ZIMS MAX FREEZE- menthol and lidocaine patch
NATURAL ESSENTIALS, 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.

Drug Facts

Active ingredients
Lidocaine 4%

Menthol USP 1%

Purpose
Topical Analgesic
Topical Analgesic

Use
s For the temporary relief of pain.

Warnings

For external use only

Do notuse

if you are allergic to any ingredient in Zim's Max-Freeze Patches

if you have had an allergic reaction to aspirin or other salicylate products
on open wounds, damaged or irritated skin

inlarge quantities, particularly onraw surfaces or blistered areas.

Ask a doctor or pharmacist before use if you are
® using blood thinning medications, steroids or non-steroidal anti-inflammatory drugs (NSAIDS)

When using this product
® a3 do not use other topical products
do not use with heating devices
avoid contact with eyes or mucous membranes
do not bandage tightly
keep away from excessive heat

Stop use and ask a doctor if
® 3 condition worsens or
= symptoms persist for more than 7 days or
® clear up and occur again within a few days.

If pregnant or breast feeding ask a physician before use.

Keep out of reach of children. If put in the mouth get medical help or contact a poison control center
right away.



Directions

Adults/children 12 years and older

Strip off the polyethylene film and place adhesive patch over affected area
Change patch 1 or 2 rimes per day

Wash hands after applying patch

Under age 12, consult a physician before use

Other information

Store at room temperature - do not exceed 86° Fahrenheit, 30° Celsius.

Inactive ingredients

Alcohol, Aloe Barbadensis Leaf Extract, Aluminum Hydroxide, Amica Extract, Bomeol, Camphor,
EDTA-2Na, Glycerin, Methyl Salicylate, NP-700, PVPP, Tartaric Acid, Titanium Dioxide, Water.

Distributed by Perfects Products. Inc., North Lima. Ohio 44452
(800) 319-2225 « www.ZimsUSA.com
©2016 Perfects Products, Inc.® Made in China
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Warnings
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salicylate products
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m using blood thinning medications, steroids or
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Directions Adults/children 12 years and older

LIDOCAINE & MENTHOL

PATCHES

PAIN RELIEF

LIDOCAINE & MENTHOL
Targeted pain relief
in an individually wrapped,
easy to apply patch.

m Strip off the polyethylens film and place adhesive
patch over affected area

m Change patch 1 or 2 fimes per day

® Wash hands after applying patch

® Under age 12, consult a physician bafora use

Other infermation Store at room temperatura — do not

excead B6° Fahrenheit, 30° Celsius.

Inactive in, Alcohol, Aloe Barbadensis Leal

Extract, Aluminum Hydroxide, Arnica Extract, Bermeaol,

Campher, EDTA-2Na, Glycerin, Methyl Salicylate, NP-T00,

PVPP, Tartaric Acid, Titanium Dioxide, Water.
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3" % 57 (7.6 x 12.7 cm)
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® INDIVIDUALLY
WRAPPED.

B EASY TO APPLY.

m FLEXES WITH
EVERY MOVE.

AVAILABLE PATCH SIZES
3 PATCHES:
X L SIZE 4" % 8" (10.2% 20.3 cm)
BACK & LARGE AREAS
4 PATCHES:
L SIZE 47 5,57 (10.2 x 14 cm)
KNEE & ELBOW

& PATCHES:
M SIZE 3" 5" (A6 x 12.7 em)
ARM & NECK
SMALL AREAS
NOC 66902-213-06

81485"2600

Distributed by Perfecta Products, Inc.
Naorth Lima, Ohio 44452

(800) 319-2225 - www. ZimsUSA.com
2016 Perfecta Products, Inc.®

Made in China
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Drug Facts
Active ingredients

Lidocaing 4%.........
Menthol USP 1% ..

Purpose
Topical Analgesic
....Topical Analgesic

Use
B For the temparary relief of pain.

Warnings

For external use only

Do not use

® if you are allergic to any ingredient in
Zim's Max-Freeze Patches

B f you have had an allergic reaction to aspirin or other
salicylate products

u on open wounds, damaged or irritated skin

u in large guantities, paricularty on raw surfaces
or blisterad areas.

Ask a doctor or pharmaclst be‘l'om use lhmu are
m using bload thinning medications, steroids or
non-steroidal anti-inflammatory drugs (NSAIDS)

When using this product

B do not use other topical products

® do nat use with heating devices

m avoid contact with eyes or mucous membranes

= do nat bandage tightly

] keep away from excessive heat

Stnpuse and ask a doctor if

m condition worsens or

m symptoms persist for more than 7 days or
chear up and occur again within a few days.

If pregnant or breast feeding ask a physician before usa.

