FOLREX CREAM- menthol cream
Catalysis, SL

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.

Folrex Cream

ACTIVE INGREDIENTS PURPOSE
Menthol 1.25%.......c....c...... External Analgesic

Tubo Folrex crema 100ml USA V.4

DRUG FACTS
Active ingredient P
Menthol 1.25 % External Analgesic

Indications
= For the ternporary reliefl of pai n or minar aches

pai mmﬁrle:!\d){: ssociated with
<imple hackache, strains, bruises and sprains.
Warnings
= For external use ony.
= If condition warsens, of if Symplons. pesit

for more than 7 days, or cléar up and recur |
! 1 within a few days, discontinue use of this '
f g prochict and consult a doctor, L
= D not apply towounds or dameged skin, |
= Do net bandage tightly.
When using this product

= Avoid contact with eyes, i
I ] « Keep out of reach af children. In case of i

overdose get medical help or contact 2
Peison Contral Center immediately.

Direction )

. App\z unm the affected areas no more than
3or 4 tirmes daily. Children under 2 years of
age, consult with 3 Doctor.

Other information
Store in a coal dry place.

Inactive Jngmmem‘.
prylic/ Capric Triglyceride,
?glvl Almhul A\(xrhnl DF%V:L rlvrwm.
i i Cetearyl Alcohal, Dimeshicone.
! Ceteth-20, Phenoxyethanol, Steareth. 20,
! v Salicylc ficid, Sodhum Metabisulite,
k L Diazaliclimyl Ures, Falic Acid, Sedium
; Be\znate assium Satbate, Sotlium
| Sulfate, Sodium Cetearyl Sulfate,
Ll.h ht.“xy|g|’!|¥_(.r\n Citric Acid, Parfurn
[Coumarnn, Hexyl Cinnamal, Linalacl,
Limonene, Geranial, Hydroxycitronel al).

Questions or comments ?:

+ 34913456902, Mor \dag o Fri(la{v-.
900 am te 5:00 pm. (UTC/GMT +1).

Imported by: GUNA, Inc.
3724 Crescent Court West -
Whitehall, PA 18052, USA
' Phone: (484) 223-3500 - Fax: (484) 223-3505
0 1 E-mail: infot@gunainc.com I
J www.gunainc.com
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CREAM Topical analgesic
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Warnings
® For external use only.
e If conditions worsens, or if symptons persists for more than 7 days or clear up and recur within a
few days, discontinue use of this product and consult a doctor.
¢ Do not apply to wounds or damaged skins.
¢ Do not bandaged tightly

WARNINGS
e Avoid contact with eyes
e Keep out of the reach of children. In case of overdose,get medical help or contact a Poison Control
Medical Center inmediately
Warnings

Keep out of reach of children

Questions or comments ?
+34 91 345 6902 M-F 9:00 amto 5:00 pm

Other Information

. keep the productina cool and dry place

Directions
¢ apply onto the affected area not more than 3 or 4 times daily
e Childrenunder 4 years old, consult with a Doctor.

¢ apply onto the affected area not more than 3 or 4 times daily
e Childrenunder 4 years old, consult with a Doctor.

Uses
e For the temporary relief of pains of minor aches and pain of muscles and joints associated with:
e Simple backage, strains, bruises and sprains

Inactive Ingredients



Aqua, Caprylic/Capric Triglyceride, Cetyl Alcohol, Alcohol Denat, Glycerin, Cetearyl Alcohol,
Dimethicone, Menthol, Ceteth-20, Phenoxyethanol., Steareth-20, Salicylic Acid, Sodium Metabisulfite,
Diazolidinyl Urea, Folic Acid, Sodium Benzoate, Potassium Sorbate, Sodium Lauryl Sulfate, Sodium
Cetearyl Sulfate, Ethylhexylglycerin., Citric Acid., Parfum. Coumarin, Hexyl Cinnamal, Linalool,
Limonene, Geraniol, Hydroxycitronellal

Uses

For the temporary relief of pains of minor aches and pain of muscles and joints associated with:
Simple backage, strains, bruises and sprains
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REAM Topical analgesic

DRUG FACTS

Active ingredient
Menthol 1.25 % External Analgesic

Indications
* For the temporary relief of pain of
minor aches pains of muscle and
Ltgnl.s associated with simple
ckache, sirains, bruises and
Sprains.
Warnings

+ For external use only,

* I condition worsens, or if symptoms
persist for more than 7 days, or clear
up and recur within a few days,
discontinue use of this product and
consult a doctor.

= Do not apply towounds ar damaged skin.
= Do not bandage tightly.

When using this product

= Awvoid contact with eyes.

« Keep out of reach of children. In
case of overdose get medical help
or contact a Poison Contral Center
immediately.

Directions

= Apply onto the affected areas no
maore than 3 or 4 times daily.
Children under 2 years of age,
consult with a Doctor.

Other information
Store in a cool dry place.

