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Phiéu cong b c6 gid tri 05 ndm ké'tiv ngay cap.

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

Panh diu vao 6 thich hop (Tick where applicable)

THONG TIN SAN PHAM
PARTICULARS OF PRODUCT

1. Tén nhan hang va tén san phdm (Name of brand & product) :
1.1 Nhan hang (Brand)
DERMOXEN

1.2 Tén san pham (Product Name)

INTIMATE CLEANSER PRONEEM

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

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



0 Kem, nhii twong, sita, gel hodc dau diing trén da (tay, mdt, chan, ....) (Creams, emulsions,
lotions, gels and oils for skin (hands, face, feet, etc.))

(] Mt na (chi triv san phdm lam bong da nguon goc hod hoc) (Face masks (with the exception of
chemical peeling products))

D Chat phit mau (I6ng, nhao, bot) (Tinted bases (liquids, pastes, powders))

O Phén trang diém, phdn ding sau khi tim, bot vé sinh,... (Make-up powders, after-bath powder,
hygienic powders, etc.)

U xa phong riva tay, xa phong khw mui,... (Toilet soaps, deodorant soaps, etc)
D Nuwéc hoa, nwoc thom diing vé sinh,.... (Perfumes, toilet waters and eau de Cologne)

() san phém dé’tdm (mudi, sita, xa phong, dau, gel,...) (Bath or shower preparations (salts,
foams, oils. gels, etc.))

O san phdm tdy long (Depilatories)
) San phdm khir mivi va chong midi (gicom miti mo hoi) (Deodorants and anti-perspirants)
) San phdam chdm séc toc: (Hair care products)
D Nhuom va t@y mau toc (Hair tints and bleaches)
() Usn téc, dudi i, it nép téc (Products for waving, straightening and fixing)
U cde san phdm dinh dang téc (Setting products)
D San phdm lam sach (sita, bét, dau goi) (Cleansing products (lotions, powders, shampoos))
O San phdm dwong téc (sita, kem, dau) (Conditioning products (lotions, creams, oils))

D Cdc san phdm tao kiéu téc (siva, keo xit téc, sdp) (Hairdressing products (lotions, lacquers,
brilliantines))

O San pham diing dao cao rdau hodc sau khi cao rdau (kem, xa phong, sita) (Shaving product
(creams, foams, lotions, etc.))

D San phdm trang diém va tdy trang diing cho mdt va mdt (Products for making-up and removing
make-up from the face and the eyes)

(] San pham diing cho moi (Products intended for application to the lips)
O San pham dé’cham soc rdang va miéng (Products for care of the teeth and the mouth)

O San phdam diing dé chdm séc va 16 diém cho mong tay, mong chdn (Products for nail care and
make-up)



5.

San phdam diing dé’'vé sinh co’ quan sinh duc ngodi (Products for external intimate hygiene)

O San phdm chéng ndng (Sunbathing products)

O San phdm lam sam da ma khéng can tdm ndng (Products for tanning without sun)

O San phdm lam tréing da (Skin whitening products)

) Sén phdm chéng nhén da (Anti-wrinkle products)

O Sén pham khdc (dé nghi ghi r6) (Others (please specify))

Dang san pham khéc:

Muc dich s dung (Intended use)

San pham dimg dé’vé sinh co’ quan sinh duc ngoai danh cho phu nir

Dang trinh bay (Product presentation(s))

Dang don Ié (Single product)

C] Mot nhoém cdc mau (A range of colours)

) Bang cdc mau trong mot dang san pham (Palette(s) in a range of one product type)

U cde san phdm phét hop trong mot bo san phdm (Combination products in a single kit)

) Cdc dang khdc (D& nghi ghi r6) (Others (please specify))

Dang trinh bay khéc:

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

Cong ty san xuat:

STT

Tén cong ty san xuat

Dia chi

Fax

Nudc san
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xudt
Tito Schipa

| EKUBERG PHARMA | Street, §—73020 390836574512 Italia
SURL Carpignano
S.NO (LE)

