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B.O. llles4yeHKO

OCOBJIMBOCTI NPOLIECY ®INbTPALII NPU
BUPOBHULTBI OPAJIbHUX PO34YUHIB Y MONIMEPHUX
AMMNYNAX

IHCTUTYT nigBuULIEeHHA KBanidikauii cneuianictiB dhapmauii, m. XapkiB,

HauioHanbHun hapmaueBTMYHMI yHIBepcuTeT, M. XapkiB

BcTtyn. OpanbHuii cnocib BBegeHHS MikiB 4N BENUKOI rpynu npenapaTiB € OCHOBHUM.
Mpn pocutb 06rpyHTOBaHOMY BMOOpI Nikapcbkoi hopMy BiH Aa€ LINKOM 3a40BinbHi
peaynstatn. OCHOBHVMMW nepeBaramy LpOro cnocoby € npupoaHiCTb BBeAEHHS
npenapaty B OpraHiaM, 3py4HiCTb i [AOCTaTHA TOYHICTb [03yBaHHsA. Hamnbinblu
MOLUMPEHOIO FPYMNOK PiAKMX Mikapcbkux OpM € po3ynHU. TOMy BOHM CryxaTb npu-
YMHOIO MOCTIMHOTO PO3LUMPEHHSA iX acopTUMeHTy. PinbTpauis po3yMHIB € OAHIE 3i
CTafin TEXHOMOrYHOro NpoLecy Npu BUPOOHMUTBI OpanbHUX Npenaparis.

MeTa. [ocnigpkeHHs B3aemogfii po3pobrneHux opanbHux pos3dnHiB MenbaoHito 5%
Ta L-opHiTuHy-L-acnaptaty 30% 3 dinbTpytodMmMu maTepianamu, siki LWMPOKO 3acTo-
COBYIOTbCS Y MPOMMUCITOBOMY BUPOBHMLTBI B AMHAMIYHUX YMOBaX.

Martepianu Ta metogmn. O6’ekTammn JocnigkeHb Oynn opanbHi PO34MHW Ha OCHOBI
MenbaoHito Ta L-opHiTuHy-L-acnaptaty, Ta cinbTpytodi MembpaHu Ha OCHOBI Moni-
edipcynbgoHy (MEC), nonigiHiniaeHdgpTopmay (MBOP), kanpoHy, HennoHy. Hamu
BMKOPWUCTOBYBABCS MeTo hinbTpaLii po3ymHy kpisb BUOpaHi instpytodi MembpaHu.

Pesynbratu. Npu CTBOpEHHI OpanbHUX PO3YMHIB Benvka yBara NpuainseTsCa Takum
roKasHuKam, SiK: MPO30piCTb, pH, KiNbKICHAI BMICT Ail04MX PEYOBMH. TOMY Hamu BUB4YanNuCb
MOKa3HUKN CYMICHOCTI  (pinbTpytoumMx MemOpaH 3 po3pobrntoBaHMMM  FiKapCbKuMm
npenaparamu.

BucHoBkwM. MpoBeaeHi AoCniopKeHHA NiATBEPANUIIN MOXIMBICTb BUKOPUCTAHHS Pi3HNX
inbTPyOYMX MaTepianis 3 NikapcbkMMU NpenapaTamu, LWo po3pobnsaoTbCsi, HA OCHOBI
po3unHy MenbaoHito 5% Ta L-opHiTuHy-L-acnaptaty 30% y nonieTuneHoBil ynakoBsLi.
Kntro4yoBi cnoBa: opanbHui po3yvH, insTpyodm matepianu, NonieTUneH, KOHTENHepu.

