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OOCNIMXEHHA CTABITbHOCTI CYMO3UTOPIIB "TAM-
CyYNnonprPoCT" B NPOLECI 3BEPITAHHA

HauioHanbHui hapmavueBTUYHUIA yHIBepcUTeT

BcTtyn. OgHUM 3 ronoBHUX MOKa3HWKIB SIKOCTI MikapCbKoro npenapaty € ctabinbHiCTb
noro pianko-xiMi4HMX, bapmMakonoriYHUX i CMOXMBYMX SKOCTER. TepMiH NpuaaTHoCTI
npenapaTty 3anexuTb Bia 6aratbox hakTopis, NPy LbOMY 3MiHEHHSI Byab SIKOrO 3 HUX
NPOTAroM CTPOKY 30epiraHHs CBigYMTbL MPO HeraTuBHI Npouecu, LWo BiabyBaroTbCA Y
cknafi npenapary.

MeTa. [JJocnigpxeHHs cTabinbHocTi cyno3utopiis "TamcynonpocT” B npoLeci 36epiraHHs.
Martepianu i metogu. O6’ekTamy JocnimpxeHb ctanu cyno3uTopii "Tamcynonpoct”,
O MICTATb y CBOEMY Cknafi a — agpeHobrnokaTop TamcyrnosuHa rigpoxnopua, Buro-
TOBMEHI Ha OCHOBI TBEPOOro XMPY METOLOM BUNMBAHHS. Y npoueci 30epiraHHs
Cyno3nTopiiB 3a 4OMNOMOrow i3nyHuX, i3nKo-xiMmidHMX, hapMako-TEXHOMOrYHMX,
MiKpOBIOMNOTiYHUX | aHaNITUYHMX METOAIB BMU3HAYaNM HACTYMHI MOKa3HUKM: 30BHILLHIl
BUMMSA, CepefH0 Macy, Yac po3nadaHHsl, OQHOPIAHICTb, TeMnepaTypy MnaBreHHs,
pH, BMICT TamCyno3uHy rigpoxsniopuay, MikpoBionoriyHy YMcToTy.

Pesynbratn. Pesynbtatv npoBefeHWX AoChidXeHb Mokasanu, Lo CyrnosuTopii €
cTabinbHMMK Npu 36epiraHHi y Cyxomy, 3axuLLEeHOMY Bif, CBiTMa MiCLi Npu KiMHaTHIN
TemnepaTypi—npoTaroM 1 poky, B CyXoMy, 3axXuLLEHOMY BiJ CBITNa, NPOXOI0AHOMY MicLi
— NpPOTAroM 2 pokiB. BCTaHOBNEHO pexumM 30epiraHHs cyno3uTopiis "Tamcynonpoct” —
y CyXoMmy TeMHOMY Micui npu Temnepatypi 8,0-15,0 0C npoTsarom 2 pokis.

KnroyoBi cnoBa: cynoauTopii, cTabineHicTb, Nnepeamixyposa 3anosa.

BCTYN

[ob6posikicHa rinepnnasis nepeamMixypoBoi 3anosu (ArMM3) e oaHWM 3 HaGINbLL
NMOLUMPEHNX YPOmOriYHMX 3axBOPHOBaHb 4OmoBikiB. CouianbHa 3HAuYyLLiCTb i
aKTyarnbHICTb Liei npobrnemu nigkpecntoeTbest AemorpadiyHUMN OOCTIIKEHHIMN
BOOS, wo ceigyatb Npo 3pOCTaAHHSA HACeNeHHs NinaHeTu Y Bili cTaple 60 pokis,
NpUYOMY MIOr0 TEMMU CYTTEBO BUMEPEXKAKTh 3POCTAHHA YMCENbHOCTI HAaCeNeHHs
BUinomMy. Cumntomun nposisu OITI3 pisHi, He HOCATL cneundivyHOro Xapakrepy
i BENbMU pi3HOMaHITHI. Po3BUTOK rinepnnasii npoctaty nNpu3BoguTb 4O Pi3KOro
MOTiPLUEHHS SKOCTi XUTTS, pO3nagy CEYOBUMYCKaHHSA, MOPYLUEHHS yHKLIT HAPOK,
epeKTUnbHOI ANCAYHKUIT [6].

