BIOFREEZE PROFESSIONAL- menthol, unspecified form gel
Performance Health, LLC

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.

Biofreeze Professional Gel

Drug Facts

Active Ingredients:
Menthol USP 5%

Purpose

Cooling Pain Relief

Uses:

Temporary relief from minor aches and pains of sore muscles and joints associated with arthiritis,
backache, strains and sprains

Warnings:
For external use only

Flammable: Keep away from excessive heat or open flame

Ask a doctor before use if you have:

Sensitive skin

When using this product:

* Use only as directed *« Avoid contact with eyes or mucous membranes * Do not apply to wounds or
damaged skin * Do not use with other ointments, creams, sprays, or liniments « Do not apply to irritated
skin « Wash hands after use with cool water « Do not bandage or use with heating pad or device ¢ Store
ina cool dry place away fromdirect sunlight

Stop use and ask a doctor If:

You experience pain, swelling or blistering; condition worsens, or if symptoms persist for more than 7
days, or clear up and occur again within a few days

If pregnant or breas tfeeding:

Ask a health professional before use

Keep out of reach of children:

If accidentally ingested, get medical help or contact a Poison Control Center immediately

Directions:
¢ Adults and Children 2 years of age and older: Rub a thin film over affected areas not more four
times daily; massage not necessary



e Children under 2 years of age: Consult physician

Inactive Ingredients:

Aloe Barbadensis Leaf Extract, Arctium Lappa Root (Burdock) Extract, Arnica Montana Flower Extract,
Blue 1, Boswellia Carterii Resin Extract, Calendula Officinalis Extract, Camellia Sinensis Leaf Extract,
Carbomer, Glycerin, Ilex Paraguariensis Leaf Extract, Isopropyl Alcohol, Isopropyl Myristate, Melissa
Officinalis (Lemon Balm) Leaf Extract, Silica, Tocopheryl Acetate, Triethanolamine, Water, Yellow 5

Questions or Comments:
1-800-246-3733

Package Lableing:59316-115-30
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Active ingredients: Purpase
Memthol USP 5% ... ... CodingPain Relief
Uses:

Temparary relief from minor aches and pains of sore muscles and jois
assnciated with arthritis, backache, srans and sprains

Warnings:

For external use only

Ask a doctor before use if you have: Sensitive skin

Flammable: Keep away from excessive heat or open flame

When using this product: = Use only as directed = Awid contact with eyes or
mucous membranes » Do not apply to wounds or damaged skin = Do not use with
otfar ointmernts, creams, sprays, o [niments » Do not apply to imtated skin = Wash
Ivands after use with cool water » Do not bandage or usa with heating pad or
device « Store in & cool dry placs away from diract sunlight

Stop use and ask a doctor if: You experience pain, swelling or blistering;
condition worsans, or if symptoms persist for more than 7 days, or clear up and
occur again within a few days

If pregnant or breastfeeding: Ask a health professional before uss

Keep out of reach of children: If accidentally ingested, get medical help or
contact a Ppison Condrol Center immediately

Diractions:

Adults and Children 2 years of age and older: Rub a thin film over the
affected areas not more than 4 times daily; massage not Necessary

+Children under 2 years of age: Consult physician @

Inactive ingredients: Ale Barbadensis Leaf Bxtract, Arctium Lappa Root
(Burdock) Extract, Amica Montana Flower Extract, Blue 1, Boswellia Cartarii Resi
Extract, Calendula Officinalls Extract, Camellia Sinensis Leaf Briract, Carbormer,
Ghyrerin, llex Paraguariensis Leaf Bxtract, Isopropyl Aleohol, [sopropyl Myristate,
Melissa Officinalis (Lemen Balm) Leaf Extract, Silica, Tocopheryl Acetate,
Triethanolamine, Water, Yellow 5

Questions or comments: 1- 300-246-3733
© 3021 Performance Health, LLC 1245 Home Avenue, Akron, OH 44310 wrw.biofreeze.com

