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V/v cép nhat quy dinh vé cac
chat sir dung trong my pham

Kinh guri:

- S&'Y té cac tinh, thanh phd truc thudc Trung vong;
- Cac co so san xuat, kinh doanh my pham
(Sau day goi tat 1a cac Pon vi).

Trién khai thyc hién Hiép dinh My pham ASEAN va quy dinh tai Thong
tu s6 06/2011/TT-BYT ngay 25/01/2011 cua Bo truong Bo Y té quy dinh vé
quan 1y my pham, cin ct két qua cac cudc hop Hoi dong My pham ASEAN
(ACC) lan thr 38 va Hoi dong Khoa hoc my pham ASEAN (ACSB) lan thir 38,
Cuc Quan 1y Dugc thong bao dén cac Pon vi nhu sau:

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

- Phu luc II. Danh myc céac chat khong dugc 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 duoc phép sir dung trong san
phdm my pham;

- Phu luc VIIL. Danh muc cac chat loc tia tir ngoai.

2. Thong tin cu thé vé noi dung cap nhat tai cac Phu luc cia Hi€p dinh M§
pham ASEAN nhu sau:

a) Tai Phu luc II: Puoc bd sung, stra d6i nhu sau:

- B6 sung 14 chat (Tham chiéu s6 1681, 1682, 1683, 1684, 1685, 1686,
1687, 1688, 1689, 1690, 1691, 1692, 1693, 1694).

- B6 sung chat N,N-diethyl-m-toluamide/Diethyltoluamide (DEET) vao
Tham chiéu s6 A1144.

- Tham chiéu s6 221: Bo dong “ngoai trir nhitng truong hop dic biét co
trong Phu luc VI” (except those special cases included in Annex VI).

- Tham chiéu s6 1605, 1606, 1607: Sira 16i danh may trong doan sau: “ ...
khong phan biét nguon gdc, trong hén hop duge dua ra thi truong ¢ ty 1é = 0,1
% w/w” (... irrespective of the source, in the mixture as placed on the market is
= 0.1 % w/w) thanh “khong phan biét ngudn gdc, trong hdn hop duoc dua ra thi
truong co ty 1€ > 0,1 % w/w” (irrespective of the source, in the mixture as placed
on the market is > 0.1 % w/w).

b) Tai Phu luc III: Puogc cap nhit, stra d6i nhu sau:

- Tham chiéu s6 12: Cot B (Chég / Sé CAS): Bb sung cum tir “ngoai trir
cac chat sau trong Phu luc II: Tham chiéu s6 1397, 1398, 1399” (with the



exception of the following substances in Annex II: No. 1397, 1398, 1399)
vao sau cau “Hydro peroxide va cac hop chat hoic hon hop khac giai phong
hydro peroxide, bao gém carbamide peroxide va kém peroxide,” (Hydrogen
peroxide, and other compounds or mixtures that release hydrogen peroxide,
including carbamide peroxide and zinc peroxide,).

- Céc tham chiéu s6 324, 325, 327 va 339: Bo chti thich ?? & cot B va bo
sung chd thich @2 & cot E sau cum tir “... tia UV nhén tao” (... artificial UV light.
(22)) thanh “Déi v6i (a): Khong duge str dung trong cac san pham chéng ning va
cac san pham tiép xuc v6i tia UV tu nhién hodc nhén tao. @?” (For (a): Not to be
used in sunscreen products and products marketed for exposure to natural /
artificial UV light. @), (For (a): Not to be used in sunscreen products and
products marketed for exposure to natural or artificial UV light. ¢?),

¢) Tai Phu luc IV: DBuogc cdp nhat, stra d6i nhu sau:

- Chat mau CI 45430: Cot “Cac han ché va yéu cau khac” (Other
limitations and requirements): Boé chi tiéu kiém soat tap chat “Khong qua 1% 2-
(6-hydroxy-3-oxo-3H-xanthen-9-yl) axit benzoic va 2% 2-(bromo-6-hydroxy-3-
0x0-3H-xanthen-9-yl) axit benzoic”.

¢) Tai Phu luc VI. Buoc cap nhat, stra ddi nhu sau:

- Poan 5 cua Loi rpc’f dau Phu luc: Bo cum tir “formaldehyde hodc” do
formaldehyde khong 1a chat bao quan dugc phép sur dung.

