
BQ y TE CQNG HOA XA HOI CHU NGHJA VI~T NAM 

ClJC QUAN LY Dlf<)C Dqc l~p - Tt! do- H~nh phuc 

So_;(A ~3~ /QLD-DK Ha N¢i , ngay !10 thang J>nam 2012 
V /v dinh chinh quyet d!nh dip 

SDK thuoc nu6'c ngoai 

Kinh gi'ri: - Sb Y te cac tinh, th~mh pho trl!c thu<)c trung ucmg; 
- Cac Cong ty dang ky c6 thuoc duqc dinh chinh. 

Ct;tc Qulm ly duqc thong bao di~u chinh m<)t so n<)i dung trong cac Quyet 
d!nh cap so dang ky thuoc nuoc ngoai nhu sau: 
1. Quyet d!nh so 240/QD-QLD ngay 20/8/2010 cua Ct;tc truemg Ct;tc Qulm ly duqc 
v~ vi~c ban hanh danh mt;tc 780 thuoc nuoc ngoai duqc phep luu hanh t~i Vi~t Nam, 
dqt 69: 

1.1. Thuoc Santapanto, SDK: VN-10615-10 do cong ty Tsinghua 
Unisplendour Guhan Bio-Pharmaceutical Corporation Ltd dang ky, trong Quyet 
d!nh ghi ten nuoc san xuat la Dai Loan; nay dinh chinh ten nuoc slm xuat la Trung 
Quo c. 
2. Quyet d!nh so 440/QD-QLD ngay 23/12/2010 cua Ct;tc truang Ct;tc Quim ly duqc 
v~ vi~c ban hanh danh mt;tc 214 ten thuoc nuoc ngoai duqc phep luu hanh t~i Vi~t 
Nam, dqt 70 (b6 sung): 

2.1. Thuoc Testosterone Enanthate Injection 250mg/ml, SDK: VN-11491-10 
do cong ty TNHH Binh Vi~t Due dang ky, trong Quyet d!nh ghi ten nha san xuat la 
"Rotexmedica GmbH"; nay dinh chinh ten nha sim xuat la "Rotexmedica GmbH 
Arzneimittel werk". 
3. Quyet d!nh so 127 /QD-QLD ngay 20/4/2011 cua Ct;tc truemg Ct;tc Quan ly duqc 
v~ vi~c ban hanh danh mt;tc 697 thuoc nuoc ngoai duqc phep luu hanh t~i Vi~t Nam, 
dqt 72: 

3.1. Thu6c Predicort, SDK: VN-12175-11 do Axon Drugs Private. Ltd dang 
ky' do sa suat cua cong ty trong vi~c chuftn b! to thong tin san phftm, trong Quyet 
d!nh ghi qui each d6ng g6i la "H<)p 1000 vi en"; nay dinh chinh qui each dong g6i la 
"Chai 1000 vi en". 
4. Quyet d!nh so 230/QD-QLD ngay 12/7/2011 cua Ct;tc truemg Ct;tc Quan ly duqc 
v~ vi~c ban hanh danh mt;tc 639 ten thuoc nuoc ngoai duqc phep luu hanh t~i Vi~t 
Nam, dqt 73 : 

4.1. Thuoc Fexikon-120, SDK: VN-12990-11 do cong ty TNHH Duqc phftm 
Nhan Vy-CUbng dang ky, trong Quyet d!nh va Giay phep luu hanh san ph~m ghi 
tieu chu~n chat luqng cua thuoc la "Nha san xuat"; nay dinh chinh tieu chu~n chat 
luqng cua thuoc la "USP". . 
5. Quyet d!nh so 441/QD-QLD ngay 08/11/2011 cua Ct;tc truemg Ct;tc Quan ly duqc 
v~ vi~c ban hanh danh IU't;IC 452 ten thuoc nuoc ngoai duqc phep luu hanh t~i Vi~t 
Nam, dat 75: 

