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https://www.chp.org.cn/#/business/standardDetail?id=66388b04bd8cb5ee21189dda
https://www.chp.org.cn/#/business/standardDetail?id=66398ff7bd8cb5ee21189f32
https://www.chp.org.cn/#/business/standardDetail?id=66398ff7bd8cb5ee21189f32
https://www.chp.org.cn/#/business/standardDetail?id=66398ff7bd8cb5ee21189f32
https://www.chp.org.cn/#/business/standardDetail?id=6638a65fbd8cb5ee21189e79
https://www.chp.org.cn/#/business/standardDetail?id=6638a53bbd8cb5ee21189e6e
https://www.chp.org.cn/#/business/standardDetail?id=6639f21fbd8cb5ee2118a068
https://www.chp.org.cn/#/business/standardDetail?id=6639f2ddbd8cb5ee2118a06e
https://www.chp.org.cn/#/business/standardDetail?id=6638afa7bd8cb5ee21189e8b
https://www.chp.org.cn/#/business/standardDetail?id=6638b05abd8cb5ee21189e8f
https://www.chp.org.cn/#/business/standardDetail?id=6638b05abd8cb5ee21189e8f
https://www.chp.org.cn/#/business/standardDetail?id=66384c01bd8cb5ee21189d02
https://www.chp.org.cn/#/business/standardDetail?id=6638b0d9bd8cb5ee21189e94
https://www.chp.org.cn/#/business/standardDetail?id=6638b0d9bd8cb5ee21189e94
https://www.chp.org.cn/#/business/standardDetail?id=6639849bbd8cb5ee21189ebe
https://www.chp.org.cn/#/business/standardDetail?id=6630a102bd8cb5ee21189bb9
https://www.chp.org.cn/#/business/standardDetail?id=6630a439bd8cb5ee21189bc2
https://www.chp.org.cn/#/business/standardDetail?id=6630a52cbd8cb5ee21189bcd
https://www.chp.org.cn/#/business/standardDetail?id=6630a52cbd8cb5ee21189bcd
https://www.chp.org.cn/#/business/standardDetail?id=6630a5d8bd8cb5ee21189bd8
https://www.chp.org.cn/#/business/standardDetail?id=6630a5d8bd8cb5ee21189bd8
https://www.chp.org.cn/#/business/standardDetail?id=6630a746bd8cb5ee21189be2
https://www.chp.org.cn/#/business/standardDetail?id=6630a7bdbd8cb5ee21189be7
https://www.chp.org.cn/#/business/standardDetail?id=6630a86cbd8cb5ee21189beb
https://www.chp.org.cn/#/business/standardDetail?id=6630a86cbd8cb5ee21189beb
https://www.chp.org.cn/#/business/standardDetail?id=6639901fbd8cb5ee21189f35
https://www.chp.org.cn/#/business/standardDetail?id=663aea5cbd8cb5ee2118a0db
https://www.chp.org.cn/#/business/standardDetail?id=655316eabd8c74db95a4d037
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https://www.chp.org.cn/#/business/standardDetail?id=663c24cdbd8cb5ee2118a1f9
https://www.chp.org.cn/#/business/standardDetail?id=663c22c9bd8cb5ee2118a1ea
https://www.chp.org.cn/
https://www.chp.org.cn/#/business/standardDetail?id=66389361bd8cb5ee21189e39
https://www.chp.org.cn/#/business/standardDetail?id=66389361bd8cb5ee21189e39
https://www.chp.org.cn/#/business/standardDetail?id=66389361bd8cb5ee21189e39
https://www.chp.org.cn/#/business/standardDetail?id=663d8e93bd8cb5ee2118a33e
https://www.chp.org.cn/#/business/standardDetail?id=663c65dabd8cb5ee2118a26a
https://www.chp.org.cn/#/business/standardDetail?id=663c65dabd8cb5ee2118a26a
https://www.chp.org.cn/#/business/standardDetail?id=663c65dabd8cb5ee2118a26a
https://www.chp.org.cn/#/business/standardDetail?id=663c65dabd8cb5ee2118a26a
https://www.chp.org.cn/#/business/standardDetail?id=663dc3dabd8cb5ee2118a3aa
https://www.chp.org.cn/#/business/standardDetail?id=6639ce81bd8cb5ee21189fdd
https://www.chp.org.cn/#/business/standardDetail?id=6641c33abd8cb5ee2118a53e
https://www.chp.org.cn/#/business/standardDetail?id=6641c33abd8cb5ee2118a53e
https://www.chp.org.cn/#/business/standardDetail?id=6641c452bd8cb5ee2118a543
https://www.chp.org.cn/#/business/standardDetail?id=6641c452bd8cb5ee2118a543
https://www.chp.org.cn/#/business/standardDetail?id=6641c535bd8cb5ee2118a54c
https://www.chp.org.cn/#/business/standardDetail?id=6641c535bd8cb5ee2118a54c
https://www.chp.org.cn/#/business/standardDetail?id=6641c5d0bd8cb5ee2118a555
https://www.chp.org.cn/#/business/standardDetail?id=6641c5d0bd8cb5ee2118a555
https://www.chp.org.cn/#/business/standardDetail?id=663c4a1ebd8cb5ee2118a24b
https://www.chp.org.cn/#/business/standardDetail?id=663c4a1ebd8cb5ee2118a24b
https://www.chp.org.cn/#/business/standardDetail?id=663c4a1ebd8cb5ee2118a24b
https://www.chp.org.cn/
https://www.chp.org.cn/
https://www.chp.org.cn/#/business/standardDetail?id=663dc35dbd8cb5ee2118a3a7
https://www.chp.org.cn/#/business/standardDetail?id=663dc35dbd8cb5ee2118a3a7
https://www.chp.org.cn/#/business/standardDetail?id=663dc621bd8cb5ee2118a3c1
https://www.chp.org.cn/#/business/standardDetail?id=663dc621bd8cb5ee2118a3c1
https://www.chp.org.cn/#/business/standardDetail?id=664583d6bd8cb5ee2118a975
https://www.chp.org.cn/#/business/standardDetail?id=664583d6bd8cb5ee2118a975
https://www.chp.org.cn/#/business/standardDetail?id=664583d6bd8cb5ee2118a975
https://www.chp.org.cn/#/business/standardDetail?id=664583d6bd8cb5ee2118a975
https://www.chp.org.cn/#/business/standardDetail?id=663c518cbd8cb5ee2118a254
https://www.chp.org.cn/
https://www.chp.org.cn/
https://www.chp.org.cn/
https://www.chp.org.cn/
https://www.chp.org.cn/
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Product: UpdateGuidance for Industry 2024. 06. 21
A=A S 2 e 77 () EL A IR
Guidance for IndustryCircumstances that ConstituteDelaying, Denying,
Limiting, orRefusing a Drug or Devicelnspection 2024. 06. 20
TobARR: MRSGEIR . TEZE . PR IR 2 24 B G 7 1
Facility Readiness:Goal Date DecisionsUnder GDUFAGuidance for Industry
et GDURA "R i H A F1 9 20240618
Standardized Format for ElectronicSubmission for MarketingApplications
Content for the Planningof Bioresearch Monitoring (BIMO) Inspections for
Center for BiologicsEvaluation and Research SubmissionsDraft Guidance
for Industry 2024. 06. 05
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Processes and PracticesApplicable toBioresearch Monitoringlnspections
5 P 2 0 5 A 7 AR S 20t 0605
Platform TechnologyDesignation Program forDrug DevelopmentGuidance for
Industry 2024. 05. 28
FEFARTEE T VI RAT LR
Remanufacturing of Medical DevicesGuidance for Industry, Entities
ThatPerform Servicing orRemanufacturing, andFood and Drug
Administration Staff 2024. 05. 10
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https://www.fda.gov/media/179456/download
https://www.fda.gov/media/179456/download
https://www.fda.gov/media/179456/download
https://www.fda.gov/media/179456/download
https://www.fda.gov/media/179456/download
https://www.fda.gov/media/179456/download
https://www.fda.gov/media/86328/download
https://www.fda.gov/media/86328/download
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https://www.fda.gov/media/86328/download
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https://www.fda.gov/media/86328/download
https://www.fda.gov/media/162018/download
https://www.fda.gov/media/162018/download
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https://www.fda.gov/media/179027/download
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Questions & Answers for applicants, marketingauthorisation holders of

