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http://www.ccpie.org/cn/gzdt/webinfo/2019/09/1570891183013621.htm
http://www.cde.org.cn/news.do?method=viewInfoCommon&id=314949
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(L3R : Wholesale Distributor Verification Requirement for Saleable Returned Drug Product—Compliance Policy Guidance for Industry)



http://www.ccpie.org/cn/rootfiles/2019/10/10/1570892042806024-1570892042955766.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/wholesale-distributor-verification-requirement-saleable-returned-drug-product-compliance-policy
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(LFKJE: Investigational Enzyme Replacement Therapy Products: Nonclinical Assessment)
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AAER (F67F 2) /& FDA IEFETF RIS J5ikie, DLEE N ORI kI (PFDD) $65 RIS &, LLIZD MR mME GBF, RN
0, BRI PRERIT RN BATHAB N A S R A B A BN A B H SR R AR OGS R, U T B 77 fhoT R AN TR

(L RKJE: Patient—Focused Drug Development: Methods to Identify What Is Important to Patients Guidance for Industry, Food and Drug
Administration Staff, and Other Stakeholders)
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/investigational-enzyme-replacement-therapy-products-nonclinical-assessment
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-methods-identify-what-important-patients-guidance-industry-food-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-methods-identify-what-important-patients-guidance-industry-food-and
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(LK. EMA advises companies on steps to take to avoid nitrosamines in human medicines)
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https://www.ema.europa.eu/en/news/ema-advises-companies-steps-take-avoid-nitrosamines-human-medicines

