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https://www.ema.europa.eu/en/documents/sop/standard-operating-procedure-assignment-micro-small-or-medium-sized-enterprise-status_en.pdf
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https://www.ema.europa.eu/en/human-regulatory-overview/research-development/ethical-use-animals-medicine-testing/regulatory-acceptance-new-approach-methodologies-nams-reduce-animal-use-testing
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https://www.fda.gov/news-events/press-announcements/fda-approves-three-food-colors-natural-sources
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250513170750117.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250513170750117.html
https://www.cde.org.cn/main/news/viewInfoCommon/dca68f17e87da392efdc6a41bb2d2ba2
https://www.cde.org.cn/main/news/viewInfoCommon/dca68f17e87da392efdc6a41bb2d2ba2
https://www.ema.europa.eu/en/documents/opinion-any-scientific-matter/nitrosamines-emea-h-a53-1490-questions-answers-marketing-authorisation-holders-applicants-chmp-opinion-article-53-regulation-ec-no-726-2004-referral-nitrosamine-impurities-human-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/opinion-any-scientific-matter/nitrosamines-emea-h-a53-1490-questions-answers-marketing-authorisation-holders-applicants-chmp-opinion-article-53-regulation-ec-no-726-2004-referral-nitrosamine-impurities-human-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/opinion-any-scientific-matter/nitrosamines-emea-h-a53-1490-questions-answers-marketing-authorisation-holders-applicants-chmp-opinion-article-53-regulation-ec-no-726-2004-referral-nitrosamine-impurities-human-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/opinion-any-scientific-matter/nitrosamines-emea-h-a53-1490-questions-answers-marketing-authorisation-holders-applicants-chmp-opinion-article-53-regulation-ec-no-726-2004-referral-nitrosamine-impurities-human-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/opinion-any-scientific-matter/nitrosamines-emea-h-a53-1490-questions-answers-marketing-authorisation-holders-applicants-chmp-opinion-article-53-regulation-ec-no-726-2004-referral-nitrosamine-impurities-human-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/other/appendix-1-acceptable-intakes-established-n-nitrosamines_en.xlsx
https://www.ema.europa.eu/en/documents/other/scientific-recommendations-classification-advanced-therapy-medicinal-products_en.xlsx
https://www.ema.europa.eu/en/documents/other/scientific-recommendations-classification-advanced-therapy-medicinal-products_en.xlsx
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https://www.fda.gov/drugs/pharmaceutical-quality-resources/cder-quality-management-maturity
https://da.jiangsu.gov.cn/art/2025/5/21/art_84644_11570066.html
https://da.jiangsu.gov.cn/art/2025/5/21/art_84644_11570066.html
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-references/investigations-operations-manual
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Requests for Feedback and Meetings for Medical Device
Submissions: The Q-Submission Program: — Final Guidance for
Industry and Food and Drug Administration Staff

3 BEIT 8RR AT I S i SR A2l Q $RAZ 1) FDA | 2025. 05. 29
Q-Submission Program s& FDA 45 W E AL M EEST 250 FH 1 N SR L) —
BRI AL, SO VE FE A IR 2CERAE BT A OB 1) 5 W A T
VI, DR HRCR

Electronic Submission Template for Medical Device Q-
Submissions: Draft Guidance for Industry and Food and Drug

4 .. . FDA | 2025. 05. 29
Administration Staff

Q RATH L FAREAR

Replacing Color Additives in Approved or Marketed Drug
5 Products: Draft Guidance for Industry FDA | 2025. 05. 29
CU Atk kBl b T 24 i G €7 4

