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IHEPOPAJIBHAA TABJIETUPOBAHHAA ®PAPMAINEBTUYECKASA
KOMITO3UIIUA IBOMHOI O IPUMEHEHUA HA OCHOBE CYJIb®ATHBIX
COJIEM 1 CITOCOBBI EE IPUMEHEHHASA

OITMCAHHE

CcbUIKA HA POACTBEHHLIE 3aAIBKH

CornacHo HacTOsILEl 3asBKE WCHPAIIUBACTCS IPUOPUTET B COOTBETCTBUH C
nmpeaBapuTenbHON 3asBrol Ha Beinady mareHTa CIA c cepuiiabiv Ne 61/798759, nmoganHou
15 mapra 2013 r., mOJHOE paCKpBITHE KOTOPOM BIJIFOYEHO B HACTOSIIMA JOKYMEHT

MOCPEeACTBOM CCBLIIKH.

00JaCTh TEXHHKH

Hacrosimee nzoOpereHrne B LeNOM OTHOCHTCS K NMEPOPATbHOHN (papMareBTUIeCKOH
TabJEeTUPOBAHHOW KOMITO3HMIIUH, CoIepKaniel Cyab(aTHelE COMH, MPU 3TOM KOMITO3HIIUS
SIBJISIETCSl TMOAXOASIIIEW IS BBEJEHUS MyTeM MPSIMOTO MEPOPATBLHOrO mpHeMa moao0HO
TUNUYHON TalleTke HeMeIEHHOTO BBICBOOOXKIEHHUSI W MyTeM OBICTPOI Je3MHTErpaldd B

BOJIE TIepe]] EPOPATLHBIM MTPUEMOM.

YpoBeHb TEXHHKH

Jlosuposaiivie hopmbl

JTocraBka METUIIMHCKOTO IMpenapara OONMbHOMY 3aUacTyr0 OCYIIECTBISETCS B (hopme
TabJeTKH, JKUAKOTO COCTaBa WM TMOPOIIKA /i BOCCTaHOBIeHWs. Kaxmaas No3upoBaHHAS
(bopMa NMEET CBOU HEAOCTATKU. BosbHBIE 4ACTO HE JKETAI0T WIH HE MOI'YT I1IOTaTh TaGJ'IETKI/I,
0co0eHHO, ecii TabJIeTKH OTHOCHUTENIbHO Oojbhive, win ecnu d(dpdextusHas noza tpedyer
MpUeMa HECKOJBbKUX TabIeToOK. 3arpyHEHHs, aCCOIMHPOBAHHBIE C TIOTAHHEM TaOETOK,
0COOEHHO BO3HHKAIOT Y IETeM M MOXKUIbIX JH0oAel. AHAJOTHYHO, HEKOTOPble OOJBHBIE HE
JKEJIAT WX HE MOT'YT BBIIIMBATH JKUIKUC d)apMaL[eBTI/IIIECKI/Ie COCTaBbI U3-3a HECIIPUATHOI'O
BKYCa W/IITH OILLY IEHHUS BO PTY.

Ecnu KOMUYeCTBO KOHKPETHOTO aKTHBHOTO MHIPENUEHTA, IMOJIEKAIEr0 BBEISHHUIO,
MPEBBIIIAET KOJIMUYECTBO, KOTOPOE MOKET OBITh yA00HO COCTAaBIEHO B TaONETKy, TO
JO3UPOBKY 3aUacTyH0 00ECIEUHBAIOT B BHIE MOPOIIKA HITH JKMAKOTO KOHIeHTpara. ITTopormok
WJIN KOHLEHTPAT 3aTEM BOCCTAHAB/IMBAKOT IJIsI BBECACHUSI B BHAC HepOpaI[]:HOfI KHUIOKOCTH,

CHpONa WM TOPOMIKOBOH cycnensuu. [loydeHue >KUIKOTO COCTaBa M3 MOPOLIKA WU



JKHIKOTO KOHIIEHTPATa MOJKET ObITh HEY JOOHBIM HJIH TPYA0EMKHUM, OCOOEHHO, eClii OOTbHOM
JOKEH MPUHUMATh METUIIMHCKHIM MpernapaTa MOCTOSIHHO WITH 9acTO. ITO MOKET TPHUBECTH K
HApPYIIEHUIO OONBHBIM PeXXMMA JeUeHHs U, B KOHEYHOM HUTOTe, K CHIDKEHHIO () HeKTHBHOCTH
peKMMa JTIEUEHHSI.

Enunuunas gosupoBaHHast (opma, KOTOpas MOXeT OBITh BBEIEHAa B BUIe JHOO
TaONEeTKH HEeMEeIJIEHHOT0 BBICBOOOXKIEHUS, JHOO JKUIKOCTH, 00eCIeuynBaeT BO3MOKHBIE
BapUaHTHl IjIs1 OOJBHBIX, JIUI, OCYLIECTBISIONIMX YXOJ 3a OOJBHBIMH, W OOJBHHUI MpU
BBEICHUN METUIMHCKOrO Mpemnapara OOJBHBIM, KOTOPbIE MPEANOUYUTAIOT HIH HE CIIOCOOHBI
MPUHUMATE TY WIH HHYIO (hOPpMy MEITHITHHCKOTO Tipernapara. Hampumep, Tabiaerka IBOMHOTO
HA3HAUEHHS, KOTOPYIO MOKHO TJIOTATh IEMKOM HITH JE3HHTErPHPOBATH B JKUAKOCTU TIEpE
mpueMoM, Obiia ObI PUMEHUMBIH A71s1 OOJBHBIX, CIIOCOOHBIX TNIOTAaTh TAONMETKH, WU IS
OONBLHBIX, KOTOPBIE TMPEAMOYUTAIOT WIM TPEOYIOT MEIUIIMHCKOTO Tpenapara B JKHIKON
dopme, unu st OONBHBIX, KOTOPBIM JKHAKOCTH BBOJST HETMOCPEIACTBEHHO (Hanpumep,

JOCTaBKOH uepes 30H] TSl TUTAHHUS).

Cynsham nampus

Cynbdar Harpusi mpexacrasisieT coOOH pPacHpOCTPAHEHHYIO, BCTPEUAIOLIYIOCS B
MPUPOE COJIb, H3BECTHYIO CBOMM ciaaburtenbHeiM 3 pexrom. OmHako cocTaBieHue cyabdara
HaTpuUs B JO3UPOBAHHBIE (POPMBL, THOO 111 HEOCPECTBEHHOTO MEPOPATBHOTO pHeMa, 100
B BOJHOM pacTBOpE, SIBJISIETCSl AOBOJIBHO CIOXKHOW 3aiaudei, BO3HHKAOIIel, Mo MeHbIIel
Mepe YACTUYHO, H3-32 COJCPKAHWHM COJHM, HEOOXOOUMBIX IJIsi JOCTHIKEHHS KEelaeMOoro
craburenpHOro 3Qggexra, U, KpoMe TOro, u3-3a KpaliHel TUrPOCKONUYHOCTH H YHHKATBHOTO
PO st pACTBOPHMOCTH CyJIb(haTa HaTPHsL

B orHomenun cocraBieHus Cyab(aTHBIX coiieil B TaOAeTHpOBaHHYIO (GopMmy s
HENOCPEACTBEHHOIO NEPOPATLHOrO INpueMa TPYyJHOCTh BO3HMKAeT, IO MeHbIIeH Mepe
YACTHUYHO, C COCTABJICHUEM yIOOHOW N03MPOBAHHON (POPMBL, coaepskaleii BEBICOKHH YPOBEHb
w/uma  3pdekTuBHOE KOAMUECTBO Cyab(ara HATpUs UIsE JOCTHKEHUS IKeIaeMoro
cnaburensHoro sddexra. s cnabutensHoro 3ddexra cyiabdarHeIx coneil Tpedyercs
npuOIU3UTEIBHO OT 2 10 7 TpaMM cylIb(darHoro noHa u/mwin ot 3 10 11 rpamm cyabdarHbIx
coneit. OOHAKO A0 CHX MOpP COCTaBiaeHHe TabJIeTOK C BBICOKHMM COAEp:KaHHEM CcCyib(dara
HaTpus W C pa3MepoM, MOAXOSIIHAM ISl HEMOCPEACTBEHHOr0 IpHUeMa, TP MUHHMH3ALHAN
qucia Ta6.]'[eTOI(, HGOGXO,E[I/IMI)IX IS UHAY HUPOBAHUS NEPUCTATIBTUKUA KHIICYHUKA, SBJISICTCS

MPOOTIEMATHIHBIM.



Kpome Toro, cocrapieHue TabmeTKH OCIOXKHSIOT CBOWCTBA 4pe3BBIYAHHON
THTPOCKONMYHOCTH cynb(ara Harpus. [Ipu momemniennn B poT cyibdar HaTpusi HEMeIEHHO
MOTJIOIIAET BCIO AOCTYIHYIO CIIOHY, CO3JABasi HEXKENATENbHOE Oy IEHHEe U CYXOCTb BO PTY,
YTO TEM CaMbIM 3aTpPy IHSET IPOrIaTbIBaHHE.

B otHomeHnun cocrapieHusl TaONETUPOBAHHON O03MPOBAHHON (OPMBI U3 HATPUEBOI
COJH JUISl pacmnaja B BOJAE CYLIECTBEHHBIE CIOKHOCTH MPEACTABISIIOT XMMHUECKUE CBOWCTBA
cyispara Harpus. Cynbdar Harpust oOmagaer HeOOBIUHBIMH — XapaKTEPHCTHKAMH
pacTBOPUMOCTH B BOJE, 3aKIIOYAIOIIMMHUCS B TOM, UTO €r0 PaCTBOPHUMOCTH ITOBBIIIAETCS
6onee uem B 10 pa3 ot 0°C mo 32,384°C. Ilpu 32,384°C xpuBast pacTBOPHMOCTH MEHSIETCSL,
KPHCTATM3AUMOHHAS BOJA BBICBOOOXKIASTCS, W THAPATUPOBAHHAS CONb IUIABUTCS. B
OTJINYNE OT APYTHX CONeH (Hanpumep, Kaius, MarHus) pacCTBOPUMOCTH CyJb(ara HaTpus He
MIOBBIIIAETCS C TOBBIMIEHHEM Temreparypbl Beime 32,384°C. M3-3a Takmx XapakTepuCTHK
pacTBOpuUMOCTH Cynab(dhar HaTpus OyAeT KPUCTALTM30BATHCS MPU KOHLEHTPUPOBAHUHU /WU
OXJIAXKACHUU.

Peakiust Mexnay cyiab(paroM HATpuUsi W BOJOWM SIBISETCS 3K30TEPMHUUECKOU C
BBIIETIEHHEM TeIUla IpPH THAPATAlNH, KOTOPOE 3HAYMUTENBHO IIOBBIIIAET TEMIIeparypy
JOKATH30BaHHOW Boxbl [lpm nobaBnenmm cyiawdara Harpusi B BOAYy C TeMIeparypou
OKpy>Karome cpeapl 0e3 mepeMelnBaHusl BOJA YBIAXKHIET Cylb(dar HATpHs, KOTOPBIH
MpeBpaIlaeTCsl B JEKAaruapaT HaTpusl M BCTYNAaeT B JK30TEPMUUECKYIO PEaKLHI0 B
HEMOCPEACTBEHHOW (u3mueckoil obmacTh. DK30TepMUYecKass peakuusi MOMKET MOBBIIIATH
TeMIIepaTypy YBALKHEHHOW JOKATM30BaHHON BOAOH conu Ha menbix 10°C. 910 npuBOIUT K
TOMY, YTO 4YacTb cyjib(ara HaTpusi pactBopsiercss ¢ 0Opa3oBaHHEM JOKAIW30BAHHOTO
KOHLIGHTPUPOBAHHOIO pacTtBopa. OJHAKO IO Mepe pacCeMBaHMs Tella peakiud B
OKpY’KaIoIlleM pacTBOpe TeMIeparypa JOKATN30BAaHHOTO PacTBOPa BBICOKOW KOHLIEHTPAIIUH
cyabdara HaTpusi HOHIDKAETCs, W Cyabdar HATpUsl HOBTOPHO KPHCTALTH3HPYETCS C
00pazoBaHHEM MAacChl OUEHb TBEPAOTO AeKaruapara cyabpara Harpus (m.e. MUPaOUINTA).

J1o HACTOSIIErO BpEMEHU MpUEMIIEMbIE TaONETKH, CIIOCOOHBIE OBICTPO pacmagarbCs B
BOJe, HE MOMIM OBITH MOMYYEHBI TOJBKO JIHINb BKIIOYEHHEM BBICOKOTO CONEPKAHUS
HEAKTUBHBIX HHTPEIMEHTOB U  BCIIOMOTATEIbHBIX CPEJICTB, KOTOpbIE CYIIECTBEHHO
YBEIMYUBAIOT BEC U MACCy KOHEUHOTO JO3MPOBAHHOIO COCTABA U MOTEHIHATBHO yIBAHBAIOT
yrCco TabaeTok, HeoOxoaumoe mist moctaBku d(P(ekTuBHON m03bl JIeWCTBUTEIBHO, s
cocTaBieHus TaONeTOK M3 CyJb(aTHBIX CONEel Ui JUCIeprupoBaHHsl B Boae Tpedyercs
npubmuzurenasao 50% - 90% BCIIOMOraTenbHOTO CPEACTBA, UYTO TEM CAMBIM OTPAHHYMBACT

COJIepKaHus CYIb(ATHBIX COJIel, MPUCY TCTBY FOIIMX TaM.



ITo >TuM npuurHaM pa3paboTUHKH COCTABOB MBITATACH COCTABUTE CYJIb(aTHBIE CONU
NPy YPOBHSX JO3UPOBKH, HEOOXOAUMBIX ISl JOCTHIKEHHUS! TIEPUCTANLTHKH KHINEYHUKA, B
MOPOIIKOBOM (hopMe /151 BOCCTAHOBJIEHUS WK B BHJE JKHAKOCTH WM CHPOIA.

Hpyrue Gopmbl TabIeTOK BKIOYAIOT B ceOsi OyKKalbHbIE TaONETKH, MOIbSI3bIUHBIE
Ta6.]'[eTKI/I, JKECBATCIbHBIC Ta6J'[eTKI/I U MIUANy4Yue Ta6.]'[eTKI/I. O,HHaKO OTU COCTaBbl HE
yIOBIAETBOPSIIOT (1) TOTPeOHOCTH B YHHUBEPCATBHOM W yIOOHOM COCTaBe, PEIIAIONIEM
pobieMy coO0aeH s OOJBHBIM PeKUMA JieueHus, U (i1) MOTPeOHOCTh B COCTABE C BHICOKOM
JI030H cybdara HATPHsI AJIs1 TOCTHUKEHHUS KETAEMOro CIaduTeIpbHOro 3 dexra.

bruin NpEAIOKEHBI TETPAIUKIIAHOBBIC Ta6ne'r1<1/1 I[BOﬁHOFO NPUMCHCHUS (CM. HaTeHT
CIIA Ne 5211958, «dapmaneBTryeckast KOMITO3UIMS U CHOcod ee momydeHusr»). OaHako
VHUKATBHBEIE CBOMCTBA Cysb(ara HATpWs, ONUCAHHBIE BBHINIE, HE MO3BOJSIOT MPOCTO
NPpUMCHUTE HUACU TMPECATOKCHHBIX Ta6.]'[eTOK ,Z[BOI\/'IHOFO NPpUMCHCHUA H3 aJIbTCPHATUBHBIX
AKTHBHBIX CPEICTB IJIsl COCTABJISHHsI TaONETOK ABOMHOTO MPUMEHEHHsI U3 Cyiab(ara HaTpusl,
COJIEpKAIUX BBICOKUN YpOBEHb aKTHBHOTO cpeiactBa. Kpome TOro, mpenioKeHHbIE
TETPALMKIHHOBBIE TaONeTKH BKIIOUAOT B cebs Oonee 50% 1o Becy BCHOMOTaTelbHOTO
cpeacrea. bojee Toro, He OBUIO MOKA3aHO, UTO TMPEITOKEHHBIE PAHEE TETPAIMKIHHOBBIE
TabJIETKH CIIOCOOHBI PacianaThCsl B MPOXIAAHON WIH XOIO0AHON BoMe. THIMYHBIE HCTOUHUKA
MUTBEBOW BOABI oOecmeumBaroT Boay Temmeparypoii wmenee 20°C. Tlpuemmemas
TabJeTUPOBAHHAS KOMIIO3HIMS JABOMHOTO TPUMEHEHHs JO/UKHA JelCTBOBATh, Kak

3aSBJISIETCSI, ITPU BCECX TUIMMYHBIX TEMIIEPATY pax MMUTHEBO BOJBI.

CyImHoOCTH H300peTeHus

Hacrosnmee m3o0pereHne OTHOCHTCS K YHHUKAJIBHOMY M YHHBEPCATLHOMY COCTAaBY
TabJeTkn OBOWHOTO MpPUMEHEHHsS M3 Cyjb(aTHON coiu, Hampumep, cyibdara HATpHs,
MOAXOASAIIEMY Ul BBEJSHHS MyTeM MpPSIMOTO MEPOPAIbHOrO TMpHEMA HJIH, B KadeCTBe
ATBTEPHATUBBL, MyTeM JE3MHTErpalud B BOJAE Mepel MEpOPATbHBIM  MPUEMOM.
CoOTBeTCTBEHHO, HACTOsILee H300peTeHHe pemaer npodaeMel COOTIOAEHHS OOMBHBIM
pexIMa JISUeHUs 1, KPOME TOr0, MPOOIEMBI, ACCOLUHPOBAHHBIE C COCTABICHHEM TaOIETOK U3
CyJib(paTHBIX COJIEH.

CormacHo OJHOMY acHeKTy HacTosimee H300peTeHHe OTHOCHUTCS K MEepOpaTbHOM
(apmarieBTHUECKOI TaOJETHPOBAHHON KOMIIO3MIIMK, COAEPsKAIlel MO MEHBIIEeH Mepe OIHY
cyabpdaTHyO COMb, U MOAXONSIIEH A1 BBEASHHS MyTEM HPSMOTO MepOopaIbHOrO mpueMa U
MyTeM JEe3WHTErpaldy B BOAE Mepel MepopalbHbIM NMPUEMOM. B COOTBETCTBHH C OJHHM

BApHAHTOM OCYILICCTBJICHHUS KOMIIOSHUIUS MOXKET BKJIKOYATE B celst Cy.]'[]:(baT HaTpusl.



B coorBerctBUM €  JApyrdM  BApPUAaHTOM  OCYIIECTBJICHHSI  MEPOPAIbHAs
(dapmaueBTHUecKasl TabIeTHPOBAHHAS KOMITO3HIIUSI MOKET JE3UHTErPHPOBATLCS B BOJE IPH
npubmusureapio 2°C WM BhIlIe, HApUMep, OT NpuOIM3uTensHO 2°C 10 MPUOIUZUTETBHO
15°C, B npenenax meHee yeM npubmamzurenbHo 150 wmu npubmmsurensHo 120 cexyna. B
COOTBCTCTBUU C PATUYHBIMU BapUaHTAMU OCYILICCTBJIICHUS Ta6J'IeTI/IpOBa.HHa$I KOMITO3HUIIH ST
MOXKET JEe3MHTerpUpOBarbcs B BoAe npu npubnusurensHo 8°C wWim BbIE, HAIPUMEP, OT
npubmuzurenpro §8°C 1o mpubnusutensro 10°C, B mpenenax MeHee yeM MPHONTUZHTETBHO
90 cexyna, Hampumep, MeHee 4yeM 60 cekyHA. B COOTBeTCTBHM ¢ JIpyrMM BapHaHTOM
OCYILECTBJICHHUS] KOMITO3UIIMS MOXKET NE3MHTErPHPOBATHCS B BOAe mpH npubausurensHo 5°C
WM Bble, HanpuMmep, npubiamsurensHo 5°C po mpubnuzurensro 10°C, B mpenenax MeHee
yeM mpubnuzuTeasHo 120 cekyHa, Hanpumep, MeHee ueM 90 cekyna. B cooTBercTBHH C
APYyTUM BapUaHTOM OCYIICSCTBJICHUSA KOMITOSHLUSA MOXKET ACSUHTCIPHUPOBATHCIA B BOAC IIPU
npubmuzurensro 2°C iy Beimie, HanpuMep, oT npubdiamsurensHo 2°C 10 npuOIU3UTETBEHO
10°C, B mpezaenax mMeHee ueM npuOIU3uTeIsHO 150 cexyHa.

B cooTBercTBumM ¢ eme OJHMM BAapHAHTOM OCYLIECTBIAEHHS KOMIIO3HLMS B
COOTBETCTBHH C HACTOSIIUM H300peTeHreM He JE3UHTErPUPYETCs BO PTY B Mpeleiax MeHee
uem npuOmm3uTeabHO 30 CEeKyHJ MNpPH HENOCPEACTBEHHOM TMepOpalbHOM mpueme. B
COOTBETCTBHU C JPYTUM BapHaHTOM OCYILECTBJIEHHUS KOMIIO3MLIUS B COOTBETCTBHH C
HACTOSIIUM H300peTeHHeM He Je3HHTEerpupyercs BO pPTy B Ipejenax MeHee ueM
npubmu3uTeabHo 60 CEeKyHA MPH HEMOCPEACTBEHHOM NMEPOPATFHOM MPHEME.

CormacHO OZHOMY acHeKkTy mepopanbHast (apMmaneBTHuecKas TabieTHpoBaHHAs
KOMITO3ULIMSI BKIIOYAeT B celsl Cynb(ar HATPUs, U KOMITO3ULHUS SIBISIETCS] TOAXOMSIIEH ISt
BBEJICHHSI IyTeM MpPsIMOrO NMEpPOPATbHOrO NMpUEMa W IyTeM PACTBOPEHHSI B BOJAE Iepen
nepopajibHbIM  HIPUEMOM, IIPpU I3TOM KOMIIOZHUIHSI ACSHUHTEITPHUPYECTCsSI B BOAC IIPpHU
npubmuzurensro 2°C wmy Beimie, HanpuMmep, oT npudiamsurensHo 2°C 10 nmpuOIU3UTENBEHO
15°C, B mpenenax meHee ueM mpuOmuzutensHo 120 wiu npubnmsurensHo 150 cexyHp, u
KOMITO3UIIMS HE AE3UHTErPUPYETCsl BO PTY B Ipejerax MeHee deM mpuOmusurensHo 30
CeKyHJ IIpH HEMOCPEACTBEHHOM IIepopalbHOM mpueme. B cooTrBercTBMM C Jpyrum
BApUAHTOM OCYIIECTBJIEHUS] KOMIIO3WIIUSI B COOTBETCTBUM C HACTOSIIUM H300pETEHHEM
MOXKET BKJIIOUarh B cebs cyibdar xamust w/mwimm cyisdar maraus. B cooTBercTsum c eme
OJHHUM BApUAaHTOM OCYHIECTBIEHHS] KOMIIO3HLIMS B COOTBETCTBHM C  HACTOSIIUM
n3o0peTeHrneM BKITIOUaeT B cebst Cyabdar kammsi.

B cooTBercrBMm ¢ IpyruM BapUaHTOM OCYILIECTBJICHHS! HACTOSIIEe H300peTeHue

BKJTIOUAET M0 MEHBIeH Mepe mpubnmsurensao 60%, 65%, 70%, 75%, 80%, 85% wmu 90% mno



Becy cysb(aTHOM coju, BEIOPAHHOM M3 TPYMIbI, COCTOSINEH U3 cyab(ara HaTpus, CyJbpara
Kaaus, cyiabara MarHus W UX KoMmMOWHAmii. B COOTBETCTBHMHM ¢ OPYIMM BapHAHTOM
OCYIIECTBJICHHs HAcTosIIee H300peTeHre BKIIOYAET MO0 MEHBINeH Mepe HpHOIM3UTENTBHO
70% mo Becy cyabdarHOI comu, BEIOPAaHHOIM W3 TPYNIBI, COCTOSINEN W3 Cyab(ar HaTpus,
cynbdar kamus, CyabparT MarHusi U MX KomOuHaimii. B COoTBercTBHMU C emie OJHUM
BAPUAHTOM OCYIIECTBJICHUS! KOMITO3UIIUS B COOTBETCTBHH C HACTOSIIHM H300pETEHHEM
BKJIIOUAeT B ce0s MO MeHbllel Mepe npubnmsurensHo 70% mo Becy cyib(ara Hatpus U
cyJbaTa Kajusl.

B cooTBercTBHMM ¢ OJHMM BAapHAHTOM OCYILECTBICHHUS! HacTosiuee H3o0pereHue
OTHOCHTCSI K KOMIIO3WIIAHU, COASpKamiell mo MeHemed mepe mpubmusutensHo 40%, 45%,
50%, 55%, 57%, 60% wmm 65% mo Becy cyiab(dara Harpus. B COOTBETCTBHH C APYyTUM
BapHAHTOM OCYIIECTBJIEHHSI KOMIIO3MIMs BKIO4YaeT B cebst or mpubausutensuo 40% 1o
npubmuzurenbHo 65% wim ot npubnusutensHo 50% xo mpubnmzurensHo 60% 1o Becy
cyabdara HaTpusL.

