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Pestome: po3rnisHyTo ckiag 6aratokoMnoHeHTHoro MPJ13 nig pobo4yoto Ha3BoW «XonenecaH», WO MiCTUTb CYXWid
€KCTPAaKT LIMUHY MiCKOBOrO KBITOK, EKCTPAKT MOPKBY AVKOI MIOAIB Ta HATiAOK KBITOK NYCTUA, CYXUIA eKCTPaKT KYPKYMU
DOBroi i edipHi onii M’aTy NepueBoi Ta Kypkymu, BUGpaHo iHavBiayanbHi cnonyku/rpynu BAP, 3a akumin 6yno npoBeaeHo

ctaHpapTusauijto JIPC, HaniBnpoaykTie Ta MPJ13.

Po3po6neHo MeToau KOHTPOO Ta KpUTEPIii NPURHATHOCTI, SKi O3BONSAIOTb OLLIHIOBATY | KOHTPOIOBATY AKICTb HA YCiX
eTanax Bupoo6HuuTea MPJ13, rapaHTyBaTu 10ro epeKTUBHICTb Ta 6€3MeYHICTb AN CNOXUBAYiB, a TAKOX € NPUOATHAMMU

0N BUSBNEHHS MOXNUBOI danbcudikaLtii.

Knto4oBi cnoBa: skiCTb, CTaHAaPTM3aLlisl, POC/IMHHI likapcbki 3acobu, Mapkepw, KpUTepii NPUAHATHOCTI, ineHTudIkaLis,

KiNlbKiCHE BU3HAYEHHS.

Bctyn. Pospobka cuctemn 3abes3neyeHHst SKOCTI
OJ151 TOTOBUX POCJIMHHUX Nikapcbkux 3acobis (MPJ13)
— cKNlaHe 3aBAaHHs, ocobnMBO Yy BMnaaky GaraTo-
KOMNoHeHTHUX P13 [1-3]. Cneuundikauii Ta TEXHO-
JioriyHa [OKYMEHTaUjs MOBWUHHI OyTU CTBOPEHI TakuMm
YMHOM, LWOO6 YCYHYTN MOXIMBICTb danbcudikauii MPJ13,
a TakoX He OO0MnyCTUTU BUMYCK HeedeKTUBHUX IiTOX-
iMiYHMX NpenapaTiB 3a PaxyHOK BMKOPUCTAHHA He-
SIKICHOI POCJIMHHOI CUPOBWUHW, BIOXWIEHHS BiO OMTU-
MasbHUX NapameTpiB TEXHONOMYHOro NpPoLEeCcy TOLLO.
MeToto Hawoi pobotn Gyna po3podka cUCTeEMMU che-
undikauin Ta METOLIB KOHTPOJIIO AKOCTI B NAHLO3I
nikapcbka pocnnHHa cuposuHa (JIPC), HaniBnpooykT
Ta roTOBWIN POCAMHHWIA Nikapcbkuii 3aci6 (MPJ13) nig,
poboyotlo Ha3Bol «XosenecaH», aki 6 3abe3neuy-
Bann edekTuBHICTb Ta 6eaneyHictb MPJ13 gns cno-
XUBayiB i 6ynn nNpuaaTtHUMU ONS BUABNEHHS danib-
cudikoBaHUX Nikapcbkux 3acobis.

Pospobka cuctema cneundikauii gna P13
nepenbayvae Taki B3aeMonoe’a3aHi etanu [9]:

— BMOGip iHauBiAyansHUx cnonyk a6o rpyn 6Gio-
JIOTiYHO akTuBHMX pedvoBuH (BAP) abo mapkepis,
3a 9KuMuM npoBoanTbCcHa ouiHka JIPC, HaniBnpo-
aykTiB Ta MPJ13;

— BubBip meTtoaiB Ta po3pobka METOoAUK iAEeHTU-
dikauii Ta/abo BU3HAYEHHS BMICTY iHOMBIOyanbHUX
cnonyk, rpyn BAP a6o mapkepis y JIPC, HaniBnpo-
ayktax Ta NPN3;

— BMBIp Ta OBrpyHTYBaHHSA KPUTEPIiB ANA CTaH-
paptmsauii FTPJ13 3 ypaxyBaHHaM BuUMOr dapma-
KONemHux MoHorpadin, HaykoBuUX niTepaTtypHuUx
JaHnx Ta 0cobNMBOCTEN TEeXHONOoril BUpOOHMLUTBA.