M13B Bioequivalence for Immediate—Release Solid Oral Dosage

Forms: Additional Strengths Biowaiver: Draft Guidance for
6 FDA | 2025. 05. 29
Industry
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https://www.cmde.org.cn/xwdt/shpgzgg/gztg/20250507140025168.html
https://www.cmde.org.cn/xwdt/shpgzgg/gztg/20250507140025168.html
https://www.cde.org.cn/main/news/viewInfoCommon/e13aa3a6b482a06e6980763617375a08
https://www.cde.org.cn/main/news/viewInfoCommon/e13aa3a6b482a06e6980763617375a08
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-submission-template-medical-device-q-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-submission-template-medical-device-q-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-submission-template-medical-device-q-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/replacing-color-additives-approved-or-marketed-drug-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/replacing-color-additives-approved-or-marketed-drug-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m13b-bioequivalence-immediate-release-solid-oral-dosage-forms-additional-strengths-biowaiver
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m13b-bioequivalence-immediate-release-solid-oral-dosage-forms-additional-strengths-biowaiver
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m13b-bioequivalence-immediate-release-solid-oral-dosage-forms-additional-strengths-biowaiver
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6 Imfinzi — opinion on variation to marketing authorisation EMA 9095, 05. 99
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Rezolsta — opinion on variation to marketing authorisation ML 9095, 05. 23
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g Tevimbra — opinion on variation to marketing authorisation EMA 9095, 05. 93
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Lutathera - withdrawal of application for variation to

9 marketing authorisation EMA 2025. 05. 23
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https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxpzhzhcchpgg/20250513155842156.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxpzhzhcchpgg/20250513155842156.html
https://www.fda.gov/drugs/resources-information-approved-drugs/fda-grants-accelerated-approval-combination-avutometinib-and-defactinib-kras-mutated-recurrent-low
https://www.fda.gov/drugs/resources-information-approved-drugs/fda-grants-accelerated-approval-combination-avutometinib-and-defactinib-kras-mutated-recurrent-low
https://www.fda.gov/drugs/resources-information-approved-drugs/fda-grants-accelerated-approval-combination-avutometinib-and-defactinib-kras-mutated-recurrent-low
https://yjj.beijing.gov.cn/yjj/zwgk20/zcwj91/743615311/index.html
https://yjj.beijing.gov.cn/yjj/zwgk20/zcwj91/743615311/index.html
https://www.cde.org.cn/main/news/viewInfoCommon/71f5eb84dc07225f27a7908db24c3f02
https://www.cde.org.cn/main/news/viewInfoCommon/71f5eb84dc07225f27a7908db24c3f02
https://amr.hainan.gov.cn/himpa/xxgk/tzgg/202505/t20250522_3868527.html
https://amr.hainan.gov.cn/himpa/xxgk/tzgg/202505/t20250522_3868527.html
https://www.ema.europa.eu/en/medicines/human/variation/imfinzi-1
https://www.ema.europa.eu/en/medicines/human/variation/rezolsta
https://www.ema.europa.eu/en/medicines/human/variation/tevimbra-1
https://www.ema.europa.eu/en/medicines/human/variation/lutathera
https://www.ema.europa.eu/en/medicines/human/variation/lutathera
https://www.cfdi.org.cn/cfdi/resource/news/16404.html
https://yjj.beijing.gov.cn/yjj/zwgk20/zcwj91/743631521/index.html
https://yjj.beijing.gov.cn/yjj/zwgk20/zcwj91/743631521/index.html
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https://www.mohurd.gov.cn/gongkai/zc/wjk/art/2025/art_9de91c5065c547cfa4bd5ce1510a31d3.html
https://www.mohurd.gov.cn/gongkai/zc/wjk/art/2025/art_9de91c5065c547cfa4bd5ce1510a31d3.html
https://www.mohurd.gov.cn/gongkai/zc/wjk/art/2025/art_9de91c5065c547cfa4bd5ce1510a31d3.html
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PRAC-ETF considerations on the use of Ixchiq live
1 attenuated virus vaccine against chikungunya EMA 2025. 05. 02
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European Medicines Agency policy on access to

EudraVigilance data for medicinal products for human
2 L. EMA 2025. 05. 06
use — Revision b

W 245 b 5 PR R e T-3REXN 24 BudraVigilance s EUR

EnShiShiXiangNiShangMaoYouXianGongSi Issues Voluntary
Nationwide Recall of ENDURANCE BOOST WITH HORNY GOAT
WEED Capsules Due To Presence of Undeclared