B cooTBercTBHM C ONpPEACTCHHBIMH BApPUAHTAMU OCYIIECTBJICHUS NEpOpaIbHas
(dapmarieBTHueckas TalOJeTUPOBAHHAS KOMIO3HUIMS B COOTBETCTBHH C  HACTOSIIUM
M300peTeHreM MO CYINEeCTBY HE COASPIKUT 4YaCTHIBI CyJib()ata HATPUS MEHBIIE UYeM
npubnuzurenasao 150 MM, 200 Mxm, 250 Mxm wim 300 MKkM H yacTullpl cyibdara HaTpus
Oonpiie ueMm mpubmusutenbHo 700 MM, 750 mxMm, 800 mxm, 900 mxm mian 1000 M.
Hampumep, KOMIO3HMIMSI MOMKET MO CYINECTBY HE COAEP:KATh YACTHIBI CyJab(ara HaTpHs
MeHbIle 4yeM npubnmsurensHo 150 MM U Gompine uyem npubnmsurensHo 700 mMxMm. B
Ka4eCcTBE JOIMOJHUTEIBHOTO MPUMEPA, KOMIO3UIMS MOXKET IO CYIIECTBY HE COACPXKATh
YyacTULBl CyJbdara HATpus MeHblne ueM mnpuOmusureabHo 300 MkM u  OOnNblIe YeM
npubmuzureasHo 700 MKM.

B coorBercTBMM C emie OJHUM BapUAHTOM OCYIISCTBICHHSI TIO MEHBIICH Mepe
npubmmsureasHo 90%, 91%, 92%, 93%, 94%, 95%, 96%, 97%, 98% wiu 99% mo Becy
cyabdara HATPUSI B KOMIIO3UIMU COCTABJISIOT YaCTHLEBI CyJIb(para HaTpusl, KOTOpbE OOJIbIIe
uem npubnusurensHo 150 mrm, 200 mxm, 250 MM wid 300 MKM U MEHbIIE YeM
npubmmzurensHo 700 MM, 750 mrm, 800 mrm, 900 mxm unmu 1000 mxMm. B cooTBeTcTBHM C
JPYTHM BApUAHTOM OCYIIECTBJICHHSI HACTOSINEro H300peTeHHs 1O MEHbIIeH Mepe
npubmusureabHo 99% 1o Becy cCynb(ara HATPUS B KOMIOZWUIMHM COCTABJISIFOT YACTHIIBI
cyJibbata HATPUsI, KOTOpbIE OoJbIine ueM mpubmm3ureasHo 150 MM, 200 MM, 250 MKM WIH
300 mxMm u Menbliee yeM mpuOmusuteapHo 700 MM, 750 mxm, 800 MM, 900 MKM WU

1000 mMxmMm.



B cooTBercTBMHM ¢ JApyrMM BapUAHTOM OCYIIECTBJIICHHS I10 MEHBIIEH Mepe
npubmm3urenssHo 99% 1o Becy cynb(ara HATPUS B KOMITOZWUIUHM COCTABJISIFOT YAaCTHIIBI
cyibhaTa HATpPUs, KOTOphIE OOJBIIE YeM OPHONMM3UTEIBHO 150 MKM M MEHBIIE YEM
npubmm3ureasHo 700 MkM. B COOTBETCTBHH C ellle OJHUM BAapPHAHTOM OCYIIECTBJIEHHUS 10
MeHbIIel Mepe mpubau3uTenbHo 99% 1o Becy cyabdara HaTpUsl B KOMIIOZUIUN COCTABIISIIOT
YACTHIEI Cyjb(ara HaTpusl, KOTOpbIe Hobie YeM mpudIu3uTensHo 300 MKM U MEHBIIIE YeM
npubmusuteasHo 700 MKM.

B cooTBercTBMM ¢ KOHKPETHBIM BAapUAHTOM OCYIIECTBICHHS TepopaibHas
(dapmarieBTHUECKast TAOTETUPOBAHHAS KOMIIO3HIIUS COCTABISIET OT mpubausnuTensao 1000 mr
10 npubmuzurensHo 2500 mr, ot mpubauzurensHo 1500 mr xo npubnusurensHo 2000 Mr uim
ot npubnuzutensHo 1700 mr o mpubnuzurensao 1900 mr. Hanpumep, KOMITO3UIHAS MOXKET
coctapisITh mpubau3urensHo 1800 mr,

B cooTBeTCTBUU C APYTHUM BAPHAHTOM OCYIIECTBICHUS KOMIIO3HIIUS BKITKOUYAET B CeOst
mokpeitie. [lokpbiTHe MOXKET OBITh W3  COMONMMEpPAa MOJMBHHWIOBOTO CIHUPTA U
MOJIU3TUICHTTTUKOJISL

KoMno3umust Takke MOXKET BKIKOYATh B ce0s MO MeHbIIEH Mepe OIHO
BCIIOMOTATETRHOE CPEACTBO, BBIOPAHHOE W3 TPYMMBI, COCTOSINEH W3 Pa3pPBIXJIHTENS,
CBSI3YIOIIET0, CIMOCOOCTBYIOIIETO CKONBXKEHUIO CPEACTBA, CMA3bIBAIOIIErO CPEACTBA M HX
koMOuHauWil. B COOTBETCTBUM C OJAHUM BapUAHTOM OCYILIECTBJIEHHUs OOllee CoaepiKaHue
BCIIOMOTaTEIBHOI0 CPEACTBA B KOMITIO3UIIMHM COCTABISIET MeHee ueM npuOm3uteasbHo 40%,
35%, 30% wmm 25% mnmo Becy kommosunmu. Hampumep, oOiiee coaepikaHue
BCIIOMOTATETBHOTO CPEACTBA B KOMITO3ULIUU COCTABJIIET MeHee ueM mpuonu3utensao 30% mo
BECy KOMITO3ULIUH.

B cooTBerctBMHM ¢ JAPYTrMM BapHMaHTOM  OCYINECTBJIECHUSI TaOJeTHpPOBAHHAs
KOMITO3HIIUSI BKJIIOYAET B CeOsl pa3pbIXJUTENb. Pa3phIXuTens MOXKET ObITh BBIOpaH H3
rpynmel, coctosmiedt m3 mosumona, Kollidon CL, Kollidon CL-SF, caxapa, caxapossl,
JeKCTPO3bl, MaHHWTA W WX KoMOWHaUWu. B CcOOTBETCTBMM ¢ OJHHUM BapUAHTOM
OCYIIECTBJICHUSI PA3PBIXJIUTEND BKIOUYAET B CeOsi KOMOMHALMIO MAaHHWTA W MOBHAOHA. B
COOTBETCTBHU C JAPYTHMM BapPUAHTOM OCYIIECTBIEHHUS! Pa3pbIXIUTEIb BKIOUAET B Ce0s
Kollidon CL w/mnu Kollidon CL-SF.

Kpome Toro, tabnerupoBaHHAs KOMIIO3UIMST MOJKET BKIIOYATH B CeOsl CBS3YIOLIEE.
Ces3yroiee MOKET ObITh BBIOPAHO M3 TPYIMbI, COCTOSIIEH W3 MOMUATHIEHTJIUKOIS,

PEG3350, PEG8000 1 ux KoMOHHALIHIA.



B coorBercTBMM ¢ JOpyrMM BapUAHTOM OCYINECTBJIEHHs TabJIeTHpOBaHHAsS
KOMIIO3UILIMS BKIIOUaeT B ceOsl CIOCOOCTBYIOLIEE CKOJNBKEHHIO CPEICTBO, Harpumep,
BBICOKOAHUCIEPCHY IO ABYOKHCh KPEMHHUSL

B cooTBercTBMM ¢ elle OZHWM BapHAaHTOM OCYINECTBIEHUS TabJIeTHPOBAHHAS
KOMITO3ULMS BKJIIOUaeT B cebsl CMasblBamoOLlee CPeACTBO, HANMpUMeEp, CTeapar MAarHus,
creapwidymapar Harpyst 1 ©X KOMOWHALIUHL.

CormacHO OZHOMY AaCIeKTy HACTOsIlee H300pEeTeHHe OTHOCHUTCS K IIepOpaltbHOM
(dapMaeBTHUECKON TaONETUPOBAHHON KOMIIOZWLMH, COAEpXKamed cyiabdar Harpus U
cyabdar xamusi, mpyu 3TOM KOMIIO3ULHS SIBISIETCS TIOAXOASIIECH I71sl BBEACHHSI Iy TEM IPSIMOTO
NEPOPATBHOrO IPHUEMa U MyTeM AE3MHTErpalii B BOJAE Nepe] MepOpATbHBIM IPUEMOM, TIPU
9TOM KOMIIO3WIMS JIE3HHTEerpupyercs B Bojae mnpu mnpubmmsurensbHo 2°C wim  BbIIE,
HanpuMep, ot mpubmuzurensHo 2°C mo mpubmuzutensHo 15°C, B mpenmemax MeHee ueM
npubmuzurenbHo 120 wnm npubnusutensHo 150 cekyHA, mpw 3TOM KOMIIO3HMLUSL HE
JEe3MHTErpupyerTcss BO PTY B Ipexenax MeHee ueM npubnmsurensHo 30 CcekyHI mpu
HeTOCPECTBEHHOM MepOPATEHOM ITPUEMe, U MTPH 3TOM TabJIeTKa COAEPIKHUT IMTOKPBITHE.

CornmacHO Opyromy acmekTy Hacrosinee H300peTeHHe OTHOCHTCS K IepOpabHOM
(dapMaeBTHUECKOW TaONETHPOBAHHON KOMIIO3WULIMHK, COAepXamed cyiabdar Harpus U
cyabdar Kanusi, Ipyu 3TOM KOMIIO3ULHS SIBISIETCS TIOAXOASIIEH 1Tl BBEACHUSI [Ty TEM IPSIMOTO
NEPOPATBPHOrO MPHEMa U MyTeM AE3HHTErpaly B BOAE Mepe] NepopaIbHbIM NPUEMOM, IPH
STOM KOMITIO3MLMSI JAE3UHTErpupyercss B BoAe npu mnpubmusutensHo 2°C wiam  BhIOIE,
HanpuMep, ot npubnmuzurensHo 2°C mo mpubmusurensHo 15°C, B mpenmenax MeHee deM
npubnuzurenbHo 120 wim npubnuzutensHo 150 cekyHA, mpw 3TOM KOMIO3HWLUSL HE
JIEe3UHTErPUPYeTCsl BO PTy B Ipeienax MeHee dYeM npuOmmsurensHo 30 CeKyHA IpH
HENOCPEACTBEHHOM IEepOpPATbHOM IpPHeMe, IPH 3TOM KOMIO3HMLHUS COAEPKHUT MO0 MEHbIIeH
Mmepe mpubmusurensHo 70% mo Becy cynbdara Hatpus u Cyib(ara Katus, W IPH 3TOM
TabJaeTKa COIePKUT MOKPBITHE.

CormacHO apyroMy acmekTy HAaCTOSIIEro H300peTeHus] HacTosiiee H300peTeHue
OTHOCHTCS K IepOpaIbHOil (hapMarieBTHUecKoil TabIeTHPOBAHHON KOMITO3HULIUH, COAepIKareit
cyabdar Harpust m cyabdar Kaaus, NMPU STOM KOMITOZULMS SIBISIETCS MOAXOASINEH s
BBEJEHUS IyTEM NPSIMOr0 MEPOPATBHOrO NMpHeMa U MyTeM AE3MHTErpalid B BOAE Nepen
NEPOPATBPHBIM MPUEMOM, IPH 3TOM KOMIIO3ULMS JE3HHTETPUpPyeTcs B BOAE IpPH
npubmuzurensro 2°C Wiy Beilie, HanpuMep, oT npudimsurensHo 2°C 10 nmpuOIU3UTETBEHO
15°C, B mpenenax meHee ueM npuOmusutensHo 120 wiu npubnamsurensHo 150 cexyHn, mpu

OTOM KOMIIO3HLHS HE ACSUHTCIPUPYETCS BO PTY B Ipeaciiax MCHEC 4YeEM HpI/I6.]'II/I3I/ITeJ'I]>HO



30 cekyHI TNpPU HEMOCPEICTBEHHOM MEpOpPATbHOM MpHEMe, NPH 3TOM KOMIIO3ULHUS IO
CYLIECTBY HE COJNEPKUT YACTULBI Cyb(haTa HATPHsl MEHbIIE YeM MPUOIU3UTENbHO 150 MKM 1
Gonblie ueM npuOMM3uTensHO 700 MKM, ¥ TTPU 3TOM TaONeTKA COAESPHKHUT OKPBITHE.

CormacHO JpyroMy acmeKkTy HacTOSLIero H300peTeHHs HACTOosee H300peTeHue
OTHOCHTCS K IepOpaIbHOi (hapMarieBTnueckoi TabIeTHpOBaHHONW KOMITO3ULIUH, COAeprKarieit
cyasdar Harpuss u cynpdar Kamus, NPH STOM KOMITOZULMS SIBISIETCS IMOAXOASINEH st
BBEJICHUSI IIyTeM IPSIMOTO IEPOPATBHOrO MpHEeMa M IyTeM Je3HHTErpalud B BOJAE Iepen
MEPOPATEHBIM  [IPHEMOM, TMPH 3TOM KOMITO3MLHUSI JE3UHTErPHPYETCsT B BOJAE MpHU
npubnuzurensro 2°C wiy Beimie, HanpuMep, oT npubdiamsurensHo 2°C 10 nmpuOIU3UTETBEHO
15°C, B mpenenax menee ueMm npuOmuzutensHo 120 wnu npubnmsurensHo 150 cexyHn, mpu
9TOM KOMIIO3UIMS HE AS3HMHTETPUPYETCS BO PTY B IpeAenax MeHee 4eM NMpUOIM3HUTETbHO
30 cekyHI TNpPU HEMOCPEICTBEHHOM MEPOPATBFHOM IMpHEMe, NPH 3TOM KOMIIO3UIHS IO
CYLIECTBY He CONEP KHUT YACTHLBI Cyb(dhaTa HATPHsI MEHbIIE YeM MpUOIu3uTeasHo 150 MkM 1
6onpmie yem mpubmamsurensHo 700 MKM, W OpH 3TOM TabJieTka COACpPIKUT IOKPHITHE U
Pa3pBIXIUTEIb.

CormacHO JpyroMy acmekTy HacTosiee H300peTeHne OTHOCHTCS K  Crmocoly
MOJIYUEHHS! TIEPOPaATbHOM (papMarieBTUIeCKol TabJETHPOBAHHON KOMITO3UINH, COASpIKAIIeH
CTagu{ CMELIMBAaHMS [0 MEHbIIeH Mepe OXHOU Cynb(arHOH COMM W IO MEHbIIeH Mepe
OJHOTO BCIOMOTarelbHOIO CPEICTBA M IPECCOBAHMUS IIOJYUYSHHOW B PE3yJIbTaTe CMECH B
tabnerky. Cragusi CMEIIMBAHWSI MOKET BKJIIOUATh CMEIIUBAHUE MAcChl CyJb(ara HaTpHsL,
MPHU 3TOM Macca cyjb(ara HATPHsI MO CYILECTBY HE COAEPKHUT YaCTULBI Cylb(ara HaTpus
MeHblle ueM npubmuzutensHo 150 MM u Oonbhie 4yeM mnpuOMM3UTENbHO 750 MKM,
HampuMep, MeHbIle ueMm mnpubmm3urensHo 300 MkM u Oofblle YeM NPHOTUZUTETBHO
750 MxM, MeHbLIe yeM npuOnu3uTensHo 150 MM 1 6obine yem npubausurensHo 1000 MM
WK MeHbIe yeM npuonusuteasHo 300 MxM U Oombuie yem npubansurensao 1000 M.

B coorBerctBum ¢ ApyruM BapuaHTOM OCYILECTBJICHHMS! HACTOSIIEe H300peTeHue
OTHOCHUTCSL K Cmocol0y MOdydeHus NepOpaibHON (hapMaleBTHUSCKON TaOneTHPOBAHHOM
KOMITO3ULIMY, BKIIOYAIOUIEMY CTAIHH CMEIIUBAHUS MACCHl CyJb(ara HATPUS W MO0 MEHbIIEH
Mepe OJHOr0 BCIIOMOTaTeNbHOrO CPEeACTBA, IMPH 3TOM Macca cyib(hara Harpus IO CYIIECTBY
HE COJEPKHUT YaCTUIIBI CyJb(aTra HATpUs MEHbIIE uYeM npubausurenbHo 150 MM u Oomnbie
yeM npuOnusutenpbHo 700 MKM, HampuMmep, MeHblie ueM npubamsurensHo 300 MKM u
Gonbiie yeM mpubau3uTenbHO 750 MKM, MeHbIIe ueM mpuOmusutensHo 150 MM u Gombine

yeM npuOnuzutensHo 1000 MM win MeHbie ueM npubmusurensHo 300 MkM 1 GoJbiie yem
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npubmm3urenbHo 1000 MM, a TakKe MPECCOBAHHUS MOMYUSHHON B pe3yJbTare CMeCH B
TabIIeTKy .

Croco® TOMOMHHUTENEHO MOXKET BKIIOYATh MOKphITHE Tabnerku. B coorBercTBmm C
JPYTHM BapHaHTOM OCYIUECTBIEHHS CHOCOO B COOTBETCTBHH C HACTOSIIUM H300peTeHHeM
BKJIIOUAST yAATCHHUE IO CYIIEeCTBY YACTHL CyJb(ara HATpuss MEHbLIEe YeM NPHOIU3UTETBEHO
150 mMxM u Oompmie uem mnpubmmzurensHo 700 MKM, HampuMep, MEHbIIE YeM
npubmuzureabHo 300 MKkM u Oosblle uyeM NpUOTU3UTENBHO 750 MKM, MEHBIIE YeM
npubmuzurenbHo 150 MM U Gonbine yem mpuOmuzuTeasHo 1000 MKM WM MEHbIIE 4YeM
npubmuzurenso 300 MkM u Gonbire yem npubmmsurensHo 1000 MkM 10 cMemmBaHus. B
COOTBETCTBHU C €€ OJAHHUM BApPHAHTOM OCYIIECTBIEHUS BCIIOMOTaTelbHOE CPEACTBO
BBIOpDAHO W3 TPYHIBL, COCTOSINEH W3 pPA3PBIXJIUTENS, CBS3YIOLIEr0, CHOCOOCTBYIOIIETO
CKOJIB)KEHHIO CPEJICTBA, CMA3BIBAIOIIEr0 CPeICTBA UX KOMOMHALTHIA.

CormacHo cieayromeMy aclekTy HacTosimee H300peTeHHe OTHOCHTCS K Crocoly
WHAYUHMPOBAHMSI NEPUCTATBTUKM KHWIIEYHHKA Yy CyObekTa, BKIIOYAOLIEMY BBEISHHE
CcyObeKTy TO MeHbIlell Mepe ONHOW MepopaTbHON (hapMaleBTHUeCKOW TalNIeTHPOBAHHON
KOMITO3ULIMY B COOTBETCTBHHU C HACTOSIIMM H300pETEeHHEM C MHIYyLHPOBAHUEM TEM CAMBIM
MEPUCTATHTUKH KuiieyHuka. COrnacHo eme OJHOMY acleKTy Hacrosuiee uzodpereHue
OTHOCHUTCS K criocoly MpeaynpekIeHus WM JeUeHus 3amopa y cyOBeKTa, BKIYALIeMy
BBEeIEHHE CyOBEKTy I10 MeEHbIIEH Mepe OOHON mepopaibHOi  (papmaleBTHYECKOH
TabJIeTUPOBAHHOW KOMITO3HLMH B COOTBETCTBHH C HACTOSIIUM H300pETEHHEM C JIeUeHHEeM
WJIH TIpeIyIPEkIeHUEeM TeM CaMbIM 3a1opa.

B cooTercTBUM C OJHUM BAPUAHTOM OCYIIECTBJICHHSI BBIIECYTIOMSIHY THIX CIIOCOOOB B
COOTBETCTBHH C HACTOSIIM H300pETeHNEeM KOMITO3HIHS HENOCPEACTBEHHO MPOTJIaThIBACTCS
cyObekToM. B COOTBETCTBHMH ¢ JOpPYyrMM BapuUaHTOM OCYILIECTBJEHHS! CTaausl BBEICHUS
KOMIIO3ULIMK BKJIIOYAET MEPOPATbHBIA MPHEM BHYTPh BOJHOW AUCHEPCHH KOMIO3ULWU. B
COOTBETCTBHM C €Ie OJHMM BapHaHTOM OCYIIECTBIEHUs CIocoba B COOTBETCTBHH C
HACTOSIIIUM H300peTeHHeM MePHCTATLTHKA KHIIEYHUKA WHAYLHUpYeTcs 0e3 WHAYIUpOBAHUS
KJIMHAYECKA 3HAYAMOr0 TEpPeHOoca JIIEKTPOIuToB y cyOwexta. CoOrjacHo eme OIHOMY
acrekTy cnoco0 B COOTBETCTBUH C HACTOSIIMM HM300pETEHHEM JISUHT WM NpPexynpeKaaeT
3anop 0e3 MHOyUUpPOBAHUS KJIMHUYECKH 3HAYMMOIO IMEPEHO0Ca 3JEKTPOJUTOB Yy cyOBekra.
CoriacHo Apyromy croco0y B COOTBETCTBHH C HACTOSIIUM U300pETEHHEM, Cy OBEKTY BBOIST

2, 3, 4 wu S mepopanbHBIX (hapMareBTHIECKUX TaOIeTHPOBAHHBIX KOMITO3HIIHN.

Kpartkoe onucanne yepre:keit
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Ha ¢ur. 1 rpadpuuecku nokazan 3 ekt pazmepa uactuil Cyabpara HaTpust Ha BPeMst

Je3uHTerpauun TabieTok cyasdara HaTpus B BOAE, KaK OIHMCAHO B mpuMepe 1.

Iloapo0oHoOE onucaHue H300peTeHHS

Hacrosimee n3o0peTeHne OTHOCHUTCS K YHHUKATBHOMY COCTaBy TableTKkd JBOWHOTO
MPUMEHEHHS], coJepKalmeMy Cyab(aTHyI0 COlb, Hampumep, Cyiab(ar HaTpus, KOTOPBIH
SIBJISIETCS. MOJAXOMASINMM JJIsi BBEICGHHUS IyTeM IpsIMOrO IEepOpaJbHOrO IpueMa WM, B
KaQueCTBEC aJbTCPHATHBBLI, IMyTEM IAC3UHTErpallviid B BOAC INEPEN MNEPOPAIBHBIM IPHEMOM.
CornacHO KOHKPETHOMY AacCIeKTy Hacrosmee H300peTeHHe OTHOCHTCS K MepOpabHOMN
(apmaneBTHUECKOH TaONETHPOBAHHOM KOMITO3MLIMH, CcoAepKamell Cyas(aTHyl COJb,
HampuMep, CyJabharT HATpust W HeoOs3aTeNbHO Cyabdar Kajaus, OpPH 3TOM KOMITO3HIIUS
SABJISICTCA HO,Z[XO,Z[SIH.[eﬁ AJIsT BBEACHUSI IMYTEM IMIPSAMOIO IMEPOPAJIBHOTO IpHUEMa U IIYTEM
AC3UHTErpanuu B BOAC MHEPEA MHNEPOPAIbHBIM HOPUEMOM, IPU JSTOM  KOMITO3ULIUA
Je3uHTerpupyercs B Boae npu npubmmsurensHo 2°C wim  BhIE, HAampuMmep, OT
npubmusurenpro 2°C 1o mpubnusutensno 15°C, B mpeaenax MeHee ueM MPHONUZUTETBHO
120 wnn npubmmsurensHo 150 cexyHn, B Bome mpu mpuOmM3uTensHO 3°C WM BBIIIE,
HanpuMep, ot npubmuzurensHo 8°C mo mpubnmsurensHo 10°C, B mpenenax MeHee deM
npubnuzurensHo 90 cekyHA, HarpuMep, MeHee 4yeM 60 CeKyHI;, B BOJE IPH NMPUOIH3UTEIBEHO
5°C wim BeIIE, HanpuMep, oT npudamsutensHo 5°C o mpubmusurensro 10°C, B mpenenax
MeHee ueM npuOnu3nutentHo 120 cekyHa, Hampumep, MeHee yeM 90 CekyHA W/IIH B BOAE MPH
npubmuzurensro 2°C wmy Beimie, HanpuMep, oT npudimsurensHo 2°C 10 nmpUOIU3UTENBEHO
10°C, B mpexenax meHee yeM npubnuzuteasHo 120 win npubnusurensHo 150 cexkyHA; U npu
9TOM KOMIIO3WIIMSI HE AE3MHTETPUPYETCSl BO PTY B IpeAenax MeHee 4eM NMpUOIM3HUTETbHO
30 cexyHJ Npu HEMOCPEACTBEHHOM MIEPOPATbHOM MPUEME.

dapmarneBTHUSCKe KOMIIO3MLMH B COOTBETCTBUH C HACTOSIIHM H300pETeHHEM
pemator mnpobiremy coOmoneHuss OOMBHBIM PEKHMAa JIEUeHHsI IyTeM o0OecrevueHus
YHHUBEPCATbHOW KOMITO3UIINH, KOTOPYIO MOJKHO TIPHHUMATh B y100HOH 1715t 6015HOTO (hopMme.
Kpome Toro, hapmarepTHueckue KOMIIO3UIIMHA B COOTBETCTBHU C HACTOSIIUM H300peTeHreM
pemator npodieMy coOmoneHrs GONBHBIM PEKHUMA JISUESHHsI, BO3HUKAIOUIYO OTYACTH H3-32
CBOIMCTB UpE3BBIYAHHON TI'MI'POCKONMMYHOCTU CyJbdara HaTpus, myTeM oOecreyueHus
TaO/eTKH, KOTOPYH MOKHO JHOO JE3MHTErPHpOBaTh B BOJAE, JHOO, B KAaueCTBE
ATBTEPHATUBBL, MOXXHO HPUHHMATh HEMOCPEICTBEHHO Oe3 MOIJIOLIeHUs] BCe NOCTYIHOMN
CIIIOHBL, YTO BBI3bIBAET HEXKENATENbHOE OLIyLIeHHWE BO PTY, CYXOCTb BO PTY W 3aTpPyIHEHHE

MpOorjiaTbIBaHUs.
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Bonee Toro, (dapmareBTHUECKHE KOMIO3UIMH B COOTBETCTBHM C HACTOSIIMM
M300peTeHneM pemarT NpobaeMy COCTAaBASHHS BBICOKO MO3WPOBAaHHBIX (popMm cymbdara
HaTpus, HEOOXOIMMBIX JUISI JOCTHUKEHHs ciaburenbHoro sddexra. JIeliCTBUTENBHO,
KOMIIO3HMIIMA B COOTBETCTBHM C HACTOSIIUM H300pEeTEeHHEM O0eCIeUrBaOT BKIIOUYEHUE
cyabdaTHBIX coneil, B TOM umcie, Hampumep, cyibdara Harpus u cynbdara Kamus, Ipu
CONIEpKAHUH TIO0 MEHbIed Mepe nmpubmusutenbro 40%, 45%, 50%, 55%, 60%, 65%, 70%,
75%, 80%, 85% wumun 90% Mo BeCcy KOMIIO3UIIMH, W, B YaCTHOCTH, BKJIIOUEeHHE Cyibdara
HATpUs MPU COAEPKAHUH MO MeHbiell Mepe mpubnusurensao 40%, 45%, 50%, 55%, 57%,
60% wmn 65% mo Becy koMmoszuuuu. [lyreM MHUHUMH3AINH COACSPKAHUN HEAKTUBHBIX
CPeNCTB, Hanpumep, BCIIOMOTaTeIbHBIX CPEACTB, U MAKCUMU3AIUHN COMEPKAHUN CyJIb(aTHBIX
cojei W, B UYACTHOCTH, COJH cyiabdara HaTpus, OepopaibHble (hapMalEBTHUECKUE
KOMITIO3UITN U B COOTBETCTBUU C HACTOSIIUM I/I306peTeHI/IeM 06eCHe‘{HBaIOT
BBICOKOJO3UPOBAHHY ¢(opMy B yao0OHOI TaOnerupoBanHOW (opMe st JOCTHIKEHUS
kemaeMoro craburtensHoro sddexra npu BBeaeHHU CyOBpekTy. COOTBETCTBEHHO, CYyOBeKTaM
MOJKET TOTpeOOBaThbCs MpHeM TOMbko 1, 2, 3, 4 wiaun 5 TaONerok Iis HMHIYILHPOBAHHS
NEPUCTATBTUKN KUIIICYHUKA.

