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CE CERTIFICATION December 2020

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies thar:

Owner/Operator Number: 10061396
Device Listing#: See annex

SUNGO Technical Service Inc. will confirm that such registration remains effective upon request and
preseniation of this certificate until the end of the calendar year stated above, unless said registration is
terminated affer issuance of this certificate. SUNGO Technical Service Inc. makes no other
reépresentations or warranties, nor does this certificate make any representations or warraniies fo any
person or entity other than the named ceriificate holder, for whose sole benefit it is issued. This
certificate does not denote endorsement or approval of the certificate-holder's device or establishment
by the U.S. Food and Drug Adminisiration. SUNGO Technical Service Inc. assumes no liability to any
person or entity in connection with the foregoing.

Pursuant to 21 CFR 807 .39, “Registration of a device establishment or assignment of a registration
number does not in any way denote approval of the establishment or its products. Any representation
that creates an impression of official approval because of registration or possession of a registration
number is misleading and constitutes misbranding. " The U.S. Food and Drug Adminisiration does noi
issue a certificate of registration, nor does the US. Food and Drug Administration recognize a
certificate of registration, SUNGO Technical Service Inc. is not affiliated with the U.S. Food gnd Drug
Administration.
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CE CERTIFICATION December 2020

Fiscal Year 2020

CERTIFICATION OF REGISTRATION

Annex to Cert. No.: 200605943518

DAM. RUBBER

D359127 EIE | (Dental Dam; Dental Gum Dam; Gum Protector Gel; Gingival
Protection Gel)
MOUTHPIECE, BREATHING

D359128 BYP | (Anti Snore Kit: Stop Snoring Device; Anti Snore Mouth Piece:
Snoring Stopper; Anti Snore Mouth Tray; Stop Snoring Solution)
TOOTHBRUSH, MANUAL

D359129 EFW | (Finger Brush: Oral Brush Ups; Teeth Wipes: Brush Ups:;
Toothbrush. Bamboo Toothbrush)

END OF THE ANNEX
Love2smile,

Located in the Netherlands
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CE CERTIFICATION December 2020

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

Annmex 10 Cert. No.: 200608043518

Listing Na | Code | Deviee Name

APFLICATOR, ARSORBENT TIPPED. NOM-5TERILE
{ Vitamuin F Swah)
HEAT SOURCE FOR BLEACHING TEETH

| Wireless Mowhpicee Led Light, Wireleis Teeth Whilening Device:
Teeth Whitening Light: Teeth Whitening Lad Light; Portable Teeth
Whiteneng Light; Smart Teeth Whitening Device; Prolite LED
Teeth Whitening Device; Sman Tecth Whitening Lighi; Tecth
Wihitenang Lamsp, SMOW Teeth Whitening Liphi: Teeth Whilening
Apceleralor: Toeth Whitenmg Mini Light; Toeth Whitcndng Maosth
Tray Led Light; Teeth Whatening Maouth Tray Lighe; M Light
HedSled: Teeth Whitning Light Sled/| ledd Hed, Tecth Whikening
Led Light Bled/ | 6led A 2led, Plusmi I.I_lhu

DELATOR, MASAL

359108 LWF | (Stop Snorng Chin Strap; Anfi Snore Jow Sapporier, Stop Snonng
Salution. Anti Snore Belr, Chin Strap Beh )

ERASER, DEMTAL STAIN

i Premiam Teeth Whitening Sysiem - LED Light; Tecth Whitening
System; Teeth Hieaching Sysiem; S20W Teeth Whitening Kz
SROW Maximum Strength Serum; SNOW Tooth Whidening
Wanads: Tetyvana MNatwals Tecth Whilening Pen (2 Pack’; Tocth
Whitening Foam; Charcoal Toeth Whitening Strips: Tecth
‘Whisening Giel 2ml3mEdml' Sml | Oml: SNOW Diesensitizing
Senam; Teeth Pleaching Kit: Teeth Whitening Strips; Dowhle
Elastic Gel Serips; AsaVen Premium Teeth Whitening Kn, LED
Light; Dy Sarigs; Dissalving Sirip: Teeth Whitzning Peng
Blenching Per; Coconu 08l Sackst; Remineralivation Gel,
Desensiizing Gel: Teeth Whitening Kit; Teeth Whitening Hoene
K Teeith Whiener, [hasl Barrel Sswinge Gel; Double Barrel
Svringe Gel; Teeith Whiteming Powder; Coconul Ol Pulling;
Aroamas Tecth Whitening Pen, 3 PackoAmamas TEETH
WHITEMING KIT, AsaVea Tecth Whitening Pen (2 Pack);
Professional Whitening Ceel: Dial Harmel Gel; Dowble Barrel Gel.
Teeth Whitening f'en [3 Pens) __
TRAY, IMPFRESSION, FREFPORMED
35923 EHY | {Foam Sarip Mough Tray, Gel Prefilled Mouth Tray. Thermoplastiz
Fduth Tros: howih Fiece; Tesih 'i_'illl-l:n.mg !l:!ll'_l'l.:li_'l_Tl.Hj}
RETRACTOR. ALL TYTES

