BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

S6: 7866/QD-BYT Ha Ngi, ngay 28 thang 12 nam 2018

QUYET PINH

Vé viéc cdng bé thii tuc hanh chinh méi ban hanh/ dwgc sira doi, bo sung
trong linh vuc my pham thugc pham vi chirc nang quan ly caa Bo Y té

BO TRUONG BQ Y TE

Can cir Nghi dinh sb 75/2017/ND- -CP ngay 20 thang 6 ndm 2017 cua Chinh
pht quy dinh chiic niang, nhiém vy, quyén han va co cau to chic ciia Bo Y té;

Can ctr Nghi dinh s 63/2010/ND-CP ngay 08 thang 6 nim 2010 caa Chinh
phu vé kiém soét thi tuc hanh chinh; Nghi dinh sb 48/2013/ND-CP ngay 14 thang
5 nam 2013 cua Chinh phu vé stra doi, bo sung mot sé diéu cua cac Nghi dinh lién
quan dén kiém soat thir tuc hanh chinh va Nghi dinh s6 92/2017/NB-CP ngay 07
thang 8 nam 2017 ctia Chinh phu stra d6i, b sung mot sb diéu cia cac nghi dinh
lién quan dén kiém soét thu tuc hanh chinh;

Xét dé nghi cta Cuc truéng Cuc Quan 1y Duoc - Bo Y té,

QUYET PINH:

Piéu 1. Cong bd kém theo Quyét dinh nay 04 thi tuc hanh chinh mai ban
hanh va 02 tha tuc hanh chinh duoc stra ddi, bd sung tai Nghi dinh sé
155/2018/ND-CP ngay 12 thang 11 nam 2018 cua Chinh phu trong linh vuc m¥y
pham thudc pham vi chic nang quan Iy nha nuée caa Bo Y té.

Piéu 2. Quyét dinh nay cd hiéu luc thi hanh ké tir ngay ky.

biéu 3. Cac Ong, Ba: Chanh Van phong B9, Thu truéng cdc Tong cuc, céc
Vu, Cuc, Thanh tra Bg, S¢ Y té cac tinh, thanh pho truc thudc Trung wong va Thu
truong cac don vi ¢6 lién quan chiu trach nhiém thi hanh Quyeét dinh nay./.

Noi nhgn: KT. BO TRUONG
-Nhubieu3; THU TRUONG

- B0 trudng (dé€ b/cao);

- Cac Thu truong Bo Y té (dé p/h chi dao);

- Cyc Kiém so4t TTHC - VPCP;

- Cong TTDT cia Bo Y té; ba ky

- Website ctia Cuc QLD;

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

Trwong Quéc Cuong



THU TUC HANH CHINH MOI1 BAN HANH/ SUA POI, BO SUNG
TRONG LINH VUC MY PHAM THUQC PHAM VI CHUC NANG

QUANLY CUABQ Y TE

(Ban hanh kém theo Quyér dinh s¢ 7866/0P-BYT ngay 28 thang 12 nam 2018

cua Bé triong B4 Y té)

quan ly caa B9 Y té:

PHAN I. DANH MUC THU TUC HANH CHIiNH

A. Danh muc thi tuc hanh chinh méi ban hanh thugc pham vi chirc nang

STT Tén thi tuc hanh chinh Linh vuc Co quan
thuc hién
Al. Thii tuc hanh chinh cip Trung wong
1 | Capsdtiép nhan Phiéu cong bd san phammy | My pham | Cuc Quan ly
pham nhap khau Duoc
2 | Cap Giay chang nhan co so dap tng cac| My pham | Cuc Quan ly
nguyén tac, tiéu chuan “Thuc hanh tét san Duoc
xuat my pham” cua Hiép hoi cac nuéc Pong
Nam A (CGMP-ASEAN)
3 | Pon hang nhap khau my pham ding cho| My pham | Cuc Quan ly
nghién ctu, kiém nghiém Duoc
A2. Thii tuc hanh chinh cap tinh
4 | Capsb tiép nhan Phiéu cong bd san phammy | M§ pham SoY té

pham san xuat trong nuéc




chire niing quan Iy cia Bo Y té:

B. Danh muc thi tuc hanh chinh dwec sira d6i, bo sung thudc pham vi

STT | S6 hdéso | Tén thi tuc | Tén VBQPPL quy dinh | Linh Co
TTHC | hanh chinh | ndi dung sira d6i, bé sung | vec | quan
thuc
hién
B1. Tha tuc hanh chinh cép tinh
1 | B-BYT- |Cip Gidy | Nghi dinh 6| My | SoYté
286777-TT| chitng nhan | 155/2018/ND-CP  ngay | pham
du diéu kién | 12/11/2018 caa Chinh phu
san xuat my | sira d6i, bo sung mot sé quy
pham dinh lién quan dén diéu
kién dau tu, kinh doanh
thuoc pham vi quan ly nha
nudc caa Bo Y té
2 | B-BYT- |Cép lai Giay | Nghi dinh s6| My | SoYté
286778-TT| chitng nhan | 155/2018/ND-CP  ngay | pham
du diéu kién | 12/11/2018 caa Chinh pha
san xuat my | sira d6i, bo sung mot sé quy
pham dinh lién quan dén diéu

kién dau tu, kinh doanh
thuoc pham vi quan ly nha
nudc cua Bo Y té




PHAN I1. NQI DUNG CU THE CUA TUNG THU TUC HANH CHIiNH
TRONG LINH VU'C MY PHAM THUQC PHAM VI QUAN LY CUABQ Y
TE

A. Danh muc thi tuc hanh chinh ban hanh méi

Al. Thi tuc hanh chinh cap Trung wong:

1. Thii tuc | Cap s6 tiép nhan Phiéu cdng bd san phAm my pham nhap
khau

Trinh ty thyc hién

Buwée I: Trudce khi nhap khau, Tb chie, ca nhan chiu trach nhiém
dua san pham my pham ra thi truong nop ho so cong bd san pham
my pham vé Cuc Quan Iy Duoc thdng qua Cong théng tin mot cira
quéc gia (tai dia chi: http://vnsw.gov.vn).

Buwée 2: Trong thoi han 01 ngay 1am viéc ké tir ngay nhan duoc
ho so cong bé my pham, Cuc Quan 1y Duoc cd trach nhiém tiép
nhan hd so va gui Phiéu bao thu néu ho so day du va hop Ié.
Truong hop ho so chua day du, hop 1é thi gui thong bao va néu
nhitng ndi dung chua day da, hop Ié toi To chirc, ca nhan cong bd.

Buwéc 3: Giai quyét hd so cong bd san pham my pham:

a) Trong vong 03 ngay lam viéc ké tir ngay nhan duoc ho so cong
bd hop 18 va phi céng bd theo quy dinh, Cuc Quan Iy Duoc ¢
trach nhiém ban hanh sé tiép nhan Phiéu céng b san pham my
pham.

b) Trudng hop hd so cong bd chwa dap g theo quy dinh thi trong
vong 05 ngay 1am viéc ké tir ngay nhan dugc hd so, Cuc Quan ly
Duoc théng b&o bang vin ban dién tir cho té chuc, c& nhan cong
bé biét cac noi dung chua dap Gmg dé stra doi, bo sung hd so (néu
cu thé cac noi dung chua dap tng).

Ho so bo sung cua don vi gom:

- Van ban giai trinh vé viéc stra di, bd sung cua to chirc, ca nhan
dung tén cong bé;

- Phiéu cdng bd san pham my pham va/hoic cac tai liéu khac duoc
stra d6i, bo sung;

Trong vong 05 ngay 1am viéc ké tir ngay nhan duoc hd so b sung
dap tng theo quy dinh, Cuc Quan Iy Duogc c0 trdch nhiém ban
hanh sé tiép nhan Phiéu céng bd san pham my pham.



http://vnsw.gov.vn/

Truong hop ho so stra d6i, bo sung khong dap tng theo quy dinh
thi trong vong 05 ngay 1am viéc ké tir ngay nhan dugc hd so bd
sung, Cuc Quan 1y Duoc théng bao bang van ban dién tir khdng
ddng y cap so tiép nhan Phiéu cong bd san pham my pham cho san
pham nay.

