hEZHE 2017F 48 £31%5 £4 8 435

|

KRZERBZCEHBBRFAMRERESH
FH, AFE, I &, AT QWA R ERIEE 2IX 430075 )

HWE HH: oW RXREBREERCHGABRAMG R EZRIL, HEAEZFBIER B ES SR,
Fik: ExEARABD AL, B35 E A RARAEIRG LRSI EIREBRAR, WITKREERT
W RARAMI LN THEE, ZHheggetk, Maktfsdpeastt, R AR XA E5 B
gk, S AHAIKR B R R EBEMIRE DSC 7 ik, Lodhbis ik TR R S0 % B 3470 B 40
TR, ZAM T @ AOKR R B A& L3R5 TR B AR A WA S A R IREER T
M 8 AR R LR 38 A A A0k | S AR A AR VA B R = R AR T BE e AT SR AR A A B RS ) 64 i R 25 4 0 &,
BB BB ES @ EIEHRLR, BT bk, BEREER, 3% —0uistRE
i DL BEFTE A AT, AR RS L8R, MRS

L@ BROEEE; WEARH; BRMRAM; HOMARIE; RERHL; WERE

RESES. RO17  SCHEERIRAS: A XEHS: 1002-7777(2017)04-0435-06
doi:10.16153/j.1002-7777.2017.04.015

Quality Analysis of Low-Density Polyethylene Bottles for Eye Drops

Yuan Yi, Fu Meng, Chu Dingjie, Hu Min’ (Hubei Institute for Food and Drug Control, Wuhan 430075, China)

Abstract  Objective: To analyze the quality status of low-density polyethylene (LDPE) bottles for eye drops
in China and to put forward countermeasures and suggestions for manufacture and testing. Methods: The
controllability, safety, barrier properties and compatibility with drugs of LDPE bottles for eye drops were
discussed on the basis of statutory inspection items through comparative analysis and exploratory research on
the current status of the domestic and international testing standards. Results: Compared with international
pharmacopoeia, trait identification of the legal standard in our country has not adopted DSC method. Infrared
spectroscopy is less operational but the density range is relatively reasonable. Security part contains different items
and some of the item indicators are relatively loose. The barrier properties and compatibility studies have shown
that LDPE bottles are not suitable for drug packaging of eye drops containing volatile ingredients such as borneol
and preservatives, like, trichlorobutanol and sodium thimerosal. Conclusion: it is suggested that sample names
be standardized, revised testing methods be added, the limit requirements be enhanced and the atlas of infrared
spectra be established. For manufacturer regulation, it is suggested that production be regulated, the consistency
of the formula and process be strictly controlled and the compatibility study be strengthened.
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