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Abstract: Objective To establish a method for the determination of prednisone in Prednisone Sustained-release Tablets and its
release in vitro. Methods The separation by HPLC method was performed on Cig column (250 mm =< 4.6 mm, 5 pm) with mobile
phase of acetonitrile - water (24:76). The UV detection wavelength was set at 240 nm. The flow rate was 1.0 mL/min, and the
column temperature was 30 ‘C. The contents of prednisone in 3 batches of Prednisone Sustained-release Tablets samples and 1 batch
of reference preparation were determined. Phosphate buffer (pH 6.8) 500 mL was used as the release medium, the second method
(paddle method) device was carried on, and the speed was 75 r/min. The samples were collected at 3, 3.5, 4, 4.5, 5, and 7 h, and the
in vitro release of prednisone in Prednisone Sustained-release Tablets was determined by HPLC method. Results The content of
prednisone had good linear range of 5 pg/mL to 100 pg/mL. The average recovery was 99.69% with RSD value of 0.78%. The
determination results of prednisone in the self-made Prednisone Sustained-release Tablets sample and the reference preparation were
consistent. The sample was not released within 3.5 h, but it was released within 7 h. In vitro releases of the self-made samples were
consistent with those of the reference preparations, and the reproducibility between batches was good. Conclusion The established
method for the determination and its in vitro release of prednisone in Prednisone Sustained-release Tablets is simple, rapid, and easy
to operate. Determination and in vitro release of prednisone in samples and reference preparations were consistent.
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TR RIER 25 H A, #t'5 01A20190304); ik
JEFAXTHR S (FEE0N 99.6%, HH[E 125 A
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i 25 el s BB B (2020
T 30 )Y HRE S R — 3, PS5 27-278,
AR 25 ] SRR K30, ACHREE4ERR XL,
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223 RAEXNHEMSBEEAH S BURER . AT
TR IE R, REBERRE, DR ShAH A AR AR R il A
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WERRE, THESES A R, g, REREUE E
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1R Jers  2-FTIIRA
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Fig. 1 HPLC chromatograms of negative sample (A),
mixed reference substances ( B), prednisone
reference substance (C), and Prednisone Sustained-

release Tablets sample (D)

227 MR R  FEERREUR X W Z) 25
mg, B 50 mL &, I sh A g AR 2 2R
IR FRE I R ) &Ik Je #a 5+ 30+ 50+ 70+ 100 pug/mL
RYVFREIRERER, 3R 20 pL, 03K JERR T
WETRIAR . DA B IR BN AL SR, I TIAR N ARAR,
BEATZRMERNT, RN TFE A=0.793 1 C—
0.230 3 (r=0.999 9, ZERKH, KEMIILHEE
[l 5~100 pg/mL.

22.8 HEMRLK BT 20190911 W% JEALERE
FFE 6 4, &AW, HERE 20 L, KV
Mg, WKIRBIETIAR, 45 Rk Jefa i FLr

RSD {4 0.67%.

229 FEEEWE HUS 20190911 ik et gef
JFRE L R HER A, TRIB N ESNE 6 X
FES: 6 d FEEMNE 1K, 03Ik e I AR,
gifkemigEmi I H . B RSD {E5 N
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2210 FoEtiAL  Hutks 20190911 % e s R
o RE & R HE A, 43 IAE 04 24 44 6. 8.
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1F 14 h WEESE .

2211 [E R BURB R (&5
N 99.8%, flt'5 01A20190304) #HMiidE &, &M
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s, AL 2 AT 2R A R R
RSN Ik JERART 8 b I 4690 5 mL, I sh AR ke s
R, IR R ZIE, #55, 4 045 um
JEREYERL, HNERUEME, RPAS RS VA B
T RERAXT IR A 20 ub, MEEIE, id
SRR E . RAMREDAETAR TR, 9802 g
AR, THHEFEMCR . g5 5% B 1 F EcE N
99.69%, RSD {HN 0.78%.
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B ) % 0 R S VAR IR JE A X R R TR, K
HEE, ERERBRE. B, RaiHtE 3 Fh
RN HIEO T, ZAMRiE LA A TSR B Fa
() o 2 K, 45 SR H RSD B %3519 0.50%. 0.53%.
0.51% (n=3).

