YKPATHA (19) UA (11) 1 21 746 (13) C2

D d (51) MK
ey A61K 31/444 (2006.01)
7 A61K 9/08 (2006.01)

AG61K 47/04 (2006.01)
AG61K 47/12 (2006.01)
AG61K 47/18 (2006.01)
AG61K 47/22 (2006.01)
AG61K 47/32 (2006.01)
A61P 9/12 (2006.01)

A61P 27/02 (2006.01)
A61P 27/06 (2006.01)

MIHICTEPCTBO PO3BUTKY
EKOHOMIKW, TOPTIBJII TA
CIIbCbKOIro rocnogAPCTBA
YKPATHA

(12) ONMUC OO NATEHTY HA BUHAXIO

(21) Homep 3asBku: a 2016 08085 (72) BuHaxigHuk(u):
(22) Data nopanks sasekw:  08.01.2015 Enpo Woko (JP)
(24) Data, 3 sKol € unHHUMKM 27.07.2020 (73) BnacHuk(u):
npaea Ha BUHaXig;: CAHTEH ®APMACYTIKAN KO., NTA.,
(31) Homep nonepestboi  2014-002810 9-_19, S_hlmoshlnjo 3-chome, _
3asBKW BigNOBIAHO 0 Higashiyodogawa-ku, Osaka-shi 5338651
Mapu3bkoi KOHBEHLT: Osaka, Japan (JP)
(32) Jata nopaHHst 10.01.2014 (74) TMpepcTaBHUK:
nonepeHbOT 3aABKN Kpunosa Hagis IBaHiBHa, pecctp. Ne30

BiANOBIAHO A0

Mapm3bKOT KOHBEHLT: (56) Mepenik QOKYMEHTIB, B3ATUX A0 yBaru
(33) Koa aepxasu-yyachuui JP &(gngpmsoro:

Mapu3bKoi KOHBEHUT, 010/113957 A1, 07.10.2010

[0 sIKoi nogaHo WO 2009/113600 A1, 17.09.2009

nonepeHIo 3asBKy: JP 2011-57633 A, 24.03.2011

ikauisi Bi i WO 2013/146649 A1, 03.10.2013

41) MNy6 10.11.2016, Bron.Ne 21 ’
*1) ngoJ;z::Fy:BIHOMOCTeM > bron JP 2002-509101 A, 26.03.2002

WO 2012/141334 A1, 18.10.2012
JP 2009-114183 A, 28.05.2009
JP 2002-356420 A, 13.12.2002

(46) Ny6nikauis sinomocten 27.07.2020, Bron.Ne 14
npo BUAAYY NaTeHTY:

(86) Howmep Ta nata PCT/JP2015/050334,
noaaHHs MbkHapoaHo!  08.01.2015 US 4960799 A, 02.10.1990
3a5BKW, NOAaHOT JP 3631255 B2, 23.03.2005
BiANOBIAHO A0 US 2014/0018396 A1, 16.01.2014
JOorosopy PCT WO 2014/010654 A2, 16.01.2014

JP 2014-19650 A, 03.02.2014

UA 121746 C2

(54) ®PAPMALIEBTUYHA KOMNO3UL|4, WO MICTUTb CAONYKY NIPUOUNAMIHOOLITOBOI KUCNOTU

(57) Pedpepar:

BuHaxig HanexuTb A0 (papMaueBTUYHOT KOMMNO3WUIT, WO MIiCTUTL CTilKy OCOBNUBY CNONyKky Ta
BUSIBNAE BigMIHHY 3axuCHy eqEeKTUBHICTb. TakOoX BMHaxid HanexuTb A0 CnocobiB NOKpaLlEHHS
CTIMKOCTI uiei ocobnuBoi crnonyku y cknagi uiei dapmaueBTMYHOT KOMNO3WUUIT Ta 3aXMCHOI
edeKTUBHOCTI Uiel dhapMmaueBTUYHOI KoMNo3uLii. PapmMaleBTUYHA KOMMNO3ULIA 3@ BUHAX0A0M MICTUTb
isonponin(6-{[4-(nipason-1-im)6ex3un](nipugauH-3-incynb@oHin)amiHOMETU}NIpUAUH-2-
inamiHo)aueTaT abo Moro Cinb Ta A04aTKOBO €4ETOBY KMCNOTY abo ii Cinb.
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BuHaxia crocyeTbca (papmaueBTUYHOT KOMMO3WUii, fKka MicTUTb i3onponin(6-{[4-(nipason-1-
im)6ensun](nipuanH-3-incynsgoHin)amiHoMe TUNINipuanH-2-inamiHo)aueTtaT abo Noro cinb Ta cnocoby
crabinisauii uiei cnonyku abo 1i coni.

[3onponin(6-{[4-(nipason-1-in)6eH3nn](NipuauH-3-incynb@oHin)amiHOMETUITINIPUANH-2-
inamiHo)aueTaT € cnonykoio 3a dopmynoto (1):

H (0] J\ 1)
N/\@NQJ\O
e S\\?O =

Y MNateHTHUx JokymeHTax 1 Ta 2 noBiAOMNEHO NPO CNONYKU NipUANNIAMIHOOLTOBOT KUCNOTH, AK-TO
isonponin(6-{[4-(nipason-1-im)6exsun](nipuaunH-3-incynbdoHin)amiHomeTun} nipuanH-2-
inamiHo)aueTtar, Ta y lNateHTHOMYy [OKyMeHTi 1 NOBiZOMIIEHO MPO OYHI Kpanni, AKi MICTATb CNONyKy
nipMannamMiHOOUTOBOT KUCNOTKU, KOHUEHTpOBaHUA rniuepuH [puknagie oTpuMaHHA KOMNo3uuii, a
Takox MNMAP TMonicopbar 80.

MNpoTe B uUMX AOKYMEHTax He 3ragyetbca npo dapMaueBTUYHY KOMMO3WUUi, AKa MICTUTb
isonponin(6-{[4-(nipason-1-im)6ex3un](nipuaunH-3-incynboHin)amiHoMe TUN}NIpUAUH-2-
inamiHo)aueTart abo NOro Cinb, WO TAKOX MICTUTb €4€TOBY KUCMOTY abo ii Cinb, Ta 30BCIM He 3ragaHo
npo CTinkicTb idonponin(6-{[4-(nipason-1-im6enaun](nipuaunH-3-incynbdoHin)amiHo-meTun}nipuanH-2-
inamiHo)aueTaTty abo 1ioro coni B Uin hapMaUeBTUYHIA KOMMNO3ULIT Ta NP0 3axXUCHY e€(PEKTUBHICTb L€l
dhapmaueBTUYHOT KOMMO3NULT.

MateHtHum [HOokymeHTOM 1 € onybnikoBaHa [MateHTHa 3asBka CLUA Ne 2012/0190852 Ta
MateHTHum JokymeHToM 2 € onybnikoBaHa MNateHTHa 3asBka CLUA Ne 2011/0054172.

Ha etani po3pobku papmaueBTUyHOI koMnosuuii, ska mictuna isonponin (6-{[4-(nipason-1-
im)6ensun](nipuauH-3-incynbdoHin)aMiHoMeTUNINIipUAUH-2-inamiHo)auetatr abo Knoro cinb (Hagani
TaKoX NO3HAYeHo TyT, AK "3a3Ha4vyeHa cnonyka"), BUHaxigHMKaMu BUSIBAIEHO, WO CTIAKICTb LIET CNONYKK
3MEHLUYETLCS Y pasi pO3YMHEHHS T Y BOAHIA KOMMIO3UUT.

BuHaxig crTocyeTbCa OTpMMaHHA dapMaueBTUYHOT KOMMO3WUii, WO Mae BiAMIHHY 3axUCHY
€(EKTUBHICTb Ta MICTUTb 3a3HadeHy CNONyKy y CTIRKOMY CTaHi. Tako) BUHAaxig CTOCYETbCA cnocoly
NOKpaLLeHHS CTINKOCTi 3a3Ha4YeHo’ cnonykn y dapMaueBTUYHIA KOMNO3UUIT Ta 3aXUCHOT e(PEKTUBHOCTI
uiei dhapMaleBTUYHOT KOMMO3MULT.

o6 uboro AoCArTM, BUHAXIAHUKM PETENbHO AOCHIMKYBANM A0AATKM Yy CKMadi Komnosuuii, ska
MiCTMNa 3a3Ha4YeHy CNoNyKy Ta BUABWUNK, LLO Y pasi 4o4aBaHHA A0 Uiel KOMMNO3uUil eAeTOBOT KUCNOTH
abo i coni, ua cnonyka y cknaai dapmaueBTUYHOT KOMNO3ULiT 36epiracTbCsl 3 BENUKOIO 3annLLIKOBOKO
KiNbKICTIO, OTXXe B UMX yMOBaxXx UA dapmaueBTUYHA Komnosuuis 30epirae BigMiHHY 3axuCHY
ePEeKTUBHICTb, WO CBIAYUTb MNPO YCMILLUHICTL LbOro BUHAXoAy.

OTke, BUHaxia CTOCYETbCA HACTYMHOrO:

1) dapmaueBTUYHA KOMMO3UUA, WO MIiCTUTL i3onponin(6-{[4-(nipason-1-in)6en3nn](nipnanH-3-
incynboHin)aMmiHomeTUN}NipuanH-2-inaMiHo)auetar abo 1Horo Cinb Ta A0AaTKOBO MICTUTb €4EeTOBY
kucnoty abo i cinb.

2) dapmaueBTUYHA KOMMO3WUIfA, WO MICTUTL idonponin(6-{[4-(nipason-1-in)6ensun](nipnant-3-
incynboHin)aMmiHoMeTUN}NipUANH-2-inaMiHo)auetar abo MOro Cinb Ta HEIOHHY NOBEPXHEBO-AaKTUBHY
pPeYoBUHY, Ta A0AATKOBO MICTUTb €€TOBY KMCNOTYy abo ii Cinb.

3) dapmaueBTMUHA KOMNO3KLia 3a N. (2), B AKi HEIOHHA NOBEPXHEBO-aKTUBHA Pe4YOBUHA MICTUTb
NONIOKCMETUNEH PULMHOBY Onilo, 3aTBepAiny nonioKCMeTUNeH PUUKUHOBY OJil0, MOMIOKCUETUNEH
copbiTaHOBUIA eCcTep XUPHOT KucnoTtu abo BitamiH E TokodeponnonieTunenrnikonscykumHat (TMIC).

4) dapmaueBTU4Ha kKomno3uuia 3a n. (3), B AKiK 3aTBepAina noniokCMETUNEHOBA PULMHOBA Onid
MICTUTb NONIOKCUETUNEH PULMHOBY Onito, BUOpaHy 3 Trpynu, WO CKMagaeTbCsd 3 MNOMiokcun-5
PULMHOBOT Onil, NONIOKCUN-9 PULMUHOBOT ONii, NOMiokCun-15 puUMHOBOT onil, Noniokcun-35 puyMHOBOT
onii Ta noniokcnn-40 puyMHOBOT onil.

5) ®apmaueBTYHa koMno3uuia 3a n. (3), B Akin 3areepdina NoniokKCUETUNEHOBA PULUMHOBA Onid
MICTUTb 3aTBepainy MOMIOKCUETUNEH PULMHOBY Onito, BUOpaHy 3 rpynu, LIO CKNagaeTbca 3
3aTBepAinoi noniokcueTuneH puyuHoBoi onii 10, 3aTBepainoi noniokcueTuneH puymHoBoT onii 40,
3aTBEpPAINoi noniokcMeTuneH puyMHoBoT onii 50 Ta 3aTBEpAinoT NoNioOKCMeTUNEH PULMHOBOT onil 60.
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6) dapmaueBTUyYHA KoMnosuuis 3a n. (3), B SAKii MONIOKCMETUNEH COpPOITAHOBUIA €CTEP >KMPHOT
KMUCNOTKU MICTUTb MONIOKCMETUNEH PULIMHOBY ONito, BUOpaHy 3 rpynu, WO cknagaeTbes 3 Monicopbaty
80, Monicopbaty 60, MonicopbaTty 40, noniokcmeTuneH copbiTaH MoHonayparty, MONIOKCMETUIEeH
copbitaH Tpioneaty Ta MNonicopbarty 65.

