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FDA

Compliance Dashboards

ip2Y U.S. FOOD & DRUG

ADMINISTRATION

DATA DASHBOARD

Data Dashboard Home Compliance Dashboards > FSMA Data Search > Resources >

Home » Compliance Dashboards

Compliance Dashboards

Explore and analyze public FDA data within the below compliance-related datasets.

6

Compliance Actions Recalls

Recalls by fiscal year, classification, product
type, status, etc.

Inspections

Warning letters, injunctions and seizures by

U.S. domestic and foreign inspections by fiscal
fiscal year, product type, etc.

year, classification, product type, etc.

2 =

Imports Summary Import Refusals Imports Entry

Imports summary data by fiscal year, import Import refusals by fiscal year, product Imports entry data by fiscal year, country of
lines, product categories, countries, etc. categories, country, divisions, etc. origin, port of entry district, etc.
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FDA

Compliance Dashboards

Ip2Y U.S. FOOD & DRUG

ADMINISTRATION

DATA DASHBOARD

Data Dashboard Home Compliance Dashboards > FSMA Data Search > Resources >

Home 3 Com|

ance Dashboards > Inspections

Inspections

NEW!
= Dashboard has been integrated with the ORA U
application.

d Logon application. To obtain the credentials necessary to use the AP, please submit authorization key requests using the online ORA Unified Lagon

= Published 483s data is now available on the Inspections Dashboard and Firm Profiles

Caveats:

+ Certain information in these datasets may not be presented or may have changed since the posting. The datasets are updated weekly and only include final actions. If you need to present mare recent or more

complete data for official purposes or have questions about obtaining other data, please contact the Division of Freedom of Information about what materials may be available in electronic reading reoms or
inguire about other datasets that would satisfy your needs.

+ Show more

A Important Notes:

+ Not all inspections are included in the database. Inspections conducted by States, pre-approval inspections, mammography facility inspections, inspections waiting for a final enforcement
action, and inspections of nonclinical labs are not included. Inspections of nenclinical labs are available at Nenclinical Laberatories Inspected under Good Laberatory Practices.

« The results show final classifications of No Action Indicated (NAI), Voluntary Action Indicated (VAI), Official Action Indicated (OAl) for each project area within an inspection.

Graphs DataTables & Download Dataset Q | A4 X

City Name: Aachen, Koog aan de Zaan, Aarau, Aarhus N, Aalborg Ost, Aglst, Alphen Aan Den Rijn, Krimpen Aan Den ljssel, Aartselaar, Ouderkerk aan den ljssel, Aarhus C,
Guntershausen B. Aadorf, Aasmae Kula

Legal Name: AAK USA K1-K2 LLC, Aarons Apple House, Aalto Scientific Limited, Aaron Thomas Company Inc. AAK Foodservice. AAA Pharmaceutical, Inc., Duhon Farm Bin,Aaron.
AAA Eggs Depot Inc. AA Noodle Mfg Corp, AAK USA Richmond Corp., Aalba Dent, Inc., AALA Tofu Co, Aaron Lancaster, Aaron Thomas Company, Inc., AAFES Waco Distribution Center,
Export Aakash Chemical & Dye-Stuffs Inc, AA Food, Inc., AABG LLC, AADCO Medical Inc., AAP Implantate Ag, AA Customs Brokers, Inc, Aaroma Baking Company, AA Chile Inc, AAA
Molybdenum Products Inc, Aala Produce Inc, AAF Imports Inc. Aarti Drugs Limited. AA Food Services Inc.. Aarthun Enterprises LLC, AAK International Hull. Aadji & Manten International
LLC, AA USA Trading Inc.. AAFAB, INC.. Aah! Coffee, Inc. Aala Meat Market Incorporated. Aardema Dairy #5, AALST CHOCOLATE, AA Dairy, LLC. Aaha Impex Pvt. Ltd.. AAM Seafoods
Corp.. Sandbulte, Aaron E. Aarti Pharmalabs Limited. AAHOM Acupuncture Clinic, Aaxis Medical Products (Suzhou) Co., Ltd.. aap Biomaterials, GmbH. Aamir Z. Jamal, MD. Krishna
Aghar, Inc., Aaron D. Coons, Aalnex Inc., AA Laboratory Eggs, Inc. (+62 more results)
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FDA

Compliance Dashboards

FEl Number Firm Name Firm Address
s M pio I
Back to FDA Actions Timeline Inspections Compliance Actions Recalls Import Refusals Import Alerts Warning Letters
Top

A » Search results are not returned based on an exact match of the firm name. Users should review the search results to determine whether the firm appears in the Import Alert and that the firm's
products are allowed into the country.

= Only current/active Import Alerts are displayed. For more information see Import Alerts.

Mo Import Alerts data found for the selected firm.

Warning Letters

A « The search results below should be reviewed to determine whether the firm is directly or indirectly referenced in the Warning Letter.

* Only Warning Letters issued in the last & years are displayed. For more information see Warning Letters.

Firm: M Firm: M_
nspections-compliance-enforcement-and-criminal-
|nvesl|gut|on5fwum|ng letters/i

Subject: CGMP/Active Pharmaceutical Ingredient (API)/Adulterated
Issue Date: 03/09/2018

Snippet: /I

Subject: CGMP/Active Pharmaceutical Ingredient (AP1)/Adulterated
Issue Date: 01/31/2023

Snippet: A i
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FDA

CLOSEOUT LETTER

w

MARCS-CMS Sll— JANUARY 31, 2023

Reference #: _

Product: Drugs

Recipient: Issuing Office:

Center for Drug Evaluation and Research |
CDER

United States

India

oear v [

The Food and Drug Administration (FDA) has completed an evaluation of your firm’s
corrective actions in response to our Warning Letter Il dated March 09, 2018.

Based on our evaluation, it appears that you have addressed the deviations contained in
this Warning Letter. Future FDA inspections and regulatory activities will further assess the
adequacy and sustainability of these corrections.
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This letter does not relieve you or your firm from the responsibility of taking all necessary \
steps to assure sustained compliance with the Federal Food, Drug, and Cosmetic Act and ’
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Fudra GMP database

EudraGMDP

MA | GMP | APIREG | WDA | GDP | Sites Help

Mon 21 Apr 2025 14:11:43 BST

GMP Compliance Menu Search GMP Compliance

Certificate Number: |
Search :_
GMP Certificates From Date: | | 5] (YYYY-MM-DD)
Non-Compliance Report -
To Date: | | 78] (YYYY-MM-DD)
Site Details
DUNS Number: [ )-(
Name:
City: |
Country: S %

Postcode:
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