AHA A& TlolH A
E Al 2 AE 9
5 4 gAY

F7} AP 2 T
4] B Sp AJ
X F oJokFE 727
10903 New Hampshire Ave. Bldg. 1, Room 3317
Silver Spring, MD 20903

(Tel) 301—796—4880
https://www.fda.gov/cosmetics/cosmetics-guidance-regulation/cosmetics-guidance-documents

o)L TdS V&t ¥ ol A9 HEEA B (Appendix B) &= 22X
R | R R Eg B R

A=A 7Fold Ao thst o A& AAIE 4= QIR w21 CFR

5(g) (5) &%), FDAIA JHEEA B th3t 5 M-S ZA4817] o] do
AL FudtE=E 317] Ystey, 9H #H (Federal Register)ol A

= 7hold A &8 7 B Y 30 ool # FATl tist oS AAA =
MO R AEsto] FA7] kgt

1o -\
Y, fo
4>

)
ol

Ir
2

o=

10.

R
E

flo 2>
ol

1o

http://www.regulations.Novoll DA} A S A Z3 A 2. AH AES v T42E
A Z3skAH H Yt} Dockets Management Staff (x¢FH 22 71

gdi-3) (HFA—-305), Food and Drug Administration, 5630 Fishers Lane,
Rm. 1061, Rockville, MD 20852. L& o1& 9/HF #H (Federal Register)®l
AANEE B8 7 BA 555 okl 5= W35 FDA-2023-D-1716%
TE5 o] lofof st

U F BABAR HFFT 4 B4
U.S. Department of Health and Human Services
Food and Drug Administration
Office of the Chief Scientist
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FEgo] gt AIANG EF

= 4 FAH:
A A E Tpola AL

B ol AT S Aol U@ 4% o] ok (FDA = AN S| A A AFLS W ara Sl o &
Ao 5 RS 919 ol @ Ne)w A ehor] FDA H& A A 4L g4t
A4 Vsd 9w Az Qo] MEEE o Fshs oA AT WA o] $8 5 AFUT
oA Aol el =0 ahelw, Ao 7 A E Azt = B Aol R A S Tdalis FDA AR A
5 0)814] 7] vh g o)

N
)
o
o
[
rlr
=y
-
>
=
Lo,
o
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>
oA
oj

- 39

« AEFE ALES T EEEEA

« AgEel L= FE= FAIA

« AlEE AEE oA A

« AEE A dA A
2 7Pl A s S FDAY] Zhol-d s 4= A A oA e g shA sy
thal, Zhold 2ol A Aol st L 7] dA S 7)EstkaL o, 54 il £
1A Q7o) Q1§45 ¢ 3 AuAG o7 ZFFEE ook gty FDA 7hold A Aol A

4 I .
‘sfof g (should)” EFe ol o] A o | Abgte] thato] AQkE ALt T E Tk
olujo]x] Bt obye,

II. w73

20229 129€ 294, "= glE82 2022 % Ao}t 1A% (Modernization of
Cosmetics Regulation Act of 2022, MoCRA) & ¥33}+= 2023d =3

A% (Consolidated Appropriations Act, 2023) (Pub. L. 117—328)2 %<1l 51U )
UE 2% TolA MoCRA: R 255, ook Bl 333 (FD&C Act) A4 60701, sHd+
A T5 9 AF gadgel gist o148 sk sy

PR Jboldas 2% ok 9 88 <k AlE] (Center for Food Safety and Applied Nutrition) 2] 883 4
ZEA A AFE= (Office of Cosmetics and Colors) 3 v = 213& 9] ok= (FDA) o] 447 3}8Fa} AFEA] of A
2k 35 U T



7o) g ARG Y

FD&C ¥ ¢ A4 607 ()= "v= W 58 54 0% dhe s o] Ax e 7ha el

Holet=" AldE AU dshs BE AFde] ZF A4S FDAC 538t e s

2.8k gl T

FD&C e A 607 (o) = 7t 3 &5l sl A J A7} vE=A] FDACY "%

Y AR"S ASS S ekl dFUTh

FDAE 7]&Eell Ahd A 843 55 22195 9 YFYth(21 CFR Parts 710 2 720

Fx). FDAE 2023 3¢9 274 F2 A 55 227895 FR3 o0, MoCRACIA

4%’-@@ gE AL = B AE A" s A AlE 2YE zzﬂs} A A AES FEE
gate] AP Pyet? ALA SHAFE 55 T2 o] FRE Al AAFIOR o] HA|

dFUTh A4 sgE T5 223 Ul Y B MoCRAC whet Al E3fof sk 4 x.s}

th=7] Witell, FDAE 7]Eoll Ah22] shdd o5 218 A& Y1 Aol MoCRACA

Seke 55 4 gad eds FHAT AT Ryt

FDA+ FD&C H Al 6072 55 9 A& 2lA" AR A3 5 1hA4ste)] Eas
= T AEF AA AlE 29, IAHE A tE E (Cosmteics Direct) &
A3k 5 U th FDAOA = ﬂJ ) AE =72 A kA (FDA 92 5066 2 5067)
Ayt F7HA Rl tiA ==, shek A TILE. off 7)< 4 vhe} Zo], AR AE S
FDAS] AA}F A& Alo]E o] (Electronic Submission Gateway, ESG) & %3] A& &
%ol 75 Euth FDAGIA = 2ake] dole] A%y} walo] & 9 A7k "ok
-0]3}A 87| $1aA A AlES A AT Yt} Cosmetics Direct, 714 A 4
%A AE FAL g G e [Eeka7) vt
https://www.fda.gov/cosmetics/registration-listingcosmetic-product-facilities-and-products

FD&C e A4 612¢ Jol¥ 54 FA7192 A1 55 9 3F g Ago] F Q314
okt (BFere) Al TI1LA 2 IIIL.B ZX).

FD&C ¥ A4 6070l mz}, Bl AH JRE SHEAY Al 6}11 k= 3 9= FD&C
H (21 U.S.C. 331 (hhh)) 2] AA 301 (hhh) ol wha} FA 5 o] &5k

1. AEI g

A.ol®d F 7t L4 Y 7?

