TINEACIDE PHYSICIAN FORMULA - undecylenic acid cream
TINEACIDE - undecylenic acid cream
Blaine Labs 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.

Active Ingredients
Undecylenic Acid

Inactive Ingredients

Aloe Vera, Cetyl Alcohol, Clotrimazole, Coco-Caprylate Caprate, Disodium EDTA, Glyceryl Stearate,
Hydroxyethylcellulose, Lavender Oil, Methylparaben, PEG-100, Stearate, Polysorbate 60,
Propylparaben, Stearic Acid, Tea Tree Oil, Triethanolamine, Urea, Water

Uses

Cures Athlete's Foot (tinea pedis) jock itch (tinea cruris) and ringworm (tinea corporis).

Uses
For effective relief of itching, cracking, burning and discomfort which can accompany these conditions.

Ask Your Physician
Do not use on children under 2 years of age unless directed by a physician

When Using This Product

Wash the affected area with soap and water and dry thoroughly. Apply sparingly over affected area
twice daily (morning and night) or as directed by a physician. 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. For athlete's foot and ringworm use daily for 4 weeks. for jockitch use daily for 2 weeks. If
condition persists longer, consult a physician.

Warnings

For external use only. Avoid contact with eyes. If irritation occurs or if there is no improvement within
4 weeks (for athlete's foot or ringworm) or within 2 weeks (for jock itch) discontinue use and consult a
physician. Keep this and all drugs out of the reach of children. Incase of accidental ingestion seek
professional assistance or contact a poison control center immediately.

Tineacide Label
Tineacide Antifungal Cream Physician Formula
Dispensed by a physician only.



L0001 ATd VL3NG
gLg8-£08-008
02906 ¥ ‘sbujdg ag wueg
au] ‘sQET ausEg

, IEA Baln 'aunuejoueyjau]
IO 881 Bay ‘proy ouealg 'usqesedidold ‘09 seqiosdiod ‘aeiealg
._cn___-ﬂm_n_ ‘vaqriedifulay 10 sapusseT ‘asonjjeajfuiadrompdy
ey ueohn 'wigd  whposio ‘eiden f apepudeg-ooon
"BlOZEWMOID 'loyoaly A8 ‘edsp, sojy SSLNIIAIHDNI FAILIVNI

“uepisdyd e ynsuog Yebuol sisisiad uopuos || “syoam
2 104 frep esn ‘yon yaol Joy 'syeam ¢ Jo) Ajep osn ‘WLoMBul pue jo0)
§,818|yie 104 AfEp 8IUO0 |SBS| |B SHO0S puB Seoys afueyo pue saoys
perejuan ‘Bupiy-llem Jeam Sa0) oY) usamieq sooeds Q) uonuaye
[erads Aed 'Jooy s e1eyie Jo4 “ueiisAyd e Aq paipanp se 10 '(ubu pug
Bujuiow) Apep aoim Bose paloaje 1ea0 ABupeds fddy .h...Em}EE_
Aip pue sepem pue deos yym eoie paosje oy USEM ISHNOILDTHIA

ABTBIPBWIL J3UE0 (0400 uosiod B 1oeju0o 10 souBsSsE
[euoissajoid yess ‘uonsabiul [Bjuapinog |0 BSE3 ) "UBIP|IYD JO yoeal
jone sBrup jje pue sy deay ueinisiyd & ynsuoo pue Bsn SNUILECDIE
"y o0l o)) sysem z uyim Jo (wiomBuu 1o joo) s Else o))
SyEaM Uiyl Juswasosdiug ou s1 218y 1 10 SINa0 UORRIL ) 'sada
Uit omuod pioay Auo esn [ewapxa Jo4 cuemsfiyd B Aq pajpenp
sgajun abe jo SiEad Z Japun UIRIYDS uo 8sn jou og ISENINYYM

n "SUGIIPUCD osay) Auedwoooe ued yaym pojwoasp pue Buiung
Gupoesn *Bumoy jo joyol BalDale 104 ‘(spodioo eoun) wiomBul
pue (sunio esun) Yoy yoof (sipad eauy) 100) 510[IE S24n7) i3S

%01 PIOY SUSAIOPUN (L NIIOIHONI IAILDY

wl| — £
o © .
= gm =
Ol S |

_._A._ e O g
1=| =©
{=| <

E__mw A3 4ddVLENd
|LEe-L0E-008

pio0f vo ‘sbupdg a4 BlUES
"au| "sqe aulelg

Jatep "BRIn faULBouBLS L
10 @a1) B8l ‘poy ouenis ‘usgesedidold ‘09 areqiosiiod 'BeIEaIS
001-93d 'uegeiedifyiey ‘N0 Jepuane ‘asojniiedlfiyiedxoipiy
‘geuesys  [weofin ‘Yia3 wniposiq ‘ejesded f sefudeq-0005
"BjoZEWMICD ‘loYooly |AeD "BIaA S01Y 15| NIIGIHONI IAILOVNI

