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Prag.
CodeName:.- e
Generic \ame noreth:ndrone acelale and eIhm\I estrad:ol

.- Trade Name: FemHRT
“——ChenmicalName:
CAS Registry Number: NA 51-98-9; EE 57-63-6
Molecular Formula’ Molecular Weight:
* Structure:

Reanvant INDs NDAs DMFs: INDY I
Pz Cluss ~ contraceptive sieroids

Pivatnn  Lrentmenit of moderate to severe vasomotor symptoms associated with menopause, treatment
L/ Bind presention of 0STe0porosIs.

g-'""} ~'-'.‘- . .
1.0 mg norethindrone acetate, 1__jugethiny[ estradiol. calaiwm

Crorecal formulation) ;5

searate. laclose. microcryst.ulhne cellulose, and starch.
Rouwe ol admmistration oral

Proposed climical protocol or Use: see indication

OVTRALT SL\‘I\MRY :\TD* LUATIO\'

i tion - FEmHRT consists ol;_,
and!

/1.0 m2 NA and 5 ug EE JThere are at least two approsed oral
TSntraceptives with NA and EE, both with higher doses. Loestrin has a dosage strength of 1.3 mg NaA
anct 30 uy EE and Norlestrin has a dosage strengih of 2.5 mg NA and 50 ug of EE. The SPONSOr Wiis 1ol
that ao pudnncal studies were needed and none were submined.

Satety Evaluaton: There are no preclinical safets concerns.
Chnica! Relevangg of Safety. Issues:

whiher Clinically Relevant Issues: "
Conclusions: No safery-concerns from pharmacotogy standpoint.-— - -- -

i




Communication Review:
- Labeling Review (NDA): Label is satisfactory
- Investigator’s-Brochure/Informed consent review {IND):

RECOMMENDATIONS: Pharmacology recommends approval of FemHRT for treatment of
postmenopausal vasomotor symptoms; Yand osteoporosis.
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