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Pestome: npoBeaeHo aHania ctabifibHOCTi OAHIET 3 HANMOLLMPEHILLNX MAa3eBUX OCHOB (BaseniHy) 3rioHo 3 HactaHoBOO
42-3.3:2004 «HacTtaHoBu 3 sikocTi. Jlikapcbki 3acobu. BunpobyBaHHs cTabinbHOCTi». BCTaHOBNEHO, LLLO MICAS BiAKPUTTS
YyNakOBKW aHrpo BUPOOHMKA Ta 36epiraHHsa Ba3esiHy B KEpaMiyHili Tapi Ta KOHTEWHEePI i3 NiacTMacu Moro NokasHUKK
AKOCTi BiAMoBiAa0Tb BCTAHOBNEHM napameTpam 3a «<Metogamm koHTposio skocTi» (MKHA) ta AdDY npoTtsrom poky

npu 1ioro 36epiraHHi B anTe4HMx yMOBax.

KniouoBi cnoea: ctabinbHiCTb, Ma3eBi OCHOBU, Ba3eJliH, anTe4YHe BUrOTOBJIEHHS.

Betyn. [MpuHumnmn GMP, 3atBepaxeHi Hakasom
MO3 YkpaiHn B 2013 p. Ta BUKNageHi B HactaHoBI
42-4.0:2013 «Jlikapcbki 3acobu. HanexHa Bupo6-
HM4Yya npakTuka», nepepbayaioTb KOHTPOJIb CTa-
BiNbHOCTI 9K rOTOBMX NiKapCbkux 3acobiB, Tak i BU-
XigHux cybcTtaHui [1]. CtabinbHicTe JID Ta ii aKicTb
TICHO B3a€EMOMOB’s3aHi. BUBYEHHSA 3aneXHOCTi CTa-
6inbHOCTI J1® Big pidHOMaHITHUX hakKTOpiB HaB-
KONMMUWHbLOIO CepenoBula € OOHUM i3 OCHOBHUX
eTaniB po3pobkM HOBOro nikapcbkoro 3acoby.
BvmMorn oo nokasHukiB SKOCTi WOAO NUTaHHa 30e-
pexeHHs cTabinbHOCTI akTyasbHi i ANng ekcTtemMno-
panbHUX nikapcbkux 3acobiB (EJ13), npo wo
cBigyatb BuMorn ®apmakonei CLUA gna antedHux
npauiBHukiB [2, 3], 9ka BuAinge n’aTb BUAIB CTa-
GinbHOCTI EJID: ximiuHy, di3nyHy, Mikpobiosioriyny,
TepaneBTUYHY Ta TOKCUKOJIOFIYHY.

306epexeHHa ctabinbHocTi JI® Baxnuee i ong
Ma3el anTe4YHOro BUFOTOBJIEHHS, OCHOBHOIO 4ac-
TUHOIO 9KUX € OCHOBA, fKa BU3Ha4yae i3nMKO-XiMiYHi
BNIACTUBOCTI, 3abe3neuye CTiikicTb npu 36epiraHHi,
30BHILUHIN BUrNa4, Cuny Ta xapakTep TepaneBTuy-
HOI Aii Ma3i Ta iH. OCHOBHOK (YHKLIEID OCHOBU €
3abe3nevyeHHsa Tuny Ta ctabinbHocTi MJID [4]. Ons
3abe3neyeHHss OCHOBHOIO TepaneBTUYHOro edek-
Ty Masi OCHOBa, KPiM iHLWMX BMMOTI, MOBUHHA OyTK
XiMIYHO CTIKOIO (He pearyBatu 3 JiKapCbkuMu pe-
4YOBMHaMM Ta YMakKoBKOW fikapCcbkoro 3acoby, He
3MiHIOBaTUCL Mif, A€ CBiTNa, NOBITPA Ta KONMBaHb
Temneparypu) [5].