Bonee Toro, (QapmareBTHUECKHE KOMIIO3UIUH B COOTBETCTBHHM C HACTOSIIMM
nzo0peTeHreM pemarT npobiaeMbl cocrasieHusl TabneTupoBaHHOH (GoOpMBI cyibdara
HATpPHsl, KOTOpasl JIETKO W OBICTPO AE3MHTErPUPYETCS B BOJAE WIHM B BOJHOM PacTBOPE.
XuMHUecKre CBOWCTBA U, B YACTHOCTH, KPHBAsl PACTBOPUMOCTH, CyJb(ara HATPHUs 3a4acTyio
MPUBOJIAT K MEPEKPUCTALTU3AINKN U 00Pa30BAHUIO TBEPAOH MACCHI IPH MOTPYKEHUU B BOIY,
YTO TEM CaMBIM JeJaeT HEBO3MOMKHBIM TOCTHKEHHE KOHEYHOU e obOecreueHus] BOIHOM
aucnepcun A mpueMa.  Mcmome3yeMble B HACTOSINEM — JOKYMEHTE  TEPMUHBI
(ACSUHTErpalus» HWIN «ACSUHTEIPUPOBATLCA» B KOHTEKCTE IE3UHTErpallii B BOIAC WU
BOJHOM PaCTBOPE OTHOCSITCS K Pa3pyIISHUIO W/WIK pacnany TabaeTHPOBAHHON KOMITO3ULIHH,
Hanpumep, X Ae3WHTerpanum Oonee uem mpubmusurenpHo 50%, 55%, 60%, 65%, 70%,
75%%, 80%, 85%, 90% umu 95% xommo3uruu. B cOOTBETCTBUM ¢ KOHKPETHBIM BAPHAHTOM
OCYIINCCTBJICHUSI YPOBEHb AC3UHTErPALIMNU B KOHTCKCTE AC3UHTErpallvii B BOAC WKW BOJHOM
pacTBOpe MOXKET OBITh OIIEHEH CIOCO0aMu, OMHUCAHHBIME B MpUMepax 6 U 7 B HACTOSINEM
JIOKY MEHTE.

Be3 orpanuueHus KakOW-THOO KOHKPETHOM TeOpHEdl aBTOPbI  HACTOSIIIIErO
M300peTeHrsl ONPEAEIIIIN, YTO OTYACTH MyTEM YIANEHHUS YaCTHIl CyJb(aTa HATPpUs MEHbIIE
yeM npubIm3uTensHo 150 MKM, HampuMep, MeHble ueM npuonu3utenbHo 300 MKM, U, KpoMe

TOTO, MyTEM YAAIEHUS 4acTHIl Cyab(dara HaTpus Oojbire yeM npubmusurensHo 1000 MM,
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HanpuMep, Oonee ueM npuOIM3uTenbHO 750 MKM, MOTYT OBITH MOy 4eHBI TaOJIeTHPOBAHHBIC
COCTaBbI Cyiab(dara HaTpus, KOTOphle 00ecreunBaT OBICTPYIO AS3UHTErPalMI0 B BOJE IPHU
npubmmsurensro 2°C, 3°C, 4°C, 5°C, 6°C, 7°C, 8°C, 9°C, 10°C, 11°C, 12°C, 13°C, 14°C,
15°C, 16°C, 17°C, 18°C, 19°C, 20°C, 21°C, 22°C, 23°C, 24°C wm 25°C, Hanpumep, B
teuenne npubauzutensHo 150, 120, 90, 60, 45 wim 30 cexyna. B cooTBercTBUU ¢ OJHUM
BapUAHTOM OCYILECTBICHHUs TabjeTka Ae3UHTErpupyercs B Boje npu npubdimusurensHo 15°C
B Mpefeiax MeHee ueM MpUOTU3uTeTbHO 45 cekyHI. B kauecTBe ajbTepPHATHBEHI WM KpOME
TOro, TabJIeTKa MOKET Je3HHTErPUPOBATHCS B Boje mpu mpubmusurensHo 10°C B mpenenax
MeHee ueM npubamsurensHo 60 CekyHI, Hampumep, MeHee ueM 45 cekyHA. B kauectse
ANBTEPHATUBBl WM KPOME TOro, TalleTka MOXeT Je3MHTEIPUpPOBATBCS B BOJAE IIPU
npuOm3uTensHo 8°C B mpenenax MeHee ueM npuOmu3uTeapbHo 90 cekyHa, HalpuMep, MEHee
yeM 60 cekyHH. B xauecTBe alpTepHATHUBEI WK KpOMe TOTO, TabjeTka Ie3HMHTErpupyercs B
Boge mnpu mnpudbmmsurensHo 5°C B mpenenax MeHee ueM mnpuOmm3uteapHO 120 cexyHm,
HanpuMep, MeHee ueM 90 cekyHA. B kauecrBe anbTepHATHBBI WJIM KpoMe TOro, Tabierka
JE3UHTErpupyercss B Boxe mnpu mnpuOmmsureasHo 2°C B mperenax MeHee UeM
npubmuzurensro 120 wnu npubmuzurensHo 150 cekyHn. B cOOTBETCTBUH € pasiHYHBIMU
JPYTUMH BapUaHTAMU OCYILECTBICHHUS KOMITO3UIMSI JE3UHTErPUPYETCss B BOAe IIpHU
npubnuzurensao 2°C uiy BeIlIe, HanpuMep, oT npudiam3urensHo 2°C 10 nmpUOIU3UTENBEHO
15°C, B mpeaenax MeHee yeM mpubau3uTensHo 120 win npubausurensHo 150 cekyHI; B BOAE
npu npubmmsurensHo 8°C  wnm  BeIme, Hampumep, or mnpubmmsurensHo 8°C  no
npubnuzurensao 10°C, B mpexmenax MeHee ueM npuOmusutensHO 90 CeKyHI, HarpuMep,
MeHee ueM 60 cexyHZ;, B BojAe mpH mnpuOnusutensHo 5°C wiM BeIIE, HAPUMEpP, OT
npubmusurenpio 5°C 1o mpubnusutensno 10°C, B mpeaenax MeHee ueM MPHONUZUTETBHO
120 cexyHna, HanpuMep, MeHee yeM 90 ceKyHI; W/Wiu B BoJe npH mpubmusurensro 2°C win
BhIIIE, HapuMep, ot npubmusurensHo 2°C no npubdmmsurensHo 10°C, B mpexenax MeHee yeM
npubnuzurenbHo 120 wim npubmusutensHo 150 cexynn. CootercTBeHHO, TabieTKu
001a1ar0T TOTONHUTENBHOH (yHKIMOHATBHOCTRIO B IPOSIBICHHH >KeaaeMoro mpoduis
JIe3UHTErpaliy B BOJAEe KOMHATHON TeMIepaTypsl, B OXJIAXISHHOW BOJAE U B XOJIOJHOH BOJeE.
Kak TakoBble, TaOneTKH COOTBETCTBYIOT NPHMEHEHHIO B O0ONacTsX, rae TeMIeparypa
JOCTYIIHOM BOJABL, Hanpumep, BOAOMPOBOJHOW BOJBI, HUXKE KOMHATHOM TeMIIEpaTyphbl.
JlefiCTBUTETPHO, ABTOPBI HACTOSIIEr0 HM300peTeHHs ONPEASNIIIM, YTO YacTHIBI Cyibdara
Hatpus Gonblue yem npubamsurensHo 150 MM, Hampumep, Oombine Yem NpHOTAZUTETBHO
300 MkM, Tpu mpeccoBaHuM B Tabierky W OOBEIWHEHHMH C COOTBETCTBYIOLIMMH

BCIIOMOTIaTC/IbHEIMH  CPEACTBAMHU 6]>ICTpO PacCTBOPSIKOTCSA B OXJIAXKIACHHOM BOJIE HIH B
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XOJOZHOW BOAE W Janee He KPUCTALTU3UPYIOTCS IHOBTOPHO B TBEpPAYK Maccy MpH
MOTPYKEHUH B HEE.

Bonee Ttoro, QapmarneBTiueckue KOMIIO3WIMH B COOTBETCTBHHM C HACTOSIIUM
n300peTeHneM MPeo0NeBAIOT NPOOIEMBI COCTAaBISHUSI Ta0IeTHPOBAHHON GOpMEI cybdara
HATpHsl, KOTOpas YCTOWYMBA K JE3MHTErpalfd IPH HENOCPEACTBEHHOM MEPOPATEHOM
BBEJIECHUH U B3AaMMOACHCTBUH CO CITIOHOU. [IeliCTBUTENLHO, TePOpaIbHbIE (hapMallEBTUIESCKHS
TaONeTHpOBaHHbIE KOMIO3WIMM HE NE3WHTErPUPYIOTCS BO PTY B IpeAenax MeHee deM
npubmusurensro 90, 75, 60, 45 win 30 cekyHI MpH HEMOCPEACTBEHHOM MNEPOPATEHOM
MpHeMe U B3aUMOAEHCTBHU CO CIoHOH. Mcnonb3yemble B HACTOSILEM JOKYMEHTE TEPMUHBI
«IE3UHTErpalusy WIH «Ie3UHTErPUPOBATHCS) B KOHTEKCTE AE3MHTErPALIMU BO PTY CyObekTa
(m.e. Ipu BO3AEUCTBUU CIIOHBI CYyOBEKTA) OTHOCATCS K Pa3pyIIEHHIO 3HAYUTEILHOM 4acTH
TaOeTUPOBAHHON KOMITO3ULIUH, Hanpumep, Oonee uem mpubmusurensio 90%, 91%, 92%,
93%, 94%, 95%, 96%, 97%, 98% umu 99% xommo3unuu. B TO BpeMs kak mpeamoaaraercs,
YTO HE3HAUUTEJbHAS CTEIEHb Pa3pyLIeHHs] MOKET NMPOMCXOIUTE IPH IMOMEIISHUH B POT IS
HETOCPEACTBEHHOIO IIEPOPAIbHOrO IpHUeMa, HCIOJIb3yeMble B HACTOSIIEM JOKYyMEHTe
TEPMUHBI «IE3UHTETPALMS WIH «I€3UHTEIPUPOBATHCS» B KOHTEKCTE HEMOCPEIACTBEHHOrO
MEPOPATEHOTO HpHEMa OTHOCATCS K pa3pyllIeHHI0 3HAYMTENbHOH uwactu Tabierku. B
COOTBETCTBHM C KOHKPETHBIM BApPHAHTOM OCYIIECTBJCHUS YPOBEHb IC3MHTErPALUH B
KOHTEKCTe HEIOCPEICTBEHHOI'O MEepPOPATBPHOTO MpHUeMa MOKeT OBITh OLEHEH Ccrocobamm,
OIMMMCAHHBIMU B TpUMEPE 2 B HACTOSILEM JOKY MEHTE.

Kpome Toro, aBTopbl Hacrosmero W300peTeHHs ONMpeIeNiii, YTO MyTeM YIaJIeHUs
yacTun cynb(dara HaTpus MeEHbIIE YeM NpHOIMM3UTEnsHO 150 MKM, HpeAnoUYTUTEIBHO
MeHbIIe YyeM npubam3utensHo 300 MKM, MOJKHO TOJTydaTh Oojiee TUIOTHBIE M OoJiee TOHKUE
tabnerku. bBonee Toro, myTeM ypaneHHss dYacTHL CyJbdara Harpus Ooiblie UeMm
npubam3urensHo 1000 MKM, TPEANOYTHTENBHO OONbIIE YeM TPUOIU3HTENBHO 750 MKM,
Bapuanysi Beca TabjIeTki MUHUMH3HPY €TCSI B X0 crtoco0a M3roTOBISHHUSL.

KpoMe Toro, mMOCKONBKY TMepopaibHble (hapMaleBTUUECKHE KOMIIOZUIMU B
COOTBETCTBHM C HACTOSIITUM H300peTeHneM HMEIOT TaOIeTHPOBAHHYIO (OpPMY, KOMITO3HLIUU
o0ecreurnBalT KOMMEPUYECKYI0 BBIFOAY B OTHOLICHWH XpaHEHUs] W TPAHCHOPTUPOBKH
Gmarogapst OTCY TCTBHIO HEOOXOIUMOCTH BKJTFOUESHUS KOHCEPBAHTOB.

COOTBETCTBEHHO, AaBTOPHI HACTOSIIEr0 H300PETEHUS! OMPEAETIN YHUKATBLHBIN,
VHUBEpCATIbHBINA U 3 EKTUBHBIN COCTaB CyIb(aTHBIX COeH, HanpuMep, CyIb(ara HaTpus.

PapmaneBTHYECKHE KOMIO3HITHA
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CormacHO OJHOMY acHeKTy HacTosiuee H300peTeHHe OTHOCHUTCS K MepOopaIbHOM
(apmaneBTHUECKOH TaONETHPOBAHHOM KOMITO3MLIMH, CcoAepKamell Cyas(aTHyl COJb,
Harpumep, Cyab(ar HATPHsL, IPA STOM KOMITO3UIHSI SIBJISIETCS] MOAXOASINEH 111 BBEACHHS
Iy TEM IIPSIMOTO IIEPOPATBHOIO IIPUEMA U Iy TEM JE3UHTErpaliy B BOJE Nepe NepopaibHBIM
npueMoM. COrnlacHO Apyromy aclekTy Hacrosimiee n300peTeHne OTHOCUTCS K MepOopabHOU
(dapmaneBTHUECKOH TabNeTUPOBAHHOW KOMITO3HMLIMH, COAepKameid cyibsdar HaTpus, npu
STOM KOMIIO3MIUS SIBJISIETCS. MOAXOSIIIEH ISl BBEACHHSI U IyTEeM IPSIMOrO NEPOPaTbHOTO
npueMa, M IIyTeM JOCSUHTErpalid B BOJAE NEpea NEpopaibHBIM MIPUEMOM, IIPpHU 3TOM
KOMITO3ULHSI AS3UHTErPUPYETCsl B BoAe NpH npubnuzurensHo 2°C WiH BhIIIE, HAPUMED, OT
npubnuzurensao 2°C 1o npubnusutensHo 15°C, B mpezaenax MeHee 4eM NMPHONUZUTEIBHO
120 win npubausuTeasHo 150 cekyHa, H MPH STOM KOMIIO3HIIMS HE T€3UHTEIPHPYETCSI BO PTY
B mpejeiax MeHee ueM npuOnu3utenbHo 30 CeKyHA MPU HEMOCPEICTBEHHOM MEPOPATHHOM
npueme. COrIacHo ele OJHOMY acHeKTy HacTosiee H300peTeHrne OTHOCUTCS K MepOPATbHON
(dapmaneBTHUeCKOH TaONETHPOBAHHON KOMIIO3UIMHK, COAepkKamed cyiasdar Hatpus u
Cyb(ar Kamusl, IPH TOM KOMITO3UIIHS SIBJSIETCS MOAXOSIICH 1Tl BBEASHHUS Iy TEM IPSIMOTO
MEPOPATIBHOTO MpHUEMA U IyTEM IE3UHTETPALUU B BOJAE MEPE MEPOPAIBHBIM IIPUEMOM, NIPU
STOM KOMIIO3MLMSI JAe3UHTErpupyercss B Boae npu mnpubmusurentHo 2°C wim  BbImie,
HanpuMep, ot npubnusurensHo 2°C mo mpubnusurensHo 15°C, B mpenenax MeHee deM
npubmuzurenbHo 120 win npubnuzutensHo 150 cekyHA, mpu STOM KOMIO3ULUSL HE
JE3UHTErPUPYETCSl BO PTYy B Mpenenax MeHee ueM mpubmusutenbHo 30 CekyHA mpu
HEMOCPEACTBEHHOM MEepPOPATLHOM TMpHeMe, W IpH d5ToM Tabierka BKIIOYAeT B cels
nokpeiThe.  CorllacHO eme OJHOMY acHeKkTy HacTosinee W300peTeHne OTHOCHUTCS K
MEPOpaTbHON (hapMalieBTHUeCKON TabIeTHPOBAHHONW KOMIIOZUIMHU, coAepikaiieii cyibdar
HaTpusi U Cyab(ar Kaaus, MpH TOM KOMIIO3MIHUS SIBISETCS MOAXOMIIEH IS BBEACSHUS
My TeM IMPSIMOTO MEePOPATBHOTO NpHeMa U Iy TeM JEe3UHTErpalliy B BOJAE Nepes epopaabHbIM
MIPUEMOM, IIPH 3TOM KOMIIO3ULMS JE3HHTErPUPYeTCs B BoJe npu npudmuzurensHo 2°C unn
BBIIIE, HApUMep, 0T mpubIr3uTensHo 2°C 1o npudnusutensHo 15°C, B mpeaenax MeHee yeM
npubmuzurenbHo 120 wnm npubnuzutensHo 150 cekyHA, mpW STOM KOMIIO3WLUSL HE
JEe3MHTErpupyercs BO PTY B mpexenax MeHee uyeM mnpubnmsurensHo 30 CeKyHI Ipu
HENOCPEACTBEHHOM MepOpPATBHOM IpHeMe, NMPU 3TOM KOMIO3HLHUS COAEPKHUT MO MEHbIIEH
Mmepe npubmusurensHo 70% 1o Becy cyab(ara HaTpus U Cyabdara Kamus, W OPH 3TOM
tabnerka coxepKuT mokpbiTHe. COrinacHo ClelylolieMy acleKkTy HacTosiee n3odpereHue
OTHOCHTCS K IEpOpaIbHOi (hapMarieBTHIecKkoi TabineTHpOBaHHONW KOMITO3ULIUH, COAeprKarieit

cynabdar HaTpus W Cyabdar Kaaus, TPU STOM KOMITOZUIIUS SIBISICTCS MOIXOAALISH s
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BBEJICHHUSI IyTeM MPSIMOTO MEPOPATBHOrO MpHEeMa M IyTeM Ie3HHTErpaldd B BOJAE Iepen
NEpOpATEHBIM  [IPHEMOM, TMPU  3TOM KOMIIO3MLHUSI JIE3UHTEIPHpPYETCsl B BOJAE MpHU
npubnuzurenpHo 2°C WM BhIIE, HApHUMep, OT NpuOIM3uTensHo 2°C 10 NMPUOIUZUTETBHO
15°C, B mpenenax meHee ueMm npuOnusutensHo 120 wiu npubnamsurensHo 150 cexyHn, mpu
3TOM KOMITO3HIUSI HE AE3UHTErPUPYETCS BO PTY B Ipeienax MeHee 4eM HpUOIH3UTENbHO
30 cekyHZ TNpPU HENOCPEICTBEHHOM MEpOpaTbHOM IpHEMe, NPH 3TOM KOMITO3HLHUS 10
CYLIECTBY He COJIEPIKUT YACTHILIBI CYIb(haTa HATPHSI MEHBINE UeM MPUOTU3UTETBHO 150 MKM U
Gonbiie yem npuOmu3uTensHO 700 MKM, M pH 3TOM TabieTka JOMOMHUTEIBHO BIITIOUAET B
cebsl MOKPBITHE W PA3PBIXJIATENb. B COOTBETCTBUM C elle OJHHM BAPHAHTOM OCYILECTBICHUS
HACTOsIIee M300pEeTeHne OTHOCUTCS K MepopanbHON (apmaneBTHUecKol TabiaeTupoBaHHOU
KOMITO3UIIMHN, cojaepkameil cynbdar HaTpus W Cydb(ar Kaius, NPH STOM KOMIIO3HIHS
SIBJISIETCSL TOAXOASAIIEN TSl BBEACHHS MyTeM NPSMOTO MEPOPATLHOTO NpPHEMA H MyTeM
JEe3UHTErpalMy B BOJAE Iepel] NepopalbHBIM MPHEMOM, TMpPH OSTOM KOMITO3HLUS
Je3uHTerpupyercs B Boae npu npubmmsurensHo 2°C wim  BhIE, HAampuMmep, OT
npubmusurenpno 2°C 1o mpubnusutensno 15°C, B mpeaenax MeHee ueM MPHONUZUTETBHO
120 wnu npubnuzutensHo 150 cexyHA, mpH STOM KOMIIO3HIUS HE TE3UHTErPUPY ETCS BO PTY B
npegenax MeHee yeM npubau3uTensHO 30 CeKyHA NPH HEMOCPEACTBEHHOM MEPOPATEHOM
IpueMe, IpU STOM KOMIIO3HMLMSI 10 CYINECTBY HE COAEPKHUT YaCTHLBI CyJb(ara HATpus
MeHEBIIIe ueM npubausurenbHo 150 MxMm u Gonblne uem mpuOauzuTeasHo 700 MKM, ¥ TpH

9TOM TabIeTKa BKIIOYALT B ce0sI IIOKPBITHE.

Cysghammusie conu

Hcnone3yemplii B HACTOSIIIEM JOKYMEHTE TEPMHUH «CyJIb(aTHas COJb» OTHOCHUTCS K
KoMOuHAIMsIM  cynbdarHoro moHa, m.e. SO47, M COOTBETCTBYIOWEr0  KATHOHA.
HeorpannumBaromume npuMepsl Cyab(arHeIX COMel Ui NPUMEHEHHS B COOTBETCTBHH C
HACTOSIIMM U300peTeHneM BKIIOUAOT B cebs, Hampumep, cyabpar Harpus (NapSOy),
cyaedar maraus (MgSO,), cynsdar kanus (K,SO4) 1 ux xoMOuHAIHH.

B cooTtBercTBHH C OIMPEACTICHHBIMU BapUaHTaMU OCYIIECTBJICHUA IICPOPAIBHBIC
(dapmarieBTHUeCKHE TAONETHPOBAHHBIE KOMIIO3ULUH B COOTBETCTBHH C HACTOSIIUAM
nzo0pereHrneM BKIIOUAIOT B cebst cynbdar Harpust. Cynbdar Harpus Moxer ObITh B popme
0e3BOAHOrO TMoOpoIIKa (Hanpumep, TEHAPAWT) WU B (popMme Hekaruapara (Hanpumep,
rnayOepoBa coiab, MupaOwiuT). B COOTBETCTBMM C OMNpENSIEHHBIMH BapHAHTAMU
OCYILECTBJICHHsI NepopaibHasl (hapMaleBTHUECKasl TAOJETUPOBAHHAS KOMITO3ULIUS BKIIOYAET

B cebs cynbdar HaTpust U MO MEHbIIEH Mepe OHY APYIYIO CYJIb(pATHYIO COJb, HAIpUMED,
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cyabdar maraus wiu cyiaedar kamms. Hampumep, B COOTBETCTBHH C OJHUM BapUaHTOM
OCYIIEeCTBJICHUS TIEpopaTbHast (papMameBTHUecKas: Ta0NeTHPOBAHHAS KOMITO3UIUS BKITFOUAET
B cebs cyne(ar HaTpus U cyibdar kaius. B COOTBETCTBHM C ellle OJHUM BapHUAHTOM
OCYIIIECTBJIEHUSI HACTOsIIee H300peTeHHe BKIOUaeT cyabdar Hatpus, cyabdar Kaaust u
CyJb(haT MarHus.

