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BUBYEHHA CTABI/IbHOCTI TA BUSHAYEHHA TEPMIHY NMPUAATHOCTI

CYNO3UTOPIIB «IADPEHAT»

© H. A. T'ep6iHa

HauioHanbHul chapmayesmuyHuli yHisepcumem, Xapkis

Pe3tome: NpoBeAeHO KOMM/IEKC AO0C/iAKEHb OCHOBHMX MOKA3HMKIB SIKOCTI PEKTa/IbHUX CYyMO3UTOPIiB 3 cyKumucheHaTom,
OiakamcpoMm i aHecTe3nHoM. J[OCAifpKEHO 3MiHY OCHOBHMX MOKa3HMKIB SKOCTI B Mpoueci 36epiraHHS npu ABOX
TemnepaTtypHux pexmnmax: 15-25 °C (kimHaTtHa Temneparypa) Ta 8-15 °C (npoxonogHe Micue) NpoTsarom 27 MicsuiB.
Br3HauyeHo pekoMeH10BaHuii TepMiH MPUAATHOCTI — 2 POKU Npu Temnepatypi 8—15 °C.

KntouoBi cnoBa: cyno3uTopii, MPOKTOMOriS, MOKAa3HUKM SKOCTI, CTabIiNbHICTb.

BcTtyn. B ocTaHHi Aecatmpiyyus Big3HaYaeTbCA CyTTE-
Ba TEHAEHLUIS A0 NOLNPEHHS AeCTPYKTUBHO-3anasibH1UX
3axBOPIOBaHb MPAMOI KULLKKN, SKi BXOAATb [0 AECATKA
HalibiNbLL PO3MNOBCIOAXEHNX XBOPOO cepeps HaceseHHs
YKpaiHn Ta cBiTy. [eMOpOoii, NPOKTUTU, aHaslbHI TPILK-
HW — NaTO/OriYHI ABULLA, SKI CNIPUUMHATL NaLEHTY He
TiNbKM QRI3NYHI CTPaXKAaHHS, asle i rMnbokKi MopasibHI ne-
pexuBaHHs. JlikyBaHHSI Taknx XBOpoO nNoTpebye 3acTo-
CyBaHHSA KOMOGIHALIT 4il0UMX PeyYoBUH Pi3HUX (hapmako-
NOTiYHMX TPYN B OAHIV pauioHanbHiin nikapcbkiii hopmi,
OCKIJIbK/ BOHW XapakTepusytTbCA HU3KOK CUMMTOMIB
(6inb, KpoBOTeYa, 3anasibHUIn NPOLEC, MOLLUKOMAXKEHHS
CIN30BOI 000MTOHKM NPAMOI KULWKK Ta iH.) [7, 9, 10].

Ha kadpeapi 3aBoacbkoi TexHonorii nikie HPay nig,
KepiBHmuTBOM Npod. A. . AMnTpieBCbKOro po3pobneHo
HOBWIA KOMGIHOBaHWIA Npenapar y BUrNsAi cyno3uTopiis
nig YMOBHOK Has3Bow «[iatheHar», A0 cknagy SKOro
BKJ/THOUEHI, BPaXOBYHOUM CUMNTOMM 3aXBOPHOBaHb NPSMOT
KMLLKW, OpWriHaUTIbHI BITYM3HAHI cybCTaHLil: remocTa-
TUK — HaTpieBa Ci/ib 4-aleTUNCyKUMHaHINO0BOI KACIO0TH
(cykuncbeHar), pevyoBuHa 3 penapaTnBHOK Ta NpoTu3a-
Na/IbHOK aKTUBHICTIO — ()-umc-3-(2"-6eH3umigasonin)-
1,2,2-TpyMeTu-unknoneHTaHkapboHoBa kucioTa (gia-
Kamdp), a TakoX MiCLeBUii aHeCTEeTUK — aHeCcTe3nH. FK
OCHOBY NiZibpaHo cnias NpoKcaHosy-268 3 nonieTnneH-
okcuaom 400 Ta nponineHraikonem [8].

OpfHNM i3 HaBaXK/MBILLMX 3aBAAHb PO3POOKM HOBOTO
roTOBOrO NiKAPCbKOro 3acoby € A0CNiMKEHHS Aoro cTa-
6iNIbHOCTI Y NpoLeci 36epiraHHA, NPy LLbOMY NPUAATHICTb
NiKapcbKOro 3acoby KOHTPOMOETHLCA 3@ OpraHoienTny-
HAMW | gRI3NKO-XIMIYHUMW MOKa3HMKaMu, MiKpob6ionoriy-
HOM cTabifnbHICTIO Ta cneundivHo hapmMakosoriyHO
aKTMBHICTIO. Habip nokasHUKiB AKOCTI A1 KOHTPOSIO J0-
cnigyxyBaHOro 3acoby B npoueci 36epiraHHs i MOKa3HUKK
SKOCTI, 3aK/1aZeHi B cneyundikadii, sk npasusio, He 36ira-
toTbcA. [Npy AocnimpKeHHi cTabiibHOCTI pekoMeHA0BaHO
3acTOCOBYBaTU [04ATKOBI NOKA3HWKW, CENEKTUBHILLI i
4yTAUBIWI MeToAM aHanisy, Wob mMaTn 3Mory BUABIATU

