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Oral rehydration salt powder ][ effervescent tablets. preparation and quality control
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[Abstract] Objective To develop and prepare oral rehydration salt powder [ (ORSI[ ) effervescent tablets. Methods
Taking the mass/tablet. rigidity, disintegration time, and pressing status as the main indicators, we optimized the formulation
and preparation process of the effervescent tablet by single factor test. The character, identification, disintegration time,
acidity, and content determination of the tablets were also investigated. Results It was found that the optimized preparation
process of the effervescent tablets was to mix the acid part, which was granulated with ethanol, with the base part, and then
compressed the mixture. The optimal formula was composed of: NaClI(11.5%), KCI(4.93%), Cs HsO; (6. 21%), NaHCO,
(8.15%), Cs Hiy O (65. 7%), and PEG-6000(3%). The rigidity of the prepared effervescent tablet was 4. 5 kg and the
disintegration time was 175 s. Conclusion The formulation of the present product is consistent with the corresponding Chinese
Pharmacopoeia monograph, requiring no additional effervescent; the preparation process is simple and the products are stable,
and the product my be developed into a new oral rehydration salt formulation.
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Tab 1 ORS] effervescent tablets prepared
with different amounts of PEG-6000 as lubricant

PEG-6000 Disintegration Sticky Foam volume Clarity of
%) time ¢/s situation V/ml solution
0.01 195 Poor, sticky 8 Clear
0.1 192 Poor, sticky 8 Clear
1 188 Poor, occasionally 9 Clear

sticky
3 175 Well, not sticky 10 Clear
5 185 Well, not sticky 9 Clear

ORS]l : Oral rehydration salt powder [l
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Tab 2 ORS] effervescent tablets prepared with different processes

Powder direct compression Qualified 4 171 7 Angle of repose= Sticky
33. 8%, general
Acid part and base part granulated together Qualified 5.5 205 9 Better Poor, sticky
Acid part and base part granulated separately Qualified 5 186 8 Better Sticky occur
Acid part being granulated with 0. 2% S-630 Qualified 6.5 398 10 Better Not sticky
ethanol and mixed with base part
Acid part being granulated with ethanol Qualified 4.5 175 9 Better Not sticky

mixed with base part

*, Qualified means that tablet weight variation meets the limits for the permissible variations in the weights of individual tablets based on

Pharmacopoeia 2010 edition. ORSTI[ : Oral rehydration salt powder [
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Tab 3 ORS] effervescent tablets

prepared with different rigidities

Rigidity Disintegration time Tablet
m/kg t/s appearance
3 156 Loose, easy chip
4 175 Tidy, smooth
5 186 Tidy, smooth
8 208 Tidy, smooth
10 219 Tidy, smooth

ORS]l : Oral rehydration salt powder [

SRR R R R K A R 5 A R
T A A R TR AR X AE 5 R Tk /0N, R A R 7R A R
AN Gy e It BRI RE B Ry 4 ~5 kg #8045, BE
PRAUET 700 A 58 3, SCRE PR IE LA R AR 5 FLE .
2.5 H & KRR ZY AR E T 45°C g KT,
W ab Ty i AL AR oK E R S 2R
F R F TG 7K 20 B R 1 5 8 4 O o i i S Ak
B LEALER oK AR S AR R IR AR
PR MR A5 A 3% PEG-6000 1R 4 J5 i
BEY—TREMEE FTWEERER, FER
3.05 g JE SR 4.5 ke, 300 T 100 A 61 4 245 11 v 2%
R W B R AR 24 RN % B 2R s B AL =
AT E
2.6 BRSO T RUE LR TR & T A
ATAT P RS A L i IR 5 1) Ak Dy RN LA T2 A
3HE ORST /s R &5 R L% 4, LR RFE
(A TR T [ 2 8 ) SR L AT B IE T T2
Ak 75 WA BRI T A M RS

301 i
AT S FE T T BN R A A B AN A A I R S

AT 5 2 7o FAPR BT A 8 DI R ) 1<, i
JE R BUAT HGR R AN 5 S8 IR AS 138 55175 B0 AT 7
(4, PRI, AR BF 58 %0 T e A1 25 A AR, B H 2 2
BN, 3 8 2 5 71 i B AT B R,



S5 5 3. AT AL AR IR R BT Y A i W A B

+ 531 -

x4 HEIHORSIEBHFETIERERER
Tab 4 Examinations of three batches of ORS ]| effervescent tablets

Batch Tavbalfi;gfi%ht Dif&‘fﬁf“ Foa%ﬂ“m“ Nam/s Km/g Clm/g  CeHsOrm/e  CsHiOsm/g
100727 Qualified 172 8 0.206  0.072  0.279 0. 202 2. 050
100728 Qualified 175 9 0.214  0.075  0.284 0. 207 2,062
100729 Qualified 182 8 0.192  0.081  0.279 0. 207 2,028

%, Qualified means that the tablet weight variation meets the limits for the permissible variations in the weights of individual tablet based on

Pharmacopoeia 2010 edition. ORSI[ : Oral rehydration salt powder [
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