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CTAHJIAPTU3ALIS I030BAHOI ®OPMU
KOMBIHOBAHOI'O POCJIMHHOT'O 3ACOBY
AHTHAJIEPTTYHOI J1i

Kotos C.A., I'onroBa T.M

HanionanbHnii papManeBTHYHMI YHIBepCUTeT,
XapkiB, Ykpaina

Koxen  pik BiZIMIYa€ThCS 3pOCTaHHA
ajepronaragorii y 3B’A3Ky 3  HECHPHATINBOIO
€KOJIOTIYHOI0 OOCTaHOBKOIO Y CBITi. ANepriuni peakmii
BKE HE € PIOKMM SBHINEM, a €, X04a CYMHHUM, aje
TOBCSAKICHHUM KJIOTIOTOM KOKHOI 10-01 JTFOAWHY y CBITI.
Ha punky Vxpainu HaRTOMyJSPHIIINME IIperapaTamMu
mpoTH  cuMHOTOMIB  ameprii €  Onokatopm H-1
TicTaMiHOBHX penenTopiB 1-oro Ta 2-To MOKOJIHHA. AJe
Il Tpylna NpernapariB Mae HHU3KYy HOOIYHMX peakii,
HAINpUKJIa] TaKuX sSK HEraTHMBHUH BIUIMB Ha CEpLEBO-
CYIUHHY CUCTEMY, COHIHBICTH [1,2]. ToMy IOLIIBHUM €
CTBOPCHHSI KOMOIHOBAHOTO JIIKAPCHKOI'O POCIHHHOTO
npenapary Ha OCHOBI BITYM3HSIHOT CHPOBHHH 3 LITUPOKOIO
CHPOBHHHOK 0a3or0. [lepeBaroro Takoro mpemapary €
MIUPOKAN CIEKTp OIONOTiYHO aKTHBHHUX PEUOBHH Y
HEepBiCHOMY BUIJISI, HU3bKA TOKCHYHICTB T IPAKTHYHA
BiJICYTHICTB MMOOIYHMX [iif, BUKITIOYAIOUN 1HIUBIAyaIbHY
aNepTiyHy PEaKIif0 Ha MWIOK pociuH. Hamm pasimie
Oymu mpoBemeHi poOOTH 3  PO3POOKH  TaKOTO
KOMOIHOBaHOTO  POCIMHHOTO 3aco0y Ha  OCHOBI
KOMITO3MIIT JIIKapChKOi POCIMHHOT CHPOBUHU — Yepeau
TpaBH, HAriIoK KBITOK Ta TJIONY JIUCTA Ta KBITOK — Yy
CHIBBITHOIICHHI 6:3:1. Cnocio oJiepKaHHs
KOMOIHOBaHOTO  POCIMHHOIO  3aco0y  3axHIICHHH
[Tarentom YkpaiHum Ha KopucHy Mmojenb [3]. 3rigHo 3
[NateHTOM ifOr0 MOXHa 3aCTOCOBYBATH y Pi3HOMaHITHHX
(bopmax, a came piIKoro eKCTPaKTy, TyCTOro eKCTPaKTy,
CYXOro  eKCTpaKkTy, TabJIeTOK, Kamcyl, TpaHyJ,
cycrmeHsii, cupomy, abo MicmeBo. Y  paHimie
oIy OJIiIKOBaHUX POOOTaX MU OITUCAITN KPUTHYHI aCTICKTH
eKCTpakiii  CHpPOBHHH, IIPOBEIIA KOMILIEKCHUH
KUTBbKICHMH Ta SKICHUM aHalli3 BUXITHOI CHPOBUHH,
OTPUMAHOTO CYXOrO ©KCTPakTy, BHBYMIM HOTO
aHTHAJEPTiYHYy aKTHBHICTH [4-6].

Metoo paHoi podOTHM € cTaHAapTH3aLis
JI030BaHOi (hopMH KOMOIHOBAHOTO POCIHHHOTO 3ac00y
aHTHANePTidyHOl nii (TBepIUX KEIATHHOBHX KAICyl),
PO3po0Ka METOAUK KOHTPOJIO 1X SKOCTI.

[InanyBaHHS JOCTi JUKSHHS [I0J10
CTaHIApTH3allii SKOCTI KOMOIHOBAHOTO POCIHHHOTO
3aco0y y GopMi Karncy1 BKIIFOYAIO KiJIbKa €TaIliB:

- (papMaKo-TEXHOJOTIUHI JOCHIIKCHHS SK
KaIcyJIbHOT MacH, TaK i 1030BaHOi (OpMH BiATOBITHO 10
pumor J[DV;

- (i3uKO-XIMiUHI JOCHiIKEHHS Ppo3pobIeHO]
JI030BaHOL ¢dopmu, imeHTudikarmis, KUTBKICHE
BU3HAYEHHS,

-BaJTi JaIlifHI TIOCITI IKEHHS METOJIUKH
KIIBKICHOIO  BHM3HAYEHHS  BIAMNOBIZHO [0  BHMOT
3aranpHoi cratTi DY 2.4, 5.3.N.2 “Bampganis

AHAITHYHIX METOJVK 1 BUIPOOYBaHb ™ Ta JO HAYKOBUX
pEeKOMEHAAIiH, MO0 BaNijalmii aHAIITHYHUX METOIHK

[7].
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Martepianu i MmeToau

Ompumanns KancyibHoi macu KomMOiHO8AHO20
POCIUHHO20 34c00y aumuanepeiyHoi Oii.

