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1. TeopeTryHe Ta ekClieprMeHTaIbHe OOTPYHTYBaHHS TEXHOJIOTi TBEPAUX JIiIKApChbKUX POPM 3 ypaxyBaHHSIM

6iodapmalieBTUYHOI cucTeMu kiacu@ikallii akTMBHUX (papMaleBTUYHUX iHTpeJieHTiB

2. The theoretical and experimental substantiationof technology of solid dosage forms based on Biopharmaceutics
Classification System of Active Pharmaceutical Ingredients

Pedepar:

1. O6'eKT - TeOpeTUYHE Ta eKCllepUMeHTaIbHe OO PYHTYBaHHS METOAUYHUX MiIX0/1iB CTBOPEHHS TabJIeTOK i Karcy
Ha OCHOBI aKTMBHUX (papMalleBTUYHUX iHIPeJlieHTiB pi3HUX KJaciB 6ioapMalieBTUYHOI CUCTEMU Kilacugikaliii;
METa - TEOPETUYHE Ta €KCIIEPUMMEHTAJIbHE OOIPYHTYBAHHSI CKJIAly Ta TEXHOJIOTIi TBEPAUX JIIKAPCBKUX POPM Y
IIPOMUCJIOBUX YMOBAX, 30KpEMa, TabJIETOK Ta KaIlCyJl 3 ypaxyBaHHsIM 6iodpapmaneBTHYHOI cucTemMu kiacudikaii
aKTUBHUX (hapMalleBTUYHUX iHTpeieHTiB; MeTonu - Qi3uyHi i papMako-TeXHOJOTiYHi MeTOAY JOCTiIKEeHHS
aKTUBHMX (papMalleBTUYHUX iHIPEi€HTiB, IOPOLIKOBUX i MOJEJIbHUX CyMilllel M1 TabyleTyBaHHS, Ta0JIETOK;
MaTeMaTUKO-CTaTUCTUYHI METOY IJIAHYBAHHS €KCIIEPUMEHTY i 00pOOKM pe3ysbTaTiB JOCIiIKEeHHS (IIJIaHU

IVCIIEPCIHOrO Ta perpeciHoro aHamuisy); gpizuko-xiMmivHi MeTony inenTudikauii Ta KibKiCHOro BUBHaY€HHSI



aKTMBHUX (papMalleBTUYHUX iHIPelieHTiB; PEHTT€HOCTPYKTYPHUI aHai3 nojgimopdHux mogudikaniil 06'eKTiB
IOCJiIKeHHs;, MeToJ, jla3epHoi gudpakiii Ta mikpockorii 1151 BuU3Ha4eHHs po3Mipy Ta pOPMU YaCTOK;
6iopapmaneBTHYHI MeTogu pocimpkeHHs (Caco-2 17151 BUBYEHHS IPOHMKHOCTI, METOZ, IOCIiI>)KEHHS KIHETUKU
PO34YMHEHHS in Vitro TBEpAMX JiKapCcbKuxX (OPM, METOJ], BUBYEHHS 0i0E€KBiBJIEHTHOCTI in Vivo); BUBHAYEHHSI
MiKpO6i0JIOriYHOI YMCTOTH aKTUBHUX (PapMaLleBTUYHUX iHTPEJiE€HTIB, JOTIOMDKHUAX PEYOBUH, HaMiBIIPOAYKTIB Ta
rOTOBUX JIIKAPCbKUX 3aC00iB; BaslifjalliliHi METOAU OL[iHKM MeTOAUK KOHTPOJIIO Ta TEXHOJIOT{YHOro Npoliecy. Brepiue
BCTAQHOBJIEHO HAYKOBO-METO/0JIOTIUHI IiIXOY CTBOPEHHS Ta BIPOBAI)KEHHS Y BUPOOHULITBO TBEPAMX JIiIKAPChKUX
¢$opM 3 aKTUBHUX (PapMalleBTUYHUX iHTPEMi€HTIB Pi3HUX KJIaciB, po3p06JIeHNX Ha 3acafiaxX Ta MPUHLMIIAX
6iodapmaneBTHYHOI cucTeMu kiacudikanii. OnpapoBaHO ajJrOPUTM IIPOLIECY CTBOPEHHS, IOCTII>KEHHS Ta
BUBEJIEHHS HAa PUHOK TBEPIUX JiKapchKux popm. OGIPYHTOBAHO CKJaj, Ta TEXHOJOri0 TabsneTok Biconpon 10 mr,
Topcup 10 mMr, TBepaux Karncys bap6osai, TabneTok B/o Ezonekc 40 mr, Banasip 500 mr, AmizoH 0,25 r, AHTpass 0,2
r. Bnepie nokasaHo 3B?530K nojimopduux mogudikaiil ta npodiniB po3unHEHHs 3 6i0€KBiBaJIEHTHICTIO TOTOBUX
JIiKapChKUX 3aCOOGIB 10 BiTHOLIEHHIO 110 pedepeHTHUX rpenapariB. Ha mpukiazai ami3oH mpoBeieHO MTOCTiKeHHS 3
PO3YMHHOCTI Ta IPOHUKHOCTI MeTofoM Caco-2 in vitro 3 MeTO0 BU3HAUEHHS Kjlacy 6iodapmalieBTUYHOI CUCTEMU
k1acudikaii. 3a 1OMOMOrolo MaHiB JUCIEPCITHOTO Ta pErpeciiiHOro aHali3iB LOCiIKEHO B3a€MO3B'SI30K MiXK
sKicHUMU Ta KinbKicHUMU dakTopamu Ta GpapMaKko-TEXHOJIOTNIYHUMU BIACTUBOCTSIMU TabJIETOK TOpCEMIy,
6iconposiony ¢pymapary, aMmizoHy, BaJlallMKJIOBipy TifpoxJ0puay, aHTpaio, e3oMenpasosny. HoBusHa gocigkeHb
3axulleHa nareHTamu Ykpainu Ha BuHaxonu: mat. N2 87771 mar. N2 90325; mat. N2 95549 Ta Ha KOpUCHI MOAeJIi: nar.
Ne 33960; nar. N2 33989; nat. N2 65450; nat. N2 71711. Po3po6JieHi npenapaTtu BIPOBAKEHO B IPOMUCIIOBE
BrUpobOHuUTBO [TAT "®apmak” Ta BHeceHO 10 [lep>kaBHOTO peecTpy JlikapChbKUX 3aC06iB YKpaiHy; ranyss - papmaliis.