Bctyn. OpanbHi nikapcbki opmu HanbinbL LWMPOKO 3aCTOCOBYHOTLCS
B MEAMWYHIN npakTuui. Akwo posrnsggatn 6iohapmMaueBTUYHY TOYKY 30pYy, TO
PO34YMHN € HaWMKPALLOK FiKapCbKO POPMOI0 ANS BHYTPILLUHLOTO 3aCTOCYBaHHS
3 HanbinbLl BUCOKUM 3HA4YeHHsIM isionoriYHoi AOoCTynHOCTI npenapaty. BoHu
[03BOMSATb 3aCTOCOBYBATH NpenapaTi 3 pikcoBaHOK NikapcbKow 403010 [1].

dinbTpauia € ogHieto 3i CTadii TeXHONOMYHOro NpoLecy npu BUPOOHULITBI
opanbHUX Npenaparis y BUrNA4i po3yunHiB [2-4]. [Jo cknagy opanbHUX NikapCbKux
3acobiB (J13) 3a3Buyal BXOASATb KOPUrEHTM CMaKy, y TOMY YUCTIi NiACOMNoXyBaYi B
3HaYHMX KOHLEHTPpAaLiaX Ta apomartusaTopu. TOMy OYMCTKY OpanbHUX PO34MHIB
Bil MexaHi4YHMX BKIIOYMEHb 3a3BMYal NPOBOAATb KPidb inbTpytodi membpaHu 3
pevTuHroM Big 1 Mkm o 40 Mkm [5].

Ockinbku po3pobneHi Hamy oparbHi PO34MHI BUMYCKaOTLCA B OPUriHanbHIi
ynakoBLUi, y BUrNsAAi nonieTuneHoBnx amnysn y CTporo 4030BaHUX KinbKOCTSX Ta Y
BiJCYTHOCTiI aHTUMIKPOOHOro KOHCEPBAHTY, (iNbTpaLiio LMX PO34YMHIB OOLINBbHO
NpoBOANTU Kpi3b (PinbTpytodi membpaHn 3 pedTuHrom He Ginble 0,2 MKM ans
OTPUMAHHS CTEPUITbHUX PO3YMHIB.
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[na npoBegeHHs npouecy inbTpauii HeobxigHO BM3HAUUTKM MaTepian
inbTPY, CYMICHOrO 3 PO34MHOM, @ TaKOX PO3Mip Nop martepiany, wo 3abe3nevye
HeobXiaHE O4YNLLEHHS.

MeTta. [JdocnigpkeHHa TEeXHOMOriYHMX napamMeTpiB Ta B3aEMHOrMo0 BNUBY
GinbTpytounx MaTepianis B npoueci dinbTpauii Ans po3pobneHnx opanbHUX
po34nHiB MenbaoHito 5% Ta L-opHiTuHy-L-acnaptarty 30%.

Martepianu Tta metoau. [N BCTAHOBMEHHS B3aEMHOIO BMMUBY OpanbHUX
PO34MHIB Ta PINbTPyOYMX MaTepianis HaMn BUBYANUCS insTpyrodi maTtepiany, Lo
BUIMYCKaIOTbCS CbOTOAHI | LUMPOKO 3aCTOCOBYHOTLCS Y MPOMMUCIIOBOMY BUPOOHULLTBI. Lle
inbTpyodi MembpaHu Ha ocHoBi noniedipcynbgoHy (MEC), nonisiHinigeHdpTOPMAY
(MBAOD), kanpoHy, HenrnoHy po3amipom nop Big 1 Ao 0,45 mkv (nonepeaHs insTpadlisi)
Ta 0,2 mkm (cTepunisytoda cinstpadis). Mpu ninbopi ginsTpiB BpaxoByBanucs sik
XapakTepucTvka mMatepiany ginsTpiB, Tak i BMACTMBOCTI OTPUMAHUX Po3vuHiB (pH,
MPUCYTHICTb OpraHiYHMX PEYOBUH Ta X KOHLEHTPaLlii, HAsBHICTb NETIOYNX PEYOBUH,
HEBOAHMX PO34MHHUKIB TOLLO) [6-7].

