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Letters (posted by FDA 5/1/19 to 3/10/20) 
Reviewed on: 03/11/2020 

This tracker is intended as a tool to assist attorneys representing drug and medical device companies who need to 

monitor trends in Food and Drug Administration (FDA) enforcement activity affecting their clients. This tracker 

highlights selected drug and medical device-focused warning letters issued by the FDA in response to FDA’s 

determination that a manufacturer has violated, or potentially violated, applicable requirements of the Food, Drug, 

and Cosmetics Act (FDCA), FDA regulations, or agency guidance. It also highlights warning letters for products 

related to coronavirus disease (COVID-19). 

Warning letter recipients are given the opportunity to respond, voluntarily, to FDA, correct the issues highlighted by 

the FDA, and comply with the referenced reporting requirements. If the manufacturer does not voluntarily resolve 

the issues identified by FDA in the warning letter, FDA may elect to pursue further administrative or regulatory 

enforcement actions, including but not necessarily limited to, recall, seizure, injunction, administrative detention, 

civil money penalties, and/or prosecution. 

For information about FDA drug regulatory activity, see FDA Drug Regulatory Activity Tracker. For information 

about FDA medical device regulatory activity, see FDA Medical Device Regulatory Activity Tracker. For information 

about HHS OIG fraud and abuse (anti-kickback) Advisory Opinions affecting the drug and medical device 

industries, see Drug and Medical Device OIG Advisory Opinions Tracker. For additional information about FDA’s 

approach to warning letters, see FDA Regulatory Procedures Manual Ch. 4. 
 

FDA Warning Letter Enforcement Trends (1/1/19 to 3/5/20) 

Note: Animal, cosmetics, dietary supplements, food, and tobacco (including e-cigarette) products are not included in 

this summary. 

 

Source: FDA. This graphic is intended as a relative comparison of FDA warning letter enforcement activity for the 

areas identified and the time specified. 

https://advance.lexis.com/api/document?collection=analytical-materials&id=urn:contentItem:5WKP-YCH1-F60C-X41V-00000-00&context=
https://advance.lexis.com/api/document?collection=analytical-materials&id=urn:contentItem:5WK3-9Y11-F8D9-M2K8-00000-00&context=
https://advance.lexis.com/api/document?collection=analytical-materials&id=urn:contentItem:5WK3-9Y11-F8D9-M2K4-00000-00&context=
https://advance.lexis.com/api/document?collection=analytical-materials&id=urn:contentItem:5WK3-9Y11-F8D9-M2K5-00000-00&context=
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/compliance-manuals/regulatory-procedures-manual
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Drug and Medical Device Warning Letters (posted by FDA 5/1/19 to 3/10/20) 

Note: Animal products (drugs, dietary supplements, and devices) and dietary supplements for human use are not 

included in this summary. 
Product FDCA Provisions 

Cited 
Recipient Date of Letter 

Products Related to 

Coronavirus Disease 

2019 (COVID-19) 

Unapproved drugs 
Misbranding Quinessence Aromatherapy LTD 

3/6/20 

Products Related to 

Coronavirus Disease 

2019 (COVID-19) 

Unapproved drugs 
Misbranding GuruNanda LLC 

3/6/20 

Products Related to 

Coronavirus Disease 

2019 (COVID-19) 

Unapproved drugs 
Misbranding Colloidal Vitality LLC/Vital Silver 

3/6/20 

Products Related to 

Coronavirus Disease 

2019 (COVID-19) 

Unapproved drugs 
Misbranding Xephyr, LLC dba N-Ergetics 

3/6/20 

Products Related to 

Coronavirus Disease 

2019 (COVID-19) 

Unapproved drugs 
Misbranding Vivify Holistic Clinic 

3/6/20 

Products Related to 

Coronavirus Disease 

2019 (COVID-19) 

Unapproved drugs 
Misbranding The Jim Bakker Show 

3/6/20 

Products Related to 

Coronavirus Disease 

2019 (COVID-19) 

Unapproved drugs 
Misbranding Herbal Amy Inc 

3/6/20 

Pharmaceuticals Misbranding 
Outlook Pharmaceuticals, Inc. 