Keep out of reach of children. If put in the mouth, get
medical help or contact a poison control center right away.
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PAIN RELIEF

LIDOCAINE & MENTHOL
Targeted pain relief
in an individually wrapped,

easy to apply patch

4 PATCHES
4" x 5.5"(10.2 x 14 cm)

Directions Adults/children 12 years and older

m Strip off the polysthylene film and place adhesive
patch over affected arsa

® Change patch 1 or 2 timas per day

® Wash hands after applying patch

B Under age 12, consult a physician bafore usa

Other information Stors at room ternpemtme do not
exceed BE” Fahrenheit, 30° Celsius

Inactive ingredients Alcohol, Aloe Barbadensis Leaf
Extract, Aluminum Hydroxide, Amica Extract. Bomeol,
Camphaor, EDTA-2Na, Glycerin, Methyl Salicylate, NP-700,
VPP, Tartaric Acid, Titanium Dioxide, Water.

B INDIVIDUALLY
WRAPPED.

H EASY TO APPLY.

| FLEXES WITH
EVERY MOVE.

AVAILABLE PATCH SIZES
3 PATCHES:
X L SIZE 4% % 8° (10.2 % 20.3 em)
BACK & LARGE AREAS
4 PATCHES:
L SIZE4™x 55" (10.2 x 14 cm)
KMEE & ELEOW

& PATCHES:
M SIZE3"x 5" (7.6 x12.7 cm)
ARM & MECK
SMALL AREAS
NDC 66302-213-04

81485 26003"' 4
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Ask a doctor or pharmacist before use if you are
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= Wash hands after apptying patch
® Linder age 12, consull a physiclan before use
Other information Siorg ot room lamparnture — 46 not axcecd 867
Fahrenhedt, 30" Coisius.
Inactive ingredients Alcoro, Aloe Bertadensis Leal Exiract,
Alaminum Hydroasing, Amica Extract, Bameol. Camphar, EDTA-2N,
Giycann, Methyl Salicylate, NP-700, PVPP, Taradc Acid, Tianwm
Diaxida, Wetes
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Targeted painrelief
in an individually wrapped,
easy to apply patch.
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B EASY TO APPLY.

@ FLEXES WITH
EVERY MOVE.

AVAILABLE PATCH SIZES
3 PATCHES:

SIZE 4" x 8" (10.2 % 203 cm)
BACK & LARGE AREAS

4 PATCHES:
L SIZE 4" x 5.5" (10.2 x 14 em)
KMNEE & ELBOW

Use
u For the temporary relief of pain.

Warnings
For external use only
Do not use
® if you are allergic to any ingredient in
Zim's Max-Freeze Paiches ; s

W if you hawve had an allergic reaction to aspirin or other
salicylate products
m on open wounds, damaged or imitated skin
m in large quantities, particularly on raw surfacas
or blistered areas.

Ask a doctor or pharmacist before use if you are

® using bload thinning medications, steroids or
non-steroidal anti-inflammatory drugs (NSAIDS)

When using this product

B do not use other topical products

B do not use with heating devices

m avoid contact with eyes or mucous membranes

m do not bandage tightly

® keep away from excessive heat A /
use and ask a doctor if
mdﬁon WOTSEns or PAIN RELIEF
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6 PATCHES:

SIZE 3" x 5" (R6 % 12.7 cm)
ARM & NECK

SMALL AREAS

NDC 66902-213-03

B symptoms parsist for more than 7 days or
__ clear up and ocour again within a few days. LlDOCAiN E & M ENTHOL
If pregnant or breast feading ask a physician before use. Tk Fad a :
Keep out of reach of children. If put in the mouth, get : '“rgde‘EdJ Dﬁ«f‘- r.ehef
medical halp or contact a poison control center right away. in an individually wrapped,
Directions Adults/children 12 years and older easy to apply patch
m Strip off the polyathylene film and place adhasive 81485"26004
patch over affected area e
m Change patch 1 or 2 times per day Distributed by Perfecta Products, Inc.
B Wash hands after applying patch Morth Lima, Ohio 44452

W Under age 12, consult a physician before use {B00) 319-2225 = www. ZimsUSA.com

Other infarmation Store at room temperature - da not P H ES ©2016 Perfecta Products, Inc.®
exceed 86° Fahrenheit, 30° Gelsius. 4" x 8" (10.2 x 20.3 em) Macdle in China