FDA= FD&C W] Al 6079 55 % A& 2l A~8 215 A6 flsto] ths
doE A AR YU,

2 A Y4 FDAY 7% FA< gdlo] E (Constituent Update) "FDA ApaHA 3l 34% =2 =2 79 (VCRP)
AZ 3 & & (FDA Has Stopped Accepting Submissions to the Voluntary Cosmetic Registration Program
(VCRP)" %= (https://www.fda.gov/food/cfsan-constituent-updates/fda—has-stopped-accepting—submissions—voluntary—
cosmetic—registration-program-vcrp)



https://www.fda.gov/cosmetics/registration-listingcosmetic-product-facilities-and-products
https://www.fda.gov/food/cfsan-constituent-updates/fda-has-stopped-accepting-submissions-voluntary-cosmetic-registration-program-vcrp
https://www.fda.gov/food/cfsan-constituent-updates/fda-has-stopped-accepting-submissions-voluntary-cosmetic-registration-program-vcrp
https://www.fda.gov/food/cfsan-constituent-updates/fda-has-stopped-accepting-submissions-voluntary-cosmetic-registration-program-vcrp

F2go] gl ATANG XD

28 Ao} A2 A (CONTRACT MANUFACTURER). — T+ 8ALE thalate] shg#< A%
T 7hEshe s o)) whAl o B sk A S g

°l,

PN

313+ (COSMETIC PRODUCT). —FD&CH 2] A4 604 (2) o 4% nls}
QhA|Fofl AFESH7] S8l AAdA W AFH o E FAAE sEE A 2= A

ofm g,

|

=
=

DUNS 25 (DUNS NUMBER). — DUNS(Data Universal Numbering System «H) 0] E
E3 Mo A4 A|AH) HE = Dun & Bradstreet (D&B) ol A Al 3-8 273k 9x}a] 21
Ho AUtk DUNS o= 54 AAA o 7Ry o}, wheba], skt 49 2H7] o8& A A
o (KA}, FA], AR 2ho]) of DUNS W3 7} stbd <= Ql5y T

A& (FACILITY). FD&C ¥ AA 604 (3) ol A2 vle} Zo], vz f-545 &= 34ES
AN ZSAY 7k (YA 7B E8H8H) RE A A ES E3eh )

g ol thes EdeA S

. BEA Y RE AZ Y AJAEo] SAELS HA| A A ZAL FFEEA] G Ao

i SE s, P g g2, (19861 U= Al (Internal Revenue Code) 4141
3508 (b) (2) el A g oJsl=) AR PA|, b= o=, aljF Al =0l 3pgE-& B lA
Az A 7EekA ke S

1il. He, o9, B AsA

iv. &% B 719 B el Al A4 S-S Al Ve v V]

v. (2R geAbe ) AR LAl E S FRE Aleshs ZE Aus 7]
vie A3 BV AR S S0l FRE ATHE B
vii. s Al HAE 4 2 G5 e 93

viii.  3EE I s vt shu ol e e R Fdss AlEE

« 2174 (Labeling)

« 27 (Relabeling)
+ ¥ (Packing)

« A% (Repacking)

« X ¥ (Holding)

+ % (Distributing)



o Al o] (vii) o AR B 5 st o) 4E @O SYsn] o8 A5
dot grel A, EA D AEgolehs golt AF 0] HAFES B W92
LA AUt

FEI. - FDA Establishment Identifier (FDA A]@% 21 2}) o] eFof ]yt AL S
A 55 AEAREE 4 A 5 UY. FEI 3= FDACIA FDA 1A Al A#e
3ALE A Et7] 9lske] FDAOIA s 1142 *"*‘x}‘ﬂﬁu} FDA| A= A4 9] FEI
HSE JFF AXALY 55 HEE AL S sk A FY T

BPFEE O] A F K= IFEE (MANUFACTURING OR PROCESSING OF A COSMETIC
PRODUCT). — A&l 485 & A2k u 24, A&, HlAH, Aloj& 2335t 81384,
594, AESH, 7EF ¥ S T3] 3PAE S wE= sl o] A w0 Wt S
ol u] g},

292 (OPERATOR). —FD&CH (21 U.S.C 321(e)) 2] AA 201 (e)ell o=
He} o], shte] Al Eof thdt dhe] WIS 7hd AFES Qv

247X (OWNER). —FD&CH (21 U.S.C. 321 (e)) ] A1 201 (e) ol g 2l npe} o],
ko] Al = e AFAS 7H ARSIy T

2 9] 91 3 (RESPONSIBLE PERSON). —FD&CH A A 604 (4) ol A 2)e npe} o],

FD&C ¥ A 609(a) =& &4 2 U 2 7] A (Fair Packaging and Labeling Act)

A 4 (a)oll et al S s o] ghile] o] Fo] BmAIEE sPEE Y ARYA, 2FAA e
SHAE YT

2719 (SMALL BUSINESSES). —FD&CH A4 61201 A 2] % npel o], A A,
283 A A E 9 AE 9 Mﬂ% ' ALY Ad 3T spFE Fufjof] dj st v =
U o Azt F diEdo] AZ o) Ars 7etate] $1,000,000 vlRteld A, FD&CH A4
612M) el T HE 54 sF2] Az e 7haol doishH] o= Aol siggEyh.
TS 55 W AFE g a" QoA WA Y

FD&CH A4 612(b) ol b Ht A3 F & d o #AQlel, tha 59 Alx
EE 7heel #ojste Al 55 9 YAE A WAEHA sy

o Bl Fo AL ANEA R AL 27 Sel A Y etk YU o BEse
3’:]’0?’

