AN\ Ky bai: Cuc Quan
A7\ 1y Dugc
B | C(7 ual B Y té

L\ B Pj s BO Y TE CONG HOA XA HQI CHU NGHIiA VIET NAM
o CUC QUAN LY DUQC Poc 1ap - Tu do - Hanh phiic
S6: 817 /QLD-MP™ Ha Ngi, ngay19thdngo1 ndm 2023
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 cua Bo Y té quy dinh vé quan Iy my pham,
can cr két qua cac cudc hop Hoi ddng my pham ASEAN (ACC) lan thir 36 va
Hoi' ddng Khoa hoc my pham ASEAN (ACSB) lan thir 36, 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 I1I. Danh muc cac chit co quy dinh gi6é1 han néng do, ham luong
trong san pham my pham;

- Phu luc IV. Céc chit mau dugc 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 Hi¢p dinh my
pham ASEAN nhu sau:

a) Tai Phu lyc II, bd sung 42 chat (Tham chiéu s6 1388, 1397 dén 1399,
1428, 1458, 1459, 1490, 1503, 1645 dén 1656, 1658 dén 1668, 1671 dén 1680).

b) Tai Phu lyc III, b6 sung/ cap nhat cac gidi han quy dinh cu thé nhu sau:

- Vé chat Silver Zinc Zeolite (SZ2): Cac nude thanh vién (trir Indonesia,
Singapore va Philipine) da thong nhat bo sung chat nay vao Phu lyc III — dugc
str dung véi cac dang san pham: phan/kem nén, san pham khar mui (ca dang xit
va dang khong phai xit) voi ham lugng t6i da ddi 4p dung d6i v6i hai loai san
pham trén: 1%. Tuy nhién, theo dé xuat ctia Indonesia, ndi dung nay s& duoc
thdo luan thém & ky hop sau.

- Cép nhat quy dinh vé gidi han cua chat Salicylic acid tai tham chiéu s6
98: B sung mot so dang san pham my pham vao pham vi st dung dbi véi chat
nay, cu thé 1a: San pham dudng da, phan mat, chubt mi, ké mét, son méi, san
pham khtr mui, san pham cham séc moéng (body lotion, eye shadow, mascara,



eyeliner, lipstick, roll-on deodorant, nail care) véi ham luong tdi da Salicylic
acid dugc phép st dung trong céc san pham nay 13 0,5%

¢) Tai Phy luc VI, cip nhat quy dinh vé gidi han cua chat Salicylic acid va
cac mudi ctia no: Calcium salicylate, magnesium salicylate, MEA-salicylate,
sodium salicylate, potassium salicylate, TEA-salicylate tai tham chiéu sb 3: L&
chat bao quan duoc phép sir dung trong san phdm my pham véi ham lugng toi
da 0,5% (tinh theo Acid).

d) Tai Phu luc IV va Phu luc VII, cdp nhat quy dinh vé viéc s dung
Titanium ‘dioxide lam chat tao mau (Phu luc IV) va lam chét loc tia tir ngoai
(Tham chiéu sb 27 va 27a caa Phu luc VII) duoc cap nhat ndi dung, ngoai trur
cac tiéu chuan vé do tinh khiét s& duge théo luan sau. Cac ndi dung 4p dung cu
thé nhu sau:

- Céc san pham danh cho mit & dang bot 1ong: nong do tdi da 1a 25% cho
str dung thong thuong; chi duéi dang tiéu phan.

- Céc san pham xit dudng toc: ndng do t6i da 1a 1,4% cho str dung thong
thuong va 1,1% cho st dung chuyén nghi¢p. Khong sir dung trong céac truong
hop c6 thé dan dén tiép xuc véi phdi do hit phai khi sir dung.

- Cé4c dang san pham khac: Luu ¥ viéc st dung bi han ché (khong dugc
dung trong trudong hop c6 thé dan dén viéc tiép xtic véi phoi do hit phai khi st
dung). Nb6i dung nay d3 duoc cap nhat tir ky hop lan thi 35 va duge Cuc Quan
Iy Dugc néu tai cong vin s6 7048/QLD-MP ngay 25/7/2022.

d) Lo trinh ap dung:

Ké tir ngdy 4p dung néu trong Phu lyc dinh kém cong van nay, chi cac san
pham my pham déap Uing quy dinh ma61 duge luu hanh trén thi truong, cac san
pham my pham khong dap ing quy dinh sé€ bi thu hoi.

