¥
2N\ Ky boi: Cuc Quan
\ 1y Dugc ,
e | Coquan: BoY te
B Ngay ky: 27-07-
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CUC QUAN LY DUQC Péc 1ap - Tw do - Hanh phuc
S6: 8314 /QLD-MP Ha Ngi, ngay27 théngo7 nam 2023
V/v cép nhét quy dinh vé cac chat
st dung trong mypham

Kinh gui:
- S6 Y té cac tinh, thanh phd truc thudc Trung uong
- 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 1y my pham,
cin ctr két qua cac cudc hop Hoi ddong my pham ASEAN (ACC) lan thar 37 va
Hoi dong Khoa hoc my pham ASEAN (ACSB) lan thir 37, Cuc Quan 1y 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 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 Hi¢p dinh my
pham ASEAN nhu sau:

a) Tai Phu luc II, b6 sung 19 chéat (Tham chiéu s6 1386, 1387, 1391, 1393,
1457, 1460, 1461, 1462, 1463, 1491, 1527, 1539, 1542, 1562, 1565, 1575, 1576,
1589, 1602).

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

- B6 sung chat Methyl-N-methylanthranilate vao tham chiéu s6 339 Phu
luc III:

+ Ham luong téi da ap dung dbi voi san pham luu lai trén da (Leave-on
products) 13 0,1% va san pham rtra troi (Rinse-off products) 1a 0,2%.

+ Pdi v6i san pham luu lai trén da, quy dinh diéu kién st dung nhu sau:
“khong duoc sir dung trong cdc san pham chéng nang va cc san pham luu hanh
c6 tiép xtic v6i tia UV ty nhién hodc nhan tao”;

Pong thoi, bo sung phan chu giai ap dung cho cac san pham my pham co
tinh ning tht hai 1a chdng nang.



2

- V& chét Silver Zinc Zeolite (SZZ)/ Ammonium silver zinc aluminum
silicate: C4c nudc thanh vién (trir Indonesia) da thong nhat bd sung chat nay vao
Phy luc I (tham chiéu s6 340) - duoc st dung voi cic dang san pham:
phan/kem nén, san pham khir mui (ca dang xit va dang khong phai xit) véi ham
luong ti da d6i ap'dung dbi véi hai loai san pham trén: 1%.

¢) Tai Phu luc VI, cap nhat quy dinh vé viéc sir dung chat Sodium N-
(hydroxymethyl) glycinate (Sodium Hydroxymethylglycinate) 1a chat bao quan
(Tham chiéu s 51 cua Phuy luc VI) nhu sau: “Khéng duoc st dung trir khi c6 thé
chting minh ndéng d6 1y thuyét toi da cua formaldehyde cé thé giai phong duoc,
bat kéngudn gbc, trong hdn hop san pham dua ra luu hanh 14 < 0,1 % kl/k1”.

d) Tai Phu luc VII, cap nhat quy dinh vé viéc str dung Octocrylene 1a chat
loc tia tir ngoai (Tham chiéu s6 10 cta Phuy luc VII) nhu sau: Ham lugng toi da
ap dung d6i voi san pham binh xit ddy (Propellant spray products) 1a 9%; san
pham khac 1 10%.

d) Lo trinh &p dung:

Ké tir ngy ap dung néu trong Phu luc dinh kém cong vin nay, chi cac san
pham my pham dap Gmg quy dinh méi duoc luu hanh trén thi truong, cc san
pham my pham khong dap umg 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 thic san pham my pham duoc san
XUAt, nhap khau, kinh doanh;

- C6 ké hoach san xuit, nhap khau, kinh doanh phu hop, dam bao san
pham my pham dua ra luu hanh dap ting quy dinh tai Thong tu sb 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 van cap nhat quy dinh vé cac
chat dung trong my pham cta Cuc Quén Iy Duoc; tranh nguy co san pham bi thu
hoi, gay lang phi.

4. Bé nghi S6 Y té céac 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 nhin: KT. CUC TRUONG
- Nhu trén;

- Thi truong P Xuan Tuyén (dé b/c);

- Cuc trudng Cuc QLD (dé b/c);

- Thanh tra Bo (dé phdi hop);

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

- Phong PC-HN, Website Cuc QLD; )
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Phu luc

DANH MUC CAC CHAT CAP NHAT VAO CAC PHU LUC (ANNEX)
CUA HIEP PINH MY PHAM ASEAN VA LQ TRINH THU'C HIEN

cua Cuc Quan ly Duoc)

