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Effect of pH Value on Stability of Recombinant Human Anti-Rabies Mono-
clonal Antibody

LI Geng, CHENG Li-jun, ZHAO Wei, et al New Drug Research and Development Co. Lid, NCPC, Shijiazhuang
050015, China

[Abstract] Objective To study the effect of pH value on stability of recombinant human anti-rabies monoclonal antibody
McAb NMS57. Methods The pH values of bulk of McAb NM57 was adjusted to 4. 0, 5. 0, 6. 0, 7. 0 and 8. 0, and stored at 4 and
40°C separately. Samples were taken at weeks 0, 2, 4 and 6 after storage, observed for appearance and determined for purities by
SDS-PAGE and SEC-HPLC. McAb NM57 200 IU /ml, pH 6.0 was prepared on a pilot production scale and stored at 4°C for 3, 6,
9, 12, 18 and 24 months, from which samples were taken and observed for appearance, then determined for purity by SEC-HPLC and
for neutralizing activity by RFFIT. Results All the samples were clear and transparent during the whole observation period. The pu-
rities of bulk of McAb NM57 at various pH values showed no significant change after storage at 4°C for 6 weeks, while showed signifi—
cant change after storage at 40°C. The purities of bulk of McAb NM57 at pH values of 5. 0 and 6. O were relatively stable. Both the
purities and neutralizing activities of 6 batches of McAb NM57 prepared on a pilot production scale were stable after storage at 4 °C for
24 months. Conclusion The bulk McAb NM57 was stable at pH 6.0 in glycine-histidine buffer system, and the final product
pH 6.0 showed good long-term stability.
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Fig 1. Reduced SDS-PAGE profile of bulk of McAb NMS57 at various pH values
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Fig 2. SDS-PAGE purity of bulk of McAb NM57 at

various pH values after storage at 4°C
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Fig 3. SDS-PAGE purity of bulk of McAb NM57 at

various pH values after storage at 40°C

2.3 NM57 SEC-HPLC

4 6  NM57 pH 6.0 SEC-
HPLC 4 pH NM57

4, 40C 2
pH NM57
NM57 pH 5.0  NM57 pH 6. 0
98% 5,
4C 6 pH
1% NM57 pH 6. 0
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Fig 5. SEC-HPLC purity of bulk of McAb NM57 at

various pH values after storage at 40°C
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