FDA 2025. 05. 06
3 Propoxyphenylsildenafil and Sildenafil
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https://www.ema.europa.eu/en/documents/other/prac-etf-considerations-use-ixchiq-live-attenuated-virus-vaccine-against-chikungunya_en.pdf
https://www.ema.europa.eu/en/documents/other/prac-etf-considerations-use-ixchiq-live-attenuated-virus-vaccine-against-chikungunya_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agency-policy-access-eudravigilance-data-medicinal-products-human-use_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agency-policy-access-eudravigilance-data-medicinal-products-human-use_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agency-policy-access-eudravigilance-data-medicinal-products-human-use_en.pdf
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https://www.chp.org.cn/#/business/standardDetail?id=6800b0bdbd8c19142a15de95
https://www.chp.org.cn/#/business/standardDetail?id=680b2d42bd8caf205c9075dc
https://www.chp.org.cn/#/business/standardDetail?id=680ee123bd8caf205c907644
https://www.chp.org.cn/#/business/standardDetail?id=6809d325bd8caf205c90756d
https://www.chp.org.cn/#/business/standardDetail?id=68087308bd8caf205c9074af
https://www.chp.org.cn/#/business/standardDetail?id=680875c9bd8caf205c9074bb
https://www.chp.org.cn/#/business/standardDetail?id=680885a1bd8caf205c9074e0
https://www.chp.org.cn/#/business/standardDetail?id=68088fd2bd8caf205c907505
https://www.chp.org.cn/#/business/standardDetail?id=680890e2bd8caf205c90750e
https://www.chp.org.cn/#/business/standardDetail?id=68089303bd8caf205c90751f
https://www.chp.org.cn/#/business/standardDetail?id=6809f640bd8caf205c9075af
https://www.chp.org.cn/#/business/standardDetail?id=681b1239bd8caf205c9079ef
https://www.chp.org.cn/#/business/standardDetail?id=68117ea5bd8caf205c9077e0
https://www.chp.org.cn/#/business/standardDetail?id=68216638bd8c09a41bc1c749
https://www.chp.org.cn/#/business/standardDetail?id=6826ac0cbd8c09a41bc1cd91
https://www.chp.org.cn/#/business/standardDetail?id=c0422485-6f6e-4ecf-8c1a-fd65260b17d4
https://www.chp.org.cn/#/business/standardDetail?id=68216843bd8c09a41bc1c759
https://www.chp.org.cn/#/business/standardDetail?id=68216987bd8c09a41bc1c763
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1 % ib (= Nana Barseghian, M.D. FDA CDER 2025. 05. 06

Spanish Agency
2 PE010-4837 O0f Medicines And / 2025. 05. 05

Medical Devices

Malta Medicines
3 MT/001/NCR/2025 . / 2025. 05. 12
Authority

Malta Medicines
4 MT/002NCR/2025 . / 2025. 05. 15
Authority

Division of
5 4845 Country Favor Inc. FDA 2025. 05. 06
Northeast Imports

4B 45 Taizhou Jingshang

6 Cosmetics Technology Co., FDA CDER 2025. 05. 13
Ltd.
2 4b (= Shant S.E.Z. Baoji

7 {5 Shantou aoJie FDA CDER 2025. 05. 13

Industry Co., Ltd.

Z BioAsia Worldwide Sd
g Eij%f; ioAsia Worldwide Sdn FDA CDER 2025. 05. 13

W= Ningbo Ri
9 {5 Ningbo Riway FDA CDER 2025. 05. 13
Industrial Co., Ltd.

Beihf= Mentha & Allied
10 {5 Men ? e FDA CDER 2025. 05. 13
Products Private Ltd.

11 Belhf= Excelvision Fareva FDA CDER 2025. 05. 13

e (= Tailstorm Health Inc.
12 i at-stotm Health e FDA CDER 2025. 05. 13
dba Medivant Health

13 4545 OSRX, Inc. FDA CDER 2025. 05. 13

= Skye Biologi
14 | ®HE Skye Biologics FDA CBER 2025. 05. 20
Holdings LLC

e ibf= NWL Netherland
15 IHT; erhertands FDA CDER 2025. 05. 20
Services B.V.

% Wuxi Medical
g | BHfE Wuxi Medica FDA CDER 2025. 05. 20

Instrument Factory Co., Ltd.

