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Laboratories Dharmasena- )
Ltd. Zhong Zhao 3. ORI UEGRE

KA WA E AP R~F (4l BI ALEAE)

4. PR R R

2023 4 8 fLikH 3 IR Ll (Y RN A CC-
FR08/10)

1. TCrR R

2023 £ 10 H 6 HEEREN KM ERSEMERT (Grade A
X EAEA TG

Eli Lilly and Wayne Seifert,

Company Qiao Bobo, o K EERT A
IERB SR KEMNE (ORERIMEAZ)
L. BRIGEETPATARIAL:
2023 £ 6 A 12 HBIKRHEFT TIEEG SR Grade A X
Wayne Seifert, (Procedure PRD-96285 A:i¥<5F)
Eli Lilly and Debara Reese, 2. FEAIBEEERLA:
Company Melina Rodriguez | ZRHFEMARICKEBOEFE (SOP PRD-95676 AIAT)
Upton 3. KB IR
VTR RFIATHE T KEHIGHNHES (W1 Autoclave 2607A/B
AEAE)
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MedisourceRx Liming Zhang
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Revive Rx LLC

Jazmine N Brown

1. Jo X3k 4

IS0 5 Xk TR =R (IR EEIE = )
BW / AEZREE (2023-2024 )

2. BRI L

KX AL T ERE (2025 4E 1 HttO
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JH 2 MRAARAGEAU B SHRAE (Ui & 4T JE R BRHIE )
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ROREBRIEAAR 7S CUitR RN AR X 7 AT B PR

IREE I A N AT CRE I %D

SKNV

Jennifer Lalama

L AR A A 2 57

RS AR (2024 4F 9 A0
WA YA PHE A (2024 £ 6 H)

00S 45 ARBIAMRE (2024 4£ 11 HttO
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3. BB SERE

ZErs AR UL (IR R B 577D

Suzhou
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cals

Yiwei Li. Zhang
Zhao. Richard
Ledwidge

L B AR T HOAS A2 -

NG g A FJZRIX (2023 & 12 AHLYO
WETEGEAIE P REARES)

2. B0 S R

FENF HPLC WA (TEhrAERRIE)
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European Shortages Monitoring Platform (ESMP) User guide

for marketing authorisation holders
1 KRR SIS & (ESMP) 248 il e A e EMA | 2025.03. 10
WA AZIRF N2 ETTVERT A AL TP e DhRe it Ul RERAE
JAREER, WEE 20 R E B IRAS . BT S IR
European Shortages Monitoring Platform (ESMP) User guide

for national competent authorities

. KRGS IA IS (ESMP) E K E8 31 1H 451 ma eBost 03, 10
WA BRCEE /BN ZR 50 X P B | 5 2 it B R 1) (NCAs) /i ESMP T
SERHR 2 EERL . TSR, R AL DA L E K
SRRy IR L)

European Shortages Monitoring Platform (ESMP) data access

policy
3 | EREAESIEIE-& (ESMP) Hdls U 9] BUR EMA | 2025.03. 10
N2 : ESMP Hl B I 73 AR 5 22 AL =)L, i ORIER B2 24
R P W % 7 ] 35 B e K

European Shortages Monitoring Platform (ESMP) Application

Programming Interface (API) specifications
4 | BRBRFEERIEE APT EMA | 2025.03. 10
WA MAH AT APT 4R35 FI B AR B (BPIRaS . Mo i) , JF
PR EMA R A B A FEFIEAE B .

European Shortages Monitoring Platform (ESMP) open

Application Programming Interface (API) specifications for
the ESMP API for national competent authorities (NCAs)

5 (JSONZ (YAyL) . EMA 2025. 03. 10
MR RGN F- & (ESMP) JHIRM IR P dmfes I (APTD #iye, fit
E R EEHIT (NCAs) £ %) BESMP APT (JSON #3X) (YAML #%
W)

W% 9 NCAs $24E ESMP APT ) 58 %445 R SeHl b vh:

European Shortages Monitoring Platform (ESMP):

Implementation guide for national competent authorities

6 BR ARk ST &5 (ESMP) [ ZKEAE I (NCAs) SEHt4R ma | 2025 03. 10
WA BT ARAEA APT BEG . SR ECHE W DX SR L, R y
NCAs i I Zame B 3847 GDPR J2 B 55 4ai JU),  DABR SRR R 24 i
BIRHRCR SR .

