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2. Development of the composition, technology and research of solid dosage forms with nimesulide

Pedepar:

1. Incepranifina po60Ta IPUCBIYE€HA TEOPETUYHOMY Ta €EKCIIEPMMEHTAILHOMY OOIDYHTYBAHHIO CKJIaZy, TEXHOJIOTI
Ta JOCJiIPKEHHIO TBEPAUX JIKapChKUX (POPM (TabsI€TOK IIPOJIOHTOBAHOTO BUBLJIbHEHHS Ta IPAHYJI [71s1 OPaIbHOI
cycreHsii) 3 HimecysiomM. 3aIIpoIIOHOBaHO aIrOpUTM papMaleBTUYHOI pO3pOOKU TBEPIUX JiKapChKUX (popm 3
HiMecCyJlioM, a caMme, TabJIeTOK NIPOJIOHTOBAHOTO BUBLJILHEHHSI Ta FT€HEPUYHOTO JIIKAPCHKOI0 3aCO0Y y BUIJISIAI callle
— IpaHyJ1 A4J1s1 OpajibHOi cycneHsii. OxapakTepu30oBaHO (Pi3MKO-XiMidyHi BJJACTUBOCTI Ta BCTAHOBJIEHO KPUTUYHI
XapaKTePUCTUKY JIIKapChbKOI peYOBMHY HiMecyJlif,. 3arporoHOBaHO TEXHOJIOTIIO JIikapchKoro 3acoby «Himecyrin,
TabJIeTKU NIPOJIOHTOBAHOTO BUBI/IbHEHHS, 110 200 MI» METOZOM BOJIOTOi rpaHyisiii. JJoBeeHo 3ay1esKHICTh
(papmaKo-TEXHOJIOTIYHUX NTOKA3HUKIB BiJl [IapaMeTpiB IpeCyBaHHS TabyeTOK. PO3p0O06JIEHO MPOEKT METO/IB
KOHTPOJIIO SIKOCTI 17151 npenapaty «Himecyifn, TabeTKu IpoJIOHT0BaHOTO BUBiIbHEHHS, 110 200 Mr». OnucaHo
PO3pOOKY BUpOOHUYOTO Ipoliecy npenapary «Himecysin, rpanynu njst opanpHoi cycnensii, 100 mr/2 r» MmeTonom



BOJIOTOI rpanyJisLii. [IpeacTaBieHo TeXHOOTIYHY CXeMY BUPOOHUIITBA Ta KOPOTKUM ONUC CTafill TEXHOJIOTIYHOTO
npouecy. Po3pobsieHo Ta npoBeeHo Bajlifalio aHaJiTUYHOI MeTonuku «CyIpoBigHi TOMIIKI» METOLIOM
BHCOKOe(peKTUBHOI pinnHHOi XpomaTorpadii.

2. The dissertation work is dedicated to the theoretical and experimental substantiation of the composition,
technology, and research of solid dosage forms (prolonged-release tablets and granules for oral suspension) with
nimesulide. An algorithm for the pharmaceutical formulation of solid dosage forms containing nimesulide,
specifically, prolonged-release tablets and a generic medicine in the dosage form of sachets - granules for oral
suspension, has been suggested. Physico-chemical properties have been characterized and critical characteristics
of drug substance nimesulide have been established. The technology of preparation of Nimesulide, 200 mg
prolonged-release tablets by wet granulation technique has been proposed. The dependence of pharmaco-
technological indicators on tablet compression parameters has been has been proven. A draft of quality control
methods has been developed for Nimesulide, 200 mg prolonged-release tablets. The manufacturing process
development of Nimesulide, granules for oral suspension 100 mg/2 g by the wet granulation technique has been
described. The flow chart and a brief description of the stages of the technological process have been presented.
The analytical methods “Related substances” by HPLC have been developed and validated.
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