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V. BizomocTi npo gucepraniio
MoBga guceprariii:
Koau TemMaTHYHHX PYyOPHK:

Tema gucepranii:
1. locaimpkeHHs 3 pO3pO6KU IIPOLIECiB TabI€TYBAHHS, IHKAIICYJIIOBAHHS Ta MAaClITaOyBaHHS TEXHOJIOTII TabJIeTOK

«JleBinuTam» i karcyn «bippen»

2. Research on the development of tabletting, encapsulation and scaling technology of tablets «Levicitam» and
capsules «Bifren»

Pedepar:

1. Incepralisi IpUCBAYEHA TEOPETUYHOMY 1 €KCIIEPMMEHTAIBHOMY OOI'PYHTYBaHHIO, PO3pO0Li CKJIaZy i TEXHOJIOTI
TabJI€TOK, BKPUTHUX ILJTiIBKOBOIO 060JI0HKOIO «JIeBilluTam» i TBepAux KeJaTUHOBUX Kancya «bippen» i
VIPOBAaKEHHIO iX y cepiliHe IPOMHUCJIOBE BUPOOHULITBO. BUBUEHO MOXKJIMBICTh 3MiHU KPUCTaJIIYHOI CTPYKTYPH NIPU
Pi3HUX crI0CcOOaxX MEXaHIYHOTO BILJIMBY Ta BUSHAYEHO CTPYKTYPY CyOCTaHLii ieBeTupalneTaM y TabaeTKax,
OTPUMaHUX METOLOM IIPSMOTO MIPECYBaHHs. Y MexXax (papMaleBTUYHOI PO3POOKM OTPUMAHO BUPOOHNYY (HOPMYITY
JIiKapCbKOro 3acO0y Ha OCHOBI CyOCTaH1ii ieBeTHpaleTam Ta po3po6JIeHO TEXHOJIOTIIO OflepKaHHS ITpernapary
«JleBiuutam» y popmi TabseTok. Po3pobsieHo ckiaf, i TEXHOJIOrio JikapchKoro 3acoby «bippeH» Ha OCHOBI Ail040i
pevyoBUHU QeHiOyT y JliKapchKiil (popMi — TBEPZi KeJIaTUHOBI KarlCy/u. 3alipolIOHOBAaHO METOAMKY CTaHIAPTU3aLlii
pO3po6JIeHNX NTpenapariB. Bu3Ha4eHO MOKa3HUKU SIKOCTi I yCTAaHOBJIEHO TEPMIH iX IPUAATHOCTI. BUpOOHUIITBO
TabsieToK «Jlesinutam 250» i «Jlesinuram 500», a Takox Kancys «bibpen» 3aiiicHioeThes Ha ninnpruemcTsi TOB



«@apma Crapt» (Ykpaina). ChopmoBaHo i rpadivHO 0(pOpMIEHO MOEJIb IPOLecy TpaHCPePY TEXHOJIOTI, 3TiIHO 3
SIKOIO [TPOBEJIEHO MaCIITabyBaHHS BUPOOHUYOTO IIPOLieCy OTPUMaHHS TabyeToK «JleBiuutam» i Karncys «bihpen».

2. The thesis is devoted to theoretical and experimental substantiation and development of the composition and
technology of tablets coated with «Levicitam» covering and solid gelatin capsules «Bifren» and introduced them
into serial industrial production. The possibility of changing the crystalline structure using different methods of
mechanical influence was studied and the structure of the substance levetyracetam in tablets obtained by direct
compression was determined. In the framework of pharmaceutical development, the production formula of the
drug is based on the substance of levetyracetam and is obtained the technology of the drug «Levicitam» in the
form of tablets. The composition and technology of drug «Bifren» based on the active substance phenybut in the
pharmaceutical form - solid gelatin capsules. Methods of standardization and validation of tablets and capsules
were proposed. The production of tablets «Levicitam 250» and «Levicitam 500» and capsules «Bifren» is carried
out completely at the enterprise «Pharma Start LLC» (Ukraine). The formed and graphically executed model of the
process of technology transfer, an assessment of the transfer was made on the production process for obtaining of
tablets «Levicitam» and capsules «Bifren».
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