2/21/20 

Pharmaceuticals Misbranding 
Mikart LLC 

2/21/20 

Pharmaceuticals CGMP 
Adulteration LeeSar, Inc. 

2/18/20 

Pharmaceuticals CGMP 
Adulteration Essnd Global 

2/14/20 

Pharmaceuticals CGMP 
Adulteration Yibin Lihao Bio-technical Co., Ltd. 

2/13/20 

Pharmaceuticals CGMP 
Adulteration JHS Svendgaard Hygiene Products Ltd 

2/13/20 

Medical Devices CGMP 
QSR 
Adulteration 

Biomedix WAI 
2/12/20 

Pharmaceuticals CGMP 
Adulteration Chemland Co., Ltd. 

2/11/20 

Pharmaceuticals CGMP 
Adulteration KVK-Tech, Inc 

2/11/20 

Pharmaceuticals CGMP 
Adulteration Acino Products, LLC 

2/10/20 

Medical Devices CGMP 
QSR 
Adulteration 

Unetixs Vascular, Inc. 
2/4/20 

Pharmaceuticals CGMP 
Adulteration Guangzhou Tinci Materials Technology Co., Ltd. 

1/23/20 

Medical Devices Adulteration 
Misbranding CPAPNEA Medical Supply 

1/22/20 

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/quinessence-aromatherapy-ltd-605013-03062020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/gurunanda-llc-604930-03062020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/colloidal-vitality-llcvital-silver-604885-03062020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/xephyr-llc-dba-n-ergetics-604588-03062020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/vivify-holistic-clinic-604883-03062020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/jim-bakker-show-604820-03062020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/herbal-amy-inc-604813-03062020
https://www.fda.gov/media/135684/download
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/mikart-llc-605071-02212020M
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/leesar-inc-544728-02182020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/essnd-global-595850-02142020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/yibin-lihao-bio-technical-co-ltd-592503-02132020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/jhs-svendgaard-hygiene-products-ltd-593473-02132020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/biomedix-wai-598171-02122020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/chemland-co-ltd-593158-02112020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/kvk-tech-inc-592387-02112020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/acino-products-llc-589471-02102020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/unetixs-vascular-inc-598016-02042020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/guangzhou-tinci-materials-technology-co-ltd-592199-01232020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/cpapnea-medical-supply-592737-01222020
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Lacks PMA and/or 

510(k) 
Pharmaceuticals CGMP 

Adulteration Sunstar Guangzhou Ltd. 
1/22/20 

Medical Devices Investigational Device 

Exemption (IDE) 
Premarket Approval 

(PMA) 
Misbranding 

Draegar Medical Systems, Inc. 
1/17/20 

Pharmaceuticals CGMP 
Adulteration Dental-Kosmetik GmbH & Co. KG 

1/16/20 

Pharmaceuticals CGMP 
Adulteration 
Unapproved drugs 
Misbranding 
Data integrity 

Zhuhai Aofute Medical Technology Co., Ltd. 
1/9/20 

Pharmaceuticals GGMP 
Adulteration Cosmelab Co Ltd 

1/9/20 

Pharmaceuticals CGMP 
Adulteration Huaian Zongheng Bio-Tech Co., Ltd 

1/9/20 

Pharmaceuticals Investigational Plan 
James Findling 

12/31/19 

Medical Devices Premarket Approval 

(PMA) 
Adulteration 
Investigational Device 

Exemption (IDE) 
Misbranding 

Vevazz LLC 
12/26/19 

Pharmaceuticals CGMP 
Adulteration Apollo Health And Beauty Care, Inc. 

12/23/19 

Medical Devices CGMP 
QSR 
Adulteration 
Misbranding 

Jiangsu JDC Medical Devices Co., Ltd. 
12/19/19 

Pharmaceuticals CGMP 
Adulteration 
Unapproved drugs 

CGA Limited 
12/19/19 

Pharmaceuticals CGMP 
Adulteration Health Pharma USA LLC 

12/18/19 

Pharmaceuticals CGMP 
Adulteration 
Unapproved drugs 

Cross Brands Contract Filling, LLC 
12/17/19 

Pharmaceuticals CGMP 
Adulteration GPT Pharmaceuticals Private Ltd 

12/17/19 

Pharmaceuticals CGMP 
Adulteration Baja Fur S.A. de C.V. 

