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% Cosmetics Guidance & Regulation
https://www.fda.gov/cosmetics/cosmetics—guidance—regulation
% Cosmetics Laws & Regulations

https://www.fda.gov/cosmetics/cosmetics—guidance—regulation/cosmetics—laws—regulations

% Regulations Related to Cosmetics from Title 21 of the Code of Federal Regulations
(21 CFR)
https://www.fda.gov/cosmetics/cosmeticsaws—regulations/regulations—related—cosmeticstitle—21—code—federal—regulations—21—cfr
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21 CFR Part 1 General Enforcement Regulations
21 CFR Part 2 General Administrative Rulings and Decisions
21 CFR Part 20 Public Information

Requirements for Drugs and Cosmetics --

21 CFR Part 250 Section 250.250
Hexachlorophene

21 CFR Part 700 Subpart A

Cosmetics -- General Provisions
(Section 700.3)

21 CFR Part 700 Subpart B

Requi ‘ i i p
(Sections 70011 Through 700.35) equirements for Specific Cosmetic Products

21 CFR Part 701 Subpart A -

ic Labeling -- | Provisi
(Sections 701.1 Through 701.9) Cosmetic Labeling -- General Provisions

21 CFR Part 701 Subpart B -

(Sections 70110 Through 70119) | ' ackage Form

21 CFR Part 701 Subpart C -

(Sections 701.20 through 70130) | -2eling of Specific Ingredients

Voluntary Registration of Cosmetic Product
Establishments

21 CFR Part 710

Voluntary Filing of Cosmetic Product Ingredient

21 CFR Part 720 and Cosmetic Raw Material Composition
Statements
21 CFR Part 740 Cosmetic Product Warning Statements

O sFgE9] 3o

n]=r FD&C Act(Federal Food, Drug, and Cosmetic Act : 4F A&, oJoFE 4 P&
HelAe © TSR, ot RE HZ, u|g, wigds S = AHdsH] Hall AA9
HI2 ALY ALY BaAY BERstAY HotbAY 7|ef TXsh= 8X9 §&5° oz o]

sha 9e

Definition of Cosmetics

"articles intended to be rubbed, poured, sprinkled, or sprayed on, introduced
into, or otherwise applied to the human body..for cleansing, beautifying,

promoting attractiveness, or altering the appearance" [FD&C Act, sec. 201(i)].
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% Cosmetic Product Category Codes

FF, WEdE

https://www.fda.gov/cosmetics/paper—registration—voluntary—cosmetic—regjstration—progranvcrp/cosmetic—product—category—codes

Oz

Cosmetic Product Category

Y2 VCRP(AIEY 3H

ofel

<> Baby Products

Baby Shampoos
Lotions, Oils, Powders, and Creams
Other Baby Products

<> Bath Preparations

Bath OQils, Tablets, and Salts
Bubble Bath

Bath Capsules

Other Bath Preparations

< Eye Makeup Preparations

Eyebrow Pencil
Eyeliner

Eye Shadow

Eye Lotion

Eye Makeup Remover
Mascara

Other Eye Makeup Preparations

<> Fragrance Preparations

Cologne and Toilet Waters

Perfumes

Powders (dusting and talcum, excluding aftershave talc)
Sachets

Other Fragrance Preparations

<> Hair Preparations (non-coloring)

Hair

Hair Spray (aerosol fixatives)
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Hair Straighteners

Permanent Waves

Rinses (non-coloring)

Shampoos (non-coloring)

Tonics, Dressings, and Other Hair Grooming Aids
Wave Sets

Other Hair Preparations

<> Hair Coloring Preparations

Hair Dyes and Colors (all types requiring caution statements and patch tests)
Hair Tints

Hair Rinses (coloring)

Hair Shampoos (coloring)

Hair Color Sprays (aerosol)

Hair Lighteners with Color

Hair Bleaches

Other Hair Coloring Preparations

< Makeup Preparations (not eye)

Blushers (all types)
Face Powders
Foundations

Leg and Body Paints
Lipstick

Makeup Bases
Rouges

Makeup Fixatives

Other Makeup Preparations

<> Manicuring Preparations

Basecoats and Undercoats
Cuticle Softeners

Nail Creams and Lotions

Nail Extenders

Nail Polish and Enamel

Nail Polish and Enamel Removers

Other Manicuring Preparations

<> Oral Hygiene Products




Ol +5Al F2lAte

- Dentifrices (aerosol, liquid, pastes, and powders)
- Mouthwashes and Breath Fresheners (liquids and sprays)
- Other Oral Hygiene Products
<& Personal Cleanliness
- Bath Soaps and Detergents
- Deodorants (underarm)
- Douches
- Feminine Deodorants
- Other Personal Cleanliness Products
<> Shaving Preparations
- Aftershave Lotion
- Beard Softeners
- Men's Talcum
- Preshave Lotions (all types)
- Shaving Cream (aerosol, brushless, and lather)
- Shaving Soap (cakes, sticks, etc.)
- Other Shaving Preparations
<> Skin Care Preparations (Creams, Lotions, Powders, and Sprays)
- Cleansing (cold creams, cleansing lotions, liquids, and pads)
- Depilatories
- Face and Neck (excluding shaving preparations)
- Body and Hand (excluding shaving preparations)
- Foot Powders and Sprays
- Moisturizing
- Night
- Paste Masks (mud packs)
- Skin Fresheners
- Other Skin Care Preparations
<> Suntan Preparations
- Suntan Gels, Creams, and Liquids
- Indoor Tanning Preparations

- Other Suntan Preparations
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% Is It a Cosmetic, a Drug, or Both? (Or Is It Soap?)
https://www.fda.gov/cosmetics/cosmetics—laws—regulations/it—cosmetic—drug—or—both—or—it—soap
& Al 1 : Antidandruff shampoo
- o F = He[ZtEE M85 820(7] M0 otEEY. HE YA X2H= HE S A
Bt 2L0|0Z OkZQ ZANNMO R H|EUX| AFZL BEEZO|HA| QIQAE0| &
& M| 2 : deodorants that are also antiperspirants,
- 2ok ANH H8 HREERE
& Al 3 : toothpastes that contain fluoride,
- 2 AJ stoE Kok
<& M| 4 : moisturizers and makeup marketed with sun-protection claims
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% Color Additives History

https://www.fda.gov/industry/color—additives/color—additives—history#: ~:text=All%20color%20additives%20required%20to

%20be%20listed%20by certification%20are%20synthetic%200rganic%20dyes %2C%20lakes%2C%200r %20pigments.
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% Color Certification FAQs
https://www.fda.gov/industry/color—certification/color—certification—fags
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% Color Additives Permitted for Use in Cosmetics

https://www.fda.gov/cosmetics/cosmetic—ingredient—names/color—additives—permitted —use—cosmetics

- FDAY) W3] 5 B glokw i AR gid), oF 59 nhel7HMica)ot 2L B
2 B ARA 22T 49
% CFR Title 21: Food and Drugs
PART 73—LISTING OF COLOR ADDITIVES EXEMPT FROM CERTIFICATION

https://www.ecfr.gov/current/title=21/chapter—1/subchapter—A/part=73/subpart-C
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(Colors subject to certification)

Colors exempt from certification)
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O CHS EO|A| “External Use”2| 2|O|=?

- 0] 80l =0|Lt ATz HOU= A
"Externally applied cosmetics” 82 A3t
= o EAED 22 HEME ALY £

X Must | match colors with intended use?

21221 CFR 70.3 (v)].

https://www.fda.gov/industry/color—additives—specific—products/color—additives—and—cosmetics—fact—sheet

(FDA Q15 H 3)7ks wolof oh= st
Color Additives That Are Subject to

AE AL

2 AE)

Certification and Permitted for Use in Cosmetics

Generally

Color Additive Eye Area™* (Includes Exﬁrnal ge ZcrigCCIgg;;itrll?:S ZSIeCCt:iIZ)Fr{l
Lipsticks) se
Eyeliner,
brush—on-brow, eye
Subject to | Subject to | Subject to shadow, mascara,
D&C Black No. 2 e e e lipstick, blushers 74.2052
Limitations Limitations Limitations
&rouge, makeup
&foundation, nail
enamel
D&C Black No. 3 Sl.lbj.ect. © | No Slllbj.ect' to | Eyeliner, eye shadow, 74,2053
Limitations Limitations | mascara, face powder
FD&C Blue No. 1 Eise also Al yeg Yes 74.2101
D&C Blue No. 4 No No Yes 74.2104
D&C Brown No. 1 No No Yes 74.2151
FD&C Green No. 3 No Yes Yes 74.2203
D&C Green No. 5 Yes Yes Yes 74.2205
D&C Green No. 6 No No Yes 74.2206
D&C Green No. 8 No No Subject to | 1, 74.2208
Limitations
D&C Orange No. 4 No No Yes 74.2254
Subiect o Mouthwashes,
D&C Orange No. 5 No oject Yes dentifrices; <5% for 74.2255
Limitations .
lipsticks
D&C Orange No. 10 No No Yes 74.2260
Dé&C Orange No. 11 No No Yes 74.2261
FD&C Red No. 4 No No Yes 74.2304
D&C Red No. 6 No Yes Yes 74.2306
D&C Red No. 7 No Yes Yes 74.2307

_12_
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Ly External Specific Limitations 21 CFR

Color Additive Eye Area*™* (Includes U and Comments Section

Lipsticks) se
D&C Red No. 17 No No Yes 74.2317
D&C Red No. 21 No Yes Yes 74.2321
D&C Red No. 22 No Yes Yes 74.2322
D&C Red No. 27 No Yes Yes 74.2327
D&C Red No. 28 No Yes Yes 74.2328
D&C Red No. 30 No Yes Yes 74.2330
D&C Red No. 31 No No Yes 74.2331
Subiect o Lipstick
D&C Red No. 33 No L ject Yes products < 3%; 74.2333
imitations -
mouthwash, dentrifices
D&C Red No. 34 No No Yes 74.2334
D&C Red No. 36 No i‘?bl.e“. 01 Yes Lipstick 74.2336
imitations products <3%
FD&C Red No. 40 Efje also Al y ¢ Yes 74.2340
D&C Violet No. 2 No No Yes 74.2602
Ext. D&C Violet No. 2 | No No Yes 74.2602a
FD&C Yellow No. 5 Efe also AL}y o Yes 74.2705
FD&C Yellow No. 6 No Yes Yes 74.2706
D&C Yellow No. 7 No No Yes 74.2707
Ext. D&C

Yellow No. 7 No No Yes 74.2707a
D&C Yellow No. 8 No No Yes 74.2708
D&C Yellow No. 10 No Yes Yes 74.2710
D&C Yellow No. 11 No No Yes 742711

* Includes straight colors and lakes

** Excludes lakes except where noted. Only aluminum lakes on alumina are permitted for

designated lakes.

% &2 1 21 CFR Part 74 Subpart C—Cosmetics and 21 CFR Part 82 Subparts B, C, and D

https://www.ecfr.gov/current/title=21/part=74

https://www.ecfr.gcov/current/title-21/chapter—I/subchapter—A/part—82

_13_
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Color Additives That Are Exempt from Certification and Permitted for Use in Cosmetics

Generally e e
Color Additive Eye Area (Includes Rl Srccific Limitations 2 C.FR
o Use and Comments Section
Lipsticks)
Aluminum powder Yes No Yes 73.2645
Annatto Yes Yes Yes 73.2030
Bismuth citrate No No ?ub]ec'F | Hair on the scalp 73.2110
imitations
Bismuth oxychloride Yes Yes Yes 73.2162
Bronze powder Yes Yes Yes 73.2646
Caramel Yes Yes Yes 73.2085
Carmine Yes Yes Yes 73.2087
B —Carotene Yes Yes Yes 73.2095
Chromium Yes No Yes 73.2326
hydroxide green
Chromium oxide greens | Yes No Yes 73.2327
Copper powder Yes Yes Yes 73.2647
Dihydroxyacetone No No ?ub]ec'F to | For use InTannmng | 4g 55
imitations | preparations
Disodium Subject  to
EDTA-copper No No limitations Shampoos 73.2120
Ferric ammonium Yes No Yes 73.2298
ferrocyanide
Ferric ferrocyanide Yes No Yes 73.2299
Guaiazulene No No Yes 73.2180
Guanine Yes Yes Yes 73.2329
Henna No No ISub]ecF | Hair on the scalp 73.2190
imitations
Iron oxides Yes Yes Yes 73.2250
Subject to | Hair on the scalp; <
Lead acetate No No limitations | 0.6% lead 73.2396
Externally applied facial
makeup and nail polish;
Lgmmescmt No No S.ub.]ec'.c to PThe' amount of 73.2995
zinc sulfide limitations luminescent zinc
sulfide in facial
makeup  preparations