OpHIiElD 3 OCHOB, §Ki HaWyacTiwe 3ycTpivyaloTbeCs
B nponucax ekcrtemnopanbHux MJI®D, € BazeniH.
Moro LmMpoKo 3acTOCOBYIOTb SIK CaMOCTIHY OCHO-
BY ONA OepMaToNoriyHux masen. [ng 3acToCcyBaH-
HA Ha CNM30BMX O0OONOHKax i NiACUNEHHS BCMOK-
TyBaHHS BaseniH KOMOiIHYIOTb 3 JIaHOMIHOM.

BazeniH — ouunuwieHa cymiw TBEpAUX, M’AKUX i
pioKMX BYrneBOOHIB, fKi OTPUMYIOTb 3 HadTU; O4-
HOpiAHA, WO TATHETbCH HUTKaMu, masenopibHa

Maca 6e3 3anaxy, 6inoro abo XOBTyBaTOro KosbO-
py [5]. OgHielo i3 npobnemMm BUKOPUCTAHHSA Baseni-
Hy B anTeuyHii NpakTuui € Moro Benuki 3a 06’eMoM
dacoBkM B 3aBOACbLKMX ynakoOBKax, WO 3YMOBJIOE
HEOOXiAHICTb 1lOoro 36epiraHHa B ymMoOBax anTeku
nPOTAroM MNEeBHOro nepioay nicng il BioKpUTTS.

MeTol0 fochnigXeHHa cTana ouiHka AaHuX Loao
3MiHK cTabiNbHOCTI Ba3eniHy 3 NAWMHOM Yacy nifg
BMJIMBOM Pi3HOMAHITHUX (HakTOPiB HABKOJMULIHLO-
ro cepegosuuwa (tTemnepartypu, BOAOrocTi, CBiTNnA)
Ta OLUIHKa MOXIMBOCTI MOro 36epiraHHa B Kepamiy-
HOMY Ta MJacTMKOBOMY MOCYAi B anTeYHUX ymMOBax
B MPOLECi BUKOPUCTAHHS.

MeToan pocnip)XxeHHsa. [na OO0CNiAXEHHS BU-
KopucToByBanu BaseniH BupobHuutea TOB HIMO
«Jlikom», Pociqd; kepamiyHa anTteyHa Tapa 3 LWupo-
KM ropsioMm Ta Tapa 3 nonietuneny PE HD 3 wwunpo-
KUM TOpJIOM Ta KPWULLKOIO, WO 3arBUHYYETLCH; MO-
Cyn, Ta peakTusBu, §Ki BignoeigawoTb Bumoram OAY.

[Moka3HyKY IKOCTI Ba3esiHy.

KucnoTtHicTb abo nyxHicte (MKA) — 5 r cybcTaHuii
po3nnaBnATb Ha BOASHIM OaHi, npoTarom 2 XB,
peTenbHO nepemiwyoTb i3 75 Mn BoAuM, nonepen-
HbO Harpitoi go 80-95 ‘C. CyMmiw OXonomxyioTb i
GinbTPYOTh KPi3b naneposuin dinbtp. Ao 60 mn
dinbTpaTty popatoTb 0,25 MA po34ynHYy GPOMTUMO-
JIOBOrO CUHLOro. 3abapBneHHs PO34YMHY 3MIHIOETb-
ca Big, nopaBaHHsa 0,15 mn 0,02 M po34umHy rigpok-
cuay Hatpito abo 0,2 Mn poO34MHY KUCNOTU XNOPUC-
TOBOLHEBOI.

CipuuncTti cnonykn (MK4) — cymiw i3 3 r Baseni-
Hy, 2 Kpanenb PO34MHY CBUHLIO auetaty OCHOBHO-
ro, 2 mn 95 % cnupTy HarpiBalwTb NMPU 4acToOMy
300BTYyBaHHi Ha BoAsHin 6aHi npmn 70 °C npoTtarom
10 xB; CyMill HE TEMHIE.

