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TEMPLATE FOR NOTIFICATION OF COSMETIC PRODUCT
M Déanh déu 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 Nhian hang (Brand) P

ME Vv]

1.2 Tén san phdm (Product Name)

NUIGIc] Bolc] Mi B NGT N U XU i |

1.3 Danh sach cac dang hodic mau (List of Variants or Shade). Tén (Names)

2. Dang sén pham (Product type(s))

M San pham dé chiam soc rang va miéng
Products for care of the teeth and the mouth

3. Muc dich str dung (Intended use)



https://trungtamthuoc.com/

3. Muc dich sir dung (Intended use)

- Nudce suc migng Nuxumi cé tac dung 1am sach riing miéng, lam trfing rang lam
sach va phong ngira cdc tac nhan gdy sdu ring, viém nudu, viém nha chu, cic tac nhan
- gdy hdi miéng, nhiét miéng. San phim khong chira cdn, chira hoat chét diét khuin toi
~  uu vung rang mi¢ng: Chlorhexidin gilp ngin ngira cac mang bam trén rang, vi
khuin gdy siu ring, bo vé rang miéng,
- Chlorhexidin ¢é trong Nudc stiic miéng Nuxumi ¢ tic dung sat khuan trude va
sau khi phdu thuét ring miéng, hd trg trong phong ngira lay lan do vi khuén gram
dwong, gram 4m. HJ tro ngin can, phong ngitra lay lan ¢ciim do virus cim.

[MDang don 1¢ (Single product)
OOMOot nhém céc mau (Arange of colours)
OBang cac mau trong mot dang san phim (Palette(s) in a range of one product

I<il

type) : , . -
OCac san pham phoi hgp trong mot bd san pham (Combination products in a ;
single kit) i ]
OCéc dang khac (dé nghi ghi r3). Others (please specify) .‘.HI
" THONG TIN VE NHA SAN XUAT/ PONG GOI , =

" (Pé€ nghi dinh kém danh sach riéng néu c6 nhicu hon mét cong ty tham gia san xuat/ dong
go0i d€ tao ra mot san pham hoan chinh)
PARTICULARS OF MANUFACTURER (S)/ASSEMBLER(S) )
(Please attach in a separate sheet if there are more than one manufacturer/assembler)

4. Tén nha san xuit (Name of manufacturer) : \
*‘2

CONIG] Itly[ [c|o] P HIAIN] DIulolcT P HIA M} ]
MIEEDZ AV]Y

Dia chi nha san xuét ( Nude san xuat) (Address of manufacturer (state country):

b UGN 3, KH[U] [E C PHIO| NIOL] TA]
XA| LIAC| PAOL, HUIYEN|] VEAN] LCAM, T NH
HUNIG| [YIEN

Countryp VIET| NAM

Tel:0p LB BB RO [T 1] Fax: [TT T TTTTTT] 1]

5. Tén cong ty dong goi (€ nghi danh dau vao muyc thich hgp. C6 thé danh diu nhidu
hon 1 6 (Name of assembler (Please tick accordingly. May tick more than one
box)):

—

2



M DPong géi chinh

Primary assembler

M Déng goi thir cip
Secondary assembler
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Dia chi cia cong ty déng g0i (Address of assembler (state country)):

;

= ONlc 3] K E O] N A
XAl LIAIC| DA YEN| VAN| LIAM] Irli NHE
H|UN (G E N
Country| VIET| NAM
Tel:022 IBPBBIROITTT] Fax: [T ITTITTTTT] L[]

THONG TIN VE TO CHUC, CA NHAN CHIU TRACH NHIEM

DUA SAN PHAM RA THI TRUONG
PARTICULARS OF LOCAL COMPANY RESPONSIBLE FOR PLACING
THE COSMETIC PRODUCT IN THE MARKET

6. Tén céng ty (Name of company):

Y

-~ [CION]G Y| [ciO] P HIAN Ulo P [H |A

EDZAVI]Y

Dia chi cong ty (Address of company):

UONIG| [E K [H [U H |0 o | Ja
XA| [L]A DAO, HU|YEN| [VIA LIAM, T]I N
H U N E [N
Count ry| VIET| NAM

Tel: |0_|2|2l1|3f7}8l8|712’07

S6 gidy phép kinh doanh/Sé giy phép hoat dong
Business Registration Number/License to Operate Number

~ OPPIPPPFER]

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

7. Ho va tén (Name of person):

\\=< 2~ < &/

:{

-

I/
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_ BABT VIER] AT ERN]

TCI:MIIBBDHIIWIZ]

Chirc vu & cong ty (Designation in the company) :

G JAM] p6]c]

8.

~

DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

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

i Toi da kiém tra ban sira ddi tir Phy luc I dén Phy Iyc VII ctia danh myc cic
thanh phan my pham ASEAN nhu dugc cong bo trén ban sira doi gan diy nhét cia

“Hiép dinh my phdm ASEAN. Téi xin xéc nhan ring san phim duoge dé cap dén

trong ban céng bd nay khong chira bat cir mét thanh phén bj cdm nao va cling tuan
thi v6i danh myc han ché va céc didu kién quy dinh trong cic phy 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.

