BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC [ Poc lap - Tu do - Hanh phiic

s6: {0 /QLD-KD

V/v quan ly cdc thudéc TP cé chira hoat chat

GN, HTT, TC dung 1am thuéc & dang phéi hop Ha Néi, ngdy//.’héngﬁm 2012

Kinh gui:  S& Y té thanh pho Hé Chi Minh

Phiic ddp Van thu s6 2496/SYT-QLD ngay 16/5/2012 cua Qiy S& vé viéc quan 1y
thuéc cic thuée thanh pham ¢ chita hoat chit gay nghién, huéng tam than va tién chat
dung lam thuéc néi chung va thudc Admincort va Artenfed ndi riéng;

- Can ¢t Luat Phong, chéng ma tiy ngay 09/12/2000:

- Can cu Luat Dugce ngay 14/6/2005;

- Can cit Nghi dinh s6 67/2001/ND-CP ngay 01/10/2001 ctia Chinh pht ban hanh
cac danh muc chit ma tdy va tién chat,

- Can ci Nghi dinh s6 80/2001/ND-CP ngay 05/11/2001 cta Chinh phi hudng
dan cac hoat dong hop phdp lién quan dén ma tiy O trong nudc;

- Can ct Nghi dinh s¢ 58/2003/ND-CP ngay 29/5/2003 cuia Chinh pht quy dinh
vé kiém soat nhap khiu, xuit khau, van chuyén qud canh linh thé Viét Nam cic chat
ma tdy, tién chét, thuéc gay nghién, thudc hudng tam than;

- Can ¢ Thong tu s6 10/2010/TT-BYT ngay 29/4/2010 hudng dan cac hoat dong
lién quan dén thuoc gay nghlen

- Can cu Thong tu s6 11/2010/TT-BYT ngay 29/4/2010 huéng dan cic hoat dong-

lién quan dén thudce hucfng tam thén va tién chét dung lam thudc;

- Thong tu s6 08/2009/TT-BYT ngay 01/7/2009 Ban hanh Danh muc thuoc:-:'

khong ké don.

Cuc Quan 1y dugc c6 ¥ ki€n nhu sau:

1. C4c quy dinh quan 1y cac thudc thanh pham ¢6 chita hoat chat gay nghién,
huéng tam than va tién chat dung lam thude & dang phéi hop:

1.1. Céc thu6c thanh phdm c6 chita hoat chét gay nghién, huéng tam thin va tién
chét dung lam thudc ¢ dang phoi hgp dugc quan 1y theo thong tu s6 10/2010/TT-BY T va
thong tu s6 1 1/2010/TT-BYT ngay 29/4/2010 cua Bo Y €.

1.2. Khoan 2 biéu | cta Thong tu s6 10/2010/TT-BYT ngay 29/4/2010 hudng
din cic hoat dong lién quan dén thudc gay nghién quy dinh: Thudc thanh phim gém
nhi¢u hoat chdt ma trong cong thic c6 chita mot hoat chat gay nghién phéi hop véi hoat
chat khac (khong phai la thude gay nghién, thuoc huéng tam than hoac tién chat
dung lam thudc), ¢6 ham luong hoat chal gay nghién bang hoac nho hon ham luong
quy dinh tai-Danh muc thuéc gay nghién & dang phéi hop (Phu luc IT) duoc mién thuc
hién mot s diéu khoan ctia Thong tu nay trir cic diéu khoidn sau: Diéu 4, diém b khoan
1 Piéu 7, khoan 2 Diéu 9. khoan | va khoan 3 Diéu 11, khodn 2 va khodn 4 Piéu 12,
Diéu 15, khoan 1 Diéu 20.

Khoan 2 Diéu 1 cia Thong tr s¢ 11/2010/TT-BYT ngay 29/4/2010 huéng din
cic hoat dong lién quan dén thudc hudng tam than va tién chit dung lam thude quy
dinh: Thuée thanh phadm gdm nhiéu hoat chit mi trong cong thiic cé chiva hoat chat
hudng tam than, tién chit phéi hop véi hoat chit khic (khong phai Ia thudc gay
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nghién, thude huéng tam than hoac tién chat diung lam thuée), c6 ham luong hoat
chat HTT hoac TC bang hoac nho hon ham lugng quy dinh tai Danh muc thuéc HTT &
dang phéi hop (Phu luc III) va Danh muc TC dung lam thu6c & dang phéi hop (Phu luc
IV) dugc mién thuc hién mét s¢ diéu khoan clia Thong tu nay trir cdc diéu khoan sau:
Diéu 4, diém b khoan 1 Piéu 7, khoan 2 Diéu 9, khoan 1 va khoin 3 Piéu 11, khoan 2
va khoan 4 Diéu 12, Diéu 15, khoan 1 Diéu 20.

1.3. Thong tu s6 08/2009/TT-BYT ngay 01/7/2009 cta Bo trudng Bo Y 1€ ban
hanh Danh muc thu6c khéng ké don quy dinh:

- D61 v6i thude thanh pham dung bing dudng uéng cé chita tién chat dung lam
thuoc Pseudoephedrin HCI & dang phéi hop véi ham luong Pseudoephedrin nhd hon
hodc bang 120mg (tinh theo dang bazo trong mot don vi da chia liéu) hodc néng do
Pseudoephedrin nhdé hon hodc bang 0,5% (tinh theo dang bazo trong san pham chua
chia liéu) 1a nhiing thudc bdn khong cin don nhung s6 luong ban 161 da khéng quéi 15
ngay su dung.

- D6i v6i thuc thanh phdm dung bing dudng udng cé chiia hoat chit gay nghién
Codein & dang phdi hop véi ham luong Codein nhd hon hodc bang 30mg (tinh theo dang
bazo trong mot don vi da chia liéu) hodc nong do Codein nho hon hoac bang 2,5% (tinh
theo dang bazo trong san phdm chua chia liéu) chi duge ban khéng can don véi s6 luong
t6i da 10 ngay sir dung.

2. Cu thé vé 02 thuéc néu trong cong van cla quy So:

2.1. Thudc Artenfed la thudc thanh pham c6 chia tién chdt Pseudoephedrin HCI
phoi hop véi Triprolidin HCI thuc hién theo quy dinh tai Khoan 2 Diéu 1 ctia Thong tir
s6 11/2010/TT-BYT ngz‘iy 29/4/2010 va dugc ban khong can don nhung s& lugng ban t6i

da khong quéa 15 ngay st dung theo quy dinh cliia Thong tu s6 08/2009/TT-BYT ngay‘_'

.01/7/2009.

2.2. Thudc Admincort 12 thuéc thanh phim c6 chda hoat chit huéng tam théin
Phenobarbital ph&i hop véi tién chat dung lam thudc Ephedrin phai thuc hién theo quy
dinh cua tat ca cac diéu khoan cua Théng tu s6 11/2010/TT-BYT ngay 29/4/2010 va

khong thuoc danh muc thudéc khong ké don ban hanh kem theo Théng tu s&

08/2009/TT-BYT ngay 01/7/2009. q
Cuc Quan 1y duoc xin néu mot s6 v ki€n dé Quy S& phdi hop thuc hién.

Noi nhan: __CUC TRUONG
- Nhur trén; SR

- BTr. Nguyén Thi Kim Tién (dé b/cio);
- TTr. Cao Minh Quang (dé b/cdo);

- S& Y t€ cic tinh, thanh phé (dé p/hop):
- Vu Phip ché; Thanh tra Bo (dé p/hop);
- Website Cuc QLD;

-Luu VT, KD.
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