Po3rngHemo KOXeH 3 eTaniB Ha KOHKPETHOMY
npuknaai po3pobku cuctemu cneuyndikauin y
naruioxky JIPC — naniBnpogykTt — M13.

Metoaun pocnipxeHHa. [10 cknany KOMMaek-
cHoro MPJI3 nig pobo4oto Ha3BOW «XosienecaH»
BXOAATb CYXUI eKCTPaKT LMUHY MiCKOBOro KBIiTOK,
€KCTPakT MOPKBWM AUKOT MAOAIB Ta HarigokK KBIiTOK
ryCTUI, CYXUn eKCTPaKT KYpPKYMW OO0Broi ta ed@ipHi
onil M’ATK NepueBOoi Ta KYPKyMU.

Y Hawux nonepenHix pobotax [4, 5] 6yno 3a-
NPOMNOHOBAHO BBECTU y cneuundikauio Ha JIPC mop-
KBU OMKOI NioAiB BUMOIM 3 igeHTudikauii noTeo-
niHy (MeTopgom TLUX Ta 32 MakCMMyMOM MNOFMHAH-
HA Yy CMekTpi MOXiAHUX 3 asoMIHII0 XN10OpUaAOM Mpu
(395+3) HM) i KiNbKICHOMY BW3HAYE€HHiI BMICTY CyMMu
GnaBoOHOILIB Y NMepepaxyHKy Ha NOTEONIH — He
meHwe 0,10 %.

Onsa NPC uMuHy nickoBOro keBiTok Gyno 3anpo-
MOHOBAHO iAeHTUdiIKyBaTKU anireHriH-7-ranko3una,
Ta izocaninypnosun; i3 KinbKiCHUX XapakTepucTuk
3anponoHOBaHO BCTAHOBUTU BUMOMM OO BMICTY
dnaBoHoOIgiB He MeHwe 1,0 % y nepepaxyHkKy Ha
iocaninypno3ung, ta cyxy CUpOBUHY [6].

JIPC Haripok KBiTOK Ta M’ATKU NepLeBoi onii onu-
caHo B [lepxaBHin ¢papmakonei YkpaiHu [7] Ta
€sponelicbkin papmakonel, pioye BuagaHHsa [8],
TOMYy Ui cknagHuku TPJ13 nNoBUWHHI Bignosigatu
dapmMmakonemnHnmMm BUMOram.

OcHoBHMMUK BAP KypkyMun OOBroi eKCTPakTy € Kyp-
KYMIHOION (KYPKYMiH, AUMETOKCUKYPKYMiH Ta Gicme-
TOKCUKYpPKYMiH) [10], TOMy cTaHOapTuaaLis 3a nokas-
HUKaMun igeHTngikauisa Ta KifbkicCHe BU3HAYEHHS
30INCHIOETBCA camMe 3a ujeto rpynoto BAP. 1na KOHT-
POSII0 AKOCTI KYpPKYMM O0Broi onil 3anpornoHOBaHO
ineHTnoikyesatn metogom PX 1i OCHOBHI KOMMOHEH-
™ — TypmepoHu [10]; HasBHICTbL Ha xpomarorpami
MikiB TPbOX PEYOBUH: Ar-TYypMEPOHY, 0-TYPMEPOHY Ta
B-TypMepOoHy NiATBEPOXYE IAEHTUYHICTL Onii, a iX cy-

ISSN 2312-0967. ®apmaneBrnunuii uaconuc. 2014. Ne 2

52



MapHWIA BMIiCT Ma€ BiAMNOBIigaTU KilbKiCHUM BMMOram
nokasHukiB cneundikadii. Y supobHuursi MPJI3 Bu-
KOPUCTOBYIOTb KOMEPLLINHI €KCTPaKT Ta OJit0 KypKyMu
LOBroi, TOMy MNOKa3HUKN AKOCTi, MEeTOAU KOHTPOJIO i
KpuUTEpIii 9KOCTI y cneundikauii MmaloTb BignoBiAaTH
Takum y cneumndikauigsx BUPOOHMKA.

