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- Tigecycline for injection is a
tetracycline class antibacterial indicated
in patients 18 years of age and older
for
TIGECYCLINE INJECTABLE;I . . . FRESENIUS 12/01/
TIGECYCLINE 10ML/50MG NJECTION .-compllcated skin and skin structure KABI USA 2016 TYPE 5  Standard
infections
-complicated intra-abdominal infections
-community-acquired bacterial
pneumonia
- ISOPTO® Atropine 1% is a muscarinic
antagonist indicated for
ISOPTOATRO = ATROPINE SOLUTION:O  -mydiriasis ALCON 1501/
SULFATE . PHARMS TYPE 5  Standard
PINE 10MG/ML PHTHALMIC = -cycloplegia LTD 2016
-penalization of the healthy eye in the
treatment of amblyopia
- SYNJARDY XR is a combination of
empagliflozin, a sodium-glucose
cupscurozy, v SUmpOeen mbe s
SYNJARDY METFORMIN EXTENDED . » a big - . 12/09/
adjunct to diet and exercise to improve ER TYPE 3 Standard
XR HYDROCHLORIDE RELEASE . . . 2016
) . glycemic control in adults with type 2 INGELHEIM
25MG;2000MG ;ORAL . . .
diabetes mellitus when treatment with
both empagliflozin and metformin is
appropriate
- RUBRACA is a poly(ADP-ribose)
polymerase(PARP) inhibitor indicated as
monotherapy for the treatment of
patients with deleterious BRCA mutation
(germline and/or somatic) associated Clovis
RUCAPARIB TABLET . 12/19/ LABELI L
RUBRACA 200MG, 300MG ‘ORAL advanced‘ovanan cancer who have been = Oncology, 5016 NG Priority
treated with two or more Inc.
chemotherapies.
- Select patients for therapy based on
an FDA-approved companion dignostic
for RUBRACA
- SELZENTRY is a CCR5 co-receptor
antagonist indicated in combination with
MARAVIROC SOLUTION;O  other antiretroviral agents for the VIIV 11/04/ -
SELZENTRY. 5 oma/ML RAL treatment of only CCRS-tropic HIV-1 HLTHCARE 2016 YB3 Priority

