Bo YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUGC Poc 1ap - Tw do - Hanh phc

SO://3W [QLD-MP Ha Noi, ngay 09 thang & nam 2019
V/v cap nhat quy dinh vé cac
chat diing trong m§ pham

Kinh gti:
- SO'Y té cac tinh, thanh phd truc thubc Trung uong
- Céc doanh nghiép san xuat, kinh doanh my pham

Thuce hién Hiép dinh my phdm ASEAN va céc quy dinh tai Thong tu so
06/2011/TT-BYT ngay 25/11/2011 cua BO Y té quy dinh vé quan ly my
phdm, nham cap nhat két qua cudc hop Hoi dong my phdm Asean (ACC) va
HG6i dong Khoa hoc my pham Asean (ACSB) lan thir 30, Cuc Quan ly Duoc
thong bao dén céac don vi nhu sau:

1. Cuc Quan ly Duoc da dang tai cap nhat cac Phu luc (Annex) vé
thanh phan cac chat st dung trong my§ pham trén trang théng tin dién t& cla
Cuc Quan ly Duoc (dia chi http://www.dav.gov.vn/Quan ly my pham) dé cac
don vi trién khai thuc hién:

- Cac chét khong dwgc phép st dung trong my pham (Phu luc I1).

Céc chat dung trong my pham c¢6 quy dinh gi¢i han ndong do, ham
lvong (Phu luc I11).

Céc chat mau duoc phép dung trong m§ pham (Phu luc V).
Céc chét bdo quan dung trong m§ phdm (Phu luc V1).
Cac chat loc tia tlr ngoai (Phu luc VII).

2. L0 trinh ap dung ddi v&i cac ndi dung cap nhat tai cac Phu luc trén
clia Hiép dinh my phdm Asean nhu sau:

Cac chat la dich chiét hoac dau chiét xuat tir hoa Tagetes Patula va
Tagetes Minuta duoc dua vao Phu luc Il véi tdng ndng do, ham lwong cho
phép st dung trong my pham t6i da 1a 0,01% d6i véi san pham lwu lai trén co
thé (leave-on products) va 0,1% ddi voi san pham r&a troi (rinse-off
products). Trong d6, ham lugng Alpha terthienyl (terthiophen) trong cac chat
nay khéng duoc vuot qua 0,35%. Céac chat nay cling khong dwgc st dung
trong san phdm lwu lai trén da d€ chdng nang va co tiép xic véi tia UV ty
nhién hodc nhan tao.

Quy dinh nay duoc ap dung ke tir ngay 19/12/2020.

Thay doi quy dinh doi voi Biphenyl-2-ol (hay con goi la o-
Phenylphenol) va cac mudi ctia no:

+ Cac chét Biphenyl-2-ol van duoc st dung nhu chdt bao quan (Phu luc

V1) nhung c6 thay déi ham lwgng téi da la 0,15% (tinh theo phenol) doi voi


http://www.dav.gov.vn/Quan

san pham luu lai trén co thé (leave-on products) va 0,2% (tinh theo phenol)
d6i voi san pham rira troi (rinse-off products).

+ Cac muodi cla Biphenyl-2-ol khong con dugc phép st dung nhu chéat
bao quan (khéng thudc Phu luc V1)

Ke tir ngay 18/12/2020, chi cac san pham my pham dap (ng quy dinh
mdi duoc lvu hanh trén thi treong, cac san phdm m§ pham khong dap (ng
quy dinh sé bi thu hoi.

Chéat Phenylene Bis-Diphenyltriazine dugc phép dung véi cong
dung loc tia tr ngoai va da dwoc bd sung vao danh sach chat loc tia tir ngoai
cho phép sir dung trong my pham véi ndng do, ham lwong toi da la 5% (bo
sung vao vao Phu luc VVII)

Quy dinh nay duoc ap dung ké tlr ngay ban hanh cong van nay.

Céc chat 2-Chlorobenzene-1,4-diamine (hay con goi la 2-Chloro-p-
Phenylenediamine), mudi suliate va mudi dihydrochloride clia né dugc dua
vao Phu luc II (Céc chat khong dugc phép st dung trong my pham) khi né
duoc st dung trong san phdm nhudm téc.

Ke tir ngay 18/6/2020, chi cac san phdm my pham dap ¢ng quy dinh
méi duoc lvu hanh trén thi trvong. Tl ngay 18/12/2020, cac san pham my
pham khong dap (ng quy dinh sé bi thu hoi.

Chat I-(4-Chlorophenoxy)-I-(imidazol-I-yl)- 3,3- dimethylbutan-2-
one (hay con goi la Climbazole) dugc dua vao Phu luc Il v&i ndng do, ham
lvong cho phép st dung trong my pham t6i da la 2% d6i v&i san pham goi
dau rtra tréi ngan nglra gau (rinse-off anti-dandruff shampoo); dwoc dua vao
Phu luc VI véi vai tro la chat bdo quan c6 nong do, ham lwgng cho phép st
dung trong my pham t6i da la 0,2% d6i v&i san pham dwdng tdc (hair lotions),
kem dung cho mat (face creams), san pham cham soc chan (foot care
products) va 0,5% ddi véi san pham goi dau rira troi (rinse-off shampoo).

+ Quy dinh tai Phu luc 11l dwoc ap dung ké tlr ngay ban hanh cong vén
nay doi vgi san pham cong bd mai.

+ Quy dinh tai Phu luc VI dwgc ap dung tir ngay 18/6/2020 d6i véi cac
san pham my pham cong bo mai.

+ Ke tlr ngay 18/6/2021, chi cac san phdm my pham dap (ng quy dinh
méi dwoc lvu hanh trén thi treong, cac san phdm my pham khong dap tng
quy dinh s& bi thu hoi.

- Cac chéat Lyral (HICC), Atranol, Chloroatranol: dwgc dua vao Phu
luc I (Céc chat khong duoc phép st dung trong my pham).

+ K& tlr ngay 23/8/2019, cac san phdm my pham trong thanh phan cong
thirc ¢6 chira mot hoac mot s6 cac chat néu trén khong duoc ti€p tuc cong bé.

+ Cac san pham my pham c6 chira mot hodc mot sd cac chat nay da
duwoc cap sO ti€ép nhan Phi€u cong bo san pham my pham dwoc ti€p tuc lun
hanh trén thi trwong dén ngay 23/8/2021.



3. DEé nghi cac SO Y té cac tinh, thanh pho tric thudc Trung wong phd
bién dén céc don vi trén dia ban va trién khai thuc hién céc ndi dung néu trén.

4. Yéu cau cac doanh nghiép lién tuc ra soat lai thanh phan cong thirc
cac san phdm my pham, cap nhat thuong xuyén danh muc cac chat st dung
trong my pham, dam bao chi dva ra lvu thong phan phdi va st dung cac san
pham m§ phadm déap (ng quy dinh.

Cuc Quan ly Duoc thdng bao dé cac don vi biét va thuc hién./.
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