- Tham chiéu sb 31 (Methenamine 3-chloroallylochloride (INN) hay
Quaternium-15): Puoc loai bo, plo chat Quaternium-15 da bi cam st dung va
dua vao Phu luc II Tham chiéu s6 1386 cua ACD.

d) Tai Phu luc VII: Pugc cip nhit, stra d6i nhu sau:

- Tham chiéu s6 4: Stra doi quy dinh vé viéc sir dung Benzophenone-3 la
chat lgc tia tor ngoai nhu sau:

Conditions of use and
Substance Authorised warnings which must be
concentration printed on the label

Maximum
Reference

number

Other limitations and
requirements

4 2-Hydroxy-4-methoxy-benzophenone For a) and b) Not more than 0.5 % For a) and b): Contains
/Oxybenzone © to protect product formulation Benzophenone-3®
Benzophenone-3 a) 6% a) Face products, hand products,
CAS No. 131-57-7 and lip products, excluding
propellant and pump spray
products

If used at 0.5 % to protect product
formulation, the levels used as UV
filter must not exceed 5.5 %.

b) 2.2% b) Body products, including
propellant and pump spray
products

If used at 0.5 % to protect product
formulation, the levels used as UV
filter must not exceed 1.7 %.

¢) 0.5% Other products

- B6 sung 02 chat HAA299 (Bis-(Diethylaminohydroxybenzoyl Benzoyl)
Piperazine) & dang khong nano (Tham chiéu sb 32), dang nano (Tham chiéu s6
33) va cha thich ;




Maximum Lo Conditions of use and

Reference Other limitations and

Substance Authorised - warnings which must be
number - requirements -
concentration printed on the label

32 1,1'-(1,4-piperazinediyl)bis[1-[2-[4- 10% O

(diethylamino)-2-

hydroxybenzoyl]phenyl]-methanone

Bis-(Diethylaminohydroxybenzoyl

Benzoyl) Piperazine

Cas No. 919803-06-8
33 1,1'-(1,4-piperazinediyl)bis[1-[2-[4- 10% O Only nanomaterials having the

(diethylamino)-2- following characteristics are

hydroxybenzoyl]phenyl]-methanone allowed:

- Purity > 97 %
Bis-(Diethylaminohydroxybenzoyl - Median particle size D50 (50 % of
Benzoyl) Piperazine (nano) the number below this diameter): >

50 nm of number size distribution.
Cas No. 919803-06-8
Not to be used in applications that
may lead to exposure of the end
user’s lungs by inhalation.

™. Truong hop st dung két hop Bis-(Diethylaminohydroxybenzoyl
Benzoyl) Piperazine va Bis-(Diethylaminohydroxybenzoyl Benzoyl) Piperazine
(nano), tong ti 1¢ khong duoc vuot qua 10%.

d) Lo trinh &p dung:

t(é tur ngay ap dung néu trong Phu luc dinh kem Coéng van nay, chi cac
san pham my pham dap tmg quy dinh méi duoc luu hanh trén thi truong, cac san
pham my pham khong dép tmg quy dinh s€ bi thu hoi.

3. Bé nghi céac co sé san xuat, kinh doanh my pham:

- Chu dong ra soat thanh phan cong thic san pham my pham duoc san
xuat, nhap khau, kinh doanh;

- C6 ké hoach san xuat, nhap khau, kinh doanh phu hop, bao dam san
pham my pham dua ra luu hanh dap tng quy dinh tai Thong tu s6 06/2011/TT-
BYT ngay 25/01/2011 cia Bo truong Bo Y té quy dinh vé quan 1y my pham
Hiép dinh My pham ASEAN, cac noi dung cap nhat Hiép dinh My pham
ASEAN duoc néu tai Cong vin ndy va cac cong van cdp nhat quy dinh vé cac
chat dung trong my pham cta Cuc Quén Iy Dugc; tranh nguy co san pham bi thu
héi, gay lang phi.

4. Pé nghi S6 Y té cac tinh, thanh phé truc thuéc Trung wong phd bién
dén cac don vi trén dia ban biét va trién khai thuc hién cac ndi dung néu tai muc
1, 2 va 3 Cong van nay./.