{Cheek Hetractor; Mouth Uspener, Lip Relmcion)

CLEANSER, DENTURE. OVER THE COUNTER

(Denture Clesrming Tabiet)
IO THRRUSH, POWERED
D351 26 TELQY | (Ekecaric Toothbrush, Sonic Teothbrush, Elecing Lod Toothboush,
Sonic Led Tooshbmush )

359 06 KXF

D35y EE&E

(BRI MAL
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SGS EU - APPROVED

INTRODUCTION

5G5S @ reqguesied to review the cafaty of the product formula CHARCOAL TEETH WHITEMNING STRIPS for
consumer haalth and no other part of the produd. The product s for EU market and infended for application
on teeth and then rinse off for cleansing by adults. Ondy the safety of the formulation i oosessed while the
clam and effcacy (il heds i any) ol the produd, whsthes il 5 presenled in produd label, on websile as well
as other labaling and promotional matenals, has not been evalusied or venfied in this assessment

Thae net weighl of this product (The formulation under assesemeant) & 3g per conoumer product Detailed
formulation is submitted by the client a5 in Section 1

LITERATURE SOURCES

Thiz reveew wos compled by using information gothered rom row madenal suppliers and vorious online
databases including the EU Scientiic Commitee on Consumer Safety (SCCS) opinions, Cosmetc
Imgrediznts. Review (CIR), detodad references are nod reported hare but are recceded n the 565 Soentific
Archiven

1 Quantitative and ve compasition of cosmetic preduct under assessment
IHE] or Chemical Name CAS Na, | EINECE | Conc. % | intended Function
ELINCS
Gilyoern DE-EY-O 200-298-3 R ] Solverd
A T8-S 2at-ran-2 aream Tobvert
Prappens Ghod 57-55-8 200350 | L0000 | Sohen
Celulosn Gum W0+324 | Wk BOMOD | Shndng
F henunbmetopercansnapnoss And 12BRITR-31-0 | 210-830-8 | 13880 Chodemng
Carbormar 007174 HiA 10000 | inoresse Conmimionay
Cooos Muchera 04 BO0T-37-8 ZIITATH | 10000 | Pestumig
Enareos Poaoer THOHD | 2311588 | 10000 | Abvesne
] BOOEH-36-8 BliA 05000 Biruding
Ceazat TEAT-14-5 2319383 | 05000 | Abmaene | Humectors | Ghen Condbioning
Chamomils Fscutta Flowes st | BAORSS0-0 | DOS006-5 | 05000 | Magkeg | Ghn Dondooneng
Maranol BE-TE-1 205380 | A.0000 ﬁu-rh:n.l'.'l.l Measking | Betrechng [ Soothing
Codum Hydrands 0T 215058 | 01000 | Bulleneg
FRAGRANCE ALLERGENS

Mo porfurm =5 presend if e formulabon

2 Physical’chemical characteristice and stability of the formulation
21 The product = a black colored sabid

22 The stability test result on formudation, by in houss method of Nanchang Smile Techmology Co | Lid,
on product names CHARCOAL TEETH WHITEMIMNG STRIPS, with a testing period of Apr 08 - Jun 29, 2020,
wat submitted and reviewed, It iz the responsibility of the manufacturer and responsible person o determing
the prodsct's minimum dusability and pericd-after-openmg (PAD), if applicabia, using the avoilable dota.

