SR -
Drug Research

AR

China Pharmaceuticals

201849 H 20 H 5527 5 18 Hl
Vol. 27, No. 18, September 20, 2018

doi:10. 3969 /j. issn. 1006 —4931.2018. 18. 006

N S ] [ ey
=@ MESTRASBEATREEHR"
BT ' R Nl (]

(1. THRARINFTEZXZREBAARER, & FI| 518103; 2. PLA¥MEE NEKR, & &I 518033)
HE. B K2R L TEAEZREALF THRAER, ARETFEH THEREARBRE FE AR 2015 Fr(rEH
B (Z3))iEHRA KRB TRAT S EMNERRBELMTERET AADRAET RE, S REFEBRME KRG HRREER
BRI T R ERA KB TETRTEAC/AABWALRAFERN T RAE R R AR EHA LB T A KB,
B AR BEEHTORLY ER EHALBBHTE26CHI0OCHANEFZANAAFINAE, L6T A EADR BRERE
REFESRECN A FERREFEER, FHRIRRENE IR ERBBECE NGBS —B3) N FHIE, £ 20 CH
25 CRRBESMT , AR A 29 AN AF 17T AR IR BEAESN KFaBm TR T WA R B0, 5B EL 20 ~30 CHk
RN KRB TESEIAANTESREHRL,

KR 2HARTeBm T AR AR 2B, SR H
& 425 :R965. 3;R978. 1 ERFRIRED: A X EHS:1006 —4931(2018)18 — 0018 - 04
Study on Stability of Cefoxitin Sodium for Injection at Room Temperatures
Wang Hongrui', Xu Yuhong’, He Ying’
(1. Fuyong People’s Hospital of Shenzhen, Shenzhen, Guangdong, China 518103; 2. The Eighth Affiliated Hospital of Sun Yat — Sen University,
Shenzhen , Guangdong, China  518033)

Abstract: Objective To investigate the stability of Cefoxitin Sodium for Injection at room temperature,and to provide a evidence for its
storage in the condition of temperature fluctuation. Methods According to the detection method of Cefoxitin Sodium for Injection in
Chinese Pharmacopoeia(ZOlS Edition, Volume 1I ), the drug content, related substances content, acidity were determined, the clarity and
color were checked at different temperatures. The stability and bactericidal activity of Cefoxitin Sodium for Injection after storage at room
temperature for 6 months were studied by long — term stability test. The thermal degradation of Cefoxitin Sodium for Injection was
studied by classic homeothermia method, and the validity periods at different temperatures were predicted. Results The content, related
substances, acidity , solution clarity and color of Cefoxitin Sodium for Injection still met the requirements of the statutory quality standards
after 6 months and 3 months of storage at 26 C and 30 °C,respectively,and the bactericidal ability did not change significantly. The
thermal degradation in the range of test temperature conformed to the first — order kinetic characteristics, and the expected validity
periods were 29 months and 17 months at 20 C and 25 °C ,respectively. Conclusion The temperature has significant influence on the
stability of Cefoxitin Sodium for Injection. The quality of Cefoxitin Sodium for Injection can be maintained for at least 3 months at the

storage temperature in the range of 20 to 30 °C.
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58 oz wrE (A )
0 1 3 4 5 6
A E (%) 140301 96.5 96. 4 96.0 96. 1 96.3 96.2 95.8
140602 97.1 97.0 9.8 97.1 96. 5 96. 8 96.9
141001 95.8 96. 1 96.0 96. 4 95.9 96.0 95. 4
pH 140301 5.5 5.6 5.4 5.7 5.6 5.7 5.7
140602 5.6 5.7 5.6 5.4 5.7 5.4 5.6
141001 5.4 5.8 ) 5.5 5.5 5.4 5.3
BREFELME 140301 Bk Bk b BE BiE i Bk
140602 BH BH i B A W B
141001 ik B 7 Bk wiE Bk Elik s
RRER(%) 140301 0.21 0.22 0.31 0.25 0.30 0.27 0.31
140602 0.15 0.18 0.21 0.18 0.24 0.19 0.26
141001 0.22 0.23 0.19 0.28 0.26 0.31 0.29
SRR (%) 140301 1.2 1.4 1.9 1.8 1.9 2.1
140602 1.2 1.5 1.5 1.6 1.8 1.7
141001 1.0 1.1 1.2 1.1 1.2 1.3
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58 g wriE (A)
0 1 2 3 4 5 6
A e E (%) 140301 96.5 96. 4 96. 0 95.2 95.3 95.0 94.2
140602 97. 1 97.0 96. 5 96. 3 95. 8 95.5 95.0
141001 95.8 96.2 96. 1 95. 4 95.0 95. 1 94. 1
pH 140301 5.5 5.5 5.6 5.3 5.6 5.6 5.4
140602 5.6 5.8 5.5 5.4 5.3 5.3 5.6
141001 5.4 5.7 5.7 5.4 5.4 5.4 5.2
BREFELRE 140301 Bk B B W 15& 5%5¢ 55¢
140602 ik ik ik wik Wk 15& 356
141001 Bk B BE BE W 1 5% 258
RRER(%) 140301 0.21 0.24 0.29 0.26 0.30 0.33 0.35
140602 0.15 0.19 0.31 0.27 0.30 0.24 0.27
141001 0.22 0.23 0.19 0.28 0.26 0.31 0.28
BT (%) 140301 1.2 1.6 2.1 1.9 2.0 1.9 2.2
140602 1.2 1.4 1.9 1.8 2.1 1.9 2.1
141001 1.0 1.3 1.3 1.4 1.6 1.7 1.9
A3 ERHBMKIAE/T 30 CRMAETHKELR
58 s s (A )
0 1 2 3 4 5 6
FEAE (%) 140301 96.5 96. 4 95.5 95.1 94.3 93.6 92.1
140602 97. 1 96.7 96. 3 95.8 95.2 94.9 94.0
141001 95. 8 94. 1 93.3 92. 4 91.1 89.7 90.0
pH 140301 5.5 5.7 5.8 5.8 5.7 5.8 5.7
140602 5.6 5.5 5.4 5.3 5.8 5.6 5.6
141001 5.4 5.4 5.7 5.6 5.5 5.6 5.5
HiREFALRE 140301 BE BE WEE W 256 456 55 ¢
140602 Bk Bk Bk 1 5% 258 55¢& 75 &
141001 BHF wiE WEE 258 258 65 & 85 &
R KR (%) 140301 0.21 0.24 0.34 0.35 0.33 0.35 0. 34
140602 0.15 0.17 0.23 0.21 0.29 0.31 0.38
141001 0.22 0.21 0.20 0.25 0.28 0.33 0.35
BRI (%) 140301 1.2 1.6 2.1 1.9 2.2 2.2 2.4
140602 1.2 1.5 1.9 1.8 2.0 2.3 2.5
141001 1.0 1.3 1.4 1.5 2.3 2.9 3.5
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(AFT4%)

40 50 C 60 C 70 C
i (h) 4%(%) i) £30%) wih) 2F0%) w@ah) 2%0%)
0 9.4 0 99.42 0 9.4 0 99.42
200 9932 10 99.32 5 99.27 30 99.23
40 9.25 20 925 10 99.15 6 99.01
60 9918 30 99.17 15 99.04 9 98.85

80 99.12 40 99.08 20 98.95 12 98. 68
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=g KT A2 r

40 C y=-4x10"71+4.5992 0.990 7
50 C y=-8x1071+4.599 3 0.9973
60 °C y=-2.1x10""1+4.5992 0.991 2
70 C y=-6.5x10""1+4.599 5 0.9972
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