
BQYTE 
· Cl)C QUAN L Y DlJQC 

S6: 2Jt-~ /QD-QLD 

CQNG HOA XA HOI CHU NGHIA VI~T NAM 

Dc}c l~p - Tt! do - H~nh phuc 

Ha Nr)i, ngay Aq thang AO nam 2012 

QUYETD~NH 
Ve vi~c ban hanh danh ffi\JC 19 thuoc nuoc ngoai (thuoc co ho~t chat, phoi 
hQP ho~t chat, d~ng bao che hin dau dang ky t~i Vi~t Nam - so dang ky co 

hi~u IJ.!c 01 nam) dUQ'C cap so dang ky luu hanh t~i Vi~t Nam - DQ't 79 

Cl}C TRUONG ClJC QUAN LY Di.r(lC 

Can ·dr Lu~t Duqc ngay 14/6/2005; 

Can cu Nghi dinh s6 188/2007/ND-CP ngay 27/12/2007 ciia Chfnh phii 
quy d!nh chuc nang, nhi¢m Yl;J, quyen h¥t va ca cAu t6 chuc ciia B¢ Y te'; 

·Can cu Quye't diflh s6 53/2008/QD-BYT ngay 30/12/2008 ciia B¢ truemg 
B¢ Y te' ve vi¢c quy d!nh chuc nang, nhi¢m Yl;J, quyen h¥t va ca cAu t6 chuc ciia 
O;Ic Quan ly duqc thu¢c B¢ Y te' va Quye't diflh s6 3106/QD-BYT ngay 
29/8/2011 ciia B¢ truemg B¢ Y te' ve vi¢c sua d6i, -h6 sung Dieu 3 Quye't diflh s6 
53/2008/QD-BYT ngay 30/12/2008 ciia B¢ truemg B¢ Y te' quy dinh chuc nang, 
nhi¢m Yl;J, quyen h¥t va ca cAu t6 chuc ciia O;Ic Quiln ly duqc thu¢c B¢ Y te'; 

Can cu Thong tu s6 22/2009m-BYT ngay 24/11/2009 ciia B¢ Y te' quy 
diflh vi¢c dang ky thu6c; 

Can cu y kie'n ciia H¢i d6ng Xet duy¢t thu6c - B¢ Y te; 

Xet de nghj ciia Truemg phong Dang ky thu6c- O;Ic Quiln ly duqc, 

QUYETD~NH: 

Dieu 1. Ban hanh kern theo Quye't dinh nay danh ffi\JC 19 thu6c nuoc 
ngoai ( thu6c c6 ho~t chAt, ph6i hqp ho~t chAt, d~ng bao che IAn dAu dang ky t~ 
Vi¢t Nam- s6 dang ky c6 hi¢u ll;(c 01 nam) duqc cAp s6 dang ky luu hanh t~i 
Vi¢t Nam- Dqt 79. 

Dieu 2. Nha san xuAt va cong ty dang ky thu6c c6 tnich nhi¢m cung cAp 
thu6c vao Vi¢t N am theo dung cac h6 sa tai li¢u da dang ky vm B¢ Y te'. S6 dang 
ky duqc B¢ Y te Vi¢t Nam cAp phai duqc in len nhan thu6c. S6 dang ky c6 ky 
hi¢u VN1- ... -12 c6 gia tq 01 nam k~ tit ngay ky Quye't djnh. 

Dieu 3. Trong qua trinh luu hanh, cong ty dang ky thu6c, nha san xuat 
phai ph6i hqp VOi cac C(J SO dieu trj d~ thl;(c hi¢n theo dung cac quy djnh hi¢n 
hanh ve thu6c ke dan (d6i voi thu6c ke dan) va theo doi hi¢u ll;(c, d¢ an toan, tac 
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dl;lng kh6ng mong mu6n cua thu6c tren ngum Vi¢t N am va t6ng hqp, bao cao 
theo dung quy dinh hi¢n hanh m6i 06 thang m¢t IAn. ve (\Ic Quan ly dugc . . 

