N Ky])];\;‘;é:(‘ hQui
W/ B BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phuc
S0: 14993 /QLD-MP Ha Noi, ngay17thdang 12 nam 2021

V/v cap nhat quy dinh vé cac chat
st dung trong my pham

Kinh guri:
- S&'Y té cac tinh, thanh phd tryc thudc Trung wong
- Cac co so san xuat, kinh doanh my pham

Thue hién Hiép dinh my pham ASEAN va cac quy dinh tai Thong tu s6
06/2011/TT-BYT ngay 25/01/2011 cia Bo Y té quy dinh vé quan Iy my pham,
can ctr két qua cac cude hop Hoi ddng my pham ASEAN (ACC) lan thtr 33-34
va Hoi dong Khoa hoc my pham ASEAN (ACSB) lan thir 33-34, Cuc Quan ly
Duoc thong bao dén cac don vi nhu sau:

1. Cuc Quéan 1y Duoc cong bd va ding tai ban cdp nhat cac Phu luc
(Annex) caa Hiép dinh my phdm ASEAN trén Trang thong tin dién tir cia Cuc
Quan 1y Dugc (dia chi http://www.dav.gov.vn/Quan Iy my pham):

- Phu luc II. Danh muc céc chat khong dugc phép str dung trong san pham
m¥ pham.

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

- Phy luc VI. Danh muc cac chat bao quan duoc phép st dung trong san
pham my pham.

- Phu luc VIL. Danh muc cac chat loc tia tur ngoai.

2. Thong tin cu thé vé noi dung cap nhat tai cac Phu luc cua Hi¢p dinh m§
pham ASEAN (Phu luc dinh kém cong vin) nhu sau:

a) Tai Phu luc II, bd sung 227 chat (Tham chiéu sé 1385, 1390, 1392,
1394, 1401 dén 1644, A1143).

b) Tai Phu luc III, bd sung 10 chét (Tham chiéu s6 328 dén 337) véi gibi
han quy dinh cu thé nhu sau:

- Cac chit  4-(3-aminopyrazolo[1,5-A]  pyridin-2-  yl)-1,1-
dimethylpiperazin-1-ium chloride  hydrochloride (Dimethylpiperazinium
Aminopyrazolopyridine HCI) (Tham chiéu sé 330) va 1-(3-((4-Aminophenyl)
amino)propyl)-  3-methyl-  1H-imidazol-3-ium chloride  hydrochloride
(Methylimidazoliumpropyl p-phenylenediamine HCI) (Tham chiéu s6 331):
duoc phép st dung la chit nhuém mau trong san ph:flm nhudm toc oxi hoa véi
néng do toi da trén toc sau khi tron trong diéu kién oxy hoa khong dugc vuot
qua 2% (tinh theo dang bazo).

- Chét Di-[2-[(E)-2-[4-[bis(2- hydroxyethyl)aminophenyl]vinyl] pyridin-
1-ium]-ethyl]disulphide dimethanesulfonate (HC Orange No 6) (Tham chiéu s



332): duoc phép sir dung 13 chat nhudm mau trong san pham nhudém toc khong
oxi hdéa vo1 ndong d0 tor da la 0,5% va khong dugc cd cac tap chat
methanesulfonat, dac biét 1a ethyl methanesulfonat.

- Chét Sodium 4-[(2-hydroxy-1-naphthyl)azo]benzene sulfonate (Acid
Orange 7) (Tham chi¢u so6 333): duoc phép st dung la chat nhuém mau trong
san pham nhudm t6éc khong oxi hoa véi nong dd toi da 1a 0,5%.

- Chat Phenol, 4,4'-(4,5,6,7-tetrabromo-1,1-dioxido-3H-2,1- benzoxathiol-
3- ylidene)bis [2,6-dibromo (Tetrabromophenol Blue) (Tham chiéu sé 334) dugc
phép str dung 1a chit nhuém mau trong:

+San pham nhudm toc oxi héa voi ndng d6 tdi da trén toc sau khi tron
trong diéu kién oxy hoa khong duogc vuot qua 0,2% (tinh theo bazo ty do);

+ San pham nhudm toc khong oxi hoa véi ndong do t6i da 13 0,2%.

