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Pedepar:

1. TTopymenHs ¢QyHKIiOHYBaHHS LeHTpanbHOoi HepBoBoi cuctemu (LIHC), 30kpema TpHUBOXKHI po3J1afiy, € OLHI€IO 3
HaMOI/IbII aKTyaJbHUX IPO6JeM CyyacHOI MeIuLMHY. 3a JaHuMU BececBiTHBOI opraHisaliii oOxopoHu 310poB's,
[ICUXi4HI 3aXBOPIOBAHHS I1OCITAIOTh BAKJIMBE MICLIEe 3-IIOMDK IIPUYUH IHBAIIAHOCTI Ta CMEPTHOCTI JIIOHEN Y
6araTbox KpaiHax CBiTy. 3 HalOIIbII PO3MOBCIOIKEHNX MOKHA BUAINTY AEIpecilo, reHepasizoBaHNui TPUBOKHUM
po3Jaf, NaHiYHi aTaky, IOCTTPaBMATUYHUI CTPECOBUN po3afl. Lli cTaHM 3HAYHO MOTiIpUIYIOTH SIKiCTh KUTTS JIIOLEH,
3MEHIUIYIOTH iX Palle3JaTHICTh, BIJIMBAIOTh HA COLIiaJIbHY B3a€MOII0 i MOXKYTb [IPU3BECTU O CEPHO3HUX NIOPYIIEHb
y ICUXiYHOMY Ta Pi3UYHOMY CTaHi. TaKuM YMHOM, TPUBOXKHI PO371aiN € CEPHO3HOIO TJI06aJIbHOIO TPOOIEMOIO, 10
noTpebye KOMIIJIEKCHOTO IiTXOAY [I0 JIIKyBaHHS Ta MiITPUMKH OCi0, IKi CTpakIaloTh Bif L[MX 3aXBOPIOBAHb.
JlikapchbKi Ipernapary € BaKJIMBUM iHCTPYMEHTOM Y JIiKyBaHHI, OCKiJIbKA BOHU JIOIIOMaraioTh PeryJoBaTy 6ioximMiuHi
IIPOLIECH B MO3KY Ta MOJIMNIIYBAaTH CTaH NalieHTa. 3a HAyKOBUMHU JPKEepPeslaMH, sIK aKTUBHI (papmaleBTUYHi
inrpegnientu (AQI) cenatuBHOI Aii, SIKi MOXYTb €(PEKTUBHO BUKOPUCTOBYBATHUCS /17151 IPO(]iNaKTUKHU, KOPEKILii Ta

KOMIIJIEKCHOTO JIIKyBaHHS TaKUX IICUXiYHUX PO3J1aliB, SIK [Ielpecis, cTpec, HeBpo3u Ta 6€3COHHS, IpHBEpPTa€ yBary



