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Compatibility Study of Penicillin for Skin Test with 0.9% Sodium Chloride

CHEN Guanhua, XIE Yanxing, YING Zhihong, XING Yuting, QIAN Xin(Zhejiang Jinhua Conba Bio-pharm Co.,
Ltd., Jinhua 321016, China)

ABSTRACT: OBJECTIVE To study the compatibility of penicillin for skin test with 0.9% sodium chloride, to verify the
rationality of current drug use instruction. METHODS Three batches of penicillin for skin test were prepared into solution
according to current drug use instruction, and stored for different period under different temperature, evaluating the change in
related substances and assay for different storage period by HPLC. RESULTS The related substances in penicillin for skin test
dissolved in 0.9% sodium chloride tend to rise over time: at the room temperature of 25 “C for 4 h, total impurities were close to
1.0%; at the room temperature for 8 h, total impurities were close to 2.0%, and obviously exceed the in-house specification
(1.0%); at the low temperature of 2—8 C for 24 h, total impurities were <1.0%. CONCLUSION The compatibility stability of
penicillin for skin test with 0.9% sodium chloride is closely related to storage temperature and time. It is suggested that during
clinical use, prepared penicillin solution for skin test shall be used within 4 h at about 25 ‘C and within 24 h at 2-8 °C. The
enterprises shall revise the drug use instruction of penicillin for skin test in time, stating the storage temperature and time under
the usage and dosage, in order to ensure the accuracy of skin test and safety of drug.
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Tab. 1 Results of sample determination stored at 2~8 ‘C
BRI %
5 TiH
0h 2h 4h 6h 8h 10h 16 h 20 h 24h
GC1701001-1 Ik 0.13 0.13 0.13 0.14 0.15 0.17 0.21 0.23 0.25
ISP 0.57 0.58 0.59 0.58 0.60 0.61 0.67 0.70 0.72
G 100.00 100.00 99.80 99.80 99.70 99.70 99.30 98.90 98.80
GC1701001-2 SRS 0.13 0.13 0.14 0.16 0.18 0.20 0.25 0.28 0.30
Ik 0.63 0.63 0.65 0.66 0.67 0.72 0.76 0.81 0.85
£y 99.60 99.40 99.50 99.20 99.30 99.10 99.00 98.80 98.50
GC1701002-3  faik 0.13 0.13 0.16 0.17 0.19 0.22 0.27 0.29 0.33
S 0.58 0.59 0.63 0.63 0.66 0.69 0.75 0.79 0.83
G 95.80 95.80 95.60 95.50 95.40 95.40 95.30 95.10 94.90
PR 1 BT 1.0%; 4% hrm T 90.0%~115.0%.
A B C D
ﬂ ALA ‘ , ‘ ‘ gL ) b
0 10 20 30 0 10 20 30 0 10 20 30 0 10 20 30
t/min t/min t/min t/min
E1 &3imeEE
A-ZGIERE; B-ARMI(0h); C—HRMFE(Q2~8 C, 24h); D-HRYFER2S5 C, 4h),
Fig.1 HPLC chromatograms
A-system suitability; B-related substances (0 h); C-related substances (2-8 C, 24 h); D-related substances(25 ‘C, 4 h).
F2 2B CHABETRENHRBRUER
Tab. 2 Results of sample determination stored at 25 ‘C
TR %
5 TiH
0h 2h 4h 6h 8h 10h
GC1701001-1 B 0.14 0.21 0.22 0.24 0.37 0.53
SP/S 0.76 0.82 0.98 1.10 1.70 2.30
G 101.00 100.00 99.30 98.70 98.10 97.60
GC1701001-2 /S 0.14 0.19 0.22 0.23 0.36 0.50
SRS 0.70 0.80 0.91 1.10 1.60 2.20
G 98.8 98.00 97.4 96.60 96.00 95.40
GC1701002-3 P 0.16 0.18 0.21 0.29 0.38 0.49
ISP 0.76 0.84 0.97 1.20 1.60 2.10
G 98.40 97.70 97.00 96.30 95.60 94.90
PR 1 MR 1.0%; $%F5R &= 1T 90.0%~115.0%
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