BVHWKHEHHSA cna3my rmagKoM’ A30BUX CTPYKTYP MPOCTaTW, LWWIAKM CEHOBOIO
MiXypa i MPOCTaTUYHOIO BIAAiNTy CEYOBUMYCKHOTO KaHamny 3'ABNSETbCA BHaCNIAOK
36inbLUEHHsT PyHKLiOHanbLHOT akTMBHOCTI a1-agpeHopeLenTopis. Tomy, Grnokatopu
al-agpeHepriyHMX  peLenTopiB  SABMSOTBCA  OCHOBHOK  FPYMOK  fIKapPChKUX
npenapartiB AN nikyBaHHsa cumntomie A3,
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B ocHoBi mexawHiamy i agpeHO6rokarTopis nexuTb po3cnabneHHst rmagkoi
MYyCKynaTypy LUMAKA CEYOBOro Mixypa Ta YpeTpu BHacnigok Griokagu ol-agpeHo-
peuenTopiB. Lie HanbinbLw nomynapHa i YucneHHa rpyna npenaparis. HecenekTneHi
Bnokaropu agpeHopeLenTopiB B JaHUI Yac He 3aCTOCOBYHOTLCS. [10 cenektmeHmx al-
appeHobrokaTopiB Hanexarb anbdy303vH, LOKCA303WH, TEPa303yH.

TamMcyno3uH HaneXxuTb A0 rpyny YPOCENeKTUBHUX aapeHobnokaTopis. 3aBasku
LUbOMY 30aTHICTb TaMCyrio3uHy BrinvBatu Ha ol-agpenHopeuentopyu B 20 pasiB
nepeBULLYE Oro 3aaTHICTb B3aeMofiaTH 3 31-agpeHopeLientopamu, Ski po3ralloBaHi
B rmagkux M'asax cyauH. Came Tomy npenapart He BUKIUKAE Oyab-KOrO 3HKEHHS
CVCTEMHOIO apTepianbHOro TUCKY SIK y MaUIEHTIB 3 apTepianbHOK MNEPTOHIE, TaK i y
naujieHTiB 3 HopMarbHMM NOYATKOBMM apTepianbHUM TUCKOM [4].

OpHieto 3 NepCnekTUBHMX NiKapCbknx hopm AN NiKyBaHHA 3axBOPHOBAHb
nepeamixypoBoi 3arno3v € Cyno3wuTopii: BOHM MaktTb Kpalyy 6iogoCTynHicTb,
3abe3nevytoTb TepaneBTUYHY Ajto 6e3nocepeHbO B NpOCTaTi. 3BaXatoum Ha Tow
dakT, WO Ha hapMaueBTUYHOMY PUHKY MOBHICTHO BIACYTHI NiKapcbki npenapaTu
3 a-agpeHobrnokatopamu y copMi cynosuTopiis, ix po3pobka i LOCMiaAXeHHS €
aKTyanbHUM i NepcnekTUBHUM HanpsMKOM CyvacHoi papmadii.

OpfHMM 3 roNOBHMNX NMOKA3HMKIB AKOCTI MIKAPCLKOro npenaparty € cTabinbHiCTb
110ro gi3nKo-XiMi4YHMX, hapMaKoSoriyYHMX i CMOXUBYMX sIKOCTEN. TepMiH NpUOATHOCTI
npenapary 3anexwuTb Bifl 6araTbox hakTopis, NPy LbOMY 3MiHEHHS Byab AKOro 3 HUX
NpPOTArom CTPOKY 36epiraHHs CBiAYMTb MPO HEraTMBHI NPOLIECH, O BiAOyBalThCS
y ckragi npenapary [2,5].

CT1abinbHicTb (CTiMKICTb) NMiKapCbKMX NpenapariB i X sKiCTb TICHO NOB’s13aHi.
[ocnigkeHHs CTabinbHOCTI 3anexHO Bif PI3HUX YMHHUKIB, BCTaHOBMEHHS
TepMiHiB NpuAaTHOCTI roTOBUX NpenapaTiB CTaHOBUTb OAHY 3 HaMBaXIUBILLIMX
npobrem, po3B’si3aHHAM SKOI 3aiMatoTbCs daxiBUi Pi3HUX ranyser dapmadii.
CTabinbHICTb € BaXnMBMM MOKa3HWMKOM SKOCTI NikapCbkmx npenapartis, 60
3abe3nevye 30epexeHHs IX TepaneBTUYHUX i MPOMINaKTUYHNX BNacTUBOCTEN, Y
GinbLocTi BUNaaKiB NpPOTAroM AEKiNbKOX POKIB Y npoueci 36epiraHHs [7].

