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% Cosmetics Guidance & Regulation
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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)
hitps://wwwifda.gov/cosmetics/cosmretics—laws—regulations/regulations—related—cosmetics—title—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

21 CFR Part 250 Section 250.250

Requirements  for and Cosmetics --

Hexachlorophene

Drugs

21 CFR Part 700 Subpart A
(Section 700.3)

Cosmetics -- General Provisions

21 CFR Part 700 Subpart B
(Sections 700.11 Through 700.35)

Requirements for Specific Cosmetic Products

21 CFR Part 701 Subpart A -
(Sections 701.1 Through 701.9)

Cosmetic Labeling -- General Provisions

21 CFR Part 701 Subpart B -
(Sections 701.10 Through 701.19)

Package Form

21 CFR Part 701 Subpart C -
(Sections 701.20 through 701.30)

Labeling of Specific Ingredients

21 CFR Part 710

Voluntary Registration of Cosmetic Product

Establishments

21 CFR Part 720

Voluntary Filing of Cosmetic Product Ingredient
and Cosmetic Raw Material Composition
Statements

21 CFR Part 740

Cosmetic Product Warning Statements

O k&< 49
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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

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

Cosmetic Product Category

ofgff Y2 VCRP(AIRH =HYE S5 Z=I#)0M Ar8dts HE =7
<> Baby Products
- Baby Shampoos
- Lotions, Oils, Powders, and Creams
- Other Baby Products
<> Bath Preparations
- Bath Oils, 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)



https://www.fda.gov/cosmetics/paper-registration-voluntary-cosmetic-registration-program-vcrp/cosmetic-product-category-codes
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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
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- 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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X 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

< Ml 1 : Antidandruff shampoo

- HFE HEZtEE MEcts 82017 HE0 HEEY. HE A X=2HE HES A
Zots 8022 oFY. ZMYLR HEYX ofF& 2YSFO0IHAM 2[efZF0| &

<& Al 2 : deodorants that are also antiperspirants,
- got AHA 28 HRERE
& M| 3 : toothpastes that contain fluoride,

- 247} ¥R Ko

<& M| 4 : moisturizers and makeup marketed with sun-protection claims
- Aol AHE 7IS0] A= ZOo[AFZH0|M 8 Ho|2Y ME

[0 M 24(Color Additives) ¥7]

- mE FDAL SHEE AE Ei AR A SUsHA gou it sl welsty

olo
%=1
% 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 %2 C%200r%20pigments.
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https://www.fda.gov/cosmetics/cosmetics-laws-regulations/it-cosmetic-drug-or-both-or-it-soap
https://www.fda.gov/industry/color-additives/color-additives-history#:~:text=All%20color%20additives%20required%20to%20be%20listed%20by,certification%20are%20synthetic%20organic%20dyes%2C%20lakes%2C%20or%20pigments
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% Color Certification FAQs
https://www.fda.gov/industry/color—certification/color—certification—faqgs
+ BT FD&C T+ D&C T+ External D&C 2t HA o] 0%l MASS fgiFE 9]
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% Color Additives Permitted for Use in Cosmetics

https://www.fda.gov/cosmetics/cosmetic—ingredient—names/color—additives—permitted—use—cosmetics
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% 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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https://www.fda.gov/industry/color-certification/color-certification-faqs
https://www.fda.gov/cosmetics/cosmetic-ingredient-names/color-additives-permitted-use-cosmetics
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C

O CHE EOIAM “External Use”2| 2|0|&?

- 0] 80j= 2=0lLt ez FHOJU= AN =
“Externally applied cosmetics” 82 ALEIEE
= o 280 242 HEUME A8 & BIS[21 CFR 703 (V).
* Must | match colors with intended use?

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

C(FDA Q15 ¥ S|7H=
Color Additives That Are Subject to

otok sk SHE

Certification and Permitted for Use in Cosmetics

A BAE)

Generally R 57 S Srr
Color Additive Eye Area™* (Includes Exbemal ee Zﬂgcclggia;zls zslecctilj)i
Lipsticks) se
Eyeliner,
brush—on-brow, eye
Subject to | Subject to | Subject to shadow, mascara,
D&C Black No. 2 NP AN N lipstick, blushers 74.2052
Limitations Limitations Limitations
&rouge, makeup
&foundation, nail
enamel
D&C Black No. 3 Sl-,lb].-ect- o |\ Sl.lbj.ect. to | Eyeliner, eye shadow, 74,9053
Limitations Limitations | mascara, face powder
FD&C Blue No. 1 Eekse’ also Al v 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 1o | ) 14, 74.2208
Limitations
D&C Orange No. 4 No No Yes 74.2254
Subiect o Mouthwashes,
D&C Orange No. 5 No Hoject Yes dentifrices; <5% for 74.2255
Limitations L
lipsticks
D&C Orange No. 10 No No Yes 74.2260
D&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_



https://www.fda.gov/industry/color-additives-specific-products/color-additives-and-cosmetics-fact-sheet
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=0a2f0b3dd22a5ba6c72e416373396b12&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.1
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.2
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.3
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.4
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.5
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.6
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.7
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.8
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.9
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.10
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.11
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.12
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.13
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.14
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.15
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.16

Generally

Color Additive Eye Area™* (Includes Exbemal ee Zﬂgcclgg;;iiﬁss zslecctilj)%
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
Subicct o Lipstick
D&C Red No. 33 No L ject Yes products <3%j 74.2333
imitations o
mouthwash, dentrifices
D&C Red No. 34 No No Yes 74,2334
D&C Red No. 36 No Subject 0| y ¢ Lipstick 742336
Limitations products <3%
FD&C Red No. 40 Lo also Al g Yes 742340
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 Eeksé also Al g 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 74.2711

* Includes straight colors and lakes

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

designated lakes.

% &A 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.gov/current/title—21/chapter—1/subchapter—A/part—82
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http://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&SID=77894e02197c40bcfaf8968afe704537&rgn=div5&view=text&node=21:1.0.1.1.31&idno=21
https://www.ecfr.gov/current/title-21/part-74
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-82
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.17
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.18
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.19
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.20
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.21
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.22
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.23
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.24
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.25
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.26
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.27
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.28
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.29
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.30
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.31
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.32
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.33
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.34
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.35
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e6f954d18834c601ea2f1a89bfe30ccf&r=PART&n=21y1.0.1.1.28#21:1.0.1.1.28.3.31.36

(FDA 1T % 3715 AR
Color Additives That Are Exempt from

£ SR

Certification and Permitted for Use in Cosmetics

Generally e
Color Additive Eye Area (Includes el Specific Limitations 2L Clix
T Use and Comments Section
Lipsticks)
Aluminum powder Yes No Yes 73.2645
Annatto Yes Yes Yes 73.2030
Bismuth citrate No No Is.ub.]eCF | 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 ISub]ecF to | For use In tanming |43 9150
imitations | preparations
Disodium Subject  to
EDTA-copper No No limitations Shampoos 732120
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
Subject to .
Henna No No limicati Hair on the scalp 73.2190
imitations
Iron oxides Yes Yes Yes 73.2250
. . —
Lead acetate No No S.ub.]ec.t to| Hair on the scalp; < 73.2396
limitations | 0.6% lead
Externally applied facial
makeup and nail polish;
Lqmmescgnt No No Sub]eCF to PThe. amount of 73.2995
zinc sulfide limitations luminescent zinc
sulfide in facial
makeup  preparations
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http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=d098fe49ba80a72c842d0da5b8452f83&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.23
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=df50154ad02d3accac6ee2475dc76747&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.1
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=717279b868070c81316d0a5adb45881d&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.5
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=7b9eecb5f9e3cb41e1282f914eb2b978&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.9
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=36f661ea073cc7d66b8f306035bcad4a&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.24
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=303c93eaf3ffe641696f5bf8072c4794&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.2
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=9083c8abad9ed4856ee5cbf113d81d9b&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.3
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=2ba11ecaa905c355fc3985d889e2f421&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.4
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=7c8aac1721b9b71568e3d374c7723335&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.15
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=57a59866b807173e4a59b6574f483adb&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.16
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=71a1a3fa61cd0d9394507662cc0df43a&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.25
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=2c5a45e6f89283a42974186fc24b6ad3&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.8
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=90265b7e533cdd8964439a5cf0bc7dd6&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.6
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=c70a3c59c1ee357ad9f869a91e309b97&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.13
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=cd1c415409630a98483a8930f61fe77b&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.14
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=67c1863c4a9c87d713a02ef1e736d114&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.10
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=92230a61016d146f3e3dce6657ef50ca&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.17
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=a95399fff2ebb35afcbbbe4e4cf897c6&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.11
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=69a7908fb05591e119ff448488cbd70b&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.12
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=51564d5c301d1b95e9a673325d67b99b&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.18
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=e9d3d708fa2b61f856a0d0872ba765eb&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.29

0= FEAl F2/A}
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Generally

Color Additive Eye Area (Includes Extjemal SE zzlféoﬁﬁgiions Zéec(iil:oi
Lipsticks) se
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 1 1 No Subject 0| 1y ifrices: <0.1% 73.2125
(chlorophyllin-copper limitations
complex)
Pyrophyllite No No Yes 73.2400
Silver No No ?ub]ecF to Fingernail polish; <1% | 73.2500
imitations
Titanium dioxide Yes Yes Yes 73.2575
Ultramarines Yes No Yes 73.2725
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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http://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&SID=fc2869830da702969a2dcfdeb71d7594&rgn=div5&view=text&node=21:1.0.1.1.27&idno=21#21:1.0.1.1.27.3
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-73/subpart-C
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=5bab246d76a25b68a435618db6482f9f&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.27
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=8880909b4777d6533c94d29fa4c63699&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.20
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=5310ccab72761491fe9aeb1ed1595317&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.7
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=f8187b1cdda5f6fcf4fc390106af5875&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.19
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=da4b73ee20c8c26089ab6b029795ab82&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.21
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=0b7234f2960678f2e1e6790c4d9602e4&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.22
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=d74abdcc182c367c53b0e03832a3bd0c&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.26
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=dc72be36efbd69908366fbad22b96e71&r=PART&n=21y1.0.1.1.27#21:1.0.1.1.27.3.31.28
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% 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 shg%] 2

- FDAE O 9% A&, oofF 9 3E W(Federal Food, Drug, and Cosmetic Act :
FD&C Act)t @ 54 274 2Pl s (Fair Packaging and Labeling Act: FP&L Act), ©]
T 7K HE stofl AlEe epgS A

% 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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https://www.fda.gov/ForIndustry/ColorAdditives/ColorAdditivesinSpecificProducts/InCosmetics/ucm110032.htm
https://www.fda.gov/ForIndustry/ColorAdditives/ColorAdditivesinSpecificProducts/InCosmetics/ucm110032.htm
https://www.fda.gov/industry/color-additives
https://www.fda.gov/industry/color-certification/color-certification-reports
https://www.fda.gov/industry/color-certification/companies-requesting-color-certification-within-last-two-years
https://www.ecfr.gov/current/title-21/part-701/subpart-a

0= +&Al F2lAte

% 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
- H5F 2ol FDAYA 7S Cosmetic Labeling GuideE Foll A|lHZQ 274 S &

Sk A o
A % g

% Cosmetics Labeling Guide
https://www.fda.gov/cosmetics/cosmetics—labeling—regulations/cosmetics—labeling—guide
- Al=9] 2 BA] 0= avAelAl 7P WA woll He ZFY HWWFEE Principle

Display &, F83A|5. Je2|a ZH o] AR 29 BE WS Information Panel =, &

HAgHe 2 23k Q=

% 21 CFR §701.10 Principal display panel
https://www.ecfr.gov/cgi—bin/text—i1dx?SID=a53c7524bda1825b730aa523f754574b&
mc=true&node=se21.7.701 110&regn=div8

- AlFe f|xAe] oFHor BI|EooF sk A2 AFEI &

H
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ol
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>
e
Y
o,
WE,

- 2 FREAR 9o g We ulsks AHEATHAE ARSAA, AILET, 24t
R Fa, AESE, 7R 28 AHEV 2Y]5ofoF ¢
1A, AEE H L AEC] of" AFJAAE & o Sl AlE AEYel it ARE 1A
T 228 2| BEF B7|SoF o w2 A=, 7MY =oll HEE ZEA|EHoF ok,
AEol AL=AS W B Hol== sfjof <
AEe] Fe YHede WEEd2 FREAF offiFolA 30% ol F=ol &7Is|of