Pe3ynbTatn i OOroBopeHHa. Ons ineHTuodi-
Kauii BAP KOMNneKkcHOro ekcTtpakTty MOPKBU OUKOI
nnoAiB Ta Harigok KBIiTOK BMOPAHO TOHKOLIAPOBY
xpomartorpadito. Ak pevyoBUHU-CBIOKM BUKOPUCTO-
BYBaNiN 3pas3kn iHAMBIAYyaNbHUX PEYOBUH CKNago-
BUX KOMMJIEKCHOIO €KCTpakTy. Tak, Ans Aokasy Ha-
ABHOCTI Y KOMMNJIEKCHOMY €KCTPakTi MOPKBU AUKOI
nnoAiB K PEYOBUHY-CBIAOK Oyno BMOpaHO noTe-
OfliH, @ HagaBHICTb XapakTepPHOI 30HU XJIOPOreHOBOI
KUCNIOTU Ha Xpomartorpami BunpoboByBaHOro 3pas-
Ka NiaTBEPAXYBANO HASBHICTb HArigoOK KBIiTOK Yy
3paskax ekcTpakTy. Ha xpomatorpami BunpoboBy-
BAHOIro PO34MHY OYyNM MPUCYTHI TAKOX 30HU PYTUHY,
NIIOTEONIH-7- rNoKo3nay, anireHiH-7-rnokosuay Ta
iHWi. TvNoBI XxpomatorpaMmu KOMMJEKCHOIO eKCTpak-
TY MOPKBW OUVKOI MAOAIB Ta HarifoK KBITOK, a TaKOX
3paskie JIPC Ta iHoMBiAyanbHMX €KCTPakTiB HaBe-
[eHa Ha pucyHky 1. 3 AaHux pucyHka 1 BMAHO, LWO
Ha XxpomaTtorpami KOMMAEKCHOr0 eKCTpakTi nepe-
BaXalTb 30HW, xapakTepHi ong xpomartorpad
3paskie JIPC Ta ekCcTpakTy MOPKBM OWKOI MNOAiB.

[na KinbKiCHOro BM3HavyeHHs BAP KOMMNIEKCHO-
ro eKCTpakTy MOPKBU AMKOI NAOLIB Ta Harigok
KBITOK 6YySI0 po3p0o6aeHO cnekTpodOTOMETPUYHN
MeTOoA BMU3HAYEeHHs pnaBOHOIAIB, AKUN O03BONFAE
ouiHnTK cymapHuin BMicT BAP B ekcTpakTi Ta B M'PJ13,
o y BuUNaAKy KOMMAEKCHUX EKCTPakTiB €
HabinbWw npuinHaTHUM [3, 4]. MNpu po3pobui uiei
MeTOoAUKN 3a OCHOBY OYyf0 B3ATO METOAMKY
KiNbKICHOrO BU3HA4YeHHS (pNaBOHOIAIB, ONUCaHy y
LY, y moHorpadii Harigok kBiTok [7]. Kputepii
MPUAHATHOCTI BCTAHOBMIOBANN 3 ypaxXyBaHHAM
BMICTy BM3HaAuyyBaHMX KOMMNOHeHTiB B JIPC, marte-
pianbHOro 6anaHcy Ta 0CoBAMBOCTEN TEXHONOoriy-
HOro npouecy. BignoBigHO [0 pe3ynbTaTtiB po3pa-
XYHKiB, BMIiCT CymMn ¢GnaBOHOILIB Y KOMMJIEKCHOMY
EeKCTpakTi B nepepaxyHky Ha rinepo3up Ta Cyxy
peyoBunHy mae ctaHosutu Big 0,7 po 5,0 %. Tuno-
BUIA YD-cNekTp NOrAMHAHHA, OTPUMAHWN y BUNPO-
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Puc. 1. XpomaTorpama KOMMAEKCHOIO eKCTPaKTy
MOPKBW AMKOT MAOAIB Ta HarifoK KBiTOK:

