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Quality Analysis of pH Value of Rabies Vaccine for Human Use

Shi Leitai”, Cao Shouchun’, Li Jia, Wang Yunpeng, Wu Xiaohong™ (National Institutes for Food and Drug Control,
Beijing 102629, China)

Abstract Objective: To understand the pH value quality control status of rabies vaccine for human use, and
to provide data support for quality evaluation of rabies vaccine for human use. Methods: Rabies vaccines for
human use from 15 domestic enterprises were determined with the pH measurement method in Part I of the
Chinese Pharmacopoeia, and each batch of vaccine was determined three times. Trend analysis was conducted on
the measured results and pH value of rabies vaccine for human use quality control was discussed. Results and
Conclusion: Determination results show that the pH value of 42 batches of rabies vaccine from 14 enterprises
was 7.41-7.63, and that of 3 batches of vaccines from one enterprise was 7.68-7.73. The averaged pH value of 45
batches of vaccines from 15 enterprises was 7.51, which was within the qualified range of 7.2-8.0. The pH value
standard for different viral vaccines vary, but for rabies virus, the pH value between 7.2 and 8.0 can maintain
good biological activity. Therefore, an appropriate pH value is very important for maintaining the safety and
effectiveness of rabies vaccine.
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pH (B 5E KR
Al A = I +SD
1 2 3
A 201810025 7.54 7.54 7.54
201810026 7.55 7.55 7.55 7.56 +0.02
201811027 7.58 7.58 7.58
B 201811309 7.46 7.46 7.46
201811310 7.46 7.46 7.46 7.46 + 0.00
201811311 7.46 7.46 7.46
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1
pH FI 2 VB
Al A EilRe) ¥IE +SD
1 2 3

C 20190508 7.68 7.69 7.68
20190509 7.73 7.73 7.73 7.710.02

20190611 7.73 7.73 7.73

D 20200401 7.44 7.45 7.45
20200402 751 751 751 7.48 +0.03

20200503 7.49 7.50 7.50

E 20201106-1 7.63 7.64 7.64
20201107-1 7.61 7.61 7.62 7.630.01

20201108-1 7.63 7.63 7.63

F V7202011005 7.49 7.49 7.49
V7202011006 7.40 7.40 7.40 7.43+0.04

V7202012007 741 7.41 741

G 202101010 7.49 7.49 7.49
202101012 7.50 7.50 7.50 7.48 +0.02

202102014 7.46 7.46 7.46

H 202101001 7.48 7.48 7.48
202101002 742 742 7.42 7.4410.03

202101003 742 742 742

I 20210701 7.60 7.60 7.60
20210702 7.54 7.54 7.54 7.56 +0.03

20210703 7.54 7.54 7.54

J 202112001 7.47 747 747
202112002 743 7.43 7.43 7.46 0.02

202112003 7.48 7.48 7.48

K 202101001 7.54 7.54 7.54
202101002 7.55 7.55 7.55 7.54 +0.00

202101003 7.54 7.54 7.54
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o Zaw ! 5 i +SD
1 2 3
L S202101001 7.62 7.62 7.62
S202101002 7.60 7.60 7.60 7.62 +0.01
S202101003 7.63 7.63 7.63
M 202106001 7.43 7.43 7.43
202106002 7.45 7.45 7.45 7.44 +0.01
202107003 7.43 7.43 7.43
N T202106006 7.42 7.42 7.42
1202106007 7.41 7.41 7.41 7.41 £0.00
T202106008 7.41 7.41 7.41
(0} 202204006 7.46 7.46 7.46
202204007 7.41 7.41 7.41 7.45 £0.03
202204008 7.47 7.47 7.47
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4 pH
¥ pH {E AR PEE B AR 2 1]

1 5.5~6.8 HALNEEE (CHO 4hfl)

2 5.5~7.0 FUFR IR (N ARRANI ) |, SO (DUREERE)

3 5.5-7.2 A AR (BRIERE) |, W ORGSR

4 6.5~7.5 Sabin BRI HEEHT (Vero 41 ), 11 T BUANINASHS Byt #5281 ( N AR 4 )
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