- FEE S E

o A ol A= S e

3olZ o) HE AAtel= AL AAREA T A A7F Qo] Edt= GDP & A7 34 %] (Implicit Price Deflator) &
AFEEE 21E AT, 088 Fe A7) veh e,
https://apps.bea.qgov/iTable/?reqid=19&step=3&isuri=1&1921=survey&1903=13

]I?Lo
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7o) g ARG Y

o e E AL A ALE £ 64 24417E o) 4 S W AT L] upE
e Hol A AMAQ ALg 27lo] 21 40) AA B9t LA b
4%

B.FD&CH AA 6079 @29, 71 552 31 AF 248 ARE
A&7

LAY &5

FD&CH Al 607 (a) (1) B3 22 455 AlgfstaL, vl= U 5= H4 0% sh=
ﬂ”%ﬂ Az w7yl wolshs ALE &

SHoHES s, sh19 A7

« &7 AA LA 717 vhell whet "5 427] 9 (small business) "2 24| 550
A = Al

« FD&CH ¥ V(Sok 8l S 57]7]) 87A gl s dshA o s
AZSAY AR Ao obd F5-o] ao], ED&C ¥ AE V @ Ao
gk Al (FD&CH AA 613 F3).

i
flo

FD&C 5 #1607 (a) (3) Fell 7178 2 vk} 2Eo], of ' Al o] HYAAE thalste] sHdE
A Z3AY 7Feehe A (S, Y E Aok Al A, el Aldo] A g2 ==
o 43e] AT talshe] A2 EL o e Sheiehe A A del 2w
g 9 S50 gy AV AlECA AlxEAY ZheE s Al AddAs A

NS AN 5 AFO] APe T ol e Aol we, i AA[A} N 55
AET A5k, e Ak Az AL 2fAY YA AT AL TFA ol
Uk,

2.AF AW

&

FD&C H 2] A 607 (c) ol = 2} b5 &850
Alestar, APFA = =N FEE A" S A=
SR E NS FdsoF FUT

o
3%

Ol
flo
il

=

EEE)
FAAL, 3

Che
g A

e
o

i

O]

o A7) AA TILA. oA 71 A E vfol] wpef "FA 7 0 2 A AE g AEo] WA EH =
AN el e 7))

« FD&CH] #E] V(SokE 2 987]7]) QTALS I E g s = 4% o8 5
&l AlEo] FD&CH of whe} o] of3 Bl spgsiof] B sl st 73% Elics
Aol thel 2 2l a" S AEd vk slsyatFD&CH A4 613
Fx), PAE # AR Yok Yay AEelA dJokE Bl SgE BFE

28 5] of o} ik,



7o) g ARG Y

C.FD&CH AA 6079 wet Al 55 4 AlF g A8 7=
AEH = @i—t— FAJ Y712

=
1.5

FD&CH A4 607 (a) 2 607 (b) (2) ol whet, A 55 A v AHE A =3 oF

i,
A 2RA W/EE SR o] F
o A o] F, AAl £AA, ol Fa W ABE
+EE SIS N8 S AT N4 T G AA S 8
RS E), P e A5 A4 A2k Jn (oW )
C A ER WS, S olqlel B3E A4 5 s
oG AN AR EE FEE gE0] ARHL Y RE A o F
o AFE FHElae m B sbeae (] AREA A B9 - A2

w3 2} 3gEe AP
c AE FFEE 55 SN 55, Add

’

g A ILF.19 =9 #x).

o
o
2
ke
rir
2
o
>,
>
B
o

G M)A B WIS A58 A4S 55 AFE A48 ofF o} sk
AR w9 o)
FDAL E8 083 28 371 A8 4ug A28 22 e 7qU

Ao AT BEEte], vl Yy AA (“U.S. agent”) &= 5= ZF o Qo] H gy} v g A=
A& 23S QIS RE, ulFe AFSAY vl AAGAE FAISH lo ulFe] AA 2
yth vo g3 Gl 9%, s S84 A S5 Au| A7 Hol = g H | g 9] A9
A AAE stk 7l o] T8k °17<] &2 ATt HojA = ?}%‘45}.
SAlE 5= "3 = FDA Estabhshment Identifier (FEI, FDA 7]1& AlExp) Ut 52 AxE g&F o=
=9t Sk, Al AR E 2 RbE A 555 AlEsH] Aol FEI Hj_ie FA5aloF Yt sE
NS 9% 553 A E FEI ‘ﬂi i3S 9% 0764 o ouAgoR 7-10 99U A% i&%HD}. FDAS$}
A E Ve AP 7 A3E FEI S & 7ol & -2 A2 REEA] 53 FEI &8 AFE-3lofF 31,
AEL FEI WS E QFskd < fyth sid dA7F o]v] FEI M3 Q1A obd A& o & A ﬁ%%‘s}% A&
Zgteto] Bt B ARE QEA, ths o] A& A e
https://www.accessdata.fda.gov/scripts/feiportal/index.cfm?action=portal.login. TFF #|AF7} FDA A &35 FEI
NS5 Afata A &2 49, feiportal@fda.hhs.govE 248 HUlAl oL o AR E AT 8 T417]
LI=as k=

2 s

2E oA ﬂ/‘}‘:’é, “¥d FB” 85 98l AHEH = WA 23
AA A F

A7 -4 ’““ﬂ T

54 AAA A T = B9 Xﬁﬂ YRE (o :
G = A 71 FDA 7|3 (25 715) 7 d#E RE 52 W3
deizl e 71E 9AE

AA e} AE BEVE FA


https://www.accessdata.fda.gov/scripts/feiportal/index.cfm?action=portal.login
mailto:feiportal@fda.hhs.gov
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. RO B EEHE A5
« A4 DUNS W&
. 5E3 B el o Fo) AeA du

E9 FDAE 5% 9 P28 A0S AFE 4 A AFE 00 JY3}
A99e FUT AL 2T BT

FD&CH A4 607 (c) ofl whet 317] 17} REEA] 3FE 2] A" ol 4] A& 5 o] oF

2y o
o IFFOl AFX TE VITHE G ALY ANLSEHEC
o ohHo] BV|EHE= YA OoEA, AAGA ] WA 2 AT g} sHFE HA
o SpFFEel A& 7k s el g (B 7)) (ofe] HFAEA A FR);
e RE TG AckA = WA E E3HsLo]) Code of Federal Regulations (1%
T4 ), BtolE 21 AA 701.3(F2 718 5% A28 ol A 2738k W3,
e AR 5oy BEHoRE A Ve sEE AR g AE
o J|Eo BFE A, AF 2AY D
e AE FFEFHE, W& duolE(AZD), <k4 A
AX 607 (c) (4) (B) o whet, =23t A3 (formulations) & 7H o 8] 7} A] &4F &5
T QRA A gFn ) DA, &= &R vkl A = A S E3Hete