5.1. Thu6c Duoplavin, SDK: VN-14356-11 do cong ty TNHH Sanofi-Aventis 
Vi~t Nam dang ky, trong Quyet d!nh ghi ho~t chat la Clopidgrel hydrogen sulfate 
form II, nay dinh chinh ho~t chat la Oopidogrel hydrogen sulfate form II. 
6. Quyet d!nh so 21/QD-QLD ngay 12/01/2012 cua Ct;tc tru6ng Ct;tc Quan ly duqc 
v~ vi~c ban hanh danh mt;tc 463 ten thuoc nuoc ngoai duqc phep luu hanh t~i Vi~t 
Nam, dqt 76: 
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6.1. Thuoc Zorabkit, SDK: VN-14602-12 do cong ty 1NHH Duqc pham va 
dich Vl;l y te Phuang Dong dang ky, trong Quyet dinh ghi ham luqng ho~t chfit 
Clarithromycin chua chinh xck la 250mg, nay dinh chinh ham luqng ho~t chflt 
Clarithromycin la 500mg. 

6.2. Thuoc Texofen-60, SDK: VN-14442-12 do Amtec Health Care Pvt., Ltd 
dang ky, do sa sufit cua cong ty trong vi¢c chuan bi ta thong tin slm ph am, trong 
Quyet dinh ghi qui each dong goi la "H<?p 01 vi x 10 vi en"; nay dinh chinh qui each 
dong goi la "H<?p 01 vi x 10 vien, H<?p 03 vi x 10 vien, H<?p 10 vi x 10 vien". 
7. Quyet dinh so 92/QD-QLD ngay 22/3/2012 cua (\Ic trubng (\Ic Qmin ly duqc v~ 
vi¢c ban hanh danh m1:1c 297 ten thuoc nuoc ngoai duqc phep luu hanh t~i Vi¢t 
Nam, dqt 77: 

7.1. Thu6c Dectixal, SDK: VN-15033-12 do cong ty TNHH TM va DP Hung 
Lqi dang ky, trong Quyet dinh ghi ten thuoc la Dectixal; nay dinh chinh ten thuoc la 
Dectixal-500. 
8. Quyet dinh so 91/QD-QLD ngay 22/3/2012 cua (\Ic trubng (\Ic Quan ly duqc v~ 
vi¢c ban hanh danh m1:1c 14 ten thuoc nuoc ngoai duqc phep luu hanh t~ Vi¢t Nam, dqt 
77- cflp 01 nam: 

8.1. Thuoc Tolbupas 0,5mg, SDK: VN1-647-12 do Cong ty 1NHH Duqc 
ph am Thien Thao dang ky, trong Quyet dinh ghi ten cong ty dang ky la "Cong ty 
TNHH Duqc pham Thien Thao"; nay dinh chinh ten cong ty dang ky la "Cong ty 
C6 phfin Duqc pham Thien Thao". 
9. Quyet dinh so 164/QLD-DK ngay 22/06/2012 cua (\Ic trubng Cl;lc Quan ly duqc 
v~ vi¢c ban hanh danh m1:1c 517 thuoc nuoc ngoai duqc cAp s6 dang ky luu hanh t~i 
Vi¢t Nam, dqt 78: 

9.1. Thuoc Ikoquin-500, SDK: VN-15356-12, do cong ty TNHH Duqc phiim 
Nhan Vy CUang dang ky, trong Quyet diflh ghi : d~ng bao che cua thu6c la "Vien 
nen" va tu6i th9 la "24 thang"; nay dfnh chfnh: d~ng bao che ciia thuoc la "Vien -
nen bao phim" va tu6i th9 la "36 thang". 