Testing condions £2:20 and 45£2°C for 12 weeks

Tasting pafameters - Appedarance, odor, total bactenal count, pH {10% suspension)

Conclusion: The stabibty of the formulation is acoeptable for this application
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SGS EU - APPROVED December 2020

Test Report Mo HKHC2008007336HC  Date- Oct 28, 2000  Page 3ol 14

3 Microbiclogical quality

a7 The microtsologee=nl test result con forrmadation, with redenencs to Eurcpesn Phormacopeios 10.0 2.8.12
and 2.0.14, by thind party laboratony (SG5 repord no. GECPCH20GT04088-2 21, on product name Charooal
teath whilening cérps, wiih o tesiing pariod ol Jul 22 . 31, 2020, was subrmiited and reviewsd based on
hollowing crilerie ot required by the SCCS Notes of Gudanos

Product Categeey of this procuct’ 1
H“-_::l:l-mwm

T wnlse copmi ond Toesd | £ ok, P asrugeosa

youst g moi 4 mureem and G ol |
Category 1 Prodacey specrically miscced for oteldeen yndes 3 yeam. | < 100 chag or 100 chlml hot chrimptabes o g 1 mi
Iz e medd m the epe e and on mucos e ones
_Cmegory . Uifer proacunis = V000 hurg or 1000 oluwnl | nod deisotabas o Sgor fml |
Conclugion: The microbiclogcal quality of the formulotion . ooceptable for ths opplication.

az The preservation efficacy fest recull of fommdation o not reguined becouse Bhe product i o single
s and low mcrobiodegical risk produet

4 impurities, traces and information about the formulation and the packaging material

41 The haavwy metol tesd result on formuolotion, oy thid porty lsborodory [SGS repot no.
GICPCH200TOM088-2 1), on product name Charooal teeth whitarng stripe, with a testing penod of Jul 22 -
29, 2020, was submitted and reviewsd based on following criteno

Garrisrs Health fudhar iy Bl (Aasomrandeson Bas Gerean Haolth Jownal Ma 28 July 10685 aned Tha
Garenan Haalh Jouwnsl Na TiriNS Sessenn 45 lnam Roversber 14 10401

o TH)  TPB ]

Conclugion: The heavy metsd content of the formulation i acceptable for this applicaton

42 The cisnl hos suppied the lollosng list of peckogng poris for B product as the mmediole

containes.
P immadisle Contomer hotenal
1 Hisny PET +PE salumirasm
2 Flastic PO

44 For pockampny matedml, eat results of lsad, cadmam, mancuny and chaoemwum (Vi) on snmediole
contdines by third party Isboratory {355 meport no. GZCPCH2D0704068-3) with a tectng period of Jul 22 -
23, 2020 indkcale ihe tobal amournt & less than 100pEm.

Conclusion: Tha haovy metnd condent of the pockoging matenal is accpobie.

44 Packogng compatibdity test result on packaging maierial, indicoied o ba tested sogathar with the
product, by in house method of Narcheng Smils Teolnalogy o, Lid, on procuct name CHARCOAL TEETH
WHITENIMG STRIPS, with & testg pancd of Apr 08 - Jun 29, 2020, wao submified and rewvewed

T ecting oonditions B0 o 4570 for 12 weekn

Tanting parametees Appe e ance

Conclugion: The stabiity of the packagng material is accapiable

5 Mormal and reasonably foresesable use
Ty mrrnaal e of thic product i for application on testh by aoults. Applcation of this product 1o @y obhar

pearis of B body s unlikely. Ingeston af fhis product would be & ressonably foreseasils uss

Love2smile,
Located in the Netherlands
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SGS

Love2smile,
Located 1in

EU - APPROVED December 2020

1. Assessmant conclusian

The product complies wigh the Reguistion (EC) Mo, 1223/2009 and its subsequent amendmeants
Provided the manulfacturen's instructions ane lollowed, il k5 oonsidersd that, n the present stabe of knowledge,
fhe cubmitted formidahion pul on the maked i unbkely o pose a significant rigk 1o the haalth of mfended
consumer undar normal ond ressonably loresesabie condilions of uss

2. Recommended labalied wamings and instructions of use

Ups only as deected

Do me swaliow

Heap oul of reach of children

Awoid oonlcd wilh eyes. Rinse eyes immedalely should The: product comes inkd conlact with them

3. Reasaning

Alf the mgredients in the formulabon are either reported o be used in cosmetic or within the recomemendad
Iirmit 3= suggested by S0CS and Cosmetc Ingredent Review (CIR ). Mo CMR substance is mdicated to be
intenionally added 1o the hormulation

