FRESH RUNY ANTISEPTIC WET WIPES- benzalkonium chloride cloth
FULYA KOZMETIK ISLAK MENDIL IMALAT VE PAZARLAMA LIMITED SIRKETI1

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.

Fresh Runy® ANTISEPTIC WET WIPES
Drug Facts

Active ingredient

Benzalkonium chloride 0.13%

Purpose

Antiseptic

Uses

¢ hand wipes to decrease bacteria on the skin

¢ recommended for repeated use

e for use whensoap and water are not available

Warnings
For external use only

Do notuse
¢ inchildrenless than 2 months of age
® onopenskin wounds

When using this product  do not get into eyes. In case of contact, rinse eyes thoroughly with water

Stop use and ask a doctor if
e irritation and redness develop
e condition persists for more than 72 hours

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right
away.

Directions
e openresealable label. Pull out wipes. Close resealable label to prevent drying out wipe hands
thoroughly with product and allow to dry
e dispose the wipe after use
e supervise childrenunder 6 years of age when using this product to avoid swallowing
¢ do not flush

Other information
e store between 15-30°C (59-86°F)
¢ avoid freezing and excessive heat above 40°C (104°F)



Inactive ingredients

benzoic acid, citric acid, cocamidopropyl betaine, dehydroacetic acid, fragrance, glycerin, PEG-7
glyceryl cocoate, phenoxyethanol, polysorbate 20, propylene glycol, tetrasodium EDTA, water,

ANTIBACTERIAL AGENT

Long-Lasting Protection

Alcohol free/ Paraben free

Dermatological & Microbiological tested

balanced pH

Manufactured by: Fulya Kozmetik Islak Mendil

Iml. ve Paz. Ltd. Sti.

Kirac Osmanagazi Kucuk Ayazma Street No: 17, Esenyurt, Istanbul, TURKEY - 34522
Made in TURKEY

You may also report any serious side effects to

PO Box 328, Wood Ridge, Nj 07075-328

Antibacterial Wet Wipes
Net Quantity 72pcs
Size of 1 Dry Tissue 18x15 cm
Weight of 1 Dry Tissue 1,03gr/pc  + % 10
Quantity of Solution Absorbed in the Tissue 36gr/pe = % 10
Weight of Solution-Absorbed Cloth (Solution+Cloth) 464g1/pc = % 10
Solution % / Cloth % - % 77.81/2219
* **Quantity of Active Substance Absorbed in the Tissue.  0,0047gr/pc  + % 10
Antibacterial Wet Wipes
Net Quantity 120pcs
Size of 1 Dry Tissue 18x15 cm
Weight of 1 Dry Tissue 1,03gr/pc  + % 10
Quantity of Solution Absorbed in the Tissue 36qgr/pec + % 10
Weight of Solution-Absorbed Cloth (Solution+Cloth) 464gr/pc + % 10
Solution % / Cloth % % 77.81/2219
* **(Quantity of Active Substance Absorbed in the Tissue 0,0047gr/pc+ % 10

Packaging
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Drug Facts

Active ingredient Purpose
Benzalkonium chloride 0.13%............... Antiseptic
Uses

= hand wipes to decrease bacteria on the skin
= recommended for repeated use
= for use when soap and water are not available

Warnings

For external use only

Do not use

u in children less than 2 months of age
= on open skin wounds

When using this product =do not get into
eyes. In case of contact, rinse eyes thoroughly
with water.

Stop use and ask a doctor if
= jrritation and redness develop
= condition persists for more than 72 hours

Keep out of reach of children. If swallowed,
. %et medical help or contact a Poison Control
enter right away

Directions

= open resealable label. Pull out wipes. Close
resealable label to prevent drying out
wipe hands thoroughly with product and allow
todry

= dispose the wipe after use

= supervise children under 6 years of age when
using this product to avoid swallowing

= do not flush

Other information

= store between 15-30°C (59-86°F)

= avoid freezing and excessive heat above
40°C (104°F)

Inactive ingredients benzoic acid, citric
acid, cocamidopropyl betaine, dehydroacetic
acid, fragrance, glycerin, PEG-7 glyceryl
cocoate, phenoxyethanol, polysorbate 20,
propylene glycol, tetrasodium EDTA, water
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FRESH RUNY ANTISEPTIC WET WIPES

benzalkonium chloride cloth

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:78850-104

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHLO RIDE (UNI: FSUM2KM3W7) (BENZALKONIUM - BENZALKONIUM 0.13 g
UNIL:7N6JUD5X6Y) CHLORIDE in 100 g
Inactive Ingredients
Ingredient Name Strength

BENZOIC ACID (UNII: 8 SKNOB0MIM)

CITRIC ACID MONOHYDRATE (UNII: 296 8 PHW8QP)
COCAMIDOPROPYL BETAINE (UNIL: 50CF3011KX)
DEHYDROACETIC ACID (UNIL: 2KAG279R6R)
GLYCERIN (UNII: PDC6A3C00X)

PEG-7 GLYCERYL COCOATE (UNI: VNX7251543)
PHENO XYETHANOL (UNII: HIE492ZZ3T)
POLYSORBATE 20 (UNIL: 7T1F30V5YH)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
EDETATE SODIUM (UNIL: MP1J8420LU)

WATER (UNIL 059QF0KOOR)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:78850-104-01 72 in 1 PACKET 09/03/2020

1 3.6 g in 1 PACKAGE; Type 0: Not a Combination Product

2 NDC:78850-104-02 120 in 1 PACKET 09/03/2020

2 3.6 g in 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 part333A 09/03/2020



Labeler - FULYA KOZMETIK ISLAK MENDIL IMALAT VE PAZARLAMA LIMIT ED SIRKETI (356117981)

Establishment

Name Address ID/FEI Business Operations
FULYA KOZMETIK ISLAK MENDIL IMALAT VE PAZARLAMA LIMITED SIRKETI 356117981 manufacture(78850-104)

Revised: 9/2020 FULYA KOZMETIK ISLAK MENDIL IMALAT VE PAZARLAMA LIMITED SIRKETI
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