_14_
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Genclly External | Specific Limitations 21 CFR
Color Additive Eye Area (Includes )
. Use and Comments Section
Lipsticks)
shall not exceed 10
percent by weight of
the final product.
»Facial makeup
preparations
containing luminescent
zinc sulfide are
intended for use only
on limited, infrequent
occasions, e.g.,
Halloween, and not
for regular or daily
use.
Manganese violet Yes Yes Yes 73.2775
Mica Yes Yes Yes 73.2496
Potassium sodium
copper chlorophyllin ) () No Subject 0| 1y iifrices: <0.1% 73.2125
(chlorophyllin—copper limitations
complex)
Pyrophyllite No No Yes 73.2400
Silver No No ?ub]eq to Fingernail polish; <1% | 73.2500
imitations
Titanium dioxide Yes Yes Yes 73.2575
Ultramarines Yes No Yes 73.27725
Zinc oxide Yes Yes Yes 73.2991
% &2 © 21 CFR Part 73 Subpart C—Cosmetics

https://www.ecfr.gov/current/title—21/chapter—1/subchapter—A/part—73/subpart—C
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- & 59, FD&C Yellow No. 5FD&C 34 5 ©)% g2 Egb&(Tartrazine)©] FDAZ
HE ¢lzure o], ol YWtz oz FpAEo| thgh Algo] s]7tEe] 9. =Lt
FDAZEE #jz] ¢1Z(Batch Certification)& ¥z & gl2Ezbde FD&C 4 5
S Al ARESHAY WA EIIA

i1
QEue Mao MY A4C) WE EE 93 A4 HAl] AEE E Hogg

H:l

Ald

- FDA Q1% oY MAE #ix] dFS T2 AT ARES|oF g [FD&C Act, Section
721(@)(1)(A)]
CIl(Color Index) == E 1§ FDA Q1=2g 9u|slx] gkomg FoJst A

o1Z thAte] MAE ot wi= 2l I FDA ¢1Z certificateS SHQISH A
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CFR 70.25]
- AMg Aol MAao] AEE ERls & A

A il
Color.Cert@fda.hhs.gov) 2 Agsl s A MA QlF 24 SH=Alol disi &
A% & 9
X% Color Additives and Cosmetics: Fact Sheet

https://www.fda.gov/Forlndustry/ColorAdditives/ColorAdditivesinSpecificProducts/I
nCosmetics/ucm110032.htm
% Color Additives

https://www.fda.gov/industry/color—additives

% Color Certification Reports

https://www.fda.gov/industry/color—certification/color—certification—reports

% Companies Requesting Color Certification Within the Last Two Years

https://www.fda.gov/industry/color—certification/companies—requesting—color—certification—within—last—two—years

O sgEe 2ha
- FDAE © 4w A&, ook 9 SPAE W (Federal Food, Drug, and Cosmetic Act :
FD&C Act)t @ 54 24 2Pl (Fair Packaging and Labeling Act: FP&L Act), ©]
T 7HA ®E stoll AlEe] 2hdEe ARt
% 21 CFR Part 701 Subpart A - (Sections 701.1 Through 701.9) Cosmetic Labeling

—— General Provisions

https://www.ecfr.gov/current/title=21/part=701/subpart—-a
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% Fair Packaging and Labeling Act : TITLE 15 - COMMERCE AND TRADE :

CHAPTER 39 - FAIR PACKAGING AND LABELING PROGRAM

https://wayback.archive—it.org/7993/20170722051950/https: /www.fda.gov/Regulatorylnformation/LawsEnforcedbyFDA/ucm148722.htm

- W4t 2o FDAoA ®71sE Cosmetic Labeling Guidegs &afl AlFAQ0 S7ARMS =

S A o
?JOE]_—I—C})J\—E'

% Cosmetics Labeling Guide

https://www.fda.gov/cosmetics/cosmetics—labeling—regulations/cosmetics—labeling—guide

nj=o] 2l FA| [fANAE Lv[Rt|A 7FY WA Foll He ] HMHEES Principle
Display &, FQBEAE. 2|11 240 AHAR 9o] HE WS Information Panel &, %
HAFHOZ FHoY Q1S

% 21 CFR §701.10 Principal display panel
https://www.ecfr.eov/cgi—bin/text—idx?SID=a53c7524bda1825b730aa523f754574b&
mc=true&node=se21.7.701 110&ren=div8
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role 12 23] JEATHE =27
—E: ARES7] diell ml=ll Este AlE

Ne 24 T SFo|E AR 71111540101:

W&ol digt 22 A710& Agte] =, xﬂ%o FABAIE WA o] 521%] ofstd
8% 1/16%12] o4, 50l 25812 Atold ¢ 1/831%] o4, 25614 100912 Ato]d
A9 3/16%914], 100°Jx1§ d& 7ol 1/4R17] o]4fe] &o] 2xt& H7Idlof o

% 21CFR §701.13  Declaration of net quantity of contents.

https://www.ecfr.gov/cgi—bin/text—idx?SID=a53c7524bda1825b730aa523f754574b&
mc=true&node=se21.7.701 113&rgn=div8
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HE 71dE A1, sliE AEel ofF Al AxEHALL, oAH JAE F9 FEEHE

AJA]) “Manufactured for _ 7, “Distributed by 7

% 21CFR §701.12 : Name and place of business of manufacturer, packer, or

distributor

https://www.ecfr.gov/cgi—bin/retrieve ECFR ?ep=&SID=87c6333a8796a89728d1755¢ea

Ta5eflb&me=true&n=pt21.7.701&r=PART &ty=HTMIL#se21.7.701 112

- AE B, YatA] =7HE BEEA] 37 ofofF oF
%!

DR A9, 21 CFR 74001 9o} AF FFEE WA |A=olo} st 278
o

©

21785t Sl AE E°l, 74871 A& (Cosmetics in self—pressurized containers)
epllo] FiEFE FolE HIEA] B7|SfoF o

% 21CFR PART 740—COSMETIC PRODUCT WARNING STATEMENTS
https://www.ecfr.gov/cgi—bin/text—idx?SID=a53c7524bda1825b730aa523t754574b&
mc=true&node=pt21.7.740&rgn=div5
- AR BE Ve 3 2 2PEHHEP&L Acoll o3 oRH oz mr|Eojof s
gmom, suldel Buls BHez ol sPIEClT H&H. FDACA W
Cosmetic Labeling Guideo] W2m, AE 220 Iz} 97]& 1/16917] o]Ato]xl, qheF
xx; WAool 12 P Q1] olstd A-oll= 1/3291%] olfoz m7|sjoF & & BA
< = sPFEERIQ! PCPColA st Q= INCIEAH o=
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https://www.personalcarecouncil.org/resources/inci/
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- dFelA BAHE e 9A gk 4Rol FRHUS A9, FDAC] ] we 7]
o MW gl 4R BEeld AT & 9L o] A HE JB B2 o

o]o] “and other ingredients"® 7]|AjolH H
21CFR PART 701—COSMETIC LABELING § 701.3 Designation of ingredients.
https://www.ecfr.gov/cgi—bin/text—idx?SID=a53c7524bda1825b730aa523f754574b&
mc=true&node=se21.7.701 13&rgn=div8

s - A0
- A Ee AA AdYAe] 9d= mdvAY AAe 2 H Vs #A &2 FEAR
OE 59 &6 B XY 4 glow, ot meo] wUld AEs2 B2 BF =

OTC Drugi R

FE 7HM W QHE|00]E ME 2 D|=0M 2HEEFQ17IR? 2[AF7tR?

P AMRISE O IEXe=Z HO|A 37| {2 MBS2 YEHEC=Z StEF0 SHUCh oE S0,
B&2 08X ZFH|Me L=0|7| IjZ0, thed| TRE HESHA St AT E 2HRI0|Lt
FE2 =0 @ HA ot7| Qe MEol2tH OA2 HEFo siEetLch
OREZEX 2 =3t Y2 (signs of aging)E HF0 =0 & = dt3f= HOo|AYO|Lt 'ZE2t0o|H
(primers)' = 2tEE0| SHE gL Ct.

JdiLp mRet 22 MMl FxY 7|80 d¥S DXls ME2 220 IS FHE 29

Fo|U M=2= o[=7|7|7t =|7| = ghLfot.

Jd2fA o2 £0f ==& X AH(remove wrinkles)Lt 2ol L2 M-H2 Z7t(increase the skin's
production of collagen)A|7|7| @[3t MZ0|2tH 9|tZF E= 2= (7|0 sHEeLICt

X Wrinkle Treatments and Other Anti-aging Products

https://www.fda.gov/cosmetics/cosmetic—products/wrinkle—treatments—and—other—anti—aging—products
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— “Warning letter’&F ¥%9] public information®|2t1l HH FE=d] FDA WALo|Eo] &2t
7, AR Fole AEAEACl i X7 30

- AA7F FDARR ¥ Warning letterS 27 Hotd, A& 23,
AHeE MRS Aol 3. o|dst P zeHdoz ot

- -

0] O
Pr =]

- "Warning letter” & W2 Al£4oM Ax3E AlFol disird= S84 (detention) ! F
T E5(refusa) = o]of& 4= 9l

% Warning letters

tlo

https://www.fda.gov/ICECI/EnforcementActions/WarningLetters/default.htm
% Warning Letters Related to Cosmetics

https://www.fda.gov/cosmetics/cosmetics—compliance—enforcement/warning—letters—related—cosmetics

% Warning Letters Address Drug Claims Made for Products Marketed as Cosmetics

https://www.fda.gov/cosmetics/warning—letters—related—cosmetics/warning—letters—a

ddress—drug—claims—made—products—marketed—cosmetics
- FDARRE “Warning letter’ & %2 3PFE9 G587 A £ AHEE AHEH o
7 28

<2016'3> Unapproved New Drug Claim
- & YALOIEO| MO EA|ZD : "Removes Wrinkles Instantly”
- HE EE BEAED
o Sea Fennel Stem Cell : "The Sea Fennel Stem Cell has the effect of
lightening the skin...”
o "Test using a 0.5% concentration of the culture have shown clear reduction of
uneven pigmentation and obvious lightening the skin”

o "This marine ingredient offers protection against UVB induced free radicals”

<20179 > Medical Device Sold as a Cosmetic

_2’]_



0= FEAl F20A

o2

- "Automate Micro-Needling (also known as Collagen Induction Therapy of CIT) is
a new innovation in aesthetic medicine for treatment of the appearance of fine
lines, acne scars and the improvement of the skin's texture, tone and color.
During tis procedure, the Eclipse MicroPen is used to create controlled
micro-injuries to the skin in order to aid in the production of collagen and
elastin. The skin's repair process results in a thicker epidermis with a softer
appearance of wrinkles. MicroPen Elite also creates micro-channles which allow
topical gles, creams and serums to be absorbed more effectively, engancin the

effects in deeper layers of the skin”

<2018 >
- Of2) ME2 2HEFL= TONE|RUXT, Ch2el Al S o
Rapha Remedy is a strong salve for treatment of symptoms of :
Eczema and Rocacea
Creaked, Dry and itching Skin

Chicken Pox, Shingles and Psoriasis

<2019'4> Violation Examples : Facial Moisturizing Cream
- "Formulated with..SPF containing oils, it provides natural..sun protection...”
- "Provide Natural and Mild Sun Protection”
On the product page for Restore & Revive Cream PLUS :
- "An amazing product for a vast variety of skin ailments, such as : Eczema,
..Wounds, ... Rashes ... including Diapers Rashies, Psoriasis, Cracked Lips, irritated

and/or lItchy Skin, Burns, Acne, Rosacea, ..and More!

<2019 >

- Provide safe, effective, chemical free, broad spectrum UVA-UVB protection for all
ages...

- These minimize [Zine Oxide and Titanium Dioxdelprovide a physical barrier,
reflecting and scattering damaging UVB and UVA rays before they reach your
skin...”

- equivalent to 30+ SPF...

_22_




0|2 £EA Fo|Ag e EY e

- 741 M3 Warning letter)oll oigh g

HEQ kg2 e ol Sl=

i
_>|‘l_'4
rlr

O
°)
Ao
o
N
lo
.=
ik
ko
>,
=)
H
ro,
el
AN
N
Y
e

- FDAC] H¥S st7] Hof, 99 npgdde] AEY S8 Algto] IeA(HE2 15 &
F) gelgt &, A RAo 2 xobS A4

- FDA letterol A A|71%H #9tAls sliasty] 9 A4S Age A
Warning lettero]]l 213 3SAlstA Hed HE2 FDA A|HAREA(district  office) L}
CDER(9]oF2% 711 7AE] © Center for Drug Evaluation and Research)ol] shH .
o' ZHeol= FDASE FTC(AWANHLS] : Federal Trade Commission)®] joint
letterE HY o7} & £k 2 WY HsiHd, 34 "HHS 5h7] ol &l

FDA d=tx 2 HoE & &+ S

O shgEolAel Maaa, masts 41

- Bl% FDA AolEolHE "SHE SIAE ehistn AEsHA ehilo] R AES Alust
T, 37 ARE AR 9T AT ARl g gEs A2 Ade] Ahaka P
T g EY WA AW AYAGE Avle A G4 95 BYoR BFEG

- ul= oPgE HollA Astka e HieeAl e of 1154

ol AEE2 BT FDACA AAlz AbS] HA hshA] ofttal AR AEH

% Prohibited & Restricted Ingredients in Cosmetics
https://www.fda.gov/cosmetics/cosmetics—laws—regulations/prohibited—restricted —ingredients—cosmetics
Al=ro] o Hieta Al AE =5
Ry H] 2
. The wuse of bithionol is prohibited because it may cause
Bithionol o
photocontact sensitization (21 CFR 700.11).
The use of chlorofluorocarbon propellants in cosmetic aerosol
Chlorofluorocarbon . . . o
lants products intended for domestic consumption is prohibited (21
rope .
prop CFR 700.23).
The wuse of chloroform in cosmetic products is prohibited
because it causes cancer in animals and is likely to be harmful
Chloroform. . .
to human health, too. The regulation makes an exception for
residual amounts from its use as a processing solvent during
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manufacture, or as a byproduct from the synthesis of an

ingredient (21 CFR 700.18).

Halogenated
salicylanilides (di-, tri—,
metabromsalan and
tetrachlorosalicylanilide).