OpraHivyHi gomiwkn (MKA) — y dapdoposiii
yawli peTenbHO 3MiWyTb 3 © Ba3eniny i3 6 mn
KWCNOTK CipYyaHoi KoHUeHTpoBaHoi; 4yepe3d 30 xB
3’aBnsgeTbca Oype 3abapBrieHHS.
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Kupu ta cmonun (MKHA) — 10 r cybeTaHuii kun’a-
TaTb i3 50 Mn 5 M po34nHy HaTpIlO rigpokcuay nNpo-
Tarom 30 xB npu yactoMmy 300BTyBaHHI. licna oxo-
NOLXEHHS BiAOKPEMNEHUAN BOAHWUA Lwwap niakuc-
noTe 5 M po34YnMHOM KUCNOTU XNOPUCTOBOAHEBOI.
He yTBOPIOETLCHA Hi KanamyTb, Hi Oocag,.

CynbdartHa 3ona [6] — 2 r BaseniHy cnanioioTb
Ta npokanoioTe. 3anuwok He nepesuwye 0,05 %.

PesynbTtatn i o6roBopeHHda. Bumorn po crta-
GinbHOCTI MJ1ID anTe4yHOro BUIFOTOBJIEHHS MICTUTb
ctatta «1191» «Stability considerations in dispensing
practice» («[ToHATTA cTabiNbLHOCTI B anTeyHi npak-
Tuui») KepiBHMUTBA ON9 anTEYHUX MPaLiBHUKIB [2,
7], po3pobneHoro Ha ocHoBi Bumor dapmakonei
CLWA. B Hawin kpaiHi npunHATO HacTaHoBYy
42-3.3:2004. «HacTtaHoBKM 3 AKOCTI. JlikapcbKi 3aco-
6u. BunpobyBaHHsa cTabinbHOCTi» [8], 3rigHO 3 BU-
Moramm aKoi NMpoOBOAVSINCL AOCAIAXEHHSA cTabinb-
HOCTiI BaseniHy.

Mepwuin aHania ocHoBu OYB NpoOBEeAEHUN
12.06.2011 p. (tabn. 1, pocnig 1), 9Knin BCTaHOBUB
BiAMNOBIAHICTL OCHOBM HaBegeHum B MK4 napamert-
pam. [licng upboro Mu 3anuwunan BasesniH B TEMHO-
My Micui npu TemnepaTypi + 23 °C. HactynHe moc-
nioxeHHs1 Oyno npoBefeHe yepe3d 5 MicsAuiB 3rigHo
3 Bumoramu [6]. O6uaBi nepesipkn niaTBepannmn
BiANOBIAHICTL BadeniHy Bumoram MK4 (tabn. 1).

Micng uboro Hawum 3aBAaHHAM Oyna OuiHKa
MOXJINBOCTI 30epexeHHs CcTabinbHOCTI Ba3eniHy B
npoueci NOro BUKOPUCTAHHA nicng dacyBaHHS 3
3aBOJCHKOI YNakoBKM B Tapy, gka MOXe BUKOPUC-
TOByBaTMUCb B anTeui. BazeniH 6yB po3dacoBaHuit
B OBi EMHOCTI. 3pa3ok Ne 1 — B kepamiyHy anTeyHy
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Tapy 3 wumpokum ropnaom. Kepamika — Bupobu i
MaTepianu, Lo BUIrOTOBAAIOTLCS BiAMoBiAHOW 00-
POOKOIO FANHAHOI CUPOBUHU 3 HACTYMHUM BuUNa-
JIOM BiA®OPMOBAHOro i BMCYLIEHOro Haniedabpu-
katy. lNpn cnikaHHi i BMNanOBaHHI BiALWLENNIOETLCS
KpucTanisauinHa Boaa, WO Hagae Bupobam nigBu-
LEeHy XiMiYHY, MEexaHi4yHy i TEPMIiYHY CTilikiCTb [5].

