MICONAZOLE NITRATE- miconazole nitrate cream
Rugby Laboratories, Inc.

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

Miconazole Nitrate Cream USP

Drug Facts

Active ingredient

Miconazole nitrate USP 2%

Purpose

Antifungal

Uses
e effective inthe treatment of most athlete's foot (tinea pedis), jockitch (tinea cruris), and ringworm
(tinea corporis)
e for effective relief of itching, scaling, burning and discomfort that can accompany these conditions

Warnings
For external use only
Do notuse onchildrenless than 2 years of age unless directed by a doctor

When using this product avoid contact with eyes

Stop use and ask a doctor if

® jrritation occurs

e condition persists

e there is no improvement of athlete's foot or ringworm within 4 weeks or jock itch within 2 weeks.

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

Directions

¢ cleanthe affected area and dry thoroughly

¢ apply a thin layer of the product over affected area twice daily (morning and night) or as directed by
a doctor

e supervise children in the use of this product

e for athlete's foot: pay special attention to spaces between the toes; wear well-fitting, ventilated
shoes, and change shoes and socks at least once daily

e for athlete's foot and ringworm: use daily for 4 weeks

e for jockitch: use daily for 2 weeks

e not effective on the scalp or nails

Other information



do not use if the seal on tube is punctured or not visible

To open: unscrew cap, use pointed end on cap to puncture seal
store at 20° - 25°C (68° - 77°F)

see carton or tube crimp for lot number and expiration date

Inactive ingredients

apricot kernel oil, benzoic acid, BHT, glycol stearate, mineral oil, PEG-6, PEG-6-32 stearate, purified
water

Questions?
Call 1-866-923-4914

Distributed by: RUGBY LABORATORIES
17177 N Laurel Park Dr., Suite 233, Livonia, MI 48152

PRINCIPAL DISPLAY PANEL - 30 g Tube Carton
Rugby
Antifungal Cream

Cures Most Athlete's Foot
Miconazole Nitrate

Cream USP, 2%
Antifungal Cream

NET WT 1 oz (30 g)



DC O 5 4-28
I ] I 0 D3 D 1
’ L L
= O - = 00
- -
U ALU .
- [ ]
C] J )
L L o -
-
s o i b AT o
g = * Cures Mo te's Foo
= ~ g Ie ! ik - R = Cl q & D (]
. = g S0 = 0 0 and KIingwo
[
11 . 0 ]
% 0 £ ele 00
. - . - - -
o o » 0/ f £ B3 D J 0O
_/ | [This produc is not marcfactured or difributed by dofrscn B Jobneon Corporation, — — ~ ~ ~ 7 77 7T i maa e mEi e
- : | owner of the registered tradema e Micatin®,
Vo
zgd | |
g *= : hlis‘l'l:llhd by RUGBY LABORATORIES
B | 777 M Lawred Park Dr., Suite 233, Livonia, M1481562
o : }.vm.mghyldmrdaiescu‘n Re-order Mo, 370548 Rev. 0617 R-34
I L e e G R G S o e (o | L b T e 1
E= f e k T I e
T b e R e e e SR e e e T
;‘/ o % E™ pé | ‘
= = ! - i - } w1 ssque: LD Lo B JOEJUOD
=L _J - SEN Gec H-EEE- 008k | D OUUSD) oS0
: O 8 9 E : Viareze-ooatL ivn SRUON o 4o djsy [Bajpewl 186 ‘pesalBas | URPELD O LOER J0 N0 deay
| E o) 5 w ! JejBw payund ‘sjeieele 2E-0-03d "0-D3d TENESM Z LILIM LY o of Jo Bjeem
1 g =y E : ‘12 eueuu SeeRe ok 6 I HE pioe ajoaued e puwey jooude 7 LI uuoe U 40 1o g 8 SEue Jo Juswenoudul ou B s
P Eseg ) sjuaipa.bu; aarjoeul spmeied egpLoa
| fvall= B 5 & | BN LJE -
| § [SRTE] : SR LS RIheS pUB JSUINU 3o J o) duups SOng 40 USLIBD 58 « 41223900 B yee pue ssn doyg
O en (442 - 80) 0.9 - 0T T e » Enpoid sy 6
\ % BT % : == surqound oy deauo pus pequiod sen des msuceun tusdo o) « ol ik o ed - i SRR A
\ Z =< | SE[E 10U b0 pEirgaund 8| Sqrg U [BRE S | S8N 10U Op - . i otp B
= L UOJJBULIOU JBLIO fig pejosulp esejun ebe Jo sieed Z uBy) B98| USIP|YD LD 95N 10U 00
Ao sn EUKD 04
BBU 40 OJBO6 BL) U BAJOMS 10U « sBunwem

Ese 2 10y Apep een i) yoof 1y e
e 1 42y AjIep sen fuuom Bu pue 00y BSISLRE 2y &

Ajrep soU0 1EEs) 1B B08 pUB

Bl SELBLD b UB 'B20UE PRPEIILS  BLILH S Tosm e
U usameq eeowde of LoUeRE |eoede ed Jooy eejege 0y +
Jorpoud B jo Sen sy L uslplyo serusdnE -

joop B A pRoRL D e 0 (B pue Buwow)
Arep somg Bee pejoaye seac penposd e jo seie Uy e Adde «
ApgBncucuy Up pue Bse pegoayE ) LBSD -
suonoag

(panuuod spoe Bnug

suoiypucs eeey) lusdwooos uss
VB POpUCRIP PUB BUILIN g "Bujieos "By o JS{|e shjoeye o) «
fruod) oo weup) uuomBuy pue ‘fFunic esul) yay
Hoof [Eiped Beup) 00} 5, B(SLYE JE0U JO JUSLLTETEI] B4} U] SA)j08yS «
58

[eBun U Fsim i %2 JS SR SR TR
esoding juapaJbul aaljoy

sjoeH 6nug

uvombuyy pup
Y2 YOO JSOpY SBIn) 0S|
‘ﬁt_.l;t,uz ¥ bujwng sanayjoy
‘1604 s, ajal 1504y 83

wean |eﬁuqnuv

9T ‘dSf Wes)
3JeJyN 3jozRUOOIN

MICONAZOLE NITRATE

miconazole nitrate cream

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Item Code (Source)

NDC:0536-1134




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
MICONAZOLE NITRATE (UNIl: VW4HICYWI1K) (MICONAZOLE - UNI:7NNOOD7S5M) MICONAZOLE NITRATE 20 mg inlg

Inactive Ingredients
Ingredient Name Strength
apricot kernel oil (UNI: 54JB35T06A)
benzoic acid (UNI: 8 SKNOBO0MIM)
butylated hydroxytoluene (UNIL: 1P9D0Z171K)
glycol stearate (UNIL: 0324G66DOE)
mineral oil (UNI: TSL8 T28 FGP)
polyethylene glycol 300 (UNIL: 5655G9 Y8 AQ)
water (UNIE: 059 QF0KOOR)
stearyl alcohol (UNI: 2KR89 4H1Y)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0536-1134-28 1in 1 CARTON 05/19/2017

1 30 g in 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part333C 10/01/1991

Labeler - rugby Laboratories, Inc. (079246066)

Revised: 6/2017 Rugby Laboratories, Inc.
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