European Medicines Agency’ s data protection notice on the
use of SNDS data for the performance of DARWIN EU® studies

7 .. . EMA 2025. 03. 12
on incidence and prevalence of pathologies and use of

drugs in the French population
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https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-user-guide-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-user-guide-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-user-guide-national-competent-authorities_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-user-guide-national-competent-authorities_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-data-access-policy_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-data-access-policy_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-application-programming-interface-api-specifications_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-application-programming-interface-api-specifications_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-national-competent-authorities_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-national-competent-authorities_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-data-protection-notice-use-snds-data-performance-darwin-eur-studies-incidence-prevalence-pathologies-use-drugs-french-population_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-data-protection-notice-use-snds-data-performance-darwin-eur-studies-incidence-prevalence-pathologies-use-drugs-french-population_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-data-protection-notice-use-snds-data-performance-darwin-eur-studies-incidence-prevalence-pathologies-use-drugs-french-population_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-data-protection-notice-use-snds-data-performance-darwin-eur-studies-incidence-prevalence-pathologies-use-drugs-french-population_en.pdf
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European Union herbal monograph on Urtica dioica L. ;

Urtica urens L., radix Final - Revision 1
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EMA
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European Union herbal monograph on Urtica dioica L. ;
Urtica urens L., radix Final - Revision 1
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Expert decision and opinion in the context of the Clinical
Evaluation Consultation Procedure (CECP) Expert panels on
medical devices and in vitro diagnostic devices (Expamed)
[ R PEAl & AR (CECPY 535t T I % 5 e g W-2 7 28 A4
SR T RA (fFE)

WA BORME R AE i KUK B0 (a0 TTT 2RReE TThb K880 1l
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EMA

2025.