12/13/19 

Medical Devices Premarket Approval 

(PMA) 
Adulteration 
Investigational Device 

Exemption (IDE) 
Misbranding 

Curewave Lasers LLC 
12/12/19 

Pharmaceuticals Unapproved drugs 
Misbranding Soaptronic LLC 

12/12/19 

Medical Devices Adulteration 
QSR Conformis Inc. 

12/10/19 

Pharmaceuticals CGMP 
Adulteration Pharmalab Enterprises, Inc. 

12/10/19 

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sunstar-guangzhou-ltd-592906-01222020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/draegar-medical-systems-inc-596529-01172020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dental-kosmetik-gmbh-co-kg-591351-01162020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/zhuhai-aofute-medical-technology-co-ltd-590945-01092020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/cosmelab-co-ltd-590480-01092020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/huaian-zongheng-bio-tech-co-ltd-590789-01092020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/james-findling-598944-12312019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/vevazz-llc-592118-12262019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/apollo-health-and-beauty-care-inc-593033-12232019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/jiangsu-jdc-medical-devices-co-ltd-598340-12192019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/cga-limited-589028-12192019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/health-pharma-usa-llc-588155-12182019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/cross-brands-contract-filling-llc-589295-12172019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/gpt-pharmaceuticals-private-ltd-590938-12172019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/baja-fur-sa-de-cv-590791-12132019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/curewave-lasers-llc-593692-12122019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/soaptronic-llc-596450-12122019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/conformis-inc-596362-12102019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/pharmalab-enterprises-inc-588432-12102019
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Medical Devices Premarket approval 

(PMA) 
Adulteration 
Misbranding 

Zona Health Inc. 
12/6/19 

Pharmaceuticals CGMP 
Adulteration Wild Child WA Pty Ltd. 

12/6/19 

Pharmaceuticals CGMP 
Adulteration 
Unapproved drugs 

Tismor Health and Wellness Pty Limited 
12/5/19 

Pharmaceuticals CGMP 
Adulteration 
Unapproved drugs 

Henan Kangdi Medical Devices Co. Ltd 
12/3/19 

Pharmaceuticals Misbranding 
Alkermes, Inc. 

12/2/19 

Pharmaceuticals CGMP 
Adulteration Teligent Pharma, Inc. 

11/26/19 

Pharmaceuticals 
Cannabidiol (CBD) 

Unapproved drugs 
Misbranding Noli Oil, LLC 

11/22/19 

Pharmaceuticals 
Cannabidiol (CBD) 

Unapproved drugs 
Misbranding Bella Rose Labs 

11/22/19 

Pharmaceuticals 
Cannabidiol (CBD) 

Unapproved drugs 
Misbranding Sunflora, Inc./The CBD Store, LLC dba Your 

CBD Store 

11/22/19 

Pharmaceuticals 
Cannabidiol (CBD) 

Unapproved drugs 
Misbranding Infinite Product Company LLLP DBA Infinite 

CBD 

11/22/19 

Pharmaceuticals 
Cannabidiol (CBD) 

Unapproved drugs 
Misbranding Whole Leaf Organics, LLC 

11/22/19 

Pharmaceuticals 
Cannabidiol (CBD) 

Unapproved drugs 
Misbranding Mr. Pink Collections, LLC 

11/22/19 

Pharmaceuticals 
Cannabidiol (CBD) 

Unapproved drugs 
Misbranding KOI CBD LLC 

11/22/19 

Pharmaceuticals CGMP 
Adulteration OHM Pharma, Inc. 

11/19/19 

Pharmaceuticals Unapproved drugs 
Misbranding EPH Technologies, Inc. 

11/18/19 

Medical Devices Adulteration 
QSR American Contract Systems, Inc. 

11/9/19 

Pharmaceuticals CGMP 
Adulteration 
QSR 

A.P. Deauville, LLC 
11/8/19 

Pharmaceuticals CGMP 
Adulteration Apothecus Pharmaceutical Corp. 