Inactive Ingredients:
Aqua, Caprylic/ Capric Triglyceride,
Catyl ».|3’§?$|, Alonplrol Dr;%llayﬁeﬁlwefin,
Cetearyl Alcohol, Dimethicone,
Ceteth-20, Ph hanol,
Stearcth-20, Salicylic Acid, Sodium
Metabisulfite, Diazolidiny! Urea, Folic
Acid, Sodium Benzoate, Polassium
Sorbate, Sodium Laury| Sulfate, Sodium
Cetearyl Sulfate, Et mexylglrterin.
Citrie Aciel, Parium (Coumarin, Hesyl
Cinnamal, Linalool, Limonene,
Geraniol, Hydrosycitronellal),

Questions or comments ?:
+ 34 913456902, Monday to Friday:
9:00 am to 5:00 pm. (UTC/GMT +1).
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REAM Topical analgesic

DRUG FACTS

Active ingredient  p,0..
Menthal 1.25 9% External Analgesic

Indications
= For the temporary relief of pain of
minor aches and pains of muscle and
Eainls associated with simple
ckache, strains, bruises and
sprains.

Warnings

» For extemal use only.

* If condition worsens, or if symptoms.
persist for more than 7 days, or clear
up and recur within a few days,
dﬁ:oontinue use of this product and
consult a doctor.

= Donat apply to wounds or damagee skin.

* Do nat bandage tightly.

When using this product

= Avoid contact with eyes.

* Keep out of reach of children. In
case of overdose get medical help
or contact a Poison Control Center
immediately.

Directions

= Apply onto the affected areas no
more than 3 or 4 times daily.
Children under 2 years of age,
consult with a Doctor.

Other information
Store in a cool dry place.

Inactive Ingredients:

ua, Caprylic/ Capwic Triglyoerice,
églyi Mcmnl, Alcilph'nl De%\gf Glycerin,
Cetearyl Alcohol, Dimethicone,
Ceteth-20, Phenoxyethanal,
Steareth-20, Salieylic Acid, Socism
Metabisulfite, Diazolidingl Urea, Folic
Acid, Sodium Benzoate, ium
Sorbate, Sodium Lauryl Sulfate, Sodium
CHeaziSulfate, Eth lglycerin,
Citric: Aciel, Parfurn (Cournarin, Hesyl
Cinnamal, Linalool, Limaenene,
Geraniol, Hydroxycitronellal),

Questions or comments ?:
+ 34 913456902, Monday to Friday:
G:00 am to 5:00 pm. (UTC/GMT +1).
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menthol cream

Product Information
Product Type

Route of Administration

Negro

HUMAN OTC DRUG

TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
MENTHOL (UNIL: L7T10EIP3A) (MENTHOL - UNILEL7T10EIP3A)

Inactive Ingredients

Ingredient Name

DIAZOLIDINYL UREA (UNII: HSRIZ3MPW4)
POTASSIUM SORBATE (UNI: 1VPU26JZZ4)
CAPRYLIC/CAPRIC/LAURIC TRIGLYCERIDE (UNII: FJ1H6 M2JG9)

CETETH-20 (UNII: 18 35H2IHHX)

STEARETH-20 (UNI: LOQ8IK9E08)
SODIUM LAURYL SULFATE (UNIL: 368GB5141J)
GLYCERIN (UNII: PDC6A3C00X)
DIMETHICONE (UNIL: 92RU3N3Y10)
SALICYLIC ACID (UNI: 0414PZ4LPZ)
SODIUM METABISULFITE (UNI: 4VON5SFNS3C)
FOLIC ACID (UNII: 935E97BOY8)

3.33 fl. oz.
(100 ml)

X

catalysis

Made in Spain

50

8 "470000"0046

Lote/Batch:
Fab./Mfg. date:
Cad./Exp. date:

Item Code (Source)

Basis of Strength

MENTHOL

NDC:64539-014

Strength
1.25 mg in 1 mL

Strength

0.3 mg in 1 mL
0.1mg in 1mL
10 mg in 1 mL
1.221 mg in 1 mL
0.521 mg in 1 mL
0.09 mg in 1mL
3mg in 1 mL
1.5mg in 1mL
0.5mg in 1 mL
0.3 mg in 1 mL
0.114 mg in 1 mL




COUMARIN (UNII: A4VZ22KI1WT) 0.1mg in 1 mL

ALPHA.-HEXYL CINNAMALDEHYDE (UNIL: 7X60370K2I) 0.1mg in 1 mL
CETYL ALCOHOL (UNIL: 936JST6JCN) 5.257 mg in 1 mL
LINALOOL, (-)- (UNIL: 3U21E3V812) 0.1mg in 1 mL
LIMO NENE, (+)- (UNI: GFD7C86Q1W) 0.1mg in 1 mL
PHENO XYETHANOL (UNII: HIE492ZZ3T) 0.72 mg in 1 mL
ETHYLHEXYLGLYCERIN (UNII: 147D247K3P) 0.08 mg in 1mL
GERANIOL (UNI: L837108USY) 0.1mg in 1 mL
HYDRO XYCITRONELLAL (UNII: 8SQ0VA4YUR) 0.1mg in 1 mL
SODIUM BENZOATE (UNII: OJ245FE5EU) 0.1mg in 1 mL
CITRIC ACID MONOHYDRATE (UNII: 296 8 PHW8QP) 0.08 mg in 1mL
WATER (UNI: 059QF0KOOR) 100 mg in 1 mL
ALCOHOL (UNIL: 3K9958V90M) 5mg in 1 mL
Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:64539-014-02 1in 1BOX 03/03/2018
1 NDC:64539-014-01 100 mL in 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph not final part348 03/03/2018

Labeler - catalysis, SL (862795119)

Registrant - Catalysis, SL (862795119)

Marketing End Date

Establishment
Name Address ID/FEI Business Operations
Catalysis, SL 862795119 manufacture(64539-014)

Revised: 3/2018

Catalysis, SL
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