BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

S6: 1907 /QD-BYT Ha Néi, ngay 19 thang 04 nam 2021

QUYET PINH

Vé viéc cong bod thi tuc hanh chinh m¢i ban hanh/sira ddi, bo sung trong
linh vee my pham thudc pham vi chirc nang quan ly cia By Y té

BQ TRUONG BO Y TE

Can cir Nghi dinh sé 75/2017/NP-CP ngay 20 thang 6 nam 2017 cua
Chinh phii quy dinh chitc ndng, nhiém vu, quyén han va co cduto chire ciia B Y té;

Can cir Nghi dinh s6 63/2010/NP-CP ngay 08 thang 6 nam 2010 cua
Chinh phii vé kiém sodt thii tuc hanh chinh; Nghi dinh so 48/2013/NB CP ngay
14 thang 5 nam 2013 cia Chinh phii vé sita doi, bé sung mot sé diéu cia caC
Nghi dinh lién quan dén kiém soat thi tuc hanh chinh va Nghi dinh 56
92/2017/ND-CP ngay 07 thing 8 niam 2017 ciia Chinh phii sira d6i, bé sung mot
s6 diéu ciia cac nghi dinh lién quan dén kiém sodt thi tuc hanh chinh;

Can cir Thong tw s6 29/2020/TT-BYT ngay 31 thang 12 nam 2020 cua Bo
truong B Y té sira do: b6 sung va bai bé mot s6 vin ban quy pham phdp ludt
do Bé trueong Bo Y té ban hanh, lién tich ban hanh;

Xét dé nghi cua Cuc truong Cuc Quan ly Duoc - Bo Y é.

QUYET PINH:
Piéu 1. Cong bd kém theo Quyét dinh nay 01 thu tuc hanh chinh méi ban

hanh va 01 tha tuc hanh chinh dugc sira d6i, bo sung tai \E@Mﬁo
29/2020/TT-BYT ngay 31 thang 12 nam 2020 cua B0 truéng B Y te trong linh
vuc my pham thudc pham vi chirc nang quan 1y nha nudc cua BO Y té.

Piéu 2. Quyét dinh nay c6 hiéu Iuc thi hanh ké tir ngay ky.

Piéu 3. Cac Ong, Ba: Chanh Van phong B0, Thu trudng cac Tong cuc,
cac Vu, Cuc, Thanh tra B, S6 Y té€ cac tinh, thanh phd tryc thue Trung uong
va Thu trudng cac don vi co lién quan chiu trach nhi¢m thi hanh Quyét dinh
nay./.

Noi nhin: KT. BO TRUGNG
- Nhu Diéu 3; ners !

- Bo trudng (dé b/cao);

- Cac Thur truong Bo Y té (dé p/h chi dao);
- Cyc Kiém soat TTHC - VPCP;

-Céng TTOT cua Bo Y té;

- Website cua Cuc QLD;

- Luu: VT, VPB6, QLD (02b).






THU TUC HANH CHINH MOI BAN HANH/ SUA POIL, BO SUNG
TRONG LINH VU'C MY PHAM THUQC PHAM VI CHUC NANG
QUAN LY CUABQ Y TE
(Ban hanh kém theo Quyét dinh s6 1907 /OD-BYT ngay 19 thang 04 nim 2021
cua Bo truong Bo 'Y 1)

PHAN I. DANH MUC THU TUC HANH CHINH

I. Danh muc thii tuc hanh chinh sira d6i/ b6 sung thudc pham vi
chire niing quan 1y cia B9 Y té.

STT | Soho Tén thi tuc Tén VBQPPL quy Linh | Co
SO hanh chinh dinh viéc sira doi, bd vuc quan
TTHC sung thua tuc hanh thuc
chinh hién
A. Thii tuc hanh chinh cip Trung wong
Al | 1.00208 | Cip s tiép nhan | Thong tu sO | My Cuc
8 | Phiéu cong bd san | 29/2020/TT-BYT ngay| pham | Quan
pham my pham | 31 thang 12 nim 2020 Iy

nhap khéu cua Bo truong Bo Y té Duoc

sira d6i, bo sung va bii

bé mot s6 van ban quy

pham phép luat do Bg

truong Bo Y té ban

hanh, lién tich ban hanh

I1. Danh muc thi tuc hanh chinh méi ban hanh thugc pham vi chirc
niing quan Iy ciia By Y té