03.
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11

Unregulated advanced therapy medicinal products pose
serious risks to health Authorities warn about unregulated
products in the EU, including dendritic cell cancer
therapies
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EMA
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ICH M11 Technical Specification — Updated step 2b
ICH M11 #HARME (Step 2b BB H)
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https://www.ema.europa.eu/en/documents/herbal-references/final-list-references-supporting-assessment-urtica-dioica-l-urtica-urens-l-radix-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/herbal-references/final-list-references-supporting-assessment-urtica-dioica-l-urtica-urens-l-radix-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/herbal-monograph/final-european-union-herbal-monograph-urtica-dioica-l-urtica-urens-l-radix-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/herbal-monograph/final-european-union-herbal-monograph-urtica-dioica-l-urtica-urens-l-radix-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/other/drug-eluting-stent-des-notified-body-2265-10-01-2025-expert-decision-opinion-context-clinical-evaluation-consultation-procedure-cecp_en.pdf
https://www.ema.europa.eu/en/documents/other/drug-eluting-stent-des-notified-body-2265-10-01-2025-expert-decision-opinion-context-clinical-evaluation-consultation-procedure-cecp_en.pdf
https://www.ema.europa.eu/en/documents/other/drug-eluting-stent-des-notified-body-2265-10-01-2025-expert-decision-opinion-context-clinical-evaluation-consultation-procedure-cecp_en.pdf
https://www.ema.europa.eu/en/documents/public-statement/unregulated-advanced-therapy-medicinal-products-pose-serious-risks-health_en.pdf
https://www.ema.europa.eu/en/documents/public-statement/unregulated-advanced-therapy-medicinal-products-pose-serious-risks-health_en.pdf
https://www.ema.europa.eu/en/documents/public-statement/unregulated-advanced-therapy-medicinal-products-pose-serious-risks-health_en.pdf
https://www.ema.europa.eu/en/documents/public-statement/unregulated-advanced-therapy-medicinal-products-pose-serious-risks-health_en.pdf
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjylqx/20250312150909109.html
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjylqx/20250312150909109.html
https://www.nmpa.gov.cn/yaowen/ypjgyw/ypyw/20250312174534173.html
https://www.nmpa.gov.cn/yaowen/ypjgyw/ypyw/20250312174534173.html
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjyp/20250313144420140.html
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjyp/20250313144420140.html
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjyp/20250313144719136.html
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjyp/20250313144719136.html
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20250317155644123.html
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20250317155644123.html
https://scjg.tj.gov.cn/tjsscjdglwyh_52651/tjyj/XWDT149660/GS149685/202503/t20250317_6884102.html
https://scjg.tj.gov.cn/tjsscjdglwyh_52651/tjyj/XWDT149660/GS149685/202503/t20250317_6884102.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20250318152218159.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20250318152218159.html
https://www.cde.org.cn/main/news/viewInfoCommon/54538c67b7e764fc51666567fc620241
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-m11-technical-specification-updated-step-2b_en.pdf
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Good Distribution Practice Inspectors Working Group 2025-—
30 EMA 2025. 03. 27
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GMP/GDP A2 = 4F T AE 11X
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documents developed by the GMP/GDP Inspectors Working
31 EMA 2025. 03. 27
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https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjylqx/20250319162322178.html
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjylqx/20250319162322178.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20250319161548142.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20250319161548142.html
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20250319181537196.html
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20250319181537196.html
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20250319181537196.html
https://www.ema.europa.eu/en/documents/report/2024-european-medicines-agency-annual-report-independence_en.pdf
https://www.ema.europa.eu/en/documents/report/2024-european-medicines-agency-annual-report-independence_en.pdf
https://www.ema.europa.eu/en/documents/other/qrd-statements-metered-dose-inhalers-containing-fluorinated-greenhouse-gases_en.pdf
https://www.ema.europa.eu/en/documents/other/qrd-statements-metered-dose-inhalers-containing-fluorinated-greenhouse-gases_en.pdf
https://www.hfpappexternal.fda.gov/scripts/fdcc/index.cfm?set=contaminant-levels
https://www.cde.org.cn/ichWeb/news/getNewsDetail/2/8da24944d78006aa9b07aff80448c646/3
https://www.cde.org.cn/ichWeb/news/getNewsDetail/2/8da24944d78006aa9b07aff80448c646/3
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjylqx/20250326171742135.html
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjylqx/20250326171742135.html
https://www.ema.europa.eu/en/documents/work-programme/three-year-work-plan-good-manufacturing-practice-good-distribution-practice-inspectors-working-group-2025-2027_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/three-year-work-plan-good-manufacturing-practice-good-distribution-practice-inspectors-working-group-2025-2027_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/three-year-work-plan-good-manufacturing-practice-good-distribution-practice-inspectors-working-group-2025-2027_en.pdf
https://www.ema.europa.eu/en/documents/other/guidance-rapporteurs-members-drafting-groups-documents-developed-gmp-gdp-inspectors-working-group_en.pdf
https://www.ema.europa.eu/en/documents/other/guidance-rapporteurs-members-drafting-groups-documents-developed-gmp-gdp-inspectors-working-group_en.pdf
https://www.ema.europa.eu/en/documents/other/guidance-rapporteurs-members-drafting-groups-documents-developed-gmp-gdp-inspectors-working-group_en.pdf
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New clinical trial map launched in the EU
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Frequently asked questions (FAQs): How to create, submit
and withdraw a Clinical Trial Application — CTIS Training

2 EMA 2025.03. 14
Programme — Module 10
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First vaccine against epizootic haemorrhagic disease

