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ABSTRACT Objective

drugs manufactured in China.

To provide opinions about choosing Reference Listed Drug (RLD) by analysis of originator
Methods We clarified the definition and scope of originator drugs manufactured in China, and
introduced the policies and guidelines of National Medical Products Administration. Then, the current state was analyzed from
Results

Conclusion There are advantages for choosing originator drugs manufactured in China

basic information, registration state, in-vivo evaluation process and original products in US/EU. To figure out the
percentage of RLD in each categories.
as RLD, but more attention should be paid on relevant influence factors in application processes of consistency evaluation.
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Fig. 1 Basic Information of Originator Drug

Manufactured in China
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Fig.2 Information of Drug Registration

4 FEWEE R ER g ERIEN AR

BT b TN ] WA T IAN ) 3l VA R
ATa] FEM 2R TR, dh b L T s ) R R R R
SRAASS AR, I A 25 S AR NP 7 T, A A
T A ST M 7 A 24 i AL v s P B4 D 2 32 22 4
FUATFILZE (I 3) . OIUEPEIG IR, d5 B m ) 21%, It
Sl CRUAR ) b T AR B 3 I E AT X LI R 5T
K E P BT 8 AR [ 4 2 A e R 2
SARFIECH 100 ~300 5], 553 5 Ak R #EAT T 24

AR, QA SAERE, 5 AR 46%, PIA
ST I e 1R o 3 1 7 1 2 ) A sl v i 0 P
PAESMNEE= A S LR, e AUC C,, 5523
HBROEBAFEZER G2 L AAEARRIR R
WA 32 1 B AR DCF AR ZR (s T
e ) RN vk T (AN RS ) KBl R . @4
WSRO B, o5 SR 1% , A0 35 KR0S 54 e 0 L
F R AR RSN S FE e, @R Fh RS
RPIPEA IR Bl , LR 22% , 25| R Bt O
st Ao 0 ] AR it e e AR S 0 5V Ay 1 A H i 1
WAl

m BE

5 2 = BE# %,
IR R
|

B3 HRiERARX

Fig.3 In-vivo evaluation ways
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Fig.4 International listing Date
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Fig.5 The first listing country of original products
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