Ong nepesipkn MOXIMBOCTI BUKOPUCTAHHA iHLUOT
Tapwu ona 30epiraHHa BasesiiHy B anTeui, 3pas3ok
Ne 2 nomictunu B Tapy 3 nonietuneHy PE HD 3 wu-
POKMM TOPSOM i KPULLKOIO, O 3arBUHYYyeETbLCA. [1O-
nietmnen PE HD 3acTocoBylOTb y XiMiYHIin, Xap4oBii
NPOMWUCAOBOCTI, MeauumHi i T. 4. OCHOBHI MOro xa-
pPakTEPUCTUKN: XOopoLla 3HOCOCTINKICTb, BMCOKA
yAapHa B’43KiCTb, BUCOKI AedopmMaLinHuin xapak-
TEPUCTUKN, BigMiIHHA XiMiyHa CTIiliKiCTb, Mana
LWiSIbHICTbL MOPIBHAHO 3 iHWKXMK TepmMonaacTtaMu
(<1r/cm®), HU3bkN KoediliEeHT TepTa KOB3aHHS,
HU3bka aaresisa, AyXe HU3bke BOAOMOMJIMHAHHS,
MOMIPHI MEXaHi4Hi MIiLHICTb, XXOPCTKICTb i Mexa no-
B3Y4YOCTi, BiH i3i0N0riyHO iHEPTHU.

3pas3ku 3anmwunnm Ha 36epiraHHa B TEMHOMY
Mmicui npu Temnepatypi + 23 °C Ta npoBeNn KOHT-
ponb iX AKOCTi 3a ABa Micaui. NepeBipka niaoTeep-
ovna BiANOBIAHICTb BCTAHOBAEHUMM NapamMmeTpam
(tabn. 1, pocnig 3). Oani 3pasku 36epiranuch we
ABa Micaui B TUX Xe ymMoBax, nicns 4yoro 6yB npo-
BeOeHuli Lie oauH aHani3 36epexeHHs ix cTabinb-
HocTi (Tabn. 1, pocnig 4).

OcTaHHE OOCNIAXEHHS MPOBOAMAM LLEe 3a Tpu
Micsui 36epiraHHa 060x 3paskiB. OTpuMaHi pesynb-
TaTu ceBig4yaTb NPO BiANOBIAHICTb Ba3efliHy BMMO-
ram MK4A Ta DY (tabn. 1, pocnig 5).

Tabnuuga 1. Pe3ynbtatv focniaxeHHs cTabinbHOCTI BaseniHy

Iposenexi Bun [poBeneHi nocmimxeHAT ™ i i
l'[oxa3H{/u< NOCTiDKEeHHST Tapu POBELICH1 IOCIIIK Bivorn BlIll:lOBl}l—
Aroett Hocnin 1| Hocnin 2 Hocnin 3| Hocnin4| Hocnin 5 Hiete
1 2 3 4 5 6 7 8 9
)i + + + . . .
Onuc + + 5 n " n 3oBHilHiN Burmsa (APY, MKS) | Binmosinae
I + + + NpaKTUYHO He PO3YNHHUIN Y BOIi,
2 crpTi 95 %, Manopo3unHHMIA B
PozunnHiCTE + + cpipi, VOMIPHO POSIHIHUA Y | g nrioBinae
+ + +  [xsopodopMi, po3UMHHMIA B OCH3MHI.
3MilyeThCS 3 KUPaMH Ta >KUPHIMH
onisimu (DY, MK)
Cipuucri + + / + + + MOTEMHIHHS CyMillli He BiIOBiaE
CMOJTYKH 2 + + + crioctepiraetsest (MKS) VATOBIA
CynbharHa 1 0,013 0,013 0,013 . o . .
soma, % 0,013 0,013 B 0.013 0013 0.013 He Oinbie 0,05 % (ADY, MKS) | Bianosinae
OpraHiuHi / + + + uepe3 30 xB 3’ABISIETbCS Oype . .
. + +
JIOMIIIIKH 2 + + + 3abapenenHs (MKS) BIITOBLIac
Kucrnot- + + 1 + + + 3a0apBIICHHS PO3UMHY 3MIHFOETBCS BiOBizAE
HICTB/ITy)XHICTB + + 2 + + + (MKJ1, 1Y) AITIOBIA
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MpopoexeHHa Tabn. 1

