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Fig 1. Accumulaled release profile of FM pulsatile controlled re

lease capsules(n==6)
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Fig 2. Typical chromatograms of extracts from (1) blank human
plasma; (2) human plasma spiked with FM and (3) plasma sam-
ple after a single oral dose of 40mg of FM pulsatile controlled-re

lease capsule. FM; B,=5. 10min
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Tab 1. Extract and method recovery of FM in human plasma(n=35)

Added, Extract recovery Method recovery
ng/ mi Recovery, % RSD, Y% Found,ng/ m] Recovery , % RSD, %
20. 32 91.2541.85 2.02 19.6940. 48 96.90+2. 36 2.44
50. 80 83.83+3.32 3.85 52.0342.29 102. 421-4. 51 4. 40
101. 60 76.81+2. 43 3.17 99.76+5.75 98.19+5. 66 5.76
203. 20 77.28+3.00 3.88 204.174+11. 20 100. 48+5. 51 5.49
Tab 2. Precision of assay(a=25)
Added, Intra-day Inter-day
ng/ mi z+s,ng/ ml RSD, Y z+s,ng/ ml RSD, %
20. 32 19.76+0. 40 2.03 19,594 1. 53 7.82
50. 80 54.84+2.09 3.99 51.05+4. 27 8.36
101. 60 100. 204 5. 56 5.55 98. 761 6. 21 6.29
203. 20 212.48%11. 20 5.29 202.131+13. 46 6. 66
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Tab 3. Pharmacokinetics parameters of FM after oral administration of pulsatile controlled-release capsules or tablets in human(a=3)

Parameters flag K. kal, ka2, f1/2(K), T, tpl. tp2, Cmaxl. Cmax2. V/FI. V/F2. MRT. VRT, AUC, F2/F| AIC
h h—1i h=1 k=1 h h h h ng/ml  ng/ml { 1 h h ng/miXh
Capsules 6.17 0.190 0.971 3.272 3.65 12.87 2.5 38.75 42,42 227.92 291.67 10.34 G61.88 678.4] 0. 464 68,46
Tablets 0.29  0.184 1.184 3.77 2.15 110. 43 217.18 6.37 30.21 845.28 45. 87
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Fig 3. Time course of plasma concentration after oral administra-

tion of the tablets (a,40 mg) and pulsatile controlled-release cap-

sules(b,40 mg)
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Studies on Famotidine Pulsatile Controlled-Release

Capsules

Chen Yanzhong, Gang Yanyun', Jin Zhizhong, Yang Yi, Shan Pingping, Zhu Jiabi'
Institute of Pharmacy, Guangdong Pharmacewtical College, Guangzhou 510224 ; 'Zhongkun Institute
of Pharmacy, China Pharmacewtical Universty, Nanjing 210009

Abstract Famotidine pulsatile controlled-release capsules were prepared with suitable excipients and
by using pellets technology. Methods were established to test dissolution of capsules and determine FM
in plasma. The dissolution results showed that FM pulsatile controlled-release capsules had a character-
istic of pulse release within 0~ 1 h and 10~ 12 h i ritro. The plasma concentration-time curve exhibit-
ed double peak phenomena after three healthy volunteers were orally administrated of FM pulsatile con-

trolled-release capsules(40 mg). Tpm; was 1~2 h and Tpeaz was 13~ 15 h. Preliminary calculation

of relative bioavailability indicated that F., was about 80% compared with the FM tablets.
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