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ol B E KT B 4 #) 4 0.051~0.153 mg/ml (r=0.999 9) | 20.32~60.96 pg/ml(#=0.999 9) , F 35 =i F 5 3] 4 99.3%
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Content Determination of 2 Ingredients in Compound Silver Sulfadiazine Suspension by HPLC

ZHAO Yong-de', TIAN Hong-gen’, DING Chang-ling', DING Zhao-xing', CUI Guang-huai', LIU Cheng-hua' (1.
The Affiliated Hospital of Binzhou Medical College, Shandong Binzhou 256603, China; 2.Binzhou Institute for
Drug Control, Shandong Binzhou 256618, China)

ABSTRACT OBIJECTIVE: To establish a method for content determination of 2 ingredients in Compound silver sulfadiazine sus-
pension. METHODS: HPLC method was adopted. Kromasil C;s column was used. Mobile phase A 0.8% triethylamine (pH value
adjusted to 4.9)-mobile phase B methanol (90:10) was used to elute for the determination of silver sulfadiazine; after peak value
appeared, mobile phase A-mobile phase B (60:40) was used to elute for 10 min for the determination of chlorhexidine acetate at
the flow rate of 1.0 ml/min. The detection wavelength was set at 260 nm and column temperature was room temperature. RE-
SULTS: The linear ranges were 0.051-0.153 mg/ml for silver sulfadiazine (»=0.999 9) and 20.32-60.96 pg/ml for chlorhexidine ac-
etate (#=0.999 9). Average recoveries were 99.3% (RSD=0.75% ,n=6) and 98.0% (RSD=0.90% ,n=6). CONCLUSIONS: Es-
tablished method can separate silver sulfadiazine from chlorhexidine acetate completely and avoid mutual interference, and the meth-
od is simple, sensitive and effective for the quality control of the preparation.

KEY WORDS HPLC; Compound silver sulfadiazine suspension; Chorhexidine acetate; Content determination
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BT S 120060101, 4603 £ 99.2% ) 5 BEFRSE O sE ) B (P
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Fig1l HPLC chromatograms
A. silver sulfadiazine control; B. test sapmle (silver sulfadiazine) ; C.
chlorhexidine acetate control; D. test sample (chlorhexidine acetate) ; 1.

sulfadiazine; 2. chlorhexidine acetate
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Tab 1 Result of recovery test(n=6)

g4 BEfp o, AR, WfE, ECR, FECR, RSD,
mg mg mg % % %
T cmEnEdR 49.05 51.00 9962  99.15 99.3 0.75
49.05 51.00 99.72 9935
49.05 51.00 99.51  98.94
49.05 51.00 99.62  99.16
49.05 51.00 10048  100.84
49.05 51.00 99.41  98.75
R E  0.99%4 1.016 2.00 99.0 98.0 0.90
0.994 1.016 198 970
0.994 1.016 199 980
0.994 1.016 200 99.0

0.994 1.016 1.98 97.0
0.994 1.016 1.99 98.0
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Suggestions of Friability Examination about Vacant Gelatin Capsules
LI Ru-dong', QIN Zhi-gao®(1.Armed Police Corps Hospital in Guangxi, Nanning 530003, China;2.Nanning Mu-
nicipal Institute for Drug Control, Nanning 530001, China)

ABSTRACT OBJECTIVE: To put forward suggestions for friability examination about vacant gelatin capsules. METHODS: The
contents of 5 editions of friability examination criteria (1989 —2010) about vacant gelatin capsules were compared and analyzed,
and identified by experimental experiences. RESULTS: After comparative analysis and experimental operation, there were some de-
ficiencies in those criteria, such as in friability examination relative humidity control hadn’t been quantized; the preparation of mag-
nesium nitrate saturated solution was short of evidence; inspection instruments was not clear. CONCLUSIONS: It is suggested to
strengthen and determine the final conditions for vacant gelatin capsules friability examination so as to own maneuverability and

play the deserved guiding role of criteria.
KEY WORDS Vacant gelatin capsules; Friability; Criteria

oooooooooooooooooooooooooooooooo

B3 HURE D 42,37 T 5 vk 1l 2 A V90, EAE DU
SE R AR IR 2,
R2 SHtERESENELR

Tab 2 Result of content determination of 3 batches of sam-

ples
il T REENER , % (ehin it 4e) BRI, % (b i)
20110503 98.1 99.4
20110602 99.5 98.2
20110626 97.9 98.9
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SEAFURIBE , B e W I I ZAT7E 10 min 2547 HY 0, TS R 44 O A2 60

* EELN, DT 2535 E-mail : 474892886 @qq.com
#IEEVEE B FATZ500, W55 1) 2595347 . E-mail: nnqzg@

163.com

- 818 - China Pharmacy 2013 Vol. 24 No. 9

ooooooooooooooooooooooooooooooo

min J5 AR WL HH U 5 AnSRASCR R 3 AH A-Jii 3l AH B (60 40)
PEATERIN, BE R S O K EIFE 7 min H 05 7 g W e 7 (0, 73%
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