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0.41 F1 1.21 £ 0.28h; AUC,_ 25 27.29 +24.54 1 27.12+20.64ng-h/ml. %25 EFHAXAMRE, LR EZHBER
HHEYEsE , LORAX F BT A9 F) FE 7 100.63 +£14.27%,
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Study on the biocequivalence of domestic loratadine in healthy volunteers
LIU Yu,et al
(Department of Pharmacy , College of Clinical Medicine , Chongqing Medical University)
{ Abstract] Objective: To study the bicequivalence and pharmacokinetics of two kinds of loratadine tablets in 20 healthy volunteers.
Methods : An oral dose of 20mg of test or reference loratadine tablets was given according to a randomized 2 — way cross — over design,
blood samples were withdrawn up to 12 hours past administration, and plasma concentration of loratadine was determined by HPLC
method. Results : The peak plasma levels (Cpe ) of loratadine test drug and reference drug were 8.59 £ 6.70 or 9.59 = 8.22ng/ml re-
spectively. The peak time (T .x) were 1.08 +0.41 or 1.21 +0.28h respectively , and AUCy_, were 27.29 +25.54 or 27.12 £
20. 64ng-h/ml respectively. Conclusion : The result of statistic analysis and tow one — sided test suggest that the domestic loratadine

talbet is bioequivalent to the imported tablet. The relative bicavailability of domestic loratadine tablets is 100.63% *+14.27%.
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FAFME (Loratadine) B —Fh =3I PT AR ZY , ¥ 1.1 BHa 5K

AR VUSNRAA R B, 2, RS2 RGN H,
ZARFRAM A5G, BIER/D . HyrHBRERKR R
A, FEATIEERR SHEREBHIRE LHE
ISR R A< SCN PRI PU R & BRI 25 8
B RE fth E T AR B XA YR RIEE 34 20 248
R IEE R A 5 3 SRR 8 O IR R A 8
HR A BMES S EERERBH R
AFAEF R B ME R RA T HPLC J5 ¥k #E47 1
R IEIE X PIF R E M E A B E
F1E SRS YR RUE BT RS

1 #HEAE

HEENGR: N FO74- ), &, HIF,
TEMAFE . BHNRBAHE,

ZIRAY SRR B M EE e B (R ER
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K5I W 25 Agilent 1100 T4HE ¥ ; 6,384 Kromasil™ Ciq
Tpm B2 ,150 X 4. 6mmID; [E 5 BEFEFR S0pl; M3 : L8 -
7K 0.5mol/K KH,PO, - H;PO, I = 38:54:8:0.1(V/V),

BE1
1.3 &%

025 HEREEES, UK, FHER 22.61£0.75 %

(21~24); P 1k 63.1+ 4.85kg(54~70) ; FHI & & 169.5
+4.24cm(160~176) . A ZWAHF EITN . FoI E LB
ARAHER ZANHAARA -4, KBTS E
MERBBHEEGECHERSHHEES.
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RAVFADEAZLRRBE T LR BORASE.
20 B AEBISNABHA, SHA 108,51 . I RS
FIZX X OB LORAX 5% LORAS, X JRZHRIZ 1 AEE.
MRZ5RT2E & 12h J5, T H B 8 i¥ 25 I F B 20mg! 2 LO-
RAS 5 LORAX(200ml BFF K BZ) ., IRZA XY H % — Jhin

R ZuUM R 2 B 2UE 3h, 25 F oA Bk | ok B2 B
HO

1.5 #aRE

FRRZE 0.25.0.5.0.75.1.0.1.5.2.0.3.0,4.0.6.0.
8.0.10.0.12.0h, M BTE # Ak L 3. 0ml, > B M 3K, 1K1 -
20CHRF.AM, AR 1 BEXHOMS —FH#, H L
REEbkm23,
1.6 AR & HRENT

B335 M3 1ml, 0 A 4% 50p1(0.853ng/ml) #1 1mol/L
NaOHO.1ml, B4, 4 51 2ml Z B IEE 45 (1:1) B3
1min, /B, & IHFHERAEHH ;R EHM 1mol/L HCI 3. 0ml
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CBE:IEE5(1:1)3ml, R 2min, BB, EHBAE 40T K
wABRSWKT,H 100ul WS, BEFE S0pl.
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_ AUC(y_15) (LORAX)
AUCy-12) (LORAS)
¥4 ZBEE 1 LORAX 5 LORAS # AUC(g- 121 23 31
HRAHEXNEYRAE(F), AESHEEEERER. XA
PEMS Siif &4 B X3 WA 8 AUC.C,,, . Tow B BT B
B . HFEFHIHABEDSEHE.