TC
sl e & g A" AlEs 488 5 sy

FDA= B8 b3 22 F7F A8 RS A2 As a7dyoh

rlr

o L3|A} o] F (BT
o A FF (el 7] A
o 2 &b

o AF { Holx F=;
o A7 A& s oA

o Al epEl 71 A" AAA Y] #APA DUNS S

o 1l A 2R} (UNII, Unique Ingredient Identifiers)”’

73
dO=), 5 AXAA, FFAA = 15 4A

7k AUk Wk Ao ol g &

b5 AFE 22y Aol By uid, AP sgFo) Az
Gl 7 )
= = Wask glohd, A4 B 3/F 20k Al

2714l 3llds o, sl
AEd F A5
TZAI3E K 9 UNII AL oS ¢ #o| A& Fx314] A 2. https://precision.fda.Nov/uniisearch. UNII £ %
2l=tx]: FDA-SRS@fda.hhs.gov



https://precision.fda.nov/uniisearch.
mailto:%20FDA-SRS@fda.hhs.gov.

. Yxgy By el 271 Ak
T3 FDAE 52 1 glay AHE A Zaks LE Qo] AEs o] st
A3 A9 S Fhe AL 2 e

D. FD&CY AA 6079 et A28 3AF A2 55 4 JFAE

g2g Fug 9% A% A5 FUA

AE B A" MEe] oF Il

607 (e) ol &) A3}, AE 255 (Freedom of Information Act,

th-&-3ke], FDA= g Al oM AlZHAY 7HeH = 3ol
1A A S =]t K, s 3o Xﬂzﬂﬂ‘% 7 E =

G O] A#F gl A"l tist YR E FUlskA] EFUT. s Al
AKX = FOIA, 21 CFR Part 209 w& FDAA 7N AAZ

Frshe 9 37

E. FD&CH AA 607 wak HQ
AEFY71?

I E A ‘4 & E (Cosmetics Direct) & FDA+= FD&CH A4
e Ax A=

glAlE 55 AR AlE Bl A AaskE Bk flske] Y

27153 HFED&C H AA 607(d)).

&, aea
G5 A 7Fs8kA Ut FDAE §o] 843k
N4 5% 1 e agel BeE AnE 8ol T4 AR

55 R AF B

FD&CH A4

FOIA) (5 U.S.C. 552) ]

ATE T s BAE o] Fo
G A Al T 5

A E5E Y YAy VE R

7]E]— zsL oqﬁl—lﬂ oﬂ

S ol A vt s

6070l wek H a3t &

jEé?JHE‘r AR} Azl B *}5*8 ofH AWk, FDACIAM = 71 #e] HlolE AlE 9

o

B2 o] FEA T AT AokE Ha}7] SAskel AR A% WA S

=

71 5] AR )

o= 3l gl A" ol 7‘*5@} Zﬂ% ehal 712 (SPL)® A 21 o] g3ke] izt AlZg it

I:

Sk

1501]/\14 X*iﬂ S AYEE 22 glo] HeE g 7] wEel,

7] ¥
AR A 2] Aol E A& ] X*Oi A =& = ofof P}, AFEA= ZAME A
o] @ E (Cosmetics Direct) A gAaFe] AgtstAld 7|4 XS whs 4 5T

SPL—4 A% FDAY A% A% Aol =
DA CEE e

tlolg A& e

A E2, AFEAFES
Submissions Gateway, ESG)?, & XformsE 32 &
OH Z—].’hﬁl 2= 011\1/]1;} FDA ESG A}/\Eﬂoﬂ/\i /\}ﬁx}—‘é—%

L
R

o =
O

¢o] (Electronic
SPL!"&

T AdS
’\17é°H°F oh A A= 17004 3 Z*E 299 = JdFYth wEbA FDACA = ESG

AES A FA AFEAFEC] HlolH AES 93 vkt 713 o] defl ESG Al S 4 Ak
8 33} A& & (Structured Product Labeling, SPL) & Health Level Seven (B 5% 7, HL7)©]
%"LL A A mEoln AlFE W A AR 93-S §s fAY SO E FDACA AEstal QlHy ).

A2} AlZ AlelEde] (ESG) el 1‘41?‘& Hop B3 AR v AolES
https://www.fda.qov/industrv/electronic-submissions—qatewav

19 Xforms o] 3t Bt} B HR = s Ao ES x| A7)

#zxa) A7) vhgi e,

SR

https://www.fda.gov/industry/structured-productlabeling-resources/spl-xforms 714 0.2, 5=

=i
=

T

)
er

el

o

<)

AFg-ol thgt 7249l 44 41 FDAS] SPL A3 7bo] Eel A elgto] b5 gty

https://www.fda.gov/media/84201/download
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https://www.fda.gov/industry/electronic-submissions-gateway
https://www.fda.gov/industry/structured-productlabeling-resources/spl-xforms
https://www.fda.gov/media/84201/download

F2go] gl ATANG XD

AHst= S FHET YS5YTE AFEAFE Q] ESG HSef g3t 71+ 4 X9
ESGHelpDesk@fda.hhs.govel 4] 7}s gt}

FDACIA &= 716F tiA]l A& =2, Al k2] (FDA <52 5066 9 5067) < 2dskalsHth.
://\uﬂ‘a/\ QEHE =i /\11:1 o]:/d = 1;}.3 a;,_oﬂ,q ;(-L/_:l:o] 7}1—_@“4];]_.
https.//www.fda.qov/cosmetlcs/req|strat|on listing-cosmetic-product-facilities-and-products

F. FD&CH AA 6079 wl&} vt=A] 52531 A" of 5= A7)+
AA L7

=
1. 5%

a Hx %

2022 12€ 294A =, UFL HellA] §8& HA0R ot shdFe] Alx £
7hgel Boshs AIAE AFstAY Y8 BE AFES o]k 20239 12€ 29
A7A ZF NS = HO]: ﬂwAD}(FD& H A4 607 (@) (1) (A)).