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

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

- C6 ké hoach san xuit, nhap khau, kinh doanh phu hop, ddm bao san
pham my pham dua ra luu hanh dap tng quy dinh tai Thong tu sé 06/2011/TT-
BYT, Hi¢p dinh m§ phém ASEAN, cac ndi dung cap nhat Hi¢p dinh m§ phﬁm
ASEAN duoc néu tai cong vin nay va cac cong vin cap nhat quy dinh vé cac
chat dung trong my pham ciia Cuc Quén 1y Duogc; tranh nguy co san pham bi thu
hoi, gay lang phi.

4. PBé nghi S¢ Y té cac tinh, thanh phd tryc thudc Trung uong:

a) Tién hanh rd soat, tong hop théng tin vé& viéc st dung chat
Diethultoluamide (DEET) trong cac san phim my pham san xuét trén dia ban da
dugc cip sb tiép nhan Phiéu cong bd; co bao cao gui vé Cuc Quan 1y Duoc



trude ngay 30/3/2023 dé kip phan hoi Ban Thu ky ASEAN tai ky hop ACSB lan
thir 37.

b) Pho bién dén céc 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; A 2
- Thi truong DS Xuan Tuyén (dé b/c); s £ ?Q\ CUC TRUONG

- Cuc truéng Cuc QLD (dé b/c);

- Thanh traB0 (dé phdi hop);

- VKN thudc TW, VKN thudc Tp.HCM;
- Cac Pho Cuc truong (dé biét);

- Phong PC-TTr, Website Cuc QLD;

- Luu: VT, MP.

/Ay i X N X



Phu luc

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

cua Cyuc Quan ly Duoc)

STT Tén chat S6 Tham chiéu/ | Ngay ap
S6 Phu luc dung
(Annex)
1 Octamethylcyclotetrasiloxane; D4 1388/Annex Il | 21/11/2024
2 Sodium perborate [1]; Sodium 1397/Annex Il | 21/11/2024
peroxometaborate; sodium peroxoborate
[2]
3 Perboric acid (H3BO2(02)), 1398/Annex Il | 21/11/2024
monosodium salt trihydrate [1]; Perboric
acid, sodium salt, tetrahydrate [2];
Perboric acid (HBO(02)), sodium salt,
tetrahydrate sodium peroxoborate
hexahydrate [3]
4 Perboric acid, sodium salt [1]; Perboric 1399/Annex Il | 21/11/2024
acid, sodium salt, monohydrate [2];
Perboric acid (HBO(02)), sodium salt,
monohydrate [3]
5 | Nickel diformate [1]; Formic acid, nickel | 1428/Annex Il | 21/11/2024
salt [2]; Formic acid, copper nickel salt
[3]
6 Nickel barium titanium primrose 1458/Annex Il | 21/11/2024
priderite; C.I. Pigment Yellow 157; C.1.
77900
7 Nickel dichlorate [1]; Nickel dibromate 1459/Annex Il | 21/11/2024
[2]; Ethyl hydrogen sulfate, nickel(1l)
salt [3]
8 Trisodium nitrilotriacetate 1490/Annex Il | 21/11/2024
9 Cyclohexylamine 1503/Annex Il | 21/11/2024
10 Cobalt 1645/Annex Il | 21/11/2024
11 | Metaldehyde (ISO); 2,4,6,8-tetramethyl- | 1646/Annex Il | 21/11/2024
1,3,5,7-tetraoxacyclooctane
12 Methylmercuric chloride 1647/Annex Il | 21/11/2024
13 Benzo[rst]pentaphene 1648/Annex Il | 21/11/2024
14 Dibenzo[b,def]chrysene; 1649/Annex Il | 21/11/2024
dibenzo[a,h]pyrene
15 Ethanol, 2,2'-iminobis-, N- (C13-15- 1650/Annex Il | 21/11/2024

branched and linear alkyl) derivs.




