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1. Po3po6ka ckiazy, TeXHOJIOTII i JOCiIKeHHsT M'SIKOI JIikapCchbKoi GOpPMU 3 IIIPOKTOH 0JlaMiHOM Ta HadTaJlaHOM

3HECMOJIEHUM [1J1s1 Teparlii i npodinakTuky ceb0opeHOro JepMaTrUTy BOJIOCUCTOI YaCTUHM I0JIOB

2. Development of composition, technologies and research of soft medicinal form with piroctone olamine and
naphthalanum deresinated for therapy and prophylaxis of seborrheic dermatitis of hairy part of head

Pedepar:
1. Incepraist npucBsiyeHa po3poo1ii HAyKOBO OOIPYHTOBAHOIO CKJIAZY i TEXHOJIOTI] BUTOTOBJIEHHS M'SKOTO

(dapmakoTepaneBTUYHOTro 3aC00Y [J1s1 30BHILIHBOTO 3aCTOCYBAaHHS — Masi 3 NIPOKTOH OJIaMiHOM i 3HECMOJIEHUM

HadTasaHOM [1714 TOMIYHOi Tepamnii npodinakTUKy ce60peNHOro NepMaTUTy BOJIOCUCTOI YaCTUHU TFOJIOBH, 10 MAIOTh

BHCOKY e(EeKTUBHICTb i CTabibHICTh Ha OCHOBI JOCHiIKeHHS iX (isuKo-xXiMiuHKK, 6ioPapMalieBTUYHUX,
PEeOoJIOTiYHUX, MIKpPO6ioJIOTiYHUX i HapMaKOTEXHOJOTIYHUX BIaCTUBOCTEN. BUXoAssuu 3 BUIEBUKIIA[EHOTO0,
Po3pobKa M'IKOi J1ikapchKoi popMHu 17151 Teparii i NpodinakTUKu ce60peHOro 4EPMaTUTy BOJIOCUCTOI YaCTUHU
TOJIOBY, IO MiCTUTh KOMIO3UILiI0 MIIPOKTOH 0JIaMiHY i 3HECMOJIEHOTO Ha(pTalaHy € aKTyaJIbHUM JIJIs

dapmaneBTUYHOI I MeJUYHOI HAayKH, NO3BOJIUTh PO3IMMPUTH PapMaKkoTeparieBTUIHUN apceHas epeKTUBHUIX



