PHAN DANH CHO CO QUAN QUAN LY(FOR OFFICIAL USE)

Ngay cap so tiép nhan (Date acknowledged):
o 06/7/2022 .
S0 tiép nhan Phiéu cong bo (Product Notification No.):
174396/22/CBMP-QLD

10Q.CLC TRUONG
S PHONG QUANLY MY PHAM

Phiéu cong bd'cé gid tri 05 ndm ké'tiv ngcry cap.

PHIEU CONG BO SAN PHAM MY PHAM
TEMPLATE FOR NOTIFICATION OF COSMETIC PRODUCT

b Danh diu vao 6 thich hop (Tick where applicable)

THONG TIN SAN PHAM
PARTICULARS OF PRODUCT

1. Tén nhan hang va tén san pham (Name of brand & product) :
1.1 Nhan hang (Brand)
EAU THERMALE AVENE

1.2 Tén san pham (Product Name)

VERY HIGH PROTECTION FLUID SPF 50+

1.3 Danh siach cic dang hodc mau (List of Variants or Shade). Tén (Names)

2. Dang san pham (Product type(s))



-San pham chong ndng (Sunbathing products) (Sunbathing products)

Dang séan pham khdc:

3. Muc dich st dung (Intended use)
Kem chéng ndng gitip bao vé da, trdnh tdc hai ciia tia UVA va UVB, dimg cho da thwong, da
hon hop

4. Dang trinh bay (Product presentation(s))
Dang don [é (Single product)

Dang trinh bay khéc:

THONG TIN VE CONG TY SAN XUAT/PONG GOI/XUAT KHAU
PARTICULARS OF MANUFACTURER(S)/ASSEMBLER(S)/EXPORTER

5. Cong ty sin xuat:

Nudc
STT | Tén cong ty san xuat Dia chi S6 PT Fax san
xuat
bia chi Nha
mdy san
PIERRE FABRE xuat/Address
DERMO- of the
COSMETIQUE manufacturer: ,
1 LABORATOIRES Unite de +33467234400 | +33467234471 | Phap
DERMATOLOGIQUES Production
AVENE Avene, CDS,
34260 Avene -
France
PIERRE FABRE Dia chi tru s&
5 DERMO- chinh/Address | 133149108000; | +33149109712; | .,
COSMETIQUE of thehead | 133563588800 | +33563588872 | P
LABORATOIRES office: 45,
DERMATOLOGIQUES Place Abel-




AVENE

Gance, 92100
Boulogne -
Paris - France;
bia chi tru s&
thi
hai/Address of
secondary
office: Les
Cauquillous -
81500 Lavaur -
France

6. Tén cong ty dong g6i (Dé nghi ddnh diu vao muc thich hop. C6 thé ddnh diu nhiéu hon 01
0) (Name of assembler (Please tick accordingly. May tick more than one box)):

Loai Nuéc
STT | Tén cong ty dong goi | dong | Dia chi S6 PT Fax dong
goi goi
PIERRE FABRE Plrjofgiggn
DERMO- Poéng Avene
COSMETIQUE S : /
1 LABORATOIRES | a’thu 3(2326 +33467234400 | +33467234471 | Phip
DERMATOLOGIQUES | P N
AVENE vene -
France
PIERRE FABRE PUfgte t‘?e
DERMO- | 5o Avene, |
COSMETIQUE 0 , /
2 LABORATORES | 51 3C4]§§6 +33467234400 | +33467234471 | Phdp
DERMATOLOGIQUES | © N
AVENE vene -
France

7.  Tén nuéc xudt khau (Dé nghi ddnh diu vao muc thich hop. Chi 4p dung d6i v6i san phdim m§
phdm nhap khiu) (Name of exporting country (Please tick accordingly. Only apply to

imported cosmetic products)):

STT

Nuée xuat khau

1

Phép

San pham m§ phdm dugc lwu hanh ty do tai (Cosmetic product(s) are free sold in):

- Nué6c xuit khau (Exporting country):

]

- Nuéc san xudt (Manufacturing country): V]




THONG TIN VE TO CHUC, CA NHAN CHIU TRACH NHIEM
PUA SAN PHAM MY PHAM RA THI TRUONG

PARTICULARS OF LOCAL COMPANY RESPONSIBLE FOR PLACING

8.

THE COSMETIC PRODUCT IN THE MARKET

Tén cong ty (Name of company):

Cong ty TNHH DKSH Viét Nam

Dia chi cong ty (Address of company):

S6 23, Pai 16 Doc 1ap, Khu cdng nghiép Viét Nam - Singapore, phudng Binh Hoa, thanh phd
Thuén An, tinh Binh Duong, Viét Nam

Tel: 0274-3756312 Fax: 0274-3769309

S6 gidly phép kinh doanh/S& gidy phép hoat dong (Business Registration Number/License to
Operate Number): 3700303206

THONG TIN VE NGUOI PAI DIEN THEO PHAP LUAT CUA CONG TY
PARTICULARS OF PERSON REPRESENTING THE LOCAL COMPANY

0.

