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BCTYII

AKTYaJIBHICTb.

OcrtaHHIM 4YacoM CTaHAapTU3allil JIETUYHUX J00aBOK Bce OuUIbIIe
HaOJIMKAETHCS O BUMOT, SIKI 3aCTOCOBYIOTHCS B Tally31 001Ty JIIKAPCHKUX 3aC001B.
Ile BpoBaKeHHs cUCTEM HallexHUX MpakTuk GXP mpu po3poOiii, BUpOOHUIITBI,
TECTYBaHHI1 JIIETUYHUX 100aBOK. TaKMM YMHOM, HAYKOBI1 JOCIIIJIP)KEHHSI, METOIO SIKUX
€ BCTAaHOBJICHHs (hapMaKONEHHUX BUMOT IIOAO SIKOCTI Ta METOJIB KOHTPOJIO JIs
TIETUYHOT 100aBKHU Ta i1 KOMIIOHEHTIB € aKTyaJIbHUMU.

Peanii choroieHHs MpU3BOAATH 10 MIIBUILIEHHS 3aI[IKaBJIEHOCT] Y MPUHMaHHI
IpernapaTiB Ta MPOJYKTIB, K1 MAOTh JIKYBaIbHI, MIATPUMYIOUl Ta/a00 MOTEHIIIIHO
KOPHMCH1 BJIACTUBOCTI JJI 3/I0pPOB'Sl Ta HAJEKHOrO (YHKLIIOHYBAaHHS T'OJOBHOTO
MO3KY Ta HepBOBOi cucTteMu. CrnHparouuch Ha 3aTpe0yBaHICTh Ta MOMYJISPHICTH
cepell CIIOKMBAviB, Cy4YaCHUX JOCIIKEHb MOTPeOye MPOIYKT, 10 CKJIATy BXOMSThH
eKCTpakT TiHKro Oim06a, ¢ochoxomiH Ta  MpPOrIyTaMiHOBa KHCJIOTa, SKi
3YCTPIYAIOThCS y CKIIai 0araTb0X JMIETHYHUX JOOABOK.

MeTta 10CaiKeHH .

Mertoto 1ochiaKeHb 0yI0 TPOBECTH aHAII3 O0paHUX MPOTYKTIB Ta BU3HAYUTH
¢apMakomneitHi BUMOTH IIOAO SKOCTI Ta METOAM KOHTPOJO, SIKi JIO3BOJISIIOTH
BCTAHOBUTH BIJIMOBIAHICTh UM BUMoraM. CIuparduch Ha OTPUMaHI Pe3yNbTaTH
MPOBECTH TEOPETHYHE OOIPYHTYBaHHS crenu@ikaiii Ha TOTOBHA NPOAYKT Ta
HaBEJCHHS MOXJIMBHX METOJIB JUII KOHTPOJIO Po3pobieHoi cruerudikamii, sK
OCHOBa JUIsl TOJAJBIIOTO MPAKTUYHOTO BIPOBA/DKEHHSM Yy BHUPOOHWYI Ta

nabopaTopHi MPOLIECH.
3aBaaHHA J0CJIIIKEHb.
JInst JOCSATHEHHS JaHO1 METH HeOOX1THO BUPIIIMTH TaKi 3aBIaHHS:

o MPOBECTU aHaNI3 JITEPATypHUX JIKEped Ta HOPMATUBHOI JOKyMEHTAIlli

CTOCOBHO CKJIaJly JIIETUYHOI I00aBKW; BUSHAYUTH HASIBHICTH MOHOTpadiii Ha



BC1 pEYOBUHU (110Ul Ta JOMOMDKHI), IKI BXOASTh A0 CKJIaAy MPOAYKTY) Y
npoBinHux (apmakonesx ceiry (APY, EP, BP, USP, tomo,);

o CIIMpAIOYMCh Ha JIITEpATypHUN TMOIIYK, TMPOBECTH JOCIIIKCHHS, K1
JT03BOJISIFOTH BCTAHOBUTH (hapMaKoTEHHI BUMOTH MO0 SKOCT1 JJisl KOKHOTO
KOMIIOHEHTY JI€TUYHOI M00aBKM Ta BHU3HAUYUTU METOAM KOHTPOJIO, SKi
3MOXYTb MIATBEPIUTH BIAMOBIIHICTh PEUOBUHHU BCTAHOBIICHUM BUMOTaM;

o BCTAaHOBUTHU BUMOTH I10JI0 SIKOCTI TOTOBOT'O MTPOAYKTY: HEOOX11H1 MOKA3HUKH,
iX Kputepii TPUNUHATHOCTI Ta METOAU KOHTPOJIO [IJIsi MIATBEPIKCHHS

BUKOHAHHS BCTAHOBJICHMX BUMOT.
MeToau 10CTiIKeHb.