STT

Tén tha tuc hanh chinh

Linh vee | Co quan

thuc hién

B. Thii tuc hanh chinh cip tinh

Bl

Céap Gidy chtng nhan luu hanh ty do (CFS) dbi
vGi my pham san xuét trong nudc dé xuat khau

My pham | S Y té




PHAN II. NOI DUNG CU THE CUA TUNG THU TUC HANH
CHINH TRONG LINH VUC MY PHAM THUQC PHAM VI QUAN LY
CUABOQYTE

A. Thii tuc hanh chinh cAp Trung wong:

Al. Tha Cap sb tiép nhan Phiéu cong b6 sin pham my pham nhap
tuc khéau

Trinh ty thuc hién

Buiée I: Trude khi nhap khau, T6 chire, ca nhan chiu trach nhiém
dwa sin phdm my pham ra thi trudng ndp hd so cong bd san
pham m§ pham vé Cuc Quan 1y Duoc théng qua Cong thong tin
mot ctra qudc gia (tai dia chi: http://vnsw.gov.vn).

Buéde 2: Trong thoi han 01 ngay lam viéc ké tir ngay nhan duoc
hd so cong bd my phém, Cuc Quan ly Dugc c6 trach nhiém tiép
nhan ho so vz‘{ guri Phiéu ‘béo thu néu ho so day dll.ﬁfiﬁ\ﬁgﬁli]ﬁl
Truong hop ho so chua day du, hop 1€ thi giri thong bao va néu
nhitng ndi dung chua day du, hop 18 téi T6 chirc, ca nhan cong
bo.

Buée 3: Giai quyét ho so cong bd san pham my pham:

a) Trong vong 03 ngay lam viéc ké tir ngdy nhan duoc hd so
cong bd hop 1é va phi cong bé theo quy dinh, Cuc Quan 1y Duoc
c6 trach nhiém ban hanh s tiép nhan Phiéu cong bd san pham
my pham.

b) Trudng hop hé so cong bd chua dap ung theo quy dinh thi
trong vong 05 ngay lam viéc ké tir ngay nhan dugc hd so, Cuc
Quan 1y Duogc thong bdo bfmg van ban dién tir cho td chirc, ca
nhan cong bd biét cac ndi dung chua dap g dé sira d6i, bo sung
ho so (néu cu thé cac nodi dung chua dap tng).

HO6 so bd sung ctia don vi gom:

- Vin ban giai trinh vé viéc sira ddi, bo sung cta to chic, ¢4 nhan
dung tén cong bd;

- Phiéu cong bd san phdm my pham va/hodc cac tai liéu khac
duoc stra doi, bo sung;

Trong vong 05 ngay lam viéc ké tir ngay nhan dugc hd so bd
sung dap Ung theo quy dinh, Cuc Quan ly Duoc c6 trach nhi¢m
ban hanh s6 tiép nhan Phiéu cong bd san pham m§ pham.

Truodng hop hd so stra doi, b6 sung khong dap tng theo quy dinh




thi trong vong 05 ngay lam viéc ké tir ngay nhan duoc ho so bo
sung, Cuc Quan 1y Duoc thong bao bang vin ban dién tir khong
dong v cap sb tiép nhan Phiéu cong bd san phdm my pham cho
san pham nay.

¢) Trong thoi gian 03 thang ké tir ngay ban hanh vin ban thong
bao theo quy dinh tai diém b néu trén, néu Cuc Quan Iy Dugc
khéng nhan duoc hd so bd sung cua to chire, ca nhan dimg tén
cong bo thi ho so cong bd khong con gia tri. Trong truong hop
nay, néu to chirc, c4 nhan mudn tiép tuc cong bé thi phai ndp hod
so mdi va ndp phi/I¢ phi méi theo quy dinh.

Cach thirc thye hién'

Nop hé so truc tuyén thong qua Cong thong tin mot ctra qudc gia
(tai dia chi: http://vnsw.gov.vn).

