F8 B 2023F5H $£54% B10H  Chinese Traditional and Herbal Drugs 2023 May Vol. 54 No. 10 = 3253 -

9735 BIFF I T X iR L £ ER & P EM TR

W fBl, DE# 2, BEAS, ekt RBRRS, IRl KO, BB
1 BT R R R R IRPRAT TS, BRIT FR/RVE 150001

2. AFKERF X KATHX PAMRS O 2RETE, W4k AEKE 050000

3. b AE T AR R EER LMmERAL, WL AE 067000

4, pEBZ S RSN SN RELL, JbsT 100101

5. AR RIREEAREIFKARAR BHE, db50 100000

6. BRITAPEAR SR (BRTAPEER FEIERTFN, BT WBRE 150036

W E. BR Bl A MEERR A AT A, PRZET LA R B ST S I R AT BEAETE A R s B B R I R
£, FRIIKRABIFEANARRN . FiE KGR EEERRER RN A, WE 2016 4 8 H—2020 4 10 AEMEid
1) 39 KT NI BTG 1 AP LT3 90 9735 18 2%, HZGMNA R I/ R AEREOL, R BE RN Z R T75E5 &
MFESRAYA R R R AR LI ME R, &R 9735 BUEE LA 7= SRS R ILH 256 B ENREM,
AR FERAZRN 2.63%, I 23 fil 8 KA 36 BIKA R RN 2 =R E FKAT SH ML THESRA X, §F LT 58mdy
TREBIEAZE 0236%, SN RRMEAEZRRTELGE. IR RBMBN—RA R R, T EA R RS AETUH
TREBIREA . 36 BIIRA R R HR IR R G FARICN 2 G VR R G AL & TS 8 Bl B R Gth 7 Bk, &2
MZERGHE 6 BlIR. OILE RGEF 6 BIIR. KKK FHLSR 5 BIR, MWL 8. A&, Bk 1 Bl
BRR K ZFE Logistic [FIVA5 4T, FZ3~5 dFl 6 d KL RN R OB AR/ 5 26 3 d BUTF BRI 86%. 99.6%:
G E A R R MU . W VR AT ML iR R R BRI SRR R () B & (0 A 25 e 2 R R St
ANRRBRAEREIIEE S FE X (P<0.05), &R AGKEHRER. Hit &I TEs el R e H P A R RBUR AR,
AR, HPREH & R DR E . & OO B &7 I T S FH 2GR . B R S 4R A B ) B A 1 e 2
GRSV S 70 AR T B 22 A AR o

KHEIR: AFMCTIESTG PSR R ARRFL 7A R

HFESZES: R285.64 XERFRERD: A XEHS: 0253 -2670(2023)10 - 3253 - 08

DOI: 10.7501/j.iss1.0253-2670.2023.10.022

Intensive hospital monitoring study on safety of 9735 cases of Shuxuening
Injection

QU Yang!, MA Xuan-jing?, LI Qing-hua’, LI He-lin*, ZHAO Xiao-chen’, SUN Xing-hua', ZHANG Miao',

CHEN Hong®

1. Department of Clinical Research, the Second Affiliated Hospital of Heilongjiang Traditional Chinese Medicine University, Harbin
150001, China

2. Department of General Practice, Tathang Community Health Service Center, High-tech Zone, Shijiazhuang 050000, China

3. Department of Cardiovascular Medicine, Chengde Longhua Hospital of Traditional Chinese Medicine, Chengde 067000, China

4. Research Group of Chinese Medicine Injection Safety Reevaluation of China Association of Chinese Materia Medica, Beijing
100101, China

5. Project Department, Beijing Kangpaixing Pharmaceutical Technology Development Co., Ltd., Beijing 100000, China

6. Institute of Clinical Chinese Medicine, Heilongjiang Academy of Traditional Chinese Medicine (Heilongjiang Provincial Hospital
of Traditional Chinese Medicine, Harbin 150036, China

Yok HER: 2022-11-23

EEWE: AEHRIEE KL H—REEH 2R BT & 88 (2018ZX09734-002-004); B Jp T i[5 265 K2 24 I A7 2% 5 2 4 PRV
TREFLTETH (2017SECO1)

fEZ RN M BA, Wk, EREEN, 6T Ry TR 25 a T O I L (I K S HE R 7T . E-mail: 328681236@qq.com

HEEEE: B %, WL, BRI, AFREEIERS 2lE ARG E %0 5T . E-mail: zyykxych@163.com



- 3254 « F8 B 2023F5H $£54% B10H  Chinese Traditional and Herbal Drugs 2023 May Vol. 54 No. 10

Abstract: Objective To explore the possible adverse reactions and influencing factors of Shuxuening Injection (%7 Il TV 51 in
the real world, and to find unknown or rare adverse reactions through safety hospital centralized monitoring study. Methods From
August 2016 to October 2020, 9735 patients who used Shuxuening Injection in 39 medical institutions were registered by hospital
centralized monitoring method of drug safety. Adverse events/reactions during medication were observed and recorded. Univariate and
multivariate methods were used to analyze the incidence and influencing factors of adverse drug reactions in Shuxuening Injection.
Results A total of 256 adverse events occurred in 9735 patients during the use of Shuxuening Injection, and the incidence of adverse
events was 2.63%. Among them, 36 adverse events occurred in 23 patients were judged to be related to Shuxuening Injection by third-
level experts, and the incidence of adverse drug reactions of Shuxuening Injection was 0.236%. The overall incidence of adverse
reactions was in the occasional range. All ADRs were general adverse reactions, and no serious adverse reactions and unexpected
adverse reactions occurred. According to the systematic analysis, the 36 adverse reactions were systemic diseases and various reactions
at the administration site (eight cases), gastrointestinal system injury (seven cases), nervous system damage (six cases), cardiovascular
system diseases (six cases), skin and subcutaneous tissue diseases (five cases), cough, expectoration, limb pain, and phlebitis (one case
each). Univariate and multivariate logistic regression analysis showed that the risk of adverse reactions for 3—5 d and more than 6 d
were reduced by 86% and 99.6%, respectively, compared with those for less than 3 d. The effects of combined hyperhomocysteinemia,
first use of Shuxuening Injection, duration of medication, duration of single injection, combined use of Ligustrazine and Aminophylline
injections on the occurrence of adverse reactions were statistically significant (P < 0.05), suggesting that they were risk factors.
Conclusion Shuxuening Injection has few adverse reactions, low incidence of adverse reactions and good safety in clinical use. It is
suggested that special attention should be paid to the risk of combined hyperhomocysteinemia, first use of Shuxuening Injection,
duration of medication, duration of single injection, combined use of Ligustrazine and Aminophylline injections.

Key words: Shuxuening Injection; traditional Chinese medicine injection; hospital centralized monitoring; adverse reaction; safety
risk
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Table 2 Systematic classification and manifestation of adverse reactions
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Table 3 Time distribution of adverse reactions
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Table 5 Variable and their codes of logistic regression
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Table 6 Results of logistic regression analysis*
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G AL R B 3.3046 0.868 5 14.476 4 0.000 1 27237 (4.964, 149.433)
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