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Validation of Microbial Limit Test of Chloral Hydrate Syrup
OU Jie-wen', LYU Jin-jun’(1.Foshan Shunde District First People’s Hospital, Guangdong Foshan 528300, Chi-
na;2.Dept. of Pharmacy, Guangdong Medical College, Guangdong Dongguan 523800, China)

ABSTRACT OBJECTIVE: To establish the microbial limit test for Chloral hydrate syrup. METHODS: According to the method
of Chinese Pharmacopoeia (2010 edition, Il ), microbial limit test of Chloral hydrate syrup was studied. RESULTS: When bacte-
ria, mycete and saccharomycetes of Chloral hydrate syrup were counted by using routine method, recoveries of Staphylococcus au-
reus, Bacillus subtilis, Candida albicans and Aspergillus niger were less than 70% ; those of above bacteria were more than 70%
and in line with the regulations when using culture medium dilution method. The control bacterias (Escherichia coli) could be de-
tected by routine test method. CONCLUSIONS: In microbial limit test of Chloral hydrate syrup, the amount of bacteria and molds

can be determined by culture medium dilution method, and control bacteria can be determined by routine method.
KEYWORDS Chloral hydrate syrup; Microbial limit test; Recovery rate; Culture medium dilution method
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BHRBUEE G S 121011) MR BT3RS
120523) .2 K 5 T B IR B 3R 5L (LS5 1060426) B IR A 1T
FEHE (S . 110124) B LN E B R R AL (5 .
111031) IHERFLHE (BL) 5723 (L5 : 110414) 4-F FLA:TE R
HFEFH R (MUG) B 27 22 (1L 5 £ 121023) ¥ [ Jb 5t = 25RH 4L
FERAN ]
1.5 Rk

pH 7.0 JC I S AL B4 - 25 1R 28 P L 0.9% TG 1 A AL 1
WX R Al
2 AEE5ER
2.1 HERpEE

PR IR T 4 P (O A8 BRI R 5 SE AT T 1 ik
Rt 28 R e IR 48 30~35 C T H5 9% 18~24 h;y %
Tl 11 o S R o 1) B B SR B ol RS T R SRS, 1 23~
28 °C N 537 24~48 h g , ¥ L IRES W 0.9 % Jo i &AL i
WA 1 ml S U 50~100 CFU Y T8 B 5 32 Fh 2 i 25
BB R RS R B R D T BUIR B R P K F2 6~7 d, A
3~5ml 0.9% Jo TR AL ENA I, K0l VR B I K B =
Ter U N, 0.9% TG 1R S AR ANV B0 B A 1 mi 5 T 5L
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2.2 il H &

FRIUEE 5 10 ml, A pH 7.0 TC B SLAN-E M2 0Pk %
100 ml, {247, % .
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ERBUEE R B E A BN E SRR R SR P, 41
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Tab 1 Count and recovery of bactria, mould and saccharo-

mycete
" . AR CFUmI Flfe%, %
] Fits — TRy =
HRA(D) ARAQ) mEd R SR JRA0)
KBGAE 20130006 55 6 67 0 8.1 95
20130918 66 7 81 0 815 95.1
01310010 64 70 7 0 8.1 909
SREHEHE 20130006 59 76 86 0 68.6 884
0130918 62 7 9 0 68.9 85.6
0131000 53 n 7 0 69.7 947
WEFAITE 2003096 26 5 54 0 481 9.3
20130918 26 50 51 0 510 9.0
031010 30 55 56 0 53.6 9.
HEAKE 20030906 62 80 89 0 69.7 899
0130918 52 68 76 0 684 89.5
01310010 69 84 100 0 69.0 84.0
Lt 2013096 52 78 84 0 65.5 94.0
0130918 53 71 7 0 68.8 9.
0131010 65 8 % 0 617 854
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Tab 2 Validation results of Escherichia coli

JiH Hidts ke WXt IR
BLEF A 20130906 + -
20130918 + -
20131010 + -
MUGHAHE 20130906 ¥ -
20130918 + -
20131010 + -
R 20130906 + -
20130918 + -
20131010 + -
T 7 FRIR SO BE M, =7 0N SOy St B
note: “+ " represents positive response; “— " represents negative re-
sponse
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W OE BN Z2IRFEHRFAERY AN ETF, Fik: RAHRHRMEEE, EiE4H Agilent TC Cy, 3404 T
J%-0.01 mol/L Bz — fA47 7% (pH 5.8) (12:88) , #.i% 24 1.0 ml/min, 4R 3% K 4 260 nm. & 4n Je T #e5h A7k b @mArit SL 4%
BB AN H xR, SR EZEEFNHT G S ERMS B BRI, AN R R E LT E A4 0.3~
30 pg/ml, 58 4 ST B WL RO R A M ] R B AR M T B 39 24 0.03~3.0 pg/ml(r=0.999 8~1.000) , &l F& % 0.03
0.21.1.20,0.21,0.03 ng, 4537 sk 4RAR M 3\ RAUL S, LAFanh) = S ) R SR T A2 & ik,
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Determination of Related Substances in Adenosine Injection by HPLC
KAN Wei-na, YANG Hong-wei(Liaoning Institute for Food and Drug Control, Shenyang 110023, China)

ABSTRACT OBJECTIVE: To establish a method to determine the related substances in Adenosine injection. METHODS: HPLC
method was adopted. The determination was performed on Agilent TC Cis column with mobile phase consisted of acetonitrile-0.01
mol/L potassium dihydrogen phosphate (pH 5.8, 12:88) at the flow rate of 1.0 ml/min. The detection wavelength was set at 260
nm. The contents of known impurities were calculated by peak area using external standard; the contents of total impurities and sin-
gle impurity were calculated by self-control method. RESULTS: The adenosine can be separated from impurities well. The linear re-
lationships of adenosine and impurities (uridine, guanosine, inosine and adenine) were good at the range of 0.3-30 pg/ml and 0.03-
3.0 pg/ml (7=0.999 8-1.000), and the detection limits were 0.03, 0.21, 1.20, 0.21 and 0.03 ng. CONCLUSIONS: The method is

simple and sensitive. It can be used to control the quality of the products.
KEYWORDS Adenosine injection; HPLC; Related substance; Adenine; Uridine; Guanosine; Inosine
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