Cyne(darsl, kak n3BeCTHO, 00nagaroT caaburensHbM 3 dhexTom. M3BeCTHBIE B YPOBHE
TEXHUKH CYJb(paTHbIE KOMIIO3UIMU BKIIOYATH B Ce0s TOJIBKO JIUIIL HEOONBIIOE KOTUIECTBO
AKTUBHOTO WHIPEIMEHTa, Kak mpaBuio, meHee ueM 30% mo Becy TabMETKH, MOCKOIBKY
0O0BIIIOE KOJUUYECTBO HEAKTHBHEBIX CPEACTB TPEOOBANIOCH IJisi JOCTHIKEHUS NE3UHTETPALIUU.
Ilytem mnoBbIIIEHUST coaep:kaHUsl cyjbdara TabIeTKku B COOTBETCTBHH C HACTOSIIMM
HM300pETEHHEM MO3BOJISIIOT MUHHMH3UPOBATh YHUCIO U pasMep TabaeToK, HeOOXOMUMbIE s
JOCTH)KEHHUSI KETaeMOro TepamneBTudeckoro s¢dexra. B cooTBeTcTBHM C ONpencieHHbIMU
BApHAHTAMU  OCYIIECTBJACHUs  TepopanbHas  (apMmareBTHueckass  TabaeTHpOBaHHAS
KOMIIO3WIIUSI BKJIFOUAET B ce0st mo MeHbinel mepe mpubmusurensHo 40%, 41%, 42%, 43%,
44%, 45%, 46%, 47%, 48%, 49%, 50%, 51%, 52%, 53%, 54%., 55%, 56%, 57%, 58%, 59%,
60%, 61%, 62%, 63%, 64%, 65%, 66%, 67%, 68%, 69%, 70%, 71%, 72%, 73%, 74%, 75%,
76%, 77%, 78,%, 79%, 80%, 81%, 82%, 83%, 84%, 85%, 86%, 87%, 88%, 89% wnu 90% 1o
Becy CyJb(]aTHBIX coyell B Ka4eCTBE aKTUBHOT'O WHTPEIUEHTA.

B coorBercTBHMM C ONpEAEICHHBIMH BAapHUAHTAMH OCYINECTBJICHHS HACTOSIIErO
n300peTeHns nepopaibHas (papMaleBTHUeCKas TableTHPOBAHHAS KOMIIO3HUIMS BK/IIOYAET B
ceOst mo MeHblIeld mepe npudiamsurensHo 70% mo Becy cyibdarHoii comm, BHIOpaHHOU W3
rpynmel, cocrosmell w3 cynbdara Harpus, cyiabpara kamms, cynbdara MarHus H HX
koMOuHaUuil. B COOTBETCTBUHM CO CNEAYIOIIMM BAapPHAHTOM OCYINECTBJIEHHUS MEPOpaTbHAS
(dapmarieBTHUECKass TaOJETHPOBAHHAST KOMIIO3MIIMSI BKIIOUAET B CceOsl MO MEHbIIEH Mepe
npubmmzurensHo 70% mo Becy cyibdara HaTpus u Cyabdara kaams. B COOTBETCTBUH ¢
ONpPEACIeHHBIMA  BapUaHTAMHU  OCYIIECTBJICHHS  TepopaibHas  (papMareBTHUECKas
TabJIeTHPOBAHHAS KOMIIO3UIHS CONEPKUT MO MeHbIneil Mepe mpubmusutensHo 40%, 41%,
42%, 43%, 44%, 45%, 46%, 47%, 48%, 49%, 50%, 51%, 52%, 53%, 54%, 55%, 56%, 57%,
58%, 59%, 60%, 61%, 62%, 63%, 64% uiu 65% no Becy cyas(ara Harpus. B cooTBeTCTBHH
C eme OJHMM BapWAHTOM  OCYINECTBIEGHUS  NepopaibHas  (papMameBTHUECKast
TabJeTUPOBAHHAS KOMITO3HMIUSI COAEPKUT OT mpubnusurensHo 40% 10 mpuOIM3UTENBEHO
65% wnu ot npubnuszutenbHo 50% mo npubnuzureasHo 60% 1o Becy cyJibdara HaTpUsL

IMpubmuzutensao 90% wuacTui cyasdara HATPUs, HAXOISINUXCS B KOMMEpPUYECKH

JOCTYIIHOM CyJb(are HaTpus, UMEKT pa3Mep MeHblle ueM mnpudOmmsureasHo 300 MKM
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cormacHo crangapram USP. Takoit mopomok cynab(ara HaTpuss oOpasyer MemjIeHHO
pacTBOpsIOIIHECsS KPUCTALIBI NpU fo0aBieHnd BoAbl. OJHAKO yIajeHHe YacTHL pazMepoM
MeHbIle uYeM 150 MKM JaeT MOpPOUIOK, KOTOPBI MOJKET OBITh HCIOIB30BAH IS
(dopmupoBanus TabneTku, KoTopas OBICTPO pacTBopsieTcsl (Hanpumep, B Tpenenax
npubmmzurensHo 30, 60 umu 90 cexyHna) B BoAE, Hanpumep, mpu npubausutensao 2°C, 3°C,
4°C, 5°C, 6°C, 7°C, 8°C, 9°C, 10°C, 11°C, 12°C, 13°C, 14°C, 15°C, 16°C, 17°C, 18°C,
19°C, 20°C, 21°C, 22°C, 23°C, 24°C unu 25°C. Kpome TOro, yaajicHue 4acTHil OOJIBIIEro
pasmepa, Hampumep, Oosbiie uem npudmmsutreabHo 1000 MxMm, gaer Oofiee TMIOTHBIH
MOPOLIOK C MOHMKEHHBIM Kod(pduuueHToM myctoT. B pesyisrare mMoxer ObITH MOIyUESHA
Gonee mioTHas 1 OoJee TOHKasI TabiaeTka.

CrnenoBarenbHO, B COOTBETCTBHHM C OINpPEIEIEHHBIMUA BapUAHTAMH OCYILIECTBJICHHUS
nepopanbHast (papManeBTHIECKas! TAOIeTHPOBAHHAST KOMIIO3HIUS MO CYINECTBY HE COIAESPIKUT
yacTUUbl cyibpara HaTpust MeHblIe yeM npubnusurenasHo 150 MM, 200 MM, 250 MKM wiu
300 MxM U yacTunbl cyibdara Harpust 6ombine wem npubnuzurensHo 700 MM, 750 MKM,
800 mxM, 900 MxM mau 1000 MxM. B COOTBETCTBUM € APYTUM BAPUAHTOM OCYILECTBJIEHUS
KOMITO3ULIMSI TIO CYLIECTBY HE COAEPXKHT 4YacTHLBI CyJjbdara HATPUS MEHbIIe 4YeM
npubmuzureabao 300 MM u Oonbine wem npubnmsurensHo 700 MxMm. B cooTBercTBHE C
JPYTUM BapHAaHTOM OCYIECTBICHUS KOMIIO3MLUS IO CYIIECTBY HE COACPIKAT YACTHUIIBI
cyJbhaTa HATPHUsI MEHbIIE YeM MPHOAU3UTEabHO 150 MM ¥ OoJbIe YeM MPUOIU3UTEIBHO
700 mxM. Mcnone3yemselii B HACTOSIIIEM JOKYMEHTE TEPMMH «IIO CYILECTBY HE COACPKUT»
OTHOCHUTCSI K KOMIIO3ULIMH, COJep Kalllell He3HAuWTEeNbHBIH YpPOBEHb YacTUIL], KOTOpPbIE
BBIXOJSIT 34 Mpeaenbl KeTaeMOoro Iuamna3oHa pa3sMepoB YACTHUIl, HANpPUMEDP, MEHee ueM
npubm3urensHo 5%, 4%, 3%, 2%, 1%, 0,5%, 0,4%, 0,3%, 0,2%, 0,1%, 0,05%, 0,04%,
0,03%, 0,02%, 0,01% mo Becy cyabdara HATPpUst B KOMIO3UIHK. [I[pMeHeHHE MaCChl YaCTHI]
cyib(ara HATPHsl, MOJYYESHHBIX MyTeM NPUMEHEHHs CTAHAAPTHBIX METOAWK, W3BECTHBIX B
YPOBHE TEXHHUKHU IS ITOMYUEHHS JKENTAeMOro ANana3oHa pa3MepoB YaCTHIL, HAIPUMeEpP, B TOM
YHCIe NPUMEHEHHE COOTBETCTBYIOIIMX CHT, CETOK WIH APYTMX METOIUK, ONHCBHIBAEMBIX B
HACTOSIIIEM JOKYMEHTE WM H3BECTHBIX B YPOBHE TEXHHKH, O00ECIEUMBAET MOTYUEHHYIO B
pesyJbTare KOMIO3UIHIO, (10 CYIIECTBY HE COJAEPIKAIyl0» YaCTULLL, KOTOPBIE BBIXOIST 3a
MIpeeIbl KeNagMoro Auana3oHa pa3MepoB YacTull, /s Helel HacTosIero n300peTeHus..

VIoMHHaHHE B HACTOSILEM AOKYMEHTE pa3Mepa YacTHL COOTBETCTBYET TAKOBOMY B
ypOBHE TexXHWKW. Hampumep, ynoMuHaHme pazmepa MOKET OTHOCHUTBCSI K UacTHLAM,
MOJIYUEHHBIM TIPU NMPUMEHEHUU COOTBETCTBYIOIIEr0 CHUTA, Hanpumep, MPU MPOCEUBAHUU C

MOMOIIBIO BO3AYXa MU ITPU J1a00paTOPHOM IPOCEUBAHUH, WIH CETKH.
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IMepopanbHast papmarieBTHUECKast TAOJETUPOBAHHASI KOMITO3UITUSI MOJKET BKJIFOUATH B
cebst cypdar HATpHsL, TIPU 3TOM MO MEHbIIeH Mepe mpudmusuteapHo 90%, 91%, 92%, 93%,
94%, 95%, 96%, 97%, 98% wuau 99% 1o Becy cyjb(ara HATPUS COCTABISIOT YACTHIIBI
cyabara HaTpusi, KOTOpbIe 0oJbIine ueM mpudmu3uTeabHo 150 MM, 200 MM, 250 MKM HIH
300 mMxMm, HO MeHbIe deMm mpuOmmsureapHo 700 mxm, 750 mxm, 800 mxm, 900 MKkM WU
1000 mxMm.  Bonee koHKpeTHO, mepopanbHas —(apMameBTHUECKasi TaOIeTHpPOBAHHAS
KOMITO3UIIMST MOJKET BKJIIOUATh B Ce0s CyJbdar HaTpus, Opd OTOM MO MEHbIIeld Mepe
npubmusureabHo 99% mo Becy cyib(dara HaTPUsSI COCTABJSIOT YaCTHULBI CyJb(para HaTpusl,
KOTOpBIE 00sbie ueM npuOnu3utenbao 150 MM, 200 mxm, 250 MM win 300 MKM U MEHBIIE
yem npudmsureasHo 700 MM, 750 MM, 800 MrMm, 900 mxm wmm 1000 MM, B cooTBercTBHA
C JOpyT'MM BapUAHTOM OCYILIECTBJIEHHS HACTOSINEro HM300peTeHus mepopajibHas
(dapmarieBTHUeCKass TaOIETUPOBAHHAS KOMIIO3HMIMS MOXKET BKIOUarh B Cels cyabdar
HATpHSL, TP STOM IO MeHbIIed Mepe mpuOmm3utenrHo 99% mo Becy cyibdara HaTpus
COCTaBJISIFOT YACTHUIIBI CyJb(aTa HATpUs, KOTOpbIe Oombine ueM npudaun3utensHo 150 MkM u
MeHbIle ueM npubnusurensHo 700 MxM. B CcOOTBETCTBMM ¢ elle OJHUM BapHaHTOM
OCYIIECTBJICHHUSI HACTOSIIIETO MU300peTeHHUSI mepopaTbHAast (dapmareBTHIECKas
TaOMeTUPOBAHHAS KOMITIO3MIIMSI MOKET BKIIOUATH B ceOsi Cyabdar HATpus, MpH dTOM IO
MeHblleld Mepe npubnmsurensHo 99% 1o Becy cynbdara HaTpUsl COCTABISIFOT YACTHIIBI
cyibhaTa HATpusi, KOTOphIe OOblle uyeM NpuOMM3uTETbHO 300 MKM M MEHBIIE YEM

npubmuzureasHo 700 MKM.

Tokpsimusn

B cooTBerctBMM ¢ pa3dTHUYHBIME  BAPHAHTAMU  OCYILIECTBIEHHS HACTOsSIIEe
nzo0peTeHre BKIIOYAET TOKpbITHE. Mcmonp3yeMelii B HACTOSINEM JOKYMEHTE TEPMHH
(IMOKPBITUE» OTHOCUTCA K CPEACTBY, KOTOPOC 3alUINACT AKTUBHBIC HWHIPEAUCHTHI
(dbapManeBTHUECKOH KOMITO3MLIMH OT pa3pyIlISHHs] B PE3yJbTare KOHTAaKTa C BO3LYXOM,
BJIAroil WM CIIOHOM, MAacCKHpPyeT COEIVHEHHs C HENPHUSTHBIM BKYCOM WIH BIUSIET HA
CKOpPOCTh WX JIOKAJIU3ALUIO BLICBO60>K,Z[6HI/I${ AKTUBHOI'O HHIPCOAUCHTA. KpOMe TOrO,
MOKpEITHE obecneunBaeTr 3amuTy Ui TaOleTKH B XOJ€ NepOopaTb-HOrO BBEACHHS, HO TaKKe
ObICTPO  JE3HHTErpUpyercss B BOJAE C OOeCleueHHeM JAe3WHTErpaluud TalleTKu |
MOCIEAYIOLIEro MprueMa IMOJIyUYeHHOW B pesyJibTare BoaHOM aucnepcuu. Ha camom 1ene,
ABTOPBI HACTOSILEr0 M300pPEeTEHHsI HEOKUAAHHO OOHAPYIKWIH, UTO MOKPBLITUS MO CYIIECTBY

HE NOBBIIAIOT BPEMS AC3UHTErPALIUU B BOJAC.
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Xorst HemokpbITas TalleTKka yXe TOTOBa /s HEMOCPEJCTBEHHOrO NpHeMa, Kak
MpaBuiIo, TableTka HEMEIJICHHOTO BBICBOOOKACHUSL, 10OABICHUE MTOKPBITUSI MOKET CIeIarhb
cyiasdarapie coau Oonee mnpustHbeiMH. CynbdarHele conu  001a1a0T  YPe3BBIYANHOI
THIPOCKONMYHOCTBIO, W TPU MEPOPATEHOM mprueMe TabjeTka HeMENIEHHO MOITIOMAET BCIO
JOCTYIHYIO CIIIOHY BO PTY, CO3JaBasl HeXKeJIaTenbHOe OLIyIIeHHe BO PTY, CYXOCTh BO PTY U
3aTpy AHss npornarsiBanue. [1okpeiTie TabaeTKu JOMOJHUTENBEHO COASHCTBYET CIOCOOHOCTH
TabNEeTOK TPOTHBOCTOSTH JE3MHTETPALMH IIPH KOHTAKTE CO CIIOHOH H, KpOME TOro,
npeaoxpaHsieT OOJBHOr0 OT OIIYIIEHUs HEMPUSITHOTO BKyca Cyab(aroB Mpu MOMEIIEHUU
HEMOCPEACTBEHHO B POT, HAPUMeEp, B TEUEHHE [0 MeHbIIeH Mepe oT npubnusurensHo 30, 60
win 90 cexyna. [1o yka3aHHBIM BBIIIE MPUYMHAM MOKPHITHE MPEAMOYTHTEILHO OBICTPO HE
pacTBoOpsieTcsl U He pa3pyLIaeTcs B CIIOHE 110 CPABHEHMIO C BOJOM.

Heorpanuuuparoiiue MpuMepbl MOKPBITUN /I8 MPUMEHEHHS B COOTBETCTBHH C
HACTOSIUM ~ H300peTeHHeM  BKJIIOYAIOT B ce0s  TUAPOKCHUIPOMIIMETHILEILIIONO3Y,
METWILEIUTIONO03Y,  THMAPOKCHIIPONMINEIUIION03Y, KapOOKCHMETHILEIION03y  HATpus,
MOJMATUICHITINKONN, CHHTETHUYECKHE TIIOJMMEpBI, IIeTaK, KyKypy3HbIH OeloK 3euH,
MOJIMCAXapyIbl, MOJMBHHUIOBBIN crnupt, monudTwieHrmukons, Kollicoat IR (comoaumep
MOJIMBUHUIOBOTO crupra U nojmdtunenrnukons), Kollicoat SR 30D (momuBuHMManETar,
CTaOWTM3UPOBAHHEIH TTOMBHHIIIHPPOJIAIOHOM H JIAY PHIICYJIb()aTOM HATPHSI) WIN KEJIATHH.
B cooTBercTBHM C OHUM BapHAHTOM OCYIIECTBJICHHUS MOKPBITHE SIBJISIETCS PACTBOPUMBIM. B
COOTBETCTBHHU C PA3THUYHBIMH BapUAHTAMU OCYIIECTBICHHS MOKPHITHE BHIOPAHO M3 TPYIIIILI,
cocTosIeH u3 THPOKCHITPOIHIMETHILEILUTIONO3bI, METHJILIEILTIOIO3BL,
THPOKCHITPONIILISIUIION03b], KapOOKCHMETHILIS/UTION03bl HATPUSI, IMOJUITHICHITIUKONICH U
CONOJMMEpPA IOJMBUHWIOBOTO CIMPTA U IMOJUSTHIECHIIMKOISL. B cooTBeTCTBHMM € OZHUM
BApPUAHTOM OCYILECTBJIEHUS MOKPBITHE CONEPKHT COMOJUMEp MOJUBHHHIIOBOTO CIUPTA U
MOJVATHISHIJIMKOIS. JTO MOKPBITHE JIETKO PACTBOPSIETCSI M MOXKET ObITh MCIOIB30BAHO ISt
HAHECEHHs TOKPBITUS pachbiieHHeM Ha TabjaeTku mpu KoHIeHTpamusx a0 30% mo Becy
KOMITO3ULMY. [IONMBUHUIOBEI CHUPT W MOJMMITHISHIVIUKOIb OOPa3ylOT IUIACTHUHOE
MOKPBITHE C HHU3KOM KIEWKOCTBhIO, UTO YCTpaHseT MOTPeOHOCTh B ILIacTU(UKATOPAX U
CpeacTBax IS YCTPaHEHWs KIEWKOCTH. B COOTBETCTBHM C JPYTMM  BApHAHTOM
OCYILECTBJICHHUS! IIOKPBITHE COCTABIsIET OT mpubamsurensHo 1,75% no mpubnusurensHo 6%
Wy oT nmpubausuTensHo 2% 10 npubiausutensHo 6% 1mo Becy koMmosumu. Kak ykazaHo B
HIKETIPUBEAEHHOM TpUMepe 2, TaONeTKH C MOKPBITHEM, COCTABJSIIOIIMM MPUONTH3UTETBHO
2% 1o Becy KOMIO3WLMH, NP A00aBIEHUH BOIBI PA3pYyLIAIOTCS W HAUMHAIOT HEMEITEHHO

JesuHTerpupoBarbcs  (m.e. B mpenmemax S5-10 cexyHa). TabmeTku ¢ MOKPBITHEM,
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COCTABISIIOIIMM NPHONMU3UTENEHO 2% MO Becy KOMIIO3HMLMH, PaspyLIAOTCS M HAYMHAIOT

HEMEUICHHO AC3UHTErPUPOBATHCS B BOJE B mpeaenax 10 30 CekyHI.

Bcnomozamenwvnste cpedcmea

dapMaIeBTHYESCKUE KOMITOZUI[UM B COOTBETCTBHHM C HACTOSIIHMM H300pETeHHUEM
JOTIOTHUTEFHO BKIIOYAIOT IO MEHBIIEH Mepe OXHO BCIOMOTarelbHOE CPencTBo.
Hcnonrs3yemslii B HACTOSIIEM JTOKYMEHTE TEPMHUH «BCIIOMOTATEIbHOE CPEACTBO» OTHOCHUTCS
K (apmMakosOrHyecKr HEAKTHUBHBIM BEIIECTBAM, KOTOpPbIE MOTYT OBITh HCIIOIb30BAHBI,
HampuMep, Uil YBelIWdeHus: o0beMa WIM MacChl COCTaBa, obierdeHus: crmocoda
W3TOTOBJICHUS, CTAOWIM3alMA WA 3aIUThl AKTHBHBIX HWHTPEIUEHTOB TPH XPAHSHHH,
BIUSIHHSI HA PAacCTBOPUMOCTb KOMITO3HUIIMH, BIWSHHUS HA JE3UHTETPALUI0 KOMITOZUINH WA
VIIy UIIEHHUS BKY COBOM MIPHUBJIEKATENBHOCTH. HeorpanununBaroiue MIPUMEPBI
BCIIOMOTATETBHBIX CPEJCTB AJIsl MPUMEHEHUsS B COOTBETCTBUU C HACTOSIIUM HM300pETEHHEM
BKJIIOUAIOT B Ce0sl AaHTHAATre3WBBI, CBS3YIOUIUE, MOKPBITHS, Pa3PbIXIUTEIH, HATOTHUTENH,
BKYCOApOMAaTHUECKHE CPeNCTBa, KPaCUTEIH, CMa3bIBAIOIIME CPEACTBA, CIOCOOCTBYIOLIHE
CKOJIbXKEHHUIO CPENCTBA, COPOEHTHI, KOHCEPBAHTHI W TMOACAACTHTETH. B COOTBETCTBHH C
OTpEAEIeHHBIMYI BAPHAHTAMU OCYIECTBJICHUS TA0IETKU HE BKIIOUAIOT B Ce0sl KOHCEPBAHT.

B  cootBercTBMM < C  OJHHM  BAPUAHTOM  OCYUISCTBJICHHSI  NepOpalbHas
(dapmarieBTHUECKas TaONETUPOBAHHAS KOMIIO3HIMS COAEPXKHUT IO MEHBINEH Mepe OIHO
BCIIOMOTaTEIbHOE CPEACTBO, BBIOPAHHOE W3 TPYIMIMbI, COCTOSINEH W3 Pa3PBIXJIUTENS,
CBSIBYIOIIETO, CIMOCOOCTBYIOIIETO CKONBXKEHUIO CPEACTBA, CMA3bIBAKOIIETO CPEACTBA M HX
koMOuHanuii. B COOTBETCTBMM ¢  KOHKPETHBIMH  BAapHAHTAMH  OCYIIECTBJICHHUS
BCIIOMOTATeNBHOE CPeACTBO(a) SBISIETCSl pACTBOPUMEIM. B COOTBETCTBUU C ONpeneeHHBIMU
BapHaHTAMU OCYIIECTBJeHHs O0Ilee COAEPKAaHHE BCIOMOIaTENbHOTO CpPEACTBa B
KOMITO3HIIUK COCTaBIsIeT MeHee ueM npubnusureapHo 40%, 35%, 30%, 25% win 20% mno
BECy KOMITO3UIMH. B COOTBETCTBHH C OTHIUM BapHUAHTOM OCYIIECTBISHHS 00IIee Coaep kaHne
BCIIOMOTATENBHOrO CPEACTBA B KOMITOZUIIMH COCTABJISIET MeHee ueM mpuOmusutensHo 30% mo
BEeCYy KOMIIO3MIMH. B COOTBETCTBUH C KOHKPETHBIM BAapPUAHTOM OCYIECTBJIEHHUS OOIee
COJIEpKAHNE BCIIOMOTATeIbHOIO CPEJACTBA B KOMIIO3HUIIUM COCTABJISIET MEHEe ueM

npUOIU3UTEIBHO 25% 10 BECYy KOMITOZUIIHH.

Pazpovixsmmeru
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B  cootBerctBMM € OZHMM  BapUaHTOM  OCYLISCTBJIEHHSI  MEepPOpaTbHAs
tdapmaneBTHueckasi ~ TabIeTHpOBAHHAS KOMITO3ULIUS COIEPKUT Pa3PBIXIUTEND.
Hcnonezyemblii B HACTOSIIEM JOKYMEHTE TEPMUH «Pa3pBIXJIUTENb» OTHOCHTCSI K
COCOUHECHUIO, KOTOPOC pacIrpsieTCsd W PaCTBOPSCTCA IIPU  YBIAKHCHHUH, BbI3bIBAsI
paspylieHne TaOMeTKH ¥ BBICBOOOXKIEHHWE aKTHBHOTO CPEICTBA, Hanpumep, cyib(aTHBIX
COJel, B JKeTaeMoM Y4YacTKe BcCachblBaHMs. Pa3peixiaurens Take (QyHKIMOHHUPYET C
rapaHTHel Toro, 4to coequHeHus Oy IyT KOHTaKTHPOBATh C PACTBOPUTENIEM, TAKUM KaK BOJA,
JUTSL A€3UHTETPALHH.

