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Safety Evaluation of Light-resistant infusion Sets for Clinical Medication

YANG Xiao—dong

(Center For Medical Device Evaluation, SFDA, Beijing 100045, China )

Abstract: This article analysis factors influencing safety of clinical medication by focusing on specific characteristics of

the light—resistant infusion sets. The evaluation factors which should be considered by manufacturing enterprises are

preliminary discussed in order to provide reference for development and evaluation of the light—resistant infusion sets.
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Literature Analysis on 20 Cases of Adverse Drug Reaction by Reduning Injection

AYNur*ReHeMu' JIN Feng? TANG Ren” ('Geologlcal Survey Department, Xinjiang Workers Hospital, Xinjiang
Urumgi 830016, China; 7Jilin Center for Drug Reevaluation, Jilin Changchun 130062, China; *Center for Drug
Reevulation, SFDA, Beijing 100045, China)

Abstract: Objective Through analysing 20 adverse drug reaction cases by Reduning Injection to explore the rules
and causes of adverse reactions, provide a reference for clinical rational use of drugs. Methods By searching literature
in Chinese journal full —text database from 1995 to 2012, 16 ADR literatures of Reduning Injection involving 20
cases, were statistically analyzed. Results and Conclusion ADRs induced by Reduning Injection are irrelevant with
dose. Serious adverse reaction mostly occurred in the initial treatment, the clinical care should be strengthened so as
to prevent the occurrence of adverse reactions.

Key words: R eduning Injection; adverse drug reaction; literature analysis

PEIIZIIBIZIIFIPIIIIIIIIIIFIIIIPIIIIIIIIIIIIIIZIIIIIIIIIIIIPIIIIIIIIIIIIIIIIIIIISIIIIIIIIIPIPIIIID

(2] AT A RRIR 4 K PG (0], K BAAE, 1991,1:5.

[3]1 e, 3k 3k 2R, 45, 24 S B0 R SRS B eI IR e B
PEBIRATI]. 255k 55 S58F2T,2010,10(5) :398-399.

[4] 5KEUIR, X E]4E, T80, %5 . 50 F Y20k S 3 25 4 B 08 B [0,
2003,14(11) :694-695.

[5] BB, SKIBIH , BAE MRES XTI R 2 e et m . hE
255, 2007, 18(26) : 2074-2076.

R XUBS B2, b JERT R 0 e 4% BT BUORAHIE . T2
RN KB IERER K T EMRIE SEEHE
EH SRR LA ARSI GRS
O A BOREE S A TR SR AT
BEOCHTERS R B B R SRR 5K A
FRFYE BRI S R A S BE i, R

EMHRRES, LT RTREN 2 MR HIT R 2
B, WEA TR ], BRI PR 2 R 2 A 2L IFlE
PR BIEST 2R 23 R B A&, sk B E AR
FHWW, SEREERIE RS R 23 RS EE, A%
2 7 XS

S5 30 Wk

(1] EHF5 W B, MR P R R e 25 ). R 25588,2008 22
Q) :77-79.

YEBEA PR R - Bk, &, EE AT, HERE
CREAEE BB AR, TRIF, 258N R R 5 PN

E~-mail: tangren@cdr.gov.cn

424

[6] FDA Public Health Notification: PVC Devices Containing the
Plasticizer DEHP[M]. Center for Devices and Radiological Health
U.S. Food and Drug Administration,2002,1-4.

{71 AR Bk R R A2 e et R EHIB 0). HEZS
YRR, 2011,8(4):231.

(8] 3E/REE. TPE Hias 2y A 0] P EBY TSR, 201,17
(2):34-37.

(9] M4t SRAEHE. B4 TR A WM 2%t 2 AR 7R AR (0131
BB, 1996, 13 (5) : 73.

(10] T—7. PVC Hr | Shity # (101 REZ48,2005,12:20.

[12] SRR, PVC HlSA M EF AR BB TH). BEZH.1994,6:25-26.
(KFBE:2012-03-06 %i8:%549)



