LR — I SUIMZE BEOALTE R N 1Y 24 822 SR N /M S PSR
THAECEFN FEA AR (LEHES 0P OER, M8 AW 471032 8 ANB A EX R
27 AN 450000)

hE SRS RI65 XHEFRER A
DOI  10.6039/j.issn.1001-0408.2014.33.12

XEHS  1001-0408(2014)33-3110-03

i E B ARERFIUNMH)EBEHIERBNG S FRAEDARNE, F 6 AR > H 24, 553 EE 2
XA ) MH &8 fe bR 7 MH K, 42578 4 24.5 mg/kg, 1 Al E XX 58, 53 TL B4 %)505.1.1.5.2.3.4.5.6,
8.10.13.24 .36 h IR dfe , A & 2R AR &38| 2 dn 25 5% JE , 3p9T7 #kAF 31 35 30 32 Ak, S 2 Sk SR ik . 2R 23R4 A
89 250 W SR AF A EARAY IR F) 5 A ) 89 1w B A (5.88 £0.41) (2.34 £ 0.17) h, 1,5 %1 4 (4.35 £0.67) .(2.01 £0.30) h,
Coax 3 F (499 £0.67) . (7.09 £ 1.83) pg/ml, AUC0i0 2 #) 4 (52.41 £7.45) . (48.13 £ 5.51) pg-h/ml, % 3% 4] 7 Ag st A& M ) A B A
108.9% ; k91N 25 54K MBS IE A AR % 2 40r=0.785 8, £ MH B4 B B4 AE  IRME 25 54K VRO L — 89 AR X1k
KEEIR BT AUNERMIL; R 25 3h 55 A A AL AR SME U

Pharmacokinetics and ir vitro and in vivo Correlation of Metformin Hydrochloride Sustained-release Pel-
lets in Beagle Dogs

WANG Ying-ying', CUI Xin-gang', LIANG Yan-chun', CHEN Hong-xuan’(1.No. 150 Central Hospital of PLA,
Henan Luoyang 471031, China; 2.College of Pharmacy, Huanghe Science and Technology University Medical
College, Zhengzhou 450000, China)

ABSTRACT OBJECTIVE: To study the pharmacokinetics and bioavailability of Metformin hydrochloride (MH) sustained-re-
lease pellets in dogs. METHODS: A total of 6 dogs were randomly assigned into 2 groups. They received test preparation (MH sus-
tained-release pellets) or reference preparation (MH tablets) 24.5 mg/kg, respectively. And then a crossover trial was conducted 1
week later. Blood samples were taken before medication and 0.5, 1, 1.5, 2, 3, 4, 5, 6, 8, 10, 13, 24, 36 h after medication.
The blood concentration of MH was determined by HPLC. The pharmacokinetic parameters were calculated by using 3p97 soft-
ware, and the correlation between absorption percentage in vivo and release rate in vitro was compared. RESULTS: Blood concen-
tration-time curve of test preparation is up to one-compartment model. The pharmacokinetic parameters of test preparation vs. refer-
ence preparation were as follows: fm, were (5.88 +0.41) h vs. (2.34 £ 0.17) h; ¢, were (4.35+0.67) h vs.(2.01 £0.30) h; Cue
were (4.99 +0.67) pg/ml vs. (7.09 +1.83) pg/ml; AUC, 2, were (52.41 +7.45) pg-h/ml vs. (48.13+5.51) pg-h/ml. The relative
bioavailability of test preparation was 108.9%. The correlation r was 0.785 8 between absorption percentage in vivo and release rate
in vitro. CONCLUSIONS: MH sustained-release pellets shows sustained-release property. The drug release in vifro and absorption
in vivo are correlative.
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Application and Achievement of Quality Control Circle in Continuous Quality Improvement in the Produc-
tion of Hospital Preparations

LI Qian, ZHENG Dong-sheng, HANG Han-qiang, ZHANG Xing-guo (Dept. of Pharmacy, The First Affiliated
Hospital, Zhejiang University School of Medicine, Hangzhou 310003, China)

ABSTRACT OBJECTIVE: To improve the quality of hospital preparations production continuously, and to reduce the production
time for unit preparations (PTUP) of Ethyl sodium chloride solution through quality control circle (QCC) activity. METHODS: In
accordance with PDCA (plan, do, check, action) cycle and the ten steps of QCC, continuous quality improvement was conduct-
ed, and tangible and intangible results were evaluated. RESULTS: Aimed at improving the preparation, filling and human factors,
the PTUP of Ethyl sodium chloride solution was reduced for 21.15 min by means of improving production tools, updating equip-
ment, strengthening training and assessment, as well as optimizing the production processes. The PTUP was shortened by 21.15
min. The target achievement rate was 133.9% , and the rate of progress was 47.55% . The time of preparation production had been
shortened greatly, at the same time, a substantial increase was observed in the problem-solving skills, communication and coordina-
tion ability and enthusiasm of QCC members (positive increase of growth value were 1.83, 1.50, 1.33). CONCLUSIONS: QCC ac-
tivity could effectively increase the production efficiency of hospital preparations, optimize production processes and procedures,
and promote continuous quality improvement of the production of hospital preparations.

KEYWORDS Quality control circle; PDCA cycle; Hospital preparations; Production time for unit preparations; Continuous qual-
ity improvement
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