
CONG HOA xA HOI CHU NGHiA VIET NAM. . .
DQc I~p - Tl]' do - H~nh plnic

Ha N9i, ngayA6 thangAl ndm 2019

BOYTE

s6:32 12019/TT-BYT

THONGTU
Sua dBi, bB sung Khoan 4 Di~u 4 va Phu luc s8 01-MP

Thong nr s8 06/20111TT-BYT ngay 25 thang 01 nam 2011
cua BQ trurrng BQY t~ quy dinh v~ qmin Iy my ph§m

Can cu Nghi dinh s6 7512017INf)-CP ngay 20 thang 6 ndm 2017 cua
C~inh phu quy dinh chuc nang, nhiem v~, quyen han va co cdu t6 chuc cua B9 Y
te;

Can cu Nghi dinh s6 6912018INf)-CP ngay 15 thdng 5 ndm 2018 cua
Chinh phu quy dinh chi nit mot s6 ili~u cua Lugt Quem If;ngoai thuong;

Th1!Chien Hiep dinh f)6i tac Toan dien va Tiin b9 xuyen Thai Binh
Duong (CPTPP) kY ngay 08 thang 3 ndm 2018;

Thea il~ nghi cua Cue truong Cue Quem If;DU(Jc,
B9 truong B9 Ydban hanh Thong tu sua il6i, b6 sung Khoan 4 f)i~u 4 va

Ph1;lI1;lCs6 01-MP Thong tu s6 06120111TT-BYT ngay 25 thang 01 ndm 2011 cua
B9 truong B9 Ydquy iltnh vd quan If;my phdm.

Di~u 1. Sua dBi, bB sung Khoan 4 Di~u 4 Thong tlf s8 06/20111TT­
BYT ngay 25 thang 01 nam 2011 cua BQ trlfo-ng BQ Y t~ quy dinh v~ quan
ly my phAm (sau day viSt t~t h1Thong tu s6 06/20111TT-BYT)

Sua d61, 1)6 sung KhO(in4 DiSu 4 Thong tu s6 06/20111TT-BYT nhu sau:
Ii.... " -,

"4: Giay.chling nh~n luu hanh t\l' do (CFS):

a) Tru6ng hqp cong b6 sc:mph§.mmy ph§.m nh~p kh§.u tir cac nuac khong
phai la ,tharlh vien CPTPP thi phai co CFS dap ling cac yeu c§.usau:. .

- CFS do nuac xu§.t kh§.u my ph§.m vao Vi~t Nam c§.p la ban chinh, con
h~n. Truang hQ'PCFS khong neu thai h~n thi phai la ban duQ'c c§.p trong vong
24 thang kS tir ngay c§.p.

- CFS phai' duQ'c hqp phap hoa lanh S\l'thea quy dinh clla phap lu~t, trir
truang hQ'pduQ'c-miSn hqp phap hoa lanh S\l'thea cac diSu uac qu6c tS rna Vi~t
Nam la thanh vien. -

- CFS phai co t6i thiSu cac thong tin thea quy dinh t~i DiSu 36 Lu~t Quan
ly Ngo~i thuang va Khoan 3 DiSu 10 Nghi dinh s6 69/2018/ND-CP ngay 15
thang 5 nam 2018 clla Chinh phu quy dinh chi tiSt mQt s6 diSu clla Lu~t Quan lYi
ngo~i thuang.

b) Truang hqp cong b6 san ph§.nimy ph§.m duQ'c luu ?anh va xu§.tkh§.u tit'
cac nuac thanh vien CPTPP (Nuac thanh vien CPTPP la bat kY Nha nuac ho~c