11/8/19 

Pharmaceuticals Receipt and delivery of 

adulterated drugs Greenbrier International, Inc. dba Dollar Tree 
11/6/19 

Pharmaceuticals CGMP 
Adulteration 
Unapproved drugs 

Unipharma, LLC 
11/6/19 

Pharmaceuticals CGMP 
Adulteration Mylan Laboratories Limited - Unit 8 

11/5/19 

Pharmaceuticals CGMP 
Adulteration Swabplus, L.P. 

10/31/19 

Pharmaceuticals CGMP 
Adulteration Cadila Healthcare Limited 

10/29/19 

Medical Devices CGMP 
QSR Silfradent Srl 

10/28/19 

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/zona-health-inc-584676-12062019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/wild-child-wa-pty-ltd-589463-12062019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/tismor-health-and-wellness-pty-limited-588104-12052019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/henan-kangdi-medical-devices-co-ltd-587699-12032019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/alkermes-inc-597260-12022019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/teligent-pharma-inc-587592-11262019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/noli-oil-llc-593497-11222019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/bella-rose-labs-594246-11222019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sunflora-incthe-cbd-store-llc-dba-your-cbd-store-585390-11222019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sunflora-incthe-cbd-store-llc-dba-your-cbd-store-585390-11222019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/infinite-product-company-lllp-dba-infinite-cbd-593175-11222019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/infinite-product-company-lllp-dba-infinite-cbd-593175-11222019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/whole-leaf-organics-llc-593176-11222019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/mr-pink-collections-llc-593395-11222019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/koi-cbd-llc-593391-11222019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ohm-pharma-inc-586428-11192019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/eph-technologies-inc-590707-11182019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/american-contract-systems-inc-595573-11092019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ap-deauville-llc-586306-11082019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/apothecus-pharmaceutical-corp-585666-11082019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/greenbrier-international-inc-dba-dollar-tree-574706-11062019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/unipharma-llc-585388-11062019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/mylan-laboratories-limited-unit-8-589297-11052019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/swabplus-lp-584803-10312019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/cadila-healthcare-limited-584856-10292019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/silfradent-srl-592502-10282019
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Adulteration 
Misbranding 

Pharmaceuticals CGMP 
Adulteration 
QSR 
Unapproved drugs 
Misbranding 

Torrent Pharma Inc. 
10/28/19 

Pharmaceuticals CGMP 
Adulteration 
Unapproved drugs 

MSM Nutraceuticals, LLC dba MSM Health 

Solutions 

10/24/19 

Pharmaceuticals CGMP 
Adulteration PETNET Solutions Inc. 

10/17/19 

Pharmaceuticals Illegal online 

pharmacy activity 
Misbranding 
Unapproved drugs 

Meds4U 
10/16/19 

Pharmaceuticals Unapproved drugs 
Misbranding Rooted Apothecary LLC 

10/10/19 

Pharmaceuticals CGMP 
Sofie Co., dba Sofie 

10/10/19 

Medical Devices Adulteration 
QSR Denterprise International, Inc. 

10/9/19 

Pharmaceuticals CGMP 
Adulteration Coral Pharmaceuticals LTD 

10/9/19 

Pharmaceuticals CGMP 
Adulteration Torrent Pharmaceuticals Limited 

10/8/19 

Pharmaceuticals CGMP 
Adulteration 
Unapproved drugs 
Misbranding 
Listing obligations 

Herbal Doctor Remedies 
10/4/19 

Pharmaceuticals CGMP 
Adulteration 
Data integrity 

Bingbing Pharmaceutical Co., Ltd 
10/3/19 

Pharmaceuticals CGMP 
Adulteration Glenmark Pharmaceuticals Limited 

10/3/19 

Pharmaceuticals CGMP 
Adulteration 
Unapproved drugs 
Misbranding 

The Skin Atelier, Inc. d.b.a. Skinprint 
10/1/19 

Pharmaceuticals CGMP 
Adulteration LNK International, Inc. 

9/26/19 

Pharmaceuticals Listing obligations 
NuCare Pharmaceuticals Inc. 

