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Chemistry Review Data Sheet

Chemistry Review Data Sheet

1. NDA 202-895

2. REVIEW #: 2

3. REVIEW DATE: 28-SEP-201 1

4. REVIEWER: Mark R. Seggel

5. PREVIOUS DOCUMENTS:

Previous Documents (eC'ID)

Original submission (0000)

Amendment (mfg. facilities) (0003)

Amendment (response to info. request) (0019)

Amendment (response to info. request) (0024)

Amendment (response to info. request) (0025)

6. SUBMISSION(S) BEING REVIEWED:

Submission; 5) Reviewed (eC’ID)

Amendment (labeling) (0030)

Amendment (CMC) (0031)

Amendment (alternative dosing pipette) (0032)

Amendment (labeling) (0033)

Amendment (labeling) (0034)

Amendment (alternative dosing pipette) (0035)

Amendment (labeling) (0036)
Amendment (syringe graphics) (0037)

Amendment (labeling) (0040)

7. NANIE & ADDRESS OF APPLICANT:

920 US. Highway 202.
Address: PO. Box 300

Raritan. NJ 08869—0602

Re resentative(s)' Charles Zezza. PhD
p ' Director. Global Re lato Affairs

Document Date

29—MAR—201 l

26-APR—201 l

29—JUL-201 1
1 8-AUG-20 l l

19-AUG—201 1

Document Date

08-SEP—201 1

09—SEP—20 l l

09—SEP—201 1
09-SEP-201 1

12-SEP-20 1 1

14-SEP-201 1

2 l-SEP-201 1

22-SEP-201 1

28-SEP-201 1

908-707-3451
 

8. DRUG PRODUCT NAME/CODE/I‘YPE:

a) Proprietary Name: PrezistaTM

b) Non-Proprietary Name (USAN): Darunavir

c) Code Name/#: 'IMC 1 14 (TMC114 ethanolate); R319064; JNJ-25875382; 54179

(1) CAS Registry Number: ethanolate: 635728-49-3;
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Chemistry Review Data Sheet

e) Chem. Type/Submission Priority:

i. Chem. Type: 3

ii. Submission Priority: P

9. LEGAL BASIS FOR SUBMISSION: 505(b)

10. PHARMACOL. CATEGORY: Antiretroviral/Systemic/I-IIV/Protease inhibitor (7030220)

11. DOSAGE FORM: Suspension

12. STRENGTH/POTENCY: 100 mg per mL

13. ROUTE OF ADMINISTRATION: Oral

14. Rx/OTC DISPENSED: _X_Rx OTC

15. SPOTS (SPECIAL PRODUCTS ON—LINE TRACKlNG SYSTEM)

SPOTS product — Form Completed

X Not a SPOTS product

16. CHEMICAL NAME, STRUCTURAL FORMULA, MOLECULAR FORMULA,

MOLECULAR WEIGHT

Chemical Names:

1. [(lS,2R)—3-[[(4—aminophenyl)sulfonyl](2—methylpropyl)amino]-2—hydroxy—l—(phenylmethyl)—

propyl]-carbamic acid (3R,3aS,6aR)-hexahydrofuro[2,3-b]furan-3-yl ester

2. Carbamic acid, [(1S,2R)-3-[[(4-amin0phenyl)sulfonyl](2-methylpropyl)amino]-2-hydroxy-l-

(phenyhnethyl)propyl]—, (3R,3aS,6aR)—hexahydrofi1ro[2,3-b]furan-3—yl ester

USAN/INN: Danmavir

Structural Formula:

Molecular Formula and Molecular Weight:

Darunavir C27H37N307S 547.66

Darunavir ethanolate C27H37N307S-C2H60 593.73 "”“’ by weight)

Note: The labeled strength, 100 mg/mL, is based on the weight of danmavir.
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