¢) Trong thoi gian 03 thang ké tir ngay ban hanh vin ban thdng
béo theo quy dinh tai diém b néu trén, néu Cuc Quan 1y Dugc
khéng nhan dugc hd so bo sung cua to chic, ca nhan dung tén
cdng bé thi hd so cong bd khdng con gia tri. Trong truong hop
nay, néu té chic, ca nhan mudn tiép tuc cong bé thi phai nop hd
so m&i va nop phi/lé phi méi theo quy dinh.

Cich thire thye hién’

Nop hd so truc tuyén thdng qua Cong thdng tin mot cira qudc gia
(tai dia chi: http://vnsw.gov.vn).

Thanh phin, sb lwong ho so

a. Thanh phén ho so bao gom:*

- Phiéu cong bd san pham my pham;

- Giay ny quyén cua nha san xuat hoic chu s hitu san pham ay
quyén cho t6 chirc, ca nhan chiu trach nhiém dua san pham ra thi
truong duoc phan phdi san pham my pham tai Viét Nam;

- Giay chitng nhan luu hanh tu do (CFS).

b. S6 lwong ho so: 01 (bd)

Thoi han giai quyét

- 03 ngay lam viéc ké tir ngay nhan duoc hd so cong bd hop 18 va
phi cong bd theo quy dinh (d6i voi trudng hop cap sb tiép nhan);

- 05 ngay lam viéc ké tir ngay nhan dugc hd so cong bd va phi
cong bd theo quy dinh (dbi voi trudong hop chua cap sé tiép nhan).

Poi twong thue hién thi tuc hanh chinh

T4 chirc, ca nhan

Co quan thyuc hién tha tuc hanh chinh

Cuc Quan ly Dugc.



http://vnsw.gov.vn/

Két qua thyc hién thii tuc hanh chinh

S6 tiép nhan Phiéu cong b san pham my pham.

L¢ phi (néu c0)

500.000d (Nam trim nghin dong).

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

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

Yéu cau, diéu kién thue hién thii tuc hanh chinh (néu c6)

- T6 chuc, ca nhan chiu trach nhiém dwa san pham ra luu théng
trén thi truong phai cé chirc nang kinh doanh my pham tai Viét
Nam.

- Viéc cbng bd tinh niang cua san pham my pham (muc dich sir
dung cia san pham) phai dap ung huéng dan caa ASEAN vé cong
bé tinh nang san pham my pham.

Can cir phap ly cua thu tuc hanh chinh

- Nghi dinh s6 155/2018/NB-CP ngay 12/11/2018 cua Chinh phu

stra d6i, bd sung mot s6 quy dinh lién quan dén diéu kién dau tu,

kinh doanh thugc pham vi quan 1y nha nudc cia Bo Y té;

- Quyét dinh s6 2659/QD-BYT ngay 17/6/2016 cua Bo truong Bo

Y té vé viéc &p dung co ché hai quan mot cira qubc gia dbi vai tha

tuc hanh chinh cap sé tiép nhan Phiéu cong bb san pham my pham

nhap khau:

- Thong tu 277/2016/TT-BTC ngay 14/11/2016 cua Bo Tai chinh

vé viéc quy dinh muc thu, ché do thu, nop, quan 1y va st dung phi

trong linh vuc dugc, my pham;

- Théng tu s6 06/2011/TT-BYT ngay 25/01/2011 cua Bo Y té quy

dinh vé quan ly my pham.

Tu ngay 01/01/2017, trién khai Quyét dinh sb 2659/Qb-BYT ngay 17/6/2016 ctua Bo truong
BOY té vé viéc ap dung co ché hai quan mot cira quoc gia doi véi thu tuc hanh chinh cap s6
tiép nhén Phleuq cong bd san pham my pham nhap khau, tat Caqto chtrc, cd nhan chi thuc hién
cong bo san pham my pham nhap khau va nhan ket qua trén Cong théng tin mot cua quoc gia
(http://vnsw.gov.vn). ‘ ) 7

B¢ di 01 thanh phan trong ho so: Giay chung nhan dang ky kinh doanh cua t6 chirc, ca nhan
chiu trach nhi¢m dua san pham ra thi truong, theo quy dinh tai diém a khodn 1 Dieu 12 Nghi

dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu sira doi, b6 sung mot sb quy dinh
lién quan dén diéu kién dau tu, kinh doanh thudc pham vi quan 1y nha nuéc caa Bo Y té.
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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 (Date acknowledged):
Sé cong bd (Product Notification No):

Phiéu cong bé c6 gia trj 05 ndm ké tir ngay cép.

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

M Panh dau vao 6 thich hgp (Tick where applicable)

THONG TIN SAN PHAM
PARTICULARS OF PRODUCT

1. Tén nhan hang va tén san pham (Name of brand & product):
1.1. Nhén hang (Brand)

1.2. Tén san pham (Product Name)

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




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

[0 Kem, nhil twong, sita, gel hoic dau dung trén da (tay, mit, chén, ....)
Creams, emulsions, lotions, gels and oils for skin (hands, face, feet, etc)
0 Mt na (chi trir san pham lam bong da nguén géc héa hoc)
Face masks (with the exception of chemical peeling products)
O Céc chat phu mau (I6ng, nhéo, bot)
Tinted bases (liquids, pastes, powders)
0 Céc phan trang diém, phan dung sau khi tim, bot vé sinh,....
Make-up powders, after-bath powder, hygienic powders, etc.
O Xa phong tim, xa phong khar mui, . ...
Toilet soaps, deodorant soaps, etc
O Nudc hoa, nudc thom dung vé sinh,....
Perfumes, toilet waters and eau de Cologne
0 Céc san pham dé tim hoic goi (mudi, xa phong, dau, gel.....)
Bath or shower preparations (salts, foams, oils. gels, etc)
O San pham tay long
Depilatories
O Chat khar mai va chong mui
Deodorants and anti-perspirants
[ Céc san pham chim soc toc
Hair care products
- Nhudm va tay téc
Hair tints and bleaches
- Thuéc ubn téc, dudi toc, gitt nép toc
Products for waving, straightening and fixing
- Céc san pham dinh dang toc
Setting products
- Cac san pham lam sach (sira, bot, dau goi)
Cleansing products (lotions, powders, shampoos)
- San pham cung cap chat dinh dudng cho téc (sira, kem, dau)
Conditioning products (lotions, creams, oils)
- Céc san pham tao kiéu toc (sita, keo xit toc, sap)
Hairdressing products (lotions, lacquers, brilliantines)
O San pham dung cao rau (kem, xa phong, sita,....)
Shaving product (creams, foams, lotions, etc)
[0 Céc san pham trang diém va tay trang dung cho mat va mat

Products for making-up and removing make-up from the face and the eyes

O Céc san pham dung cho moi
Products intended for application to the lips
0 Céc san pham dé cham soc ring va miéng
Products for care of the teeth and the mouth
0 Céc san pham dung dé cham soc va té diém cho méng tay, méng chan
Products for nail care and make-up
0 Céc san pham dung dé vé sinh bén ngoai
Products for external intimate hygiene
0 Céc san pham chdng ning
Sunbathing products
O San pham 1am sam da ma khdng can tim ning
Products for tanning without sun
O San pham 1am tring da
Skin whitening products



O San pham chdng nhin da
Anti-wrinkle products

O San pham khac (dé nghi ghi r6)
Others (please specify)

3. Muc dich str dung (Intended use)

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

O Dang don 1¢ (Single product)

O M6t nhédm cac mau (A range of colours)

O Bang c4c mau trong mot dang san pham (Palette(s) in a range of one product type)

[ Céc san pham phdi hop trong mot bo san pham (Combination products in a single kit)
[ Cac dang khac (dé nghi ghi rd). Others (please specify)

THONG TIN VE NHA SAN XUAT/PONG GOI
(Dé nghi dinh kém danh sach riéng néu nhu ¢6 nhiéu hon mot céng ty san xuat/ dong
g06i dé 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)

5. Tén nha san xuat (Name of manufacturer):

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

Country

Tel: Fax:

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

O Pong goi chinh O Pong goi thir cap
Primary assembler Secondary assembler




bia chi ctia cong ty dong goi (Address of assembler (state country)):

Country

Tel: Fax:

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

7. Tén cbng ty (Name of company):

bia chi cong ty (Address of company):

Tel: Fax:

S6 gidy phép kinh doanh/Sé 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

8. Ho va tén (Name of person):

Tel: Email:

Chuc vu 6 cong ty (Designation in the company):




THONG TIN VE CONG TY NHAP KHAU
PARTICULARS OF IMPORTER

9. Tén cdng ty nhap khau/Name of Importer:

Dia chi cong ty nhap khau/Address of importer:

Tel: Fax:

DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

10. Pé nghi kiém tra 6 sau day (Please check the following boxes):

O Tbi da kiém tra ban stra d6i tir Phu luc II dén Phu luc VI cia danh muc céc thanh phan
my pham ASEAN nhu duoc cong bé trén ban sira d6i gan day nhét cua Hiép dinh my pham
ASEAN. T6i xin xac nhan rang san pham duoc dé cap dén trong ban cong bd nay khong chua
bat cr mot thanh phan bi cAm nao va cling tuén tha véi danh muc han ché va cac diéu kién quy
dinh trong cac phu luc.