These are prohibited in cosmetic products because they may
cause serious skin disorders (21 CFR 700.15).

Hexachlorophene.

Because of its toxic effect and ability to penetrate human skin,
hexachlorophene (HCP) may be used only when no other
preservative has been shown to be as effective. The HCP
concentration in a cosmetic may not exceed 0.1 percent, and it
may not be used in cosmetics that are applied to mucous
membranes, such as the lips (21 CFR 250.250).

Mercury compounds.

Mercury compounds are readily absorbed through the skin on
topical application and tend to accumulate in the body. They
may cause allergic reactions, skin irritation, or neurotoxic
problems. The use of mercury compounds in cosmetics is
limited to eye area products at no more than 65 parts per
million (0.0065 percent) of mercury calculated as the metal
and is permitted only if no other effective and safe preservative
All

adulterated and subject to regulatory action unless it occurs in

is available. other cosmetics containing mercury are
a trace amount of less than 1 part per million (0.0001
percent) calculated as the metal and its presence is unavoidable
under conditions of good manufacturing practice (21 CFR

700.13).

Methylene chloride.

It causes cancer in animals and is likely to be harmful to
human health, too (21 CFR 700.19).

Prohibited cattle
materials.

To protect against bovine spongiform encephalopathy (BSE),
also known as "mad cow disease," cosmetics may not be
manufactured from, processed with, or otherwise contain,
prohibited cattle materials. These materials include specified
risk materials®, material from nonambulatory cattle, material
from cattle not inspected and passed, or mechanically separated
beef. Prohibited cattle materials do not include tallow that
contains no more than 0.15 percent insoluble impurities, tallow
derivatives, and hides and hide—derived products, and milk and

milk products®** (21 CFR 700.27).

Sunscreens in cosmetics.

Use of the term "sunscreen” or similar sun protection wording
in a product's labeling generally causes the product to be
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subject to regulation as a drug or a drug/cosmetic, depending
on the claims. However, sunscreen ingredients may also be
used in some cosmetic products to protect the products’ color.
The labelling must also state why the sunscreen ingredient is
used, for example, "Contains a sunscreen to protect product
color." If this explanation isn't present, the product may be
subject to regulation as a drug (21 CFR 700.35). For more
information on sunscreens, refer to Tanning Products.

Vinyl chloride.

The use of vinyl chloride is prohibited as an ingredient of
aerosol products, because it causes cancer and other health
problems (21 CFR 700.14).

Zirconium-—containing
complexes.

The use of zirconium—containing complexes in aerosol cosmetic
products is prohibited because of their toxic effect on lungs of
animals, as well as the formation of granulomas in human

skin (21 CFR 700.16).

- Jeht, SRt A9 AN AR 1030Fe] dom, obiel, F%F, fetiol 5
of] uetld Agstn g fHel SHE WMEFA AR BT 1300 Fol ¥k
ol MigEA BEo] 52wl g

% 49 3PFE Wit (Regulation (EC) No 1223/2009) &

- a3y,

https://eur—lex.europa.eu/legal—content/EN/ALL/?uri=CELEX%3A32009R 1223

4 SFgE HatollA vieh= A (Annex 1), ¥i®ete(Annex 1) & =5

https://ec.europa.eu/growth/tools—databases/cosing/index.cfm?fuseaction=ref_data.annexes_v2
Hl=o] EEE PEES ul=HAA AR oF 1159 WidaA AR Yol
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HietaA] A a7t Bot Kol AY

oA SCCS(EU A B[R 8 8] (Scientific Committee on Consumer Safety) 2]
A WS Bl sk erkn ARel W YEE fAAWNULY AES Bl
9 3E Ao sidaA g AE(EU Regulation Annex Dol 7157 % 9

7Net Ak
- WA Ul WEY SR A} SR o] ¢
= st FAolut 27e gle. et FDA UAtol
of QraAel et AL Aok gy ety Bxsky S

% Cosmetics Labeling

71@H(Expiration Date)= ZE7|ot:

Ade SHE e A AE

lm of

https://www.fda.gov/cosmetics/cosmetics—labeling

% Shelf Life and Expiration Dating of Cosmetics

https://www.fda.gov/cosmetics/cosmetics—labeling/shelf-life-—and —expiration—dating—cosmetics
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Drug definition (for all drugs, OTC and Prescription)

or function of the body

Articles intended for use in the diagnosis, cure, mitigation, treatment, or

prevention of disease in man [people]; articles intended to affect the structure

- OJofEol= ‘AW oJoFE(Prescription Drugs)”¥ “HIHW  o]oFE(Over—the—Counter

(Monographed) Drugs)”©] S+
Over the counter drug, OTC Drug, monographed drug, OTC moonograph drug, HIX& 9J2FE,
ooty & Z2 on[g
- jFeln SeREoR WIS WA H 2eldlel dRE “mRel s EE T, olEE,
HE, 54 Ex 05 d4359 Amet #AE 2 B, w31 2] 811" Fo] &

O wlFel gorEe Aushr] ainL?
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- 5 7 ®Ale i g x(Monograph)/#|E & (Final Order) A<
% OTC Drug Review Process | OTC Drug Monographs
https://www.fda.gov/drugs/otc—drug—review—process—otc—drug—monographs
o] A2 AFE AN B @A, ANEAQ B4 dEe 545t FDA ¢
sl GRASEE S5ttt 7hd A4, mehd AR Al 5<lo] B asHA]

U S HEo] A $42E ARk

oFr O
e =

New Drug Application
Alo} A1H

Drug product-specific

Not generally recognized as safe and
effective

Pre-market approval

Fees to Submit and Maintain Application
Prescription and Over-the-Counter

oJokE - S0|H
GRASE(YHIH o= otdslm

BENHOF AKX =
AR A[® Z01(PMA)
LM HE 2 R0l IIE =2
%4} oJokE U AUBIO|9k=(0TC)

z4)7t okd

Monograph/Final Order
EO=/EE HH

Active ingredient-specific

Generally Recognized as Safe and
Effective (GRASE)

No pre-market approval

Annual Fees for certain establishments
Over-the-Counter (OTC)

2d d= - 5015
GRASE(YEHH o = Qkd 5t
BNHOZ O{ AKX = )
AFRH Al £210] OF

53 Aldofl ci2t Azt s2
OTC(2HI2JOKE)

& GRASE

OIAL, SfAL AHIAL MY HESZ FdE FDAC A2 HE IfE2 1970800 OTC MZof e
el 4 dEo Wty 2AHE HESHY offiel €2 37kA| FHH 22 ERFE

GRASE
Category I ot oz OHMSIL REot Aoz QFE
Ol 422 %5 monographdf| Z&HE ZH
not GRASE
GRASEZ} Ot &
Category I bord s L -
%|Z monograph0ff Z&E|X| %S ZO0|L},
monograph?t X|& Z™E M7tX|&= A% moj 7tsd
Category I insufficient data available to determine if GRASE
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GRASE 0|2 E TLH5H7|0f BRI 258
GRASE ZHE2 Rlet S53t 2H7t L2 WItK|& AL mof 7tsgt

X A=
https://www.fda.gov/media/98269/download

O OTC Drug®?
— u]=roflA] OTC Drug(Over—the—Counter Drug : QWre|eFE T = H|AH) oJekE) 2 A4f
A glo] 4yt giFo] AR 4 e HASkL faA e YofEd
- "= A= oF 800719 F8e FaAdws ESbste] 109he] 7o) URtojoRFoe] AlE
jo
% =]
— et AAAARAD, AL AAEA, vl 4FEF, EE AlE, Astringent 8Y7F Sl Skin

Protectant(Salicylic acid7} 017t Al¥)= vl=oA= OTC Druge &+4

O

Gy

< Rulemaking History for OTC Sunscreen Drug Products

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over—the
—CounterOTCDrugs/StatusofOTCRulemakings/ucm072134.htm

< Rulemaking History for OTC Dandruff, Seborrheic, Dermatitis and Psoriasis
Drug Products

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over—the
—CounterOTCDrugs/StatusofOTCRulemakings/ucm070909.htm

< Rulemaking History for OTC Antiperspirant Drug Products
https://www.fda.gcov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over—t
he—CounterOTCDrugs/StatusofOTCRulemakings/ucm070826.htm

< Rulemaking History for OTC Acne Drug Products
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over—the
—CounterOTCDrugs/StatusofOTCRulemakings/ucm069967. htm

_29_



NENEYY

-
T

oA

]

o2

<> Rulemaking History for OTC Skin Protectant Drug Products

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over—the
—CounterOTCDrugs/StatusofOTCRulemakings/ucm070833.htm |

utetof sio, RLTejxE m=x] e

o]

749 "R 72 X (monograph)'E

=
oJoFz el Ao NDA HAZ2 Ed FDAS AT A 3712 whojo} ot
- ol Eid# o= OTC Drug AZo] dvbaor SHisty gyt e ZAer 3
il BARAIY HA FEE Sk 0] F4H] =
Q : Ateld XEHHE CHE LEfME Aol =tEEF22 2RFEEH, 0l=0AMs ol 2AFLE o
M AS LI
A : FDAZ} Xt XEHHE o[fF2 2 #Msts Olfe Ateld XA d=20) 28 =lds oY
St mF ¢ flddE HaAZ & UALtD 27| HEYLICh T2t FDAE §73 AH 0| et
Apelid KHEEA|7F SatElD HZEED ES =Y As 27U
SYEDL AAZS B= J[sES TG MEF2 AISO0ITM SA| FEe Aoz HF
0 & MK 2 255 SSO{0FR gLt
ojgiet AtHel OAZE= Ateld AHE 2 d2& Zests Moo= o0 olda EAE0Q|
A UL Lot OFFH(EE) A, HE YA ofF £&2= MY HiF, ZotdN HEEE
S0| 2HYZO0[THAM SA0 2fFel LEHol L0 st
O 2] HAdA] Rieds s|AEd]
- AAAEA] RTej o] JAbs wig- Al Batet
- 19999 g ReTemrt TRESIoY WA A oot AZlE & Havt folE U=
= AF7HA] & g i IaEE FHo| gl
- I8y ATl diFe] e 27171 Slsl & Bast AlEel”] HEol FDAE #F
JAxrtA o] wufjo] et A AFES B gt = AEHoR fash RETdx
7F BARt= Esta IR fa d7 9w 2748 585 gd AY
- frd" Rhdsizel= Wi FDAE 20119 2HF =iy 8748 ¢4sta CFR

201.3279] o]& A&E3519S
% CFR Sec. 201.327 Over—the—counter sunscreen drug products; required labeling
based on effectiveness testing

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=201.327

- O F7lA g9 AAgEE fE dEscl 19999 Riddmols 2wl A ¢k
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02 £5A FolAE ey E e

=, ololl Histe] AFAANAE FAE A7k, ol ddo] 20143 oJ3]ofA <]
AZpAA 4 (SIA) o] FahE A

— o] H¢to] HRE7] M FDA+= FE LA A Aol gt dE A9 HRrE 13¢
A \FA A olol wek obrel, F¥ 5 AAl 4
FDAS] F<Qlo] ol wl=olA TWujEZz] 3. o]F Hry X3t et thEwo] 2014
| 119 269 FDAS] OTC A Al $9& 7H&E3lste Ao abdAl g4l
' (Sunscreen Innovation Act)S 5. o|AS 7|E9] AL HdxtdA A& HE 92 <l
S|7F = ZHESket = A7 F7 dHHol

- ZAAArA] FAHGIA)S A & 5E ¢l = 20199 11 2694712 2E Are]dat
HA Rt daE As Yok

- ALAxrAA] QAHEIA) S Aoz IS 20199 29 269 FDAE 32 A
(proposed rule)< WHESIGom 1 Axt 1999¢ 2E Hil-TJmrt titfdo=z /=SS

- 2020¥9]] CARES Act 2 QI8 OTC Rz /o] zfH3}IE N

- CARES Act 9] section 3854= <lof| ZreldabatAl] S4IR (SIA)-S 20200 99 30ol =
& HZ] (sunset) = A=

- 20219 99 24 FDA= A4 atgAle] 24, kg 9 8% AS 52 o= A4
A deemed final order(Z, HE7EHE)-S FDA Ao Ed AA 5SS

- &% FDAE OTC A& adA FET9h8E 18 2 A5 g proposed
order(%, ¥%@ ZHx FDA @Ate|Eo] AAISHI=

S A o
91 @ 5 Ue

rE

Regulatory History for OTC Sunscreen Drugs:
Abbreviated Timeline

Sunscreen CARES Act
Innovation
Act OTC Monograph Reform

2014 4020

1999 2011 2011 2018 2019
Stayed Final Labeling Draft Enforcement Enforcement  Proposed Rule
Monograph & Testing Policy guidance issued Policy guidance
Final Rule finalized
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¥ 2tz @ OTC Monograph Reform: OTC Sunscreen Drugs
https://www.youtube.com/watch?v=3p5dd9XF4al

O AAAATA 2pay B4 A

- A9 AHA o] WEA FoIsolof She A B4 AL eI 2

=

- NDA(HISF 417%) = ANDA(SFA] AlefilA) o2 Algte= 24 2gdA|7) ofd

H& (Final Order)oll olsf A Rz z AgEe AlFol det 24 s

=0 E=

%
o

REN, REYH F=
EFAA:
S|ALOIE % F

SPF, 44, &

HRE AHE

SPF, Water Manufacturer,
Statement of Resistance, and Net Quantity of Distributor, or
Identity Broad Spectrum Contents Packer: corporate
Declarations

name and address

Domestic U.S.
phone number or
mailing address for Lot Number
serious adverse
event reporting

