LENZA PRO- lidocaine/menthol patch patch
KBS Solutions

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.

Lenza Pro

Menthol 4%
Lidocaine 4%

Topical Analgesic

For the temporarily relief of minor aches and muscle pains associated with arthritis,
simple backache, strains, muscle soreness and stiffness.

* Only for external use. Use only as directed. Read and follow all directions and
warnings on this label.

* Do not use: on open wounds, cuts, damaged or infected skin as well as in the
eyes, mouth, genitals, or any other mucous membranes.

* Do not cover with bandage.

* Keep out of reach of children. Consult physician for children under 12.

* Consult your physician: if pregnant or pain persists or worsens or if you
experience signs of skininjury such as pain, swelling, or blistering where product
was applied or if symptoms persist for more than 7 days or clear up and occur
again within a few days.

« If swallowed, get medical help or contact a Poison Control Center right away.

* Clean and dry the affected area

* Open pouch and remove one patch

* Remove any protective filmand apply directly to affected area of pain
» Wash hands with soap and water after applying patch

* Reseal pouch containing unused patches after each use

Methacrylic acid, ethylhexyl acrylate, bentonite, sodium stearate

on open wounds, cuts, damaged or infected skin as well as in the
eyes, mouth, genitals, or any other mucous membranes.

Consult physician for children under 12.

¢ Only for external use. Use only as directed. Read and follow all directions and

warnings on this label.

* Do not use: on open wounds, cuts, damaged or infected skin as well as in the
eyes, mouth, genitals, or any other mucous membranes.

* Do not cover with bandage.

* Keep out of reach of children. Consult physician for children under 12.

* Consult your physician: if pregnant or pain persists or worsens or if you
experience signs of skininjury such as pain, swelling, or blistering where product
was applied or if symptoms persist for more than 7 days or clear up and occur
again within a few days.

* If swallowed, get medical help or contact a Poison Control Center right away.

In Case of Ingestion or Overdose, get medical help or contact a Poison Control
Center (800-222-1222) right away.

Adults and children 12 years and over: Apply patch to affected area 1 to 2 times



daily or as directed.

Manufactured for : SOLA Pharmaceuticals
18169 East Petroleum Dr. Suite B
Baton Rouge, LA 70809

Store ina dry, cool place
For Comments or Questions, call 888-495-6078
LenzaPro Patch

Topical Pain Patch
for long lasting relief

NDC 70512-011-15

Qty: 15 Articulated Patches
(5 per Resealable Pouch) x 3
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LENZA PRO

lidocaine/menthol patch patch

Product Information

Item Code (Source) NDC:70512-011

HUMAN OTC DRUG

Product Type

TOPICAL

Route of Administration

Active Ingredient/Active Moiety

Strength
40 mg inlg

Basis of Strength

LIDOCAINE
MENTHOL

Ingredient Name

LIDO CAINE (UNIL: 98P1200987) (LIDOCAINE - UNI:98P1200987)
MENTHOL (UNI: L7T10EIP3A) (MENTHOL - UNIEL7T10EIP3A)

40 mg inlg

Inactive Ingredients

Strength

Ingredient Name

METHACRYLIC ACID - ETHYL ACRYLATE COPOLYMER (1:1) TYPE A (UNIL: NX76LV5T81J)

2-ETHYLHEXYL ACRYLATE (UNII: HR49R9 S6 XG)

BENTONITE (UNII: ABN5ZCN45C)

CALCIUM STEARATE (UNIL: 776 XM7047L)

Product Characteristics

Score

Color

Size

SQUARE (Clear Colorless Patch)

Shape

Imprint Code

Flavor



Contains

Packaging
# Item Code Package Description WAV GO SEYGE WS CVT e
Date Date
NDC:70512- .
1 011-15 3in 1BOX 02/08/2018
1 1gin 1 POUCH; Type 2: Prefilled Drug Delivery Device/System

(syringe, patch, etc.)

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 02/08/2018

Labeler - kBs solutions (080121345)

Revised: 4/2018 KBS Solutions
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