9/26/19 

Medical Devices CGMP 
QSR 
Adulteration 
Misbranding 

ITL Asia Pacific Sdn Bhd 
9/25/19 

Pharmaceuticals CGMP 
Adulteration 
Unapproved drugs 

Dercher Enterprises, Inc., DBA Gordon 

Laboratories 

9/13/19 

Pharmaceuticals Misbranding 
Galt Pharmaceuticals, LLC 

9/13/19 

Pharmaceuticals CGMP 
Adulteration Dermameal Co., Ltd. 

9/12/19 

Pharmaceuticals Unapproved drugs 
Misbranding Herbal Healer Academy, Inc. 

9/12/19 

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/torrent-pharma-inc-584701-10282019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/msm-nutraceuticals-llc-dba-msm-health-solutions-584018-10242019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/msm-nutraceuticals-llc-dba-msm-health-solutions-584018-10242019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/petnet-solutions-inc-584016-10172019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/meds4u-09062019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/rooted-apothecary-llc-585312-10102019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sofie-co-dba-sofie-583034-10102019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/denterprise-international-inc-586932-10092019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/coral-pharmaceuticals-ltd-586576-10092019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/torrent-pharmaceuticals-limited-585255-10082019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/herbal-doctor-remedies-583205-10042019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/bingbing-pharmaceutical-co-ltd-584327-10032019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/glenmark-pharmaceuticals-limited-582701-10032019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/skin-atelier-inc-dba-skinprint-582512-10012019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/lnk-international-inc-582253-09262019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/nucare-pharmaceuticals-inc-588096-09262019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/itl-asia-pacific-sdn-bhd-590380-09252019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dercher-enterprises-inc-dba-gordon-laboratories-580346-09132019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dercher-enterprises-inc-dba-gordon-laboratories-580346-09132019
https://www.fda.gov/media/131111/download
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dermameal-co-ltd-582118-09122019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/herbal-healer-academy-inc-570957-09122019
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Pharmaceuticals CGMP 
Adulteration 
QSR 

Lohxa LLC 
9/10/19 

Pharmaceuticals CGMP 
Jiangsu NHWA Pharmaceutical Co., Ltd. 

9/10/19 

Pharmaceuticals CGMP 
Lupin Limited 

9/10/19 

Pharmaceuticals Illegal online 

pharmacy activity 
Misbranding 
Unapproved drugs 

Divyata 
9/6/19 

Pharmaceuticals Illegal online 

pharmacy activity 
Misbranding 
Unapproved drugs 

Euphoria Healthcare Pvt Ltd. 
9/6/19 

Pharmaceuticals Illegal online 

pharmacy activity 
Misbranding 
Unapproved drugs 

JCM Dropship 
9/6/19 

Medical Devices CGMP 
QSR 
Adulteration 

Won Industry Co. LTD 
8/29/19 

Pharmaceuticals CGMP 
Adulteration 
Misbranding 
Unapproved drugs 

Hangzhou Badi Daily Use Chemical Company 
8/29/19 

Pharmaceuticals 501(j) / refusal of 

inspection Shanghai Institute of Pharmaceutical Industry 
8/29/19 

Pharmaceuticals 
Biologics 

Unapproved drugs 
CGMP Stemell Inc. 

8/28/19 

Pharmaceuticals Misbranding 
Unapproved drugs Sportron International, Inc. 

8/23/19 

Pharmaceuticals CGMP 
Adulteration Polimeros y Servicios S.A. 

8/22/19 

Pharmaceuticals CGMP 
Adulteration 
Misbranding 

Haw Par Healthcare Limited 
8/19/19 

Pharmaceuticals Misbranding 
Metuchen Pharmaceuticals, LLC 

8/16/19 

Pharmaceuticals CGMP 
Adulteration 
Data integrity 

Enprani Co., Ltd. 
8/15/19 

Pharmaceuticals CGMP 
Adulteration 
Misbranding 

Ningbo Pulisi Daily Chemical Products Co., Ltd 
8/13/19 

Pharmaceuticals CGMP 
Adulteration Yino, Inc. 

8/12/19 

Pharmaceuticals CGMP 
Adulteration Lantech Pharmaceuticals Limited 

8/8/19 

Pharmaceuticals Unapproved drugs 
Misbranding Let's Talk Health, Inc. 

