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under the Over the Counter (OTC) Sunscreen Drug Products Monograph (M020)

articles intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease...”
Intended use and indications:

To help prevent sunburn or to decrease the risks of skin cancer and early skin aging caused by the

\ sun
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In the US, UV-filters and sunscreen products are legally defined to be drugs and are regulated by FDA
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https://www.fda.gov/drugs/over-counter-otc-nonprescription-

drugs/historical-status-otc-rulemakings

OTC monograph
« Generally Recognized as Safe (GRAS)
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Sunscreen Drug Products for Over-the-Counter Human Use

Historical Status of OTC Rulemakings

The Over-the-Counter (OTC) drug category web site contains Federal Register notices
organized by therapeutic category subtopics. Each web page also links to therapeutic
category pages organized chronologically.

This rulemaking history site is intended as a research aid and is not an official FDA record.
We have tried to make these histories accurate and complete. Should you find an error,
however, please let us know so that we can correct it.

A L
Acne Labeling

Laxative
Leg_Muscle Cramps

Administrative Procedures

Alcohol
Allergy
Analgesic, External
Analgesic, Internal

M
Male Genital Desensitizers
Menstrual

Anorectal N

Antacid Nailbiting
Anthelmintic Nasal Decongestant
Antibiotic, First Aid Nighttime Sleep Aid

Drug Products for the Control of Dandruff, Seborrheic Dermatitis, and Psoriasis for Over-the-Counter Human Use

Antiperspirant Drug Products for Over-the-Counter Human Use
Topical Acne Drug Products for Over-the-Counter Human Use

Skin Protectant Drug Products for Over-the-Counter Human Use



https://www.fda.gov/drugs/over-counter-otc-nonprescription-drugs/historical-status-otc-rulemakings
https://www.fda.gov/drugs/over-counter-otc-nonprescription-drugs/historical-status-otc-rulemakings
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OTC Drug H|Z Of Al
Dailymed #AO| E https://dailymed.nlm.nih.gov/dailymed/

XpMXHEHH| Sunscreen Drug Products for Over-the-Counter Human Use
https://dailymed.nlm.nih.gov/dailymed/druginfo.cfm?setid=8e294a61-97e2-4df8-8a59-7cec12c6f016
https://dailymed.nlm.nih.gov/dailymed/lookup.cfm?setid=96d72471-de95-4668-8903-aed6187633a98&version=1
https://dailymed.nim.nih.gov/dailymed/druginfo.cfm?setid=59c7060a-8cce-4ffa-addf-73d3ed6ecal0

H| 5% X] Drug Products for the Control of Dandruff, Seborrheic Dermatitis, and Psoriasis for Over-the-Counter Human Use
https://dailymed.nim.nih.gov/dailymed/lookup.cfm?setid=094f0ce7-51f3-4853-ba3b-26f27f1b604a
https://dailymed.nim.nih.gov/dailymed/druglnfo.cfm?setid=7a4c6b8a-24db-4a76-b9c0-aeec21a862e9

Lot A Antiperspirant Drug Products for Over-the-Counter Human Use
https://dailymed.nlm.nih.gov/dailymed/druginfo.cfm?setid=dca19c20-0225-7304-e053-2995a90a1bb2

o=

€ H|E Topical Acne Drug Products for Over-the-Counter Human Use
https://dailymed.nim.nih.gov/dailymed/druginfo.cfm?setid=0682cb55-6ae3-437f-e063-6294a90ac510
https://dailymed.nlm.nih.gov/dailymed/druginfo.cfm?setid=e105ed47-d161-4563-a05f-f2e245659%aee
https://dailymed.nlm.nih.gov/dailymed/druginfo.cfm?setid=b03bdef4-a099-4543-8673-85466bd64961

o|& 22X Skin Protectant Drug Products for Over-the-Counter Human Use
https://dailymed.nim.nih.gov/dailymed/lookup.cfm?setid=32eaaaab-41bd-4efe-a71d-92e3a702c1e5&version=3 4
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https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=8e294a61-97e2-4df8-8a59-7cec12c6f016
https://dailymed.nlm.nih.gov/dailymed/lookup.cfm?setid=96d72471-de95-4668-8903-aed6187633a9&version=1
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=59c7060a-8cce-4ffa-addf-73d3ed6eca10
https://dailymed.nlm.nih.gov/dailymed/lookup.cfm?setid=094f0ce7-51f3-4853-ba3b-26f27f1b604a
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=7a4c6b8a-24db-4a76-b9c0-aeec21a862e9
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=dca19c20-0225-7304-e053-2995a90a1bb2
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=0682cb55-6ae3-437f-e063-6294a90ac510
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=e105ed47-d161-4563-a05f-f2e245659aee
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=b03bdef4-a099-4543-8673-85466bd64961
https://dailymed.nlm.nih.gov/dailymed/lookup.cfm?setid=32eaaaab-41bd-4efe-a71d-92e3a702c1e5&version=3
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Establishment Drug listing
Registration NDC Labeler Code Request (OU%E EE)
At (NDC Zl0| 28] RE 8H) =SS
( I = 3—|)
¢ MNYEH RES R QUZ| M=, MEZFH, ¢ Labeler code= National Drug & CI32 BEE XM=
Meda, £ 350 Bojge Ade Code(NDC : 27} o|otZ 3 E)E .
g Cmagmr = o i » National Drug Code(NDC
FDAO| 2 3ild A|[d= S=5H0F & 4835t fisl 28 number ) (NS
ool MHZ H= ool MHE F=
¢ C=o| dEE NHE ¢ Oso RS ME «  Product Name
* Registrant Details * Name and DUNS number of . Dosage Form
* Registrant Contact Details the company . Route of Administration
: + Contact information of
* Registrant Contact Address . :
g _ _ someone responsible for * Ingredients
* Establishment Details receiving FDA communications +  Packaging Information
« Establishment Address related to product listings with

NDCs under that labeler code  Manufacturers’ Information

+ Establishment Contact Details - Labeling
» Establishment Contact Address

« U.S. Agent

* Importers

* Business Operation

* Business Operation Qualifier
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https://www.youtube.com/watch?v=iCnEgx-ZOcE

ojo

& C}39 HEE 22l0le2 M= CDER Direct https://direct.fda.gov/apex/f?p=100:LOGIN DESKTOP
* Registrant Details (Name, DUNS)

* Registrant Contact Details (Name, Email, Phone, Phone Extension) DUNS
 Registrant Contact Address (Country, Street Address, City, State, Postal Code) HS £
- Establishment Details (Name, DUNS, FEI) oj 2
| — | )~ wopEofot
» Establishment Address (Country, Street Address, City, State, Postal Code) *H-E- |
o -

» Establishment Contact Details (Name, Email, Phone, Phone Extension)

« Establishment Contact Address (Country, Street Address, City, State, Postal Code)
« U.S. Agent (Name, DUNS, Email, Phone, Phone Extension)

» Importers (Name, DUNS, Email Phone, Extension)

« Business Operation (e.g., manufacturing, repackaging, relabeling, testing) https://www.fda.gov/industry/structured-
product-labeling-resources/business-operation

« Business Operation Qualifier  https://www.fda.gov/industry/structured-product-labeling-resources/business-operation-qualifier



https://www.youtube.com/watch?v=iCnEgx-ZOcE
https://direct.fda.gov/apex/f?p=100:LOGIN_DESKTOP
https://www.fda.gov/industry/structured-product-labeling-resources/business-operation
https://www.fda.gov/industry/structured-product-labeling-resources/business-operation
https://www.fda.gov/industry/structured-product-labeling-resources/business-operation-qualifier
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FEI Search Portal

https.//www.accessdata.fda.gov/scripts/feiportal/index.cfm?action=portal.login

FEI (FDA Establishment
|dentification number)=
FDAZ} A CHef Al20f &

=ot= A MEXYL L

2y U.S. FOOD & DRUG

ADMINISTRATION

+—Home / FEI Search Portal

FEI Search Portal © Help

f Share in Linkedin | % Email | & Print

The FEI Portal allows a user to look up a FDA Establishment Identifier (FEI) based on a firm name and address or validate an address of an FEI.
Information on what the FEI Portal searches can be found on the FEI Portal Frequently Asked Questions (FAQ) or the "Help" button on the top right of
this screen.

