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Comparative Analysis of Instructions for Generic and Original — Patented Anti — Tumor Drugs

HE Rong ,WANG Qian,WU Ping,CHEN Heli
(The First Affiliated Hospital of Army Medical University ,Chongqing ,China 400038)

Abstract: Objective
use. Methods

National Healthcare Security Administration, the instructions of generic and original — patented anti — tumor drugs were obtained

To provide a reference for standardizing the instructions of anti — tumor drugs and promoting their rational

Based on the first eight batches of national — centralized drug procurement (NCDP) drug catalogue released by the

according to the official websites of relevant institutions and literature, and the information on 14 main items in drug instructions
(including excipients, indications, usage and dosage,adverse reactions and so on) was collected for descriptive comparative analysis.
Results A total of 26 groups of anti — tumor drugs (including 14 groups of oral preparations and 12 groups of injection
preparations) and 52 drug instructions were included. There were many varieties with difference in the main instruction items
including clinical trials (26 groups, 100. 00% ) , expiration date (23 groups,88.46%) ,storage (18 groups,69.23%) ,adverse reactions
(16 groups, 61.54%). There were 17 generic drugs (65.38%) with the same or similar (with differences of < six items)
instructions and nine (34.62%) with significant differences (with differences of > seven items) instructions as original — patented
drugs. Conclusion There is a certain difference between the instructions of generic and original — patented anti — tumor drugs,
and medical personnel should strictly follow the drug instructions when selecting. It is recommended that manufacturers regularly revise drug
instructions in accordance with relevant national regulations to provide accurate medication guidance for medical personnel and patients.
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Tab.1 Basic information of anti — tumor drugs

B CEIEE A2
HRid M4 — P . g

EPET R WA EPFTR WA
FRRFLHRA THFAGLENARAS 2020-11-05  Novartis Pharma Produktions GmbH 2017-11- 14
EHRAEEGEM 9 F 2 e A TR 3] 2020-12-23  VianexS. A. - Plant C 2020 - 03 - 05
EE- I FE 0 % (b)) AR 2017-07-19  KagamiishiPlant, NiproPharmaCorporation 2018 - 01 -30
BT I RN AR B [ 2 A RN ) 2019-07-04  Patheon Inc. 2020 - 08 - 18
HE R E LB E PR A A TR E) 2019-02-26  Taiho Pharmaceutical Co. , Ltd. Tokushima Plant 2017-09-18
EHAELER(AROLLE)  AHEAREHLARAT 2020-11-23  Celgene Corporation 2016 - 04 - 14
7 AR vk g TR IR A RN ) 2020-06-05  AstraZeneca Pharmaceuticals LP 2015-03 - 03
A4 BT AUR EXRRR 2k 4 B oy FOR A ) 25 A R 8] 2021-04-23  Baxter Oncology GmbH 2017 - 04 - 24
FRER TAEE S A A A 2022-01-25  Shanghai Roche Pharmaceutical Co. ,Lid. 2019-06-13
Kok B L R A Ay A RN B 2013-07-09  Novartis PharmaSchweizAG , Switzerland 2020 - 06 - 22
EHRMAER B MERE LA RN 2021-05-14  BSP Pharmaceuticals S. p. A 2020 - 08 - 10
FRBBRERERA TN LA RG] 2020-08-13  Bayer Pharma AG 2017-03 - 10
B IR E LHEREN T EB LA RG] 2020 - 1117  Orion Corporation 2022 -03-02
EAR B E BE AT EX RS A A E) 2021 -05-25  VlanexS. A. - PlantC 2018 - 07 - 05
WL A AL 26 3k A RN ) 2021-04-15 CORDEN PHARMA GMBH 2017 - 04 - 24
EST R 0 EX R W dy O 25 A TN 8 2021 -04-23  BSP Pharmaceuticals S. p. A 2018 - 05 - 08
% MR IEHR L le s E R A RN 2021 -04-02  Sanofi - Aventis Deutschland GmbH 2019-03-07
A ki 4t A Tl 2 (i) A RN 2] 2021 -10-20  Sanofi - Aventis Deutschland GmbH 2017 - 11 - 07
EHEIZAR BTk E AR S 2021-03-01  Bristol - Myers Squibb S.r. 1. 2021 -01-08
EHRLBRAKRES T ER R B A A TR AN ) 2019-12-06  Pharmachemie B. V. 2018-12-17
FRBARERKE F &4 Gl A f8) 2022-03-15  Pfizer Italia S. 1.1 2017-09- 11
LRI RS R K IHERGLERAARNE 2021-11-29  Boehringer Ingelheim Pharma GmbH&Co. KG 2017 - 04 - 24
LBRJLEHRA AERAH A TR 2021-06-15  Delpharm Milano S. r. 1. 2020 - 11 -17
SR LR R T AE R E S A A A 2021 -05-19  Pfizer (Perth) Pty Limited 2023 - 04 - 21
TR RB R E ZARRRLG LA RS 2021-12-14  Eisai Co. ,Lid. 2020 - 09 - 16
DR A IHREN TR LA 2021-10-19  Merck&Co. Inc. 2018 - 01 - 01
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Tab.2 Varieties with differences between the instruction items of generic and original — patented drugs (n = 26)
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