recommended for approval

B EMA 2025. 03. 14
3 BN HRAT I B I (Epizootic Haemorrhagic Disease, EHD)
9% T PR AL AE
3-year work plan for the GCP IWG
4 EMA | 2025.03.17
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Opinions and letters of support on the qualification of
5 novel methodologies for medicine development EMA 2025. 03. 20
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https://www.ema.europa.eu/en/news/new-clinical-trial-map-launched-eu
https://www.ema.europa.eu/en/documents/other/faqs-how-create-submit-withdraw-clinical-trial-application-ctis-training-programme-module-10_en.pdf
https://www.ema.europa.eu/en/documents/other/faqs-how-create-submit-withdraw-clinical-trial-application-ctis-training-programme-module-10_en.pdf
https://www.ema.europa.eu/en/documents/other/faqs-how-create-submit-withdraw-clinical-trial-application-ctis-training-programme-module-10_en.pdf
https://www.ema.europa.eu/en/news/first-vaccine-against-epizootic-haemorrhagic-disease-recommended-approval
https://www.ema.europa.eu/en/news/first-vaccine-against-epizootic-haemorrhagic-disease-recommended-approval
https://www.ema.europa.eu/en/documents/work-programme/2024-2026-work-plan-good-clinical-practice-inspectors-working-group-gcp-iwg_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/scientific-advice-protocol-assistance/opinions-letters-support-qualification-novel-methodologies-medicine-development
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/scientific-advice-protocol-assistance/opinions-letters-support-qualification-novel-methodologies-medicine-development
https://www.cde.org.cn/ichWeb/news/getNewsDetail/2/550f26aae6aeef12edaa81f13f1ce609/3
https://www.cde.org.cn/ichWeb/news/getNewsDetail/2/550f26aae6aeef12edaa81f13f1ce609/3
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https://www.ema.europa.eu/en/documents/herbal-monograph/final-european-union-herbal-monograph-urtica-dioica-l-urtica-urens-l-herba-revision-1_en.pdf
https://www.ema.europa.eu/en/documents/herbal-monograph/final-european-union-herbal-monograph-urtica-dioica-l-urtica-urens-l-herba-revision-1_en.pdf
https://www.cde.org.cn/main/news/viewInfoCommon/2b56f6bd722467d4ae96898acc8d58a7
https://www.cde.org.cn/main/news/viewInfoCommon/2b56f6bd722467d4ae96898acc8d58a7
https://www.cde.org.cn/main/news/viewInfoCommon/b48589fe42c1a10901f222021825b627
https://www.cde.org.cn/main/news/viewInfoCommon/b48589fe42c1a10901f222021825b627
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Release notes — production release version 1.7.2514 -
12 March 2025 — Veterinary Medical Products
Regulation: Union Product Database

AR -2 1.7.2514-202 12 H-S=Ere 0
) ﬁﬁ%ﬂ if%*ﬁ’*ﬁzl-‘ 7.2514-2025 % 3 A 12 H-1P< EMA 2025.03. 13
R BRE TS A .

W%: $#IR 7 Union Product Database (UPD) RRA 1.7.2514

F AU, BRSBTS, AR, P SRR R K DhRE

5 | BRGRBHAEFTRFER L NMPA 2025. 03. 14
Rheumocam — opinion on variation to marketing
6 authorisation meloxicam EMA 2025. 03. 14

R LT VR TR B A -5

; B3R5 5% F 231 KYOWA HAKKO BIO CO.,LTD. &ptH b 90%5. 03. 16

k% 5 MR AS (2025 £5F 26 5)

Applying for marketing authorisation: orphan
8 medicines EMA 2025. 03. 19
i EWvreT: J0LE

Study Data Technical Conformance Guide — Technical
9 Specifications Document FDA 2025. 03. 27
FDA 5Tt Fe B R AL 2 58 I BOR FITE

Evaluation of Sex—Specific Data inMedical Device
10 Clinical Studies FDA 2025. 03. 31
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https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxpzhzhcchpgg/20250307150221145.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxpzhzhcchpgg/20250307150221145.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20250312095404175.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxqtggtg/20250312095404175.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypshmshxdgg/20250313174832182.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypshmshxdgg/20250313174832182.html
https://www.ema.europa.eu/en/documents/other/release-notes-production-release-version-172514-12-march-2025-veterinary-medical-products-regulation-union-product-database_en.pdf
https://www.ema.europa.eu/en/documents/other/release-notes-production-release-version-172514-12-march-2025-veterinary-medical-products-regulation-union-product-database_en.pdf
https://www.ema.europa.eu/en/documents/other/release-notes-production-release-version-172514-12-march-2025-veterinary-medical-products-regulation-union-product-database_en.pdf
https://www.nmpa.gov.cn/zhuanti/cxylqx/cxypxx/20250314140453107.html
https://www.ema.europa.eu/en/medicines/veterinary/variation/rheumocam
https://www.ema.europa.eu/en/medicines/veterinary/variation/rheumocam
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250314155802133.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250314155802133.html
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/orphan-designation-marketing-authorisation/applying-marketing-authorisation-orphan-medicines
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/orphan-designation-marketing-authorisation/applying-marketing-authorisation-orphan-medicines
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
https://www.fda.gov/media/82005/download
https://www.fda.gov/media/82005/download
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Product Management Service (PMS) roadmap