7) ®apmaueBTMYHa Komno3uuia 3a dyab-akum 3 nn. (2) - (6), B AKiin BMICT HEIOHHOT NOBEPXHEBO-
aKTMBHOT peyoBuHU cknagae 0,001-5 % (mac./06.).

8) ®apmaueBTnYHa koMno3uuia 3a n. (7), B 9K BMICT HEIOHHOT MOBEPXHEBO-AKTUBHOT PEYOBUHU
cknapae 0,8-2 % (mac./06.).

9) dapmaueBTMYHA KOMNo3uuia 3a Oyab-akum 3 nn. (2) - (8), B AKiin BMICT HEIOHHOT NOBEPXHEBO-
aKTUBHOT peyoBuHKU cknagae 1-20000 macoBux 4aCcTUH BIAHOCHO MacoBOi YacTuHu 6-{[4-(nipason-1-
im)6ensun](nipuaunH-3-incynboHin) amiHoMeTUNINipuanH-2-inamiHo)isonponinaudetaty abo Woro coni.

10) ®apmaueBTudHa komnosuuia 3a Oyab-akum 3 nn. (1) - (9), B Akin BMicT 6-{[4-(nipason-1-
im)6ens3un](nipuauH-3-incynboHin)aMiHoMe TUNINIPUAUH-2-iNnamiHo)isonponin- ayetaty abo noro coni
cknagae 0,0001-0,10 % (mac./06.).

11) ®apmMayeBTMdHa Komnosuuia 3a n. (10), B ki BMIiCT 6-{[4-(nipa3on-1-in)6ensnn](nipnamH-3-
incynbdoHinamiHomeTun}nipuanH-2-inamino)isonponinauetary abo roro coni cknagae 0,001-0,003
% (mac./06.).

12) ®apmaueBTUYHA KOMMNO3uUis 3a 6yab-akum 3 nn. (1) - (11), B AKiin BMICT €4€TOBOT KUCnoTu abo
it coni cknagae 0,001-1 % (mac./06.).

13) ®apmaueBTUYHa Komnosuuis 3a n. (12), B Akin BMICT eaeToBoT knucnotu abo i coni cknagae
0,01-0,1 % (mac./0b.).

14) ®apmaueBTUYHA KOMMNO3uUis 3a 6yab-akum 3 nn. (1) - (13), B AKin BMICT €4€TOBOT KUCnoTu abo
il coni cknagae 0,1-1000 macoBMx 4YacTUH BiAHOCHO MacoBOi 4acTuHu 6-{[4-(nipason-1-
im)6ens3un](nipuaunH-3-incynboHin)aMiHoMe TUNINIpUAUH-2-inamiHo)isonponinayetaTy abo r#oro coni.

15) dapmaueBTMdHa Komnosuuia 3a Oyab-akum 3 nn. (1) - (14), aka 4oAaTKOBO MICTUTb BGOpHY
Kucnoty abo i Cinb, TIMMOHHY KMCNOTY abo 1i cinb abo oUuTOoBY KMCNOTY abo i Cinb.

16) dapmaueBTu4Ha komnosuuia 3a Oyab-akum 3 nn. (1) - (15), Aka He micTuTb copbiHoBOT
KUCMOTHU.

17) dapmMaueBTUYHa KoMNo3uuia 3a Oyab-akum 3 nn. (1) - (16), KO0 3aNOBHEHO KOHTENHEP, AKUIA
BMKOHAHO 3 NOMIETUNEHY.

18) dapmaueBTMUHa Komnosuuisa 3a 6yab-skum 3 nn. (1) - (17) ana npodinaktukn abo nikyBaHHS
rnaykommu abo opranbmorinepteHsii abo Ans 3MEHLLEHHS BHYTPILLHbOOYHOTO TUCKY.

19) Cnoci6 crabinisauii isonponin(6-{[4-(nipazon-1-in)6exnsnn](NipnanH-3-in
cynboHin)aMmiHoMeTUN}NipuanH-2-inamiHo)auetaty abo Woro coni, SAKAR MONAra€ B YBEAEHHI
efeToBoil kuenotu abo i coni y papmaueBTUdHY KOMMO3ULilo, WO MICTUTb idonponin(6-{[4-(nipason-1-
im6ensun](nipuaunH-3-incynsoHin)amiHoMmeTUNINipUANH-2-inamiHo)auetar abo Noro Cineb.

20) Cnoci6 306inblUeHHA 3axMCHOT edEeKTUBHOCTI dhapMaueBTUYHOT KOMMO3uUUil, fka MICTUTb
isonponin(6-{[4-(nipason-1-im)6ex3un](nipuaunH-3-incynboHin)amiHoMe TUN}NIpUAUH-2-
inamiHo)aueTat abo 1Oro cinb, sIKMA nonarae B yBeAEHHi eaeToBOl kucrnotu abo 1i coni y uw
dhapMmaueBTUYHY KOMNO3ULLiIO.

BianoBigHi cTpykTypu 3a BuwesasHadeHumn nn. (1) - (20) moxe 6yt noeaHaHo BUBIPKOBUM
BMOOpPOM ABOX ab0 KiNbKOX CTPYKTYP 3 LibOro nepeniky.

3rigHO 3 BMHaxXo4OM, MOXMMBO OTpuMMaTu papmaueBTUYHY KOMMNO3WUUi, B SKiM 3as3HadeHa
crnonyka 6yae 3HaxoAUTUCA Y CTIRKOMY CTaHi MpOTAroM TPUBAMNOro vacy ta aka 6yae matu BiaMiHHY
3axXUCHy ebeKkTUBHICTb. PapMaLeBTUYHA KOMMNO3ULIS 38 BUHAX0A0M TaKOX € JOCTaTHbO Be3neyHolo,
K papMaleBTUYHUIA NPOAYKT. 3rigHO 3a BMHAX0AOM TaKOXX MOXIMUBO OTpUMatu cnocidé crabinizauii
uiei cnonykn y dapMaueBTUYHIA KOMNO3MWUIT NPOTAroM TpMBamnoro 4acy, TUM CaMUM MOKPaLLyoun
3axucHy edeKTUBHICTb Uiel hapmaueBTUYHOT KOMNO3uuii. 3rigHO 3a BUHAXOAOM TaKOX MOXIUBO
oTpumaTu cnoci®é 3acToCcyBaHHA e€aeToBOI KMCNoTM abo i1 comi 3 oTpuMaHHsM dapMaueBTUYHOT
KOMMO3uLii, B SKii 3a3Ha4veHy cnonyky 6yae crabinisoBaHO MpoOTArom TpUBAroro vacy ta aka éyae
MaTKn BiAMIHHY 3aXUCHY eDEKTUBHICTb.

BinbL AeTanbHWi ONWUC BTINEHb BUHAXOAY HABEAEHO HUXKYE.

Moxxnuesum € OTPUMaHHSA isonponin(6-{[4-(nipason-1-in)6ex3nn](nipugux-3-
incynboHin)amiHomeTUn}NipuanH-2-inaMiHo)auetary abo KHoro coni y cknagi dapmaueBTUYHOT
KOMNO3uLii 3a BUHaX04O0M BigMNoOBIAHO i3 3aCTOCYBAHHAM 3aranbHOMNPUAHATHOIO Y Wil ranysi TexHiku
cnocoBy, aK-To cnocoby, 3azHadyeHoMy y onybnikoBaHin MNateHTHi 3asasui CLLUA Ne 2012/0190852.

Cinb isonponin(6-{[4-(nipason-1-im)6en3un](nipuaunH-3-incynbMoHin)aMmiHoMeTUNINIipUAUH-2-
inamiHo)aueTaty y cknagi apMaueBTUYHOT KOMMO3uUii 3a BMHaxoAOM HEe € OCOOMMBUM YWUHOM
0BMEXEHOIO A0KM BOHA € (hbapMakonoriyHO NMPUIRHATHOIO Cinno. 3okpema, npuknagamu Takoi coni €
coni HeopraHiYHMX KUCIOT, AK-TO riapoxnopuau, riapobpomiagun, rigpoioaiaun, Hitpatun, cynbdatn abo
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docdatn abo coni opraHiMHMX KUCIOT, SIK-TO aueTtaTtu, TpudTopauetatu, OGeH3oatu, okcanaTw,
ManoHaTtu, CykuuHatu, mManeartu, dymapaTtu, TapTpaTu, UMTPaTH, MeTaHcynbdoHaTH,
eTaHcynbdpoHatn,  TpudTopMeTaH-cynboHaTtn,  OeH3eHcynbdoHaTH, p-TonyoncynbdoHaTty,
rniotamatn  abo acnapratu. [lepeBaHO, npuknNagamm Takux conen € riapoxnopugn abo
TpupTopaueTaTu.

Bmict isonponin  (6-{[4-(nipa3on-1-in)6en3un](nipnanH-3-incyns@oHin)amiHomeTun}nipuanH-2-
inamiHo)aueTarty abo 1ioro coni y dpapmaueBTUYHIA KOMNO3ULT 3@ BUHAX0A0M TaKOX HE € 0COBNMMBUM
YMHOM 0OMeEXeHUM. 30KpeMa, HIKHS MeXka LibOro BMICTY nepeBaxHo agopieHioe 0,0001 % (mac./06.),
6inbw nepeBaxkHo 0,0003 % (mac./06.), Hanbinbw nepeBaxHo 0,0005 % (mac./06.) Ta we HanbinbL
nepesaxkHo 0,001 % (mac./06.). BepxHss mexa nepeBaxHo gopiBHwoe 0,1 % (Mac./06.), GinbL
nepeeaxHo 0,03 % (mac./06.), HanbinbL nepesaxHo 0,01 % (Mac./06.), we 6inbw nepepaxHo 0,008
% (mac./06.), we Hanbinbw nepeBaxHo 0,005 % (mac./06.) Ta 30kpema wWe HabinbLW nepeBa)kHO
0,003 % (mac./0b.). binbw nepeBaxHO uen BmicT gopisHoe 0,0001-0,1 % (mac./06.), GinbL
nepesaxkHo 0,0003-0,03 % (Mac./06.), Hanbinbw nepeBa)kHo 0,0005-0,01 % (mac./06.), we 6inbL
nepesaxkHo 0,001-0,008 % (mac./06.), we HanbGinbw nepeBaxHo 0,001-0,005 % (mac./06.) Ta
30kpema e Hanbinbw nepesaxHo 0,001-0,003 % (mac./06.). BigHOCHO ManeHbKuii BMICT 3a3Ha4eHOT
CMOMYKN MOXE OO03BOMUTU 3MEHLUUTU KiMbKiCTb NOTPIGHOT AN 71 pO3YMHEHHSA MOBEPXHEBO-AKTUBHOT
pevYoBUHU (3BMYANHO MNOJSIIOKCUETUIEHOBOW PULMUHOBOT ORil) TakMM YMHOM, WO BMICT 3a3HadeHol
CMONyKkn nepeBaxkHo Oyae AopiBHOBATU MeHW, Hik 0,01 % (mac./06.). Y Bunaaky, KO KOMMNO3uLis
MICTUTb Cinb  isonponin(6-{[4-(nipa3on-1-in)6eH3nn](nipnanH-3-incynsdoHinamiHomeTnn}nipuanH-2-
inamiHO)aLeTaTy, Le O3Hayae, Lo y CTaHi BMAINeHHsa uiei coni BMiCcT i3onponin (6-{[4-(nipason-1-
im)6ens3un](nipuaunH-3-incynboHin)aMiHoMe TUNINipUANH-2-inamiHo)aueTtaTy Oyae 3HaxXOAUTUCH B LIMX
MeXKax.

