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Du thao
11/11/2023

PE CUONG DU THAO NGHI PINH
Quy dinh vé quan Iy my pham

Can cit Ludt T6 chire Chinh phii 6 76/2015/0H13 ngay 19 thang 6 niam 2015;
Can civ Ludt Pdu tw s6 61/2020/QH14 ngay 17 thang 6 nam 2020;
Theo dé nghi cua Bo truong Bo Y té;

Pé trién khai Hiép dinh hoa hop trong qudn Iy my pham da dwoc cdc nwée thanh
vién Hiép héi cic mede Dong Nam A ky ngay 02 thang 9 nam 2003 (goi tat la Hiép dinh
hoa hop my pham ASEAN), Chinh phii ban hanh Nghi dinh quy dinh vé diéu kién san
xudt my pham.

Chuwong I
QUY DINH CHUNG
Diéu 1. Pham vi diéu chinh va déi twong ap dung

1. Nghi dinh nay quy dinh viéc quan ly cac san pham my pham 1a thanh pham san
Xudt trong nudc va thanh pham m§y pham nhap khau dé Iuu thong trong pham vi lanh tho
Viét Nam, bao gdm: phan loai san pham va cong bd tinh ning; cong bd san pham my pham;
yéu cdu vé an toan san pham va thanh phan sir dung trong my pham; Ho so thong tin san
pham, quang cdo, ghi nhan; san xuat; xuit khau, nhap khau; hoat dong thuong mai dién tr
trong kinh doanh my pham; 1dy mau dé kiém tra chat luong; trach nhiém cua to chirc, ca
nhan chju trach nhiém dua san pham ra thi truong, chu sé hiru san phdm, nha san xuét,
nhap khau, budn ban m§ pham va quyén lgi ctia nguoi tiéu ding; quan 1y nha nudc vé my
pham, thanh tra, kiém tra giam sat hdu mai my pham; thong tin va ché d6 bao cio.

2. Nghi dinh nay ap dung dbi v0i cac co quan chirc ndng co lién quan dén viéc quan

1y my pham cac to chtre, ca nhan tién hanh cac hoat dong lién quan dén coéng bd san pham
m§ pham, san xuat, xuat khau, nhap khau, bu6n ban san pham my pham tai Viét Nam.

Diéu 2. Giai thich thuit ngir
Diéu 3. Nguyén tic quan Iy my pham

1. Tat ca cac san pham m§ pham trudc khi san xuét, nhap khau dé dua ra luu thong
trén thi trudng phai dugc to chire, ca nhan c6 dang ky kinh doanh tai Viét Nam tién hanh
cong bd san pham my pham va duoc co quan c6 thdm quyén cip sb tiép nhan Phiéu cong
bd san phim my pham.



2. T6 chtrc, ca nhan chiu trach nhiém dua san phém ra thi truong hoan toan chiu trach
nhi¢m v¢ tinh an toan, chat lugng, hi¢u qua cia my pham va phai luén c¢6 san H6 so thong
tin cua san pham (PIF).

3. Co quan quan 1y nha nudc c6 tham quyén tién hanh kiém tra hdu mai khi san pham
luu thong trén thi truong,

4. Co so san xudt my pham phai dap tng céac nguyén tic, tiéu chuan “Thyuc hanh tét
san xuit my pham” cua Hiép hoi cac nudc Déng Nam A (CGMP-ASEAN) truée khi tién
hanh coéng bo sanpham va san xuat my pham.

5. Cac san pham my pham luu thong trén thi truong phai dap ung cac quy dinh vé
tinh an toan-san pham, thanh phan cong thirc, ghi nhin, cong b tinh ning my pham dugc
quy dinh tai Nghi dinh nay va cac van ban c6 lién quan.

6. Céc quyét dinh cia Hoi dong my pham ASEAN (ACC) trong khudn kho Hiép dinh
hoa hop my pham ASEAN duoc cap nhat ap dung tai Viét Nam va dugc dang tai trén trang
thong tin dién tr cia Cuc Quan Iy Dugc - BO Y té (dia chi truy cap www.dav.gov.vn).