(Kém theo Céng vdn so.....8314..../1QLD-MP ngay27... thang 07... ndm 2023

STT Tén chat S6 Tham chiéu/ | Ngay ap
S6 Phu luc dung
(Annex)
1 Cis-1-(3-chlorallyl)-3,5,7-triaza-1- 1386/Annex Il 08/5/2025
azoniaadamantane chloride (cis-CTAC),
quaternium-15
2 2-Chloracetamide 1387/Annex Il 08/5/2025
3 Acetaldehyde; ethanal 1391/Annex Il 08/5/2025
4 N-Methyl-2-pyrrolidone; 1-methyl-2- 1393/Annex Il 08/5/2025
pyrrolidone
5 Nickel diarsenide [1] 1457/Annex 11 08/5/2025
Nickel arsenide [2]
6 Nickel(ll) trifluoroacetate [1] 1460/Annex Il 08/5/2025

Nickel(Il) propionate [2]
Nickel bis(benzenesulfonate) [3]
Nickel(Il) hydrogen citrate [4]
Citric acid, ammonium nickel salt [5]
Citric acid, nickel salt [6]
Nickel bis(2-ethylhexanoate) [7]
2-Ethylhexanoic acid, Nickel salt [8]
Dimethylhexanoic acid nickel salt [9]
Nickel(ll) isooctanoate [10]
Nickel isooctanoate [11]
Nickel bis(isononanoate) [12]
Nickel(Il) neononanoate [13]
Nickel(Il) isodecanoate [14]
Nickel(Il) neodecanoate [15]
Neodecanoic acid, nickel salt [16]
Nickel(1l) neoundecanoate [17]
Bis(D-gluconato-O1,02)nickel [18]
Nickel 3,5-bis(tert-butyl)-4-
hydroxybenzoate (1:2) [19]
Nickel(1l) palmitate [20]
(2-Ethylhexanoato-O)(lsononanoato-
O)nickel [21]
(Isononanoato-0O)(lsooctanoato-O)nickel
[22]
(Isooctanoato-O)(neodecanoato-O)nickel
[23]
(2-Ethylhexanoato-O)(lsodecanoato-
O)nickel [24]
(2-Ethylhexanoato-O)(Neodecanoato-




O)nickel [25]
(Isodecanoato-O)(isooctanoato-O)nickel
[26]
(Isodecanoato-O)(isononanoato-O)nickel
[27]
(Isononanoato-0)(Neodecanoato-O)nickel
[28]
fatty acids, C6-19-branched, nickel salts
[29]
fatty acids, C8-18 and C18-unsaturated,
nickel salts [30]
2,7-Naphthalenedisulfonic acid, nickel(Il)
salt [31]

Nickel(ll) sulfite [1]

Nickel tellurium trioxide [2]
Nickel tellurium tetraoxide [3]
Molybdenum nickel hydroxide oxide
phosphate [4]

1461/Annex 11

08/5/2025

Nickel boride (NiB) [1]
Dinickel boride [2]
Trinickel boride [3]

Nickel boride [4]
Dinickel silicide [5]
Nickel disilicide [6]

Dinickel phosphide [7]

Nickel boron phosphide [8]

1462/Annex 11

08/5/2025

Dialuminium nickel tetraoxide [1]
Nickel titanium trioxide [2]
Nickel titanium oxide [3]
Nickel divanadium hexaoxide [4]
Cobalt dimolybdenum nickel octaoxide [5]
Nickel zirkonium trioxide [6]
Molybdenum nickel tetraoxide [7]
Nickel tungsten tetraoxide [8]
Olivine, nickel green [9]
Lithium nickel dioxide [10]
Molybdenum nickel oxide [11]

1463/Annex 11

08/5/2025

10

2-Ethylhexyl-2-ethylhexanoate

1491/Annex 11

08/5/2025

11

Quinoline

1527/Annex 11

08/5/2025

12

Petroleum, coal, tar and natural gas and
their derivatives generated using
distillation and/or other processing
methods if they contain = 0,1 % w/w
benzene

1539/Annex Il

08/5/2025

13

Petroleum, coal, tar and natural gas and
their derivatives generated using
distillation and/or other processing
methods if they contain = 0,1 % w/w 1,3-
butadiene

1542/Annex Il

08/5/2025




3

14 | N-Ethyl-2-pyrrolidone; 1-ethylpyrrolidin- 1562/Annex Il 08/5/2025
2-0ne
15 Vinyl acetate 1565/Annex Il 08/5/2025
16 Styrene 1575/Annex |1 08/5/2025
17 Tetrahydro-2-furylmethanol; 1576/Annex Il 08/5/2025
tetrahydrofurfuryl alcohol
18 Imidazole 1589/Annex Il 08/5/2025
19 Clorofene; chlorophene; 2-benzyl-4- 1602/Annex Il 08/5/2025
chlorophenol
20 Methyl-N-methylanthranilate 339/Annex I 08/5/2025
21 Silver Zinc Zeolite (SZZ)/ Ammonium 340/Annex 1lI 08/5/2025
silver zinc aluminum silicate
22 Sodium N-(hydroxymethyl) glycinate 51/Annex VI 08/5/2025
(Sodium Hydroxymethylglycinate)
23 Octocrylene 10/Annex VI 08/5/2025
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