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Efficacy Observation of Hongjin Xiaojie Capsule Combined with Tamoxifen for Breast Hyperplasia of Post-
menopausal Women

QIAO Li-li(Dept. of Thyroid and Breast Surgery, New City District of Zhoushan People’s Hospital, Zhejiang
Zhoushan 316021, China)

ABSTRACT OBJECTIVE: To observe therapeutic efficacy and safety of Hongjin xiaojie capsule combined with tamoxifen in the
treatment of breast hyperplasia in postmenopausal women. METHODS: 558 postmenopausal women with breast hyperplasia were
collected from our hospital during Jul. 2009 —May 2012. They were randomized into control group (230 cases) and observation
group (328 cases). The control group was treated with tamoxifen alone orally, every time 10 mg, 2 times a day; the patients with
severe disease were given tamoxifen 20 mg orally, 2 times a day, with lukewarm water within 30 min after meal. The observation
group was given Hongjin xiaojie capsule and tamoxifen; the use of tamoxifen was same to control group and 4 pills (1.6 g) of Hon-
gjin xiaojie capsule was took each time with lukewarm water within 1 h after meal, 3 times a day. Therapeutic duration of 2 groups
lasted for 12 weeks. Therapeutic efficacy, pain score and recurernce rate were compared between 2 groups, and ADR was ob-
served. RESULTS: The total effective rate of observation group was 92.7% , which was significantly better than 81.7% in control
group (P<<0.05); the degree of pain decreased significantly in 2 group (P<<0.01), and the decrease of pain degree in observation
group was significantly better than in control group (P<C0.01); the recurernce rate and the incidence of ADR of observation group
were significantly lower than that of control group (P<<0.01). CONCLUSION: Hongjin xiaojie capsule combined with tamoxifen
shows good therapeutic effect on breast hyperplasia of postmenopausal women with high safety and low recurrence rate.
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Preliminary Safety Evaluation for Clinical Application of Shengmai Injection
LI Ying, WU Jian, LI Xiang, WANG Yong-zhong, DING Lu(The First Affiliated Hospital, Anhui College of TCM,
Hefei 230031, China)

ABSTRACT OBIJECTIVE: To investigate the general regularity and characteristics of Shengmai injection-induced ADR, and to
evaluate its security in the clinic. METHODS: Medical records of TCM injection from a third-grade class-A hospital in fourth quar-
ter of 2011 were surveyed statistically and analyzed in respect of patient’s age and gender, department, history of drug allergy, us-
age and dosage, medication time, solvent types, drug combination, occurrence and factors of ADR, etc. RESULTS: 515 cases of
hospitalized patients receiving Shengmai injection were collected, involving 288 male cases (55.92% ) and 227 female cases
(44.08% ) with average age of (63 £ 17.37) years. A total of 16 departments were involved, and top 5 were respiratory depart-
ment, nephrology department, rheumatology department, oncology department and spleen and stomache disease department; the av-
erage duration was (12.05+10.22) d; there were 4 cases of ADR, and the incidence of ADR was 0.78% , mainly for allergic reac-
tion; the occurrence of ADR was associated with advanced age, dosage and days. CONCLUSION: The sample data analysis show
that the incidence of ADR induced by Shengmai injection is in low level, and it is safety in the clinic in a certain degree; Sheng-
mai injection was used strictly according to the drug instructions and General Principles for Clinical Application of Traditional Chi-
nese Medicine, which is helpful for the safety of Shengmai injection; the medical staffs should be aware of the regularity and influ-
encing factors of ADR induced by Shengmai injection and strengthen the monitoring, in order to reduce the occurrence of ADR.
KEY WORDS Shengmai injection; Clinical application; Safety; ADR; Evaluation
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