BABY BELUGA INSTANT HAND SANITIZER- instant hand s anitizer gel
Zhongshan Tentop Fine Chemical Co., Ltd.

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.

Active Ingredient
Ethanol 75% (V/V)

Purpose

Antiseptic

Uses

To reduce bacteria on hand

Warnings
For external use only.
Flammable, keep away from heat or flame.
Do notuse
¢ inchildrenless than 2 months of age
® onopenskin wounds
When using this product
When using this product keep out of eyes, ears, and mouth. In case of contact with eyes, rinse eyes
thoroughly with water.
Stop use and ask a doctor

Stop use and ask a doctor if irritation or rash occurs.

Keep out of reach of children

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

Directions
® Place enough amount of product on hands to cover all surface. Rub hands until dry.
e Supervise children under 6 years old when using this product to avoid swallowing.

Other Information
e Store between 15-30°C (59-86°F).
e Avoid freezing and excessive heat above 40°C (104°F).

Inactive Ingredients

Acrylates/c10-30 alkyl acrylate crosspolymer, Glycerin, Tocopherol, Triethanolamine, Water.



Package Label/Principal Dis play Panel
NDC 79425-500-01; 500 ml
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KILLING MICROORGANISM CATEGORY: *
Staphylococcus aureus, Candida albicans, Escherichia coli
Drug Facts

Active ingredient
Ethanol 75% (VIV)

Purpose
Antiseptic

BABY BEL-_:GA

ses :
To reduce bacteria on hand
Warnings
For external use only.
Flammable, keep away from heat or flame
Do not use
-in children less than 2 months of age
-on open skin wounds
When using this product Keep out of eyes, ears, and
mouth, In case of contact with eyes, rinse eyes
thoroughly with water,
Stop use and ask a doctor if irritation or rash occur
Keep out of reach of children. If swallowed, get
medical help or contact a Paison Control Center
right away.
Directions
*Place cnnu%n amount of product on hands to cover
all surface. Rub hands until dry
« Supervise children under 6 years old when using this
product to avoid swallowing
Orher informations
Store between 15-30°C (59 - 86°F)
-Avom{reemgandexc(—ssw{:nem above 40°C (104°F) [
Inactive ingredients Acr rylates/C10-30 Alkyl Acrylate
Crosspolymer, Glycerin, Tocopherol, Triethanolamine,
Water.

* The result was verified under experimental conditions

INSTANT HAND SANITISER

WITH 75% ETHANOL & VITAMIN E
NO RINSE REQUIRED

NET:16.9fl.oz. (1.06pt)

BABY BEL-—:GA
MANUFACTURING COMPANY:
ZHONGSHAN TENTOP FINE CHEMICAL CO. LTD
ADDRESS:No.28th Diyuan Road, Jinli Industrial
Zone,Sanjiao Town,Zhongshan City,Guangdong
Province,China
POSTCODE:528445
WEBSITE:www.tentopchem com
BATCH NUMBER AND MANUFACTURING DATE:
See the packing
QUALITY GUARANTEE PERIOD: 2 years

Made In China

4685213404

BABY BELUGA INSTANT HAND SANITIZER

instant hand sanitizer gel

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
ALCOHOL (UNIE: 3K9958 V90M) (ALCOHOL - UNIE3K9958 V90 M)

Inactive Ingredients

Ingredient Name

Item Code (Source)

Basis of Strength
ALCOHOL

NDC:79425-500

Strength
75mL in 100 mL

Strength

CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CROSSLINKED) (UNI: 59 TL3WG5CO)

TROLAMINE (UNI: 903K93S3TK)
GLYCERIN (UNI: PDC6A3C00X)
TO COPHEROL (UNIE: ROZB2556P8)
WATER (UNI: 059 QFOKOOR)

Packaging

# Item Code Package Description

Marketing Start Date Marketing End Date




1 NDC:79425-500-01 500 mL in 1 BOTTLE; Type 0: Nota Combination Product 08/01/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 08/01/2020

Labeler - Zhongshan Tentop Fine Chemical Co., Ltd. (526884146)

Establishment

Name Address ID/FEI Business Operations
Zhongshan Tentop Fine Chemical Co., Ltd. 526884146 manufacture(79425-500)

Revised: 7/2020 Zhongshan Tentop Fine Chemical Co., Ltd.
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