Bucymeny cupoBuHy uepean TPHPO3MIIBHOL
TpaBH, HariloK KBITOK Ta TJIOLY JHCTS Ta KBITOK Y
HEOOXiHOMY CIIiBBiIHOLIEHHI MOAPIOHIOBAH, ITiCIs
MOJPiIOHEHHSI CUPOBHHY INPOCiO0BaK Kpizk cuto 3000
(ADY, 2.9.12). B sKOCTi €KCTPareHTy BUKOPHCTOBYBAIH
ciupt  etwioBuit  40%. [lonpiOHeHy  cupoBHHY
MIEPEHOCHIIN B TIEPKOJIATOP, 3AJIMBAIH EKCTPAreHTOM JI0
YTBOPEHHS «A3€pKajia», BMICT €KCTPAKTOpa 3alHIIAIIH
HACTOIOBATHCA Ha TpOTs3i 12 TOAWH 1 TPOBOIIIH
eKCTpakIito mpoTaroM 48 rom, M0 MOBHOTO BHUXOIY
MEPKOJIITY CaMOIIMBOM. Bcporo excrpareHty Oyimo
BHKOPHCTAHO y KIJBKOCTI, 1110 BIIIIOBIaE
CIIiBBiTHOIIICHHIO CHPOBUHA:EKCTPATEHT 1:20.
OO0'eHaHUI BUTAT BiJICTOIOBAIM MPOTATOM 2 1i06 3a
temneparypu 8 °C 1 ¢inpTpyBamM Bl MOXKIHMBHX
nomimok.  OpepkaHWii  BOXHO-CIIUPTOBUI — PO3UUH
NOMIIIAIK Y PEakTop, ¢ BHUAAIIIOTh EKCTPareHT
LUISXOM YyrHapioBaHHs mpu Temmeparypi 60-80°C 3a
3aJMIIKOBOTO THCKY (IiX BakyyMOM, 3a 3HIKCHUM
THCKOM) IO CIIiBBITHOIIICHHS CHPOBHHA Ty CTHI EKCTPAKT
1:0,25-0,35, mami OO OTPHMAHOTO TYCTOTO EKCTPaKTY
momaBamu  40-60% Big 3aradpbHOI MacH EKCTPaKTy
Mikpokpuctamiunoi memtonosn  (MKII), perensHO
MepeMINIyBalId i BHIANSUIA BOJIOTY JO OCTaTOYHOI Ii
KUJTbKOCTI He Outbine 5%, OTPUMYIOUH BUIIPOOOBYBaHY
KarcyJbHy Macy KOMOIHOBaHOI'O POCIMHHOIO 3aco0y
(mami K3).

Ompumanns kancyn 3 K3. 3paszku kancyn i3 K3
Oyl OTpHMaHi Ha py4Hid KalCyJbHIH MallWHII
(Bupoonuurso KHP). Kamncynsry macy nomimanu y
TBEpAYy  JKEIATHMHOBY  Kamcyiay, po3mipy  NeO,
THAPUYHOI  (OPMH 3 TPO30PUM  KOPITyCOM Ta
TIPO30POI0 KPHUILIEYKOIO.

Dapmaro-mexuonociyni - docniodcenns. Ilpu
po3poOIi TBEepANX N030BaHUX (HOPM y BUIIISII KAICyil
HEOOXiTHUMH € BH3HAueHHS (hapMaKo-TEXHOJOTTYHUX
XapaKTEepPUCTHUK KalCyJbHUX Mac Ta O0e3l0cepeaHbo
KalcyJI: BTpaTa B Maci MiJ dYac BHCYUIyBaHHS,
OJTHOPIMHICTh TO3yBaHHS, PO3YMHEHHS 1 TaKe IHIIE.
BuBueHHs BHIIEBKAa3aHUX [IOKA3HUKIB  IPOBOJMIH
3riIH0 3 BUMOTI'aMH BIANOBIAHUX po3iiniB JlepxaBHOi
®dapmaxkorrei  Ykpaiam.  J[oCTHiKEHHS  TEKY4OCTi,
HACHUIHOI I'YCTUHHM Ta TYCTHHH IICIIS yCa/IKH KarCyIbHOT
MacH TPOBOIMIIN TaKoX 3a mMeroamkamu DY, 2.9.16,
2.9.34 [8]. st BH3HAYEHHS TEKY4OCTi
BukopuctoByBanu npmwiax ERWEKA GT, Himeduunna,
HacumHOi ryctuHu - ERWEKA SVM 202, HimeuunHa Ta
mpunan BII-12A (MapiymonasCkuil 3aBOJ TEXHIYHOTO
o0a THAHH).

Diziko-ximiuni docnioxcenns. «Brpara B maci
i yac BUCYyIIyBaHHs» 3rigno 3 IOV 2.5, 2.2.32. [9].
Jnst BU3HAYEHHsI BTPAaTH B Maci Mijl Yac BUCYIIyBaHHs
BHKOPHCTOBYBaNMCh Barum aHamitiuHi ES225M-DR
¢.«Preisa Gravimetrics AG» IlIBeitnapis Ta cymmibHa
mada 2B-151 «Onpecckuii 3aBoa MeaTabOPTEXHUKI.

BusHaueHHS pO3YMHEHHS KarcyJsl IPOBOJMIH
Ha TIpWiajl Uil PO3YMHEHHS JIIKapChbKHX 3acoliB 3
tabnetok Ta kKarcyn SOTAX AT-7 (LIseiinapis).
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loenmudhikayis. SIkicHWIA aHAITI3 TIPOBOIMIIN 32
JIOTIOMOTOI0 METOJY TOHKOIIapoBoi xpomarorpadii 3a
HationansHuMu MoHorpadiamu J®Y «Uepeau tpasa™»
[10] Ta «Harigok ksitku™» [11]. ExcnepumeHt
3MiHCHIOBAIM Ha IDTACTHUHKAX i3 MIapoM cuitikaremto 60
Fas4 (Merck, Germany). V sikocTi 30BHIIIHIX CTaHIapTiB
BukopuctoByBanmu ®C3 DY (kodeitna kucinora,
rinepo3ul, XJOpPOTreHOBa KHUCIIOTa, PYTHH, JIIOTEOJIH,
JIOTCOJIH-/-TJIKO3U, KaJCHIYJIO3UIH), a TaKOX
CKCTPaKTH 4YepeIH, HAariJoK, TJOay, KOMOIHOBaHUIA
POCIMHHUM €KCTPAKT CyXUH.

Kinvkicne BU3HAYEHHS. Bwicr CyMH
MOJI(EHONBHUX CIIONyK OILIHIOBAaIH 32 JOIOMOTOIO
MOTU(IKOBAHOTO METOY peaxTuBHOI
cnekTpodoTomeTpii ®orina—YiokaasTey 3a

yHipiKoBaHOW (apMmakoreitHolo MeToaukoro  [12].
3rigHO JaHOI METOAMKH B AKOCTI CTaHAAPTHOTO 3pa3Ky,
3a  JIOTIOMOTOI0  SIKOTO  pO3pPaxOBYBald  BMICT
nonideHonis, BukopuctoByBaiu @C3 1DV niporainoiny.