BITYM3HAHUX MPEMNApaTiB 11 EePMaTOJIOTIYHOI IPAKTUKY. YCIIilIHA peanisalis LbOro MPOeKTy JO3BOJIUTh
3aIPOIIOHYBATU BiTYN3HSHIA OXOPOHI 310POB’sl AepMaTosIorii epeKTUBHUM, KOMIIJIAEHTHUM i TOCTYIIHUM J71s1
IIMPOKKUX BEPCTB HACEJIEHHS YKpaiHM IepMaTOJIOTiYHUI iIHHOBALIIMHUI ITpenapar [J1g 30BHIIIHbOTO 3aCTOCYBaHHS i
CTBOPUTb peaJIbHY aJIbTEPHATMBY iMIIOPTHUM (papMaKOTepaneBTUYHUM 3ac00aM. BcTaHOBIIEHO, 1110 3a0€3M1e4eHHS
HaceJieHHs1 YKpaiHU JOCTYMHUMU i e(peKTUBHUMMU JIiIKapChbKMMU 3aco6amu 11715 Tepailii i NpoginakTuku
cebOperHOTo IepMaTUTy BOJIOCUCTOI YaCTUHU I'0JIOBY 3[iICHIOETHCS B HElOCTaTHIlN Mipi. Lle moBoguTh
HEOOXIiJIHICTb i JOLiMBHICTD iHTeHCUiKallii JOCIiIPKEHD B rajly3i CTBOPEHHS HOBUX BiTUM3HSHMX JIIKAPCbKUX 3aCO0iB
IAHOTO HANPSIMKY HAa OCHOBI MiPOKTOH OJIaMiHy i HapTaJlaHy 3HECMOJIEHOTO, SIKi CIIPOMOXHI [TO€JHYBaTHA BUCOKY
ePeKTUBHICTb i 6e3Me4HiCTh IIPU 3aCTOCYBaHHI 3 KOMIIJIAEHTHICTIO Ta LiHOIO, 10 6yZe NOCTYIHA MHUPOKUM
BEPCTBaM HaceJIeHHd YKpaiHu. BusaBieHo, 10 Ipupoga OCHOBA-HOCISI YUHUTD iICTOTHUH BIUJIMB HA BUBIJIbHEHHS
IiPOKTOH 0JIaMiHy 3 KOMIIO3ULHMX Ma3el [AJ1s1 IaTOr€HEeTUYHOI Teparii ce60peitHOro 1epMaTUTy BOJIOCUCTO]
YaCTUHU roJI0BU. JJucniepciiHmii aHasli3 103BOJIUB JOCTOBIPHO BCTAHOBUTH, 1O HATPI
KapOOKCHUMETUJILIEJII0JIO3HUH Ililieporesb 3abe3neyye onTUMabHi 3HaU€HHSI 11bOI'0 HalBasKJIMBIIIOTO
6iodpapmalieBTUYHOrO IapaMeTpa TOMiYHMX M'SIKUX JIiKapchbKUX popM. BcTaHoB/IEHO, 110 po3pobJieHa TomivHa
JlikapcbKa (popma MipOKTOH OJIaMiHy 32 KOHCUCTEHTHUMU BJIACTMBOCTSIMU BiJHOCUTBCS JJO CUCTEM, B SIKUX
IOMIHYIOTb KOAryJssiLiiiHi 3B's13KM («MexaHiyHa cTabinbHICTb» 2,37). CTPYKTYpHO-MeXaHi4Hi BJIaCTUBOCTI
3aIIPOIIOHOBAHOTrO IIpenapary 115 30BHIIIHBOrO 3aCTOCYBaHHS 3HAXOIATHCS B MEXKaX PEOJIOTIYHOrO ONTUMYMY
KOHCHCTEHIIii Maseii, a MOKa3HMKU KoedinieHTiB quHamivHoi Tewii masi (Kd1 = 29,3%; Kd2 = 75,4%) cBiguats po ii
[TIO3UTUBHY 3JATHICTb 40 HAMa3yBaHHA Ha LWIKipy i PiIBHOMIPHIN po3noisn 1o ii nosepxHi. Ha migcrasi pe3ysibTaris
TepMOIpaBiMETPUYHOI0O aHaJli3y JOBelleHa BilCyTHICTh B3aeMOii Mi’K akTUBHUMU (papMaleBTUYHUMU
BMKOPHCTOBYBAHMX B TEXHOJIOTIYHOMY IIPOLECi EMYJIbCIHUX aIIiKaliMHUX CUCTEM. BCcTaHOBIeHa CTabiIbHICTD
OCHOBHUX (i3MKO-XiMIUHUX BJIACTUBOCTEN Ta MiKpO6ioI0riYHOi YNCTOTH Ma3i [4J1s1 30BHILTHLOTO 3aCTOCYBAaHHS 3
MipOKTOH oJj1aMiHOM i HadTasaHOM 3HECMOJIEHUM Ha NPOoTs3i 12 Mics1liB ekcriepuMeHTaNbHOTro 36epiraHHs B
nakeTax NnoJiMepHUx y npoxosogHomy (8-15°C) 3axuieHomy Bif cBiTsa micli. JJOKIiHIYHUME TOCTIIKEHHSIMU
po3pobieHoi M'IKOi JIikapchKoi GOpMU 11711 KOMITJIEKCHO] Teparlii cebOpefHOro 1epMaTUTy BOJIOCUCTOI YaCTUHU
rOJIOBU JIOBEJIEHO, 110 BOHA BiTHOCUTBCS [IO BiTHOCHO HELIKiZIMBUX pedoBuH (VI kj1ac TOKCUYHOCTI) i He NposiBiisie
MiCLIeBO-TI0Jpa3JIMBOi Ta aJlepru3yyoi Aii Npy BUKOPUCTaHHI 3a NpU3HauYeHHsIM. EKcrieprMeHTalbHO JOBEAEHA
HasIBHICTb Y PO3POOJIEHOTO (papMaKOTEPaANIEeBTUYHOIO 3aCO0y MIMPOKOTO CIIEKTPY aHTMMIKPOOHOI [Iii, @ TAKOXK
BUPKEHOI IPOTU3AMANbHOI Ta aHTUOKCUIAHTHOI aKTUBHOCTI, 110 3HAYYILO NIEPEBUIILYE TaKi TOKa3HUKU Y
IIOPiBHSIHHI 3 pedepeHTHUM NpenapaTom — Mas3to «Ilcopikany» (KMII, Ykpaina). OTpuMaHi faHi J03BOJISIIOTH
IIPOTHO3YBATU BUCOKY KJIiHIYHY LiHHICTb 3alIpOIIOHOBAHOrO MPENapary AJ1si IPaKTUYHOI OXOPOHU 30,0POB'S.
Kitto4oBi cy10Ba: TEXHOJIOTS, MIPOKTOH OJIaMiH, HaTallaH 3HECMOJIEHN, MSIKi JlikapchKi popMH, TONIYHA TEpais,