Thanh phan, s6 lwong ho so

a. Thanh phan hé so bao gom:’

- Phiéu cong bd san pham my pham;

- Gidy uy quyén cta nha san xuét hodc chu s¢ hitu san pham uy
quyén cho t6 chirc, ca nhan chiu trach nhiém dwa san pham ra thi
truong dugc phan phéi san pham my pham tai Viét Nam;

- Giéy ching nhan luu hanh ty do (CES) dbi véi san phém my
phém nhap khau duoc quy dinh nhu sau:

1. Truong hop mién CFS bao gém:

- San pham my pham dwoc san xuat tai nudc thanh vién Hiép
dinh Ddi tac Toan dién va Tién bod xuyén Thai Binh Duong ma
viéc tham gia Hiép dinh nay di dugc co quan c6 thim quyén cia
nudc d6 phé chuan va c6 hiéu luc (sau day viét tit 1a nudc thanh
vién CPTPP);

- San pham my pham duoc luu hanh va xuit khau tir nuwéc thanh
vién CPTPP: Doanh nghiép chiu trach nhi¢m dua san phflm ra thi
truong phai ndp tai liéu ching minh san pham duogc luu hanh tai
nudce thanh vién CPTPP do co quan c¢é thim quyén nudc thanh
vién CPTPP cép (gidy phép luu hanh san phdm my pham hoic
phiéu cong bd san pham my pham da duoc cap so tiép nhan hodc
vin ban phap 1y khac c¢6 chimg nhan san pham dugc luu hanh tai
nudc thanh vién CPTPP) dugc hop phap hoa lanh su theo quy
dinh cta phap luat, trir truong hop gidy to phap 1y thudéc mot

trong cac truong hop sau day:




+ Pugc mién hop phap hoa lanh su theo diéu udc quoc té ma
nuéc Cong hoa x4 hdi chii nghia Viét Nam (sau day viét tit 1a
Viét Nam) 1a thanh vién hodc theo nguyén tic c6 di c6 lai gitta
Viét Nam va qudc gia cap;

+ Pugc co quan ngoai giao nudc ngoai hoac co quan quan ly nha
nudc vé my pham cé tham quyén hodc co quan cip gidy to phap
1y ctia nudc thanh vién CPTPP guri vin ban hodc thu dién tir dén
Cuc Quan ly Dugc xac nhén gidy to phép 1y;

+ Doanh nghiép chiju trach nhiém dua san pham ra thi traong giri
két qua tu tra ciu gidy to phap 1y tir trang thong tin dién tor
(website tiéng Anh) ciia co quan cip gidy to phap 1y cia nudc
thanh vién CPTPP C(’? dong diu Xé‘f nhan cilawdoanh Umll'“gtkérﬁ
theo van ban cung cap thong tin vé duong dan tra cuu gen r('?uc
Quan 1y Dugc. Doanh nghiép phai chiu trach nhiém trude phap

luat vé tinh hop phép, tinh chinh xac cia cac gidy to, thong tin
nay va két qua tu tra ctru ctia doanh nghiép;

- San phdm my pham di dugc cip sb tiép nhan Phiéu cong bo
san phim my pham tai nudc thudc Hiép hoi cac qudc gia Dong
Nam A (ASEAN): Doanh nghiép chiu trach nhiém dwa san pham
ra thi truong phai ndp Phiéu cong bd san pham m¥y pham d3 duoc
cap s6 tiép nhan tai nudc thuoc ASEAN duoge hop phép hod lanh
su theo quy dinh cta phép luat, trir truong hop Phiéu cong b san
pham m¥ pham thudc mot trong cac trudng hop sau ddy:

+ Puge mién hop phap hoa lanh su theo diéu wdc qubc té ma
Viét Nam 1a thanh vién hodc theo nguyén tic c6 di co lai giira
Viét Nam va qudc gia cap;

+ Puogc co quan ngoai giao nudc ngoai hoac co quan quan ly nha
nudc vé my pham c6 thim quyén hodc co quan cap Phiéu cong
b6 san pham my pham cta nude thanh vién ASEAN gui van ban
hodc thu dién tir dén Cuc Quan Iy Dugc xac nhan Phiéu cong b
san pham my pham;

+ Doanh nghiép chiu trach nhiém dua san pham ra thi truong gui
két qua ty tra cru Phiéu cong bd san phdm my pham tir website
tiéng Anh cua co quan quan 1y c6 thim quyén cua nude thanh
vién ASEAN cép s Phiéu tiép nhan cong bd san phdam my pham
c6 dong dau xac nhan ctua doanh nghiép kém theo vin ban cung
cap thong tin vé duong dan tra ciru dén Cyc Quan 1y Dugc.
Doanh nghiép phai chiu trach nhiém truéc phap luat vé tinh hop
phép, tinh chinh xac cua cac gidy to, thong tin nay va két qua tu




tra ctru cua doanh nghiép;