7
2022°d 12¢ 299 o] %, w5 HelM fre& A 0 R oho shsr ] Al B
7heell A0 ol NS afetAY ek EE AR el A
Fojgh G2 R E 60U o o] A mE 2024 248 27U F U] =2 UATIA] WEA
g Al S S =l ok g THED&CH A 607 (a) (1) (B)).

a1 20239 11€ 8Y, FDA A+ “Compliance Policy for Cosmetic Product
Facility Registration and Cosmetlc Product Listing (3% A4 55 4 34+
YAE S 9k =5 A ) olgh= XA Y AP AE oA AE ke O}Oﬂ)\q‘jr 3l
7hole Aol A FDAOIA FD&C H A4 6070l uhel 383 Ald 553 ddd
QTFAEHS 20243 7€ 1Y o] A7HA] Al ekA] &= Aol A o] Q15U

b. T 55

TEAoF sk e AMES Hol BT AR Ud BE FAA (AL
T5) 2 HEEA 609 ool fElo]E soF FUTHED&C ¥ A4 607 (a) (4)). ©]
Hajo= B2 HAS xgsls RE W AA o] Lok U
c. o= 784l

o =

U H(FD&CH A 607 (a) (2)).

FDA+ FD&CH 2] A 607 (a) (4) oA 273l FAANS S X851, 7174 &

AN 55 A& Wi A S=ol tis GdolE Aol A3 ¢l A5, oFA
78 A ﬂl*oh NHY Tt

FaLs e Aok AxdA A, AE Ak Azl AAAor Z2 T Aol

Az AY 7heE= Ao Ad Al 1 AMAE 5 AEE 5 AFyd FD&C ¥ A4
607(a) (3)). =%, 718k FDA Al Al flste] sid Aldo] sAlol 552 Za7t =
ol 3HEE A T 5SS A 717J 2l JHOIE AL Al Fol whE 7'k 42 ol

A= H .
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mailto:ESGHelpDesk@fda.hhs.gov
https://www.fda.gov/cosmetics/registration-listing-cosmetic-product-facilities-and-products

7o) g ARG Y

2.A41F H£H

a. Hx g2H

2022d 129 29U AE A3 F21 31F2 AAdPA= =olx 20239 12€

29U 7kA] HEEA] 3} ali%—"— A Zsto]of 511, 2022 12€ 294 o] Fof A&
A FE = SR Al F UM AREE Sl AE Al 120 old el

A Estolof FYUTHEFED&C ¥ AA 607 (c) (2)). 2022 12€ 29Y o] &S
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Facility Registration and Cosmetic Product Listing (3}83# Al &= 4 3174+
A" S s F A A) ol g dA o AR AR Ttold A E W }OﬂAHE} e
7ol 2o Al FDACA FD&C ¥ A4 6070l whe} 4% gl ~g 7 #4

QFAMEE 2024 7€ 14 ol A7HA] Al SA] G= Agro] AT o O]/\l/]‘*/]r.

b. W& delolE 15 A

B AL i A 2 2ol ek Aujol = AL A F ok Fu Tk (FD&CH A4
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HHFF A (Appendix) A

FRE g1y € Z&

(01) Baby products. §+%-9}& A&
() Baby shampoos. < o8& AFF
(b) Lotions, oils, powders, and creams. =41, 2%, 9191, 43
(c) Baby wipes. 9 f-oF-& & El 17
(d) Other baby products. 7] €} 4§ o} A&
1. Leave-on. R oj U #] ¢k= A&
2. Rinse-off. A oJ U= Al| &
(02) Bath preparations. 52§ &
(a) Bath oils, tablets, and salts. ¥5<-8 ¢ <, €}
(b) Bubble baths. ¥ = ¥l 2~
(c) Bath capsules. B] 2> 7| &
(d) Other bath preparations. 7] €} &8- &%
(03) Eye makeup preparations (other than children’s eye makeup preparations). °}-°] 2jo]Z ] A& (701§ o}/
mjo]Z ¥ A& £2))
(a) Eyebrow pencils. o}o] H. 2 9 #l &
(b) Eyeliners. ¢}-o] o]
(c) Eye shadows. o}-o] A} &=
(d) Eye lotions. o}o] =4
(e) Eye makeup removers. o}o] mo] 1.3 2] F-H
(f) False eyelashes. Q1 % <3
(9) Mascaras. "F~7}2k
(h) Eyelash and eyebrow adhesives, glues, and sealants. <=4 9 =4 A 24|, S5, AHE
(i) Eyelash and eyebrow preparations (primers, conditioners, serums, fortifiers). <=4 2 =7 #|5% (Z2holH,
AGMY, A9, 7 shAl)
(i) Eyelash cleansers. <=4 2 #14]
(k) Other eye makeup preparations. 7] E} o}-o] wo] 2.9 A&
(04) Children’s eye makeup preparations. +3-9}-§ ofo] gjo] Z ¢ A+
(a) Children’s eyeshadows. -°}-& o}o] Al =5
(b) Other children’s eye makeup. 7] E} fr-o}-& o}o] o] 7.4
(05) Fragrance preparations. $£Z A&
(a) Colognes and toilet waters. 5% 2 3}
(b) Perfumes. &=
(c) Powders (dusting and talcum) (excluding aftershave talc). 390 (2 2 23) () ZE o] B &3 A 9])
(d) Other fragrance preparations. 7] €} 3F & &%
(06) Hair preparations (non-coloring). 2 2+& & (4] & 4-8)
(a) Hair conditioners. & o] 7 t]A 4
1. Leave-on. Ao %] ¢k A&
2. Rinse-off. o U= A%
(b) Hair sprays (aerosol fixatives). 3] 2~ o] (AL ZALE] H)
(c) Hair straighteners. 3llo] A~ E o] EY