10.

Ho va tén (Name of person):

Jorge Martin-Martinez

Tel: 02838125848 Email: jorge.martin-martinez@dksh.com

Chtec vu & cdng ty (Designation in the company): Tong gidm ddc

THONG TIN VE CONG TY NHAP KHAU
PARTICULARS OF IMPORTER

Tén cong ty nhap khdu/ Name of Importer:
Cong ty TNHH DKSH Viét Nam

bia chi cong ty (Address of company):

S6 23 Pai 16 Doc lap, khu cong nghiép Viét Nam-Singapore, phuwong Binh Hoa, thanh phd
Thuén An, tinh Binh Duwong, Viét Nam

Tel: 0274-3756312 Fax: 0274-3769309



DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

11. De nghi kiém tra 6 sau diy (Please check the following boxes)

p Toi da kiém tra ban stta d6i tir Phu luc II dén Phu luc VII ctia danh muc céc thanh phan
m§ phim ASEAN nhu dwgc cong bd trén ban stta doi gin ddy nhat ctia Hiép dinh my
pham ASEAN. Téi xin xdc nhn ring san phdm dwoc dé cAp dén trong ban cong bd nay
khong chita bat ¢ mot thanh phin bi cdm nao va ciing tudn tht v6i danh muc han ché va
céc diéu kién quy dinh trong c4c phu luc.

I have examined the latest revisions of the Annexes II to VII of the ASEAN Cosmetic
Ingredient Listing as published in the latest amendment of the ASEAN Cosmetic
Directive and confirmed that the product in this notification does not contain any

prohibited substances and is in compliance with the restrictions and conditions stipulated
in the Annexes.

b Toi ddm nhan trach nhiém trd 101 vd hop tdc toan dién véi co quan c¢6 thim quyén vé
bat ky hoat dong ki€m soét sau khi ban hang khi c6 yéu ciu bdi co quan c6 thim quyén.

I undertake to respond to and cooperate fully with the regulatory authority with regard to
any subsequent post-marketing activity initiated by the authority.

Danh sach thanh phan day dia (product full ingredient list)

(Yéu cau ghi diy du danh sdch tat ca cdc thanh phin va ti 1& % cla nhitng chat c¢6 gidi han vé
nong do, ham lugng st dung trong my pham - To submit ingredient list with percentages of
restricted ingredients)

Ti 1€ % caa
. . o, céc chat ¢
Tén day da thanh phan (tén danh phap quoc té gi$i han vé
hoic stt dung tén khoa hoc chuin da dugc cong nong do, ham
STT nhén) lwgng Ghi cha
Full Ingredient name (use INCI or approved (Percentage of
nomenclature in standard references)
restricted
ingredients)
| AVENE THERMAL SPRING WATER (AVENE
AQUA)
2 GLYCERIN
3 BIS-ETHYLHEXYLOXYPHENOL 2 700000
METHOXYPHENYL TRIAZINE ’
4 POTASSIUM CETYL PHOSPHATE
5 GLYCERYL STEARATE
6 BENZOIC ACID 0,151000
7 CAPRYLIC/CAPRIC TRIGLYCERIDE
8 GLYCERYL DIBEHENATE
9 PPG-1-PEG-9 LAURYL GLYCOL ETHER




10

RED 33 (CI 17200)

0,001000

11

XANTHAN GUM

12

C12-15 ALKYL BENZOATE

13

DIETHYLAMINO HYDROXYBENZOYL
HEXYL BENZOATE

5,500000

14

ETHYLHEXYL TRIAZONE

4,000000

15

ORYZA SATIVA (RICE) STARCH (ORYZA
SATIVA STARCH)

16

PHENYLENE BIS-DIPHENYLTRIAZINE

3,500000

17

WATER (AQUA)

18

STEARYL ALCOHOL

19

TAPIOCA STARCH

20

VP/EICOSENE COPOLYMER

21

CAPRYLYL GLYCOL

22

FRAGRANCE (PARFUM)

23

GLYCERYL BEHENATE

24

TOCOPHERYL GLUCOSIDE

25

TRIBEHENIN




CAM KET (DECLARATION)

1. Thay mit cho cdng ty, tdi xin cam két sdn phdm dugc dé cip trong Phiéu cong bd nay dat dugc
tit ca c4c yéu cau ctia Hiép dinh m§y phdm ASEAN va céc phu luc kém theo.

I hereby declare on behalf of my company that the product in the notification meets all the
requirements of the ASEAN Cosmetic Directive, its Annexes and Appendices.