16 Cyflumetofen (ISO); 2-methoxyethyl 1651/Annex Il | 21/11/2024
(RS)-2- (4-tert-butylphenyl)-2-cyano-3-
0x0-3-(a,a,a-trifluoro- o-tolyl)propionate
17 Diisohexyl phthalate 1652/Annex Il | 21/11/2024
18 halosulfuron-methyl (1SO); methyl 3- 1653/Annex Il | 21/11/2024
chloro-5-{[(4,6- dimethoxypyrimidin-2-
yl) carbamoyl] sulfamoyl}-1- methyl-
1H-pyrazole-4- carboxylate
19 2-methylimidazole 1654/Annex Il | 21/11/2024
20 Metaflumizone (1SO); 1655/Annex Il | 21/11/2024
(EZ)-2'-[2-(4-cyanophenyl)-1-(a,0,0 -
trifluoro-m- tolyl)ethylidene]-[4-
(trifluoromethoxy)phenyl]
carbanilohydrazide [E-isomer > 90 %, Z-
1somer < 10 % relative content]; [1]
(E)-2'-[2-(4-cyanophenyl)- 1-(a,0,0 -
trifluoro-m-tolyl) ethylidene]-[4-
(trifluoromethoxy)phenyl]
carbanilohydrazide [2]
21 | Dibutylbis(pentane-2,4- dionato-O,0’)tin | 1656/Annex Il | 21/11/2024
22 | Silicon carbide fibres (with diameter <3 | 1658/Annex Il | 21/11/2024
um, length > 5 um and aspect ratio > 3:1)
23 | Tris(2-methoxyethoxy) vinylsilane; 6-(2- | 1659/Annex Il | 21/11/2024
methoxyethoxy)- 6-vinyl-2,5,7,10-
tetraoxa-6-silaundecane
24 Dioctyltin dilaurate; [1] 1660/Annex Il | 21/11/2024
stannane, dioctyl-, bis (coco acyloxy)
derivs. [2]
25 Dibenzo[def,p]chrysene; 1661/Annex Il | 21/11/2024
dibenzol[a,l]pyrene
26 Ipconazole (I1SO); 1662/Annex Il | 21/11/2024
(1RS,2SR,5RS;1RS,2SR,5SR)-2-(4-
chlorobenzyl)-5-isopropyl-1- (1H-1,2,4-
triazol-1-ylmethyl) cyclopentanol
27 Bis(2-(2-methoxyethoxy)ethyl)ether; 1663/Annex Il | 21/11/2024
tetraglyme
28 Paclobutrazol (1SO); (2RS,3RS)-1-(4- 1664/Annex Il | 21/11/2024
chlorophenyl)-4,4-dimethyl- 2-(1H-
1,2,4-triazol-1- yl)pentan-3-ol
29 2,2-bis(bromomethyl) propane-1,3-diol 1665/Annex Il | 21/11/2024
30 2-(4-tert-butylbenzyl) propionaldehyde 1666/Annex Il | 21/11/2024
31 Diisoocty| phthalate 1667/Annex Il | 21/11/2024
32 2-methoxyethyl acrylate 1668/Annex Il | 21/11/2024
33 Flurochloridone (ISO); 3-chloro-4- 1671/Annex Il | 21/11/2024

(chloromethyl)-1-[3-
(trifluoromethyl)phenyl]pyrrolidin-2-one




34 | 3-(difluoromethyl)-1- methyl-N-(3',4',5'- | 1672/Annex Il | 21/11/2024
trifluorobiphenyl-2-yl) pyrazole-4-
carboxamide; fluxapyroxad
35 N-(hydroxymethyl)acrylamide; 1673/Annex Il | 21/11/2024
methylolacrylamide; [NMA]
36 5-fluoro-1,3-dimethyl-N-[2-(4- 1674/Annex Il | 21/11/2024
methylpentan-2-yl) phenyl]-1H-
pyrazole- 4-carboxamide; 2'- [(RS)-1,3-
dimethylbutyl]-5-fluoro-1,3-
dimethylpyrazole-4-carboxanilide;
penflufen
37 Iprovalicarb (1SO); isopropyl [(2S)-3- 1675/Annex Il | 21/11/2024
methyl-1-{[1-(4- methylphenyl)ethyl]
amino}-1-oxobutan-2- yl]carbamate
38 Dichlorodioctylstannane 1676/Annex Il | 21/11/2024
39 Mesotrione (1SO); 2-[4- 1677/Annex Il | 21/11/2024
(methylsulfonyl)- 2-nitrobenzoyl]-1,3-
cyclohexanedione
40 Hymexazol (ISO); 3-hydroxy-5- 1678/Annex Il | 21/11/2024
methylisoxazole
41 Imiprothrin (1SO); reaction mass of: 1679/Annex Il | 21/11/2024
[2,4- dioxo-(2-propyn-1-yl)
imidazolidin-3-yl] methyl(1R)-cis-
chrysanthemate; [2,4-dioxo-(2-propyn-1-
yl) imidazolidin-3-yl] methyl(1R)-trans-
chrysanthemate
42 Bis(a,a-dimethylbenzyl) peroxide 1680/Annex Il | 21/11/2024
43 Salicylic acid 98/Annex Il 21/11/2024
3/Annex VI
44 Titanium dioxide CI 77891/Annex | 21/11/2024
v

27, 27alAnnex
VIl
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