2. Object - theoretical and experimental study of methodological approaches of creating tablets and capsules
based on active pharmaceutical ingredients of various classes of biopharmaceutical classification system; aim -
theoretical and experimental study of technology and solid dosage forms in an industrial environment, including
tablets and capsules based on biopharmaceutical classification system for active pharmaceutical ingredients;
methods - physical and pharmaco-technological methods of active pharmaceutical ingredients, powder mixes and
model tabletting, tablets; mathematical and statistical methods of experimental design and processing of the
survey results (plans variance and regression analysis); physical and chemical methods to identify and quantify the
active pharmaceutical ingredients; X-ray analysis polymorphs research facilities; method of laser diffraction and
microscopy to determine the size and shape of particles; biopharmaceutical research methods (Caco-2
permeability to study, research methods in vitro dissolution kinetics of solid dosage forms, the method of
bioequivalence study in vivo); determining the microbiological purity of active pharmaceutical ingredients,
excipients, intermediates and finished products; validated evaluation methods and techniques of control of the
process. For the first time, the scientific and methodological approaches of the creation and implementation of
solid dosage forms of active pharmaceutical ingredients different classes developed on the basis of principles of
biopharmaceutical classification system, were established. Processed algorithm creation process, research and
time to market of solid dosage forms. It was grounded composition and technology Bisoprol tablets 10 mg, Torsyd
10 mg hard capsules Barboval tablets / o Ezoneks 40 mg, 500 mg Valavir, Amizon 0.25 g, 0.2 g Antral first time
shows the relationship polymorphs and dissolution profiles of bioequivalence of medical products in relation to the
reference product. On the example of amizon, a study of solubility and permeability by Caco-2 in vitro to
determine the class of biopharmaceutical classification system, took place. With the help of plans of variance and
regression analysis examined the relationship between qualitative and quantitative factors and pharmaco-
technological properties of tablets torsemid, bisoprolol fumarate, amisone, valaciclovir hydrochloride, antral,
esomeprazole. The novelty of the research protected by patents for inventions Ukraine, a stalemate. Number 87,771
stalemate. Number 90325; stalemate. Number 95549 and utility models: stalemate. Number 33960; stalemate.
Number 33989; stalemate. Number 65450; stalemate. Number 71711. Developed drugs introduced in the industrial
production of JSC "Farmak" and included in the State Register of Medicinal Products of Ukraine; industry -
pharmacy.
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