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Study on Clinical Application Monitoring of Monosialotetrahexosylganglioside Sodium' Injeetion in Our
Hospital

HUANG Xuemei', WU Wei*, LI Qin', FU Sheng', XU Kun', ZHANG Winghui'.(?: Dept. of Pharmacy, Tongren
People’ s Hospital, Guizhou Tongren 554300, China; 2% Pharmaceutical Evaluation Center, Tongren Food and
Drug Administration, Guizhou Tongren 554300, China)

ABSTRACT OBIJECTIVE: To explorefthe genetal'rules and characteristics of ADR/ADE induced by Monosialotetrahexosylgan-
glioside sodium injection (GM1) as'well as related risk factors, and to provide reference for safe, effective and economical drug
use in clinic. METHODS: By hespital LAN, non-interventional centralized monitoring was conducted among patients receiving
GM1 in_ourthospital from Jan.-Jun. 2016. The patients’ information, drug use, ADR/ADE and clinical outcomes were analyzed sta-
tistically,. RESULTS: A total of 621 patients were involved, including 393 male patients and 228 female patients with male-to-fe-
male ratio of 1.72:1. The patients who were more than 61 years old were the majority (60.39% ). GM1 was mainly used in neurolo-

gy department (71.18% ), emergency department (6.28% ), neurosurgery department (6.12% ), general practice department
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(4.67% ) and TCM rehabilitation department (4.03% ). Among them, there were 28 ADR/ADE cases, with incidence of 4.51%.
Among 42 patients with off-indication, 3 cases had ADR/ADE, with incidence of 7.14% . Meanwhile, the constituent ratio of

ADR/ADE in male (67.86% ) was higher than that in female (32.14% ). Twenty-two cases received more than three or more

drugs (78.57% ). Furthermore, ADR/ADE mainly manifested as systemic damage (35.71% ), lesion of skin and its appendants

(28.57% ). Among 579 patients met drug use with indication, there were 165 cured cases, 405 recovered cases and 9 uncured

cases. In addition, the average expenditure of using GM1 was 5 108.08 yuan, accounting for 9.07% of total hospitalization cost

and 23.33% of total drug cost. CONCLUSIONS: It is necessary to strengthen rational drug use and monitoring of GM1, under-
stand the regularity and characteristics of GM1-induced ADR/ADE, so as to reduce the incidence of ADR/ADE and ensure safe,

effective and economical drug use.
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Study on ADR Centralized Monitoring of Xuebijing Injection in Our Hospital

HE Fang', CHEN Hejun’, ZHANG Xiao’, HE Shixue', LI Jie’, DONG Weisen’ (1. Dept. of Clinieal, Pharmaey,
Harrison International Peace Hospital, Hebei Hengshui 053000, China; 2. Dept. of Pharmacy, Hatrison Interna-
tional Peace Hospital, Hebei Hengshui 053000, China; 3. Dept. of Laboratery; Hargison" International Peace
Hospital, Hebei Hengshui 053000, China)

ABSTRACT OBIJECTIVE: To explore the incidence, clinicalymanifestations and influential factors of ADR induced by Xuebi-
jing injection, and to provide reference for safe and rational.use of it. METHODS: The inpatients who used Xuebijing injection in
our hospital during Jan. 2012 to Dec. 2016 was tegiStered and monitored centrally, and analyzed statistically in respects of clinical
characteristics, occurrence time of ADRY clinical manifestation, outcome, etc. RESULTS: A total of 3 300 patients records were in-
cluded, involving 81 ADR cases with incidence of 2.45% . There was no correlation between ADR and gender. The incidence of
ADR was in high level in\the patients with age over 60 years (6.53% ), history of allergy (72.84% ), original diseases as respirato-
ry disedse (3.33%), blood system disease (3.11% ) and central nervous system disease (3.03% ), and receiving combination of
TCM injection (34.57% ), antibiotics (25.93% ) and immune enhancer (14.81% ). Single-day culmulative amount with no more
than 50 mL had relatively higher proportion (36.67% ), and there was no statistical significance in the ADR with different sin-
gle-day culmulative amounts (P>>0.05). 38.27% of ADR occurred within 30 min after first medication. Organs/systems involved in
ADR were mainly skin and its appendants (37.04% ), cardiovascular system (19.75% ) and gastrointestinal system (14.81% ). To-
tally 15 cases had severe ADR, which were mainly anaphylactic shock (33.33% , 5/15) and systemic rash (20.00% , 3/15). All
ADR were recovered after drug withdrawal or symptomatic treatment. CONCLUSIONS: ADR induced by Xuebijing injection are
mainly anaphylactic type. The incidence of ADR is higher in patients with primary respiratory disease, blood system disease, drug
combination, allergic history and advanced age. The part of them are not mentioned in drug package inserts. Manufacturers are sug-
gested to collect ADR information and improve drug package insets in time.
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