Ilpucomysanus euxionoeo posuuny. 0,05 T
(TouHa HaBakKa) KalCyJbHOI Macu MOMIIIaInd Y
Kpyrioa0Hy koi0y MictkicTio 100 mi, nogasamu 40 M
6o0u P, HarpiBamm mpotsaroM 30 xB Ha BoasHii OaHi,
OXOJIO[KYBAITH Ta KUTBKICHO MIEPEHOCHIIHN Y MipHY KOO0y
MicTkictio 50 mi. Kpyrinomony konly oOmomicKyBaim
600010 P, IpOMUBHI BOIH TEPEHOCHIN y MipHY KOJIOY i
JOBOAWIIM O00’€M PO3YHMHY 600010 P 10 TO3HAaYKH.
JaBamu ocamy ocictu Ta pimuHy (QUIBTpyBamM Kpi3b
¢inpTpyBanbHUil namip, Biakupawoun nepmi 20 M
¢inpTpary. [dami 3a QapMakoneiHOI METOIUKOIO
TOTYIOTh BUITPOOOBYBaHUI PO3YMH 1 PO3YHH MOPIBHSHHS
miporasuoiny.

Ilpucomysanna modenvuux posuunie. s
BUBYCHHS JIIHIHHOCTI METOJAMKH FOTYBAJId 5 MOJACIBHUX
pPO3UMHIB, y SAKHX JOCHI/DKYBaHHH BMICT CYMH
MOJNI(EHONIB PIBHOMIPHO pO3MOAICHE Y Miana3oHi
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meroauku (50 % — 150 %): 50 %, 75 %, 100 %, 125 %,
150 % Bim HOMIHaNBHOI  KOHIEHTpAIii Yy
BHIIPOOOBYBAHOMY PO3YHHI 3TiTHO METOIHKH, y SIKOMY
BMICT CyMHu moJtieHOTiB OMu3BKUN bi(s)
PErJIaMeHTOBAHOTO 3HadyeHHA. JUIi  NpUroTyBaHHS
MOJIENIbHUX PO3YMHIB, QJIIKBOTH BHUXIJHOTO PO3YHHY
(mpuroToBaHOro BinNOBiAHO 3a Meromukoro) 1.0, 1.5,
2.0, 2.5 1 3.0 mMn BiAOOBIAHO, IO BiAMOBIZAIOTH
HEeoOXiHIi KOHIEeHTpauii noni)eHoIiB B MOAEIEHOMY
pozunHi (MP), nomimmanu y MipHy Kosioy 06’ emom 25 mu,
JomaBa  00’€M PO3YMHHUKA, SIKUH 3MEHIIYBalH
BIJIMIOBITHO IO POCTY 00’€My alliKBOTH, AOAABaTH 1 M
docgopromoniooenoso-6onv@pamosoco peaxmusgy P,
JOBOAMIH 00’€M po3yuHom Hampiro kapbonamy P 1o
MTO3HAYKH 1 TepEeMilTyBaJIH.

PeectpyBamm CIICKTPH HOTJINHAHHS
BHIIPOOOBYBAHNX PO3YHMHIB, MOJENBEHUX PO3YHHIB Ta
pPO3UYMHY TOpIBHAHHS 3a JOBXHHM XBWii 760 HM.
Peecrpariito criexTpiB 3xilicHioBany Ha puiani HP 8453
UV-VIS pipma Hewlett Packard, CIIIA.

Pe3yabTaTi Ta 00rOBOpEeHHS

Dapmaro-mexHor02iuHi 00CHIOHCEHHSL.

OmHUM 3 HAWBAXIMBIMIMX KPUTEPIiB BHOOPY
JNOMOMDKHUX  PEYOBHH TIPH  PO3po0mi  TBEpPAUX
KENATHHOBHX  KalcyJ, fKi HagaloTh  (apMmako-
TEXHOJIOTIYHI BIIACTHBOCTI JIKAapChKiii ¢opmi — 1e
¢i3uKO-XiMiUHI BIACTHBOCTI cyOcTaHIii. 3HAaYCHHS
BTpaTd B Maci IHiJ Yac BHUCYLIYBaHHS OTPUMAaHOI
KarncynbHol Macu craHoBumina 4.89 + 0,24%. Ilicas
noxaBanHss MKIL[ y BuOpaHOMy CIiBBiJHOIICHHI
POCIMHHUI €KCTPAaKT CTaB MEHII TirpOCKOMIYHUM, IO
3a0e3nevyBajo 3aJ0BUIbHY TEKyYiCTh KaIlCyJIbHOI MacH
Ta ii He3MIiHHICTh B Tporeci 30epiranns [13]. B Tabm. 1
HaBEJICHO pe3yJIbTaTH JOCHIIKCHHS TEXHOJOTIYHHX
XapaKTePUCTUK OTPUMAHOI KalCyJbHOI MacH.

Taoauus 1 Pe3yabTaT J0CHIIKEHHS TEXHOJIOTTYHUX XapaKTepPUCTHK KancyabHoi macu K3

[Toxa3HUKHN Bumoru DY 2.9.16. 2.9.34. 2.9.36 Otpumanuii pezynprar™
Hacunna rycrusa, r/cm® - 0,571 £0,015
['ycTrHA Tics ycauKH, r/em? - 0,714 £ 0,022
16-20 BiamoB. TeKy40CTi
Cryninbs crucnusocti (Innexc Kappa, %) «3aJJ0BUIbHa» 20+0,35
1,19-1,25 BigmoB. TeKy4OCTi

Koedirient ["aycHepa «3a0BUIEHAY 1,25+ 0,03
TexydicTb T/c - 11,111+ 0,004

*n=3

Di3uKO0-XIMIUHI OOCTIONCEHHS

BinmoBigHO 10 BHMOT 3araibHOi MOHOTrpadii
ADY 2.0 «®apmaneBTHUYHI mpemapaTthy», a TaKoX
MoHorpadii Ha  moszoBaHi  ¢dopmu  «Kamcymmy,
000B’3KOBUMH TECTaMH I JAHOTO BHAY I030BaHOi
jmikapcekoi  ¢opmMu € HacTymHi TectH:  «Ommcy,
«ImenTHdikarisa, «OnmHOPITHICTH JI030BaHHX
omuHUIEY, «OmHOPiAHICTE BMicTy», «OmTHOPITHICTH
MacH OJHOJIO30BHX TIpemapartiBy, «Po3umHeHHS»,
«KinpkicHe Bu3Ha4eHHs». I TBEpIUX KAICyJ TAKOX
BUMAraeTbcsi BUNpoOyBaHHs «Po3magaHHsmy, ane y pasi
BUKOHAHHS BUNIPOOYBAaHHS 3a IMOKa3HHUKOM PO3YHHEHHS,