If you can't find an FEI using the FEI Portal for your firm or the firm you are representing, see the question "How can | request an FEI?" in the FEI Portal
Frequently Asked Questions (FAQ) or the “Help” button on the top right of this screen.

Existing User New User
Email Create Account
Password WARNING: You are accessing a U.S. Government information

system. The system usage may be monitored, recorded, and
subject to audit. Unauthorized use of the system is
prohibited and subject to criminal and civil penalties. Use of
the system indicates consent to monitoring and recording,
Forgot Password and anyone using this system expressly consents to such 7
monitoring and is advised that if such monitoring reveals
nneeihle rriminal artivity evetam nerennnel mav nravida tha


https://www.accessdata.fda.gov/scripts/feiportal/index.cfm?action=portal.login

1THA| : OTC Drug A& S5A 2Rt EH

FEIZI Hdl&?

FEI FAQ
https://www.accessdata.fda.gov/scripts/feiportal/index.cfm?action=common.faq

* How can | request an FEI?

If you can't find an FEI using the FEI Portal for your firm or the firm you are representing, you can request one by contacting
feiportal@fda.hhs.gov and providing the following information:

—

. The legal name of the firm being registered.

. Are you representing the firm as an Agent (third party)?

. Any alternate firm names, including those used for "doing business as" purposes.

. The physical address of the firm being registered.

. The designated mailing address for the firm being registered.

. The name and contact information of the designated contact person at the facility being registered.

. A comprehensive list of activities conducted at this specific location (e.g., drug manufacturing, food packaging, etc.).
. Any registration numbers associated with other FDA Centers, if applicable.

. Any former names the firm was known by.

o IR o T & « B I = B & IR - SR % B A |

—

. Any previous addresses linked to the firm.


https://www.accessdata.fda.gov/scripts/feiportal/index.cfm?action=common.faq

1EHA| -

DUNSHH3 = O{C|A| HIOIR?
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https://www.dnb.com/duns.html
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21 CFR 207.69(b)

US Agent = O dst= ol /2 Registrants of foreign establishments

must designate a single United States
agent.

sie| Al22 FDAO| SET [If U.S. agentl| HE7I EQBtL|Ct
U.S. agent = O|=0| AFEStAHLL O|=0f ALK E |AIStD Qo 0|70 X ZE AX|SHOF

gfLEt.

SHEY, Ats 3HZ|L Ats 8 MH|AE US. agent= A= ¢F EL|CH
U.S. agentl| G&2 of2jef &L Lt

v FDAZ} olj 2| M= A bl |AtAEAl O|F &&= 9E

v O|= FDAZI o{{Q| MZ=YH =2 =% A0 Cis ==t Aol U= [f Ofof CHa & H

St= gt

v’ FDAZI S{Q| M|Z=A0f Ciet GMP HALE & M 78 &= Ae &= 92 oA Ut
5, US. Agente BFEA] O/=0f 2X{5OF 5, S 2 A[Z2S CHAISH O|= 2 X|0A FDARQL 2~
Sot= 92 HEY I—| Ct. [[fafﬁ O|AIAESO| M2 A&SHA & = Yel(E= AFEh2 US.
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https://www.fda.gov/industry/structur

ed-product-labeling-

resources/business-operation

SPL Acceptable Term

ANALYSIS

API/FDF ANALYTICAL TESTING

API MANUFACTURE

CLINICAL BIOEQUIVALENCE OR BIOAVAILABILITY STUDY
DISTRIBUTE

DISTRIBUTES DRUG PRODUCTS UNDER OWN PRIVATE LABEL

FDF MANUFACTURE

HUMAN DRUG COMPOUNDING OUTSOURCING FACILITY
IMPORT

IN VITRO BIOEQUIVALENCE OR BIOANALYTICAL TESTING
LABEL

MANUFACTURE

MEDICATED ANIMAL FEED MANUFACTURE
OUTSOURCING ANIMAL DRUG COMPOUNDING

PACK

PARTICLE SIZE REDUCTION

POSITRON EMISSION TOMOGRAPHY DRUG PRODUCTION
RELABEL

REPACK

SALVAGE

SIP FOREIGN SELLER

STERILIZE

THIRD-PARTY LOGISTICS PROVIDER

TRANSFILL

UNITED STATES AGENT
WHOLESALE DRUG DISTRIBUTOR

Code

C25391
C101509
C82401
C101511
C201565
C73608
C101510
C112113
C73599
C101512
C84732
C43360
C84635
C122061
C84731
C84386
C91403
C73607
C73606
C70827
C175317
C84382
C118412
C125710
C73330
C118411


https://www.fda.gov/industry/structured-product-labeling-resources/business-operation
https://www.fda.gov/industry/structured-product-labeling-resources/business-operation
https://www.fda.gov/industry/structured-product-labeling-resources/business-operation
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"Business Operation Qualifier"(Af
G A= ALY 22l -840 Clsh
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https://www.fda.gov/industry/struct

ured-product-labeling-

resources/business-operation-

qualifier

Al

SPL Acceptable Term Code
Compounding from bulk ingredient C112092
Compounding sterile products C112094
Contract manufacturing C132491
Contract manufacturing for human over-the-counter drug products produced under a monograph CMO gif_l'%" I-" C170729
Distributes human prescription drug products c111077
Distributes human over-the-counter drug products C111078
Intent to compound 506E (drug shortage) drugs C112087
Manufactures animal prescription drug products C114889
Manufactures animal over-the-counter drug products C114891
Manufactures animal over-the-counter Type A medicated article drug products C114892
Manufactures cosmetic products C201560
Manufactures human over-the-counter drug products neither produced under an approved drug application nor under a C131710
monograph

Manufactures human over-the-counter drug products produced under a monograph MDF A<|>'| IA_I-%I x-" C131708
Manufactures human over-the-counter drug products produced under an approved drug application C131709
Manufactures human prescription drug products C106643
lManufactures Non-Generics C101886
Manufactures veterinary feed directive Type A medicated article drug products C114890
No intent to compound S06E (drug shortage) drugs C112091
Not compounding from bulk ingredient C112093
Not compounding sterile products C112095
Transfills Medical Gas C126091
Warehouses human prescription drug products C123274

12



https://www.fda.gov/industry/structured-product-labeling-resources/business-operation-qualifier
https://www.fda.gov/industry/structured-product-labeling-resources/business-operation-qualifier
https://www.fda.gov/industry/structured-product-labeling-resources/business-operation-qualifier
https://www.fda.gov/industry/structured-product-labeling-resources/business-operation-qualifier
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Direct
lectronic Submissions Portal

This application is for TESTING only. Any submissions made in this appiication are not officially recognized by the FDA. Use direct fda gov to make official submissions to FDA.