& m@ 1 247 24 2ol B o Yk A9l 14 2o ARATANE B
slojob g MM Seltatel i DB A8l HE] HlRe] SEEs AE

- gl digt 22 Z7]el= Aljte] =T, AEY FLREAIF WA o] 5214 olstd
25R17] Atold A9 1/8%1A] o4, 259014 10091#] Atel<d
1001215 H2 4-Foll= 174907 o449 o] 22tz ®7|slof &
% 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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https://wayback.archive-it.org/7993/20170722051950/https:/www.fda.gov/RegulatoryInformation/LawsEnforcedbyFDA/ucm148722.htm
https://www.fda.gov/cosmetics/cosmetics-labeling-regulations/cosmetics-labeling-guide
https://www.ecfr.gov/cgi-bin/text-idx?SID=a53c7524bda1825b730aa523f754574b&mc=true&node=se21.7.701_110&rgn=div8
https://www.ecfr.gov/cgi-bin/text-idx?SID=a53c7524bda1825b730aa523f754574b&mc=true&node=se21.7.701_110&rgn=div8
https://www.ecfr.gov/cgi-bin/text-idx?SID=a53c7524bda1825b730aa523f754574b&mc=true&node=se21.7.701_113&rgn=div8
https://www.ecfr.gov/cgi-bin/text-idx?SID=a53c7524bda1825b730aa523f754574b&mc=true&node=se21.7.701_113&rgn=div8

T ¢l “Manufactured for--+”, “Distributed by--+”
& Aee HABS ZIAIsHH, Fae A FH AR Y F4AE AR
% 21CFR §701.12 : Name and place of business of manufacturer, packer, or
distributor
https://www.ecfr.cov/cgi—bin/retrieve ECFR ?ep=&SID=87c¢6333a8796289728d1755¢ea
7a5eflb&mc=true&n=pt21.7.701&r=PART&ty=HTMIL#se21.7.701 112
- AFE B, YAtA] =7HE BEEA] 37 ofof oF
BAETe 7%, 21 CFR 74000 o A& FFEE WIEA] 7|4 Eolof st= &+

QL. A5 5o, 71487] AE(Cosmetics in self-pressurized containers)

©

=
=

o
—

DEFE G0l §rEAl w7leof ¢
% 21CFR PART 740—COSMETIC PRODUCT WARNING STATEMENTS
https://www.ecfr.gov/cgi—bin/text—idx?SID=a53¢7524bda1825b730aa523{754574b&
mc=true&node=pt21.7.740&rgn=div5
- AR B2 e 3 2 SEHHEP&L Acool Q3 RH oz HI|EofoF Sh=
FEOEN, AHZA HujE FAHoR Sz IPFECINE HEH. FDACA et
Cosmetic Labeling Guided]] @2™, AR E=9] 22} Z7|= 1/1691%] o]Afo]al, whef
xxp o] 12 Wit Q1A oletd Aol 1/32914] ooz myIsfjof g A8 HH
< "= SPFEERQ PCPCAA st e INCIEA o= #AsHH . &, FDA
A

o Agele AF W MAE AGSo} 50, M40 o]Fo] FDA 713
o

o 1% olotE 4% THE RS PO LAY AT 5 U9

 FR Y FARS 1 5oRw AT & 98

o AAY A9, Pl WAl M4t obd AR ol AT 4 9g. Wk wo]
g AFol AT e ofe] Aol AFOE FRHE Aol “may contain’ 3,
“olst Aol FHLE & gleToleks BT Hel olg b4 o) Ak RS 1t
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https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=87c6333a8796a89728d1755ea7a5ef1b&mc=true&n=pt21.7.701&r=PART&ty=HTML#se21.7.701_112
https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=87c6333a8796a89728d1755ea7a5ef1b&mc=true&n=pt21.7.701&r=PART&ty=HTML#se21.7.701_112
https://www.ecfr.gov/cgi-bin/text-idx?SID=a53c7524bda1825b730aa523f754574b&mc=true&node=pt21.7.740&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=a53c7524bda1825b730aa523f754574b&mc=true&node=pt21.7.740&rgn=div5
https://www.personalcarecouncil.org/resources/inci/

o FeNA BAHE AL 9K e ARl FHELS B9, FDAC] o] wet 7]
g MR AWl HE BEAA AU 4 UL, o] 49 HE AR B2 o

o]0} “and other ingredients'®2 7]Aj5lH H

% 21CFR PART 701—COSMETIC LABELING § 701.3 Designation of ingredients.
https://www.ecfr.eov/cgi—bin/text—idx?SID=a53c7524bda1825b730aa523£f754574b&
mc=true&node=se21.7.701 13&rgn=div8
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- A e AA AddAe e mluaAY AAY] 2 9 7l5e §A 2 FFAR
the 59 85 #7le X & glow, ozt 450 7 AlFsd B2 2% =

A& =ol A AdAle == OTC Drug® Z74E

FE i o AE[MO]E ME2S O=0M STF27te? otEe7ta?

A EE O EH2=z HO[A 517 2ot MEs2 LEH2R SpYF0 LI oS =0,
= 08X FHAMo L=0|7] ME0, S| TFEE XA St A2 2tQI0[Lt
= |
=

H
2t oou oy ouo O

= =0l 2 =A st7] 2 MFol2tH dA2 2 |C.
OREZEXI 2 =3t H=(signs of aging)E #F0 =0 B =[A dt2i= Ho|3YO|Lt '=2t0|H

(primers)' = S}FE0f S SefL(C).

Jdejut oot 2 Aol fELE 7|80

SO|LF H2= o|=7|7|7t =7 = gfu

d2iM olE =0 F& HH(remove wrinkles)Lt SEHAo| HF HEE S7Hincrease the skin's

production of collagen)A|7[7| ®/2t MEZO0|2tH O|%FE E= 2[=7|7(0f siFerLCt.

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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https://www.fda.gov/cosmetics/cosmetic-products/wrinkle-treatments-and-other-anti-aging-products

- TeF AlFe] HAtE 5k 4%ke B (@lE =01 A Drugdll ATt 5l8H= =4S o
& 2pdgo] ®7|ste] Hufjol= A%, A OTC Drugdl digsts AlEQdd 552 shA
TEA AET A5t 2552 F-Pols FDAZE Al x4 AAHinspection)E S

A e WA Warning letter(d3 AehHE FDA @AIE] AlAste] sfig Aol

— “Warning letter’ &t ¥%&-9] public informationo]etil HH H=H], FDA HAo|Eof &2
Jbel, SpbeT 2ote @Rl die Aut g

- A7} FDAREE] \X/arnmg letter& WA Hotd, AlE 274, F1
AMEE MHiEAS sAsoF o ozt YE AKAHo=x W FDAS & xA|7}t
9l

- “Warning letter’ & ¥ A ZAA A X3 AlZo] digidE E2|A|(detention) H
T =9 (refusal = o]ofd 4 U=
% Warning letters

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’ & T2 SPAEo] a5 a7 ] £ AHHE AHEH oS
U gd g

<2016'F> Unapproved New Drug Claim
- & HAO|EO|MQ| HEA|IZL : “Removes Wrinkles Instantly”
- HE HE 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”

<201743 > Medical Device Sold as a Cosmetic

_2']_


https://www.fda.gov/ICECI/EnforcementActions/WarningLetters/default.htm
https://www.fda.gov/cosmetics/cosmetics-compliance-enforcement/warning-letters-related-cosmetics
https://www.fda.gov/cosmetics/warning-letters-related-cosmetics/warning-letters-address-drug-claims-made-products-marketed-cosmetics
https://www.fda.gov/cosmetics/warning-letters-related-cosmetics/warning-letters-address-drug-claims-made-products-marketed-cosmetics
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- "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 >
- Ofgf ME2 2HYELo= TONE|UX T, ChEel EAlERE 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

<2019'3> 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 Itchy Skin, Burns, Acne, Rosacea, ..and Morel!

<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...
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- FDA letterol| A A|71%E ¥HAR}=
Warning letterd]] 23 3SJAlstH HEY BE52 FDA AARREA(district office) Ut
CDER(QoF=9 71 ANE] : Center for Drug Evaluation and Research)ol s}# .
oj'" ZHLol= FDA%}F FTC(AWAMNYYS : Federal Trade Commission)e]l joint
letter® H Wart 9le $& 9lg. WY Hasiotd, g4 g 517 o) el

FDA ddgtA= Hoks & +& Q=

o]
pos
o}
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O sPgEolA o] me=Al, wiget=s A&

- "= FDA AP|EoA = "SPgE SlAs hdstal 2 dsHA =hio] F2d A& Alwst
A, A s ARESHA @A, Al Aol Hivt =S A Aol dn =kl PAs)
A Q. R A b AT AEAE A7le A A o weR EEnTE

- Hl% SE Weld Hetm Qi wiEEn ARE oF 1159
- olE HARE2 BT FDAOA AAl= AR B QRASHA] odtal AEUE 4R
% Prohibited & Restricted Ingredients in Cosmetics

https://www.fda.gov/cosmetics/cosmetics—laws—regulations/prohibited—restricted—ingredients—cosmetics

=] oFgE widaA] 4 55

Cay: Hlat

The use of bithionol is prohibited because it may cause
photocontact sensitization (21 CFR 700.11).

The use of chlorofluorocarbon propellants in cosmetic aerosol

Bithionol

Chlorofl b . ~ ion i ibi
orofiuorocarbon products intended for domestic consumption is prohibited (21

propellants. CFR 700.23).

The use 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

contains no more than 0.15 percent insoluble impurities, tallow

do not include tallow that

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 products 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.

The use of vinyl chloride is prohibited as an ingredient of

Vinyl chloride. aerosol products, because it causes cancer and other health
problems (21 CFR 700.14).

The use of zirconium-containing complexes in aerosol cosmetic

Zirconium—containing products is prohibited because of their toxic effect on lungs of
complexes. animals, as well as the formation of granulomas in human

skin (21 CFR 700.16).

% 49 FE HiF(Regulation (EC) No 1223/2009) A&
https://eur—lex.europa.eu/legal—content/EN/ALL/?uri=CELEX%3A32009R 1223

K 99 SFE WelA MFEA (Annex 1), M= (Annex 1) AE 2%

https://ec.europa.eu/growth/tools—databases/cosing/index.cfm?fuseaction=ref data.annexes v2
- 289, m=o aEEHE SPEES ul=lolA A oF 1159 migdaA 4E Qe
RE AT 4 Qb AWRDT R 4 4 QAo dEe No'd
A9 ALg 2700 ket SR 9
& A8 U, e 2T 4 e ARY A9, ARBO] AT HRE At A
=

=
st reiete ARgd 4 Qlrfata Wl
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A H7HE Sl HdsHA il AEo]l & dak fHAALEIY] AEE Tl
+H oPE Mol wiekaA 2|2EEU Re

)

gulation Annex IDof| F7157]E &

O
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Cosmetics Labeling

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)

Articles intended for wuse in the diagnosis, cure, mitigation, treatment, or
prevention of disease in man [people]; articles intended to affect the structure

or function of the body

ojekFol= A oJeFF(Prescription Drugs)”@ “HAH  o]eFE(Over—the—Counter

(Monographed) Drugs)”°] -

Over the counter drug, OTC Drug, monographed drug, OTC moonograph drug, H|X% o|2HE,

gatolots 25 22 20Y

- nl=olA QefEer A B He A d=2e mE Ve Ee 7&£, 9EF,
g, 1 Ee gF 9459 Amet AR 2 59, kot A 1 5ol A=

O wl5el QlekEe At AshAE?
- wje] eleEE ARSI SIS, K A F shis Adetl B

- A WA wAe Aok A1l New Drug Application, & NDAZHY d7+= HHAQ]

=
Aol Rieddmo] Zetwo] QA o2 A, dntHe=m ARIH(NDA) Ee

T8
QR A1FAIH (ANDA) O] Q15
AL B FRAS dESH] el AR gE W JAARS FodofjoR st o]+
A)ZFat Hl-go] w9 gro] Ei= A
AP Al 5RI(PMA @ Post Market Approval)e] BastH, A ook 9 H|AH 9
oFZof| AgH. AWA o7 FDAE sid d Zﬂ‘“ﬂg At sl= <

