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首个针对治疗高危神经母细胞瘤的新药dinutuximab

对CFDA新版《药物刺激性研究技术指导原则》的解读及改进建议

NDM—l酶及其抑制剂研究进展

基于免疫调控功能的间充质干细胞生物学有效性质量评价策略

miR一373通过靶向调控SULT I A3表达影响芹菜素磺酸化代谢反应特性

天麻素抑制血清剥夺诱导的H9C2心肌细胞自噬发挥抗凋亡作用

9LI!U!!!tlUUU!LIJII。3：llu L’
国家食品药品监督管理总局主管 终≥⑧



目 半月刊1992年创刊

第25卷第3期2016年2月15 B出版

·新药述评与论坛·

首个针对治疗高危神经母细胞瘤的新药dinutuximab⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯韩金娥，惠人杰，冯柏年

美国对实验室研发诊断试剂的监管之路⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯刘东来，石大伟，张春涛

印度药品专利强制许可制度分析及对中国的启迪⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯俞铖航，田侃，喻小勇

基层医疗机构基本药物采购资金的预测研究——基于BP神经网络⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯褚淑贞，张环宇，陈露

德国医保支付价格管理及对我国的启示⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯王雅楠，彭小宸，程珥等

对CFDA新版《药物刺激性研究技术指导原则》的解读及改进建议⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯金毅

·重大新药创制专项巡礼·

NDM—l酶及其抑制剂研究进展⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯李兴华，肖春玲

·生物医药前沿·

重组人代谢酶酵母表达系统在新药体外代谢研究中的作用⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯陈鹭，千文，杨长青

·综述·

基于免疫调控功能的间充质干细胞生物学有效性质量评价策略⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯张可华，纳涛，韩晓燕，等

TsHR小分子配体的研究进展⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯任航，申慧芳，李官成，等

注射用长效避孕给药系统研究进展⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯曾佳，黄婷，李芳，等

·临床研究·

药物临床试验机构风险管理模式探讨⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯黄一玲，许莉，康健，等

地佐辛预防女性患者丙泊酚静脉注射痛有效剂量的探讨⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯张忠其，刘世乐，邢祖民，等

帕利哌酮缓释片治疗精神分裂症患者有效血药浓度的研究⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯闻晖，盛建华，诸索字，等

·实验研究·

miR一373通过靶向调控SULTIA3表达影响芹菜素磺酸化代谢反应特性⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯周昱，周一平，张元，等

白杨素在雌雄小鼠肝肠s9中磺酸化结合反应的性别差异⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯周一平，周昱，马颖林，等

天麻素抑制血清剥夺诱导的H9C2心肌细胞自噬发挥抗凋亡作用⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯李瑶，杨萍，何花，等

畲药半边风醇提物降低急性高尿酸血症小鼠血尿酸水平及机制研究⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯王娟，许兵兵，曾金祥，等

注射用13种复合维生素的血管刺激性、溶血性和过敏性实验研究⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯郭起岳，茹丽，关业枝，等

抗肿瘤药物mocetinostat的合成⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯姜玲，张庆伟，王铁闯，等

苯磺酸氨氯地平乳剂凝胶的制各及其体外透皮吸收的考察⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯张宏梅，崔佰吉，钱曦盎，等

离子色谱法测定琥珀酰明胶注射液中琥珀酸含量⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯姚萍，徐丽霞，罗军，等

·药物安全与合理应用·

药师指导患者使用吸入剂装置的效果分析⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯⋯马凌悦，田硕涵，周颖

[期刊基本参数]CNll-2850／R．1992*sm*A4*120*zh*P*￥30．00．．23．2016-02

责任编辑王字梅 英文审校 魏尔清 杜小莉

1

4

3

8

2

6

O

7

3

1

7

5

0

3

8

悬

旧

洱

旧

旧

国

理

疗

州

Ⅲ

黜

誊黾

凇

{|黾

啪

趼

撇

剐

拼

躺

Ⅲ

m

m

淄

粥

掰

|骂

Ⅲ

搬

娥

哪



241 Dinutuximab，a first new drug for the specific treatment ofhigh-risk neuroblastoma HAN Jin-e，HUI Ren-jie，FENG Bai-nian

244
Development ofthe United States reglll缸ofy policy about the laboratory developed
test(LDT)LIU Dong-lai，SHI Da-wei，ZHANG Chun-tao

253 Analysis of India compulsory license system of drug patent and the enlightenment to
China YU Cheng．hang,TIAN Kan，YUXiao-yong

258 Prediction ofprocurement funds ofessential medicines in primary medical institutions
based on BP neur8I network CHUShu．zhen,ZHANG Huan-yu,CHEN Lu