LOGIN QUICK LINKS

Usemame
Register With COER
Direct
Password: Resources
............... Tutortals

Help Desk

FAQs

GETTING STARTED NOTIFICATIONS

Usermname Password

WARNING:

Is your computer secure? Befor na FDA'S Direct syster ) . 10

Browser Compatibility: The

Electronic Drug Registration and Listing (eDRLS) Using CDER Direct — 2023 - Part 1
https://www.youtube.com/watch?v=kCFqYcg1j6Y
15:20 — How to Submit an Establishment Registration 13



https://www.youtube.com/watch?v=kCFqYcg1j6Y
https://www.youtube.com/watch?v=kCFqYcg1j6Y&t=920s

Electronic Drug Registration and Listing (eDRLS) Using CDER Direct — 2023 - Part 1
https://www.youtube.com/watch?v=kCFqYcg1j6Y

15:20 — How to Submit an Establishment Registration

14
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https://www.youtube.com/watch?v=kCFqYcg1j6Y&t=920s

1CHA|

OTC Drug Al

==

o

SRS

M=

. "Status(&EH)" £

Health & Human Services

A

SUBMISSIONS
(ADD SUBMISSION TYPE)

Establishment Registration

Product Listing and Certification

MANACE ACCOUNT

Edit User Profile

Manage Users

COVID-19

1

2

3. Validation Process &
4. "Status(&EH)"

Direct

HE =

Electronic Submissions Portal

10| "Awaiting Acceptance”’Z &0 R
DUNS HH ?:%

=2 (O :

24 0| Submission Accepted =

ALL SUBMISSIONS

For assistance with validation errors in CDER Direct, contact CDERdirect@fda hhs.gov. For general questions regarding elec

Subm

ROOTID

SUBMISSION ID

VERSION

ission Failed £ Ht&

DOCUMENT
LABEL

Welcome DRUGSRUS -

DRUGSRUS

Logout

tronic drug registration and listing, contact eDRLS@fda hhs gov

SUBMISSION
ACCEPTED

SUBMISSION
ACCEPTED

SUBMISSION
ACCEPTED

SUBNISSION

ACCEPTED

SUBMISSION
ACCEPTED

cab43m2-7¢35-8131-e0
53-2995af0a3854

ca5028b4-e845-0b05-2
053-2a95at0af82a

cab43m2-7c35-8131-e0
53-2995af0a3854

€a5028b4-e845-0b05-¢
053-2495a104/824

cab028b4-e845-0b05-e
053-2a%5af0af82a

caf33dd3-8445-c128-e05
3-2995af0a804e

caf1dcf3-3438-1415-2053
-2a9%af0ad3d1
€a7:5104-3203-5189-e05
3-2995af0ac715

ca7ad5ff-eeld-738a-e053
-2495a410a0053

ca5(28b4-e846-0b05-¢0
53-2a95af0al82a

c04865173209.7824601593
@direct

cd6253017498 9436017825
@direct

cd6183047925.3257091648
@direct

cd4012596387 7438216905
@direct

cd1480697532 3674218905
@direct

w

ESTABLISHMENT DE-

REGISTRATION

ESTABLISHMENT DE
REGISTRATION

ESTABLISHMENT
REGISTRATION

ESTABLISHMENT
REGISTRATION

ESTABLISHMENT
REGISTRATION

LAST MODIFIED LAST MODIFIED
USER DATE
Vikas Arora ?;ssfgé?.om
Vikas Arora ?: . fg%zozx
Vikas Arora 31";?(?32021
Vikas Arora 2&'??553'2021
Vikas Arora 52'25?5;2021

15




T4 : OTC Drug M2 S5 44 (YHI0|E)
0'd 103 1€ 52 E 128 319X S5 HHE siof 2L ct
- 7|F0 Nzt EO| Cigt HEARO0| gle 8% HA 2 EI(No Change Notification)E A=
« 108 127 128 31 AMO|0f| XX 8§ E=SHE YUS = 2, 8T 52 o= a2 “a*°'77fII
Fa L o] 7|2t olelof HiEE SE2 B Ao Y 0|20 S5 URUO0| HAYEX| 5L CL.
Ct30| HEE I Al S52 YO0l EsHoF gLt (HEAFEO0| T/dst 2= 5E] 302 O|Liof) @
« Change in Contact Information BT
* Change in Company Name 20244 108 120 5 == 82 e 52
« Change in Establishment Address 2025 129 312K S&BHL|CH
« Change in Business Operation G A 2:
« Changes in Business Operation Qualifier 2024 92 300 SE20| H4E AL Tt SE2ES
« Change in U.S. Agent 2024 128 31X FEELICE
OjZez MHE|7| Ho S== 2025d 128 312K 7X[Ste{H 2024E 103 127 Ef 12
« 0N NHHE HZA 2 31¢ ALO|of HIO|EE MZza S=& HMZsHoF 2L

VEERIES]

== *IA
o =

—t
§I*f7f == 22 8%
O Ol 2lefs M= &30 &0otA| Bi=

4

€ Document Types for Establishment Registration

Establishment Registration

No Change Notification

o
T

Out of Business Notification

Establishment De-Registration

16
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Drug Establishments Current Registration Site

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

IplY U.S. FOOD & DRUG

ADMINISTRATION

f Share | X Tweet in Linkedin | & Email | & Print

KN
Home / Drug Databases DECRS

Drug Establishments Current Registration Site

*Required Field

Search the database

Search for Firm Name: *


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

2CHA| : NDC Bj|0|E28 ZE 2F

Zt M E %2 NDC(National Drug Code) HZ 7t 20O €l L|C}

NDC 2= 3702 IOAHE=Z FEdE[0 JUSLICE
XA MI1HE: gojg A “ne

= HE MOME: §E RE
M R MOME: D17|X| 2E U i
Ol Al: 12345-123-01 e|E roduct |

@ 20|22 ZE(labeler code): FDAZRE| £0{i2Z
C L=

« Labeler2t SHY Drugl| MEYAHMZEY E= M2 2 E= 78 YA )= oM
FDATHH| RO 2 HZ
@ ME ZE(product code): 2|AOA| £ 0j5tH E
« product code= & Z(specific strength), & Z¥(dosage form), IE | O| M (formulation for a
part|cular firm)2 2olg = UA Z[AO|AM FOjot Bz
® H7|X| ZE (package code): Z|AtO|A E0{5tH =

« package code= EZ ThQ|(variations of packaging), 0IE =™ 10ml 2/X|, 20ml 2IX|, 50ml 2IX|
P g P ging

LIEFLHDH, 2[ALOIA £ O045HH E
18
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ce¥

Ot AtetE B3t Labeler Code SPL documentE FDAO| M[ZE3H0 NDC labeler code £ E
= L CF

Qs

Otz 2130 M FDA &2 ¥4 54:08 — CDER Direct Labeler Code Request Demo & 11
https:.//www.youtube.com/watch?v=kCFgYcg1j6Y

54:08 — CDER Direct Labeler Code Request Demo

Company Name

2l A

Registrant
Contact Information

SN UEA g1

DUNS number

DUNS 3

Business Operation &
Qualifier

HIZLA 29 & X2 K}

Establishment
Address

NEEN

U.S. Agent
Information

o= di=lol g

Labeler Details (Name, DUNYS)

Labeler Contact Details (Name, Email,
Phone, Extentions)

Labeler Contact Address (Country, Stree
Address, City, State, Postal Code)
Additional Labeler Details (Country, State
Address, City, State, Postal Code)

U.S. Agent (Name, DUNS, Email, Phone,
Extention)

Business Operations

Business Operation Qualifier
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2CHA| : NDC Bj|0|E28 ZE 2F

Requesting a labeler code

(=~ 2

HEADER DETAILS

Document Type:

Set ID: "

LABELER DETAILS

Labeler Name: "

Labeter DUNS: " 1234567

LABELER CONTACT DETAILS

Phone Extension

CDER Direct
https://direct.fda.gov/apex/f?p=100:LOGIN DESKTOP

| sumar s | saveasorat | seaovaoare [ oaee [ GRETURE

Generate Ney Version Number; * | [""

Genarate New Effective Date: 3-20-20%

LABELER CONTACT ADDRESS

Louniry : ited Siale v

Street Address; ~

Format City ferndon

20
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2CHA| : NDC Bj|0|E28 ZE 2F

ADDITONAL LABELER DETAL S (Optonal - Inciugding the following information will sxpedite the processing of your reguest

ABELER ADDRE 5% AGENT
BUSINESS OFERATION(S AD USRI Y3 O A TEw
o ORAETY DU 3% OPY RATION QUALF B R

i

* Labeler Details (Name, DUNS)

« Labeler Contact Details (Name, Email, Phone, Extentions)

« Labeler Contact Address (Country, Stree Address, City, State, Postal Code)

