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Study on the High Molecular Impurity for the Injection of Mezlocillin Sodium

ZHANG Dongmei, LING Xiao, ZHAO Haiyun, YU Mingyan, NIU Chong*(Shandong Institute for Food and Drug
Control, Jinan 250101, China)

ABSTRACT: OBJECTIVE To set up a method for the assay of high molecular impurities in Mezlocillin Sodium for injection
by TSK gel, and to disguss the internal relationships of the results with those of related compounds and polymers. METHODS
The analysis was carried on a TSKgel G2000SWxI column with a mobile phase of 0.005 mol-L™" phosphate buffer with the pH
value of 7.0. The detection wavelength was 210 nm. 204 batches of samples were determined, correlative analysis was performed
to the results. RESULTS The established method could determine the high molecular impurities in Mezlocillin Sodium for
injection. The correlative analysis showed that the determined impurities include the polymers and the known impurities whose
molecular were higher than Mezlocillin. CONCLUSION For the polymer analysis of pf-lactams, TSK gel method can not
replace Sephadex G-10 method. Further studies were required to identity peaks of known high molecular impurities and those of
polymers during the analysis.

KEY WORDS: mezlocillin; TSK; G-10; high molecular polymer; high molecular impurity
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Fig. 1 TSK chromatogram of mezlocillin
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15~20 min, 65% A; 20~25 min, 65%A—90%A .
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Fig. 4 Chromatograms of G-10 impurity in different
systems

A-related compounds system; B-TSK system.

6 it

KAFF AL T TSKgel G2000SWx1 4 i (73
FEW 7 V25 FH 526 PE AR A R 7, R
e R EIR, TSK RGMesdREEmT
G-10 &%

o EBACR 252 2016 4E 9 H 55 33 545 9

ROHT 2 e LRI g5 R E T, X TSK &
Gt G-10 R4 KA R AT TAHGPHEE R,

WFFERM, TSK RS, EUERT A%
TR G UL R oy T B T RIS PE AR = 2 F 4%
JRUECRF YR I SRR, HUAEa+ 240
HE. M G-10 RAREWE R ZRREEMIE, FFK
BEERYRHEER&ES TR Bk, TSK
MW mas REE ST G-10 R

TSK RS 58 B G-10 RGM KL EE
B, G-10 RGR AW TSK KRG FIEHT &
TR, AR TR RS, TTREE
BT 2 PO EERS 5 FHEEE B R, S80S
MR AR WA 5. # TSK BRI 7
EAREHURHT R G-10 R4t

AWM, KA TSK il 24050 5 B-M Ik
FERPUE 23V R AT, F2 WA ) 0 e [k 0 35
FERAWEREDES, B REEES TERTE
B B A g . Rk, 78 V] e T RE R R
SEAA R FERIN AT R, RS T E
K2 1 023 o X 2R Al 5 45 SR D 5

REFERENCES

[1] JIN S H, JING J. Studies on ampicillin polymers I . isolation
and characterization of ampicillin polymers [J]. Anti-Biotics
FPER), 1987, 12(4): 241-245.

[2] JIN S H, JING J. Studies on ampicillin polymers II .
determination of ampicillin polymers in ampicillin prerarations
[J]. Antibiotics(F142 %), 1987, 12(4): 245-249.

[3] XIA M, HANG T J, LI X M, et al. A review on the test
methods for high molecular weight polymer impurities in
B-lactam antibiotics [J]. Prog Pharm Sci(Zj%%# &), 2007,
31(11): 501- 507.

[4] hEZi. —H[S]. 2015.

[5] LIU S H, HONG L Y. Determination of high molecular
polymers in cefozopran hydrochloride [J]. Chin J Health Lab
Tec(FFE AR E), 2014, 24 (3): 321-323.

[6] YAOL, GUL S, HU C Q. Development and validation for
determination of high molecular polymer s concentr ation in
ceftizoxime sodium injection [J]. Drug Eval(Zi i), 2007,
4(6): 428-431.

[77 KANG X. SRT and SRT-C comparison and separation of
meziocillin sodium polymer [J]. Fujian Med J(18 & = 24 42 &),
2013, 35(2): 69-72.

ek HH#: 2016-02-23

Chin J Mod Appl Pharm, 2016 September, Vol.33 No.9

<1173 .