Ona oTpuMaHHa dapmaueBTUYHOT KOMMO3MLii 3a BUHAxoAoM OaXkaHUM € TaKOoXX NepeMillyBaHHSA
MOBEPXHEBO-AKTUBHUX CNONYK AMS  PO3YMHEHHS 3a3HaYeHoi cnonyku. Y uboMmy pasi vy
dapMmaueBTUYHIM KOMMNO3ULiT 3a BUHAxXo4OM MOXMUBO BiANOBIAHUM YMHOM 3MillATU KaTiOHHY
NMOBEPXHEBO-AKTUBHY PEYOBMWHY, aHIOHHY MOBEPXHEBO-AKTUBHY PEYOBUHY Ta HEIOHHY MOBEPXHEBO-
AaKTUBHY PEYOBUHY, SIKi 3aCTOCOBYIOTh, K A04aTKKU A0 hapMaueBTUYHOIO NPoAykKTy. BinbLu 6axkaHoo 3
LUX MOBEPXHEBO-AKTUBHUX PEYOBUH € HEIOHHA MOBEPXHEBO-AKTUBHA PEYOBUHA.

MNpuknagn KaTiOHHWX NOBEPXHEBO-aKTUBHUX PEYOBWUH  OXOMMIOIOTL  ankinamiHOBY  Cinb,
ankinaMmiHOMOMIOKCUETUNEH aayKT, Cifnb MOHOECTEPY XXUPHOT KUCMNOTU TpUEeTaHonamiHy, Cinb
aunnamiHoeTunaieTunamidy, noniamiHOBUA KOHAEHCAT XKUPHOT KACIOTHK, Cifllb ankinTpUMETUNaMOHIlO,
Cinb AiankinaMMeTMNamoHIlo, Cinb ankinguMeTunOeH3MNaMoHilo, Cinb ankinnipuauHy, Cinb amMoHito
auMnamiHoankinoBoro Tuny, Cinb auyuMnamiHoankinnipuguHy, cinb  AialyUnoKCMEeTUNaMOHIIo,
ankinimigasonid, 1-ayunamiHoeTun-2-ankinimigasonid, 1-rigpokcuneTun-2-ankiniMigasoniH TOLLO.
Mpuknagn conen ankinauMeTUnOeH3UNaMOHIl0 OXOMMIKTbL OGEH3anKoHIlo XNnopua, UeTankoHio
xnopua towo. MNMpuknagn aHiOHHUX NOBEPXHEBO-AaKTUBHUX PEYOBUH OXOMNIOKOTL dhocconinian Towo;
Ta npuknagom ¢ocdoninigis € NEUUTUH TOLO.

MpuknNagnm HEIOHHUX NOBEPXHEBO-AaKTUBHUX PEYOBUH OXOMIIOIOTb MOMIOKCUETUNEH PULMHOBY
onito, 3aTBepainy NOniOKCMETUNEH PULMHOBY Onit0, NMOMIOKCMETUNEH COpPOITAaHOBUIM €CTep >KUPHOT
KMCNOTK, BiTamid E Tokodepon nonietunedrnikons cykuuHat (TIMIC), noniokCMeTUNEH ecTep XXUPHOT
KMCNOTH, NOMNIOKCUETUNEH-NONIOKCUNPONINEHTIKONb, LYKPO3HUI €CTEP XKUPHOT KUCNOTKU Towlo. BinbLl
OaXkaHO0 3 LUMX MOBEPXHEBO-AKTUBHUX PEYOBMH € MNOMIOKCMETUNEHOBA PULMHOBA onia 4epes ii
34aTHICTb 40 A04AaTKOBOrO NOKpaLleHHS CTIKKOCTI.

TakoXX MOXMUBUM € 3aCTOCYBaHHA SIK MOMIOKCUETUNEH PULMHOBOI Ol Pi3HUX NOMIOKCUETUNEH
PULMHOBUX O, KOXHa 3 AKUX Ma€ Pi3HWMKA CTyniHb noniMepwusauii etuneHokcuay. Llen cTyniHb
noniMepusauii eTuneHokcuay nepeBa)kHo AopiBHWE 5-100, Ginbw nepeBaxkHo 20-50, HanGinbLu
nepeeaxkHo 30-40 Ta we Hanbinbw nepeBayHo 35. Ocobnuei NpUKNaan NonioKCUETUNEH PULUHOBOT
onii OXoNnNIoKTb NOMIOKCU-5 PULKUHOBY ONitO, NONIOKCUN-9 PULUMHOBY Oilo, NOMIOKCUMN-15 pULMHOBY
onito, noniokcun-35 puuuHoBy onito, noniokcun-40 puUMHOBY Onitlo Towo Ta Oinbw GaxkaHum €
3aCToCyBaHHSA NOMIOKCK-35 pULKUHOBOT OSIil.

Ak 3aTBEPAINOT NOMNIOKCMETUNEH PULMHOBOT ONil € MOXINUBUM 3aCTOCYBaHHSA PI3HUX 3aTBEPAInNMxX
NONIOKCUETUNEH PULMHOBUX OIS, KOXHA 3 AKUX Mae Pi3HWA CTyniHb noniMepusauii eTUneHokeuagy.
Ller ctynmiHb nonimepu3sadii eTuneHokeuay nepesaxkHo gopisHioe 10-100, Ginbw nepesaxHo 20-80,
HanbinbLu nepeBaxkHo 40-70 Ta HaBiTh LWe HanbinbWw nepesakHo 60. Ocobnuei NpuknNaan saTeepainoi
NONIOKCMETUNEH PULMHOBOT ORIl OXOMNIOIOTb 3aTBepainy noniokcuetuneH-10 puUMHOBY Ofito,
3ateBepainy noniokcmetuneH-40 puUMHOBY ONiO, 3aTBepAiny noniokcueTuneH-50 puuMHOBY ONiIlo,
3aTBepAiny nomniokcUeTuneH-60 puUMHOBY Onito, Towo, Ta Oinbw OaxaHUM € 3aCTOCYyBaHHS
noniokcnetTuneH-60 saTsepainoi puLMHOBOT Onil.
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Mpuknagm NonioKCUETUNEHOBOrO COPBITAHOBOrO ECTEPY >XKMPHOT KUCNOTK oxonniowTb MNonicopdar
80, MMonicopbatr 65, Monicopbar 60, Monicopbar 40, noniokcueTuneH copbitaH MOHoNaypar,
noniokcueTuneH copbitaH Tpionear Towwo Ta 6inbLu 6axkaHuMm € 3actocyBaHHs MNonicopbarty 80.

Bitamin E TokodeponnonietunenrnikonbscykunHat (TMNIMC) TakoxK No3HadeHo, AK CyKUWMHaTHWUWR
ectep Tokohbepon-nonieTunexrnikono 1000.

MNpuknagom NONIOKCUETUNEH ECTEPY XKUPHOT KUCIOTKU € noniokcun-40 cteapar, TOLWwoO.

Mpuknagn  NOJSIIOKCUETUNEH-MOMIOKCMNPONINEHINIKOMID  OXONMOITL  noniokcuetuned  (160)
noniokcunponined (30) rnikonb, noniokcueTuneH (42) noniokcunponineH (67)  rnikonb,
noniokcuetuned (54) noniokcunponineH (39) rnikonb, noniokcueTuneH (196) noniokcunponineH (67)
rnikonb, noniokcuetuneH (20) noniokcunponineHd (20) rnikonb Towo. MNpuknagom LyKpO3HOro ecrepy
YKUPHOT KUCAOTU € LYKPO3HUI ecTep CTEapUHOBOT KUCAOTU TOLLO.

BMIiCT NOBeEpXHEBO-aKTUBHOI PEYOBUHM y dhapMaueBTUYHIN KOMMO3WUiT 32 BUHAxXO4OM He €
cneymdiuHo obMexkeHUM. 30KpeMa NOro HWXHA Mexka nepeBaxHo aopisHioe 0,001 % (mac./06.),
6inbw nepeBaxHo 0,01 % (mac./06.), Hanbinbw nepeBaxHo 0,1 % (mac./06.), we HanbGinbLw
nepesaxHo 0,5 % (mac./06.) Ta HaBiTb wWe HanWbinblw nepeBaxHo 0,8 % (mac./06.). BepxHs Mexa
LUbOro BMICTY MepeBa)kHO AopiBHOE 10 % (mac./06.), Ginblw nepeBa)kHO 5 % (Mac./06.), HanbinbLw
nepesaxkHo 4 % (mac./06.), we Hanbinbw nepeBaxHo 3 % (Mac./06.) Ta HaBiTb We HaNGiNbL
nepeBaxkHo 2 % (mac./06.). TouHiwe KaxKyuu, uen BMIiCT nepeBaxkHo gopisHioe 0,001-10 % (mac./06.),
Hanbinblw nepeBaxHo 0,01-5 % (Mac./00.), we b6inbw nepeBaykHo 0,1-4 % (mac./06.), we HanbGinbL
nepesaxHo 0,5-3 % (mac./o6.) Ta HaBiTb We Hanbinbw nepeBaxHo 0,8-2 % (Mac./0b.).
BuwesasHauyeHMn BMICT € 3acTocoBaHUM A0 O6yab-aKOT MOBEPXHEBO-AKTUBHOT pPEYOBUHM Ta
nepeBakHiLLIe BiH € 3aCTOCOBAHUM A0 HEIOHHOT NOBEPXHEBO-aKTUBHOT PEYOBUHN.

BMiCT HEIOHHOT NOBEPXHEBO-AKTUBHOI PEYOBUHU BigHOCHO 6-{[4-(nipason-1-im)6ensun](nipuanH-3-
incynboHin)amiHomeTUn}NipuanH-2-inamMiHo)isonponinauerary ato noro coni y apMaueBTUYHIN
KOMMO3MLUii 3a BMHAX0AOM He € cneuudiyHo oOMeEXeHUM. 30Kpema, HUXKHS MeXKa BMICTY HEIOHHOT
NOBEPXHEBO-AKTUBHOT PEYOBUHM MEPEBAXHO AOPIBHIOE 1 MAacOBii 4acTuHi, Ginbw nepeBayHo 10
MacoOBUM 4vacTuHam, Hanbinbll nepeBaxkHo 50 macoBUM 4acTMHOM, e Hambinblw nepeBaxHo 100
MacOBMM YacTUHaM Ta HaBiTb Lie Hanbinbl nepeBaxxHo 200 MacoBMM YacTMHAM BiAHOCHO MacoBOi
YacTUHU 6-{[4-(nipason-1-im)6eH3nn](nipuauH-3-incynb@oHin)amiHOMeTunIT} nipuanH-2-
inamiHo)izonponinauetaty abo ioro coni. BepxHss Mexa nepeBaxkHo aopiHe 20000 MacoBum
yactuHam, Oinbw nepeBaxHo 10000 macoBuM 4vacTuHam, Hanbinbw nepeBaxkHo 5000 macoBum
yacTuHam, we Hanbinbl nepeBaykHo 3000 MAcOBUM YaCTUHAM Ta HABITh L HANGINbLI NEPEBAXKHO
2000 macoBuM 4YacTuHaM. TOYHiWeE KaxKkydu, BMICT HEIOHHOT NOBEPXHEBO-AKTUBHOT PEYOBUHU
nepeBaxkHo AopisHioe 1-20000 macoBum YacTuHam, GinbL nepeeaxkHo 10-10000 macoBUM YacTUHaM,
Hanbinblw nepepaxHo 50-5000 macoBuM 4vacTuHaM, we Hanbinbw nepeBaxHo 100-3000 macoBum
YacTMHaMm Ta HaBiTb We Hanbinbw nepeBaxHo 200-2000 mMacoBuM 4acTMHaAM BIQHOCHO MAacoBOi
YacTUHU 6-{[4-(nipason-1-im)6ex3un](nipuanH-3-incynboHin)amiHoMe TUNINIPUANH-2-inamiHo)
isonponinauetaty abo oro coni.

