MINOXIDIL (FOR WOMEN)- minoxidil aerosol, foam
SPAZI INC.

Minoxidil
5% (For Women)
Drug Facts

Active ingredient

Minoxidil 5% w/w (without propellant)

Purpose

Hair regrowth treatment for women

Use

to regrow hair on the top of the scalp (see pictures on side of this carton)

Warnings

For external use only.

Extremely Flammable

Avoid fire, fllme, or smoking during and immediately following application.

Do not use if

your degree of hair loss is different than that shown on side of this carton because
this product may not work for you

you have no family history of hair loss

your hair loss is sudden and/or patchy

your hair loss is associated with childbirth

you do not know the reason for your hair loss

you are under 18 years of age. Do not use on babies and children.

your scalp is red, inflamed, infected, irritated, or painful

you use other medicines on the scalp

Ask a doctor before use if you have heart disease

When using this product

do not use more than directed

do not apply on other parts of the body

avoid contact with the eyes. In case of accidental contact, rinse eyes with large
amounts of cool tap water.

some people have experienced changes in hair color and/or texture



e it takes time to regrow hair. Results may occur at 3 months with once-daily use. For
some women, you may need to use this product once a day for at least 6 months
before you see results.

e the amount of hair regrowth is different for each person. This product will not work
for all women.

Stop use and ask a doctor if

chest pain, rapid heartbeat, faintness, or dizziness occurs
sudden, unexplained weight gain occurs

your hands or feet swell

scalp irritation or redness occurs

unwanted facial hair growth occurs

you do not see hair regrowth in 6 months

May be harmful if used when pregnant or breast-feeding.

Keep out of reach of children. If swallowed, get medical help or contact a Poison
Control Center right away. (1-800-222-1222)

Directions

e see enclosed leaflet for complete directions on how to use

apply half a capful once daily directly to the scalp in the hair loss area

massage into scalp with fingers, then wash hands well

using more or more often will not improve results

continued use is necessary to increase and keep your hair regrowth, or hair loss will
begin again

Other information

e see hair loss pictures on side of this carton

before use, read all information on carton and enclosed leaflet

keep the carton. It contains important information.

store at controlled room temperature 20° to 25°C (68° to 77°F)

contents under pressure. Do not puncture or incinerate container. Do not expose to
heat or store at temperatures above 120°F (49°C).

Inactive ingredients

butylated hydroxytoluene, cetyl alcohol, citric acid anhydrous, dehydrated alcohol,
isobutane, lactic acid, n-butane, polysorbate 60, propane, purified water, stearyl alcohol

Questions?
e Call 1-866-923-4914

Distributed by:
Vocks, Inc., Brooklyn, NY 11249



PRINCIPAL DISPLAY PANEL - 2 Can Carton
vocks g

NDC 82376-6007-2

Minoxidil

Topical Aerosol,

5% (For Women)

Hair Regrowth Treatment

USE ONCE-A-DAY
UNSCENTED FOAM

CLINICALLY PROVEN TO HELP REGROW HAIR

#1 Dermatologist
recommended
active ingredientt

Reactivates
hair follicles to
stimulate regrowth

*Compare to the
active ingredient
of Women's Rogaine®

FOUR MONTH SUPPLY
TWO 60 G (2.11 OZ) CANS



LI
m0-EZ80-LLEET

H E‘ H de d. I_}}F EI‘I_EGIIINI_S FI?;!:'J:\FIJ" ::r:r_hl:
science™ '

Fetesmne

L]
Extrornaly Fammuahie: fboid e, e, or smaking chusng and immedisizly iollosing
ko

Do not e i

+» your degree o harss Is diferers fhan fal shown on shde of this carion Because this ms';‘"ﬂw“;jh"'m;‘f“? 1
RO Ty ik ek 0 yeu . B3 Qee
-« b v sy hstony o i oss thinning of halr on the top of th

apm:n umal:‘pnr (& shovwm belorw) and has been shovwn to

+yourhair ks s ssucted wih chlchirh ragma halr I wamen with the follow!