2. Ngoai cac truong hop mién CFS néu trén, hd so cong bd san
phdm m¥y phadm nhap khau phai c6 CFS déap tmg cac yéu cau sau
day:

- CFS do co quan cé tham quyén ciia nudc san xuat hoic nudc
xuat khau my phém vao Viét Nam cép con thoi han hiéu luc (ban
chinh hodc ban sao ching thuc). Truong hop CFS khong néu
thoi han thi phai 1 ban duoc cap trong vong 24 thang ké tir ngay
cap;

- CFS phai dugc hop phép hoa lanh sy theo quy dinh ctua phap
luat, trir truong hop CFS dap ting mot trong cac quy dinh sau
day:

+ Puoc mién hop phap hoa 1anh su theo diéu udc quic té ma
Viét Nam 13 thanh vién hodc theo nguyén tic c¢6 di co lai gitta
Viét Nam va qudc gia cap;

+ C6 vin ban hoic thu dién tir do co quan c¢6 thim quyén cip
CFS hoic co quan ngoai giao nudc ngoai giri dén Cuc Quan 1y
Dugc c6 ndi dung xac nhan thong tin cia CFS;

- CFS phai c6 tdi thiéu cac thong tin quy dinh tai Piéu 36 Luat
quan 1y ngoai thuong va khoan 3 Piéu 10 Nghi dinh sb
69/2018/ND-CP ngay 15 thang 5 nam 2018 cua Chinh phu quy
dinh chi tiét mét s6 diéu ctia Ludt quan 1y ngoai thuong.

b. 86 lwogng hé so: 01 (bd)

Thoi han giai quyét

05 ngay lam viéc ké tur ngay nhan duogc hd so hop I¢€.

Péi twong thue hién thi tuc hanh chinh

To chirc, ca nhan

Co quan thuce hién tha tuc hanh chinh

Cuc Quan ly Duogc.

Két qua thyee hién thii tuc hanh chinh

S6 tiép nhan Phiéu cong b san pham m§ pham.

Lé phi (néu cé)




500.000d (Nam trim nghin dong).

Tén miu don, mau to khai (Pinh kém thii tuc nay)

Phu luc: Mau Phiéu c6ng bd san pham my pham (theo Phu luc s6
01-MP).

Yéu clu, diéu kién thue hién thi tuc hanh chinh (néu c6)

- T6 chirc, ca nhan chiu trach nhiém dua san pham ra luu thong
trén thi trudng phai c6 chirc ning kinh doanh my pham tai Viét
Nam.

- Viéc cong bo tinh nang ctia san pham my pham (mﬁﬁﬁlﬁ
dung cua san pham) phal dap ung huéng din cia ASEAN vé
cong bd tinh ning san pham my pham.

Can cir phap ly caa thu tuc hanh chinh

- Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 ctia Chinh phu
stra d6i, bo sung mot s6 quy dinh lién quan dén diéu kién dau tu,
kinh doanh thu9c pham vi quan 1y nha nuéc cua B Y té;

- Thong tu s6 277/2016/TT-BTC ngay 14/11/2016 cua Bo Tai
chinh vé viéc quy dinh mtrc thu, ché do thu, ndp, quan Iy va st
dung phi trong linh vyc duge, my pham;

- Thong tu s 06/2011/TT-BYT ngay 25/01/2011 cia By Y té
quy dinh vé quan Iy my pham;

- Théng tu s6 29/2020/TT-BYT ngay 31/12/2020 cia Bo truong
Bo Y té stra d6i, bo sung va bii bo mot sé vin ban quy pham
phap luat do Bo truong BO Y té ban hanh, lién tich ban hanh, ¢6
hiéu luc thi hanh ké tir ngay 15/02/2021.

