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https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20240806165918189.html
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjhzhp/20240814145813184.html
https://www.nmpa.gov.cn/xxgk/zhcjd/shpjd/shpjdyp/20240809161722173.html
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https://www.cde.org.cn/main/news/viewInfoCommon/150d2edcfcf2b0a18f27ab6f9c3d7a5b
https://www.cde.org.cn/main/news/viewInfoCommon/150d2edcfcf2b0a18f27ab6f9c3d7a5b
https://www.cde.org.cn/main/news/viewInfoCommon/0d67eacd5ac71e0ef93a6da518fe32ce
https://www.cde.org.cn/main/news/viewInfoCommon/0d67eacd5ac71e0ef93a6da518fe32ce
https://www.cde.org.cn/main/news/viewInfoCommon/7d1297bac5518691d7bdb00e49dad73a
https://www.cde.org.cn/main/news/viewInfoCommon/a6928c08a0bd2ccb20c460cbdc0c764d
https://www.cde.org.cn/main/news/viewInfoCommon/d879f4399e4493b7db7df83a32e6c55f
https://www.cde.org.cn/main/news/viewInfoCommon/f08989abca9bedfc9e56060ddd72d2f8
https://www.cde.org.cn/main/news/viewInfoCommon/724c91dc92e74d209d4efb685062babb
https://www.cde.org.cn/main/news/viewInfoCommon/724c91dc92e74d209d4efb685062babb
https://www.cde.org.cn/main/news/viewInfoCommon/1849eb63d5c89e76d30e7cb1f9e1711e
https://www.cde.org.cn/main/news/viewInfoCommon/f9bf57275ffdd3acf4df85ff0840c462
https://www.cde.org.cn/main/news/viewInfoCommon/f66ed50ccf7ec2830daaa28fec3a82c3
https://www.cde.org.cn/main/news/viewInfoCommon/7423752be85843a1e46de1f17c7f4218
https://www.cde.org.cn/main/news/viewInfoCommon/7423752be85843a1e46de1f17c7f4218
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https://www.chp.org.cn/#/business/standardDetail?id=66a74207bd8cd52e4a46f8a2
https://www.chp.org.cn/#/business/standardDetail?id=66a9d5d8bd8c1e4bca5c28cd
https://www.chp.org.cn/#/business/standardDetail?id=66a05025bd8c456ae3a1c8e4
https://www.chp.org.cn/#/business/standardDetail?id=66a9d914bd8c1e4bca5c28e2
https://www.chp.org.cn/#/business/standardDetail?id=66a9dafabd8c1e4bca5c28ee
https://www.chp.org.cn/#/business/standardDetail?id=66ac519dbd8c1e4bca5c2d10
https://www.chp.org.cn/#/business/standardDetail?id=66bc0403bd8c6bb869a5077e
https://www.chp.org.cn/#/business/standardDetail?id=66bc0f64bd8c6bb869a507c0
https://www.chp.org.cn/#/business/standardDetail?id=66bc1191bd8c6bb869a507ea
https://www.chp.org.cn/#/business/standardDetail?id=66bc10ecbd8c6bb869a507dc
https://www.chp.org.cn/#/business/standardDetail?id=66bc07afbd8c6bb869a50792
https://www.chp.org.cn/#/business/standardDetail?id=66bc097ebd8c6bb869a50799
https://www.chp.org.cn/#/business/standardDetail?id=66bde00fbd8c54ba5b74457f
https://www.chp.org.cn/#/business/standardDetail?id=66bddb85bd8c54ba5b744574
https://www.chp.org.cn/#/business/standardDetail?id=66bddf76bd8c54ba5b744579
https://www.chp.org.cn/#/business/standardDetail?id=66b08b5abd8c12e5c8b59af7
https://www.chp.org.cn/#/business/standardDetail?id=66b08d32bd8c12e5c8b59b1d
https://www.chp.org.cn/#/business/standardDetail?id=66b5723fbd8c6bb869a50006
https://www.chp.org.cn/#/business/standardDetail?id=66c2e97dbd8c54ba5b744ba3
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https://www.cfdi.org.cn/resource/news/16045.html
http://mpa.gd.gov.cn/zwgk/zcfg/fgjd/yaopin/content/post_4459660.html
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Control of NitrosamineImpurities in Human DrugsGuidance for
Industry 2024.09. 03
N 24 it e A i 2% Jog B2 AT ML 45 B

FDA Regional Implementation Guide for E2B(R3) Electronic
Transmission of Individual Case Safety Reports for Drug and
Biological Products

FDA E2B(R3) 24 fh AN L] ft 91 2 A o5 v 1A% i [X 3 S 16 7

2024. 08. 01

M12 Drug InteractionStudiesQuestions and AnswersGuidance for
Industry 2024. 08. 02

M12 Z5%HR EAF O TE IRl B ——AT kA5 v

Optimizing the Dosageof Human PrescriptionDrugs and
BiologicalProducts for theTreatment of

OncologicDiseasesGuidance for Industry 2024. 08. 08
AN AL T3 25 F0 A=) i F T I 5 16 97 R —— AT FE R
FDA
BCG-UnresponsiveNonmuscle Invasive BladderCancer: Developing
Drugand Biological Products forTreatmentGuidance for
Industry 2024. 08. 08
BCG To s M AW Z IR M I Bt - V697 3 A AE Pl i B e —— ATk
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Product—SpecificGuidance MeetingsBetween FDA andANDA
ApplicantsUnder GDUFAGuidance for Industry 2024. 08. 20

FDA 5 ANDA FHE N 22 [8) 9% T il 45 1€ 5 = UL GDUFA AT 45 Rl

Predetermined Change Control Plans2 for Medical Devices

e L 2024. 08. 22
597 2 T A B | K
FDA and Industry Proceduresfor Section 513(g) Requests
forInformation under the FederalFood, Drug, and Cosmetic Act
2024. 08. 22
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https://www.fda.gov/media/141720/download
https://www.fda.gov/media/141720/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-regional-implementation-guide-e2br3-electronic-transmission-individual-case-safety-reports-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-regional-implementation-guide-e2br3-electronic-transmission-individual-case-safety-reports-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-regional-implementation-guide-e2br3-electronic-transmission-individual-case-safety-reports-drug
https://www.fda.gov/media/180488/download
https://www.fda.gov/media/180488/download
https://www.fda.gov/media/164555/download
https://www.fda.gov/media/164555/download
https://www.fda.gov/media/164555/download
https://www.fda.gov/media/101468/download
https://www.fda.gov/media/101468/download
https://www.fda.gov/media/101468/download
https://www.fda.gov/media/165468/download
https://www.fda.gov/media/165468/download
https://www.fda.gov/media/180978/download
https://www.fda.gov/media/78456/download
https://www.fda.gov/media/78456/download
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Guideline on clinical development of medicinal productsb

for the treatment and prevention of bipolar disorder

EMA& 2024. 07. 25
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European Union herbal monograph on Cistus creticus

L., herbaDraft 2024.07. 24
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https://www.edqm.eu/en/quality-management-qm-documents
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-clinical-development-medicinal-products-treatment-prevention-bipolar-disorder-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-clinical-development-medicinal-products-treatment-prevention-bipolar-disorder-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/herbal-monograph/draft-european-union-herbal-monograph-cisti-cretici-herba-first-version_en.pdf
https://www.ema.europa.eu/en/documents/herbal-monograph/draft-european-union-herbal-monograph-cisti-cretici-herba-first-version_en.pdf
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