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Preparation and Quality Control of Ophthalmic Gel of Compound Ganciclovir/Triamcinolone Acetonide
ZHANG Xue-ming', DAI Xue-wen’, LIU Qing’, WANG Zi-jing’, FANG Zhi-zhong’(1.Dept. of Pharmacy, Tianjin
Jixian County Hospital of TCM, Tianjin 301900, China; 2.Dept. of Pharmacy, College of Pharmacy, Tianjin
Medical University/Tianjin Key Laboratory on Technologies Enabling Development of Clinical Therapeutics and
Diagnostics, Tianjin 300070, China)

ABSTRACT OBIJECTIVE: To prepare Ophthalmic gel of compound ganciclovir/triamcinolone acetonide, and to control the quali-
ty of it. METHODS: Carbomer was used as matrix to prepare Ophthalmic gel compound ganciclovir/triamcinolone acetonide. The
contents of ganciclovir and triamcinolone acetonide were determined by HPLC. The appearance, viscosity, osmotic pressure and
pH value of the gel were all detected. RESULTS: The ophthalmic gel was colorless, clear and transparent, uniform and stable in
appearance. The viscosity was 92 mpa-s, and osmotic pressure was 921.66 mosmol/kg (pH=6.91). The linear ranges were 30.3-
90.9 pg/ml for ganciclovir and 10.5-73.5 pg/ml for triamcinolone acetonide (#=0.999 8); average recoveries were 99.20%-99.88 %
(RSD=0.81%-0.90% , n=3) for ganciclovir and 100.29% -100.64% (RSD=0.24%-1.03% , n=3) for triamcinolone acetonide.
CONCLUSIONS: The method is simple and controllable in quality.
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Fig1l HPLC chromatograms
A. substance control; B. tests sample; C. negative control; 1. ganciclo-

vir; 2. triamcinolone acetonide
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Fz1 MEEKEIXE (n=3)
Tab 1 Results of recovery tests(n=3)

W O, AR, WA, e, FHE RsD,
mg mg mg % R, % %
HHEE 69.76 60.60 130.16 99.67 99.20 0.83
69.76 60.60 13030  99.90
69.76 60.60  129.17  98.04
69.76 7070 14036 99.86 99.36 0.81
69.76 7070 14046 100.00
69.76 7070 13920 98.22
69.76 80.80  149.53 98.73 99.88 0.90
69.76 80.80 15130  100.92
69.76 80.80  150.55 99.99
A 4721 42.00 89.40  100.45 100.52 0.51
4721 42.00 89.70  101.17
4721 42.00 89.18  99.93
4721 52.50 9939 9939 100.29 1.03
4721 5250  100.62  101.73
4721 52.50 9958  99.75
4721 63.00  110.74  100.84  100.64 0.24
4721 63.00 11040  100.30
4721 63.00  110.70  100.78

*2 BENEER(n=3)
Tab 2 Results of content determination (n=3)

Eiin/¢ o % Y, % RSD, %
1 HiEFH 93.04 92.47 0.46
92.32
92.04
iR 93.94 93.84 1.16
92.46
95.12
2 Wik 91.25 91.04 0.40
9135
90.53
it el 91.20 90.83 0.35
90.87
90.43
3 HiEFH 95.12 94.65 0.70
95.11
93.71
iRt 93.88 95.00 0.97
96.14
94.98

R3 HmASIRTK FE BSEE pHUELER

Tab 3 Appearance, viscosity, osmotic pressure, and pH

value of samples

EiinVe SRR B mpa-s B, mosmol/kg pH
1 ¥—fae 92 940 6.91
2 ¥t 92 924 6.90
3 ¥—FuE 92 901 6.92
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