Morgin of Safaty (MoS) was derived for all mgredients excepl those which Mo Obasrved (Adverse) Effect
Levels (MO{AJELS) or othar Point of Departure (POD) were not ovaifable. For ingredients thal MoS cannot
b= derved, ther safaty & subslantated by history of safe use af smilar levels in related cosmetic products,
reference: dooes, TTC approoch, etc. Detalded explanation s givan in tha indindual ingredent toxicological
ELITEMARY i annes

As there i 0 chance of mgestion ol s ofal produc! with astomary use, the ingredients used should b ol
food grode or any approgriale grode

Thee pH vabue of the lormulation & determined o be oround 8.52 at 0% suspension. The formulation 5 not
expeciad o b imtating o the ekn and respirabory trect, be sanaitizing, pholstoeoc, and = unlilbedy to coues
damage o Intermal cogans theough ingestion, ckin and inhalaion in the majority of conaumers under narmaal
and restonably foreseestle condibons of uoe Accdental exposure 10 eyes will cause ssgnificant mrtation,
bl e expecied o be menrmal alter nging

The polented inlatactong betwesn ingredients have baen concidensd. The submitted test resulls indcote the
ot wall e sale Tor intehded use concarning he impounty, Stability and microlsological gquality,

The preservation efficocy test result of formulstion i not required becouse the product = o srgke use and
i microtsological rick product

Howewver, no valid GMP certificate on manufactunng eetiing covenng the scope of tooth sinp product has
bean submitted by the me of assesement. The product has 10 be manutactured in GMP comphance saling
in crdet o comply with tha EU Cosmetic Reguiation. I iz recommended 1o submit the corrasponding vakd
GMP cartificale.

4. Assesoor's credentials and approval of Part B
Date: Oct 29, 2020

Mei-¥in CHIU, Sondy  MSe, FRSHB, CBial, DABT, EURDTOX Regisiered Tooicologist

The volidity of thes review depends on the validity of doclooura by both the manufaciurer of the componanis
and that of the hinished products. Best professional capabdilies are used m parforming Bis review and i the
client washea 1o use thes opinion with any altenstions 1o the submitted formds, SQ5 (HE) Lid o amy of de
employees will nol be held oble for any injury of damoge resulling from This product. Thas feveeny will e
o b updaied wpon reformulsbon or upon change of e new significant safety nformation
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SGS EU - APPROVED December 2020

Love2smile,

Test Report Mo HEHEC 2009007 396HC Date O@29, 2020 Pagedaf 14

L] Expogsure to the coametic product

Product type. Oral care cosmetics

Usa category. Tooth strip

Phiyaical form: Saobid

The sitefs) of apphcaticn: Teeth

The surface ares{s) of application: 200 sguare cantemealer
The amount per applicabon: 3 g {indicated by cient)

The duration of exposure: 30 minubes (indoated by oient)
The fregquency of use. 730 bmes per year

The nommal and reasonpbly foresesable exposwe roule(s) Primary via dermil contact with polental
meGhon

The targated (or exposed) popukation(s): aduils

The oy weight: 80 kg

Estrmated daily armount soplied: 8000 mg'day

7 Exposure and toxicological profite of the substances

There are no nenoparticles indicated to b used in thic fomuation

For ioocologicsl profile of ingredents, refer fo Anmes 1

Systemsc Exposure Dose (SED) m derived lor each substance, taking inle secount of 50% koavadatdy oo
a gefpult wolue for oral and dermal absorpiion, and 100% bloovailability for inhalation, unless ofherwice
speclied Marging of safely (MoS) is coloulated by dividing systemic NO[AJELeys by the SED, when
MO{AIEL e relenant Point of Departure (PO0D) & available in the precent stage of knowledgs

] Undegirable effects and serious undesirable effecis
Mo daie on any undesirable affects associabed walh this product has been supplied

] Irformation on the coametic product

Mo vald GMP cedificate on manufacturing settng covearing the scope of tooth cirip prodect hao bean
submitted by the time of assessment The prodect has 0 be monufactured in GMP complianoe cettng in
order io comply wilh the ELl Coometic Regulation. i i recommended o submit the conesponding valid GMP
cartficaie.

