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Abstract; The preparation and quality of altrenogest tablets were studied. Taking the disintegration time and
dissolution degree of the drug as the main indexes, the orthogonal design method was used to optimize the
prescription, and an altrenogest tablet with delayed disintegration time was prepared to meet the wet feeding needs
of different pig farms and environments. The appearance characteristics, hardness, weight difference, fragility,
disintegration time, dissolution and content determination of altrenogest tablets were investigated, and the
dissolution method of altrenogest tablets was studied. The results showed that the results of appearance traits,
hardness, weight differences, fragility, disintegration time, dissolution and content determination of altrenogest
tablets met the requirements, and the content was determined to be 90.0% ~ 105.0% of the labeled amount. The

results of disintegration time and dissolution showed that the disintegration of altrenogest tablets was completed
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7 ~ 15 minutes after contact with water, and the dissolution was greater than 90% . The disintegration time of the

altrenogest tablets obtained in the study was extended by 5 ~ 10 minutes, and the dissolution and content reached

the standards. Therefore, it was determined that the prescription process of the developed altrenogest tablets was

feasible, the quality was controllable, and it met the proposed quality standards.

Key words: altrenogest tablets; time limit for disintegration; dissolution; quality study
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Tab 1 Table of factors and levels
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Tab 2 Linear gradient elution

i ]/ min TLBNAH A/ % WBAH B/ %

0 63.0 37.0

3.0 63.0 37.0
35.0 29.0 71.0
47.0 5.0 95.0
50.0 5.0 95.0
50. 1 63.0 37.0
55.0 63.0 37.0
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Tab 3 Scoring rules for Altrenogest tablets

HARRRTBR (50 43) BB (35 41) R HEAMUL(10 43) THRE (3 43) REZERQ2 )
10 ~15 min 2K 50 4 =90% ,35 4 JGi% 10 S
5 min LUF 7 30 43 <85% ,9 4% Tk 6 43 ’ ’
x4 ETRBHER
Tab 4 Orthogonal test results
S
i ZATE
FEABIRBIRT (A) ZITEN (B) TERRRREE (C)
1 A1(15% ) B1(5%) C1(0.1%) 60
2 Al B2(10% ) €2(0.3%) 75
3 Al B3(15% ) C3(0.5% ) 66
4 A2(30% ) Bl c2 72
5 A2 B2 C3 78
6 A2 B3 Cl 72
7 A3(45% ) Bl C3 78
8 A3 B2 Cl 87
9 A3 B3 c2 87
K1 67 70 73
K2 74 80. 78
K3 84 75 74
R 17 20 5
K1 K2 K3 433128 1.2 3 AKF-HE3ME R A2 7KF I EZ Gl 22
MFEAATLLE kSR A R 3 KF,B 3.3.2 mEAE AR AR RS A S5 IR R

R 2 K, C R 2 KRGS ZER . |
WA AF AL 75 L 100 g i, MR ZE R N 2 o, T
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WREEA R 0.2 o &M R 0.2 ¢ IEARRREE N 0.3 ¢,
3.2 #l&TZ AR AR EEE L,
Tl A& AR < B T RL R TR 2 2R R 24 40 ) F
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3.3 Rl —MHnE
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20220803 LA S B — 3, BB | a5
¥a) KEa R,

10 Fr R EEBI R 50 N AFA 2SR,

3.3.3 K EZF4E REERE2 FEHEN
20. 0890 g, WISF-H45 H 1 1. 0045 g, FRE BARE B
A Y TE 0. 9845 ~ 1. 0246 g YL N ,20 A1y
FFEEOKR

3.3.4 JEEEKEE FEERE 20 5 AR )
IHEE RN 20. 0978 ¢, Kifx J5 Y i~ 20. 0558 ¢,
HAA IR ER A 0.0420 g, Wk BB WA
HIEM0.21% , KBt 1% FFEZK,

3.3.5 mfgerrkéd 6 LM aET ~15
min P ARS8 1L, A7 G 2K
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(S T TERR R 1Y 90. 0% ~105. 0% =[], £ &
FURE By Aol BT AR
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Tab 5 Content determination results

20220801 20220802 20220803

Fros /% 99.8 100.5 101.2

3.5 BEHE

3.5.1 F M A5 O BRI WOE 007 AL T
W X T

3.5.2 &R 5EE 45K 6 PR, RNk
£ 5 ~80 pe/mL Y Bl P LA R 2, B IE %
M5 A bR UE G E R 5 ~ 80 pg/mL,

x6 HMUSLEENE

Tab 6 Linearity and range determination

Fre
1 2 3 4 5 6
W/ (pg - mL™') S 10 20 40 60 80
I THT AR 0.819 1.652 3.405 6.669 9.926  13.206
56 y =0.1649x +0. 0365
LEBE 4 R? =0.9999
3.5.3 EAE GURINER T PR, INORIE A

PN 2 2008 IR il 5 A5 R TR 5 oy AU 71 TR
JBEMIRE I RE M PR 22 3R 7 i 1 R A ISR
x7 DERAWER
Tab 7 Recovery test results

e AR WARE BICR CEHECE RSD

/(pg-mL™')  /mg /mg /% /% /%
8 8.1 101.3

8 8 7.9 98.8 100.4 1.4
8 8.1 101.3
16 16.1 100.6

16 16 16.1 100. 6 100.2 0.7
16 15.9 99.4
20 20.0 100.0

20 20 20.1 100.5 100.0 0.5
20 19.9 99.5
24 23.8 99.2

24 24 23.9 99.6 99.4 0.2
24 23.9 99.6

S5, AL BT I N [ e B 1 B o (A
TR AR 40% ~ 120% T BN B3
B S IS RTE 99.4% ~100. 4% 2 [a), 1 5E 45
B RSD } 0.2% ~1.4% , AL F ¥ 1 5
SE L WER P HE
3.5.4 HEE ZRWNES PR, F—KE N
Ve FERE I 7 R R < 5% , R 2 Ty
PokEEER

®8 FE—REFRUENERRHY
Tab 8 The coefficient of variation
of the same sample concentration
R i
1 2 3 4 5 6

WA 3.312 3.405 3.306 3.358 3.381 3.326

RSD 1.2%

3.5.5 & EAE 20220801, 20220802 Fi
20220803 FLUCFE T IR 2020 4F R e AR ILR
FEI 2580 (—30) ) BE 5% 0931 45— 45 R WK 9, =
HE= S BRI R T AR R 09 90% , 145 6 LE 1Y
g e 8

x99 BAUHENELR
Tab 9 Dissolution measurement results

20220801 20220802 20220803

BHE/ % 92 94 91

4 itie5%ie

I ZAE K PN A ST 1) J S e PR I
BRI T2 SE SR B e, TS B 259
WK, AL T T2 e 156 A Hh X A i B PR
I 2 52 ) fe R I R 2 00 o e R L 2
TR B A G R T AR A R R LR A5 b
POWIRE A6 00, 25 RV M o A e 7, B RR R B Ry
FEAE ARG YILE 7 ~ 15 min SFHRSEEE . M
X T HLA 738K 2 ~ 5 min ARRRSEEE , AR R PR
KT 5 ~10 min, AT T 2045 19 i ALAMIL 5
WG, H 25 RN R R
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