6. Tén cong ty dong géi (Dé nghi danh dau vao muc thich hgp. C6 thé dinh dau nhiéu hon 01
0) (Name of assembler (Please tick accordingly. May tick more than one box)):

srr| Tencongly | Loaidong | pp, gy S§PT | Fax | ~U0¢

dong goi goi ‘ dong goi
Tito Schipa

. Street, 6-
EKUBERG Déng géi ’ '
U | PHARMA SURL | chinh 73020 | 390836574512 Italia

Carpignano
S.NO (LE)

7. Tén nudc xuit khau (Dé nghi dinh diu vao muc thich hgp. Chi d4p dung ddi v6i san pham my
phdm nhip khau) (Name of exporting country (Please tick accordingly. Only apply to
imported cosmetic products)):

STT Nuéc xuat khau

1 Italia

San phdm m§ pham dugc lwu hanh tw do tai (Cosmetic product(s) are free sold in):
- Nuwdce xuét khau (Exporting country):
- Nuéc san xuit (Manufacturing country): O

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
THE COSMETIC PRODUCT IN THE MARKET

8. Tén cong ty (Name of company):
Cong ty ¢6 phan Dugc phdm 3K
Dia chi cong ty (Address of company):

LK6-TT1, Khu nha & tai 96-96B Nguyén Huy Tuéng, Phudng Thanh Xuin Trung, Quin
Thanh Xuan, Thanh ph6 Ha ndi

Tel: 02473000196 Fax:




S& gidly phép kinh doanh/S& gidy phép hoat dong (Business Registration Number/License to
Operate Number): 0108787784

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

9.

10.

11.

Ho va tén (Name of person):

Vi Thanh Nga

Tel: 0945699168 Email: info@3Kpharma.com

Chtic vu & cong ty (Designation in the company): Gidm d6c

THONG TIN VE CONG TY NHAP KHAU
PARTICULARS OF IMPORTER

Tén cong ty nhap khiu/ Name of Importer:

Cong ty ¢6 phan Dugc phdm 3K

Dia chi cong ty (Address of company):

LK6-TT1, Khu nha & tai 96-96B Nguyén Huy Tuéng, Phudng Thanh Xuin Trung, Quin
Thanh Xuén, Thanh ph6 Ha ndi

Tel: 02473000196 Fax:

DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

D& nghi kiém tra 6 sau day (Please check the following boxes)

To6i dd ki€ém tra ban sita d6i tir Phu luc 1T dén Phu luyc VII cta danh muc cdc thanh
phan m§ phdm ASEAN nhu dugc cong bo trén ban sita d6i gin ddy nhat ctia Hiép dinh
my phaim ASEAN. Téi xin x4c nhin ring sin phim dugc dé cap dén trong ban cong bd
nay khong chita bat ctt mot thanh phan bi cAm nao va ciing tuin thi véi danh muc han ché
va cdc diéu kién quy dinh trong céc 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
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prohibited substances and is in compliance with the restrictions and conditions stipulated
in the Annexes.

T6i ddm nhan trach nhiém tra 101 va hop tac toan dién v6i co quan c¢6 thim quyén vé
bét ky hoat dong ki€ém sodt sau khi bdn hang khi c6 yéu cau béi 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 siach thanh phian day da (product full ingredient list)
(Yéu cau ghi day du danh sich tit c4 cdc thanh phan va ti 1& % cla nhitng chét c¢6 gi6i han vé
nong do, ham lwgng st dung trong my phdm - To submit ingredient list with percentages of
restricted ingredients)

