
BOYTE 

Cl)C QUAN L Y DVQC 

CQNG HOA XA HQI CHU NGHIA VI~T NAM 
( D(>c lt)p - Tv do - H~nh phuc 

so: AO)J o 1 QLD-KD 
V/v quimly cac thu6c TP c6 ch1J'a hoat chat 

GN, HIT, TC dung Eun thu6c a dang ph6i hap !-Ia Nr)i, ngayj/rhang~'n 2012 

Kinh gl:ri: SoY te th~mh pho H6 Chi Minh 

Phuc dap Van thu so 2496/SYT-QLD ngay 16/5/2012 cila Quy Save vi¢c quan ly 
thuoc cac thuoc thanh ph~m c6 chua ho<;lt chat gay nghi¢n, huang tam than va tien chat 
dung lam thuoc n6i chung va thuoc Admincort va Artenfed n6i rieng; 

- Can cu· Luat Phong, chong rna tuy ngay 09/12/2000: 
-Can eli' Lu~t Duoc ngay 14/6/2005; 
-Can eli' Nghi dinh so 67/2001/ND-CP ngay 01/10/2001 cua Chfnh phu ban hanh 

cac danh ffil;lC chat rna tuy va tien chat; 
- Can cu· Nghi dinh so 80/2001/ND-CP ngay 05/11/2001 cila Chfnh phil huang 

d~n cac hoat d(>ng hQp phap lien quan den rna tuy 6 trong nuac; 
- Can eli' Nghi dinh so 58/2003/ND-CP ngay 29/5/2003 cua Chfnh phil quy dinh 

ve ki~m soat nh~p kh~u , xuat khau, van chuy~n qua canh lanh th6 Viet Nam cac chat 
rna tuy, tien chat, thuoc gay nghi¢n, thuoc huang tam than; 

-Can cu· Thong tu so 10/2010/TT-BYT ngay 29/4/2010 hu·ang dan cac ho<;1t dong 
lien quan den thuoc gay nghien ; 

-Can cu· Thong tu so 11/2010/TT-BYT ngay 29/4/2010 hu·ang dan cac hoat d(>ng 
lien quan den thuoc huang tam than va tien chat dung Etm thuoc; 

- Thong tu so 08/2009/TT-BYT ngay 01/7/2009 Ban hanh Danh muc thuoc 
khong ke don. 

Cue Quan ly duoc c6 y kien nhu sau: 
1. Cac quy dinh quan ly cac thuoc thanh ph~m c6 chu·a hoat chat gay nghien, 

huang tam than va tien chat dung lam thuoc 6 d<;lng phoi hop: 

1.1. Cac thuoc thanh pham c6 chu·a ho<;1t chat gay nghien, huang tam than va tien 
chat dung lam thu oc 6 dang phoi hqp dnac quimly theo thong tu so 10/2010/TT-BYT va 
thong tu so 11/2010/TT-BYT ngay 29/4/2010 cila BoYte. 

1.2. Khoan 2 Dieu 1 cua Thong w so 10/2010/TT-BYT ngay 29/4/2010 huang 
dan cac hO<;lt d(>ng lien quan den thuoc gay nghien quy djnh: Thuoc thanh ph~m gom 
nhieu h0<;1t chat rna trong cong thu·c CO chu·a m(>t hoat chat gay nghien phoi hQ'p vai hoat 
chat khac (khong phai Ia thu6c gay nghi~n, thu6c hn6ng tam than ho~c tien chat 
dung l~un thuoc), c6 h ~un luqng ho~t chat gay nghien btmg hoac nh6 han ham luang 
guy djnh t<:ti Danh ffil;lC thuoc gay nghien a d<;1ng phoi hQ'p (Phl;l luc II) duoc mien thuc 
bien mot so dieu khoan cila Thong tu nay tru· cac dieu khoim sau: Dieu 4, di~m b khoan 
1 Dieu 7' khoan 2 Dieu 9. khoc1n 1 va kho{m 3 Dieu 11, kho~\n 2 V~l khoan 4 Dieu 12, 
Dieu 15 , kho~1n 1 Dieu 20 . 