I have examined the latest revisions of the Annexes Il 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 T6i dam nhan trach nhiém tra loi va hop tac toan di¢n véi co quan c6 tham quyen vé
bat ky hoat dong kiém soat sau khi ban hang khi c6 yéu cau béi 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 sach thanh phan day @i (product full ingredient list)
(Yéu cau ghi day du danh sach thanh phan va ti 1¢ % ciia nhitng chat cé gidi han vé nong

d6, ham luwong sir dung trong my pham — To submit ingredient list with percentages of
restricted ingredients)

Tén day du thanh phan (tén danh phap quéc té hogc sir | Ti I& % cua nhitng

No dung tén khoa hoc chuan da dugc cdng nhan) chat c6 gigi han vé
Full Ingredient name (use INCI or approved | nongdd, ham lugng
nomenclature in standard references)




Ol N O] 01| | W

CAM KET (DECLARATION)

1. Thay mat cho cdng ty, tdi xin cam két san pham dugc dé cap trong don cong bd nay
dat duoc tat ca cac yeu cau trong Hudng dan My 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 nhiém tuan thu cac diéu khoan sau day (1 undertake to abide by the
following conditions):

i. Pam bao c6 sin dé cung cap céc thong tin ki thuat va tinh an toan khi co quan c6 tham
quyen yéu cau va co day du ho so vé cac san pham da dugc phan phoi 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 bdo ngay cho co quan c6 thém quén vé cac tac dung phu nghiém trong
gay chét nguoi hoac de doa tinh mang cua san pham bang dién thoai, fax, thu dién tur hoac van
ban trudc 07 ngay keé tir ngay biét théng 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 céo tac dung phu cua san pham (theo mau quy dinh) trong vong
08 ngay lam viéc ké tir ngay thong bao cho co quan co tham quyén vé nhiing tac dung phu
nghiém trong nhu da néu trong myc 2 ii ndi trén va cung cap bat cr 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 2 ii. above, and to provide any other information
as may be requested by the Authority;

iv. Thong bao ngay cho co quan c6 tham quyén vé cac phan ang phu nghlem trong nhung
khong gay chét ngudi hodc de doa dén tinh mang cua san pham va trong bét ctr truong hop

I Nhw da dwogc dinh nghia rd rang trong tai liéu hwéng dan cho céc cong ty vé béo céo tac dung phu cia san phdm m§ phdm. 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 hwéng dan cho cac cong ty v& bao céo tac dung phu clia san phdm m§ pham.

Set out in Appendix | to the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.



nao, viéc bao cao (s dung mau bao co) vé tac dung phu phai dugc tién hanh trude 15 ngay
ké tir ngay biét ve 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 b véi co quan c6 tham quyén khi cé bat cr sy thay d6i ndo trong ban cong b
nay.
Notify the Authority of any change in the particulars submitted in this notification;

3. T6i xin cam doan rang nhimg thong tin dugc dua ra trong ban cdng bd nay la dung su
that. T4t ca cac tai liéu, cac thong tin lién quan dén noi dung cong bd s& dugc cung cip va cac
tai liéu dinh kem la ban hop phap 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 hiéu rang toi s& c6 trach nhiém dé dam bao tat ca cac 16 san pham cua ching toi
déu dap ung cac yéu cau phap luat, va tuan thu tat ca tiéu chuan va chi tiéu san pham da duoc
cong bo véi co quan c6 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 | have declared to the Authority.

5. T6i hiéu rang trong truong hop cd tranh chap phap luat, t6i khong dugc quyen su dung
ban cong bd chét lwong san pham da dugc co quan c6 tham quyén chap nhan néu san pham
cua chling t6i khong dat dugc cac yéu cau vé tiéu chuan, chi tiéu ma ching t6i di cong bd.

I understand that | 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 | had previously declared
to the Authority.

Tén va chit ky ctua nguoi dai dién theo phap luat caa céng ty
[Name and Signature of person representing the local company]

Dau clia cong ty
[Company stamp] Ngay [Date]



2. Thu tuc

Cap Giay chirng nhan co sé dap ¥ng cac nguyén tac, tiéu chuan
“Thuc hanh tét san xuit my pham” caa Hiép hdi ciac nuwée Pong
Nam A (CGMP-ASEAN)

Trinh ty thyc hién

Buée 1: Co s san xuat my pham c6 nhu cau cap Giy chang nhan co
s dap wng cac nguyén tic, tiéu chuan CGMP-ASEAN nop hd so vé
Cuc Quan ly Dugc.

Buwée 2: Trong thai han 01 ngay 1am viéc ké tir ngay nhan duoc ho so,
Cuc Quan 1y Duoc ¢d trach nhiém tiép nhan hé so, dong dau va cho sb
cong vin dén.

Pon vi san xuit (goi tit 1a co s¢ dang ky GMP) phai nop phi tham dinh
tiéu chuan va diéu kién san xuat my pham theo quy dinh hién hanh

Buwée 3: Cyc Quan 1y Duogc - Bo Y té ¢6 trach nhiém xem xét hd so,
lén ké hoach va ra quyét dinh thanh 1ap doan kiém tra, thoéng bao cho
co s it nhat 10 ngay trudce khi tién hanh kiém tra.

Buwée 4: Kiém tra va xir Iy két qua kiém tra:

- Kiém tra:

+ Thanh phan doan kiém tra: Do Cuc Quan 1y Duogc Viét Nam quyét
dinh.

+ Noi dung kiém tra: Poan kiém tra c6 trach nhiém kiém tra toan bo
cac hoat dong ciia co s¢ san xuat my pham theo cac nguyén tac, tiéu
chuan CGMP-ASEAN va céc quy dinh chuyén mén hién hanh.

+ Bién ban kiém tra duoc 1am thanh 03 ban: 01 ban luu tai co s, 02
ban luu tai Cuc Quan ly Duoc. Bién ban phai duoc nguoi dai dién co
s& cung truong doan kiém tra ky xac nhan. Bién ban kiém tra phai chi
rd cac ton tai, noi dung kién nghi va dé xuat cac giai phap khac phuc
trong viéc trién khai &p dung CGMP-ASEAN tai co sé (néu co).
Trong trudng hop co so khdng nhat tri véi cac y kién cia doan kiém
tra, bién ban phai ghi r tat ca cac y kién bao luu cua co so.

- Xtr Iy két qua kiém tra:

+ Dbi voi cac co sé kiém tra dap (ng cac nguyén tac, tiéu chuan
CGMP-ASEAN vé my pham, Cuc Quan ly Dugc cap Gidy chiring nhan
dat nguy@n tac, tiéu chuan CGMP-ASEAN. Giay chting nhan ¢ gia tri
03 nam ké tir ngay ky.