Mig TepmiHOM npuAaTHOCTI nikapCbkux 3acobiB pO3ymildTb nepiog 4acy,
NPOTSIFOM SIKOrO BOHM MakoTb MOBHICTHO 36epiraTvi CBOK TepaneBTUYHY aKTUBHICTb,
HELKIONMBICTE | 3a pIBHEM SKICHUX | KiFIbKICHMX XapaKTepuUCTUK Bignoeigatu
B/MOraMm, L0 BUCYBaKTLCH Y HOPMaTUBHIN AoKyMeHTauii [1,3].

MeTa. JocnimkeHHs cTtabinbHOCTI cynoanTopiis "TamcynonpocT" B Npoueci
30epiraHHs.

MATEPIANAX | METOOU

O6’ekTamy JocnigkeHb ctanu cynosutopii "TamcynonpocT”, Wo MicTaTb
y CBOEMY CKMafi o — agpeHobrnokaTop TamMcynosvHa rigpoxnopuz, BUroTOBIEHI
Ha OCHOBI TBEPAOIO XMpY METOAOM BunmeaHHs. Cyno3uTopii Oynu 3aknageHi Ha
36epiraHHsl Npy ABOX TEMMNepaTypHUX pexmMax:

1) npu Temneparypi (8,0-15,0) °C;

2) npun Temnepatypi (15,0-25,0) °C.

[MpoTarom ekcnepUMeHTY cyno3uTopii 36epirannck y KOHTYPHUX YapyHKOBKX
ynaxkoBKax 3 MOsiBiHINXNOPUAHOT NiBKU.

Y npoueci 30epiraHHa Cyno3uTOpiiB 3a AONOMOrow (i3nyHmMX, Gi3nKo-
XiMiYHUX, chbapMaKo-TEXHOMOTYHMX, MIKPOBIONoriYHMX i aHaniTMYHMX MeTodis
BU3HA4yanuM HaCTYMHI MOKa3HWKW: 30BHILIHIA BUMMS4, CeEpefqH Macy, 4ac
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po3nagaHHsi, OAHOPIAHICTb, TEMNepaTypy nnaBrfeHHsi, pH, BMICT TamcynoaunHy
rigpoxnopuay, MikpobionoriyHy YncToTy 3rigHo go JoV.

MikpobGionoriuni gocnigkeHHs npoBoaunu Ha Gasi [epxaBHOi ycTaHOBU
«lHcTuTYT Mikpobionorii Ta imyHonorii im. |.1. Me4yHrkoBay.

KinbkicHe BU3HaYeHHS TamMCyrno3uHy rigpoxnopuay B npenapaTi nposoaunu
METOI0M BUCOKOEEKTUBHOT PiAMHHOT XxpomaTtorpadii (BEPX) Ha 6a3i [lepxaBHoi
HayKOBO-40CMiAHOI TabopaTopii 3 KOHTPOMHO SKOCTI Nikapcbkunx 3acobis HdaY 3a
[0MoMOro aHaniTnyHoro xpomartorpadpa ProStar (Varian, CLUA) BignosigHo oo
sumor oY 1-ua, (2.2.29).

PE3YNbTATU TA IX OBrOBOPEHHA

Moka3HuKK AKOCTi 3pa3kiB cyno3nTopiiB "TamcynonpocT” HaBeaeHi y Tabnuui
1. 3 MeTow BMBYEHHSA CTabINbHOCTI PO3pobneHux Cyno3uTopiiB y Mpoueci
36epiraHHs | Anst BCTAHOBMEHHS TEPMiHY TX MpUAaTHOCTI HaMy 6yny BUrOTOBIEHI
Ta 3aKknafeHi Ha 3bepiraHHa Jekinbka cepiii npenapary.

[ocnigxeHHa Ha BiAnoBigHICTb npenapaty BuMoram npoekty MKA nposo-
onnu KoxHi 6 micsauis nporarom 27 wmicsuisa. CtatuctuyHy obpobky OaHux
NpoBOAWIM 3a JOMOMOIOK NporpamM Ans NepcoHansHoro kommn'totepy — MS Exel
Ta Cratuctuka 6.0. Peaynsratn aHanisy Cyno3vTopiiB 3aknageHux Ha 36epiraHHs,
HaBefeHi y Tabnmusax 2 i 3.