- Additional Labeler Details (Country, State Address, City, State, Postal Code)

« U.S. Agent (Name, DUNS, Email, Phone, Extention)

« Business Operations

« Business Operation Qualifier 21
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Completing a labeler code process

t

ssions Portal

EESCE INDC Labeler Code Request |

SUBMISSIONS NDC LABELER CODE REQUEST
(ADD SUBMIS SION TYPE) For assistance with validabon errors in CDER Diect, contact CDERGireci@ida hiis ov For general questions regarding electronic drug registration and ksting, contact SDRLS@ida hhs gov

r( vai

NDC Labeler Code Request

Establishment Registration m CREATE NEW / UPLOAD FILE

GDUFA Selfldentificatior

LAST LAST REQUEST

LABELER | LABELER | ryucen | MODIFIED @

DUNS | NAME USER DATE PROGRESS

STATUS

Product Listing and Certification

NDC Reservation

34312¢c4a-d284 D5ch4e85-a2f cd437856917 NDC LABELER < 20-SE
bbic-2053 929-2063 9572306184 ; DE 23456789 ndermpharma 202
ars ;
ACCEPTED 209531022809 Bb9dat0adfcs Gdirect REQUEST L )33
e )5caSar8-12d0 05ca5a78-12d1 NDC LABELER x
VALIDATION 2 ) . : 2 = andaain | o . o J
7305-006 7305-206 E 9876543 rug Nams -
FAILURE JOLR POTVISIC] || e I Park <
oo dhE 6a94af0ad25t 6a94af0ad251 REQUEST

22
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Confirm labeler code assignment

Labeler Code - Assigned

FDA will send an email to the contact email on the request with the assigned number.
eDRLS - Electronic Drug Registration & Listing System

FOA

Current Date: 31-August-2023
Labeler DUNS: 000000000
Labeler Name: A1 Drug Company
Labeler Code Assigned: 00000

The Food and Drug Administration (FDA) has assigned the above Labeler Code to your firm. The number cannot be used until you have confirmed the assignment. Please revise and
resubmit your Labeler Code Request SPL to include the assigned number above to complete the process. To do this, open the previous Labeler Code Request SPL file and fill in the new
information (your assigned Labeler Code) without changing the other existing information. Fill in a new root id and new version number with the original set id and the appropriate effective
time.

For CDER Direct Users: Open the previously submitted and accepted Labeler Code Request, click Create New Version, enter the Labeler Code assigned in the field for "Labeler Code",
and Submit SPL.

This Labeler Code should be used to create the NDC (National Drug Code) assigned to all drugs you manufacture or distribute for U.S. commercial distribution. The assignment of NDC is
extensively discussed in Title 21 of Code of Federal Regulations (CFR) 207.35. The NDC for each drug must be submitted as part of drug listing information submitted to FDA. Per 21 CFR
Part 207, owners or operators of an establishment entering into the manufacture or processing of a drug or drugs shall drug list, every drug in commercial distribution within 5 days after the
beginning of operation. Labeler Codes are assigned by FDA and may be inactivated at any time upon violation of the Federal Food, Drug and Cosmetic Act.

Note that receipt of this letter is not to be construed as Federal Government endorsement or approval of the establishment or its products.

For additional information please visit Drug Registration and Listing System or reply back to this email (edris@fda.hhs.gov).

23
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Updating labeler contact or address

ofc e=of HEAILO| = f Eo]=S2 ZE FES 302 O|LHof
YOl E sHOFghL| T .

- 2[AMY

* DUNS
« XM=l SZX}Labeler Contact) G2t ME

- O|= CH2|2I(U.S. Agent) HE

* Business Operations, Business Operation Qualifier
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3%HA| : OTC Drug H|E S5 (Drug Listing)

O|9FE SE (Drug Listing)0ll 23t H&

National Drug Code Product Name

(NDC) Number

NDC = HE=d

Ingredients Packaging Information

4= ojj7]’8 8 &

Dosage Form Route of Administration

M

Manufacturers’

Information Labeling

2ty

HZEAS| HE
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wlhlle

HA

=——1

OTC Drug HMl& &=
ot2f Argtel B0l U8 ¥L, ol

Of'A 108 120} 128 31 AfO|O)

SEEA| &

Company Name
or DUNS

HZ=ALEE= o] S2{9

A
H

& &= (Drug Listing)= 2 H|O|E dljof gL},
H|O| E StALE, HE ArO] gla'= M =5l OoF g Lt

number of Inact.ive Hl%*c-:! Jg_E_
S|AIH EE= DUNS HS Manufacturer Ingredients
or Labeler
o .
OlE%IA Artwork No longer being Cf 0|4 THD
—_ marketed o
(HE =i 7| x|

£ ¢h

HElX] &

ol-..-

ojo

26



3CHA| : OTC Drug HIE& HE 271

FDAO]| 55 E (Drug listing El) OTC Drug= OF2l AIO|EOfAM ZHME = A

Dailymed ! AIO| E https://dailymed.nim.nih.gov/dailymed/

NIH )) (AL LIBRARY OF MEDICINE i A\ REPORT ADVERSE EVENTS | RECALLS

D
DAILYMED -

ALL DRUGS HUMAN DRUGS ANIMAL DRUGS

Enter drug, NDC code, drug class, or Set ID .

MORE WAYS TO SEARCH: | ADVANCED SEARCH | BROWSE DRUG CLASSES | LABELING ARCHIVES

The DailyMed database contains 151309 labeling submitted to the Food and Drug Administration (FDA) by companies. DailyMed does not contain a complete
listing of labeling for FDA-regulated products (e.g., labeling that is not submitted to the FDA). See ABOUT DAILYMED for more information.

SHARE [

NEWS FDA RESOURCES

DailyMed Announcements SPL, Other Prescription Drug Labeling Resources, and Guidances

Posted: September 15,2021 FDA's Structured Product Labeling Resources

FDA's Prescription Drug Labeling Resources
FDA's Drug Guidances
Risk Evaluation and Mitigation Strategies (REMS)

The RxImage API will cease operation on December 31,2021.

DailyMed will be removing pill images provided by the RxImage API
on October 31, 2021. Pill images submitted by labelers with their

SLICt.

FDA7} AR AFS ZHE4A|,
ChE §27F BlEHErE,
ot A=
NDC(National Drug
Code) HZE HH,
DailyMed AFO|EO| A &
Motg] o0l S=& 3

—
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3CHA| : OTC Drug HIE& HE 271

Ol Al https://dailymed.nlm.nih.gov/dailymed/druginfo.cfm?setid=8e294a61-97e2-4df8-8a59-7cec12c6f016

MED

ALL DRUGS HUMAN DRUGS ANIMAL DRUGS

MORE WAYS TO SEARCH

( Enter drug, NDC code, drug class, or Set ID

S -

VIEW PACKAGE PHOTOS

om o ——,

N -

Report Adverse Events
| FDASafetyRecalls
| Presence in Breast Milk
RELATED RESOURCES
Medline Plus
| ClmcalTrials
+PubMed |

Biochemical Data Summary

View Labeling Archives

RxNorm
Get Label RSS Feed
View NDC Code(s) NEW!

) JE

LageLRss Y

NDC Code(s): 49967-036-01,49967-036-02
Packager: L'Oreal USA Products Inc

Category:
DEA Schedule: None

Updated December 29,2023

this version.

DOWNLOAD DRUG LABEL INFO: BDF | xmL [E]

OFFICIAL LABEL (PRINTER FRIENDLY) [

VIEW ALL SECTIONS

ACTIVE INGREDIENTS

Avobenzone 3% Homosalate 10% Octisalate 5% Octocrylene 7%

PURPOSE

Sunscreen

USES

- helps prevent sunburn --if used as directed with other sun protection measures (see Directions),

decreases the risk of skin cancer and early skin aging caused by the sun

WARNINGS

For external use only

D0 NOT USE

on damaged or broken skin

WHEN USING THIS PRODUCT

keep out of eyes. Rinse with water to remaove.