Expiration Date Drug Facts Panel

XE g4 EEOHE g

- AE AT, Z SOI T 7Es] WA, GBS AlEat ¥R
- AE AEgelE WA ok ARge] EgElo] lofof
SRS DR NEICRE LS
Ayt orelsld WE EE 29 ol 2§
BIoF of | AEo] oloREe] BFBolebd, Aol gl Aoetu, oelshy WE
L F8 o5d gL o] HA BA
- A9l ABAL SOIIE AEF)e] e
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O $ZA| FolAlst ererg= s

- 9| a Al 7|28 MR, #2 SHAR, w7129 viegH Pttt JHiE
7] =] ofof &
- ghlo A 7HE o] Hi " AE| AFSSHe ARG ) 7|2 Hr]wojof gt

| 2. SPF X|#, LM, HEC AHEH
- 223 A E @A 2F W (final order) Stoll FAIEIL Q. AplAAEA 2pES gt
EA 2% g (final order)ol WA Ald Axfell ofs AHold AL A 2]=gh(SPF)
& mgr &
% US FDA Over—the—Counter Monograph M020 :

Sunscreen Drug Products for Over—the—Counter Human Use(Posted September 24, 2021)

https://www.accessdata.fda.gov/drugsatfda docs/omuf/OTCMonograph M020—SunscreenDrugProduct
sforOTCHumanUse09242021.pdf

— SPF 5_1—1_7] —},\—i]oﬂ mo]— ]/\EaL q_o_ﬂ"_ 7]_0

-+ 19994 9] Final monograph (& Rk I)E= 30+ 7HA9 £7]SE 58519
- 20119 2P qi7gol ARSHENS BAl A A ot TEEHTEA o] BV|E 50+

M 859
- 20199 2] At (proposed rule)ellA= 60+7kA] ®717} 51-8EH SIS, T1#Y EA
AA| SPF 2= 808 20 4 glote M2 2740] #A4=HA=
% FDA advances new proposed regulation to make sure that sunscreens are safe
and effective

https://www.fda.gov/news—events/press—announcements/fda—advances—new—proposed—reg

ulation—make—sure—sunscreens—are—safe—and—effective
2021 ¥ E proposed order(%, WE AehHel EAUNE W& FDAZF 2019

proposed rule (£, 2019 FAAADAA BESE AT} AFAA} SA3]

Q : 2021H0| HHE proposed order(%F, B X ¢he| L2 FA0|H AX L= ELIt?

A : proposed order2 FDAOIAM =g & W7HA| ERE[X| ZELCH X 2edi|s =2 LLIOL
proposed order0| HHRUE LHES FDAZ 2019 proposed rule (5, 2019 &G eho|AM &
HOH A Atd Y Aol SLRLILY.

proposed order(%, BEHCHel MFE WHES Tt 25U T

® +Hd (GRASE)
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0= FEAl F20A

02l 122 25 = Zinc oxide?t Titanium oxide= GRASEE ZHFE L|CH

ezl 22 2FE PABAQ Trolamine Salicylate= %[&F R defZo| W UZLEH 180
2 O|LHOf| A[EOIM MES E==oHoF FLCt.

Z 127§0|04, FDAZt GRASEZ} ofL|2t A=

£
= T UASLICL

7t 2| 322 Y 2RE gdd9=

o
AZ HAS LY MK A|Zto] LHop 9
GRASE State

Category |: GRASE
* Generally Recognized as Safe  Category lll: Insufficient Safety E

and Effective vidence, More Info Required
« Active Ingredients: « May remain on market until FDA
— Zinc oxide issues a final order determining

not GRASE
« Active Ingredients (12 total):

— Cinoxate, Dioxybenzone, En
sulizole, Homosalate, Meradi
mate, Octinoxate, Octisalate,
Octocrylene, Padimate O, S

— Titanium oxide

Category Il: Not GRASE

*  Must be removed from market
within 180 days of effective da

te ulisobenzone, Oxybenzone,
» Active Ingredients: Avobenzone
— PABA: Para-Aminobenzoic
Acid
— Trolamine Salicylate Vi

SPF 2 UVA BERE AHIEa(Broad Spectrum) 27

FDAOM= SPF 60+7HX| #7|2 &= AEF Z|Cf &#7| SPF £=X|E SFRSLICE 3Lt 602
B= =X #7|= 585X @&

FDA= SPF &=X|7t 80 7HX|Q| ME EOi= LT & &=X|7F 808 @2 420
AleF {7t ™ (NAD)=S dfiof gfL|Ct.

SPF MEZ2| X|= H7|= SPF 307tX|= 5 EtQl, SPF 60+7tX|= 10 THeI2 &EI[PL|CH
SPF 15 O|A& 9l HES| ZL, SPF HAE AN}t #HQ|(Range of Determined Values)OlAl 7HE

22 =XE 7|MsoF ghLlct.

rir

Range of Determined Values Associated Labeled SPF value
(B8 El SFPF X|5= L) (B7|=l= SPF Xl
60 ~ 80 60+
50 ~ 59 50
40 ~ 49 40
30 ~ 39 30
25 ~ 29 25
20 ~ 24 20
15 ~ 19 15
2 ~ 14 Determined SPF value
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O $ZA| FolAlst ererg= s

® H|™(dosage form)
- ChE HMEE At XHEHAS] GRASE MY 2 X Qtstn UESLICH
29 =24, 38, A, HEY, HoAE AL 9 AE|

- ~Z oY RQMXIEHIl B, of2f ZHo| Hslol, A= o] HES GRASER ZFE
& UsLich
Xt 27| B EX Q7S SZ¢of &
O|ZSHA| G2 BYUS HAT| Qo) S KAAES 2t 7|
2tof Qlotd Y FuET HY|

T =
- ey Ateld %EHIEI 8%, I20 MYl GRASEO diEst=x 257 flsiM=
G

@ 2rad

St
S

2
fe)
(")
—__
>

mjo

got=E AN etotn ASLIC

- PDP(principle display panel : & HA| =3l
, 3 Fo “sunscreen" % ME HH

™)
RFQIMAIEE SN MES otmsl so=z LtYGsta
(EM, a0 )& 7|
BYOR QI3 W O EE MR XJ| w3tE YASHEH =20 EE HOE ASH
HE7b Ql= REQIMALCHA|(SPF 2-14)2] A2, PDP(principle display panel : & EA|H)0]
HAIE SPF X0 BEME iAl, Drug Facts BoxEO| e TR/t Zn(Skin
=

Cancer/Skin Aging Alert)” & AH|X7F HEE OtLigt

- RtelM KEH MZo| B4 £F EBOIM HAE 7|22 B BRY 0| 147, £
SR Y XIYO| BNEls FL, oY HAES Alstol Yol @ AF 2=

7t #EE = = U LT
- Eot FDAE A2l AHEHH| ZE20|d Al 7IFS MR EEStD QUojof oot F
Alst L Ct
- AT Mo it 25 Y HAEO Cfs) AYAIEYARIRSI('IRBY) S ZOLOF 2L
Ct
® ZIEt

- K MAPCHA - 7| o) 7t ==l ME2 GRASEZF OfL|z2tn 21 QJYELICE O 0|{e
FDAQI EPA(D|Z 3t H32)o| gtz QZA7to| EAXZ QIsto] o2
KHER 7+d 240 tMStd A QI AMES FE5| EESHAHLE HAESH AR

= Moz 2EE X Xotr| & YL
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Ee 80R)E TN AEFS =P Ui

=

2, "Water Resistant (40 minutes)" HEA|

A2, "Water Resistant (80 minutes)" HA|

YA Aol DAL 408 Ei 80R B

=5 AR AAAES EA

GoAY B T Folis o vl

[bullet] reapply: [Bullet] after [select one of the following determined by water resistance test

40 minutes of' or 80 minutes of'] swimming or sweating [bullet] immediately after towel
drying [bullet] at least every 2 hours".

HOF) g Aol AdAlele +9e stY B=

29 gl Gl AeH A
A AHgatets AAAGS EA

"[bullet] reapply at least every 2 hours [bullet] use a water

resistant sunscreen if swimming or
sweating".

<ZF9|>

"Sunblock”, “sweatproof’, “waterproof’ B O|= Oﬂ)\‘li 519l M/l AH|XAE ESHE 2

ooz ZH=E 0|9t QASH 2y Ye , FD&C Acto| MM 5020 o7, siE H|

A2 HAZ|IXE 42
Z2 BEX™(misbranded) NE2ZE 7t E

X 21 CFR Sec. 201.327 Over-the-counter sunscreen drug products; required labeling based on
effectiveness testing.

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=201.327

‘B2t AHE#H(broad spectrum)” HIAEE F33F SPF 15 o]4fQl A& “Hat A

H E ¢ (broad spectrum)”o]gtal apdlo] 7] H?E Z- olom mHol ool Tt EX B
E AYT & S WIEA] ujFo] &% AFtA(laboratory)o A HIAEES & g = ¢l
A9t o]&35l= AAE FDA Q7 Ao} SAIAY ZdsH] 45t dAt4ho]of
5}

- BE ZolAd Aol “Uses(8k)" Ao

“helps prevent sunburn (Y33 3H ofio]
Tl )& ZFASoF 9t

- SPF > 1591 B2t AHEH 24 AdAo+= “Uses(8k)" AAo miet o T4
oF #H EA Bt 23E £ S
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Ol +5Al F2lAte

"[Bullet] if used as directed with other sun protection measures (see Directions [in bold italic

font]), decreases the risk of skin cancer and early skin aging caused by the sun".

- H(JF) BRE AHEH 24 2pdA|
Joll= “Waring(A11)" Aol AZEo] m¥dtolt}t z7] mE L35S o
A3 Bt x| ojop ¢

2

FL SPF ¢ 15¢1 HEC AHEZ 94 g

raba] Battie

not [in bold font] skin cancer or early skin aging."

"Skin Cancer/Skin Aging Alert [in bold font]: Spending time in the sun increases your risk of

skin cancer and early skin aging. This product has been shown only to help prevent sunburn,

Q: EEE A
A At KRFEE

HEY 0|2 ZRYLITI?
e UVBSH UVASl BE IHE #9 LIojM XtelM gt 7|58

|-r|

2L AWEFOZ ERY 4 i
0290 HEC AMER HAEL AHEO yyB U UVA ¥

QM AT MZol Ritg/88EE §§3Fi CIH|E 2(in vitro)(*e'?:.“e'

O HAEZS '@ Iy HAEz2tn oL Xteld XtE HF0| HAEES

2HEF ARl Lt US LTt

AN H

X US FDA Over-the-Counter Monograph M020 :

HEots 8%

Ao M AtlM UV LZRH At
HAEYLIC

Saot{H Mol

370 Lt=O/E [nm] O|&9| A mES XL USS LSsHOF Lt
FDAE "YEHE o2 mFo| Of FEo| X0 =57 of® OfFH7| =0 O|2{gt X2 &
AuE FAM7I= Ateld XAt HEF2 280 BEEE AHEH XHalE & & UAtt'=
EHEHOf| k2t 370 nmOllA A mHEES dE/ESLICH

Q : O|=9| XtQMACHH 2t AlRE2 oCjoM He &= ALtR?

A ARIMXIERN £F FE (Final Order)2| 6H|O|X|2E, SPF X[5= A, L= AR, EEE

Sunscreen Drug Products for Over-the-Counter Human Use(Posted September 24, 2021)
https://www.accessdata.fda.gov/drugsatfda_docs/omuf/OTCMonograph_M020-SunscreenDr

llE

ugProductsforOTCHumanUse09242021.pdf
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0= &AM F2lAte

5}

DO

SEoEAE EESloF
21

CFR 211.166°] wte} 21t

W

g HIAES oJsf 278d

. Eg{] HE nj'd |
- OTC 9JoFE2 ofoFF AHEE WIEA] FDAZE 86k= wig 4
& ooFEe] Riadizy AAele =21 "E mjdete]

P
(0]

=

- 89 AR FDAZ 4k drE EA|sofokt

- oJopEo] B4 whet ok Al o) 7t A
At cheat 28

. rofglo]o] o] WA 9P o By W vt

children” plus overdose warning)

HAST 98

JORVES:

-+ A3 (Pregnancy/breastfeeding warning)

- A AlEo] tigh "e]8 H-8" ("For external use only" for topical products)

O =81 HE 59d(Drug Facts Panel)

- =91 WE g9 B4 F4 U Fefe ofefe 2L

ol
=

Active ingredient(s) / Purpose e rnr—

AN =

Uses
=

Warnings
ke

Inactive ingredients
HlZ2d d+

Questions (optional)
i Q| & (MES AL

Drug Facts

Dil

Active ingredient (in each dosage unit) Purpose

3000O0DO0D0CO0MKK NG vsver s essssenss st sses st s

Uses
W OO RXOKXRKK

Other information
0000000000
000K KRHXRNX

W OOG0COOO00CE

Warnings

Inactive ingredients xoocoocoocox

Do not use

Questions? 123.555-1234

Ask a doctor before use if you have

B 000000000000

Ask a doctor or pharmacist before use if you ane xoaoao0aooace

When using this product

Stop use and ask a doctor it
W COOOOUEX0000
W OOGOCORXRARRR

It pregnant or breast-feeding, sk a haalth professional before use.
Keep out of reach of children. In case of ovardose, get medical heip or,
contact a Poison Control Center night away.
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— Drug Fact Paneo] &
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Drug Facts
Active ingredients

TR Chonioe e=-_}
JNC (08 16%

Uises

I Neips prevent SEnum

W 7580 35 (nchen Wit oiner Sn profecion messures i2e Direclions),
Derrecses Ne sk of SEin cancer and eamy E‘!’ld"'h-..c‘l.na:l: oy N =n

D ot LS mm O C2TLE0E0 OF Dhokan San
When USInG tnis promact mm K22 001 OF 2yes. RiNde WM walef 10 remive,
Stop use and 25K 3 6OCior [T M =S s

K8 OBR Of FRach of ChNTen. | Swalowe), Det Ml e of tontact a
Pois0n Coniml Cender ront away.

