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QUYET PINH

Vé vige cong bé thii tuc hanh chinh méi ban hanh/ dugc sira d6i, bo ; ung
trong linh vie my pham thude pham vi chire ning quan ly ctia B§ té

BO TRUONG BO Y TE

Cin ctir Nghi dinh s6 75/201 7/ND-CP ngay 20 thang 6 nam 2017 cua Chinh
phu quy dinh chirc ndng, nhiém vu, quyén han va co céau t6 chirc cua Bé Y té:

‘Can cir Nghi dinh 50 63/2010/ND-CP ngay 08 thang 6 nam 2010 cua Chinh
phu vé kiém soat thu tuc hanh chinh; Nghi dinh s6 48/2013/NB-CP ngay 14 thang
5 nam 2013 cua Chinh phu vé stra doi, bd sung mot s q“,u cua cac Nghi dinh lién
quan dén kiém sodt thu tuc hanh chinh va Nghi dinh s6 92/2017/NB-CP ngay 07
thang 8 nam 2017 cia Chinh phu sira ddi, bo sung mot s6 dicu cia cac nghi dinh
lién quan dén kiém soat thu tuc hanh chinh;

Xét dé nghi cia Cuc trudng Cuc Quan 1y Duge - BO Y €,

QUYET PINH:

Diéu 1. Cong bé kém theo Quyét dinh nay 04 thi tuc hanh chinh mai ban
hanh va 02 thu tuc hanh chinh dwugc stra dbi, bé sung tai Nghi dinh s
155/2018/ND-CP ngay 12 thang 11 nam 2018 cua Chinh phu trong linh vuc my
pham thudc pham vi chirc nang quan Iy nha nuéc cia B Y té.

Piéu 2. Quyét dinh nay ¢6 hiéu luc thi hanh ké tir ngay ky.

biéu 3. Cac Ong, Ba: Chanh Van phong Bd, Th truéng cac Tong cuc. cdc
Vu, Cuc, Thanh tra Bo, S Y t€ cac tinh, thanh pho truc thuge Trung wong ya Thu
trurong cac don vi ¢o lién quan chiu trach nhiém thi hanh Quyét dinh nay?. ,(%,

Noi nhian:

- Nhu Piéu 3:

- Bo trudng (dé b/cao);

- Cédc Thir truong B Y té (dé p/h chi dao);
- Cyc Kiém sodt TTHC - VPCP;

- Cong TTDT cia By Y té;

- Website cua Cuc QLD;

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




THU TUC HANH CHINH MGI1 BAN HANH/ SUA POI, BO SUNG
TRONG LINH VUC MY PHAM THUQC PHAM VI CHUC NANG

QUAN LY CUA BO Y TE

(Ban hanh kem theo Qu_l'é'f dinh s6 f? & /OP-BYT ngawl¥ rhcingoé) nam 2018

cua Bo truwong Bo 'Y 1)

PHAN I. DANH MUC THU TUC HANH CHINH

A. Danh muc thi tuc hanh chinh méi ban hanh thuge pham vi chire ning

quan ly ctia By Y té:

STT ‘ Tén thu tuc hanh chinh

Linh vue Co quan
! thue hién
Al. Thu tuc hanh chinh cép Trung wong
1 Cép sé tiép nhan Phiéu cong bd san pham my | My pham | Cuc Quan ly :
pham nhap khau Dugc
2 C:fip Gidy chimg nhin co so dép Gng cic | My pham | Cuc Quan Iy
nguyén tic, tiéu chuan “Thuc hanh t6t san Duoc
xudt my pham” cia Hiép hoi cdc nude Dong
Nam A (CGMP-ASEAN)
3 | Don hang nhiap khiau my phim dung cho| My phim  Cuc Quan ly
nghién ctru, kiém nghiém Dugc |
' A2. Thii tuc hanh chinh cip tinh
4 | Cépsbtiépnhan Phiéu cong bd san pham my | My pham So Y té
phdm san xuét trong nudc