Pe3ynbraty Ta ix o6roBopeHHs. lNepl 3a Bce, BUXOAs4M 3 TOrO, WO PO3-
pobneHi opanbHi JI3 6yoyTb Bunyckatuca B MOMIETUIIEHOBUX OOHOO4O30BMX
amnynax, Oynu po3pobneHi BiAnoOBIOHI cknaau npenapaTtiB Ansi MOXMIMBOCTI
OTPUMaHHS CTEPWUIbHUX PO34duMHIB. OCKINbkM opanbHi po3dvHM nepenbaqaloTb
BBELIEHHS PE4OBUWH Ansi NOiNLLEHHS OpraHoNenTUYHUX XapaKTePUCTUK PO3YUHY, MU
3yNUHUIAcs Ha BU3HAYEHHI MOXIMBOCTI BUKOPUCTaHHS CTepuni3ytoyoi cpinbTpadii
Kpi3b MembpaHnu 3 pertuHrom 0,2 MKM 3 BUKOPUCTaHHAM nonepeaHboi dinsTpauii
Kpisb instpn 3 pevituHrom 0,45-1 MKM. BuBYeHHSA cymicHOCTI po3pobreHux
PO34nHY NpenaparTis i PiNsTPyUMX MaTepianis NpoBoAWUIM B AMHaMIYHUX YMOBaX
(meTomom cbinbTpaLii po34uHy Kpisb BUGpaHi dinsTpytodi MmembpaHm).

BrikopucTtoByBanu posvmHu, ski 6yny NpUroToBreHi 3rigHo 3 po3pobneHumM
CKrnagoM Ta TexHonorietn. BuaHadeHHs npugaTtHoCTI dinbTpytoyoro Matepiany
NPOBOAMMM HACTYNMHUM YMHOM. KoxxHY MeMOpaHy nomiwanu B insTpoyTprumMyBay
(nnowa dinbTpytoyoi noBepxHi 12,56 cm?). Po3unH nponyckanu Yyepes ginsTp nig,
TUCKOM CTUCHEHOrO MOBITPS 3i WBMAKICTIO NpoTokn 1 Mn/xB. 36upanu dpakuii
insTpoBaHoro posdnHy vepes 20, 30 Ta 40 xB. Mo 3akiH4YeHH Yacy dinsTpauii
[ocnigXyBaHWIN PO3YMH aHanidyBanu 3a HacTyNMHUMU NOKasHMKaMW: NPo30picTb,
KONbOPOBICTb, PH i KiNbKICHWI BMICT il04M0T peYOBUHM.

Pesynbratv BU3HAYEHHS OCHOBHUX MOKA3HMKIB Yy po3dmMHax Ao hinbrpauii
i nicna dineTpauii 3 BWKOPUCTaAHHAM 3a3HadYeHux inbTpytounx marepianis
npencrtasneHi B Tabnuui.

Ak BMAHO 3 JaHuX Tabnuvui, Npu KOHTaKTi BCiX QinbTpyroumx MembpaH
3 [OCnigKyBaHMMM po3dYMHaMu, 3MiH B MOKa3HMKaX $KOCTi PO3YMHIB He
CrnocTepiraeTbes, WO A0BOANUTb NPUAATHICTL 0OpaHnX inbTpytoumnx Matepianis
npu BUPOGHNLTBI po3pobneHunx N3 ana opanbHOro 3acToCyBaHHS.
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Tabnuuysi
Bnnue pisHux ¢inbTpyrounx matepiasniB Ha NOKa3HUKU AKOCTI
po3po6noBaHNX OpanbHUX PO3YMHIB