M Téi dam nhan trach nhiém tra 1oi va hop tac toan dién véi co quan c6 thim
A A A -\ A . A ’ . , A\ [ n A ]

quyén veé bat ky hoat dong kiém soat sau khi ban hang khi ¢6 yéu cdu béi co quan

¢6 tham 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 sich thanh phan day da (product full ingredient list)

(Yéu cu ghi ddy du danh séch tit ca cc thanh phén va ti 18 % cua nhitng chét c6 gi6i han
vé nong do, ham lugng sir dung trong my phim - To submit ingredient list with
percentages of restricted ingredients)

Tén day di thanh phan (tén danh phap qudc 6 hoge st | Ti 1& % ctia nhing
No | dung tén khoa hoc chuén da duoc cong nhén) 4 chit c6 giGi han
Full Ingredient name (use INCI or approved vé ndng do, ham
nomenclature in standard references) luong
1 Nudc tinh khiét
2 Mannitol
4
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3 Sodium Citrate

4 PEG-40 Hydrogenated Castor Oil

5 Potassium sorbate 0,15%

6 Chlorhexidine Digluconate 0,12%

7 Citric acid 0,0875%

8 Menthol

9 Sodium floride 0.05%
10 Gaultheria procumbens oil (Tinh diu loc d& xanh)

Cam két (DECLARATION)

I?Thay mit cho cong ty, t6i xin cam két san phim dugc dé cap trong Phiéu cdng bd nay
dat duogcc tit ca cac yéu cau cua Hiép dinh m§ phdm ASEAN va cac phu luc cia né.
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. T6i xin chiu trach nhiém tuan tha c4c didu khodn sau day (1 undertake to abide by the
Jollowing conditions):

i.

ii.

iii.

DPam bao c6 sin dé cung cép céc thong tin ky thuét va tinh an toan khi co quan cé
thim quyén yéu cdu va ¢ ddy du hd so vé cde san phém da dugc phan phéi @& bao
c4o trong trudng hop san phim phai thu hdi.

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;

Phiéi thong bdo ngay cho co quan c6 thim quyén vé cac tac dung phu nghiém trong
giy chét nguoi hodc de doa tinh mang cua san phim bing dién thoai, fax, thu dién tir
hodc van ban trude 7 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; -

Phai hoan thanh béo cdo tac dung phu cua sin pham (theo miu quy dinh) trong vong
8 ngdy lam viéc ké tir ngay thdng bao cho co quan c6 thim quyén vé nhirng tac dung
phu nghiém trong nhu da néu trong muc 2ii néi trén va cung cip bét ctr thong tin
nao theo yéu cau cla 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;

' Nhu da duoc dinh nghia rd ring trong tai liéu huémg din cho cic cong ty vé béo céo tic dung phu cia san phim my phdm.
" Asdefined in the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Producits

! Trinh bay trong phu luc I trong tai lidu hudng din cho cic cong ty vé bdo cdo tic dung phy ciia san phim my phim.

Set out in Appendix I to the Guide Manual for the Indusiry on Adverse Event Reporting of Cosmetics Products
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iv. Thong bao ngay cho co quan cé thim quyén vé cac phan ng phu nghiém trong nhu-
ng khong gy chét nguoi hodc de doa dén tinh mang cua san pham va trong bat ctr tr-
uong hop nao, viée bao céo (sir dung miu bao céo) vé tac dung phu phai dugc tién
hanh trude 15 ngay ké tir ngay biét vé tac 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. Céng bb véi co quan c6 thim quyén khi c6 bét cir su thay ddi nao trong béan cong b
nay.
Notify the Authority of any change in the particulars submitted in this notification;

3. Téi xin cam doan ring nhimg thong tin dugc dua ra trong ban cong bd nay la dung sy
that. Tat ca céc tai lidu, cac thong tin lién quan dén néi dung cdng b6 s& duge cung cap va
cac tai liéu dinh kém 1a ban hgp phap hoic sao y ban chinh.
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. Toi hiéu ring toi s& c6 trach nhiém dé dam bao tit ca céc 16 sin phdm cuia ching t6i
déu dép {ing cac yéu ciu phap luat, va tuan thu tit ca tiéu chuin va chi tiéu san pham da
" dwgce cong bd véi co quan c6 thim 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 I have declared to the Authority.
5. Téi hiéu ring trong truong hop c6 tranh chap phap luat, toi khong duge quyén sir dung
ban cong b san phdm my pham di dugc co quan c¢6 thim quyén chap nhan néu san pham
cua ching t6i khong dat duge cac yéu ciu vé ticu chuén, chi tiéu ma ching t6i dd 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 chir ky cia nguoi dai dién theo phap ludt cua cong ty o\
 [Name and Signature of person representing the local company] TN

™ boC j
—BAQ BT TIEN AR5 2000
Dau'cia cong ty
[Company stamp] Ngay [Date]

CO PHAN

A\ MEDZAVY

YA,

43
£
2

7



