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[Abstract]
tablets. Methods The NIR spectra of aripiprazole tablets were collected and the dissolution tests were performed to determine the
dissolution of each tablet at 3, 6, 9, 12, 15 and 30 min. The near infrared spectra regions of 4 000.00-4 396.90, 5 326.43-
12 000.00 cm™"' were pretreated by Savitzky-Golay smoothing filter, and the dissolution behavior model was established by partial

Objective To establish a near infrared (NIR) quantitative model for the dissolution behavior of aripiprazole

least squares method. Results The root mean square error of calibration (RMSEC) and the root mean square error of prediction
(RMSEP) at different time points were analyzed. RMSEP was lower than 8%. The calibration correlation coefficient (R:) and the
prediction correlation coefficient (Rp) at different time points were above 0.95 (except for the point of 6 min). There was a good
correlation between the NIR spectrum and the dissolution at each time point. Conclusion NIR spectroscopy could predict the
dissolution behavior of aripiprazole tablets, which lays a foundation for online quality monitoring of tablets by NIR spectroscopy.
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SNV+1% Derivative +N 4.81 0.983 6 7.99 0.9518 0.94 0.993 3 3.18 0.946 5
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6 3.37 09561 7.02 0.8521
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30 103.61/105.21 99.14/103.15

87.23/103.01
97.78/103.60

97.55/99.63
111.44/104.33

114.20/88.74
103.57/105.20

98.52/103.41 106.00/106.82 106.93/104.49

101.73/103.39 108.62/106.79 106.85/104.35

101.37/103.39 108.22/106.84 106.92/104.37

101.67/103.59 107.79/107.07 106.77/104.60

TE: ST A 2300 B R B S7 DRI AR 28 T -5 S DR R B B LA

(T#% 62 M)



2SR S g

202341 H25H 414 1

62 Journal of Pharmaceutical Practice and Service, Vol. 41, No. 1, January 25, 2023

Clin Pharmacokinet, 2010, 49(8): 493-507.

[8] BRANDSE J F, MOULD D, SMEEKES O, et al. A real-life
population pharmacokinetic study reveals factors associated
with clearance and immunogenicity of infliximab in inflammat-
ory bowel disease[J]. Inflamm Bowel Dis, 2017, 23(4): 650-
660.

[9] FASANMADE A A, ADEDOKUN O J, BLANK M, et al.
Pharmacokinetic properties of infliximab in children and adults
with Crohn's disease: a retrospective analysis of data from 2
phase I clinical trials[J]. Clin Ther, 2011, 33(7): 946-964.

[10] DOTANI, RON Y, YANAI H, et al. Patient factors that in-
crease infliximab clearance and shorten half-life in inflammat-

ory bowel disease: a population pharmacokinetic study[J]. In-

(E#EF 39 M)
WRERK, XV e RTER I, S, FmeiEE
Jir ik 2 BB A AR 25 PR 2R AR X i o B 7 A
SR, 25 DR 2R 0 5 e 2 B AR A R U0 T ARV A
], BNV 6 ~ 15 min B}, S20RIR H AT MY R £ %
W Ry O e R, BEALAH OC R B K, TN 158 25
AN, BRI B R BN R J) . D B LT LR
th, 15 min F1 30 min BB () 60 A9 3 o B2 LA
[F], ZEAERY b AT DU H PR B ] i A TR SR
FEAT, 3K A PR O BT ST IR - 7E 15 min fF AR B4
et BT, SR PN A A A A T
BN TG B, HsgmiE N E R LA RZE,
Je ST B I EA R 2R 22 5519 e RO AR B, LAl
[F] g AN [ 8 8 1 70 L AN (] BT 7 R el S e 24 i 74
B FIAE o 3 Ak, XTI H AT T 2R 22 1 ) A
W TEZEHEA T AR A R AT EE
ARSCHIAAUER T 38 8 Fr 3503 200 3 i
AT AR A AT P, X AR RO TAE & 76 R o #
HRT DL R AR LR AR R R I L0 A,
Tob A L AR AR T R R i B R A A
VAT N RS AL, ARG R AR, A AL AT R
P, B 25 A 7 a0, A8 T R i A3 A T B A b
Pk .

