
 
 

CONSUMER LEVEL 
CLASS I RECALL 

 
11/20/17 
  
Dear Member, 
  
Greenstone LLC, a wholly owned subsidiary of Pfizer Inc., is voluntarily recalling multiple lots of 
diphenoxylate hydrochloride and atropine sulfate tablets, USP to the consumer level.  
 
Greenstone initiated this recall because product from these lots has the potential to be super potent or sub 
potent. The use of this product in patients with uncontrolled diarrhea due to chronic medical conditions may 
predispose the patient to toxicity from either the diphenoxylate or atropine components. The product label 
states that over dosage can be life-threatening and symptoms may include opioid and/or anticholinergic 
effects including respiratory depression, coma, delirium, lethargy, dryness of the skin and mucous 
membranes, mydriasis or miosis, flushing, hyperthermia, tachycardia, hypotonia, tachypnea, toxic 
encephalopathy, seizures and incoherent speech. Respiratory depression has been reported up to 30 hours 
after ingestion and may recur despite an initial response to narcotic antagonists. The use of the impacted 
super potent product when used as labeled has a low probability of being associated with adverse events of 
limited severity such as lethargy, skin flush, and drowsiness. Serious adverse events such as coma and 
respiratory depression are improbable. If a patient was to receive a sub potent tablet, symptoms may not be 
controlled. To date, there have been no reports of adverse events related to this recall. 
 

PRODUCT RECALLED BY GREENSTONE 
 

MUTUAL 
ITEM # 

PRODUCT SIZE NDC Number  
 

LOT # 
 

137-810  
DIPHENOXYLATE & 

ATROPINE TAB 2.5 MG 
100 CT  59762-1061-1  

R83962, R93347, R93348, 
R93349, R93350, R93351, 

R93352, S57831, S57832, S57834 

137-828 
DIPHENOXYLATE & 

ATROPINE TAB 2.5 MG 
1000 
CT 

59762-1061-2 
R93356, R93357 
R93358, R97310 

 
 With this recall, you are asked to: 
  

• Check your product for the affected Lots. 
• Stop dispensing and quarantine all impacted product.  
• DO NOT RETURN PRODUCT TO MUTUAL DRUG. 
• Contact Stericycle at 855-215-4982 regarding product return. 
• Contact any patient who may have the affected products. Pfizer advises that if them patient has 

any of the affected lots they should notify their physicians and/or return the product to their 
pharmacies. Medical questions can be directed to Pfizer at 800-438-1985 option 3 

• Contact Brent Slaughter if you have additional questions. 
 



 
 

CLASS I RECALL 
ACKNOWLEDGEMENT 

11/20/17 
  
Dear Member, 
  
Greenstone LLC, a wholly owned subsidiary of Pfizer Inc., is voluntarily recalling multiple lots of 
diphenoxylate hydrochloride and atropine sulfate tablets, USP to the consumer level.  
 

Please refer to the accompanying recall notice for complete details of this recall. 
 
 
Please acknowledge receipt of this Class I Recall and return this letter to NC Mutual 
Wholesale Drug. You may return by fax to (919) 596-1453 or by e-mail to: 
bslaughter@mutualdrug.com 
 
 
 
 
 
Store Name____________________________________   Customer #____________________ 
 
 
Printed Name_________________________________________________________________ 
 
 
Signature_____________________________________________________________________ 
 
 
Date________________________________ 
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