3rigHo 3 oTpMMaHNMK pesynbTatamm, Cyno3nTopil "TamcynonpocT”, wo 6ynu
3aknageHi Ha 36epiraHHa npu Temnepatypi 8,0-15,0 0C, BignoBiganu BuMoram
MKA 3a BciMa nokasHuKamm sIKoCTi NpoTsiroM 27 MicsiuiB.

Mpw 36epiranHi cyno3nTopiie Npu Temnepatypi 15,0-25,0 °C ix cTabinbHiCcTb
36epiranacb nporarom 18 micsauis. Nicns uboro TepmiHy 36epiraHHa cnocrte-
piranock 3HWxeHHs1 MikpobionoriyHoT YnCcToTK Npenapary.

Tabnuuys 1
Moka3HuKK sikocTi cyno3uTopiiB "Tamcynonpoct"”
Moka3HuK AKocTi Bumoru npoekty MKA
CynosuTopii 6inoro konsopy,
ofHopigHi, rageHbki, 6e3 3anaxy

Onunc

lneHTudikauin:
TamcynosuHa rigpoxnopua:

BEPX — meTog BucokoedeKkTnaHoi
pianHHOT XpomaTtorpadii

CepepfHsa maca, r 1,59+0,01

pH Big 5,70 go 5,95

Yac po3nagaHHs, xB.. He 6inblwe 30
OpgHopigHicTb MatoTtb 6yTV ogHOpiAHUMM

TemnepaTypa nnaeneHHs, °C

He 6Ginbwe 37,0

KinbkicH1i BMiCT B O4HOMY
cynosuTopii:
TaMCyro3vHy rigpoxnopuay, mr

Bin 0,36 oo 0,44

Mikpo6ionoriyHa yncToTa:
AepobHi bakTepii, B T

Mpubn,B 1r

BakTtepii poay Enterobacteriaceae,
Pseudomonas aeruginosa Ta
Staphylococcus aureus, B 11

He 6inbLe 10°
He BusBneHi
BigcyTHi
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Tabnuuys 2
Pe3ynbraTtu BUBYEHHS cTabinbHOCTI cyno3uTopiiB "Tamcynonpoct" y

npoueci 36epiraHHs (Temnepartypa 36epiraHHs 8,0-15,0 °C)

MoKa3HUK SAKOCTi 3a TepmiH 36epiraHHs, mic.
MKSA MoyaTtok| 6 mic. |12 mic. | 18 mic. | 24 mic. | 27 mic.
1 2 3 4 5 6 7
Onve Cynosutopii 6inoro konbopy, ogHOPIAHI,

rnageHbki, 6es sanaxy

laeHTrdpikauis
TamcynosnHa
rigpoxnopug

Bigno- | Bigno- | Biano- | Bigno- | Bigno- | Bigno-
Bigae Bigae Bigae Bigae Bigae Bigae

1,603+ | 1,602+ | 1,600+ | 1,592+ | 1,590+ | 1,595
0,013 0,011 | 0,002 | 0,012 0,002 0,006
oH 5,90+ 5,93+ | 5,90+ | 5,95+ 5,95+ 5,90+
0,02 0,02 0,02 0,02 0,02 0,04

7,00+ 7,30+ | 7,50+ | 7,30+ 7,50+ 7,20t
0,03 0,02 0,02 0,02 0,02 0,04

Binno- | Bigno- | Biano- | Bigno- | Bigno- | Bigno-

CepenHst maca, 1

Yac po3nagaHHs, XB.

OaropiaHicTe Bifae Bigae BiJae Bigae Bigae Bigae
Temnepatypa 34,00+ | 34,00+ | 34,30+ | 34,00+ | 34,30+ | 34,50+
nnaeneHHs, °C 0,08 0,14 0,03 0,16 0,08 0,04

KinbkicHnn BmicT B
opgHomy cynoauTtopii, mr | 0,429+ | 0,419+ | 0,398+ | 0,390+ | 0,389+ | 0,379+

- TamcynoavHa 0,001 0,001 | 0,001 0,003 0,001 0,001

rigpoxnopug

Mikpo6ionorivyHa Bigno- | Bigno- | Biano- | Bigno- | Biano- | Biano-

ymcTtoTa BiJae Bigae BiJae Bigae Bigae Bigae
Tabnuys 3

Pe3ynbraTt BUBYeHHSA cTabinbHocTi cyno3uTopiiB "Tamcynonpoct" y
npoueci 36epiraHHs (Temnepartypa 36epiraHHs 15,0-25,0 °C)