8/6/19 

Pharmaceuticals CGMP 
Adulteration Deva Holding AS – Cerkezkoy Subsei 

8/6/19 

Medical Devices Adulteration 
CGMP 
QSR 

TALON, an S & S Technology Company 
8/2/19 

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/lohxa-llc-581785-09102019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/jiangsu-nhwa-pharmaceutical-co-ltd-582511-09102019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/lupin-limited-572345-09102019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/divyata-09062019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/euphoria-healthcare-pvt-ltd-09062019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/jcm-dropship-09062019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/won-industry-co-ltd-582071-08292019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/hangzhou-badi-daily-use-chemical-company-580819-08292019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/shanghai-institute-pharmaceutical-industry-574821-08292019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/stemell-inc-579013-08282019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sportron-international-inc-579475-08232019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/polimeros-y-servicios-sa-586323-08222019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/haw-par-healthcare-limited-578581-08192019
https://www.fda.gov/media/130263/download
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/enprani-co-ltd-580548-08152019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ningbo-pulisi-daily-chemical-products-co-ltd-577795-08132019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/yino-inc-578566-08122019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/lantech-pharmaceuticals-limited-580027-08082019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/lets-talk-health-inc-576771-08062019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/deva-holding-cerkezkoy-subesi-577493-08062019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/talon-s-s-technology-company-580417-08022019
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Pharmaceuticals CGMP 
Adulteration Emcure Pharmaceuticals Limited 

8/2/19 

Pharmaceuticals CGMP 
Adulteration 
Misbranding 
QSR 
Data integrity 

NingBo Huize Commodity Co., Ltd. 
8/2/19 

Pharmaceuticals Adulteration 
Sharp Drugs, Inc. dba Island Drug and Surgical 

8/2/19 

Pharmaceuticals CGMP 
Adulteration 
Unapproved drugs 

TG United, Inc. 
8/1/19 

Medical Devices Adulteration 
QSR 
CGMP 

Polymer Technology Systems, Inc. 
7/31/19 

Pharmaceuticals CGMP 
Adulteration 
Misbranding 

Spectrum Laboratory Products, Inc. 
7/31/19 

Pharmaceuticals Unapproved drugs 
Misbranding Prescription Dispensing Laboratories, Inc. dba 

PD Labs 

7/30/19 

Pharmaceuticals Adulteration 
Unapproved drugs 
Misbranding 

Promise Pharmacy, LLC 
7/29/19 

Pharmaceuticals CGMP 
Adulteration Results RNA, LLC 

7/29/19 

Pharmaceuticals Adulteration 
Misbranding 
Unapproved drugs 

Curaleaf, Inc. 
7/22/19 

Pharmaceuticals CGMP 
CTX Lifesciences Private Ltd. 

7/12/19 

Pharmaceuticals Adulteration 
CGMP 
Data Integrity 

Strides Pharma Science Limited 
7/1/19 

Pharmaceuticals Misbranding 
Listing obligations American Sales Company Inc. 