- NDAE AlEst §AsH] folide e a5 A=dor o 5, H-E HeAu,
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- 5 A B2Ale i I8 2 (Monograph)/#E ¥ ® (Final Order) ¥4
% OTC Drug Review Process | OTC Drug Monographs
https://www.fda.gov/drugs/otc—drug—review—process—otc—drug—monographs
E7dsto] FDAC] €]

o
=
Selo] BaTH e,

Co] WAL AE ZAWES SASAL AT, AR B HE

whebq AR A

Zzaiguim 7EE 7499,
=:]
=

Zl=sfoF

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

o2 - 501

GRASE(YHHE 2 = okd 5t
FAE O = O AKX = =¢)7} OFd
AlH A3 S21(PMA)

AN HE 2 X0 BE £52
A OJofZ U 2UMIOIOEZ(0TC)

Monograph/Final Order
BEOi=/EE Y

Active ingredient-specific

Generally Recognized as Safe and
Effective (GRASE)

No pre-market approval

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

gy 4= - S01
GRASE(YHIE o= QtMst
BEUEO R O{AHX = =H)
AR Al S2lo] ofd

=3 Al&oj st ozt ===
OTC(2HI2JOKE)

< GRASE
- O|AL OFAf, AH|XL, AMA CHEEEZ TE FDAC| A2 AE i 1970ECHO| OTC M|Z0f
FE 4 929 Wty 2AHE HESHO orfer #2 37K FHHZ2 2RE

GRASE

Category I getdoz QHHSt fEt A2z QIYE
Ol 822 %3 monograph0]| Z&He ZH
not GRASE
GRASEZ} Ottl 4=

Category II - Hotd < L o
%3 monograph0l| ZatE|X| 942 Z0|Lt,
monograph?t %£|& ZEE W7Xl= AL &of 7tsa

Category I insufficient data available to determine if GRASE

(=13
=
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GRASE 0|2 & TECHSH7(0f HEIF =52
GRASE 22 9flet 883t 247t L2 WItkl= A& EHof 7tsg
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https://www.fda.gov/media/98269/download

O OTC Drug®?
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AAAAREAD, AL A2A], ]
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A AT A&, Astringent £ )&= Skin

-

Protectant(Salicylic acid’} 5017t Al&)= vl=o4= OTC Drugz E7F¥

< 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/Statusof OTCRulemakings/ucm070826.htm

< Rulemaking History for OTC Acne Drug Products
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over—the
—CounterOTCDrugs/StatusofOTCRulemakings/ucm069967.htm
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https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over-the-CounterOTCDrugs/StatusofOTCRulemakings/ucm072134.htm
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over-the-CounterOTCDrugs/StatusofOTCRulemakings/ucm072134.htm
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over-the-CounterOTCDrugs/StatusofOTCRulemakings/ucm070909.htm
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over-the-CounterOTCDrugs/StatusofOTCRulemakings/ucm070909.htm
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over-the-CounterOTCDrugs/StatusofOTCRulemakings/ucm070826.htm
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over-the-CounterOTCDrugs/StatusofOTCRulemakings/ucm070826.htm
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over-the-CounterOTCDrugs/StatusofOTCRulemakings/ucm069967.htm
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over-the-CounterOTCDrugs/StatusofOTCRulemakings/ucm069967.htm
https://www.fda.gov/media/98269/download
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< Rulemaking History for OTC Skin Protectant Drug Products

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/ Over—the
—CounterOTCDrugs/StatusofOTCRulemakings/ucm070833.htm
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= NAHoZ SFoF i T
7t B e E4ota 47 58 AR 9 T 218 589 gd AY
SdE mygdfzol= W2 FDAL 20119 HE pd= 9@AL 2Ast CFR

201.3279] ol& AE3Slstaa
% 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 =7kellA g2l AMElE fa RS0l 19998 Ricdemos ZetEo] QA %k
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A wRI Il ol wef ofrol, {5 AlAl AR|NA AR EE AL ATA7E
FDAS] FQlo] =olA m=iolA TrjE]z] 235, olF Hoh et Hmt tigge] 2014
| 119 269 FDAS] OTC A& apdA] Qs 7HEskehes Ao 2pdA] 4l
H’(Sunscreen Innovation Act)2 53la. oA 7]E9 AL]AxHA A& HE 4 <l
S|7F W& 7SSkt = QA7 E dWolzta & & Q&

Ap] AR A] A (SIA)Z ¥ & 59 019¢ 11 26471A] & A4t
A BT draE AE Yol
AL AatgA] AAHEIA) Sl AP o= Qs 20199 2¢¥ 269 FDAE 3 Zﬂ’go}
(proposed rule)s& TrHEsI O™ 11 A¥} 19994d ZF iyt gifEeg AR AL
202089 CARES Act 2 QI3 OTC Ri-T1=i= /fHo] HH3}tE -

CARES Act 9] section 3854= <lsf o]kl SAIR(SIA)S 20209 94 30 #
& A (sunset) = A=

20219 99 24 FDA= A4 adA|9] 24, ¢y 3 8% /A %;‘3 A} A
ZFAA deemed final order(5, FEHF tﬁ%)
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Regulatory History for OTC Sunscreen Drugs:
Abbreviated Timeline

Sunscreen CARES Act
Innovation
Act OTC Monograph Reform
2014 2020
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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slapRtEE 5 = =
FEEEES 0|2 &4 FOJAHE
% Zk= ¢ OTC Monograph Reform: OTC Sunscreen Drugs
https://www.youtube.com/watch?v=3p5dd9XF4al
O zLlAxraA] 2pdsy "4 AR
- ZpQ)A ApdA epdlof] HEEA] I Eojof Sh= XA "4 AR o2 T
- NDAXISF A1%) E+= ANDA(SFY] AekilA) oz AlmE= 2kl ApdA|7}F obd, X%
Y (Final Order)efl ool A|FH BTz AfEE AlSof thet 24 pilge o
=3 S

HE AMEE

Statement of
Identity

SPF, L4, &
HRC AHER

SPF, Water
Resistance, and
Broad Spectrum

Declarations

Net Quantity of
Contents

HZEAL FSYA £
EZYUA:

B|ALOIE % F

)
Manufacturer,
Distributor, or

Packer: corporate

name and address

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

Lot Number Expiration Date Drug Facts Panel

XE g4

cYOHE WY

1 HIEII AIHiﬂg

- AlE AET, = SOl g 7rds] eljA, oefEs A¥shs ¥Hd

- AlE AEgels WEA] thE Abe] ZeE o] glofof g
olofEe] AR (e 739
ARk of2|ohy W E= F8 Ok HE
Tref ofEl Aol oJefEwto] EehEoletA, durge] gle A-eEd, ofFlsry WE
€ 78 o= &S =l = 24

- kA AP A= SOIAHIE AE)oll HEEA] “sunscreen™©] ZEgHE o] glojof o


https://www.youtube.com/watch?v=3p5dd9XF4aI

02 £HA FolAg e

SERRENIE EEEIEEEE BECREVE ERE R R R E e D E
JECRE
- Sl A o] B gAEe] Jgsts AAT B4 A72 Wo|Eolok &

| 2. SPF X|%, Li4X, HEC AHEY
- Azt A= A 2E WP (final order) Stoll #AIEAL Sl ARL]AAEA 2hd-g vl
TA| FF g (final order)oll HAIE Al Ao ofs AojH LA 2pet 4L (SPF)
g mgslor &

% 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 7] SAel dit slaEelE oheT 28

-+ 19994 9] Final monograph (& BRI T)= 30+ 7MA|9F B7]E 585192

20118 =HEF 8ol BRESHEAS FA A AL Evt AREHUA o] BV]E 50+
M g9

- 20199 2] At (proposed rule)ellA= 60+7k2] ®7]|7F 518E QIR 1Y FAl
AA| SPF 2= 808 24 & globe Az 810 #A8=HU=
% 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
202199 Hr3H proposed order(F, WE Aeho] HEASL
proposed rule (5, 2019 F&A¢HollA et Axt AR

&S FDAZF 2019

oz

of
©,
ol
ol

Q : 2021H0| LEE proposed order(F, B X ohHo| LHE2 FA0|H AKX L= EL|Mf?

A : proposed order2 FDAOIA ZHEE W7HA] Y2 E[X| §&LICH AN Y2EX= SO
proposed order® EAUE LIES FDAZ} 2019 proposed rule (5, 2019 &K ChoA g
#oF A0t AME Y Aol SLELICE

proposed order(%, BEHHe| MEF L& Ctaat #SLICH

® 24’8 (GRASE)

_33_


https://www.accessdata.fda.gov/drugsatfda_docs/omuf/OTCMonograph_M020-SunscreenDrugProductsforOTCHumanUse09242021.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/omuf/OTCMonograph_M020-SunscreenDrugProductsforOTCHumanUse09242021.pdf
https://www.fda.gov/news-events/press-announcements/fda-advances-new-proposed-regulation-make-sure-sunscreens-are-safe-and-effective
https://www.fda.gov/news-events/press-announcements/fda-advances-new-proposed-regulation-make-sure-sunscreens-are-safe-and-effective

Y=Y = St
Ol Al F2AtE
- ZtE|D2] 122 EFEl Zinc oxide®?t Titanium oxidee= GRASEZ ZtFE L|CH
- ZtH|12| 22 E3E PABAS} Trolamine Salicylates %3 Zi-J2fZo| HZ AZHEH 180
2 O[L{of AlFOIM MZS E==s{of LCt.
- 7tH02] 322 Y ERE HHER2 T 127H0|H, FDAZF GRASEZ} otL|ztn ZAHFshE
ZE HEES UWE 7R A[Zo ot /S 5= ASLICH
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
— Titanium oxide not GRASE
« Active Ingredients (12 total):
Category II: Not GRASE — Cinoxate, Dioxybenzone, En
) sulizole, Homosalate, Meradi
* Must be removed from market mate, Octinoxate, Octisalate,
within 180 days of effective da Octocrylene, Padimate O, S
te ulisobenzone, Oxybenzone,
» Active Ingredients: Avobenzone
— PABA: Para-Aminobenzoic
Acid
— Trolamine Salicylate Wk
® SPF ¥ UVA BE2E AHIE(Broad Spectrum) 271
- FDAOIM= SPF 60+7HX| BZ|& &= JUEF [0 #7| SPF +=X|& S &Lt 2L} 602
3= X #7|= 5{85X| &&LC

AlOF &7} A

FDAE SPF AZX|7t 80 77X HMZ THOj&= &{&%rL|Ct TF AMA=X|7F 802 2 EAL0=

tI'§(NAD)ZS 3iOF EfLCt.

SPF M&2| x|~ ®7|= SPF 307X 5 th9l, SPF 60+7tX|= 10 EH9I2 ®7|gL|Ct
SPF 15 O|&¢Ql XNEQ| &2, SPF HAE ZIt H2?|(Range of Determined Values)Ofl A 7+&

2 FXE 7IX3H0F SLCt.

Range of Determined Values Associated Labeled SPF value
(ZEE SFPF A= #2)) (B7|=l= SPF X[%)
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

_34_




012 $EA FoIALE e E Y

® M|¥(dosage form)
- CH2 MY S XtQIMAIEHA| S| GRASE MEO=Z Hotstn UELCH
oY 24, 38, 3, WY, HolAE, 1 Y AE
- 2O 0ld KtIMAEHH|o| B2, of2ff Z=Hof Bhstod, AZeEo] HE2 GRASEE

3 XA S 2t 7|7

in
7t Hlo|&7t sttt A etstn

@ c=pad
- PDP(principle display panel : & EA|
XFQI MK =M MES obmpsil

Yol oraH Age =
LIS, O

Fy rE
IO

L diAloz gidlal g x| 23847| 2 QIL|C}

H
L6 RIBO| GRASEOI SHESHEX ZFsY| QIsiAE F
(o]
AXN

gote s Mot AL CEH

[ |
Flol “sunscreen” H HME HH

(ZH, 2Z20] )2 7IX
EBigez Qot mjf & ks Of Z7| L35 HXS=H E&0| &= A2z HSH
HE7b @l= RHQIMXHERA|(SPF 2-14)2] 42, PDP(principle display panel : & EA|H)0]
HA|El SPF X|=0f| HE*)E A, Drug Facts BoxZt0| e "m|FE /3t Z 1 (Skin
Cancer/Skin Aging Alert)” & AH|At7l B S QLT
® 7|52 & 2F EZEY0|M
- Ate[M XEbd HMEQ| B4 xF ZZ0|M HAE 7|EE NE UEY O|F 149 Es
ohoF MZFQ| R X|FO| HAHE= 4%, i HAEE L5t 20| & %F ZE
7t feE = 39 |FXY A 275t AsH T
- ESH FDAE AtQM XEHH| ZE2fo|M A" 7|52 MYUXIL EESID QU0jof sCtn H
Alstn &L CH
- Z[F MEo oist 2E A4 HAEO OfsH LA AR AZ|("IRB") S22 HHOtof L
Ct
® 7IEt
- KtQIMALEHA|-He| 7| N 7F =8HE HE2 GRASEZF ofLjzgtn 21 QUELICE 1 O|RE
FDARL EPA(D|T 2td Hz=)o| 2tHd Q7i7to] =X|2 21510 o|2{gt ME0| Xt
KPCEH 714 249 SHMSD @Rl AMES FES| EESHALE M AEEE HIt

N
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3

F
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0= $EAM F2lAle

- FDA U4 HIAE Ax40E E= 80R)E B9 AlEE zhdo] "YA(water
resistance)-S TA|SF 2l

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

EQ AL "Water Resistant (80 minutes)" HEA|

LA Al A

= 408 E= 80& Fot +=95
52 4u7} AAAGS BA

5L He B Sol oh HE

[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".