2| P A

User guide for micro, small and medium—sized

EMA 2025.03. 14

3 enterprises EMA 2025. 03. 14
HNEAE (SMEs) 1R F

4 | SMABKEURSCZE RS IR BT NMPA 2025. 03. 14
European Medicines Agency pre—authorisation procedural

5 advice for users of the centralised procedure EMA 2025. 03. 25

DR 245 it B At R B AR AR Y P 2R P 2

European Medicines Agency post—authorisation procedural
6 advice for users of the centralised procedure EMA 2025. 03. 25
DR 245 it B et R B R AR Y P AU 2 P

EMA Procedural Advice on Recommendations on Unforeseen

Variations according to Article 5 of Commission
7 Regulation (EC) No 1234/2008 EMA 2025. 03. 25
MR 255 1234/2008 52641 (EC) %5 5 5%, EMA BiANHT UL
(10738 B I R (A e A
Data Standards Catalog

8 AR HE H 3 (FDA AR AL XTREE P2 2 (5. AW FDA 2025. 03. 24
M EIT RO A ERAER)

9 EHEZGM (12 R 5[] 2024. 01. 31

10 | EfaZs (12 iR WHO 2025. 04. 01
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https://amr.hainan.gov.cn/himpa/xxgk/zfwj/bmwj/202503/t20250307_3829333.html
https://amr.hainan.gov.cn/himpa/xxgk/zfwj/bmwj/202503/t20250307_3829333.html
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-roadmap_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/user-guide-micro-small-medium-sized-enterprises_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/user-guide-micro-small-medium-sized-enterprises_en.pdf
https://www.nmpa.gov.cn/zhuanti/cxylqx/cxylqxlm/20250314114154147.html
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-recommendations-unforeseen-variations-according-article-5-commission-regulation-ec-no-1234-2008_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-recommendations-unforeseen-variations-according-article-5-commission-regulation-ec-no-1234-2008_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-recommendations-unforeseen-variations-according-article-5-commission-regulation-ec-no-1234-2008_en.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-catalog
https://www.mfds.go.kr/eng/brd/m_18/view.do?seq=71538
https://digicollections.net/phint/2025/index.html#p/home
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Meeting highlights from the Pharmacovigilance Risk

2 Assessment Committee (PRAC) 10-13 March 2025 EMA 2025.03. 14

PRAC 2025 4F 3 A 10-13 H< i & S E

PRAC recommendations on signals Adopted at the 10-13
3 February 2025 PRAC meeting EMA 2025. 03. 17
PRAC 2025 4F 3 H 10-13 H£UE S P4l 45 5

List of signals discussed at PRAC since September 2012
4 . A e s EMA 2025. 03. 17
H 2021 4E IR PRAC 258 HIME 5 DAl 7 B

2024 Annual Report on EudraVigilance for the European
5 Parliament, the Council and the Commission EMA 2025. 03. 20
2024 BT AN . ESAR DS AL ks
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https://www.cdr-adr.org.cn/ylqx_1/Medical_aqjs/Medical_aqjs_jjkx/202503/t20250312_51041.html
https://www.ema.europa.eu/en/documents/agenda/agenda-prac-meeting-10-13-march-2025_en.pdf
https://www.ema.europa.eu/en/documents/agenda/agenda-prac-meeting-10-13-march-2025_en.pdf
https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-signals-adopted-10-13-february-2025-meeting_en.pdf
https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-signals-adopted-10-13-february-2025-meeting_en.pdf
https://www.ema.europa.eu/en/documents/report/2024-annual-report-eudravigilance-european-parliament-council-commission_en.pdf
https://www.ema.europa.eu/en/documents/report/2024-annual-report-eudravigilance-european-parliament-council-commission_en.pdf
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NMPA 2025. 03. 25