HaBITb HE3HAaYHI 3MiHM AKOCTI. HEBIANOBIAHICTL O4HOIO i3
nepepaxoBaHnX KpUTEpIiB CBIAYNTbL NPO HECTabINIbHICTb
po3po6neHoro npenapary, OCKINIbKU MOXe NPU3BECTU [0
MOriPLUEHHS CMOXMBYMX BNACTUBOCTEN Ta 3MEHLUEHHS
noro TepaneBTUYHOI edhekTnBHOCTI [1-3,6].

BpaxoByouu BrLLeHaBeAEHE, METOKO AaHOi po6oTu
€ BMBYEHHS CTabi/IbHOCTI Ta BU3HAYEHHS TEPMIHY Npu-
[OaTHOCTI cyno3nTopiiB «iaceHars.

MeTtogu pocnimxeHHA. JocnigpkeHHs cTabiIbHOCTI
PO3p06NEHNX CYNO3UTOPIIB 34iACHIOBa/IN 3@ TakMK No-
KasHMKaMm: onuc, igeHTudpikauis Ta KinbkKicH1iA BMICT ai-
HOUMX PEYOBUH, CepeaHsa Maca, O4HOPIAHICTb Macu, po3-
nagaHHs, pH, mikpobionoriyHa unctora [4, 5].

[nsaigeHTudpikayii akTMBHMUX hapmaLeBTUYHUX iHFpe-
AieHTiB (A®I) y kombiHOBaHOMY 3ac06iB «/[iadpeHar» Bu-
KOPUCTOBYBaUIM peakLii Ha Taki okpeMmi (pyHKLiOHa/bHI
rpynu, K kapbokcunbHy (giakamd), nepBMHHY apoma-
TUYHY (aHecTe3unH) Ta kapbokcunar ioH (cykuudpeHar).
BignosigHO [0 cyvacHUX BUMOI NMPOBOAUTU iAEHTUI-
Kauito 3a KOMIbOPOBUMY peakuisiMym HeOCTaTHbO, TOMY,
KpiM 3anponoHoBaHuX peakuiii, A®l igeHTudikyBanm
METOAOM BUCOKOE(EKTUBHOI PigUHHOT Xpomatorpa-
il y xogi npoBefeHHs KiNIbKICHOro BM3HA4YeHHs (APY,
n. 2.2.29). Ha xpomarorpami BUNpo60ByBaHOro po3yu-
HY, Of,ePXaHOro Npu KiIbKICHOMY BM3HAYeHHI, Yac yTpu-
MyBaHHS NiKiB CyKumdpeHaTy, aHecTe3unHy i Aiakamdy
36iraBcs 3 4acOM yTpPMMYBaHHA MiKiB Ha CyKuudeHaTy,
aHecTesVHy | AiakaMmdly Ha xpomatorpami po3quHy no-
PIBHSAHHSA.

JocnigpkeHHs Mikpo6ioNoriyHOT YNCTOTM CYyNno3nUTOPIIB
nposoannn Ha kadpeapi Mikpobiosnorii H®ay nig kepis-
HULUTBOM npod. H. I. diniMoHOBOI.

CratuctuyHy 06pob6Ky OTpMMaHux pesysbratiB
hapmMako-TEXHOMOTYHMX, (Pi3NKO-XIMIYHNX, MiKPO6IO/IOo-
rYHUX SOCAISKEHb NPOBOLAUAN 3riLHO 3 BUMOramu AdY,
JonoBHeHHs 1, n. 5.3.

Pe3ynbratu it 06roBopeHHA. BBYeHHS CTabinbHOC-
Ti cyno3uTopiie «/[iacheHar» y npoueci 36epiraHHs npo-
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BOAMM Ha 5 cepiax AoCNigAHUX 3paskiB, Aki 36epiranncb
Yy KOHTYPHUX YapyHKOBMX YnakoBKax i3 MOANIBiHi/IX10-
pvaHOT NNiBkK. MNpoBoAMAN aHani3 cyno3nTopiiB Bigpasy
nicns NPUroTyBaHHA i Yepes KOXHI 6 MicALIB NPOTArom
27 micsauis.

CynosuTopii BUTpUMYyBaIn Npu ABOX Temneparyp-
HUX pexnmax: 15,0-25,0 °C (kimvHaTHa Temneparypa) Ta
8,0-15,0 °C (npoxonogHe micLe) NpoTarom 27 micsuis.

Pe3ynbtaTi BUBYEHHS CTabisibHOCTI B npoueci 36epi-
raHHs cynosuTopiis «/[iaceHar» HaBedeHi y Tabnumui 1.