'Tu ngay 01/01/2017, trién khai Quy ét dinh s 2659/ QD BYT ngay 17/6/2016 cua B truong

Bo Y té vé viéc ap dung co ché hai quan mot ctra quoc g gia d6i voi thi tuc hanh chinh cap sO
tiép nhan PhlLLl_L()ﬂ“ bod san phdm m¥ pham nhép khau, tat ca to chirc, ca nhan chi thuc hién
cong bo san pham my pham nhap khau va nhan két qua trén Cong théng tin mét ctra quoc gia
(http://vnsw.gov.vn). ) ’ _
*Bo di 01 thanh phan trong ho so: Gidy chiing nhan ding ky kinh doanh cua t6 chirc, ca nhan
chiu trach nhiém dua san phflm ra thi truong, theo quy dinh tai diém a khoan 1 Piéu 12 Nghi
dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phi sita doi, bo sung mot sd quy dinh
lién quan dén diéu kién dau tu, kinh doanh thudc pham vi quan 1y nha nuéc cua Bo Y té.




PHU LUC
MAU PHIEU CONG BO SAN PHAM MY PHAM

Phu luc s6 01 -MP

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

Ngay cép sé tiép nhan (Date acknowledged):
Sé tiép nhén Phiéu céng bé (Product Notification No):

Phiéu cong bé co gia tri 05 ndm ké tir ngay cap.

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 phadm (Name of brand & product):
1.1. Nhan hang (Brand)

1.2. Tén san phém (Product Name)

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




2. Dang san phém (Product type(s))

O Kem, nhil twong, sira, gel hodc dau dung trén da (tay, mat, chan, ....)
Creams, emulsions, lotions, gels and oils for skin (hands, face, feet etc)
[0 Mt na (chi trir san pham lam bong da nguén gdc hoa hoc)
Face masks (with the exception of chemical peeling products)
O Chét pha mau (16ng, nhio, bot)
Tinted bases (liquids, pastes, powders)
O Phéan trang diém, phan dung sau khi tam, bot vé sinh,....
Make-up powders, after-bath powder, hygienic powders, etc.
O Xa phong rira tay, xa phong khir mui,.....
Toilet soaps, deodorant soaps, etc
O Nudc hoa, nudc thom dung vé sinh,....
Perfumes, toilet waters and eau de Cologne
O San phém dé tim (mudi, sira, xa phong, dau, gel,....)
Bath or shower preparations (salts, lotions, foams, soaps, oils. gels, etc)
O San pham tay long
Depilatories
O San pham khir mui va chéng mui (giam mui mo hoi)
Deodorants and anti-perspirants
O San pham cham séc toc (Pé nghi danh dau vao dang san pham cu thé bén dudi)
Hair care products (Please stick on specific product type below)
O Nhudm va tdy mau toc
Hair tints and bleaches
O Ubn toc, dudi toc, gitr nép toc
Products for waving, straightening and fixing
O Céc san pham dinh dang toc
Setting products
O San pham lam sach (sira, bot, dau goi)
Cleansing products (lotions, powders, shampoos)
O San phdm dudng toc (sita, kem, dau)
Conditioning products (lotions, creams, oils)
O Cac san pham tao kiéu toc (sira, keo xit toc, sap)
Hairdressing products (lotions, lacquers, brilliantines)
O San pham dung cho cao rau hodc sau khi cao rau (kem, xa phong, sira,....)
Shaving product (creams, foams, lotions, etc)
O San pham trang diém va tay trang dung cho mit va mat
Products for making-up and removing make-up from the face and the eyes
O San pham ding cho mai
Products intended for application to the lips
O San pham cham séc rang va miéng
Products for care of the teeth and the mouth
O San pham dung dé cham soc va trang diém cho moéng tay, mong chan
Products for nail care and make-up
O San pham ding dé vé sinh co quan sinh dyc ngoai
Products for external intimate hygiene
O San pham chéng ning
Sunbathing products
O San pham lam sam da ma khong can tim nang
Products for tanning without sun
O San pham lam trdng da
Skin whitening products
O San pham chdng nhin da



Ami-wr:inkle pmdr:tcts
O San pham khac (d¢ nghi ghi rd)
Others (please specify)

3. Muc dich st dung (Intended use)

4. Dang trinh bay (Product presentation(s))

O Dang don l¢é (Single product)

O Mot nhoém cac mau (Arange of colours)

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

O Céc san pham ph01 hop trong mdt bd san pham (Combination products in a single kit)
O Cac dang khac (d& nghi ghi r3). Others (please specify)

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

5. Tén cong ty san xuat (Name of manufacturer) (Liét ké tht ca céc cong ty sin

xudt, trong trudng hgp nhidu cong ty tham gia vao qua trinh ché bién san pham)

