ATOBOS BABY AQUA SOOTHING- allantoin gel
1004LABORATORY

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
Active Ingredient: Allantoin 0.5%

INACTIVE INGREDIENT

Inactive Ingredients: Centella Asiatica Extract, Glycerin, Butylene Glycol, Water, Panthenol, Betaine,
Carbomer, Arginine, Caprylyl Glycol, Glyceryl Polyacrylate, Dipotassium Glycyrrhizate,
Caprylhydroxamic Acid, Azadirachta Indica Leaf Extract, Olea Europaea (Olive) Leaf Extract,
Glycyrrhiza Glabra (Licorice) Root Extract, Artemisia Annua Extract, Taraxacum Officinale
(Dandelion) Leaf Extract, Symphytum Officinale Leaf Extract, Helichrysum Arenarium Flower Extract,
Calendula Officinalis Flower Extract, Rhodiola Rosea Root Extract, Rosa Damascena Flower Extract,
Pulsatilla Koreana Extract, Zanthoxylum Piperitum Fruit Extract, Usnea Barbata (Lichen) Extract

PURPOSE

Purpose: Skin Protectant

WARNINGS

Warnings: 1. Stop using the product if the following problems arise while using the product as
continued use could worsen the symptoms; consult with a dermatologist. A. If red spots, swelling,
itchiness, and irritation occur. B. If the above problems occur on the applied area on the skin from direct
sunlight 2. Do not use on areas with wounds, eczema, and dermatitis. 3. Storage and handling
precautions. A. Close the lid after use. B. Do not store in high- temperature or low- temperature and
keep away fromdirect sunlight. 4. Wash off the product if it gets in the eye.

KEEP OUT OF REACH OF CHILDREN
KEEP OUT OF REACH OF CHILDREN

INDICATIONS & USAGE

Indications & Usage: After washing the face & body, dispense an appropriate amount into your palm,
and evenly apply to the entire face and body.

DOSAGE & ADMINISTRATION

Dosage & Administration: Take an adequate amount of this product.

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL



OtE =2 HjjojH| ofFof +E7

- bR E s
algapw &A1 T[S Al AFHH HUG, TH, 14713] 22| 0j7|9] LZHH MEE B2FTH2
4

#4 28E2 BR81 U0 HHAZ0) o 12l AR
B0 AUN7) HE IR YA AHSYT

e YA Ol GEREE MB

BEIRE, SoME, NUAIOIZ, B4, Bl YESY, s |
HIEfRL, )0, 3l 2| TR 3201, SuEAI0 R0, H201M S0I2 B0} B Ao R HEs
UESS2EEAI0IE, JI Y0 SENSNE, AR, ol i sl R b
SASNBEE, B2A0E, ADARE, HUUBAYARE, R ot W e
oAl e e Seiuy L2080 uio| Upsyes !

: ia NSIP AP HEYLT. YL s2ig W3NS 2w oo,
(838388 DA LoiAsE $32250| 2 BRSO 900 8 B 2454 SHRU
OfF A ArBsjM!

1.2(cH80] AT SI0L Hold F U3} S B0
SE0| HEHA YRABUT S| ¥ S4EES B8 ReA
S

2012TALE P EO| 418 SO0 215 WA 6% 2L,

USDA ORGANICE 0|2 5557} =8k
2t fls UB7Ee R chughct

0|2 Rl QUBHE AEY 2AE YR2 22|
017] 0|00 SRBY SHAISD MBS 2 Uglick

ApRAlS FofAFEH

1. SRR ALSO0| CI231 28 ol4i0] Pl 290l NES 23]

SO{0FTID4 A AIS S 40| 9BiED % 12 352 S0P - Mok TURCUE velEI HERISE Aaap)
BEE A AE 3 HE HE, BOE, AHES A £ Q: ; e s axsv g am v sy
Olfeol GIE B L} A4S R 4A DA 98101 5t G 0 52 WHAS 28] 220
olslol = 3% 2. 451 i W, 21 2 e 5 ol ERpA R ey
2 el AGE 54 8 2 3.3 9 HE A9 2oE