Chwong I1

QUYEN VA NGHIA VU CUA TO CHUC, CA NHAN CHIU TRACH NHIEM
DPUA SAN PHAM RA THI TRUONG, SAN XUAT, NHAP KHAU,
BUON BAN MY PHAM VA QUYEN LOQI CUA NGUOI TIEU DUNG

Diéu 4. Quyeén va nghia vu ciia to chirc, ca nhan chiju trach nhiém dwa sidn pham
ra thi truong

Dieu 5. Quyén va nghia vu ciia chi sé hiru sin pham, co sé san xuat my pham
Dieu 6. Quyén va nghia vu cta co s¢ nhap khau, buén ban my pham:

Piéu 7. Quyén ciia nguoi tiéu ding my pham

Chuong I11

QUY DINH VE PHAN LOAI SAN PHAM VA
CONG BO TiNH NANG MY PHAM

Picu 8. Phin loai sin pham la my pham
Diéu 9. Céng bo tinh niing my phim va muc dich si dung
Pi¢u 10. Phan nhém m§ phim
Chuong IV

CONG BO SAN PHAM MY PHAM
Piéu 11. Quy dinh vé viéc cong bd san pham my pham
Piéu 12. Ho so cong b san pham m§ pham
Piéu 13. Cach lap Phiéu cong bd san phAm m§ phim
Diéu 14. Quy dinh vé Gidy iy quyén

Diéu 15. Quy dinh vé Gidy chirng nhén lwu hanh ty do (Certificate of Free Sale
- CFS)

Diéu 16. Thii tuc tiép nhan va giai quyét ho so' cong bd san pham my pham

Diéu 17. Quy dinh vé cach ghi s6 tiép nhin Phiéu cong bd sian pham m§ pham



Piéu 18. Thay di, bd sung cac ndi dung di cong bd
Piéu 19. Hi¢u lyc ciia s tiép nhan Phiéu cong bo sian pham m§ pham
Chuong V

_ YEU CAU VE AN TOAN VA _,
THANH PHAN SU DUNG TRONG MY PHAM

Pi¢u 20. Yéu cu vé an toan sian phim m§ pham
Di¢u 21. Thanh phan sir dung trong my pham
Pi¢u 22. Nhirng sain phAm m§ pham chita cic thanh phan sau day thi vin dwoc
phép lwu thong trén thi treong
Chuong VI
ha s- th«ng tin sqn phEm
Piéu 23. Quy dinh chung vé Ho so thong tin sian pham:

Diéu 24. Noi dung ciia Ho so thong tin sin pham my pham

Chuong VII
QUANG CAO VA GHI NHAN MY PHAM
Piéu 25. Vi tri nhin my pham
Piéu 26. Kich thwéc, hinh thirc va ndi dung ciia nhin
Piéu 27. Noi dung bit budc phai ghi trén nhin
Piéu 28. Ngon ngir trinh bay trén nhin my phim
Diéu 29. Cac ndi dung khac thé hién trén nhin my phim

Piéu 30. Quy dinh vé quing c4o m§ pham

Chwong VIII
SAN XUAT MY PHAM
Piéu 31. Sin xuit my phim
Piéu 32. Kiém tra, cp Gidy chirng nhan di diéu kién sian xuit my phim

Piéu 33. Kiém tra, cip Gidy chirng nhén co sé dat nguyén tic, tiéu chuin “Thuec
hanh tot san xuat my pham”

Chwong IX
XUAT KHAU, NHAP KHAU MY PHAM
Diéu 34. Xuit khiu my phim

Piéu 35. H6 so, thii tuc cap Gidy chirng nhan lwu hanh tu do (CFS) d6i véi my
pham san xuat trong nwéc dé xuat khau

Piéu 36. Nhap khiu m§ pham
Chuwong X
HOAT PONG THUONG MAI PIEN TU TRONG KINH DOANH MY PHAM