9.2. Thuoc Sporanox IV, SDK: VN-15479-12, do cong ty Janssen Cilag Ltd. 
dang ky' trong Quyet dinh ghi tu6i th9 cua thuoc la "24 thang" va quy each dong 
goi la "B<? kit h~n dung dum 24 thang: 1 h<?p 1 ong thuoc 25ml, 1 tui dung moi 
NaCl 0,9% (h~n dung 36 thang)"; nay ghi r5 va Cl;l the tu6i th9 cua h<?p thuoc 
Sporanox IV la "24 thang", tu6i th9 cua tui dung moi NaCl 0,9% la "36 thang", tu6i 
th9 cua b<? day noi co khoa van hai chi~u la "60 thang" va ngay het h~ cua b<? san 
pham la "Ngay het h~n cua thanh phfin co ngay het h~n sam nhAt (h~n dung cua b¢ 
san pham khong dai han 24 thang)", quy each dong goi la "B<? san pham (b9 kit) 
g6m: 01 h<?p thuoc Sporanox IV chua 01 ong thuoc 25ml, 01 tui dung moi NaCl 
0,9%, 01 b¢ day noi co khoa van hai chi~u". . 

9.3. Thuoc Triderm, SDK: VN-15552-12, do cong ty Merck Sharp & Dohme 
(Asia) Ltd. dang ky, trong Quyet diflh ghi tu6i th9 cua thuoc la "36 thang"; nay 
dinh chinh tu6i th9 la "24 thang". 

9.4. Thuoc Prednilone, SDK: VN-15413-12, do cong ty Daewoo Pharm. Co., 
Ltd. dang ky, trong Quyer diflh ghi tieu chuan cua thuoc la "NSX"; nay dinh chinh 
tieu chuAn la "USP 32". · 

9.5. Thuoc Samchundangcefdin 1g Injection, SDK: VN-15584-12, do cong ty 
Phil International Co., Ltd dang ky, trong Quyet dinh ghi quy each dong goi la H<?p 
119 1g, nay dinh chinh quy each dong goi la H<?p 10 l9 1g. 
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9.6. Thu6c Unilimadin 300mg, SDK: VN-15573-12, do cong ty Pharmix 
Corporation dang ky, trong Quyet dinh ghi tieu chuan USP 24 nay dfnh chfnh tieu 
chuan la USP 32. 

9.7. Thu6c Ampicillin sodium for injection BP 1gm, SDK: VN-15662-12 do 
cong ty Wuhan Grand Pharmaceutical Group Co., Ltd dang ky, trong Quyet dinh 
ghi ten thu6c la Ampicillin sodium for injection BP 1gm; h~n dung 36 thang; nay 
dfnh chfnh ten thu6c la Ampicillin sodium for injection, h~n dung 24 thang. 

9.8 . Thu6c Simvahexal 20mg, SDK: VN-15463-12, do cong ty Hexal AG 
dang ky, trong Quyet dinh ghi quy each dong goi la H¢p 10 vi x 10 vi en; nay dfnh 
chfnh quy each dong goi la H¢p 3 vi x 10 vi en; h¢p 10 vi x 10 vi en. 

9.9. Thu6c Peteha 250mg, SDK: VN-15327-12, do cong ty Cong ty TNHH 
DV TM Duqc pham Chanh Due dang ky, do sai sot cua cong ty trong vi¢c chuan -bi 
to thong tin slm pham nen trong Quyet dinh ghi ten nha san xuat la Fatol 
Arzneimittel GmbH; nay dfnh chfnh ten nha san xuat la Fatol Arzneimittel, 
Subsidiary of Riemser Arzneimittel AG. 

9.10. Thu6c Philserin Injection, SDK: VN-15414-12 do cong ty Dawoo 
Pharm. Co., Ltd dang ky, trong Quyet dinh ghi cong ty dang ky la Dawoo Pharm. 
Co., Ltd, dia chi : 579, Shinpyung-Dong, Pusan-City, Korea va dia chi nha slm xuat 
la 907-6, Shanhin-ri, Hyangnam-Myun, Hwaseong-kun, Kyunggi-do, Korea; nay 
dfnh chfnh cong ty dang ky la Phil International Co. Ltd, dia chi : 629-4, Yeoksam­
Dong, Kangnam-Ku, Seoul, Korea va dia chi nha san xuat la 957 Wangam-dong, 
Jecheon-si, Chungcheongbuk-do, Korea. 

