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Ha N9i, ngay OJ, thcing ',Ob nam 2013 

QUYETDINH 
v~ viec ban hanh danh muc 04 thuBc san xu~t trong nu&c 

dugc c~p sA dang kY luu bao"b t~i Vi~t Nam - I>Q1139 hi sung 

CVCTRUONGCVCQUANLYDUQC 
Can cil Lu~t Duqc ngay 14 thang 6 nam 2005; 
Can cu Nghi dinh s6 63/2012/ND-CP ngay 3118/2012 cua Chinh phu quy dinh 

chile nang, nhi~m Vl,l, quy@n hc;m va C(J cffu t6 chile cua BQ y tS; 
Can cil QuySt dinh s6 53/2008/QD-BYT ngay 30/12/2008 cua B9 truemg B9 Y tS 

quy dinh chuc nang, nhi~m Vl,l, quy@n h~n va ccr cffu t6 chile cua C\}C Quim ly Duqc 
thu()c B9 Y tS va QuySt dinh s6 31 06/QD-BYT ngay 29/8/2011 cua B9 truemg B9 Y tS 
v@ vi~c sua d6i, b6 sung Di@u 3 QuySt dinh s6 53/2008/QD-BYT ngay 30/12/2008 cua 
B9 truemg B9 y tS quy dinh chile nang, nhi~m V\1, quy@n h~n va ccr cffu t6 chile cua 
C\lc Quan ly Duqc thu()c B9 Y tS; - -

Can cil Thong tu s6 22/2009/TT-BYT ngay 24/1112009 cua B9 Y tS quy dinh vi~c 
dang kY thu6c; 

Can cu y kiSn cua H9i d6ng xet duy~t thu6c B9 Y tS; 
Xet d@ nghi cua Truemg phong Dang Icy thufic- C\lc Quan ly Duqc, 

QVYETDJNH: 

DiSu 1. Ban hanh kern theo QuySt dinh nay danh m\}c 04 thu6c san xufft trong 
nuoc duqc cffp s6 dang kY luu hanh t~i Vi~t Nam- Dqt 139 b6 sung. · 

Di~u 2. Cong ty san xufft va cong ty dang Icy c6 thu6c luu hanh phai in s6 dang kY 
duqc BQ y tS cffp len nhan thu6c va phai chffp hanh dting cac quy chS c6 lien quan toi 
san xufft va luu hanh thu6c. Cac s6 dang kY c6 kY hi~u VD-... -13 c6 gia tri 05 nam k@ 
tu ngay kY Quyst dinh. 

Di~u 3. QuySt dinh nay c6 hi~u h,rc k@ tu ngay kY ban hanh. 
Di~u 4. Giam d6c Sa Y tS cac tinh, thanh ph6 tn,rc thu()c trung uang va giam d6c 

cong ty san xufft va cong ty dang ky c6 thu6c t~i Di@u 1 chiu trach nhi~m thi hanh 
Quyst dinh nay. 

Nui nhlin: 
- Nh.u Di8u 4; 

- BT. Nguy€n Thi Kim Ti~n (d~ b/c); 
- C1,1c Quan y - B9 Qu6c phong, C1,1c Y t~ - B9 CA; 
- C1,1c Y t~ giao thOng v~n tai- B9 GTVT; L' 

- T6ng C1,1c Hai Quan- B9 Tai Chinh; ~ __ / ' 

- Bao hi~m xa h9i Vi~t Nam; ~ ~~~~~'9--==--~--
- V 1,1 Phap ch~, C1,1c Quan ly Y Duqc c6 truy8n, C1,1c Quan IY. ' 
Kham, chua b~nh - B9 Y t€; Thanh tra B9 Y t€; 
- Vi~n KN thu6c TV va VKN thu6c TP.HCM; 
- T6ng Cong ty Duqc VN; 
- Cac b~nh vi~n, Vi~n c6 giubng b~nh tn,rc thu9c BYT; 
-Website cua C1,1c QLD, T~p chi Duqc My phAm- C1,1c QLD; 
- Luu: VP, KDD, DKT (2b ). 
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BOYTE 

Cl)C QUAN LY DlfQC 

C0NG HOA :xA HOI CHU NGHlA VIl?:T NAM 
D()c l~p - Tl}' do - H~nh phuc 

STT 

1 

DANH MlJC o4 THU6c sAN xuAT TRONG NVdc DUQc cAP s6 DANG KY 
m:eu LljC 05 NAM- DOT 139 bb sung 

Ban hfum kern theo quySt dinh s6: .44f£ ... ./QD-QLD, ngay ... CJl,..l .. f!b.I .. LIJ.{.J,. 

1. C~ng ty dang kj: Cong ty cB phin dU"qc ph§m B~n Tre (Die: 6A3 Qu6e 19 60 - phucmg Phu 
Tan, Thanh ph6 Bin Tre, Tinh Bin Tre - Vi?t Nam) 

1.1 Nha san xuit: Cong ty cB phin dU"qc ph§m B~n Tre (Die: 6A3 Qu6e 19 60 - phucmg Phu 
Tan, Thanh ph6 Bin Tre, Tinh Bin Tre - Vi?t Nam) 

Ten thu6c 

Beco-Arginine · 

Ho~t chAt chinh ,
Ham luQ"Ilg 

D~ng bao 
ch~ 

Arginin hydroclorid Siro 
1g/5ml 

TuBi Tieu 
tho chudn 

Quy each 
dong goi 

sa dang kY 

24 TCCS H<?p 1 chai 60 VD-18886-13 
tbang ml; H()p 20 g6i 

x 5 ml 
·····- 4----- --- -·--··- - - -- ----- ---- ·····-·· ---- -·-- --- -- -- -- - - ----- - ---- .. -- - - -- - ------ ---- ----··---- ·- -·- ----- --·- ---

2 Befabrol Ambroxol HCI Siro H()p 1 chai 30 VD-18887-13 
15mg/5ml ml, 60 ml, H()p 

20 g6i x 5ml 
---------- - ------ --- - -- -- -- -------- - -- - ---

3 Kidifunvon 

4 Touxirup 

Bromhexin HCI 
4 mg/5ml; 
Phenylephrin HCI 
2,5 mg/5ml; 
Guaifenesin 50 
mg/5ml 

Siro 

Dextromethorphan Siro 
HBr 5mg/5ml; 
Clorpheniramin 
maleat 1,33 mg/5ml; 
Guaifenesin 
33,3 mg/5ml; 
Natribezoat 
50 mg/5ml 

Trang 1 

24 TCCS H<?p 1 chai 30 VD-18888-13 
tbang ml, 60 ml 

36 TCCS H<?p 1 chai 30 VD-18889-13 
thang ml, H9p 20 g6i 

x 5 ml 

TrU"ong QuAe CU'Ong 
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