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Analysis of FDA Bioequivalence Requirements for Solid Oral Generic Drugs Labeled for Sprinkle or via
Enteral Feeding Tubes

Liu Qian' ,Nan Nan',Xu Mingdi',Sun Xian', Zhang Guangchao' ,Zhu Jia® (1. National Institutes for Food and Drug Control, Beijing
100050, China;2. Shanghai Center for Drug Evaluation and Inspection)

ABSTRACT The requirements and guidelines of bioequivalence test for solid oral generic drug products labeled for sprinkle or via
enteral feeding tubes in FDA were analyzed. FDA issued guidance on bioequivalence recommendations for specific products were ana-
lyzed from multiple aspects including critical quality attributes, study design and in vitro feeding tube comparison test etc. The guide-
lines may have important inspiration for the agreement evaluation of generic drug products in China.
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R AR LR S W 1202 SRR 10mg,28mg 10mg,14mg
R L PR 2 BREH EQ200mg 50mg,75mg,80mg, 100mg, 150mg
R 4RI LRI 28mg 7mg,14mg, 21 mg
Hh R IE A g (242 SRR 60mg 10mg,20mg,30mg,40mg
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Hh R IR e 28] SRR e 40mg ggnrié 10mg, 15mg, 20mg, 25mg, 30mg,
A 22 R e 2 IR 60mg 30mg
T A RS 2 BRI 600mg(8 Jy x75mg) 25mg

AT 24 T A7 2 — SR PO ) L 289 dh R A B 5
PR/ SERLAERR B L P-F BRIRIDHE FRRZ VAR R IR
HERLIFOK FERFR MR 55
2.1 AEFAEXERT SR

5% [ FDACHRI iy Fof 14 A 40 5 AR 1 S ) 7 1A Ak
PRz B A 2507 500 et Bl LA e R 2y
NG 2 KU SR PRI B o 0 TP g — 2 A8
S b A5 2R O 1 IS B R R A | AR AR S L e IR R JI
e 22 B R R A A i 22 BB BRI, TR 2
O R IE B35 A W) A0 M7 i o AR RTIX RN 5 12,
TN AR A M Sk 2 8 AUC F0(8R) C,,,. 18 A W 25 3k vk
P BAT AL S B (R, MR AR =30% ) o X
TR SR AN ER R 2 AR 5/ $h R 5% 5 W e 22 6 MG 2
AR AT IS BT X T2 A7 1 1 i A R 2 gy -
GEREIAE 0N TSR B 35 T TR AL I 20 R0 £ R R Y T 2 R I
2, UOR A H A2 DU R A S BT o X TR R 155 0
BRI fhnT BET R R VS (9 b B, AR U2 T/ e e 2
L GRR IE 20  WRIRIR E Hb 8 S R JEC 20 B PR MR R I £
PR 2 A% WR 5T/ £R R 9 4 W e e eI 48 | R R R HHY R 2 TR T 2
TR G WM ZRE e ER R AT IR WY R G e i A EE T A0 TR 3

Ve

BE L MR BRI e, FDA H i 2R 723 H A 5T b s in A 7] vk
FEW S BT RSN R IR
2.2 AYFRMEIRBEA

Xf T B 22 B A 25 245 07 S IR R, FDA G
TR T 28 RN R A A= 9y S M, T A T i 2 T AR
BRSBTS A
2SR, FTIF 24 il I S 5T R e A0 v Y JORE 4 B A SR
KR 5 R IR G e P IR, R AR R A LS IR T o
AN A AR R, SR I A R R B TC T MELRE A IR
URLAS IV L B A o LA 11 5 At G B 2 I N S R
B RN AE Y B R 5 R R ™A% B e T2 43 0 7 i6 40 i
Bt , B FT-SA AE W A A R 90% BEAR XL, KPP 5
Z: PR ) A R
2.3 AN F AR A Yy R B F AR IR

FDA #5 B H ZERA I A5 A A A SO 24 46000 4 ot
WY AR« (1) 55 25928 TR e R AR IR B AR TR G TR
AR Ay R R AT e 22 AR A fiy S BRI, A I DA g
N L-ZE P % ( D-amphetamine and L-amphetamine ) ; (2) #§ 2 1<
A 3t 75 GBI , A6 DI JE A% R 4k 3 7% ( carvedilol ) (the ra-
cemate of parent drug) FIF BE 1K K 4-F% K& R 4E 3 % (4-



FEGIT 2018 44 21 55 8 ]

China Pharmacist 2018, Vol.21 No. 8

hydroxyphenyl-carvedilol ) ; (3 ) it 12 N MF 2 F6¢ 5 2 , A6 ) nh i
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