medicinal products and notifiedbodies with respect to the

implementation of theRegulations on medical devices and in vitro

diagnosticmedical devices (Regulations (EU) 2017/745 and (EU)2017/746) 2024.05.03

KT BT B A AR SIS T 5 7 B 4% 1 0 St P 1) 5 A e CRR RV
2017/745 M1 2017/746) , EHTHEN 255 TR BEEE AME AN o
List of nationally authorised medicinal products

EMA #2244

Anonymisation Report Form Instructions
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RPM for PIM (Regulatory Procedure Management for the ProductLifecycle

2024. 05. 16

2024. 05. 21

Management) - Frequently Asked Questions andAnswers 2024. 05. 24
RPM for PLIM CHI7 b A= iy o S B OVE URE PP A D — % DAL ) SR A

Hydroxyprogesterone caproate medicines to besuspended from the EU

EMA . . . . .
marketReview of studies raises possible safety concern and finds no

effect inpreventing premature birth 2024. 05. 16
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Concept paper on revision of the Guideline on Risk Assessment of

Medicinal Products on HumanReproduction and Lactation: from Data to

. 2024. 05. 02
Labelling
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Guideline on stability testing for applications for variations to a

marketing authorisation for veterinary medicinal products 2024. 05. 02
IR P 24 il T 7 N2 B R (1 A It P

Reflection paper on use of real-world data in non—interventional

studies to generate real-world evidence 2024. 05. 03
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/psusa/levofloxacin-ocular-use-list-nationally-authorised-medicinal-products-psusa-00010768-202310_en.pdf
https://www.ema.europa.eu/en/documents/psusa/levofloxacin-ocular-use-list-nationally-authorised-medicinal-products-psusa-00010768-202310_en.pdf
https://www.ema.europa.eu/en/documents/psusa/levofloxacin-ocular-use-list-nationally-authorised-medicinal-products-psusa-00010768-202310_en.pdf
https://www.ema.europa.eu/en/documents/other/anonymisation-report-form-instructions_en.pdf
https://www.ema.europa.eu/en/documents/other/regulatory-procedure-management-rpm-product-lifecycle-management-plm-frequently-asked-questions_en.pdf
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This guidance document is being distributed for comment purposes only.

Comments and suggestions regarding this draft document should be submitted within 60 days o
publication in the Federal Register of the notice announcing the availability of the draft
guidance. Submit electronic comments to https://www.regulations.gov. Submit written
comments to the Dockets Management Staff (HFA-305), Food and Drug Administration, 5630
Fishers Lane, Rm. 1061, Rockville, MD 20852, All comments should be identified with the
docket number listed in the notice of availability that publishes in the Federal Register.

For questions regarding this draft document, contact (CDER) Office of Communications,
Division of Drug Information at (855) 543-3784 or (301) 796-3400, or (CBER) Office of
Commumeation, Outreach and Development, 800-835-4709 or 240-402-8010.
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