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COMPANY ANNOUNCEMENT

Darmerica LLC Issues Voluntary Nationwide Recall of
Quinacrine Dihydrochloride Due to A Labeling Error

When a company announces a recall, market withdrawal, or safety alert, the FDA posts the company's
announcement as a public service. FDA does not endorse either the product or the company.

Read Announcement View Product Photos

Summary

Company Announcement Date:
September 12, 2019

FDA Publish Date:

September 12, 2019

Product Type:

Drugs

Reason for Announcement:
Label mix-up

Company Name:

Darmerica LLC

Brand Name:

Darmerica LLC

Product Description:
Quinacrine Dihydrochloride, bulk API powder

Company Announcement

Darmerica LLC is voluntarily recalling two lots, DR4654A and DL4654A, of Quinacrine
Dihydrochloride, bulk API powder packaged in Amber HDPE Bottles to the consumer level. This
product is being recalled due to a label mix-up. Product intended for further compounding use
by pharmacies labeled as Quinacrine API was tested and identified as Artemisinin API.
Artemisinin and its semisynthetic derivatives are a group of drugs used against malaria.

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/darmerica-lic-issues-voluntary-nationwide-recall-quinacrine-dihydrochloride-due-la... ~ 1/4



9/20/2019 Darmerica LLC Issues Voluntary Nationwide Recall of Quinacrine Dihydrochloride Due to A Labeling Error | FDA
Receiving artemisinin rather than quinacrine could lead to deterioration of disease that is being
treated, serious adverse reactions, due to prolonged exposure to artemisinin, which would need
medical or surgical intervention as well as mistaken evaluation and remediation of adverse
reactions. To date, Darmerica LLC has not received any reports of adverse events related to this
recall.

The product is used as an antiprotozoal, antirheumatic, intrapleural sclerosing agent and was
packaged in Amber HDPE bottles. The affected Quinacrine Dihydrochloride lots include the
following lot numbers, DR4654A and DL4654A, and expiration date of April 27, 2021. The
product can be identified by the label, as illustrated below. Quinacrine Dihydrochloride was
distributed Nationwide to 14 Compounding Pharmacies.

Darmerica LLC is notifying its distributors and customers by e-mail and telephone and is
arranging for return of all recalled products. Compounding Pharmacies that have Quinacrine
Dihydrochloride which is being recalled should stop compounding and return it to Darmerica
LLC. Compounding Pharmacies should probably initiate their own recalls if they
manufactured/distributed product using these two lots.

Compounding Pharmacies with questions regarding this recall can contact Darmerica LLC by
telephone at 407-766-9092 or Quality@darmerica.com (mailto:Quality@darmerica.com)
(Monday to Friday, 9gam to 5pm), Eastern Standard Time. Consumers should contact their
physician or healthcare provider if they have experienced any problems that may be related to
taking or using this drug product.

Adverse reactions or quality problems experienced with the use of this product may be reported
to the FDA's MedWatch Adverse Event Reporting program either online, by regular mail or by
fax.

e Complete and submit the report Online (/safety/medwatch-fda-safety-information-and-
adverse-event-reporting-program/reporting-serious-problems-fda)

e Regular Mail or Fax: Download form (/safety/medical-product-safety-information/forms-
reporting-fda) or call 1- 800-332-1088 to request a reporting form, then complete and
return to the address on the pre-addressed form, or submit by fax to 1-800-FDA-0178

This recall is being conducted with the knowledge of the U.S. Food and Drug Administration.

Company Contact Information

Consumers:
Kyle Hamza
. 407-766-9092
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Product Photos

Quinacrine Dihydrochloride

(58.25%)
Lot Mo - o assds Mg Dadw - apr 28 2019
CAZE : &55-05€ Exp. Dabe: Apr 27, 201
T NDCE - TIDS2SI0DS 0 @y - Sog
Cossalsaery, FL 07T
TR 1 larding G Sarlary Do sibsst Sempa Siom in 6 sasked igtT-resinim nd
COMiNrsT BT "0 BT e N
Causen Foruss and detisgton i prescripgon compaanding, manuiscuing,
PrOCHERng o Mpdcking only in sccondenos 10 FLA reguiadons srd spplcabes lew.
Asdabraas oy Camaron
1
Quinacrine Dihydrochloride
(98.25%)
Lot Mo, : DR&ESEA, Mng. Duate - Apr 28, 2013
o CAEF : 55058 Exp. Date: Apr 27, 2021
- NOCE - Ti0E2-S30-55 Gty Shyg
Cmssadtaary, FL 20007
Aori-ariiean 1t Flandirg Sees Satary Cwm Enest LUTraga SErm 7 & Radbed B3 rei rn
COMMNET BT IO T DL
Caucir Forums rd detisoton i preacrpion compsandng, manfscirdsg,
PrECEEENG & Mg cnly i eocordEnck 13 FOA reguisions ered applcasss e
Aapaciies oy Cwrmasros
)
Quinacrine Dihydrochloride
{98.25%)
Lot No. - DRE554A, Mng. Diafe - Apr 28, 2013
CASER - &HI5H Exp. Dabe: Apr 27, 2021
D—— T TIDS2S30AS Gty =g
Cassaltaery, FL 2OMIT
Eratrgl oo b Flarding Sas Salery Dwm sbaat Smenga St b o seabed Bgor-resiatere

COMENar BT 300 BT S WL
Ceaserr Foruss srad disriceian n preacopion

SoTpandng, mandscaring,
PTOaERNG o Mpddiing only @ eocordinos 13 FLA reguiscicons ard sppicabes e
Rl ol 8o oy Daamveroa

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/darmerica-lic-issues-voluntary-nationwide-recall-quinacrine-dihydrochloride-due-la...  3/4


mailto:Quality@darmerica.com

9/20/2019 Darmerica LLC Issues Voluntary Nationwide Recall of Quinacrine Dihydrochloride Due to A Labeling Error | FDA

@ More Recalls, Market
Withdrawals, &
Safety Alerts (/safety/recalls)

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/darmerica-lic-issues-voluntary-nationwide-recall-quinacrine-dihydrochloride-due-la...  4/4


https://www.fda.gov/safety/recalls

