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Pedepar:

1. Inceprarifina po60Ta IPUCBIYEHA IMTAHHSIM CTBOPEHHSI HOBOI'O T€MOCTATUYHOTO Ipenapary y popmi TabieToxk,
MOKPUTUX KUITKOBOPO3YMHHOI 000J10HKO10. Ha mificTaBi mocimkeHb papMako-TeXHOJIOTIYHUX Ta Pi3UKO-
XiMIYHMX BJIACTUBOCTEN [1il040i PEYOBMHMU - CYKUMU(EHATy PO3POOJIEHO CKIIAT, i TEXHOJIOTiI0 BUPOOHULITBA TabJIETOK
"CykuudeHat", MOKPUTUX KUIIKOBOPO3YMHHOIO 000JIOHKOI0. [IpoBeieHO NOKIIiHIYHI BUITPOOYBaHHS TabJIeTOK
"CykuudeHat" BUSIBUIN BUCOKY FeMOCTaTUUHY aKTHUBHICTb, 1110 BUTITHO Biflpi3HsIE 0r0 Bifl BilOMUX réMOCTaTHUKIB.
JloBeneHa BiICYTHICTb BUPa’K€HOI TOKCUYHOI Ta II06IYHOI il TabJIeTOK 3aIpOIIOHOBAHOTO CKIaAy. BuBueHHs
(papmaxokiHeTuKy TabyaeToK "Cykuu@eHaT", IOKPUTHUX KUIIKOBOPO3UNHHOIO OO0JIOHKOIO JOBEJIO, IO NTePEBA’KHE
BCMOKTYBaHHS CyKuM(eHaTy BifOyBa€eThCsl Y TOHKOMY KMIIEYHHUKY, BHACIIOK YOT0 y 5 pasiB 36ibLIyeThCS Yac
yTPUMaHHS B OpraHi3mi J1ifo4uoi peuoBMHU Ta 6isbll, HiX y 2 pa3u 36i/bLIyeThCSl aOCOJIOTHA 6i010CTYIIHICTh
3aIpPOINIOHOBAHOrO Npenapary. Po3po61eHO METOIMKY SIKICHOTO Ta KiJIbKiCHOTO BUBHAY€HHS CYKLU(EHATY B
TabsieTKax Ta po3pobsieHa aHaliTUYHA-HOPMaTUBHA JOKYMeHTalis Ha TabsueTku "CykundeHaT", IOKpUTI

KUIIKOBOPO3YMHHOIO 060JIOHKOI0. JlJoBeJieHa CTabisIbHICTh Ipenapary B Ipolieci 36epiraHHsl.



2. The dissertation provides theoretical and experimental grounding of the formulation and manufacturing
technology for a new medical agent in the form of coated tablets with haemostatic properties. We conducted the
study of physical-chemical and technological properties of the testing substance sodium salt of acetylsuccinanilic
acid (named Succiphenate). This includes crystallography, particle size, apparent density, true density, angle of
repose, dissolution ability and other characteristics of the substance. The pharmacokinetic parameters of
Succiphenate tablets were evaluated in the dose of 50mg/kg on rabbits with average weight of 3kg. The results
showed statistically significant differences between Succiphenate given orally in the form of powder, enteric-
coated tablets and tablets without coating in the area under the curve, as well as the absolute and relative
bioavailability, maximum concentration, mean time for absorption, and other pharmacokinetic aspects. The
analysis showed a five fold increase in mean retention time and over two fold increase in absolute bioavailability
with enteric-coated tablets compare to the drug given in the form of a powder or uncoated tablets. We performed
stability study of Succiphenate tablets, which consisted of three steps: forced degradation, packaging selection and
formal stability testing. A shelf life of 48 months was determined. Succiphenate tablets in blister packaging are
demonstrated to be chemically, physically and microbiologically stable.
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