DOI: 10.5281/zenodo.7436777

BHITPOOYBaHHS Ha PO3IMAJaHHS HE € 000B’I3KOBUM. TecT
«OmHOPIHICTE J030BaHUX OJMHUIIE) HE MOLINPIOETHCS
Ha JIIKAPChKY POCIMHHY CHPOBHHY i JIKapChKi POCINHHI
npernapaTtd B J1030BaHil (opwmi, SKAMU 1 € JOCHiTHI
karcynu. CTOCOBHO OJTHOPITHOCTI BMICTY, B 3araibHii
MoHorpadii 3a3Ha4yeHo, M0 JaHWK TeCcT MaloTh
BUTPUMYBATH KaIlCYJIHM i3 BMICTOM 040l pPEYOBUHH
MeHmie 2 wmr, abo meHme 2 % Big Macuh BMICTY.
BpaxoByroun 1110, B KarcyJi MiCTUTBCS B cepeJHbOMY 12
MT ToJTipeHOMIB 1 1e Biamoinae 2.4% Bil Macu BMICTY
KaricyJ, JaHe BUIPOOYBaHHS TaKOXK HE € 000B’I3KOBHM.
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loenmudghixayis. InenTudikamiro Karcyma
npopoauin  MetogoMm TIIX, BHUKOPUCTOBYIOYM IS
[bOTO KallCyJIbHY Macy, OTpHUMaHy IpW BH3HAa4YCHHI
CepeIHbO0l MacH BMICTy KamcCyl. BukopucToByBamu
yHipikoBani TIIX- meromumkm [14], mo ommcaHi y
nornepeaHix podorax [15].

Ilpn mnpoBenenHi BuUNPOOYBaHHS METOJOM
TIHIX B ymMOBax METOIWKHM HaIlloHaIbLHOT MOHOTrpadii
«Yepenu TpaBa» IS BUABNEHHS 30H (DIABOHOINIB i
TIIPOKCHMKOPUYHHMX  KHCJIOT, Ha  XpoMmarorpami
KalcyJnbHOI Macu Oynu BHSIBICHI XapaKTepHI 30HHU,
BJIACTHBI EKCTPAKTaM Yepenu, Harimok i rmoxy (Puc.1):
a) 2 3ereHyBaTi (IyOpeCIifooyi 30HN B HIKHIN TPETHHI
XpoMaTorpaMu (XapakTepHi U HaTiJoK);
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b) sxoBTa Quyopecuirooua 30Ha Ha PiBHI 30HH PYyTHHY
(xapakTepHa Iyl HaTiJI0K 1 TJIOY);

C) iHTeHCWBHAa ONakuTHa (QIyOpecIioYa 30Ha,
po3TamioBaHa Ha PiBHI 30HH XJIOPOTEHOBOi KHCIOTH
(xapakTepHa Iyl HaTiJI0K 1 TJIOY);

d) inTeHCcHBHa jk0BTa ()IyOpPECIiIO0Ya 30Ha B CEpPeIHii
YaCTHHI XpOMaTorpamMH, po3TalloBaHa Maibke Ha piBHI
30HH Tinepo3uay (XapakTepHa AJIsl Yepeu i TIIony);

e) 2-3 inTeHCHBHI ONakuTHI (yopeciirodi 30HH Y

BEpXHIH TpeTHHI Xpomarorpamu (XapakTepHi s
Yepeau, HariJIoK, rII0y);
f)  inmreHcuBHa  kOBTa  (uyopecIiioroua  30Ha

po3TamoBaHa OMM3BEK0 10 (GPOHTY PO3UYMHHMKA HA PiBHI
30HH JIOTCOJIIHY (XapaKTEpHA JUIS YEPEIH).

Puc. 1. Xpomarorpama, oTpuMaHa NpPU MNpPOBeJeHHi BUNPOOYBAHHS B YMOBAX MeTOAMKH HAIiOHAJIbHOL
monorpadii «Yepean Tpapa “»: 1 - yepean ekcTpakT, 2 — HATIAOK €KCTPAKT, 3 - IJIONy €KCTPAKT , 4 - pyTHH +
XJIOPOreHoBa KUCJI0TA + rimepo3u + kodeiiHa kucjaora (B mopsiAky 30iibuenns 3Hauenus Rf), 5 - qoreostin-7-
TJiK03H] + JII0TEO0.TiH, 6 — KOMOIHOBaHUH eKCTPAKT «4ucTH»; 7 — K3

JonatkoBo Oy poBeeHI BUMPOOYBaHHS IS
IIeHTU}IKAII] TPUTEPIIEHOBUX CIIONYK B KAaICYJIbHIM

Maci B yMoBax Metoauku [nertudikarii D HarionansHOT
N

MoHorpadii «Harimox xBiTkH "». Sk BumHO, Ha
Xpomarorpami pO3UUHY KarcyJabHOT MacH,
KOMOIHOBaHOTO €KCTPakTy Ta eKCTPakTy HariJoK

BUSIBIICHO 2 (iosieToBI 30HHM, SKI CIHiBajand 3a
KOJILOPOM 1 pO3TaIllyBaHHSM 13 BiIMOBITHUMH 30HAMH Ha
xpomatorpami pozurny ©C3 1DV kaneH1yn03u/1iB.
Oonopionicmv  macu. Jlane BuUNpoOyBaHHS
MPOBOMIIN BinmoBinHO a0 Bumor DY 2.4, 2.9.5. Ing
karcyn 3 Mmacoro 300 mr i Oimblie NPUIYCTHMHM
BIAXWICHHSIM MacH OKpPEMOi KallCyJM Bill CepeaHboi
macu € 7.5%. B pesynprari ananizy 20 kamcyn Oyio
BCTAHOBJEHO, II0 CEpeAHs Maca Kalcyd CKJIaJae
0,609734 + 0,0102 r, BiAXWICHHS BiJ] CEPeIHBOI MacH
3HaxoauThcst B Mexkax Bim 0,18% mo 2,75 %,

DOI: 10.5281/zenodo.7436777

MaKCHMallbHE BiIXWICHHS MIPH aHaJi31 BUITPOOOBYBaHUX
Karcyn Oymo 2.75%, mo Bignosigae Bumoram OV,