+Pbi véi co s dugc kiém tra vé co ban dap tng nguyén tac, tiéu chuan
CGMP-ASEAN con mot s6 ton tai nhung khong anh hudng dén chat




lwgng caa my pham va co thé khic phuc duoc trong thoi gian ngan,
Poan kiém tra s& y&u ciu co sd bdo cao khic phuc, sira chita. Trong
vong 02 thang ké tir ngay duoc kiém tra, co s& phai khic phuc, sta
chita va béo céo két qua khic phuc nhitng ton tai ma doan kiém tra da
néu ra trong bién ban gui vé Cuc Quan 1y Duoc. Truéng Poan kiém
tra tong hop, bdo céo Cuc trudng xem xét dé cap Gidy ching nhan dat
nguyeén tac, tiéu chuan CGMP-ASEAN cho co so.

+ Dbi v6i co so khi dugc kiém tra chua dap @ng nguyeén tac, tiéu chuan
CGMP-ASEAN: Co s& phai tién hanh khic phuc sira chita cac ton tai.
Sau khi tu Kiém tra déanh gia dap tng tiéu chuan CGMP, co s¢ tién
hanh nop hé so ding ky nhu dang ky kiém tra lan dau va guri kém cac
b4o c&o khac phuc céc ton tai.

Cach thirc thue hién

Qua duong buu di¢n hodc ndp truc tiép tai Cuc Quan ly Dugc.

Thanh phan, s6 lwong ho so

a. Thanh phén hé so bao gom:*

- Phiéu dang ky kiém tra “Thuc hanh tot san xuat my pham”;

- Ban sao Giay ding ky kinh doanh hoac Giay phép dau tu;

- So d6 t6 chirc va nhan sy cla co s6;

- So d6 vi tri va thiét ké cua nha may (bao gdém: so d6 mit bang tong
thé; so dd duong di ctia cong nhan; so dd dudong di cua nguyén liéu,
bao bi, ban thanh pham, thanh pham; so d6 hé thong xt ly chat thai);
- Danh muc thiét bi hién c6 cua nha may;

- Bién ban ty thanh tra “Thuc hanh tot san xuat my pham”.

b. S6 lwong ho so: 01 (bd)

Thoi han giai quyét

Khong quy dinh.

Poi twong thue hién thi tuc hanh chinh

T chuc (Co so san xuat my pham c6 nhu cau dang ky kiém tra CGMP-
ASEAN).

Co quan thyuc hién tha tuc hanh chinh

Cuc Quan ly Dugc.




Két qua thyc hién thii tuc hanh chinh

Gidy chirng nhan dat nguyén tic, tiéu chuan “Thuc hanh tét san xuét
my pham” ctia Hiép hoi cac nudc Pong Nam A (CGMP-ASEAN).

Lé phi (néu c6)

20.000.000d (Hai muoi triéu dong).

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

Phu luc I: Mau Phiéu dang ky kiém tra thuc hanh t5t my pham (theo
Phu luc s6 13-MP).

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

- Co s& san xuat my pham duoc thanh 1ap hop phéap (c6 ma s6 doanh
nghiép);

- Co so san xuat my pham phai tuan tha cac nguyén tic, tiéu chuan
“Thuc hanh tét san xuat my pham” caa Hiép hoi cac nude Pong Nam
A (CGMP-ASEAN) hoic tuong duong dwoc Hoi dong my pham
ASEAN thura nhan.

Can cir phap ly cua thu tuc hanh chinh

- Nghi dinh s 155/2018/ND-CP ngay 12/11/2018 caa Chinh phu sira
dbi, b6 sung mot s6 quy dinh lién quan dén diéu kién dau tu, kinh doanh
thudc pham vi quan 1y nha nudc cia Bo Y té;

- Quyét dinh 24/2006/QD-BYT ngay 14/8/2006 cua Bo truong Bo Y
té vé viéc trién khai 4p dung va huéng dan thuc hién cac nguyén tac,
tiéu chuan “Thuc hanh tét san xuat my pham” caa Hiép hoi cac nuéc
Pong Nam A;

- Thong tu 277/2016/TT-BTC ngay 14/11/2016 cua Bo Tai chinh vé
viéc quy dinh muc thu, ché do thu, nop, quan ly va sir dung phi trong
linh vuc dugc, my pham;

- Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cta Bo Y té quy dinh
vé quan Iy my pham.




PHU LUC |
MAU PHIEU PANG KY KIEM TRA THUC HANH TOT
SAN XUAT MY PHAM
Phu luc s6 13-MP
TEN PON VI CONG HOA XA HQI CHU NGHIA VIET NAM
Poc l1ap - Tw do - Hanh phuc

..., hgay ... thang ... nam ...
PHIEU PANG KY KIEM TRA THU'C HANH TOT SAN XUAT MY PHAM

Kinh giri:  Cuc Quan 1y dugc - Bo Y té
138A Giang V0, Ba Binh, Ha Noi
1- Tén co s0:
2- bia chi:
3 - bién thoai: Fax: E-Mail:

Thuc hién Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cia Bo Y té quy
dinh vé quan Iy my pham, sau khi tién hanh tu thanh tra va danh gia dat tiéu chuan
“Thuc hanh tt san xuat my pham”, Co so chung t6i xin dang ky véi Cuc Quan ly
Duogc dugc kiém tra CGMP-ASEAN.

Xin giri kém ban ding ky nay cac tai liéu lién quan sau day:!

1. So dd td chiic, nhan sy cua co so.

2. So d6 vi tri va thiét ké caa nha may, bao gdm so dd mat bang tong thé;
so d6 duong di cta cong nhan; so d6 dudng di cua nguyén lidu, bao bi, ban thanh
pham, thanh pham; so d6 hé thong cung cip nudc phuc vy san xuat; so do xir ly
chat thai.

3. Danh muc thiét bi hién cé cua co so.

4. Bién ban ty thanh tra “Thuc hanh tot san xuat my pham”.

GIAM POC PON VI
(Ky tén, dong ddu)
(Ghi r6 ho va tén nguoi ky)

1Bo di 03 thanh phan trong hd so: Ban sao Gidy dang ky kinh doanh hodc Giy phép dau tu;
Chuong trinh tap huan, danh gia két qua tap huan “Thyc hanh tét san xut my pham” tai don
vi; Danh muc cac mat hang dang san xuat hoac du kién san xuat, theo quy dinh tai diém b khoan
2 Piéu 12 Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu stra ddi, bo sung mot
s6 quy dinh lién quan dén diéu kién dau tu, kinh doanh thudc pham vi quéan 1y nha nuéc cia Bo
Y té.



3. Tha tuc

Xac nhan Pon hang nhiap khau my pham ding cho nghién
ciru, kiém nghiém

Trinh ty thuc hién

Buwée 1: Don vi c6 nhu cau nhap khau my pham dung cho nghién
ctru, kiém nghiém nop hd so vé Cuc Quan 1y Duoc.

Buwée 2: Trong thoi han 01 ngay 1am viéc ké tir ngay nhan duoc
hd so, Cuc Quan 1y Duoc c6 trach nhiém tiép nhan hd so, dong
dau va cho sé cong van dén.

Buwéc 3: Giai quyét Pon hang nhap khau my pham dung cho
nghién cau, kiém nghiém:

- Sau khi dugc phé duyét, 02 ban dugc Iuu tai Cuc Quan 1y Dugc,
01 ban gui don vi. Ban giri don vi c6 dong dau “Ban giri doanh
nghiép” dé trinh co quan Hai quan khi lam thi tyc théng quan.

- Truong hop khong duoc phé duyét, Cuc Quan Iy Duoc gt thdng
bao tra 1oi bang vin ban cho don vi biét.

Cach thire thue hién

Qua dudng buu dién hodc ndp truc tiép tai Cuc Quan 1y Duoc.

Thanh phin, sb lwong ho so

a. Thanh phén hé so bao gom:
Pon hang nhap khau my pham dung cho nghién cau, kiém
nghiém.

b. S6 lwong ho so: 03 (bo)

Thoi han giai quyét

Khéng quy dinh.

Poi twong thue hién thi tuc hanh chinh

T6 chirc

Co quan thyuc hién tha tuc hanh chinh

Cuc Quan 1y Duoc.




Két qua thyc hién thii tuc hanh chinh

Pon hang nhap khau my pham dung cho nghién cau, kiém
nghiém.

Lé phi (néu c6)

Khong quy dinh.

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

Phu luc I: Mau Don hang nhip khau my pham dung cho nghién
ctru, kiém nghiém (theo Phu luc s6 14-MP).