Located in the Netherlands
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SGS EU - APPROVED December 2020

Love2smile,

Test Report Mo HEHEC 2009007 396HC Date O@29, 2020 Pagedaf 14

L] Expogsure to the coametic product

Product type. Oral care cosmetics

Usa category. Tooth strip

Phiyaical form: Saobid

The sitefs) of apphcaticn: Teeth

The surface ares{s) of application: 200 sguare cantemealer
The amount per applicabon: 3 g {indicated by cient)

The duration of exposure: 30 minubes (indoated by oient)
The fregquency of use. 730 bmes per year

The nommal and reasonpbly foresesable exposwe roule(s) Primary via dermil contact with polental
meGhon

The targated (or exposed) popukation(s): aduils

The oy weight: 80 kg

Estrmated daily armount soplied: 8000 mg'day

7 Exposure and toxicological profite of the substances

There are no nenoparticles indicated to b used in thic fomuation

For ioocologicsl profile of ingredents, refer fo Anmes 1

Systemsc Exposure Dose (SED) m derived lor each substance, taking inle secount of 50% koavadatdy oo
a gefpult wolue for oral and dermal absorpiion, and 100% bloovailability for inhalation, unless ofherwice
speclied Marging of safely (MoS) is coloulated by dividing systemic NO[AJELeys by the SED, when
MO{AIEL e relenant Point of Departure (PO0D) & available in the precent stage of knowledgs

] Undegirable effects and serious undesirable effecis
Mo daie on any undesirable affects associabed walh this product has been supplied

] Irformation on the coametic product

Mo vald GMP cedificate on manufacturing settng covearing the scope of tooth cirip prodect hao bean
submitted by the time of assessment The prodect has 0 be monufactured in GMP complianoe cettng in
order io comply wilh the ELl Coometic Regulation. i i recommended o submit the conesponding valid GMP
cartficaie.
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FDA RAPPORT

December 2020

‘W

Product Name Type
Teeth Whitening Strips FST-01, FST-02
Teeth Wipe FSW-01
Syringe: 12ml, 3ml, Sml, 10ml
Teeth Whitening Gel T Srabid
Syringe: 1 2ml, 3ml, Smi
Desensitizing Gel Pen: 2mlidmi
Dental Gum Dam Syringe: | 2ml/1. Sml2 2mi
Dual Barrel Syringe Teeth Whitening Gel | 2.5m (FSD-2.5), Smi (FSD-5)
tray
2mi (FSMS-S}, $ml (FSMS-8)
1led, Sleds
Teeth FSF01
Vitamin E Swab FSVE-D1
Cheek Retractor Type C, Type W
Dental Brace FSDB-4
FSMT-01, .
Teeth Whitening : IR
Dentsl impres:
(Si-Impression
Denture Adhesive FSDA-01
Mouth Tray Case MTC-01, MTC-d
Teeth Whitening Powder FSTP-01,
Charcoal Teeth Whitening Powder FSCTP01,
Coconut oil pulling, Coconut oil sachet | FSCOP-01
Teeth Whitening Kit (Smart Teeth
Whitening Kit, Smart Teeth Whitening
Device Kit, Teeth Whitening Light Kit, FSWK-01, FSWK-02, custom-made
The Professional Whitening Kit, Teeth
Whitening Home Kit)

This annex is only valid if attached 1o the report mentioned above.
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PRODUCT TEST RAPPORT December 2020

Mat Waight . 3g per consumar product

5G5S Report No - HEHC2009007 396HC

SGS Case Mo . HEKHC200800002752-102 (GZCPCH200704088)
Region of Origin o China

Region of Destination . EU

Sample Receiving Date o Aug OF = Oct 14, 2020

Test Panod . Aug 07 - Oct 20, 2020

Test Requested

This Cosmetic Product Safety Report (CPSR) is carried out according to Ragulation (EC) No. 122372009 and
its amandments.

Test Results
Please refer to the following pages.

Summary
it s my opinign that this cosmebc formulation 13 safe to use under normal or reasonably foreseeabls
conditions of use.
Thiz assessment takes account of:
a) The general toxicological profile of each ingredient used.
B} The chemical structure of each ingredient.
¢} Thea leveal of exposure of sach ingrediant.
d) The specific exposure charactenstics of each ingredient on the areas on which the cosmetic product
will be apphed
a) The specific exposure characteristics of the class of individuals for which the cosmetic product is
intended
If thera is an adversa reaction from using this formulation then the undersigned should be informed so that
the formulation can be further reviewed,

Signed for and on bahalf of
5GS Hong Kong Ltd

IIII..- la '1._|IH..IL,! L:;;I" .
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Mei-Yin CHIU, Sondy
MSc, FRSB, CBiol, ERT, DABT

Cosmetic Safaty Assessor
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