No'inh~n:
- TM tu6ng, cac Ph6 Thu tu6ng Chinh pM;
- Van phbng Trung uong va cac Ban cua Dang;
- Van phbng T6ng Bi Thu;
- Van phOng Qu6c hQi;
- Van phOng Chu tich nuac;
- Van phOng Chinh pM (PhOng Cong bao; C6ng thOng
di~n t{rChfnh pM; C\lCKSTTHC);
- B(>Tu phap (C\lCKiSm tra VBQPPL);
- Cac B(>,CO' quan ngang B(>,Co quan thu(>cChinh phu;
- B(>tru6'ng B(>Y t~ (d~ bao cao);
- Cac Thu tru6'ng B(>Y t~ (d~ chi d~o th\Ic hi~n);
- UBND cac tinh, tMnh ph6 tr\Ic thu(>cTrung uong;
- Sa Y t~ cac tinh, thanh ph6 tfl,fc thu(>cTrung uong;
- Cac V\l, C\lC, T6ng C\lC,Van phOng B(>,Thanh tra B(>;
- C6ng thOng tin di~n tlr B(>Y t~; /I 11 _
- Luu: VT, PC, C\lC QLD (05 ban). 1V't;:::

lanh th6 hai quan rieng nao rna Hiep dinh CPTPP da diroc phe chuan va co hieu
lire) thi khong phai co CFS."

f)i~u 2. Sua d8i, b8 sung Phu luc s8 Ol-MP ban hanh kern theo Thong
nr s8 06/2011lTT-BYT

Phu luc s6 01-MP ban hanh kern thea Thong tu s6 06/20111TT-BYT duoc
sua d6i, b6 sung thea Phu luc duoc ban hanh kern thea Thong tu nay.

f)i~u 3. Quy dinh chuyen ti~p
a) He, sa cong b6 san pham my pham nhap khau nr cac mroc thanh vien

CPTPP nQP tir ngay Hiep dinh CPTPP co hieu luc thi hanh tai Vi~t Nam
(14/0112019) duoc thirc hien thea quy dinh tai Thong tu nay.

b) He, sa cong b6 san pham my pham co kern thea m~u quy dinh tai PhV
luc s&01-MP Thong tu s6 06/2011/TT-BYT nop tnroc ngay Thong tu nay co
hieu luc thi thuc hien thea Thong tu s6 06/20111TT-BYT, tnr tnrong hop co sa
dS nghi thuc hien thea quy dinh tai Thong tu nay.

f)i~u 4. HH;u lire thi hanh. .
Thong tu nay co hieu lire thi hanh kS tu ngay 01 thang 02 nam 2020.

f)i~u 5. Trach nhi~m thi hanh
1. Cvc truang Cvc Quan Iy Duqc chiu trach nhi~m t6 chilc, th\Ic hi~n

Thong tu nay.
2. Chanh Van phong BQ, Chanh Thanh tra BQ, Thli truang cac dan vi

thuQc va tr\IC thuQc BQY t@,Giam d6c Sa Y t@tinh, thanh ph6 tr\ICthuQc Trung
uang va cac t6 chilc, ca nhan co lien quan chiu trach nhi~m thi hanh Thong tu
nay.

Trong qua trinh th\Ic hi~n Thong tu nay, n@uco vuang m~c, co quan t6
chilc, ca nhan gui y ki@nvS BQY t@(Cvc Quan Iy Duqc - BQY t@,dia chi: 138A
Giang Va, Ba Dinh, Ha NQi) dS xem xet, giai quy@t.l.



PHULUC. .
MAU PHIEU CONG BO SAN PHAM MY PHAM

I..Phu luc so Ol-MP

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

Ngay cap (Date acknowledged):

s6 cong b6 (Product Notification No):

Phieu cong b6 co gia tri 05 nam ki tit ngay cdp.