- Dich chiét/ dich chiét tir 14/14 kho hoic bot 14 kho cua cdy Indigofera
tinctoria L (Tham chiéu sé 335): dugc phép sir dung 14 chat nhuém mau trong
san pham nhudm toc khong oxi hoa véi nong do toi da 1a 25%.

- Chét 2- hydroxyethyl methacrylate (Tham chiéu s6 328) va Di-HEMA
Trimethylhexyl Dicarbamate (Tham chiéu sé 329): chi duoc st dung bai nguoi
c6 chuyén mén trong san phdm cham séc mong.

- Chat Diphenyl  (2,4,6-trimethylbenzoyl)  phosphine  oxide
(Trimethylbenzoyl diphenylphosphine oxide) (Tham chiéu s6 336): chi duoc
phép sir dung trong hé thong moéng gia béi ngudi c6 chuyén moén véi ndng do tbi
da la 5%.

- Chét 2-Furaldehyde (Furfural) (Tham chiéu sé 337) dugc phép st dung
trong san pham my pham véi nong do tdi da 13 0,001%.

c) Tai Phu luc VI, cap nhat quy dinh vé gidi han cua chat
Polyhexamethylene biguanide hydrochloride (PHMB, Polyaminopropyl
biguanide) (Tham chiéu sé 28), cu thé nhu sau: La chat bao quan dugc phép sir
dung trong tit ca cac san phdm my pham voi ndng do t6i da 1a 0,1% va khong
dugc dung trong truong hop o6 thé dan dén viéc tiép xtic voi phdi do hit phai khi
st dung.

d) Tai Phu luc VII, bd sung chét loc tia tir ngoai 2-ethoxyethyl (22)-2-
cyano- 2-[3-(3- methoxypropylamino) cyclohex-2-en-1-ylidene] acetate
(Methoxypropylamino Cyclohexenylidene Ethoxyethylcyanoacetate; BC-3)
(Tham chiéu s6 31) véi cac diéu kién nhu sau:

- Nong do t6i da 13 3%;

- Khéng dung trong trudng hop c6 thé dan dén viée tiép xtac voi phdi do
hit phai khi st dung;

- Khong str dung kém véi chat nitro hoa - ham luong nitrosamine t6i da:
50ug/kg;

- Bao quan trong bao bi truc tiép khong chira co nitrit.



e) Lo trinh ap dung:

- K& tir ngay 4p dung néu trong cac Phu luc dinh kém cong vin nay, chi
cac san pham my pham dap tng quy dinh méi dugc luu hanh trén thi truong, céac
sdn pham m§ pham khong dép tmg quy dinh s¢€ bi thu hoi.

- Quy dinh vé chét loc tia tir ngoai néu tai diém d khoéan 2 ¢6 hiéu luc ké
tor ngay ban cap:nhat cac Phu luc nay duoc dang tai tai Trang thong tin dién t
cua Cuc Quan ly Duoc.

3. D& nghi céc co s san xuét, kinh doanh my pham:

- _Chu d6ng ra soat thanh phan cong thic san phdm 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 tng quy dinh tai Thong tu s6 06/2011/TT-
BYT, Hiép dinh my pham ASEAN, cac ndi dung cap nhat Hiép dinh m§ pham
ASEAN duoc néu tai cong van nay va cac cong van cap nhat quy dinh vé cac
chét dung trong my pham ctia 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 tryc thudc Trung uong phé bién
dén cac don vi trén dia ban biét va trién khai thyc hién cac ndi dung néu trén.

Noi nhin: KT. CUC TRUONG
- Nhu trén; PHO TRUON

- Tht trudéng DS Xuan Tuyén (dé blc); ~f\\\(\) CUC U ] G
- Cuc truong Cuc QLD (dé b/c); 705~ \V\”\\\ -

- Thanh tra Bo (dé phdi hop); A\
- VKN thuéc TW, VKN thube Tp.HCM;
- Cac Pho Cuc truong (dé biét); \UAY
- PC-TTr, Website Cuc QLD; \
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