3rigHO 3 OTpMMaHuMK pesysibTatamu, Cyno3uTopii
«[liacheHar» BignosigalTb BMMOramM noKasHuKiB SIKOCTI,
3ak1afieHnx y NpoekTi MeToaiB KOHTPoto AkocTi (MKHA)
BMNPOAOBX YCbOro TepMiHy 36epiraHHs. Pi3Huii Temne-
paTypHuli pexuMm 36epiraHHs CyTTEBO He Br/MBae Ha
OCHOBHI MOKa3HMKM AKOCTi Cyno3uTopiiB. 3a MnokasHu-
Kamu “Onmc” cyno3mTopii NpOoTAroM yCbOro 4acy crno-
CTEPEXEHHS 3aNULaNINCL Y HE3MIHEHIN chopmi, CBIT/O-
YKOBTOro Konbopy, 6e3 3anaxy i ckonig; Npu nepernsagi
NMO3A0BXHIX 3pi3iB He CNoCcTepira/inCb BKparseHHs,
TO6TO cyno3uTopil 3amwanncb ogHopigHumn. Cepea-
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HA Maca | OfHOpPIAHICTb Macu 3a/MWaIUCb Yy MexXax,
nepenbaveHnx B MKA. KinbkicHuii BMicT AD| npoTarom
TEePMiHY CNOCTEPEXEHHS NPaKTUYHO He 3MiHIOBaBCS Mo-
PIBHSHO 3 MOYaTKOBMMMW MOKA3HWKaMM, SIK HA MOMEHT
BUTOTOB/IEHHS, LLO 3acBiAyYye ONTUMasibHUIA NiaGip [o-
NMOMIXXHMX PEYOBUWH i TeXHOsOrii. HeobXigHO 3a3HaunTwy,
LLIO MOKa3HMKN pH BOAHOIO BU/TyYEHHS CYyNno3nTOpIiB Npu
Temneparypi 36epiraHHa 15-25°C geLo BuLLi NOPIBHA-
HO 3 pH cyno3uTopiis, siki 36epiranncsa npu 8,0-15,0 °C.

Takum 4MHOM, 3a pesy/nbTataMmu NpPoBefeHVX A0CHi-
[KeHb pO3po6neHi cyno3nTopii pekoMeHA0BaHO 36epi-
ratu npy Temneparypi 8,0—15,0 °C npoTsarom 2 pokis.

BucHoBkW. [oChimjKeHO MnoKasHUKM SKOcTi (onuc,
ideHTudoikauis Ta KinbKICHWIA BMICT AiHOUMX PEYOBUH,
cepefHs maca, OfHOPIAHICTb Macu, posnagaHHs, pH,
MIiKpOGio/ioriyHa 4mcToTa) CcynosuTopiiB «[iadpeHar»
B npoueci 36epiraHHA Npu ABOX TemnepaTypHux pe-
xnmax: 15-25 °C (kimHaTtHa Temnepatypa) Ta 8-15 °C
(npoxonogHe Micue) npoTarom 27 micauis. BusHaveHo
PEKOMEHAOBAHUIA TEPMIH MPUAATHOCTI — 2 POKM Npwu
Temneparypi 8-15 °C.
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N3YYEHUE CTABUW/1bHOCTU N ONPEJENEHNE CPOKA rOAHOCTIW CYIMNMMNMO3NTOPUEB

«OAVNADEHAT»

H. A. FTepGuHa

HayuoHasbHbIl ¢hapmayesmudeckuli yHugepcumem, Xapbkos

Pe3tloMe: NMpoBefleH KOMMJIEKC UCCNEeAOBaHWI NokasaTenieli kauecTBa PeKTasibHbIX CYMNMO3UTOPUEB C CYKLUJIEHATOM,
AvakaMdoM 1 aHeCTE3NHOM. ViccneaoBaHo M3MEHEHVE OCHOBHbIX NOKa3aTeseli kayecTBa B MPOLLECCe XpPaHEHNUs NpY ABYX
TemnepaTypHbIx pexumax: 15-25 °C (komHaTHas Temnepartypa) u 8—15 °C (npoxsiagHoe MecTo) B TeueHne 27 mMecsLeB.
OnpepeneH pekoMeHyemblii CPOK rogHOCTU — 2 rofa npu Temneparype 8-15 °C.

KntoueBble cnoBa: Cynno3nTopun, NpoKTONOr1A, nokasaTesnu kayecTsa, CTabubHOCTb.
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STUDY OF STABILITY AND DEFINITIONS OF EXPIRATION DATE FOR SUPPOSITORY «DIAFENAT»

N. A. Herbina

National University of Pharmacy, Kharkiv

Summary: the research of succyphenat, diacamph and anestezin rectal suppositories basic indicators was conducted.
The change of the main quality indicators during storage at two temperatures: 15-25 ° C (room temperature) and 8-15° C
(cool place) for 27 months was investigated. The shelf life — 2 years at a temperature of 8-15 ° C was recommended.

Key words: suppositories, proctology, quality, stability.
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