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3MICT

HEPEJIIK YMOBHHUX ITO3HAYEHD
BCTYII
PO3IIJI 1. OTJVIAA JHTEPATYPU

1.1 AKTyanbHICTh KamuIsIpOCTaOUII3yIOUMX MpenapariB y CydacHIM MpakTuili,
3aco0u mpencTaBieHl Ha (apMaleBTUYHOMY PHHKY, MEepeBaru Ipernaparis 3
JIIOYUMHU PEUOBUHAMH JIIOCMIH Ta recriepuIuH

1.2 Ilpobniema  cmiBcTaBHOI ~ €(PEKTUBHOCTI ~ HEMIKPOHI30BAHOTO  JIOCMIHY
1 KOMO1HaIlii MIKpOHI30BaHOTO JIIOCMIHY B /1031 900 MT 13 reCIepuANHOM Y 1031

100 mr mpu XpOHIYHHUX 3aXBOPIOBAHHSAX BEH HIDKHIX KIHIIIBOK.

PO311J1 2. EKCIIEPUMEHTAJIBHA YACTHUHA

2.1 AHani3 ckiaay JIETHYHUX T00aBOK 3 JIIOUYMMH pEUYOBHHAMHM JIOCMIH Ta
TCCIICPHUJIMH Ta BCTAHOBJICHHS HAsBHOCTI (hapMaKOIEHHUX BUMOT JIJIS1 KOXKHOTO
KOMITOHCHTY.

2.2 BcTaHoBICHHS BUMOT MO0 SIKOCTI Ta METO(IB KOHTPOJIIO I KOMIIOHCHTIB
TIETUIHOT T00ABKHU 3 JIFOYUMH PEYOBHHAMHU JIOCMIH Ta TeCIICPUIVH.

2.3 BcTaHOBIEHHS BUMOT ITOI0 SKOCTI Ta METOIB KOHTPOJIIO ISl TOTOBOTO
MPOJYKTY - TIETUYHOT T00ABKH 3 TIFOYMMHU PEYOBHHAMHM JIIOCMIH Ta

TECIIEPUIVH.

BUCHOBKH
CIIUCOK BUKOPUCTAHOI JITEPATYPU



HEPEJIIK YMOBHUX ITO3HAYEHbD
ADY — JlepxaBHa Dapmakones YKpaiHu
EP — €Bponeiicbka dapmakornes
BP — bpuranceka @apmakories
USP — ®apmakones CIIIA
MO®P®D — MikpoHi30BaHa o4HIleHa (P1aBOHOIAHA (paKilisi
X3B — XpoHiuHe 3aXBOPIOBaHHS BEH
X3BHK — XpoHiuHe 3aXBOPIOBAHHS BEH HMKHIX KIHI[IBOK
IY — indpayepBona cekrpodoToMeTpis
BEPX — BucokoedekTuBHa piuHHa Xpomarorpadis
I'X - T'azoBa xpomatorpadis

CRS abo RS — crangapTHi pe4OBUHH, 5IKi BUKOPUCTOBYIOTHCSA B €BPOIECHCHKIM

a00 AMepHUKaHCBKIN (hapMakornesx BiIMOBIIHO.



BCTVYII

AKTyauabHicTh. Bapuko3zHa xBopoba B AaHMil yac 3aiimae 3-4 micue cepes
CYJIMHHHUX 3aXBOPIOBAHb 1 JIarHOCTYEThCS B cepeHboMy Y 20% 4donoBikiB 1 40%
KIHOK MPale3AaTHOrO BIKY. 3aBJSKU IPOCTOTI 3aCTOCYBAHHS Mal[lEHTaM 4acTo
MPOIOHYIOTh NEepopabHi npenapatu. DieOOTOHIKH — 1€ TETEePOTreHHa
dapmakoTepaneBTUYHA TpyIia, OUIBIIICTh MPEICTABHUKIB K01 € 00 MPUPOTHUMHU
¢raBoHOINaMU, 0 JO0O0YBAIOTHCS 3 POCIUH, 00 HAMMIBCHHTETHYHUMH CIIOTyKaMH
13 (h1aBOHOITHMMH BIACTUBOCTAMU. OHUMH 3 HAOLIBII BUKOPHCTOBYBAaHUX
(b1e60TOHIKIB Y BChOMY CBITI € JI0CMIH Ta recriepuuH. [IopiBHIHO 3 IHITUMHU
KaInuisipocTaduUIi3ytouuMHy 3aco0aMu, 111 KOMOIHAIlIs Ma€e KiJIbKa IepeBar, a came:
IIUPOKUN CIIEKT JIii, MPOTU3NAIbHI BIACTUBOCT1, HU3bKa TOKCUYHICThH A00pa
NIEPEHOCHMICTh a TAKOXK 3pYyYHUH pexuM mpuiiomy. TakuM 4HHOM, BCTAHOBIICHHS
CY4JacCHHX BUMOT IIOO SKOCTI Ta METOJIiB KOHTPOJIIO JIETUIHOI JOOABKH 3
JIIOYUMHU PEUOBHHAMHU JIIOCMIH Ta TecrepenH Ta ii KOMIIOHEHTIB € aKTyaJlbHUM
HANPSIMKOM JOCIIIKEHb.