[Ipu BupilIeHH]I MOCTaBIECHUX Yy poOOTI 3aBJAaHb OYyJIM BUKOPHCTaHI TaKi
METOJIN: 3araJIbHOHAYKOBUH ( y BUIJISJII OINpAIOBaHHS CIEMiaJIbHOI MEIUYHOT Ta
dbapManieBTUYHOT JIiTepaTypH), JOTIUHMM ( y BUIJISAII aHAi3y Ta y3arajibHEHHS
orpumanoi iHdopmariii), ¢izuuni, (Hi3UKO-XIMIYHI METOAM y BIAMOBIAHOCTI 10
BUMOT Jirodoro BuaaHHsa JlepkaBHoi ¢apmakonei VYkpainu (JDPY). bymu
3aCTOCOBaHI BHUMOTH, METOJIUKHA KOHTPOJIO, SKI BHKJIaAeHO y crarTsaix DY Ha
TOTOBY JIIKApChKy (OpMY KarlCyiau, JJIi KOHTPOIK MIKpOOiOJIOTIYHOT YUCTOTH
HECTEePUWJIBHUX JIIKapChKUX 3aco0iB 5.1.4 crareld 3 posniiiB «BumpoOyBaHHS Ha
IPAaHUYHUN BMICT JOMIIMIOK», «MeToau KUIbKICHOTO BH3HAaYeHHS», «Dapmako-

TEXHOJIOT14H1 BUTIPOOYBAHHS, TOIIIO.
HoBu3Ha Ta 3HaYeHHSI OTPUMAHUX Pe3yJIbTATIB.

HoBuzna Ta 3HaueHHS OTpPUMaHUX pe3yJbTaTiB pPOOOTH TOJIATAE Y
MOXXJIMBOCTI iX  BUKOPUCTaHHS IS CTaHIApPTH3allii MPOMYKTY 3a IEBHHUMH
MOKAa3HUKAMU JJIS YITKOTO PO3YMIHHS IIOAO iX SKOCTI Ta KUTBKICHOI OITIHKH
3alMpOTIOHOBAHUX TOKa3HUKIB. OTpUMaHi pe3yiabTaTH MOXYTh OyTH BHUKOPHCTaHI
BUPOOHUKAMU JIETUYHUX J100ABOK ISl OTPUMAHHS SIKICHOTO, €(EKTUBHOI'O Ta
0e3MevyHoro MmpoaykKTy. JlO3BOJIATH KOHTPOJIOBAaTH 3a CYYaCHUMU BHUMOTaMHU

CUPOBUHY ISl TPOAYKTY (Hit04l Ta JOMOMDXKHI pPEYOBHHHU), IPOBOAUTH
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JTOCIIPKEHHSI CTaOUIbHOCTI MPOAYKTY JJI1 BCTAHOBJICHHS TEPMIHY MPUIATHOCTI,
MIPOBOJUTU KOHTPOJb B MpOLIEC] BUPOOHUITBA Ta NEPEBIPKY SKOCTI JIETHYHOI

n00aBKU 1Ji 3a0€3MEeYeHHs Ta rapaHTYBaHHs 3asBJICHO1 11 IPOAYKTY.

Anpo0Oauis pe3yabTaTiB JOCTIIKEHHS.

PesynbTatu  AOCHIAKEHHS  ONPWIIOJHEHI HAa  HAYKOBO-IPAaKTHUYHIM
koH(pepeHnii 3 MbkHapoaHow ydacTio « DAPMAIIEBTUYHA OCBITA, HAVKA
TA TIPAKTHUKA: CTAH, ITPOBJIEMU, ITEPCIIEKTHUBU PO3KBITY», ska Oyna
npucBsigeHa 25-pivuro papmaneBTudHOro (akynprery HarioHanbHOTO MEIUYHOTO
yHiBepcuteTy iMeHi O. O. boromounbist 19 — 20 rpyans 2023 poky y M. Kuesi.