Tilé % cua
o - . .| cacchatcé
Tén day du thanh phan (tén dal}h phap quoc té gi6i han vé
hoac st dung tén khoa hoc chuan da dugc cong nong dé, ham
STT nhén) lwgng Ghi chu
Full Ingredient name (use INCI or approved (Percentage of
nomenclature in standard ref erences)
restricted
ingredients)
1 Aqua 80
2 Lauryl Glucoside 8
3 Laureth-7 Citrate 4
4 Cocamidopropyl Betaine 3,237
5 Polysorbate 20 1,9
6 Gluconolactone 0,5
7 Phenoxyethanol 0,45
8 PEG/PPG-120/10 Trimethylopropane Trioleate 0,43
9 Laureth-2 0,33
10 Sodium Hydroxide 0,3
11 Parfum 0,2
12 Propylene Glycol 0,15
13 Disodium EDTA 0,1
14 Benzoic Acid 0,09
15 Tribulus Terrestris Fruit Extract 0,09
16 Propolis Extract 0,08
17 Dehydroacetic Acid 0,042
18 PEG-40 Hydrogenated Castor Oil 0,04
19 Maltodextrin 0,03
20 Ethylhexylglycerin 0,012
21 Melia Azadirachta Leaf Extract 0,01
22 Caprylic/Capric Triglyceride 0,009




CAM KET (DECLARATION)

1. Thay mit cho cong ty, tdi xin cam két sin pham dugc dé cap trong Phi€u cong bd nay dat duoc
tit ca cdc yéu cau ctia Hiép dinh my phdm ASEAN va céc phu luc keém 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. Téi xin chiu trach nhiém tudn thi cdc diéu khoan sau day (I undertake to abide by the followin
conditions):

i. Dam bdo c6 sin dé€ cung cap cdc thdng tin k¥ thuat va tinh an toan khi co quan c6 thim
quyén yéu ciu va c6 day di ho so vé cdc san pham da dugc phan phdi d€ bdo cdo trong
truong hgp san phdm phéi 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 tac dung phu nghiém trong  clia
san phim giy chét nguoi hodc de doa tinh mang bing dién thoai, fax, thu dién tir hoic
vin béan trong thoi han 07 ngay k€ 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 tdc dung phu clia sin phdm (theo miu quy dinh @) trong thoi
han 08 ngay lam viéc ké ti* ngay thong bao cho co quan c¢6 thim quyén vé nhitng tdc
dung phu nghiém trong nhu da néu trong muc 2ii néi trén va cung cap bat ct thong tin
nao theo yéu ciu clia co quan c6 thim quyeén.

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 c¢6 thim quyén vé cdc tic dung phu nghiém trong cta sin
phim nhung khoéng giy chét ngudi hodc de doa dén tinh mang va trong bt cit tredng
hop nao, viéc bdo cdo (sit dung mau bdo cdo) vé tdc dung phu phai dugc tién hanh trong
thoi han 15 ngay ké tir ngay biét vé tdc 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 v6i co quan c6 thim quyeén khi c6 bat cit sy thay d6i nao trong ban cong bd nay.
Notify the Authority of any change in the particulars submitted in this notification;
3. Téi xin cam doan ring nhitng thong tin dugc dwa ra trong ban cong bd nay 1a ding sy that. Tat
ca céc tii lidu, cdc thong tin lién quan dén ndi dung cong bd sé& dwoc cung cip va cdc tai lidu
dinh kém Ia ban hop phép hodc sao y ban chinh.

"Nhu da dugc dinh nghia rd rang trong tai liéu huéng dan cho cac cong ty vé& béo céo tac dung phu ctia san 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 béo céo tac dung phu clia san 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.

4. T6i hiéu ring toi s& c6 trach nhiém dé€ dam bao tit ca cdc 16 san pham cia ching tdi déu dép Gng cic
yéu cau phép luat, va tuan thi tit ca tiéu chudn va chi tiéu san pham da dugc cong bd véi co quan cd
thAm quyén.

I understand that 1 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.

5. Tbi hiéu ring trong trudng hop c6 tranh chip phdp luat, toi khong dwoc quyén st dung ban cong bd san
phim m§ phim da dugc co quan c6 thim quyen chdp nhan néu sin phim ciia ching t6i khong dat dugc
céc yéu cau vé tiéu chuan, 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 ctia nguoi dai dién theo phdp luit ctia cong ty

[Name and Signature of person representing the local company]

c0 PHAN

Vi Chank Nya

DAu ctia cong ty

[Company stamp] Ngay 22/06/2023



