
  

 
 
 
 
 
 
 

 
           
June, 2010
 
 
Re:  NEW TABLET IMAGES FOR COZAAR® (losartan potassium tablets) AND 
                 HYZAAR® (losartan potassium-hydrochlorothiazide tablets) 
 
Dear Pharmacy Customer: 
 
The purpose of this letter is to inform you that the currently available tablet images of COZAAR 25 mg, 
50 mg, and 100 mg; and HYZAAR 50 mg/12.5 mg and 100 mg/25 mg will be changing. The transition to 
the new image will occur when current inventory is exhausted. The anticipated timing for the 
changeover is listed below: 

 Anticipated Timing of Tablet Image Change 
 

Month(s) Year Brand/Dose 

NOTE: The HYZAAR 100-mg/12.5-mg tablet is not impacted by this change. 
 

Hypertension 
COZAAR and HYZAAR are indicated for the treatment of hypertension. COZAAR may be used alone or in 
combination with other antihypertensive agents, including diuretics. HYZAAR is not indicated for initial 
therapy of hypertension, except when the hypertension is severe enough that the value of achieving prompt 
BP control exceeds the risk of initiating combination therapy in these patients. 

Stroke Risk Reduction 
COZAAR and HYZAAR are indicated to reduce the risk of stroke in patients with hypertension and left 
ventricular hypertrophy (LVH), but there is evidence that this benefit does not apply to black patients. 

Selected Important Cautionary Information 

USE IN PREGNANCY: When used in pregnancy during the second and third trimesters, 
drugs that act directly on the renin-angiotensin system can cause injury and even death to 
the developing fetus. When pregnancy is detected, COZAAR and HYZAAR should be 
discontinued as soon as possible. See WARNINGS, Fetal/Neonatal Morbidity and Mortality. 

 



  

Selected Important Cautionary Information 

COZAAR® (losartan potassium tablets) and HYZAAR® (losartan potassium-hydrochlorothiazide tablets) are 
contraindicated in patients who are hypersensitive to any component of these products. Because of the 
hydrochlorothiazide (HCTZ) component, HYZAAR is also contraindicated in patients with anuria or 
hypersensitivity to other sulfonamide-derived drugs. 

In patients who are volume-depleted, symptomatic hypotension may occur after initiation of therapy with 
COZAAR. This condition should be corrected prior to administration of COZAAR, or a dosage of COZAAR 
25 mg should be used. In patients with a history of hepatic impairment, a starting dose of COZAAR 25 mg 
should be used. 

HYZAAR is not recommended for patients with severe renal impairment (creatinine clearance ≤30 mL/min). 
HYZAAR is not recommended as a means of titration for patients with hepatic impairment because the 25-
mg starting dose of COZAAR cannot be given. In patients who are volume-depleted (eg, those treated with 
diuretics), symptomatic hypotension may occur after initiation of therapy with HYZAAR. This condition 
should be corrected prior to administration of HYZAAR. 

Angioedema, which may cause airway obstruction, has been reported rarely in patients treated with 
losartan; some of these patients previously experienced angioedema with other drugs including ACE 
inhibitors. Vasculitis, including Henoch-Schönlein purpura, has been reported with losartan. Anaphylactic 
reactions have been reported. 

Please refer to the accompanying Prescribing Information for COZAAR and HYZAAR. 

Anticipated change of Mar: COZAAR 100 mg 
The current COZAAR 100-mg tablets are dark green, teardrop-shaped, film-coated tablets with code 960 
on one side and MRK on the other side. They will be replaced by a white, teardrop-shaped, film-coated 
tablet with 960 on one side and plain on the other side. The tablets will continue to be supplied in 30-tablet 
count, 90-tablet count and 1,000-tablet count bottles. None of the changes will affect the quality of the 
product, and all finished product specifications will remain unchanged, with the exception of the 
appearance specification.   
 

Current COZAAR 100-mg tablet (6536)  Future COZAAR 100-mg tablet (3849) 
 

        
 
Anticipated change of Mar/Apr: COZAAR 50 mg 
The current COZAAR 50-mg tablets are green, teardrop-shaped, film-coated tablets with code MRK 952 on 
one side and COZAAR on the other side. They will be replaced by a white, oval-shaped, film-coated tablet 
with 952 on one side and scored on the other side. The tablets will continue to be supplied in 30-tablet 
count, 90-tablet count and 1,000-tablet count bottles. None of the changes will affect the quality of the 
product, and all finished product specifications will remain unchanged, with the exception of the 
appearance specification.   
 

Current COZAAR 50-mg tablet (3613)   Future COZAAR 50-mg tablet (8442) 
 

        



  

Anticipated change of Apr/May 2010: HYZAAR® (losartan potassium-hydrochlorothiazide tablets) 
100 mg/25 mg 
The current HYZAAR 100-mg/25-mg tablets are light yellow, teardrop-shaped, film-coated tablets with code 
MRK 747 on one side and HYZAAR on the other side. They will be replaced by a light yellow, oval-shaped, 
film-coated tablet with 747 on one side and plain on the other side. The tablets will continue to be supplied 
in 30-tablet count, 90-tablet count and 1,000-tablet count bottles. None of the changes will affect the quality 
of the product, and all finished product specifications will remain unchanged, with the exception of the 
appearance specification.   
 