E)ll

iz

-
AH
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(d) Permanent waves. fq]o] H A
(e) Rinses (non-coloring). ¥ 2~ (1] & 21 &)
(f) Shampoos (non- colorlng vFF (] A8
1. Leave-on. Ao A] k= A&
2. Rinse-off. A o= A%
(g) Tonics, dressings, and other hair grooming aids. &Y, =4, 71 €} 3o #+8] B2 A&
(h) Wave sets. #llo] 2. A& |5
(i) Other hair preparations. 7] €} & o] #| &
1. Leave-on. oAU x| &= A&
2. Rinse-off. A o= A%
(07) Hair coloring preparations. &9 /47 #]&
(a) Hair dyes and colors (all types requiring caution statement and patch test). & o] &34 2 2F21 4] (5= 2] A}
o x] B| A~E 7} Jéﬁ??_} PEF3)
(b) Hair tints. &|o] B E
(c) Hair rinses (coloring). o] &~ (34 4)
1. Leave-on. A o] #] ek A&
2. Rinse-off. A o] U= A%
(d) Hair shampoos (coloring). &l o1 AFF (& 41 4-)
1. Leave-on. A oJ ] #] ¢k= A&
2. Rinse-off. A ol = A%
(e) Hair color sprays (aerosol). 3] Z 2] A~ #o] (FAH)
(f) Hair lighteners with color. 2 % &]|o] 2}o] E1
(9) Hair bleaches. 3] &2 A&
(h) Eyelash and eyebrow dyes. <574 3 =4 G4 A &%
(i) Other hair coloring preparations. 7] €} &l o] < o *“ Al
1. Leave-on. oA ¢k Al
2. Rinse-off. A ol = A%
(08) Makeup preparations (not eye)(other than makeup preparations for children). 2Jo/=Z ¢ A3 (o}o] A& A1 £))
(+70F& H o] Z & A F A]2))
(a) Blushers and rouges (all types). 58] W &= (& %))
(b) Face powders. | ©] 2~ 3}-$-1
(c) Foundations. 3}-2-d] o] A
1. Traditional applications. -84 Q1 =32
2. Airbrush applications. oo} H 2] A] =3 A3
(d) Leg and body paints. t}2] % vit] HQJE
1. Traditional applications. -5 % Q1 =3 Zﬂ

).

ot
M

:F_

)

e

2. Airbrush applications. o] B2 A] =3 A%
(e) Lipsticks and lip glosses. H A8 4! §] =4
() Makeup bases. #]©] =% H]o] ~
1. Traditional applications. %2} Q1 &= X #| &
2. Airbrush applications. o] B2 A] =3 A%

(9) Makeup fixatives. #©] 2% S AFE] B
(h) Other makeup preparations. 7] €} Wlo] 2.4 A&
1. Traditional applications. X1 %%} ¢l & X #| &
2. Airbrush applications. o] B8] A] =32 A%
(09) Makeup preparations for children (not eye). ¥-7<}& o] 2 Y A& (oFo] A& A £))
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(a) Children’s blushers and rouges (all types). & froF-& E#]A 4 F2 (2= EFS])
(b) Children’s face paints. % -0F-8 Flo] A HJE
() Children’s face powders. % f-o}-§- 3| o] A 3491
(d) Children’s foundations. @ f-o}-& 3}-2-do] A
() Children’s lipsticks and lip glosses. @ -frob-& HAE W o 24
(f) Children’s color hairsprays. % -0} Z 2] 3| o] 2~z & 0]
(g) Other children’s makeup. 7] E} Qf-o}-& wo] ¢
(10) Manicuring preparations. 21/ 77o] &
(a) Basecoats and undercoats. o] A~ FE W AT FTE
(b) Cuticle softeners. 7+ E] 2 < 3}
(c) Nail creams and lotions. W] =& 2 24
(d) Nail extenders. U A&
(e) Nail polishes and enamels. U] Z&] 4] 9 ofvp
(f) Nail polish and enamel removers. Wl Z ] 4] 9 o1} 2] 5
(9) Other manicuring preparations. 7] €} #j 1 5o |3
(11) Oral products. 7*& A=
(a) Dentifrices (aerosols, liquids, pastes, and powders). x| 2F (e o] 2%, M4}, Ho] A E | 31-9-1)
(b) Mouthwashes and breath fresheners (liquids and sprays). -7 2 A W 7 A A & (A4 2 A3x 7o)
(c) Other oral products. 71 €} 77 A &
(12) Personal cleanliness. 7§ ¢/ 32 4]
() Bath soaps and body washes. &< 0] 4= 4l H}T] 9] A]
(b) Deodorants (underarm). Bl 2 =HE (A =70l &)
1. Sticks, roll-ons, gels, creams, and wipes. A~ 8], -2, A A9 ZE 4
2. Sprays. ~32 8 9]
(c) Douches. A 7g #|
(d) Feminine deodorants. 91 & | L T HE
1. Leave-on. Ao #] ek A&
2. Rinse-off. A o Ul = #| &%
(e) Disposable wipes. & 3] & %]+
(f) Other personal cleanliness products. 71 E} 7] 91 %42 A&
1. Leave-on. A o U #] 9k+= A&
2. Rinse-off. 1 oj U= Al ¥
(13) Shaving preparations. #/o/ 5 &
(a) Aftershave lotions. o ZE{ o] B 2 4
(b) Beard softeners. 8] 5+%3 1 3}14)
(c) Men's talcum. B4 & &3
(d) Pre-shave lotions (all types). Z]-Hdlo]H. 24 (ZE EFY))
(e) Shaving creams (aerosol, brushless, and lather). #l°]% 8 (A ZZE, Hejr g~ AF)
(f) Shaving soaps (cakes, sticks, etc.). #ll°1% & (Ao =2, 28 &)
(g) Other shaving preparation products. 7] €} 4| o] B #]| %
(14) Skin care preparations, (creams, lotions, powder, and sprays). X Z/# o] A F (Z &, ZH, F-£, 2Z o))
(a) Cleansing (cold creams, cleansing lotions, liquids, and pads). 2#% (F= A3, 2494 24, 219 &, d X&)
(b) Depilatories. #l| 5 #|
(c) Face and neck (excluding shaving preparations). 4= 4! = (o] " A& A 2])
1. Leave-on. oW A] ¢k Al
2. Rinse-off. A o U] &= A&
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(d) Body and hand (excluding shaving preparations). BFt] 4! &1 = #]| 3 (411 #3& A £])
1. Leave-on. Ao W =] &= A%
2. Rinse-off. Z oj U} = A%
(e) Foot powders and sprays. 5= 391 @ A3 o]
(f) Moisturizing. X% A
(9) Night. Lol E& A%
(h) Paste masks (mud packs). o] ~E & nfA 7 (H = )
(i) Skin fresheners. 2~71 =& A] 4
(j) Other skin care preparations. 7] E} 271 A| o] A&
1. Leave-on. Ao W %] &= A%
2. Rinse-off. A o U} = A%
(15) Suntan preparations. 47 & A&
() Suntan gels, creams, and liquids. A1 &1 A 39 2|7 =
(b) Indoor tanning preparations. 2 ] €3 #| &
1. Traditional applications (creams, lotions, etc.). A& 2l =X A% (A9, 24 5)
2. Airbrush applications. o] B2 A] =3 A%
3. Spray applications. Z~* @|o] =3 A&
4. Professional airbrush tanning applications. -7 ool B A] BlYd =3 A&
5. Professional spray tanning applications. %% 7}-& 3 g o] &) A&
(c) Other suntan preparations. 7] €} A1 €l | 3
(16) Tattoo preparations. EFE A&
(a) Permanent tattoo inks. <7 EFE 9 =1
(b) Temporary tattoo inks. Y A] B} &) =
(c) Other tattoo preparations. 7] €} E+F A&
(17) Other preparations (i.e., those preparations that do not fit another category) 7/ B} A & (t+E F}E] 2 2 of] < 5}-7/
o= I e AlE D)

