EHATHRo-2b BRIRERRMREEM R

HERAe !, E3 Y, Bk, AR, BRA Pasmoorzie, K 130012 2 EHIAA, o GRS,
b WATYIZREE L — ], KFF 130012)

BE: B8 AKRBRARYE TR EAATIRE o020 FlERABLTAMEIAH AR 2 HER R, HE ERIER
BR-H b BS suppciore BM 4 &), ¥A Triton X-100 A4EFANA], #I&FTHAFHE a-2btk. AFET éi]?a#‘r, FREHAT
HoF o2b At . ER ARFEHEGELATIE a2bARFET MR, £ 28 CEETTRAE24MNA. Gt 4
AT HRFE 0-2b AR 6 B ) TR 3% B A QR R R R AR

KEER: TAATHE a2b; 7], REHR; Bt

HESES: RI43.44 XHEFRERD: B XEHS: 1007-7693(2009)12-0971-04

Study on Quality Control and Stability of Recombinant Human Interferon o-2b Suppository

DUAN Minghua', PEI Jin'", HAN Bing', RONG Mei**, ZHOU Changlong®>(1.Pharmacy School of Jilin University,

Changchun 130012, China; 2.The Aeronautical University of the China People Liberation Airforce, a.Flight Training Base
Out-patient; b. Flight Training Base Corps One of the China People Liberation Airforce, Changchun 130012, China)

EERN: B, 4, WL, YT Tel: 13500827639  E-mail: duanduan-2007@163.com  BIE{EE: WHE, 4, Wit, @WLESm
Tel: (0431)85619252 E-mail: peijin_2008@126.com

o [ IR N 255 2 3 2009 4F 12 B4 26 555 12 ¥ Chin JMAP, 2009 December, Vol.26 No.12 -971 -




ABSTRACT: OBJECTIVE In order to provide a formulation of recombinant interferon a-2b suppository for clinical application,

a systemic studies of its quality control and stabity was carried out. METHODS Methods used for quality control and stability

studies were based on protocols published in China Pharmacopeia 2005. RESULTS For quality control, the apperance, melting
time limit, microbal limit and biogical activity were all to be in line with the standards published in China Pharmacopeia 2005. The
stability study data showed that recombinant interferon a-2b suppository can be stored for 24 months at the temperaure of 2-8°C.
CONCLUSION Recombinant interferon a-2b suppository prepared above exhibit a high quality control and very good stabity.
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Tab 1 The accelerated stability test results in 25 “C of suppository(20060901)
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Tab 2 The accelerated stability test results in 25 “C of suppository(20060902)
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Tab3  The accelerated stability test results in 25 “C of suppository(20060903)
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Tab 4 The long-term stability test results in 4 °C of suppository(20070101)
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Tab 5 The long-term stability test results in 4 ‘C of suppository(20070102)
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Tab 6 The long-term stability test results in 4 C of suppository(20070103)
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