MNpuknagn coni eaeTtoBol KACAOTU Yy dhapMaueBTUYHI KOMNO3ULiT 3a BMHaxXo4OM OXONMTb
efeTaTr MOHOHaTpIo, egeTaT AUHATPIlO, eAeTaTt TeTpaHaTpilo ToLO.

Bmict epetoBoi kucnotu abo i conmi y hapMaueBTUYHIN KOMMNO3WMLiT 3a BUHAxXOAOM HE €
cneymdiuHo obmexxeHnM. 30Kpema, HUXKHA Mexka BMICTY nepeBakHo cknagae 0,001 % (mac./06.),
6inbw nepesaxHo 0,005 % (mac./06.), Hanbinbw nepeBaxHo 0,01 % (mac./06.) Ta we HanbinbL
nepesaxkHo 0,02 % (mac./00.). BepxHa mexa BMICTY nepeBaxHo cknagae 1,0 % (Mac./06.), 6inbw
nepesaxkHo 0,5 % (mac./06.), Hanbinbw nepeBaxHo 0,1 % (Mac./06.) Ta HaBiTb We HaNGINbL
nepesaxkHo 0,05 % (mac./06.). TouHile KaxKyyu, BMICT eaeToBOi kucnotu abo ii coni nepeBa)kHO
popisHoe 0,001-1 % (mac./06.), 6inbw nepeBaxHo 0,005-0,5 % (Mac./06.) Ta HanbinbLW nepeBaxHo
0,01-0,1 % (mac./0b.).

Bmict epetoBoi kucnotu abo 1 coni y dhapMmaueBTUYHI KOMMO3ULii 3@ BMHAX04OM BiAHOCHO
MacoBoTl YacTuHU 6-{[4-(nipason-1-im)6ensun](nipuaunH-3-incynboHin)aMiHoMeTUNINIipUANH-2-
inamiHo)izonponinaueTtaTty abo Woro coni He € cneundivHo obMexeHUM. 30Kpema, HWKHA Mexa
BMICTY €A4€eTOBOT KUCnoTu abo 1i coni nepeBaxkHo AopiBHioe 0,1 MacoBOT YacTuHK, BinbLu NepeBaXkHO
0,2 mMacoBoi 4acTUHW, Habinbw nepeBaxHo 0,5 MacoBoi 4acTUHM, WEe Hanbinbll nepeBaXkHO 1
MacoBIili YacTUHI Ta We HanbINbLW NEPEBaXKHO 3 MACOBMX YAaCTUH BiAHOCHO MAacCOBOT YacTuHK 6-{[4-
(nipason-1-in)6eHsnn](nipnamnH-3-incynsdoHin)amiHoOMeTun}nipuanH-2-inamMido)isonponinauerary ato
noro coni. BepxHs Mexa egeToBoi kucnotu abo 1i coni nepeBaxkHo AopiBHIOe 1000 MacoBUX YacCTuH,
6inbw nepesaxHo 500 macoBux 4YacTuH, HanbinbLl nepeBa)kHo 200 MACOBUX YaCTUH, e HanGinbL
nepeeaxkHo 100 MacoBMUX YaCTUH Ta HaBITb WEe HaWbinbL nepeBakHo 50 MacoBux 4acTuH. ToYHiLLE
KapKy4u, BMICT eaeToBoil kucnotu abo ii coni nepeBaxHo AopisHioe 0,1-1000 MacoBux 4actuH, GinbLu
nepeeaxHo 0,2-500 macoBux 4YacTuH, HanbinbL nepesaxHo 0,5-200 mMacoBUX YaCTuWH, LWe HANGINbL
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nepeBaxkHo 1-100 MacoBux YacTUH Ta HaBiTb HaWBINbLW nepeBaxHo 3-50 MacOBMX YaCTUH BiAHOCHO
MacoBoTl YacTuHU 6-{[4-(nipason-1-im)6ensun](nipuaunH-3-incynboHin)aMiHoMeTUNINIipUANH-2-
inamiHo)izonponinauetaty abo Horo cori.

Y hapmaueBTUUHIN KOMMNO3ULIT 3@ BUHAX0A0M TakoX BUGIPKOBO MOXe ByTu 3aCTOCOBAHO A0AATKU
Ta AK Takoi gopgaTknm Moxe OyTu aopaHo OydbepHMIn areHT, TOHI3ylouMin areHT, crabinisartop,
KOHCEPBAHT, aHTUOKCUAAHT, NOMIMEP 3 BEMMUKOIO MONEKYNAPHOK Macolo TOLLO.

Takox y dhapmMaueBTUYHIA KOMNO3ULT 38 BUHAXOA0M MOXIMBO 3MilLyBaHHSI Byd)epHOro arexra,
AKOro 3acTOCOBYIOTb, K A0AaTok AnA papmaueBTUYHOro npoaykTty. Mpuknagmu Takmx OydepHux
areHTiB 0XonmnolTb PocdopHy kucnoTty abo 1i cinb, 60pHY kncnoTy abo i Cinb, MMMOHHY KUCNOTY abo
il cinb, outoBy kucnoTy abo i cinb, BYrinbHy kucnoty abo 1i cinb, BUHHY KMCNOTy abo 1i Cinb, €-
aMiHOKanpoHOBY KUCNOTY, TPOMETaMon Towo. 3 Toukn 3opy OGydepHOi eMHOCTI cepea cnabkmx
KMCNOT, uen OydepHUii areHT NepeBa)kHO € BOPHOK KMcnoTow abo 1i Cinmw, NMUMMOHHOK KUCIOTO
abo ii cinno abo ouTOBO KMCNOTOK abo 1i CinMo Ta NEPEBaXKHILLE BiH € NMMMOHHOIO KUCNOTOL0 abo i
cinmo. Tlpuknagn doccatie oxonnwooTb docaTt HaTtpito, gurigpodocar HaTpilo, auHaTpIlo
rinpocpochar, ocdat kanio, aurigpodocdar kanito, gukanito rigpogocdar Towo; npuknagu
Goparie oxonnooTe TeTpabopar HaTtpito, Gopar Hatpito, GopaT Kkanilo Towo; Npuknagum uuTparie
OXOMMIOKTb UWTPaT HaTpilo, AMHATPIIO uuTpaTt, TPUHaTpilo uuMTpat TOWO; MpuKnagu aueraris
OXOMNIIIOIOTb aUeTaT HaTpilo, aueTar Kanito TOLLO; Npuknaaun kapboHaTiB OXONMTL KapboHaT HaTpIlo,
rigpokapboHaT HaTpilo TOLWO Ta NPUKNaau TapTpaTiB OXOMMIOWTb TapTpaTr HaTpilo, TapTpar kanito
TOWoO. Y pasi amiwyBaHHA OydepHoro areHTy y dhapMaueBTUYHIA KOMMNO3UUIT 3a BUHAX0A0M WOro
BMICT MoOxe OyTM BignoBiAHWM YMHOM CKOPWIOBAHO BIANOBIAHO A0 Tuny OydbepHoro areHTty, Ta
nepeeaxkHo BiH cknagae 0,001-10 % (mac./06.), 6inbw nepeBaxHo 0,01-5 % (mac./06.), HanGinbL
nepeBaxHo 0,1-3 % (mac./06.) Ta we Hanbinbw nepeBaxHo 0,2-2 % (mac./06.).

Takox y dapmaueBTUYHIR KOMNO3ULIT 32 BUHAXOA0M MOXIWBO 3MilLYBaTU areHT PerynoBaHHs
TOHIYMHOCTI, SIKWA 3aCTOCOBYIOTb, SIK A0AATOK A0 (hpapmaueBTUYHOrO npoaykty. lNpuknagum Takux
areHTiB MICTATb iOHHI Ta HEIOHHI areHTW PerynoBaHHA TOHIYHOCTI Towo. MNpuKnaan iOHHUX areHTiB
perynioBaHHs TOHIMHOCTI MICTATb XNopua HaTpilo, Xnopui Kanito, xnopug kanbuito, xnopug martiio
TOWO; Ta nNpPUKNagu HeioOHHWX areHTiB  pPerynoBaHHA  TOHIMHOCTI  OXONMIOKTb  MMiLEPUH,
nponineHrnikonb, copbiT, MaHIT Towo. Y pasi 3MillyBaHHA areHTy pPerynioBaHHA TOHIMHOCTI Y
dapmauleBTUYHIN KOMMO3ULIT 3@ BUHAX0A0M MOr0 BMICT MOXe OyTK BigMNOBIAHUM YMHOM CKOPUTOBaHO
BiANOBIAHO A0 TWUMYy areHTa pPerynioBaHHA TOHIMHOCTI, Ta nepeBakHo BiH cknagae 0,01-10 %
(mac./06.), 6inbw nepeBaxHo 0,02-7 % (mac./06.), Habinbw nepeBaxkHo 0,1-5 % (mac./06.), we
HanbinbL nepeBaxHo 0,5-4 % (mac./06.) Ta HaBiTb LWe HaWbinbL nepeBaxHo 0,8-3 % (mac./0b.).

Takox y hapMaueBTUYHIA KOMMO3ULiT 3a BUHAXOAOM MOXMNUBO 3MillyBaTu crabinizatop, sakun
3aCTOCOBYIOTb SK A0AAaTOK AnA dhapmaueBTUYHOro npoaykty. MNpuknagom Takoro crabinisatopa €
uuTpart Hartpilo Towo. Y pasi 3MiwyBaHHa crabinisatopa y dapMmaueBTUYHIn koMMo3uulii 3a
BUHAXOAOM WOro BMICT MOXe OyTu BIiANOBIAHMM UYMHOM CKOPUIOBAHO BIAMNOBIAHO A0 TUMy
crabinisatopa.

Takox y hapmaueBTUYHIA KOMMO3WUIT 3@ BUMHAX0AOM MOXITMBO 3MillyBaTWU KOHCEPBAHT, SAKUR
3aCTOCOBYIOTb, SAK A0AAaTOK A0 hapmaueBTUYHOrO npoaykTy. [puknagn Takux KOHCEPBAHTIB
OXONIOOTb Xnopua 6eHsankoHito, 6pomia GeHsankoHilo, xnopua GeH3ETOoHIo, copbiHOBY KUCMOTY,
copbaTt kanito, napaokcubeH3zoatr METUNy, napaokcubeHsoart nponiny, xnopdbyraHon Towoe. 3 TOYKK
30py CTIiNKOCTI 6-{[4-(nipason-1-im)6enaun](nipuaunH-3-in-cynsdoHin)amiHoOMeTUMNipuanH-2-
inamiHo)izonponinaueTtaTty abo noro coni 6a>kaHo BUKINIOYUTM 3 LbOro Nepeniky copbiHOBY KUCMOTY. Y
pasi 3MillyBaHHS1 KOHCEPBAHTY y bapMaLEeBTUYHIA KOMMO3ULIi 32 BUHAXOA0M MOro BMICT MOXxe ByTu
BiaNOBIAHMM YMHOM CKOPWIOBaHO BiANOBIAHO A0 TUNY LUbOro KOHCEPBAHTY, Ta NepPeBaXHO BiH cknajae
0,0001-1 % (mac./06.), 6inbw nepesaxHo 0,0005-0,1 % (Mac./06.), HanbinbLw nepesaxHo 0,001-0,05
% (Mac./06.) Ta we Hanbinbw nepeBaykHo 0,002-0,01 % (mac./06.).