PRIEU CONG BO SAN PRAM MY PRAM
TEMPLATE FOR NOTIFICATION OF COSMETIC PRODUCT

o Danh d~u vao (> thich hop (Tick where applicable)

TRONG TIN SAN PRAM
PARTICULARS OF PRODUCT

1. Ten nhan hang va ten san pham (Name of brand & product):

1.1. Nhan hang (Brand)

1111111111111111111111111111

1.2. Ten san pham (Product Name)

1111111111111111111111111111

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



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

o Kern, nhii tuong, sua, gel hoac d~u dung tren da (tay, mat, chan, .... )
Creams, emulsions, lotions, gels and oilsfor skin (hands,face, feet, etc)

o Mat na (ehi tnr san pham him bong da nguon g6e hoa hoc)
Face masks (with the exception of chemical peeling products)

o Cac eh~t phu mau (long, nhao, bot)
Tinted bases (liquids,pastes, powders)

o Cac phan trang diem, ph~n dung sau khi tam, bQt v~ sinh, ....
Make-up powders, after-bath powder, hygienic powders, etc.

o Xa phong t~m, xa phong khir mui, .....
Toilet soaps, deodorant soaps, etc

o Nurre hoa, mroc them dung v~ sinh, ....
Perfumes, toilet waters and eau de Cologne

o Cac san pham dS t~m hoac gQi (muoi, xa phong, d~u, gel, .... )
Bath or shower preparations (salts,foams, oils. gels, etc)

o San pham t~y long
Depilatories

o Ch~t khir mui va chong mui
Deodorants and anti-perspirants

o Cac san pham cham soc toe
Hair careproducts
- Nhuorn va t~y toe
Hair tints and bleaches

- Thu6e u6n toe, du6i toe, gift nSp toe
Products for waving, straightening andfixing

- Cac san pham dinh dang toe
Setting products

- Cac san pham lam sach (sua, bot, d~u gQi)
Cleansing products (lotions,powders, shampoos)

- San pham eung e~p eh~t dinh duong eho toe (sua, kern, dau)
Conditioning products (lotions, creams, oils)

- Cac san pham tao kiSu toe (sua, keo xit toe, sap)
Hairdressing products (lotions, lacquers, brilliantines)

o San ph~m dung e~o rau (kern, xa phong, sua, .... )
Shaving product (creams,foams, lotions, etc)

o Cae san ph~m trang diSm va t~y trang dung cho m~t va m~t
Products for making-up and removing make-upfrom theface and the eyes

o Cae san ph~m dung cho moi
Products intendedfor application to the lips

o Cae san ph~m dS cham soc rang va mi~ng
Products for care of the teeth and the mouth

o Cae san ph~m dung dS eham soc va to diSm cho mong tay, mong chan
Products for nail care and make-up

o Cae san ph~m dung dS v~ sinh ben ngoai
Products for external intimate hygiene

o Cae san pham ch6ng n~ng
Sunbathing products

o San ph~ lam s~m da rna khong e~n t~m n~ng
Productsfor tanning without sun

o San pham lam tr~ng da
Skin whitening products



D San pham chong nhan da
Anti-wrinkle products

D San pham khac (d~ nghi ghi ra)
Others (please specify)

3. Muc dich su dung (Intended use)

4. Dang trinh bay (Product presentationisj)
D D~ng dan Ie (Single product)
D MQt nh6m cac mau (A range of colours)
D Bang cac mau trong mot dang san pham (Palette(s) in a range of one product type)
D Cac san pham phoi hop trong mot bQ san pham (Combination products in a single kit)
D Cac dang khac (d~ nghi ghi ro), Others (please specify)

THONG TIN vi: CONG TY SAN XUAT/DONG GOIlxuAT KHAu
(D~ nghi dinh kern danh sach rieng n@unhir c6 nhi~u han mot cong ty san xu~tI dong

g6i dS tao ra mot san pham hoan chinh)

PARTICULARS OF MANUFACTURER(S)/ASSEMBLER(S)/EXPORTER
(Please attach in a separate sheet if there are more than one manufacturer/assembler)

5. Ten Cong ty san xuat (Name of manufacturer):

I I I I I I I I I I I I I I I I I I III II I III I I I
Dia chi Cong ty san xuat (mroc san xuat) (Address of manufacturer (state

country)):