Meta nociigskenb. MeToro I0CHiKeHb 0YJI0 MPOBECTH aHATI3 CKIAJ0BUX
KOMIIOHEHTIB JI€ETHYHOI J0OABKH, TIFOYMMH KOMIIOHEHTAMU SIKOi € J10CMIH Ta
reCrepUInH, BU3HAYNTH (DapMaKoNeiHi BAMOTH JIO JIFOUMX Ta JOTIOMDKHUX
PEUYOBHUH Ta Cy4yacHI METOJM KOHTPOIIIO X BUMor. CiMparourch Ha OTPUMaHi
pe3yIbTaTH MPOBECTH TCOPETUYHE OOTPYHTYBaHHS crienudikarii Ha TOTOBHI
OPOAYKT Ta HABEIECHHS MOKJIMBUX METOJIIB /Il KOHTPOJIIIO PO3pOOIEHOT
cnerudikarii, Ik OCHOBA /IS MOAANIBIIOTO MPAKTUYHOTO BIPOBAHKEHHIM Y
BUPOOHMYI Ta JTA0OPATOPHI MPOIIECH.

3aBIaHHA J0CTiTKeHb. J[JI1 TOoCATHEHHS TaHOI METH HEOOXITHO BUPIIIUTH
TaKl 3aBIaHHA:

- TMPOBECTH aHaji3 JITepaTypHUX JDKEpel Ta HOPMATHBHOI JOKYMEHTAIlii

CTOCOBHO CKJIaly 0OpaHOTO POYKTY; BU3HAUYNTH HAsIBHICTH MOHOTpadiil Ha

BC1 pEUOBUHH (11041 Ta IOMOMIXKH1) y mpoBiAHUX Papmakornesx cBiTy (DY

USP, EP, BP, Tomio)



- CHUPAOYUCh HA JIITEPATypPHUHN MOIIYK MPOBECTH AOCIIKEHHS, SIKi
JT03BOJISIFOTH BCTAHOBUTH (hapMaKoTEeiHI BAMOTH 11010 SIKOCTI JIJIsl KOYKHOTO
KOMIIOHEHTY JIIETUYHOI JOOABKH Ta BUBHAYUTH METOAN KOHTPOJIIO, SIKi
3MOXKYTb MIATBEPAUTH BIAMOBIIHICTH PEUOBUHU BCTAHOBJICHUM BUMOTaM;

- BCTAaHOBMTH BUMOTH IIOJO SIKOCTI TOTOBOTO MPOAYKTY: HEOOXI1IH1
NOKAa3HUKH, 1X KpUTEP1i IPUIHATHOCTI Ta METOAN KOHTPOJIIO JIs
HiATBEPDKEHHS BUKOHAHHS BCTAHOBJICHUX BHMOT.

MeToau pociixxenb. [Ipu BupilieHH1 TOCTaBIECHUX Y POOOTI 3aBIaHb Oyiu
BUKOPUCTaHI TaKi METOIMW: 3araJlbHOHAyKOBUW ( y BHIVISAI ONpAIFOBAHHS
cremianbHOi MeAUYHOI Ta (apMaleBTUYHOI JITepaTypH), JIOTTUHUNA ( y BUIIIAI
aHai3y Ta y3arajJbHEHHS OTPUMAaHOI iHpopMmallii), ¢pi3uuHi, G13UKO-XIMIYHI METOAU
y BIAMOBIJHOCTI A0 BUMOT JAil0o4oro BujaHHs JlepxkaBHoi (apmakomei Ykpainu
(A®DY). bynu 3actocoBaHi BUMOTH, METOJIUKU KOHTPOJIIO, SIKI BUKJIAJIEHO Y CTaTTIX
J®VY Ha ToTOBY JiKapchKy (GopMy TabmeTKH, I KOHTPOIIO MIKpOOIOJIOTIYHOT
YUCTOTH HECTePWIIBHUX JIKapchkux 3aco0iB  (5.1.4.), crateii 3 po3aiTiB
«BunpoOyBaHHs Ha TpaHUYHUN BMICT JOMIIMIOK», «MeToau KUIBKICHOTO
BU3HAUCHH», «DapMaKo-TEXHOJIOT14H1 BUIPOOYBAaHHS, TOIIIO.

