HPLC ¥ [F B 52 4E47 8 Hh s IR Hh 28 S TR FI4E A R Y & &
UTTS, TEE, B0 SER, FI6, B2 CIHL A RELHERAHE B8 330000)

FEHES RI927.2 XHERFRERS A
DOI  10.6039/j.issn.1001-0408.2016.03.32

XEHS 1001-0408(2016)03-0381-03

B OE BW . ZIRNNTYEFT PERbEARREARS TN T X, Fix KA GRRMEE R, &4 % Diamonsil
Cus, RFNAAA FEL-0.1%F8 5% (87:13, V/V) , #m 2% ¥ 4 254 nm(0~5 min) F= 350 nm(5~20 min) , /7% 4 1.0 ml/min, 4278 %
25 C,BAE2 4 10 pulo £53R  BEER Wy 2 A [ o 2 A BR 09 A0 2R SR T8 B 9 9 0.5~5.,0.496~4.96 pug/ml1(r=0.999 9.0.999 8);
e JE AR E IR 8 RSD<<1% ; An A EHIK % 451 2 98.37% ~100.03% .98.21% ~100.38% ,RSD %% 4 0.58% .0.78 %
(n=6), Lk Z7EME Ao it ERA THGFT PRRGZRIEREARNGESEMNE,
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Simultaneous Determination of Triamcinolone Acetonide Acetate and Tretinoin in Dimensional Ointment
by HPLC

XIAO Lili, DING Zhijun, XU Shigui, GUO Yicheng, WANG Yamin, LUO Meilan (Preparation Room, Jiangxi
Dermatosis Special Hospital, Nanchang 330000, China)

ABSTRACT OBIJECTIVE: To establish a method for the contents determination of triamcinolone acetonide acetate and tretinoin
in Dimensional ointment. METHODS: HPLC was performed on the column of Diamonsil Cis with mobile phase of methanol-0.1%
Phosphoric acid solution(87:13, V/V), detection wavelength was 254 nm(0-5 min) and 350 nm(5-20 min),at a flow rate of 1.0
ml/min, column temperature was 25 °C, and volume injection was 10 pl. RESULTS: The linear range was 0.5-5 pg/ml for triamcin-
olone acetonide acetate (#=0.999 9) and 4.96-49.6 pg/ml for tretinoin(+=0.999 8) ; RSDs of precision, stability and reproducibility
tests were lower than 1% ; recoveries were 98.37%-100.03% (RSD=0.58% ,n=6) and 98.21%-100.38%(RSD=0.78% ,n=6). CON-
CLUSIONS: The method is simple, accurate and fast, and suitable for the contents determination of triamcinolone acetonide ace-
tate and tretinoin in Dimensional ointment.

KEYWORDS HPLC; Dimensional ointment; Triamcinolone acetonide acetate; Tretinoin; Content determination
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A.negative control; B.mixed control; C.test sample; l.triamcinolone
acetonide acetate ; 2.tretinoin
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Tab 1 Results of recovery tests(n=06)
CHEE, AR, i, THMEEE RSD,

ﬁi}““ﬁiﬁ} mg mg mg mj{?@ﬂq& l&}; % %
Tt e 25l 12617 1250 2502 9.2 99.08 058
12626 1250 2496 98.67
12586 1.250 2509 100.03
12614 1.250 2491 9837
1261 1 1.250 2497 98,87
12657 1.250 2507 99.30
fAR 12733 1245 2496 9.1 99.29 078
12669 1.245 2502 99.20
12663 1.245 2516 10038
12676 1245 251 99.95
12575 1245 2491 99.08
12667 1.245 2498 98.90
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20150506 100.67 100.23
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J 20 ulo FHHE HPLC 3k P A7 25 R 5w An i 2 ik 25 Rt AT idR . 45 R AR B AR 69 il i 23k & &1 T8 B 29 0.02~10.01
mg/ml(r=0.999 9) ;45 % A F M FE X RSD<2% ; B F 4 99.15% ~100.15% ,RSD=0.35% (n=9), 3#H %4 &
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Content and Molar Ratio Deteremination of Ornithine Aspartate for Injection by HPLC
REN Lianjie"*,ZHANG Wei', WU Hanyan', GAO Hengying', LI Qun'(1.Beijing Institute for Drug Control, Bei-
jing 100035, China;2.Center for Drug Evaluation, CFDA, Beijing 100038, China)

ABSTRACT OBIJECTIVE:To establish a method for the determination of the content and molar ratio of Ornithine aspartate for in-
jection. METHODS: HPLC was performed on the column of Thermo HYPERSIL Aps-2 amino column with mobile phase of aceto-
nitrile-0.05mol/L Potassium dihydrogen phosphate solution, the flow rate was 0.9 ml/min, the column temperature was 30 °C,the de-
tection wavelength was 200 nm, and the injection volume of 20 pl. The results determined by HPLC and potentiometric titration
were compared. RESULTS: The linear range of ornithine aspartate was 0.02-10.01 mg/ml(»=0.999 9); RSDs of precision, stabili-
ty and reproducibility tests were lower than 2% ; recovery was 99.15%-100.15% (RSD=0.35% ,n=9). The content of 3 batches
of Ornithine aspartate for injection was 100.04%-100.64% and molar ratio was 0.982-0.989. The content is similar to the results de-
termined by potentiometric titration with national standards. CONCLUSIONS: The method is simple, accurate, specific and sensi-
tive, and suitable for the determination of the content and molar ratio of Ornithine aspartate for injection.

KEYWORDS Ornithine aspartate for injection; HPLC; Content; Molar ratio
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