HlEE) W ARl AdAlels 5

Ae Agalats ANAFE 2A

Y= Y He &2 "ole daeA ALl Ad

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

resistant sunscreen if swimming or
sweating".

<ZF9|>

"Sunblock”, “sweatproof’, “waterproof’ B2 O|=0M= 3¢l /2|1 AHXE ESH= 2

Yoz ZHFE. Ol RAISH SHYES EAIZIMNE 42, FDAC Act2| MM 50200 2|A, s H|

Z2 28 (misbranded) HE2E 7tFE

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

‘B2 AHEH(broad spectrum)” EH|A

EE FA39E SPF 15 o]l AlEL “HEE A
HE 2 (broad spectrum)”o]2tal 2plo]

71 4 lom mEet o] wet E4 &+
nl=of At A4 (laboratory)ollA HIAESE & g = ¢l

rsh

ZWh, o] 4sk= dF4l FDA Q7 Aot §ARHAY St FE4shs dgiolof
S}

+ A AAloll= “Uses(8)" Aol ©

helps prevent sunburn (€33 M gl
ol B2 BASoF ¢

p—]

©

=

S SPF > 1591 HgE AuEd 2ol AgAcls “Uses(8%)" A4o] Wiel 919 74
o PR E

4 201 23D 5 98
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012 $EA FoIALE e E Y

"[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".

HiGE) BEE AHEY Aol A Ei SPF (159 HRE ARER Ajeld Ajw
A “Waring(1)" A4 AFol MRt 7] 05 =ots oshr] Facts
A3 877t mFEolo} &

"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,

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

Q: HEE AHEY o 2AYLR
A MOHHEAE Lvast LVASl B I B UM Aol e 715 W3 20 e

O=2o EE2E ﬁfﬁlE%* HAEE= AHEZO yvB U UVA FYOM XM (UV)CZEE X}
QM Xttt MEo REitg/SEEE FHsE QHEZ(in V|tro)(*'°4e HAEQLILCE
I

O HAES '@ oy HAEz2tn gLy Xteld XtE HF0| HAES SuotE Hojx

2
370 LteO/E [nm] O| &9 YA mtEE XL AS2 LSoHoF 2rL|Cf,
FDAE "YHHH o2 IHEO0| O FEo| X0 =E3t7| 0f ofF@7| &0 olz{st =X[o &
HE SFAZ|= XM KT HES S2el0| EEE AHEY XEeNE F = UME
THEHOf k2t 370 nmOAM A mIHEE A™EMSLCH

Q : O|=| KteMAEHA 22 APy oCjoM &S = ALR?
A R MAHEEH £Z FE (Final Orden)2| 6W|O|X|£H, SPF X|5= Al Lixd AlRY, ERE
~HEYH AFYO| LI ASL L.
X 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-SunscreenDr
ugProductsforOTCHumanUse09242021.pdf

3. LS9 AM=aF
- HE=e] A2 AP Ex oofE w3l wet vtEAl IA/HEAY 54, dA =4, ¢
7 o)

2, ST AF

_37_


https://www.accessdata.fda.gov/drugsatfda_docs/omuf/OTCMonograph_M020-SunscreenDrugProductsforOTCHumanUse09242021.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/omuf/OTCMonograph_M020-SunscreenDrugProductsforOTCHumanUse09242021.pdf

- e AEAEeE A S BEE JAstelol & oS Sol, Welnlgi we
A o erRE %WEMO

- AFo ARE e 44 &

- 393 g B weA zuﬂ W) skt 30% ol Al
2710 whet AR 2712 7] A solof

ﬁ
rlr oy

Agro s Agstolor g
A=efo sk, W9

l:l:l

- RE OobEL WEA AR EPYA, EX GBS GAS} & o Al 7H G5l

& QA AT o A4, 1 AE BASKE £ A SRl

0] o
Py =1
| 5. BXt2 HTE 9|5t O|=2Lj HSHH C A
E

- FDAE JYEFZAL OTC QJofEdut &gt
H.o i

bR L 7HE, 2 f%
o HA olEg FAT & Y B, 42, EE /18 A% SL nEo xgoz 4
Fsq 2 0E HOIE
7. 98 I3t
- GE I T oJokBe] Abg YAl BUY, § B 2 &mo] o Y BES

_38_



o2

0= FEAl F2/A}

©

FEot=AE HEofoF ot
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- OTC 9JofE-2 ook AHHE ®I=A] FDAZE 875k wl$ 7AH g4o2 7| s)of

coJoFEel R TsEy AHS5e S HE gt Folo] HA|Hojok sH=X]

PAEEL 9

- 35 JEE FDAZE f4ste JId2 BA|E oot st B = ol e

- ook o] EAd wEt ofE Aol o 7 A 9 AEe JAeEor ¥ £ Qg 1
die o2 TS

- "ojglo]o] o] whz] of= o BR¥ d ot B8 AHA3l (Keep out of reach of

o

ook
]
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]
=

children” plus overdose warning)
- YA/4 Al (Pregnancy/breastfeeding warning)

- =4 AlEo ths "e]-8 H-8" ("For external use only" for topical products)

O =281 HE md(Drug Facts Panel)
- 58 HE 1jdo] d4 g4 I FH= offiet T

Active ingredient(s) / Purpose

SN2 Drug Facts =
U Active ingredient (in each dosage unit)  Purpose [ossssoesononel
ses mg.. I

s Other information
= Uses 000000000000

B 00000000000 B 0000000000

H B 000000000000

Warnings Inactive ingredients xcoooocooooo
4124 Warnings

Do not use Questions? 123-555-1234
Directions [ ————
K| A Aret biounionses

000

Other information Ask a doctor or pharmacist before use if you are xcoo00C0C000K

e} A& When using this product
B 00000000000
B 0000000000

Inactive ingredients Stop vos d sek 8 doctor ¥
H|ZM M5 2000000000000
EICRCES 2000000000000 xox

= . f pregnant or breast-feeding, ask a health professional before use.
Questions (optional) Keop out of reach of chidren. In case of overdose, got modcal hop “

_E_ _(_)_I i{ ( |A;| Eﬁl‘ A}(ﬁ)}) contact a Poison Control Center right away.
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- Aold AdA| ABZAL, T AEe] HzE S8 ARE BaEA ohiAd
whe} 7| A lojof sk thgo] Ags] et |

~ ofgls 0% U44 F150] Gl SPF A% 15 ol HeE AHEY Aol AuAel
AFei1g)

Drug Facts
Active ingredients

THRaNUM GION02 S‘e}
2nC 0xi0e 16%

Uses

I Nelps prevent Suroum

1T USe0 23 arecieq Wil oiner Sun profection measures (22 Directions),
0eCreases e sk OF SN Can0er a0 early SN aQIng Causea by e sun
Warnings

For external use only

DO NOt USe M 0N Cama0:0 Of DroKen San

When using this Procuct mm K220 OUl OF eyes. RINSe Wil waler 10 remove.
S10p USe and 2SK 2 0OCIOr IT mm 23N 000U

Keep out of reach of chisaren. I Swaowed, 02t meacal nep or contact 3
PaISON Control Centier ngnt away.

Directi
8 200ty H0Eraly 15 mINUes DEore Sun exposure

IO

8 2021 40 MInUEs Of SMmmIng Or Sweaing

m Immeaaiely am lowet onyng

m 2 east every 2 nours
= Sun Profection Measures. SpEnaing Bme I 12 Sun INCreases your sk of
SKN C2NCer ang ez SKN agng. T 08Crease NS K, reguiany Use 2
SUNSCreen WIT 2 Broaa SpECrUm SPF value of 15 0r Nigher 203 olner Sun
PrORECR0N MEasUres INCaNg:

@ I ime 0 e Sun, especially Fom 10 m.-2 p.m.

W WeE NQ-SEeveq SIS, panks, nats, ano sn;a&e
8 ChCren unoer & mOninS O a02: ASK 2 00Ckr

Other information
8 profect e procuct N IS Contaner rom expessive Neat and airect Sun
8 Sore Delow S0°F 1 30°C

Inactive ingredients

Waler, Soy0ean (Giycine max) O, NyCroxyenyIcERuInse, xaninan Qum, gycent
monosiearale, Lanum Suliaie, Cetean)! aconol, giycenn, petrotatum, Ancan of
PAIM (Elasts quineensis), SOOUM DENZ01E, POL2SSIUM SOrmate, agrance,
walemenn (Citrdus Lanatizs) O, 10003 (Simmondsia chinensis) O, 220
(Amania spinosa) Ol 02 -e'cctad. Vanila (Vanilla planiolia) O, 35000
300, retoyl pamitaie, focopnenl aostate

— Drug Fact Paned]] S°l7loF & W8o] tha A1 mjdo] W IS 2x|stal QJAJgt,
o] -8 tiF-Zo] "o ARRtel7] wiel, W&o dFet: AL

ML D SRS S§ST e, SASHE A FAL oot 2L



02 £EA FTolAg
L FDAL Eej #E wjde] Y POz SAHE AL §85T IS
FHoz RE 94 Seld HE W8S ST Bast Uk 49, S04 HAWA
HRE B 5 9t peel back B419] BE Abge] M5
SR P

Drug Facts

Active ingredient
Benzoyl peroxide 10%

Purpose
Acne treatment cream

Uses mtreatsacne M dries up acne pimples
W helps prevent new acne pimples

Warnings
For external use only

Do notuse W on broken skin
B on large areas of the body

When using this product

W apply to affected areas only

W avoid unnecessary sun exposure and use a
sunscreen

[ do not use in or near the eyes

 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 irmitation of the skin. Only one drug should be
used unless directed by a doctor.

Drug Facts (continued)

Directions

[l clean the skin thoroughly before applying

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

B because 100 much drying of the skin may occur, start
with 1 application daily, then gradually increase to
2 to 3 times daily if needed or as directed by a doctor

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

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

Other information store at 20-25° C (68-77° F)

Inactive ingredients aluminum hydroxide gel,
bentonite, carbomer-940, dimethicone, glyceryl stearate
SE, isopropyl myristate, methyiparaben, PEG-12,
potassium hydroxide, propylene glycol, propylparaben,
purified water

Stop use and ask a doctor if too much skin irritation
or 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 (continued)

Active ingredient Purpose
(in each lozenge)
Hexylresorcinol 2.4 mg..Oral anesthetic
1

Use temporarily relieves occasional:
W minor iritation M pain
W sore throat

persistent sore throat or sore throat
that occurs with high fever, headache,
nausea, and vomiting may be sefious.
Ask a doctor right away. Do not use
more than 2 days or give to children
undef3yearsdageudesstiec1ed
by a doctor.

