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(IR MNHHERE - BEXGEEECERTRGRETINELESRE," K M 510160)
WE:BW Z2oMa g5 MLRAR TN LBRALB ST RHARMERE, MR LA QE FiE &34 KM Agilent Zorbax
SB - Cis (250 mm x 4. 6 mm,5 pm), R340 A4 FE - K(20:80, V/ V), 1. 0 mL/min, %0 5% & 244 nm, 422 30 °C, # 4% 10 uL.
HR OB ARAHAHFETE0.0819~1.639 pg CEASEDREMKLZRIF(r=0.9995);HFFE B HE ELHRELERY
RSD ¥ T 1.0% ; T3 A @l £ % 101.25% , RSD %1 0.87% (n=9);17 3 &89 F3H 4 FH 99.35% ~107.37% , 5 ¥4 4 &
(A+2.28)H42.92~9.38 818 &7 kMR AEHN, TILWIF, FBRE, THT L7 NIRRT EEH .
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Determination of Content and Content Uniformity of Paracetamol in Compound Child
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Antifebrile Suppository
XIE Simin, CHEN Jiayi, GU Lihong, LI Jianming

( Guangzhou Institute for Drug Control + Key Laboratory of Quality Evaluation of Chinese Patent Medicines, NMPA, Guangzhou , Guangdong , China  510160)
Abstract: Objective To establish a high — performance liquid chromatography (HPLC) method for the determination of content and con-
tent uniformity of paracetamol in Compound Child Antifebrile Suppository. Methods The chromatographic column was Agilent Zorbax
SB - Cis column(250 mm x4.6 mm,5 p,m),lhe mobile phase was methanol — water(20 : 80, V/ V), the flow rate was 1.0 mL/min, the
detection wavelength was 244 nm, the column temperature was 30 °C and the injection volume was 10 pL. Results Paracetamol
showed good linear relationship with peak area in the range of 0.081 9 —1.639 ug(r= 0.999 5),the RSDs of precision, stability and
repeatability tests were less than 1.0% , the average recovery of paracetamol was 101.25% with RSD of 0.87% (n=9). The contents
of 17 batches of samples were in the range of 99.35% —107.37% ,and the content uniformity(A +2.25) was in the range of 2. 92 -9. 38.

Conclusion The method is simple, accurate, reproducible and specific, which can be used for the quality control of Compound Child

Antifebrile Suppository.

Key words: Compound Child Antifebrile Suppository; HPLC ; paracetamol ; content; content uniformity

27 /NLIB $e o S BE R R AN T4 R
i W5 AR 32 8 4 ) B, A i AR R AL IR
PRI, IR Z /N LRI BRI GE B SR
SRR - RN IS /N L s A RCRE | I IR YT
G QT AR = i s 0y Y 2 o e R N B S S R
T2 bR e - P2 R R 14 1)) (WSs - B -
2748 = 97) , #4534 My AT Aol B o B SR FH 28 4053
FEHRE TR E X L BRI & i, IR R R R E A
A 58 A HERR A T3 F A B A3 0 D 2 R T, A —
S Jry PR o 80 A5 SR R RAH = RO A 8 1% (RP -
HPLC) 75 2 HoX 2 B 2 3 W 1 35 2, (L B B A1 B 1Y
J2 W A WLARAE AW 78 HpogE ST T I &2 5 /N LR #uke:
XF T FE M i ML S R (R O i, RARGE N R
1 UBR5R%H
1.1 {35

1260 11 7Y &5 50 AR i, 4% G7111A ALY g

% (GT129A B [ shgkkE g (GT117C B 4 [ 41 46
#% .OpenLab CDS 2. 4 &3% T /EuG, #)1 B £ H Agilent
3] 5 XS 204 B F RS CRS E N T 43 2 — ), XP26 #l
BT RECREENE T2 —), ¥ A &+ Mettler
Toledo /A ] ; P3OOH U 75 i1 15 YA (T8 Elma 24 ] ) o
1.2 k%

XoF T 35 T ol R ] £t 245 s I 9 B
it 4 100018 - 201610, F it 2L 99. 9% i) 5 17 Ht i 8
5275 /N JLIR IR iy (P8 o A 7 ol AL 165531
20180301,20181005,20190301,20190604 ; 4= 7= 4>l B,
543 5128 B05001,B05002, B05003 ; 4= 7= 4l C, 4t 5
4% B 2 180301, 180302, 180303, 180401, 180402,
180403, 180601, 180602, 180603, 180604 ) ; I iz ( 1 [+
Merck 22 ) ) UK G IR (32 = Bl hir T Tolk 23 7)) ¥ 8 o 3%
afi s HA N8 R e A 4l O WAk 2#3 500 ) 5 K ok Al
Milli - Q #EZli/K .

EEWE: B R G RE R A SR EASITH AR [20192028],
F—1EE R, S AT A, 28 P 0T, B 6 A 2 e i EAR %, (95 )020 - 26282338(% 12 45 )798447372@ q. com,
CEEEE AL, &, EETHIT R T @A TR EAE, (£35)020 - 26283696 (& F 12 # ) Gulh@ gzfda. gov. cn.

49



- ARIATA -

Inspection and Test

China Pharmaceuticals

2021 4F 4 A 20 0 45 30 45 8 11
Vol. 30, No. 8, April 20,2021

mAU mAU
3000 3000
2500 2500
2000 1 2000
1500 6.213 1500
1000 1 000
500 500
0 ¢/ min 0
0 2 4 6 8 10 12 0 2 4
A

1
6. 090

mAU
3000
2500
2 000
1500
1 000

¢/ min

8 10 12 0 2 4 6 8 10 12

1. % TBRA B

A AR RIER

B. BHX ik

C. TAMEX; B S I8 i

E1 BHREEeIEE

1. paracetamol

A. Reference solution

B. Test solution

C. Negative reference solution

Fig.1 HPLC chromatograms
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{3 F: : Agilent Zorbax SB - Cis (250 mm x 4. 6 mm,
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Tab.1 Results of the recovery tests(n=9)

REE HR4E BAT WBE mkE X RSD
(g) (mg) (mg) (mg) (%) (%) (%)

0.5262 60.0800 140.9473  100.53
0.5257 60.0800 141.4403 101.47
0.5245 60.0800 141.5158 101.90
0.5131 75.1000 154.8395 101.59
0.5154 75.1000 155.0980  101.46
0.5163 75.1000 155.1375 101.33
0.5076 90.1200 169.5343  101.90
0.5162 90.1200 168.3993  99.18
0.5042 90.1200 169.0098 101.89

80.2915
78.546 4
78.898 5
79.0362
71.704 4
79.0209
77.183 8

101.25 0.87
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Tab.2 Determination of content and content uniformity of parace-

tamol in Compound Child Antifebrile Suppository

e e 4% (%,n=2) SEHHE
HPLC #* UV (4+2.28,2=10)
Add 20180301 101. 25 5.73
20181005 99. 76 105. 36 2.92
20190301 101. 02 9.23
20190604 99. 35 101. 00 3.42
B4 B05001 102. 56 5.08
B05002 103.97 109. 62 5.30
B05003 102. 81 109.91 4.82
C4aL 180301 103. 16 9.29
180302 105.29 8. 06
180303 107.37 8.51
180401 106.75 7.27
180402 105.33 5.81
180403 105. 98 4.30
180601 105. 80 9.38
180602 104. 74 109. 87 5.43
180603 104. 91 109. 94 6.76
180604 105. 15 8.24
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