Yéu cau, diéu Kkién thuc hién thi tuc hanh chinh (néu c6)

- To chuc, ca nhan dugc thanh 1ap hop phap (c6 ma s6 doanh

nghiép);
- S6 lugng t6i da cho mdi san pham 1a 10 mau.

Can cir phap ly cua thu tuc hanh chinh

- Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu
stra d6i, b6 sung mot sé quy dinh lién quan dén diéu kién dau tu,
kinh doanh thudc pham vi quan 1y nha nudc cua Bo Y té;

- Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cia Bo Y té quy
dinh vé quan ly my pham.




PHU LUC |

MAU PON HANG NHAP KHAU MY PHAM
DUNG CHO NGHIEN CUU, KIEM NGHIEM

Phu luc sé 14-MP

TEN PON VI CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

S6:...
PON HANG NHAP KHAU MY PHAM DUNG CHO NGHIEN CUU, KIEM NGHIEM

Kinh giri:  Cuc Quan Iy dugc - Bo Y té
138A Giang Vo, Ba Binh, Ha Noi

(Pon vi) kinh d& nghi Cuc Quan 1y duogc xét duyét dé don vi duoc nhan cac
my pham duing cho kiém nghiém chat luong sau:

Tén m§ pham, Dan . . . | Téncongt .
ypre M Thanh | Ponvi | sé | "9 g
STT | dang bao ché, quy | san \ . san xuat, ,
) , . 2 phan tinh | Iwong R ) cha
cach dong goi pham tén nuoC
1
2
3
Cuc Quan ly Dwoc ..., Ngay ...thang ... nam ...
Chap thuan don hang nhap khau gom ... GIAMADO(; Do’l\j \4!
trang ... khoan kém theo cong vin sb (Ky tén, dong dau)
(Ghi ro ho va tén nguoi ky)

.../QLD-MP ngay ... thang ... nam ...
cua Cuc Quan ly Duoc.

Ha N¢i, ngay ...thang ... nam ...
CUC TRUONG




A2. Thia tuc hanh chinh cap tinh:

4, Thu tuc

Cap s6 tiép nhan Phiéu cdng bd san pham my pham san xuat
trong nwoc

Trinh ty thuc hién

Bwée I: Truée khi san xuat, T6 chirc, ca nhan chiu trach nhiém
dua san pham my pham ra thi truong ndp ho so cong bd san pham
my pham vé S¢ Y té noi dit nha may san xuat (San pham m§ pham
duoc san xuat, dong géi tir ban thanh pham nhap khau dugc coi
nhu san pham san xuét trong nudc).

Buwée 2: Trong thoi han 01 ngay 1am viéc ké tir ngay nhan dugc
ho so ¢dng bé my pham, S¢ Y té co trach nhiém tiép nhan ho so
va giri Phiéu béo thu néu ho so day du va hop 1é.

Buwéc 3: Giai quyét hd so cong bd san pham my pham:

a) Trong vong 03 ngay lam viéc ké tir ngay nhan duoc hd so cong
bd hop 18 va phi cdng bé theo quy dinh, S¢ Y té co trach nhiém
ban hanh s6 tiép nhan Phiéu cong b6 san pham my pham.

b) Trudng hop ho so cong bé chua dap ing theo quy dinh thi trong
vong 05 ngay 1am viéc ké tir ngay nhan duoc hd so, S&' Y té théng
b&o bang vin ban dién tir cho té chuc, ca nhan cdng bé biét cac
noi dung chua dap tng dé stra d6i, bd sung hd so (néu cu thé céc
noi dung chua dap ang).

Ho so bo sung cua don vi gom:

- Van ban giai trinh vé viéc stra do6i, bo sung cua to chirc, ca nhan
dung tén cong bé;

- Phiéu cong bd san pham my pham va/hoic cac tai liéu khac duoc
stra d6i, bd sung;

Trong vong 05 ngay 1am viéc ké tir ngay nhan duoc hd so bd sung
dap ung theo quy dinh, S¢ Y té cd trach nhiém ban hanh sb tiép
nhan Phiéu cong bd san pham my pham.

Truong hop ho so stra d6i, bo sung khong dap tmg theo quy dinh
thi trong vong 05 ngay 1am viéc ké tir ngay nhan dugc hd so bo
sung, So Y té thong bao bang van ban dién tir khong dong y cap
s6 tiép nhan Phiéu cong bd san pham my pham cho san pham nay.
¢) Trong thoi gian 03 thang ké tir ngay ban hanh vin ban thdng
béo theo quy dinh tai diém b néu trén, néu S& Y té khong nhan
duoc hd so bo sung cua to chire, ca nhan dang tén cong bd thi ho




so cong bd khéng con gia tri. Trong trudng hop nay, néu to chc,
ca nhan mudn tiép tuc céng bé thi phai ndp ho so méi va nop phi/lé
phi maéi theo quy dinh.

Cich thike thye hién'

Qua duong buu di¢n hodc ndp truc tiép tai SO'Y té dia phuong.

Thanh phin, sb lwong ho so

a. Thanh phén ho so bao gom:*

- Phiéu c6ng bd san pham my pham;

- Gidy ay quyén cua nha san xuat hoac cha s¢ hitu san pham uy
quyén cho to chic, ca nhan chiu trach nhiém dua san pham ra thi
truong duoc phan phoi san pham my pham tai Viét Nam (ap dung
dbi voi my pham san xuat trong nudc ma té chuc, ca nhan chiu
trach nhiém dua san pham ra thi truong khoéng phai 1a nha san
XUat).

b. 6 lwong hé so: 01 (bo)

Thoi han giai quyét

- 03 ngay lam viéc keé tir ngay nhan dugc ho so cong bd hop 18 va
phi cdng bd theo quy dinh (di véi truong hop cap s6 tiép nhan);

- 05 ngay lam viéc ké tir ngay nhan dugc ho so cong bd va phi
cong bé theo quy dinh (dbi voi trudong hop chua cap sé tiép nhan).

P6i twong thuwe hién thii tuc hanh chinh

T6 chirc, ca nhan

Co quan thyce hién tha tuc hanh chinh

S Y té dia phuong.

Két qua thue hién thi tuc hanh chinh

S6 tiép nhan Phiéu cong bd san pham my pham.

Lé phi (néu cé)

500.000d (Nam trim nghin d6ng).




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

Phu luc I: Mau Phiéu céng bo san pham my pham (theo Phu luc
s6 01-MP).

Yéu cau, diéu kién thue hién thii tuc hanh chinh (néu c6)

- T6 chuc, ca nhan chiu trach nhiém dwa san pham ra luu théng
trén thi truong phai co chirc nang kinh doanh my pham tai Viét
Nam.

- Viéc cong bd tinh niang cua san pham my pham (muc dich sir
dung cua san pham) phai dap ung huéng dan caa ASEAN vé cong
bé tinh nang san pham my pham.

- Co s san xuat my pham phai c6 Giay chiing nhan du diéu kién
san xuat my pham do S&' Y té noi dat nha may san xuat cap.

Can cu phap ly caa thu tuc hanh chinh

- Nghi dinh s6 155/2018/NB-CP ngay 12/11/2018 cua Chinh phu
stra d6i, bd sung mot s6 quy dinh lién quan dén diéu kién dau tu,
kinh doanh thugc pham vi quan 1y nha nudc cia Bo Y té;

- Nghi dinh 93/2016/NB-CP ngay 01/7/2016 cua Chinh phu quy
dinh vé diéu kién san xuat my pham, c6 hiéu lyc thi hanh ké ti
ngay 01/7/2016;

- Thong tu 277/2016/TT-BTC ngay 14/11/2016 cta Bo Tai chinh
vé viéc quy dinh muc thu, ché do thu, nop, quan ly va st dung phi
trong linh vuc dugc, my pham;

- Théng tu s6 06/2011/TT-BYT ngay 25/01/2011 cua Bo Y té quy
dinh vé& quan ly my pham.