Diéu 37. Hoat dong thwong mai dién tir trong kinh doanh m¥ phim

Piéu 38. Kinh doanh m§ phim trén website thwong mai dién tir ban hang va san
giao dich thuwong mai dién tir

Diéu 39. Kinh doanh m§ phim qua nén ting mang xa hoi

Chuong XI
LAY MAU MY PHAM PE KIEM TRA CHAT LUQNG
Diéu 40. Nguyén tic liy miu
Piéu 41. Tham quyén ldy miu va quyén han, trach nhiém ciia ngudi ldy miu
Dicu 42. Van chuyén va ban giao miu
Diéu 43. Két luan két qua kiém tra chit lwgng cic miu my pham
g Pi¢u 44. Kinh phi 1ay mAu my pham va kiém nghiém xac dinh chat hrong my
pham
Chwong XII
QUAN LY NHA NUOC VE MY PHAM
Diéu 45. Trach nhiém quan Iy nha nwéc vé my pham

1. Chinh phu thdng nhét quan 1y nha nudc vé my pham.

2. Bo Y té chiu trach nhiém truéc Chinh phi thyc hién quan ly my pham.

3. Cac b9, co quan ngang b trong nhiém vy, quyén han cua minh ¢6 trach nhiém
ph01 hop v6i BO Y té thue hién quan ly nha nudce vé my pham.

4. Uy ban nhan dan céac cip thuc hién quan Iy my pham trong pham vi dia phuong.

Di¢u 46. Trach nhi¢ém quan ly nha nwéc vé my pham cia B Y té
Diéu 47. Trach nhiém quén 1y nha nwéc vé my pham cia B$ Cong Thuong

Diéu 48. Trach nhiém quén Iy nha nwéc vé my phim cia B§ Thong tin truyén
thong

Djéu 49. Trach nhiém quin 1y nha nwéc vé my pham cia Uy ban nhan dan cac
cap
Chwong XIII

THANH TRA, KIEM TRA GIAM SAT HAU MAI MY PHAM
Diéu 50. Thanh tra, kiém tra giam sat hAu mai my phiam.
Diéu 51. Kiém tra nha nwéc vé chit lwong my phim
Piéu 52. Hinh thic kiém tra, thanh tra
Piéu 53. Nji dung kiém tra, thanh tra
Diéu 54. Pinh chi lvu hanh, thu hdi va bién phap xir Iy my pham vi pham
Piéu 55. Thu hoi s6 tiép nhin Phiéu cong bd sin pham my pham
Piéu 56. Thu hoi Gidy chirng nhan di diéu kién san xuit my pham

Piéu 57. Cac trweong hop tam ngirng tiép nhan hd so' cong bé san phim m§ pham



Chwong XIV

THONG TIN VA CHE PQ BAO CAO
Piéu 58. Thong tin
Piéu 59. Ché dd bao cao
Piéu 60. Biéu miu, Phu luc kém theo Nghi dinh
1. Mu Phiéu cong b san pham my pham: Phu lyc s6 01-MP.
2. Tai liéu hudng din vé cong bd san pham my pham: Phu luc s6 02-MP.
3. Mau Giy uy quyén: Phu luc s6 03-MP
4. Hudng dan vé cong b tinh ning cta san pham m§ pham: Phu luc sb 04-MP.

5. Danh myc cic nhém my pham theo Hiép dinh hoa hop m§ pham ASEAN: Phu luc
s 05-MP.

6. Quy udc viét tit tén cac tinh, thanh phd truc thudc Trung wong va mot sb Ban Quan
Iy Khu kinh té: Phuy luc s6 06-MP.
7. Cac ndi dung thay doi, bo sung sau cong bd: Phu luc s6 07-MP

8. Quy dinh ctia ASEAN vé gi¢i han kim loai ning va vi sinh vét trong san phim my
phém: Phu luc s6 08-MP.

9. N6i dung quy dinh vé& Ho so thong tin san pham: Phu luc sb 09-MP.

10. Tai liéu hudng dan cia ASEAN vé kiém tra hiu mai my phém: Phu luc s6 10-
MP.

11. MAu Gidy chimg nhan du diéu kién san xut my pham: Phu luc sé 11-MP.

12. MAu Gidy chimg nhdn luu hanh tu do (CFS) cdp cho my phim san xuit trong
nude: Phu luc sd 12-MP.

13. Mau don hang nhap khau ding cho nghién ctru, kiém nghiém: Phy luc s6 13-MP.
14. Mau Bién ban 14y mau my pham dé kiém tra chit luong: Phu luc sé 14-MP.