BucHoBku. BrByeHuii BNNuB inbTpyroumnx matepianis Ha NOKa3HUKN SKOCTI
po3pobneHnx opanbHUX po3yuHiB. BubpaHi ontvmanbHi TMnu inkTpyovmx
MeMOpaH, MOXNMBICTb CTEPUNI3YHYOT QiNbTpaLii po34MHIB, SKi MiICTATb PEYOBUHU
3 Pi3HMMM PI3NKO-XiIMIYHMMU BTACTUBOCTAMU, @ TAKOX Y KOHLEHTPaLisiX, GrnM3bKnx
K HacudeHnm. OBpaHuii onTMManbHUA pexmum insTpauii 4ns opanbHUX PO34NHIB B
nonieTMneHoBMX amnyrnax Ans OTPUMaHHS CTEPUNbHOI NpoayKLii. BnpoBagXeHHs
Ta BUMYCK OpUriHanbHUX NpenapaTiB 4S9 opanbHOro 3acToCyBaHHSA 4O3BONUTb
CNoXMBa4vy OTPMMATK He TifbKU MikapCbKWi 3acib y cTporo Ao30BaHil dopMi, ane
1 3anobirtn noganblue MikpobHe 3abpyaHEHHsT HACTYMHOI J03W, L0 NpUTaMaHHe
ONs KOHTelrHepiB 6aratog030BOro 3aCTOCYBaHHS.
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B.A. lllesyeHKO

Ocob6eHHOCTM Npouecca punbTpaumm npu NPon3BoAcTBe
opanbHbIX PaCTBOPOB B NOJIMMEPHbIX amnynax

MHCTUTYT noBbleHUs KBanudukaumm cneumnanmcToB cdapmauumm,
r. XapbKoB,

HauMoHanbHbIV hapMaLeBTUYECKUI YHUBEPCUTET, I. XapbKoB

BeepeHue. OpanbHbli cnoco® BBeAaeHWs nekapcTB Ans GonbLION  rpynnbl
npenapaToB sIBMSIETCS OCHOBHbIM. [py gocTaTtouyHo 06oOCHOBaHHOM  BblGope
nekapctBeHHoM (OpMbl OH [aeT BMOMHE YOOBMETBOPUTENbHbIE pe3ynbTaThl.
OCHOBHBIMW MpenMyLLiecTBamu 3Toro criocoba SBNAETCA eCTeCTBEHHOCTb BBEAEHNUS
npenapara B opraH1am, ygo0bCcTBO M JOCTaToMHasA TOYHOCTb A403MpoBaHus. Hanbonee
pacnpoCTpPaHEeHHON PyMnon XWAKUX JeKapCTBEHHbIX (hopM SABMNSIOTCA PacTBOPbI.
[MoaTomMy OHWM cnyxaT MNPUYMHOM MOCTOSIHHOTO pacCLUMPEHUs WX acCopTMMEHTa.
PunbTpaLma pacTBOPOB ABNSETCA OAHOW U3 CTagui TEXHONOMMYECKOro npouecca npu
Npou3BOACTBE OparibHbIX NpenapaTos.

Lenb. ViccnenoBaHve B3auMopaeicTBusi paspaboTaHHbIX oparibHbIX pacTBopoB Menb-
BoHus 5% un L-opHuTuHa-L-acnaptata 30% ¢ dunbsTpyowmmMmn matepuanamm, Kotopble
LUMPOKO MPUMEHSIOTCH B MPOMbILLIIEHHOM NPOU3BOACTBE B ANHAMUYECKNX YCIOBUSAX.
Martepuanbl n metogbl. OObekTaMn UccreaoBaHuin ObinyM oparnbHble PacTBOpPbI
Ha ocHoBe MenbaoHus, L-opHutuHa-L-acnaptata n dunetpylowme MembpaHbl Ha
ocHoBe nonuadupcynbdoHa (M3C), nonueuHunuaeHdTopuaa (MNBOP), kanpoHa,
HeunnoHa. Hamu ucnonb3oBancs Meton dunbTpauum pacTteopa yepes BblOpaHHble
duneTpyroLwme MemopaHbl.

PesynkTaTthl. [Tpy cosgaHny oparnbHbIX pacTBOpOB 6onblUoe BHUMaHWE yaenseTcs
TakUM nokasaTtensm: Npo3payvyHocTb, pH, KONMYeCTBEHHOE CoaepKaHme OENCTBYHOLLNX
BellecTB. MoaToMy Hamu M3yvanucb nokasaTenn COBMECTUMOCTU (UMLTPYHOLLMX
MembpaH ¢ pa3paboTaHHbIMM NEeKapCTBEHHbIMU NpenapaTamu.