1Bo di 01 thanh phan trong hé so: Gidy chung nhan diang ky kinh doanh cua t6 chuc, ca nhan
chiu trach nhiém dua san pham ra thj truong, theo quy dinh tai diém a khoan 1 Piéu 12 Nghi
dinh s6 155/2018/NB-CP ngay 12/11/2018 cua Chinh phu sira doi, bo sung mot sé quy dinh
lién quan dén diéu kién dau tu, kinh doanh thuéc pham vi quan Iy 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 (Date acknowledged):
Sé cong bd (Product Notification No):

Phiéu cong bé c6 gia trj 05 ndm ké tir ngay cép.

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

M Panh dau vao 6 thich hgp (Tick where applicable)

THONG TIN SAN PHAM
PARTICULARS OF PRODUCT

1. Tén nhan hang va tén san pham (Name of brand & product):
1.1. Nhén hang (Brand)

1.2. Tén san pham (Product Name)

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




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

[0 Kem, nhil twong, sita, gel hoic dau dung trén da (tay, mit, chén, ....)
Creams, emulsions, lotions, gels and oils for skin (hands, face, feet, etc)
0 Mt na (chi trir san pham lam bong da ngudn géc héa hoc)
Face masks (with the exception of chemical peeling products)
O Céc chat phu mau (I6ng, nhéo, bot)
Tinted bases (liquids, pastes, powders)
0 Céc phan trang diém, phan dung sau khi tim, bot vé sinh,....
Make-up powders, after-bath powder, hygienic powders, etc.
O Xa phong tim, xa phong khar mui, . ...
Toilet soaps, deodorant soaps, etc
O Nudc hoa, nudc thom dung vé sinh,....
Perfumes, toilet waters and eau de Cologne
0 Céc san pham dé tim hoic goi (mudi, xa phong, dau, gel.....)
Bath or shower preparations (salts, foams, oils. gels, etc)
O San pham tay long
Depilatories
O Chat khar mai va chong mui
Deodorants and anti-perspirants
[ Céc san pham chim soc toc
Hair care products
- Nhudm va tay téc
Hair tints and bleaches
- Thuéc ubn téc, dudi toc, gitt nép toc
Products for waving, straightening and fixing
- Céc san pham dinh dang toc
Setting products
- Cac san pham lam sach (sira, bot, dau goi)
Cleansing products (lotions, powders, shampoos)
- San pham cung cap chat dinh dudng cho téc (sira, kem, dau)
Conditioning products (lotions, creams, oils)
- Céc san pham tao kiéu toc (sita, keo xit toc, sap)
Hairdressing products (lotions, lacquers, brilliantines)
O San pham dung cao rau (kem, xa phong, sita,....)
Shaving product (creams, foams, lotions, etc)
[0 Céc san pham trang diém va tay trang dung cho mat va mat

Products for making-up and removing make-up from the face and the eyes

O Céc san pham dung cho moi
Products intended for application to the lips
0 Céc san pham dé cham soc ring va miéng
Products for care of the teeth and the mouth
0 Céc san pham dung dé cham soc va té diém cho méng tay, méng chan
Products for nail care and make-up
0 Céc san pham dung dé vé sinh bén ngoai
Products for external intimate hygiene
0 Céc san pham chdng ning
Sunbathing products
O San pham 1am sam da ma khdng can tim ning
Products for tanning without sun
O San pham 1am tring da
Skin whitening products



O San pham chdng nhin da
Anti-wrinkle products

O San pham khac (dé nghi ghi r6)
Others (please specify)

3. Muc dich str dung (Intended use)

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

O Dang don 1¢ (Single product)

O M6t nhédm cac mau (A range of colours)

O Bang c4c mau trong mot dang san pham (Palette(s) in a range of one product type)

0 Céc san pham phdi hop trong mot bo san pham (Combination products in a single kit)
[ Cac dang khac (dé nghi ghi rd). Others (please specify)

THONG TIN VE NHA SAN XUAT/PONG GOl
(Dé nghi dinh kém danh sach riéng néu nhu ¢6 nhiéu hon mot céng ty san xuat/ dong
goi dé 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)

5. Tén nha san xuat (Name of manufacturer):

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

Country

Tel: Fax:

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

O Pong goi chinh O Pong goi thir cap
Primary assembler Secondary assembler




bia chi ctia cong ty dong goi (Address of assembler (state country)):

Country

Tel: Fax:

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

7. Tén cbng ty (Name of company):

bia chi cong ty (Address of company):

Tel: Fax:

S6 gidy phép kinh doanh/Sé 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

8. Ho va tén (Name of person):

Tel: Email:

Chuc vu 6 cong ty (Designation in the company):




THONG TIN VE CONG TY NHAP KHAU
PARTICULARS OF IMPORTER

9. Tén cdng ty nhap khau/Name of Importer:

Dia chi cong ty nhap khau/Address of importer:

Tel: Fax:

DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

10. Pé nghi kiém tra 6 sau day (Please check the following boxes):

O Tbi da kiém tra ban stra d6i tir Phu luc II dén Phu luc VI cia danh muc céc thanh phan
my pham ASEAN nhu duoc cong bé trén ban sira d6i gan day nhét cua Hiép dinh my pham
ASEAN. T6i xin xac nhan rang san pham duoc dé cap dén trong ban cong bd nay khong chua
bat cr mot thanh phan bi cAm nao va cling tuén tha véi danh muc han ché va cac diéu kién quy
dinh trong cac phu luc.

I have examined the latest revisions of the Annexes Il 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 T6i dam nhan trach nhiém tra loi va hop tac toan di¢n véi co quan c6 tham quyen vé
bat ky hoat dong kiém soat sau khi ban hang khi c6 yéu cau béi 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 sach thanh phan day @i (product full ingredient list)

(Yéu cau ghi day du danh sach thanh phan va ti 1¢ % ciia nhitng chat c6 gidi han vé nong
dd, ham luong stir dung trong my pham — To submit ingredient list with percentages of
restricted ingredients)

Tén day du thanh phan (tén danh phap quéc té hogc sir | Ti I& % cua nhitng
No dung tén khoa hoc chuan da dugc cdng nhan) chat c6 gigi han vé
Full Ingredient name (use INCI or approved | nongdd, ham lugng
nomenclature in standard references)




Ol N O] 01| | W

CAM KET (DECLARATION)

1. Thay mat cho cdng ty, tdi xin cam két san pham dugc dé cap trong don cong bd nay
dat duoc tat ca cac yeu cau trong Hudng dan My 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 nhiém tuan thu cac diéu khoan sau day (1 undertake to abide by the
following conditions):

i. Pam bao c6 sin dé cung cap céc thong tin ki thuat va tinh an toan khi co quan c6 tham
quyen yéu cau va co day du ho so vé cac san pham da dugc phan phoi 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 bdo ngay cho co quan c6 thém quén vé cac tac dung phu nghiém trong
gay chét nguoi hoac de doa tinh mang cua san pham bang dién thoai, fax, thu dién tur hoac van
ban trudc 07 ngay keé tir ngay biét théng 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 céo tac dung phu cua san pham (theo mau quy dinh) trong vong
08 ngay lam viéc ké tir ngay thdng bao cho co quan co tham quyén vé nhiing tac dung phu
nghiém trong nhu da néu trong myc 2 ii ndi trén va cung cap bat cr 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 2 ii. above, and to provide any other information
as may be requested by the Authority;

iv. Thong bao ngay cho co quan c6 tham quyén vé cac phan ang phu nghlem trong nhung
khong gay chét ngudi hodc de doa dén tinh mang cua san pham va trong bét ctr truong hop

3 Nhw da dwoc dinh nghia rd rang trong tai liéu hwéng dan cho céc cong ty vé béo céo tac dung phu cta san phdm m§ phdm. As
defined in the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.

4 Trinh bay trong phu luc | trong tai liéu huwéng dan cho cac cong ty vé bao céo tac dung phu ctia sdn pham my pham.

Set out in Appendix | to the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.



nao, viéc bao cao (su dung mau bao co) vé tac dung phu phai dugc tién hanh trude 15 ngay
ké tir ngay biét ve 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 b véi co quan c6 tham quyén khi cd bat cir sy thay d6i ndo trong ban cong b
nay.
Notify the Authority of any change in the particulars submitted in this notification;

3. T6i xin cam doan rang nhimg thong tin dugc dua ra trong ban cdng bd nay 1a ding su
that. T4t ca cac tai liéu, cac thong tin lién quan dén noi dung cong bd s& duoc cung cip va cac
tai liéu dinh kem la ban hop phap 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 hiéu rang toi s& c6 trach nhiém dé dam bao tat ca cac 16 san pham cua ching toi
déu dap ung cac yéu cau phap luat, va tuan thu tat ca tiéu chuan va chi tiéu san pham da duoc
cong bo véi co quan c6 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 | have declared to the Authority.

