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QUYETD~NH 
v e vi¢c cfip so dang ky san xuat trong mr6'c cho 08 thuoc 

duqc phep Iuu hanh t~i Vi¢t Nam 

ClJC TRUONG ClJC QUAN LY DUQC 

Can cu Lu~t Duqc ngay 14/6/2005; 

Can cu Nghj djnh so 188/2007 /ND-CP ngay 27/12/2007 cua Chfnh phu quy djnh 
chuc nang, nhi~m Yl;l, quy~n hc;m va co cau t6 chuc cua B¢ Y te; 

can cu Quyet djnh so 53/2008/QD-BYT ngay 30/12/2008 cua B¢ truemg B¢ Y te 
quy djnh chuc nang, nhi~m Yl;l, quy~n h:;m va co cau t6 chuc cua (\lc Qulm ly Duqc thu()c 
B¢ Y te va Quyet djnh so 3106/QD-BYT ngay 29/08/2011 cua B¢ truemg B¢ Y te v~ vi~c 
sua d6i, b6 sung Di~u 3 Quyet d!nh so 53/2008/QD-BYT ngay 30/12/2008 cua B¢ tru6ng 
B¢ Y te quy djnh chuc nang, nhi~m Yl;l, quy~n h~n va co cau t6 chuc cua (\lc Quan ly 
Duqc thu¢c B¢ Y te ; 

Can cu Thong tu so 22/2009/TT-BYT ngay 24/11/2009 cua B¢ Y te quy d!nh vi~c 
dang ky thuoc; 

Can Ctl cong van so 1976/SYT-NVD ngay 10/9/2012 cua say te Can Tho, cong 
van so 4915/SYT-QLD ngay 29/8/2012 cua SaY te TP. H6 Chi Minh, cong van so 
41/SYT-QLD ngay 6/01/2012 cua saY te Blnh Thu~n v~ vi~c d~ nghj cap so dang ky 
cho d.c thuoc; 

Xet d~ nghj cua Truemg phong Dang ky thuoc- (\lc Quan ly duqc, 

QUYETDlNH: 

Dieu 1. Cap so dang ky san xuat trong nu6c cho 08 thuoc duqc phep luu hanh t~i 
VietNam: 
1. Cong ty 1NHM C!ir~~ ph~~ Phuong N am 
So 300C, duOn.g Nguyen~ng, F. An Thai, Q. Binh Thuy, Can Tho. 

~. 

TI Tenthuot, hamludhg Quy each d6ng g6i Tieu Tu6i So dang ky . ·\' 
chu~n th9 

(thang) 
1 Nu6c Oxy gia 3% chai 60 ml dung TCCS 24 VS-4845-12 

(Hydrogen peroxyd djch dung ngoai 
6ml/60ml) 

2 Thuoc mo D.E.P l9 8 gam, 10 gam TCCS 36 VS-4846-12 
(Diethyl phtalate mo dung ngoai 
0,95gam/gam) 
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2. Cong ty 1NHH US Pharma USA 
L6 B1-10. du{mg 02. KCN Tav bic CU. Chi. TP. H6 Chf Minh 
3 Ladyformine h<?p 4 vi, 10 vi x 4 TCCS 36 VS-4847-12 

(D6ng sulfat khan o A / ? o v1en nen sm 
40mg, Natri fluorid (thuoc v¢ sinh phl} 
40mg) nu) 

- -
3. Cong ty c6 phan duqc ph~m duqc li¢u Pharmedic 

· 1-- - 'M - - - . ~- ""'<.. , '<. -- ~ ' --. --- --- -·----.. -
4 Fluofar h<?p 1 chai 90 ml, TCCS 30 VS-4848-12 

(Acid benzoic, Natri chai 250 ml dung 
benzoat, Natri fluorid) dich sue mieng 

5 Gynofar chai 90 ml, 500 ml, TCCS 18 VS-4849-12 
(D6ng sulfat) chai dyp hlnh bau 

dl}c 250 ml, chai 
dyp hlnh chu nh~t 
250 ml dung dich 
v~__§inh phy_nu . _ 

4. Cong ty c6 phan duqc va v~t tu y te Blnh Thu~n 
S6 192 N guv~n H6i. KP1. P. Phu Trinh. TP. Phan Thiet. Binh Th --- - , - -- - , - -- - - - ----- -, -- - -- ---- - -- . - -- --- -- - - - - -

6 C6n 70° chai 60 ml dung DDVN 36 VS-4850-12 
(Ethanol) dich dung ngoai IV 

7 C6n Iod 2% chai 20 ml dung TCCS 36 VS-4851-12 
(Iod, Kali Iodid) dich dung ngoai 

8 Nu6c Oxy gia 1 OV chai 50 ml dung DDVN 36 VS-4852-12 
(Nu6c Oxy gia d~m d~c dich dung ngoai IV 
30%5 gam) 

Dieu 2. Cong ty phai in so dang ky duqc B¢ Y te cap len nhan thuoc va phai chap 
hanh dung cac quy che c6 lien quan t6i san xuat va luu hanh thuoc. So dang ky c6 ky 
hi¢u VS ... c6 gia tri OS nam k~ tu ngay ky quyet dinh. 

Dieu 3. Quyet dinh nay c6 hi¢u h;rc k~ tl:r ngay ky ban hanh. 

Noi nhf:ln: 
- NhuDieu 4 
- BT. Nguy~n Thi Kim Tien (deb/c); 
- TI. Cao Minh Quang (deb/c); 
- C1,1c Qu~n y - B¢ Qu6c phOng; Cl,lc Y te- B9 Cong an; 
- Cl,lc Y te giao thong v~n tai-B<? GTVT; 
- T6ng Cl,lc Hili Quan- B<? Tai Chinh; 
- Bao hiem xa h¢i Vi¢t Nam; 
- V1,1 Phap che, V1,1 Y duqc c6 truyen, 
C1,1c Quan ly Kham chua b¢nh, Thanh tra B¢ Y te; 
- Vi¢n KN thuoc TV va VKN thuoc TP. HCM; 
- T6ng Cong ty Duqc VN; 
- Cic B¢nh vi¢n, Vi¢n c6 giuOn.g b¢nh tn!c thu¢c BYT; 
- Website C1,1c QLD; T<.tp chi Duqc - My phftm- C1,1c QLD; 
- Luu: VP, Phong KD, DKT (02 ban). 

~~~~ 
Truong Quoc Cuaog 
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