B. Danh muc thi tuc hanh chinh dwgc sira d6i, b sung thuge pham vi
chire ning quan 1y ciia B§ Y té:
STT | S6 hd so' | Tén thii tuc | Tén VBQPPL quy dinh | Linh ‘ Co ‘
TTHC | hanh chinh | ndi dung sira d6i, bo sung | vue quan
thue |
 hién ‘
B1. Thii tuc hanh chinh cip tinh
| 1 | B-BYT- |Cép  Gidy | Nehi dinh 6| My | Sovie |
286777-TT| chung nhan | 155/2018/ND-CP ngay | pham ll
du diéu kién | 12/11/2018 ctia Chinh phu
i san xudt my | sira doi, bo sung mot sO quy
= pham dinh lién quan dén diéu
kién dau tu, kinh doanh
thudc pham vi quan ly nha
nude cua Bo Y té
2 | B-BYT- |Cép lai Gidy | Nghi dinh 6| My | SoYté |
286778-TT| chimg nhan | 155/2018/ND-CP ngay | pham
du diéu kién | 12/11/2018 cua Chinh phu
| san xudt my | stra ddi, b6 sung mot sé quy
pham dinh lién quan dén diéu
| kién dau tu, kinh doanh
| thudc pham vi quan ly nha
nuée cua BO Y té |




PHAN I1. NOI DUNG CU THE CUA TUNG THU TUC HANH CHiNH
TRONG LINH VUC MY PHAM THUQC PHAM VI QUAN LY CUA BQ Y
TE

A. Danh muc thu tuc hanh chinh ban hanh méi

Al. Thi tuc hanh chinh cip Trung wong:

1. Thii tue | Cép sb tiép nhan Phiéu c¢ong b6 sin pham my pham nhap |
khau

i - - - - — _—
|

| Trinh tu thye hién

‘ Buwdoce 1: Trude khi nhap khau, To chire, ca nhan chiu trach nhi¢m

; dua san phdm my pham ra thi truong nép hd so cong bd san pham

: my pham vé Cuc Quan ly Duge thong qua Cong thong tin mot cua

f quoc gia (tai dia chi: http://vnsw.gov.vn).

Buée 2: Trong thdi han 01 ngay lam viée ké tir ngay nhan dugc |
hé so cong bd my phfim, Cuc Quan ly Dugc ¢6 trach nhiém tiép
nhan hd so va gui Phiéu bao thu néu hé so day du va hop I¢.
Trudng hop hd so chua day du, hop 1é thi gui thong béo va néu
nhitng ndi dung chira day du, hop 1¢ toi To chie, ¢a nhan cong bo.

Buwée 3: Giai quyét hd so cong bo san pham my pham:
a) Trong vong 03 ngay lam viéc ké tir ngay nhan duoc ho so cong
bé hop 1é va phi cong b theo quy dinh, Cuc Quan ly Dugc ¢6
trach nhiém ban hanh s6 tiép nhan Phiéu cong bo san pham my

pham.

b) Trudmg hop ho so cong bd chua dap tmg theo quy dinh thi trong
vong 05 ngay lam viéc ké tir ngay nhan dugc hé so, Cuc Quan ly |
Dugc thong bao bang van ban dién tir cho to chirc, ca nhan cong
b biét cac ndi dung chua dap (mg dé sua doi, bo sung hd so (néu
cu thé cac noi dung chua déap tng).

Ho so bo sung cua don vi gom:

' - Van ban giai trinh Ve viéc stra doi, bd sung cua to chire, ca nhan
dimg tén cong bo; |

- Phiéu ¢dng bo san pham my pham va’hodc cac tai liéu khac duoc

stra doi, bo sung; .

Trong vong 05 ngay lam viéc ké tir ngay nhin duge ho so bo sung

dap dng theo quy dinh, Cuc Quan ly Dugc ¢6 trach nhiém ban
"hanh sb tiép nhan Phiéu cong bd san pham my phém.




50 m&i va ngp phi/l¢ phi méi theo quy dinh.

Trudng hop hd so sira doi, bo sung khong dap ng theo quy dinh
thi trong vong 05 ngay lam viée ké tir ngdy nhén dugc hd [so bo
sung, Cuc Quan ly Dugc thong bao bang van ban dién tu khong
ddng v cip sd tiép nhan Phiéu cong bd san pham my pham cho san
pham nay.

¢) Trong thoi gian 03 thang ké tir ngay ban hanh vén ban thong |
bao theo quy dinh tai diém b néu trén, néu Cuc Quan ly|Dugc
khong nhan duoc hd so bd sung cta to chirc, ca nhan dimg tén
cong bo thi hd so cong bd khong con gia tri. Trong truong hop
nay, néu to chic, ca nhan mudn tiép tuc cong bé thi phai nop ho |

Cich thire thyc hién' |

=

Nop ho so truc tuyén thong qua Cong thong tin mot cira quoc gia
(tai dia chi: http://vnsw.gov.vn).