Duprn, Aapinn of SHiyats 13425 POTERG-A04

-

ATATAVAVAVANA
TATATATAVA /
ETETATAY

2T a YA TAVAVAVAVATE

4Z233¥40'8

TVNOISS340¥d

o
e *Trugted by pharmacists, physical therspists, chiropractors, massage
_?.1 trmrapiste, podisirista and athlatic trainers. Bivfreez ¢* Profisional
éﬂ Gel iz backed by 25 years of ecientific research and clinician ue
| and is specially formulated 1o kst longer.
= « Lasfs fongur firan mguiar Blofmesn” G E L
'
— -
MEnufechrsd inthe USA, [tor] i LONGER LASTING
g HoAnmal Testing -EJ&M& MENTHOL PAIN RELIEF
— Dioes not comin HSAIDE, NDG 50316-115-30
1
oM

18 FL. OZ 7 472 mL

TaTaVAVATAVAVAN

AT

Package Lableing:59316-115-20



ghﬂ

E d'ghqhqr [
[ 13 Al Ak Ak Ak
| ] S | e | e | L]
l’-"llh"lh l’-"llhv‘lh--i;rli’h :
AF 4k 4 Ak Ak dAE AF AF Ak
roar dAF P o'y [ T2
A Ak 4 A Ak 4 Ak A
Eoak Ak B AR 4F [
Ak AF 4 aF AF 4 Ak A

e A A A F A ™

A 4F ar @ aF ar 4 PR 1

TVYNOISS3d0Ud &

3Z733440'8

GEL

LONGER LASTING™
MENTHOL PAIN RELIEF
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Wanufurkured in the (LS.
Mo Animel Taating
Toen rok oatuin HSADs,
Buprofn, Aepirin or Salioghels
+Lasts longer than
593 1 E 1 1 SEU E raguiar Biofreers®
ﬂrug Facts
Active ingredients: Purpaose
Menthol ISP 5%, ... Su00lling Pain Refief
fsos:

Ternporary relief from minor aches and pains of sore muscles and joints
associated with: = arthritis » backache » straire = sprains

-wamws:
For external nse only

Ask a doctor bafore use if you have: Sensitive skin

Flammable: Keep away from excessie heat or open flame

When using this product: » Use only as drected « fwoid contact with eyes or
mucous membranas « Do not apply to wounds or damaged skin= Do not 1=z
with other ointments, creams, %mﬁ or linimets = Do not apply to imitsted
slan « Wash hands usa with cool water » Do not bandage or use w

heating pad or device = Store in a cool dry place away from diredt sunlight

S1op usé and ask 8 doctor IT: You acpensnce pan swelling o BIsenng;
condition waorsans, or if symptoms persist for more then 7 days, or clear
up and nccur again within a few days

If pregnant or braastfeeding: Ask a hedth professional before uss
Keep out of reach of children: f acridentally ingested, pet medical help
or contact & Poison Control Cermter immediate

Directions:

« Adults and Children 2 years of age and oldar; Aub a thin film over
affected areas not more 4 fimes daly: massage not necessary

+ Children under 2 years of age: Consult physician

Inactive ingrediemts: Aoz Barbadensis Leef Bxtract, Arctiomn Lappa Raot
&rd:-:k_] Extract Amica Montana Flower Exract Blue 1, Boewellia Carterii

in Extract, Calendula Officinals Exfract, Camelia Sinensis Leaf Bdract,
Carbormer, Glycerin, lex Paraguanensis Leaf Bdract, [sopropyd Alcohol, opropyl
Myristaie, Melissa Officinalis (Lemon Balm) Lesf Bdract, Siica, Tocopheryl
Acetate, Tisthanolamine, Water, Yallow &

(Muestions or comments: 1-800-246-3733

(D2021 Parformance Heafth, LLT, 1245 Home Averue, Akmon, 0H 44340 wwnw.biofreeze.com
*Tnestad by phermaciete, phygical therepists, chirprectons, rmmEa
therapists, pocliatriats and ethltic trainars. Birfreeze® Pofessional Gal
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! Drug Facts