B Sarf
17 Fs Sar ?Z FDA CDER 2025. 05. 20
Pharmaceuticals, Inc.
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/nana-barseghian-md-708009-04282025
https://eudragmdp.ema.europa.eu/inspections/gmpc/searchGMPNonCompliance.do?ctrl=searchGMPNCResultControlList&action=Drilldown&param=177178
https://eudragmdp.ema.europa.eu/inspections/gmpc/searchGMPNonCompliance.do?ctrl=searchGMPNCResultControlList&action=Drilldown&param=177533
https://eudragmdp.ema.europa.eu/inspections/gmpc/searchGMPNonCompliance.do?ctrl=searchGMPNCResultControlList&action=Drilldown&param=177261
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/country-favor-inc-703642-03142025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/taizhou-jingshang-cosmetics-technology-co-ltd-701945-04022025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/taizhou-jingshang-cosmetics-technology-co-ltd-701945-04022025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/taizhou-jingshang-cosmetics-technology-co-ltd-701945-04022025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/shantou-sez-baojie-industry-co-ltd-703439-04152025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/shantou-sez-baojie-industry-co-ltd-703439-04152025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/bioasia-worldwide-sdn-bhd-700093-03252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/bioasia-worldwide-sdn-bhd-700093-03252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ningbo-riway-industrial-co-ltd-692870-04302025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ningbo-riway-industrial-co-ltd-692870-04302025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/mentha-allied-products-private-ltd-700242-04162025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/mentha-allied-products-private-ltd-700242-04162025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/excelvision-fareva-703245-05072025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/tailstorm-health-inc-dba-medivant-health-703497-04082025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/tailstorm-health-inc-dba-medivant-health-703497-04082025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/osrx-inc-701889-04232025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/skye-biologics-holdings-llc-654466-12162024
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/skye-biologics-holdings-llc-654466-12162024
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/nwl-netherlands-services-bv-701206-04012025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/nwl-netherlands-services-bv-701206-04012025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/wuxi-medical-instrument-factory-co-ltd-701044-04042025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/wuxi-medical-instrument-factory-co-ltd-701044-04042025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sarfez-pharmaceuticals-inc-708901-04252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sarfez-pharmaceuticals-inc-708901-04252025
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18 | (S Yeshua Bendito, C.A. FDA At Foods 2025. 05. 20
Program
Human Foods
19 24845 Eden F&C Co., Ltd FDA 2025. 05. 20
Program
Center for
5 Supr Rejuvenation, Biologics
%0 24843 Supreme Rejuvenatio FDA io og1c9 5025, 05. 20
LLC Evaluation and
Research
5 Dalai Biotech C n H Foods
o1 B fS Dala otech Company FDA uman Foods 9095, 05. 20
Ltd Program
29 Beib = Product Society LLC FDA CDER 2025. 05. 20
BEE Center for
23 FishMoxFishFlex/Simple Pet FDA Veterinary 2025. 05. 20
Health LLC Medicine
5 Gluten Free Remedi H Foods
o1 Bibfs e ee Remedies FDA uman Foods 5025, 05. 20
LLC Program
Human Foods
95 | 4545 Breadbox Co. FDA i Foods 2025. 05. 20
Program
5 Baldwin Richard H Food
o6 2cihf= Baldwin Richardson FDA uman Foods 9095, 05. 21
Foods Pennsauken, LLC Program
Center for
o7 % 4h{= Kabe Labortechnik FDA Deiices énd 9095, 05. 21
GmbH Radiological
Health
% 4b (= AACE Phar uticals,
08 ol arflacenticals FDA CDER 2025. 05. 27
Inc.
Center for
Devi d
99 | 445 DRG Tnstruments GmbH FDA evices an 2025. 05. 27
Radiological
Health
Human Foods
30 | %45 Golden Grains Bakery FDA i Fooes 2025. 05. 27
Program
Human Foods
31 24845 Reunipeche SAS FDA 2025. 05. 27
Program
5 Wailea Agricultural H Foods
gy | B Wailea Agricultura FDA At Foods 2025. 05. 27
Group, Inc. Program
Office of
33 2cibf= San Juan Produce LLC FDA Tnspections and | 2025.05. 27
Investigations
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/yeshua-bendito-ca-693457-11012024
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/eden-fc-co-ltd-694712-11062024
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/supreme-rejuvenation-llc-700749-05052025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/supreme-rejuvenation-llc-700749-05052025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dalai-biotech-company-ltd-690671-09302024
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dalai-biotech-company-ltd-690671-09302024
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/product-society-llc-702927-05082025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/fishmoxfishflexsimple-pet-health-llc-707196-05082025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/fishmoxfishflexsimple-pet-health-llc-707196-05082025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/gluten-free-remedies-llc-687832-04152025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/gluten-free-remedies-llc-687832-04152025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/breadbox-co-686647-11182024
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/baldwin-richardson-foods-pennsauken-llc-699022-12262024
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/baldwin-richardson-foods-pennsauken-llc-699022-12262024
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/kabe-labortechnik-gmbh-704563-05092025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/kabe-labortechnik-gmbh-704563-05092025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/aace-pharmaceuticals-inc-701310-05132025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/aace-pharmaceuticals-inc-701310-05132025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/drg-instruments-gmbh-700918-03312025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/golden-grains-bakery-688860-12202024
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/reunipeche-sas-696493-12262024
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/wailea-agricultural-group-inc-705047-05062025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/wailea-agricultural-group-inc-705047-05062025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/san-juan-produce-llc-707865-05022025
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i KA B
5 Rey de los Camaron H Foods
2 2 ihf= Rey de los Camarones FDA uman Foods 5025, 05. 97
S. A Program

