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1. HaykoBe i eKcriepuMeHTaJIbHE OOIPYHTYBAHHS CKJIafly i TEXHOJIOrii KOMOIHOBAaHMX TabJI€TOBAHUX JIIKAPChKUAX
¢$hopMm aHTUTIIEepPTEeH3UBHOI Aii

2. The scientific and experimental justification of the technology and the composition of the combined tablet forms
with antihypertensive effect

Pedepar:

1. Incepranis npucBsYeHa po3poodlii HAYKOBO-METOIUYHOTO MiXOAY 0 CTBOPEHHS KOMOIHOBAHUX JIIKapChKUX
3aC006iB 3 [il0YMMU PEYOBMHAMU Pi3HUX (PAPMAKOJIOTIYHUX IPyII (?-aApeHob610KaTop - 6iconposomny pymapar,
iHri6irop AIl® - nisuHONPUIY LUTiIPaT, 6JI0KaTOP KaJsbllieBUX KaHAJIB - aMJIONUIIIHY 6e3uyIaT, AiypeTukK -
inganamin) y popmi Tabsetok. [IpoBeieHO KOMIIJIEKC TEOPETUYHUX i €KCIIEPUMEHTAIbHUX AOCJiI)KEHD i3 BUBUEHHS
(papMaxKoOTEXHOJIOTIYHUX i PI3UKO-XIMIUHUX BJIACTUBOCTEN Jil0YMX i JOMMOMIXKHUX PEYOBUH. JJOCTiI>KEHO BILIIUB
IOTIOMIPKHMX KOMITIOHEHTIB Ha TEXHOJIOTIYHi 1apaMeTpy Ta IIOKa3HUKH SIKOCTi TabyieTok. Ha mincrasi pesysnbraris
TEXHOJIOTIYHUX, 6iodapmMalieBTUYHUX i papMaKoIoriyHUX BUIIPOOYBaHb PO3PO6JIEHO CKIIaAM, OOIPYHTOBAHO
IIPOMMUCJIOBY TEXHOJIOTi0 TabJIETOK IIiJl YMOBHOIO Ha3Bow "AMiionamiz’ i "biconamin" MeTomom npsiMmoro
IpecyBaHHS. 3a pe3yJbTaTaMu KOMILIEKCY (Pi3sMKO-XiMiYHUX, PapMaKOTEXHOJIOTIYHUX, 6i0JIOTYHUX TOCTiIKEHb

PO3p006JIEHO IPOEKTH TEXHOJIOTTYHMX PErjIaMeHTiB i IOKyMeHTiB "MeToINKY KOHTPOJIIO SIKOCTi Ha JIiKapChbKUMN



3aci6". 3anpornoHOBaHO ITOKA3HUKYU KOHTPOJIIO SIKOCTI, SIKi BHECEHO 10 HOPMATUBHOI JOKyMeHTalii. BusHaueHo
YMOBH i TepMiHU 306epiraHHs npemnaparis. JOKIiHIYHUMEU BUITPOOYBAHHSIMU BCTAHOBJIEHO crieli(iyHy aKTUBHICTb
PO3p006JIeHUX TAbJIETOK, SIKA II0JISITA€ B AHTUTINEPTEH3UBHIN, aHTHAapUTMIUHIN, AiypeTUyHil [ii 3a paxyHOK
00'eIHaHHS Pi3HMX MeXaHi3MiB 3HIDKEHHSI apTEPiajIbHOTO TUCKY, IO Ja€ HU3KY 6€3yMOBHUX IIepeBar nepep
MoHormpenapatamu. GapMaKkosIOriYyHUMHU JOCTiIKEHHSIMHN BU3HAY€HO BiICYyTHICTb TOCTPOi TOKCUYHOCTI,
MICILIEBOIIOPa3/IMBOi Ta aylepri3yBajbHOI 1.

2. The dissertation is devoted to the development of scientific-methodical march to the creation of combined
drugs with active ingredients from different pharmacological groups (?- blocker - bisoprolol fumarate, an ACE
inhibitor - lisinopril dihydrate , calcium channel blocker - amlodipine besylate , a diuretic - indapamide) in the
form of tablets. The complex of theoretical and experimental studies on the pharmakotechnological and physico-
chemical properties of active substances and excipients were conducted. The effect of the auxiliary components
for process parameters and indicators of quality of pills was studied. On the basis of technological,
biopharmaceutical and pharmacological tests formulations were developed, industrial technology of tablets
codenamed "Amlopamid" and "Bisopamid " by direct compression was justified. According to the results of the
complex physical and chemical, pharmakotechnological, biological research projects production schedules and
documents "Methods of quality control on the drug" were developed. The parameters of quality control, which are
included in the standard documentation, were suggested. The conditions and terms of storage products were
defined. The specific activity designed tablets was set with preclinical trials. It is to antihypertensive,
antiarrhythmic, diuretic action, by combining different mechanisms to reduce blood pressure, which provides a
number of advantages over monotherapy unconditional. Pharmacological studies identified no acute toxicity,
irritant and allergic effects.
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