ol
kil
[ o
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3 %-£4 (APPENDIX) B'!

A B AT} g

Ql. £ 27 FFF JET AzAAY AFeE ALY 245 42
S23ok 2 st A& AYYARPI 7} SHFE Y2 O AT 220 e
AE s ok FU7?

A.ohe, @A2A FDAL 3% 4% A% A3 (@Y 422 TP5H: AF A3

T2 Az TE TS 9w, TS o] WA ool ohd A8E

°]

3 QT o 7)ol obd EAHA $e HF APl LT
FDACIA L @A) tiabo] obdl B AW A8 A2 o= A% 29 (5, Ll
aul g 2 ARME) $4FES 929 Frin Fsa dFUh

Q2. AXYEY} FD&C ¥ A A 6079 W&t "AJ A"’ 2 5 AFYU7H?

A. AARE=FD&C W AA 604 (4) o "HdA"e] A& 558k 4-Folrt
AA27F 2 4 lFUth FD&C H AAH 604 (4) ol F2 & "AAdGA"= FD&C H
AM 609(a) B= 3d ¥3 9 21483 9 (Fair Packaging and Labeling Act) A4
4 (a) ol wet s shgE o] epilef o] Fo] FTAIE sHES AXAA, =HAA £

TEAAE r gy

Q3. = o] gl e] X Qo AR AT "AYJ A" 2 = Qs

A. FD&C ¥ A4 604 (4) ol Fol® "#AAYA|"= FD&C H A 609(a) =
a9 s ) A 4(a) ol whEt ElE sHFEe] 2l o] Fo] E7]H sHEE 9
AZQA, TFA = F5QAE du Ut vl o] 9] 2] R ef LA
FEF S AZAA, TFFA B FE5GAQA st "AJAA" D 5 3
2384 FD&C ¥ A 609 (a) ol whet 2t shdFoll= vl= U 4, vl= U
AT = Aol E o] Az Aghx J Ryt 2ghE ghillo] Raby]ofof dhn,
o5 Bl AYAA <= D AEFol U F2E HuE e 35U oA Y

TAhEE FARIE(Q s 5 vl U)o 22 AA A= ARE A9 o

o]#sF B Ao 71d 2 th$-3ata FD&C ¥ AA 6050 W 4 a4, AA

H1 QT AES 58 5 Q= S 18skE Zlo] =54t

Q4. BAE o]52 AF o]5F FLFY7?

Hbeldae] &AM, Appendix B (724 B) (94 ¢ E o 74 §R2 3ghEn

AT
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7o) g ARG Y
ol . FDAL HHE o] 53 AlE ol5< TLsHA &= A= 594t

O?r_ 21 CFR 701.11¢°] St A1 X*E—v—:ﬁi

== AR uetE e
AFEUY A4 St 2HATE AR Y VA SR E oldliske d Rl HES
712 o] ke HEY 18 L= T i ARE AT dY -
HALE o] 52 AA7E AE 2hlol A 418 Alw= AEsr] A8l AH = T2
BAYUTH BRHE o] 52 AfHo] JoWA/IAY ARE FEE F UdFHYH

Q5. FD&C H A A 6129 wet T47]1F WAl sigstes FJJA == A2 9

A.

Q6. 9 A3 FV|A o7 HFee AFY o=

A5

o] gle AFY A= FALUA?

FD&C H AX 612+ A4 606 - #AlZ &2 7] (Good Manufacturing
Practice) ¥ 607 '5% 1 A # 2] A8 (Registration and Product Listing) 2
REE /‘}ﬂoﬂ/ﬂ 54 a7l diste] "WAE ALYtk 284 FD&C ¥ A4
606 @ 6072 &7 A}ﬂoﬂ st o] 3 WA= FD&C ¥ A4 612(b) ol Y&
o= Xﬂ%ﬂ AZ B 7l FASHE YA B A& A LEHA sy

(1) B0l A} Doz ARgEE EAA 9 Fupol F7]F 02 §Fe
;r,lzlﬁ—.

(2) Ao 7 H= 3

(3) A 7ol AFS-H = 38+

(4) B3 0]} E§5 9 Mg Z A 24 8] 78 o] %) 2 TS ¥} 1] 2]
)8 A7} B5F oA EYE A A& ZH 2 IR o FYE.

AU
574 o917} 9% F QAT ofo] W2 PR, Bl A= E Fu ofo]gto]L]
TC % A0 AAA 2540141 £4A9 A 2304 710z o
et HEQ 5 OB E F47]9 WA thgel obg it (FD&C ) A4
612() (1) B2). Telit A2 A, BaA 2 AR Ao w wersol A
A ALE 2A0A 9 Aot 37108 ASdty 47HA GHUT

Q7. 2413t o)} JB5 WAz = AFY e FAYYA?