Stop use and ask a doctor if W sore
throat is severe or irritation, pain or
redness lasts and worsens [l sore
mouth does not improve in 7 days

Keep out of reach of children. In
case of overdose, get medical or
contact a Poison Control Center right
away

Directions M adults and children
3 years and older: dissolve 1 lozenge
slowty in the mouth. be repeated

2 hours as Or as
directed by a doctor. M children
under 3 years: ask a doctor

Inactive Ingredients comn
syrup, D&C blue 1, D&C yellow 10,
mineral oil, silicon dnoxlde sucrose
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T . 2hdof sht o)4de ol AR, We 372 AASH 2 Aolal &4
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= B2 e

Informations sur le médicament

0%
Zinc Oide 13.5%

Ingrédients actifs

w&‘rﬂ! 10%
e Znc 135%

Uses

® helps prevent sunburn,

® if used as drectod with other sun profection measures
(see Directions), decreases e risk of siin cancer and
early skin aging caused by the sun

Utilisations

® ade 3 prévent les coups de soled.

® ' est utiisé selon les InGCations de mesures d¢
profection contre le soledl (vor les Mestructions), Gminue be
risque 02 cancer de l peau et Oe vielissement prématuré
Causé par le soleil.

For external use only

Do not use @ on camaged or broken skin
When using this product

® ktep 0ut of eyes. Rinse wilh water 1 remove

Stop use and ask 3 doctor if @ rash ocours
Keep out of reach of children. ¥ snallowed get
medcal help or contact Poison Control Center right away

Mises en garde
Usage externe seclement
Ne pas wtiliser @ sur les peaux aDemées (U Jvec 02s Ksons.

Lors de Musage de ce produit @ éviler kout contact avec les yeux.
Rincer & leau claire be Cas échéant.

Cesser Fusage et consulier un médecin @ e cas 0 érmuption
ou dmitation

Garder hors de portée des enfants. En cas d'ngestion

Directions
® apply iderally 15 minutes before sun exposure
® Sen Protection Measures: Spending tme in e sun
Increases your risk of skin cancer and early skin aging.
To Gecrease s risk, regularfy use 3 sunscreen with 3
Broad Spectrum SPF value of 15 or higher and other sun
protection measures incudng
simit Sme in the sun, especally fom 10am -2pm.
8 wedr ong-sleeved shirts, pants, hats and sunglasses

® children under 6 months of age: Ask a doctor

demander un avis médical cu contacter ke centre antipoison
immadatement.

-M%«wwhmwm

15 minutes avant I'exposiion
® Mesures de Protection Solaire: Passer du temps au soled
whwamm cancer 02 la peau et
acotiire son vielissement. Pour limiter o2 risque, utilse
anmamwlsw
supérieur | est également consellé
-mmwdwmwmm
et
® porter des vitements 3 longue manche pantaion,
chapeau et lunette de solell

réapphquer
® 2p0és 40 minutes de 0u d2 transpiration

Other information
® protect the product in ths container fom excessive

@ drectement 2p0és vous étre seché A la serviette
® 3y moins toutes ks 2 hewres
@ pour les entants de mowns de 6 moss, consulter un médecin

Autre information
® conserver ce produits dans son emdalkage
«mamrmahmau

mmxmmm&.mu
SESAME (SESAMUM INDICUM) *, HYDROXYDE 0ALUMINIUM,

JUS DE FEUILLES D'ALOES VERA (ALOES BARBADENSSS) *,
PROPANEDIOL,

POLYGLYCERYL -3 DESOSTEARATE,
TOCOPHEROL, TRIGLYCERIDE CAPRYLIQUE/CAPRIOUE.
Questions ou Commentaires? 1-865-853-9427
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% Drug Establishments Current Registration Site

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

Q Search

Drug Establishments Current Registration Site

£ Share = W Twee

New Search
Search Results for john

| csv Excel

FDA Establishment
Firm N =
SIDSSRe Identifier '

John Lalor Joyce Inc. 3004182887 150741395

John S. Posen 1000221307 060084159

| 2tH |
O 288 FE(Labeller Code) Fofdt7]

in Linkedin % Email

& Print

Filter:

Business
Operations

Expiration
$ Address $ $
\ 5 Date

MANUFACTURE; 422 Center St., Jim Thorpe, Pennsylvania (PA)

18229, United States (USA)

12/31/2023

TRANSFILL; 1214 Skippack Pike, Centre Square, Pennsylvania 12/31/2022

(PA) 19422, United States (USA)

- gy IEE Hojdto sy ot AH7F HQsh

Company Name

3AE

Business Operation &
Qualifier

Registrant
Contact Information

S=xolstx] Fw

DUNS number

DUNS H&

HIZUA 2 & XA XL

Establishment
Address

NA F4

U.S. Agent
Information

n|= cjzjol Hw

— Labeler codex= National Drug Code(NDC : =7} oJok® FE)E AAsH7] fls 2ast

™, FDARRH Fojdh= 31§ FEHT S

- ol Age mee

Labeler Code SPL documentE FDA¢] A|=35to] Relabeler code

H
=
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- product coder= @ (specific strength), 8% (dosage form), EEZo]H (formulation for
a particular firm)< 2RI 4= YA 2JAfof|A Foft HE Y
® ZA FT (trade package size code) : 3|Afof| A FofolH
- trade package size codet= ZZ ©9i(variations of packaging), d& 9 10ml <17,
20ml ?17], 50ml QIX|E UetH, SJAtoA] Foistd
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O oAl 2 : 5RE| ==Ab - 3RGE| ==Ab - 2KG2| ==Ab
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- Active Ingredient (F&4E) @ °F9 &5 UEWA ot= AEY
% Inactive Ingredient Search for Approved Drug Products: FAQs
https://www.fda.gov/drugs/informationondrugs/ucm080123.htm

NII (Unique Ingredient Identifier) : “1l-F A& AEA} oy, f-aAJE® ofyz}t H[H
H(inactive ingredients)o]] oA UNIZ} FojEo] Q1S Drugs 55T of A&

aX
Be dYo] Bol¥sh= o] oYzt UNI EHE d=std
% Unique Ingredient Identifier (UNII)
https://www.fda.gov/Forlndustry/DataStandards/SubstanceRegistrationSystem—UniquelngredientIdentifier UNII/default.htm
- “PRINCIPAL DISPLAY PANEL™-& Zd¥s5H A= EEXPZ‘VHEE = 5 IS
- AlE ZHA/MNEE manufacturer = labeler7b A9t A=t &2t &
- “INGREDIENTS AND APPEARANCE’E 225l Active ingredient®] AEH} oaf
AE, AL, AxdA BEE = 5 U=
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{DailyMed (Drug Listings) AFo]EofA OTC Drug A& AA SAD

* A&7 : BALI BODY COCONUT LIP BALM SPF 15

https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=50aa6562-905a-4802-e054-00144{f88e88
s okl ZRW A W AEL SRl Aolusg el ok oYl whEe] s

FolHA FAlel OTC Drugel= sligsh= A& o<

D

DAILYMED

ALL DRUGS HUMAN DRUGS ANIMAL DRUGS MORE WAYS TO SEARCH w

( Enter drug, NDC code, drug class, or Set ID O\)

m FDA GUIDANCES & INFO | + NLM SPL RESOURCES | + APPLICATION DEVELOPMENT SUPPORT m

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

cream

VIEW PACKAGE PHOTOS

Report Adverse Events

FDA Safety Recalls

Presence in Breast Milk

RELATED RESOURCES

Medline Plus

Clinical Trials

+ PubMed

Biochemical Data Summary

MORE INFO FOR THIS DRUG

View Label Archives

RxNorm

vearss Y sl B B

NDC Code(s): 70630-1701-1
Packager: Bali Body Pty Ltd

Category: HUMAN OTC DR
DEA Schedule: None
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.

DRUG LABEL INFORMATION Updated November 8, 2017

ease visit this version

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

VIEW ALL SECTIONS

3 PRINCIPAL DISPLAY PANEL

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

€3 INGREDIENTS AND APPEARANCE

Product Information

VIEW ALL SECTIONS

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

* AEY : ZYLAST ANTISEPTIC- ethyl alcohol gel

https://dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=17a70b04-3e61-27ae-e054-00144f8d46¢

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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% Over—The—Counter Monograph Drug User Fee Program (OMUFA)

https://www.fda.gov/industry/fda—user—fee—programs/over—counter—-monograph—drug—user—fee—program—omufa

_55_


https://www.fda.gov/industry/fda-user-fee-programs/over-counter-monograph-drug-user-fee-program-omufa

0= +&Al F2lAte

- Ol 50, 202142 2E AEOAM SF0| = AEE2
H J|1st2 2022 6¥ 12X}
- CMOZF OfH RLTgfm= OJfE A|ME2 24,178EHEE Y EG|OF & ALY H=ZAts

16,119 S 2 YESIH |10, 0l Rdgfjm A|M $=429| 2/30] siHsl= 2HY

on
%
for
~
[im
H
1
4
HU
10
1o
LA

T =
Py e = ojekE A|A (MDF) 24178 2
AN 243 (et3} 2F 3,320 HA)
Aok X Z=AHCMO) 16,119 =2

NY 442 (Bte} of 2,213 BiL)

‘ 2022 E|AIME(FY) ALK} £42 28

- R 7Rt Ad e, OFUMA souE AAo=R A&EsHA] o2 Al disiA=
FDAOA IEo|A(HFA)E Tl

- FDAE A7t AA a8 0ihe 97l AJAdof disiAE FOMUFA Facility Arrears
Listy o]2tal Sh= 1A W= a5t FDA UAto]|Eof AAle
% OMUFA Facility Arrears List

https://www.fda.gov/media/150585/download

- 2Rt A @A AxEe ddEES “FAFEA(misbranded)'® 7HEEH, oo4R
R Qs ml= Hhelo] AR

- A AgAet Z2 OTC Rz oJokge] Ao BWeH Z-¢, FDAA 58

g Bkt ge 719slok @

O XA 571 o ol TS ¥+ B9 AAYU7?

- A G IAAE HAA Aro] 129 31Y o] OTC BRI oorEy} THH 2
S THe AE T8 A 9ok d 55 a1 wet oleet WA ARFS Wb
SIS o Ao 552 HHlolES HS

- AU BRE EF5E FUT AL THicks AAAE 69 1974 AH RS

FotA . i Aol WS Sk ge o, AeHEoHA &2 olF 22k ko] digh

or
1o
Gomt BUEA S O A9, RS 69 12 442E YA ok g

=t
>
%,

ol


https://www.fda.gov/media/150585/download

0% £5A FolAg AEHERET

£0{, 20223 122 31LYIK| SE HAE SIH, 202343 62 1290 S| $2=&2
X280 SHX|TF 2024 62 19 =427} B0tE|X| %2

>

. OTC ==8l0| FDAO| SESFT St0l=
- FDA AlAE-IIO" _LXI- giol = 2

0= OTC BT ALK £42 Z2I1OMUFA) 23 FAQ

Q
$0
rir
oN
Jo
=2
rir
4o
P
r\l
4% rir
4
HU
mujn
10
0 o
4
|
Hu
Ot
x
o

-

= o
A|2Ho| AGO|E 2tZE A|HO|ALKZ7|M O|o|EEt &
M #F s Me2|E olofghLct)

® 20209 1€ 27¥€EEH 20214 128 31L7HX| COVID-19 3F 2 H|AAE] S0t
AZHTS MZD AL sHYELICE &AFHOl 42 HWEHY 7|7t ST

oE

O 0|0 20214 128 31LXtZ AA| X|&O| M3 =

of WOHQUKTH CH2 B B8 2It ofEA Tl=X? o AHA SAl ofa
=3 0f 2t HEof Cfst 60| HREEX?
& MEAT 23p7F Uk 223 o HEAAM off HE S22 Jts

O -1 O o o
g QUR017] MEN M S=O| ERELICE FDA =& HA| ZZEZXT A=

AbOf2F St gL L.

_57_




0= $EAM F2lAle

: FDA ®ME ZAM MO|EE EM, marketing End DateZt U0 |

:OTC ME SE2 &M /o]

A3 E HEF22 Oo1Co 7ISEE MEFO oty A 13| dHMS TAMSHK| RRUACHH

>

T=x|Q2

DO 10 12RE 128 & ALOI7F OTC &M S5 8 MEF 2(28 A4 7| ch A

!
A 71ZE Soto A 2lA") NM2IE SHAA EH AKX s=Es RotEX| 2L
Ct.