STOP USE AND ASK A DOCTOR IF

rash occurs

KEEP OUT OF REACH OF CHILDREN.

If swallowed, get medical help or contact 2 Poison Control Center right away.

DIRECTIONS

For sunscreen use: » apply Liberally 15 minutes before sun exposure - » reapply at least every 2 hours -
® Use 2 water resistant sunscreen If swimming or sweating - » Sun Protection Measures. Spending ...

OTHER INFORMATION

protect the product in this container from excessive heat and direct sun

INACTIVE INGREDIENTS

water, glycerin, alcohol denat., hydrogenated polyisobutene, bis-PEG-18 methyl ether dimethyl silane,
dimethicone, cetearyl alcohol, PEG-100 stearate, PEG-20, petrolatum, butyrospermum parkii ...

PRINCIPAL DISPLAY PANEL

INGREDIENTS AND APPEARANCE

Product Information

VIEW ALL SECTIONS
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OTC Monograph Drug User Fee Program (OTC B2 AlEX} =& ZE )

2024 IAYE =7, 2023E 108 1L 5 EH 20243 9& 307X HE

T 20243| H[AE $48 Q8

Monograph Drug Facility (MDF) Facility Fee - $34.166
OTC BEL2j=Z O E A ==& (53} 2k 4,8000H2))
$22,777

Contract Manufacturing Organization (CMO) Facility Fee
HAM RN AlE ==

%2025 2|AAE 2= 2025E 30| 28 0| Z0|H, g5 7[eh=2 2025 62 &LICE

(Bt} 2F 3,2002HR)

m OTC Bref= o|9FsE A|HE (0|5 P’MDF’)OI OTC B2} = o2t
Sot= 20| 205N 7|Ef B+ U2 S50= ofje £= 7Ll 7
FD&CH MM 744 (10) &40,

B AHEAZAK(O]S) ‘'CMO) AJAO|2E OTC Reafm OJUZE A|MEA 1AMl AT AL =0
HEAL EE= AEl| HEAZL SHE A|EOA ARl OTC B o|ES O|= Lf =Of¥XL,
A0 RAE, Es 2HAHA AE TS| Ee XS LI FD&CH A9 7441(2) &4
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2016 2020
1978 2011 OTC Sunscreen Safety CARES Act and
First Sunscreen Final Rule on and Effectiveness Data OTC reform

Monograph Proposed 1999 labeling and SPF Guidance issued CARES(ZZLIH}O| 3 A
Rulemaking Final monograph (21 C.F.R. 5201.327) OTC Xt HAHCHK x|, 73 L ZH oY)
£| X XpQIMAICHY| B i = L8| = grag 9 SPFO'" CHst of 1Jg gl $5 h|o|E gl oTC 74%
LRI HE ojHA Wy
Jy Q0 0O 0 J O O 0 , O =Om)

1972
FDA drug review
process established
for identifying
ingredients in 26 OTC
Therapeutic categories
OTC X2 &F 7IE| 12|
OlM 267tX| H& AE
2 {8 FDA 2% E

HE ™k} 22

Tentative final mono
graph (TFM)
= L=

d 235

by ]
(=]

x~

1993 2001

Partial stay of effective
date of 1999 final
monograph
1999 *|F R e =

NRURE 25 Qo

2014
NDAC meeting

and Sunscreen Inno
vation Act
NDAC Z|°] %
N IR b s o R R

OTC Monograph M020 | Published 09/24/2021

2019
TFMissued and
OTC Topical MUsT Guidan
ce for Active Ingredients is
sued

TFM 'S 3 24 o

A
mjo

28t OTC F A& MUsT
H

7to|HA Tl

Title: Sunscreen Drug Products for Over-the-Counter Human Use
https://dps.fda.gov/omuf/monographsearch/monograph m020

2021
FDA deemed final

order and Proposed
Sunscreen Order
issued
FDAOIM 2| & 7tF B3
A X MRHEEA| H e E

=1
3wy
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At MAHCHA| 22

CFR - Code of Federal Regulations Title 21
Sec. 352.52 Labeling of sunscreen drug products.
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=352.52

Hz=AL #SEM E=

HE AES

Manufacturer,
Net Quantity of Distributor, or Packer:
Contents corporate name and
address

SPF, Water Resistance,
Statement of Identity and Broad Spectrum
Declarations

Domestic U.S. phone
number or mailing
address for serious

adverse event reporting

Lot Number Expiration Date Drug Facts Panel

72 7 Ea HE oji'Z
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At M XHEHH| 2t

HE A"HH(Statement of Identity : SOI)

Must include:

» Established name of drug (if any)

* General pharmacological category(ies) or
principal intended action

* Mixtures of drugs with no established
name may satisfy the requirement with a
prominent display of the pharmacological
cateogory(ies) or principal intended action

Sunscreens must include “sunscreen” as part
of the SOI

Must be placed:

* Onthe Principal Display Panel (PDP) —
usually the front of the package

* In boldface type, parallel to the base of
the package

* Inatype size reasonably related to the
most prominent text on the label

CHe g WrEA| matolof BLICt. .
. QJFEO| Ut (U= B
. UEORAISIN HF EE 2 O E XE
. Yol gl ofoEo| EEE 2 oSN
HF EE T OEE X8 £ ZA
BAISI0] 7 AFSE 58 + gL

el XekH| = SOl AlEEH)0f BHEA|
“sunscreen” 2 XEgtsl|of etL|LC}.

CHS ol I%[5HOF gL Ct.:

- FLC|A2FY 0| i d(ppP) - LHIH 2 2 Ijj 7| X|
X

X| 2 m§j7| x| "} =t} HaH

« YO|E0A 71T =0 &= HAEQ}

gtg|HMoz A3E X 7|2
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SPF X|%, L4 o HEE AME

e Sunscreens must include a Sun Protection
Factor (SPF) value, determined according
to the testing procedures found in the
final order.

* Final order does not include a maximum
labeled value

* Previous proposed rule (2011) had limited
maximum labeled value to “50+”

* Proposed order limits maximum labeled
value to “60+”

* Products that pass the FDA water
resistance testing procedures (40 or 80
minutes) may declare it on the label.

* Products with an SPF > 15, that also pass
the testing procedure for “broad
spectrum” found in the final order may
include “broad spectrum” on the labeling.
These products may also make claims
about prevention of skin cancer.

= (SPF Value, Water Resistance and Broad Spectrum)

ISR PPN o S (g b
X

FH0| A= HEE ZXHOf

o
FEF x|‘|‘(SPF) = L2l Of
at-| HHO M= =L BEA| 2= X85t D UK

O|™0 Hot=el #&l2011H)2 %|Cf BA| gf2
"50+"2 Aot & L T}
MeHel HHE2 X0 EAILLS "60+"2 X2t
OI¢|_| |:|._

A H

_0,_F

FDA LH’”H HAE EXH40E2 E&= 808)
HE2 2o “Li="d(water resistance )"

T %‘ﬁ L Ct.

|'|J|0 ﬂJ|ﬂJ
H OH"

SPF > 15Q HZ2 2 T FHHO| YA "EZE
~HEH"0f Cieh HIAE EXE SaotH 20

=32 o + dsuh
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L8 22| 4% (Net Quantity of Contents)

* May be declared by solid/viscous measure, o O|QFEO| ZE b= MY W2 2H/AHAd &4,
liquid measure, numerical count, unit OHf| =X K| CHQ 22F M3 =X L
strength, linear measure or area, MM o2 HA|E £ 94 |_| C}.
depending on the dosage form or type of N L oo 5 -
drug - SJEEl= A2 voirdupois (T2 E A2ZHE O/ E

- : : : EHO 1Idts St

* Must include avoirdupois and metric 2E EOHOF LT
measure, when applicable - DX AL, "Net Weight" EE="Net Wt £

* Declarations of solid measure must HEA|SHL|C}.

include “Net Weight” or “Net Wt.”

