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DEPARTMENT OF HEALTH & HUMAN SERVICES 
Public Health Service 
Food and Drug Administration 
Center for Devices and Radiological Health 
Office of Compliance (OC) 

 
 

Date: February 20, 2017 (Updated 5/4/2017) 

To: ICCR Lead-Center Contact, Office, Location, E-mail: 

CC: Office of Combination Product at: combination@fda.gov 

Regulatory Business Program Manager (RBPM)/Regulatory 

Program Manager (RPM): Name, Office, E-Mail: Luz E. Rivera, 

OPQ/ ONDP/ Div of New Drug Product I, 

Luz.E.Rivera@fda.hhs.gov 

CDER/OPQ/OPF:   Juandria.Williams@fda.hhs.gov 

Through: Jamie Kamon-Brancazio, Acting Branch Chief, REGO/DMQ/OC, 

CDRH, WO 66, Rm 3427, E-mail: Jamie.Kamon- 

Brancazio@fda.hhs.gov 

 

 
 

From: 

 
 
Crystal Lewis, REGO/DMQ/OC, CDRH, WO 66, Rm 3452, E-mail: 

Crystal.lewis@fda.hhs.gov 

 
Applicant/Licensure 

 
AbbVie, Inc. 
1 N. Waukegan Road 
Dept. PA72/Bldg. AP30 
North Chicago, Illinois 60064 
FEI: 3009751352 

Submission (Type & 

Number): 

 

NDA209512 

Combination Product 
 

Name: 

Norvir (ritonavir) powder for oral suspension 

Combination Product 
 

Intended Use: 

Product is intended for the treatment of patients with HIV 
 

infection. 

Device Constituent (Type):  

ICCR Number: 

Jamie Kamon-brancazio -
S
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RECOMMENDATION 
 

 (1) The documentation review of the application for compliance with the Quality System 
         Requirements showed no deficiencies. 
 
 
   (2) There were no facility inspections for compliance with applicable Quality System 
         Requirements needed for approvability determination. 
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