2213 FERIEZR M ERTTEER 3 4t
WRHKAGERE S AN 1 /IR SR MA R v 5 Ll gk
ATME, 4% bR LU T RR T TR JE F 1 o & 40
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it -5 2 L R0 AR IR R A PRI S 45 R — 3K

#Fz 1 ERHRERFBHIFRINS LG T E R RN E
R (n=3)
Table 1 Contents of prednisone in sample and reference
preparation (n=3)

s W JeAnbs s 5%
20190911 99.5
20190915 100.1
20190918 100.3
U1908511 99.7
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2.3 ERMER R IR R AINE U N E
FDA Wik Jefa 228 K H 500 mL 7K A%
AR B3 100 r/min. #iE. 2RI 1. 2. 3.
35. 4. 45, 5. 55, 6. 7. 8. 10 h Bk, K&
RICHURR E T 25 I S A TR TR RE T, 255 FDA YR
W JE A R 1 B TRE i 5 7 i A rp [ 2 )
2015 AR PUFBOAL, (rp[EZjH) 2020 4k PU #HBEY
T B ORI VAT R R, SR pH 6.8 R
RGP 500 mL AE BT, DABE 3k (i)
BE, ¥d N 75r/min, HI7E 3. 3.5, 4. 4.5, 5,
7 h HURE, SR RO (s vk I e Wk e A R
WK JEAA IR MR
231 (k& Cos A (250 mmX 4.6 mm, 5
um); JEENAH: LM - K (24 076): fE A 240
nm; AFURE: 1.0 mL/min; AiE: 30 C.
2.3.2 IS Bk e AR L 101.03
mg, FEEMGE, B 100 mL £, IR
ff FERRRE B 20 B IR Je RS 1.0 mg/mL (R, $220,
B AS0T B I A R R U 1 mL, L 100
mL S, IR RS R RS EIR B AA 10
ug/ml PV, A, %M.
2.3.3 RAXIESIERIIE S BORER . AT IR
TR IE R, RSB, RSN T VA A R
B2 10 pg/mL AW, 251, &H.
2.3.4 PERSIERIIH %S BURJBIAERE T 6 Jr,
P R SR ORI s v 00—k Gk B HE,
A pH 6.8 2 £ 22 500 mL R R,
75 r/min, 43 HI7E 3. 3.5.4.4.5.5. 7 h BUAWR 5 mL,
[F) B N SR AR R BE B I, 48 0.45 pm P8
JEpERE, HUAEIEM, RI1S.
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23.6 FguEAMRAR AT EERE HEME
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(r=0.999 3), 55K, TR JE PRI o &k B 2 1t
JE N 0.2~15 pg/mL.
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I 5E 2 REA—
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JERAGEREFr 3 HERE S AN 1 412 Ee i I3 T AR S B R
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AfLAEH, FETE 3.5h WERA. 7 h WREEEA
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;, BAtEDNE R 4.
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SERAMRETRORE,  DAHI W 45 EURE B[] (0 B TS 45 —
PE, SRk 2. Arh, [F—HFESTE 3. 35 h &
HURERF[A] SRR, 76 4. 4.5, 5. 7 h & HURERS [A]
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1.08%, RHAIRJEFAGERE I (R RE Y — M R UT o
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Fig. 2 In vitro release curves of prednisone in Prednisone
Sustained-release Tablets samples and reference
preparation
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Table 2 In vitro release of the same batch of Prednisone

Sustained-release Tablets sample (batch 20190911)

t/h RGBTSR 1% RSD/%
3 0 0
35 0 0

4 40.27+0.59 1.46
45 83.69+1.97 2.36
5 92.28+1.44 1.56
7 99.54+1.07 1.08
3 Wig
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