-ueimsAud B ynsuca abuo| sisisiad uonipuoD §| "syaam
g inp Aiep asn "y ool oy "gyaom ¢ 1oy Auep esn ‘uomBull pue 100}
g, @j0|ye Jo4 AjI2p BOUO ISE3| IE $%D05 pue seoys abuBya pue seous
peepuea ‘Bumy-jem Jeem 15801 By} usamiag gaopds 0] uopUajE
[Eoads Aed ‘jogy 812U Jod ueisiyd e Ag pejpasp se 1o ‘B pue
Buuow) AIEp 20|M] BEE DHDSYE ISAD Alfupeds Aiddy “AyBrosoly)
fup pue Jagem pue dEOS UliM EBIE PSI9BJE BYL USBM ISNOILDIHIO

Aieje|paLULL IBjUSD |0NUeD U0SIod B 10BIUGD 10 8OUR|SISSE
[euojssajoid yeas ‘uonssbul [ejUepIose JO 8SBD L) "URIpPY2 [0 YIBal
joino sBrup e pue sij deay ‘ugpnsAyd B YNSU0D pue 85N anuuaasp
‘(yap yoof Jo)) sxeem g uiynm Jo (uwomBuy Jo J00) S8iB|E 104)
SyEeM F LILIM JUaWeA0idl) ou S1 848U} Ji JO SIND00 UCKELL| || ‘saha
Yis JoBII0D ploAy AlUo 8sn [BulBixa 104 uemisiyd B Ag peloalp
ssejun ebe Jo sieal g Japun UAIHIYO UO &SN JoU 0 SDNINHYM

“sUONIPUO2 asal) AuediuoooE UBD Y2Iym LOJLIcISID PUB Bujuing
‘Buorio 'Buiyo)l j0 Janas SARDEHE 10 "(spodioo eaun) wiomBuu
pue (sunia eaun) Yoy ¥oof ‘(siped eaun) J00} S@i8jYIE S8IND :gASN

oLe | PIOY MUSEADBPUN (I NTIQIHDNI SALLDY

“F)

Blainerass

TINEACIDE
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PHYSICIAN FORMULA
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NDC *65373-0100-01



TINEACIDE PHYSICIAN FORMULA

undecylenic acid cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:65373-100

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
UNDECYLENIC ACID (UNII: K3D86KJ24N) (UNDECYLENIC ACID - UNI:K3D86 KJ24N) UNDECYLENIC ACID 13 g in100 g
Inactive Ingredients
Ingredient Name Strength

WATER (UNIL: 059 QFOKOOR)

CETYL ALCOHOL (UNIE: 936JST6JCN)

ALOE VERA LEAF (UNIL: ZY8 178 3H0 X)
CLOTRIMAZOLE (UNI: GO7GZ97H65)

EDETATE DISO DIUM (UNIE: 7FLD9 1C86K)
GLYCERYL MONOSTEARATE (UNIE: 2300U9 XXE4)
HYDRO XYETHYL CELLULOSE (140 CPS AT 5%) (UNIL: 8136 Y38 GY5)
ENGLISH LAVENDER OIL (UNI: ZBP1YXWO0HS)
METHYLPARABEN (UNIE: A218 C7HI9 T)

POLYOXYL 100 STEARATE (UNI: YDOIN1999R)
POLYSORBATE 60 (UNI: CAL22UVEM)
PROPYLPARABEN (UNIL: Z8IX2SC10H)

STEARIC ACID (UNIL: 4ELV7Z65AP)

TEA TREE OIL (UNI: VIF565UC2G)

TROLAMINE (UNI: 903K93S3TK)

URFA (UNI: 8 W8T17847W)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65373-100-01 35.4 g in 1 BOTTLE

Marketing Information
Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
OTC monograph final part333C 01/01/1995

TINEACIDE



undecylenic acid cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
UNDECYLENIC ACID (UNII: K3D86 KJ24N) (UNDECYLENIC ACID - UNI:K3D86 KJ24N)

Inactive Ingredients
Ingredient Name
WATER (UNIL: 059 QFOKOOR)
CETYL ALCOHOL (UNIL: 936JST6JCN)
ALOE VERA LEAF (UNIE: ZY81Z83H0 X)
CLOTRIMAZOLE (UNIE: GO7GZ97H65)
EDETATE DISO DIUM (UNIE: 7FLD9 1C86K)
GLYCERYL MONO STEARATE (UNIL 230 0U9 XXE4)
HYDRO XYETHYL CELLULOSE (140 CPS AT 5%) (UNIL: 8136 Y38 GY5)
ENGLISH LAVENDER OIL (UNIL: ZBP1YXWOH8)
METHYLPARABEN (UNIE: A2I8 C7HI9 T)
POLYOXYL 100 STEARATE (UNI:: YDOIN1999R)
POLYSORBATE 60 (UNI: CAL22UVI4M)
PROPYLPARABEN (UNII: Z8IX2SC10H)
STEARIC ACID (UNIL: 4ELV7Z65AP)
TEA TREE OIL (UNIE: VIF56 5UC2G)
TROLAMINE (UNI: 903K93S3TK)
UREA (UNII: 8W8T17847W)

Packaging
# Item Code Package Description Marketing Start Date
1 NDC:65373-500-01 35.4 gin 1BOTTLE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph final part333C 01/01/1995

Labeler - Blaine Labs Inc. (017314571)

Registrant - Blaine Labs Inc. (017314571)

NDC:65373-500

Basis of Strength
UNDECYLENIC ACID

Strength
10 g in100 g

Strength

Marketing End Date

Marketing End Date



Blaine Labs Inc. 017314571 manufacture

Revised: 1/2011 Blaine Labs Inc.
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