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Prescription Optimization and in Vitro Dissolution Evaluation of Self — Made Etoricoxib Tablets

YIN Pengpeng,LIU Qianying ,XIAO Hui,XU Junbo
(China Resources Double — Crane Pharmaceutical Co. ,Ltd. ,Beijing,China 100102)

Abstract: Objective
Methods

content of etoricoxib in the prescription was determined by the high — performance liquid chromatography method, the dissolution

To optimize the prescription of self — made Etoricoxib Tablets, and to evaluate their in wvitro dissolution.

With the Etoricoxib Tablets reference (trade name: Arcoxia, specification: 120 mg per tablet) as the development goal, the

was calculated, and the dissolution profile was plotted. The particle size of active pharmaceutical ingredients (APIs) and dosages of
microcrystalline cellulose SH - 101, anhydrous calcium hydrogen phosphate, magnesium stearate added in the prescription were
optimized with the similarity factor (f,) of the dissolution profile in four different media (pH 1.0 hydrochloric acid solution, pH
4.5 acetate solution,pH 6.8 phosphate solution and water) as the evaluation standard. Results The pH 4.5 acetate solution was
selected as the dissolution medium. The optimal preparation of Etoricoxib Tablets was as follows: the particle size of APls was
greater than 10 pm but smaller than 50 pm, the dosages of microcrystalline cellulose SH - 101, anhydrous calcium hydrogen
phosphate and magnesium stearate added were 125 mg, 140 mg,3 mg per tablet respectively. With pH 4.5 acetate solution,pH 6.8
phosphate solution and water as the dissolution media,the f, of the final self — made preparation was 79,68, 78 respectively, and
the dissolution of the reference and self — made preparations with pH 1.0 hydrochloric acid solution as the dissolution medium
was no lower than 85% in 15 min. Conclusion The in witro dissolution profile of determined self — made Etoricoxib Tablets is
basically consistent with that of the reference preparation,which can provide a reference for the study of its bioequivalence.

Key words:etoricoxib;self — made preparation;reference preparation;prescription optimization ;dissolution profile
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Fig.1 Dissolution profiles of reference preparations
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Tab.2 Investigation of particle sizes of APIs in self — made

preparations
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Fig.2 Dissolution profiles of preparations with different particle
sizes of APIs
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Tab.3 Investigation of dosages of microcrystalline cellulose SH —
101 and anhydrous calcium hydrogen phosphate in self — made

preparations (mg)
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Fig.3 Dissolution profiles of preparations with different dosages

of microcrystalline cellulose SH - 101 and anhydrous calcium

hydrogen phosphate
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Tab.4 Investigation of dosages of magnesium stearate added in

self — made preparations (mg)
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Fig. 4 Dissolution profiles of preparations with different dosages

of magnesium stearate added
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Fig. 5 Dissolution profiles of self — made and reference preparations in four dissolution media
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Tab.5 Final prescriptions (mg)

YR, Rz 2855, b2
& 120 | AR AgER 4% (P ) 2
T K H B 245 140 | AR fig B2 4% (9)n) 3
4% SH - 101 125 | ZIRB TR A4 4
THRBETRL TN 4 SD - 711($Mm)

SD - 711( M #m)

ZPRAR AL 12 - 130 JEOREZPRLAR RN PRSP R
TR IS I X 2R TS YIS R Rz 5
I il T AR S e B L R T RRRR R Y A R R R
(o, L2 1 R 2R 18 AR S AR R LU AR, Bl 3 ks R
REOR ANIETE 2| EARERD I (o NV ToE B I R S i
FRLAEFEHITE > 10 ~ < 50 pm.
3.2 HRTEIFIA S ER RN