aHTUMIKOTUYHA, aHTUOAKTepiaibHa, MPOTU3araibHa, aHTUOKCUIAHTHA [Iisl.

2. Thesis is dedicated to development of scientifically grounded composition and technology of semisolid
pharmacotherapeutic drug for external administration - ointment with piroctone olamine and designed pitch-
removed naphthalan for topical prevention of seborrheic dermatitis of the scalp zone with high efficacy and
stability, based on the investigations of its physico-chemical, biopharmaceutical, rheological, microbiological and
pharmaco-technological properties. In view of the foregoing, development of the semisolid dosage form for
therapy and prevention of seborrheic dermatitis of the scalp with composition from piroctone olamine and pitch-
removed naphthalan is topical issue for pharmaceutical and medical sciences and can allow to widen the
pharmacotherapeutic arsenal of the effective domestic medications for dermatologic practice. Successful
realization of this project will allow to propose an effective, with good compliance, available for the most
population of Ukraine, innovative dermatologic external medication for domestic healthcare and create the real
alternative for imported pharmacotherapeutics. It was established that providing the available and effective drugs
for therapy and prevention of seborrheic dermatitis of the scalp for Ukrainians is not enough. That fact proves the
necessity and substantiation of intensifying the investigations in the field of creation new domestic medications on
the base of piroctone olamine and pitch-removed naphthalan that can combine high efficacy and safety with



compliance and available for the wide segments of the Ukrainian population price. It was revealed that nature of
the base-device has a significant impact on the releasing of piroctone olamine from the composed ointments for
the pathogenic therapy of seborrheic dermatitis of the scalp. Variance analysis allowed to establish that sodium
carboxymethylcellulose glycerol gel provided with the optimal values of this important biopharmaceutical
parameter for topical dosage forms. It was established that developed topical dosage form with piroctone olamine
by the consistent properties has related to systems with dominating of coagulative links («mechanical stability»
2,37). Structural and mechanical characteristics of the proposed medication for external use were located within
the optimum of consistency and factors of dynamic flowing of the ointment (Kd1 = 29,3%; Kd2 = 75,4%) could
testify to the positive ability to spreadability and equal distribution on the skin surface. According to results of
thermogravimetric study the absence of interaction between the active pharmaceutical ingredients of the
proposed composed ointment with excipients and its stability at temperatures used in technological process of
emulsion systems were proven. Stability of the main physical and chemical characteristics and microbial purity of
the ointment for external use with piroctone olamine and pitch-removed naphthalan during 12 months of the
experimental storage in the polymeric packs in the cool (8-15°C) dark place was established. Preclinical studies of
the developed semisolid dosage form for the complex therapy of seborrheic dermatitis of the scalp had proved that
it belonged to relatively non-hazardous substances (VI class of toxicity) and had not topical irritative and allergic
action when used as intended. Wide specter of antimicrobial effect and expressed anti-inflammatory and
antioxidant activity much more than the same parameters of the referent medication - ointment “Psorikap” (KMP,
Ukraine) were experimentally proven for developed pharmacotherapeutic drug. Obtained data allowed to
prognose a high clinical value of proposed medication for practical healthcare. Keywords: technology, piroctone
olamine, pitch-removed naphthalan, semisolid dosage forms, topical therapy, antimycotic, antibacterial, anti-

inflammatory, antioxidant activity.
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