Takox y dhapMaueBTUYHIA KOMMNO3ULiT 3a BUHAX0A0M MOXMMBO 3MiLlyBaTWU aHTUOKCUMAAHT, KUK
3aCTOCOBYIOTb, SK JAo4atok A0 (papmaueBTMYHOTO npoaykTy. [puknagun uUnMx aHTUOKCUAAHTIB
OXONIOKTb  ackopbiHOBY KucnoTy, Tokodepon, aubytunrigpokcuTonyon, OyTunriapokcuadison,
eputopbar Hatpilo, nponin ranart, cynb®iT HaTpilo Towo. Y pasi 3MillyBaHHS aHTMOKCUAAHTY Yy
dapmaLeBTUYHIN KOMMO3ULT 3@ BUHAX0A0M MOro BMICT MOXe 6yTu BiANOBIAHUM YMHOM CKOPUrOBaHO
BiANOBIAHO A0 TUMY LOr0 aHTUOKCMAAHTY, Ta nepeBaxkHo BiH cknagae 0,0001-1 % (mac./06.), GinbLu
nepesaxkHo 0,0005-0,1 % (mac./06.), Hanbinbw nepesaxkHo 0,001-0,02 % (mac./06.) Ta we HanbinbL
nepesaxHo 0,005-0,010 % (mac./0b.).

Takox y dapMaueBTUYHIN KOMNO3ULiT 382 BUHAXOAOM MOXIMMBO 3MillyBaTU MNOMIMEP 3 BEMUKOIO
MOJIEKYNAPHOK MacoI0, AKMIA 3aCTOCOBYIOTb, SIK A404aTOK A0 hapMaueBTUHHOIO NpoaykTy. Mpuknagm
Takux NoniMepiB 3 BEIMKOK MOSEKYNSAPHOI MAcOK OXONMIOKTb METUN LEMON03y, eTUNUENoNosy,
M4 POKCUMETUNLENIONO3Y, M4 pOKCUETUNLENIONO3Y, rigpokcunponin Lenionosy,
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rigpOKCUETUNMETUNLENIONO3Y, TigPOKCMNPONINMETUILENON03y, KapbokCUMETUN LEMON03y, HaTpii-
KapbOKCMMETUNLENIONO3Y, auerarcykuuHat rigpOKCMNPONIAMETUN LENoNosu, dranat
rigPOKCMNPONINMMETUNUENIONO3K,  KapOOKCUMETUNETUNUENONO3y, auetar dTanat  Lenonosu,
NOIBIHINOBUA CMNMPT, KApOOKCUBIHINOBUI NOMiMep, MNONIETUNEHNIKONb Towo. Y pasi 3MillyBaHHS
nonimepy 3 BENUKOI MOMEKYNAPHOIO Macolo y dhapmMaueBTUYHIR KOMNO3ULiT 3a BUHAX040M WOro BMICT
Moxke OyTW BigNOBIAHUM YMHOM CKOPWUIOBAHO BIAMOBIAHO A0 TUNY ULOrO MOMIMEpPY 3 BENUKOK
MOJIEKYNAPHOK Macolo, Ta NepeBaxkHo BiH cknagae 0,001-5 % (mac./06.), 6inbw nepesaxkHo 0,01-1 %
(mac./06.) Ta Hanbinbw nepesaxHo 0,1-0,5 % (mac./00.).

pH dapmaueBTUYHOT KOMNO3ULIT 38 BUHAXOAOM nepeBaxkHo cknagae 4,0-8,0, 6inbw nepeBa)kHO
4,5-7,5, HabinbLw nepeBaxHo 5,0-7,0 Ta we HanbinbL nepeBaxHo 5,5-6,5.

dapmMaueBTUYHY KOMMO3ULIID 32 BMHAXOAOM MOXHa 36epiratm y KOHTEHepi, 3pobneHomy 3
pisHUX HeobpobneHux martepianis. Hanpuknaa, Anst UbOro MOXMWBO 3aCTOCYBaTU MOMIETUMNEHOBI,
noninponineHoBi KOHTEWHEPU TOWO. 3 TOYKM 30pYy NErkocTi iHcTunaudil (MILHOCTI KOHTeWHepa) Ta
CTIMKOCTi 3a3Ha4YeHOT cnonyku, ii 6axkaHo 36epirat y NonNieTUNEHOBOMY KOHTEMHEPI.

FoToBa nikapcbka ¢popma papmMaueBTUYHOT KOMMO3WUiT 3a BUHAX0AOM He € cneyudivHo
oOMEXXeHOlo, AONOKKM i MOXHa 3acTocoByBaTU, sIK ddapmaueBTUYHMIA npoAaykT. lMpuknaau Takol
dopMKM OXOMNNIOIOTL O4YHI Kpanmi, npenapat aAnd odTanbMOMOriYHOT iH'ekUiil Towo Ta ocobnueo
GaxkaHMMK € OYHi Kpanni, Ski Moxe OYyTU OTPUMAHO i3 3aCTOCYBaHHAM 3aranbHOMNPUAHATHOIO Yy Uil
ranysi TexHikm cnocofy. ®apmaueBTUYHA KOMMO3ULIA 38 BUHAXOAOM 3BUHMAMHO € PO3YMHOM, Ta ii
PO34YMHHUK ab0 AUCMEPCHE CEPESOBULLE NEPEBAXKHO € BOAOI.

dapmaueBTUYHA KOMMO3MLIA 38 BUHAXOA0M € KOPUCHOK ANS 3aCTOCyBaHHA y npodpinaktuui abo
nikyBaHHi rnaykomm abo odtanbmorinepteHsii abo AnA 3MEHLIEHHS] BHYTPILULHBOOYHOIrO TUCKY.
Mpuknagnm rnNaykoMu y BUHaxo4i OXONMIOKTb NEPBWHHY BiAKPUTOKYTOBY [N1AaykOMY, BTOPWUHHY
BIAKPUTOKYTOBY [NlaykKOMy, HOPMOTEH3WUBHY [NayKoMy, TiNEPCEKPETOPHY T[MaykoMy, MNEPBUHHY
3aKPUTOKYTOBY [NaykoOMy, BTOPWHHY 3aKpUTOKYTOBY FMAyKOMy, 3aKPUTOKYTOBY FMaykomy 3 MAOCKOI0
pagy>Kkolo, 3MilLaHy rfaykoMy, BPOAXKEHY rnaykoMy, CTEPOIAHY rnaykomy, ekcdponiaTuBHy rnaykomy,
aminoigHy rnaykoMy, HEOBaCKyNAPHY rMaykoMy, 3MOSKICHY MaykoMy, KancynspHy rnaykomMy, CUHAPOM
NJSIOCKOT pagy>kku TOLLO.

dapmaueBTUYHA KOMNO3ULIS 3@ BUHAXOA0M MOXE MICTUTU oAuH abo Kinbka, nepeBa)kHo 1-3 Ta
nepeBaxkHiwe ogmH abo aBa iHWKMX MIKAPCbKMX areHTU, NPU3HaYeHUX ANns NikyBaHHA rnaykomu abo
odranbMorinepTeHsii abo 3acobiB, AKi 3HMXKYIOTb BHYTPILUHbOOYHMI TUCK. Bubip umx nikapcbkmx
areHTiB, NPU3HAYeHUX AN NiKyBAHHS [MaykoOMuU He € crneumdiyHo 0OMeXeHUM, 30Kpema Ui areHTu
3BUYAHO BXE iICHYIOTH Yy Npodaxky abo 3HaxoaaTbesl y po3pobui Ta NEPeBa)KHO BOHU € iCHYIOUMMU B
npoaaky NikapCbKMMW areHtamu, NpuaHadeHUuMU Ana nNikyBaHHS rmaykoMu Ta OGinblu nepeBakHilue
BOHU € iCHYIOUMMM B NPOAaXKy NiKAPCbKUMU areHTamu, Npu3HadYeHuMyu Ans NiKyBaHHS TnaykoMu,
MeEXaHi3aM Ail AKUX Bigpi3HAETLCA Big MexaHiaMmy Aiil 3asHayeHoi cnonyku. TOYHilWe Kaxkydu, Uum
areHToM Moxke OyTu 3pasKoBUIA HECENEKTUBHUIA CUMMNATOMIMETUMHUIM areHT, aroHiCT o - PeUenTopa,
AHTaroHiCT o1 - PELEenTopa, aHTaroHiCT [ - peuenTopa, MapacuMnaToNiTUYHMIA areHT, iHribiTop
kapboaHrigpasu, npocrarnaHauH, iHribitop Rho-kiHa3u Towwo.

OcobnuBMM  MPUKNAAOM  HECENEKTUBHMX CUMNATOMIMETMYHUX AareHTiB € AUNUBEMPUH;
0cOoONUBMMM MPUKNagaMmK aroHicta oz - peuentopa € OpPUMOHIAMH Ta anpaknoHiguH; ocobnueBuM
NPUKNagoM aHTaroHicta o1 — peuentopa € OyHa30CHUH; ocoBnNMBMMMK MPUKNagaMn aHTaroHicra f§ —
peuentopa € Tumonon, GedyHonon, kapTteonon, Hunpaaunon, Getakconon, nesobyHonon Ta
METUNPAHONON; OCOONMBUM MPUKNAA0M NAapacMMNaTONiTUYHOIO areHTa € MiNoKapnuH; 0cobnnBUMM
npuknagamu iHribitopie kapboadrigpasu € gopsonamia, 6puHsonamig Ta auetasonamia; ocobnmeumn
npuknagaMmy NpoCTOrnaHAWHIB € NaTaHOMNpPOCT, YHOMPOCTOH i3onponin, 6itTaMonpocT Ta TPaBOMNpPOCT;
Ta ocobnueuM npuknagom iHribitopa Rho-kiHasu € punacygun.

MPUKINAON

Hwxue HaBeaeHo lMNpuknagn oTpUMaHHa KOMNO3ULIT Ta pe3ynbTaTu NepeBipkKu, ane ue 3ainCHEHOo
nuLe Ans Kpaworo po3yMiHHA BUHAX0A4y Ta He 0OMEXye Moro CyTb.

Mpuknagn oTpPUMaHHA KOMNO3KLUIT.

Hwx4e HaBeaeHo Tunosi [lMpuknagun OTPUMAaHHA KOMMO3WUiT i3 3acTOCyBaHHAM 3a3HaJeHol
CMOMYKKW, B SKUX KINbKICTb KOXHOT0 KOMMOHEHTA, NOTPiOHY ANsl 3MilUYBaHHSA, HABEAEHO Yy PO3PaxyHKy
Ha 3aranbHuii 06'eM Kkomno3auuii y 100 mn.

Mpuknag oTpMMaHHA KOMNo3unuii 1

OuHi kpanni (y 100 mn)

3asHa4yeHa cnonyka 0,001 r

BbopHa kucnota 0,2 r

MiuepuH 2,01

Monicop6aTt 800,5T
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Ounatpito egetatr 0,051

BensankoHito xnopua 0,005 r

PosumHeHa consdHa kucnota y noTpibHil KinbKOCTi

lMapokeua HaTpito y NOTPIGHIA KiNbKOCTI

OuuuleHa Boaa y NoTpibHil KinbKoCTi

Mpuknag oTpMMaHHA KOMNOo3uuii 2

OuHi kpanni (y 100 mn)

3asHa4yeHa cnonyka 0,001 r

Hartpito aurigpocdocdhar 0,2 r

MiuepuH 2,01

Bitamin E anbha-TokodeponynonietunenrnikonbscykumnHat (Trrc) 0,8 r

Ounatpito egetatr 0,051

BensankoHito xnopua 0,005 r

Po3umHeHa consgHa kucnoTa y noTpibHil KinbKocCTi

lMapokeua HaTpito y NOTPIGHIA KiNbKOCTI

OuuuleHa Boaa y NoTpibHil KinbKoCTi

Mpuknag oTpMMaHHA KOMNo3uuii 3

OuHi kpanni (y 100 mn)

3asHa4yeHa cnonyka 0,001 r

TpuHaTtpito yutpat 0,2 1

MiuepuH 2,01

3arBepaina noniokcuetTuneHosa puumHosa onia 60 0,3 r

Ounatpito egetatr 0,051

BensankoHito xnopua 0,005 r

Po3umHeHa consgHa kucnoTa y noTpibHil KinbKocCTi

lMapokeua HaTpito y NOTPIGHIA KiNbKOCTI

OuuuleHa Boaa y NoTpibHil KinbKoCTi

Tunu Ta NoTpibHI ANa 3MiLLyBaHHA KiNbKOCTi 3a3HAYEHOT CNOJYKU, HEIOHHOT NOBEPXHEBO-AKTUBHOT
pPEeYoBUHW, €4EeTOBOT KMCNOTM Ta AOMIWOK y lMpuknagax OTpUMaHHA komnosuuii 1-3 Moxe 6ytu
BiANOBIAHUM YMHOM CKOPUrOBaHO 3 OTPUMAHHAM DaXkaHUX KOMNO3ULLIN.