BbiBoabl. [1poBeaeHHbIe NcCneaoBaHNa NOATBEPANIN BO3MOXHOCTb UCMNOMb30BaHUS
pasnuyHbIX UNETPYOWMX MaTepuanoB C pa3pabaTblBaeMbIiMK NeKapCTBEHHbIMU
npenapaTtamun Ha ocHose pacTtBopa MenbaoHus 5% u L-opHuTuHa-L-acnaptata 30%
B NOMMITUINEHOBOW YNaKoBKe.

KntouyeBble crnoBa: opanbHbI pacTBop, unsTpylolmMe mMatepuans!, NONUITUMEH,
KOHTEWNHEepPBI.
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The specific of filtration process in the manufacture of oral
solutions in polymeric vials

Institute of Pharmacy Professionals Qualification Improvement,

National University of Pharmacy, Kharkov

Introduction. Oral method of administration of drugs is basic for a large group of
products. It gives satisfactory results in sufficient justification of the choice of dosage
form. The naturalness of introduction of the drug to the body, convenience and sufficient
dosage accuracy are the main advantages of this method. Solutions are most common
among liquid dosage forms. Therefore, their range is constantly extended. Solutions
filtration is one of technological steps in production of oral pharmaceuticals.

Purpose. Investigation of the interaction of developed oral solutions of meldonium
5% and L-ornithine-L-aspartate 30% with the filter materials, which are widely used in
industrial production in dynamic conditions.

Materials and methods. Oral solutions based onmeldonium, L-ornithine-L-aspartate
and filtration membranes on the basis of polyethersulfone (PES), polyvinylidene
fluoride (PVDF), kapron and nylon were objects of studies. We filtered the solutions
through the selected filter membranes.

Results. When creating oral solutions much attention is devoted to such indicators:
transparency, pH, quantitative content of the active ingredients. Therefore, we studied
the indicators of filtrating membranes and developed medications compatibility.
Conclusions. The conducted research confirmed the possibility of using different filter
materials with developed medications on the basis of the solutions of meldonium 5%
and L-ornithine-L-aspartate 30% in the polyethylene package.

Key words: oral solution, filtering materials, polyethylene, containers.
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OBIrPYHTYBAHHA BUBOPY KOHCEPBAHTA MNPU
PO3POBLI CKNNALQY TEJTKO «<-APTIIPOMEHT»

HauioHanbHun hapmaueBTMYHMIA yHiIBepcuTeT, M. Xapkis

BcTtyn. MutaHHa MikpobionoriyHoi cTabinbHOCTI nikapcbkmx npenapariB B NPoLECi ix
BMPOOHMLTBa HabyBatoTh BCe BiNbLUOro akTyanbHOro 3Ha4YEHHS, OCKINbKX KOHTaMiHaLis
CTOPOHHBOI MIKPOMONIOPOKD MOXE 3MIHUTU He TiNbKN Pi3nMKO-XiMiYHi BRNacTUBOCTI
nikapcbkux 3acobis (J13), ane 1 npm3BecTn 4o BTPaTH ix hapMakonoriyHoi akTMBHOCTI,
YpaXXeHHs MaToreHHNMK MIKpOOpraHiaMamMm Ta HaKoMMYEHHS! TOKCUYHUX PEYOBUH.

Meta. OG6rpyHTyBaHHS BMOOpY KOHCepBaHTa Mnpu po3pobui cknagy renwo «ApT-
NMPOMEHT» NpoTu3ananbHoi Ta MicLeBoaHecTe3ytoyoil Aii, po3pobrneHoro Ha OCHOBI
CTaHOapTM30BaHoi cybcTaHuii deHonbHOro rigpodobHOro npenapaty npononicy
Ta HWKWX aKTUBHWUX bapmaueBTUYHUX iHrPEAIeHTIB ANs KOMMMEKCHOro NiKyBaHHS
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