& =0 20223 A4l 7|7F ¢t OTC Drug X & A HE 2282 AXN(GEGE C
2| AR NME))SIMCHH 2023HE 42 2IHE|X| EELCH

ild

—

=)
UXLO| Marketing End Date €At7F Y=0| E|=X] SZLICE £ OfH XE
AE GHO|E YXp7F LHO| Z|of A& 20|52 ZM AtO|Eof HAM
ZEMst= dRE JASFLICE f OAHIR?

. listing certified through F& 7|70 HtEE|H XsHO2 FSHE|X|= ASLICH AHH
SIA[ZAL AEHEE SoliA FDA A|ZHE St MK = Cf 2|28 ME|E SHMOF gL

Ct.

Marketing End Date & & 0| ST 2R FDA A|[A" SHOlM REHO| 7hsdtd &
CH RO 20| E|0f A= 2olE ZM AOIENM Ee s AT A4 Tzt
O Xt =0 YOHO|EZ} &[7] ZYULICE OE S0 EWE 20223 128 3122 2

SHAI 2023 7| 20 CIOIEZF ARl M2l &L Ct.

| "Unapproved drug other" 2 50| £/0f oH

=
ANESEH7I 2dots MFof sHEstx| E=XK?

: OTC Monograph Final O|2t=X|, OTC Monograph not Final O|2t=X|, Unapproved

drug other O|EHX|, O ZiH|12[2tE SZ0| Z|0f A= R0 = Al2HE EF5HA0F
ELLS

HMZ2l OTC S8 A7t FAE=X] S5 LCH

;O 102 12952 H 128 2 ALO|7F OTC Drug 24l S5 % ME 228 A 7|2+
=Hn|

=
Ch. O A 7[2h S A 2[A2E) XMElE otAEH MEA s=BE= FIUEX| HE
L|Ct.

: OMUFA == 0|&3A|el 20[92 FAQIIR?

T2S HFOHA 2 YHE FDA MEXt 2[2E0 S747F ELICh ol Ao S




0|2 £5A FolAbe AESEECh

>

: MDFgt11 CMoém J}RH 2 Xjol= B AQIX|?

>

>

=AD& SE2 FOIAY =& MEF0| ot UA: R0 =S L{OHOF &

: FDAOIM M3l 2|AZF MDFZ2 50| &[0 gLt 20 Xz 282 S0EH XN3l=

: N20l= MDFRF CMOQ| X0|HE ZEMNM 4 F
|

P MR 2lAEE OfTIM =olgt = ASNR?
A
T

: FDA AO|EO|M CHRZE S

ME[= OTC MEFS 8 B7Z|Z2 UFoH7| W20 =8 SAOILL 78 Al =XM7F ==

oAl RAIMH2 2 XM EHES Hiot= YME 2l0otH, CMOE ¢
€ 2l0fgtL L.

18
= 2

ANd S5 HES HFOHA Eol o 25 X7t /S7a?
Ald S5 HES E50H| B8 & =9 2~37HE7A] 7ICtHE E&HA| Es B
0= LT O=22 25e MIFS0| =8 S2HAl Mol Z2[A = ASLEL 2

g SHER| ofof ElE 1 2H #
OfLI2} FDA AIAEIO) FIZARL 1 CHEO) 3 BIA, +YA7L 2I2E0 S21717| mhe
of 1 CH20 E D|R2 £58 otd Z2 ABOIN Z B0l £oi¥UCL 123
atofol oo RS0 E3 e MEFo| ATk B B ALolE 2F TXE we 4

= UASLICL

HH ASHe2 MEE A MEletha Bols 2 X &1 Aduy

s=& ME0l "ot A= B0 HolE7t Hot UAsH
=0 AT FDAOM= &F HO|Het MF HIOIHE Z0| dMs
20 =& HoIELE MEF S5 ACIAEX| HO|E7t pick-upO| =[H H|E X[== ot
MOF & LY.

[
a
RrL
e
I
N
-— 0

St |

CMOQl A Z2H e #HE 2F¥S OfEA siof X[

20| HSLICE FDAY HE 2FS StAH SE°

U5 LI

<OMUFA Facility Arrears List>
https://www.fda.gov/media/150585/download

_59_



Z33] _
= Oz £SA|

ol
10
Rl
02t

>

: MDFO|7| = ot1 CMOOI7IE ot H|E 217t HEA E=XKR?

oz 82 MDFZ S52 StA|E ELUCh &F 2F SSots 2

O
At
1 gRez 55 —1‘—5 X2 FDAMA &= ZHA| RN Z H[ES FISHA[= EELICH

71 27|@2 X|=00F o= =7t CHELIIR
: OFHUCH 2= 7|92 20 &28l0] LS H+5 X|=ooF &Lt

A2 R Do) fabE Ut

: AZSLICE ofs SakE L C

_60_




o2

0= FEAl F2/A}

| s=ED oTC Drug?l #oIH

L GMP
- SgET} ofoEelt N2 T2 afo] 44%

- FDACIA = 3FdE GMPe] digh 7tol=2t

= AlAstLE 9

ro o

4ol GMP 278 AT FHL oFd ghg
% Draft Guidance for Industry: Cosmetic Good Manufacturing Practices

https://www.fda.gov/regulatory—information/search—fda—guidance—documents/draft

for

—guidance—industry—cosmetic—good—manufacturing—practices
(GMP)  Guidelines/Inspection  Checklist

% Good Manufacturing Practice

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

o—practice—gmp—guidelinesinspection—checklist—cosmetics
- ISO 22716, FDA 7tolEgi]l E= o]& o] &dl FAA TrE ZAAQ] 7]&o oet

(GMP) —

AFo 54 9 PSS StHsAE H
Good Manufacturing Practices

*  ISO  22716:2007 Cosmetics
Guidelines on Good Manufacturing Practices

https://www.iso.org/standard/36437 html
g 947

part 210, 211]
— CURRENT GOOD MANUFACTURING PRACTICE IN

% 21CFR, part 210
MANUFACTURING, PROCESSING, PACKING, OR HOLDING OF DRUGS;

GENERAL
https://www.ecfr.gcov/cgi—bin/text—1dx?SID=058833a161f1fde2a495bfd287a6afba&

mc=true&tpl=/ecfrbrowse/Title21/21cfr210 main 02.tpl
% 21CFR, part 211 - CURRENT GOOD MANUFACTURING PRACTICE FOR

FINISHED PHARMACEUTICALS
https://www.ecfr.gov/cgi—bin/text—1dx?SID=058833a161f1fde2a495bfd287a6afba&

mc=true&tpl=/ecfrbrowse/Title21/21cfr211 main 02.tpl
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% Electronic Drug Registration and Listing Instructions
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https://www.fda.gov/cosmetics/voluntary—cosmetic—registration—program
% VCRP FAQ

https://www.fda.gov/Cosmetics/RegistrationProgram/RegistrationHelp/ucm2005188.htm
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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

OlFE(Drug) ol AT S8&H= =
Warning letterE TA =™, olzjgt 2|
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- cellulite reduction (AIFeto]E 7

- stretch mark reduction (AE#|Z] U}E’. H4)
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- wrinkle removal (= AA)
- dandruff treatment (A5 EZEWHE)

- hair restoration (23 29)
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https://web.archive.org/web/20201218170326/https:/www.fda.gov/inspections—compliance—enforcement—and—cri

minal-investigations/warning—letters/lime—crime—07292015
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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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https://www.fda.gov/cosmetics/warning—letters—related—cosmetics/warning—letters—h
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/color-art-inc-dba-solid-ink-587248-09182019
https://www.fda.gov/cosmetics/warning-letters-related-cosmetics/warning-letters-highlight-differences-between-cosmetics-and-medical-devices
https://www.fda.gov/cosmetics/warning-letters-related-cosmetics/warning-letters-highlight-differences-between-cosmetics-and-medical-devices
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https://web.archive.org/web/20190908131450/https:/www.fda.gov/inspections-compliance-enfor

cement-and-criminal-investigations/warning-letters/eclipse-aesthetics-11c-03282016
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and Drug Violations
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er—international-inc—dba—dollar—tree—=574706-11062019
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/greenbrier-international-inc-dba-dollar-tree-574706-11062019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/greenbrier-international-inc-dba-dollar-tree-574706-11062019
https://web.archive.org/web/20190908131450/https:/www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/eclipse-aesthetics-llc-03282016
https://web.archive.org/web/20190908131450/https:/www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/eclipse-aesthetics-llc-03282016
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/qg

reenbrier-international-inc-dba-dollar-tree-574706-11062019

- g 9 eI SR Q) AR AT we ARl g
% 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

<O Al >
- O] ME2 ¢8I0 MESZE A0 "2 HES HE Z, €2 7Ista 1H7|E oA

g2 2t &[0 AAS

- 2HEE0 BAlE MEH, 5 EutHel AHEEES WRE W, 2H[XA HE F=

of 420 =0zt MZF= 3ilofof

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

-and-criminal-investigations/warning-letters/van-tibolli-beauty-corp-09022015

- "olofE GMP mjEa"® Qs A Aeks w2 ARIZE A=
% Warning Letter Cites Glint Cosmetics Pvt. Ltd.

https://www.fda.gov/inspections—compliance—enforcement—and—criminal—investigati

ons/warning—letters/glint—cosmetics—pvt—ltd—573468-05312019
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https://web.archive.org/web/20201218172727/https:/www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/van-tibolli-beauty-corp-09022015
https://web.archive.org/web/20201218172727/https:/www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/van-tibolli-beauty-corp-09022015
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/glint-cosmetics-pvt-ltd-573468-05312019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/glint-cosmetics-pvt-ltd-573468-05312019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/greenbrier-international-inc-dba-dollar-tree-574706-11062019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/greenbrier-international-inc-dba-dollar-tree-574706-11062019
https://web.archive.org/web/20201218172727/https:/www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/van-tibolli-beauty-corp-09022015
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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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/glint-cosmetics-pvt-ltd-573468-05312019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/glint-cosmetics-pvt-ltd-573468-05312019
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https://www.accessdata.fda.gov/cms_ia/countrylist.html

- Browse import alerts by industry

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

K AAFEE dslo] 9low], “Cosmetics™S 2t oflsl Zo] AN shlol
Uerd

Home > Import Program > ImportAlerts > Industry Categories

Import Alert for Industry Cosmetics

f sHARE W in LINKEDIN | @ PINIT &% EMAIL = & PRINT

Cosmetics

DWPE = Detain without physical examination

Import Alert Publish
Number ImportAlert 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 4 S

Home > Import Program > Import Alerts > Import Alerts by Number
Import Alerts by Number
f sHARe W in LINKEDIN | @ PINIT % EMAIL | & PRINT

DWPE = Detain without physical examination

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

03-05 DWPE 10/06/2011  "Detention Without Physcial Examination of Papad and Farfar Wafers From India"

09-01 DWPE 08/27/2015  Detention Without Physical Examination of Milk-Based Products That Are Adulterated or Misbranded Due to Substitution
12-03 DWPE 01/02/2020  "Detention Without Physical Examination of Imported Soft Cheese and Soft Ripened Cheese from France"

12-10 DWPE 03/16/2020  "Detention Without Physical Examination of Cheese Due to Microbiological Contamination”

12-12 DWPE 05/08/2019  "Detention Without Physical Examination of Cheeses Containing Nitrates"
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https://www.accessdata.fda.gov/cms_ia/industrycategory.html
https://www.accessdata.fda.gov/cms_ia/ialist.html

- Browse import alerts by last published date
https://www.accessdata.fda.eov/cms_ia/iapublishdate.html

S AR BAH G AT B 5 S

Home > Import Program > Import Alerts > Import Alerts by Publish Date
Import Alerts by Publish Date
f SHARE | W in LINKEDIN | ® PINIT | &% EMAIL | & 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 CONTAMINATION

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.

- FDACIA = P& deld sAFET T Robx FDA fA|ES] AASEL e
% Import Alert for Industry Cosmetics

https://www.accessdata.fda.gov/cms ia/industry 53.html

Import Alert for Industry Cosmetics

f sHARE ¥ T | in LUNKEDIN =@ PINIT & EMAIL & PRINT

Cosmetics

DWPE = 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 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 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 Products Containing Methylene Chloride as an Ingredient”
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https://www.accessdata.fda.gov/cms_ia/iapublishdate.html
https://www.accessdata.fda.gov/cms_ia/industry_53.html
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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.

FDAOA ®Fefet Migolm, ore] &
dE Eo], 1602 A= BE 49

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.