Jis KUIBKICHOTO — BM3HAYEHHS  JIOJATKOBO
HPOBOJIMIIN BU3HAUCHHSI CEPEIHBOT MACH BMICTY Karcyl,
SKy B IOJIQJIBIIOMY BUKOPHCTOBYBAJIU IIPU PO3PAXYHKY
BMmicTy moiideHoniB B onHid kamcymi. [ns uporo
3BakyBasiM 20 Karcyl OKpeMO KOXHY, ITOBHICTIO
BUIAJISUTH BMICT KOXKHOI KarCyJid i 3HOBY 3BayKyBaJiu. 3a
PI3HHILICIO PO3PAXOBYBaI Macy BMICTY KOXHOI Karcysu
i cepemuio Macy Bmicty 20  Kamcym, — SIKy
BHUKOPHCTOBYBAJIM IIJl Yyac po3paxyHKiB. B pesynbrati
aHaiizy OyJi0 BCTAHOBJIEHO, IO CEpegHS Maca BMICTY
karcyn ckiangana 0,4994973 + 0,0100 r. Takum duHOM,
B MMOJAJIBIIOMY BHKOPHCTOBYBAJIHM 3HAYEHHS CEPEAHBOL
MacH BMICTY KaricyJ, o aopiHioe 0.4995 r.
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Puc. 2. XpomaTorpama, oTpuMaHa NpPH NpOBeJdeHHI BHNPOOYBaHHS B yMOBaX MeToAukM ineHTudikanii D
HanioHaabHoi Monorpadii «Harizok keiTkn N»: 1 — Harigok excTpaxT, 2 - KOMGIHOBAHHI EKCTPAKT «UHCTHID,

3 - ®C3 1DV kanenayno3uau, 4 — K3

Tecm  posuunenna. JlaHe  BHIPOOYBaHHS
MPOBOIMIIH BiamoBixHO 1o BuMor JJ®VY 2.0, 2.9.3 «Tect
«Po3uMHEHHS» U TBEpAMX IO30BAaHUX OAWHHMIIBY.
BusHaueHHs NPOBOAWIM Ha NPHIAaLl 3 KOLIUKOM,
MIBUIKICTH  00epTaHHs kommka - 100  00/xB,
BUKOpHCcTOBYBanu 500 Mt 600u P B SIKOCTI cepeoBHILa
po34HHEeHHs, TeMIieparypa cepenoBuia (37 = 0,5) °C. 6
KarcyJ ToMilainy 10 npuiany, yepes 45 xB Bindipanu

10 My po3uMHy 3 KOXHOI IOCYIWHH, (iTbTpyBaiH,
Bimkumaroun mepmi S5 wir. 2.0 M ¢ineTpary
BUKOPUCTOBYBAIIH JUTS IPUTOTYBaHHS BUIIPOOOBYBaHOTO
pozunny. IlapanenpHO MPOBOMMIM BH3HAYCHHS BMICTY
NOJi)eHONIB B HABaXIll  KamCyJIbHOI Macu Y
nepepaxyHKy Ha miporaiosi. Po3paxyHOK st Kamcyi
HPOBOJINIIY, BUKOPHCTOBYIOUH 3HANIEHY CEPETHIO Macy
Bmicty 20 kancyn (PesynbraTi HaBeneHo B Tabi.2).

Taﬁ.]'ll/lllﬂ 2 Pe3yJ’leaTl/l BU3HAYCHHS PO3YMHCHHSA Bnnpoﬁonynaﬂux KalmcyJja

O0’exT Bwmict nonidenonis , y % BincoTtok BuBLIbHEHHS %

KancynbHa maca 2,577+ 0,012

1 xancymna 2,435+ 0,009 94,496

2 Karicyina 2,487 + 0,014 96,494

3 xancyna 2,528 + 0,017 98,0792

4 xamncyna 2,407 + 0,007 93,394

5 xamncyna 2,510+ 0,014 97,389

6 Karcyina 2,551 +0,011 99,003
CepemHiii BiIcOTOK 96,476

Sk BHIHO, KUIBKICTH [iI0Y0i PEUYOBHHHU, IIO
BUBIJIBHUJIACS B CEPEOBHUIIIE POIUMHCHHS MPOTATOM 45
XB TpH WBUIKOCTI o0epranHs kommka 100 00/xB,

CKlajo He MeHme 93

% (cepemHe miasi 6 Kamcysn —

96.5%), mo Bignosinae Bumoram DY,
Kinvxicne eusnauenns. 3aeanvhi nonigpenonu.

Busnauenns IMpoBOAWIN

CHEKTPOPOTOMETPUIHUM

metoaoM (DY, 1 Bux., 2.2.25). Po3poOky i Baminariitai
BUNPOOYBaHHS IPOBOAWIM Ha KalCyJbHIH  Maci,
OTpUMaHii TpH BH3HaueHHI Bmicty 20 Kamcyn ais
OTPHUMaHHS CepeHbOT MaCH BMICTY KarcCyll.

IIpn  po3pobui  METOAMKHM  KUIBKICHOTO
BHU3HAUYEHHS CYMH 3arajibHUX MOJideHoTiB 32 OCHOBY
Oyna B3siTa METOJIMKA, IO omKcaHa B po3aiuai DV 2.0,

DOI: 10.5281/zenodo.7436777

2.8.14 «Bu3HauyeHHs TaHIHIB B JIIKAPCHKIH pPOCIMHHIN
CHPOBHHI». MeTOoAMKa 3aCHOBYETHCS Ha KOJILOPOBIH
peaxiiii moieHOIbHHUX CIOJYK, SIKi BXOJIATH 10 CKIIaTy
POCIUHHOTO eKCTpakTy, 3 (ochopHOMOIIOASHOBO-
BONIb()PAMOBUM PEAKTHBOM 1 BHMIPIOBaHHI ONTHYHOL
TYCTHHH OTPUMAaHHOTO PO3YHMHY 3a JTOBXHWHHU XBHIi 760
HM. Bwicr 3aranpHuMX TnomideHONIB B CHPOBHUHI
BH3HAYAIOTh B IIEPEPaxyHKY Ha IipoTaIodl, SIKHH MiCTUTh
B MOJIEKYJI TPH TiAPOKCHIIbHI TPYIIH.