1. TecTyBaHHSA OUiHKK CTilKOCTI (1).

HocnigkeHHs BNNMBY €4€TOBOT KUCNOTU Ha CTIKKICTb 3a3HAYEHOT CNONYKU.

1-1. OTpumMaHHA 40CAIAKYBAHOT KOMNO3KMLT.

[na oTpumaHHAa komnosuuii 3a Mpuknagom 1 o 5 r. noniokcun-35 puumHosoi onii goganu 20 mn
10 % posunHy gurigpodocdaTty HaTpito, 10 Mn 5 % po3unHy anHaTpito egetarty aurigpaty ta 900 mn
OYULLEHOT BOAM Ta PO3YMHUNU BCi KOMMOHEHTHU Uiel cymiwi. MMicna goseaeHHa pH o 6 gogaBaHHAM
PO3YMHY Tigpokcuay Hartpilo abo PO3YMHEHHAM A0CTaTHLOT KiMbKOCTI COMAHOT KUCMOTW, A0 CyMiLli
aopanu Ta PO3YUHUNK 0,003 r. isonponin(6-{[4-(nipazon-1-in)6eHsnn](nipnamnH-3-
incynbdoHin)amiHomeTunnipuanH-2-inamido)auetaty (g4ani No3Ha4YeHo, SK cnonyka A) 3 HacTynHUM
AoaaBaHHAM HeOBXiAHOT KiNbKOCTi OuMLLIEHOT BOAKN A0 3aranbHoro o8'emy y 1000 mn.

HaeegeHi y Tabnuui 1 komnosudii 3a Mpuknagom 2 Ta lMopiBHanbHUMKU Mpuknagamu 1-2 6yno
OTPUMAHO TaKMM CaMe YMHOM, K 3a3Ha4YeHo y cnocobi oTpumanHs MNpuknaay 1.

1-2.

MNpoueaypa nepesipKu.

Bmict isonponin(6-{[4-(nipason-1-im)6en3un](nipuaunH-3-incynbMoHin)aMmiHOMETUN}NIPUAUH-2-
inamiHO)aueTaTty y A4ocCnimkyBaHii komnosuuii ©yno BM3HA4YeHo i3 3acTocyBaHHsaM BEPX-
xpomarorpadii nicns 36epiraHHa 5 MmN UieT KOMNO3ULIT y CKMAHIA amnyrni NpOTAroM A0AaTKOBOro vacy
3 Temneparypoto 60 °C. MNoTiM Takox 6yno o64YNCNeHo 3anuLLIKOBUIA BiZlCOTKOBMI BMICT LIIET CMOMYKMW.

1-3. Pe3ynbtaTu nepeBipku Ta ix 0GroBOPEHHA.

PesynbTatu nepeBipkum HaBeaeHo B Tabnuui 1.
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Tabnuugs 1

% (Mac./06.) Mpuknag 1 Mpuknag 2 nol'lppla:ﬂng1MM HOH%EI:?S;HZ””
3asHaveHa cnonyka A 0,0003 0,0003 0,0003 0,0003
OuHaTtpito egetaty gurigpar 0,05 0,05 - -
3arBepaina noniokcueTuneHosa 05 ) 05 )
puumHosa onia 60 ’ ’
Monicopbar 80 - 0,5 - 0,5
Hartpito gurigpococdar 0,2 0,2 0,2 0,2
HCl/ NaCH .. g.s. g.s. ..
OuunweHa Boga g.s. g.s. g.s. g.s.
pH 6,0 6,0 6,0 6,0
3anuLKkoBui 60 °C /1
BMICT (%) TWKIEHD 96,9 93,6 24,2 69,5

Ak BuaHo 3 Tabnuui 1, nicna TuxkHeBoro 36epiraHHs komnosudin MNMpuknaaie 1-2 3 TemnepaTyporo
60 °C BMABNEHO MNIATPUMAHHS 3HAYHO BMWLIOFO, Y MOPIBHAHHI 3 NOAIOHUMKU 3HAYEHHAMM AnA
komno3auui MopisHaneHux Mpuknagis 1 Ta 2, 3anuLLKOBOro BiACOTKOBOro BMICTY, LLUO CBIAYUTbL NPO
BiAMIHHY CTIMKICTb (hapMaLEeBTUYHOT KOMMO3MULIT 3a BUHAXOA0M.

2. TecTyBaHHSA OLHKKM CTINKOCTI (2).

MeToto ui€i nepeipku 6yno gocnigXeHHA BMNMBY AOMILLOK Ta 3HA4YeHHA pH y cdapmaueBTUyHIN
KOMMNO3ULiT 3a BUHaAxX040M.

2-1. OTpUMaHHA 4OCAiaXXyBaHOT KOMNO3uLii.

HaeeaeHi B Tabnuusix 2-8 komnosuuii Mpuknagis 3 — 34 6yno OTPUMAHO TakuM Came YMHOM, SK
3a3Ha4veHo y cnocobi otpumanHa Mpuknagy 1.

2-2. MNpoueaypa TecTyBaHHS.

Bmict isonponin(6-{[4-(nipason-1-im)6en3un](nipuaunH-3-incynboHin)amiHoMeTUNINIipUAUH-2-
inamiHO)aueTaTty y A4ocCnimkyBaHii komnosuuii ©yno BM3HA4YeHo i3 3acTocyBaHHsaM BEPX-
xpomarorpadii nicns 36epiraHHa 5 MmN UieT KOMNO3ULIT y CKMAHIA amnyrni NpOTAroM A0AaTKOBOro vacy
3 Temneparypoto 60 °C. MNoTiM Takox 6yno 064YNCNEeHO 3anULLKOBUIA BiACOTKOBUI BMICT LLiET CNOMYKK.

Tabnuuga 2
% (mac./06.) Mpuknag 3 | Mpuknag4 | Mpuknag 5 | Mpuknag 6 | Mpuknag 7

3asHaveHa cnonyka A 0,01 0,0003 0,001 0,01 0,03
Moniokcun-35 puumHosa onisi 0,8 0,5 0,8 2 2
Hartpito gurigpococdar 0,2 0,2 0,2 0,2 0,2
OuHaTtpito egetaty gurigpar 0,01 0,05 0,05 0,05 0,05
niyepuH 2,3 - 2,3 2,3 2,3
BeH3ankoHio xnopua 0,004 - 0,004 0,004 0,004
HCl/ NaCH .. g.s. .. d.s. ..
OuunweHa Boga g.s. g.s. g.s. g.s. g.s.
pH 5,8 6,0 58 5,8 58
3anuLKoBui 60 °C /1 94,5 ND 93,02 94,0 94 1
BMICT (%) TUXOEHb 86,2 83,2 82,2 87,1 90,9

g.S.- y noTpibHin kinbkocTi; ND - He BUSABNEHO
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Tabnuua 3
% (mac./06.) Mpuknag 8|Mpuknag 9 I'Ipv1||:)nan I'Ipv1||<1nan I'Ipv1||<2nan I'Ipv1||énan I'Ipm1lznap,

3asHayeHa cnonyka A 0,003 0,003 0,003 0,003 0,003 0,01 0,01
Moniokcun-35 0,8 0.8 0,8 0,8 0.8 0.8 0.8
puumMHOBa onig
Harpito gurigpodocdar 0,2 - - - - - -
BopHa kucnorta - 1 - - - 1 -
TpuHaTpito yuTpary| ) ) 02 ) ) ) )
auvrigpar ’
Tpurigpat auertary| ) ) ) 02 ) ) )
HaTpilo ’
€-aMiHOKanpoHoBa ) ) ) ) 0.2 ) )
Kucnora ’
TpomeTamon - - - - - - 0,9
Aunarpito ceAeTaty 0,02 0,02 0,02 0,02 0,02 0,05 0,05
awrigpat
IniuepuH 2,2 1,0 2,2 2,2 2,2 1,4 0,8
BeH3ankoHito xnopua 0,004 0,004 0,004 0,004 0,004 0,004 0,004
HCl/ NaCH g.s. .. g.s. g.s. .. g.s. ..
OuunuleHa Boga q.s. g.s. g.s. g.s. g.s. g.s. g.s.
pH 6,0 6,0 6,0 6,0 6,0 5,8 5,8
Sanuwkosuit 160 °C /2| g4 ¢ 94,0 95,1 943 | 944 93,1 92,6
BMICT (%) TUXKHI

Tabnuuga 4

% (Mac./06.) Mpuknag 15 Mpuknag 16 | Mpuknag 17 | lMpuknag 18

3asHaveHa cnonyka A 0,01 0,01 0,01 0,01
Moniokcun-35 puumHosa onisi 0,8 0,8 0,8 0,8
Hartpito gurigpococdar 0,2 0,2 0,2 0,2
OuHaTtpito egetaty gurigpar 0,05 0,05 0,05 0,05
niyepuH 2,3 2,3 2,3 2,3
BeH3ankoHio xnopua 0,002 0,008 0,004 0,004
HCl/ NaCH .. g.s. .. d.s.
OuunuieHa Boga g.s. g.s. g.s. g.s.
pH 5,8 5,8 5,0 6,5
f;Z‘)‘”L”"OB”” BMICT| 80 °C / 2 Tk 95,3 94,1 94,8 92,6
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Tabnuua 5
% (Mac./06.) Mpuknag 19 | Mpuknag 20 | Mpuknag 21 | MNpuknag 22
3asHaveHa cnonyka A 0,003 0,003 0,003 0,003
Moniokcun-35 puumHosa onisi 0,8 0,8 0,8 0,8
BopHa kucnorta 1 1 -
€- aMiHOKanpoHOBa Kucnota - - 0,2 0,2
OuHaTtpito egetaty gurigpar 0,02 0,02 0,02 0,02
niuepuH 1 - 2,3 -
MamHit - 2,0 - 45
BeHsankoHito xnopug 0,0013 0,0013 0,0013 0,0013
HCl/ NaCH g.s. .. .. ..
OuunuleHa Boga g.s. g.s. g.s. g.s.
pH 6,0 6,0 6,0 6,0
f;Z‘)‘”L”"OB”” BMICT 60 °C / 2 Tupki 93,3 93,0 93,4 93,6
Tabnuua 6
Mpuknag | Npuknag | Mpuknapg | Npuknag | Mpuknag | Mpuknag | MNpuknag

% (mac./o6.) i Pon | s Pae | e | o i
3asHayeHa cnonyka A 0,0003 | 0,0003 | 0,0003 | 0,0003 | 0,0003 0,003 0,0003
Monicopbar 80 0,5 0,5 0,5 0,5 0,5 0,8 -
Biramin TMIC - - - - - - 0,5
Hartpito gurigpodocdar 0,2 0,2 - - - - -
BopHa kucnota - - 1 - - - 1
rigpat uMTpary HaTtpito - - - 1 - - -
TpomeTamon - - - - 1 - -
Tpv!Haniro uuTpary 02
auvrigpar ’
Antatpiio eACTATY. 0,05 0,05 0,05 0,05 0,05 0,02 0,01
awrigpat
Harpito xnopua 0,8 - - - - - -
niuepuH - 2,2 - - - 2,2 1,0
BeH3ankoHio xnopua - - - - - 0,004 0,01
HCl/ NaCH .. .. .. .. .. .. ..
OuunweHa Boga g.s. g.s. g.s. g.s. g.s. g.s. g.s.
pH 6,0 6,0 6,0 6,0 6,0 6,0 6,0
Samnukosunt | 60°C/2 | g35 | 953 | 950 | 937 | 961 940 | 86,0
BMICT (%) TUXHI