1 — BUNpo6oByBaHWI PO34MH MOPKBU ANKOI M104iB;
2 — BunpoboByBaHWii PO341H HarifoK KBITOK;

3 — po34mH NopIBHSHHS (PYTVIH, XJIOPOreHoBa KUC0Ta,
rinepoaua, TOTeOoIH-7-rOKO3UA, anireHiH-7-rtoKo3ua,
LMKOpIeEBa KUCI0TAa, JIDTEOIH, anireHiH);

4 — Bunpo6oByBaHWii PO34Y1H MOPKBY AVKOI N10AiB
EeKCTPaKTy piakoro; 5 — BunpoboByBaHWiA PO3YNH HariaoK
KBITIB €KCTPAaKTY PiAKOro;

6 — BuNpo6oByBaHWI PO34YH MOPKBY ANKOI N104i8 i
HarifgokK KBITOK eKCTPaKkTy ryctoro.

OyBaHHi «KinbkKicHe BM3HAYEHHSA» KOMMIEKCHOIo
€KCTPakTy MOPKBW OUKOI NAOAIB Ta Harigok KBITOK,
HaBEOEHO Ha PUCYHKY 2.

Mpu ctanpaptmnsauii NPJI3 OCHOBHMM 3aBAAHHAM
Oyno po3pobuTn Taki METOaM KOHTPOJSIIO Ta BUOPATK Taki
KpuTepii, fki 3abeanevyBann 6 GKiCTb Ta 6E3MNEeYHICTb
nikapcbkoro 3acoby Ha ycix etanax BUMPOOHWUUTBA.
Poboty wono snbopy BAP um mMapkepiB posnoyvHanu
3 BMBYEHHS cknagy Ta ix BMmicTy y JIPC un HaniBnpo-
LYKTi, 3 ypaxyBaHHAM IX BHECKY Y CKNaf, Ta TEeXHOJOril
BUpoObHMuTBa 13 [3]. Tak, MOPKBM AVKOI MIOAIB Ta
HarigoK KBITOK €KCTPakT rycTui Ta LMWUHY MiCKOBOro
KBITIB EKCTPaKT CyxviA Yy CBOEMY CKafj MICTaTb ¢naso-
Hoion, ToMy aaHa rpyna BAP Gyna obpaHa ons ineHTu-
dikauil Ta KiNbkKiCHOro BM3HA4YeHHS 3ragaHnux KOMMo-
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Puc. 2. YO-cnekTp nornnMHaHHs BUNPOOOBYBAHOrO PO34MHY KOMIMJIIEKCHOIO EKCTPaKTy MOPKBM AUKOT NMioAiB 1a
HarigoK KBIiTOK.
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HeHTiB y PJ13. lopeHTudikauiio dnaBoHOILIB NPOBO-
AU MeToooM TOHKOLWApPOBOi xpomaTtorpadii, ax
pPEYOBUHU-CBIOKN BUKOPUCTOBYBaM i3ocaninypno-
3ng (9KMin 4OBOAUTb HASABHICTb LMWHY MiCKOBOrO
KBIiTOK y TPJ13) Ta pyTWH (HasfBHICTb SKOro Ha Xpo-
MaTtorpami BUnpoOOBYBAHOrO PO34YMHY MNiATBEPOAXYE
HasgBHICTb MOPKBU AUWKOI MAOAIB Ta HarifokK KBIiTOK
ekcTpakTy ryctoro y cknaai MPJ13). Ha xpomartorpami
BUNPOOOBYBAHOrO PO34YMHY TaKOX OYNN MPUCYTHI
30Ha anireHiH-7-rnioKko3nay Ta 30HU A04AaTKOBUX
KOMMOHEHTIB, XpomaTorpama BunpobOBYBaHOro
PO34YMHY KOMMNEKCHOIrO €KCTPaKTy MOPKBU AUKOT
NNOAIB Ta HarifoK KBIiTiB HABEAEHO HA PUCYHKY 3.
Ons kinbkicHOro BM3HaueHHs dnasoHoigis B MPJ13
BMOPaHO cnekTpodOoTOMETPUYHNIA MeToad. TunoBuit