TepMiH 36epiraHHsA, mic.
MNMouyaTok| 6 mic. 12 mic. | 18 mic. | 24 mic. | 27 mic.
1 2 3 4 5 6 7
CynosuTopii 6inoro koneopy, OAHOPIAHI, rMageHbKi, 6es
3anaxy

MNokazHuk sikocTi 3a MKA

Onwnc

lneHTudikauis . . . . . .
TameynoanHa Bigno- Bigno- Bigno- Biano- Binno- Biano-

Fi,quXJ'IOpI/I,El BlOoae Bloae Bloae BlOae Bloae BlOoae

1,604+ | 1,603+ | 1,600+ | 1,600+ | 1,597+ | 1,596+
0,009 0,007 0,008 0,004 0,011 0,003
pH 5,90+ 5,92+ 5,89+ 5,89+ 587t 5,70+
0,02 0,02 0,03 0,02 0,04 0,03

7,00+ 7,50+ 8,00+ 8,50+ 8,70t 8,75+
0,02 0,02 0,04 0,08 0,03 0,01

Biano- Biano- Biano- Biano- Binno- Biano-

CepepnHa maca, r

Yac po3nagaHHs, xB.

OpHopiaHicTb

Bigae Bigae Bigae Bigae Bigae Bigae
Temnepatypa nnaenexHs, | 34,00+ | 34,30+ | 34,50+ | 34,60+ | 34,65+ | 34,68t
°c 0,06 0,02 0,02 0,02 0,03 0,02

KinbkicHui BMIiCT B
OQHOMY CYNno3uTopii, Mr - 0,418+ | 0,400+ | 0,390+ | 0,370+ | 0,360+ | 0,359+

TamcyrnosavHa 0,003 0,003 0,002 0,002 0,001 0,003
rigpoxnopug
MikpoGionoriuHa uncrota Blgno- Blgno- Blgno- Bl/:\no- He BlaAno- He BlAno-
Bigae Bigae Bigae Bidae Bigae Bifae
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OTpumMaHi pe3ynsrati nokasanu, Wo AOCHiAKYBaHi Cyno3uTopii € cTabinbHuMm
npw 36epiraHHi y cyxomy, 3axuLLEHOMY Bif, CBiTNa MicLii Mpy KiMHaTHIl Temneparypi
— npoTtarom 1 poKy, B CyxOMy, 3axMLLEHOMY Bif, CBiTMa, MPOXONOAHOMY MiCui —
nporsirom 2 pokiB. Ockinbku 36epiraHHs npenapaTty B yMOBax MPOXONO4HOrO
MicLA cripusie 36epeXeHHI0 AKOCTi Ta CTabinbHOCTI Cyno3uTopiiB NpoTAroM binbLu
TPMBanoro CTPOKY, Came Takuii cnocib 36epiraHHs € MPIOPUTETHUM.

OTxe, 3a pesyfisTataMmu NPOBEAEHMX JOCTIAKEHb, PEKOMEHOO0BAHUA PEXUM
36epiraHHa cyno3uTopiis "TamcynonpocT” — y CyxoMmy TEMHOMY MiCLi Mpu Temne-
paTypi 8,0-15,0 °C npoTsirom 2 pokiB.

BUCHOBKHU

1. MpoBepeHo gocnigXeHHs cTabinbHOCTI cynosuTopiiB "TamcynonpocTt" B
npoteci 36epiraHHs.

2. ExkcnepviMeHTanbHO JOBEAEHO, L0 AOCHiMKYBaHi cyrno3uTopii € cTtabinb-
HUMKW Npu 30epiraHHi B CyxoMy, 3axXWULLEHOMY Bif CBiTna, MPOXONOZHOMY MicCLli
— NpOTAroM 2 pokKiB. 3a Takvx YMOB OMpaubOBaHO HACTYMHI MOKa3HUKM SKOCTI:
30BHILLHIN BUMMIAA, cepenHsi Maca, pH, Yac poanagaHHsi, 0OQHOPIAHICTb, TemnepaTtypa
NNaBreHHs, KiNbKICHWIA BMICT B OLHOMY CyMno3uTopii, MikpobionoriyHa uncrora.