* Must appear in the bottom 30% of the
PDP in a type size that is based upon the
area of the PDP

- PDPR| HXNZ 7|E2 2 o &At A7[Z PDPO
St 30%0] ﬁ*lEI(HOF r Lt

-
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HZAL Z™HAUN|, E= F=YM (Manufacturer, Packer, or Distributor)

* Label must include the actual corporate
name and full address (no P.O. boxes) of
the manufacturer, distributor or packer

* Entities that are not the manufacturer
must include a descriptive phrase such as
“packed by” or “manufactured for”

e Street address may be omitted if found in
a current city directory or telephone
directory

>+

2t = R ZAL %%%*
2| At O] &4t TH| =
Z2HE| O OF 2L Ef.

1l EE

=
[ o
AtMet2 ehEh 7t

_I_

MZ=ALZE Ot 7|12 "packed by" E+&
"manufactured for'2} €2 A48 27 E ZT|0f
hL| C.

S| Al ClalEa|
glt

el Fag M

o rlr
2ol

I Io
rt
lot
Sl
2
$0
rr
o
Ho
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Ol FA L= M3HS (U.S. Address or Phone Number)

* Drug label mustinclude a domestic U.S. o O|QkZ DIHIQ|= AH|X}FZF AlZESE O A
phone number (including area code) or MM Ztst Extg)2 2nEh £ 9l= 0|2 2L
full mailing address to which a consumer HSHS (K|S S T Fe M QE FAT}
can report a serious adverse event 3tz 0| 910{oF StL|C}.

* Address or phone number must lead to a ~ e L e -
“responsible person” who must submit a - T Es UotHe s f 2 JYE JlE 158
report of the event to FDA within 15 O[LHO| FDAO| F%& 2E1ME XNZ0H0F ot=
business days of receipt "MQAX = AZAL|OOF LT},

* FDA recommends (but does not require) a . FDAL "AlZtSE O|AF AFH2 B 18} H
clear statement be included such as “To ) ClEISIAIA| Q. "9} ZtS TWEtst mZ ;i
report a serious adverse event, contact... 7S ARSILICE (D8Lt QT6IK|= & LICH)
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ZE H35 9 §2 7|2 (Lot Number and Expiration Date)

Lot number is defined as “any distinctive
combination of letters, numbers, or
symbols, or any combination of them,
from which the complete history of the
manufacture, processing, packing, holding,
and distribution of a batch or lot of drug
product or other material can be
determined.”
Expiration date must ensure that the drug
meets applicable standards of identity,
strength, quality, and purity at the time of
use
 Determined by appropriate stability
testing according to 21 CFR 211.166
* Should appear on both the
immediate package and outer
container
* Drugs with no dosage limitations that
are stable for 3 years are exempt
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Kt HXICHA| 2H# @ - Drug Facts Panel

Active ingredient(s) / Purpose
gy 422

Warnings
ZuET

Directions
PPN -

Other information
J|E} HE

Inactive ingredients
H[ 2] d=

Questions (optional)
= 2| X (M Ef AL

Drug Facts

Active ingredient (in each dosage unit)  Purpose

HO0OOOOOOOOOOOE MG . 000000000

W 200000OCOOOOOCK

Warnings
Do not use X000000000OOOOOOONOONONNONNNONNNNNNNN

Ask a doctor before use it you have
M 000000000
B 0000000000000

Ask a doctor or pharmacist before use if you are x000000000000¢

When using this product
W 0000O0OOOOOCCK
B 000000000

Stop use and ask a doctor if
B 00000000000
W 0000000000

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. Incase of overdose, get medical help or
contact a Poison Control Center night away.

Drug Facts (continued)

Directions
| FESsssssssssssy
I OCOOOOOOOCOO0L

Other information
| BES TR e s isdyy
I OO0 000K

Inactive ingredients xoooxoooooox

Questions? 123-555-1234
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Drug Facts Of|A|

Hg C A.I_J._-IlEEE'!
SPF 215
L=~ 40

Drug Facts

Active ingredients Purpose

Tiianium dloxige a%} .
Ermnpyeril SRR | ;|

Uses
| FEIpC DFE‘.-'EI'I[ sunourn

M [T used as directed with other sun protection measures (See Directions),
(ecreases ine sk of SKIN cancer and eany SKin aging caused Dy ine sun

Warnings
For external use only

Do not use m 0N damaged or broken skin

When using this product mm keep out of eyes. RInse with water 10 remove.

Stop use and ask a doctor It mm rash occurs

Keep out of reach of chiidren. I swalloweg, get medical help or contact a
PoIson Control Center rignt away.

Directions
I 3DPIy IDerally 15 minuies DEfore SUN EXposure
I reapply:

i ter 40 minutes of Swimming or sweating

m immediately arter fowel drying

m at least every 2 nours
m Sun Protection Measuras. S[:encng fime In the sun Increases your Mk o
SKIN CANCET aNa £y SN aging. To OeCTease IS sk, regulany Usé a
SUNSCreen win a Broad SDE*SUIJ'“ SPF value of 150 F[_IHE' and other sun
protection measures Incluang:

mm limit fime In the sun, E?Eﬂ“l&lll" \ Trom 10 a.m.-2 p.m.

I Wear o - -Sleaved snins panh nats, and SUFII]IEL&SES
W CIlaren under & montns of afe. A¥ A doctor

Other information
| DFIJTE[!I fne Dr'j:]IJCt I s container from excessive neat and direct sun
m Store Delow 90°F / 30°C

Inactive ingredients

Walier, soyoean (Glyeine max) Oll, nyaroxyetnylceliulose, xantnan gum, giyceryl
monostearale, anum surtate, ceteanyl alconol, giveenn, pefrotatum, African ol

Dalm (Elasis quinsensis), S00IUM Denzoate, |ZII“1EL=SILI sorbaie, fragrance,

Watemelon |C.'+ruﬂus lanatus) Ol j0jO0a (Simmondsia chinensis) ol drgan

(Argania spinosa) Oil, aloe vera extract, vanila ( Vanilla planifolia) Oll, 5COrDIC

acid, retinyl paimitate, tocopherol acetate



K| MXHEHH| 2HEE Ol A 1

I

Drug Facts

Active ingredients Purpose
Avob: 8% Sunscreen
Homoaalate 109 Sunscreen
Octisalate 5% Sunscreen
Octocrylene 7% Sunacreen
Uses

» helps prevent sunbum

» [f usad as directed with other sun protection measures (ses Directfons), decreases the
risk of skin cancer and early skin aging caused by the sun

Warnings

For exteral uae only

Da not use on damaged or broken skin

Whan using this product keep out of eyes. Rinsa with water to remove.

Stop uas and ask a doctor If rash occurs

Keep out of resch of children. if swallowed, get madical help or cortact a Poison Control
Cantar right away.

Directions

For sunscrean usa:

« apply lberally 15 mmuiu before sun exposure

= raapply at least every 2 hours

* ;3¢ a waler resistant sunscreen if swinming or sweating

« Sun Protection Measures. Spending time in the sun increases your risk of skin canos
and earty skin aging. To decraase this risk, reqularly use a sunscresn with a Broad
SpeanSPF value of 15 or Higher and other sun protection measures Including:

» limit time in the sun, ially from 10a.m.-2p.m.