15. Mau Phiéu kiém nghiém: Phu luc s6 15-MP.

16. Mau bao céo cong tac quan 1y nha nudce vé my phém tai dia phuong: Phu luc )
16-MP.

17. Mau béo céo két qua hoat dong san xuét, kinh doanh my phém: Phu luc sb 17-
MP.

18. Mau thong bao tac dung c6 hai cia my pham: Phu luc s6 18-MP.

Chuong XV
HIEU LUC THI HANH
Diéu 61. Quy dinh chuyén tiép

1. B6i voi nhitng san pham my pham san xuat trong nudc da dugc cap so tiep nhan
Phiéu cong bo san pham my pham trude ngay Nghi dinh ndy ¢6 hi€u lyc, néu san pham



dap ung v€ an toan, chat luong thi co s¢ san xuat dugc ti€p tuc san xuat cac san pham nay
va dua ra luu thong trén thi truong dén hét hiéu luc cta so tiép nhan.

2. Nhiing san pham dép tng quy dinh vé ghi nhin my pham va cic quy dinh khac
quy dinh tai Thong tu 06/2011/TT-BYT ngay 25/01/2011 cua Bo Y té quy dinh vé quan 1y
my pham di san xuét va nhap khau trudc thoi diém Nghi dinh nay c6 hiéu luc dugc tiép
tuc luu thong dén héthan ding cua san pham.

Piéu 62. Hiéu lyc thi hanh
1. Nghi dinh nay c6 hiéu luc thi hanh sau 45 ngay ké tir ngay ky ban hanh .

2. Bai bo Nghi dinh s6 93/2016/NB-CP ngay 01/7/2016 ciia Chinh phu quy dinh vé
diéu kién san xuit my pham, Thong tu sb 06/2011/TT-BYT ngay 25/01/2011 caa B Y té
quy dinh'vé quan Iy my phim va cac quy dinh trai véi Nghi dinh nay.

Diéu 63. To chirc thyc hién
1. Bo truéng BO Y té chiu trach nhiém t6 chuc, hudng dan thi hanh Nghi dinh nay.

2. Cac B¢ truong, Thu trudng co quan ngang Bo, Thu trudng co quan tryc thudce
Chinh phu, Chu tich Uy ban nhan dan cap tinh, thanh pho truc thudc Trung wvong chiu trach
nhiém thi hanh Nghi dinh nay./.

Noi nhgn: TM. CHiNH PHfJ

- Ban Bi thu Trung wong Pang; > .
- Thi twéng, cic Phé Thi tuéng Chinh phu; THU TUONG

- Cac B9, co quan ngang B9, co quan thudc Chinh phu;

- HDND, UBND cac tinh, thanh phé truc thudc Trung wong;
- Van phong Trung uwong va cac Ban ctia DPang;

- Vin phong Tong Bi thu;

- Van phong Chu tich nudc;

- Hoi déng Dan tdc va cac Uy ban cua Qudc hoi;

- Vin phong Qudc hoi;

- Toda 4n nhan dan tdi cao;

- Vién Kiém sat nhan dan tdi cao;

- Kiém toan Nha nudc;

- Uy ban Giam sat tai chinh Quéc gia;

- Ngan hang Chinh sach xa hoi;

- Ngan hang phat trién Viét Nam;

- Uy ban Trung wong Mit tran T quéc Viét Nam,;

- Co quan trung wong ctia cac doan thé;

- VPCP: BTCN, c4c PCN, Tro Iy TTg, TGP Céng TTDT,
cac Vu, Cuc, don vi tryc thudc, Cong bao;

- Luu: VT, KGVX (03).



