomy 13 nn.9 - 11, AOMNOMHUTENBLHO cogepxallee
CPeACTBO AOCTaBKM XKMAKOCTM, pacrnonoxeHHoe ¢ obecrneyveHnem [OCTaBKu
XNUOKOCTU K BEPXHEN CTOPOHE MNEHOYHOM (hapMaLEeBTUYECKON NEKapCTBEHHON
dhopMmbl.

13. YcrtpomctBo no nwobomy m3 nn.9 - 12, [OMOMHUTENBHO cofepxallee
CpeacTBo obOHapyxeHus Ans obHapyXeHUS MNPOHWMKHOBEHUSA JKUAKOCTU 4epes
hapmaLeBTUYECKYIO NEKAPCTBEHHYIO (DOPMY, MpUYEM MPEAnoOYTUTENBHO CPELACTBO
oBHapy>XeHUS COAEPKUT OA4HO UIN HECKONBKO M3 CreAyroLero: aaTtymka N3MeHeHNs
BeCa, AatyuvKa yhapa, gartymka pacnosHaBaHs U3o0paKeHns, EMKOCTHOroO AaTyumka,
AaTynKa 3neKTPUYECKOro CONPOTMBEHUS, AaTuMKa ABWKEHWS, AaTymKka BUuOpaumm v
aKyCTUYEeCKOro gatyuka.

14. YcrtpouctBo no nwbomy u3 nn.9 - 13, AOMNOMHUTENBHO copepxallee
CPeACTBO  W3MEPEHUA BPEMEHW, KOTOpOoe MPEeAnovTUTENbHO COEAMHEHO CO
CpPeacTBOM OBOHapPYXEHNA NN CO CPEACTBOM AOCTaBKU XUAKOCTU, UMK CO CPEACTBOM
oBHapy>xeH1a 1 CpeaCTBOM LOCTaBKU XUOKOCTU.

15. NpumeHeHne yCTPOUCTBa, COaepXKaLlero

(i) BEPXHIOK CEKUMIO ANA NMPUEMA XMUAKOCTU, MMEIOLLYIO OTBEPCTUE C HUXKHEN
CTOPOHBI,

(V) HKHIOIO CEKLMIO ANS NPUEMA XNOKOCTU, UMEIOLLYIO OTBEPCTUE C BEPXHEN
CTOPOHBI,

NPUYEM OTBEPCTME C HXKHEWN CTOPOHBLI BEPXHEW CEKLMN ANA NPpUemMa XnaKkocTtu
N OTBEPCTME C BEPXHEN CTOPOHbI HXKHEN CEKLMM ANS NPpUemMa XXMLKOCTU BbIMOSHEHDI
c obecneyeHMEM yaepXKaHUs MNAEHOYHOM apMaUEeBTUYECKOMN JEKapPCTBEHHOM
opmbI, NPeanoYTUTENBHO, AUCNEPIMPYEMOM B POTOBOM MOMNOCTU MAEHKW, Mexay
BEPXHEW CEKUMEN ANA MPUEMA XKUOKOCTU U HAKHEW CEKUMEN ANSA NPUEMA XUOKOCTU,

ANA onpefeneHna BpeMEHW pacnagaeMoCTU NIEHOYHOW dhapMaleBTUYECKON

nekapCTBEHHON POPMbI.
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