1 Aclive ingredients: Purpose
! Menthol LISP 5% [Cooling Pain Rellef
' Uses:

: Temporary relief from minor aches and pains of sore muscles and olnts assoclated with arinriis,
! Eckacr‘e. sirains and sprains

; Warnings:

' For external use only

1 Ask a doctor before use if you have: Sensifive skin
i Flammable: Keep away from excessive heat or open flame

. When usin? this product: « Use only as directed = Avold contact with eyes or mucous membranes
' » Do not apply to wounds or dagg skin * Do not use with other ointments, creams, sprays, or

! liniments = Do not apply to Irtated skin - Wash hands after use with cool water = Do not bandage or
' use with heating pad or device = Store In a cool dry place away from direct sunlight

. Stop use and ask a doctor if: You experlence pain, swelling or blistering; condition worsens, or f
! symptoms persist for more than 7 days, or clear up and occur agaln within a few days

' If pregnant or breastfeeding: Ask a heafth professlonal before use

. gglgﬁp out of reach of children: If accidentally Ingested, get medical help or contact a Polson Control
' o
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Directions:
~Adults and Children 2 years of age and older: Rub a thin film over the affected areas not more
than 4 times dally; massage not necessary

+ Children under 2 years of age: Consult prysiclan
Inactive ingredients: Aloe Barbadensis Lear Exiract, Arctium Lappa Root (Burdock) Bxtract, Amica
Montana Flower Exiract, Blue 1, Boswellia Carteril Resin Extract, Calendula Officinalls Extract, Camellia
Sinensis Leaf Extract, Carbomer, Glycerin, llex Paraguariensis Leaf Bxtract, Isopropyl Alcohol, Isopropyl
Myristate, Mellssa Officinalls (Lemon Balmi Leaf Extract, Siica, Tocopheryl Acetate, Triethanolaming,
Water, Yellow 5

Questions or comments: 1-800-246-3733
©2021 Performance Health, LLC 1245 Home Avenue, Akron, OH 44310 www.biofreeze.com
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Drug Facts
Active ingredients:
Menthol USP 6%,
Uses:

Temporary relief from minor aches and pains of sore muscles and joints associated with
arthriis, backache, strains and sprains

] ® Warnings:
For external use only

I F R E E z E @ Goctor before Use 1 you have: Sensive skin
Flammable: Keep away from excessive heat or open flame

’ P R 0 F E s S I 0 N A L When using this product: « Use only as directed = Avoid conlact with eyes or mucous

membranes + Do not apply i wounds or damaged skin « Do not use with other ointments,

creams, sprays, or liniments « Do not apply to irritated skin - Wash hands after use with cool

water » Do not bandage or use with heating pad or device « tore in a cool iy place away

from direct sunlight

Stop use and ask a doctor if: You experience pain, swelling or blistering; condition

worsens, or if symptoms persist for more than 7 days, or clear up and ocur again within

a few days

If pregnant or breastfeeding: Ask a health professional before use

Keep out of reach of children: If accidentally ingested, get medical help or contacta

Poison Control Center immediately

Directions:

~Adults and Children 2 years of age and elder: Rub a thin film over the affected areas
ot more than 4 times daily; massage not necessary

+ Children under 2 years of age: Consult physician

Inactive ingredients: Nos Barbadensis Leaf Exiract, Arctium Lappa Root (BUrdock)

Extract, Amica Montana Flower Extract, Blue 1, Boswellia Carterii Resin Exiract, Calendula

Officinalis Extract, Camellia Sinensis Leaf Bxtract, Carbomer, Giycerin, llex Paraguariensis.