F

X100 %

2 &5 B

2.1 AW

EEAME P59 HB N LORA £ i 25 ¥ B 4
W F 45.312.22.656.11.328.5.664.2.832.1. 416.
0.708ng/ml, % ML 3% ¢ & B9 4L 32 5 0 2 7 B #E4T 4k
FRFBE, A SHIBLEA, BiEME T E,LO-
RABEDZIP HRHE R 5 LORAKE CHER
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RSD % 4.77~5.05% (» =15); Bd RSD X 1.43
~7.56% (n=15),
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%1 LORAXZEAKAMENEBHNAESN

o Conae (g /ml) * T (h) AUCo~ 121 (ng-h/ml) LORAX #i%t
LORAX LORAS LORAX LORAS LORAX LORAS H P F T BE(F) %
1 8.34 12.91 1.0 1.0 31.70 35.21 90.03
2 6.64 6.98 1.5 2.0 17.84 18.72 95.30
3 3.29 4.51 0.75 1.5 14.76 17.66 83.58
4 4.17 5.25 1.5 0.75 9.54 8.92 106.95
5 10.70 8.46 0.75 1.0 21.24 23.47 90.50
6 9.17 12.00 1.0 1.0 36.56 32.73 111.74
7 4.43 4.42 0.75 0.75 10.14 8.04 126.12
8 5.93 7.47 2.0 1.0 36.28 4.7 81.14
9 3.60 2.81 1.0 2.0 14.06 12.97 108. 40
10 4.00 5.17 1.0 1.0 9.28 10.91 85.06
11 16.77 17.51 1.0 1.0 45.52 46.46 97.98
12 30.11 38.48 2.0 1.5 116.28 92.36 125.90
13 2.01 1.84 0.75 1.0 4.08 4.54 89.87
14 4.43 5.65 1.0 1.0 16.30 14.46 112.72
15 7.75 15.13 0.75 1.0 34.38 41.03 83.79
16 18.25 17.57 1.0 1.5 48.58 50.37 96.45
17 7.35 7.21 0.75 1.0 18.83 22.76 82.73
18 7.56 8.23 1.5 1.5 14.02 15.43 90.86
19 4.20 4.06 0.75 1.5 13.92 14.08 98.86
20 13.03 6.24 0.75 1.0 32.42 27.61 117.42
z 8.59 9.59 1.08 1.21 27.29 27.12 100.63
SD 6.70 8.22 0.41 0.28 24.54 20.64 14.27
" Wi
% 2 LORAX 5 LORAS # AKMH W0 EFZHREBERXXORATHERFERMLZ
HRINFSM(7 =20) WEBESFAEXLE2, FHMNAKRE - 6FH
& % LORAX LORAS a2k A 2,
lag time(h) 0.21+0.13 0.20+0.13 2.4 KFLARSTAEHARRRET 5
t,,Ka(h) 0.21+0.21 0.30+0.29 LORAX 5 LORAS HJ Cu Toux M1 AUC £ F
t »Ke(h) 3.03+0.98 2.65+0.81 ENHB LB EER(P>0.05). AUCZH UM ¢
Toax(h)* 1.08£0.41 1.21+0.28 BB RAEWHFR.
Coar(ng/ml)* 8.59+6.7 9.59+8.22
AUC,-p(ng-h/ml) 27.29+£24.54  27.12+20.64 3 i i
10 e LORAX. AMREERERD, SR REREREME
g —=— LORAS HTSHE&ESE . £ HPLCEME P4
6 AfEiEE, THRETH. TBRER LORAX 5 LO-
RASt; ,Ke 437514 3.03+0.98 f12.65+0.81h,C,_. K
4 8.59+6.70 1 9.59+8.22ng/ml, T,.,>0 1.08 £0.41
2 ) _ 1 1.21+0.28h,AUC,_ K 27.29 + 24.54 §127.12
°, - " g +20. 64ng- h/ml, 5 X HRE4 L IE ROAR L

LORAX # %t F LORAS 8 A &4 9 | F§ X

M2 HH#MS 100.63+14.27% (n =20). FrfBH (F#% 652 ®)
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