10
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Tabnuua 7
% (Mac./06.) Mpuknag 30 Mpuknag 31 Mpuknag 32
3asHaveHa cnonyka A 0,0003 0,0003 0,0003
Monicopbar 80 0,5 0,8 0,8
€- amiHOKanpoHoBa Kucnota 0,2 0,2 0,2
OuHaTtpito egetaty gurigpar 0,02 0,02 0,02
niyepuH - 2,3 -
Mamit 45 - 4,5
BeH3ankoHio xnopua 0,0013 0,0013 0,0013
HCl/ NaCH .. g.s. d.s.
OuuuieHa Boja g.s. g.s. g.s.
pH 6,0 6,0 6,0
SanuLuKosui 60 °C / 2 Tk 90,2 93,2 93,9
BMICT (%)
Tabnuua 8
% (Mac./06.) Mpuknap 33 Mpuknap 34
3asHaveHa cnonyka A 0,0003 0,0003
Moniokcun-35 puumHosa onisi 0,8 0,8
BopHa kucnorta 1 1
CopbiHoB Kucnorta 0,1 -
OuHaTtpito egetaty gurigpar 0,05 0,05
niuepuH 1 1
BeH3ankoHio xnopua 0,01 0,01
HCl/ NaCH g.s. g.s.
OuuuieHa Boja g.s. g.s.
pH 6,5 6,5
3anuLKoBuin BMICT (%) | 60°C/2Twxni 89,1 92,5

Ak cTae oveBMaHO 3 Tabnuub 2-8, 6Gyno BUABNEHO 36epiraHHs BMCOKOIO BiACOTKOBOro BMICTY
5 koMmnosuuin Mpuknagie 3-34 nicns ix 2 abo 4-TuxkHeBOTO 36epiraHHA 3 TemnepaTypoto 60 °C.
3. TecTyBaHHS OUIHKK 3aXUCHOT eheKTUBHOCTI hapmaLeBTUYHOT KOMNO3ULIT 32 BUHAX040M.
3-1. OTpumMaHHsa JOCNigXyBaHOT KOMMNO3NLT.
Hagegeni B Tabnuuysax 9-10 komnosuuii Mpuknagis 35 - 43 1a MopisHaAnsHoro Mpuknagy 3 6yno
OTPUMAHO TaKMM CaMe YMHOM, SIK 3a3Ha4YeHO y cnocobi oTpumanHa MNpuknaay 1

10

Tabnuua 9
% (mac./06.) Mpuknag 35 | Mpuknag 36 | Mpuknag 37 | Mpuknag 38 | MNpuknag 39
3asHauyeHa cnonyka A 0,003 0,0003 0,003 0,003 0,003
Moniokcun-35 puumHosa onis 0,8 0,8 0,8 0,2 0,8
BopHa kucnota 1,0 1,0 1,0 1,0 1,0
OuHaTpilo epetaty aurigpat 0,005 0,02 0,05 0,01 0,01
MiuepuH 1,0 1,0 1,0 1,0 1,0
BeH3ankoHilo xnopug 0,0085 0,0085 0,0085 0,004 0,0085
HCl / NaCH g.s. g.s. .. .. ..
OuuneHa Boga g.s. g.s. g.s. g.s. g.s.
pH 55 55 55 50 6,5

11
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Tabnuua 10

% (mac./0b.) Mpuknap 40 | MNpuknag 41 |Mpuknag 42 (Mpuknag 43 I'Ion;:)la:ﬁngsmm
3asHaveHa cnonyka A 0,003 0,0003 0,001 0,003 0,003
Moniokcun-35 puumHosa onisi 0,8 0,8 1,4 - 0,8
Monicopbar 80 - - - 0,8 -
TpuHaTtpito uuTpaTty gurigpar 0,2 0,2 0,14 0,2 -
MoHorigpar JIMMOHHOT
KNCROTH i i 0,03 i i
BopHa kucnota - - - - 1,0
OuHaTtpito egetaty gurigpar 0,02 0,02 0,02 0,02 -
miuepuH 2,2 2,2 2,3 2,2 1,0
BeH3ankoHio xnopua 0,0085 0,004 0,0085 0,004 0,0085
HCl/ NaCH g.s. g.s. g.s. g.s. ..
OuunieHa Boga g.s. g.s. g.s. g.s. g.s.
pH 6,0 6,0 5,6 6,0 55

3-2. Mpoueaypa nepesipku

(BacrocyBaHHs1 6akTepianbHUX LUTAMIB)

Y pocnimxeHHsix 6yno 3acTOCOBaHO iHOKYNAT HACTYNHUX BakTe pili:

Escherichia coli, Escherichia Coli ATCC 8739

Pseudomonas aeruginosa, Pseudomonas aeruginosa ATCC 9027

Staphylococcus aureus, Staphylococcus aureus ATCC 6538

Opixpki Ta uBinesi rpudu:

Candida albicans, Candida albicans ATCC 10231

Aspergillus niger, Aspergillus niger ATCC 16404

(Mpoueaypa nepesipkn)

Lito nepeBipky Oyno 3aiicHeHO 3rigHo 3 dapmakoneeto HAnoHii (16 BunpaBneHe BUAAHHSA)
NpoLEeaypoto NEPEBIPKU 3aXUCHOT ePEKTUBHOCTI. PO34MH iHOKyNATY 6yno OTPMMAaHO i3 AOCATHEHHAM
KOHUeHTpauii 107-108 KYO / mn Ta koxHy 3 komnosuuin Mpuknagie 35-43 Tta [MopiBHANBHUM
Mpuknagom 3 iHOKYNIOBanNM B CTEPUSTIBHUX YMOBAX KOXHWUM PO3YUHOM IHOKYMATY OO0 AOCATHEHHSA
KoHueHTpauii 10%-108 KYO / mn 3 HacTynmHUM PIiBHOMIPHMM nepemiwyBaHHaM. OTpuUMaHi 3pasku
30epirannm y CBITNOHENPOHUKHMX yMOBax 3 Temneparypow 20-25 °C Ta nicna 14 T1a 28 gHiB
36epiraHHa 6yno BigibpaHo No 1 MM KOXHOro 3paska, B AkoMy 6yno BUMIPSHO 3aranbHy KinbKiCTb
JOMIHYIOUUNX XUTTE34aTHMX BakTepin.

BumiptoBaHHA 3aranbHOT KiNbKOCTI AOMIHYIOUUX XUTTE3AATHUX OakTepin, apbKaXB Ta UBINEBUX
rpubie 6yno 3gilcHeHo BIANOBIAHO A0 cnoco®y BUMIPIOBAHHS HaWOINbLU iIMOBIPHILLOT KiNbKOCTI,
BU3HAYEHOro y nepesipui MikpobionoriiHoro HopMaTuy 3a dapmakoneeto AnoHii (16 BunpaBneHe
BUOAHHSA).

3 OTpMMAHOT i3 3aCTOCYBaAHHAM LbOro cnocoby 3aranbHOi KiNbKOCTi JOMIHYIOUMX KUTTE3AATHUX
GakTepii 6yno BM3HAYEHO BIACOTKOBY KiMbKiCTb nosoctanux Oaktepinn, 6epyun 3a 100 BigcoTkis
BU3HAYEHE YNCIO BaKTEpIl y PO3UYMHI iHOKYNATY.

(Cnoci® ouiHkm)

"TIpOXOMKEHHA KOHTpONt" Oyno BM3HAYEHO Yy pasi, akwo 4epe3d 14 ta 28 aHiB 36epiraHHs
3aranbHa KinbKiCTb AOMIHYIOUMX XUTTE3AaTHUX BakTepiii 3aaoBONbHANA HaBeaeHoMy y Tabnuui 11
KpuTepito Ans BCix OakTepianbHMX LWTaMIiB. "ICHYBAHHA 3aXMCHOT eEKTUBHOCTI" Oyno BU3HAYEHO Y
pasi, aKLWO "NpoXoaXKeHHS KOHTpon" 6yno BiAMIMEHO ANA BCiX pe3ynbTaTiB y KOXXHOMY 3pasky.

Tabnuua 11
Yac Bigbopy . . L
3paskis Bakrepii Opixxopki Ta uBineBi rpudu
Uepes 14 0,1 % abo MeHLUEe BiAHOCHO KiNbKOCTi B Taka X came KinbKicTb, 5K | B iHOKynaTi abo
JHiB iHOKYNATI MEHLLE
Yepes 28 | Taka X came KinbKiCTb, K i B iIHOKynATi a60 | Taka >k came KinbKiCTb, K i B iHOKynATi abo
JHiB MeHLe Yepes 14 gHiB MEHLLE

3-3. PesynbTaty nepesipku Ta ix 06roBopeHHs

12
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PesynbTatu nepeBipku Ta BUCHOBKM HaBeaeHo B Tabnuui 12.

Tabnuua 12
Pesynbtatu nepesipku
3axUCHOI epekTMBHOCTI | BakTepianbHi wramn | Yepes 14 gHiB | Yepes 28 gHis BucHoBOK
Ta BUCHOBKM
BakTepii NPOXOMKEHHA | NPOXO[KEHHS | )
Mpuknag 35 : : _____|KOHTpOMiO KOHTPOMIO ICHYBaHHS 3aXMCHOI
APPKIKI Ta UBINEBI | NPOXOMKEHHS | MPOXOMKEHHA | €(PeKTUBHOCTI
rpudu KOHTPOK KOHTPOK
BakTepii MPOXOMKEHHS | NPOXODKEHHS | )
Mpuknag 36 : : _____|KOHTpOMiO KOHTPOMIO ICHYBaHHS 3aXMCHOI
APPKIKI Ta UBINEBI | NPOXOMKEHHS | MPOXOMKEHHA | €(PeKTUBHOCTI
rpudu KOHTPOO KOHTPOO
BakTepii NPOXOMKEHHA | NPOXO[KEHHS | )
Mpuknag 37 : : _____|KOHTpOMiO KOHTPOMIO ICHYBaHHS 3aXMCHOI
APPKIKI Ta UBINEBI | NPOXOMKEHHS | MPOXOMKEHHA | €(PeKTUBHOCTI
rpudu KOHTPOO KOHTPOO
BakTepii NPOXOMKEHHA | NPOXO[KEHHS | )
Mpuknag 38 : : _____|KOHTpOMiO KOHTPOMIO ICHYBaHHS 3aXMCHOI
APPKIKI Ta UBINEBI | NPOXOMKEHHS | MPOXOMKEHHA | €(PeKTUBHOCTI
rpudu KOHTPOO KOHTPOO
BakTepii NPOXOMKEHHA | NPOXO[KEHHS | )
Mpuknag 39 : : _____|KOHTpOMiO KOHTPOMIO ICHYBaHHS 3aXMCHOI
APPKIKI Ta UBINEBI | NPOXOMKEHHS | MPOXOMKEHHA | €(PeKTUBHOCTI
rpudu KOHTPOO KOHTPOO
BakTepii NPOXOMKEHHA | NPOXO[KEHHS | )
Mpuknag 40 : : _____|KOHTpOMiO KOHTPOMIO ICHYBaHHS 3aXMCHOI
APPKIKI Ta UBINEBI | NPOXOMKEHHS | MPOXOMKEHHA | €(PeKTUBHOCTI
rpudu KOHTPOO KOHTPOO
BakTepii NPOXOMKEHHA | NPOXO[KEHHS | )
Mpuknag 41 _ : ____|KOHTpOMIo KOHTPOMIO ICHYBaHHA 3aXMCHOI
ApbKoKi Ta UBINEBI | NPOXOAXeHHs | NpoxXoaxeHHs | edDEeKTUBHOCTI
rpudu KOHTPOO KOHTPOO
BakTepii NPOXOMKEHHA | NPOXO[KEHHS | )
Mpuknag 42 : : _____|KOHTpOMiO KOHTPOMIO ICHYBaHHS 3aXMCHOI
APPKIKI Ta UBINEBI | NPOXOMKEHHS | MPOXOMKEHHA | €(PeKTUBHOCTI
rpudu KOHTPOO KOHTPOO
BakTepii NPOXOMKEHHA | NPOXO[KEHHS | )
Mpuknag 43 : : _____|KOHTpOMiO KOHTPOMIO ICHYBaHHS 3aXMCHOI
APPKIKI Ta UBINEBI | NPOXOMKEHHS | MPOXOMKEHHA | €(PeKTUBHOCTI
rpudu KOHTPOO KOHTPOO
He
. . Gakrepil NPOXOAXKEHHS MPOXOMKEHHS NoO icCHyBaHHS
MopiBHAMbHWIA KOHTPOMIO KOHTPOMIO 3aXUCHOI
Mpuknag 3 - - - - .
APPKIKI Ta UBINEBI | NPOXOMKEHHS | MPOXOMKEHHA | €(PeKTUBHOCTI
rpudu KOHTPOO KOHTPOO