Y®-cnekTp norfnHaHHA, OTpMMaHuii y BUNpPOOyBaHHi
«KinbKiCHE BM3HAYEHHSA», HAaBEOEHO Ha PUCYHKY 4.
Ona ipeHTudikauii i KinbKiCHOr0O BU3HAYEHHS
KOMMOHEHTIB edipHnX ONin M’ATU NepueBoi Ta Kyp-
Kymun goeroi B [PJ13 Oyno BUMKOPUCTAHO MeTop, ra-
30BOI Xpomartorpadil, kUi 003BONFE MPOBOANTU
ui ABa BMNpoOyBaHHA OoAHOYaACHO. AK Mapkepu
6yno BMOGpPAHO OCHOBHI KOMMOHEHTU, AKi BXOAATb
0O cknapy oniii y Hahbinbwili KinbkKoCTi i MalTb
HaBiNbLIy aKTUBHICTb: ANS M’ATU nepuesoi onii —
MEHTON, AN KYPKYMW AOBroi Ol — TYPMEPOHU
(Ar-TypmMEpOH, 0.-TYPMEPOH Ta B-TypMepoH). Tunosy
XpomMaTtorpamy BUnpoOOBYBAHOTO PO34YUHY OTPU-
MaHO Npw igeHTudiKauii i KibKiCHOMY BU3HAYEHHI
MEHTONY i TYPMEpPOHIiB HaBeAeHO Ha PUCYHKY 5.
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Puc. 3. XpomaTtorpama BunpoO0OBYyBaHOIO PO3UYUHY,
oTpumaHa npu ineHTudikauji dnasoHoigis y MNPJ13.
1 — PO34UH rOPIBHSIHHS (PYTVH, anir€HiH-7- rimoKo3u/,
i3ocaninypnoaus); 2, 3, 4 — BunpoboByBaHwii po34uH P/13.
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Puc. 4. Y®-cnekTp BUNpoOOBYBAHOO PO3YMHY OTPMMAHOIO Y NpU KinbkiCHOMY BM3HauYeHHi ¢pnasoHoiais B MPJ13.
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Puc. 5. XpomaTtorpama Bunpo60oByBaHOro pPO34MHy, OTPUMaHa npu igeHTudikauii i KinbKicCHOMY BU3HAY€HHi
MeHTONy i TypMmepoHis B MPJ13.
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lpeHTngikauito i KinbKiCHe BU3HAYEHHS eKCT-
paKkTy KypKyMun A0OBroi 6yno 3anpornoHOBaHO Mpo-
BOOUTN METOAOM pPIAMHHOT XpomaTorpadil, [o3-
BOJISE MPOBOAUTU Ui ABa BUNPOOYBAHHA OOHO-
yacHo. Yk TepaneBTUYHIi Mapkepu BubpaHo
OCHOBHi KOMMOHEHTU KYPKYMU [OBrOi €KCTPakTy
— KYPKYMIHOION (KYPKYMiH, ANWMETOKCUKYPKYMIH Ta
6icMeTOKCUKYPKYMiH). TUNOBY XpomaTtorpamy Bu-
npPoOOBYBAHOIro PO34YMHY, OTPUMAHO MNpPWU iAEHTU-
dikauii i KinbKiCHOMY BU3HA4Y€HHI KYPKYMiHOIAIB,
HaBEAEHO Ha PUCYHKY 6.
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KinbKiCHM BMICT yCiXx BM3HaYyBaHUX KOMMO-
HEHTIB (Cyma ¢pnaBOHOIAIB, MEHTON, Cyma TypMme-
POHiIB, cymMa KypKymiHOigiB) y cneuundikauii MPJI3
0OMEXYETLCS BEPXHLOIO i HUXHBLOK Mexamu, Lo
no3Bonsge 3abe3neunTu BiATBOPIOBAHUIA i nepen-
GayyBaHnit TepaneBTUdHMN edekT P13 Big cepii
Lo cepil.