9.11. Thuoc Korus Albendazole Tab 400mg, SDK: VN-15569-12, do cong ty 
Cong ty Pharmix Corporation dang ky, trong Quyet dinh ghi tieu chuan la "USP 
24"; nay dfnh chfnh tieu chuan la "USP 32". 

9.12. Thu6c Praxilen, SDK: VN-15544-12 do cong ty Merck Sante s.a.s dang 
-ky, trong Quyet dinh ghi ten thuoc la Praxilen, ho~t chat la Naftidrofuryl acid 
oxalate; nay dfnh chfnh ten thuoc la Praxilene, ho~t chat la Naftidrofuryl hydrogen 
oxalate. 

9.13. Thu6c Lipofix 20, SDK: VN-15229-12, do cong ty Bal Pharma Limited 
dang ky, trong Quyet dinh ghi ho~t chat chfnh Artovastatin Calcium, nay dfnh chfnh 
ho~t chat chfnh Ia Atorvastatin Calcium. 

9.14. Thu6c Epotiv Inj. 4000IU, SDK: VN-15484-12, do cong ty Kolon 
!'Networks Corporation dang ky, trong Quyet diflh ghi ham luqng ho~t chat cua 
thu6c la "2000IU/0,4ml"; nay dfnh chinh ham luqng ho~t chat la "4000IU/0,4ml". 

9.15 . Thu6c Contractubex, SDK: VN-15377-12, do cong ty TNHH Thuong 
m~i Duqc phfim Hoang Khang dang ky, so sai sot cua cong ty trong vi¢c chuan bi to 
Thong tiri san pham nen trong Quyet dinh ghi dia chi nha san xuat chua chfnh xac 
la "Eckenheimer Lanstr 100, 60318 Frankfurt/Main, Germany"; nay dinh chinh dia 
chi nha san xuat Ia "Eckenheimer Landstr 100, 60318 Frankfurt/Main, Germany". 

9.16. Thu6c Cezimeinj injection, SDK: VN-15583-12 do cong ty Phil 
International dang ky, trong Quyet dinh ghi tieu chuan la nha san xuat, nay dfnh 
chfnh tieu chuan la USP .32. . ~ ... 

9.17. Thu6c Lipocithin, SDK: VN-15648-12; thu6c Lipocithin, SDK: VN-
15649-12 do cong ty Tsinghua Unisplendour Guhan Bio-Pharmaceutical 
Corporation Ltd dang ky, trong Quyet diflh ghi dia chi nha san xuat la : South 2 
Road, Industrial Development District, Xindu Satellite City, Chengdu, Sichuan 
Province-China, nay dinh chinh dia chi nha san xuat la South of No.2 Road, Xindu 
Satellite City, Industrial Development Zone, Chengdu, Sichuan, P.R.China 
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10. Quyet diflh so 163/QLD-DK ngay 22/06/2012 cua (\lc trubng C1;1c Quiu:· ly 
duqc v~ vi~c ban hanh danh m1;1c 36 ten thuoc nuoc ngohl duqc phep luu hanh t;ti Vi~t 
Nam, dqt 78- cap 01 nam: 

10.1. Thuoc PM H-Regulator, SDK: VN1-705-12, do cong ty Probiotec 
Pharma Pty., Ltd. dang ky, do sai sot cua cong ty trong vi~c chufu bi to thong tin 
slm ph~m nen trong Quyet dinh ghi quy each dong goi thuoc la "Chai 60 vien"; nay 
dinh chinh quy each dong goi Ia "Chai 60 vien; Chai 30 vien". 