Inactive ingredients Alcohol, Alos Barbadensis Leal Assembled in USA

Extract, Alurminum Hydroxide, Amica Extract, Borneol,

Camphor, EDTA-2Na, Glycerin, Methyl Salicytate, NP-700, Nature £ e LOT #:
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Purpose
ceeneee TOPiCal Anaigesic
oo TOPICE] Anaigesic

uFar the temporary relief of pain

Warnings

For external use only

Do not use

m it you are aliergic 1o any ingradiant in Zim's Max-Fresze Patches

m it you have had an allengic reaction to aspinn or other salicylate
products

m on open wounds, damaged or imitated skin
min large quantities, particularty on raw surfaces or blistered areas.
Ask a doctor or pharmacist before usa it you are
m using bilood thinring madications, stercids or non-slaroidal

anti-inflammatory drugs (NSAIDS)
When using this product n
& 4o not usa other topical products
® do not use with heating devices
w avoid contact with @yes of MUCOUS MomDranes
& do not bandage tighthy
® keep away from excessive heat
Stop use and ask a doctor if
w condition wWorsens or
= symptoms persist for more than T days or
® clear up and ocour again within a few days.
If pregnant or breast feeding ask a physician before use.
Keep out of reach of children. If put in tha mouth, get medical help | PATC H E S
or contact a poison conirol center right away.

MUSCLE & JOINT*

Directions Aduits/children 12 years and older

u Strip off the palyethylene film and place adhasive
jpatch over affected area

m Change patch 1 or 2 times per day

& Wash hands after applying palch D p i Eoos
escription: Zim's Max-Freeze Patch
L] 4 5 t
Under age 12, consult a physician bafore use Size : E Large
Other information Store at room temperature - do not exceed 85°
Fahrenheit, 30° Celsius.

Inactive ingredients Alcohol, Aloe Barbadens:s Leal Extracl,
Alurminum Hydroxide, Amica Extract, Bomeol, Camphor, EDTA-2Na,
Glycann, Meathyl Salicylate, NP-TO0, PVPP, Tartanc Acid, Trtanium
Dioxide, vWater

Distributed by Perfecta Products, Inc., North Lima, Ohio 44452
(B00) 319-2225 - www.ZimsUSA com

©2016 Perfecta Products, inc.® Made in China

Lot# : 180310
Expiration Date: 3/25/1%

ZIMS MAX FREEZE

menthol and lidocaine patch

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:66902-213

Route of Administration TRANSDERMAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
MENTHOL (UNI: L7T10EIP3A) (MENTHOL - UNILL7T10EIP3A) MENTHOL 10 mg
LIDO CAINE (UNII: 98P1200987) (LIDOCAINE - UNI:98P1200987) LIDOCAINE 40 mg

Inactive Ingredients




Ingredient Name
ALOE VERA LEAF (UNII: ZY81Z8 3H0 X)
ALUMINUM HYDRO XIDE (UNII: 5QB0T2IUNO)
ALCOHOL (UNIE: 3K9958 V90 M)
ARNICA MONTANA (UNI: 080TY208ZW)
BORNEOL (UNI: M89NIB437X)
CAMPHOR (SYNTHETIC) (UNIl: 5TID82A1ET)
EDETATE DISODIUM (UNII: 7FLD9 1C8 6 K)
GLYCERIN (UNIl: PDC6A3C00X)
COPOVIDONE K25-31 (UNI: D9C330MD8B)
TARTARIC ACID (UNII: W48881119H)
TITANIUM DIO XIDE (UNIL: 15FIX9V2JP)
WATER (UNIL: 059QF0KOOR)
MENTHYL SALICYLATE, (+/-)- (UNIE: 43XOA705ZD)

Packaging
# Item Code Package Description
1 NDC:66902-213-06 6 in 1 CANISTER

Strength

Marketing Start Date Marketing End Date

1 1in 1 PATCH; Type 0: Not a Combination Product

2 NDC:66902-213-04 4in 1 CANISTER

2 1in 1 PATCH; Type 0: Not a Combination Product

3 NDC:66902-213-03 3 in 1 CANISTER

3 1in 1 PATCH; Type 0: Not a Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC monograph not final part348

Labeler - NaTURAL ESSENTIALS, INC. (947484713)

Establishment
Name Address ID/FEI
NATURAL ESSENTIALS, INC. 947484713

Revised: 3/2016

01/01/2016

Business Operations
MANUFACTURE(66902-213) , REPACK(66902-213)

NATURAL ESSENTIALS, INC.



	Active ingredients
	Purpose
	Use
	Warnings
	Do not use
	Ask a doctor or pharmacist before use if you are
	When using this product
	Stop use and ask a doctor if

	Directions
	Other information
	Inactive ingredients
	Principal Display Panel - Canister Label
	Principal Display Panel - Patch Label
	Principal Display Panel - Canister Label
	Principal Display Panel - Patch Label
	Principal Display Panel - Canister Label
	Principal Display Panel - Patch Label

