CALLICOS HAND GEL SANITIZER- alcohol gel
HEALKINBIO CO.

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.

ethyl alcohol 62% v/v

Purpose

Antiseptic

Use
to decrease bacteria on the skin
recommended for repeated use

for use when soap and water are not available

Warnings

For external use only.
Flammable, keep away from fire or flame.

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

Directions

place enough product on hands to cover all surfaces

rub hands together until dry

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

water, carbomer, triethagnolamine, peg-60 hydrogenated castor oil, camellia sinensis leaf extract,
glycerin, tocopheryl acetate

When using this product, avoid contact with the eyes. In case of contact, rinse eyes thoroughly with
water.
Stop use and ask a doctor if irritation or redness appears and lasts.



HAND GEL
SANITIZER

ETHYL ALCOHOL 62%

KILLS

99

OF GERMS

FRAGRANCE FREE
16.91 fl. 0z. / 500 ml
Callicos

Drug Facts

@ To decrease bacteria on the skin
@ Recommended for repeated use

ACTIVE INGREDIENT PURPOSE
Ethyl Alcohol 62% v/v Antiseptic
USE(S)

@ For use when soap and water are not available

WARNINGS @ For external use only. Fiammable. Keep away from heat or flame.

Donotuse ein children less than 2 months of age @on open skin wounds.

When using this product e keep out of eyes, ears, and mouth eln case of contact
with eyes, rinse eyes thoroughly with water.

condition.

Stop use and ask a doctor if initation or rash occurs. These may be signs of a serious

Control Center right away.

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

to avoid swallowing.

DIRECTIONS @ Place enough product on hands to cover all surfaces. Rub hands
together until dry. @ Supervise children under 6 years of age when using this product

OTHER INFORMATION e Store between 15 - 30" C (59'- 86" F) out of direct sunlight
®Avoid freezing and excessive heat above 40° C (104 F).

Do not use this product if tamper-resistant seal is broken when opened.

INACTIVE INGREDIENTS

Extract, Glycerin, Tocopheryl Acetate

Water, Carbomer, Triethanolamine, PEG-60 Hydrogenated Castor Oil, Camellia Sinensis Leaf

8 “809009“767073”

DISTRIBUTED BY: 0Z COSTECHLLC,

376 HARRISON ST. PARAMUS, NEW JERSEY 07652
MANUFACTURED BY: HEALKINBIO

35 NONHYEONGOJAN-RO S4BEON-GIL, NAMDONG-GU,
INCHEON, REPUBLIC OF KOREA

MADE IN KOREA

HAND GEL

SANITIZER
ETHYL ALCOHOL 62%

OF GERMS

FRAGRANCE FREE
3.38fl. 0z./ 100 ml

Callicos

Drug Facts

ACTIVE INGREDIENT

PURPOSE
Ethyl Alcohol 62% v/v Antisepti

USE(S)

@ To decrease bacteria on the skin

® Recommended for repeated use

@ For use when soap and water are not available

'WARNINGS e For external use only. Hammable. Keep away from heat or flame.

Do not use ein children less than 2 months of age @on open skin wounds.

When using this product e keep out of eyes, ears, and mouth elIn case of contact
with eyes, rinse eyes thoroughly with water.

Stop use and ask a doctor if irritation or rash occurs. These may be signs of a serious
condition.

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

DIRECTIONS ePlace enough product on hands to cover all surfaces. Rub hands
together until dry. @ Supervise children under 6 years of age when using this product
to avoid swallowing.

OTHER INFORMATION e Store between 15° - 30° C (59" - 86" F) out of direct sunlight
®Avoid freezing and excessive heat above 40° C (104°F).

Do not use this product if tamper-resistant seal is broken when opened.

INACTIVE INGREDIENTS
Water, Carbomer, Triethanolamine, PEG-60 Hydrogenated Castor Oil, Camellia Sinensis Leaf
Extract, Glycerin, Tocopheryl Acetate

DISTRIBUTED BY: OZ COSTECH LLC.

376 HARRISON ST. ,PARAMUS, NEW JERSEY 07652
MANUFACTURED BY: HEALKINBIO

35 NONHYEONGOJAN-RO 54BEON-GIL, NAMDONG-GU,
INCHEON, REPUBLIC OF KOREA

MADE IN KOREA

8 \809009. 767080

CALLICOS HAND GEL SANITIZER

alcohol gel

Product Information
Product Type

Route of Administration

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNI:3K9958 V90 M)

HUMAN OTC DRUG

TOPICAL

Item Code (Source)

Basis of Strength

ALCOHOL

NDC:76586-112

Strength
62 mL in 100 mL




Inactive Ingredients

Ingredient Name
TROLAMINE (UNIE: 903K93S3TK)
.ALPHA.-TO COPHEROL ACETATE (UNIL: 9E8 X80D2L0)
CARBOMER 940 (UNI: 4Q93RCW27E)
GLYCERIN (UNI: PDC6A3C00X)
PEG-60 HYDRO GENATED CASTOR OIL (UNI: 02NG325BQG)
GREEN TEA LEAF (UNI: W2ZUIRY8B0)

Packaging

# Item Code Package Description

1 NDC:76586-112-03 500 mL in 1 BOTTLE; Type 0: Nota Combination Product
2 NDC:76586-112-02 100 mL in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Marketing Category

OTC monograph not final part333A

Labeler - HEALKINBIO CO. (694039685)

Application Number or Monograph Citation

Strength

Marketing Start Date Marketing End Date
07/07/2020
07/07/2020

Marketing Start Date Marketing End Date

07/07/2020

Establishment
Name Address ID/FEI Business Operations
HEALKINBIO CO. 694039685 manufacture(76586-112)

Revised: 8/2020

HEALKINBIO CO.
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