Center for
Devices d
35 | %445 Sedecal S. A. FDA evices an 2025. 05. 27
Radiological

Health

245 Shenzhen Hengkaifeng
FDA 2025. 05. 27
36 Commerce and Trade Co., Ltd CDER

37 483PQ Pharmacy LLC FDA / 2025. 05. 07

483 Thrive Health and
38 Wellness LLC dba Thrive FDA / 2025. 05. 07
Health Solutions

39 483QuVa Pharma, Inc. FDA / 2025. 05. 07

40 483Unico Holdings, Inc. FDA / 2025. 05. 07

483Zhe jiang Huahai
41 . FDA / 2025. 05. 23
Pharmaceutical Co., Ltd

43 483Aurolife Pharma LLC FDA / 2025. 05. 23

" 483Sanofi—Aventis . Y25 05, 23
Deutschland GmbH / . Oo.

15 483Suzhou SUncadla FDA / 9025. 05. 23
Biopharmaceuticals Co. Ltd. T

46 483Samsung Bioepis Co. Ltd. FDA / 2025. 05. 23
483Symrise, S. de R.L. de
47 cy FDA / 2025. 05. 28
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/rey-de-los-camarones-s-695816-12232024
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/rey-de-los-camarones-s-695816-12232024
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sedecal-sa-707156-05052025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/shenzhen-hengkaifeng-commerce-and-trade-co-ltd-706318-05062025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/shenzhen-hengkaifeng-commerce-and-trade-co-ltd-706318-05062025
https://www.fda.gov/media/186269/download
https://www.fda.gov/media/186260/download
https://www.fda.gov/media/186260/download
https://www.fda.gov/media/186260/download
https://www.fda.gov/media/186263/download
https://www.fda.gov/media/78770/download
https://www.fda.gov/media/186642/download
https://www.fda.gov/media/186642/download
https://www.fda.gov/media/186635/download
https://www.fda.gov/media/186637/download
https://www.fda.gov/media/186637/download
https://www.fda.gov/media/186633/download
https://www.fda.gov/media/186633/download
https://www.fda.gov/media/186643/download
http://fda.gov/media/186693/download
http://fda.gov/media/186693/download
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BE 875
s BE 875 Pl ZidsE
1 MERYD T B&BE Albuterol Sulfate; Budesonide FDA 2025. 05. 20
2 | BI&E RN 2 b Benzgalantamine Gluconate FDA | 2025. 05. 20
3 | EAMRKEERE Brimonidine Tartrate FDA 2025. 05. 20
4 | fHhREEERE T MW AT Budesonide; Formoterol Fumarate FDA 2025. 05. 20
5 ORMRZP L8 Carbinoxamine Maleate FDA 2025. 05. 20
6 | kFatbEBadhth/ S FHmMtE Ceftobiprole Medocaril Sodium FDA | 2025. 05. 20
7 HRAfE1thER Clobetasol Propionate FDA 2025. 05. 20
8 WA HI IR € Clonidine Hydrochloride FDA 2025. 05. 20
9 ¥ Diazepam FDA 2025. 05. 20
10 ¥ B Epinephrine FDA 2025. 05. 20
11 'Y _FBR% Epinephrine FDA 2025. 05. 20
12 | KRR EEREE Etrasimod Arginine FDA 2025. 05. 20
13 | MR B FFa Fluticasone Propionate FDA 2025. 05. 20
14 | thERF5WRFZE Gepirone Hydrochloride FDA 2025. 05. 20
15 | thERHAE AT Iptacopan Hydrochloride FDA 2025. 05. 20
16 | ZZHfEHA M Levoketoconazole FDA | 2025. 05. 20
17 | ZEMRVEZE Levonorgestrel FDA 2025. 05. 20
18 | #hM3X#E Melphalan Hydrochloride FDA | 2025. 05. 20
19 | R F WK Metformin Hydrochloride FDA 2025. 05. 20
20 < B Momelotinib Dihydrochloride FDA 2025. 05. 20
21 | BEBREE VDAL Motixafortide Acetate FDA 2025. 05. 20
22 | JREEZEH Norgestrel FDA 2025. 05. 20
23 | BISEE Paclitaxel FDA 2025. 05. 20
24 | FERHE 4 Pemetrexed Disodium FDA 2025. 05. 20
25 | WRME _HET = Pemetrexed Ditromethamine FDA 2025. 05. 20
26 | TRERERZEFHW Pilocarpine Hydrochloride FDA 2025. 05. 20
