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https://hd.sh.gov.cn/inter/#/collect/view?id=0ae97c0b10224aa88baa6618e73c15d8
https://hd.sh.gov.cn/inter/#/collect/view?id=0ed6fac6571548ea89cbc1b0e2c812c8
https://hd.sh.gov.cn/inter/#/collect/view?id=0ed6fac6571548ea89cbc1b0e2c812c8
https://www.cfdi.org.cn/cfdi/resource/news/16514.html
https://mpa.hlj.gov.cn/mpa/c113560/202510/c00_31883730.shtml
https://www.cde.org.cn/main/news/viewInfoCommon/ba056d1147d71784407288123b07a414
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Patient—-Focused Drug Development: Selecting,

Developing, or Modifying Fit—-for—-Purpose Clinical
5 Outcome Assessments FDA | 2025.10. 22
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https://www.cde.org.cn/main/news/viewInfoCommon/3eeee237e4b3e78b157815bcf4bb993e
https://www.cde.org.cn/main/news/viewInfoCommon/a67f5834244b8671399c14279434ae42
https://www.cde.org.cn/main/news/viewInfoCommon/37737625304556df59e4ab29e9711da1
https://www.cde.org.cn/main/news/viewInfoCommon/37737625304556df59e4ab29e9711da1
https://www.cde.org.cn/main/news/viewInfoCommon/145b8545564e4553f94a8ab4256fa111
https://www.cde.org.cn/main/news/viewInfoCommon/145b8545564e4553f94a8ab4256fa111
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-selecting-developing-or-modifying-fit-purpose-clinical-outcome
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-selecting-developing-or-modifying-fit-purpose-clinical-outcome
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-selecting-developing-or-modifying-fit-purpose-clinical-outcome
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Expanded Access to Investigational Drugs for Treatment

7 Use: Questions and Answers FDA | 2025. 10. 22
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Scientific Considerations in Demonstrating Biosimilarity to
a Reference Product:Updated Recommendations for Assessing
the Need for Comparative Efficacy Studies: Draft Guidance

8 FDA | 2025. 10. 29
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https://www.cde.org.cn/main/news/viewInfoCommon/9e2f275d5e16a48730633220e98787de
https://www.cde.org.cn/main/news/viewInfoCommon/9e2f275d5e16a48730633220e98787de
https://www.cde.org.cn/main/news/viewInfoCommon/bccd09f6a6a311ffb5827be1e0389df0
https://www.cde.org.cn/main/news/viewInfoCommon/d48721a701ce630b2669256e9954d79c
https://www.cde.org.cn/main/news/viewInfoCommon/d48721a701ce630b2669256e9954d79c
https://www.cde.org.cn/main/news/viewInfoCommon/db54c8c889a3e7245dd812f6f067a78d
https://www.cde.org.cn/main/news/viewInfoCommon/9a0eecf8ac48904cbe057c49f95af7a8
https://www.cde.org.cn/main/news/viewInfoCommon/9a0eecf8ac48904cbe057c49f95af7a8
https://www.cde.org.cn/main/news/viewInfoCommon/0889d723de12de0bb82f616ef34376e3
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/expanded-access-investigational-drugs-treatment-use-questions-and-answers-0
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/expanded-access-investigational-drugs-treatment-use-questions-and-answers-0
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/scientific-considerations-demonstrating-biosimilarity-reference-product-updated-recommendations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/scientific-considerations-demonstrating-biosimilarity-reference-product-updated-recommendations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/scientific-considerations-demonstrating-biosimilarity-reference-product-updated-recommendations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/scientific-considerations-demonstrating-biosimilarity-reference-product-updated-recommendations
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Draft guideline on quality aspects of phage therapy
1 medicinal products EMA | 2025.10. 24
(RTWEERT VR i EIERE () )

Quality Management System Information for Certain Premarket
Submission Reviews: Draft Guidance for Industry and Food