« woar long-sleeved m.rpmh hats, and sunglassas

» children undaramnnthafana:nkldm

parss
Other information
» protect the product in this container from excessive heet and direct sun

e ————————————————————
Inactive ingredients wa,ghcern, diethicons, slica, PEG-100 stearate,
gyceny! stoarats, , alcohol, m parid (shes) butter,

Wui K wﬁ.? Isosorbide, po\wroyd'mm aud
mlic ammon

Iycraxyacatophencns, dcapryiy steareth-100, capryloyl salicylkc acid, caprylyl
ghycol, xanthan gum, dimethicone/vinyl dimethicone crosspolymer, acrylamide/sodium

ykin

Drug Facts (continued)

Wu disodium EDTA, ischexadecans, tocopherol, fragrance,
adenosing, pantasrythrityl tetra-di--butyl

e e e
m lose, eate, m citrale, cu:n.hs(yi

acrylate, myristic acld, polysorbats 80,
cinnamel, yellow 5,

lal, benzyl umm, lnﬂud. cilronellol, potassium sorbale,

mmmm.m

FORMULA $ 017161 4

F.LL #D2730034

PAT. PATENTS.LOREALPARIS.COM

REVEAL MILLIONS OF NEW SURFACE
CELLS. VISIBLY YOUNGER SKIN

Broad Spectrum SPF 25 sunscreen moisturizer with:
ANTIOXIDANT RECOVERY COMPLEX

Patented antloxidant from bitter orange +
Vitamin E naturally found in skin.

Support skin’s natural renewal process. Recover
skin’s antioxidants and helps defend against
daily aggressions.

VISIBLE RESULTS

In 4 weeks

v All day hydration
v/ Non-greasy

| BROAD SPECTRUM
| SPF 25

| SUNSCREEN

'AGE PERFECT

' CELL RENEWAL’

ANTI-AGING™
MOISTURIZER

Reveal millions of new skin cells
Smooth wrinkles, firm, revitalize

ANTIOXIDANT RECOVERY COMPLEX

¥

L’OREAL PARIS SKINCARE
COMMITMENTS

Every product is extensively tested
for safety with a minimum of 400
applications, under the guidance
of dermatologists.

Every product benefit is tested by
unbiased Independent third parties.

"DERMATOLOGIST TESTED
SUITABLE FOR SENSITIVE SKIN |

Questions or comments?
. 10 Hudson Yards.
1-800:

]
USA of US and/or Imported lngmdlenu

L'OREAL USA, Inc
New York, NY 10001 1

Made in

ACTUAL SIZE

40






DrugFacts

Active Ingredient Purpose
SIS IR LN o o iconsasnenminn Sunscreen
Uses

* Helps prevent sunburn » ¥ used as directed with
other sun protection measures (see Directions),
decreases the risk of skin cancer and eary skin
aging caused by the sun

Warnings

For external use onlly, Do not use on damaged or

broken skin, When using this product keep out of
eyes, Rinse with water to remove, Stop use and
ask a doctor i rash occurs, Keep out of reach of
children, If swallowed. gt medical hel or contact a
Poison Control Center right away.

Directions
* apply generously and evenly 15 minutes
before sun exposure
* reapply.

« after 80 minutes of swimming or sweating

= immediately after towed drying

* at least every 2 hours
* Sun Protection Measures, Spending time in the
sun increases your risk of skin cancer and early skin
mmmmumwﬁwam
with a Broad Spectrum SPF 15ahwand
other sun protection measures including:

« Limit time In the sun, especially from

10 am.=2 p.m.
-xlwmm.m

sunglasses
* Chikiren under 6 months of age: Ask a doctor

Other information
* Protect this product from excessive heat and direct
sun * May stain some fabrics

Inactive Ingredients water, C12-15 Al
Benzoate, Styrene/Acrylates Copalymer, Octyldodecy
Citrate Crosspolymer, MTﬂm Cenf
PEG/PPG-10/1 Dimethicone, Dimethicane, Gl;cem

Polyhydroxystearic Acd, Methicone, Sca, Cetyl
Dimethicone, Tri

Glyceryl Behenate, Sodum Chloride,
Acrylstes/Dimethicone Copolymer, Chorphenesin,

Pnenethyl Alcohol, Avena Sativa (Oat) Kemel Flour,
Capryi Glycal, Cetyl Dimethicone/Bis-Vimddimethicone
Crosspolymer, Tocopheryl Acetats, Chrysanthemum
Parthenium (Feverfew) Flower/Leaf/Stem Juice

?

866-428-3386; Outside US, dial collect 215-273-8756
wwyLaveeno.com

AVEENO*

POSITIVELY
MINERAL™
sensitive skin
sunscreen

N lightweight formula
W non-comedogenic
W fast-absorbing

W hypoallergenic

W fragrance-free

W paraben-free

W phthalate~free

N dye-free

W dries with a
matte finish

W TSA travel-friendly size

Distributed by:
JOHNSON & JOHNSON
CONSUMERINC,
Skillman, NJ 08568

© J&JC] 2018

DERMATOLOGIST
RECOMMENDED

Aveeno.

POSITIVELY
MINERAL™

sensitive skin
sunscreen
BROAD SPECTRUM SPF 50
FOR FACE
naturally-sourced

100% zinc oxide
active ingredient

sweat + water resistant
(80 min)

.

— e —— . ——— . —— . ——_— — . . el e = D e e ——— . —— . — — —— — i —— i —— — ] A g S OB e . e — e —— —

Heading outside?

AVEENO?® has got your skin
covered so that you can
enjoy the sun everyday.

AVEENO*" POSITIVELY
MINERAL™ Lotion with
Broad Spectrum SPF 50
For Face contains 100%
zinc oxide active ingredient
and goes beyond
UVA/UVB protection,

This oil-free mineral
sunscreen is gentle to eyes
and skin and layers invisibly
under makeup,

# Aveenos

for ower S5 yean.

&

Care To
Recycle"J




JHI/EIDO

Day Cream

BENEFIANCE
NutriPerfect

Day Cream

BROAD SPECTRUM
SPF 18

SUNSCREEN

PRO-FORTIFYING
Carnosine DP™

50mL NET WT.1.80Z

Drug Facts (continued)

Directions

For sunscreen use

Wapply liberally 15 minutes before sun exposure

Muse a water resistant sunscreen if swimming or sweating

Mreapply at least every 2 hours

W Sun Protection Measures. Spending time in the sun
increases your risk of skin cancer and early skin aging.
To decrease this risk, regularly use a sunscreen with a
broad spectrum SPF of 15 or higher and other sun
protection measures Including:
“limit time in the sun, especially from 10 am. - 2 p.m
‘wear long-sleesve shirts, pants, hats, and sunglasses

M children under 6 months: Ask a doctor

Inactive ingredients

VAAJEA - SUTYLEME GLYDCL - GLYZESIN - D PROPFLENE GLYCOL - DAMETHIONE -
GLYOERY STEARATE SE - BEHENYL ALCORCL - PEG/RPE-14/7 DNETHYL ETHER -
FOLVELTYLENE GLY201FP6-5/1 DOPILYVER - KYTROGMATED PO YTELSNE -
[SCPRIDPYL MYFISTATE - MYISTAL MYFISTATE - M CACCRYSTALUINE WX -
PEG-49 STEARATE « S11CA - CARNOSINE < ANTHAN B - SRYTHAIT
TOOOPHERYL ACETATE - POTASSLIM ASCORSY] HOOCPHEH P05
PANTHENYC ETHYL ETRER - SOCIUM ACETYEATED HYALLRONATE - SCREITAN TASTEARATE «
STET ALCOMDL - CELLULOSE GUM - SO0 LM METAPHOSPHATE - SRESCONIM EDTA - 64T -
SOTN METAB SULITTE - TOCOPHERCL - PHENDNETHANL - FRAGRANCE - RON (CDES - W7

sssiiisss /)

SHISEIDO
BENEFIANCE
NUTRIPERFECT
DAY CREAM
BROAD SPECTRUM SPF 18
Give strength to skin affected by hormonal changes.

A powerful protective day cream created especially for mature skin
expenencing wiinkles, discolorations, and loss of resifence assodated
| with the hormonal changes due to aging. Defends against dryness,
polution, and the harmful effocts of UV rays. Restores skin density and
| firmness for youngerJooking facial comours.

®Smooth over face each maming after cleansing and balancing skin.

e Apply liberaly Reducing the quantity of application will lower the level of
sunscreen protection significantly.

DERMATOLOGIST-TESTED

htp://$1872.com/19110AA
See our website for more
information.