24908 et R o 0 ko I:Ijng'nﬂhlnnl hair er bairloss = = i

-+ 0 42 et 18 Yoo . [ P s o o il LS T RBKI M o ” N 2 OPEW CHILD
ot scaf v, e, nfocied, e, orpaid e = RESISTANT CAP
200 s e eckines h B st NDC 82376-6007-2

sk n owrior etiore e IF you brwe hewt dlense

oot sy monw fhan deacied 1 1 1
7= - If wormen hawe meore hair loss than shown MIIIOXIdll 3: DISPENSE
abore, Minenddil Topi cal Aerosal, VERTICALLY ONTD

» 30m3 pangls hewe spadencen changss Iy bl ook andlor s "+ (For Wemen) may nat work. Topical Aerosol ’ ] A COLD SURFACE

= it ks et regrow ok, essudis may oo & monifs with onea-dally use, For some

o o, 5% (For Women) Eihie e

Stop use and ask a dogior if + (For Wemen) prepesly, Press nozde o

Aerosel,
[four month supphy) dispense hall a cagiul ef
L el Hak Regrowth Treatment

*Alltrademarks are property of their
Tespective owners, This produc 15 pot
0 15 10t 468 T 1 6 maeog ﬁuedmmmepmf(mnf
e et when Women's Rogalne
s 0t of reaich of chilkirom, |t swallowed. got medial help or confact 4 Pobson Contrd
Cordr right sanyy, 1400127123 : h -n e 4
. fnam p.
Directions - hair Repeat urid
SOTE o hir bess erees have
 appky it &l e sy crocly 0 the sealy n the b oss v R e e
*wbm-l:tmmxu Dairtuted by
3 S N RS T W IR ok, WE11249
~uarthusd wels e sl b g Hoiteron §: CLOSE CAP AND
Other Information WASH HANDS
= 558 1Al IS RS i 9 0 Thig AT T LS Snap cip hack info
» e ase, eac al inlamaon om carion and s et Soure Abhalrpastin A plat, Be sure arrows
lkdap e carton. I contairs impertart inkematon, B 3§ donek line up, 50 ¢
= ¥ire o conkalled room lempersture 307 o 25 @68" 0 TTF) f : : \ remalng child resletasd,
= oorienls nder pressum, (o nat punciss o incinerate contaner, Do nel oo bo heat or #1Darmatologist T Wash hands and any
#ore it hove 120F HEL recommendead suriace furoughly
active ingredientt stimulate regrowth ey s,

ntybaind hychecoyiclbons, el sk, vitric aekd snfydous, dobydrated aleohal, isobtane, S
Raciic acid, n-bulane, poleerirale 80, propane, pusified mater, vt kool Read and keep package and leaflet
for full produet Infermation.

» Cll 1-BSE-I3-4014 FOUR MONTH SUPPLY
TWO 60 G (211 OZ) CANS

MINOXIDIL (FOR WOMEN)

minoxidil aerosol, foam

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:82376-6007
Route of Administration TOPICAL




Active Ingredient/Active Moiety

Ingredient Name
Minoxidil (UNIl: 5965120SH1) (Minoxidil - UNII:5965120SH1)

Inactive Ingredients
Ingredient Name
alcohol (UNII: 3K9958V90M)
anhydrous citric acid (UNIl: XF417D3PSL)
butane (UNIl: 6LVAFOR43R)
butylated hydroxytoluene (UNIl: 1P9D0Z171K)
cetyl alcohol (UNII: 936)ST6JCN)
isobutane (UNIl: BXR49TP611)
LACTIC ACID, UNSPECIFIED FORM (UNII: 33X04XA5AT)
polysorbate 60 (UNIl: CAL22UVI4M)
propane (UNIl: T75W0911L6)
stearyl alcohol (UNIl: 2KR89I4H1Y)
water (UNIl: 059QFOKOOR)

Product Characteristics

Color WHITE (white to off-white foam)
Shape

Flavor

Contains

Packaging
# [Item Code Package Description

NDC:82376-

1 6007-2 2 in 1 CARTON
1 NDC:82376- 60 g in 1 CAN; Type 0: Not a Combination
6007-8 Product

Marketing Information

Marketing
Category Citation

ANDA ANDA209074

Labeler - spaziINC. (004089993)

Revised: 1/2024

Application Number or Monograph

Basis of Strength
Minoxidil

Score
Size
Imprint Code

Marketing Start

Date

08/30/2022

Marketing Start

Date

08/30/2022

Strength
50mg inlg

Strength

Marketing End

Date

Marketing End

Date

SPAZIINC.
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