Tel: I I I I I I I I I I I I I I I I Fax: I I I I I I I I I I I I I I I I I
6. Ten cong ty d6ng g6i (D~ nghi danh d~u vao muc thich hop. C6 th~ danh d~u

nhieu hon 01 0) (Name of assembler (Please tick accordingly. May tick more than one box)):

o D6ng g6i chinh
Primary assembler

D Dong g6i thir c&p
Secondary assembler

I I I IIIII I I I I I I I I I I I I I I I I I I I I I
Dia chi cua cong ty dong g6i (Address of assembler (state country)):

Tel: I I I I I I I I I I I I I I I I Fax: I I I I I I I I I I I I I I I I I



I I II I I I IIII I I I I III I I I I II I I I I I I

7. Ten cong ty xuftt khau (U~ nghi danh dftu vao muc thich hop, Chi ap dung d6i
voi san pham my pham nhap khan) (Name of exporter (Please tick accordingly. Only apply
to imported cosmetic products)):

San pham my pham duoc luu hanh tv do tai mroc xuftt khan: 0 C6 0 Khong
(Cosmetic product(s) are free sold in the exporting country) Yes No

Dia chi cua cong ty xuftt khau (Address of exporter (state country)):

Tel: I I I I I I I I I I I I I I I I Fax: I I I I I I I I I I I I I I I I I
THONG TIN VE TO CHUC, cA NHAN CHJU TRAcH NHItM

IH1A SAN pHAM MY PHAM RA THJ TRUONG
lPARTICULARS OF LOCAL COMPANY RESPONSIBLE FOR PLACING

THE COSMETIC PRODUCT IN THE MARKET

8. Ten cong ty (Name of company):

I I I I I I I I I I I I I I I I I I I I I III I II II I
Dia chi cong ty (Address of company):

111111111111111111111111111111

Tel: I I I I I I I I I I I I I I I I Fax: I I I I I I I I I I I I I I I I I
S6 giay phep kinh doanh/So gifty phep hoat dong
Business Registration NumberlLicense to Operate Number

I I I I I I I I I I I I I I I I I I I I I
THONG TIN VE NGUiJI D~I DItN THEO PHAp LU!T CVA CONG TY
PARTICULARS OF PERSON REPRESENTING THE LOCAL COMPANY

9. H<;>va ten (Name of person):

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I
Tel: I I I I I I I I I I I I I I I I Email: I I I I I I I I I I I I I I I I
Chirc V\l a cong ty (Designation in the company):

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I



THONG TIN VE CONG TY NH4.P KHAu
PARTICULARS OF IMPORTER

10. Ten cong ty nh~p khfiu (Name of importer):

I II I I I I II I I III I II I II I I I I I IIII I
Dia chi cong ty nh~p khfiu (Address of importer):

111111111111111111111111111111

Tel: I I I I I I I I I I I I I I I I Fax: I I I I I I I I I I I I I I I I I
DANH SACH THANH PHAN

PRODUCT INGREDIENT LIST
11. U~ nghi ki€m tra 0 sau day (Please check the following boxes):

o Toi da kiem tra ban sua d6i tir Phu luc II d~n Phu luc VII cua danh muc cac thanh
phan my pham ASEAN nhu duoc cong b6 tren ban sua d6i g~n day nhfrt cua Hiep dinh my
pham ASEAN. Toi xin xac nhan rang san pham duoc d~ c~p d~n trong ban cong b6 nay
khong chua bfrtcir mot thanh phan bi cam nao va cling tuan thu voi danh muc han ch~ va cac
dieu kien quy dinh trong cac phu Iuc.

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 Toi dam nhan trach nhiem tra loi va hQ'Ptac toan dien voi co quan c6 tharn quyen v~
b~t ky heat d('>ngkiem soat sau khi ban hang khi c6 yeu du boi co quan c6 tham quyen,

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 such thanh phan dfty du (Product full ingredient list)
(Yeu cau ghi day du danh sach thanh phan va ti l~ % cua nhung chat co gi6i h~n v~
n6ng de>, ham luqng su d\lng trong my phfim - To submit ingredient list with
percentages of restricted ingredients)

Ten day du thanh phan (ten danh phap quoc te ho~c Ti l~ % cua nhung

No su d\lng ten khoa hQc chufin dff duqc cong nh~n) chat co gi6i h~n v~
Full Ingredient name (use INCI or approved n6ng de>,ham luqng
nomenclature in standard references)

1
2
3
4
5



6
7
8
9

CAM KET (DECLARATION)

1. Thay mat cho cong ty, toi xin cam kSt san pham duoc d~ c~p trong don cong b6 nay
dat diroc tftt eft cac yeu du trong Huang d~nMy pham ASEAN va cac phu luc cua no.

