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1. HaykoBo-TeopeThyHe OO PYHTYBaHHS MiIXOiB 1O YIIPaBJIiHHS SKIiCTIO IpY PO3pOo6Li Ta BUPOOHUITBI POCIMHHUX

JIiKapChKUX 3aCO0iB

2. The scientific-theoretical substantiation of approaches to the quality management when developing and
manufacturing herbal medicines

Pedepar:

1. Incepranifina po60Ta IPUCBIY€Ha HAYKOBOMY OOI'PYHTYBAaHHIO TEOPETUYHUX i IPUKJIAAHUX MiITXOLiB O
3a6e3e4yeHHs SIKOCTi JIIKapCbKUX 3aCO0iB POCIMHHOTO MOXOIKEHHS Ha eTamnax (papMaleBTUYHOI pO3POOKM Ta
BUpPOOHUILITBA. [IpoBeeHo AKiCHUIA i KiTbKiCHUI aHasi3 pU3MKiB BUPDOOHUIITBA Ta BUBHAYEHO HUISIXU [IJIS iX
MiHiMi3auii. EKCiepuMeHTaNIbHO AOBEAEHO [IPUMHSITHICTb 3aIIPOIIOHOBAHOI METOOJIOTT MJIsIXOM (papMaleBTUYHO]
PO3pOOKU 11 YIIPOBAIKEHHS Y BUPOOHMLTBO JBOX OPUTiHAJILHAX POCIMHHUX JIIKAPChKUX 3ac006iB «Kilimacen» Ta
«Ilikocen». Po3po6sieHO TPOMUCIIOBY TEXHOJIOTI0, 3IiMICHEHO Baliallil0 TEXHOJIOTIYHOTO [IPOLeCy Ta IIPOBEAEHO
KBasidikallito TEXHOJIOTiYHOTO 061agHaHHS. BuB4eHo di3uKo-xiMiuHi BIaCTUBOCTI po3p0bieHuX MTpenaparis,
3aIIPONIOHOBAHO METOAMKHU SIKICHOTO Ta KiJIbKiCHOTO aHasli3y Ail0YMX PEYOBMH Y HUX, 3aTBEPAKEHO aHAJIITUYHY
HOPMAaTHBHY JOKYMEHTAallil0 Ha OPUTiHaJbHI JiKapchki 3acobu «Knimacen» ta «[likoceH» i JocmikeHo ix

cTabinpHiCTh. PO3p00671€HO IOKYMEHTH CUCTEMU YIIPABJIiHHS SKICTIO 100 IPOBEIEHHS BXiIHOI'O KOHTPOJIIO



JIiKapCbKOi POCJIMHHOI CUPOBUHHU, KBali(ikauii o6s1agHaHHs, Balifalil TeXHOJIOTI], yIIPaB/IiHHS pU3MKAMU SIKOCTI

MpU BUPOOHUIITBI JIIKAPCHKUX 32CO0iB POCIUHHOTO MTOXOIKEHHS.

2. The thesis research is devoted to the scientific substantiation of theoretical and practical approaches to the
quality assurance of herbal medicines at the stages of pharmaceutical development and manufacturing. The
qualitative and quantitative risk analysis of production has been conducted and the ways to minimize them have
been determined. Acceptability of the offered methodology has been proved experimentally by pharmaceutical
development and introduction into manufacturing of two original herbal medicines "Climased" and "Picosen".
Industrial technology has developed, validation of technological process has performed, and qualification of
technological equipment has conducted. The physical and chemical properties of the developed drugs have
studied, the methods of qualitative and quantitative analysis of active substances have been proposed, the
analytical regulatory documentation has authorized for the original drugs "Climased" and "Picosen", and their
stability has studied. Documentation on quality management system has developed of input control of medicinal
herbal raw material, equipment qualification, technology validation, quality risk management in production of
herbal medicines.
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