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2022 4 6 A £ 2024 4 5 A Fh ik 494k B2 XK 68 61, 4k AL (28 1) A )G 48 (40 B]) , X A BEAT 2 AR 8 REAULTF 2016 R R
I, 5% T2 MBS RS T R 2 Rz X ) 1 A A A 4 me, FoR A 3 doR A & 20RAR &3 & R AN A f J2 F TR RA
K, £ 8 Phoenix® WinNonlin®(Pharsight® Corporation 8. 3) 2+ L 25 K30 A F AM MR E(C,,) O~ B89 fn 25 R B A 1A) — Wi 5 F

mAR(AUC,_,) .0 — 0B &5 AUCAUC,_,) |, 5 M A 20k R Z A2 KB R A2 bs 769 €, %% 4 (34.12 £ 8. 61)ng / mL F=
(32.30 9. 05)ng/ mL,AUC,_, % % % (117.75 + 32. 93)h+ng / mL #=(117. 10 = 27. 54)h-ng/mL,AUCo,méy\$' #(121. 49 + 34. 38)h-ng/ mL
F2(120. 74 +28.97)h-ng / mL; £ )& 40 % 3% H) Fl Fe Kb F1 69 €, 4 %) 4 (33.37 = 12. 17)ng/ mL #2(30. 52 + 11. 53)ng / mL,AUC, _,
2% % (138.33 £36. 75)h-ng/ mL #2(140. 71 + 37. 01h+ng/ mL,AUC, %3] % (142. 52 + 37. 01)h-ng / mL #=(145. 91 = 37. 00)h-ng / mL.
iR BB ARG T8 90% F A2 R R348 80. 00% ~ 125. 00% F6. B W = MAF 56 e R R FHZ A F 5 R 4 21.43%
Fo 17.50%, AR AP ER R FERFHLRA BB RBORRFH EIL ESMARBERLGHEMHT, FRELR ZRAH 5 40k

B ARk, B A BT,
KGR TR SCRAEE SIS E; AR AT A FE; 240N
Bioequivalence Study of Methylprednisolone Tablets

Yu Xueying,Yi Tenghui,Wang Yang,Liu Cheng,Wang Danjie ,Wang Can,Zhou Kai,Zhu Xiaoshan”
(Wuhan Jiulong Humanwell Pharmaceutical Co. ,Ltd. ,Wuhan,Hubei 430206, China)
Abstract: Objective To evaluate the bioequivalence and safety of the test preparation and reference preparation of
Methylprednisolone Tablets in healthy subjects. Methods Sixty — eight healthy subjects selected from Wuhan Infectious Disease
Hospital from June 2022 to May 2024 were divided into the fasting group (28 cases) and the fed group (40 cases). A
randomized, open — label,and two — period clinical trial was conducted in subjects. The subjects in the fasting group and the fed
group took a single oral dose of 4 mg of the test preparation or reference preparation under fasting and fed conditions,respectively,
with a cleaning period of 3 d. High — performance liquid chromatography tandem mass spectrometry (HPLC - MS / MS) method
was used to detect the concentration of methylprednisolone in human plasma,and Phoenix® WinNonlin® (Pharsight®Corporation 8. 3)

software was used to calculate pharmacokinetic parameters [peak concentration (C,.),blood concentration time curve area (AUC)

max

under 0 — ¢ (AUC,_,) ,AUC under 0 — o (AUC,_,)],and the bioequivalence of the test preparation and reference preparation was

evaluated. Results In the fasting group,the C,, of the test preparation and reference preparation were (34.12 + 8.61) ng / mL and

(32.30 + 9.05) ng / mL,respectively;the AUC,_, values were (117.75 + 32.93) h + ng / mL and (117.10 + 27.54) h + ng / mL,
respectively;the AUC, _, values were (121.49 + 34.38) h + ng / mL and (120.74 + 28.97) h - ng / mL,respectively. In the fed
of the test preparation and reference preparation were (33.37 + 12.17) ng / mL and (30.52 + 11.53) ng / mlL,
respectively ; the AUC, _, values were (138.33 + 36.75) h + ng / mL and (140.71 + 37.01) h - ng / mL, respectively ;
the AUC, _, values were (142.52 + 37.01) h - ng / mL and (145.91 + 37.00) h + ng / mL, respectively. After logarithmic

transformation,the 90% confidence intervals of the geometric mean ratio of the above parameters were within the range of 80.00% -

group, the C

max

125. 00%. The incidence rates of adverse events in the fasting group and fed group were 21.43% and 17.50% respectively,and no
serious adverse events (AD) or AD leading to subjects withdrawing form the trial occurred. Conclusion Under fasting and fed
conditions, the single dose of the test preparation and reference preparation of Methylprednisolone Tablets have bioequivalence and
similar good safety.