Heorpanuuusaromuye npuMepsl pa3pbIXJIUTeNei A1s NPUMEHEHUs B COOTBETCTBUU C
HACTOSIIIUM H300peTeHHeM BKIIOUAIOT B ceOs arap, KapOOHAT KaablMsl, KapTO(eTbHbIH U
TAIMOKOBBIM KpaxMall, aIbTHHOBYIO KHCJIOTY, HEKOTOPbIE CHIIMKATHI, KOJUIOMJHBIA JTUOKCH
KpEeMHUsI, KpaxMaJITJTUKOJIAT HaTpus, KPOCIIOBUAOH, IONepEeYHO CIIUTBIH
nomuBuHUIUppoanaod, moBuaoH, Kollidon CL, Kollidon CL-SF, caxap, caxapo3sy,
nexcrpo3y, ManHut, Ludiflash (90% wmannuta, 5% xocmoBuaona (Kollidon 30) u 5%
nojvBuHUnanerata (Kollicoat SR 30D)), kapOoHar Hatpusi u uWX KoMOuwHaimu. B
COOTBCTCTBHUU C OJHUM BapHUaHTOM OCYIICCTBJICHU A paBpI:IXJ'II/ITeJ'IL(I/I) SIBJISICTCSI
pacTBOPUMBIM. B COOTBETCTBHM ¢ OZHMM BapHAHTOM OCYILECTBICHUS PA3PBIXIUTENb BEIOpaH
3 rpymmbl, cocrosmier u3 mosuaoHa, Kollidon CL, Kollidon CL-SF, caxapa, caxapo3sl,
JEeKCTPO3bl, MaHHHTAa WIH WX KOMOMHamuu. B coOTBeTCTBMM C OJHHMM BapHAHTOM
OCYILIECTBJICHUS] TepopaibHble (apMaLeBTHUSCKHe TabJeTHPOBAHHbIE KOMIO3UIUH B
COOTBETCTBHM C HACTOSIIUM H300peTeHHeM BKIIOUAIOT B ce0sl MAaHHUT M HEOoOs3aTelbHO
JONOJHUTENBHBIN pa3peIxiauTens. Hampumep, paspeixiureneM MokeT ObITh KoMOWHALus
caxapa M IOBHIOHA. B COOTBETCTBUH C KOHKPETHBIM BApHAHTOM OCYILECTBJICHUS
Pa3PBIXTIUTEIEM  SIBJISICTCSL KOM6I/IHaI_II/I$I MAaHHHUTa HW NOOBHAOHA. B coorBerctBHU C
KOHKPETHBIM BapHAHTOM OCYIIECTBISHHS PA3PBIXJIUTENEM SIBISIETCS] KOMOMHAINSI MaHHUTA,
Kollidon CL u Kollidon CL-SF. KomOuHanus MaHHATAa W TOBHIOHA MPOSBISET OCOOSHHO
JKeJaTeNnbHbIA TPpouiIs Ae3uHTerpamu. be3 orpaHuueHns Kakoi-mu00 KOHKPETHOM Teopreit
npeanojaracTes, 4To MaHHUT IIPOBOIUT BOAY BO BHYTPCHHIOKO YacCTh Ta6.]'IeTKI/I, 06eCHqu/IBa$I
JOCTYI BOJABI K JPYTHM Pa3pbIXJIHTENSM, TAKMM Kak MOBHIOH, TeM caMbIM oOecreunBas
yBenuueHue oObeMa pasphIXJIuTeNsl mpu Oojee BBICOKOH ckopocTd. OTHOLIEHHE CPEACTBa
KaMWUTSIPHOTO 3aTeKaHMsl, TAKOTO Kak MAHHUT, K Pa3pbIXJIMTENI0, TAKOMY KaK MOBHJIOH,
MOKeT 00eCTIeunBaTh JKeIaeMyI0 CKOPOCTb Je3MHTErpalin. B cOOTBETCTBUM C KOHKPETHBIMHU
BAPUAHTAMH  OCYLISCTBJICHHS] MAaHHHT COCTaBIsieT OT mNpuOmm3uTensHo 6% 10

npubnuzurensHo 15% wmm ot npubmmsutensHo 8% m0 mpubmusutentHo 12% 1o Becy
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kommo3uuuu. B kauectBe ansrepHarmBbl wiam kpome Toro, Kollidon CL cocrasister or
npubnuzurenbHo 4% g0 npubmmsurensHo 12% wnm ot mpubnuzurensHO 6% 10
npubmmsurensHo 10% mo Becy koMmos3unuu. B xauecTBe anbTepHATHUBBI WM KPOME TOTO,
Kollidon CL-SF cocrasasier ot mpuOnuzurenbho 2% a0 npuOIu3uTeasHo 7% wWid OT

npubnuzurenasHo 3% 1o npubau3utensHo 6% Mo Becy KOMIO3ULIUH.

Cesizyrouue

B  cooTBeTrcTBMH €  OJHHM  BapHAHTOM  OCYINSCTBJIEHHSI  TepopaIbHas
(dapmaueBTHUeCKasT TaONEeTHPOBAHHAS KOMITO3MITASI BKIOYAET B ceOs  CBS3YIOIIEE.
Hcnone3yeMelil B HACTOSILIEM JOKYMEHTE TEPMUH «CBSI3YIOLIEE)» OTHOCHUTCSI K HEAKTUBHOMY
HUHTPEIUEHTY, KOTOPBIN yAEP:KUBACT MHIPEIUEHThl KOMIIO3ULIMKA BMECTE IPU NMPECCOBAHUU
WX OpHU co3AaHnH TaldneTku. HeorpaHnuMBaromuye mpuMephl CBSI3YFOIIUX TSl IPUMEHEHHSI B
COOTBETCTBHU C HACTOSIIUM H300PETEHUEM BKIIOUAIOT B Cebsl caxaposy, IaKTo3y, KpaxMabl,
LUELTION03y, MOTU(PUIMPOBAHHYIO UHELIIONO03Y, TAKYK KaK MHKPOKPHCTALIMYECKAs
LHEUTION03a W THAPOKCHIPONMWILELIION03a, KCHIUT, COPOWT, MAIbTHT, JKEJIATHH,
TIOJTMBUHILTITAPPOIUAOH, MOMMATHISHTINKOIb, PEG3350, PEG8000, xcaHTaHOBYI0 KaMenb U
uX KoMOuHaIMu. B COOTBETCTBHM ¢ OAHUM BAPUAHTOM OCYIIECTBICHHS CBSI3YIOIIEE BEIOPAHO
W3 TPYIIeL, cocrosimed n3 noamdtwieHrnukons, PEG3350, PEG8000 u ux xomOWHaIImid.
PEG3350 u PEG8000 sBstroTcsi 0COOEHHO MPEAMOUYTUTENLHBIMEA CBSI3Y FOILUMH, OCKOIBKY
OHM TIOJIHOCTBIO PACTBOPSIOTCS M OOECIEUHBAIOT TMOJYUYEHHE XOpouio c(hOpPMOBAHHOMN
TabneTku. B COOTBETCTBUU C eIle OHUM BAPUAHTOM OCYINECTBICHHUS CBSI3YIOIIEe COCTABISET
or npubmmsurensHo 1% 10 mnpubmmsurensHo 10%, or npubamsurensHo 2% 10
npubmusurenbHo 6% win or npubmusutensHo 3% g0 mpubnusutensHO 5% MO Becy

KOMITO3UITUH.

Cnocobcmeyroniee CKOJIbIHCEHUIO CPEOCBO

B  cooTBeTrcTBMHM ¢ OZHHM  BapHAHTOM  OCYINECTBJIEHHS  TepopaIbHas
(dapmarieBTHUeCKas TaONeTHPOBAHHAS KOMIIO3MIMS BKJIIOUaeT B cedsl CIOCOOCTBYIOLIEE
CKOIBXKEHUKD  CPeACTBO.  Mcmomp3yeMblii B HACTOSINEM  JOKYMEHTE  TEPMHH
«CTIOCOOCTBYIOIIEE CKOJBKEHUIO CPEICTBO» OTHOCHUTCS K HEAKTUBHOMY WHTPEAUEHTY,
HCIOIB3YEMOMY B KaueCTBE JOOABKHU JUTS MOBBIIMIEHUS TEKYYECTH MPH MOAYUYSHHH TaOTeTKH,
MOCKOJBKY  O0ECeurBaeT OJHOPOAHOE CMEIIMBAHWE WHIPEAUEHTOB M MOMOraer
npeccoBaHni. HeorpaHnuuBaromme mpuMepbl CrIOCOOCTBYIOIIMX CKOJTBKEHUIO CPEACTB s

NPpUMCHEHHSI B  COOTBETCTBUU C  HACTOSIIUM I/IBOGPGTGHI/IGM BKIIOYAIOT B  Cebs
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BBICOKOJMCIIEPCHYO ABYOKHCh KpemHust (Aerosil 200), tampk, kapOOHAT MarHUs U HX
komMOuHammu. B cooTBETCTBMM C OZHMM BAapHAHTOM OCYLIECTBJICHHS IEpPOPATbHOU
dapmarieBTHUEeCKOll  TaOJETHPOBAHHOM  KOMIIO3HMIUH  CIOCOOCTBYIOIIMM  CKOJIBKEHHIO
CPEACTBOM SIBIISIETCS BBICOKOAWCIIEPCHASI IBYOKUCh KPEMHUS.. B COOTBETCTBHH C ellle OTHUM
BAPUAHTOM OCYIIECTBIICHHSI CIOCOOCTBYIOIEEe CKOBKEHUIO CPEACTBO COCTABISIET MEHEe UeM
npubnuzurenasHo 2% wam npudnuzutensHo 1%. B kadecTse arbTepHATUBEI WM KPOME TOTO,
CIOCOOCTBYIOIIEE CKONBKEHHIO CPEACTBO cocrasiasier oT npuOmusurensHo 0,1% 1o
npubmuzurensro 0,8% wim ot mpubamzurensHo 0,2% no npubmmsurensHo 0,5% mo Becy

KOMITO3UITHUH.

Cmazsiearoniee cpedcmeo

B cootBercTBMM ¢  OJHUM  BapUaHTOM  OCYILUIECTBJIEHHSI  IEpOpalbHAas
tdapmaueBTiueckass TabJIeTUPOBAHHAS KOMIIO3WIMS BKJIIOUaeT B cebsl CcMa3bIBaroIIee
cpeactBo. HMcmonb3yemblii B HACTOSIIIEM JOKYMEHTE TEPMHH «CMAa3bIBAIOINEE CPEICTBOY
OTHOCHTCSI K HSAaKTHBHOMY HHI'PEIHEHTY, KOTOPBIH 00IerdaeT mpeccoBaHHe KOMIIO3ULNH TSI
obpas3oBanust TabIeTKU U BBHICBOOOXKIEHHE TAOJETKH M3 (OPMBI B MPOLECCE H3TOTOBJIECHHSL.
Heorpannumnsaronme mpuMepbl CMa3bIBAIOIINAX CPEACTB JUISl IPUMEHEHHUS! B COOTBETCTBUH C
HACTOSIIIUM H300peTeHHeM BKIIOUAIOT B cels creapar MarHds, CTEApHHOBYIO KHCIIOTY,
creapwadymapar HATPHs, THAPOTEHH3WPOBAHHOE PACTHTEIBHOE MACi0, TAIbK, JHOKCH]
KpeMHUsI, MUHEPATBbHOC MAaCJIO, INTUUHEPUHMOHOCTEPAT U UX KOM6I/IHaI_[I/II/I. B cooTBercTBUM C
OJHHM BAapHAHTOM OCYIIESCTBJIEHHS IepopanbHas dapmaneBTHuecKas TabIeTHpOoBaHHAS
KOMITO3ULIMS BKJIIOYAET B cebsl CMAa3bIBAIOLIEE CPEACTBO, BHIOPAHHOE M3 IPYIIBI, COCTOSIIECH
U3 MHHEpaIbHOI0 Macia, TJMIEPHHMOHOCTEpaTra, creapara MarHws, creapuidymapara
HaTpUs U UxX KOM6PIHaL[PII>i B cooTBercTBUM C OMpEeaACICHHBIMU BapuaHTaMU OCYIICCTBIICHUSI
nepopanbHas (apManeBTHueckas TabIeTHPOBAaHHAS KOMIIO3WLMSI BKIIOYaeT B cels
CMAa3bIBAIOIEE CPEACTBO, KOTOPOE COCTABJIsieT MeHee ueM mnpubnmsurensHo 2%, 1% wmu
0,5%. B xadecTBe aJIbTEPHATUBEI WJIH KPOME TOTO, CMa3bIBAIOIIEEe CPEACTBO COCTABISET OT
npubmuzurensro 0,2% 1o npubmuzutensHo 0,8% wim ot mpubmusutensHo 0,4% 10

npubm3urensHo 0,6% 1Mo BECY KOMITOZHIIUH.

Taobnemra
INepopanbHbie (apMaleBTHUSCKUE KOMITO3UIMM B COOTBETCTBHM C HACTOSIIHM
n3obpereHneM mnpeacraBieHbl B (opme Ttabmerku. TabmeTMpoBaHHBIE KOMIO3WIIMHA B

COOTBETCTBHH C HACTOSINUM wH300peTeHneM pa3pabarelBalOT TakK, YTOOBI MaKCHMAIBHO



25

MOBBICUTEL COJepiKaHKe cyab(dara U CBECTH K MUHMMYMY HEOOXOOMMOE YMCIO TalNeToK, a
Takke 4ToOBl MHIYyLHUPOBATH KelaeMbld crabuTelnbHbli 3PQPEeKT U, KpoMe TOro, PelnThb
BOIIPOCHI COOMIOMEHMSI OOJBHBIM pEKUMA JieueHus U ero ympoOcrBa. ClieaoBaTelbHO, B
COOTBETCTBHM C OJHHM BApHAHTOM OCYLIECTBJIEHHS MepopanbHas (apMareBTHiecKas
TabIeTHPOBAHHASL KOMITO3HULIUS COCTABIISIET OT nMpuOnu3ntensHo 1000 Mr 1o mpubIu3UTeIEHO
3000 mr, ot mpubauzurensHo 1500 Mr 10 npubiauzutensHo 2500 Mr Wi OT MPHOIUZUTETBHO
1700 mr go npubmusurensHo 2000 Mr. B COOTBETCTBUM € KOHKPETHBIM BapHAHTOM
OCYILECTBJIEHUS] MepopanbHas (apmaneBTHyeckas TaOleTHpOBaHHAS KOMIIO3ULMAS MOXKET
COCTaBIATh NpudOM3UTEIbHO 1800 Mr,

B cootBeTcTBHHM € MpeaNOYTUTEIBHBIM BAPUAHTOM OCYILIECTBICHUS TaOJIeTKA HMEIOT
TBEPIOCTH OT npubm3uTensHo 7 kp xo npubnusutensHo 15 kp, or npubnusutensro 7 kp 1o
npubmusurenpro 12 kp, or mpuGmusutensro 8 kp mo mpubmusutensno 12 kp wmm ot
npubmmzurensHo 10 kp no mpubnusurensro 15 kp. Tabnetka nomkHa OBITH JOCTATOYHO
TBEPJOH, YTOOBI TIO3BOJIUTH €€ MOKPBITHE U 00eCreunTs yYI00CTBO €€ M3rOTOBJICHUS], HO He
CITHIIKOM TBEpJOH, YTOOBI HE BIUSTH OTPHULIATEIHHO HA JKeIaeMblil MPOpHIb Je3HHTEr PAluu
B BOJE.

Tabnaetka Moxer uMeTh OOV ¢Gopmy. B COOTBETCTBHM C OJHMM BapHAHTOM
OCYIIEeCTBJICHUST TalNeTka SBJSIETCS TMPOMOJATOBATON, IBOSIKOBBIMYKIION — TabaeTKOH,
HampuMmep, maccoit mnpubmusurensHo 1800 Mr, ¢ MmIOCKMMH OoKamu, HEOOsI3aTeabHO
MOJYYeHHOW C HCIOMb30BAaHMEM CTAHAAPTHOIO HHCTPYMEHTa ISl TpeccoBaHus. Takwe
dopMa U pazMmep SBISIOTCS YIOOHBIMH Ui OOJBHBIX, MOCKOJBKY OBaIbHAas (opMma C
3aKpYTJIEHHBIMH IPaHsIMH 00eCIieunBaeT Iy ullee NepopalIbHOE BBEACHHE.

TabneTkn B COOTBETCTBHH C HACTOSIIUM H300peTeHHEM MOryT OBbITh IOJyYeHbI
JI0OBIM W3 psiAa CTAaHJAPTHBIX METOJOB M3 YPOBHSI TEXHHWKH, B TOM 4YHCJe, HampHMep,
SKCTpy3HeH, cdepoHusaumeil, BILKHOH TpaHyJIsueld, H3MeIbueHHeM W IpPSIMbIM
MIPECCOBAHNEM, B COOTBETCTBY IOIIMX CITyYasiX.

CormacHO OZHOMY acIeKTy HAcTosIee H300peTeHne OTHOCUTCS K  Crmocoly
MOy YEHHUSI nepopaibHOU (hapMareBTHUECKOMH Ta0IeTHPOBAHHOM KOMITO3ULINH,
BKJIIOYAIOIIEMY CTaJuM CMEIIMBAHUS 10 MEHbIIeil Mepe OXHOU cyabdaTHON coau U 1O
MEHbIIeH Mepe OJHOr0 BCIIOMOTATEIBHOTO CpPEACTBA W IPECCOBAHMS IOJYUSHHOW B
pesyabrare cmecu B Tabnerky. Craausi cMEIIMBAaHWS MOXKET BKIIOYATh CMEIIMBAHUE MACCHI
cyab(dara HaTpus, MpU STOM Macca CyJb(ara HATPHUS MO CYLIECTBY HE COASPIKUT YACTHULBI
cyJbdhaTa HATPUSI MEHbIIE YeM mpuOIu3uTeasHO 150 MkM u GobIe YeM MpUOIU3UTETBHO

750 MkM, Hampumep, MeHbe ueMm npuOmmsutensHo 300 MKM W Oomblie  ueMm
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npubmuzureabHo 750 MKM, MeHbIle 4eM npuOmm3uTensHo 150 MxM u Oonblie dem
npubnuzurensbao 1000 MxMm wim MeHbine yeM npubnusurensHo 300 MM u Oonpine yem
npubmuzutensHo 1000 MKM.

B CcOOTBEeTCTBMH ¢ IOpyrdM BapuUaHTOM OCYILIECTBJIEHHS HACTOSIIEE H300peTeHne
OTHOCHUTCS K cmoco0y MOydeHus NEepopaabHON (hapMaleBTHUSCKON TaOmeTHpOBaHHOMN
KOMITO3ULIMY, BKIOYAOLUIEMY CTAJWH CMEIINBAHMS MACCHl CyJb(ara HaTpUs U 0 MEHbLISH
Mepe OJTHOT'0 BCIOMOTaTeIbHOI'O CPEICTBA, IPH 3TOM Macca cyjb(ara HaTpus MO CYLIECTBY
HE CONEPKHUT YaCTULBI CyJb(aTa HATPUS MEHbIIe YeM MpuOIu3uTeapHo 150 MkM u Gonblie
yeM npuOnusutensHo 700 MM, HampuMmep, MeHblie uyeM npubmmsurensHo 300 MKM U
Gonpiie yeM npubau3utenbHo 750 MKM, MeHbIIe ueM npubausutensHo 150 MM u Gomnbie
yeM npuOmusutensHo 1000 MKM WK MeHbIIe ueM mpuOmu3utensHo 300 MKM 1 OOJIbIIE YeM
npubmm3ureasHo 1000 MM, a Takke MPECCOBAHHS MOAYUYEHHON B pe3yJbTare CMECH B
TabIeTKy.

Crnioco® MOKET IOIOJHHTENBHO BKJIIOUATh NMOKphITHE TabneTku. B coorBercrBum c
JIPYTHM BapHAHTOM OCYINECTBIEHHsSI CIIOCOO B COOTBETCTBHU C HACTOSIIIMM H300peTeHHeM
BKJIIOUAET MO CYIIECTBY VIAJIEHHEe YacTHL CyJb(ara HaTpus MEHbIIe YeM MPHOIUZUTETBHO
150 Mxm u Oosbine uwem mnpubmusutensHo 700 MKM, HampuMmep, MeEHBIIE YeM
npubnuzurenbHo 300 MkM m Oospine ueM mnpubau3uTenbHO 750 MKM, MEHbLIE YeM
npubmuzureabHo 150 MM U Oonbine yeM mpuOmusuteapHo 1000 MKM WM MEHbIIE 4YeM
npubmuzureasro 300 MxMm U Gosbine yem mpubmusuteasHo 1000 MM, 10 cMemuBanus. B
COOTBETCTBUU C €Il OJHWM BapHAHTOM OCYIIECTBIEHUs BCIIOMOTarelbHOe CpPEACTBO
BBIODaHO W3 TPYMNIBL, COCTOSINEH W3 pa3pBIXJIMATENS, CBS3YIOLIEro, CIOCOOCTBYIOLIETO
CKOJIBXKEHHIO CPEICTBA, CMA3bIBAIOIIEro CPEACTBA HX KOMOMHAIHIA.

B CcOOTBETCTBMM C KOHKDETHBIM BApUAHTOM OCYLIECTBIEHHS TaOleTku B

COOTBCTCTBHH C HACTOAIIUM I/1306pe’TeHI/IeM MOJIYy4YaroT, KaK OMUCBIBACTCS B IPUMEPE 4.

Cuoco0bl1 Jieuenus

Hacrosnmmee n3oOpereHme, KpoMe TOro, OTHOCHUTCS K Croco0aM HHIyILHPOBAHUS
MEPUCTANBTUKN KHUIIEYHUKA WM JIEUeHUs WIM IPeJOTBPAIlEHHUs! 3aropa MyTeM BBEIESHUs
NepopaNbHbIX  TAOJIETHPOBAHHBIX  (DApMAILIEBTUUECKUX KOMIO3WLMM, pPACKPBIBAEMBIX B
HACTOSIIIEM JOKY MEHTE.

Hcnonezyemble B HAcTOSIEM JOKYMEHTE TEPMHUHBI «JIEUUTH» WM <«JI€UeHUEe»
OTHOCSTCSA K YACTUYHBIM WJIM TOJHBIM OOJErdyeHur0, WHTUOMPOBAHUIO, 3aMeIICHHUIO

MPOSIBJICHHS, CHIDKEHUIO 3a00/IEBAEMOCTH, YIYUIISHUIO W/WIH OCAabJIeHHI0 3amopa Wid
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OIHOTO WJIM HECKOJBKHUX CHMIITOMOB 3aropa, B OJHOM MPUMEpPEe CHUMITOMOB OMHOUIHOTO
3amopa.

Hcnone3yemblii B HACTOSIIEM JOKYMEHTE TEPMHUH  «CYOBEKT»  O3HA4aeT
MJIEKOITUTAIOIIETO M BKIIOUAET B ce0si cyObeKTa-uenoBeka U CyObeKTOB-)KHBOTHBIX, TAKUX
KaKk JOMAIllHUE JKUBOTHBIE (Hanpumep, Jomamu, Cco0akW, KOWKU U m.0.) u
JKCIIEPUMEHTAIBHEIE KUBOTHBIE (Hanpumep, MBIIIH, KPBIC, COOAKH, IMUMITAH3E, Y3KOHOCHIE
00e3bsiHBL U M.0.). B COOTBETCTBHM ¢ KOHKPETHBIM BAPUAHTOM OCYILIECTBIEHHUS CYOBEKTOM
SIBJISIETCSI YUETOBEK.

Hcnonp3yeMbie B HACTOSIIIEM MOKYMEHTE TEPMHHBI «CTPAAaTh» WM «CTPATAHUE)
OTHOCSITCS. K OJHOMY WJIH HECKOJBKAM COCTOSIHUSIM, KOTOPbIE OBLIM IMArHOCTHPOBAHBI Y
GONILHOTO, B YACTHOCTH, C 3aIIOPOM, WU C TOJO3PEHUEM, B UACTHOCTH, HA 3a1op.

Hcmonp3yeMblit B HACTOSIIIEM TOKYMEHTE TEPMHH «3ariop» OTHOCHTCS K COCTOSIHHIO,
MPH KOTOPOM CYOBEKT CTPagaeT OT PEIKUX OMOPOKHEHUU KUIISUHWKA WM OMOPOXKHEHUU
KHUIIEYHUKA, KOTOPBIE SIBISIOTCS OOJIG3HEHHBIMH W/WiH mpoxomar ¢ TpyxoMm. CyObekr,
WCHBITBIBAOIIUH 3aI0p, YACTO CTPAAAST OT HANPSDKEHUS BO BPEMSI OITOPOKHEHIH KHIIETHUKA
W/WTH OT OIILY IEHHUS HEMOJIHOTO OTIOPOKHEHUSI TIOCIE OMOPOKHEHUH KUIIIEUHHKA.