Leaf Extract, lsopropyl Alcohol, lsopropyl Myristate, Melissa Officinalis (Lemon Balm) Leaf

Extract, Silica, Tocopheryl Acetate, Triethanolamine, Water, Yellow 5

Questions or comments: 1-800-248-3733

©2021 Performance Health, LLC 1245 Home Avenue, Akron, OH 44310 www. biofreeze.com
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COLD THERAPY PAIN RELIEF FOR SORE MUSCLES,
BACKACHES, SORE JOINTS AND ARTHRITIS
VANISHING SCENT » PARABEN-FREE
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Drug Facfs
Active ingredionts: Purpose
Merthol USP 5 Cooling Pain Rellef

S aTaTa%avaVAVAVAVAVAVA
§ 474 vaYAVAVAVAVAY

Uses:
Temporary rellf from minor aches and pains of sore muscles and jons associated with arthrts, backache, strins and sprains

Wamnings:
£ For external use only
' Ask a doctor before use ifyou have: Sensitive skin —_——
Flammable: Keep away from excesslve heat of open flame:
When using this l#{o\im; ~Tse, 0nly as Aected - Avold conact wih eyes or muoous membranes +Do ol apply fo wounds o Gamaged skin
+Doot s it orinens,ccars, seays, o Inmed«Do ot oy otk kn» Wasn s e it cof veier Dot s by phamcis physies
bandage or use with heating pad or device +~Store In a cool dry place away fom direct sunlight S, iy, mmenge

Stop use and ask a docor F: You etz i, Wl o DS Condon Wosers, o FSrploms perst o ot 7 aps, o fp e
M PROFESSIONAL S '
TFpregnant or breastfeeding: Ask a health professlonal before use researh an cliician st s
Keep out of reach of children: I accidentall Ingesied, get medcal help or contact a Polson Confrol Certer immeditely specaly farmulleo st onger:
i
~Adults and Children 2 years of age and older: Rub a thin fim over the affected areas not more than 4 times dally; massage not necassary Manutacture inhe LSA.
- Children under 2 years of age: Consult physiclan o T
G E L Inactive ingredients: Aloe Bartadensis Lea Extrac, Arcium Lappa Root (Burdock) Exract, Amica Mortara Flower Exiract, BIE 1, Boswella g i Sy
s Carteil Resin Extract, Calencia Offinals Exiract, Camella Sinensis Leaf Exiract, Carbomer, Giycern, lex Paraguariensis Lea Bxiracl,lsopropy!
LONGER LASTING ‘Alconol, Isapropyl Myristate, Melissa Offcinals (Lemon Baim) Leat Extract, Siica, Tocopneryl Aceate, Triethanoiamine, Water, Yellow 5 [l B4A L
MENTHOL PAIN RELIEF TQuostions or comments: 1.500 2463733 NDCSa16-115.50
143 FOTEDH-AOS

©2021 Performance Heafth, LLC 1245 Akron, OH 44310 www.biofr

128 FL.OZ./ 3785 mL.

Package Lableing:59316-115-82



COLD THERAPY PAIN RELIEF FOR SORE MUSCLES,
BACKACHES, SORE JOINTS AND ARTHRITIS

WANISH|NG SCENT » PARABEN-FREE

Drug Facts
Active ingredients: Purpose
Monthol LISP 5% i saniimmnid Cooling Pain Relisf

Uses: Temporary relief from minor aches and pains of sore muscles
and joints associatad with: * arthritis « backacha * strains * sprains

Warnings:
For extermal use only

Ask a doctor bafora use if you have: Sensitive skin

Flammable: Keep away from excessive heat or open flame

When using this product: « Use only as directad « Avoid contact with
gyes or mucous membranes * Do not apply to wounds or damaged skin
*[o not usewith other ointmeants, craams, sprays, or liniments * Do not
apply to imitated skin « Wash hands after uss with cool watar » Do not
bandage or use with heating pad or dewics + Store in a cool dry place
away from direct sunlight

Stop use and ask a doctor if: You exparience pain, swelling or
blistaring; condition warsans, or if symptoms persist for mora than 7
days, or clear up and occur again within & few days

If pregnant or breastfeeding: Ask a health El'-:-f»:esiunal bafore use
Keap out of reach of children: If accidantally ingested, get medical
help or contact a Poison Control Canter |mmac1|3tegr.'