Key words:Methylprednisolone Tablets; HPLC — MS / MS;pharmacokinetics ; bioequivalence ; safety
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IRFRAS B 2P A 2z R b R A E 2 -3
F1 99 24 00 s, 0 ] 0 9 [ B A N b K 0 00 FE W 1
Jo R AT RN S B I IR YT 1 B L 1960400,
Bl e MBI FE S A ES LR85
TRIRYT , R ERAE T R 23K 100423 717, SEAR I 5+
BIITROFEAS — R0 5 , FLUR 202 22 50 RE T 505 1 A%
BT 2588 Bk R T T 20 40 50 4548 K i A
IO, 3T 1957 4 35 56 [ £ i AN 2 )48 LRy (FDA) it
HEFH T 28 RO T R AIG YT O O 7E B NI R I FH 2
AWK e e i R H PR L S e P S b Bk
P 28 R 80 1 Bk s | LT 2R 4 95 5 40 ek
JE B R TR I PR A A o 2 T L R A Tl S 5
Sk BEEAV AR 1 22 0% B L P Aol © TR 25 R 1 0
HIBE & A BIF 5T T2 B8 FDA 2019 4 & 15 89 Drafi Guid-
ance on Methylprednisolone“o] I [ 2016 4F K& A B9 LA
2y 82 SRR L S P FR bR 0 A2 25 1 1 25 A Ak A=
PRV S HRFR T R 5 2o s e I A
T B A BT A W S R G, R RO € T
I 3% (HPLC — MS / MS) 3 5 A ifi 2% v F ke e vk
B, 258 T Wk e e i IR 24 55 0 il 24 e fa Bl 2 i
R 2530 124 (PROSRAE A= S 5k e 4tk ol
I RIEAT D5 25— B 2S5 HGE I .

1 R AGEARIR

1.1 {238

X% :LC - 20 ADXR A=A (415X ( H A< Shimadzu
5] B SIL - 30ACXR A H s AERE ,SIL - 30ACMP £
H sh #ERE RS 5 Triple Quad 4500 %Y J5 135 46 11 1% ( 26 [# AB
Sciex 2y H) ) , Bit A Turbo Spray & - .

1.2 X%

H ik Je e R 22 il 0 (DO AR 250 A PR 4T
o8] SR 56211203, F R 99. 40%) s FIkJE B RS
Fb i) 55) [ & KA Pfizer Ttalia S. r. L, 25 B 2H (HE 5 M
EM1175, &7 99. 97%) & I 44 (L5 GX8498, & it
1103. 70%) 15 U2 et it [ Hh 2 24 R e i 9
B, 25 B4 (1654 100828 — 201603, &4 99. 80% ) , 48
Ja 4 (354 100828 — 202104, F 14 99. 00%) | ; ik JE
& — d; (N K Toronto Research Chemicals 23 &) , L5k
2-GAB-31-3,4#4;98.0%).

1.3 HRIIH

GYARRUE AFIS 18 ~ 65 % 5 BT > 50 kg, Lotk
R > 45 kg AR HAFEEL(BMID) 19. 00 ~ 26. 00 kg / m?;
Foor TR 1 BT O s AR A AR R A AR
KA 5 35 U I DR 52 560 2 4G i B JFL Al i B A e 285
PE 8 s 0 55 3 WG 58 0 R B S AR R T &
2 A A8 BB AL Yo s B s 2R AR L 28 D3 S b &3