Directions

30y EDeraly 15 Mingies Defne sun exposye
W 2RO

I REF 40 MENURes OF Simming Or seeaing

W Immedalely a“-'-f oWt 0ning

W Al el eveny 2 nours
 SUm Profection Measunes. Spencng Ome I 1 SN Creases your nsk of
SN cancer and early Sk aging. T pectease Inis 1k, requiary Use @
SnSCTeen Wit 2 Bran Specirim SPF vaEe of 15 o Righer 20 oier S
oo measures MCUENG.

T T e s, especially BOMm 10 Am-2 pum,

I W ION-SIEVED SIS, s, Mals, and sungiasses
W Chlaren uroer & moning of a0e; Ask 2 mocior

Other information
probect e product In BS Contangs irom expessive: Neal 300 arect sun
8002 DRoW S0P 1 30°0

Inactive ingredients

WYEET, SOyDea! (Gieine max) 08, MyOnOuyeaCeBuanse, Kaniian Jur, gvoem
"t}'i.‘f:-!-EE'ﬂ* DM sultale, oeSeany! S0CN0L, GNCEAN, PEOlm, ANCan of
pam |m5um;. 008U DENZOcEe, DOLSSIUM SMTale, Tagrance,
WRIEMESON (Cirulus laatieg 0L, 0003 &wn\iﬂ.e#lw].ﬂ’“ 1
Aty spinosa OIL 208 ¥era eXAc, Vanila | Vsl planiola) O, 250000
S, Fetimy pamiale, IoCopneml acHEe

Aol Al

o] W& ol B Ardol”] UH—E— 1 e diete ALfd & %i%. 22 FDA
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FDAE E21 HE 3j¢
FtHoR nE e

HHE o B 5 gt

ln 11

3t 871014 HAWA

Drug Facts

Active ingredient
Benzoyl peroxide 10%

Purpose
Acne treatment cream

Uses Wteatsacne W dries up acne pimples
B helps prevent new acne pimples

Warnings
For external use only

Do not use W on broken skin
W on large areas of the body

When using this product

W apply 1o affected areas only
avold unnecessary sun axposure and use a
sunscrean
do not use in or near the eyes

N this product may bleach hair or dyed fabrics

B using other topical acne drugs at the same time or
right after use of this product may increase dryness
or imitation of the skin. Only one drug should be
used unless directed by a doctor

Drug Facts (continued)

Directions

B clean the skin thoroughly before applying

B cover the entire affected area with a thin layer 1 to
3 times daily

W because o0 much drying of the skin may occur, star
with 1 application daily, then gradually increase to
2 to 3 times daily if needed or as direcled by a doctor

W if bothersome dryness or peeling occurs, reduce
application to once a day or every olher day

B if going outside, use a sunscreen. Allow benzoyl
peroxide to dry, then follow directions in the
sunscreen labeling

Other information store at 20-259 C (88-779 F)

Inactive ingredients aluminum hydroxide gel,
bentanite, carbomer-940, dimethicone, glyceryl stearate
SE, isopropyl myristate, mathylparaben, PEG-12,
potassium hydrowide, propylens glycol, propyiparaben,
purified water

Stop use and ask a doctor if too much skin imitation
of sensitivity develops or increases

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

Drug Facts

Drug Facts (continued)

Active ingredient Purpose
(in each lozenge)

Hexylresorcinol 2.4 mg..Oral anesthelic
L EEEEEEEEE———

Use temporarily refieves occasional:
W minor imitation W pain
B sore mouth W sore throat

Warnings

Sore throal warning: Severe of
persisient sore throal or sore throal
that occurs with N&h fever, headache,
nausea, and vomiting may be sefious.
Ask a doclor right away. Do not use
maore than 2 or give to children
under 3 years of age unless directed
by a doctor.

Stop use and ask a doctor if M sore
throal is severe or imitation, pain or
redness lasis and worsens I sore
mouth does not improve in 7 days

Keep out of reach of children. In
case of overdose, get medical help or
contacl a Poison Control Cenler right
avay

Directions W aduits and children
3 years and older: dissolve 1 lozenge
slowly in the mouth. May be repeated
every 2 hours as needed or as
direcled by a doctor, M children
under 3 years: ask a doclor

Inactive ingredients com
syrup, D&C bide 1, DAC yellow 10,
mineral oil, silicon dioxide, sucrose
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AAT HA4E et A FadloF §
gl WIEA] Joj7 o] BE HRZ AYsfoR 3f wtek, o] g 7kx] dojE © F
ZFeted, BE A4 ARgS RHEA] T o2& Z|A=|ojok ot
wkoF oJol7t opd ZAAFEto] HEiT o]Eo|u} BEQl Ao o] FAA oyt =
& Q2. whllof] shut o] e] ol A, B FHE X}Zlohﬂ 2 Zol|1 74
% 4 HE

Dy de Titanz 10%
ur;fuez-ms&n}

Utilisations

W ol 3 prevenin i coups e Soled,

5 et utiied seion s incication: e Mesures de
rbecOn Corire be solei (vor 13 instructions), Gminue
m&wrhmn&m:mn
CALSE par le

hmm o) ey o Brkoen skin

Uisage exteme seulement
N pas witiliser m 1 les peau bamdess cu vt oS isions,

Winen using his product

1 ki 0wl of i Pl Wi waler 10 nemove

Stop wse aad ask a dochor if @ rash ocouns

Keep oul of reach of children. ¥ swaliosved pst
medcal hifp or contac Posson Control Canter right iy

mnmnum-mmmmhm
Rincar & Neau chie lo: Cas ichiant.
mmum-m-wmdm
o T writaton

Gasder hors de portén des enfants. En cas dingestion
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profection swanmes inchding
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m wear long-sloeved shirts. pants, Rats and sunghsses
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W mmacately ¥er towed drpng
LEL e ]
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e denleman,
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= plnpusemien] sur foubes les parties du corps.
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® Eprés 40 minutes de U 32 Iransparation
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Questions or Comments 7 1-266-853-3427
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POLYGLYCERYL-3 DESOSTEARATE, PROPANEDIOL,

TOCOPHEROL. TRIGLYCERIDE CAPRYLIDUE TAPROUE.
Questions ou GCommentaires? 1-856-853.5427
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% Drug Establishments Current Registration Site

https://www.accessdata.fda.gov/scripts/cder/drls/default.cfm

Q, Search

Home / DrugDatabases / Drug Establishments Current Registration Site

Drug Establishments Current Registration Site

f Share | ¥ Tweei | jn Linkedin = % Email & Print

New Search

Search Results for john

‘ csv H Excel Filter:

FDA Establishment Business A Expiration
. = 4 Address
Identifier Operations Date

Firm Name ¢

John Lalor Joyee Inc. 3004182887 150741395 MANUFACTURE; 422 Center St,, Jim Therpe, Pennsylvania (PA) 12/31/2023
18229, United States (USA)

John S. Posen 1000221307 060084159 TRANSFILL, 1214 Skippack Pike, Centre Square, Pennsylvania 12/31/2022
(PA) 19422, United States (USA)

0 =pdlz] Z=(Labeller Code) F-o{ut7]
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Company Name DUNS number Address
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— olg] AFFS ESHSH Labeler Code SPL documentE FDAo] A=35}e] Relabeler code
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- product coderx= ¥ (specific strength), 8% (dosage form), Z-Ed|o|4 (formulation for
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= 2RI 4= QA APl A Fofgt Mg
® XEZ FE (trade package size code) : SJAtof|A| FojslH =
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Mr do
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- AlE ZAANEE manufacturer == labeler?} AlEst A7 2271 &
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{DailyMed (Drug Listings) Ate]EofA OTC Drug A& A SAD

* A=Y . BALI BODY COCONUT LIP BALM SPF 15
https://dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=50aa6562-905a-4802-e054-00144{f88e88
s ol TFR Y AR SR, AT 2L ok W] il 57

FolHA FAlel OTC Drugel= aiFste= AE2] o4

D

DAILYMED

ALL DRUGS HUMAN DRUGS ANIMAL DRUGS MORE WAYS TO SEARCH w

( Enter drug, MDC code, drug class, or Set 1D

m + NEW! FOA GUIDANCES & INFO . |+ MLM5PL RESOURCES | + APPLICATION DEVELDPMENT SUPPORT m

LABEL: BALI BODY COCONUT LIP BALM SPF 15- octinoxate, octocrylene, ocybenzone, avobenzone cream

cream

VIEW PACKAGE PROTOS
T

Sots_LBOOY

Presence in Breast Milk

weerss (] seve 0] @ BB

NDC Code{s): 70630-1701-1

Packager: Bali Body Pty Ltd
Category: HUMAN OTC DRUG LABEL
DEA Schedule: Nong

Marketing Status: OTC monograph final

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,

DRUB Ll'-‘l Ei. IMFDRMHHDF"] Updated Movember 8. 2017

G | 2 ; E35E VISIT INIS VErston.

RELATED RESDURCES

Medline Plus
Clinical Trials
+ PubMed

Biochemical Data Summary

MORE INFO FOR THIS DRUG

View Label Archives

RxMorm

DOWNLOAD DRUG LABEL INFO- POF | i [E] CFFICIAL LABEL (PRINTER FRIEVDLY) [

VIEW ALL SECTIONS

5 PRINCIPAL DISPLAY PANEL

Avobenzone 2% Homosalate 2.8% Avobenzone 2% Keep out of reach of children. & multi-tasking
beauty ..

€3 INGREDIENTS AND APPEARANCE

Product information

VIEW ALL SECTIONS

FIND ADDITIONAL RESOURCES (alsc available in the left menu)
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{DailyMed (Drug Listings) Ate]EofA OTC Drug A& A SAD

* A& © ZYLAST ANTISEPTIC- ethyl alcohol gel

https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=17a70b04-3e61-27ae-e054-00144ff8d46¢

NEHZ-:) 15 HAT NS L OF | g A REPORT ADVERSE EVENTS | RECALLS

D ALL DRUGS | HUMAN DRUGS | AMIMAL DRUES | MORE WAYS TO SEARCH w

DAI I_YM ED ( Enter drug, NDC code, drug class, or Set 1D O_‘)

LABEL: ZYLAST ANTISEPTIC- ethyt alcohol gel

VIEW PACKAGE PHOTDS NDC Codefs): 57362-465-04
DEA Schedule: Mone

Packager: Innovative BioDefense
-+
Marketing Status: OTC monograph not final
m DISCLAIMER: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they

comply with applicable regulations and pelicies. FDA has not evaluated whether this product complies.
Report Adverse Events

FDA Safety Recalls i DRUG LABEL INFORMATION Updated April 19, 2015

yOu &7 8 Const

Presence in Breast Milk this version.

DOWNLOAD DRUG LABEL INFO: PDF | XML OFFICIAL LABEL (PRINTER FRIENDLY) [

RELATED RESOURECES
VIEW ALL SECTIONS

e 3 ACTIVE INGREDIENT
Ethyl Alcohol - 76%

Clinical Trials

+ PubMed

........ <2 PURPOSE
Biochemical Data Summary Antiseptic
<3 ASK DOCTOR
MORE INFO FOR THIS DRUG
Discontinue use if irritation and redness develops. Consult a doctor if condition persists for more than
View Label Archives 72 hours.
RxNorm 3 KEEP DUT OF REACH OF CHILDREN
Get Label R55 Feed If swallowed, immediately call Poison Control center or doctor.

2 DOSAGE & ADMINISTRATION

Wet hands thoroughly with product and allow to dry without wiping:

£ WARNINGS

For external use only. Flammable, keep away from flame. Avoid contact with eyes. In case of eye
contact, rinse eyes thoroughly with water. Consult & doctor if condition persists for more .