7/11/19 

Pharmaceuticals Adulteration 
Misbranding 
Labeling 

Farmville Discount Drug, Inc. DBA Best Value 

Drug 

7/9/19 

Pharmaceuticals Adulteration 
CGMP 
Data Integrity 

Indoco Remedies Limited 
7/9/19 

Pharmaceuticals Adulteration 
CGMP High Chemical Company 

7/2/19 

Pharmaceuticals Adulteration 
CGMP AllerQuest LLC  

6/24/19 

Pharmaceuticals Adulteration 
CGMP Aurobindo Pharma Limited 

6/20/19 

Medical Devices Adulteration 
QSR Clinicon Corp 

6/20/19 

Pharmaceuticals Adulteration 
Ideal Specialty Apothecary, Inc. dba Ideal 

Pharmacy 6/17/19 
Pharmaceuticals Adulteration 

CGMP Akorn Inc. 6/13/19 
Pharmaceuticals Adulteration 

CGMP Rxhomeo Private Limited 6/13/19 

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/emcure-pharmaceuticals-limited-576961-08022019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ningbo-huize-commodity-co-ltd-581345-08022019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/sharp-drugs-inc-dba-island-drug-and-surgical-588331-08022019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/tg-united-inc-577583-08012019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/polymer-technology-systems-inc-576934-07312019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/spectrum-laboratory-products-inc-579958-07312019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/prescription-dispensing-laboratories-inc-dba-pd-labs-579286-07302019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/prescription-dispensing-laboratories-inc-dba-pd-labs-579286-07302019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/promise-pharmacy-llc-587148-07292019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/results-rna-llc-578997-07292019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/curaleaf-inc-579289-07222019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ctx-lifesciences-private-ltd-577416-07122019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/strides-pharma-science-limited-576722-07012019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/american-sales-company-inc-582707-07112019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/farmville-discount-drug-inc-dba-best-value-drug-574044-07092019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/farmville-discount-drug-inc-dba-best-value-drug-574044-07092019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/indoco-remedies-limited-575313-07162019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/high-chemical-company-div-national-generic-distributors-576577-07022019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/allerquest-llc-578557-06242019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/aurobindo-pharma-limited-577033-06202019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/clinicon-corp-582801-06202019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ideal-specialty-apothecary-inc-dba-ideal-pharmacy-558093-06172019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ideal-specialty-apothecary-inc-dba-ideal-pharmacy-558093-06172019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/akorn-inc-568173-06132019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/rxhomeo-private-limited-575889-06132019
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Pharmaceuticals Adulteration 
CGMP SnugZ USA, Inc. 6/12/19 

Pharmaceuticals Adulteration 
CGMP Asclemed USA Inc. dba Enovachem 6/11/19 

Pharmaceuticals Unapproved drugs 
Cali Botanicals, LLC 6/11/19 

Pharmaceuticals CGMP 
Adulteration 
Data integrity Deb USA Inc. 6/11/19 

Pharmaceuticals Unapproved drugs 
Misbranding 
CGMP 

Perfect Choice Trading, Inc. & Nutricos 

Ceuticals, Inc. 6/11/19 
Pharmaceuticals Adulteration 

CGMP 
Misbranding Xi'an Livingbond Nonwoven Products Corp., Ltd. 6/10/19 

Pharmaceuticals Misbranding 
Unapproved drugs Earthworks Health 6/7/19 

Pharmaceuticals Adulterated 
Unapproved drugs 
Misbranded Imprimis NJOF, LLC 6/7/19 

Pharmaceuticals Adulteration 
CGMP US Pharmaceuticals Inc. 6/6/19 

Pharmaceuticals CGMP 
Unapproved drugs Advanced Botanical Consulting & Testing Inc 

dba ABC Testing 6/4/19 
Pharmaceuticals Unapproved drugs 

B & B Pharmaceuticals, Inc. 6/4/19 
Pharmaceuticals Adulteration 

CGMP 
Misbranding Spectrum Laboratory Products 6/4/19 

Pharmaceuticals CGMP 
Data Integrity 
Misbranding 
Unapproved drugs Glint Cosmetics Pvt Ltd 5/31/19 

Pharmaceuticals Adulteration 
CGMP 
Unapproved drugs Ingenue Care 5/31/19 

Medical Devices Adulteration 
QSR International Hospital Products, Inc. 5/29/19 

Pharmaceuticals Adulteration 
CGMP Vida International, Inc. 5/29/19 

Pharmaceuticals Adulteration 
CGMP 
Misbranding Izeen Pharma Inc 5/16/19 

Pharmaceuticals Misbranding 
Unapproved drugs KratomNC 5/16/19 

Pharmaceuticals Adulteration 
CGMP 
Unapproved drugs McDaniel Life-Line LLC 5/16/19 