Dia chi cong ty san Xuat (Nudc san xuét) (Address of manufacturer (state
country)):

Country

Tel: [ [ [ [[I[]II]][]]]Fax

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

O Bong goi chinh O Dong goi thi cap
Primary assembler Secondary assembler

Dia chi cua cong ty dong goi(Address of assembler (state country)):

Country

Tel: [ [ [ [ LTI TTT I JPaxe [QLTTTITTIPIILLT]

7. Tén nudc xuat khau (P& nghi danh dau vao muc thich hgp. Chi 4p dung dbi




VOl san phém my phém nhap khau) (Name of exporting country (Please tick accordingly.
Only apply to imported cosmetic products)):

Couwn t ey [[[[[]I[I]ITTITITTIT]]

San phém my phém duoc luu hanh tu do tai (Cosmetic product(s) are free sold in):
- Nudc xuit khiu (Exporting country): O

- Nudc san xuat (Manufacturing country): O

THONG TIN VE TO CHU'C, 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):

Dia chi cong ty (Address of company):

Tel: [ [ [ [ [T [TTITT ] [Faxe (RPPPPPITTITILLT]

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

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

9. Ho va tén (Name of person):

HNEEEEEEEEEEEEEEEEEEEEEEEEEEE
Tel: [ [ [ [ [ [T TTTT T JBmaite [ JIT]]II]I]] T 1]

Chtic vu ¢ cong ty (Designation in the company):

INEEEEEEEEEEEEEEEEEEEEEEEEEEE

THONG TIN VE CONG TY NHAP KHAU
PARTICULARS OF IMPORTER



10.Tén cong ty nhap khau (Name of importer):

Dia chi cong ty nhap khau (Address of importer):

Luatvietnam

HEENENREEEEEED

DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

11. P& nghi kiém tra 6 sau day (Please check the following boxes):

Tel: [ | [ J[[ITJTIIT]]]Fax

O To6i da kiém tra ban sira d6i tir Phu luc 11 dén Phuy luc VII cia danh muc c4c thanh
phém m§y pham ASEAN nhu dugc cong bd trén ban stra d6i gan day nhat cia Hiép dinh my
phiam ASEAN. T6i xin x4c nhén rang san pham dugc dé cap dén trong ban cong bd nay
khong chira bat cir mét thanh phan bi cAm ndo va ciing tuin thi 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.

O T61 dam nhan trach nhiém tra 161 va hop tac toan dién voi co quan co thim quyen vé
bat ky hoat dong kiém soat sau khi ban hang khi c6 yéu cau bdi co quan ¢6 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 sich thanh phin diy di (Product full ingredient list)

(Yéu cau ghi day du danh sach tat ca cac thanh phan va ti 1& % cua nhitng chat c6 gidi
han vé ndng d6, ham luong st dung trong my pham - To submit ingredient list with
percentages of restricted ingredients)

Tén day du thanh phan (tén danh phéap | Tilé % cua cac chatco | Ghicha
quéc té hodc tén khoa hoc chuan dia | gi6i han vé nong do,

No dugc cong nhan) ham luong
Full Ingredient name (use INCI or (Percentage of
approved nomenclature in standard | restricted ingredients)
references)

NN (W=




CAM KET (DECLARATION)

1. Thay mét cho cong ty, toi xin cam két san pharn duge dé cap trong Phiéu cong b
nay dat duoc tit ca cic yéu cau ciia Hiép dinh my 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. Téi xin chju trach nhiém tuan thi cac diéu khoan sau day (I undertake to abide by
the following conditions):

1. Bam bao co san dé cung cap cac thong tin ky thuét va tinh an toan khi co quan co6
thAm quyén yéu cau va c6 day di hd so vé cac san pham da dugc phan phdi dé bao céo 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 thong b4o ngay cho co quan ¢ tham quyén vé cac tac dung phy nghiém trong'
cua san pham gay chét nguoi ho:g'ic de doa tiph mang bang di¢n thoai, fax, thu dién tir hoac
van ban trong thoi 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 béo cao tic dung phu ctia san pham (theo mau quy. dinh)” trong thoi
han 08 ngay lam viéc ké tir ngay thong béo cho co quan co tham quyen vé nhing tac dung
phu nghiém trong nhu da néu trong myc 2 ii noi trén va cung cép bét ctr théng 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 2 ii. above, and to provide any other
information as may be requested by the Authority;

iv. Thong bao ngay cho co quan c6 thim quyén v& cac tac dung phu nghiém trong
nhung khong gay chét ngudi hodc de doa dén tinh mang cua san pham va trong bat clr truong
hop nao, viée bao cdo (sir dung miu béo cio) vé tac dung phu phai dugc tién hanh trong thoi
han 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. Cong bd véi co quan co thim quyén khi c6 bét cir su thay déi nao trong ban céng bd
nay.