= o =2
T AR 7P AT AHClE dAYdUT Y BEVF dE A |
7} obguich,
Type This describes whether the alert is DWPE or DWPE with surveillance.
============= Import Alerts that are DWPE with surveillance include additional
3 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.

£ AH7F DWPESIZ] o™ DWPE with surveillance Q12 AWs] U
tt. DWPE with surveillanced 7%, FDAZ} @& AAk(spot inspection)
9 AlFo] gt HAEES AP AJYrT

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
Alert

Description

Guidance

section describes what actions the FDA may take and may

This
provide guidance on how to be removed from the alert. This section

can vary based on the type of alert.

of MM EDAZL AZ 4 9t NS ABsT 59 AR AN
A=A 9Ia el ha sleldst Qg of AHe Am §Fel

et gebd 4 gyt

Product Description

o] MHAL | AEo] DWPES] H8-g Wwiro] tis] Ashict,

Charge This section describes the FDA's laws and regulations applicable to
============= the import alert.
2F(FFB) SE===ss=sssssssssssssssssssssssssssss=s=s====
o] A 4 Kol HEE= FDAS it Ao oisf AEgd
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

products  subject  to | the import alert. If a firm/product is on the red list of an import alert,
Detention without | it means they are subject to DWPE.

Physical Examination | =========================================

(DWPE)  under  this | o] AAA= 4+ FHO AN FXo| = A S/E= AlFe] HdH
Import  Alert  (aka. | o SIFUH. IJA/AFC] A4 B AN E= e A¢, 1A 1
Red List) E°] DWPES] A&S Hrethe S oudynt

2 Aaeledr A

N 22) we 2oy

A gl AFDWPE)

9 1Y 2 A AE

o erE

List of firms and their | This section lists the firms and/or products that are on the green list
products that have met | of the import alert. If a firm/product are on the green list of an
the criteria for | import alert it means they are not subject to DWPE.

exclusion from | =========================================

Detention without | o] A= ¢ A1 =M Z=o Qe A W/E= AFe] HEH




0= $EAM F2lAle

Category of Import
Alert

Description

Examination
this
(ak.a.

Physical
(DWPE)  under
Import  Alert
Green List)

H
W) ghethe AL ojnge

vtk AAF] £ ALl S8 B5o

slo8

DWPES] A&

ol Folo] g&UA?

Category  of
Alert

Instructions

Violation Example

Country— or area—wide

The FDA may detain without
physical examination certain
products offered for entry from

the specified country or area.

EXAMPLE: Import Alert #12-03
“Detention without Physical
Examination of Imported Soft

Cheese and Soft Ripened Cheese
from France.”

dE 5 AFS =9A AARLel | A SABE #12-03 "mEgAL
oI5t 4 et 59 AZE Az W AZE 4
Azl BeH FAGE oIF
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
EA AZ2GA/AE manufacturers. from  Medical  Device  Firms
S=sssssssssssssss=s=s Refusing FDA Foreign
FDAE &4 AxdAe] E4 AE | Establishment Inspection.”
= =24 AdAlglel AR & s
= 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

dAl: SR #89-16 'FDAY|
el AxA AAE ARG olm7]
7 Aol Aol gt Belm A
Qe AR

=
AA: = AFE #99-37 A4
529 4% 9 s A2 d
AA ABAAE glol BRE oA 3
o

Shipper The FDA may detain without | EXAMPLE: Import Alert

============= physical examination certain | #16-105 "Detention Without

IS products from shippers. Physical Examination of Seafood

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

FDAE= S=28%E EA AES & | Due to Decomposition and/or
24 JAE ot ¢ 4FE 4 | Histamines."
AFUh
A specific shipper was found to
have caused the violation.
oAl: YR #16-105 "Huf @
/E= SlAERIoR Rl B Ax
dA/ AT ditE " oSitE AlE
o] E9A HAG= AR
=74 S5} 9wre 9o Zew
sral Az
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
=7 AA AR outside of U.S. Fish."

FDAE wl=r o]9]9] BE =719 & | There is a high fatality rate
d AES =98 HAglel JFE | among those who ingest
4 Q&Y tetrodotoxin, a toxin found in
puffer fish. The toxin cannot be
destroyed by cooking or freezing.
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serious
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AR
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several
Z9)o]

importation

]
=

been
H #16-20 "Bolo] =g

the
puffer fish products is restricted.

There have

27
R EEE

ERPEY

Violation Example

illnesses which have occurred due
to puffer fish that were illegally
imported into the U.S.

dZel 9

2

Therefore,

M(Red), =M (Green), G (Yellow) Al 72 F-&
AZ1 BIAE FUAA KA o e]7t

=
=

J

oz A7

Instructions

Import

of

=52 DWPE 94| 71&& Z

_ - r
Wl oun Ho oW R &o
W5 = Mo N
3 _ =
T ELwz | Z
N w0 T O o ™
m =T =% Y a1 L
Qo @y m R X
il ol <l o5
H gy W x = of o
R 0 T = ~ <k &
ol W gy M X & L F
= on <k a Mo _Mm of
© L — < K |
6 M o & g o
T o o= - LT
o mH KMo EN
S gy M B <~ B3| o
o %0 & o .o .
RO mop L H | S5
< mW iy T 82 WH $)
m_m_ M =g oo x| oo T
b 0| “__m_._ = iy {| K T o
T all
Mmoo o=y N o ™K a)
o 0 B moom M| ooS o
R I
Kooz & | o
= PN =< s < L E_E N
T i< <
= 0O A._L A_H - = T - To-
g = o8 nh W
o - = e
Mm_.xa_%_ﬁﬂ -y
= O W ool &y oo Bl R oar
— < H4 KO mOju ~o
-o = N mf
el g — J 5
U olo = 35 4 T e
MM —< L — *Z_l
L o3 BK oF & | o
5 7 5 o oW <k| xS
e ©

Category

Alert
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AMEES B4 Ao AlFo]l e F45kA &AL, mlge: £ %= &Eo] &
by wEHE 392, B4 A4 gk ROWRD el 8 49559 oo
BHE7y LR E o] AxAA Azt AlFo] nl=me] So1E o Al Asoz o
ERE!
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
HY BE Examination (DWPE) under an import | deadly bacteria that can cause a
alert. food—borne illness.
AL, AlE /EE =7 Y Ao | oA ¢ o] AlEe] ot AHE
ot B2 AAlgle]l JFOWPE) 2 | 2% 4 e A9 HHots
4 g, mghT 9 ZoE Ueht 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
=M BEE Detention without Physical Examination | from France are subject to DWPE.
(DWPE) under an import alert. However, there are some soft
====================== cheeses from firms that received
T AHEo| WE =24 HAF = 9F | an exemption  based on  the
(DWPE) WA 7|52 5% 3Ah AlF | guidance in the import alert. The
4J/x 7} firms/ products that are allowed to
be imported are on the green list
of this import alert.
gAY HE 12-032 ZPFA
£ 4AZE %7} DWPEQ ZH&&
Wtk e ey
ok 44 AR soldse] 2Astel
HAE B2 dAEE sy
H9l0] Sg8 SAARS o] 49
Ane] =4 B2 et
Yellow List Firms,  products  and/or  countries | EXAMPLE:  Import Alert 21-11
========== subject to intensified surveillance; or | indicates that all ackee products
FH 55 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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Type of List Description Example

====================== As the FDA identifies foreign
AA At A AL AR 9/E= 7 | facilides  to have  food  safety

= =

TE= GMP BAIE S5 4 JAT 9] | controls in place to control for the
gto] gAo] /R P& L/EE F7F B | toxin, hypoglycin A, in their ackee
Aol digt 7 A% HAFE BFE 4 | products, the firm and product(s)
UE BAF 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.

dA]) FUdAR 21-118 =4 2=
o uygd" 3IAE ALYt =E
ackee AlFo] DWPES] HE&S Hh=

o] 4P HN EEI LT &
2o] gHUh FDAE =49 3}
olxZE Al Ao it FAE 5|
AE P BAIE AlYsh=s 9= Al
Ag glgof wal o] Akt AE
L dAz9e FAENA 2lHE AUy
=3

A2 FAE Qe IAPLE FAt
FAsHAY A x/8iEF BE  ackee

A& DWPES] AH&S A& wHA
Hw FDAZF o] 3Ate] Ao A
stk ghalgh wizkx] Al AdA

w40 Easht.

IL

O FDAE &4 7Idolu AIEE Y3 He A EERed Lispdl F716HAY 7|1& 54 =
E(Green List)ollA AlLlst7|2 o2 BAAst=%X27
- ZF =9 JHE= A DWPES] H82 WA 2 £ Q= 27

°o M
=2 =2 0
- AlE B/Ee AP He futdled, = AR BAE VEe 5 A1 di9 Al



012 $EA FoIALE e E Y

o A B2l F7tEAY =4 F2oA AAE
o TIARe AlEely 2lAE DWPES] 285 T He Arg HoFe dAYd

=
s 7
1=1g
=

- EDAZF MEsto] AGE] AAtol L3

- FDAZ AEstele] 2AQ At Akt wae 4

L AFo] T S§EA e BFAS FHAT WAL AE NEANE WS A
LAY AFo] B4 BRo] F7bE & UL WE FEU ARES ABH e B9

- AR Aol SRIEA] oF2 AloFRl A%
- o= A rle W fRte = FDAS] AAKinspection)E W2 -5
- 9= 3AZF FDAS] AAR(inspection)E A& -5
- SuF ARl £ AR gt A1 FDAS DIOEGY &9 HA) H (SiF AFdo] 9l
= 7% T AE ARRL AEH
HA)e} ofute AlE oAM= 9 AHE JA/AES SIS S7
%

o T it T:)j—
7F Qe l RS 24T Ad. # BHEE o3 Ao FDA ¢ A= AAA H

O 9o i AFol 214 AA glo] AFDWPE)E 3% 7R slioF sh=A27?
- qkeF Aste] Aol 294 AAF glol AFDWPE)HTHH, ol& =557 A% A=z
FDA| SAE A& A7t 3=
- TF Ashrh FDAl SAE AlEStA &AW, Askt Aledt AE7E ZRI] AR
(appearance of the violation)= =&35}7]o| F&5HA] AohH, Fste] A2 = A=

o] ARE 4 Ug

- oRFet #Este] ARo] e F¢ FDA xx SHEA(Notice of FDA Action)ol HAIH
FDA®] &% ZrA|T(compliance officer)A] <A2tafjoF &

O W AFel A=A E5U7] AsiA A AR BINE SA=Z ASstala s
A2 dflof sh=A187?