Pharmaceuticals Misbranding 
Unapproved Drugs ActiveHerb Technology, Inc 5/15/19 

Pharmaceuticals Adulteration 
CGMP 
Unapproved Drugs Tropical Seas, Inc. 5/15/19 

Pharmaceuticals Adulteration 
CGMP 
Misbranding Kingston Pharma LLC 5/14/19 

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/snugz-usa-inc-570361-06122019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/asclemed-usa-inc-dba-enovachem-575542-06112019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/cali-botanicals-llc-575320-06112019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/deb-usa-inc-570944-06112019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/perfect-choice-trading-inc-and-nutricos-ceuticals-inc-569322-06112019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/perfect-choice-trading-inc-and-nutricos-ceuticals-inc-569322-06112019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/xian-livingbond-nonwoven-products-corp-ltd-574591-06102019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/earthworks-health-560772-06072019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/imprimis-njof-llc-553322-06072019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/us-pharmaceuticals-inc-573233-06062019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/advanced-botanical-consulting-testing-inc-dba-abc-testing-572991-06042019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/advanced-botanical-consulting-testing-inc-dba-abc-testing-572991-06042019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/b-b-pharmaceuticals-inc-570613-06042019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/spectrum-laboratory-products-573311-06042019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/glint-cosmetics-pvt-ltd-573468-05312019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ingenue-care-574836-05312019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/international-hospital-products-inc-579332-05292019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/vida-international-inc-573082-05292019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/izeen-pharma-inc-565311-05162019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/kratomnc-576964-05162019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/mcdaniel-life-line-llc-571303-05162019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/activeherb-technology-inc-574615-05152019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/tropical-seas-inc-562365-05152019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/kingston-pharma-llc-572904-05142019
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Medical Devices Misbranding 
21st Century Scientific Inc. 5/13/19 

Medical Devices Adulteration 
QSR Orchid Orthopedic Solutions, LLC 5/13/19 

Medical Devices QSR 
Rechargeable Power Energy North America 

LLC  5/9/19 
Pharmaceuticals Adulteration 

Misbranding Rocky Mountain Pharmacy Inc. 5/9/19 
Medical Devices Misbranding 

QSR Zeller Power Products, LLC 5/9/19 
Pharmaceuticals Adulteration 

 
CGMP AMMD Labs, LLC 5/7/19 

Pharmaceuticals Adulteration 
CGMP Petra Hygienic Systems Int Ltd 5/7/19 

Pharmaceuticals Adulteration 
CGMP Centurion Laboratories Private Limited 5/4/19 

Pharmaceuticals Adulteration 
CGMP Bershtel Enterprises LLC dba WePackItAll 5/2/19 

Pharmaceuticals Adulteration 
CGMP Fill It Pack It Inc 

5/2/19 

Pharmaceuticals Adulteration 
CGMP 
Misbranding 
Unapproved drug Kadesh International 5/2/19 

Pharmaceuticals Adulteration 
CGMP U.S. Continental Marketing, Inc. 5/2/19 

Pharmaceuticals Unapproved drugs 
Misbranding Golean Detox US 

4/29/19 

Pharmaceuticals CGMP 
Adulteration Laboratoires Clarins 

4/23/19 

Pharmaceuticals Adulteration 
CGMP 
Misbranding 

Ecometics, Inc. 
4/16/19 

Medical Devices Premarket Approval 

(PMA) 
Misbranding 
Adulteration 
Investigational Device 

Exemption (IDE) 

Innovative Sterilization Technologies LLC 
3/20/19 

Pharmaceuticals Unapproved drugs 
Misbranding Aidaccess.org 

3/8/19 

Pharmaceuticals Unapproved drugs 
Misbranding CanaRx Services Inc. 

2/26/19 

 

 
End of Document 

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/21st-century-scientific-inc-566834-05132019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/orchid-orthopedic-solutions-llc-580112-05132019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/rechargeable-power-energy-north-america-llc-570911-05092019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/rechargeable-power-energy-north-america-llc-570911-05092019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/rocky-mountain-pharmacy-inc-574231-05092019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/zeller-power-products-llc-570909-05092019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ammd-labs-llc-568180-05072019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/petra-hygienic-systems-int-ltd-572769-05072019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/centurion-laboratories-private-limited-571255-05042019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/bershtel-enterprises-llc-dba-wepackitall-570885-05022019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/fill-it-pack-it-inc-570946-05022019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/kadesh-international-570947-05022019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/us-continental-marketing-inc-570748-05022019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/golean-detox-us-573404-04292019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/laboratoires-clarins-568157-04232019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/ecometics-inc-569167-04162019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/innovative-sterilization-technologies-llc-524761-03202019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/aidaccessorg-575658-03082019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/canarx-services-inc-554740-02262019

