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Quality Evaluation Strategies and Technical Key Points of Biochemical Injection
ZHENG Luxia,SHI Fangliang, LYU Jing,ZHANG Ying,SHAO Hong, CHEN Gang( Shanghai Institute for Food
and Drug Control ,Shanghai 201203, China)

ABSTRACT Biochemical injection is a kind of high risk drugs for its biological diversity and composition uncertainty.The
current paper elaborated the evaluation strategies according to the status quo and technical regulations of the domestic biochemical
injections.Key points of the quality evaluation and expectation of the technical methods were investigated and summarized. This

paper aims to provide research ideas for quality consistency evaluation or reevaluation work of biochemical injection in the future.
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TP Fks KA RIEREA A
A R Ik 50 mg - mL™'( LAk RX ALLERGAN SALES LLC
HIEF 500 mg(250 mL) RX EXELA PHARMA SCIENCES LLC
Rk B 500 mg( IEEWFIT)  RX ROCHE PALO ALTO LLC
NS 10000 kU « mL™" DISCN BAYER HEALTHCARE PHARMACEUTICALS
INC
IR EY N £ 6 mg RX VALEANT PHARMACEUTICALS
INTERNATIONAL
FFZ4h 1000 U + mL™ RX PFIZER INC .FRESENIUS KABI USA LLC .,
WEST-WARD PHARMACEUTICALS
INTERNATIONAL LTD
5000 U » mL™ HOSPIRA INC .PFIZER INC FRESENIUS KABI
USA LLC
il 25000 U - mL™ DISCN SANOFI AVENTIS US LLC
PRAEPER B 75U RX FERRING PHARMACEUTICALS INC
DRt £ 5000 U DISCN MICROBIX BIOSYSTEMS INC
1% B BT R 1t 150 U + mL™ RX AMPHASTAR PHARMACEUTICAL INC
A 200 U BAUSCH AND LOMB INC
AN E W TR 150 U » mL™ RX HALOZYME THERAPEUTICS INC
{27 iR £ 5000 U RX FERRING PHARMACEUTICALS INC
£ 10000 U
R A 20 mg + mL™' RX HOSPIRA INC
NN PERN 10 mg( 100 mL) RX PHARMACIA AND UPJOHN CO
TR TR 500 U » mL™ DISCN ELI LILLY AND CO
40 U - mL™ DISCN NOVO NORDISK INC
100 U » mL™
SR R R 40U - mL™ DISCN BRISTOL MYERS SQUIBB CO
MR aAEE N 10 mg + mL™' RX FRESENIUS KABI USA LL
fEE A R 200 U +» mL™ RX MYLAN IRELAND LTD
GHEE 10U+ mL™ RX FRESENIUS KABI USA LLC
B L= ER 0.004 mg + mL™' RX FERRING PHARMACEUTICALS INC
i1 E A SUR 2R IR SR B 3.75 mg( LA HRAMGT)  RX ALLERGAN SALES LLC
T 73 AL T ik 0.2 mg + mL~'( LA AR RX WEST-WARD PHARMACEUTICALS

INTERNATIONAL LTD

RX & 747 25 ; DISCN & 742 F 254
RX, prescription drug products; DISCN, discontinued drug products
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Fig.1 Evaluation strategy of biochemical injection
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Bio-waiver in Consistency Evaluation for Generic Drugs and the Influence of Excipients
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ABSTRACT This paper investigates the application and approval of bioequivalence ( BE) waiver in the consistency

evaluation of generic drugs so far, and analyzes the problems existing in the study and applications. It focuses on the types,
dosage, influencing methods and principles of excipients affecting the absorption of drugs, to give reference to enterprises and
drug regulatory departments.
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