WAEH A o TIE SR T2, &5 2 RS i d g
PR B o i 7K 1 s i T 6 P i £ 5% T JSORFE K Hh ) I
fiff JBE, T T 52 ) 1) 00 0 AR 71 LB R R Iz e - 180y
TR i 1R B FH s 6T o) 70005 H 5 e D | R R R
AN 2 o f 2R 7 AR i v R g R BE 1 A1 ik A
h 3 mgo XMEV PEAL A W AE AL Ty FF v E S OC T i iR
R EE M ]
3.3 FASMERMEREL

KFC 5 BAT m s B, SO 1 R 2 265 W W I
4y B 1 Pl 2% A 10 IR o 70 A A b i il e A AR Y g
W5 ST R AT AR AN G HE -2 LR 5 2 1
il A S 2 L 25 3 R L 4 40 A R Y
7 2R A B B ARARLEE 2 T th it 4oxt L, i e
FEAf e ATy, AT 8 S i A A AR A B )R
3.4 NG

A LA pH 4. 5 BSTRER I W AT X 43 J1 10
A5, DAJORH 2GR A2 R AR 1 o £ R B A, i)
T T 52 LU S0 P o A — 3Ry 13 A o R Ak
J7 < ARIE A B 5 2 R g AR R | S LT
FIRA MY .
S 2% 3k

(M BAEHEET 2. PAAREFAHE(WH)[M]. LR

68

¥ & E 25 A4k kAL, 2020.

2] BR G ®REBEEERHH BT ET S Sl v R E ARG S
dow &l ® 5k de F R W [A/ OL]. [2023 - 01 - 08].
https: // www. cde. org. e¢n/ zdyz / domesticinfopage? zdyzIdCO
DE = d11836895¢2¢f93933e5¢4¢7d586d6e0.

[3] The United States Pharmacopieial Convention. USP40— NF35M].
Rockville : The United States Pharmacopieial Convention,2017:
540 - 557.

[4] The Japanese Pharmacopoeia. JP17 (M]. Tokyo: Ministry of
Health, Labour and Welfare,2016:116 — 120.

[5] European Pharmacopoeia Commission. EP8. 0[ M ]. Strashourg:
European Directorate Health Care,2013:266 — 273.

(6] 8 %, & T . 5 RN/ TN B R o IR A 4
Faurkay st )]. B2 4 %,2014,23(1):44 - 51

[7] SHAH J, KOTADIYA R, PATEL R. Analytical Quality by
Design Based Robust RP — HPLC Method for Quantitative
Estimation of Pregabalin and Etoricoxib in Fixed - Dose

of AOAC

Formulation [J]. Journal

International ,2022,105(6) : 1536 — 1547.

(8] sk M E , F &3, F53 . BRMNANEHEGTRIER[]]
P E 25 4k,2009, 18(8) : 58 - 60.

[9] GULHANE CA,PANCHALE WA, MANWAR JV, et al. Liquid

Combination Tablet

chromatographic method for simultaneous estimation of
thiocolchicoside and etoricoxib from tablet formulation [J].
Asian Journal of Pharmaceutical Analysis,2021,11(2):118 - 122.
[10] #2872, ke Hy AR AR, 5F . RARILT A 5 s 2 — BB
warge)]. P E 2 A,2022,31(13):83 - 87.
[11] BAGADE SB, MESHRAM DB, TAJNE MR. Estimation of
HPLC using

Internal Standard with Emphasize on Specificity Parameter

Etoricoxib in Tablet Dosage form by RP -

Method [J]. Oriental Journal of Chemistry: An International
Research Journal of Pure & Applied Chemistry,2011,27(2) :
697 - 701.

[12] 3 A&, Z8]% . ok MNEBEGRZH[]]. PEHEZ
TakZ&,2019,50(3):252 - 259.

[13] NAJIB ON, HASSAN R, ALWADI B, et al. Bioequivalence
Evaluation of Two Brands of Etoricoxib 120mg Tablets
(Etoricoxib — SAJA & ARCOXIA®) - in Healthy Human
Volunteers[J]. Modern Clinical Medicine Research,2017,1(1) :
7-12.