10.2. Thuoc Pantric Plus, SDK: VN1-708-12 do cong ty Synmedic 
Laboratories dang ky, trong Quyet dinh ghi dia chi nha slm xuat la 166, DLF 
Industrial Area, Phase I Faridabad, 121003 (Haryana)-lndia, nay dinh chinh dia chi 
nha slm xuat la 106-107 HSIDC Industrial Estate, Sec-31, Faridabad-121003 Haryana-: 
(India). 

10.3. Thuoc Bralcib Eye Drops, SDK: VN-15214-12 do Atco Laboratories 
Ltd. dang ky, trong Quyet diflh ghi tieu chu~n la "USP"; nay dinh chinh tieu chufu 
la "NSX". 
11. Quyet diflh so 166/QLD-DK ngay 22/06/2012 cua (\lc tru6ng C1;1c Qm1n ly 
duqc v~ vi~c ban hanh danh m1;1c 04 ten thuoc nuoc ngoai duqc phep luu hanh t:;ri Vi~t 
Nam, dqt 78- cap 01 nam: 

11.1. Thuoc Truvada, SDK VN1-674-12 do cong ty c6 phftn Traphaco dang 
ky, trong Quyet dinh ghi: (1) nha san. xuat Nycomed Oranienburg GmbH, dia chi: 
Lehnitzstrasse 70- 98 16515 Oranienburg-Germany, (2) h«:;J.n dung Ia 36 thang; nay 
dinh chinh: (1) slm xuat bbi: Nycomed Oranienburg GmbH, dia chi: Lehnitzstrasse 
70 - 98 16515 Oranienburg-Germany, dong goi bbi: Gilead Sciences Limited, dia 
chi: Carrigtohill, Co. Cork, Ireland; (2) h«;m dung la 48 thang. 
12. Quyet dinh so 165/QLD-DK ngay 22/06/2012 cua <1;1c tru6ng <1;1c Quan ly duqc 
v~ vi~c ban hanh danh m1;1c 16 ten thuoc nuoc ngoai duqc phep luu hanh t:;ri Vi~t Nam, 
dqt 78- cap 01 nam: 

12.1. Thuoc Irinotecan Teva, SDK: VN1-658-12 do Cong ty c6 phftn duqc 
philm Duy Tiin dang ky, trong Quyet dinh ghi qui each dong goi la "H(>p 10 lQ 
2ml"; nay dinh chinh qui each d6ng g6i la "H¢p 10 l9 5ml". 

12.2. Thuoc Teva-Bilucamide 50mg, SDK: VN1-661-12 do Cong ty c6 phftn 
duqc ph~m Duy Tiin dang ky, trong Quyet diflh ghi ten thuoc la Teva-Bilucamide 
50mg, hoc;tt chat la Bilucamide; nay dinh chinh ten thuoc Ia Teva-Bicalutamide . 
50mg, hoc;tt chat Ia Bicalutamide. 

Cl;IC Qmin ly duqc thong bao d~ cac dan vi biet./. 

Noi nh~n: 
- Nhutren; 
- ~c QuAn y - B¢ Qu6c phOng, ~c Y te- B¢ Cong an; 
- ~c Y te Giao thong v~n tai - B¢ Giao tMng v~ tii; 
- T6ng Cl,IC Hii quan - B¢ Ta.i chinh; 
- Bcio hi~rn Xa hoi Viet Nam; 
- Vl;l Phap che, ·vl;l Y duqc c6 truyen, ~c Quan ly kMrn,_,--\~~~~~f-------
chua benh - BO Y te, Thanh tra BO Y te; 
- Vien KN thu6c TW, Vien KN thuoc TP. HCM; 
- T6~g COng ty Duqc VN.; 
- cac B¢nh vi~n & Vi~n c6 giuemg b~nh tn,rc thu¢c B¢ Y te; 

Truong Quoc CuOn.g 

-Website Cl,lc QLD, Tc:tp chi Duqc & MP, P. QLKDD; 
- Luu: VP, DK(lO). 
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