Notify the Authority of any change in the particulars submitted in this notification;

! Nhur d duge dinh nghia 16 ring trong tai li¢u huéng din cho cac cong ty vé bao cdo tac dung phu ciia san phim my phim. As defined in the
Gma’e Manual for the Industry on Adverse Event Reporting of Cosmetics Products.

% Trinh bay trong phy lyc I trong tai lidu huéng din cho cic cong ty vé bdo co tac dung phu cia san phim my phim.
Set out in Appendix I to the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.



3. Téi xin cam doan rang nhiing thong tin duoc dua ra trong ban cong bd nay la dung
su that. TAt ca cac tai lidu, cac thong tin lién quan dén ndi dung cong bd s& duoe cung cap va
cac tai ligu dinh kem la ban hop phap hodc 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. T6i hiéu rang 101 s€ ¢o trach nhiém dé dam bao tit ca cac 16 san pham cua chung toi
déu dap tng cac yéu ciu phap luat, va tuan thu tAt ca tiéu chuén va chi tiéu san pham da dwoc
cong bd véi co quan ¢6 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. Téi hiéu rang trong truong hop co tranh chap phap luat, toi khéng dugc quyen su
dung ban cdng b6 san pham my pham da dugc co quan c6 tham quyén Cha[lﬁ.ﬁ fmﬂﬂl
pham ctia chiing t6i khéng dat duoc céc yéu cau vé tidu chuén, chi tiéu ma ch\mg‘g_gmg
bé.

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 ctua nguoi dai dién theo phap luat cua cong ty
[Name and Signature of person representing the local company]

Déu cua cong ty
[Company stamp] Ngay/Date]



B. Thii tuc hanh chinh cép tinh:

B1. Thu
tuc

Cap Giay chimg nhan lwu hanh ty do (CFS) d6i véi my pham
sén xudt trong nwée dé xuit khiu

Trinh ty thue hién

Buwéc 1: Thuong nhan xudt khau c6 nhu ciu cip Gidy chimg
nhan luu hanh ty do (CFS) doi véi my pham san xuét trong nudc
dé xuét khau nop hd so vé ndp hd so vé S& Y té noi dit co sd san
XUt

Buwére 2: Trong thoi han 01 ngay 1am viéc ké tir ngdy nhan duogc
hd so @& nghi cip CFS, So' Y té noi dit co sé san xuat my pham
c6 trach nhiém tiép nhan ho so, dong dau va cho sd cong vin
dén.

Buwdéc 3: Giai quyét hd so dé nghi cap CFS:

a) Truong hop hd so chua day du, ding quy dinh, trong thoi han
3 ngay lam viéc, ké tir ngay tlep nhan ho so, co quan cdp CFS
thong bao dé thuong nhan xuat khau hoan thién ho so.

b) Thoi han cép CFS khong qua 3 ngay lam viéc, ké tir ngay
thuong nhan nép ho so day du, dung quy dinh. Truong hop
khong cap CFS, co quan cap CFS ¢o6 van ban tra 161 néu 10 ly do.

¢) Co quan cip CFS co thé tién hanh kiém tra tai noi san xudt
truong hop nhan thay viéc kiém tra trén ho so 1a chua du cin cur
dé cap CFS hoic phat hién c6 dau hiéu vi pham quy dinh déi véi
CFS d cap truge do.

d) S6 luong CFS duoc cap cho hang hoda theo yéu cau cua
thwong nhan xuat khau.

d) Truong hop bd sung, stra d6i CFS; cap lai do mat, that lac
CFS, thuong nhén guri van ban dé nghi va cac gidy to lién quan
dén co quan cip CFS. Trong thoi han 3 ngay lam viéc, ké tir
ngay nhan dugc ho so day du, ding quy dinh, co quan cap CFS
xem x¢ét diéu chinh, cap lai CFS cho thuong nhan xuat khau.