3. Pesynbrat npoBeeHMX AOCNIoKEHb NOKa3anu, o BCi MOKA3HUKM SKOCTI
npenapary BkNnaaaktTbCsl B HOPMW, 3a3Ha4yeHi po3poOneHnM NpoekToM MeTOaMK
KOHTponto. BcTaHoBneHni pexnm 3b6epiraHHs cyno3uTopiie "Tamcynonpoct” — y
CyxoMy TeMHOMY Micui npu Temnepatypi 8,0-15,0 0C npoTtarom 2 pokis.
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B.N. MNpuueHko, E.A. Py6aH

UccnepoBaHue cTabuNbHOCTU Cynno3uTopueB
"TamcynonpocTt" B npouecce xpaHeHus

HaumoHanbHbIN hapmMaueBTUYECKUN YHUBEPCUTET

Betynnenne. OpHumM  ©3  rMaBHbIX MOKasaTenen KavecTBa feKapCTBEHHOro
npenapara SABMNsAeTcs CTabuIbHOCTb ero U3NKO-XUMUYECKNX, (DapMaKorormyeckmnx
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1N NOTPEOUTENLCKUX XapakTepucTuk. CpoK rogHOCTU Mpenapata 3aBUCKUT OT MHOMMUX
HaKTopoB, MpU 3TOM U3MEHEHWe MBOro M3 HUX Ha NPOTSXKEHUW CpPOKa FOQHOCTU
CBUAETENLCTBYET O HEFATUBHbIX NMPOLIECCaX, KOTOPLIE MPOUCXOAST B COCTaBe npenapara.
Lenb. NccnepoBaHnne cTabunbHOCTM cynno3utopmues "Tamcyrnonpoct” B npolecce
XpaHeHus.

Matepuanbl n Metogbl. O6bekTamMy UCCNegoBaHWA CTanu cynnosutopuu "Tam-
CynonpocT", KOTOpbIE CoAepXaT B CBOEM COCTaBe a — aApeHobnokaTop TaMcynosvHa
rMApoOXopua, W3roTOBIIEHHblE Ha OCHOBE TBEPAOro XWpa METOLOM BbIMMBAHWA.
B npouecce xpaHeHus Cynno3vTOpPMEB Npu MOMOLUM DU3UYECKUX, (DUIUKO-XUMU-
Yeckux, papmMako-TeXHONOMMYECKUX, MUKPOBUOMOTMYECKUX U aHANUTUYECKUX METO-
[OB OMpeaensany CrieyroLne nokasaTenu: BHELHWUI BUA, CPEOHIO Maccy, BpeMs
pacnagaemocTi, OOHOPOAHOCTb, TeMNepaTtypy nnaenexHus, pH, cogepxaHue Tamcy-
No3nHa rmapoxnopuaa, MUKPOOMONOrnYeCcKyr YNCTOTY.

Pesynbratbl. Pesynbrathl NpOBEAEHHbLIX UCCNedOBaHU MNoKasanu, YTo Cynno3vuTopum
ABMATCA CTAOWIBHBIMM MPY XPAHEHUN B CyxOM, 3aLUMLLEHHOM OT CBETa MeCTe npu
KOMHaTHOW TeMnepatype — B TedeHue 1 rofa, B CyXoM, 3aLLMLLEHHOM OT CBETa, NPOXS1aaHOM
MECTE — B Te4eHne 2 NIET. YCTAHOBMNEH PEXUM XPaHEHMA Cynno3uTopues "Tamcynonpoct” —
B CyXOM TeEMHOM MecTe npu Temrepatype 8,0-15,0 0C B TeueHwe 2 net.

KnrouyeBble cnoBa: cynnosutopum, CTabunbHOCTb, NPpeacTaTenbHas xernesa.
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Introduction. One of the main indicators of the drug quality is the stability of its
physical and chemical, pharmacological and consumer characteristics. The expiration
date depends on many factors, while any change of them when storing indicates the
negative processes occurring in the preparation composition.

Objective. Studying the stability of “Tamsuloprost” suppositories during storage.
Materials and methods. The objects of the research became the “Tamsuloprost”
suppositories which contain an a - adrenoblocker Tamsulosin hydrochloride in their
composition, and were made from solid fat by moulding. There were determined the
following indicators: appearance, average weight, disintegration time, homogeneity,
melting point, pH, Tamsulosin hydrochloride content, microbiological purity by means
of physical, physical and chemical, pharmaco-technological, microbiological and
analytical methods during storage of the suppositories.

Results. The studies showed the suppositories to be stable within 1 year when storing
in a dry, dark place, at room temperature, and within 2 years when storing in a dry, dark
and cool place. The mode for storing “Tamsuloprost” suppositories was established to
be within 2 years in a dry, dark place, at a temperature of 8,0-15,0 0C.
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