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Sampling Results and Analysis of Ozagrel Sodium and Sodium Chloride(Glucose) Injections
ZHANG Di, YU Ming,LI Mo, SUN Ling-ling(Liaoning Institute for Drug Control, Shenyang 110023, China)

ABSTRACT OBIJECTIVE: To evaluate the quality of Ozagrel sodium and sodium chloride injection and Ozagrel sodium and glu-
cose injection. METHODS: According to the general requirements of national evaluation programs, 53 batches of samples from 5
manufacturers were detected by using statutory test methods combined with the exploratory research. The quality of 2 kinds of injec-
tions was evaluated by analyzing statistical results. RESULTS: 97.9% of Ozagrel sodium and sodium chloride injection and all
batches of Ozagrel sodium and glucose injection met the requirements of current specifications. Exploratory studies showed that
there were two specific impurities (impurity | and impurity Il ) in samples generally; the quality of product was not influenced by
sterilization test; osmotic pressure of all the samples were all in the range of isosmotic pressure; bacterial endotoxin and sterility
test were all up to the regulations. The contents of 17 kinds of phthalate plasticizers were determined by GC-MS, and the samples
also contained traces of DIBP, DBP and DPP within the national limits. Successful verification of all samples from various manufac-
turers could be obtained through establishing clustering analysis model and could be identified from other types. CONCLUSIONS:
The quality of 2 kinds of injections can meet the current specifications. There are still some problems in few enterprises, such as
the test methods of bacterial endotoxin and sterility should be unified. It suggests to improve and unife current quality standard and
further strengthen the supervision of 2 kinds of injections.

KEYWORDS Ozagrel sodium and sodium chloride injection; Ozagrel sodium and glucose injection; Evaluative testing; Quality
evaluation
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Fig2 Determination of related substance in manufacturer A
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Fig 5 Relationship of osmotic pressure molar concentration
and the contents of sodium chloride(glucose)
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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

TLIGAIE , I AT 5 A SRR X 2 . AR B R — AT R
— B SRR S X BRI A 5 B — B S R A
MEREHE , AT — BT . SR FTIZAEED, T4 T R RE
HEATIX A3 A
4 H5iE

M R LA IR R MRS TAE , 2B BT 0
Hh R HEAT I 24 BT, LA () Rl B0 R R R M e — , 1 pHL A
AEBREE AT W TG A Tk A N R R KA vk R G
BER AT 5 v B i 1 CRLAR (1 R 48 Jonod B i B
i ECR

X AT An] — it K B Wy i 100 5, G A 560 52 B L RE 1
R A ARSI EN 75 Yt (R R R MR TR Y, 4
X I T B T A I TG 3 PR B SAiE 52, PRI AT e XU
FKHE T BT, R R R AR K I B TSk
JEHENT AR FLAFIY 25 b AR 7 TR A BT AR R TRY, A0
T AR R BIE GO R R

Geihid R S SR I A B A X ) K
O S& 5 i | el R A ) D) 2 3 A A A o A R A A T AR 4y
A RS (9788 Ak, WACTI 328 30 4 1535 57 3 DR 3% e A9 A 1 3 SR D
By, R R R A R FETI. E SOR R,
SYTRHEA TGS 24 BT | 1T LA B It DA 2 1 6 445 S o 2 R

* . BFSE T I - £ 52 SR . i« 020-81853845. E-

mail : giuyunqi@foxmail.com

THEZD 20144555 25 455 21 1

SRR XA S A R R EA T b, A B B & AR

P R R A i 2 R T T N Y TS AR

S 3Hk

[1] FHI, 5k, 2k, 5 BRFUAK T a0 A TR A B Hh e e A
FEEIBFFE[I]. o B 2505 ,2012,15(10) : 1 421,

[2] Sk, KA, NG, S Gt il R Hil A AN B LS TN
SACEN SR T2 R il e 1 (0], B 2507, 2012,
15(11):1 660.

[3] FERLGMFER S PEAREFES R —3£[S].20104F
oAb A BE 2R ik, 2010 B 5% 75,99 ,103.

[4] 5%, FEHA, B HRE ARSI 20 BB — H IR E
RALA VIR GC-MS M RE [J]. 25 4 5 #7 Z2 &, 2012, 32
(12):2221.

[5] 24, Fid PhAa R LR Tk FE AT R AT 2K — g
T(2-LH I BRI Dy i ST R AE 3 R
R RITSR ). 25 M -7 22 &,2012,32(11):2 012.

[6] AE0Y ks s 4 4% o DEHP (9% H R T [J]. 26 40
e & ,2011,31(10):2 005.

[7] S22, 05, Bl § L4 /M8 G 454 CP-
ANN I PLS Sl f T SRR 2 M [J]. At o AT 22
2012,32(8):1 402.

[81 THRA:, k2= IT 2T AINE S G s i 2 24 F PE AR
JEHE ) T E[J]. 25 4 AT 22,2010, 30(12) : 2 048.

Ok H497:2013-11-25 &[] H 7. 2014-02-27)

China Pharmacy 2014 Vol. 25 No.21 - 1979 -