Noi nhén: KT. CUC TRUONG
- Nhu trén; B ))

- Thi truéng D3 Xuan Tuyén (dé b/c); -"HO cyc TRUONG
- Cuc trudng (dé b/c);

- Céc Pho Cuc truong (dé biét);

- Thanh tra Bo (dé phdi hop);

- VKN thudc TW, VKN thudc TP.HCM;
- Phong PCHN, Website Cuc QLD;

- Luu: VT, MP.




Phu luc

DANH MUC CAC CHAT CAP NHAT VAO CAC PHU LUC (ANNEX)
CUA HIEP PINH MY PHAM ASEAN VA LOQ TRINH THUC HIEN
(Kém theo Céng vin sé 589 /QLD-MP ngay 23 /02/2024 ciia Cuc Qudn 1y Durgc)

Tham chiéu so

A £ Ref #) / Ngay a
STT Tén chat S(% Phu )lgc (glu¥1g P
(Annex)
1 Tetrafluoroethylene 1681/Annex Il 15/11/2024
2 6,6'-di-tert-butyl-2,2'-methylenedi-p- 1682/Annex Il 15/11/2024
cresol;[DBMC]
3 (5-chloro-2-methoxy-4-methyl-3- 1683/Annex Il 15/11/2024
pyridyl)(4,5,6-trimethoxy-
otolyl)methanone; pyriofenone
4 (RS)-1-{1-ethyl-4-[4-mesyl-3-(2- 1684/Annex Il 15/11/2024
methoxyethoxy)-otoluoyl]pyrazol-5-
yloxy}ethyl methyl carbonate; tolpyralate
5 Azamethiphos (1SO); S-[(6-chloro-2- 1685/Annex Il 15/11/2024
oxooxazolo[4,5-b]pyridin-
3(2H)-yl)methyl] O,0-dimethyl
thiophosphate
6 3-methylpyrazole 1686/Annex Il 15/11/2024
7 N-methoxy-N-[1-methyl-2-(2,4,6- 1687/Annex Il 15/11/2024
trichlorophenyl)-ethyl]-3-
(difluoromethyl)-1-methylpyrazole-4-
carboxamide;
pydiflumetofen
8 N-{2-[[1,1'-bi(cyclopropyl)]-2-yl]phenyl}- | 1688/Annex Il 15/11/2024
3-(difluoromethyl)-1-
methyl-1H-pyrazole-4-carboxamide;
sedaxane
9 4-methylpentan-2-one; isobutyl methyl 1689/Annex Il 15/11/2024
ketone (MIBK)
10 Dimethomorph (I1SO); (E,Z2)-4-(3-(4- 1690/Annex Il 15/11/2024
chlorophenyl)-3-(3,4-
dimethoxyphenyl)acryloyl)morpholine
11 Imazamox (1SO); (RS)-2-(4-isopropyl-4- 1691/Annex Il 15/11/2024
methyl-5-0x0-2-
imidazolin-2-yl)-5-
methoxymethylnicotinic acid
12 | Thiamethoxam (I1SO); 3-(2-chloro-thiazol- | 1692/Annex Il 15/11/2024

5-ylmethyl)-5-
methyl[1,3,5]oxadiazinan-4-ylidene-N-

1




nitroamine

13 Triticonazole (I1SO); (RS)-(E)-5-(4- 1693/Annex Il 15/11/2024
chlorobenzylidene)-2,2-
dimethyl-1-(1H-1,2,4-triazol-1-
methyl)cyclopentanol
14 Desmedipham (1SO); ethyl 3- 1694/Annex Il 15/11/2024
phenylcarbamoyloxyphenylcarbamate
15 N,N-diethyl-m- All144/Annex Il | 15/11/2025
toluamide/Diethyltoluamide (DEET)
16 Styrene Oxybenzone (Benzophenone-3 4/Annex VI 15/11/2026
(BP3)
17 1,1'-(1,4-piperazinediyl)bis[1-[2-[4- 32/Annex VII | Ké tir ngay
(diethylamino)-2- Ky Cong
hydroxybenzoyl]phenyl]-methanone van nay
Bis-(Diethylaminohydroxybenzoyl
Benzoyl)
Piperazine
18 1,1'-(1,4-piperazinediyl)bis[1-[2-[4- 33/Annex VII Ké tr ngay
(diethylamino)-2- ky Cong
hydroxybenzoyl]phenyl]-methanone van nay

Bis-(Diethylaminohydroxybenzoyl
Benzoyl)
Piperazine (nano)
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