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Abstract Objective To observe the safety of a single injection with different dosages of recombinant human rabies im—
munoglobin ~ thRIG in humans. Methods A randomized single-blind placebo-control method was utilized. Forty-
eight health adult participants were divided into three groups 16 for each. Twelve participants in each of three groups
were injected i. m. with thRIG at low 10 IU /kg moderate 20 IU/ kg and high 40 IU/ kg dosages groups re—
spectively while the other four with the excipient of rhRIG as placebo. The rhRIG was injected in deltoid in upper arm

not more than 2 ml  gluteus maxiumus not more than 10 ml and musculus vastus lateralis the remained thRIG in
turn. The occurrences of adverse events AEs  serious adverse events  SAEs as well as local and systemic reactions
were observed within 14 d before injection and 7 14 and 42 d after injection while the vital signs were observed and
the participants were subjected to laboratory examination blood routine examination urine routine examination and blood
biochemistry ECG chest radiography and abdomen B ultrasonography. Results Seven cases of AEs were observed in
various dosage groups including the elevations of ALT AST and GGT decrease in white blood cell count upper respi—
ratory tract infection and ectopic pregnancy which was judged as SAE all of which were judged as irrelevant or possibly
irrelevant to thRIG. No AE /SAE was observed in any control groups. No abnormal changes of vital signs were observed
in the participants. Conclusion A single administration of 10 ~ 40 IU / kg rhRIG by intramuscular injection was well-tol—

erated in healthy adults.
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