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

Ngay cép sb tiép nhan (Date acknowledged):

TUQ. CUC TRIONG
08/02/2021

S6 tiép nhan Phiéu cong bé (Product Notification No.): TRUONG PHONG U[-"N LY MY PHAM
143252/21/CBMP-QLD '

Neuyén Vin Vién

Phiéu cong bo cé gid tri 05 nam ké tir ngay nhdn.

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

M Panh dau 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)

FIXDERMA
1.2 Tén san phém (Product Name)
FIXDERMA SKARFIX PLUS CREAM

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

2. Dang san pham (Product type(s)) )
-Kem, nhii tuong, stta, gel hodac dau dung trén da (mat, tay, chan,...) (Creams,
emulsions, lotions, gels and oils for skin (hands, face, feet, etc.))

Dang san pham khéc:

3. Muc dich stir dung (Intended use)

Ma hd so: 162021173277



-Dang don 1¢ (Single product)

Dang trinh bay khac:

Dang trinh bay (Product presentation(s))

THONG TIN VE NHA SAN XUAT/ PONG GOI
(Dé nghi dinh kém danh sach riéng néu nhu c6 nhiép hon mt cong ty tham gia san xuat/ dong
g01 dé tao ra mdt san pham hoan chinh)

PARTICULARS OF MANUFACTURER (S)/ASSEMBLER(S)

(Please attach in a separate sheet if there are more than one manufacturer/assembler)

Lam mo vet thim, dom den gitip da sing va déu mau. Lam sang vét nam, tan nhang
va lam mo seo do mun gay nén.

5. Nha san xuét:
STT | Tén nha sin xuit Dia chi S6 DT Fax | Uocsan
: xuat
F-170 EPIP
RIICO
) . Industrial Area,
Fixderma India (P) | "Noo arana | +9114242533470 AnPo
Ltd. .
Distt., Alwar,
Rajasthan,
INDIA.
6. Cong ty dong goi:
sr | Ten PV bong | Loaidong | ., S6 DT Fax | U0C
goi goi ’ dong goi
F-170 EPIP
RIICO
Industrial
Fixderma India bong goi Area, £ o
(P) Ltd. chinh Neemarana +9114242533470 An Do
Distt., Alwar,
Rajasthan,
INDIA.
F-170 EPIP
Fixderma India |Péng goi thi| ~ RIICO o
L ® égp Industrial | +9114242533470 An Do
Area,
Neemarana
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Distt., Alwar,
Rajasthan,
INDIA.
7. Cong ty xuit khau:
San pham
Tén cone t MP dwgc Nudc
STT ) g: y lwu hanh tw| Pia chi So PT Fax xuat
xuat khau . L : P
do tai nwéc khau
xuat khau
F-170 EPIP
RIICO
Industrial
Fixderma India ., Area, < R
(P) Ltd. Co Neemarana +9114242533470 An Do
Distt., Alwar,
Rajasthan,
INDIA.

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 THUONG MAI VA DUQC PHAM HUNG LOI

Dia chi cong ty (Address of company):
306/19 Piang Thity Tram, Phwong 13, Quin Binh Thanh, Thanh pho Hé Chi Minh

Tel: 02838117980 Fax:

Sb gidy phép kinh doanh/Sb gidy phép hoat dong (Business Registration Number/License to
Operate Number): 0303824461

THONG TIN VE NGUOI PAI DIEN THEO PHAP LUAT CUA CONG TY

PARTICULARS OF PERSON REPRESENTING THE LOCAL COMPANY

0.

Ho va tén (Name of person):
PO VU HUY HUNG
Tel: 02838117980 Email: dvhuyhung @gmail.com

Chtrc vu & cong ty (Designation in the company): GIAM POC
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THONG TIN VE CONG TY NHAP KHAU
PARTICULARS OF IMPORTER

10. Tén cong ty nhap khau/ Name of Importer:
CONG TY TNHH THUONG MAI VA DUQC PHAM HUNG LOI

bia chi cong ty (Address of company):
306/19 Pang Thiy Trim, Phuong 13, Quin Binh Thanh, Thanh phé H6 Chi Minh

Tel: 02838117980 Fax:

DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

11. Dé nghi kiém tra 6 sau day (Please check the following boxes)

M Téi da kiém tra ban stra d6i tir Phu luc I dén Phu luc VII cua danh muc cac thanh
phan m§ pham ASEAN nhu duoc cong bo trén ban sira d6i gan day nhat ctia Hiép dinh
m¥y pham ASEAN. Tai xin xac nhan rang san pham dugc dé cap dén trong ban cong bd
nay khong chira bat ctr mot thanh phén bi cAm nao va cling tuan thu véi danh muc han
ché va cac diéu kién quy dinh trong cac 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.