W5 (4% 5 : GCP - ICT - 2022 - 13) , & J5 ik 560 (4
5 :GCP - ICT - 2024 - 07) |, Z X H B M 1 .
HEBR AR UE - 17 3> A N 2k Ho At 25 Pyl PR ISR
HR i 38R 2 I 5 %o R U JE e B L2 A3 a5 ™ B
ST 2 SR AR IR 24 RO ET LS A
fift sk T 55 W R e e A ELAR A 2459 5 2500 R sk, i
BESL, B, B A N PRI 5 XP IR B A R R AN
Z G — R A 2 MR IR 2 )5 6 H NN JE R B
AR 2 it s AR UR I sl F LI IR B FE A TS0,
TR G - I LA TR T AR YL e B 2022 4F
6 J1 % 2024 4F- 5 7 ik e iR 21X 68 19, 73 A A IE 4
(28451 ) F14 i 21 (40 151)) o PH A A2 — e bk L2 1
®1 WATRE—RAR
Tab.1 Subjects’ general data between the two groups
i i 4% KR BAEEK
(B1&8)  (Xe5,%)  (Yesem) (Neskg) (Vs kg/m?)
FHA(n=28) 2018 27.07+£7.08 165.94+6.96 62.70+7.19 22.75£2.00
REA(n=40) 30710 29.30+5.40 168.58+8.31 63.89+8.19 22.43+1.82
2 HFEEH%R
2.1 RIEKH
2.1.1 &4 Ht
{354 . Welch Ultimate XB Clgﬂﬂr_(SO mm X 2. 1 mm,
5 um) ;AN AH : 10 mmol / L ZTRE KIFE W (A) — LG
(B) , 6 B Y i (0 ~ 1. 8 min I} 25%B — 40%B, 1. 8 ~
1.9 min B} 40%B — 95%B, 1.9 ~2.5 min B} 95%B,
2.5~2.6 min I} 95%B — 25%B, 2.6~3.2 min
25%B) ;i < 1. 0 mL / min; A£G - 35°C s #EAE R . 20 pL.
2.1.2 &t
K HL 55 HL B (ESD B I8, IEE T3, 2 )
Jo7 A0 (CMRMO) A58 25 FL I 55 L 2 5500 V5 A HL
10 V; filf 58 28 0 R 2 10 Vs IR iE B T g IR E
600 C; Bm-RAERA] . 3. 2 min; ZFEHE : 50 V; Tf 1 Gt
#7:26 VIFIEEIE) ,30 VIF ST — dy) 5 Wil 255 %F
i bt (m/z):375.2 — 161. 1 (W ik Jé ) ,378.2 —
161. 0CHIE e Je — dy) ; A S FERRIRLIE - 4 °C.
2.2 HAHHEEMERSE
SR TTIE AL E AT 24 JE I A B AL I AR
5, B R g 2500, 2R SRR A EEIR 10 h KA B, 0 )
T2 i 8 I FH 240 mL K36 il 4 mg 52 35031 57 2l = e
750 o 2 A JE A 45 25 0] 4 B 3 d B R, W), 2K
T 1A s UL
MARERAE A3 TR 2505 1 h (0 h) gy 2y )5 [ =5
Ji 20 (0. 25, 0.50,1.00,1.33,1.67,2.00,2.33,2.67,
3.00, 3.50, 4.00, 5.00, 6.00, 8.00, 10.00, 12.00,
24.00 h) , % J54H(0.25,0.50,1.00,1.33,1.67,2.00,
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2.33,2.67,3.00,3.50,4.00,4.50,5.00,5.50, 6. 00,
8.00,10. 00, 14.00,24. 00 h) PRAEFHK N4 3 mL, E2R
M, REF1ThN,4 CFEO(E.LIIN1700g)
10 min, 73 B A5 MK, 283068 20260 203, 43 I T
&0y T 24 h NFERSE - 90 ~ — 60 “CUKFR P A~-IT
2.3 AEH&ESnRERGE

VSN 28 1) BT i - 53 i P B — 2 & IR JE
T, AT 24y, EE WIS, 43 AR R S0 - 1,
SO1 — 2 MR HE AR K4y A R S F B a% o
Y VR LSS I P o, TR TR AT, i B P U e T I
TR EE N 0.5 mg / mL A3 M s W . 2) AR T AR B
ke e - d il R4 LA Koy 2 & b 5515
SO RS R 0 B RIS A, W ETR AT R i
FER 1 mg / mL A AARIE A T B BRI 28 W o, o A
J R FE 43 324 10 000, 80 ng / mL A R TAE -

I ZEAE A D B BRI SR A 5 100 L, B 96 fLARH,
T sV B Sk 80 ng / mL B AR TAEWE 25 wlL, iR g iR
45 min, i1 0. 4% FHFFR/K W 25 WL, IR HEIR A S min, 1
T BERCT JEEE 600 L, W iETR A 10 min, 4 CF B0
(B0 J178 1700 g) 15 min, B 300 pL, %% 2 5
— 96 fLAR AWK, I - 7K (50:50,V/ V)
150 WL, R ERA 5 min, 4 CFIAE, & 1.

