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Study on the Improvement and Stability of Packaging Materials for Compound
Amino Acid Injection (20AA)

Zhang Qingming, Zhang Ping, Chen Meihui, Sun Zhiwei, Su Hua, Cao Yanli" (Nanjing General Hospital, Nanjing
210002, China)

Abstract Objective: To study the stability of the compound amino acid injection (20AA) in the non PVC
five-layer coextrusion film soft bag packaging, combined with external vacuum sealed barrier bag containing
antioxidants. Methods: According to the Drug Stability Research Guidelines and quality standards of the
compound amino acid injection (20AA), the samples were subjected to light tests, accelerated tests and long-
term tests. Results and Conclusion: The compound amino acid injection (20AA) in the non PVC five-layer
coextrusion film soft bag packaging, combined with external vacuum sealed barrier bag containing antioxidants,
were obviously improved in its characteristics, light transmittance and content while decreased in its pH value,
compared with that only in the non PVC five-layer coextrusion film soft bag packaging.

Keywords: amino acid injection; non PVC drug packaging material; light test; accelerated test; barrier bag; drug
stability
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AL 1]
205 eIz 5
0K 5K 10 K
A4 Ptk (R ) T v B (O A
pH (5.0~7.0) 6.53 = 0.06 6.27 + 0.06 6.27 + 0.06
B COMET 92% ) 93.67 £0.57 69.80 + 1.57 47.70 + 1.06
B4 PR (T ) T v ] RERE
pH (5.0~7.0) 6.53+0.06 4.90+0.10" 4.13+0.15
BEEHE (CAMET 92%) 93.67 £ 0.57 93.70 + 0.61 92.87 +0.81

W * FRAREEESR (P<0.05) .

®2 EFRERIFRARLESELNER (3x)

A B4 g

IR LSy o
5d 10d 5d 10d

AR 83.56 = 0.86 82.0+£0.50 102.1 £0.61 101.5 +0.90 P <001
RITEHIR 89.63 +0.63 80.94 +0.34 86.16 = 0.64 80.49 + 1.07 P> 0.05
INE TR 76.9 £ 0.65 77.17 £ 0.26 93.2+0.85 92.3 +0.41 P < 0.01
22541 98.35 +0.76 68.76 + 0.56 92.44 +0.94 90.2 + 1.09 P > 0.05
BRI 95.7 0.88 88.2+0.58 94.15 + 0.61 93.5+0.84 P> 0.05
AR 92.19 £0.77 86.45 +0.91 83.55+1.18 82.1+0.65 P> 0.05
NEIR 96.4 + 1.03 932+ 1.04 103.24 + 0.60 100.6 + 1.54 P> 0.05
AR 79.84 + 1.34 83.94 + 1.63 86.45 +0.58 82.11 = 1.86 P> 0.05
AR 92.13 +0.59 92.97 +2.01 93.57 + 1.11 92.16 + 0.54 P> 0.05
SR 87.42+0.54 89.97 + 1.14 82.05 +0.68 87.97 +1.38 P> 0.05
SERM 93.65 £0.75 94.58 +0.73 84.34 +0.90 83.98 +0.39 P <001
Mk 2 IR 88.33 +0.82 88.0 £0.85 87.0+1.32 86.17 +1.28 P < 0.05
HNAR 1105+ 1.15 106.69 = 1.33 105.85 = 0.90 105.0 £ 0.48 P> 0.05
55 73.76 £2.03 68.48 +1.22 96.16 + 0.37 9224 +0.56 P < 0.01
PRV 81.25+0.26 81.19 = 0.59 93.53 £ 1.06 88.2+0.67 P> 0.05
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