Hcnonp3yemMble B HACTOSIIEM JOKYMEHTE€ TEPMUHBI «IEPUCTATBTHUKA KUIISUHUKA»
WK «CTabuTEeNbHAs PeAKIHs» OTHOCUTCS K MPOXOKACSHUIO U OMOPOKHEHHIO Kasla.

B cooTBercTBHM ¢ OJHMM BapHaHTOM OCYIIECTBIEHHS! HACTOsIlee H300peTeHne
OTHOCHUTCSI K CIOCO0aM WHIYUUPOBAHHUSI MEPUCTATBTUKA KUIIEUHHKA WIH JSYSHUS WU
MPenynpPEKISHUS 3armopa MyTEM MPSIMOT0 TEPOPANBHOTO MpHEeMa, M.€. TPOTIATHLIBAHUS,
KOMITO3WIIAN B COOTBETCTBUHU C HACTOSIIUM H300peTeHneM. B COOTBETCTBHM ¢ KOHKPETHBIM
BApPUAHTOM OCYILECTBIEHHUS] KOMIIO3MLUH B COOTBETCTBHH C HACTOSIIUM H300peTeHHeM
MOTYT HEMOCPEACTBEHHO MPUHUMATHCSI BHYTPh C BOAOM.

B cooTBETCTBUM ¢ APyTHMM BAPHAHTOM OCYIIECTBJICHUS KOMITO3UIIUU B COOTBETCTBUH
C HACTOSIIIIAM M300pEeTEHHEeM MOTYT Je3WHTErPUPOBATHCS B BOJE, 4 3aTEM BOJHAS TUCHEPCHS
MOJKET TPUHUMATbCS BHYTpPb IepopaapHO. Toraa Kak KOMIO3WLIHWHA B COOTBETCTBHH C
HACTOSIIMM H300peTeHHEM CIOCOOHBI HEMEIEHHO A€3UHTErPUPOBATHCS B XOJIOJHON BOJE,
Hanpumep, B Boge or 2°C pmo mpubmmsurensHo 10°C, KOMIO3MLMH — MOTYT
JIE3UHTETPUPOBATLCS B BOJAE TMPH  BApbUPYIOIMMX Temmeparypax. JlelcTBUTENBHO,
paccMarpuBaeMble TepopaibHble TabJleTHPOBAHHBIE KOMIIO3HLMH W3 Cyib(ara HaTpus
VHUKAJIBHBIM 00pa3oM CHOCOOHBI JE3MHTErPUPOBATHCSI MPH MOHMKEHHBIX TEMIIEparypax
BOJIbI, M HE OTPAHUYMBAIOTCS TEMIIEPATY PO BOABI, B KOTOPYI KOMITO3UIIMIO TOTPYIKAKOT TSI

nepopaibHOro mnpueMa. Hampumep, KOMIO3MIMM B COOTBETCTBUHM C  HACTOSIIIUM
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n300peTeHreM MOTYT Je3uHTerpupoBathes B Bojae mpu 2°C, 3°C, 4°C, 5°C, 6°C, 7°C, 8°C,
9°C, 10°C, 11°C, 12°C, 13°C, 14°C, 15°C, 16°C, 17°C, 18°C, 19°C, 20°C, 21°C, 22°C, 23°C,
24°C wm 25°C. B COOTBETCTBHY C PA3INYHBIMHA BAPHAHTAMU OCYIIECTBICHUS KOMIIO3UIIAN B
COOTBETCTBHH C HACTOSIIIUM M300pEeTEHHEeM MOTYT Je3UHTErPUPOBATHCS B 5 M1, 6 M, 7 M1, 8
M, 9 ma, 10 m1, 11 v, 12 min, 13 M, 14 1 w15 M1 Boasl. B kauecTBe aapTepHATUBEL,
KOMIIO3WIIUA B COOTBETCTBUU C HACTOSIIIUM H300peTeHHEM MOTYT OBITh BBEICHBI B BHIE
BOJHOTO PacTBOPA, AOCTABISIEMOrO Yepes3 30H AJsl MUTAHUSL.

B cooTBercTBHH C ATBTCPHATUBHBIMU BapUaHTaMH OCYIICCTBJIICHUSI KOMITO3UIIUN B
COOTBETCTBHM C HACTOSIIM H300pEeTEeHHEM MOTYT AE3UHTErPHPOBATHCS B APYTHX BOIHBIX
cpelax, HampuMmep, B apOMATU3WPOBAHHBIX HAMUTKAX, C TMOCASAYIONIMM TEPOPATBHBIM
MPUEMOM BOJHOW mucriepcuu BHYTpb. LISl 1enell HacTosmero u3oOpeTeHUs CIIOHA U ee
KOMITOHEHTBI HE PACCMATPHUBAIOTCSI B KAUECTBE BOJAHOMN Cpeabl 1uist ObICTPOM AE3MHTErpaluu
KOMITO3HUIINH.

CormacHo cnoco0aM, ONMMCHIBAEMBIM B HACTOSILEM JOKYMEHTE, CyObeKTaM BBOJIST
o (peKTUBHOE KOJUYECTBO TaONeTKH U3 cyjabdarHoll comu ISl  WHAYLUPOBAHUS
NEPUCTAITBTUKHA KHIIICYHUKA. HCHOJ’I]:ByeMI:Iﬁ B HACTOSIIEM JAOKYMEHTEC TEPMUH
«(p(]ekTUBHOE  KOMUYECTBO»  OTHOCHUTCS K  COJAEPXKAHHMIO, HEOOXOaUMOMY IS
VHIY TUPOBAHMSI MEPUCTATHTHKH KUINISYHUKA WK TS JISUSHUS WK TPEJOTBPALIEHHUS] OJHOTO
WIN HECKOJBKAX CHMIITOMOB 3amop. B COOTBETCTBMM C HEKOTOPBIMH BapHAHTAMH
OCyIIeCTBIeHUsT «3(PPEKTUBHBIM KOIMUECTBOY» MPEACTABISIET COOOM MO MEHBIIeH Mepe
MUHUMAJIBHOE KOJIHYECTBO MEPOPATBHBIX KOMIIO3MIUN W3 Cyab(aroB B COOTBETCTBHH C
HACTOSIIMM  HM300pEeTeHHeM, KOTOpOe SBJISIETCS MOCTaTOYHBIM Uil  MHIYIMPOBAHUS
MEPUCTATLTAKA KHIIEYHHKA WIW IS JIEUeHHs WIA TpeaynpekaeHus 3amopa. B
COOTBETCTBHM C HEKOTOPbIMH BApHAHTAMH OCYIIECTBIEHHS TepMuH <«3(ddexkTuBHOE
KOJIMUYECTBOY, MCIIOIB3YEMOE B OTHOIIEHHH KOJHYECTBA CYJb()aTHOTO MOHA WU CyJIb()aTHOU
cou(coseit), OTHOCUTCS K KOJHUYECTBY CyJab(arHOro WoHA WM Cyiab(paTHOW comm(coei),
WA X KOMITO3UIMH, TOCTaTOYHOMY /ISl HHAYLHPOBAHUS MEPUCTAILTHKA KUIISYHUKA WA
AL JICYCHU A WKW NPEAYyIPEKACHAS 3amopa.

B cooTBercTBHMM C pa3TUYHBIMH BApPUAHTAMH OCYIIECTBJICHHS KOMITO3UIIMH B
COOTBETCTBHHU C HACTOSIIIAM U300pPETeHHEM TO/UKHEI OBITH BBEJCHBI TAK, YTOOBI 0OSCIEUNTh
npueM 1o MeHeled mepe 2 rpamm, 3 rpamm, 4 rpamm, S5 rpamm, 6 rpamm, 7 rpamm, 8 rpamm,
9 rpamm wim 10 rpamMm Cyab(parHOr0 MOHA, HATPUMEP, MPUCY TCTBYIOIIErO B BHAE Cyabdara
HaTpus, cynb(dara Kanus uiu ux KOMOMHAIUU. B COOTBETCTBHHM C pa3MHYHBIMU BapUAHTAMU

OCYINCCTBJICHUSI KOMITIOSUIIUK B COOTBCTCTBHH C HACTOSMIIHUM I/ISOGpGTeHI/IeM JOJIKHBI OBITh
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BBEJICHBI TaK, 4TOOBI 00ecneunTh nMpueM OT HPUOIH3UTENBHO 2 TPaMM A0 NPHOIHZUTETBEHO
10 rpamm, oT mpuOIU3UTENBHO 2 TpamMM A0 7 rpamM, OT HPUOIM3HTENBHO 3 TpaMM 10
npuOIU3UTENBHO 6 IpaMM WM OT NPUOIM3HTENBHO 4 TpaMM 10 NPUOIH3UTENBHO S5 rpamMm
CyJb(paTHOrO MOHA, HATIPUMED, CyIb(dara HATPus, Cy/Ibdara Kalus Wid UX KOMOMHAIIUH, IS
WHAYUHAPOBAHMS MEPUCTATBTHKM KHIISYHHKA WIH JUISl JICUSHUS] WM MpenynpekIeHus
3amopa. B cooTBercTBMM ¢ JApPYIMMH BapHaHTaAMH OCYIISCTBICHHUS KOMIIOZHIMHA B
COOTBETCTBHH C HACTOSIIUM H300peTeHneM MOJLKHBI OBITh BBEJEHBI TAK, YTOOBI 00ECIIeUnTh
NpueM N0 MeHbIIeH Mepe 2 rpamM, 3 rpamym, 4 rpamm, 5 rpamm, 6 rpamym, 7 rpamm, 8 rpamm,
9 rpamM, 10 rpamm, 11 rpamm, 12 rpamm, 13 rpamm, 14 rpamm unu 15 rpamMm cyabgarHbIX
coJieli, HarpuMep, cyabdara HATpHsl, cyabdara Kkatust Wik nx komOuHanuu. B coorsercrBun
CO CIeAyIOUIMMH BApUAHTAMH OCYINECTBJEHUS KOMIIO3UIMHA B COOTBETCTBUU C HACTOSIIUM
M300peTeHreM JOKHBI ObITh BBEAEHBI TAK, YTOOBI 0OECHEUUTh MPUEM OT MPUOIH3UTETBHO
2 rpamMM 10 MpHOMM3UTENBHO 15 rpaMm, OT NmpUOIU3UTENEHO 3 rpaMM A0 NMPUOIA3UTETBEHO
11 rpamv, oT mnpuONM3HTENBEHO S5 TpaMM J0 MNPHOMU3UTENBPHO 9 TrpaMM WIH  OT
npubIM3UTEeNbHO 6 TPaMM 10 HPHOMU3UTENBEHO 8 TpaMM CyJb(arHBIX cojlel, Hampumep,
cyabara Harpus, cyibpdara Kamus WIK WX KOMOWHAIMH, ISl HHIY THPOBAHUS
MEPUCTATBTUKHI KUINEUHUKA WIH IS JISUSHHUS] HITH MPey ek IeHUsI 3amopa.

Jnst mocTiKeHusl KedaeMbIX ypoBHEH 3()()eKTHBHOCTH NMEpUCTANBTUKY KHIIEYHHKA
CcyOBeKTY MOKHO BBOJHUTH Oonee ueM OaHY TableTKy B 3aBHCHMOCTH OT KOMIIO3HIIMH
tabnerku. Hampumep, cyObekty MoxkHO BBOAUTh 1, 2, 3, 4, 5, 6 uau Gonee TabneTox st
HUHAYUAPOBAHHUS IEPUCTATBTHKH KALISTHUKA.

B cooTBerctBMM C pAa3NMYHBIMH BAPHAHTAMH OCYIIECTBJIEHHS CIIOCOOBI B
COOTBETCTBUH C HACTOSIINM H300peTeHrneM O0ecHeunBaloT HeMeNICHHYIO CIabuTeNbHYIo
peakuuto. Hampumep, KOMMO3HIMM MOTYT WHAYLUPOBATH MEPUCTATLTUKY KHIISUHHKA,
Hanpumep, AHIYy IUPOBATh ONOPOKHEHHE KUIIEUHUKA, B IIpeJenax MeHee ueM 1 gac, 2 gaca, 3
4aca, 4 Jaca, 5 4acoB Wi 6 4acCoB.

dapmaneBTHIECKIE KOMIO3UINN B COOTBETCTBHHU C HACTOSIIIUM H300peTeHnEM MOTYT
MPUHUMATBCSI CyOBbEKTOM MmO Mepe HeoOxoammoctu. Hampumep, ¢apmaiesTuueckue
KOMITO3ULIIMA B COOTBETCTBMH C HACTOSIIIMM H300pETEeHHEM MOTYT NPUHUMATBCS MPU
noTpeOHOCTH HHIAyLUpPOBATH HEMEIJICHHYIO W JKelaeMylo ClIabuTelIpHYI0 peaknuio. B
Ka4eCTBE aTbTEPHATHUBHI, (hapMalleBTUUECKHE KOMITOZHLUH MOTYT HPHHUMATBCS C PEKHIMOM
peryJsipHOTO TpHeMa, HampuMep, TPU pasza B JeHb, ABA pa3a B AE€Hb WIH OIHMH pa3 B JICHb.
Taxue pe;KuMbl MOTYT AJIUTHCSI IO MEHBLISH Mepe OAHY HeIewro, ABe Helenu, TpH Henenu, 4

HeJenu, 5 Hellesb, 6 HeJenb, 7 Helenb, 8 Heaedb W OOJIbIIE.
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B cooTrBercTBHM C HACTOSIIUM H300pETEHHEM BBEIEHHE MEePOPATbHBIX KOMITO3HLIUMN
U3 cyab(aTHBIX COJEH B COOTBETCTBHHU C HACTOSIMM H300pETeHHEeM, OCYIIeCTBIseMoe JIub0
HENOCPEACTBeHHBIM TpHeMoOM Tabnerku, Jub0 ee BOXHOM AWCIepCHH, HWHIYLHpYeT
MEPUCTATETUKY KHIIEUYHWKA [UIs JISUSHWI WM TpeaynpekIeHds 3amopa Oe3 CO3IaHus
KJIMHUYECKU 3HAYMMBIX MEPEHOCOB JIEKTPONUTOB y cyObekra. Mcrnons3yeMelil B HACTOSIIEM
JOKYMEHTe TEPMHH «KIMHUYECKH 3HAYMMBI» O3HAUAET OCYIIECTBICHHE W3MEHEHHH B
XHUMHUYECKOM COCTaBe KPOBH, KOTOpBIE HAXOMITCS BHE HOPMAIBHBIX BEPXHHUX WM HIKHHX
MpeJesoB ero HOPMATBHOIO JHWAana3oHa, WIW Jpyrux HebiaarompusatHeIX 3(dexTos.
Knuauuecku 3HAYMMBIE HApPYIICHUSI PAaBHOBECUA JSJICKTPOIUTOB MOTYT 6I>ITI: BbI3BAaHbI
HEXeNaTeNbHOM 4YnCTOM BOJOM mmM cekpeumeidl wim abcopOumed 3JeKTPOIUTOB, UYTO
MPUBOAUT, HANpPUMEP, K DIEKTPOJUTHOMY OaiaHCy, B TOM uuclie K rumnepdocharemun,
THIOKATBLEMHH, TOJOKHUTEIbHOMY OaaHCy HATPUSI W OTPHULIATETbHOMY OajiaHCy Kauusl.
CrenoBarebHO, B COOTBETCTBHH C KOHKPETHBIM BapHAHTOM OCYILECTBJIECHHS MEPOPATbHBIE
KOMIIO3UIIMKA W3 CyJb(paTHBIX COJNEfl B COOTBETCTBMH C HACTOSIIUM H300peTeHHEeM
UHIYOUPYIOT NMEPUCTATBTUKY KHIISYHHKA W/WIN JedaT WIH TNpeaynpexaaroT 3amop 0e3
KJIMHAYECKA 3HAYMMOTO HW3MEHEHHS] COAEpXKaHUs WIM OajaHca HaTpHsl, XJIOpHIA,
O6ukapOonara, kamus, xampiust U docdhara wim Apyrux HeOnaronpusTHeIX 3(P(eKToB Ha
peLUIUeHTa.

Opderr KOMIIO3UIMI B COOTBETCTBUHM C HACTOSIIMM H300pETEHHEM HA
JJEKTPOJUTHBIN OajaHC MOXKET ObITh OlLlEHEeH crocobamu, onuckiBaeMbiMu B mateHte CIIIA
Ne 6946149 (Cleveland), Bergaraom 20 centsiOpst 2005 r., MONHOE COAEPIKAHUE KOTOPOTO TeEM
CaMbIM BKJTFOUEHO B HACTOSIIINN JOKYMEHT HOCPEICTBOM CCHLIKH.

Hacrosmmee wu3o0pereHne nanee WLTIOCTPHPYETCS CIEAYIOUIMMH  IIPHMEPAMH,
KOTOpPBIE HE MAOIKHBI HCTOJIKOBBIBATBCSI KAaK OTrpPpaHUYCHHUC. Co,uepmaHI/Ie BCEX CCBUIOK,
MaTeHTOB W OMyOJMKOBAHHBIX 3aSBOK HA BBIAAYY IMATEHTOB, LUTHPYEMBIX B HACTOSIIESH
3asBKe, a TAKKe rpahuecKux MaTepHanoB, BKIIOYEHO B HACTOSIIUNA JOKY MEHT IOCPEICTBOM

CCBLIIKH.

HNPUMEPbBI

Ilpumep 1: SPdexm pazmepa uacmuy cyivpama Hampus HA OeIUHMEZPAUUIO
maoemxu ¢ éooe

ABTOpaMH HACTOSIILEr0 M300peTeHus ObUTO BBLICHEHO, 4TO OoJiee KpyIHBIE YaCTUIIBI
cyabdhara HaTpus pu 100aBIESHUU B XOJOJHYIO BOIY MPOSIBIISIIOT COBCEM APYToe IMOBEeASHHE,

qyeM MEJIKHH ITOPOILOK. V,I[aJ'IGHI/Ie MECJIKHX YaCTHIL cym:(baTa HaTpusi, HUKE HpI/IGHI/ISI/ITeﬂbHO
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300 mxM, TpUBOAMT K OOpa30BaHUIO TIOPOIIKA Cyib(ara HATPUs, KOTOPBIH HE
KPHCTALTM3HUPY €TCSI TOBTOPHO B TBEPAYIO MAacCy Npu A00aBIEHHHM B XOJIOAHYIO BOAy Oe3
nepememnBanust. [Ipu npumeHeHnn s TablIeTHPOBAHHBIX COCTABOB BBISIBUJIM HEKOTOPBIS
npeumyuectsa. [Ipexae Bcero, BpeMsl Ae3uHTerpauny TabieTKu CYLMeCTBEHHO CHIKeHo. Ha
¢ur. 1 nokazanel 3¢dexTsl TabneTok, MOTyUYeHHBIX W3 CyJb(ara HATPUSI C Pa3THUHBIMU
JUANa30HAMH Pa3MepPOB YACTHULI.

[TonyueHne TabaeTOK MONTHOCTBIO M3 MEIKHX YAaCTHI[ JaeT TabieTKy, KOTopas
MOJTHOCTBIO PACTBOPSIETCSI, TIPU 3TOM JE3UHTErpalisl MpOUCXoauT 3a 8-16 munyT. Tabnerku ¢
MIHPOKUM JWANA30HOM Pa3MEpPOB YACTHUIL, B TOM YHCIE C HEKOTOPHIM KOIUIECTBOM METKHX
YACTHIL, BCE K€ MPOSIBISIIOT HEKOTOPYIO CTENeHb CIMSHHUSI YacTHIl U IOBBIIIEHHE BPEMEHU
nonHoi aesunterpanuu. Hakonen, pazmeps! uactun ot 150 1o 700 MKM JaroT B pe3yJibTare
TabneTKy, KOTopas pa30yxaer U Ae3UHTErPUpyeTcs MeHee deM 3a 90 CeKyHI,

Bnaronmapst 3ToMy OTKpBITHIO OBUIM JOCTUTHYTBHI ApPYTHe NpeumyliectBa. Menkue
MOPOIIKH HUMEIT HU3kHe oObeMHble mioTHocTH. [lopomok cyasdara Hatpust He obnanaer
Xopomeli TeKydecTblo M Tpebyer Oosee BBICOKMX COAepKaHMH NOOABKM TSI MOBBIMICHUS
TEeKy4ecTH (BBICOKOIUCIEPCHOW IBYOKHCH KpPEeMHUS) Ui TOJTYyYEeHHUS CMeCH, KOTopas
o0agaer Xopouel TeKyuecTb U MOXKeT OBITh CIIPECCOBAHA C MHHUMAILHBIMH BapHALUSIMU B
Macce W TomummHe Tabnmerku. [lyTeM mOBBIIIEHWs] pazMepa dYacTUll CyJb(ara HaTpus
YBETHUNBATA OOBEMHYIO IUIOTHOCTH M CYINECTBEHHO YJyULIATH CBOMCTBA TEKy4eCTH, YTO
o0ecreunBano CHIDKEHHE COAEPIKAHHN CBS3YIOIIEro W JOOABKU TSl OBBILISHUS TEKYUECTH.
INoBrimenne o6beMHOI TUIOTHOCTH obecrieunBaio Oojee IIOTHYIO TabJeTOUHY0 CMECh U, B

KOHECYHOM UTOIC, CYINECTBEHHO CHHKCHHY IO TOJIIIHHY TaONeTKH.

Ilpumep 2: Ilokpsimus

B xkauecrBe Qopmbl IS BBEIGHHS C JBOMHBIM Ha3HaueHWeM, TalmeTka Iuis
HEMEUIEHHO! Je3HMHTerpauuMyd B BOJAE JOJDKHA OBITH JOCTATOYHO 3AlUIISHHOW s
YCIEIHOr0 OCYINECTBICHHS NEepOpaNbHOr0 BBeAeHWs] Oe3 OBICTpOIl Ae3MHTEerpanuu B
POTOBOM MOJOCTH.

B kauectBe Marepuana MOKPHITHS TECTUPOBATH CONOJIUMED IMOJMBHHIIOBOTO CITUPTA
u nommyTwiaeHrnukonsl. ConepikaHne MOKpbITUS € 2% yBEIMYEHHEM MAacChl AAaBATO B
pesyabrare TableTKy, KOTopas pacnaiganach U HauMHATA HEMEIEHHO Ie3WHTErpPHUPOBATHCS
mpu godasneHun B Boay (5-10 cexyHn), muist Tabnetok ¢ Oolee TOJCTHIM MOKpbITHEM (6%

YBEJIUYEHHE MAcChl) 3TO 3aHUMATO 10 30 CeKyHI.
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IMpu pazpaboTke MOKPBLITUSI BBLSIBIIIHM, YTO MOKPBITHE OBICTPO HE pacmajaeTcs U He
pacTBopsieTcsl, KOTra IOKPBIBAeTCsl CMIOHOU. [ToKpBIThIE TabneTKn MOTYT OBITh BBLICPKAHBI B
potoBoii mojoctu a0 30-60 cekyHn, mpexkae dyeM OyAeT OIIYIIAThCsS HEMPHSATHBIN BKYC
CyJb(haToB.

PaccmarpuBanu, 3aMemisier I KOMIIOHEHT CIIOHBI pacman U HalOyxaHue TabieTku.
Myuun Obl1 WAGHTHQUIUMPOBAH Kak TIJIABHOE 3aryCTeBAiOIlee M co3jarolnee Oaprep
CPEeICTBO, NPUCYTCTBYIOIee B CiHIOHE. JIIs TECTUPOBAHUS BJIWSHUS MyLHMHA Ha BpeMs
JEe3MHTErpaluy TaONeTKH pa3padaTbiBaIl IMUATALMOHHYO CJIIOHY HA OCHOBAHUH M3BECTHOTO
YPOBHSI TEXHHUKH MyTeM 00benuHenust diektpoauTos (12 MM KH,PO,4, 40 MM NaCl, 1,5 MM
CaCly) ¢ xemyqOYHBIM MYyLIWHOM CBUHBH NpU KOHIEHTpamusx 20 mr/mui u 50 Mr/mia u ¢
peryauposannemM pH 1o 6,2, YeaoBeueckast CIOHA COCTOMT M3 >20 MI/Mil MyI[HHA
MOAYETIOCTHOM JKeTIe3bl.

IMokpbiThie TabaeTKH OLEHWBAIA B UETBHIPEX pACTBOpPAX, COJAEPKALIMX BOAY,
3JIEKTPOJIUTHL ¥ UMHUTALMOHHYIO CIoHy mpu 20 mr/ma u 50 mr/mn mynuHa. [lokpeitue
HAaUMHAJIO PACTBOPSTHCS B Ipeaenax S5-7 CeKyHA Ha TableTkax, MOMEIIeHHBIX B 50 mi
BOONPOBOAHOI BOIBI mpH 23,4°C.

Ipn momermennu tabnerok B S0 M1 pacteopa 3ekrponutos (12 MM KH,PO4, 40 MM
NaCl, 1,5 mM CaCly, pH 6,2, 23,5°C) mokpeITHsI HAaUMHATN PACTBOPSTHCS B Ipeaetax S-
7 CexyHa.

VY IMBUTENBHO, YTO TaONeTKH, moMelneHHble B 50 MJI MMHTALMOHHYIO CIIOHY C
BBICOKHM coaepikanneM myuuHa (50 mr/mn mynuna, 23,2°C), BeayT cebsl COBEPIISHHO IO-
apyromy. TTokpeiTHe y Te€X W APYTHX TECTHPYEMBIX TaONETOK OCTABAIOCH HEM3MEHHBIM B
Teuenne 30 cekyHI. 3aMelJIEHHBbIM pachaj MOKPBITHS TakkKe ASMOHCTpUpoBaTU B 20 MI/mi
pacTBOpe MMUTALMOHHOM CIFOHBI.