Cach thirc thyuce hién

Qua duong buu dién hodc ndp truc tiép hodc truc tuyén (néu co
ap dung) tai SO Y té dia phuong noi dit co sé san xuat my pham.

Thanh phén, so lwong hd so




a. Thanh phdn hé so bao gom:

- Vén ban dé nghi cAp CFS néu ro tén hang, ma 'HS cua hang
hoa, sb chimg nhan tiéu chuan san pham hoic sd dang ky, s0
hi¢u tiéu chuan (néu co; truong hop khong co, co thé thay thé
bang s6 tiép nhan Phiéu cong bo san pham my pham), thanh
phan ham lugng hop chat (neu c0), nudc nhap khau hang hoa: 1
ban chinh, thé hién bang tiéng Viét va tiéng Anh.

- Giay chung nhan dau tu hodc gidy chimg nhan @ﬁ]ﬁﬂliﬂnlﬁlﬂh
doanh, giay ching nhan dang ky doanh nghi¢p: I ban sao co
dong dau cua thuong nhén.

- Danh muyc cac co s& san xudt (néu ¢6), bao gom tén, dia chi ctia
co s0, cac mat hang san xuat dé xuat khau: 1 ban chinh.

- Phiéu c6ng bd san pham m§ pham : 1 ban sao c6 dong dau cua
thuong nhan.

b. 6 lwong ho so: 01 (bo)

Thoi han giai quyét

03 ngay lam viéc ké tlr ngay nhan duoc hd so hop 18.

Déi twong thue hién thi tuc hanh chinh

Thuong nhan xuat khau.

Co quan thyce hién tha tuc hanh chinh

So'Y té dia phuong noi dit co s san xuat my pham.

Két qua thyee hién thii tuc hanh chinh

Gidy chimg nhan luu hanh tu do (CFS) d6i v6i my pham san
xuat trong nudc dé xuét khau.

Lé phi (néu co)

Khong quy dinh.

Tén miu don, mau to khai (Pinh kém thii tuc nay)

- CFS d6i voi hang hoa xuat khau thé hién bang ngon ngir tiéng
Anh va phai c6 tdi thiéu cac thong tin sau:
a) Tén co quan, to chirc cap CFS.




b) S6, ngay cap CFS.

¢) Tén san pham, hang hoa duoc cap CFS.

d) Loai hodc nhom san phém, hang hoa dugc cép CFS.

d) Tén va dia chi cua nha san xut.

e) Trén CFS phai ghi rd 1a san pham, hang hoa duoc san xuat va
dugc phép ban tu do tai thi trudng cua nudc san xuat hodc nude
cap CFS.

g) Ho tén, chir ky cua nguoi ky CFS va dau cua co quan, to chirc
cap CFS.

- Trudng hop nude nhép khau yéu cau thuong nhan xuit khau
ndp CFS theo mau CFS do nuéc d6 quy dinh, co quan cap CFS
dua trén miu dugc yéu cau dé cip CFS.

Yéu clu, diéu kién thuc hién thi tuc hanh chinh (néu c6)

\ ; < LuatVietnai
- Co yéu cau cua thuong nhan xuat khau vé viéc cap CFS cho

-

hang hoa.

- Co sO san xuat my pham phai c6 Gidy ching nhan du diéu kién
san xuat my pham do So Y té noi dit co s& san xuat my pham
cp.

- C6 Phiéu coéng bd san pham my pham da dugc SO Y té noi dit
co s& san xuat my pham cép so tiép nhan.

Can cir phap ly cua thu tuc hanh chinh

- Nghi dinh s6 69/2018/ND-CP ngay 15/5/2018 cua Chinh phu
quy dinh chi tiét mot sb diéu cua Luat Quan 1y ngoai thuong;

- Nghi dinh s0 93/2016/ND-CP ngay 01/7/2016 cta Chinh phu
quy dinh vé diéu kién san xuat my pham, c6 hiéu luc thi hanh ké
tor ngay 01/7/2016;

- Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 ctua Bo Y té
quy dinh vé quan Iy m§ pham;

- Théng tu s6 29/2020/TT-BYT ngay 31/12/2020 ctia Bo trudng
B Y té sira doi, bo sung va bai bo mot sé van ban quy pham
phap luat do Bo truéng BO Y té ban hanh, lién tich ban hanh, c6
hiéu luc thi hanh ké tir ngay 15/02/2021.




