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Content Determination of Related Substances and Antiseptic in Lincomycin Hydrochloride Eye Drops by
HPLC

ZHANG Jing', CHANG Yang’, ZHU Jian-ping', CHANG Jun-shan'(1.Hebei Institute for Food and Drug Control,
Shijiazhuang 050011, China;2.Hebei Medical University Fourth Hospital, Shijiazhuang 050011, China)

ABSTRACT OBJECTIVE: To establish the method for content determination of related substances and antiseptic (benzalkonium
bromide, ethylparaben, sodium benzoate, merthiolate) in Lincomycin hydrochloride eye drops. METHODS: HPLC method was ad-
opted. The separation was performed on Phenomenex Luna C;; column with phosphoric acid buffer (pH 6.1)-methanol-acetonitrile
(77:8:15) as mobile phase at the flow rate of 1.0 ml/min. The detection wavelength was set at 210 nm and column temperature
was 50 °C. RESULTS: The calibration curves of lincomycin, benzalkonium bromide, ethylparaben, sodium benzoate, merthiolate
revealed good linearity (»=0.999 9-1.000 0). The detection limits were 1.05, 1.5, 2.5, 1.2 and 1 ng. Average recoveries of 4 kinds
of antiseptic were 99.3%-101.2% (RSD<1.1% , n=9). CONCLUSIONS: Result of determination is accurate and reliable. This

method is suitable for quality control of related substances and antiseptic in Lincomycin hydrochloride eye drops.
KEY WORDS Lincomycin hydrochloride eye drops; Related substances; Antiseptic; Quality control
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Tab 1 Kinds and content of antiseptic in Lincomycin hydro-
chloride eye drops
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Fig 1 HPLC chromatograms of lincomycin hydrochloride
control
1. N-normethyl lincomycin; 2, 5. unknown impurity; 3. lincomycin B;
4. a-amide epimer lincomycin (impurity A); 6. lincomycin; 7, 8. prope-
nyl analogue and Z isomers
2.3 BAEFERMKRARBIEE
BOAR i, ALl A d i e ST EE O 1.0 mg/ml
BRI, A D Bt V8 5 B I W 1 ml, T 100 ml &
HLHR 0L SIS B 2 20 B, A S A S SR RV A i v
IR, BORFLIR B 2R O R R B AN B0 R
st B I S A 20 ) SR T ml A% 0.1, 0.25, 0.04,0.01
mg R . B ZD 2.3 &% 1 #H ALK E , 2507 |
RETERAET AT B R AT R I B B A5 AR oA 5 45 15 TS
NS EERIFFEME . & FAL IR E SR LK 2.

1200 ! 1400 ° 1

E: 800 21000

£ 400 2 3 £ 600 B
200

0 5 10 0 10 20 30 40 50
£, min £, min

B
1 1
o
L e I
20011 A
0 2 0 5 10 15

t, min t, min
¢

D
B2 HiXmaReikEeitE
AREAOGIES : 110411) s BAEMQ (LS :421001) s CAER O (5 -
20101102) ; DAL (HES-: 110801 ) 5 LKA FE 25 2 K 85 E B 3. it
ISRAN s 4 RFLIR B 5 5 IR R LT 6 K T IR BN
Fig2 HPLC chromatograms of test samples
A. sampleD (lot No. 110411) ; B. sample @ (lot No. 421001) ; C. sam-
ple @ (lot No. 20101102) ; D. sample® (lot No. 110801) ; 1. lincomy-

cin; 2. lincomycin B; 3. thiomersal sodium; 4. benzelkonium branide;

5. ethylparaben; 6. sodium benzoate
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Fig3 HPLC chromatograms of specificity test
A. excipients; B. samples destroyed by alkaline; C. samples destroyed
by acid; D. samples destroyed by oxidation; E. samples destroyed by
light; F. samples destroyed by high temperature; 1-2, 4-5, 7-8. related
substances; 3. lincomycin B; 6. lincomycin; 9. benzelkonium branide
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Tab 2 Content determination of related substances and anti-
septic in samples (%)
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