M T6i dam nhéan trach nhiém tra 161 va hgp tac toan dién vdi co quan ¢ tham quyén vé
bat ky hoat dong ki€ém soat sau khi ban hang khi c6 yéu cau bdi co quan c6 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 phin diy di (product full ingredient list)

(Yéu cau ghi diy du danh sach tit ca cac thanh phan va ti 16 % cua nhiing chét c6 giéi han vé
nong do, ham lugng st dung trong my pham - To submit ingredient list with percentages of
restricted ingredients)

Tén diy di thanh phan (tén danh phap quoc té hoic TE 1€ % c:ia ]
str dung tén khoa hoc chuin da dwgc cong nhén) nhirng chat co

STT ) gi¢i han vé Ghi cha
Full Ingredient name (use INCI or approved néng do, ham
nomenclature in standard references) lu’o’hg
1 Aqua 77,80
2 Caprylic/Capric Triglyceride 3,00
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3 Stearic Acid 2,005
4 Arbutin 2,00
5 Cyclopentasiloxane 2,00
6 Kojic Acid Dipalmitate 2,00
7 Magnesium Ascorbyl Phosphate 2,00
8 Glycerol 2,00
9 Glyceryl Stearate 1,50
10 PEG-100 Stearate 1,50
11 Octinoxate 1,00
12 Steareth-2 1,00
13 Phenoxyethanol 0,54
14 Ethylhexylglycerin 0,06
15 Benzophenone-4 0,50
16 Triethanolamine 0,50
17 Titanium Dioxide 0,242
18 Alluminum Hydroxide 0,003
19 Tocopheryl Acetate 0,20
20 Disodium EDTA 0,10
21 Fragrance 0,05
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CAM KET (DECLARATION)

1. Thay mt cho cong ty, toi xin cam két san pharn dugc dé cap trong Phiéu cong bd nay dat d-
woc tit ca cac yéu cau cua Hiép dinh m§ pham ASEAN va céc 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. Téi xin chiju trach nhiém tuén tha cac diéu khoan sau day (I undertake to abide by the followin
conditions):

i. Dam bao c6 sdn dé cung cip cac thong tin ky thudt va tinh an toan khi co quan c6 tham
quyén yéu cau va c6 day du ho so vé cac san pham da dugc phan phoi dé bao cdo trong
truong hop 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 théng bao ngay cho co quan c6 tham quyén vé cac tac dung phu nghiém trong giy
chét nguoi hodc de doa tinh mang ctia sdn pham bang dién thoai, fax, thu dién tir hoac
van ban trudc 7 ngay ke 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 bao cdo tac dung phu cta san pham (theo mau quy dinh) trong vong 8
ngay lam viéc ké tir ngay thong bao cho co quan ¢ tham quyen ve nhitng tac dung phu
nghiém trong nhu da néu trong myc 2ii noi trén va cung cap bét ctr thong tin nao theo
yéu cau clia co quan c6 tham 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 bao ngay cho co quan c6 thim quyén vé cac phan ng phu nghiém trong nhung
khong gy chét nguoi hoic de doa dén tinh mang cua san pham va trong bat cur truong
hop nao, viéc bao cao (sir dung mau bio c4o) vé tac dung phu phai duoc 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. Coéng bd v6i co quan c6 thim quyén khi ¢ bat ctr sy thay d6i nao trong ban céng bd
nay.
Notify the Authority of any change in the particulars submitted in this notification;
3. T6i xin cam doan rang nhitng théng tin dugc dua ra trong ban cong bd nay 1a dung sy that.

Tt ca céc tai lidu, cac thong tin lién quan dén ndi dung cong bd s& duoc cung cap va cac tai
liéu dinh kem 1a ban hop phép hodc sao y ban chinh.

"Nhw da dwoc dinh nghia rd rang trong tai liéu hwéng dan cho cac cong ty vé& bao cdo tac dung phu clia san phdm my pham.
As defined in the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products

' Trinh bay trong phu luc | trong tai liéu hwéng dan cho céc cong ty vé bao céo tac dung phu ctia san pham m§ pham.
Set out in Appendix | to the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products
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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. Téi hiéu rang toi s& c6 trach nhiém dé dam bao tat ca cac 16 san pham cua ching toi déu dap tng cac
yéu cau phap luét, va tuan thi tit ca tiéu chudn va chi tidu san phdm dd dugc cong bd véi co quan co
tham 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. T6i hiéu rang trong truong hgp ¢6 tranh chap phap luat, to1 khong dugc quyen sir dung ban cong bd
san phim my pham da duoc co quan cd tham quyén chap nhan néu san pham cua chiing t6i khong dat
dugc cac yéu cau vé tiéu chuén, chi tiéu ma chung t6i di cong bd.

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 luat cia cong ty

[Name and Signature of person representing the local company]
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Déu cua cong ty

[Company stamp] Ngay 05/02/2021
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