[11]

[12]

[13]

flamm Bowel Dis, 2014, 20(12): 2247-2259.
FASANMADE A A, ADEDOKUN O J, OLSON A, et al. Ser-
um albumin concentration: a predictive factor of infliximab
pharmacokinetics and clinical response in patients with ulcerat-
ive colitis[J]. Int J Clin Pharmacol Ther, 2010, 48(5): 297-308.
HARTMAN C, ELIAKIM R, SHAMIR R. Nutritional status
and nutritional therapy in inflammatory bowel diseases[J].
World J Gastroenterol, 2009, 15(21): 2570-2578.
ZACHOS M, TONDEUR M, GRIFFITHS A M. Enteral nutri-
tional therapy for induction of remission in Crohn's disease[J].
Cochrane Database Syst Rev, 2007(1): CD000542.
(W BE] 2021-02-17 [fEEBH] 2021-07-13
[(Axmig] PHEE

[ &% K]

(1] EZE ML b NRILE 2. pEg[s]. bt b
BRI, 2020: 132,

(2] KBEE BT LA G AT HOR M. JE5: b E A Ak R
*t, 2007: 395.

(3] R0, TEE W, BbF. T U206 AR e e B [
1672 QLN SR T (o) MR Sl W T B URA R ) i =2 A
2010, O-027: 52-53.

(4] W&, B, i, 5 RO C O %R e it
BT L] AR5 S R, 2016, 28(7): 954-959.

(5] SRS LA SR ARTEAT K IS 5 v il & T2 it
W5E[D]. StBH: SR, 2018.

[6] BARANWAL Y, ROMAN-OSPINO A D, KEYVAN G, et al.
Prediction of dissolution profiles by non-destructive NIR spec-
troscopy in bilayer tablets [J]. Int ] Pharm, 2019, 565: 419-436.

[7] LUO W, WU J, WANG X K, et al. Near infrared spectroscopy
combination with PLS to monitor the parameters of naproxen
tablet preparation process[J]. Anal Methods, 2013, 5(5): 1337.

(8] ZRUbUD, BRME, X = i, 5. BRIR 2 S ORI K 43 1tk DU 5 3
LLANE BT R ST (] BB R 2241, 2019, 36(7):
593-599.

(9] ZERIR. Tms T AL R SR T 2 5ok K 43 T AN 58 [D]. %
M IIZRREE, 2020.

[10] ANTONIO M, MAGGIO R M. Assessment of mefenamic acid

polymorphs in commercial tablets using chemometric coupled
to MIR and NIR spectroscopies. Prediction of dissolution per-
formance[J]. J Pharm Biomed Anal, 2018, 149: 603-611.
(4 AEE] 2021-08-15 [fEEIRHA] 2022-01-10
[(AxHE] FHE


https://doi.org/10.3969/j.issn.1004-1656.2016.07.007
https://doi.org/10.1016/j.ijpharm.2019.05.022
https://doi.org/10.1039/c2ay26260f
https://doi.org/10.14066/j.cnki.cn21-1349/r.2019.07.007
https://doi.org/10.1016/j.jpba.2017.11.053
https://doi.org/10.3969/j.issn.1004-1656.2016.07.007
https://doi.org/10.1016/j.ijpharm.2019.05.022
https://doi.org/10.1039/c2ay26260f
https://doi.org/10.14066/j.cnki.cn21-1349/r.2019.07.007
https://doi.org/10.1016/j.jpba.2017.11.053
https://doi.org/10.3969/j.issn.1004-1656.2016.07.007
https://doi.org/10.1016/j.ijpharm.2019.05.022
https://doi.org/10.1039/c2ay26260f
https://doi.org/10.14066/j.cnki.cn21-1349/r.2019.07.007
https://doi.org/10.1016/j.jpba.2017.11.053
https://doi.org/10.3969/j.issn.1004-1656.2016.07.007
https://doi.org/10.1016/j.ijpharm.2019.05.022
https://doi.org/10.1039/c2ay26260f
https://doi.org/10.14066/j.cnki.cn21-1349/r.2019.07.007
https://doi.org/10.1016/j.jpba.2017.11.053

