5 FH B R PR T 55 /8 J L H fige i
%‘/\
T B RO TRBARBBRIFC, WK L 261000)

HESHEE RI69.2 XERER A XEHS
DOI  10.6039/j.issn.1001-0408.2014.34.18

FNA T SR RO R AR e

1001-0408(2014)34-3219-02

H OE BN EFREHALERTERES DL AN R RABGEHR TR, Fik . RASRMEE R, ME LS,

25.35 it AL B AT 24 h W BARZ P 555 FT AR5 69 45 AL, IR SREUR W J5 BoAR ik S pH AR & R PEfk A 6
Vo, 25R EGHR B ITAEIR S N U R AN IR AR S, B S T, 24 h R B4R R GG SR pH A3 R BA R E AL, R

H}ri WA HACF B 2 ) (2010 4F )M E , BB TR B 24 £ 99% A L(F8%F T 0h); m AR AT, A8 EY

St &, Ak B B 69 3 K | Bk P AR B T AR AR 69 A8 0 T T M, pHAA B RIS A N R AL, 253k i SR 808 1T 4 A 3

5 U SR RANS ESHR B ARG 24 h N T L& T TR R4, LRAY LB T M T 2R L,

KGR EHR EBERR FTARRRE N U R ANS 4R B AR R T SRR Gk ik

Compatible Stability of Vidarabine Monophosphate for Injection and Pediatric Electrolyte Supplements Injec-
tion
YU Hai-zhou,RUAN Jian(Yantai Center for Food and Drug Control and Test, Shandong Yantai 264000, China)

ABSTRACT OBIJECTIVE: To investigate the stability of Vidarabine monophosphate for injection mixed with Pediatric electrolyte
supplements injection. METHODS: The content of vidarabine monophosphate in mixture was determined by HPLC within 24 h at
5 °C,25 C,35 °C under dark and light condition, and the changes in appearance, pH value and insoluble particles were observed.
RESULTS: After compatibility, there were no significant changes in appearance and pH value within 24 h; insoluble particles were
in line with Chinese Pharmacopoeia (2010 edition), and the relative percentage content of vidarabine monophosphate was above
99% within 24 h (compared with 0 h) under dark condition. Under light condition, as the temperature raised and the extension of
storage time was prolonged, the content of vidarabine monophosphate had declined, while pH value and insoluble particles did not
change. CONCLUSIONS: Vidarabine monophosphate for injection mixed with Pediatric electrolyte supplements injection is stable
within 24 h under dark conditions. The light is the main influential factor of the stability.
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Fig1 HPLC chromatogram
A. vidarabine monophosphate control; B. compatibility solution; C. pe-
diatric electrolyte supplements injection; D. mobile phase
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Tab 1 The relative percentage content of vidarabine mono-
phosphate in compatibility solution under 6 different condi-
tions( % ,n=3)

X s JEid
1 b ST 25T 35C 5T 25T 35
0 100 100 100 100 100 100
1 99.87 99.88 99.86 99.85 99.86 99.58
2 99.89 99.87 99.88 99.87 99.85 98.68
4 99.85 99.84 99.87 99.85 99.83 9791
6 99.86 99.85 99.84 99.84 99.86 95.97
8 99.85 99.86 99.87 99.83 99.82 94.44
24 99.84 99.83 99.85 99.12 99.01 88.62
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Tab 2 pH change of compatibility solution under 6 different
conditions(n=3)

WD b 5T 5T 3T 5T 25C BT
0 676 675 675 67 671 676
| 674 673 676 675 616 675
2 675 674 675 674 615 674
4 672 675 67 675 674 676
6 675 674 675 676 671 675
g 674 673 674 675 615 676

2 677 675 678 677 678 677
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PR Bt ] PR TR BT I R0/ N L A7 TR 2 A SR, 45 It
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Tab 3 Insoluble particles of compatibility solution at differ-
ent time points

TESS AR RR ANJLHURIT I R B A T+
IR h B BT AR TSR LR AN A TSR
ZI0pm=225pm Z10pm=225pum Z210pm =25pum
0 7.6 0.2 6.8 0.1 14.3 0.2
1 6.3 0.3 6.1 0.1 11.8 0.0
2 6.3 0.4 4.0 0.0 8.6 0.1
4 45 0.2 44 0.0 7.7 0.1
6 35 0.3 32 0.2 6.0 0.1
8 2.6 0.0 5.7 0.1 43 0.3
24 3.1 0.1 3.6 0.1 4.6 0.2
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