B nepuy uwepry npu po3pobui Metoauku Oyia
NepeBipeHa  BIINOBIAHICTD  CIEKTPIB  MOTJIMHAHHS
BUIIPOOOBYBAHOTO PO3UYMHY, OJIEP)KAHOTO B YMOBax
METOJIMKH 1 CHEKTPY MOTIIMHAHHS PO3YUHY IMIpOTaioiy.
CriexTp TMOTIMHAHHS BHIIPOOOBYBAaHOTO PpO3YHMHY B
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obnacti Big 600 HM g0 850 HM MaB YITKO BUPaKEHUI
MaKCHUMYM 3a JOBXHUHHA XBIIi 760 + 2 HM, 110 IPaKTUIHO
CHiBmagamo i3 MaKCHMyMOM IIOTJIMHAHHSA CIEKTPY
miporamoiny (puc.3). TakuM YHWHOM, OTpUMaHi aaHi
JO3BOJMJIM  3pOOWTH BHCHOBOK IIPO  MOXMIIUBICTB
BU3HAYCHHS BMICTY 3arajJbHUX IOJi(EHOIIB Npenapary
B TIEpEepaxyHKy Ha IiporayioJl.
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IIpu mpoBencHHI BaligaIliftHUX JOCHiIKEHb
METOAMKH  KIJTbKICHOTO  BHM3HAUCHHSA  3arajJbHHX
moJtieHOTiB Oy MepeBipeHi HACTYIHI METPOJIOTHYHi
XapaKTePUCTHKH: crienuQigHICTD, THIHHICTB,
TIPaBHUIIBHICTE, Tpenu3iiHICTh Ta
BHYTPIIIHBOIa00paTOpHA MPELHU31HHICTS.

04
0.3
& ]
025

R PO A B ) O T e P ) L N ] R L) ety] e S P

600 650 700 0 800 850  (mm}

Puc. 3. CnexTpu norjuHanus po3unHis npenapaty (1) i C3 miporanoay (2), oTpuMaHi npu BU3HA4YeHHI BMicTy

3araJibHUX NoJtideHoiB

Js OLIIHKH pe3yJbTariB BaTifanii,
HEBHM3HAUEHICTh pPE3YJIbTATIB aHalli3y BUpaXallU SIK
OJHOOIYHMIT BiTHOCHUI JOBipYMi iHTEpBaJ AJIsl PiBHS

HanmidHOi ¥#MoOBipHOCTI 95 %. V BiamoBimHOCTI 3
pexomeHpamismun  JIDY, BpaxoByroum OJHOOIUHE
HOPMYBaHHS «HE MeEHIIe» Oylo MNpUIHATO, IO

MaKCHMAJIbHO IIPUIYCTUMA HEBU3HAYCHICTh PE3YJIbTATIB
KUTBbKICHOTO BHW3HAYCHHS TMONI(EHONIB HE IOBHHHA
nepeBuILyBatH 6.4% (Aas).

Busuenns  cneyugpiunocmi.  CneungidHicth
METOIUKH OyJjia IOCIHi/PKeHa Ha pO34uuHi Iu1anebo (SKuii

TOTYB&JIM 13 BUKOPHCTaHHSIM  MIKPOKPHCTaJIYHOT
LEII0JI03M, Y Till KUIBKOCTI, 1O BXOJHWTH 10 CKIaIy
KarcyJbHOT MacH) Ta Ha BUIIPOOOBYBAHOMY PO3YHHI, sIKi
TOTYBaJIH BiAMIOBiTHO 3a MeToauKoI0 (Tabum. 3). OnTryHa
IyCTHHA PO3YMHY IJ1ale00 MOBHUHHA OYTH HE3HAUYYIIIOO
BIJHOCHO  ONTHUYHOI TYCTHHH  BHIPOOOBYBAHOTO
PO34YHMHY, HPUTOTOBAHOTO BiAMNOBIAHO 332 METOHKOIO,
TOOTO

Aplacebo S AAS . 032 - 204%
Aplacebo < 204 %

Tabauusa 3 Pe3yabTaTn nepeBipku BIUIMBY IU1ane00 Ha BUZHAYEHHA BMIcTy noJjieHoiB

. OnTHuyHa rycTHHA, 4
HaiiMenyBaHHS pO34UHY
A1 Az AS Acepedﬁe
Pozunn nurane6o 0.007206 0.007848 0.007323 0.007459
BunpoGosysanHii po3unt 0.381352 0.382472 0.383101 0.38231
placebol, % 1.95%
Bumoru max Ap|aceb0£ 204 %
BucHoBok Butpumyrotbcs; cnienngiuHIiCTh MiATBEpKEHA
miHifiny  3amexHicth  Air  Bim  Cir B
Bueuennsa ninitinocmi HopMaii3oBaHux koopauHatax (Tabn. 4, Puc.5).
Po3paxynku MIPOBOIMIIN B cHCTEMI PospaxoByBanmu mapaMeTpu  JIHIIHOI  3aJI€XKHOCTI.

HOpMaJli3oBaHUX KoopanHat. PeectpyBamu Y ®-criekTpu
NOTJIMHAHHSA ~ MOJENIBHUX  PO3YMHIB Ta  PO3YHHY
MOPIBHSAHHA 3a JOBXHMHM XBWII 760 HM B yMoBax
HaBeJICHUX B po3aim «Martepiamu i Mmeroam» (Puc.4). 3a
ONTHUYHOIO TYCTHHOIO MOAETHHHUX PO3UMHIB Oy TyBaiu

DOI: 10.5281/zenodo.7436777

Kpurepii npuitHATHOCTI BCTaHOBIIIOBAIH BiAIOBITHO /10
BuMoOT 3aranbHoi ctarti DY 2.4, 5.3.N.2 “Baminaris
AHATITHYHUX METOJVK 1 BUIIPOOYBaHb Ta JIO HAYKOBUX
pEeKOMEeHAaNil, MO0 BaTigalii aHATITHIHAX METOJHK
[7] (Tabmn.5).
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Overlaid Spectra:

47

Puc. 4. YO®O-Cnexkrpu: mMoaeJbHuX po3uuHiB (1-5) Ta po3unmny nopisasnHa C3 miporaJony, oaepxani nmpu
BUBYEHHI JIHIHHOCTI MeTOONKH

Taoauus 4 IlpuBenexi 3HaueHHs: MoAeabHUX po3unHiB (MP) niisi modyaosu rpadika 3ajaexHocTi

MP Bwmict momieHOMIB Bix KonuenTparris 3HaiineHo/ Bseneno/ Zi,%
pETIaMeHTOBaHOro, % noidenonisa y MP y Yi Xi
nepepaxyHKy Ha
niporayioin, Ci, Mr/mi
1 50% 0,001036 51,315 51,806 99,052
2 75% 0,001554 78,487 77,710 101,001
3 100% 0,002072 101,975 103,613 98,419
4 125% 0,00259 125,020 129,516 96,529
5 150% 0,003108 149,929 155,419 96,467
Taboauus 5 Kpurtepii ainifinocTi i po3paxoBaHni napaMerpu JiHiliHoY 3a/1€:KHOCTI
ITapamerpu 3HaveHHs Bumoru Ouinka .
pe3yJibTaTiB
b 0,9411 -
Sh 553 -
a 3,83 a<4.0 BUTPHMYIOThCS
Sa 1,70685 -
RSDg 1,27219 <34 BHTPHMYIOTHCS
r | 0,9996 | >|0.99512] BUTPUMYIOTHCS
Asample <64 Agangie =6.4% BUTPHMYIOThCS

