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== This is a notice to the establishment whose Facility Registration and Device Listing have been "£§§
I3 I . =7
=2 done within the Fiscal Year 2025. =
=< . . . e S=23
¥ Establishment information ==
b33 pS
E2Sd oSS
= Name: JIJANGXI IVISMILE TECHNOLOGY CO.,LTD =3
=25 RIS
§§§ Address: No. 878 Xinwang Road, Traditional Chinese Medicine Industrial Park, Zhangshu City, ::’é,
SE Yichun City, Jiangxi, 331200, CHINA ==
=2 ST
gi% Inquiry Website: https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm §§
=2 Facility Registration and Device Listing Information =
3 !
] ZAIR:
1>))8 TA
= Owner/Operator Number: 10091608 %
Registration Number: ==
,’;? You will receive another e-mail providing you with your registration number in approximately 30 to 90 days.
. Until your registration number is assigned, reference your Owner/Operator number in any correspondence with
=7 .
:; the Center for Devices and Radiological Health. V(=]
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b= - Product Registrati 4
éi%’. Listing No. ::oo duec Proper Name(s) eg;:oT: fon t:z::
T3 P><)
::g D546267 KHA face mask, disposable face mask, mouth mask, sanitary Mask "fés
Eii Aroamas Teeth Whitening Pen 3 Pack; Aroamas TEETH E?:’
p Y 5%
= WHITENING KIT; AsaVea Teeth Whitening Pen (2 Pack); £
=<7 . . . . . PN
E?é" AsaVea Premium Teeth Whitening Kit, LED Light; Dry Strips; Ei‘:
’¢ X . . . . . . <=
’:::: Dissolving Strip; Teeth Whitening Pen; Bleaching Pen; :E;;
p P . X .: '.
::::’ BANANA WHITE Teeth Whitening Gel; BANANA WHITE Teeth :2?
(S<Yo . . . . . . . b4
E:.i Whitening Kit; Coconut Oil Sachet; Remineralization Gel; ’.?::
Eg Desensitizing Gel; Teeth Whitening Kit; Teeth Whitening ~§:§
L ><H . . . . P =<
E:‘z D546270 MAU Home Kit; Desensitizing Serum; Teeth Bleaching Kit; Teeth Manufacturer §§§
:’ii Whitening Strips; Double Elastic Gel Strips; ECLA Teeth Eg
S . . . . . o)
§§§~ Whitening Strips; ECLA Teeth Whitening Gel; ECLA Purple éii
=2 Corrector; OLLM Teeth Whitening Kit: IBTISAMATI Teeth _:33
'Q‘. X X X . X o> d
’:’3‘: Whitening Kit; IVISMILE teeth whitening foam; IVISMILE "f::;
:’fi charcoal powder; IVISMILE teeth whitening powder; ivismile E:.E
E‘.’: teeth whitening kit, gemzeez teeth whitening strips; IVISMILE :E’i:
Y% . . . . . f >
E;i teeth whitening kit; IVISMILE teeth whitening gel; IVISMILE ":":3
’fi:: teeth whitening pen; IVISMILE teeth whitening strips; IVISMILE E:?
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E?.:‘ teeth Wh\|ten+n6 I|ghtWWh|teﬁhﬁg_ﬁf{am; Just Smile :’:’,ii
zg:: Teeth Whitening Kit, Smt ite Teeth Whitening Kit; Max ‘E‘:i
b S > J
= whitening gel; REAL WHITE Teeth Whitening Kit; REAL WHITE =
== Teeth Whitening Gel; Primal Life Teeth Whitening Kit; =
%‘:‘: Maximum Strength Serum; Teeth Whitening Wands; "::::
v 3 PS4
‘:23 MONASMILE Teeth Whitening Kit YF-TWK-003; Smilex teeth -75.:3
f% whitening kit; CLARTE Teeth Whitening Kit; Premium Teeth ;E?;
(Sp . . . . . 3
=== Whitening System - LED Light; Teeth Whitening System; FRN
E:j" Teeth Bleaching System; Primal Life teeth whitening gel; '%‘:
x> - ) . . ) 'S )
’:‘,‘: BOKA teeth whitening kit; BOKA teeth whitening Gel; BOKA EE::E
:’::3 teeth whitening strips; Professional Whitening Gel; Dual Barrel "f:’g'
o3 o33
= Gel; Double Barrel Gel; Teeth Whitening Pen [3 Pens]; Purple ‘:’:éi
§§ Teeth Whitening Strips; Purple Teeth Whitening Foam; ECLA :E’:s
Eg Teeth Whitening Kit; Teeth Whitener; Dual Barrel Syringe Gel; 5;‘5
:’ii Double Barrel Syringe Gel; Teeth Whitening Powder; Coconut ;’:;f
g:’n Oil Pulling; Teeth Whitening Foam; Charcoal Teeth Whitening :'fii
<o <2
‘.’é. Strips; Teeth Whitening Gel 2ml/3ml/4ml/5ml/10ml: Tetyana ::33
§§E Naturals Teeth Whitening Pen (2 Pack), Max gel, LAB Teeth :fg:
<9 A ><4
55: Whitening Gel E:‘S
:1 g D546272 KXF Vitamin E Swab r& :i
. Mini Light 1led/5led;Teeth Whitening Light ;;‘)

