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Quality Analysis of Loxoprofen Sodium Tablets
CAO Lin, CHEN Zhongyi, ZHANG Yan, LUO Shuqing(Ningbo Institute for Drug Control, Ningbo 315048, China)

ABSTRACT: OBJECTIVE To evaluate the current quality situation and problems of loxoprofen sodium tablets by testing and
analyzing 41 batches of loxoprofen sodium tablets collected from the realm of drug production and circulation all over the
Zhejiang provience in 2017. METHODS The prescribed examination was combined with exploratory research as the current
standard could not completely control the product quality. X-ray diffraction method was used to determine the crystal form.
HPLC was used to determine the chiral separation, related substances, dissolution and stability. ICP-OES was used to determine
the residue of bromine. Near infrared spectrum database was established by near infrared spectroscopy. The results of the
prescribed examination and exploratory research were statistically analyzed. RESULTS There were differences between the
results of the prescribed examination and exploratory research. CONCLUSION  The results of exploratory research show that
there are defects in some statutory standards. The product quality of different manufacturers is variant, and it is necessary to guide
them to improve the preparation process and the quality. More perfect methods shall be used to completely control the quality.
KEYWORDS: loxoprofen sodium tablets; quality analysis; prescribed examination; exploratory research
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Fig. 2 Content determination comparison of 5 companies

- 564 - Chin J Mod Appl Pharm, 2019 March, Vol.36 No.5

TN E T, B A AT E AR 2 4
X B AR AL, oAb AL AR HPLC Kl %
HE B Al 2 HEAE L 1P 33 5 A 108.2%
F111.3%, 5RE & THA %K, HE HPLC
()& I E 45 B2 11%. X E b skt
1T 7RSI, 25 B 7Rz AL AR R BT PO I
23 WRWHR
230 IERIEIFERI SIS ] X ST
SHSCRE I 10 AN JEORHRE S (AT S P T1570 Sy b7 4
BB I AR5, Hd 4 5RO ©
W ER AR L 20 BE A 22 57, HEMIPT RE 2 JF R R AR A
FiES. SR 0LAE 3.

—

=RWAUNONKOO

10 20 . 30 40

B3 ARATA

1~3-A fk; 4-D flk; 5~6-C 4ok 7-E flk: 8~9-B £k 10-
X FE it o

Fig. 3 Sample diffraction spectrums

1-3—company A; 4-company D; 5-6-company C; 7—company E;
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Fig. 4 Structural formula of loxoprofen sodium
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temperature and humidity in loxoprofen sodium tablets of 5
companies

WA (B £k B AR e A5 20 AR AR A 2% o 7
A, EIHAREZERICRERT 4 774F, 2588
FORIREXT BT 4 BA .

e i R TR 4 SRR, LR 1) s A i A R
JESRM AR, T R M R B
2.3.5 ICP-OES %K ZI& 5590 i IR (Br) ik
B HBTHEZERANER L ZHYE Br 3
b, ST R R EORE A S B TR OR B O g A
(ICP-OES, PE 2100 DV, SPECTRO ARCOS)!****
BEAT T Br BRI, S5H 5 KAIERIB I A
(1) Br 5% B4 34/ TR H PR (S mgkg ™).

23.6 WHERREGR SHPEZANLE SR
TR e HARS 4, #5875 FA A%
RIEFFMA e K ShERTEW. pH 4.5 BEEREh
SZPPR pH 6.8 WEER ER 2201 4 Pt A 5
VL.

A AMVAE 4 Ty AT b 3 A O s —
B, FLAE R — Rl B A o e 22 50 Hodth 4
AN HIRE I EAFREEN ZR, Hh E &
LA B AP ZE AR RO, B A AR ) A
TSRy, HOOZ C ARNA D 4k, E
AL AT B Ak 2

A RETFIFHEEERERHE, B, C. D ENgs
A DV AHL, #Ri% 4 KWL ER T

Chin J Mod Appl Pharm, 2019 March, Vol.36 No.5 - 565 -




PR R A P T IR

E Ak SR A HPLC K, HER: T 4kl
PIFHE, 453 2 A mAREIA R A b iR EhRifE
T HIEE 85%1IBRFE
2.3.7 BIKRIEFRE AN L N
T AMEEACRT OPUS Hifth, 4 MR gpi gyl 7%
A S —fh— B EESL T 3 ®al
(F— SR IR . R AR TR “— By
SEMKEH—E”; — B MR E (conformity
index, CDH & N 6; Z#E 4 # ik BN
4000~10 000 cm™', 45 FF£ B, AT LUE HIE L4
T A TR I 2 DX R (R A R 8 R VR SR AN T,
AR T2 AFEREER R AR R, &
FIF25 5 i peas T, 45 I 9.