DOI: 10.5281/zenodo.7436777
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160 T T
Linear Regresson for Data1_B:
¥Y=A+B"*X
141 L Param Value =d
A 382825 1,70835
B 094113 001553
y2 L SO =127219. N =5
R =0,99959
P=949017E6

Y Axis Title
8

a0

&0

Linear Regression Template

a0

100

120 140

X axis title

Puc. 5. I'pagik 3a1e:KHOCTI A1 IPUBeIEHUX 3HAYEHD Y

Ilpasunvuicms i npeyusitinicms  MemoOuKu.
[IpaBUNBbHICTE METOIAMKH OI[IHIOBAIA HA MOJCIBHUX
cyMmilax KamcynpHOi Macu 3 jgonmaBaHHsaMm C3
miporaiony 100, 150 % i 200%, @0 BuximHOT
KOHIICHTPAIIT OII(SHOIIB Yy IEPEPaxyHKy Ha Miporaio
y BHIIPOOOBYBaHOMY po3uuHi (pe3ynbratu B Tabmi. 6).

a+b x Xi q1a cymu notidenosiis

TToka3aHo, 10 BiJCOTOK BiJHOBIEHHS 3HAXOIWUTHLCS B
Mmexax Bix 95,11 mo 100,03% i mMae cepenHe 3HAUCHHS
96,9%. IlpakTM4Ha HE3HAYyL[ICTh CHUCTEMATHYHOI
NOXMOKA BHKOHYETHCS, TaK CaMO SK 1 BHMOTH [0

npuitHaTHOT nperu3iiHocTi (Tabn.4).

Tadauus 6 PesyiabTraTH, OTPUMAHI i Yac BUBYECHHS NPABUJILHOCTI Ta Npeuu3iiHOCTI MeTOAMKH

Maca HaBaKKu Ci; mr/r |Ciymr/r  |Ci/Civ,% Kpurepii
[Tiporamon 0,0252 r - - -
Kancyspua maca 0,0251 r 25,7714 - -
KarcymsHa Maca + miporanon 0.0252 mr 50,8213 50,8711 99,90
Karncyspna maca + miporanon 0.0252 mr 50,8855 50,8711 100,03
KarcympHa Maca + miporaon 0.0252 mr 50,0425 50,8711 98,37
Karncyspna maca + miporanon 0.0502 mr 73,2415 75,7715 96,66
KarcymsHa Maca + miporanon 0.0502 mr 72,0684 75,7715 95,11
Karncyspna maca + miporanon 0.0502 mr 72,6282 75,7715 95,85
Karncyspna maca + miporanon 0.0756 mr 96,2071 | 101,0703 95,19
KarcymsHa Maca + miporanon 0.0756 mr 96,3685 | 101,0703 95,35
Karncyspna maca + miporanon 0.0756 mr 96,4141 | 101,0703 95,39
Cepenne 96,87
SD 2,028
RSD 2,094
Asample 3.773 <6.4
CTaTHCTUYHA HE3HAUYIIICTh 3.127 >2.05
[IpakTHIHA HE3HAUYIIICT 3.127 <6.4
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Buympiwnvonabopamopna npeyusitinicmeo

Bumnpo6oByBaHnii pO34YMH KaICyJNbHOI MacH
aHAI3YIOTh B Pi3HI AHI. JJoCimKeHHS IPOBOIATE Pi3HI
agamituknn  (Tab6n.7). PisHung MK  3HaWIEHUM
3HAYCHHSAM BMICTy NOJI(EHONIB Yy BHIPOOOBYBaHHUX

po3urHax ([ lintra), HE
HACTYITHOTO 3HAYCHHS:
Aintra S . 026 B,

Aintra < 52%

IIOBHHHA TICPEBUITYBATH

Tabauus 7 Pe3yabpTaTi, OTpUMaHi i1 yac BUBYEHHS] BHYTPillIHb0JIa00paTOpHOI mpenu3iiiHocTi

1 Jlens 2 IeHb

Maca HaBaxkku | Acp [Monidenonu, % Maca HaBaxkku | Acp Homnidenonu, %

C30,0252 r 0,4011 C30,0252 r 0,4006

0,04245r 0,3291 2,599 0,04256 r 0,3253 2,569

0,04243 0,3236 2,558 0,04245r 0,3276 2,596

0,04260 r 0,3258 2,573 0,04238 r 0,3269 2,590
Csample(1) 2,577 Csample(2) 2,585

Aintra 0.65 < 5.2%

TakuM  YMHOM  METOAMKA  KiJIBbKICHOTO on the composition of herbal drugs — bur-marigod herb,
BU3HAYEHHS MOJJI(QEHOTIB 3a TaKUMM BaJliJalliitHUMK calendula flowers and hawthorn leaves and flowers - in
XapaKTePUCTUKAMU SIK  CHeUU(IYHICTh, JIHIHHICTD, a ratio of 6:3:1. The aim of the work was to
OpPaBWIBHICTh,  MPENM3iHHICTE  Ta  BHYTPILIHBO standardize the dosage form of a combined herbal

nabopaTopHa MPeNnu3iiHICTh BiAmoBigae Bumoram DY
2.4,53.N.2.

Bwmict 3aranpHUX MOJNi(EHONIB B Ipenaparti, B
nepepaxyHKy Ha Iiporajioi Mae Oyt He MeHuIe 12 mr B
OIHiH KarcyJi (periiaMeHTaIlisi BCTaHOBJICHA BiIITOBITHO
EKCIICpUMCHTAIBHIAM JTaHUM, SKi OfeprKaHi MpH aHai3i
3 nmocmigHux cepii  mpemapaty  (X(c.11205200=12.9,
X(C_,2050419):12.6, X(Cg] 11 ]20)212.8). Bona Takox KOpeEJIroe
i3 BMICTOM TMOJI(EHOTIB Yy KalcylbHIH  Maci:
BPaxOBYIOUH L0 y KalCyJdbHId Maci 3HaXOIMThCS HE
menure 2.5 % mnomnideHoNiB, a cepenHs Maca BMICTY

karcyn jgopiBHioe  0.4995 1, orpumyemo 2.5
0.4995/100=0.0125 .
BucHoBknu

Po3pobieHo  mapameTpu  cTaHmapTu3auii

JI030BaHOi (hopMH KOMOIHOBAaHOTO POCIMHHOTO 3aco0y
aHTiaJIeprUIHOT Jii.

