O0pazer mepeBoia ¢ aHTIUHCKOTO SA3bIKa Ha PYCCKUH SA3bIK PE3YJIbTAaTOB UCIIBITAHUS CTA0MIIBHOCTH (PapMalleBTUYECKOT0 MPOAYyKTa, (parMeHT:

Opurunan:

IlepeBon:

1.2 High temperature experiment

The samples are kept at 60 °C for ten days, and taken out in tenth days; The results are in the
following table.

High temperature (60 °C) test results

1.2 McnipiTaHue npy BO31eliCTBHM BHICOKOH TeMIepaTypsbl

O6pasipl BeiaepkuBany mpu 60°C B Teuenne 10 cyTok, u u3BiIekanu uepe3 10 cyTok.
Pe3ynbTaThl MPUBEICHBI B CIIEYIONIECH TaOIHUIIE.

Pe3yJbTaThl HCHLITAHUS NPH BO31HCTBUN BLICOKOH TemuepaTtypsbl (60°C)

Time (day) . Bpems (cyTkn) HauaJio
initial 10 day yepes 10 cyTok
HCIBITAHUS
Test item Hccaenyemslii nokasare/ib
Description White, odorless, White, odorless, KauecTBeHHas XapaKTEpUCTHKA Beunbrit Beunsrit
crystalline powder, crystalline powder, KpUCTATHIECKU T KpUCTATHIECKU T
having a bitter taste. having a bitter taste. MOPOIIOK 0e3 MOPOIIOK Oe3
3amaxa, ¢ TOpbKUM 3amaxa, ¢ TOpbKUM
MIPUBKYCOM. IIPUBKYCOM.
Solubility Freely soluble in water Freely soluble in water P XoDOLIO PACTEODEM | XODOLIO DACTEODHM
and in alcohol; slightly and in alcohol; slightly aCTBOPUMOCTE P p P P p P
soluble in chloroform; soluble in chloroform; ;:ﬁg;:ciggg;;’ s ;:ﬁg;:ciggg;;’ s
very slightly soluble in very slightly soluble in x7opodopmMe, OueHb | XI0podopme, OUeHb
acetone; practically acetone; practically Mao paCTBO[,)I/IM s Mao paCTBO[,)I/IM s
insoluble in ether. insoluble in ether.
alleToHe, alleToHe,
MPAKTUIECKU MPAKTUYIECKU
HepacTBOPHUM B HEpPacTBOPHM B
adupe. adupe.
Melting range (°C) 167.0-168.0 167.5-168.5 HuTepBan TemnepaTypsl I1aBICHUS, 167,0-168,0 167,5-168,5
°C
Loss on drying (%) 0.18 0.18 TMoTeps B Macce MpHU BBICYHIMBAHUH, 0,18 0,18
%
Related substances | impurity A (%) 0.005 0.006 ConyTtcrBytouue | npumecs A, % 0,005 0,006
by HPLC (% Area) Any other fpuMecH mobas xpyras [Ipumecs ¢ [Tpumecs ¢
impurity (%) Max impurity 0.07 Max impurity 0.06 MeTOHON{) npumeck, % MaKCHUMaJIbHBIM MaKCHMaJbHBIM
BOXKX, % conepxkanuem 0,07 conepxkanuem 0,06
UTOIIAIN
Total of Any CcyMMa JIFOOBIX
other impurity 0.18 0.16 JIPYyTUX 0,18 0,16
(%) npumeceit, %
Assay % 99.56 99.65 CozepxaHrne OCHOBHOTO BEIIECTBA, 99,56 99,65
%

The test results indicate that the sample kept at 60 °C for ten days have no significant change

compared with that of initial time.

Pe3ynbrarhl HMCHBITAHHS [I0Ka3bIBAIOT, 4TO 0Opasel, BblaepxkaHHbl mpu 60°C B
TedyeHne 10 CyTOK, HE IEMOHCTPUPYET 3HAYUTEIbHBIX M3MEHEHMH MO CPaBHEHHUIO CO
CBOUM COCTOSIHMEM Ha Ha4yajlo UCIBITAHUSL.