5. T6i hiéu rang trong truong hop ¢ tranh chap phap luat, t6i khong dugc quyen su dung
ban cong bd chét lwong san pham da dugc co quan c6 tham quyén chap nhan néu san pham
ctia chiing t6i khong dat dugc cac yéu cau vé tieu chuan, chi tiéu ma ching t6i di cong bd.

I understand that | 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 | had previously declared
to the Authority.

Tén va chit ky ctua nguoi dai dién theo phap luat caa céng ty
[Name and Signature of person representing the local company]

Dau clia cong ty
[Company stamp] Ngay [Date]



B. Danh muc thii tuc hanh chinh sira d6i, b6 sung

B1. Tha tuc hanh chinh cép tinh

1- Thu tuc

Cap Giay chitng nhan da diéu kién san xuat my pham

Trinh ty thue hién

Buwiée I: Trude khi tién hanh san xuét, co sd san xuat my pham nop
hd so dé nghi cap Gidy chiing nhan du diéu kién san xuat my pham
t6i S Y té.

Buwée 2: Trong thoi han 02 ngay l1am viéc ké tir ngay nhan duoc hd
so dé nghi cap Giay chiing nhan du diéu kién san xuat my pham, So
Y té 6 trach nhiém kiém tra hd so va cap Phiéu tiép nhan ho so theo
mau sé 05 quy dinh tai Phu luc ban hanh kém theo Nghi dinh s
93/2016/ND-CP ngay 01/7/2016 caa Chinh pha quy dinh vé diéu
kién san xuat my pham néu hd so day du va hop 1&. Truong hop hd
so chua day du, hop Ié thi thdng béo bang van ban va néu nhitng noi
dung chua day du, hop & téi co so san xuat my pham.

Buée 3: Trong thoi han 30 ngay ké tir ngay nhan duoc hd so hop 16
va phi tham dinh theo quy dinh, S& Y té ¢ trach nhiém kiém tra co
& san xuat, cip Giay ching nhan du diéu kién san xuat my pham;
truong hop khdng cap Gidy chizng nhan hoic yéu cau co s thay doi,
khac phuc, phai théng bao bang vin ban va néu rd ly do.

- Bdi véi truong hop yéu cau co so thay ddi, khac phuc:

+ Co s san xuat my pham tién hanh thay d6i, khac phuc va giri bao
cdo dén So' Y té.

+ S¢ Y té cd trach nhiém xem xét b&o céo, kiém tra trén ho so hoac
kiém tra lai co sé san xuat my pham (trong truong hop can thiét) va
phai tra 161 bang van ban vé két qua kiém tra trong thoi han 15 ngay
ké tir ngay nhan duoc béo céo khic phuc.

- Pbi véi cac co sd san xuat my pham duoc Bo Y té cap Gidy ching
nhan “Thyc hanh tot san xuat my pham” (CGMP-ASEAN):

+ B0 Y té co vian ban gui So' Y té tinh noi dat nha may san xuat my
pham vé viéc cap Giay chung nhan da diéu kién san xuat my pham.
+S& Y té cap Gidy chung nhan du diéu kién san xuat my pham cho
cac co sO San Xuat my pham nay.

Cach thirc thuc hién




Qua duong buu dién hoac ndp truc tiép tai SO'Y té dia phuong.

Thanh phén, s6 lwong ho so

a. Thanh phén hé so bao gom:!

- Pon d& nghi cap Giay chiing nhan da diéu kién san xuat my pham
theo mau s6 02 quy dinh tai Phu luc ban hanh kém theo Nghi dinh
6 93/2016/ND-CP ngay 01/7/2016 ctua Chinh phu quy dinh vé diéu
kién san xuat my pham;

- So d6 mat bang va thiét ké cua co so san Xuat;

- Danh muc thiét bj hién c6 cua co s& san Xuét.

b. S6 lwong hé so: 01 (bd)

Thoi han giai quyét

30 ngay ké tir ngay nhan dugc ho so hop é.

Poi twong thue hién thi tuc hanh chinh

To chure (co sO san xuat my pham).

Co quan thyce hién thi tuc hanh chinh

S6'Y té dia phuong.

Két qua thyc hién thi tuc hanh chinh

Gidy chung nhan du diéu kién san xuat my pham.

Lé phi (néu cé)

6.000.000d (Sau triéu dong).

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

- Phu lyc I: Pon dé nghi cap Giay chiing nhan du diéu kién san xuat
my pham (theo mau s6 02);
- Phu luc 11: Phiéu tiép nhan hd so (theo mau sé 05).

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

Co s& san xuat my pham phai dap tng céac diéu kién nhu sau:
- biéu kién vé nhan sy: Nguoi phu trach san xuat cua co so phai co
kién thtrc chuy&n mén vé mét trong cac chuy@n nganh sau: héa hoc,




sinh hoc, dugc hoc hoac cac chuyén nganh khac c6 lién quan dap
tng y&u cau cua cdng viéc.

- Piéu kién vé co so vat chat:

+ C6 dia diém, dién tich, nha xudng, trang thiét bi dap tng voi yéu
cau vé day chuyén san xuat, loai san pham my pham ma co sé d6 du
kién san xuat nhu da néu trong ho so dé nghi cdp Gidy ching nhan
du diéu kién san xuat my pham;

+ Kho bao quan nguyén liéu, vat liéu dong géi va thanh pham phai
bao dam co su tach biét gitra nguyén liéu, vat liéu dong goi va thanh
pham; c6 khu vuc riéng dé bao quan c&c chat dé chay nd, cac chat
doc tinh cao, nguyén, vat liéu va san pham bi loai, bi thu hdi va bi
tra lai.

- C6 hé théng quan Iy chat luvong dap tng cac yéu cau sau:?

+ Nguyeén liéu, phu liéu, ban thanh pham ding trong san xuat my
pham phai dat tiéu chuan chat luong cua nha san xuat;®

+ Nuéc dung trong san xuat my pham téi thiéu phai dat quy chuan
k§ thuat quéc gia vé nude an uéng do Bo truong Bo Y té ban hanh;
+ C6 quy trinh san xuat cho tirng san pham;

+ C6 bo phan kiém tra chat luong dé kiém tra chat luong ciia nguyén
liéu, ban thanh pham, san pham cho dong géi va thanh pham.

Can ctr phap ly cua thu tuc hanh chinh

- Luat Pau tu nam 2014;

- Nghi dinh s6 93/2016/ND-CP ngay 01 thang 7 nim 2016 cta Chinh
pht quy dinh vé diéu kién san xuat my pham:

- Nghi dinh sb 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu
stra doi, b6 sung mot sé quy dinh lién quan dén diéu kién dau tu,
kinh doanh thugc pham vi quan 1y nha nudc cia Bo Y té;

- Thong tu 277/2016/TT-BTC ngay 14/11/2016 cua Bo Tai chinh vé
viéc quy dinh muc thu, ché do thu, nop, quan ly va sir dung phi trong
linh vuc dugc, my phﬁm.

B¢ di 01 thanh phan trong ho so: Danh muc cac mat hang dang san xuat hodc du kién san xuét
va tiéu chuan chét lwong cua tirg mit hang theo quy dinh tai diém ¢ khoan 1 Piéu 12 Nghi
dinh s6 155/2018/NB-CP ngay 12/11/2018 cua Chinh phu sira doi, bo sung mét sé quy dinh
lién quan dén diéu kién dau tu, kinh doanh thuéc pham vi quan 1y nha nudc cia Bo Y té (sau
day viét tat 1a Nghi dinh s6 155/2018/ND-CP).

2B di diéu kién vé hé thong luu giit h so tai lidu theo quy dinh tai diém b khoan 2 Diéu 12
Nghi dinh s6 155/2018/ND-CP.