1/ cps 2.523
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AZ
ALA, TRRI(H 3 A Z )

2.4 FEEER

LB MR« 23 5 B 6 A [R) R U 1 1 8 L5 (A
25 P + PUBEF EDTA - K,) | 1A TR 1) = iR 3 o
(HW =& & = 2.3 mmol / L) . 1 4> U5 A4 17 1fn. & 5
(% 5% 4= 14 ML 24 05% ) ) Mo 2 A0 TR A ok TR 1 25 U BE T
FE AR i, $2. 3T T AR B 4 2. 1 3R i A%
PEHEREINGE 30 5% 35 8] O 25 R A I 8o 5 N bs 1y 3
W5y B8 BT, R IE T R e AT o 1E DL T 1 (L
IR R B RIE ) |

LRMEXRFE A EAWAR A 2 KIS &, A
I3 BT W), s TR TR AT i R BT ik R 4300 0.5,
1.0,5.0,15.0,20.0,25.0,45.0,50. 0 ng / mL A5 TF A
FE 48 i 21 [) 32 ) Bl 5T 52 9K 2 43 591 2 0.5, 1.0, 5.0,
12.5,25.0,50.0,90. 0,100. 0 ng/ mL B ¥ IEARFE % H
Analyst 1. 6. 3 # /4 F1 AB Sciex 1. 7. 2 8 {4 R 4E K ik 5
WA T AR, DA i JE 8 BT 3 R BE (X, ng / mL) A R A A | P
eI AR B AR (V) AR bR (1 7 XA A
FHATANME RN A R TTFEN Y e = 0. 077 5 X sy —
0.002 23(R*=10.999 5,n=8), Yz = 0.061 5 X s> —
0.001 83(R*=0.999 2,n = 8) L5 KM = &BFH
TR Je e o s VA 2R R I 91 L oA 0 O 8 I 5 A s e T
FRHAE PR R A
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A,,A,. Methylprednisolone (fasting,fed)

B,,B,. Methylprednisolone — d, (fasting,fed)

Fig.1 HPLC - MS / MS spectra
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H e HE AR W A B - 2 MR A IS e S
S390.5,1.5,7.5,37. 5 ng / mL B JFAEAE S, B 2HE
e 354 0. 5,1.5,9. 0,40. 0,75. 0 ng/ mLL Y BT 45
FEA 7% 2. 3TN P A AL BE 4% 2. 1 30 R 50 A5 PR RE A
IRE TR MR, IS i AR LR 2 FI3L 3.

R2 THEABRTERINOKEHEREER
Tab.2 Results of the precision,extraction and recovery,and accu-

racy tests for the fasting group

RABEERE  RASEERE  BARKE%) ERERRHRD(%)

RERE  SM(Xts, RSD #fa(X:s, RSD W% THAE

#A i
ng/mb) (%) nglml) (%) RA K- .

0.5ng/mL  0.4§£0.01 2.70 -3.70
0.44£0.01 2.70 -1110

0.48+0.03 7.20 - - -4.10
0.48£0.03 6.50 -4.80
0.52+0.03 6.30 3.10
1.Sng/ml 1.40£0.03 2.40 -6.60
1.37£0.03 2.20 -8.90
1.41£0.07 4.90 104.90 107.10 -5.90
1.38£0.060 4.10 -8.10
1.50£0.06 3.80 0.10
7.5ng/ml 6.98£0.29 4.10 -7.00
7.22+0.17 2.40 -3.70
7.16+0.33 4.60 115.30 113.70 -4.60
6.80+0.16 2.40 -8.50
7.57+0.06 0.80 0.90
37.5ng/ml 34.00£1.02 3.00 -9.20
34.10£0.65 1.90 -9.20
34.4+£1.06 3.10 106.10 108.40 -8.30
33.90£0.67 2.00 -9.70
35.50+1.04 2.90 -5.20
E: - AREMK2F,
Note: — indicates that it has not been detected (for Tab.1 — 2).