FDA | 2025.10. 27
2 and Drug Administration Staff
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1 | RTEESE R SR EE R AT ChP | 2025. 10. 11
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European Pharmacopoeia Issue 12.2 now available
3| ozt 12, 2 RO A EP | 2025. 10. 20
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https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-quality-aspects-phage-therapy-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-quality-aspects-phage-therapy-medicinal-products_en.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/quality-management-system-information-certain-premarket-submission-reviews
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/quality-management-system-information-certain-premarket-submission-reviews
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/quality-management-system-information-certain-premarket-submission-reviews
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20251028103307152.html
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20251028164306197.html
https://www.cde.org.cn/main/news/viewInfoCommon/2dcbc56bb4d53be01fb362e3e6d31725
https://www.cde.org.cn/main/news/viewInfoCommon/2dcbc56bb4d53be01fb362e3e6d31725
https://www.cde.org.cn/main/news/viewInfoCommon/2676e243499c7d7bf4bf18e355a6f40e
https://www.cde.org.cn/main/news/viewInfoCommon/2676e243499c7d7bf4bf18e355a6f40e
https://www.cde.org.cn/main/news/viewInfoCommon/97bcc03effc837014b6ba78b197235f4
https://mpa.gd.gov.cn/hdjlpt/yjzj/answer/46246
https://www.chp.org.cn/#/business/standardDetail?id=6895ae29bd8c75c5fa94b6f5
https://www.chp.org.cn/#/business/standardDetail?id=68a3cc55bd8cbb27d793fc86
https://pheur-online.edqm.eu/content/90010/en/12.2/
https://www.chp.org.cn/#/business/standardDetail?id=68d8d962bd8c91e783687a7c
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Warring Letters
1 Naturich Cosmetique Labs FDA 2025. 10. 07
2 New Life Medical Services, LLC FDA 2025. 10. 07
3 Dixon Investments Inc. dba ARI FDA 2025.10. 07
4 Creative Essences, Inc. FDA 2025. 10. 07
5 Health and Natural Beauty USA Corp. FDA 2025. 10. 14
6 Allovate Therapeutics, LLC FDA 2025. 10. 14
7 Melcare Biomedical Pty Ltd FDA 2025. 10. 21
8 Foshan Yiying Hygiene Products Co., Ltd. FDA 2025. 10. 21
9 Acme United Corporation FDA 2025. 10. 21
10 BRS Analytical Services, LLC FDA 2025. 10. 21
11 | www. usmedschoice. com FDA 2025.10. 21
12 Guangxi Yulin Pharmaceutical Group Co. Ltd. FDA 2025. 10. 21
13 | Qianjiang Kingphar Medical Material Co Ltd. FDA 2025. 10. 28
14 Contec Medical Systems Co., Ltd. FDA 2025. 10. 28
15 Royal Philips FDA 2025. 10. 28
16 The Tranzonic Companies/Innocore Sales & Marketing Inc. FDA 2025. 10. 28
17 | IT/NRC/01/H/2025 EMA 2025. 10. 23
18 | IT/NRC/01/H/2025 EMA 2025. 10. 23
483
1 Dr. Reddy’ s Laboratories, LTD, Biologics FDA 2025.10. 01
2 Bachupallv, Hvderabad, 500090, India FDA 2025.10. 03
3 Hetero Labs Limited, Unit-IX FDA 2025. 10. 15
4 Lupin Limited FDA 2025.10. 15
5 | Hetero Labs Limited (Warchouse) FDA 2025. 10. 24
6 Sumitomo Pharma Co., Ltd. FDA 2025. 10. 24
7 Dr. Reddy’ s Laboratories (EU) Ltd. FDA 2025. 10. 27
8 Zydus Lifesciences Limited FDA 2025. 10. 30
9 Concord Biotech Limited FDA 2025. 10. 30
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/naturich-cosmetique-labs-713565-09252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/new-life-medical-services-llc-711102-09242025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dixon-investments-inc-dba-ari-710087-09172025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/creative-essences-inc-710658-09252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/health-and-natural-beauty-usa-corp-700187-07282025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/allovate-therapeutics-llc-708912-09302025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/melcare-biomedical-pty-ltd-717968-10092025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/foshan-yiying-hygiene-products-co-ltd-715548-10102025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/acme-united-corporation-712324-10102025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/brs-analytical-services-llc-711133-09172025
http://www.usmedschoice.com/
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/guangxi-yulin-pharmaceutical-group-co-ltd-710422-09302025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/qianjiang-kingphar-medical-material-co-ltd-716715-10032025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/contec-medical-systems-co-ltd-717941-10022025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/royal-philips-709948-09092025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/tranzonic-companiesinnocore-sales-marketing-inc-712258-10162025
https://eudragmdp.ema.europa.eu/inspections/gmpc/searchGMPNonCompliance.do?ctrl=searchGMPNCResultControlList&action=Drilldown&param=180435
https://eudragmdp.ema.europa.eu/inspections/gmpc/searchGMPNonCompliance.do?ctrl=searchGMPNCResultControlList&action=Drilldown&param=180435
https://www.fda.gov/media/189059/download
https://www.fda.gov/media/189107/download
https://www.fda.gov/media/189250/download
https://www.fda.gov/media/189262/download
https://www.fda.gov/media/189343/download
https://www.fda.gov/media/189344/download
https://www.fda.gov/media/189354/download
https://www.fda.gov/media/189399/download
https://www.fda.gov/media/189398/download