1 2 3 4 5 6 7 8 9

2 + + +
Kupu Ta cmonm : i é : : i He yTBOpK();Z;:Z\I/}E%HaMyTb’ Hi BiINOBinae
o R I e e e B
I'yctiHa 0,871 0,871 é 8:2;: g:g;i 8:2;: 0,815-0,880 (MK*) BIIOBIaE
ggg‘;‘::ﬁ;m 43°C | 43°C é g Zg jg Zg g Zg 3570 °C (1Y, MKS1) BiATOBi A€
5:;;(?“6 0,080 | 0,083 é g:ggj 8:822 g:ggg He Ginbime 0,1 (MKST) BinToBinae

MpumiTkn: * — KOXEH JOCnia, NPOBOAMAN TPU Pa3u;
Tapa 1 — kepamiyHa Tapa 3 LWMPOKUM FOpJIOM;

Tapa 2 — koHTelHep i3 nonietuneny PE HD 3 wumpokum

BucHoBku. 1. lNpoBeneHe [OCNiIAXEHHSA cTa-
GinbHOCTI BagdeniHy npu Moro 36epiraHHi B anTeu-
HMX YMOBax B KepaMiyHin Tapi Ta Tapi 3 nonietune-
Hy PE HD npotarom poky.

2. OTpumaHi peaynbtat 060x 3paskiB CBig4aTb
npo BiAMNOBIAHICTb AKICHUX MOKa3HWKIB Ba3eniHy
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AHANTN3 CTABUJIbHOCTU BA3EJIUHA B NMPOLIECCE XPAHEHUS B YCJIOBUSAX AMNTEKHU

J1. . CaBuyeHko, M. O. XmeneBa, O. A. Eetudeena, B. A. NeoprusiHy,

HaumoHanbHbIv hapmaLeBTUHECKNA YHUBEPCUTET, XapbKOB

Pe3lome: npoBeneH aHann3 cTabWIbHOCTU OAHOW M3 CaMbiX PACMPOCTPAHEHHbIX Ma3eBblX OCHOB (Ba3enuHa) B
cooTtBeTcTBUM ¢ PykoBopcteom 42-3.3:2004 «PykoBoacTBa No kayecTBy. JlekapCTBEHHble CpencTBa. VcnbiTaHus
cTabunbHOCTU». YCTAHOBJIEHO, YTO MOCNE BCKPLITUS YNAakOBKU aHrpO MPOU3BOAMUTENS U XPaHEHWS Bas3enuHa B
KepamMnyeckon Tape 1 KOHTenHepe M3 nnacTMacChbl €ro nokasatenu KayeCTBa COOTBETCTBYIOT YCTAHOBJIEHHbLIM
napameTpam B «Metopax KoHTpons kadyecTtea» (MKHA) u FTDY Ha npoTsxeHun roga npyv ero XpaHeHUn B anTeyHbIX

YCJIOBUSIX.
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STABILITY ANALYSIS OF THE WHITE SOFT PARAFFIN DURING ITS STORAGE IN PHARMACY

L. P. Savchenko, M. O. Khmelyova, O. A. Yevtifyeyeva, V. A. Heorhiyants

National University of Pharmacy, Kharkiv

Summary: stability analysis of one of the most common ointment base (White soft paraffin) according to the Guideline
42-3.3:2004 «Quiality guidelines. Medicinal products. Stability testing» was done. It has been found that after repackaging
of the manufacturer packing and storage of the White soft paraffin in ceramic or plastic containers its quality parameters
corresponded to the «Quality control methods» (QCM) and State Pharmacopoeia of Ukraine set parameters during its
storage in the pharmacy conditions throughout the year.

Key words: stability, ointment bases, White soft paraffin, extemporal compounding.
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