Thanh phén, s6 lugng ho so

| a. Thanh phin hé so bao gom:*

- Phiéu cong bo san pham my pham
- Glay uy quycn cta nha san xuét hodc chu so hitu san phim uy |
' quyén cho té chire, ca nhan chiu trach nhiém dua san pham ra thi
truomg dugc phan phoi san pham my pham tai Viét Nam; |
- Gidy ching nhéan luu hanh tr do (CFS).

01 (bo)

b. S6 lwgng hé so:

Thoi han giai quyét |

Co quan thyc hién thu tuc hanh chinh

- 03 ngay lam viéc ké tir ngay nhan duoc ho so cong bo hop I€ va

phi cong b theo quy dinh (d6i vai 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 (déi vai trudomg hop chua cip s6 tiép nhan).

| Dm tugng thyc hi¢n thu tuc hanh chinh

T6 chire, ca nhan

|
' Cuc Quan ly Dugc.




‘ Két qua thue hién thi tuc hanh chinh

| _
' S6 tiép nhan Phiéu cong b san pham my pham.
] i

L.¢ phi (néu ¢6)

! 500.000d (Nam tram nghin dong).

' Tén méiu don, miu to khai (Pinh kém thu tuc nay)

Phu luc I: Mau Phiéu cong bo san pham my pham (theo Phu luc

| $d 01-MP). o B

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

- To chirc, ca nhan chiu trach nhiém dua san phém ra luu thong |
trén thi truong phai c¢6 chirc nang kinh doanh my pham tai Viét |

| Nam. .
- Viéc cong bo tinh nang cua san pham my pham (muc dich su |
dung cua san pham) phai dap (mg hudng dan cua ASEAN vé cong

bé tinh ndng san pham my pham.

Can cir phap ly cua thu tuc hanh chinh

- Nghi dinh s0 155/2018/NDP-CP ngay 12/11/2018 cua Chinh phu |
sta doi, bo sung mot s6 quy dinh lién quan dén diéu kién dau tu,

kinh doanh thugc pham vi quan ly nha nudc cua BO 'Y té;

- Quyét dinh 56 2659/QD-BY T ngay 17/6/2016 cua B truong Bo

! Y té vé viée ap dung co ché hai quan mot cira qudc gia doi voi tha
tue hanh chinh ¢dp s6 tiép nhan Phiéu cong bd san pham my pham
nhap khau;

- Thong tu 277/2016/TT-BTC ngay 14/11/2016 cua B§ Tai chmh
vé viéc quy dinh muc thu, ché d6 thu, ndp, quan ly va st dung phi
trong linh vuc dugc, my pham;

- Th()ns.. tur s6 06/2011/TT-BYT ngay 25/01/2011 cua By Y té quy
dinh ve quan ly my pham.

"Tu nmy 01;’013201? trién khai Qu»et dinh ) 2650:’()9 -BYT nga) 17/6/2016 cua Bo trl.ro'lw
Bo Y ¢ vé viéc ap dung co ché hai quan mt cua quoc gia doi voi thu tuc hanh chinh cap so
tiép nhan Phiéu cong bo san pham my pham nhép khau, tat ca tn chirc, ca nhan chi thuc hi¢n
cong bo san pham my pham nhap khau va nhan két qua trén Cong thong tin mot cura quoc gia
(http://vnsw.gov.vn).

2B6 di 01 thanh phan trong hd so: Gidy chimg nhan dang ky kinh doanh ctia to chire, ¢d nhin
chiu trach nhiém dua san pham ra thj truong, theo quy dinh tai diém a khoan | {')n.u 12 Nghi
dinh s6 155/2018/ND-CP ngay 12/11/2018 cta Chinh phu stra d6i, bo sung mot ) quy dinh
lién quan dén diéu kién dau tu, kinh doanh thude pham vi quan Iy nha nuée cua By 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 céng bé (Product Notification No):

Phiéu céng bé co gia tri 05 nam ké tir ngay cap.

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

M Danh dau vao 6 thich hop (Tick where applicable)

THONG TIN SAN PHAM
PARTICULARS OF PRODUCT

I. Tén nhin hang va tén san pham (Name of brand & product):

1.1. Nhan hang (Brand)

1.2. Tén san pham (Product Name)

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







