GELIGA MUSCULAR- menthol, methyl salicylate cream
Eagle Indo Pharma, PT

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.

Geliga Muscular Cream

Active Ingredients
e Menthol 3%
e Methyl Salicylate 10%

Purpose

External Analgeisc

Uses

For temporary relief of minor aches and pains of muscles and joints associated with
simple backaches, arthritis, strains, bruises, and sprains.

Warnings

For external use only.

Avoid contact with the eyes or mucous membrane.
When using this product

e Do not apply to wounds or damaged skin.

e Do not bandage tightly.
e Do not use otherwise than as directed.

Stop use and ask doctor if

e Condition worsens.

e Symptoms persist for more than 7 days or clear up and occur again within a few
days.

e Pain persists for more than 10 days.

Pregnancy or breast-feeding

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children

Keep out of reach of children to avoid accidental poisoning. In case of accidental
ingestion, contact a doctor or Poison Control Center immediately.



Directions

e Apply liberally and rub gently onto affected area.

e Adults and children of 12 years of age and older, apply not more than 3 to 4 times
daily.

e Children under 12 years of age, consult a doctor before using.

Other information
Store below 86 °F (30 °QC).

Inactive Ingredients

Butylparaben, Carbomer, Ethylparaben, Fragrance, Glycerin, Methylparaben, Methyl
glucose dioelate, Phenoxyethanol, Propylparaben, Trolamine, W ater

Questions
Contact us at 1-800-645-0769

Package Label
30g NDC: 60954-004-30
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Drug Facts

Drug Facts (continued)

Active Ingredients
Menthol 3%.
Methyl Salicylate 10%.

Purpos
xtemal Analgesic
xtemal Analgesic

jses
or temporary relief of minor aches and
pains of muscles and joint associated with
wsimple backache warthritis strains wbruises
sprains.

Is

Keep out of reach of children to avoid accidental
poisoning. In case of accidental ingestion, contact
a doctor or Poison Control Center immediately. If
pregnant or breast-feeding, ask a health
professional before use.

| BORDEN CO. PTE. LTD
9, Jalan Kilang, Singapore 159409
| under licence from
'WILHELM HAUFFMANN & CO.
Made in Indonesia

| Net wt. 1.06 oz (30 g)

Warnings

= For external use only avoid getting into the
eyes or on mucous membranes.

When using this product mdo not apply to
‘wounds or damaged skin mdo not bandage tightly
= do ot use otherwise than as directed.

Stop Use and Ask Doctor If

= condition worsens, or if symptoms persist for
more than 7 days or clear up and occur again
within a few days  pain persists for more than 10
days.

Direction:

= Apply liberally and gently rub on affected area.

= For adults and chidren 12 years of age and
older, apply to affected area not more than 3t0 4
times day.

= For children under 12 years of age, consult a
doctor before using.

Other Information u Store below 86°F (30°C).

Inactive_Ingredients_Butylparaben, Carbomer,
Ethylparaben, Fragrance, Glycerin,
Methylparaben,  Methyl glucose dioleate,

Trolamine, Water

Questions? Contact us at 1-800-645-0769

] MUSCULAR CREAM

MUSCULAR CREAM
|

| GELIGA

‘\ Net wt. 1.06 oz (30 g)
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Package Label
60g NDC: 60954-004-60
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Drug Facts

Drug Facts (continued)

Active Ingredients

Menthol 3%.......
Methyl Saiicyiate

Purposes
.. External Analgesic
. External Analgesic

g
H

For temporary relief of minor aches and pains of
muscles and joint associated with s simple backache
= arthritis_sstrains sbruises ssprains.

Keep out of reach of children to avoid accidental
poisoning. In case of accidental ingestion, contact a
doctor or Poison Control Center immediately. If pregnant
or breast-feeding, ask a health professional before use.

BORDEN CO. PTE. LTD
9, Jalan Kilang, Singapore 159409
under licence from
WILHELM HAUFFMANN & CO.
Made in Indonesia

Warnings
= For external use only avoid getting into the eyes
or on mucous membranes.
When using this product s do not apply to wounds
or damaged skin = do not bandage tightly = do not use
otherwise than as directed.

Stop Use and Ask Doctor If

Directions

= Apply liberally and gently rub on affected area.

= For adults and children 12 years of age and older,
apply to affected area not more than 3 to 4 times day.

= For chidren under 12 years of age, consult a doctor
before using.

Other Information = Store below 86°F (30°C).

Inactive Ingredients Butylparaben, Carbomer,

Ethylparaben, Fragrance, Glycerin, Methylparaben,

Methyl  glucose  dioleate,  Phenoxyethanol,
Trolamine, Water

Questions? Contact us at 1-800-645-0769
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GELIGA MUSCULAR

menthol, methyl salicylate cream

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
MENTHOL (UNII: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A)

METHYL SALICYLATE (UNII: LAV5U5022Y) (SALICYLIC ACID - UNII:0414PZ4LPZ) METHYL SALICYLATE

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QF0KOOR)
METHYLPARABEN (UNII: A2I18C7HIIT)

Item Code (Source)

NDC:60954-004

Basis of Strength Strength
MENTHOL

3g inl100g
10g in100g

Strength




METHYL GLUCOSE DIOLEATE (UNIl: FA9KFJ4Z 6P)

PROPYLPARABEN (UNIl: Z8IX2SC10H)

PHENOXYETHANOL (UNII: HIE492ZZ 3T)

TROLAMINE (UNIl: 903K93S3TK)

ETHYLPARABEN (UNIl: 14255EXE39)

GLYCERIN (UNIl: PDC6A3C00X)

BUTYLPARABEN (UNII: 3QPI1U3FV8)

CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0OA5SMM307FC)

Packaging
# Item Code Package Description Marketlngistant
Date
1 2'5060954'004' 1in 1 BOX 05/08/2023
1 30 gin 1 TUBE; Type 0: Not a Combination
Product
2 25060954‘004' 1in 1 BOX 05/08/2023
2 60 g in 1 TUBE; Type 0: Not a Combination

Product

Marketing Information

Marketing End
Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph ot part3g 05/08/2023
Labeler - Eagle Indo Pharma, PT (728682519)
Establishment
Name Address ID/FEI Business Operations
Eagle Indo Pharma, PT 728682519 manufacture(60954-004)

Revised: 9/2023

Eagle Indo Pharma, PT
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