Busueno (hapMaKo-TEXHOJIOTI4HI
XapaKTePUCTUKKA KAlCyJbHOI MacH 1 Kamcyl 3a
[MOKa3HUKAMH, $Ki € OOOB’SI3KOBUMHU IS HHUX 1
periaMeHTyroThcsa BUMoramu JOVY.

Po3pobieHo  kommuiekc  (i3MKO-XIMIYHHX
METOAMK  aHaji3y, 1[0  JO3BOJHTH  IPOBECTH
CHUCTEMaTH4YHE 3a0e3neueHHs (apMarneBTHIHOT
PO3pOOKH Karcysr KOMOIHOBAHOTO POCIHHHOTO 3aC00Y.

Busueno BaJIiainui XapaKTePUCTHKHI
METOAMKH  KUTBKICHOTO BH3HAYEHHS MOJi(EHOIIB
BiJIMOBiAHO 10 BuMor J[DY.

Standardization of the dosage form for the combined
herbal medicine with anti-allergic activity

Kotov S.A., Gontova T.M.

Introduction. The creation of a combined herbal
preparation with anti-allergic action is an urgent task, it
is supported by a wide base of herbal drugs for the
creation of the future medicine, a wide range of
biologically active substances in their original form, low
toxicity and the practical absence of side effects. Such
an object is the developed combined plant extract based

DOI: 10.5281/zenodo.7436777

medicine (hard gelatine capsules), to develop methods
of their quality control. Materials and methods. The
combined herbal preparation of anti-allergic action with
a filler of 50% microcrystalline cellulose was developed
according to the utility model patent. Samples of
capsules containing the combined drug were obtained
using a manual capsule machine. The capsule mass was
placed in a hard gelatine capsule, size #0, cylindrical in
shape with a transparent body and a transparent lid.
Study of flowability, bulk density and tapped density of
the capsule mass was carried out according to the
methods of State Pharmacopeia of Ukraine (SPhU),
2.9.16, 2.9.34. Analytical scales ES225M-DR
manufactured by «Preisa Gravimetrics AG»,
Switzerland and a drying cabinet 2B-151 manufactured
by «Odessa Medical Laboratory Technology» were used
to determine the loss on drying. Determination of the
dissolution of capsules was carried out on a dissolving
device for tablets and capsules SOTAX AT-7
(Switzerland). Qualitative analysis was carried out using
the method of thin-layer chromatography according to
the national monographs of the SPhU "Bur-marigold
herb" and "Calendula flowers". As external standards,
pharmacopoeial standard samples (caffeic acid,
hyperoside, chlorogenic acid, rutin, luteolin, luteolin-7-
glycoside, calendulosides), as well as extracts of bur-
marigold, calendula, hawthorn and combined dry extract
were used. The total content of polyphenolic
compounds was determined using a modified Folin—
Ciocalteu reactive spectrophotometry method.
Pyrogallol was used as a standard sample, which the
content of polyphenols was calculated. Validation
studies of quantitative determination method were
carried out in accordance with the requirements of the
general article SPhU 2.4, 5.3.N.2 "Validation of
analytical methods and tests. Results & discussion.
The loss on drying of the obtained capsule mass was
4.89+0.03% which ensured satisfactory flowability of
the capsule mass and its stability during storage. During
the study of the technological characteristics of the
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obtained capsule mass, the following results were
obtained: bulk density - 0.571 g/cm?3; tapped density -
0.714 g/cm?; compressibility index (Carr Index) — 20%;
the Hausner ratio — 1.25; flowability — 11.11 g/s, which
met the requirements of the SPhU 2.9.16. 2.9.34. 2.9.36.
The identification of capsules was carried out by TLC
method, using for this purpose the capsule mass
obtained by determining the average mass of the
contents of the capsules. When conducting a TLC test in
the conditions of the national monograph "Bur-marigold
herb" to detect the zones of flavonoids and
hydroxycinnamic acids, characteristic zones of the
extracts of bur-marigold, calendula and hawthorn were
found in the chromatogram of the capsule mass. During
the identification of triterpene compounds in the capsule
mass under the conditions of Identification method D of
the national monograph "Calendula flowers", 2 purple
zones were found, which coincided in color and location
with the corresponding zones on the chromatogram of
the reference standard solution of calendulosides. It was
found that the average weight of the capsules was
0.609734 + 0.0102 g, the deviation from the average
weight was in the range from 0.18% to 2.75%, the
maximum deviation during the analysis of the tested
capsules was 2.75%, which met the requirements of the
SPhU, 2.9.5. Determination of dissolution was carried
out on a device with a basket, the speed of rotation of
the basket - 100 revolutions/min, 500 ml of water was
used as a dissolution medium, the temperature of the
medium was (37 £ 0.5) °C. 6 capsules were placed in
the device, after 45 minutes, 10 ml of the solution was
taken from each vessel, filtered, discarding the first 5 ml
and then quantitative determination of polyphenols was
carried out. As a result, it was found that the amount of
active substance released into the dissolution medium
within 45 minutes was at least 93% (average for 6
capsules — 96.5%), which met the requirements of the
SPhU, 2.9.3. Quantitative determination of polyphenols
was carried out by the spectrophotometric method
(SPhU, 2.2.25). The development and validation tests
were carried out on the capsule mass obtained by
determining the content of 20 capsules. During the
validation studies, the following metrological
characteristics were checked: specificity, linearity,
accuracy, precision and intra-laboratory precision. It
was found that the method of quantitative determination
of polyphenols met the requirements of SPhU 2.4,
5.3.N.2 according to all the studied validation
characteristics. The content of total polyphenols in the
preparation, in terms of pyrogallol, is regulated to be at
least 12 mg in one capsule. Conclusions. The
parameters of standardization of the dosage form for the
combined herbal medicine with antiallergic activity
have been developed. The pharmaco-technological
characteristics of the capsule mass and capsules were
studied according to the indicators that are mandatory
and regulated by the requirements of the SPhU. A
complex of physico-chemical methods of analysis has
been developed, which allows systematic support for the
pharmaceutical development of developed capsules. The
validation characteristics of the method for the
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quantitative determination of polyphenols in accordance
with the requirements of the SPhU were studied.

Keywords: standardization, combined herbal
extract, dosage form, pharmaco-technological
characteristics, validation
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