infection in patients 2 years of age and
older weighing at least 10kg
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- BONJESTA is a fixed dose combination
DOXYLAMINE drug product of .2(.)mg QOxyIamine
SUCCINATE: TABLET, suc.cmaFe, an antlhlstqmlne, a.nd 2.0mg
BONJESTA PYRIDOXINE EXTENDED pyndox'lne. hydrochloride, a vitamin B6 DUCHESNA 11/07/ TYPE 5 | Standard
HYDROCHLORIDE BELEASE analog,indicated fgr the treatment of \ 2016
20MG:20MG ;ORAL nausea and vomiting of pregnancy in
women who do not respond to
conservative management
- VEMLIDY is a hepatitis B virus (HBV)
TENOFOVIR _nuc.Ie_OS|de anglo‘g reverse transcriptase e
VEMLIDY ALAFENAMIDE TABLET inhibitor and s indicated for the scences % 1vpE 5 Standard
;ORAL treatment of chronic hepatitis B virus 2016
EQ 25MG BASE . L . INC
infection in adults with compensated
liver disease
- INTRAROSA™ is a steroid indicated for
PRASTERONE INSERT the treatment of moderate to severe ENDOCEUTI 11/16/ TYPE
INTRAROSA 6.5MG 'VAGINAL dyspareuria, a symptom of vulvar and CS INC 2016 2/4 Standard
vaginalatrophy, due to menopause
- XULTOPHY 100/3.6 is a combination
of insulin degludec,a long-acting human
INSULIN insulin analog, and liraglutide, a
DEGLUDEC; glucagon-like peptide 1(GLP-1) receptor
LIRAGLUTIDE SOLUTION;S  agonist, indicated as an adjunct to diet NOVO
z)(/UBLgOPHYlo 300UNITS/3ML; UBCUTANE and exercise to improve glycemic NORDISK lzléié/ TYPE 4  Standard
: 10.8MG/3ML ous control in adults with type2 diabetes INC
(LOOUNITS/ML; mellitus inadequately controlled on
3.6MG/ML) basal insulin (less than 50 units daily) or
liraglutide (less than or equel to 1.8mg
daily)
- CARNEXLV total daily dose is 70% of
the total daily dose of oral
carbamazepine from which patients are
being switch; divide the total daily dose
of CARNEXIV equally in four infusions
CARBAMAZEPINE SOLUTION separated by 6 hours; dilute each dose LUNDBECK 1007/
CARNEXIV 200MG/20ML vV of CARNEXIV in 100ml of diluent and LLC 2016 TYPE 3 = Standard
(LOMG/ML) (INFUSION) infuse intravenously over 30minutes
- Use of CARNEXIV is not
recommended for periods longer than 7
days
- Closely monitor patients with
moderate or severe renal impairment
VARIBAR PUDDING is a radiographic
contrast agent indicated for use in
BARIUM SULFATE PASTE modified barium swallow examinations 10/14/
VARIBAR 40% ORAL to evaluate the oral and pharyngeal BRACCO 5016 | TYPE7  Standard
(92GM/230ML) ' function and morphology in adult and
pediatric patients 6 months of age and
older
- VERMOX™ CHEWABLE is an
anthelmintic indicated for the treatment
TABLET, of patients one year of age and older
VERMOX MEBENDAZOLE  \EwABLE,  with gastrointestinal infections caused JANSSEN 10719/ rype 5 priority
500MG PHARMS 2016
ORAL by
- Ascaris lumbricoides (roundworm) and
- Trichuris trichiura (whipworm)
- EVZIO is an opioid antagonist
indicated for the emergency treatement
of known or suspected opioid overdose,
SOLUTION as manifested byrespiratory and/or
NALOXONE ;/INTRAMUSC | central nervous system depression in 1019/
EVZIO HYDROCHLORIDE  ULAR, adults and pediatric patients KALEO INC 2016 TYPE 5  Priority
2MG/0.4ML SUBCUTANE = - EVZIO is intended for immediate
ous administration as emergency therapy in

settings where opioids may be present
- EVZIO is not a substitute for
emergency medical care
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*NDA Chemical Types?

classifica ) classifica )

. Meaning . Meaning

tion tion

1 New molecular entity (NME) 8 Rx to OTC

) New active ingredient 9 New indication or claim, drug not to be marketed under type 9

NDA after approval
3 New dosage form 10 New indication or claim, drug to be marketed under type 10
NDA after approval

4 New combination 1/4 Type 1, New molecular entity, and Type 4, New combinatio

5 New formulation or other differences 2/3 Type 2, New active ingredient, and Type 3, New dosage form

6 New indication or claim, same applicant 2/4 Type 2, New active ingredient and Type 4, New combination

[no longer used]
7 Previously marketed but without an approved NDA 3/4 Type 3, New Dosage Form, and Type 4, New combination
*Review Classification?
letter Meaning
L Review designation assigned to applications for drugs that treat serious conditions and provide significant improvements in the
Priority . . . . . " . X
safety or effectiveness of the treatment, diagnosis, or prevention of serious conditions compared to available therapies
Standard Review designation assigned to applications for drugs that do not meet the priority review designation criteria
*References

http://www.accessdata.fda.gov/scripts/cder/drugsatfda/
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lindane 10mg/ml
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terazocin HCl 1mg

verapamil HClI 240mg

potassium citrate
1080mg

methylergometrine
malate 0.125mg

cyclosporine 100mg

fesoterodine 4mg

ornithine aspatate
39/3.69/%

acetaminophen 80mg

imipramine HCI 25mg

fesoterodine 8mg
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