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https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_214070.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_218549.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_218424.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_216579.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_008955-ODT.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_218275.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_218158.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_217645.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_218623.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_214697.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_215875.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_216956.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_209022.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_021164.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_218276.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_214133.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_208224.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_201848.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_020357-TabC.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_216873.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_217159.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_017031.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_211875.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_214218.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_208746.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_217836.pdf
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27 Hi - JE Repotrectinib FDA 2025. 05. 20
28 F| %A Risperidone FDA 2025. 05. 20
29 | ZHFAHRF Roflumilast FDA 2025. 05. 20
30 ZHRiALAf Selenium Sulfide FDA 2025. 05. 20
31 R HEZE3F Terbinafine FDA 2025. 05. 20
32 | HhERHKFHLZEZF Terbinafine Hydrochloride FDA | 2025. 05. 20
33 | fRE¥&HE Vamorolone FDA 2025. 05. 20
34 | FEBAH4 Zilucoplan Sodium FDA 2025. 05. 20
35 | MBI Zonisamide FDA | 2025.05. 20
36 | #ALTEE Zuranolone FDA | 2025. 05. 20
37 | FISLWRME Aripiprazole FDA 2025. 05. 20
38 | EREM Celecoxib FDA | 2025. 05. 20
39 | BERIXFIZL 4 Daridorexant Hydrochloride FDA 2025. 05. 20
40 | JTART FFREE Deutetrabenazine FDA 2025. 05. 20
41 'Y _FBR % Epinephrine FDA 2025. 05. 20
42 JE#% % Ertugliflozin FDA 2025. 05. 20
43 A FME Loratadine FDA 2025. 05. 20
44 | SRERKINPLE] Ml Migalastat Hydrochloride FDA 2025. 05. 20
45 | BhER4¥LLZEW) Terbinafine Hydrochloride FDA | 2025.05. 20
46 YR E % Thalidomide FDA 2025. 05. 20
i ﬁi{ﬁﬁfi;ﬁ;ﬁ Hi SR H Tipiracil Hydrochloride; DA 5025, 05. 20
48 | BhMRFHFLJE %€ Tizanidine Hydrochloride FDA 2025. 05. 20
49 | ShERMBYT Trientine Hydrochloride FDA 2025. 05. 20
50 | ERERYERIMAK Verapamil Hydrochloride FDA 2025. 05. 20
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https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_218213.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_214835.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_215985.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_007936.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_021958.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_021124.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_215239.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_216834.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_214273.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_217369.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_202971.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_020998.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_214985.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_216354.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_205920.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_209803.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_021952.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_208623.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_020980.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_020785.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_207981.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_207981.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_021447.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_019194.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/psg/PSG_018593.pdf
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