Specially formulated by
Shiseido Laboratories, Japan
SHISEIDO AMERICAS CORPORATION DIST

NEW YORK, NY 10022
MADEIN USA

GLO. 1910
www.shiseldo.com

Drug Facts (continued)

Other Information
M protect this product in this container from excessive
heat and direct sun

Questions or Comments?
Call toll free 1-800-906-7503

7 30852 19110 5

19110-44-5040

Drug Facts

Active ingredients Purpose

AVOBENZONE 2.5% .... Sunscreen

OCTINOXATE 7.4% Sunscreen

OCTOCRYLENE 2.0% Sunscreen
| .

Uses

Whelps prevent sunburn

Wif used as directed with other sun protection
measures (see Directions), decreases the risk of skin
cancer and early skin aging caused by the sun

Warnings
For external use only

Do not use on damaged or broken skin

When using this product keep out of eyes. Rinse with
water to remove.

Keep out of reach of children. If product is
swallowed, get medical help or contact a Poison
Control Center right away. | 3




GINZA TOKYO

IS SOF R

JHIJEIDO

REVITALESSENCE
SKIN GLOW

Foundation

BROAD SPECTRUM
SPF30

Sunscreen

Bio-BoostRED Technology

Fermented Kefir+
Niacinamide

30mL1FL. OZ

Drug Facts (continued)

Inactive ingredients
WATER-DIPHENYLSKLOXY PHENTL TRIMETHICONE - IPROPYLENE
GLYCOL GLYCERIN - NIACINAMIDE - ALCOROL DENAT,-PEG-9- PEG-60
HYDROGENATED CASTOR OF - LACTOBACR LUS/RCE FERMENT-
AMMONUM ACRYLOYLDMETHYUALRATE /BEHENETHS
METHACRYLATE CROSSPOLYVER- TOCOPHERYLACETATE - SODIM
DILALRAMIDOGLUTAMIDE LYSINE - MAGNESIM CHLORIDE
POLYOUATERNINES - LARADULAANGUSTIFOLI (LAYENDER) O1.
SANGUISORSA CFFICINALIS ROOT EXTRACT - CAMELLIA SINENSIS LEAF
EXTRACT - HYDROGENATED POLYISCBUTENE -PEG 2 DIMETHOONE *
ISCSTEARC ACD - POLYGLYCERL-6 POLYRKINOLEATE -PEG-DD
HYDROGENATED CASTOR O -BUTYLENE GLYCOL- ALUMINUM
HYDRONIDE - DIMETHYLACRYLAVIDE /SODIM
ACRYLOYLOMETHYLIAURATE CROSSPOLYMER- ACRYLATES/CIC-30
ALKYLACRYLATE CROSSPOLYMER  TRISODKM EDTA- BT+
TOOOPHEROL +POTASSIM HYDRONDE - ALCOHOL -SODEM
METABISULAITE -PEGIPPG-1313 DIMETHOONE - STEARICACR -
PHENCKYETHANOL - TIVANIUM DAKDE -{RON CHDES
Other Information
M protect this product in this container
from excessive heat and direct sun.

Questions or Comments?
Call toll free 1-800-906-7503

<Mitido8-8i1>

http://s1872.com/19342AA

See our website for more information.

CYEEED 30% Recycled glass for bottle

FSC~¥—7

W26.25XH12

SHISEIDO
REVITALESSENCE
SKIN GLOW

FOUNDATION

A skincare-active foundation that
provides a healthy glowing finish and
24-=hour hydration™, In just 1 week*2,
bare skin is visibly more even-toned,
hydrated and smooth. Powered by
Fermented Kefir+ and Niacinamide,
this foundation packs the same level of
effective skincare ingredients as a
SHISEIDO serum.
12-hour wear*3,

=123 Clinically tested on 27/31 women,
*2Consumer tested on 109 women.

edium coverage.

Drug Facts

Active ingredient Purpose
OCTINOXATE 6.9% ... Sunscreen

Uses

W helps prevent sunburn

B if used as directed with other sun
protection measures (see Directions),
decreases the risk of skin cancer and
early skin aging caused by the sun

Warnings

For external use only

Do not use on damaged or broken skin
When using this product keep out of
eyes. Rinse with water to remove.

Stop use and ask a doctor if rash occurs
Keep out of reach of children, |f
product is swallowed, get medical help

or contact a Poison Control Center right
away.

SHISEIDO AMERICAS
CORPORATION DIST.
NEW YORK, NY 10017
MADE IN USA.

www.shiseido.com

Drug Facts (continued)

Directions
For sunscreen use:
Wapply liberally 15 minutes before sun
exposure
Muse a water resistant sunscreen if
swimming or sweating
Mreapply at least every 2 hours
M Sun Protection Measures.
Spending time in the sun increases
your risk of skin cancer and early skin
aging. To decrease this risk, regularly
use a sunscreen with a broad
spectrum SPF of 15 or higher and other
sun protection measures including:
- limit time in the sun, especially from
10am.-2 pm.
-wear long-sleeve shirts, pants, hats,
and sunglasses
M children under 6 months: Ask a doctor

e Shake well before use,

FRAGRANCE FREE.

SUITABLE FOR ALL SKIN TYPES
INCLUDING SENSITIVE SKIN.

DERMATOLOGIST-TESTED.
NON-NONCOMEDOGENIC.

Power of Science.
#ALIVEwithBeauty




]

Avobenzone 3%
Homosalate 10%
Octisalate 5%
Octocrylene 5%

Do not use on damaged or broken skin

When using this product, keep out of eyes. Rinse with water

10 remove.

Stop use and ask a doctor if rash occurs

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

Directions For sunscreen use

= apply generously and evenly 15 minutes before sun exposure
m reapply at least every 2 hours

m use a water resistant sunscreen if swimming or sweating

= children under & months of age: Ask a doctor

= Sun Protection Measures. Spending time in the sun increases
your risk of skin cancer and early skin aging. To decrease this
risk, regularly use a sunscreen with a Broad Spectrum SPF value
of 15 or higher and other sun protection measures including

= limit time in the sun, especially from 10am. -2 p.m
m wear long-sieeved shirts, pants, hats, and sunglasses

Other information protect the product in this
container from excessive heat and direct sun

Inactive mdients Water, Alcohol Denat., Lauryl
e

Methacrylat ium Methacrylate Crosspolymer, Diethylhexyl
2 6-Naphthalate, Glycerin, Dextrin Paimitate, Dicaprylyl Ether,
Acrylates/C10-30 Alkyl Acrylate Crosspolymer, Fragrance,
Glyceryl Behenate, Phenyl Trimethicone, Cetyl Alcohol, Sorbitan
Distearate, Sodium Hydroxide, Stearoyi Glutamic Acid, Arginine,
Disodium EDTA, Sodium Hyaluronate, Phenoxyethanol, Citral
Geraniol, Limonene, Linalool.

Questions or comments? 1-800-BIORE-11

l_'_'_'_'_'l

|mm IT DOES:

This innovative daily UV
Moisturizer is the future
|of sun protection for the
future of your skin. This

unique formula is
developed from Bioré |
Japan's water-based
sunscreens, widely loved
for their fresh textures
and invisible, clean
protection. This
feather-light UV |
moisturizer, with a light
citrus scent and Broad
Spectrum SPF 50 to help
protect from UV rays
and UV damage,
spreads easily and |
|obsorbs instantly for a
sheer finish on all skin
tones with no white cast.
I- Hyaluronic Acid

|
|
|
|
|
|
|
l

'
!

UV AQUA RICH

WEIGHTLESS
MOISTURIZER

/

(
=

~~OUR COMMITMENT: —

TAKING CARE OF
PORES & THE PLANET

We‘re committed to
making products that
are ethically and
sustainably responsible.

« Our products are
formulated for
and safety

+ We are proud to be a
carbon neutral brand -
the carbon
footprint of our products
and supporting climate
Initiotives.
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