ITyo0ikanmii.
OTpuMaHi HayKOBI Pe3yJIbTaTh Bi0OpakeHO B OHIN myOuikarii [27].
CrTpykrypa podorn.

Pobota cknamaeTscs 3 74 CTOPIHOK, JBOX PO3ALIIB : OTJsAA jiTeparypu (2

HIAPO3MIIN) Ta eKCIepUMEHTanbHOI dYacTUHU (3  MWAPO3AUIH), KUIBKICTh

BUKOPHUCTAHUX JKEpEN — 52.
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BUCHOBKH

1. IlpoaHanizoBaHO JITEpaTypHI JKEpesia Ta HOPMATUBHY JOKYMEHTALIIO IS

BCTaHOBJICHHA q)apMaKOHeﬁHHX BHUMOTI"' ITIOJ0 SIKOCT1 KOJKHOT'O KOMITIOHCHTY.

2. Bu3HauyeHO MOKa3HMKH IOJ0 SKOCTI JJIg BCIX CKJIAQJOBHX JIETHYHOI JOOAaBKH,
BCTAHOBJIEHO KUIBKICHI Ta SIKICHI KpUTEepii Ajisi IUX MOKa3HHUKIB, chopmMoBaHi

HEOOX1IH1 METOJU KOHTPOJIIO=

3. BuszHaueHo BUMOTH HI0JI0 AKOCTI Ta cpopmoBaHO cnenudikailio Ha TIETUUYHY

n006aBKy y ¢popmi Karcy.
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SUMMARY
Bereziuk Karyna

DEVELOPMENT OF MODERN QUALITY STANDARDS FOR DIETARY
SUPPLEMENTS ENHANCING METABOLISM IN BRAIN TISSUES
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Scientific supervisor: Vynohradova Kateryna, Teaching assistant, Candidate of
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pyroglutamic acid.

Introduction. Recently, the standardization of dietary supplements is getting closer to the
requirements applied in the pharmaceutical industry. This includes the implementation of proper
GXxP practices in the development, production, and testing of dietary supplements. Thus, scientific
research aimed at establishing pharmacopoeial requirements for the quality and control methods
for dietary supplements and their components is essential.

Materials and methods. Physical, physico-chemical, pharmacotechnological, biological
(microbiological) methods were used, following the requirements and approaches applied in the
current edition of the State Pharmacopoeia of Ukraine.

Results. In the course of the study, standardized pharmacopoeial requirements for Ginkgo
biloba extract, phosphatidylcholine, and pyroglutamic acid were searched in leading
pharmacopoeias worldwide: the State Pharmacopoeia of Ukraine, European Pharmacopoeia,
British Pharmacopoeia, and the United States Pharmacopeia.

The quality of Ginkgo biloba extract is standardized in almost all pharmacopoeias, with
the requirements of the State Pharmacopoeia of Ukraine serving as the basis. Through the
conducted research, necessary quality indicators were selected, criteria were established that the
extract should meet based on these indicators, and control methods were determined.

For phosphatidylcholine (lecithin), pharmacopoeial requirements were found only in the
USP, where they are presented in two monographs: Lecithin and Egg Phospholipids. Therefore,
an analysis of these two monographs was conducted, comparing their quality requirements for
products and control methods and determining the pharmacopoeial requirements for this
component.

Pyroglutamic acid was analyzed using the monograph of the European Pharmacopoeia for
the magnesium salt of this acid. This allowed the definition of criteria for quality and control
methods for essential indicators such as Identification, Quantitative determination, and Impurities.
Other purity tests for this substance can be performed based on the methods described in general
articles of the State Pharmacopoeia of Ukraine.

Quality requirements for auxiliary substances included in the composition of the dietary
supplement were also established.

Based on modern selective control methods and the requirements of the State
Pharmacopoeia of Ukraine, quality requirements were defined, and specifications were formulated
for the finished product in capsule form.

Conclusions. The conducted research allowed for the identification of quality indicators
for both the components of the dietary supplement and the finished product. Quantitative and
qualitative criteria for these indicators were established, and control methods were formulated to
confirm the substance's compliance with the established requirements.



