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Analysis Study of the Quality of Domestic Famotidine for Injection
QIU Yun-qi, LEI Yi, HUANG Yan-ting, HU Bi-bo (Guangdong Institute for Food and Drug Control, Guangzhou
510180, China)

ABSTRACT OBIJECTIVE: To evaluate the quality and problems of domestic Famotidine for injection. METHODS: 53 batches
of Famotidine for injection from 27 manufacturers were tested in terms of property, identification, clarity and color of solution,
acidity, related substance, loss on drying, bacterial endotoxin, asepsis and content determination according to official standards
and the exploratory research method, to investigate their quality and the influencing factor of quality as water content, pH and stor-
age temperature. RESULTS: Through the test with current standards, we found that its passing rate is 34%. Through the explorato-
ry study, we found that water and pH had great impact on quality. Uniform perfect standard is absent in China at present, while
there are many quality standards at different levels. CONCLUSIONS: The quality is poor and current standards need to be revised.
The production technology is closely related with the quality, so that the technology needs to be improved urgently.

KEYWORDS Famotidine for injection; Quality analysis; Standard establishment
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Tab 1 The number of Famotidine for injection in different
period of validity and unqualified product
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1441 1 0 254°A 2 0
157A 4 4 2671A 1 0
1671 8 8 2911 2 0

F 1G5 ER I ROHEE T A G R B R s T RO
FEdh . RIARYIAE 18T LAY 35 LA T A 4 M 20%
FIABONAE 18 A LU By 1I8HEFE S SR N 61% . £
BB R E MR 22 BEN A 1R) AR K, 77 o B SRR

ANEREITH FZ MR AR TS R A YL AT I
Sey ent TR E I | H R VA TR T BE () R
o RGBT (DR A G 153t (2) RN
VBT S0 NG HEEER SUHL, W R Ry K. R
F AR IE WS1-(X-040)-2004Z FL5E g “BUA & 5 57, 435 ik 2

TEIE 2014 FH s EBE 1M



ml (A VRN O, AN B AR AR AR 21 4 T
0.5 S BEFR R, /N T 1S i BEARUMEN”, 9L N “ KT 150
JERRER”, LS 1S EEARUEIRA Y o 150 T K LT
AN, T ELRRE R 22 T B i A BV R AR E R R
FsEVE2Z TR 5 &AM A7 T2 R T 2S5 A 06 (3 %
VBT ASARAE L LAt (4) TR HE B4 LTitE. (5) AT Il 5
VAR 5L, W R 3T 50 (6) e it AN EAR AR 241
4 REEARRER
41 BHXRYR

(rprE 25 8) 2010 4 2 . USP32-NF27 hitFl BP2010 45 iz )
ARUSCSRE S LSO T A TP 16 JRO ™ 3R A I3 v
OB T BUAT K AR WS1-(X-040)-2004Z 4 ) T 4
Jr i TLC . A0S % USP32-NF27 iU Fl BP2010 4E i, i
b XA [ A T IR U, 7E USP 1 IR SC ) ks A
TR B HEATOUAR AN TR I SO T R A 1
AR RS A S RIGE Tk . RS T RN A ) 5
RO AN [V (3 251 FE R IR 2.
R2 FEEBTRIFREXDRRENAEREEIEZE

2R
Tab 2 Comparison of LC methods for the determination of
related substance in Famotidine preparations
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Tab 3 Effects of water content on the content of impurities

in Famotidine for injection
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Tab 4 Effects of acidity on the content of impurities in Fa-
motidine for injection
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Tab 5 Effects of storage temperature on the content of im-

purities in Famotidine for injection
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