o= 192
7h Mg 0= SHEA| DRHS S0} § H Lt JO/2042] 20|
@A W 20| 22 2 CLAR Ex HEO| A2 G 2AZH0|
Fe 200 2 WA 4, oo S0iEkE Hoks &4 ol W 2

s 4Z0p 28 ZTRVR 30| §0| o719 1)
0] HIES HAIITA0|H AFRLE BEAE iy gt i

AHEOIM 2ET AR YR YREU AR
(¥
7ge 2 Yt TR MEeuct ’ﬁs
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=ATOBOS

BABY AQUA
SOOTHING GEL

14 KINDS OF PHYTO-EXTRACTS
10 KINDS OF PHYTO-EXTRACTS - USDA
CENTELLA ASIATICA - ORGANSCAL CULTIVATION

CENTELLA ASIATICA EXTRACT
INSTEAD OF WATER

Centella Asiatica 76.2%
Cydlohexasiloxane 0% PEG 0%
Cyclopentasiloxane 0% Paraben 0%
Artificial Fragrance 0% Mineral 0il 0%

0%

Artificial Dyes 0% Dimethicone

ACTIVE INGREDIENT
Allantain 0.5%

INACTIVE INGREDIENT
Centella Aslatlca Extract, Glycerin, Butylene Glycol, Water,
Betaine, Carbomer, Arginine, Capryiyl Glycol, Glycaryl
c: i Acid,

Azadirachia Indica Leaf Extract, Olea Europaea (Olive) Leal
Extract, Glycyrrhiza Glabra (Licorice) Root Extract, Artemisia
Annua Extract, Taraxacum Officinale (Dandelion) Leaf Extract,
m Officinale Leaf Exiract, Helichrysum Arenarium Flower
Extract, Calendula Officinalis Flower Exiract, Rhudlu\a Rosea
Root Extract, Rosa Dar Flower Exiract, Pulsatlla
Extract. Zanthoxylum Piperitum Fruit Extract. Usnea Barbata
{Lichen) Extract

PURPOSE
Skin Protectant

INDICATIONS & USAGE
Adter washing the face & body, dispense an appropriate amount
Inkar your palm, and evenly apply to the enfire faca and body.

WARNINGS
1. Stop using the product if the following problems arise while using

aceur, B, |f the above problems occur on the applied area on the
skin from direct sunlight 2. Do not use on areas with wounds,
sczema, and dermaliits. 3. Storage and handling precautions. A,
Close the id after uss. B. Do not store in high- tlemperature or low-
femperature and keep away from direct sunlight. 4, Wash off the
produict ifit gats in the eye,

DOSAGE & ADMINISTRATION
Taka an adequate amount of tis product,

1004LABORATORY

202, 11, Choyeon-ro,Busanjin-gu,Busan, Korea
AMARANTH Co.,Ltd.

26, 14beanmgll, Noksansandan 165-r0, Gangseo=gu, Busan,
Korea

CUSTOMER SERVICE : (+82)70-4154-7004

Made in KOREA

ATOBOS BABY AQUA SOOTHING
allantoin gel

Product Information
Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name
Allantoin (UNIL: 3445277G0Z) (ALLANTOIN - UNIL:3445277G0Z)

Inactive Ingredients

Ingredient Name
CENTELLA ASIATICA (UNIL: 7M867G6 T1U)
Glycerin (UNI: PDC6 A3C00X)

Packaging

Item Code (Source)

NDC:69739-070

Basis of Strength Strength

Allantoin

0.8 mg in 160 mL

Strength




# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:69739-070-01 160 mL in 1 CARTON; Type 0: Nota Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date  Marketing End Date
OTC monograph final part347 07/01/2015

Labeler - 1004LABORATORY (689512629)

Registrant - 1004LABORATORY (689512629)

Establishment
Name Address ID/FEI Business Operations
1004LABORATORY 689512629 manufacture(69739-070)

Revised: 7/2015 1004LABORATORY
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