Ak BugHo 3 Tabnuui 12, komnosuuii 3a Mpuknagamu 35-43 MaTb 3aXUCHY €(EKTUBHICTb, AKa
Bignosigae crtaHgapTam NepPeBipKU 3axXUCHOT ePEKTUBHOCTI, BU3HaAYeHUM 3rigHo Papmakonei AnoHii
(16 BunpaBneHe BUAAHHA), WO CBiAYUTL NPO BIAMIHHY 3axUCHY edEeKTUBHICTb hapmaueBTUYHOT
KOMMNO3ULiT 3a BUHAxX040M.
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POPMYJIA BUHAXOLY

1. PapmaueBTMYHA KOMMO3MUiA, Gka MicTUTb i3onponin(6-{[4-(nipason-1-in)6eHsnn](nipnamH-3-
incynboHin)aMmiHoMeTUN}NipUANH-2-inaMiHo)auetar abo MOro Cinb Ta HEIOHHY NOBEPXHEBO-AaKTUBHY
pevYoBUHY, Ta AOAATKOBO €4eTOBY KMCMOTY abo i cinb, B SKiM BMICT €4eTOBOI kucnotu abo 1i coni
cknagae Big 0,1 macoBoi yactuHu abo BinbLue BigHOCHO 1 MAcoOBOT YacTuHM idonponin(6-{[4-(nipason-
1-im)6en3un](nipuaunH-3-incynboHin)aMiHoMeTUNINipManH-2-inamiHo)aueTtaTy abo roro coni.

2. dapmaueBTMYHA KOMMO3uUia 3a n. 1, B SKIN HeiOHHA MOBEPXHEBO-aKTMBHA PEYOBUHA MICTUTb
NOnioKCieTMNEHOBY  PULUMHOBY  Onil0,  3aTBepainly  NOMIOKCIETUNEHOBY  PULMHOBY  Ofilo,
NONiOKCieTUNEHOBUI copbiTaHoBMIA ecrep KUPHOT KMCNOTH abo BiTaMiHy E
TokochbeponnonieTuneHrnikonscykyuHat (TIIC).

3. dapmaueBTMYHaA KOMMNO3UUIA 3a M. 2, B SKiW nNoniokcieTuneHoBa puUMHOBA Ofi MICTUTb
NOMNIOKCIETUIIEHOBY PULIMHOBY Ofit0, IKy BUOPAHO 3 Ipynu, L0 CKNaAaeTbCa 3 MNOMOKCUN-5 puumuHOBOT
onii, noniokcun-9 puuMHOBOT onii, noniokcun-15 puynHOBOT ONIi, noniokcun-35 puUMHOBOT onil Ta
noniokcun-40 puyMHOBOT onil.

4. dapmMaueBTMYHA KOMMNO3ULiA 3a M. 2, B AKiK 3aTBepaina noniokcieTuneHosa puuMHOBa OnNisl MICTUTb
3aTBEpAiny NONioKCieTUNEHOBY PULIMHOBY ONito, IKy BUOPaHO 3 rpynu, sika CKNnagaeTbcs 3 3atBepainol
noniokcieTuneHoBoi puuuHoBoi onii 10, 3aTBepainoi noniokcieTuneHoBoi puunHOBOT onii 40,
3aTBepAinoi noniokcieTuneHoBoi puuMHOBOT onii 50 Ta 3aTBepAinoi NonioKCieTMNeHoBOT PULUHOBOT
onii 60.

5. ®apmaueBTMYHA KOMMNO3ULUIA 3a M. 2, B SAKiA NONIOKCIETUNEHOBUIA COPOITAHOBUIM €CTEP >KUPHOT
KMCNOTU MICTUTb NONIOKCIETUNEHOBUI COPBITAHOBUIN €CTEP KUPHOT KUCMOTU, SSKUIA BUBPAHUIA 3 Tpynu,
Lo CKINagaeTbes 3 MonicopbaTy-80, MonicopbaTy-60, MonicopbaTty-40,
noniokcieTuneHcopbiTaHMoHoNaypary, noniokcieTuneHcopbitaHTpuonearty Ta NMonicopbarty-65.

6. dapmMaueBTUYHA KOMMO3MLis 3a Byab-sikum 3 nn. 1-5, B kil BMICT HEIOHHOT NOBEPXHEBO-AKTUBHOT
peyoBuHu cknagae 0,001-5 % (mac./06.).

7. ®apmaueBTUYHA KOMNO3uUUiA 3a n. 6, B SKi BMICT HEIOHHOT MOBEPXHEBO-AKTUBHOI PEYOBUHU
cknapae 0,5-3 % (mac./06.).

8. dapmaueBTMYHA KoMno3uulia 3a dyab-akum 3 nn. 1-7, B sKi BMICT HEIOHHOT NOBEPXHEBO-AKTUBHOT
peyoBuHU cknagae 1-20000 macoBux YacTUH BiAHOCHO 1 MacoBoi YacTuHu izonponin(6-{[4-(nipason-
1-im)6en3un](nipuaunH-3-incynboHin)aMiHoMeTUNINipManH-2-inamiHo)aueTtaTy abo roro coni.

9. dapmaueBTUyHa KOMNo3uuia 3a Oyab-akuMm 3 nn. 1-8, B skin BMICT idonponin(6-{[4-(nipason-1-
im6en3un](nipuauH-3-incynooHin)amMiHoMeTUNINipUANH-2-inamiHo)auetaty abo noro coni cknagae
0,0001-0,1 % (mac./06.).

10. dapmaueBTU4Ha KOMMIO3ULiA 3a n. 9, B Ak BMICT isonponin(6-{[4-(nipason-1-in)6eH3nn](nipnanH-
3-incynbdoHimamiHoMeTumnipuanH-2-inamiHo)auetraty abo noro coni cknagae 0,001-0,003 %
(mac./06.).

11. ®apmaueBTUYHA KOMNO3KUiA 3a Oyab-akum 3 nn. 1-10, B skl BMICT eaeToBoi kucnotu abo 1i coni
cknagae 0,001-1 % (mac./06.).

12. dapmaueBTUYHa Komnosuuia 3a n. 11, B ki BMICT egeToBoi kucnotu abo i coni cknagae 0,01-
0,1 % (mac./0b.).

13. ®apmaueBTUYHA KOMNO3KUiA 3a Oyab-akum 3 nn. 1-12, B skl BMICT eaeToBoi kucnotu abo 1i coni
cknagae 0,1-1000 macoBux 4acTuH BiAHOCHO 1 mMacoBOi yacTuHu i3onponin(6-{[4-(nipason-1-
im)6ensun](nipuaunH-3-incynesoHin)aMiHoMe TUNINipUaANH-2-inamiHo)aueTtaTy abo Horo coni.

14. dapmaueBTUYHa KomMno3uuia 3a 6yab-akum 3 nn. 1-13, sika 4OAATKOBO MICTUTL BOPHY kucnoty abo
1T Cinb, NMMOHHY KMCNoTy abo ii cinb a6o oUTOBY KMCNOTY abo i Cinb.

15. dapMaueBTUYHA KOMNO3UUiA 3a Oyab-akum 3 nn. 1-14, aka He MICTUTb COPBIHOBOT KUCMNOTMN.

16. dapmMaueBTM4HaA KOMMO3MUIA 3a Oyab-AkMM 3 nn. 1-15, KOO 3aNOBHEHO KOHTEWHEDP, SAKWW
BMKOHAHO 3 NOMIETUNEHY.

17. dapmaueBTMdHa KoMnosumuia 3a O6yab-akum 3 nn. 1-16 ana npodinaktukm abo nikyBaHHS
rnaykomm abo optanbmorinepteHsii abo Ana 3HUXKEHHSA BHYTPILLHbOOYHOIO TUCKY.

18. Cnoci6 crabinisauii isonponin(6-{[4-(nipason-1-in)6exHsnn](nipnauH-3-
incynboHin)aMmiHomeTUN}NipuanH-2-inaMiHo)auetary abo WOro Coni LWNsIXOM 3acTOCYBaHHA Y
drapMaLeBTUYHIN  KOMNO3WUiT, dAka  MicTUTb  idonponin(6-{[4-(nipason-1-im)6en3un](nipuanH-3-
incynboHin)amiHomeTUN}NipUANH-2-inaMiHo)auetar abo MOro Cinb Ta HEIOHHY NOBEPXHEBO-AaKTUBHY
pevYoBUHY, TaKkoX eaeToBOT kucnotu abo i coni, Ae BMICT eaeToBol kucnotn abo i coni BubupawoTb
Bia 0,1 macoBoi yactuHm abo bBinble BiAHOCHO 1 MacoBoi yacTuHu izonponin(6-{[4-(nipason-1-
im)6ensun](nipuaunH-3-incynesoHin)aMiHoMe TUNINipUaANH-2-inamiHo)aueTtaTy abo Horo coni.

19. Cnoci6 36inblUeHHA 3axuCHOT eeKTUBHOCTI dhapMaUEBTUHMHOT KOMNO3WLi, €ka MICTUTb
isonponin(6-{[4-(nipason-1-im)6ex3un](nipuaunH-3-incynboHin)amiHoMe TUN}NIpUAUH-2-
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inamiHo)aueTat abo MOro cinb Ta HEIOHHY MOBEPXHEBO-AKTUBHY PEYOBUHY, LUMAXOM 3aCTOCYBaHHS
eaeToBOT Kkucnotu abo ii coni y papMaueBTUYHIA KOMNO3ULii, B KN BMICT eaeToBOT kucnotu abo i
coni BubupatoTb Big 0,1 MacoBoi YacTuHu abo BinbLue BigHOCHO 1 MAcOBOT YacTuHK izonponin(6-{[4-
(nipason-1-in)6eHsun](nipnamnH-3-incynsdoHin)amiHoOMeTun}nipuanH-2-inamiHo)auetaty  abo  1Horo
coni.

Komm'loTepHa eepcTka C. Yyniin

MiHiCTEPCTBO PO3BUTKY EKOHOMIKM, TORFIBNI Ta CiNbCLKOro rocnofapcTea Ykpainum,
Byn. M. pywescekoro, 12/2, m. Kuie, 01008, YkpaiHa

OI “YKpaiHCbKuii IHCTUTYT iHTenekTyanbHOT BnacHocTi”, Byn. MnasyHosa, 1, M. Kuis — 42, 01601
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