SILVERA PAIN RELIEF PATCH- silvera pain relief patch patch
Home Aide Diagnostics, Inc.
Reference Label Set Id: 08¢94237-533e-40ae-e054-00144f88e88

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

SILVERA PAIN RELIEF PATCH

This product may cause allergic reactions in some individuals.

DRUG FACTS



Silvera

Drug Facts

Active Ingredients Purpose
Capsaicin 0.0375% ---- Topical analgesic
Menthol 5% ------ External Analgestic
Lidocaine 1% Topical analgesic

Uses For temporary relief of pain associated with minor cuts, scrapes and minor skin irritations.
WARNINGS
FOR EXTERNAL USE ONLY.

+ Use only as directed

+ Do not get into eyes or on mucous membranes

* Do not apply to wounds, damaged or irritated skin

+ Do not bandage or cover with any type of wrap except clothing

+ Do not use with a heating pad or apply external heat

+ Do not use in large quantities, particularly over raw surfaces or blistered areas

STOP USE AND ASK ADOCTOR IF:

+ Condition worsens

+ Severe skin irritation occurs

+ Pain persists for more than seven days

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right away.
If pregnant of breast-feeding, ask a healthcare professional before use

+ This product may cause allergic reaction in some individuals. Store in a cool dry place away from direct sunlight.
DIRECTIONS

Store below 25 deegrees. Avoid direct sunlight.

Clean and dry affected area

Remove patch from backing and apply to affected area

Use only one patch at a time and maximum of four patches daily

Leave patch on affected area for up to 8-hours

Do not use patches for longer than 5 consecutive days

Children under 12 years of age should consult a physician prior to usedaily.
INACTIVE INGREDIENTS
water ,Pvpk-90 tartaric acid. NP-700,aluminium hydroxide, EDTAZ2Na. titanium dioxide
.Glycerin. Pvpp. alcchol borneol .camphor

Rx Only

Rx Only




NDC#: 69379-0037-17

Silvera

PAIN RELIEF PATCH

(Capsaicin 0.0375% Lidocaine 1% Menthol 5%)

Qty 15 Patches
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SILVERA PAIN RELIEF PATCH
silvera pain relief patch patch

Product Information

Product Type

HUMAN PRESCRIPTION DRUG

Item Code (Source)

NDC:69379-037




Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Lidocaine (UNIL 98P1200987) (Lidocaine - UNI:98P1200987) Lidocaine 1g in100 g
Capsaicin (UNIL: S07044R1ZM) (Capsaicin - UNIES07044R1ZM) Capsaicin .0375¢g in100 g
Menthol (UNI: L7T10 EIP3A) (Menthol - UNILL7T10EIP3A) Menthol 5g in100 g

Packaging
# Item Code Package Description WAV B LAl |8
Date Date
1 NDC:69379- 4540 1 Box 11/18/2014 12/01/20 14
037-16
1 3 in 1 PACKAGE
1 100 g in 1 PATCH; Type 3: Prefilled Biologic Delivery Device/System
(syringe, patch, etc.)
2 NDC:69379- 100.g in 1 PACKAGE; Type 2: Prefilled Drug Delivery Device/System 12/18/20 14 12/22/20 14
037-15 (syringe, patch, etc.)
NDC:69379- .
3 037-17 5in 1BOX 12/18/2014
3 3 in 1 PACKAGE

100 g in 1 PATCH; Type 3: Prefilled Biologic Delivery Device/System
(syringe, patch, etc.)

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
unapproved drug other 11/18/2014

Labeler - Home Aide Diagnostics, Inc. (783518983)

Revised: 12/2014 Home Aide Diagnostics, Inc.
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