2. Tai xin chiu trdch nhiém tuin thi céc diéu khodn sau day (I undertake to abide by the followin
conditions):

i. Déam bdo c6 sin dé cung cap céc thong tin k§ thuat va tinh an toan khi co quan c6 thim
quyén yéu cau va c6 day di hd so vé céc san phdm dd dugc phan phoi dé bdo cdo trong
truong hgp san pham phai thu hoi.

Ensure that the product’s technical and safety information is made readily available to the
regulatory authority concerned (‘the Authority”) and to keep records of the distribution of
the products for product recall purposes;

ii. Phai thong bdo ngay cho co quan c6 thim quyén vé cdc tdc dung phu nghiém trong ® clia
san pham gy chét nguoi hodc de doa tinh mang bang dién thoai, fax, thu dién t& hodc
vin ban trong thdi han 07 ngay ké tir ngay biét thong tin.

Notify the Authority of fatal or life threatening serious adverse event' as soon as possible
by telephone, facsimile transmission, email or in writing, and in any case, no later than 7
calendar days after first knowledge;

iii. Phai hoan thanh bdo cdo tic dung phu clia sin phdm (theo miu quy dinh @) trong thoi
han 08 ngay 1am viéc ké tit ngay thong bdo cho co quan c6 thAm quyén vé nhitng tic
dung phu nghiém trong nhw da néu trong muc 2ii néi trén va cung cip bat ct thong tin
nao theo yéu cau clia co quan c6 thim quyén.

Complete the Adverse Cosmetic Event Report Form! within 8 calendar days from the date
of my notification to the Authority in para 2ii. above, and to provide any other information
as may be requested by the Authority;

iv. Thong bdo ngay cho co quan c6 thAim quyén vé cic tdc dung phu nghiém trong ciia sin
pham nhung khong giy chét ngudi hodc de doa dén tinh mang va trong bat ct trudong
hop ndo, viéc bdo cdo (sit dung miu bdo cdo) vé tdc dung phu phéi dwoc tién hanh trong
thoi han 15 ngay ké tlr ngay biét vé tic dung phu nay.

Report to the Authority of all other serious adverse events that are not fatal or life
threatening as soon as possible, and in any case, no later than 15 calendar days after first
knowledge, using the Adverse Cosmetic Event Report Form;
v. Cong bd véi co quan c6 thim quyén khi c6 bét i sy thay ddi ndo trong ban cong bd nay.
Notify the Authority of any change in the particulars submitted in this notification;
3. Téi xin cam doan riang nhitng thong tin dwgc dua ra trong ban cong b nay 1a ding sy that. Tat
ca céc tai liéu, cdc thong tin lién quan dén ndi dung cong bd s& dugc cung cap va cdc tai lidu
dinh kém la ban hgp phédp hodc sao y ban chinh.

"Nhu d& dugce dinh nghia rd rang trong tai liéu hudng dan cho cac cong ty vé& bao céo tac dung phu ctia sdn phdm my pham.

As defined in the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products

2 Trinh bay trong phu luc | trong tai liéu hudng dan cho cac cong ty vé bao céo tac dung phu ctia sdn phdm my pham. Set
out in Appendix | to the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products



I declare that the particulars given in this notification are true, all data, and information of
relevance in relation to the notification have been supplied and that the documents enclosed are
authentic or true copies.

. Tbi hi€u ring toi s& c6 trach nhiém dé dam bao tit ci cdc 16 san phdm chia chiing tdi déu ddp Gng céc
yéu ciu phdp luat, va tudn tha tat ca tiéu chuin va chi tiéu sén phdm da dugc cong bo véi co quan ¢
thdm quyén.

I understand that I shall be responsible for ensuring that each consignment of my product continues to
meet all the legal requirements, and conforms to all the standards and specifications of the product that 1
have declared to the Authority.

. Tbi hiéu ring trong treong hop c6 tranh chip phap luat, tdi khong duoc quyén sit dung ban cong bd san
phd&m my phdm da duoc co quan ¢6 thim quyén chip nhan néu sdn phim cla chiing t6i khong dat dugc
céc yéu cu vé tiéu chuéin, chi tiéu ma ching t6i da cong bo.

I understand that I cannot place reliance on the acceptance of my product notification by the authority in

any legal proceedings concerning my product, in the event that my product has failed to conform to any of
the standards or specifications that I had previously declared to the Authority.

Tén va chit ky cia nguoi dai dién theo phép luat ciia cong ty

[Name and Signature of person representing the local company]

ty TNHH DKSH Viét Nam,

TNHH \2} |
x| DKsH [
= i folf

GAVIET NI\II%_‘$ /| —

i

Jorge Martin:Martinez
Tong giam dijc

DAu ctia cong ty

[Company stamp] Ngay 30/06/2022