NMPA 2025. 03. 25

3 | 2025 kR (FEZHR) SLHEARXETMFE(—) ChP 2025. 03. 26
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https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjyp/20250325183810122.html
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjyp/20250325183810122.html
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjyp/20250325184202175.html
https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjyp/20250325184202175.html
https://www.chp.org.cn/#/newsDetail?id=f4e637f3-b830-4a7c-a9c8-2a463c3e0677
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1 245 ProRx, LLC FDA 2025. 03. 04
2 %4E4S Mariscos Procesados — CAMPRESA - S. A. FDA 2025. 03. 04
3 245 TKTX Store FDA 2025. 03. 04
4 245 TKTX USA FDA 2025. 03. 04
5 #4543 Granules India Limited FDA 2025. 03. 04
6 % %15 Chem—Tech, Ltd. FDA | 2025. 03. 04
7 245 TKTX Numbing Cream USA FDA 2025. 03. 04
8 245 TKTX Numb Store FDA 2025. 03. 04
9 BE(5 Q Apel Medical, Inc. FDA 2025.03. 11
10 Btz Vivid-Scientific LLC FDA 2025.03. 11
11 %543 Amazon. com, Inc. FDA 2025. 03. 11
12 Bibf= Linghai ZhanWang Biotechnology Co., Ltd FDA 2025.03. 11
13 4E4(S Julian Naya Beauty LLC FDA 2025. 03. 11
14 %4543 Fox Pharma LLC FDA 2025. 03. 11
15 24845 Hyaluron Pen Store, LLC dba Glow Nest Beauty FDA 2025.03. 11
16 4515 USApeptide. com FDA 2025. 03. 11
17 B C & A Naturistics FDA 2025.03. 11
18 #4545 Shree Jaya Laboratories PVT. LTD. FDA 2025. 03. 11
19 45435 Aurora Pharmaceutical FDA 2025.03. 11
20 #4E(E Filler Lux dba Filler Lux USA FDA 2025. 03. 11
21 %4545 Elanco Animal Health FDA 2025. 03. 11
22 483Glenmark Pharmaceuticals Ltd FDA 2025. 03. 05
23 483Dr. Reddy’ s Laboratories, Ltd, Biologics FDA 2025. 03. 06