262 Germany medicare payment system and its implication to China WANG Ya-nan，PENG Xiao-chen,CHENG Yue，et a／

266 Interpretation and suggestions on new CFDA guideline for drug stimulation study JIN Yi

270 Progress in the research ofNew Delhi metafio··13·-lactamase-1 and its inhibitors LI Xing-hua,XIAO Chun—ling

277 Application ofrecombinant human metabolic enzyme yeast system in metabofic静
search ofnew drug in vitro CHEN Lu,QIAN Wen,YANG Chang-qing

283 Immunomodulatory properties．based strategY for the asse站ment of biological effec．
tiveness of mesenchymalstem cells ZHANG Ke．hua,NA Tao,HANXiao-yan，et a／

291 Recent progress in small molecular ligands ofthyroid-stimulating hormone receptor PENHang,SHEN Hui—fang,LI Guan—cheng，etal

297 Research progress of嘲ectable long-acting drug delivery systems for contraception ZENG Jia,HUANG Ting,LI Fang,et al

305 Risk management model in clinical trial institute HUANG Yi·ling,XU Li，KANG J弧et al

3 10 An effective dose of dezocine to prev蛐t propofol infusion-induced pain in female pa-
tients ZHANGZhong-qi,LIU Shi—le，XING Zu-min，et a／

3 13 Effective blood drug leveI of paliperidone extended release tablets for treating patients
with schizophrenia WEN HuL SHENGJian-hua,ZHU Suo，u'et a／

318 miR-373 affects the metabolism profile ofapigenin sulfation via targeted regulation of
SULTlA3 expression ZHOU Yu，ZHOU Yi—ping，ZHANG Yuan,et al

323 Genderdifferencesofchrysin sulfationinmou∞liver and smallintestinal S9fractions ZHOUYi·ping,ZHOUYu,MAY'mg-lin．etal

328 Anti·-apoptotic effect ofgastrodin through inhibiting serum deprivation-induced au-
tophagy in ratH9C2 cafdiomyoc”es LI Yao，YANG Ping,HE Hua,et al

334 Effect of DendropanaxchevMieri ex仃llcts on uric acid level in hyperuricemic mice and
the possible mechanism WANG Ju龇，XU Bing-bing,ZENG Jin·xiang，et al

339 Vascular irritating，hemolytic and anaphylatic t鹤ting ofcompound vitamins(13虹nds)
for injection GunQi-yue，RU Li，GUAN、B曲i，etal

344
Synthesis of the anticancer drug mocetinostat JIANG Ling,ZHANG Qing-wei，WANG Tie-chuang,et a／

348 Preparation ofamlodipine besylate emulgels for transdermal administration and its
percntaneous permeability in vitro ZHANG Hong-mei，CUI Bai-ji，QtAN Xi-yao，et a／

352 Determination of suceinic acid content in succinylated gelatin injection by ion chro-
matography YAOPing,XU Li-xia,LUO Jun,ef al

357 Effect analysis ofpharmacist guidance on patient using inhaler devices MA Ling-yue，TIAN Shun-hart，ZHOU Ying，ct al

Directed by：China Food and Drug Administration

Sponsored by：China Medical Science Press

China National Pharmaceutical Group Corp．

Chinese Pharmaceuticaj Association

Editor-in-Chief：SANG Guo-wej

Board Chairmau：SHI Sheng-yi

Edited by：Editorial Bnard ofChinese Journal ofNew Drugs

Published by：Chinese Joumal ofNew Drugs Co．．Ltd．

Address：Room 1605，No．2 Ocean Cityscape，No．123 Zhongguancundonglu，

Haidian Districk Beijing 100086．China

1H：m10)80442198／82282300，80442188／804421 89／82282326

Fax：f010)82282289

Website：http：／twww．newdrug．cn

E—mail：bianjibu@newdrug．cn

Pdnter：Beijing Kexin Printing Co．．Ltd．
Domestic Distribution：Belling Post O衔ces

0vel—neas Distribution：China International Book Trading Corp．

(P．0．Box 399 Beijin譬，China)
Domestic SubscHption：Local Post O币ces

Periodieal Registration：ISSN 1003．3734 CN 11．2850／R

Publication Date：February l 5．201 6

Copyright：2016 by Chinese Journal ofNew Drugs Co．，Ltd．



制药设备技术实务系列丛书第一辑

由《中国新药杂志》主编、北京理工大学出版社出版的《制药设

备维修保养技术实务》(ISN 978—7—5682—1537—4)已于近日发行。

本书由《中国新药杂志》组织全国从事制药设备维修保养工作的一线

技术人员和业界专家，撰写在制药设备维修保养方面的诀窍和技术实

务，供业内同行学习参考，具有很强的实用价值。欢迎订阅!
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