N

8led/16led/32led;Teeth Whitening Led Light
8led/16led/32led; Plusma Light; Moons, Moonlight; Pola LED
mouthpiece; ProLite LED Teeth Whitening Device; Smart
Teeth Whitening Light; Teeth Whitening Lamp; Teeth

o= J, N

’;_ D546274 EEG Whitening Accelerator; Teeth Whitening Mini Light; Teeth ,’,
=5 Whitening Light; Teeth Whitening Led Light; Portable Teeth {;‘é,
< <) ¢ 3
E?? Whitening Light; Smart Teeth Whitening Device: Teeth :::§§
E:j Whitening Mouth Tray Led Light; Teeth Whitening Mouth _E:’:’
”.‘. . . . . . > d
=33 Tray Light; Wireless Mouthpiece Led Light, Wireless Teeth ::?
::0: Whitening Device ::’:i
== =
’»:’.:: D546275 LWE Stop Snoring Chin Strap; Anti Snore Jaw Supporter; Stop :.Eg
=3 ; . i  Chi b
:;:: Snoring Solution; Anti Snore Belt; Chin Strap Belt ":‘::
P4 . . . . o
(=0 Foam Strip Mouth Tray; Gel Prefilled Mouth Tray; =
E’g D546276 EHY Thermoplastic Mouth Tray; Mouth Piece; Teeth Whitening :E’:i
S o<
Eg Mouth Tray g:’f
(=L ; <>
:’ii D546277 EIG Cheek Retractor; Mouth Opener; Lip Retractor .:.:%
<P NOSS)
§§§,, D546278 EFT Denture Cleansing Tablet ‘."Eii
<L B
'v:’.:: 2pack toothbrush head; toothbrush head refills; toothbrush :§§
b X<
::::5 heads; Max whitening gel: Electric Toothbrush; Sonic :::f:‘
pSI2 . . op 4
S : ; ; o
P Toothbrush; Electric Led Toothbrush; Sonic Led Toothbrush; o=
=L D546279 JEQ . =
E:E IVISMILE electric toothbrush; replacement toothbrush head; .,:i;
E?:‘ toothbrush head; refill toothbrush head; single refill ':’:‘f
38 =7
i:le'. toothbrush head; ;:?’
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§ Dental D\am;/D/ental W‘Iﬁ : Gum™Rrotéctor Gel; Gingival :i:
= D546280 EIE . =
= Protection Gel =
WX - - - - ; ; v><J
E;} Anti Snore Kit; Stop Snoring Device; Anti Snore Mouth Piece; :;33
:’.‘3 D546281 BYP Snoring Stopper; Anti Snore Mouth Tray; Stop Snoring ::'3
=" Solution IS
=, Finger Brush; Oral Brush Ups; Teeth Wipes; Brush Ups; i

D546282 EFW
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Toothbrush, Bamboo Toothbrush

2
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== D546284 LYU Isolation mask 1533)
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D546285 JES Dental floss
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k<% D546286 EMN Dental Teeth Cleaner =
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oo D546287 EFS Water flosser <3
£S3 B4
S (HZ
g PS4
===, =
%2 =9

W
>
X0

Vv
QW

;
i

X
|
KR

< o3
e LS
e B
<> <l
Y S0 T
'e e C<d
{><) Aapd
LSy (K><J
=3 X<
(< p>sd

,
S
",
X

\
)

XXRR

S—~J
)
>
'\1 7 "‘
b &7
A\ %
:‘4' '0"
KRS RS>
=% k=7
(SJ¥ Ny
=3 939
bSbr S>3
Y= <
Y% >
P PSS
k<% fpd
[SFo P>
o =3
pSSKo FZA
=<3 <)
=< B4
= s
36 X S=7
S F<A
L<<D P
S5 P
<35 =)
LS<Jo S
3! XS
e>=% IS
36 =
223 R
=3 RN
= P =
323 N =
= =< =
629 ‘ \ ":‘
28 /] ’ P ==
== T\ DN | L =2\
= Wl 7 77 =
o9 U I L0 ==
RN RS
S P e e 27 277 VT T T R S N R Y R e S T e T e T S S T T T TS T T A
P R T G TR 0 0 BT 0.0 B T IR D B TR . B e 0 0 B e SR K!///,”M “\\\\\\\y S R A S L o SRR AT S R o N>
E R AR A KRR AR R K KR AR RR AR XK R KRR KR N AR R A KRR KR K KA AR RR AR XK R K ARORXK K KRR,
rﬂ"""?«?«?o?&m""‘"’&.t?o?o?o.»""’"""«9«?:9&?690’”"""‘9Mo?o?""‘?‘?"‘"?«?tYo!0!01‘“@“‘:’”’&‘y e AR QAR AL XSRS
AN