https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/prorx-llc-696742-03042025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/mariscos-procesados-694846-campresa
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/tktx-store-698371-02252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/tktx-usa-698435-02252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/granules-india-limited-697115-02262025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/chem-tech-ltd-696920-02112025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/tktx-numbing-cream-usa-702106-02252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/tktx-numb-store-697051-02252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/qapel-medical-inc-699244-02052025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/vivid-scientific-llc-699226-03032025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/amazoncom-inc-695821-03032025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/linghai-zhanwang-biotechnology-co-ltd-697983-02252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/julian-naya-beauty-llc-699782-03032025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/fox-pharma-llc-699225-03032025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/hyaluron-pen-store-llc-dba-glow-nest-beauty-700256-03032025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/usapeptidecom-696885-02262025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/c-naturistics-693439-03042025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/shree-jaya-laboratories-pvt-ltd-698690-02282025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/aurora-pharmaceutical-698797-02072025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/filler-lux-dba-filler-lux-usa-699221-03032025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/elanco-animal-health-695170-01282025
https://www.fda.gov/media/185699/download
https://www.fda.gov/media/185729/download
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483 H5EE(E Bl
24 483MedisourceRx FDA 2025.03. 11
25 Beibf= Waxhead Sun Defense Company FDA 2025. 03. 18
26 24845 Advanced Pharmaceutical Technology FDA 2025.03. 18
27 #4543 CoLabs Intl. Corp FDA 2025. 03. 18
28 4515 Rite—Kem Incorporated FDA 2025. 03. 18
29 4E1S Red 0ak Instruments, LLC FDA 2025. 03. 18
30 #4455 Zacanta LLC FDA 2025. 03. 18
31 #4E4E International Laboratories Corp FDA 2025. 03. 18
- %‘T’:ﬂ%‘ .Neva Global Grup Sanayi Ic Ve Dis Ticaret Anonim FDA 2095. 03. 18
Sirketi
33 #4845 Aspen Pharmacare Holdings Limited FDA 2025.03. 18
34 %4543 Kabana Skin Care FDA 2025. 03. 18
35 2t f= Mehran Michael Bahrami, M.D. FDA 2025. 03. 18
36 854S Americo F. Padilla, M.D. FDA 2025. 03. 25
37 #2445 BPI Labs, LLC FDA 2025. 03. 25
38 543 Dexcom, Inc. FDA 2025. 03. 25
39 4543 Gonzar Produce, LLC FDA 2025. 03. 25
40 4E1E Rex Implants Inc. FDA 2025. 03. 25
41 % 4h{= Hangzhou Glamcos Biotech Co., Ltd. FDA 2025. 03. 25
42 %543 Aspen Biopharma Labs Private Limited FDA 2025. 03. 25
43 Beib = Yangzhou Sion Commodity Co., Ltd. FDA 2025. 03. 25
44 %4545 Annovex Pharma, Inc. FDA 2025. 03. 25
45 483E1i Lilly and Company, Indianpolis, Indiana FDA 2025. 03. 24
46 483Eli Lilly Indianapolis Indiana FDA 2025. 03. 24
47 483 Bushu Pharmaceuticals Ltd, Kawagoe, Saitana, Japan FDA 2025. 03. 24
48 483UCB Pharma, Braine FDA 2025. 03. 24
27
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https://www.fda.gov/media/185741/download
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/waxhead-sun-defense-company-688286-03122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/advanced-pharmaceutical-technology-692576-03142025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/colabs-intl-corp-688285-03122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/rite-kem-incorporated-697272-01282025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/red-oak-instruments-llc-692368-02212025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/zacanta-llc-703125-03052025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/international-laboratories-corp-698522-03102025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/neva-global-grup-sanayi-ic-ve-dis-ticaret-anonim-sirketi-699000-03122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/neva-global-grup-sanayi-ic-ve-dis-ticaret-anonim-sirketi-699000-03122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/aspen-pharmacare-holdings-limited-701671-02242025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/kabana-skin-care-688254-03122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/mehran-michael-bahrami-md-703689-03052025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/americo-f-padilla-md-700447-03252025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/bpi-labs-llc-699533-03202025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dexcom-inc-700835-03042025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/gonzar-produce-llc-700649-03032025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/rex-implants-inc-676429-03122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/hangzhou-glamcos-biotech-co-ltd-692583-10072024
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/aspen-biopharma-labs-private-limited-698665-03052025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/yangzhou-sion-commodity-co-ltd-699183-03122025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/annovex-pharma-inc-698115-03052025
https://www.fda.gov/media/185930/download
https://www.fda.gov/media/185939/download
https://www.fda.gov/media/185936/download
https://www.fda.gov/media/185938/download

: Canny
Tigermed =
(O g ‘ RIS i) TAB S M B2 29V R &5 i ]

483 5% 5&5E
49 483SKNV. Pompano Beach, FL. 483 issued 03/06/2025 FDA 2025. 03. 28
50 483Palmetto Isotopes LLC. Ridgeland, SC. 483 issued FDA 2025. 03. 28
02/28/2025
51 483Eagle Pharma Outsourcing LLC. Hoover, AL. 483 issued FDA 2025. 03. 28
02/27/2025
59 483R?V1V6 Rx LLC dba Revive Rx Pharmacy. Houston, TX. DA 9025. 03. 28
483 issued 02/07/2025
53 483suzhou suncadia jiangsu china 12.15.23 483 FDA 2025. 03. 28
54 483Laboratorios Farmaceuticos Rovi S. A FDA 2025. 03. 28
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https://www.fda.gov/media/186005/download
https://www.fda.gov/media/186006/download
https://www.fda.gov/media/186006/download
https://www.fda.gov/media/185964/download
https://www.fda.gov/media/185964/download
https://www.fda.gov/media/185963/download
https://www.fda.gov/media/185963/download
https://www.fda.gov/media/186008/download
https://www.fda.gov/media/186009/download
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https://www.ema.europa.eu/en/methylphenidate-product-specific-bioequivelance-guidance
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