OTHU TECTHI BHIOIHSIIH Iy TEM NOTPYKeHus TabneTok B 50 MJT IMUTALMOHHOU CITIOHBI,
YTO MPEACTaBIsSIeT SKCTPEMATIbHOE YCIOBHE TecTa I ASMOHCTPALUU IOABEPracMbIMU
BO3JISHCTBHIO TAaONEeTKaAMH PAa3THYMil B UX PEarnpoBaHUH B PA3HBIX PACTBOPAX. DTH TECTHI
JEMOHCTPUPOBAIH 3aMeJJIEHHYIO0 aKTHBHOCTH pacrajia BCIAEACTBHE IPHUCYTCTBUSI MyIIMHA B
CIIIOHE, a He 2JeKTpoiauToB. [Ipu dakTuueckoM mepoparbHOM NpHEeMe B POTOBOU IOIOCTH
HMEEeTCs] HAMHOTO MEHbIIIE CTIOHBI, 1 MOKHO OKHAATh Oosiee JTUTENbHY 0 3aAEPHKKY .

B mpupoxe MyumH HCOmB3yeTcs OpraHH3MaMH U1l CO3JAHUS 3alIUTHOro Oapeepa
IUTSL Y AP KaHUs Bjard U cMa3ku. KOMIO3UINK B COOTBETCTBUH C HACTOSIIIMM H300peTeHreM

MNOJIB3YKOTCI NPEUMYIIECTBOM HAINYUA MYLUHA MMOAUETIOCTHON JKejle3bl B CIIOHE IS
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MPOJIOHTUPOBAHUSA 3alTUTHI IIOKPBITUA U 151 obecreueHns CBOEBPEMECHHOI'O NporyiarbIBAHUA

TabMeTKU pu 00ECIIEUSHNH HEMENICHHON TE3UHTErPALIN B BOJIE.

Ilpumep 3: /leaunmezpanusn

Tabnerku, coOCTaBIE€HHBIE C MOMNEPEYHO CIIUTBIM IOJUBHHHII-TUPPOIHIOHOM
(moBugoHOM), B pe3yiabrare HaOyXaaum MEUIEHHO, eCiu BooOIe HalOyXalu, TP HU3KUAX
TeMmreparypax U JOMaTHCh Ha OOJIbIINE YaCTH, KOTOPBIE najiee He Ne3HHTErPHPOBATUCH HA
MEJIKHE YacTHIBL. 3aMopakuBaHue TabiIeTok mepen no0aBIeHHEM B XOJOAHYK) BOIY
3aMEIISUTO WITH Y CTPAHSLIIO NE3HHTErPAIHIO TAOIETKH.

anee oleHUBATH caxapHble Pa3pPBIXIUTENH. C€axapo3y, AEKCTPO3y, MAHHUT. OTH
PaspLIXJIUTEIH HEAOCTATOUHO 3P PEKTHUBHBI B X0I0AHOM Boje. TadseTku He HAaOyXaau WIH HE
JACBUHTETIPUPOBATHUCE. O,Z[Ha.KO IIpU UCIIBITAHUU Y BJIAJKHEHHBIX Ta6J'IeTOK O6Hapy)KI/IBa.T[I/I, qTo
OTU BCIIOMOraTC/IbHBIC CPEACTBA o6ecneananI/I VIYUIICHHOC 3aTCKaHue BOAbI BO
BHYTPEHHIOIO YacThb TaOJIETKH.

KomOuHanmy MaHHUTA ¥ MOBHIOHA JaBATH B pe3yJbTare TaONeTKH, MPOSBISIOIINE
skemaeMblit mpoduas pacrBoperust. [lytem 00beAUHEHNS XapaKTEPUCTHK 3aTEKAHUSI MAHHUTA
CO CBOWCTBAMM JE3WHTErPAIMK MMOBUIOHA CMOIJIM TMONYYHTh TaOMETKy, KOTopas Obl
MOJHOCTBIO JE3HHTErPUpPOBATack B XOJOJHOM Boje. 3arekaroiiee IeiCTBHE MaHHHUTA
BTSITUBAET BOAY BO BHYTPEHHIOK UYaCTh, Aejias ee JOCTYIHOM TS MOBUIOHA, UYTO TEM CaMbIM
obecreunBaer HaOyxaHWe MOBHIOHA NpU OOjee BBICOKOM CKOPOCTH, Y€M OCTHIBAHHE
Tabaerku. OTHOIIEHWE 3THUX JBYX KOMIIOHEHTOB OBLTIO B@KHBIM JUIS TIPENY TPEXKACHHUS

3aMeUIeHUs] PEaKUU 1 HEMOJTHON Ae3MHTErpay TabIETKH.

IIpumep 4: H3zzomoe1enue madjiemox

IMepopanshyro  apmaneBTrueckylo TabIETHPOBAHHYIO KOMIIOZULHMIO IOy YAIA
COTIACHO CNEyIOIUM CTAIHSIM.

1. IIpocenBanue cyandara narpusa. Kpucraiiel ToBapHOTro copTa cyabdara HATpuUst
M3MeNbYaIn Ha MOJOTKOBOW MenbHHULe Fitzmill ¢ sxpanom 0,0027” mpu 1000 oboporos B
MHUHYTY. M3MenbpueHHbIe KpUCTALIB TpocenBatn Ha cute Gyra-vibe ¢ momyueHueM ¢ppakuuu
yactun pazmepoM 150-700 mxm. JIroGoit Marepuan, KOTOphId He mpoxoaua uepe3 700-Mkm
okpaH, orOpaceBaad. Jl0Ooi Marepwai, KOTOPbIA mmpoxomwa uepe3 150-MKM sKpaH,
orOpaceiBaiu. Marepuan, KOTOpbI octaBaicst Ha 150-MKM 2KpaHe, OCTaBISUTA IS

MIPUMCHECHHU L.
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2. CvemmuBanne. CoeIuHeHHsT CMEIIMBATH B HAKIOHHOM KOHYCHOM CMECHTENe
obbeMoM 5 kyOmueckux (yTo. 3arpyxanmu cyiasdar Harpus, cyasdar xamus 1 PEG-3350,
3aTeM cMemuBaIu B TeueHue 10 MuMHYT. 3arpykaid paspbIXJIWTENIH, 3aTeéM CMEIIUBAIN B
kommnosunuo cynbdara/PEG-3350 B TeueHre 5 MuHyT. B KOHIlE 3arpyskanu cMasbIBarollee
CpeaCTBO, 3aTEM CMEMIUBAIN B KOMITO3UIIUIO B TCUCHUEC 2 MUHYT.

3. IlpeccoBanue. Kommosuiuio mpeccoBain B TaONETKH C UCMOIB30BaHHEM Stokes
Press mogenu 454. Tlpecc skcmyartupoBanu npu 600 TPM co CKOpPOCTBIO MUTATENS
70 060pOoTOB B MHHYTY M CPEIHUM KOHEUYHBIM CKUMamommMm ycuiuem 3600 ¢yHTOB.
IMonyuaemsbie Ta0NETKA UMETH CPEIHIOK Maccy Tadbnerku 1,705 r, auanazod TonmuHb! 7,10-
7,21 MM 1 quanazoH Teeproctu 7-15 kp.

4. PacrBop mokpbITHA. TalmeTk TOKPBHIBAIA  pacTBOPOM  COMOIUMEpA
MOJVBHHUIIOBOTO cMpTa 1 nonuatuieHrankost (pacteop Kollicoat IR 20% - 25% TBepabix
yactul). PacTBop modydanu myTeM 3arpy3Kd COMOJMMEpa IMOJMBHHWJIOBOIO CHHPTA U
MOJMSTHISHITIMKONS, N00aBIEHHsI €ro B BOAY M CMEIIMBAaHUS 10 pacTBopeHus. Ilocie
pacTBopeHus: moimmep godOasiasuin 1% pactBop cuHero kpacutenss Ne 1 10 KOHEUHOH
xoHueHntpamuu 0,1%.

5. Hokpseirne. Tabnerku nokpeiBamu Ha Compulab Coater ¢ pacHBUTUTEIBHON
CymmiIKoH ¢ 24-moiMoBBIM Bpamamommmces OapabaHoMm. PacTBOp NMOKpHITHS HAHOCHIH C
HCIONIb30BAaHUEM Hacoca ¢ HacTpoiikoi 8-10 u ckopocTeio Oapabana 3,6 060poTa B MUHYTY.
HaBieHue BoO3Ayxa pacmbuia cocTaBisuio ~43 (YHTOB Ha KBaipaTHBIA MOWM U 475-
485 xybuueckux ¢ytoB B MuHyTy npum 27,0°C. Tabnerkm nokpeamu 10 2% - 6%
VBEIWYECHUS] Macchl M obecneunBaiy CymKy B TeueHne 10 MHHYT B ycTpoiicTBe A

HAHCCCHUSI ITOKPBITHS.

IIpumep 5: Tunuunstii cocmae maodjiemxu

C momompro crmocoba, mogoOHOro ommchiBaeMOMy B mpumepe 4, HO Oe3 craamu
MTOKPBITHSI, U3rOTABIMBAIN TAOJETKH C MCIOJb30BAHHEM aKTHBHBIX M HEAKTHBHBIX CPEICTB,
u3nokeHHbIX B Tabmuie 1. Cpexgusisi Macca Tabnerok cocraeisiia 1,693 - (muanason, 1,65-
1,72 r). Cpennss TonmuHa tabnetok cocraisia 7,11 mv (amanazon, 7,06-7,16 mwm).

Cpennsist TBepaOCT TabNEeTOK cocrasmsuia 13,9 kp (amanazon, 12,2-16,1 kp).
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Ta6mmna 1: Cocras Tabuerok Ne 1 (pazmep gactun 150-700 mxm)

Coenunenne Macca (rpamm)
Cyne(ar nmarpust, pazmep dactuil 150-700 mxm | 11918,80
Cyns(ar xamus 4857,20
PEG-3350 (BBICOKOE IaBJIEHHE) 990,00

Aerosil 200 44,00

Kollidon Cl1 1237,50
Kollidon CL-SF 562,50
Ludiflash 2280,10
Creapuidymapar HaTpust 110,00

IlIpumep 6: Ouenxa npoduia Oezunmezpauuu mapiemox ¢ UCNOIB306AHUEM

yacmuy cyivpama nampus pazmepom 150-700 mkm

C momompio cmocoba, MOJOOHOTO OMKHCHLIBAEMOMY B TpuUMepe 4, H3roTaBIMBAIH
Ta6.]'IeTKI/I C UCIOJIb30OBAHUECM AKTUBHBIX U HEAKTHUBHBIX CPEACTB, U3JIOKCHHBIX B Ta6m/1ue 2.
Tabnerkn nokpeBamu Kollicoat IR npu 2,033% ysenuuenunn maccel. CpemHsist Macca
tabmerok cocraeiastia 1,709 r (mmanazon, 1,69-1,73 r1). CpemHsst TommuHa TabIeTOK

cocrapsia 7,13 MM (auanazon, 7,08-7,18 mm). Cpennsisi TBEpAOCTh TabIETOK COCTABIISLIA

13,6 kp (auanazon, 12,1-15,1 kp).

Ta6mmna 2: Coctas Tabaerok Ne 2 (pasmep yactun 150-700 mxm)

Coenunenne Macca (rpamm)
Cyns(ar marpust, pazmep dactui] 150-700 mxm | 9751,80
Cynb(ar xanus 3974,00
PEG-3350 (BbICOKOE TaBJICHHE) 810,00

Aerosil 200 36,00

Kollidon Cl1 1021,50
Kollidon CL-SF 460,30
Ludiflash 1865,50
Creapundymapar HaTpust 90,00
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OueHuBanu BpeMst A0 TOJMHON Je3uHTerpauuu TaONeTOK, COCTaBJIEHHBIX C
UCIONB30BaHUEM cyib(dara Harpus ¢ pazmepoMm yactur 150-700 MKM, B BOZOIPOBOIHOU
Boae Temmeparypoii 15,5°C. Hcmonb30Bamy cTaHIApTHOE YCTPOUCTBO TSI NE3WHTETPAIlH B
cootBerctBuH ¢ MeromoM <701> USP. YcrpoicTBO Uisi Ne3WHTErpaldyd HACTPAUBAIH HA
30 QUKIOB B MUHYTY € 6-KaMEPHOI KOP3UHOW U3 MPOBOJIOYHOU ceTku ¢ 10 oTBEepCTHSIMH Ha
moiiM. KoHeuHO# ToukoH Ae3nHTerpaun TabneTok ObLIa TOUKa, B KOTOPOU BECh MaTepHal
TaONeTKN BBIXOAWI HX KaMepbl KOP3HWHBI (7.e. MaTepHana Ha CEeTKe He OCTaBaloch). B
KOKIOM OKCIEpUMEHTe U3Mepsuld Maccy TaONeTKH, TOMIUUHY TalieTku, BpeMs J0

pacTBOpeHus U TeMIepaTy py Bosl (Tabauna 3).

Ta6muna 3: Bpems 10 1e3uHTErpanun Ta0IeTKH

Homep Tabnerkn Bpems (MAHYTBI:CEKYHABI)
1 00:51
2 00:59
3 00:45
4 00:59
5 00:52
6 00:32

Ilpumep 7: Ouenka npogpuia Oezunmezpauuu madiemox HA OCHoee pazmepa
yacmuy

OueHuBaaud BpeMs J0 TOJHON JAe3uHTErpanuu TabJETOYHBIX COCTABOB B
BOJONPOBOAHOI BoAe Ttemmeparypoit MeHee ueM 20°C. Jle3MHTErpalyi0 BBIIOJHSLTH
COTJIaCHO COCcO0y, ONMUCHLIBAEMOMY B IMpUMepe 6. B KakA0M dKCIIEPUMEHTE U3MEPSLTA MacCy
TabIeTKH, TOMIIUHY TaONeTKH, BpeMsl 0 PACTBOPEHHUS M TEMIIEPATYPY BOIBL

BpeMmst 10 pacTBOpeHHUST U3MEPsUTH s IIecTH TabiaeToK M3 TaONEeTOYHOrO COCTaBa
Ne 3 (taémuna 4). Tabnerounsni cocras Ne 3 comepxan 65% cynbdharHbIX coneli ¢ pa3MepoM
yactull cyabara Harpust O0ojee yem 300 MM, BrICTpoii Oe3MHTErpamuud JOCTUTAIH C
KCIOIB30BAHUEM BOAOMPOBOIHOM BOAKI mipu 15,3°C (Tabauna 5).

Ta6smna 4: Tabnerounslii coctas Ne 3 (pazmep yactun > 300 Mmxm)

CoenunHenne Macca (rpamm)

Cynb(ar marpust, pazmep yactui] >300 mxm | 1391,8

Cynb(ar kanus 5672
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PEG-3350 (BbICOKOE JaBJICHHE) 180,0
Aerosil 200 6,0
Kollidon Cl1 300,0
Ludiflash 360,0
Kollicoat IR 180
Creapar maruust 15,0

Ta6muna 5: Macca 1 TOTIHHA TAa0JIETKH, A TAK:KE BPeM4 10 Ae3HHTerpalHu

Homep Tabaerxku Macca (rpamm) | Bpems
(MHHYTBI: CEeKYH/bI)
1 2,07 00:35
2 2,03 00:27
3 2,06 00:31
4 2,02 00:22
5 2,04 00:35
6 2,04 00:35

Bpewmst 10 pacTBOpeHHs] H3MEPSUTH [UISl IIECTH KOHTPOJIBHBIX TabiaeTok (Tabauma 6),
IIPY 3TOM OTPaHUUEHMsI IO pa3Mmepy yactul He Obu1o. I1lecTh KOHTPOIBHBIX TabIETOK TaKKe
cocrosuid U3 65% cynbdaraeix coseit. Cynsdar Harpus, Oe3BOIHBIN, MPENCTABIST COOOH
MENKUN MOPOIIOK, KOTOPbIA MOMyYalId H3 KOMMEPUECKOro MCTO4HMKA. IIpocenBaHue He
BBIMOJTHSUTM [T pa3felieHus] 4acTHL IO pasMmepy A0 cocrasieHus. CpenHee Bpemsl 10
pacTBOpeHUs B BOAOMPOBOAHOW BOAe mpH 15,6°C mns 3tux Tabnerok ObLIO 3HAYUTETHHO
Bblie (TadHma 7) 1Mo CPaBHEHUIO ¢ TEMH TaOIE€TKAMH, KOTOPBbIE COCTABJEHBI C YACTHIIAMHU

cynbdara HaTpus Oonbine uem 300 MM (Tadauna 5).

Taonmama 6: KoHTposbHAsm TaGJeTHPOBAHHAA KOMNO3HNHS (0e3 orpaHHYeHHi Mo

pazMepy YACTHI)

Coenunenne Macca (rpamm)
Cynes(ar Harpust, 6€3B0AHBIH 13918
Cynes(ar xamms 5672
PEG-3350 (BbICOKOE JaBIIEHUE) 180,0

Aerosil 200 6,0

Kollidon Cl 300,0
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Ludiflash 360,0
Kollicoat IR 180
Creapar Maraus 15,0

Ta6mmna 7: Macca 7 TOTIHHA Ta0JIeTKH, 2 TAKIKE BpeMH A0 Ae3HHTerpanuu

Homep TabaeTku Macca (rpamm) | Bpems
(MHHYTBI:CEKyH/bI)
1 1,91 14:46
2 1,96 08:02
3 1,93 13:24
4 1,94 16:02
5 1,96 1258
6 1,95 11:48

Ilpumep 8: Onpedeienue eépemenu 00 NOAHOIU Oe3uHmMezPAUUN MAD/IEMOK npu
apLuUpyIOUX meMnepamypax

OueHuBaaud BpeMsl 10 TMONHOM Je3uHTerpauuu TabaeroyHoro cocraBa Ne 4
(Taénmua 8) B BOJONPOBOJHONM BOxE mMpH Temmeparypax, sapeupyrommx oT 2°C go 15°C.
Jle3MHTerpalyio BBIOJHSUTH COTIacHO crnocoly, OMMChIBaeMOMY B mpuMmepe 6. B kaxmom
JKCIEPUMEHTE M3MEPSUTH Maccy TaOJeTKH, TOJIIMMHY TaONeTKH, BpeMsl IO pPacTBOPEHHS U
Temreparypy Boxsl (tadanua 9). Tabnerku nmokpeiBaau Kollicoat IR mpu 1,73% yBenuuenvu

MAcCCBI.

Ta6mmna 8: Tabnerounsrii coctaB Ne 4 (pazmep uactun 150 - 700 mxm)

Coennnenne Macca (rpamm)
Cyne(ar marpust, pazmep gactuil 150 - 700 mxm | 11918,84
Cyns(ar kanus 4857,20
PEG-3350 (BbICOKOE JaBJICHHE) 990,00

Aerosil 200 44,00

Kollidon Cl 1237,50
Kollidon CL-SF 562,50
Ludiflash 2280,10
Creapuidymapar HaTpust 110,00




Ta6muna 9: Macca u ToJmHuHA TA0JETKH, A TAK)KEe BpeMs A0 JAe3HHTErpallHH NpPH

BAPLHPYIOIHX TeMIepaTypax

39

Homep TabiaeTku Macca (rpamm) | Bpems
(MHHYTBI:CEKYH/IbI)
2°C
1 1,77 01:31
2 1,75 00:45
3 1,71 01:16
4 1,75 01:23
5 1,70 01:56
6 1,77 02:00
5°C
1 1,74 01:07
2 1,76 01:10
3 1,75 01:30
4 1,74 01:00
5 1,76 01:22
6 1,75 01:05
8°C
1 1,77 00:57
2 1,78 01:00
3 1,75 00:52
4 1,77 00:48
5 1,76 00:46
6 1,72 00:55
10°C
1 1,78 00:49
2 1,74 00:43
3 1,74 00:39
4 1,75 00:46
5 1,72 00:38
6 1,78 00:40
15°C
1 1,76 00:29




40

Homep TabieTku Macca (rpamm) | Bpems
(MHHYTBI: CEKyH/IbI)
2 1,70 00:27
3 1,77 00:31
4 1,74 00:39
5 1,74 00:28
6 1,74 00:34

Kak wu3noxkeHo BbIme, TaONETKH B COOTBETCTBHHM C HACTOSIIUM HW300peTEeHHEM
JesuHTerpupyrorcs B Boxe mpu 15°C B mpexenax MeHee yem 45 cexyHna Tabnerku B
COOTBETCTBHH C HACTOSIIHUM H300peTeHHeM, KpOMe TOro, Ae3HHTETPUPYIOTCS B BOJAE HPH
10°C B mpemenax meHee uem 60 cekyHI, Hampumep, meHee uyeM 45 cexyHn Tabnetku B
COOTBETCTBHH C HACTOSIIIUM H300pETeHHeM, KpOMe TOro, Ae3HHTErpupyIoTcs B Boae npu 8°C
B mpexenax MmeHee ueM 90 cekyHn, Hampumep, MeHee ueM 90 cexyHn Tabmerku B
COOTBETCTBHH C HACTOSIIIUM M300peTeHeM, KPOMe TOTO, A€3UHTErpUpPYIOTCs B Boje npu 5°C
B mpenenax MeHee ueMm 120 cexkyHna, Hampumep, MeHee ueM 90 cekynn Tabmetku B
COOTBETCTBHH C HACTOSIIIUM H300pETeHHeM, KpOMe TOro, Ae3HHTErpupyIoTcs B Boae npu 2°C

B IIpefenax MeHee ueM 150 cexyHa.

JKBHBAJIEHTHI

CrieruamucTel B JaHHOW 00;1aCTH CMOTYT OMPEAENTUTh WIW CMOTYT YCTAHOBUTH C
MOMOINBI0 TPOBEASHUs He Oonee 4YeM PYTHHHOTO OJKCIEPUMEHTa MHOTOUYHCISHHBIS
OKBUBAIEHTHl KOHKPETHBIX BapPHAHTOB OCYIIECTBJIIEHHS HACTOSIIIENO HM300pPETEHMSI,
OIMCHIBAEMBIX B HACTOSIIEM MOKyMeHTe. Takue >KBHBAIEHTHI OXBATHIBAIOTCS CIIEIYFOIIEH

(dhopMy 0¥ H300peTeHus.
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POPMYJIA U3OBPETEHUA

1. IepopanbHas papmarieBTiueckas TablIeTHPOBAHHASI KOMITO3HLIHS, COAepsKaIast 1Mo
MEHBIIel Mepe OTHY CYJb(aTHYIO CONb, MPH STOM KOMIIO3ULHS SIBJSIETCS MOAXOASIIISH 15t
BBCACHUA IIYTEM IMPSAMOro mEpOopaIbHOIo mnmpueMa M nyTeM AC3UHTErpaluud B BOIAC MNEPECH
NEPOPATEHBIM IIPHEMOM.

2. IlepopansHas (apMmarieBTHUeCKasi TaOJIeTHPOBAHHAS KOMITO3UIHUS MO M. 1, mpH
STOM KOMIO3HLHS COAEPIKUT CyJIb(aT HATPHSL.

3. TlepopanbHas dapmaueBTHueckass TaONIETHPOBAHHAS KOMIIO3ULHMS TO M. 2, MpH
STOM KOMIIO3HMLIUS JAE3UHTErpupyercst B Boae npu npuOmusutensHo 2°C wiM BeIIe B
Mpeaeiax MeHee ueM MpuOau3uTeIbHo 150 cekyH,

4. TlepopanbHas dapmaneBTHUecKas: TabIeTHPOBAHHAS KOMITOZULHS O JIOOOMY U3
. 1-3, mpu 3TOM KOMITO3HLHS AE3UHTErpupyercsl B Boxe nmpu npubimzurensHo 8°C wnn
BBIIIE B ITPeAeIax MeHee 4eM mpuoOmm3uTentHo 90 CeKyHI.

5. INepopanbHas ¢apmarneBTHUecKasi TaOJETHPOBAHHAS KOMITO3UIHS TI0 TIOOOMY H3
mn. 1-4, mpu 3TOM KOMIIO3HMLHS A€3UHTErpUpyeTcsl B Boae mpu npubnmszurensHo 5°C win
BBILIE B ITpeaeax MeHee ueM npubiamusurensHo 120 cekyHa.

6. IlepopanbHas apmaneBTrueckasi TaONeTHPOBAHHAS KOMITO3ULHUS 110 JIOO0MY H3
. 1-5, mpu 3TOM KOMITO3HIMS J€3UHTErpUpPYeTcsl B BoJAe mpu mpudimzurensHo 2°C win
BBILIE B Mpeaenax MeHee yeM npubiamsurensHo 150 cexyHa.

7. TepopanbHas papmaneBTHueckasi TaOIeTHPOBAHHAS KOMITO3ULHUS 1O JH0O0MY H3
HNpeapIIyIMUX IMyHKTOB, IIPU 3TOM KOMIIO3WIMSI HE NE3MHTETPUPYETCS BO PTY B Ipejenax
MeHee yeM npubimsutenbHo 30 CeKyHI MPHU HEMOCPEACTBEHHOM IIePOPATBHOM IpHeMe.