Current HYZAAR 100-mg/25-mg tablet (3793)  Future HYZAAR 100-mg/25-mg tablet (6596) 
 

        
 
 
 
Anticipated change of May/Jun 2010: HYZAAR 50 mg/12.5 mg 
The current HYZAAR 50-mg/12.5-mg tablets are yellow, teardrop-shaped, film-coated tablets with code 
MRK 717 on one side and HYZAAR on the other side. They will be replaced by a yellow, oval-shaped, film-
coated tablet with 717 on one side and plain on the other side. The tablets will continue to be supplied in 
30-tablet count, 90-tablet count and 1,000-tablet count bottles. None of the changes will affect the quality of 
the product, and all finished product specifications will remain unchanged, with the exception of the 
appearance specification.   
 

Current HYZAAR 50-mg/12.5-mg tablet (3502)  Future HYZAAR 50-mg/12.5-mg tablet (6517) 
 

        
 
 
 
Anticipated change of Jan/Feb 2011: COZAAR® (losartan potassium tablets) 25 mg 
The current COZAAR 25-mg tablets are light green, teardrop-shaped, film-coated tablets with code MRK 
on one side and 951 on the other side. They will be replaced by a white, oval-shaped, film-coated tablet 
with 951 on one side and plain on the other side. The tablets will continue to be supplied in both 90-tablet 
count and 1,000-tablet count bottles. None of the changes will affect the quality of the product, and all 
finished product specifications will remain unchanged, with the exception of the appearance specification.   
 

Current COZAAR 25-mg tablet (3612)   Future COZAAR 25-mg tablet (8441) 
 

         
 
 
 
Before prescribing COZAAR and HYZAAR, please read the Prescribing Information.  



  

ORDERING INFORMATION 
The current NDC codes will remain unchanged. 

PSFs have changed. 

Name Strength NDC New PSF 
COZAAR® (losartan potassium)  
Unit-of-Use Bottle of 90 tablets 25 mg 0006-0951-54 08441-54-00 

COZAAR® (losartan potassium)  
Unit-of-Use Bottle of 1,000 tablets 25 mg 0006-0951-82 08441-82-00 

COZAAR® (losartan potassium)  
Unit-of-Use Bottle of 30 tablets 50 mg 0006-0952-31 08442-31-00 

COZAAR® (losartan potassium)  
Unit-of-Use Bottle of 90 tablets 50 mg 0006-0952-54 08442-54-00 

COZAAR® (losartan potassium)  
Unit-of-Use Bottle of 1,000 tablets 50 mg 0006-0952-82 08442-82-00 

COZAAR® (losartan potassium)  
Unit-of-Use Bottle of 30 tablets 100 mg 0006-0960-31 03849-31-00 

COZAAR® (losartan potassium)  
Unit-of-Use Bottle of 90 tablets 100 mg 0006-0960-54 03849-54-00 

COZAAR® (losartan potassium)  
Unit-of-Use Bottle of 1,000 tablets 100 mg 0006-0960-82 03849-82-00 

HYZAAR® (losartan potassium-hydrochlorothiazide)  
Unit-of-Use Bottle of 30 tablets 50/12.5 mg 0006-0717-31 06517-31-00 

HYZAAR® (losartan potassium-hydrochlorothiazide)  
Unit-of-Use Bottle of 90 tablets 50/12.5 mg 0006-0717-54 06517-54-00 

HYZAAR® (losartan potassium-hydrochlorothiazide)  
Unit-of-Use Bottle of 1,000 tablets 50/12.5 mg 0006-0717-82 06517-82-00 

HYZAAR® (losartan potassium-hydrochlorothiazide)  
Unit-of-Use Bottle of 30 tablets 100/25 mg 0006-0747-31 06596-31-00 

HYZAAR® (losartan potassium-hydrochlorothiazide)  
Unit-of-Use Bottle of 90 tablets 100/25 mg 0006-0747-54 06596-54-00 

HYZAAR® (losartan potassium-hydrochlorothiazide)  
Unit-of-Use Bottle of 1,000 tablets 100/25 mg 0006-0747-82 06596-82-00 

To order COZAAR or HYZAAR, please contact your wholesaler or distributor. For direct purchasers, call 
the Merck Order Management Center at 787-261-6923, 787-261-6925 or 787-261-6984. For product and  
service information, please call the Merck National Service Center at 800-NSC-MERCK (800-672-6372). 
 
Sincerely, 

 

Sheila Freytes
Director, Commercial Operations
Merck  

Enclosures:   
Prescribing Information for COZAAR® (losartan potassium tablets) and HYZAAR® (losartan potassium-
hydrochlorothiazide tablets)  
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