Kho~\n 2 Dieu 1 cila Thong tu so 11/20 10/TT-BYT ng~ty 29/4/2010 huang dan 
cac boat dong li en quan den thuoc huang tam than va tien chat dung lam thuoc guy 
dinh: Thu oc thanh pham gom nhieu boat chat ma trong cong thu·c c6 chu·a boat chat 
hu6'ng tam th ~ n, ti~n chat phoi hap v6'i hoat chat khac (kh6ng phai Ia thuoc gay 
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· nghi¢n, thu6c hu6ng tam than ho~c tien chat dung lam thu6c), c6 ham lll'Q'ng ho~t 
chat HTT ho?c TC b~ng ho?c nho han h~un lU'Q'ng quy dinh t?.i Danh muc thuoc HIT a 
d?.ng phoi ho'P (Phl;l ll;lc III) va Danh muc TC dung lam thuoc a di;lng phoi hQ'p (Phl;l ll;lc 
IV) dU<;JC mien thl;l'C hi~n m¢t so dieu khoan cua Thong tU' nay tru· cac dieu khoim sau: 
Dieu 4, di~m b khoim l Dieu 7, khoan 2 Dieu 9, khoan 1 va khoan 3 Dieu 11 , khoan 2 
va khoan 4 Dieu 12, Dieu 15, khoan 1 Dieu 20. 

1.3. Thong tn so 08/2009{IT-BYT ngay 01/7/2009 cua Bo tmo·ng B¢ Y te ban 
hanh Danh mvc thuoc khong ke dan quy dinh: 

- Doi v6i thuoc thanh ph<lm dung bang duang uong c6 chua tien chat dung lam 
thuoc Pseudoephedrin HCl a -dang phoi hap v6i ham luqng Pseudoephedrin nho han 
ho?c bang 120mg (tinh theo dang baza trong m¢t dan vi da chia lieu) ho?c nong do 
Pseudoephedrin nho hon ho?c bang 0,5% (tfnh theo dang bazo trong san pham chua 
chia lieu) la nhu·ng thuoc ban khong can dan nhung so lU'C;Jng ban toi da khong qua 15 
ng2ty :oi:r Jt:mg. 

- Doi v6i thiioc thanh pham dung bang duang uong c6 chua hoi;J.t chat gay nghi~n 
Codein a di;J.ng phoi hQ'p v6i ham luong Codein nho hon ho~c bang 30mg (tfnh theo di;lng 
bazo trong mc;>t dan vi da chia lieu) ho?c nang d¢ Codein nho hon hoac bang 2,5% (tfnh 
theo dang baza trong san pham chU'a chia lieu) chi dUQ'C ban khong can dan v6i so luqng 
toi da 10 ngay si'r dl;lng. 

2. Cl;l th~ ve 02 thuoc neu trong cong van cua quy Sa: . 

2.1. Thuoc Artenfed la thuoc thanh ph<lm c6 chua tien chat Pseudoephedrin HCl 
phoi hQ'P v6i Triprolidin HCl tht,rc hi~n theo quy dtnh ti;li Khoan 2 Dieu 1 cua Thong tu 
so 11/2010{IT-BYT ngay 29/4/2010 va dnqc ban khong can don nhung solu·ong ban toi 
da khong qua 15 ngay su· dung theo quy d!nh cua Thong til' so 08/2009{IT-BYT ngay 

. 01/7/2009. 

2.2. Thuoc Admincort Ut thuoc th ~mh ph~m c6 chu·a ho<;it chat huang tam than 
Phenobarbital phoi hQ'p v6i tien chat dung lam thuoc Ephedrin phai thuc hi~n theo quy 
dinh cua tat ca cac dieu khoim cua Thong tu so 11/2010/TT-BYT ngay 29/4/2010 va 
khong thu¢c danh ml;lc thuoc khong ke dan ban hanh kern theo Thong tu so 
08/2009/TT-BYT ngay 01/7/2009. 

Cue Quan ly duoc xin neu m¢t soy kien d~ Quy So phoi hQ'p thnc hien. 

Noi nhdn: 

- Nhu tren; 
- BTr. Nguyen Thi Kim Tien (d~ b/cao); 
- TTr. Cao Minh Quang (d~ b/cao); 
-SaY te cac tinh , thanh pho (d~ p/hop) ; 
- Vu Phap che, Thanh tra Be;> (d~ p/hop); 
-Website Cue QLD; 
- Luu VT, KD. 
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