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2) 7|7|'87} m|§Lt0| |4~(aging index) 2¥
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U.S. FEDERAL REGULATORY AUTHORITIESAND TECHINICAL REGULATIONS

Agency

Consumer Product Sate
Commission (CPSC)
0|2 AH|2} 4| Z OFH 9|93

Customs and Border Protection
(CBP)
0= &M 248 2234

Subchapter VI — Cosmetics (sections 361-364)

H A
AYEAHE
ot 4B, o|oFE 3H

Code of Federal Regulations Title 21 (21 CFR)
Environmental Protection Agency

(EPA)
701 COSMETIC LABELING, 710 VOLUNTARY 0= &334
REGISTRATION OF COSMETIC, 720 VOLUNTARY
FILING OF COSMETIC PRODUCT INGREDIENT
COMPOSITION STATEMENTS, 740 COSMETIC

PRODUCT WARNING STATEMENTS

Federal Trade Commission (FTC)

0|2 &% 742 Y23

Food and Drug Administration
(FDA)

i 03 4| | ok

T Hd

2t FO|M "ot XA 7™ United States Department of

Agriculture (USDA)

0= 8%

Ex) California Safe Cosmetics Act (CSCA)
Washington Children’s Safe Product Act

Scope

Product safety, children’s products, child-resistant closures,

soap
&2, oOtsE&E, HIF-

Country of origin (for most imported products, Licensing, and
composition)
M, B

Federal Insecticide, Fungicide, and Rodenticide Act
HSA, A7 A

Unfair trade practices, environmental and product
performance claims

=387, 4oEL

Cosmetics regulations, microbeads, color additives, cosmetic
ingredient regulations, cosmetic packaging and labelling
(including CPSC requirements for cosmetics)

SHEE M4, HE, W71, ST A

Organic claims |7|& 25, S22 4
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AAOMEE & Cosmetics vs OTC

a

Cosmetics (YL EIS}EHE) OTC (H|M% 2fF)

- gt AlE O|%UE B IEEFRI(FD&C *\_ - FD&C B2 o|FE “Ho|= Al Ttk X7, B4,
oM QeSS M, o=l =24E 57 K= = oot 822 =9 Q1ZF A 7|E}
= %o17| $lell... 1Mo B2 AL} S=9| MY =L X 7|50 FeS 0|H
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EX¥ol= 82| E5 02t O[AFZ CIAI| Xt gio] Fofet o= U= 2AUZF
dol5tR &L . L|CH
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= v NS, Zn27 MELAY U Fa v EZREUNY A F4 =82 8H 280y
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Import Alert

Y (Import Alert)Zt
FDAE= YA ZE2| PPE 40| o[l &ALt OHEE 0] Ciot XX Q1 =0l0] HRSHCE 0 FHE
El= 42 =2UZEE (Import Alert) 2
O|tE, AE, 2HEE 20| F 127FK] 4 01| Cish A=2f erdd d=
Il &= FTE5tE 0=2 J—Wl‘—_ﬁ”c%' M (U.S. Customs and Border Protection, CBP)
QM= HE Ad-E T

= MZ5t= o2l MZ=AL
= 0|=0 =5t= 2AH(Importer)
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Import Alert

p=c|H Al g AR (DWPE)E

« Detention Without Physical Examination2| 2FX}

« IS &K A2 HES U MEHO| YAL ™S QUts Ao 2 HEHE|= AL,
=2 Hejo =T MEO0| 7 QEtES & AO|2te= CtE SH7 YHE = 40| DWPE
ZXE E8l| E2|& HA| glo] 9=

« Red List 220| =l 2|At= DWPE &=X| CHA

p=c|™ dA| U= AF(DWPE) =X| 2ot
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=

FX| &AL 2{HEAFSHAppearance of the violation)Ofl CHSH & E 7t
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Import Alert

U.S. FOOD & DRUG
T

+ Home Inspections, Compliance, Enforcement,

Wiarning Letlers

WARNING LETTER

David Cosmetic Co., Ltd.

MARCS-CMS 627408 — MAY 02, 2022

Cantent current as of:

05 2
. Delivery Method: V14 UPS
‘Warning Letters.
Product: Drugs Regulated Productis)
Drugs
Abeut Warning zné Clase Out
Letters
Recipient: Issuing Office:

» Warning Letter : 217l &4

South Korea

Warning Letter 320-22-14

» Import Refusal : 1747l & H|

Diear Mr. Lee:

Your firm is registered as a human drug manufacturer. The U.5. Food and Drug

Administration (FDA) conducted testing of a consumer antiseptic hand rub drug product

(2lso referred to as 2 consumer hand sanitizer), labeled as CALA Advanced Hand Sanitizer - N A I (2 6) VA I ( 1 2 O) OA I (2 8)
Moisturizing with Aloe Vera Extract. Thiz drmg product was manufactured at your facility, I I

David Cosmetic Co., Ltd. at 14 Dodam 8-ro. Seo-gu, Incheon, Republic of Korea, and
distributed in the U.8.

The results of the FDA laborat:
demonstrate that thiz drug produ:

testing of 2 batch of this product in U.5. distribution
nanufactured at your facility is adulterated within the
the FDE&C Act (21 ULS.C. (2)(B)), in that
contamination with the impurity benzene at unacceptable levels demonstrates that the
quality ity is not functioning in accordance with Current Good

meaning of zection 50




FDA OTC ZFA}

0TC SE Al 2% M2 0TC= MM E TF0 XIJ| HE0
RIZAIA ZEAF AJ _IQ.E GMP ==2% ZADI OIF 0 &
(012 AIZO S22 ARISO0 0228 A= A

= FDA ZAL 2 XX AZ0 M= UM 32

0Hel HIZ& X} Jl’é* o0l Ol= &= FDA ZAIE &2
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» FDA Office of Enforcement, Office of Regulatory Affairs

* Columbia University, NYC, NY

» Queens Colleage, Queens, NY
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