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. Toi xin chiu trach nhiem tuan thu cac di~u khoan sau day (I undertake to abide by
thefollowing conditions):

i, Dam bao co s~n dS cung cftp cac thong tin ky thuat va tinh an toan khi co quan co
tham quyen yeu du va co d§.ydu h6 sa v~ cac san pham da diroc phan ph6i dSbao cao trong
tnrong hQ'Psan pham phai thu h6i.

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 theproducts for product recall purposes;

ii. Phai thong bao ngay cho co quan co tham quyen v~ cac tac dung phu nghiem trong
gay chet nguoi hoac de doa tinh mang cua san pham bang dien thoai, fax, thir dien tir hoac
van ban tnroc 07 ngay kS tir ngay biSt 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 afterfirst knowledge;

iii. Phai hoan thanh bao cao tac d\mg ph\l cua san phk (theo m~u quy dinh) trong
yang 08 ngay lam vi~c kS tu ngay thong bao cho ca quan co th~m quy~n v~ nhUngtac d\lllg
phl.lnghiem trQngnhu da neu trong m\lc 2 ii noi tren va cung cftp bftt Cll thong tin nao thea
yeu du cua ca quan co th~m quy~n.

Complete the Adverse Cosmetic Event Report Form2 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 ca quan co th~m quy~n v~ cac phan Ungph\l nghiem trQngnh­
ung khong gay chSt nguai ho~c de dQadSn tinh m<;lngcua san ph~m va trong bftt Cll tru<'mg
hQ'Pnao, vi~c bao cao (su dl.lllgm~u bao cao) v~ tac d\lng phl.lphai duQ'ctiSn hanh tru6c 15
ngay kS tu ngay biSt v~ tac dl.lngph\l 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 b6 v6i ca quan co th~m quy~nkhi co bftt Cll S\f thay d6i nao trong ban cong b6
nay.

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

1 NhU'<1a<1U'Q'C<1inhnghia ro rang trong tai li~u hU'angd~n cho cac cong ty v~ bao cao tac dl,mgphl,l cua san pham my pham.
As defined in the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.
2 Trinh bay trong phl,l Il,IcI trong tai li~u hU'angd~n cho cac cong ty v~ bao cao tac dl,lng phl,lcua san pham my pham.
Set out in Appendix I to the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.



3. Toi xin cam doan rang nhirng thong tin duoc dira ra trong ban cong b6 nay la dung
S\I that. T~t ca cac tai lieu, cac thong tin lien quan d~n nQi dung cong b6 se duoc cung dp va
cac tai lieu dinh kern la ban hQ'Pphap hoac 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 hieu rang toi se co trach nhiem d~ dam bao t~t ca cac 10 san pham cua chung toi
d~u dap irng cac yeu du phap luat, va twin thu t~t ca tieu chuan va chi tieu san pham da duoc
cong b6 voi co quan co tham quyen.

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. Toi hieu rang trong tnrong hQ'Pco tranh chap phap luat, toi khong duoc quyen su
dung ban cong b6 ch~t hrong san pharn da diroc co quan co th~rn quyen ch~p nhan neu san
pham cua chung toi khong d~t duQ'c cac yeu du v~ tieu chu~n, chi tieu rna chung toi da cong
b6.

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.

Ten va ehu ky eua nguai d~i di~n thea phap 1u~teua eong ty
[Name and Signature a/person representing the local company]

Dfrueua eong ty
[Company stamp] Ngay [Date]