8. INepopanbHas (apmanesTHdyeckas TaONIETHPOBAHHAS KOMITO3ULUS MO THOOOMY H3
MpeapIAYINUX MyHKTOB, MPU 3TOM KOMIO3ULMS HE JE3MHTErPUpYercs BO PTY B Ipenenax
MeHee ueM npuonu3uTeasHo 60 CeKyHI IpU HENOCPEICTBEHHOM NEPOPATEHOM IpHEME.

9. IlepopamsHast (apmareBTuueckass TabIeTHPOBAHHAS KOMITO3HMLMS, COepIKariast
cynbdar HATpus, MPU OTOM KOMIIO3MIIMS SIBIISIETCS TMOAXOMSINEN [UIsl BBEISHHS IIyTEM
MPSIMOTO THEepOpPaTbHOrO INpHeMa M IyTeM pPacTBOPEHUS] B BOJAE Iepel IMepOpaTbHBIM
MIPUEMOM, IIPH 3TOM KOMIIO3ULMS JE3HHTErPUpYyeTCs B BoJe npu npudauzurensHo 2°C unn
BBIIIIE B Mpeeaax MeHee ueM MPHOIU3uTenbHO 150 CekyHA, W MpPU 3TOM KOMITO3HUIIHS HE
JE3UHTErPUPYETCSl BO PTYy B Mpeaenax MeHee ueM mnpubmusutenbHo 30 CekyHA mpu

HENOCPEACTBECHHOM IEPOPATBEHOM IPUCME.
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10. IepopanbHas papmaneBTrueckast TabIeTHPOBAHHAS KOMIIO3HIUS 10 JOO0MY U3
MPeabIAY IMUX Iy HKTOB, COAEpKAaIIasl CyIb(ar Kamus u/Win cyabdar Maraus.

11. TMepopanbHas papmaneBTHUeckas TabIeTUPOBAHHAS KOMIIO3HIUS MO JTIOOOMY U3
MpeIbIAY IUX Ty HKTOB, COAEpIKaIIast CYIb(ar KaTusl.

12. IepopanbHas papmaneBTHUeckast TabIeTHPOBAHHAS KOMIIO3HIUS 10 JIOO0MY U3
NpeApIAYyINMX MYHKTOB, @PH 3TOM KOMIIO3MLHUS COIAEPKUT IO MEHbIIeW Mepe
npubm3ureasHo 60%, 65%, 70%, 75%, 80%, 85% wuaun 90% mo Becy cyab(haTHOU COJIH,
BBIOPAHHOHN M3 TPYIIIIBI, COCTOSIIEH U3 CyJb(para HaTpusl, Cyabdara kanus, cyabdara MarHus
U UX KOMOMHAIUN.

13. IepopansHas papmanesTrueckasi TabIeTHPOBAHHAS KOMIIO3HLMS 110 JT0O0MYy U3
IpeAbIAyINMX IYHKTOB, IIPM 3TOM KOMIIO3MLHMS COIAEP)KUT II0 MEHbIIeW Mepe
npubmuzurenbHo 70% 1O Becy Cyab(paTHOW COJMH, BHIOPAHHON M3 TPYIIBI, COCTOSIIIENH U3
cynbara HATpus, Cyabdara Kaius, Cyabpara MarHus U uX KOMOUHAITHA.

14. TlepopansHas papmanesTHueckasi TabIeTHPOBAHHAS KOMIIO3HIMS 110 JT0O00MYy U3
IpeAbIAyINMX IYHKTOB, IIPM 3TOM KOMIIO3MLHMS COIAEP)KUT II0 MEHbIIeW Mepe
npubmuzurensHo 70% 1o Becy cyibdara HATpUs U CyIb(para Kaausl.

15. IepopanbHas papmaneBTHueckast TabIeTHPOBAHHAS KOMIIO3HIUS 110 T0O00MY U3
NpeApIAyINMX MYHKTOB, @PH 3TOM KOMIIO3MLHUS COIAEPKUT IO MEHbIIeW Mepe
npubm3uTensHo 40%, 45%, 50%, 55%, 57%, 60% umu 65% 1o Becy cyjb(ara HaTPHUsL.

16. INepopanbHas papmaneBTHUecKkas TabIeTUPOBAHHAS KOMIIO3HIUS MO JTIOO0OMY U3
MpeapIAYINMX IMyHKTOB, NMPH STOM KOMIIO3ULMS COASPXKHUT OT mpubimzurensHo 40% 1o
npubnuzurensHo 65% wnu ot npubnusurensHo 50% xo mpubamsurensHo 60% MO Becy
cyab(dara HaTpUsL.

17. IepopanbHas papmaneBTHUecKast TabIeTUPOBAHHAS KOMIIO3HIUS MO JTIOOOMY U3
MpeapIAYINMX IYHKTOB, MPH 3TOM KOMIIO3HMIUS MO CYIIECTBY HE COASPNKHUT YACTULBI
cyabara HaTpus MeHbIne YeM npubmmsuteapao 150 Mrm, 200 Mxm, 250 MM wu 300 MKM 1
yacTUIEl Cyjbdara HaTpust Oonbiine dem mpuOausuTensHo 700 mxm, 750 mxm, 800 MM,
900 mMxM w1000 MxM.

18. INepopanbHas papmanesTrueckast TabIeTHPOBAHHAS KOMIIO3HIUS 110 JT0O00MY U3
MpeabIAYINUX IyHKTOB, MpPH 3TOM KOMIIO3HMIMSI IO CYIIECTBY HE COAEPNKHT YACTULBI
cyJbhaTa HATPHUsI MEHbIIE YeM MPHOIH3UTEabHO 150 MM 1 Oosbile yeM MPUOIU3UTENBHO
700 MKM.

19. IepopanbHas papmanesTrueckasi TabIeTHPOBAHHAS KOMIIO3HIMS 110 JT0O0MY U3

NPEeAbIAYIINX MYHKTOB, IPU 3TOM KOMIO3ULOHS II0 CYIUECTBY HE COACPKHUT YaCTHLbI
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cyJbata HaTpus MeHbie ueM npuban3uTeasHo 300 MkM u OOJbIe YeM MPUOIU3UTETBHO
700 MKM.

20. IMepopanbHas papmaneBTHueckas TabIeTUPOBAHHAS KOMIIO3UIHUS MO JIOOOMY U3
MpeIbLAY IUX MyHKTOB, IIPH 3TOM MO MeHblel Mepe npubnuzuteasno 90%, 91%, 92%, 93%,
94%, 95%, 96%, 97%, 98% wumu 99% mo Becy cyib(haTa HATPUS B KOMIIO3UIIUN COCTABIISIOT
YaCTHIEI CyJb(ara HATPUs, KOTOpele Oojbine ueM npubamsurensHo 150 mrMm, 200 MM,
250 mxM miad 300 MKM d MeHblie ueM OpuOnusuteabHo 700 mxm, 750 mrm, 800 MM,
900 mMxM w1000 MxM.

21. INepopanbHas papmanesTrueckast TabIeTHPOBAHHAS KOMIIO3HLUS 10 T000MY U3
MpeapIAyINMX TNYHKTOB, MPH 3TOM IO MEHbIIel Mepe npuOmm3utensHo 99% mo Becy
cynbara HaTpHs B KOMITO3ULIMHA COCTABISIOT YAaCTHIBI CyJb(ara HaTpus, KOTOpsle GobIne
uem npubnusurensHo 150 mrm, 200 mxm, 250 MM wid 300 MKM U MEHbIIE YeM
npubauzurensHo 700 MM, 750 mrm, 800 mrm, 900 MM umu 1000 MM,

22. IepopanbHas papmanesTrueckast TabIeTHPOBAHHAS KOMIIO3HIMS 110 JT0O0MYy U3
IpeAbIIyINNX ITyHKTOB, IPH 3TOM IO MeHbIIeH Mepe mpubamsureasHOo 99% 1o Becy
cyabdara HaTpUsl B KOMIO3ZULMK COCTABIISIOT YACTHLBI CyJb(para HATpusl, KOTOpbIE OOJbIIe
yeM npubau3urensHo 150 MKM U MeHbIIe ueM npuOmm3uTeabHo 700 MKM.

23. INepopanbHas papmanesTrueckast TabIeTHPOBAHHAS KOMIIO3HIMS 110 JT0O0MY U3
HpeABIIyINNX ITyHKTOB, IPH 3TOM IO MeHbIIeH Mepe mpubamsureasHo 99% 1o Becy
cyabdara HaTpUsl B KOMIO3ULMK COCTABIISIOT YaCTHLBI CyJIb(para HATpusl, KOTOpbIE OOJbIIe
yeM npubausurensHo 300 MKM U MEHbIIe YeM npuOIn3uTeasHo 700 MKM.

24. TepopanbHas papmanesTrueckast TabIeTHPOBAHHAS KOMIIO3HLMS 110 J000MYy U3
MpeIbIAY IMUX MYHKTOB, MPH 3TOM KOMIIO3UIIHS COCTABIsET OT mpubmumsurensHo 1000 mMr no
npubmusurensHo 2500 mr, ot npubdnauzutensHo 1500 mMr no mpubauzutensro 2000 Mr Wim OT
npubnuzurenasao 1700 mr 1o npubnausurensHo 1900 mr.

25. IepopanbHas papmanesTrueckast TabIeTHPOBAHHAS KOMIIO3HIMS 110 JT000MYy U3
MpeIbLAY IUX Ty HKTOB, MPH 3TOM KOMITO3UIIHSI COCTaBsieT mpubamsurensuo 1800 mr.

26. INepopanbHas papmaneBTHueckast TabIeTUPOBAHHAS KOMIIO3HLUS MO JTOO0MY U3
MpeapIAY IMUX Iy HKTOB, IIPH 3TOM TaOIeTHPOBAHHAS KOMITO3ULMSI COOEPIKUT MOKPHITHE.

27. TlepopanbHas (papmanepTrueckast TabJSTHPOBAHHAS KOMITO3UIHS O M. 26, MpH
3TOM MOKPBITHE COASPIKUT COMONUMEP MOJUBHHUIOBOTO CIIUPTA U MOJIUITHICHITTHK OIS,

28. INepopanbHas papmaneBTHueckast TabIeTUPOBAHHAS KOMIIO3HLUS MO TOO00MY U3
MPeAbIIYIIUX IIyHKTOB, NpPH 3TOM KOMIIO3MLMS COJAEPXKHUT IO MEHBIIeH Mepe OJHO

BCIOMOTaTre/JIbHOS CpPEACTBO BLI6paHH06 U3 TIpynIsl, cocrosdmeld u3 PASPBIXIIUTEIS,



44

CBSI3YIOLLETO, CIIOCOOCTBYIOIIET0 CKOJMBKEHHIO CPEICTBA, CMAa3bIBAIOLIEr0 CPEACTBA M HX
KOMOMHAINN.

29. TlepopanbHast papmarieBTruecKass TaOJSTHPOBAHHAS KOMITO3UIHS M0 II. 28, mpH
3TOM 00LIee coepKaHue BCIIOMOrareIbHOr0 CPeICTBA B KOMIIO3HIIUH COCTABIISIET MEHEe YeM
npubmmsurensHo 40%, 35%, 30% unu 25% 1o BeCcy KOMIO3UIIHU.

30. IMepopanarHas (papmaneBTHUECKass TaOIETUPOBAHHAS KOMIO3UIMS O 1. 28, mpu
9TOM o0IIee CoaepKaHue BCIOMOTaTeIbHOTO CPEACTBA B KOMIIO3HIIMN COCTABIISIET MEHee YeM
npubm3uTensHo 30% 1Mo BeCy KOMIIO3HIIHH.

31. TepopanbHas ¢dapmaneBTHUYecKast Ta0IeTUPOBAHHAS KOMITO3UIIMS MO JTI000MY U3
. 28-30, mpu 3ToM TabJIeTHPOBAHHASI KOMIIOZUIUS CONEPKUT PA3PBIXIUTEND.

32. IlepopansHas (hapmanesTHueckas TaOJIeTHPOBAHHAS KOMIO3HUIMS 10 1. 31, mpu
JTOM Pa3pBIXJIATENb BhIOpaH U3 rpymmnbl, cocrosimeii u3 mosuaoHa, Kollidon CL, Kollidon
CL-SF, caxapa, caxapo3bl, IeKCTPO3bI, MAHHUTA U UX KOMOWHAIIWH.

33. INepopanarHas (papmaneBTHUecKass TaOIeTUPOBAHHAS KOMIO3UIMS 1o 1. 31, mpu
STOM Pa3PBIXJIUTENb COAEPIKUT KOMOMHAITMIO MAHHUTA W TIOBHUIOHA.

34. TlepopanrsHas (papmaneBTUUecKass TaOIeTUPOBAHHAS KOMIO3HUIMS 10 1. 31, mpu
arom pasperxiureb coaep:xkut Kollidon CL u/unu Kollidon CL-SF.

35. TlepopanbHas ¢apmaneBTHUIecKast TabJIeTHPOBAHHAS KOMITO3HUIIHS 110 JTI0O00MY U3
. 28-34, npu 5ToM TabJIeTUPOBAHHAS KOMITO3UIUSI CONEPIKHUT CBS3YIOLIEe.

36. TepopanrsHas (papmaneBTHUecKass TaOIeTUPOBAHHAS KOMIO3HUIMS 1O 1. 35, mpu
3TOM CBsI3YIOLIEe BHIOPAHO W3 TPYMIBI, coCTosmed w3 mnojmdTHieHrmukons, PEG3350,
PEG8000 1 ux xoMOHHAaLMI,

37. TlepopanbHas hapmareBTHyeckas TaONIeTHPOBAHHAS KOMITOZULHS MO JTEOOOMY M3
mo. 28-36, mpu STOoM TabJeTUPOBAHHAS KOMIIO3ULHS COAEPKHUT CIIOCOOCTBYIOLIEe
CKOIIBKEHHIO CPEACTBO.

38. INepopansHas (papmaneBTHUEecKass TaOIETUPOBAHHAS KOMIO3UIMS 1O 1. 37, mpu
3TOM CIOCOOCTBYIOIIMM CKOJNBKEHUIO CPEICTBOM SIBJISIETCS BBICOKOTUCIIEPCHASI JBY OKHCH
KPEMHUSL.

39. TlepopanbHas apmaneBTHUYECKast Ta0JISTHPOBAHHAS KOMITO3UIIMS 1O JTI000MY U3
. 28-38, mpu 3ToM TabJIeTHPOBAHHAS KOMIIO3UIIHUSI COAEP:KUT CMA3bIBAOLIEE CPEACTBO.

40. TlepopanbHast papmarieBTruecKas TabJSTHPOBAHHAS KOMITO3UIHS M0 1. 39, mpH
JTOM CMa3bIBAIOIIEE CPEACTBO BBIOPAHO W3 TPYMIbI, COCTOSINEN M3 CTreapara MarHWsl,

creapunymapara HaTPUsI U UX KOMOWHAITHIA.
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41. TlepopanbHas (apmareBTHUECKass TaOIeTHPOBAHHAS KOMITO3UIUS, COAEpIKaInast
cyabdar Harpuss m cynbdar Kamus, NPH STOM KOMITO3HLMS SIBISIETCS MOAXOAsIIeit s
BBEJIEHHS IyTEM IPSIMOrO MEPOPATBHOrO NMpHeMa W MyTeM AE3MHTErpalMd B BOAE Nepen
MEPOPATBHBEIM  MPUEMOM, IPH 3TOM KOMIIOZHUIUS JE3UHTETPUPYETCST B  BOAE IIPU
npubnuzurensHo 2°C WM BhILE B Npenenax MeHee ueM npuOnusutenasHo 150 cexyHn, mpu
3TOM KOMIIO3HMIIUSI HE AC3UHTETPUPYETCS BO PTY B Ipeaenax MeHee deM HpHOIH3UTENbHO
30 cexyHI IpH HEMOCPEICTBEHHOM IEePOPATBHOM IpUEMe, W IPU 3TOM TalleTKa COAEPKUT
TIOKPBITHE.

42. TlepopansHas (apmareBTHUECKass TaONIeTHPOBAHHAS KOMITO3HIIUS, COMAEpIKaInast
cyapdar Harpuss u cyapdar Kamus, NPH STOM KOMITOZULMS SIBISIETCS MOAXOASINEH s
BBEJIEHHS IyTEM IPSIMOrO MEPOPATBHOrO NMpHEeMa U MyTeM AE3MHTErpalMd B BOAE Nepen
NEpopaIbHBIM  HIPUEMOM, IIPU I3TOM KOMIIOZHUIHSI ACSUHTECIPHUPYECTCsI B BOAC IIPpHU
npubnuzurensHo 2°C WM BhILE B Npenenax MeHee ueM mpubnusutenasHo 150 cexyHn, mpu
3TOM KOMIIO3UIIMS HE Je3UHTErPHPYETCsl BO PTY B IpeAetax MeHee ueM NmpHOiIu3uTensHo 30
CEKYHJ NPH HEMOCPEICTBEHHOM NEPOPATLHOM MPHEMeE, IIPH 3TOM KOMIIO3HLIUS COASPIKUT MO
MeHbIIel Mepe npubnusutensHO 70% Mo Becy cynbdara Hatpus U cyiabdara Kamus, U Ipu
3TOM TabieTKa CONEpPIKUT MOKPBITHE.

43. TlepopansHas ¢apmaneBTHUeCKass TaOlIeTHPOBAHHAS KOMITOZHITUS, COAEpIKaInast
cynbdar Harpus M Cyab(ar Kaaus, IPH 3TOM KOMIIOZHLHS SIBASETCS IMOAXOMSIIIESH s
BBCACHUS IIYTEM MNPSIMOro NEpOpalbHOro nmpueMa M nyTeM ACSUHTErpalliid B BOIC IEPECH
NEepOpaIbHBIM MPUEMOM, TIPU 3TOM KOMITOZULMSI JE3MHTErpupyercs B BoAe IpHU
npubnuzurensHo 2°C Wiy BhILIE B Ipejenax MeHee ueM npubnusutensHo 150 cexyHn, mpu
3TOM KOMIO3UIMS HE AE3HMHTETPUPYETCSl BO PTY B IpeAenax MeHee 4eM NMpUOIM3HUTETbHO
30 cexyHJ NpU HEMOCPEACTBEHHOM MEPOPANBHOM IIpUEME, MNpPH 3TOM KOMIIO3ULUS II0
CYLIECTBY HE CONEP:KHUT YACTHLBI CyIb(dhaTa HATPHsI MEHbIIE YeM MpUOIU3UTeIbHO 150 MKM 1
6onpiie yem npuomu3uTensHo 700 MKM, B TPU 3TOM TaOJIETKa COAEPKUT IMOKPBITHE.

44. TlepopanbHast (hapmareBTrdeckas TabIeTHPOBAHHAS KOMITO3HMLUS, COIEpIKaras
cynabdar Hatpust U cynb(ar Kaausi, TPU ITOM KOMITO3UIIUSI SIBJISIETCS MOIXOMSIIEH ISt
BBEJIEHUS IIyTEM IPSIMOr0 MEPOPATBHOrO NMpHeMa U MyTeM AE3UHTErpaluyd B BOJAE Iepen
NEPOPATBHBIM TMPUEMOM, IPU 3TOM KOMIIOZULMS JE3HHTETpUpPyeTcs B BOAE IpHU
npuOm3uTensHo 2°C WK BBIIIE B MPEAeiax MeHee ueM mpuOnu3uTensHo 150 cekyHa, mpu
STOM KOMITO3HMIUSI HE AE3UHTErPUPYETCS BO PTY B Ipelenax MeHee 4eM HpUOIH3UTENbHO
30 cexyHJ TpU HENOCPEACTBEHHOM IEepOpaTbHOM NpHUeMe, MPH 3TOM KOMITO3UIHUS 10

CYIIECTBY HE COACPIKUT YAaCTHUIIBI CYIb(para HATPUs MEHBIIE YeM MpuOIu3uTENbHO 150 MKM 1
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Gompire yem mpubnmsurensHo 700 MKM, W OpH 3TOM TableTka CONEPKHUT MOKPBITHE U
Pa3pLIXIUTEND.

45. Cnoco6 monyueHHus TepopaTbHON (papManeBTHUECKOW TalNeTHpOBaHHON
KOMITO3HIIMHU 110 JTE000My U3 1. 1-44, BKIIOYarOImuii craguu

(2) cMemMBaHMs MO MEHbIIEW Mepe OXHON Cyab(arTHOW CONM U MO MEHbLIeH Mepe
OJHOTO BCIIOMOTaTeNbHOTO CPEACTBA U

(b) mpeccoBanust MOy YEHHOM B Pe3y/IbTaTe CMECH B TAOIETKY.

46. Cnoco® mo m. 45, mpu KOTOPOM CTaiusl CMEIIWBAHWS BKITIOYAET CMELIUBAHUE
Macchl cyabdara HATpHsl, MIPU 3TOM Macca cyibdara HATpHsl MO CYLISCTBY HE COIEPIKUT
yacTHObl cyiab(ara HATpUs MeEHbIIe uYeM mnpuOmusureasbHo 150 MkM um Oonblie yem
npubmusuteasHo 700 MKM.

47. Cnoco6 momyueHHs TepopaabHON (apManeBTHUSCKONH TalONIeTHpOBaHHOMN
KOMITO3HIIAH 110 TE000My U3 1. 1-44, BKITIOYArOIIUH CTa un

(a) cmemmBaHMsI Macchl Cyib(ara HaTpus W 1O MeEHbUIEH Mepe OIHOro
BCIIOMOTATENBHOTO CPEACTBA, IPH 3TOM Macca CyJab(ara HaTpus MO CYIIECTBY HE COJIESPKHUT
yacTUUBl Cyib(ara HATpUs MeHble uYeM mnpuOmu3ureapbHo 150 MkM u Oonmblie 4em
npubmuzurensro 700 MKM; 1

(b) mpeccoBaHus MOy YEHHOH B PE3yJIbTaTe CMECH B TAOIETKY.

48. Crmocod mo mwobomy u3 mm. 45-47, MOMONHUTENLHO BKIIOUYAOIIMKA MMOKPHITHE
TabIeTKu.

49. Cnocob no nrobomy u3 nm. 46-48, NOMOTHUTENBFHO BKIOYAOLIIMN MO CYIIECTBY
yJajJeHne JacTull cyasdara HaTpus MeHblle yeM npubiausurensHo 150 MM u Oofblne yem
npubmusureapHo 700 MKM 10 CMELIMBAHUSL.

50. Cnoco6 mo mobomy w3 mm. 45-49, mpH KOTOPOM BCIIOMOTATEIBHOE CPEICTBO
BBIOPAaHO W3 TPYMIBL, COCTOSINEH W3 pa3pBIXJIATENS, CBS3YIOLIEro, CIOCOOCTBYIOLIETO
CKOJIBKEHHIO CPEJICTBA, CMA3BIBAIOIIET0 CPEACTBA UX KOMOMHAITIHN.

51. Cnoco6 WHAYUUpPOBAHUS MEPUCTATETUKH KHINEUHUKA Y CyOBbeKTa, BITIOUAFOIIHA
BBeJeHHE CyOBeKTy MO MeHbIIEH Mepe OJHOW MepopaibHON (hapMameBTHIEeCKOU
TabJIeTUPOBAHHOW KOMIIOZUIIMH 10 JToboMy u3 mmn. 1-44 ¢ WMHAYIMPOBAHHEM TEM CAMBIM
MEPUCTANBTUKN KUIIEUHUKA.

52. Crnocob mpenymnpexaeHus] WM JEUYeHHUs 3amopa y CyObeKTa, BKIIOUAIOIIHM
BBeJeHHE CyOBeKTy MO MeHbIIEH Mepe OJHOW mepopaibHON (hapMameBTHIEeCKOU
TabJIeTUPOBAHHOW KOMITO3UIIMH T10 JI00OMY M3 miL. 1-44 ¢ JiedeHneM Win npeaynpexIeHIeM

TEM CaMbIM 3amopa.
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53. Cnoco6 mo m. 51 wimm m 52, mpu KOTOPOM KOMIIO3HMLIUSI HEMOCPEACTBEHHO
MIPOTJIATHIBAETCS CYOBEKTOM.

54. Crnocod mo m. 51 wiau . 52, npu KOTOPOM CTaaus BEISHUS KOMIIO3UIIMN BKIOYAET
NepopalbHBIA IPUEM BHYTPb BOAHON AUCIEPCUN KOMIIO3ULUH.

55. Cmocob mo mobomy m3 mm. 51, 53 wmm 54, mpu >ToM €noco6 HHAYLMPYET
NEePUCTATBTUKY KHUIIEUYHWKAa Oe3 WHAYLHWPOBAHUS KIMHUYECKH 3HAYMMOIO IEepeHoca
JIEKTPOJIUTOB Y CyOBEKTA.

56. Cnoco6 mo mwobomy w3 mm 52-54, mpu 3TOM C€mocoboM  jedar Wid
NpeaynpekJaloT 3amop Oe3 HHAYLMPOBAHMS KIMHWYECKd 3HAYMMOrO  IMEPeHoca
3JIEKTPOJIUTOB y CyOBeKTa.

57. Cnocod no mobomy u3 mm. 51-56, npu KOTopoM cyObeKTy BBOAAT 2, 3, 4 win 5

MEPOPATBHBIX (PaPMALIEBTUUECKUX TAONIETHPOBAHHBIX KOMITO3HLIUH.
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