Fo M - AR 24 I 2R Sl i, o0 ) T 0
- 20 °C. - 80 “CHlt & — & B[] 5 , #¢ 2. 1700 R i 56 4 14
HEREIN A2 , 10 % 0 T B 2 B A il 2 rh e BT =5 TR
B 22 hFAsE, — 20 “CH - 80 CIF 7 82 dfasE  AbFi Sk
fn T4 CIVAF 101 hASE VA7 98 h 43 B4 A T s 45
Ja ALK A B T R CE 24 hERE , - 20 CIEAF
36 dFasE, - 80 CIAF 62 dfasE , Ab S #E 5 T 4 CIt”
F7 146 h 28 , WAF 207 h 43 A 45 S v =5 80 WG 40 53 7
Yoy 9 F - 20 C( - 10 ~30 °C)H - 80 C( - 90 ~
- 60 C) AT 25 IRIRRE PR (FE %R 12 h DL 1) e
BIfaoE a5 RN, i b o B W e 2= IR R VRO AE L
IR R T RS T R A

FH JF RN 5 < B 6 3 IE B 5T 140 s IS 5 R RN
VORI L 5, B il 45 i, 4% 2. 1 300 3l 2 1 A
DSE O SR UG TR 45 2 HE AL AR B vk B (1. 5 ng / mLL)
5 I B Mk B (37,5 ng / mL) JR 45 R 5 19 RSD 43 51 K
2. 40% F12. 00%(n = 8) ; B AT K EE (1. 5 ng / mL)

*3 BEREREERINOK. ERERRER
Tab.3 Results of the precision,extraction and recovery,and accu-

racy tests for the fed group

RAREERE  RAREERR  RARKE(%) EAEXBHRSD(%)
RERE  HE(Xes, RSD #tfE(Xes, RSD Pk PHE ,
ng/ml) (%) wmglnl) (%) RBA A-d A A
0.5ug/nl, 0.43£0.03 7.70 -13.30
0.52£0.03 6.40 0.4920.05 10.40 - - 460 -1.9
0.52£0.05 5.30 320
L.5ng/ml 1.45£0.06 4.00 -3.70
145£0.03 220 1.480.07 430 95.20 89.60  -3.20 -1
1.53£0.07 4.80 2.10
9.0ng/ml 8.94+0.16 1.80 -0.70
§.84:0.28 3.20 8.86+0.19 220 - - -180 -1.50
8.81£0.09 1.10 -2.00
40.0ng/nl. 39.20£0.94 2.40 -2.00
39.60£0.96 2.40 39.4020.9 240 9150 90.20  -100 -1.60
39.40£1.00 2.80 -1.60
75.0ng/ml 76.00£1.76 2.30 1.30
72.50£1.00 150 74.2022.08 280 8.90 9350 =330 -1.00
420178 2.40 -1.00

Al T A (75. 0 ng / mL) R F R S 22 AR U — 1R Y
RSD 43514 5. 90% 13, 60% (n = 8) . F W25 i K &) 4%
PFF B BTRON AT 4 , 3 4 52 PN 0 B ) SR )N
2.5 FHMZIRE - BFE #&

PIZH 23 500 5 2 L R0 0 7 347 1l 25 9 B — s i)
Mk E S, HEAMLIAY PKAEE T ILE 2.
2.6 PKS¥

P32 P IR 4 mg FH IR R e A 323 37 s
ZHHIFG I PK S B 4.
2.7 EWEIEITFMN

& H Phoenix® WinNonlin® (Pharsight® Corporation
8. VAo I E B ARy T LART A LA (32 i) /
Z: i) 19 90% A7 X [H] (90%CI) , 45 vk A A5 34 X
[i1] 80. 00% ~ 125. 00% 3t [l A, W 2 Ry A= ) 258 5 () Bt
RSB RN 7 R 2 A 23 B A B )
R SE (BES) WK (€, ) O ~ e BSF 4 1l 259 B et ) —
Mk P (AUC, ) .0 - =l AUC(AUC, ) i) 90%CI
351 105. 949%(90. 11%,113. 22%) ,99. 67%(96. 20%,
103.27%) , 99. 78% (96. 24%, 103. 44%) , ¥ 7£ 80% ~
125% {5 BN 5 48 5 432 108 ¥ 98 A BES, C,,,.., AUC, _,,
AUC,_ B190%CI 435124 109. 80%(101. 12%,119. 24%),
98. 25%(95. 87%,100. 68%),97. 54%(95. 26%,99. 87%) ,
BITE80% ~ 125% Ju[FIN TE WK S A 6,
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2.8 ZE&MITMH
AN R FHE(AR) 7 HE AE(SAE) G IR 5 =
AT 45 AL A (I s B L ot 2B Ak PRE R BRI DI RE ) L
PEAZ 4 I 98 6 A M IR R A A I PAE IR A
IRAE 12 S0 HU ] IR ARG A P BE 285 55 48 s, X 52
R MR 2G5 A 2 AT ITAY S 4152108 1 AR &
A 21.43%(6 1 28) o Z KK FIF B AE I R Gidn B
DRI R (7. 14%,2 1 28) , B VEIEH M 1l IR R
C/pg-mL™!
40