A.FD&C ¥ AAH 612(b) (4) ol A7 ¥ ute} o], 24131 o]} 9| ¥2 WA st
2R[AZE A A SRS Ao] B Ao AY TR £30] obd sHFE ] Aldle 5
U A, A5 58 A, A5 =8 dAA, AUA e S 230 AEo

A]

Z8tE £ 5y rth oy A Eo] FD&C H A 612 () (4) o sl Fsl=
st AR A H S X33 A 2R g S gl TAE X kAT
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BFHolAY &34 AFS 55 L slof FYHh

Q8. oJH A)Ado] FD&C H AA 612(b) o U¥3 IJAEFY A X =& 7139
FAsE AL, AF AL AH 612(0) 0 VLR AZd A AA
607 () (2) (D) ¥ (B)o Wt R 7H= FRE T of gY7l, oy A A A
Ax Ex 7He e B 3F di& 23 oF F47?

A.FD&C ¥ A 6129 HA| A2 A 612(a) Y T4719 A& S35
Aol AAdAA et Al AFAE 2GRl Al ALH Yt whEbA, ofE A] A oA
02 JAES AlZ B 7Haste A%, AldoA Ax B 7l3dtes B8

skl thal A 607 (b) (2) (D) 2 (E) ol wef B o3t R E 23sfof F.

(1) 5ol JHFF 2 AFgH = FH oA w9 FEeo] 77820 E {38+
S}

2) Ao 75 = 3.

(3) A G 7o AFS-EHE 38

(4) #5F o] FYF AR Z NN 24428 o]y 2 H & #F oz AFEAFl
o of A A7} Hed o)A EYF U ARS £ YFOF ofH 3

Q9. FDAR R WA THAE 7] 93l, Al AAQA7E T42719 "EA 2319
HFEths A E ojdel AEE 5 YFUN?

A. FDAE dutal o 2 AA oA ald ARE ASSEE Q1A 2on FDACA
AE AL e AAAANA S4271F HA FHAE A FHA LS

ol
o
ol

Q10. FD&C ¥ 6079 w2t U GA7F 5F W/E=E g & g F o7t JFU7N?

A ol® 919147} FD&C ¥ 44 6042) A4 W/wE AQAA Y Felg TN
WA 2o Ao g Aetd, AP ¢ Je 5% T gy e TS
Erajol Ptk 194 @& AfehE, FUYLATL SHo elAES WA
Q

EUN
Fe= syt

Qll. A7 el ALSH = 3HFF el tisto] HIAER vqst= AR7d2 558
227t A=Y 7?

A.obd Q. vkl A7l de] A7, A £ 7t SRR FES HAES L,
AHAE QR dulste 571 obd B4-2Hd, 4719 A4 NILB.9 A4
Aol ZEHA ob= 7RO ER, S5 & HAart flsyth. FD&C W A4
604 (3) (B) (vii) #=x).
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Q12. 3FF wjx| &3 HAEE sk 497

o). SAE A 23 HAEE
s AW/ RS T2 QFA

F_Jl
flo
olrl
rﬂ?E
mE
to
S
%0
Iy
_V_‘,
_ﬁ‘_,
-~

—

Q13. A3 HA1E 2719 F2AE 742 2709 AR S AfeE JoT, AE F AL
23 $EUT 37 402 ALHE AL 528 B v} Y]

A. ol L. &Y A-dste] Fu(B) gt Fst= A|ES FD&C H AA
607l w}ﬂ Z35 Fa7 J&HFUT.

Ql4. StFF S Ak AXQAZ} vl= o] 2] A G A= A5, FD&C H A4
607 w2} FDA| 552 o7t AsU7I? A8 Ak AxYA7F 1S022716
s A9 5= dAV AEU?

A. 98 At AZQA7) v]FoA FEHE FAEFS AZX T 7HESE 39, 8
Aok A ZJA 7} vl = 0] 9] 9] Aol LAFIE e R A8 Ak AlZ A4S FDA
CE‘M Ut dAZAS T3 AAS g2 A7) A 1T A F o

FUT}H [S0227169] W 5= o3t WA 242 sy

Q15. $% AEA (FA T E P2T dok FUA?

A FRAZ T T AAL HFFo| B, WA 20 A8HA o
I Aeg dof B Wert Juu

rlr
ot

Q16. 3o} BN (A28 ) FhEg P29 ok 7k
A. oh 2. FDASIA = slof BefAl o) 7hie el ~gaof shrba H5H4 st

Q17. A3 3FFo] F¥FEA (Appendix) Al AFA AF JHel gl o 314
dsUt. 249099 od AF Jtel e s I =& A oF U7

A. FDAOA = 3l AF g 28 S HEEA A7) oA 7 24814 dx)8t=
7Hl e W I =5 AYsta, o8 Jtelae W I=7F 4R g Aedle
“Z1ep 7Fel L8] & AFEStE S Aeta sy ald AlEol =7F 9l e
AHEE = Aol w7 9] AE el gt A FaskAlY]
v o

|

FDACIM = A& 7l 2e] W =5 F7]4 0% JHolES A JYnt. A&
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7H ] W =] gt 2= 0| E Ajte] thaj A, FDACA = %< 7Fo]d A~
27} dgo] 7158S B ES W 7L 1 (Federal Register) of 3%k &
W} YAl Eef 7ol A ko ® 3l E Al F YUt 2k 7told el tish oA
H 713 & Alwst o] F, FDAAM = 33 22 AAE AP Ayt

(A) AAs A7), Ao4d e A2 A
A9 HFE HAS AT Y

(B) 99% @1 (Federal Register) o] 3% 7fo|d A~ 4 &80] 7}538HS UHEd =

SA & iz

(©) AR AF oz BAE AN HE BEol 5T 5 9

PN
T A

%
°
o

s

=
=

Fri

(D) viAEto 2 s 7ol A EAME Al gy,

Q18. A FA L 53 AZH 55 A L IAE A9 A4 IAE AU

A.FDA7} A Al&S AFstd A4 A7 AFDA YT AA AZE " %x}t—
A&EEo] FDAC E2dt Ao 7 715 & dAYUY. A A AlE2 dld A=

AELFDA »4o], 3¢ AT olfol, AAZ f A4 wAof £ A A
k Oﬁoi ﬂ’*ﬂuﬂ

SESc

Q19. 3H¢F Ald T5E AR 7@4‘_%‘4‘:}.1 O, Hx 55 dA2HH 2d
uith Zd 7o) _
A o, FEANALL Hx SE2EYREE 2dnitt 528 Al of gt

—_—
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