NiBOHIi €KCTPAKT CyxUH, a TAKOX aMiHOKUCIIOTU — L-TpunrodaH i raiuuH. [1iBoHii ekcTpakr cyxuii, L-Tpunrodasn ta
IJIiAH BUKOPYCTOBYIOTBHCS SIK aKTUBHI iHTPEIiEHTU CE€JAaTUBHOI Jii 3aBIIIKM CBOIM BJIACTUBOCTSM PETYJIIOBATH
LisiybHICTh HEPBOBOI cucTeMU. I1iBOHIs1 Mae 3acnoKiinnBUi edeKT, folloMarae 3HMXyBaTU pPiBeHb CTPeECY i
TPUBOXKHOCTI. L-TpUnro@ax € rnonepeiHUKOM CEPOTOHIHY, IO MOJIMIIy€e HACTPIl i cripusie 60poThOi 3 Aenpecielo
Ta 6€3COHHSIM. [JIiIIMH Mae 3aCNOKININBY [0, 3HI)Kye HEPBOBY 30yAJIMBICTb i OJIMNIIy€e COH, 0 POOUTSD ix
eQeKTUBHUMU Y JIIKyBaHHI TPMBOXXHUX po3J1aiB. [lepcrieKTUBHOIO JIiKapchbKo GOPMOIO 171 CTBOPEHHS TabIeTOK
CeJlaTUBHOI Aii € TabyeTKu CyOJIiHTBaJIbHI, SIKi MAIOTh HU3KY [1€peBar: Jliki IOTPaIlIIioTh O1pa3y B CUCTEMHUM
KPOBOOOIT uepe3 BEeHTpaIbHY IIOBEPXHIO S131UKa Ta JHO NOPOXHUHU POTA i He MiAHaloThCs MeTab0IiYHUM [IpoLiecam
NEPIIOTrO MPOXOAKEHHS B [I€YiHIli, € 3pYYHUMH [J151 BUKOPUCTAHHS B OyIb-SKUI 4ac 6€3 NOoTpedr Y BUKOPUCTaHHi
BOAM. YIlepllle Ha MificTaBi pe3ysibTaTiB (papMaKOTEXHOJIOTTYHUX, Pi3UKO-XIMIYHUX Ta 6i0JIOTTYHUX AOCIIiIKEHDb
HAyKOBO OOI'PYHTOBAHO ONTMMAJIbHUI CKJIAJ, i TEXHOJIOTiI0 HOBOro JI3 0 Tab1eTOK CyO IiHrBaJIbHAX CEIATUBHOI Aii Ha
OCHOBI L-Tpunrogany, riiuyHy Ta MiBoHii eKCTPAKTy CyXOro. Yreplie i3 BAKOPUCTAHHSM KOMIUIEKCY Cy4aCHUX
METOJiB IOCIiIKeHb PO3pO0JI€HO METOAUKY KOHTPOJIIO SIKOCTi TabJIeTOK CyOIiHIBaJIbHUX Ta BUBUEHO CTabiIbHICTD
Ipernapary B Ipolueci 36epiraHHs. Yrepie Ha nifictasi 6iopapMalieBTUMHUX JOCIiIKEHb METOJOM
nudepeHLianbHOI CKaHyBaJIbHOI KaJIOpUMeTpii Ha MoJesi JinigHUX KIITUHHUX MeMOPaH YCTaHOBJIEHO, IO
MYyKOQJIre3uBHi pe4YOBMHU 3aJI€JKHO Bif| X B'I3KOCTi KOPUIYIOTh KiHETUKY BUBLIbHEHHS AQI. Yiepuie o6paHo
mykoaare3us — I'TIMI] methocel K4M CR Premium y koHueHTpatii 2 %, mo nosinuye 6ionoctynHicts AQIL.
MeTonoM TepMOrpaBiMETPUYHOIO aHali3y BCTAaHOBJIEHO cyMicHicTb ADI 3 06paHMMU LONIOMIKHUMHU PEYOBUHAMU.
dapmMakoJIOTiYHMMU JOCTIIKEHHSIMU I0BEJEHO PalliOHAIbHICTb CKIaly Ta €(PEKTUBHICTb 3aCTOCYBAaHHS

3aIIPOIIOHOBAHOI0 KOMOIHOBAHOTO 3aC00Yy.

2. Disorders of the central nervous system (CNS), in particular anxiety disorders, are one of the most urgent
problems of modern medicine. According to the World Health Organization, mental illnesses occupy an important
place among the causes of disability and mortality in many countries of the world. The most common include
depression, generalized anxiety disorder, panic attacks, and post-traumatic stress disorder. These conditions
significantly worsen the quality of life of people, reduce their working capacity, affect social interaction, and can
lead to serious disorders in mental and physical condition. Thus, anxiety disorders are a serious global problem
that requires a comprehensive approach to treatment and support for people suffering from these diseases.
Medications are an important tool in treatment, as they help regulate biochemical processes in the brain and
improve the patient's condition. According to scientific sources, as active pharmaceutical ingredients (API) of
sedative action, which can be effectively used for the prevention, correction and complex treatment of such
mental disorders as depression, stress, neurosis and insomnia, the attention is drawn to dry peony extract, as well
as amino acids - L-tryptophan and glycine. Dry peony extract, L-tryptophan and glycine are used as active
ingredients of sedative action due to their properties to regulate the activity of the nervous system. Peony has a
calming effect, helps reduce stress and anxiety. L-tryptophan is a precursor of serotonin, which improves mood
and helps fight depression and insomnia. Glycine has a calming effect, reduces nervous excitability and improves
sleep, which makes them effective in the treatment of anxiety disorders. A promising dosage form for creating
sedative tablets is sublingual tablets, which have a number of advantages: the drug enters the systemic circulation
immediately through the ventral surface of the tongue and the floor of the mouth and is not subject to first-pass
metabolism in the liver, and is convenient for use at any time without the need for water. For the first time, based
on the results of pharmacotechnological, physicochemical and biological studies, the optimal composition and
technology of a new drug - sublingual tablets with sedative action based on L-tryptophan, glycine and peony dry
extract - have been scientifically substantiated. For the first time, using a complex of modern research methods,
methods for quality control of sublingual tablets have been developed and the stability of the drug during storage
has been studied. For the first time, based on biopharmaceutical studies using the method of differential scanning
calorimetry on a model of lipid cell membranes, it has been established that mucoadhesive substances, depending
on their viscosity, correct the kinetics of the release of APIs. For the first time, a mucoadhesive was selected -
HPMC methocel K4M CR Premium at a concentration of 2%, which improves the bioavailability of the API. The
compatibility of the API with the selected excipients was established by thermogravimetric analysis.



Pharmacological studies proved the rationality of the composition and the effectiveness of the proposed combined
agent.
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