2 INACTIVE INGREDIENT

‘Water, Polyaminopropyl Biguanide, Panthenol, Hydroxyethyl Ethylcellulose, Farnesol, PEG-132,
Dimethicane, Benzethonium Chloride

2 INDICATIONS & USAGE

Handwash to decrease bacteria on the skin that potentially can cause disease. Recommended for
repeated use.

i INGREDIENTS AND APPEARANCE

Product Information

VIEW ALL SECTIONS
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% Good Manufacturing Practice
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Good Manufacturing Practices
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mc=true&tpl=/ecfrbrowse/Title21/21cfr210 main 02.tpl
% 21CFR, part 211 - CURRENT GOOD MANUFACTURING PRACTICE FOR
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https://www.ecfr.gov/cgi—bin/text—1dx?SID=058833a161f1fde2a495bfd287a6afba&

mc=true&tpl=/ecfrbrowse/Title21/21cfr211 main 02.tpl
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% Warning Letters Address Drug Claims Made for Products Marketed as Cosmetics

https://www.fda.gov/cosmetics/warning—letters—related—cosmetics/warning—letters—a

ddress—drug—claims—made—products—marketed—cosmetics
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- acne treatment (=& EZEHE)
- cellulite reduction (AAF2to]E 7HA)

- stretch mark reduction (AE# | vt Z4A)
- wrinkle removal (F& A|A)
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% Warning Letters Cite Cosmetics as Adulterated Due to Microbial Contamination

https://www.fda.gov/cosmetics/warning—letters—related—cosmetics/warning—letters—c

ite—cosmetics—adulterated—due—microbial—contamination
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and Drug Violations
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er—international—inc—dba—dollar—tree—=574706-11062019
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% Warning Letter Cites Van Tibolli Beauty Corp. GK Hair Taming System for
Safety and Labeling Violations

https://web.archive.org/web/20201218172727/https:/www.fda.gov/inspections—compliance—enforcement—and—cr

iminal-investigations/warning—letters/van—tibolli—beauty—corp—09022015

<Of|Al>
- O] ME2 8llof MESE A "2 HMES HE F, €2 7tst TG 7|E StA|
2 2t £/ AAS
- RO FAIE ALBH, F LutNQol MBS MRS M, AHXOA SHE F
=4 420 JUCHH, 2 SHESE 7tFE
2 &Rstn AJ=d, o] 420] SoiZt MES dofof
5t EZEUHSHO| =Tt HYEE

=
=
cH o ZITHEl A O] EREA7| ME0 FE2E S (misbranded)2 2

rr

https://web.archive.org/web/20201218172727/https:/www.fda.gov/inspections-compliance-enforcement

-and-criminal-investigations/warning-letters/van-tibolli-beauty-corp-09022015
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% Warning Letter Cites Glint Cosmetics Pvt. Ltd.
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ons/warning—letters/glint—cosmetics—pvt—ltd—573468-05312019
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- Browse import alerts by country/area (=7F/Z] < 2Fol)

https://www.accessdata.fda.gov/cms_ia/countrylist.html
% Sy ol o sl g

Home > Import Program > Import Alerts > Number of Import Alerts by Country/Area

Number of Import Alerts by Country/Area
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Country/Area Count

AFGHANISTAN

A

_75_



- Browse import alerts by industry

https://www.accessdata.fda.gov/cms_ia/industrycategory.html

% AQEz arel glonl, “CosmetcsS ZUsHA ofdlsh 2ol Al shuol
tebd

Home » Import Program » Import Alerts > Industry Categories

Import Alert for Industry Cosmetics

f sHaRE ¥ TWEET | in LINKEDIN | @ PINIT &% EMAIL | & PRINT

Cosmetics

DWPE = Detain without physical examination

Import Alert Publish
Number Import Alert Type Date Import Alert Name

DWPE 03/18/2011 "Detention Without Physical Examination Bulk Shipments of High-Risk Bovine Tissue from BSE-Countries—-Bovine
Spongiform Encephalopathy”

DWPE 04/03/2020  "Detention Without Physical Examination and Guidance of Foods Containing lllegal and/or Undeclared Colors."

DWPE 10/12/2011  "Oral Tanning Tablets"

DWPE 08/09/2018  "Detention Without Physical Examination of Eyelash and Eyebrow Dyes Containing Coal-Tar"

DWPE with 03/18/2011 "Detention Without Physical Examination of Cosmetics From Importers Exhibiting Five Detentions From Gray Market
Surveillance Purchases"

DWPE 03/13/2020  "***Detention Without Physical Examination Of Cosmetics *** That are Adulterated and/or Misbranded Due to Color
Additive Violations**"

- Browse import alerts by number assigned to each alert
https://www.accessdata.fda.gov/cms ia/ialist.html

el AR WTEE B 5 S

Home > Import Program > Import Alerts » Import Alerts by Number

Import Alerts by Number

f SHARE | ¥ TWEET | in LINKEDIN | @ PINIT EMAIL | & PRINT

DWPE = Detain without physical examination

Import Alert Publish
Number Import Alert Type | Date Import Alert Name

DWPE 10/06/2011 "Detention Without Physcial Examination of Papad and Farfar Wafers From India"

DWPE 08/27/2015  Detention Without Physical Examination of Milk-Based Products That Are Adulterated or Misbranded Due to Substitution

DWPE 01/02/2020  "Detention Without Physical Examination of Imported Soft Cheese and Soft Ripened Cheese from France"

DWPE 03/16/2020  "Detention Without Physical Examination of Cheese Due to Microbiological Contamination”

DWPE 05/08/2019  "Detention Without Physical Examination of Cheeses Containing Nitrates"
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- Browse import alerts by last published date
https://www.accessdata.fda.gov/cms _ia/iapublishdate.html

K 5 AR Y G AR B 5 g

Home > Import Program > Import Alerts > Import Alerts by Publish Date
Import Alerts by Publish Date
f SHARE | ¥ TWEET | in LINKEDIN | ® PINIT | & EMAIL | B PRINT

DWPE = Detain without physical examination

Import Alert | Publish
Type Date Import Alert Name

04/03/2020 DETENTION WITHOUT PHYSICAL EXAMINATION OF ***Spices and Spice Products™* DUE TO LEAD CONTAMINAT|ON

04/03/2020 "DETENTION WITHOUT PHYSICAL EXAMINATION OF PRODUCTS FROM FIRMS REFUSING FDA FOREIGN
ESTABLISHMENT INSPECTION"

04/03/2020 "Detention Without Physical Examination Of Food Products Due To The Presence Of Salmonella”

04/03/2020  "Detention Without Physical Examination Of Raw Agricultural Products for Pesticides"

04/03/2020 Detention Without Physical Examination of Unapproved New Drugs Promoted In The U.S,

- FDACM= P& B sAB T up2 Ropx FDA Ate|Eof AXSHL Qe
% Import Alert for Industry Cosmetics

https://www.accessdata.fda.gov/cms_ia/industry 53.html

f SHARE | & TWEET | in LINKEDIN = @ PINIT | &5 EMAIL & PRINT

Cosmetics

WPE = Detain without physical examination

Import Alert Import Alert Publish
Number Type Date Import Alert Name

03/18/2011  "Detention Without Physical Examination Bulk Shipments of High-Risk Bovine Tissue from BSE-Countries—-Bovine
Spongiform Encephalopathy”

DWPE 04/24/2020 "Detention Without Physical Examination and Guidance of Foods Containing lllegal and/or Undeclared Colors."

DWPE 1011272011 "Oral Tanning Tablets"

DWPE 08/09/2018  "Detention Without Physical Examination of Eyelash and Eyebrow Dyes Containing Coal-Tar"

DWPE with 03/18/2011  "Detention Without Physical Examination of Cosmetics From Importers Exhibiting Five Detentions From Gray Market
Surveillance Purchases’

DWPE 04/15/2020 "***Detention Without Physical Examination Of Cosmetics *** That are Adulterated and/or Misbranded Due to Color Additive
Violations™*"

10/12/2011  "Detention Without Physical Examination of Cosmetic Preducts Containing Methylene Chlonde as an Ingredient”
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Adulterated and/or Misbranded due to 22 2009~2022
Color Additive Violations

Microbiological Contamination 8 2010~2022

Drugs From Firms Which Have Not Met 20 2017~2022
Drug GMPs

Unapproved New Drugs 63 2012~2022

0 DWPE(Detention Without Physical Examination : &% AA} i Rl FAJAY7E?

- FDA+ 19744d°)] Aoz 49 AE] izt =84 AA gl o

Without Physical Examination, ©]s} ‘DWPE
71l nlEste 7

- FDAE %’4%111%%

A Al

%— Z] (Detention

) AR ol SAEe] mlE]

TAdE(mport Alert)s FollA 7Fg @o] WPE|D JAtE|= Zo]
Red List(FHAEE)?, HE 'Red List(FAMEER)2a sh=d, A4 HAL Detention
Without Physical Examination(E28]4 HAF gl 97)'d
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Sh= A5, A9 HlEE 494
- olgt £YAR A2 A5ty ML £YAR EE FDAZF 876t 418 =&
A g e B ARE AlEdlor stH, i AlEd] dHde dSs] Al =
o] Algtd 4 Sl WhE ol digk AR dirZF davct
O A3 H= of¥A siAsioF d7t?
- 40 A EE of AHEE et e

Category of Import
Alert

Description

Import Alert #

This is the number issued by the FDA. The first 2 numbers are the
industry code of the product. For example, any import alert that starts
with a 16 will be related to seafood.

Published Date

This is the last date that there was an update to the alert. This is
not the original date the alert was published.

E”"a]JO]X]— S S S S S S
=2 o=
T BES] P 2 dHlelE dAIUT Y AR d3E A ¢
7} ohgut.
Type This describes whether the alert is DWPE or DWPE with surveillance.
============= Import Alerts that are DWPE with surveillance include additional
a9 guidance for the field. Such as, TA 20-05 states: Surveillance of

heavy metal levels in fruit juices and fruit juice concentrates from all

countries is warranted.

Y74 E7F DWPEQIA] ofU® DWPE with surveillance 12 sl F4
tt. DWPE with surveillanced 79, FDAZ} @7 AAkspot inspection)
4 A Eo et HAES JAPF AYYt.

Import Alert Name

This is the name of the alert; it is a brief description of what the

alert applies to.
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Category of Import Description
Alert
Guidance This section describes what actions the FDA may take and may
=============| provide guidance on how to be removed from the alert. This section
Zhold A can vary based on the type of alert.

o] Aol FDAZ} T £ & XS A9Ysty £¢9 AR 2 A]
HA=7] 95wl gigh stold Azt glAULh o] AALe AT §Po

wel gebd 4 gyt

Product Description

This section describes what products are subject to DWPE.

Charge This section describes the FDA's laws and regulations applicable to
============= the import alert.
EE S GIS15)) SE===s=ss=sssssssssssssssssssssssssss=s=ssss=
o AAoMe ¢ ZAHo| AHEE= FDAS Wyt Aol oo Ay
ct.
Countries This section is included for country— or area—wide import alerts and
============= includes the countries/areas subject to DWPE.
=27} T e

List of firms and their

This section lists the firms and/or products that are on the red list of
the import alert. If a firm/product is on the red list of an import alert,
it means they are subject to DWPE.

of AAelAE 49 AR A BEo] Qe St WEE AEe] LA
of ggUth SAAEC 59 ALY HA BEe| g A9, 1AL 1
So] DWPES] 442 Wethe 212 ojughch

products  subject  to
Detention without
Physical Examination
(DWPE)  under  this
Import  Alert  (ak.a.
Red List)

R T RIC T
4 =)o) me 24
AAE e AR(DWPE)
g 719 92 dig AlE
o] Z~E

List of firms and their
products that have met
the criteria for
exclusion from
Detention without

This section lists the firms and/or products that are on the green list
of the import alert. If a firm/product are on the green list of an

import alert it means they are not subject to DWPE.




0= FEAl F20A
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Category of Import Description
Alert

Physical Examination | ] Sl&UtTh 3A/AIEC] 4 A1) =M F=o gloW DWPES] A&
(DWPE)  under  this | & 7] g=the A5 ondyh
Import  Alert  (ak.a.
Green List)
2 5 AaeleH, =
A B5)o] wE =24
AAb gle ARDWPE)
A 71ES 5T A
2o Al FAE
SAARY RPN Folo] YU
Category  of  Import | Instructions Violation Example
Alert
Country— or area—wide | The FDA may detain without | EXAMPLE: Import Alert #12-03
============= physical examination certain | “Detention without Physical
=7} = A9 products offered for entry from | Examination of Imported Soft

the specified country or area.

Cheese and Soft Ripened Cheese
from France.”

FDAE EA F7F e AYoA & | ====================
qe 513 AFS =94 AAglol | dlAl: YR #12-03 "mEFALE
AR & vt 49 2EE Az W ATE &4
Azel 2o AAgE o
Manufacturer/Product | The FDA may detain without | EXAMPLE Import Alert
Specific physical examination certain | #89-16 “Detention Without
============= products from specific | Physical Examination of Products
ER AxAA /A= manufacturers. from  Medical ~ Device  Firms
S=================== Refusing FDA Foreign
FDA+= &4 AxGAe] 54 A& | Establishment Inspection.”
& 297 ARl ol 4 U
yrtt, EXAMPLE: Import Alert
#99-37 "Detention Without

Physical Examination of Low-acid
Canned Foods and Acidified Foods
Without Filed Scheduled

Processes.
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Category  of  Import | Instructions Violation Example
Alert

A 49AR #89-16 "FDAY]
Q] AzA HAAES ARG 77
71 gAlo] Algel g A AA

e on”
A 49 AR #99-37 A
g2y A% 2 AshE Ao dw
QA A4 ol mE A4 2A ¢
Kol

Shipper The FDA may detain without | EXAMPLE: Import Alert
============= physical examination certain | #16-105 "Detention Without
st products from shippers. Physical Examination of Seafood

==================== and  Seafood  Products  from
Specific Manufacturers/Shippers

FDAE sF=25¥ EA AES & | Due to Decomposition and/or
2l AAIE shA &d /¥ 4 | Histamines.”
UFU
A specific shipper was found to
have caused the violation.
oAl $YAFR #16-105 "Huf @
jEE sasimoz % B4 Az
JA/ AT siiE 2 osidtE AlE
of 224 AL ol
54 3571 S 4ozl Zow
A5y
Country/World Wide | The FDA may detain without | EXAMPLE: Import Alert
Alert physical examination certain | #16-20 “Detention Without
============= products  from  all  countries | Physical Examination of Puffer
=7H AA AR outside of U.S. Fish."