Directions:

*Adults and Children 2 years of age and older: Rub a thin film
over affected areas not more four imes daily, massage not necessary

+Ghildren under 2 years of ags: Consult physician

rﬁ?-:-tujﬁLH'd-:-; ) Bxtract, Amica Montana Flower Exiract, Blus 1, Boswallia
Carteril Resin
Extract, Carbomer, Glycerin, llex Paraguariensis [ éaf Bxtract, lsopropyl
Alcohal, Isupl'-:t,]x_.-l Myristate, Melissa Officinalis Lemon Balm) Leaf
Bxtract, Silica, Tocopheryl Acetate, Tristhanolamine, Water, Yellow 5

Inactive inir:dlhﬂts: Alos Barhadensis Leaf Extract, Arctium Lapfa

ract, Calendula Officinalis Bdract, Camellia Sinensis Leaf |

Questions or comments: 1-800-246-3733

D 01 Pesformance Heallh, LLC, 1245 Home Awnemue, Ao, OH 44310 wassUbiofreese. com
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menthol, unspecified form gel

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

MENTHOL, UNSPECIFIED FORM (UNIL: L7T10EIP3A) (MENTHOL -
UNILL7T10EIP3A)

Inactive Ingredients
Ingredient Name
ALOE VERA LEAF (UNIL: ZY81Z83H0X)
ARCTIUM LAPPA ROOT (UNII: 597E9BI3Z3)
ARNICA MONTANA FLO WER (UNI: 0Z0E5Y15PZ)
FD&C BLUE NO. 1 (UNI:: H3R47K3TBD)
FRANKINCENSE (UNT: R9 XLFIRIWM)

Item Code (Source)

Basis of Strength

MENTHOL, UNSPECIFIED
FORM

NDC:59316-115

Strength

50 mg
in 1 mL

Strength




CALENDULA OFFICINALIS FLOWER (UNI: POM704Y7YD)
GREEN TEA LEAF (UNIl: W2ZU1RY8BO0)
CARBOXYPOLYMETHYLENE (UNIL: 0 A5MM307FC)
GLYCERIN (UNII: PDC6A3C00X)

ILEX PARAGUARIENSIS LEAF (UNI: 1Q953B404F)
ISOPROPYL ALCOHOL (UNII: ND2M416302)
ISOPROPYL MYRISTATE (UNIl: 0RESK4LNJS)
MELISSA OFFICINALIS LEAF (UNI: 50D2ZE9219)
SILICON DIOXIDE (UNII: ETJ7Z6 XBU4)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)
TROLAMINE (UNI: 903K93S3TK)

WATER (UNIL: 059QF0KOOR)

FD&C YELLOW NO. 5 (UNIL: I753WB2F1M)

Packaging

#
1
2
3
4
5
6
6

Item Code
NDC:59316-115-30
NDC:59316-115-20
NDC:59316-115-40
NDC:59316-115-11
NDC:59316-115-50
NDC:59316-115-82

Package Description
473 mL in 1 BOTTLE; Type 0: Not a Combination Product
118 mL in 1 TUBE; Type 0: Not a Combination Product
946 mL in 1 BOTTLE; Type 0: Not a Combination Product
3 mL in 1 PACKET; Type 0: Not a Combination Product
3785 mL in 1 BOTTLE; Type 0: Nota Combination Product
100 in 1 CARTON
3 mL in 1 PACKET; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph not final part348

Labeler - performance Health, LLC (79432406 1)

Revised: 2/2021

Marketing Start Date Marketing End Date

06/03/2016
06/03/2016
06/03/2016
06/03/2016
06/03/2016
01/05/2019

Marketing Start Date
06/03/2016

Marketing End Date

Performance Health, LLC
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