Dieu 4. Nha san xuat va c6ng ty dang ky thu6c phru chap hanh dAy du 
phap lu~t cua nu6c CHXHCN Vi¢t Nam va cac quy d!nh cua B¢ Y te' ve nh~p 
khau thu6c va luu hanh thu6c t~ Vi¢t Nam; ne'u c6 bat cu thay d6i gi trong qua 
trlnh Iuu hanh thu6c a nu6c sot~ va a Vi¢t Nam thl phai bao cao ngay cho (\Ic 
Quan ly Dugc - B¢ Y te' Vi¢t Nam. 

Dieu 5. Quye't d!nh nay c6 hi¢u l1;tc k~ nr ngay ky ban hanh. 

Dieu 6. Giam d6c Sb Y te' cac tinh, thanh ph6 tfl!c thu¢c trung uong, giam 
d6c nha san xuat va c6ng ty dang ky c6 thu6c t~ Dieu 1 ch!u trach nhi¢m thi 
hanh Quye'f diflh nay./. 

Nui nh(in: 
- NhuDi~u 6; 
- BT. Nguy~n Thi Kim Tien (d~ b/c); 
- TT. Cao Minh Quang (d~ b/c); 
- Q,tc Quful Y - B¢ Qu6c Phong, Q,tc Y te - B¢ C6ng An; 
- Q,tc Y te Giao th6ng v~n tai - B¢ Giao th6ng v~ tai; 
- T6ng c1:1c Hai quan - B¢ Tai chinh; 
- Bao hi~m Xii h¢i Vi~t Nam; 
- V1:1 Phap che, V1,1 Khoa h<;>c va Dao ~o. O,.c Quan ly Kham 'S;N"C.:; Z 
chua benh- B6 y te, Thanh tra B6 y te; ...-: . . . 
- Vi~n KN thu6c TW, Vi~n KN thu6c 1P. HCM; 
- T6ng C6ng ty Dugc VN; Truong Quoc Cuang 
- Oic c6ng ty XNK Dugc phfun; 
- Oic ~nh vi~n va Vi~n c6 giu<mg ~nh tn;rc thu¢c B¢ Y te; 
-Website cua Q,Ic QLD, T~p chi Dugc va My phAm-Q,tc QLD; 
- Luu: VP, KDD, DKT (10). 
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BQYTE 

Cl}C QUAN LY DUQC 

C<)NG HOA xA HQI CHU NGHlA VIETNAM 

D()c l~p - Tl}' do - H~nh phuc 

DANH Ml)C 19 THUOC CO HOAT CHAT LANDAU, PHOI HQP HOAT CHAT LANDAU HOAC 
DANG BAO CHE LAN DAU DANG KY T AI vn;:T NAM DVQC CAP SO DANG K~- LVU HANH 

HIEU LVC 01 NAM- DOT 79 
Ban h~mh kern theo quy~t d{nh s6: .-X.ft:S:./QD-QLD, ngay .. 19 ... .1 .. ./.0. . .1 2012 

J. D!].ng thu6c TuAi Tieu 
STT Ten thu&c 

Ho!].t chat Quy each sa dang ky 
chinh ham IU'qng thQ chuh dong g6i 

1. CONG TY DANG KY 

Alcon Pharmaceuticals Ltd. 
Route des Arsenaux 41, P.O. 
Box 61, 1701 Fribourg-
Switzerland 

1.1 Nha san xu§t 
s.a. Alcon-Couvreur N.V 

Rijksweg 14, B-2870 Puurs -
Belgium 

I Nevanac Nepafenac H6n djch 24 NSX H9p 119 5ml VN1-747-12 
nh6 thang 
m~t-1mg/ml 

r---- -------------- c------- f------ -- ---- ----- ------- · 

2. CONG TY DANG KY 

Boehringer Ingelheim 
International GmbH 
Binger St. 173, 55216 Ingelheim 
am Rhein - Germany 

2.1 Nha san xu§t 
Boehringer lngelheim Roxane 
Inc 

Columbus, OH 43228- USA 

2 Trajenta Linagliptin Vien bao 36 NSX H9p 3 vi x VN1-748-12 
phim-5mg thang 10 vien 

,---- - - ------------ f------- f------ -- f---- ----- '------- · 
~ v ' 