FDAE ml=F o]9le] BE =7F9] & | There is a high fatality rate

4 AEes =94 AAlglel oFT | among those who ingest
4 &Yt tetrodotoxin, a toxin found in

puffer fish. The toxin cannot be
destroyed by cooking or freezing.
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a1 T
0|2 £EA FolAbe HEHEEES
Augse 24 st Age] Me Eaeld 9w, nlYelE Eeld S SHEol &
O waEE AR, =94 JAF gle AR OWPE) o] . MRS e=9,
BHE7F LeE Q] AFzArA AxTE AlFo] ml=ol Soid wf Al AtFoE o
#4172
Type of List Description Example
Red List Firms, products and/or countries are | EXAMPLE: A food  that
========== subject to Detention without Physical | previously was shown to contain
A 55 Examination (DWPE) under an import | deadly bacteria that can cause a
alert. food—borne illness.
AL AFE R/EE =7t oY Aarol | oA ¢ o]Fel AFol o7t AW
o2t =22 ZAglel AFDWPE) 2 | g &+ e ABA HHorE
T AFU EAsL Q= Ao= YERE AE
Green List Firms, products and/or countries that | EXAMPLE: Import Alert 12-03
========== have met criteria for exemption from | indicates that all soft cheeses
=N BE Detention without Physical Examination | from France are subject to DWPE.
(DWPE) under an import alert. However, there are some soft
S===================== cheeses from firms that received
T AE wE =24 HGAF ¢l= 9% | an exemption  based on  the
(DWPE) WA 7|5& S5 3|Ah, AlF | guidance in the import alert. The
g/z 27} firms/ products that are allowed to
be imported are on the green list
of this import alert.
AA: 9 AH 12-032 ZFAo
= AXE X*7} DWPES #H&&
oo Ag Uehdyc,
ek 59 AR stoldad] 2Astl
HAE e AASE i
Solo] S8 SAARE o] %9
Aumo] w4 2o g
Yellow List Firms,  products  and/or  countries | EXAMPLE:  Import Alert 21-11
========== subject to intensified surveillance; or | indicates that all ackee products
ZAI RN firms that may have satisfied GMP | except from firms listed on the
issues  but  where the nature of | green list are subject to DWPE.
violations may warrant further field | This alert includes a green list
examinations  of  individual entries | and a yellow list.
and/or additional analyses.
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o2

0= FEAl F20A

Type of List Description Example

====================== As the FDA identifies foreign

ZAl ZFst A SAY, AR 9/EE =7L, | facilities  to have  food  safety
Tt GMP BAE S5 & UAT 9 | controls in place to control for the
gto] JAo] /I P&H L/EE F7F B | toxin, hypoglycin A, in their ackee
Aol tigt F7F @ HAFE BEFE 4 | products, the firm and product(s)
UE IAF will be identified on the Yellow

List. Al entries of  ackee
products imported by the firms or
manufactured/shipped by the firms
on the Yellow List will continue to
be subject to DWPE and require a
private  laboratory  analysis until
the FDA has confidence the firm's
products are in compliance.

AAD) $FAE 21-112 =4 E=
of ud® 3IANE A =
ackee AEo] DWPES] AH&S HE=

ot Ag vehguc

of gl =4 57 LA &
o] mIPEYTh FDAx= =491 3§
olZ=ZEAl Aol dit FAE dl
AE ¢ FAE AMPske QA= Al
S o] wet o] SAreh AlFE
2 A2e PAEA Fd A9y
ct.

dz¢ 2E e AL FAE

FASEAY AZR/8iESF BE ackee
A#2 DWPES] &S AL wF
=m FDAZ} o] 3JAte] A|Fo] A9t
stohal shAlE wizhkx] ZiQl Ag
HAo] dQgghr

O FDAE &4 7Zldolu AIEE Y3 E9 HM EZ(Red List)o F7lotAY 7€ =4 =
Z=(Green List)ollA A|Llol7|2 o]BA AASH=A]27

- 7} £ ABE AL DWPES] Ag2 24 B 5 Qb 202 49F
- AE WEE S P guon], 59 AR PAR NES 23T 49, AT A



st 5H31RFZ3 5
02 £3A FoAlst erergsas

BE 28 22 SoAsA %f:aow A4

Aol mlFelA SEHA SHe HFAS 4T YA B8 F1EAE de A
LA AEo] A BEo] b 4 e WE FHEG ARES AZSA e 4
L FAke] AEo] 5AUHA| ke Alokel AL

- Q= IAE e ¥ fRte = FDAS] AAKinspection)E W2 ¢
- 9= 3|AZF FDAS] AAk(Ginspection)E A&t 735
- fdt 7‘4_%9} 29 AR digt A1 FDAQ DIOEGY €9 2A) 2 Glig Aol 3l

O gt i AlFol =214 dAL glo] AFDWPE)R 3% 7R slioF k=427
- QFeF Aste] AlFe]l &2 HAF glo] AF(DWPE)EHHH, olF =557 A% A==
FDAC| S7AE A& d37F A=
- qteF ASt7E FDA| SAE AlEskAl AW, FAskt Alssr BHE7E 2H7] RbA)
(appearance of the violation)= =53}7]o] F&5tA] gotd, HAste] AEF2 vl= A=

o] A%F % UL

- oFel FHste] AEo] 3 A4 FDA x2 FEA(Notice of FDA Action)o] A
FDA®] &% ZrAl¥H(compliance officer)o| Al <AgtsljoF oF

O W AFol ARAdelA Eeltb] S A AP BIAS FAZ AZStnA Frhd
2012 dfof shexL?

: 40 AL R olire] Bl sk, 2
AP BIANE AZSHE Zol $8F & AL

29t 4 AFe] AR Aeeld Feld Aol =
eIt o oh

O o BHe HA EEZ(Red list)olA E3](remova)H =5 2AstAY X EE(Green
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0= &4

!
>
o2

T2

list)oll F71==5 235t7] folix= oABA sfoF =A2?

- AE % sjARAE DWPE 48 T Import Alert AJHollA H3]=7] fJsiA= FDA
o] ¢ FHA(Division of Import Operations)o]] FHo|u}p ojrjdz A3 9H
(removal petition)& SiloF & A3 Ao Al FA2 &

— Import Alert 23] A% (petition)= & W] dwrxoz w4 ub glo] FAls] 4 59
d&5oz FEH Amet B4 Ee A HAIAE AlESte] AP o 2 8E P=
2|5 Q=sjjof S+

- FDAoIA+= 3] Ads Fod vgitty sol(9d E&= oWd=2)E o5, ol AR
Ho 9 FDA "@9#e] dstiioe} O]“ﬂ 2

- A3 A2 HAH AR SAH02 FDAYA AEE stH, B4Hez 308 A
HAEE otedl, 942 H5d & s 7ide] Ze7: &)

- FDAIA 2F 2H= e ol& Ao SHet

- A5 (Denial letter)E W= o]§ E=
5 Cl(Approval letter) 2 wx= I FTEY
(Approval) 9] o= SA &
- olgljt Aoz Aol T4
- FDAE 2535 Este 4%, AlE= Hl7(destroy)sHA Y BHE#] 2] (re—export) sfiof
— AR (Denial of removal petition) == ©o]f+= ofgiet T
- QPHEARG el His SATE A EAE ARHE Ae ASsHA] 2 B¢
- AxFA AR/ olglS fdFcte FUARE ASSHA 22 B¢
7% E(mport alert)= Qs 2% 78 AEE A=E5HA] 22 BF
- Shut o] or Fhed 7| S E F= 2 35

— 1
71E oleelie] A7 opmrh A oz AHsHE A4S

S
Mo

o

©,
ir)

N

—

-
o
L
zl
=yl
)
>
1o
ok
A
N
N
Hel
ok
ot
ol
ro

L
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0= &AM F2lAte

n FDAZ2| sl2] MZ=A AlAl(foreign inspection)

O P& Alx4 A4

- FDAYAYE AES Bk (adulterated) = HA ZEA|(misbranded)”7} EA 3t o] 871 F
A= tis Lot 7] s obgF Ax4E AAKinspection)dh= 971 U=
- B4 A4t & (Adulteration) 9IRF @212 PFE W8E, 4&, edEd, ¥4, 2,
#E, FAe 5 o9 Afold 28T 5 s
g, = AR B
B, WA, )
9, 0
%9, §= 271
QrAsH gre A AS(ERA A9)
- 74 ZA(Misbranded) 9I5t 9912 F2 sPFE &l HA|, 71, 24 BA (F44,
S19), ) SolA WA 4 9g
Sl9), eAg ek A
@4 AW, BT w2 oha
o A BEE 20
- 87 9 veE 2
- A (FRA AL A
=32 A B FAS A9 2, WA, GG ASels 24 SEEoR
3
% Inspection of Cosmetics
https://www.tda.gov/cosmetics/cosmetics—compliance—enforcement/inspection—cosmetics
[0 FDAZ} 3FE Alx4A AAA] FHH R HE A I AE(checklist)
- & 9 A]H(Building and Facilities) : oF2f A2 =<l
- PR Alxy Hfte]| AMBEE WHELS AEZF WeiRA] R i Eo] SleA,
a7t AA A BaEo] SleA], A r RAEIL A=A, AE} Haoh AR
7t 7Fs ot s AAT A= fARIE] Al EHUEA]
- B, ), A2 i g4 e 5 Qe BHeR A o 7St
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0= &AM F2AE

o JHl= FAEHIL JEA]

VA, HE 9 mpo|n ESolY §EE0] MR 9=, 714, AHY HE A
% BY, = 93 JH Y dAFS LAATIA s AR Eo A=A

2% 9 2= ond Ay 9o Helghks 9o FEetA]

T2 AA 2 A A v B 9 sl A AES XA, ] 1 7o) oA
29T Hae BEE HYES 875 A7 IS HES 341717190 AgsHA
- 4H](Equipment) : o} A}S el

N

I, #Al, olF % S AMgEE Aduet 7]
H

&I JEA]
Hl4h, Az e 78 do=REY HIHER AF 9 4a=dH Fo8 dH 2 7|77t
2 HEo] QleA|9), 71719 PE HEHLS & o] A=A

— 2] (Personnel) : ot At &4l
PFEY AR e BYE ASoHAY ot Y @9 Jlee Y & Uk
= 08, &9 9/E= S 7 A
e d=m, HadHe S E= HEES AH ASche A R ES
Aotz Zatt AE7tx e Adet 2%, A3, #eo JARE gl =]
=AU 2RO 4H]|, E HHiO] A2 AAS] AAFH FHo = Aljtetal A

- Y= (Raw Materials) : otz AFS &9l
H=et 12 g.gl‘fxﬂ% =, e Ee tE serEdye ofd, a8a et d, F
¢, 3 B 5710 kEgEo] EollEe AL WAt WAeE AT HFEIL
=4

- Y= 9] §7|(container)= B Qlal, Zhdoluy HiAo] Yo Ymi= HiE A HojA %

5 HyEo] §l=7
- Y= 87]= ofoldlEE, 2E AlE 9 Alo] AJHo ¥ 2telo] QIEA]
- ¥Es 2E AR E Aol wet A
£9, A e AAEL IR e Ee AEA 7199 2 ¥ 7 (cold
processing methods)= AR&SEY] PR Ao AHEEl= Al 2EolY 8= 9
Sff @ o] HX| & 53] Fostal U=A]
o

- A A0l 9] e dRe SEel ARSSHA s HEsH A, EEEHL e



O $ZA| FolAlst ererg= s

A

o bR AE), o4 D FAS 9% 7170 97 9 ¥as g 87 sk, 4

o 58 daTe AE

. B EX 2 WEo] hgol A8 SR, FaE WAE i shebd ol
QUEA, TR 318 1AL 24A JEAE s A8 R, ol B 4
S /e Fol AES HAT PO

A
o 7hg, S Ex Hys 96l AHEHe 8 AR, *F 2R, 871, B3
£ 3 71EF B JEIE BAEO AEA
FA5H7] HOH E}‘%‘ 2] Aol Ao R (identity)E el
o BiZ[(batch)9] 7}, B, olF B S 9t Avle A, #iA] A2 B Ao A
o ¥t 2hdo] —‘jrf%‘ﬂfﬂ WEA]
dAE] 2ol F74d Z= BATL 3

1
AT
s SPEES 476 deterioration) T 09 oRo) taf HASIE

o

o

AEA B2 (Laboratory Controls) : oFef A& &<l
4=, 7y U AE ¥ SHAES A B AASE] 11 identityE AESSH =24
2 ofekd EA, nE 2| 9 fdstAY Z1E H5tA] e shet ed=Hol digh +f
A &5 o5 E ZAAs5t=A
5UH 92 9 SAES 2E E&= viX](batch)9] ov] MES AHH 7|7t &< HE
Stal, @ ¢loly Fd AotEHFE HIdhs Ao wet AAstH, +HEY e &4
Ao] AEAQ F4E S8 AAASH=A
5u, 59 PFE duR AMREHE B2 SfehEAcH Y nAEeHE] 40 Fetst
A RS Q7Aoo = A9ds %1%1]

oo oo Mg

(fresh) =T HA
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- 7% (Records) : @] 7|=9] &
- dm 913 2R, EFAE 959 AEe| ditt A1)
- iR Alx, EA Sk
o AMEH d=m9 TR, REE 9 5%
.

