BALSAMIC LINIMENT- castor birch liniment
Borisovskiy Zavod Medicins kikh Preparatov JSC

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
Castor Oil - 35.6 g, Birch Oil - 1.2 g

Purpose

Analgesic - dermatologicals

Uses

Effective inthe treatment of wounds, ulcers, bedsores and shallow inflammatory processes
(trombophlebitis, erysipelas).

Warnings
For external use only.
Avoid contact with eyes. [If contact occurs, rinse eyes throughly with water.

[Stop use and ask a doctor lif condition worsens or does not improve after regular use of this product
as directed.

[Keep out of reach of children. [If swallowed, seek medical attention or contact a Poison Control
Center Immediately.

Directions

Apply to affected areas one to two times daily or as directed by physician.

Other information

Keep at temperature below 62 °0F (15 °0C).

Inactive ingredients

Colloidal silicon dioxide, Xeroform.
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Pack 30 x40 x 140 mm

NDC 16638-042-42 £y JSC«Borisovskiy zavod medicinskikh preparatov»
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Drug Facts Drug Facts (continued) Graphic design
Active Ingredients Purpose Directions version number
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Uses Other information
Effective in the treatment of wounds, ulcers, bedsores and shallow inflammatory Keep at temperature below 62 “F(15 C)

Warnings
For external use only.

use of this product as directed.

Poison Control Center Immediately.

Avoid contact with eyes. If contact occurs, rinse eyes throughly with water.
Stop use and ask a doctor if condition worsens or does not improve after regular

Keep out of reach of children. If swallowed, seek medical attention or contact a

Inactive ingredients
Colloidal silicon dioxide, Xeroform.
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BALSAMIC LINIMENT

castor birch liniment

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:16638-042

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CASTOR OIL (UNII: D5340Y2I9G) (CASTOR OIL - UNI:D5340 Y219 G) CASTOR OIL ii.iogg
BETULA PENDULA TAR OIL (UNII: 7JK2RXJ8G7) (BETULA PENDULA TAROILL - BETULA PENDULA TAR 1.2 g in 40
UNIL7JK2RXJ8 G7) OIL <8 8
Inactive Ingredients

Ingredient Name Strength

COLLOIDAL SILICON DIOXIDE (UNIL: ETJ7Z6 XBU4) 2g in40 g
BISMUTH TRIBRO MO PHENATE (UNII: 5K96 YZWG8T) 1.2g in40 g
Product Characteristics
Color brown (From light brown to green-brown) Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:16638-042-42 40 gin 1 PACKAGE; 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 part334 12/22/2000

Labeler - Borisovskiy Zavod Medicinskikh Preparatov JSC (628149593)

Establishment
Name Address ID/FEI Business Operations
Borisovskiy Zavod Medicinskikh Preparatov JSC 628149593 manufacture(16638-042)

Revised: 11/2015 Borisovskiy Zavod Medicinskikh Preparatov JSC
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