- TUAEANA T ol FRel weh, 2H7] fJ¥H(appearance of the violation)& =
5517] 9%t SA=A W AR HuAE AEchs Aol -8 5 &

- J2uy 7iQ AR HIAE AESTH oA AlFe] o Al Eeve Zo] H
Gt 9ul= obd

49 AR HY HERed list)ollA F3|(remova) HEE A AY =X HE(Green
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lispoll F7HE=2 @A35}17] A=

IAE

- AlE R SHeA
o] 4
(removal petition)<&
Import Alert A3] 4
Aoz By
2|5 Ql=djjof o+
FDACIA= d3] A3s e
HS 9 FDA g3d#te] AshH
23]
HES
FD Ao A 24% E%J% B
-« AF(Denial letter)2d ]
%CQl(Approval letter)
(Approval) @] 7%=
- olglst Aoz ApAo]
- FDAE AS5sH] Fohe
— 7 (Denial of removal petition) =]+
- EEARe] disl SlAE A7
AZAZ AR/ A old&

. 20
Sl

DWPE ZJef

o =]
2qx

Sjlof o A3
M7 (petition)&
Atmet 74 Ee

220

- O 1

s
1—

=]
=
ZX
—

|
=

o
7§—|—’

=
_J_T;-_“

e

JEE R ERTEY

4] (Division of Import Operations)]|

AE=

02 54 5

0Ok

oA ok S| a?
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o
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nspection of Cosmetics

https://www.fda.gov/cosmetics/cosmetics—compliance—enforcement/inspection—cosmetics

O FDAZ} 3PE AZx4 AAA] S-A SR He A A2 A E(checklist)
- A= 9 A4 (Building and Facilities) : ot A2 2HQl

- SPEES] Alxy Hute] AMgHE ASE2 AWPF WeidA == HjREe] A=A,
o

- L
[¢}
cule, W, A MnER A4 HAT 5 b BWoz FAHe] om sty ¢
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A]
— A (Production) @ AZE I el 2gsle] 9l Aoz ZF SxHo] 9lix]= Ttol.
A5 5o ZEHolA, 7, *F, T4 I AN, 34 W =Y S
olgfet Axrt tha& Qok=A] AHE 24
o 7k M|, &% W FAE It 7190 d' W HAE @ 8717 sk,
7F & Hol AL, AATHE de
o SE TS AR
o 9 E= e FHC 7ol AHES] HA=Al, Folie ndE Ee 3FeHE @ o]
=4, U 38 WA= =50kl AdeAE HAESY] 8l ke, ol B' 54
B/ EE o AEs AdEd Yo A
= T 9]

& WA A (second person)o] &}Isti, Y=g Hiylst
H

7€ AdsHA A2

o PEES Ty, S Ee HEe fd ASEHE 78 2, 2% @}l 871, 739
S=, 1A A, FA dH B e BRI A deA] gl

° T

WASh7] S1h el 2l Aol Aol R (identity) & Sl
A

o HiZ](batch) 9] 7}, Hi, ol 9SS f Arle AE, Wiz AE B Aol A

Eiofl et epflo] Fabrof e
gAES] ZRoe F7Ad ZE BAPY

b2 e SIAFES Z A S} (deterioration) T 2 ofHof tidl AANSH=A]

o

_,_,
30
rr
R

o

- A@A 2] (Laboratory Controls) : oFff A= &<l

=, 7t T AE E HAES Ald = HASEH] 11 identityE HESSHL 584
g ok B4, nAdE o % fIdsHAY e HskA] o= 3ot e AEH digt 4
A &5 oFE AA5k=A
>UH d5 2 gAES 2E E= viX|(batch)9] oH] MES AH 7|7 ¢t BE
Stal, oot F4 AHot=RE HIsk= XA wef Ao, £EE s 4
A9 AL =45 Aol AADsH=A

' I, 59 HE dRE ARREHE B2 ffehEAcH Y9 n|AESHE Ao Fetst
A 7S A7Aox ARt QA

gy Aom A4 THeet By 2 3 AHRF ARG R Qs BT 4 e mAE 2
FoEHRE & HEHY JAEAE H7] fd, Byl e A # oYzt Az vhEo
Z(fresh) MEE HAE EH31 QA
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Ol &4l

1
10
Rl
02t

- 712 (Records) : T 7129 2] o7
- E g1 2R, BEAE 920 AR gt BAst
- HiF] Az, EA435}

- W 9= FR, ZE U 57
, = q

ﬂg
=

o 7FE, HF, °l%, =49 9 FH
- AES, T, 24 2 AR

w43 E AdA e, HAE da 9 e AdH.
, 7] W% AA(initial interstate shipment) w43}, I & TA] 4
% (Labeling) : 12} B @] xAof ghdllo] F2tE Q=2 &
- F g2Zdo] B'd(On the principal display panel)ollA] :
o A&, A& A (the statements of identity), WH-8F
9] Aol SES] AFHA R BE Bi-E AF HAdo] A
A] };I‘:}"—‘E . SAFe] AE S dSsh] fsl = =
SAPEA] RS AH. 21 CFR 74010 A%
- AR A5 H(information panel)ollA] :

o A|ES A|ZSEAY F7F AAF (interstate commerce)oll E{JSH= SALe] o] 21 F

B

o THRANA 2HISE] Sl8) aERelA WElsAY BEHoR BoEs A9, Az %
STCENFE )

> 21 CFR 740.11, 740.12, 740.17°]4] R%LFJ—E— AR,

- A% B FAS] 99 WastAY A Jg An B A0 ojg A%
99 T 1 2AZ 44

- AEY ARG AL 9A A

o GAAE] A9, W 6012@O] FolAg L oH wx] Ade] AEg A, o] 4
T 2o (coal ) AT AEH0, W olel@ ol HAE A of ¥

o] EaF(adulteration) 2o ZHE HAH

— Bubx 2] (Complaints) @ 3JA7} AH|Z Byt mtde 2] fEjeli=zr] delety ok AH)
= 24
Hug zb B4 - A 799 7 9 A4dE
- 20 BT B AlE  AxdA " 2 Ao E 29t



- SAPE 2 S5 ZE O] ofstal SleA] Z4l
o SPFE Az
ZAZ HH O SiRkm g B WA A (21 CFR 720).
AZ grg SAH] A A1 CFR 73, 74, 82) Q1ZHA] ¢ko M4o] ALg
(21 CFR 80).
- 2AH SFE 9= ARE(21 CFR 700).

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

o

M
ol

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

—practice—gmp—guidelinesinspection—checklist—cosmetics

O OTC Drug Ax4& AAL

- OTC DrugellAl 5835t AFF2 Al%F(pharmaceutica) ¥ oFF (treated) M th= A Y. €
U5tH, FDAOIA Al 2AE HAHinspection)®r o A|eF 7] (pharmaceutical standard).S
= 2= 9udd

- 9E 50, =olA ALAAHAlE o= SPEl &5h7] wiwel, $= AleFA
o Axi4 AAE U o QofE 7l r HE Zo| ofye; PR Vsl R & 1
Ay ml=ro A= ZAJAARRAI7E OTC Drug, & 9eb&ol &o5t7] wfzel elekE GMP
71l ® AAME 5H7] wilmel ml=r APl AES S Aol olEes 44X US

- FDA AAHGinspection)7} &4, FDA o] AHE& o=, “A4et $%¥H(minor
violation)”& §F A& F3Qlx], “Foiet ¢RF & o AL FAIAE dF=E

- Q] AxJA} 7P @o] sh= A FDA AARinspection) S W 3ol FDAZ} A&
o AFtE FAl(Ggnore)sl] H2l= ZAQMH, T1#A ShH ml=r Aol § ol E4& T

7b . FE El2El ] wEgel UAl Fel A5

- FDAZ} AAH(Gnspection)& EHH ZHARYe] s dA7F 94 7172 15 AL A=
Fed, 159 ol R e gRsie ule ofyil, o= ofgA & ZdA|of o

e A AGZS w-ste] 159 ol FDAe] @418 =3 A
- olE S0, e R 29 ol XXX Z¥E& AL, 671 ¢l XXXE sty

i
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o} 2t gRioh ==t 71t Well FDA] oY F4l& sl Ao] ¢ Fa%t
- JFeF FDACOIA & 71gto] A= JAoA obF IAE 52 gh=th, =0 4
(inspection) & HHS wf 2]AHRe Apglo] & Z5o] ofYetH(ex : ARASE 7159 2
FDAOA HE THA] dS o=
- e, oA BEE R dis) A& v e, 159 oyle] oFR® 34l
& Sk Getd, o AlxiolA Aite A +9U& FDAZE oA == Azt o
A £ gloy FoofoF gt
- FDAE WEAZIHA SAtllA AdE 4 e 5oz Al A9E AA FDAC 3]

WASHALE” 2= Aoz FDAC ¢17]
Al AHARE Lot ghelst

= 4%, o= 2ol Ad
S

o]
HA
sHo= ©otd dd ¢Hd. FDACAM= 24

l".?lt ﬂl[o
gt
o
=

- FDA°|| 2ilsh= A2 A& AW AxgyAdelzt BH H. SAtlA AT st Al
= g Hste] FDAO| 2]41S stal, FDAOA Heet dx A4 AAIRE AlA
Ago] 525ttt "ol @ oA 245 Yrke Aeg AxyAe|lde st H
- FDAA = AHAHinspection)E W2 AP AA=2 A9 WS = SHA =t
71 olftE e FEY S AL AA9] 5 (capability) & 7HE F d1 7] Wi
ol
- FAdeo] WAAE ZrobA FDAoA & distH =
- FDAo A= R ZAFe] dis] ojwet 54 X215 Fotetal AAHA = &2
- FDAOME “gtt/E-]th(that’s right or not)” 2tal oJo}r] s Zo] ofyz}, “FE
Sttt/ E825HA] Yrh(that’s sufficient or not sufficient)”2kal ©]oF7] s

- AR A”E AEt &, oFET Aol Ay FDACIA 29A] AAk(inspection)E W27

e, QAN oFse AAATE T E4YEAS Sl
- S9 Az4E FDAZ ANG A9, FER, S 5 AN Auls 3 WA Aake] 49

FDAZ} Feed
- FDA AAHInspection)oll= 27H] 30l A=
- A WA= “surveillance inspection” ©]2}1l Sh=d|, FDAC| A|xA7F 5
o7 1~29¢9] FHHA FDAOJA inspectione Urte 2 Ugh d=ze
Q& 7|7+ o inspections W= H9E S

HA 552 “for—cause inspection” °]2f1l of=d|, Er7F AREAH= . oA
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2l =A7F 22 7% FDAZF inspections WHA EleHl, AAAAE FDAC "4 A
Fol ZA7F e A 224, WA @ BAob & A doea I she Aeke

AL, &R HEHJIR S 28 5)o=2 Q] AR ot Hie ASE e
“for-cause inspection’®] A-¢ & t©l Zlgotyl, HZASHA sk= HbHECf, “surveillance
inspection’ 2 & © H3F BQ|7|(relaxed) 2 Y=
“surveillance inspection” 9] 7 RE Zlo| A& Eo] APL|A H
afelofl At AxAdAre] Fe wl=r W AXPA Eoh FDA AAFE EHIE AIRHE ol &
7t A= FDASIA = sfie] &4 Alge Aok sh7] wiwell sie] Al=dAtel Arde] ]
2 dz= sHA &
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Aol wet 211 shd, BE mla U AER AXGAT SEEW SAAeR 6714

ojiell FDACIA AAME WXtk gF

A F7]= G AxATt o= vt ko] et debd 4 Sls

A o dofli= FDAZE a9 Alxaol sl AAE A Urkz] askohar g

% w77k FDA Q15)7F AMEE 5 2 dAl9 A, oF 159 AL ARE
o2 sfie] IAAHEE, F=, =Y, i )E°l e, e 717 5t oFF &= FDA
AALE drol 2 Aol glgitky ¢ "y 2T 4dxt BE o9 uAFo] AlxAd
et FDA AALE whelehar 9F

T AEFe A5, s HF(detained)/ 5 AF(import refusa)® 7 FDAoA df<

A zzeo digt AAME U2 2

Sfe] Axao] e FDAZF AAME she] 7171 Ho| 44 2&& flol w2l dA=H(prior

notice)& Sf2Th= Zo] 2 . ml= AAY A¢ mlg 1AE sk g Ao 4

Abste 7171 & &

FDACA afje] Ax4 HAAME & 49,

£ st &

e AxA HAAF B2 1571 EE 45704 Adste] s, 2hA Sfje] 2% of

2~3 F AL HEHA AANE o

APl OTC Drug®] 7%, oie] Ax4o] gt FDA AAF 7172 AAT oF 59 A&

o], 1 7|7t FF FDAoIA = "¢ B2 ARl dis AAME ghral oF
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O FDAS] AT An 257

- FDAE A4 ofdjoh Zo] 3744 F stz A4 dng 2R3

FDA2| At & Z1t 2R (classification)

* No Action Indicated (NAI) EH3| Q{HIAIEI0| QIS AR

* 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) XPLX AHEX| ZQAI
+ 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) £8t 2| A2t FSCHst 32

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

- ol = FDAZF QJoFF A4 AARS, T A4 AldE 2 F5ER FE5H Wl

= 1ag 29

L7V gol WATL SMAGES AHoE Al Ut FAE 3R ek 2o
399

LR ORAR WS TAHE AT WA Bl PYYR] JEFAY BUAse
399

A WA AZ A B 3P Bl i AW B3R G 59

) A : 27, P, ooFE 59 H4% Y 2
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Ol == Al F2lAle
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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- FDA AAE & FHIs] fsliMe 2Y &9 Fa%
- FDAERRE HA7ES WS ol ofBA digsiof sh=xlol sl me] &7s] sotoF 9k

FDAS] A& 01 Ao “Q| I1AQ? 92 o st gloj” 2t Hidsty, e F
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colm o AAE2 27| IJAFE dupt & skl IRl Kol AojA TeE= ~~E
o skarl QlojQ. IRl AdEe] = bRt ZAI7F Aol l(you know, we check
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olt
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