=
-, %"43 o]%, —:;_cfg 2 37
1

- SAE, AlEY 24 NE AdA e, HAE Ay 9 e AdH.
&, 271 WS AdA(initial interstate shipment) TA18, FE= FA] 9 45}<]

(Labeling) D 1AE R QR xAFof| ehilo] BAEQI=A] el

Zd|o] i 2(On the principal display panel)ollA] :

o A&, A& A (the statements of identity), W-&%F

A

N
O, ol
|
mll:

o o AFe] FGol T UTHA @2 e L2 AlEe] Ao
A = —Er—TL SAre] AlE HAS ASS] S8l =4 W/EE 71E
Selglen] ofe AR, 21 CFR 740.10 &2

- A EAFH(information panel)oflA] :

i)
o,

Mo i,

S

el

o AlFS AXSHAY F7 AAH(interstate commerce)o] EUok= 3|ALS] o] FX

° 7HollAl ABlsty] fl AHAtelA HulistAY TR HuEs e
S5 871l 2eh
o 21 CFR 740.11, 740.12, 740.1714 87 =& ZIE,

° A% Ad=s YA Hdll BastAy AHdEet Ve Fal £ el U

o L 1 22 2
o AEO] LT AL 9T A AAFG
o AAAEL A9 W 0122 FoANF QoW WA AFe] AAF A7,

T ZEE(coal-tar) @RACNT HLES, vk olajdt ehulo] HztE 7

o] E%F(adulteration) XF o2 HE HAH

- 2ot 2] (Complaints) : 3IAPF AH|ZF B4 1S 2] Fejsh=x] Feletal ohS AR
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0= &AM F2lAte

A ot 27 1 F2]99] o]F =J}t
- ZEY AR J/Ee =4 HolErt AlgEHe BE 555 A AH,
O 59 ol ¥ 94
— 7]8H(Other) : ofzf AR} =<l
- A AR 52 mg2 8o Folsha Qx| el
o SPFE Ax A1 CFR 710).
o SPFE AR 4 SHE 9= 48 PAIAQL CFR 720).
SR Sx2 SAEe] A FkA21 CER 73, 74, 82) S A
(21 CFR 80).

- 229 SPAE 3 AF2(21 CFR 700).

ke Aao A

% Good Manufacturing Practice (GMP) Guidelines/Inspection Checklist for Cosmetics

https://www.fda.gov/cosmetics/cosmetics—guidance—documents/good—manufacturing

—practice—gmp—guidelinesinspection—checklist—cosmetics

[0 OTC Drug AZ4& AA

- OTC DrugellAl 593 AFE2 Ak (pharmaceutica) A H o (treated) A th= A . 24

242

2F5HA, FDAOA] A

2 BrL ooy
- A& =of, eh=ellA AJAArTAl=
NN Axa HAE v o oofE
Ut wl=ol A= ZpAAEA7E OTC Drug,
7o ® AARE SH7] wiell ml=r Al 2
FDA AA(Ginspection)7} £UH, FDA 2o
2olel7], et 94

T AU

ks

]

violation)”& St A& 2], =

A AH(inspection)@ W AleF 7]F(pharmaceutical standard) 2

- 99| AxAATE 7HE wol st= A= FDA AAKinspection)E -2 3| FDAZ} 2|4
et AE FAl(gnore)slt H2l= ZQMHE, J8A st ml=r Ao o ol E4& I
7t gl EE gaEd Eeirb] wjiZel #UAl Sl ARE

- FDAZ} AAkinspection)& EWH Z|ZAARG] sl |A417F 341 717 15 99Y A
F=dl, 15¢Y Stoll BE AZ gmsiele 9ul= oy, o= ofgA & AR o
gt Al AZE skl 159 ool FDA 3]4lsf =3 H

- dlE B0, "goz 29 ¢t XXX £dE& AAlsta, 6718 el XXXE JRAsHIEY
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0= FEAl F20A

02t

L P = i | [, 713t el FDAC] ojf|d 2l4l& sfiF= Zo] m¢ Fa%d
- BHeF FDACA & 7]9to] Autx dAloA obf 24k SHA] k=t £
(inspection) & W& o AT ARgte] & Zxo] ofyed(ex @ AFAFE 7|59 &2,
FDAA HE HA|
S 1 A s u

nr r
L
q,
2
[Ulﬂ]
ﬂllﬂ
2
112
>

Aete

A8 REo] s A2 we A9, 159 o] okfd 4l
2 S gk, s Alzad AL AFY £92 FDAZ 9 Sk At g
B 5= glov) Fosje @

- FDAZ WEAZWA SAlA AYT 4 Gk FFOE AF ARG AYA DAY 9

At Ro] Fa

=48] & 4 gl 4P, o gol AL TASHI e o2 FDAY 9]
gwoz got Arf ¢hE. FDAIAE A4 & & Fol thAl AUAE LebA elst
7] e

F. AtllA A 7Hset Al

A, GAA AAIRE A1
o2 ARYUAldS std H

- FDAA = AAHinspection)E -2 ﬂ/\}ﬂ AN 4“4 Y-S L= oA st

1 olfE= tE FtHn g SAE ZFA1e] H¥(capability) & 7HY & &l 7] dj&®

- A9 A Zrots FDACA & Astd H
- FDACA = A& el disl ofuet B4 A& Fstetal A& 2=
- FDAY A= “grl/E=8]ththat’s right or not)” 2fal o]of7] S5 Zo] ofyzf, “FH
Sho/Z=851R] 9Fth(that’s sufficient or not sufficient)” 2t ©|oF7| =
- Al A"S A= T, ofE7t Aldo] U FDAoA 294 AAHinspection)E WA
o, JAlClA oFESt AAIE S & R AE ST
- ofje] AXAE FDAZF AAFS 7 e
FDAZ} Heed
- FDA AAH(Inspection)olli= 27H4] F-3°] U=
- A WA= “surveillance inspection” ©]2til Sh=d|, FDAo AXA7F &
o7 1~24o] SHHA FDAOJA inspectione U7h= AL 2 wjz2=
Q= 7|17F 3o inspections He H9E A

T ®A 592 “for—cause inspection” ©|2tal sh=t, E7} FXREUTGE T4, oA
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= S EHS
0|2 £EA Fo|Ag e EY e

2 EAZF 22E F¢ FDAZL inspectiong WZHA =&=tl, FAAAZE FDAC] “A A
ol BA7F 2le A 224, UrhA o HAok o A gy etal A sk Ak
AL, &HRF HEAJIAASE B2 5oz Qs HAAE st He A= e

“for—cause inspection”®] 7ZA-¢ & © ZIgsti, AASH st= HEHC|, “surveillance
inspection” & © HIF E|7](relaxed) 2 %P

“surveillance inspection” @] 7-¢ BE Zo] A2lx]o] XY= =

Sfefofl At AxARE] B wl= W AXAA Hok FDA AARE F8[E AIH o
7t . FDAOIA = sie] =4 Alg2 Algor sh7] wizoll sie] A=A ol Aol m
g d=t= st #

[0 OTC Drug A|Z4] digt FDA AL F7]

Aol wet 0211 sty HE vl= U A= AZdAE EETE AR 671

oltiell FDACA AAME Wthal g

AAL F7)= G Axart ol vt Qo] et detd 4 Sl

AHA e dofli= FDAZE afj9] Alziol sl AAFE A Urhz] dskohar 9

X ul=ol Al @70 71ZF FDA QI6i7F AA"S of & dAIY A%, oF 1583t AE AHE
o2 sfe] AIAAHE S, F=, FY, & S)E°] =T, o 7| FS oFF & FDA
AALE dol B Aol glgitty g I-d T 4dzt RE oo nAEo] Ao
gt FDA AALE whelchar 9F

Y AE 49, T HF(detained)/FH AR (mport refusaD® F-$ FDAA <]

Az ol gt AAE U 2

Sfe] Ax40] e FDAZE AAE st2] 717] Hell 44 &2 Sl nlg 4

notice)= of-2th= Aol £ A vl= A A¢ mle] 1XE o] gal EAlo 4

Aot 7H71 & oF

FDACA] afi<]

£ st 2

sfe] AxA AAN A2 1571 B2 4~570AHe Alcte] st o sie] % o

2~3 7 AT HEUHA AALE o

AgAQ OTC Drug® 7%, alle] Alx4ol thst FDA AAL 717 GAE oF 54 A

o|m, 71 7|7t &Rt FDACA = -9 B Abgtel dis AAME il o

TG SRS Aol AZE BA7L A4 ¢k §e OTC Drug A4 27

Ol

)

|24 AAE T B

d b S A o o7 A AlxAE FolA A
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0= FEAl F20A

o2

AreAlE d=

O FDAS] A% A%t 25

FDAZQ| AlAl £ A} B2 (classification)
+ No Action Indicated (NAI) E235| UIAIE0| SIS HES

« which means no objectionable conditions or practices were found during the

inspection (or the objectionable conditions found do not justify further regulatory

action),
+ Voluntary Action Indicated (VAI) XHX A|HZEX| QA
« which means objectionable conditions or practices were found but the agency is
not prepared to take or recommend any administrative or regulatory action, or
« Official Action Indicated (OAI) it ¢l &2}, S0i

+ which means regulatory and/or administrative actions will be recommended.

14wl WSS NS Aoz sAsle] gt AAE SR Zackd e
A9
T oRAR NS SASE Sl WA Bl FYRl JEFAT BAAGH:
359

A WA AR R R B el B AT At gl A9

) EAE Y AR, doFE §7), 3H 3 BY, Uy, ooRE So A4% B3 2
SE RAE AT FE, 71E ABY, GAE QAL sl QA gL B9
ol Slolw /HF KA 5 ofelsb PutAge] 45 W

_96_



Ol +5Al F2lAte

Short Description Long Description

Procedures not in writing, The responsibilities and procedures applicable to the quality contro

fully followed

Investigations of
discrepancies, failures

Absence of
Wiritten Procedures

Scientifically sound
laboratory controls

| unit are not [in writing] [fully followed]. Specifically, ***

There is a failure to thoroughly review [any unexplained discrepanc
y] [the failure of a batch or any of its components to meet any of it
s specifications] whether or not the batch has been already distrib
uted. Specifically, ***

There are no written procedures for production and process control
s designed to assure that the drug products have the identity, stre
ngth, quality, and purity they purport or are represented to posses
s. Specifically, ***

Laboratory controls do not include the establishment of scientifical
ly sound and appropriate [specifications] [standards] [sampling pla
ns] [test procedures] designed to assure that [components] [drug
product containers] [closures] [in-process materials] [labeling] [dru
g products] conform to appropriate standards of identity, strength,
quality and purity. Specifically, ***

80

Cleaning / Sanitizing /
Maintenance

Computer control of
master formula records

Equipment Design,
Size and Location

Procedures for sterile
drug products

Equipment and utensils are not [cleaned] [maintained] [sanitized] a
t appropriate intervals to prevent [malfunctions] [contamination] th
at would alter the safety, identity, strength, quality or purity of the
drug product. Specifically, ***

Appropriate controls are not exercised over computers or related s
ystems to assure that changes in master production and control re
cords or other records are instituted only by authorized personnel.
Specifically, ***

Equipment used in the manufacture, processing, packing or holdin
g of drug products is not [of appropriate design] [of adequate size
1 [suitably located] to facilitate operations for its [intended use] [cle
aning and maintenance]. Specifically, ***

Procedures designed to prevent microbiological contamination of d
rug products purporting to be sterile are not [established] [written]
[followed]. Specifically, ***

33

30

25

22

Calibration/Inspection/
Checking not done

Training——operations,

GMPs, written procedures

Control procedures to
monitor and validate
performance

Environmental Monitoring

System

Training , Education ,
Experience overall

Routine [calibration] [inspection] [checking] of [automatic] [mecha
nical] [electronic] equipment is not performed according to a writte
n program designed to assure proper performance. Specifically, **
*

Employees are not given training in [the particular operations they
perform as part of their function] [current good manufacturing prac
tices] [written procedures required by current good manufacturing
practice regulations]. Specifically, ***

Control procedures are not established which [monitor the output]
[validate the performance] of those manufacturing processes that
may be responsible for causing variability in the characteristics of i
n—process material and the drug product. Specifically, ***

Aseptic processing areas are deficient regarding the system for m
onitoring environmental conditions. Specifically, ***

Employees engaged in the [manufacture] [processing] [packing] [h
olding] of a drug product lack the [education] [training] [experience
1 required to perform their assigned functions. Specifically, ***
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O FDA AAE &g o Folsfop & A%

- FDAZF et A EHL ouE oz 4 (translate)ste AL AT
- FDAE AFEShe ©ole $e7F AMgshe B3 e, 1 94“1—‘:— s
I == FDA7} HAE il Fof, ‘Pl ~~E FASHAH(We  observed

this~~) "2t A, 7|4 “FHZA5EtHobserved) = —JU—E gAe ~5 1E
I a7} Ackyou need to fix~~)"+= 2Ju|¢]
- FDA AAME & F8lsh7] oA Ad 29 e
- FDARRE AFS WS ol ofBA digsiof sh=x]ol disl mlg] &8s Fotof 9k
FDA®] A& 0115_ AL “Q1 A7 £ ot 1 o)’ g1 ydsty, tE 4

AE A Hele A% 2™ A5 FEHHe| L7 digetd Fds] wA7E A
FHrel fla

Hakot AR YAlo]A(clear communication)©] - 5Q¢ v]g] F£H|T sHH oHAE=
o2, A7IA] Fohd w2 A7 I

- FDA A (inspector)> 8}, Hio] @ 56t 5 AZHoke] AHAL SA4loltA] b HE
St ARl AAE 7L =

- 59| AxAE T ZAERle] ZhA, st Sl AYolA €4 old S n7|E |
4 w7t QE. “ofe]i~ FFHOAY . A AugloAMa? ZA UMY H2 gloAa?
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