Proud supplier of:

Spinosad

Topical Suspension 0.9%

One product.

Two indications.
No reported resistance.”

Safe and effective treatment for head lice and scabies.'?

Product ordering information for 120 mL (4 oz.) bottles

Dosing

Strength

Pack

NDC

Item No.

One Bottle

0.9%

120 mL Bottle

52246-570-04

5303797

Spinosad Topical Suspension

Prescribing Information
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See back page for Important Safety Information



HEAD LICE C
Application

IMPORTANT SAFETY INFORMATION instructions for

INDICATION head lice

Spinosad Topical Suspension 0.9% is a pediculicide indicated for the topical treatment
of head lice infestations in adult and pediatric patients six (6) months of age and older.

ADJUNCTIVE MEASURES

Spinosad Topical Suspension 0.9% should be used in the context of an overall lice management
program:

* Wash in hot water or dry-clean all recently worn clothing, hats, used bedding and towels

* Wash personal care items such as combs, brushes, and hair clips in hot water

* A fine-tooth comb or special nit comb may be used to remove dead lice and nits

IMPORTANT SAFETY INFORMATION

Spinosad Topical Suspension 0.9% contains benzyl alcohol and is not recommended for use in
neonates and infants below the age of 6 months. Intravenous administration of benzyl alcohol
has been associated with serious adverse reactions and death in neonates and low birth-weight
infants. Most common adverse events were: application site redness (3%), eye redness (2%) and
application site irritation (1%).

You are encouraged to report negative side effects of prescription drugs to the FDA.
Visit www.fda.gov/medwatch, or call 1-800-FDA-1088.

SCABIES Application
IMPORTANT SAFETY INFORMATION instructions for
INDICATION scabies

Spinosad Topical Suspension 0.9% is a scabicide indicated for the topical treatment of
scabies infestations in adult and pediatric patients four (4) years of age and older.

ADJUNCTIVE MEASURES

* Wash in hot water or dry-clean any bedding, clothing and towels used by anyone having scabies.

* If any member of a household presents with scabies, all household members should be treated
with Spinosad Topical Suspension 0.9%.

IMPORTANT SAFETY INFORMATION

Spinosad Topical Suspension 0.9% contains benzyl alcohol and is not recommended for use in
pediatric patients below the age of 4 years. The safety and effectiveness of Spinosad Topical
Suspension 0.9% have not been established in pediatric patients less than 4 years of age with
scabies infestation. Most common adverse events were: application site irritation (3%)* and dry
skin (2%).

*Application site irritation also includes application site pain and burning sensation.

You are encouraged to report negative side effects of prescription drugs to the FDA.
Visit www.fda.gov/medwatch, or call 1-800-FDA-1088.

References: 1. Spinosad Prescribing Information. 2. Spinosad at 0.9% in the treatment of scabies: Efficacy results from 2 multicenter, randomized, double-blind, vehicle-controlled studies,
Seiler, Jeffrey C. et al. Journal of the American Academy of Dermatology, Volume 86, Issue 1,97 - 103, 2022 3. Spinosad Technical Bulletin Dow AgroSciences LLC (Now Corteva agri-
science), Form No. Y45-000-001(01/01) CBK.7.

© 2025 Cipher Pharmaceuticals US LLC. All Rights Reserved
Topical Suspension 0.9% HARMAGEUTICALS SPN-WVDC-000
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Proud supplier of:

Natroba

(spinosad) Topical Suspension, 0.9%

One product.

Two indications.
No reported resistance.”

Safe and effective treatment for head lice and scabies.'?

Product ordering information for 120 mL (4 oz.) bottles

Dosing Strength Pack NDC Item No.
One Bottle 0.9% 120 mL Bottle | 52246-0929-04 5303748
Natroba
Prescribing
Information
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See back cover for Important Safety Information



HEAD LICE C .
Application
IMPORTANT SAFETY INFORMATION instructions for

INDICATION headlice
Natroba™ Topical Suspension is a pediculicide indicated for the topical treatment
of head lice infestations in adult and pediatric patients six (6) months of age and older.

ADJUNCTIVE MEASURES

Natroba™ Topical Suspension should be used in the context of an overall lice management
program:

* Wash in hot water or dry-clean all recently worn clothing, hats, used bedding and towels

* Wash personal care items such as combs, brushes, and hair clips in hot water

* A fine-tooth comb or special nit comb may be used to remove dead lice and nits

IMPORTANT SAFETY INFORMATION

Natroba™ Topical Suspension contains benzyl alcohol and is not recommended for use in
neonates and infants below the age of 6 months. Intravenous administration of benzyl alcohol
has been associated with serious adverse reactions and death in neonates and low birth-weight
infants. Most common adverse events were: application site redness (3%), eye redness (2%) and
application site irritation (1%).

You are encouraged to report negative side effects of prescription drugs to the FDA.
Visit www.fda.gov/medwatch, or call 1-800-FDA-1088.

SCABIES Application
IMPORTANT SAFETY INFORMATION instructions for

scabies
INDICATION

Natroba™ Topical Suspension is a scabicide indicated for the topical treatment of
scabies infestations in adult and pediatric patients four (4) years of age and older.

ADJUNCTIVE MEASURES

* Wash in hot water or dry-clean any bedding, clothing and towels used by anyone having scabies.

* If any member of a household presents with scabies, all household members should be treated
with Natroba™ Topical Suspension.

IMPORTANT SAFETY INFORMATION

Natroba™ Topical Suspension contains benzyl alcohol and is not recommended for use in pediatric
patients below the age of 4 years. The safety and effectiveness of Natroba™ Topical Suspension
have not been established in pediatric patients less than 4 years of age with scabies infestation.
Most common adverse events were: application site irritation (3%)* and dry skin (2%).

*Application site irritation also includes application site pain and burning sensation.

You are encouraged to report negative side effects of prescription drugs to the FDA.
Visit www.fda.gov/medwatch, or call 1-800-FDA-1088.

References: 1. Natroba Prescribing Information. 2. Spinosad at 0.9% in the treatment of scabies: Efficacy results from 2 multicenter, randomized, double-blind, vehicle-controlled
studies, Seiler, Jeffrey C. et al. Journal of the American Academy of Dermatology, Volume 86, Issue 1, 97 - 103, 2022 3. Spinosad Technical Bulletin Dow AgroSciences LLC (Now
Corteva agriscience), Form No. Y45-000-001(01/01) CBK. 7.

Natroba“ ™ Manufactured and Distributed by Cipher Pharmaceuticals.
c I p Gr © 2025 Cipher Pharmaceuticals US LLC. All Rights Reserved
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