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Product Name(s)

Proprietary: SYMTUZA
Non-Proprietary/USAN; darunavir/cobifemtricitabine/tenofovir alafenamide fumarate

Product Name : Fixed dose combination of darunavir/cobi/emtricitabine/tenofovir alafenamide fumarate

Product Darunavir COBI
Name
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Chemical | Sodium (4R,9aS5)-5-Hydroxy-4-methyl- 1.3-th|azol-5-ylmethyl[(2R.5R)—5—{[(ZS)-
Name 6,10-dioxc-3,4,8,9,9a,10-hexahydro- 2-[(methyK[2-(propan-2-yl)-1,3-thiazol-

2H-1-oxa-4a,8a-diaza-anthracene-7- 4-y[Imethyljcarbamoyl)amino]-4-

carboxylic acid {morpholin-4-yl)butanoyl}amino}-1,6-

2,4-difluoro-benzylamide diphenylhexan-2-yllcarbamate
:!I:'Ino:l::.::ar C27H31N307S CzH5OH C4OH53N70582
Molecular Relative molecular mass: 547.656
weight (active moiety) + 46.068 {ethanol, 776.02

EtOH) = 593.724 (TMC 114- :
ethanolate)
Protease Inhibitor Pharmacoenhancer

Drug Class (No anti-HIV-1 activity in cell culture)
Supporting | NDA 21,976 SE5-006 and -007; IND- | IND ®@NDA 203094
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Chemical L-Alanine, N-[(S)-[(1R)-2-(6-amino-2H-
Name 5-fluorc-1-(2R 58)-{2-(nydroxymethy) mthry}]:%?JQ%?Q!?J#@?E
-1,3-oxathiolan-5-yljcytosine methylethyl ester,(2E)-2-butenedicate
(1:1)
Molecular C25H330gNgP
formula: CsH1oFNsOsS
Molecular 592.54 Da
weight 247.24
Drug Class NRTI NRTI
: OI0)
%‘L”W’“"g IND IND 53971: NDA 21500; IND 63737; IND 111007
cument

Drug category: Antiviral

Indication:

HIV-1 infection

Dosage Form/Route of administration: Fixed-dose tablet/oral

The Clinical Virology Review is complete, and has been added to the NDA-210455 Multidisciplinary

Review and Evaluation. My recommendation for this application is approval.
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