88.31

] v o A
783 K, S * . o
683] W& oo N, v 4"@,
583 s "
@ 483] .
O 3831 o
283]
183]
831
| s 3
05 15 25 35 45 55 65 75 85 95 105 115125
Hi
60.6 B
] * o '
s06] T
106]  pa
g 306—!‘ ¢
S 3061
2061 ¢ '.'"y.
10.6 1
519
] . &
41.9 4
3191 AR g
a1
© 219 o |
™ adotind *
119 1
1.9 s
010 30 50 70 90 110 130 150 170 190 210
Hi

9 Aok — B Ko AR A 50 F ]

A-1l A; B-4k B; C-4lk C.

Fig. 9 Verification diagram of consistency checking model
A—company A; B-company B; C—company C.

3 iTig
3.0 SRR

A SRR E R, D UH 2 fbRE S,
RFEHEA E DABAH 2 #G=6, HigHE
WK, T5 AT TS C Al Hba s — M
2, REEEEE, NERE-SREAT

- 566 - Chin J Mod Appl Pharm, 2019 March, Vol.36 No.5

2SR 77 Rom R ZR AR I IR AR L B
W N, R O P )L

3.2 AFRAE ) R AL

32,1 BUTFRHEARSEE B AR LA IR
AT R, SEIR4E R B R ZT Kk R
FHEIMEMEE R, SRUE RS, FEUR
AN, AWl T EERAE, G T
JE () HPLC K 779 A KPR i da Lh i i 55, 1
FANME(B Al ) 1Y 5 b A 1A A A I
WALH RY R E DR AN T, 46
SCHR TR R SRR 25 1, s O N R GuiE A e Fe
FRAIEE 2 B da o &AL F R B bR HET H B E
PR A 22 57, 23 o™= b T s AR A — 1
B, MR RSN TR EARE SR —

322 #ZiWEd MARBRRNEERKE, B
5 1) BN P SRR R A R, R 4 0
RIS TF O RAR A SR B R i 26
3, PRI B TR AR R R, DMR
HEF= i &= .

323 ZRBAEMNAERE  RINE R —BME
gAERER, By C. Dy E kS5 A BAH
B, NFEH— PG T2, AR
(4 Rk

324 AR EIEE YR A5
FEnla, HRrE AR R — PR R K R e
PESCIGZE A E AL, IRE AR LA,

REFERENCES

[11 ZHANG H, WANG G ¢, ZHAO D b, et al. A randomized,
controlled, double-blind, double-dummy, parallel-group,
non-inferiority clinical study of loxoprofen sodium hydrogel
patch versus loxoprofen tablet in treating swelling and pain
caused by trauma [J]. Chin J New Drugs( [E #2544 &),
2018, 27(22): 2645-2650.

[2] JPXVII[S]. 2017: 1178-1179.

[3] LING X, ZHANG D M, WANG 8§, et al. Quality assessment
of mezlocillin sodium for injection [J]. Chin J Mod Appl
Pharm(H E AL 24%%), 2015, 32(8): 990-994.

[41  wEZG . PUFRS]. 2015: 371-374, 354-356, 42-43, 362,
379-380.

[5] DING W J, ZHENG W H, XU X, et al. Chiral separation of
loxoprofen  sodium by  high performance liquid
chromatography [J]. Chin J Anal Chem(Z;#71k2%), 2004,
32(7): 908-911.

[6] SHI B J, JI Y, HUANG C Y. Study on the impurity
2-[(4-acetyl-phenyl) methyl] cyclopentanone of loxoprofen
sodium([J]. Chin J Pharm Anal(Z5¥)4 #7124 &), 2015, 35(12):
2199-2203.

Wefia B #: 2018-03-05
(A5 : T

o EBAC R 252 2019 4 3 H 55 36 555 5 )