3Sira doi diéu kién nay theo quy dinh tai Diéu 13 Nghi dinh sé 155/2018/ND-CP.




PHU LUC |

MAU PON PE NGHI CAP GIAY CHUNG NHAN PU PIEU KIEN
SAN XUAT MY PHAM

M3u s6 02
TEN CO SO CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc
.......... , ngay ........ thang .... nam ..........
PON PE NGHI CAP GIAY CHUNG NHAN

PU PIEU KIEN SAN XUAT MY PHAM

Kinh gui : ....
Tén co so:
bia chi:
S6 giay chitng nhan diang ky kinh doanh, ngay cap, noi cap
bién thoai: .................. Fax: ....cooeeeeenne E-mail: ..o,
Can ct Nghi dinh s6 .......... ngay ....thang ....nam ........ cua Chinh phu quy

dinh vé diéu kién san xuat my pham, co sé ... & nghi So' Y té... cap Giay chung
nhan du diéu kién san xuat my pham (day chuyén san xuat bao gom: ...(*)), ho so
gom cAc tai liéu sau day:*

1. So d6 mat bang va thiét ké cua nha may;

2. Danh muc thiét bi hién c6 cua nha may;

Co s6 ... cam két nhitng noi dung néu trong Pon nay 1a dung su that va hoan
toan chiu trach nhiém vé nhiing ndi dung da néu.

GIAM DOC CO SO
(Ky tén, ghi r6 ho tén, déng dau)

(*) Ghi rd day chuyén san xuat 1a: Day chuyén dong goi san pham; san xuat ban thanh pham
dang kho; san xuat ban thanh pham dang wot; san xuat san pham dang khé hay san xuat san
pham dang wét hoic dang khac.



PHU LUC II
MAU PHIEU TIEP NHAN HO SO

M4Au s6 05

UY BAN NHAN DAN TINH.... CONG HOA XA HQI CHU NGHIA VIET NAM

SOYTE DPoc 1ap - Tw do - Hanh phuc
Sé: [PTN- , ngay ........ thang .... nam ..........

PHIEU TIEP NHAN HO SO

Ho va t€n nguol NNAN: ...
Chirc vu, don vi CONG TAC: ...veeivieciiecie e
D3 tiép nhan hd so (*) ........ clia co 8¢ San XUAt my pham: ..................
Ho so gdm cAc tai liéu sau:

NGUOI TIEP NHAN
(Ky va ghi rd ho tén, déng ddu (néu co))

(*) Ghi rd hd so dé nghi cap, cap lai hodc diéu chinh Gidy chiing nhan du diéu kién san xuit
m¥ pham.



2-Thu tuc

Cap lai Giay chieng nhan da diéu kién san xuat my pham

Trinh ty thyc hién

Buwéc I: Co sé san xuat my pham nop don dé nghi cap lai Giay
chtng nhan du diéu kién san xuat my pham téi So Y té.

Buwée 2: Trong thoi han 02 ngay 1am viéc ké tir ngdy nhéan dugc
hd so dé nghi cap lai Gidy chiing nhan du diéu kién san xuat my
pham, S¢ Y té cd trach nhiém kiém tra hd so va cap Phiéu tiép
nhan hd so theo mau sé 05 quy dinh tai Phu luc ban hanh kém theo
Nghi dinh s6 93/2016/ND-CP ngay 01/7/2016 caa Chinh phu quy
dinh vé diéu kién san xuat my pham néu ho so day da va hop 18.
Truong hop hd so chua day du, hop 1€ thi thdng bao bang van ban
va néu nhiing noi dung chua day da, hop 18 téi co s¢ san xuat my
pham.

Buwée 3: Trong thoi han 05 ngay 1am viéc ké tir ngay nhéan duoc
ho so hop 18, So Y té cap lai Gidy chiing nhan du diéu kién san
Xuat my pham.

Cach thire thue hién

Qua duong buu dién hoac ndp truc tiép tai SO'Y té dia phuong.

Thanh phan, s6 lwong ho so

a. Thanh phén ho so bao gom:*

Pon dé nghi cap lai Gidy chiing nhan du diéu kién san xuat my
pham theo mau sé 03 quy dinh tai Phu luc ban hanh kém theo Nghi
dinh s6 93/2016/ND-CP ngay 01/7/2016 cta Chinh pha quy dinh
vé diéu kién san xuat my pham.

b. S6 lwong hé so: 01 (bo)

Thoi han gii quyét

05 ngay lam viéc ké tir ngay nhan duoc hd so hop 1é.

Poi twong thue hién thi tuc hanh chinh

T6 chirc (co s& san xuat my pham)




Co quan thyuc hién thi tuc hanh chinh

S6'Y té dia phuong

Két qua thue hién thi tuc hanh chinh

Gidy chuang nhan du diéu kién san xuat my pham

L¢ phi (néu c0)

Khong quy dinh.

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

- Phu luc I: Pon dé nghi cap lai Giay ching nhan du diéu kién san
Xuat my pham (theo mau s6 03);
- Phu luc 11: Phiéu tiép nhan ho so (theo mau so 05).

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

Khong co

Can cir phap ly cua thu tuc hanh chinh

- Luat Pau tu nam 2014;

- Nghi dinh s6 93/2016/ND-CP ngay 01 thang 7 nam 2016 cia
Chinh pht quy dinh vé diéu kién san xuat my pham:

- Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 caa Chinh phu
stra d6i, bd sung mot s6 quy dinh lién quan dén diéu kién dau tu,
kinh doanh thugc pham vi quan 1y nha nudéc cia Bo Y té.

1Bo di 01 thanh phan trong hd so: Danh muc cac mat hang dang san xuat hoic du kién san xuat
va tiéu chuan chat lugng cua ting mat hang theo quy dinh tai diém d khoan 1 Biéu 12 Nghi
dinh s6 155/2018/NB-CP ngay 12/11/2018 cua Chinh phu sira doi, b6 sung mot sb quy dinh
lién quan dén diéu kién dau tu, kinh doanh thudc pham vi quan 1y nha nuéc cia Bo Y té.




PHU LUC |

MAU PON PE NGHI CAP LAI GIAY CHUNG NHAN PU PIEU
KIEN SAN XUAT MY PHAM

MAu s6 03

TEN CO SO CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

PON PE NGHI CAP LAI GIAY CHUNG NHAN
PU PIEU KIEN SAN XUAT MY PHAM

Kinh gui : ....
Tén co so:
bia chi:
S6 giay chiing nhan diang ky kinh doanh, ngay cap, noi cap
bién thoai: .................. Fax: oooevevieeenns E-mail: ..o,
Can ct Nghi dinh s6 .......... ngay ....thang ....nam ........ cua Chinh phu quy

dinh vé diéu kién san xuat my pham, co so ... d& nghi S¢' Y té... cap lai Giay chung
nhan du diéu kién san xuat my pham da duoc ... cap so..., ngay...

LY do d& NGNT CAP 1217 .ottt *)

Co s6 ... cam két nhitng ndi dung néu trong Pon nay 1a dung sy that va hoan
toan chiu trach nhiém vé nhitng noi dung di néu.
GIAM POC CO SO
(Ky tén, ghi rd ho tén, déng dau)

(*) Ghi 5 1y do dé nghi cap lai 1a: Mt hay hong.



PHU LUC II
MAU PHIEU TIEP NHAN HO SO

M4Au s6 05

UY BAN NHAN DAN TINH.... CONG HOA XA HQI CHU NGHIA VIET NAM

SOYTE DPoc 1ap - Tw do - Hanh phuc
Sé: [PTN- , ngay ........ thang .... nam ..........

PHIEU TIEP NHAN HO SO

Ho va t€n nguol NNAN: ...
Chirc vu, don vi CONG TAC: ...veeivieciiecie e
D3 tiép nhan hd so (*) ........ clia co 8¢ San XUAt my pham: ..................
Ho so gdm cAc tai liéu sau:

NGUOI TIEP NHAN
(Ky va ghi rd ho tén, déng ddu (néu co))

(*) Ghi rd hd so dé nghi cap, cap lai hodc diéu chinh Gidy chiing nhan du diéu kién san xuit
m¥ pham.