HoBu3Ha Ta 3HayeHHs1 OTPUMAHMX pe3yabTaTiB. HoBu3HA Ta 3HAYEHHS
OTPUMAHUX PE3YJIbTaTIB POOOTH IOJATAE Y MOXKIMBOCTI iX BUKOPUCTAHHS IS
CTaHJapTHU3aIlll TPOIYKTY 32 IEBHUMH MTOKa3HUKAMHU ISl YITKOTO PO3YMIHHS IIIOJI0
iX SKOCTI Ta KUIBKICHOI OIlIHKK 3alpOINOHOBAHMX TOKa3HUKIB. OTpumaHi
pE3yNbTaTH MOXYTh OyTH BHUKOPHCTaHI BUPOOHUKAMH TIETUYHUX J00ABOK [IJIst
OTPUMaHHS SKICHOTO, €(EeKTHBHOrO Ta Oe3meyHoro mpoaykry. Jlo3BOJSITH
KOHTPOJIIOBAaTH 32 CYYaCHUMH BHMOTAaMH CHPOBUHY IJIsi TPOAYKTY (Iir0oui Ta
JIOTIOMIDDKHI PEYOBHHHM), MPOBOJUTH OCHTIIKEHHS CTAOUTHHOCTI MPOAYKTY ISt
BCTAHOBJICHHS TEPMiHYy TMPHUAATHOCTI, MPOBOAUTH KOHTPOJH B  MPOIIECi
BHUPOOHUIITBA Ta TEPEBIPKY SIKOCTI TIETHYHOI J00aBKHM ISl 3a0e3leueHHsS Ta
rapaHTyBaHHS 3asBJICHOI /i1 TPOIYKTY.

AnpodOamisi  pe3yabTaTiB  AOCiIKeHHsA. Pe3ynbraTH  JOCTITKEHHS

ONPWJIIOJIHEHI HAa HAYKOBO-TIPAKTUYHIN KOH(EpeHlIi 3 MDLKHApOJHOK YYacTio



«DAPMAIIEBTMUYHA OCBITA, HAVYKA TA TIIPAKTUKA: CTAH,
[TPOBJIEMMU, ITEPCIIEKTUBU PO3BITKYVY», sika Oyna mpucBgueHa 25-piuyio
dapmaneBTuuHOrO akynprery HamioHanbHOro MeuyHOro yHiBepcutety imeHi O.
O. boromounbus 19 — 20 rpyaus 2023 poky y M. Kuesi.

Hyoaikanii. OTpumaHi HayKoOBI pe3yjibTaTH BiAOOpPaXKeHO B OJHIN
myOmiKarii.

Ctpykrypa poboru. PoGora ckimamaerbest 3 59 CTOPIHOK, IBOX PO3JIUTIB:
orJisi JirepaTypu ( 2 IJ1aBU) Ta €KCIIEPUMEHTAIBHOT YaCTUHH (3 TJIaBH), KUIBKICTh

BUKOPUCTaHUX Jxepen — 48.
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Introduction. The capillary-stabilizing combination, which includes
diosmin and hesperidin, has such advantages as a wide spectrum of action, anti-
inflammatory properties, low toxicity, etc. Thus, the development of a modern
approach to establishing requirements for the quality of these compounds and the
finished product is necessary to create a product that does not lose its relevance.

Materials and methods. Physical, physico-chemical, pharmaco-
technological, biological (microbiological) methods, requirements and approaches
are used, which are applied in general articles and monographs of the current edition
of the State Pharmacopoeia of Ukraine.

Results. The materials of the State Pharmacopoeia of Ukraine (SPU) of the
second edition were analyzed, taking into account the updated materials of
Supplement 6. These materials did not contain monographs on the studied objects:
diosmin and hesperidin. But using methods and requirements, it is possible to
estimate the content of residual amounts of organic solvents and the microbiological

purity of substances.



A feauther search of pharmacopoeial claims found claims for diosmin in
the European Pharmacopoeia and US Pharmacopoeia monographs and for
hesperidin in the US Pharmacopoeia monograph. It was established that using the
method of liquid chromatography, which is described in the monographs, it is
possible to identify and quantify the content of the main substance and five specific
impurities. The requirements of the monographs make it possible to evaluate the
purity of substances using the indicators of the content of iodine, heavy metals, water
In the substance, and to evaluate the general mineralization of substances.

Based on the monographs of the European Pharmacopoeia, a general
approach to the formation of quality requirements for excipients, as included in the
composition of dietary supplements, was developed.

Based on the results obtained for the active substances, a highly selective
method of liquid chromatography was chosen, the use of which allows to identify
and quantify the content of diosmin and hesperidin in the dietary supplement. Also
proposed are pharmacopoeial methods for assessing the quality of dietary
supplements in accordance with the requirements of the State Pharmacopoeia of
Ukraine.

Conclusions. The conducted research made it possible to propose
requirements for the quality of diosmin and hesperidin, to develop a modern
selective method of identification and determination of the content of these

substances, which allows to control and maintain the quality of the finished product.