Cxema, WO AEMOHCTPYE anropuTMm cTaHdapTu-
3auil B naHulo3i nikapcbka pocaMHHa CUPOBUHA
(JTIPC), HaniBNpoayKT Ta roToBuWiA NikapCbKuii 3acid
npeacrtaBiieHa Ha CXeMi.
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Puc. 6. XpomaTtorpama BunpoOb0oByBaHOro poO34MHy, OTpMMaHa npu igeHTudikauii i KinbKicCHOMY BU3HAYEHHI
KypkymiHoinis B TPJ13.
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Cxema. Anroputm CTaHAapTU3aLii B NaHL03i NikapCbka POCANHHA CUPOBUHA — HAMIBMPOAYKT — FOTOBUIA
POCANHHWIA Nikapcbkuii 3acib.
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BucHoBku. Po3rngHyTo cknap 6araToKOMMOHEH-
THoro FPJ13 nig, pobouoto Ha3Bok «XonenecaH», WO
MICTUTb CYXWUI E€KCTPakT LIMWUHY MICKOBOro KBITOK, €K-
CTPakT MOPKBW OVKOI MAOAIB Ta Harigok KBITOK ryc-
TUIA, CYXNN EKCTPaKT KYPKYyMU OOBroi 1a edipHi onil
M’ATK NepueBol Ta Kypkymn, Gyno BnbpaHo iHOMBIAY-
anbHi cnonykn/rpynn BAP, 3a akmMu npoBOAUTLCA
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CTAHOAPTU3ALUUNA MHOIOKOMMOHEHTHOIO PACTUTEJIbHOIO JIEKAPCTBEHHOIO CPEACTBA

0. I'. Cmaniox', C. B. Cyp?

AT «[anu4capm»’,
Kopriopaumsi «<Aptepuym»?

Pestome: ¢ y4eTOM COCTaBa MHOMOKOMMOHEHTHOIO FOTOBOIO PacTUTENIbHOIrO nekapcTBeHHoro cpeactea (MPJ1C) noa,
pabo4nm Ha3BaHNEM «XonenecaH», CoaepXaLlMM CyXol 3KCTpakT 6eccMepTHUKA NecYaHoro LBETOB, 3KCTPaKT MOPKOBHU
OMKOWM NNOAOB U KaneHaynbl LLBETOB NYCTOW, CYXOW 3KCTPAKT KYPKYMbl AAVHHOW, 3PUPHbIE Macna MATbl NEPEYHON 1
KYPKyMbI, Ob110 BbIOPAHO MHAMBUAYASIbHBIE COeanHeHns/rpynnbl BAB, no koTopbim Oblia NpoBeAeHa CTaHaapTU3aLms
NPC, nonynpoayktos n PJ1C.

PaspaboTaHbl METOAMKM KOHTPOJIA U KPUTEPUM NPUEMSIEMOCTH, NO3BONSIOLLNE OLEHMBATL M KOHTPOJIMPOBATh KA4ECTBO
Ha Bcex aTanax npoussoactea [PJIC, obecneunBaTbh ero appekTMBHOCTbL U 6e30MacHOCTb Ana notpedbuteneit, a
TakxXe BbISIBASATb BO3MOXHYIO danbcubukaumio.

KnioveBble cnoBa: kaiecTBO, CTaHAAPTM3AUUS, PACTUTESNIbHbIE NEeKapCTBEHHbIe CPeacTBa, Mapkepbl, Kputepun
NPUeMNEMOCTU, UABHTUDMKALMS, KONMYECTBEHHOE OnpenesieHune.
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AHani3 JiKapchbKHMX Mpemnaparis

Analysis of drugs
STANDARDIZATION OF COMPLEX HERBAL MEDICINAL PRODUCT.

O. H. Smalyukh', S. V. Sur?

AC “Halychpharm™’
“Arterium” Corporation?

Summary: given the composition of complex herbal medicinal product under the working name “ Holelesan “ containing
dry extract flowers Helichrysum Arenarium, Carrot extract wild fruits that Calendula flowers extract dense, dry extract of
turmeric, peppermint essential oils that Turmeric oils was selected individual compounds / biological active substances
group, which was carried out standardization of plant raw materials, intermediates and herbal medicine product.

The techniques of control and eligibility criteria by which to measure and monitor quality at all stages of production
herbal medicine product, to ensure its effectiveness and safety for consumers, as well as to identify possible fraud.

Key words: quality, standardization, herbal medicinal products, markers, eligibility criteria, identification, quantitative
determination.
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