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V/v cép nhét quy dinh vé cac chat
st dung trong my pham

Kinh gui:
- S6 Y t€ cac tinh, thanh pho truc thudc Trung wong
- Cac co so san xuat, kinh doanh my pham

Thuc hién Hiép dinh my phdm ASEAN va cac quy dinh tai Thong tu sd
06/2011/TT-BYT ngay 25/01/2011 cia Bo Y té quy dinh vé quan Iy my pham,
can. cir két qua cac cudc hop Hoi ddong my pham ASEAN (ACC) lan thir 35 va
Hoi'ddng Khoa hoc my pham ASEAN (ACSB) lan thir 35, Cuc Quan ly Duoc
thong bao dén cac don vi nhu sau:

1. Cac Phu luc (Annex) ciia Hiép dinh my pham ASEAN bao gom:

- Phu luc II. Danh muc céac chat khong duge phép sir dung trong san pham
my pham;

- Phu luc III. Danh muc cac chit co quy dinh gi61 han néng do, ham luong
trong san pham my pham;

- Phu lyc IV. Céc chat mau duoc phép dung trong my pham;

- Phy luc VI. Danh muc céc chat bao quan dugc phép sir dung trong san
pham my pham;

- Phu luc VII. Danh muc cac chat loc tia tr ngoai.

2. Thong tin cu thé vé noi dung cap nhat tai cdc Phu luc cua Hiép dinh my
pham ASEAN nhu sau:

a) Tai Phu luc II, b sung chat 4-[(tetrahydro-2H-pyran-2-yl) oxy] phenol
(Deoxyarbutin) vao tham chiéu s6 1657.

b) Tai Phu luc I1I, bd sung/ cip nhat cac gi6i han quy dinh cu thé nhu sau:

- B6 sung chit 1,3-Dihydroxy-2-propanone (Dihydroxyacetone) vao tham
chiéu s6 321: 13 chat nhuém mau dugc phép st dung trong san phdm nhudm toc
khong oxi hoa véi nong d6 téi da 12 6,25%; 1a chat dugc phép st dung trong san
pham 1am sam da v&i nong do tdi da 1a 10%.

- Cap nhat quy dinh vé gi6i han coa chat 1-(4-Chlorophenoxy)-1-
(imidazol-1-yl)- 3,3- dimethylbutan-2-one)/ Climbazole tai tham chiéu s0 326:
La chat dugc phép sur dung trong san pham goi dung cho toc gitip ngén ngura gau
rira troi dugc voi nong do toi da la 2%, san pham xa dung cho toc giup ngan
ngtra gau rua troi duge véi nong do toi da 1a 0,5%.



- B6 sung vao tham chiéu sé 338: Cap nhat quy dinh vé viéc st dung
Titanium Dioxide ¢ dang bot co chira 1% hodc nhiéu hon céac hat ¢6 duong kinh
khi dong hoc < 10 um khong duoc phép str dung trong cac dang co thé lam phat
sinh phoi nhiém qua duong ho hap cta ngudi ding dé sir dung nhu sau:

+ Céc san pham danh cho mit ¢ dang bot 1ong: nong do tdi da 13 25% cho
st dung thong thuong;

+ Cac san pham xit dudng toc: ndng do t6i da 1a 1,4% cho sir dung thong
thuong va 1,1% cho st dung chuyén nghi¢p.

¢) Tai Phu lyc VI, bd sung/ cap nhat cac gidi han quy dinh cu thé nhu sau:

-B6 sung chit bao quan 4-(3-ethoxy-4-hydroxyphenyl) butan-2-one
Hydroxyethoxyphenyl Butanone (HEPB) v&i ndng d6 tdi da 13 0,7%.

- Cap nhat quy dinh vé& gi6i han cua chit 1-(4-Chlorophenoxy)-1-
(imidazol-1-yl)- 3,3- dimethylbutan-2-one)/ Climbazole tai tham chiéu s6 32: La
chat bao quan dugc phép sir dung trong cac dang san pham my pham: San pham
dudng toc, Kem ding cho da mat vdi nong do toi da 1a 0,2%; San pham goi/ xa
dung cho toc rira troi duoc véi néng d6 tdi da 14 0,5%.

d) Tai Phu luc IV ’VE‘l Phu luc VII, cap nhat quy dinh vé viéc st dung
Titanium dioxide lam chat tao mau (Phu lyc IV) va lam chat loc tia to ngoai
(Tham chi€u s6 27 va 27a cua Phy lyc VII) duge cap nhat d€ luu y viée sir dung
bi han ché (khong dugc dung trong truong hop o6 thé dan dén viée ti€p xic voi
phoi do hit phai khi stir dung).

d) Lo trinh ap dung:

- Ké tir ngay ap dung néu trong Phuy luc dinh kém cong van nay, chi cac
san pham my pham dap tmg quy dinh méi duoc luu hanh trén thi truong, cac san
phadm my pham khong dap ing quy dinh sé€ bi thu hoi.

- Quy dinh vé chit bao quan 4-(3-ethoxy-4-hydroxyphenyl) butan-2-one
Hydroxyethoxyphenyl Butanone (HEPB) néu tai diém c¢ khoan 2 c¢6 hiéu luc ké
tor ngay ban hanh cong van nay.

3. Pé nghi cac co s san xuat, kinh doanh my pham:

- Chu dong ra soat thanh phan cong thirc san phim my pham duoc san
Xuét, nhap khau, kinh doanh;

- C6 ké hoach san xuit, nhap khéau, kinh doanh phu hop, dam bao san
pham m§ pham dua ra luu hanh dap ung quy dinh tai Thong tu s 06/2011/TT-
BYT, Hi¢p dinh my phém ASEAN, céc ndi dung cap nhat Hi¢p dinh my phﬁm
ASEAN duoc néu tai cong vin nay va cac cong vin cap nhat quy dinh vé cac
chat dung trong my pham cta Cuc Quan Iy Dugc; tranh nguy co san pham bi thu
héi, gay lang phi.



4. P& nghi S& Y té cac tinh, thanh phd tryc thudc Trung uong phd bién
dén cac don vi trén dja ban biét va trién khai thuc hién céc noi dung néu trén./.

Noi nhin: KT. CUC TRUONG
- Nhu trén; A A

- Thir truémg D6 Xuan Tuyén (dé ble); ‘ PE\O cuc TRUONG
- Cyc trudng Cuc QLD (dé b/c);

- Thanh tra B (d€ phdi hop);

- VKN thuéc TW, VKN thudc Tp.HCM;
- Céc Pho Cuyc truong (dé biét);

- Phong PC-TTr, Website Cuc QLD;

- Luu: VT, MP.



Phu luc

DANH MUC CAC CHAT CAP NHAT VAO CAC PHU LUC (ANNEX)
CUA HIEP PINHMY PHAM ASEAN VA LO TRINH THUC HIEN

cua Cyc truong Cuc Quan ly Duoc)

STT Tén chat §6 Tham chiéu/ Ngay ap
S6 Phu luc (Annex) dung
1 4-[(tetrahydro-2H-pyran-2-yl) 1657/Annex Il 11/05/2023
oxy] phenol (Deoxyarbutin)

2 1,3-Dihydroxy-2-propanone 321/Annex Il 11/11/2023
(Dihydroxyacetone)

3 1-(4-Chlorophenoxy)-1- 326/Annex Il1 11/11/2023
(imidazol-1-yl)- 3,3- 32/Annex VI

dimethylbutan-2-one)/
Climbazole
4 Titanium dioxide 338/Annex Il 11/05/2024

Cl 77891/Annex IV
27, 27a/Annex VII
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