30

20

20+

10+

0 6 12 18 24
B
A=W B REH
B2 Hi%REEZFHMEIRE - &
A. Fasting group B. Fed group

Fig. 2 Mean blood concentration — time curve of methylprednisolone

(SUA) FH 5 (7. 14%, 2/ 28) s Z LUl R B B AE 19 R 48
PE NI A (10.71%, 3/ 28) FLIL W Bz itk £
29 %R (3.57%, 1/ 28) , B & if 4 SUA T+ &
(7.14%,2 /1 28) , FAAM LT ERBEAR (3. 57%,1/28) , Z il
(3.57%,1/28) & Ja 32l AE £ 4K 17.50%
(71 40) o ZIRHIFIBBE AR B9 R G a B 283 4 25k
(7.50%,3 1 40) , B ¥ iH N A TR 2 5 W (ALT) F+
15 (2.50%,1/40) , I AHLT &R F+i55 (2. 50%, 1/ 40) ,SUA
55 (2.50%, 1/ 40) s Z Ll FI B B AE 1) RS 48H 45
I M A KAT (5.00%,2 1 40) , IfiL 7% K ik B 2R 45 95 0
(2.50%,1/40) B R AZ Y5595 (2. 50%, 1/ 40) , B ik
N ALT THE: (2. 50%,1/40) SUA THE (2. 50%,1/ 40) ,
UM (2.50% , 1/ 40) , b 0FNERYL (2. 50%, 1/ 40)
FIT A AE JE AR BE Y R 1 9, % VA R 58 R 2 sk & 1A
T AR & A SAE B R B2 1R I Y AR
3 iTig

HRJe e e SO M R ) 2 T2

F4 FASREBARDHFSH(X +5)

Tab.4 Pharmacokinetic parameters in two groups (X = s)

A (n=28) RE(n=40)
ZEH A HH A ZkA A AIH A
o (h) 1.67(1.00,5.00) 1.67(1,3.9969) 2.67(0.50,5.00) 2.84(0.5,5.5)
C._(ng/nl) 126861 32.30£9.05  RITLILIT 052:1L5

AUC, (heng/mL) 11775 £32.93
AUC,(hng/mL) 121,49 +34.38 142.5237.00  145.91£37.00
(b 2.19+0.51 2384046 2.49+0.57

117.10£27. 54
120.74£28.97
2.15+0.37

138.33£36.75  140.71£37.01

A PR GRAME, JRKRAR) ¢, A RSB IE),C, AERE,
AUC A 2 FEnb e — Wk TFaEM,, ¥R E5E6F,
Note:* refers to the median (minimum,maximum);tmX refers to the

peak time,C refers to the peak concentration,AUC refers to the area

max

under the blood drug concentration time curve,and ¢, ,, refers to the

half - life (for Tab.4 - 6).

x5 HiRREZRAFFAMSIIANEZTEREREETHC,, ,AUC,_,,AUC,_,

Tab.5 C,,,AUC,_,and AUC,_ . of the test preparation and reference preparation of methylprednisolone under fasting and fed conditions

max?

g C,.(ng/mL) AUC,_,(h+ng / mL) AUC,_ (h-ng/mL)
T (n=28) HEA(r=40) FMHA(n=28) FEA(n=40) THA(n=28) F£E4(n=40)
23K ) A 33.01 31. 47 113. 48 133.63 117.02 137. 87
A4 F 31.16 28. 66 113. 86 136. 01 117.28 141.35
*6 HERREZBEREREZFGTEMENEITMER
Tab. 6 Bioequivalence evaluation results of methylprednisolone under fasting and fed conditions
Hdk ¢, (ng/mL) AUC,_,(h+ng/mL) AUC,_ .(h-ng/mL)
A (n=28) £BA(h=40) FHA(=28) £BA=40) ZTHA(=28) FEA(n=40)
JUAT ¥ 48 AR 105. 94 109. 80 99. 67 98.25 99.78 97. 54
MER T SF 2 8(%) 14. 67 22.12 7.79 6.49 7.93 6.28
90% CI1(%) (90.11,113.22) (101.12,119.24) (96.20,103.27) (95.87,100.68) (96.24,103.44) (95.26,99.87)
ek (%) 99. 35 83.10 >99. 99 >99.9 >99. 99 >99.90
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