3. CONG TY DANG KY 
Getz Pharma (Pvt) Ltd. 
Plot No. 29-30/27 Korangi 
Industrial Area, Karachi -
Pakistan 

3.1 Nha san xu§t 
Getz Pharma (Pvt) Ltd. 

Plot No. 29-30/27 Korangi 
Industrial Area, Karachi -
Pakistan 

3 Soliget Tablets 5mg Solifenacin Vien nen 24 NSX H9p 1 vi x VN1-749-12 
succinate bao phim- thang 10 vien 

5mg 
r---- -------------- f------- f------ -- f---- ----- f------- · 

----

Trang 1 

I 
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STT Ten thu6c 
Ho~t chit D~ng thu6c Tu6i Tieu Quy each sa dang ky . 

chinh ham hrQllg thQ chuin dong g6i 

4. CONG TY DANG KY 
Hyphens Marketing & 
Technical Services Pte. Ltd. 

138 Joo Seng Road, 3rd Floor, 
Singapore 368361- Singapore 

4.1 Nha san xu~t 
3M Health Care Ltd. 

Derby Road Loughborough 
Leicestershine LEII 5SF- UK 

4 Aldara (Ca sa ki~m nghi~m thanh Imiquimod Kern boi 24 NSX H9p 12 goi X VN1-750-12 
pham, dong goi thu dp, xufrt ngoai thang 250mg 
xucrng: iNova Pharmaceuticals da-5% 
(Australia) Pty. Ltd., d/c: 9-15 (kl/kl) 
Chilvers Road Thomleigh, NSW 
2120 Australia) 

,-- - --------------
5. CONG TY DANG KY 

1-------- 1------ -- 1---- ----- 1------- · 

Hyphens Pharma Pte. Ltd 
138 Joo Seng Road, #03-00, 
Singapore 368361- Singapore 

5.1 Nha san xu~t 
Cenexi 

17 rue de Pontoise 95520 Osny-
France 

5 Ella Ulipristal acetate Vien nen- 24 NSX HQp 1 vi x 1 VN1-751-12 
30mg thang vi en 

r---- -------------- -------:- 1------ -- 1---- -----
,__ ______ _ 

6. CONG TY DANG KY 

Invida (Singapore) Private 
Limited 

79 Science Park Drive# 05-01 
Cintech IV Singapore (118264) 
-Singapore 

6.1 Nha san xu~t 
Baxter Oncology GmbH. 

Kantstrasse 2, D-33790 Halle. -
Germany 

6 Vidaza (Dong goi bcri: Catalent Azaccitidine B9t pha h6n 48 NSX HQp 1 IQ b9t VN1-752-12 
UK Packaging Ltd., dia chi : Sedge dich tiem- thang 
Close, Headway, Great Oakley, 100mg 
Corby, Northamptonshire, NN18 
8HS, United Kingdom) 

f---- --------------
A - ' 

1-------- 1------- -- 1----- -----1----- - - -

7. CONG TY DANG KY 

Kukje Pharma Ind. Co., Ltd. 

- - -

Trang 2 
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I STT Holllt ch~t I. Tu6i Tieu Quy each 
Ten thu6c 

Dlllng thuoc s6 dang ky 
chinh ham hrQ'ng thQ chuAn dong g6i 

513-2, Yatab-dong, 
Bundang-gu, Seongnam city, 
Gyeonggi-do - Korea 

7.1 Nha san xuAt 

Samik Pharmaceutical Co., Ltd. 

374-1 Cheongcheon 1-Dong, 
Boopyeong-Gu, Incheon - Korea 

7 Leprozine Tab Levodropropizin Vien nen- 36 NSX H9p 10 vi x VNI-753-12 
e 60mg thang 10 vien 

r--- --------------
8. CONG TY DANG KY 

t-------- f- ----- -- 1---- -----1------ - -

Meiji Seika Kaisha Ltd. 

4-16 Kyobashi 2-Chome 
Chuo-Ku, Tokyo 104 8002 -
Japan 

8.1 Nha san xuAt 

Tedec-Meiji Farma, SA 

Carretera M-300, Km 30,500, 
28802 Alcala De Henares 
(Madrid) - Spain 

8 Meiact 200mg Cefditoren Vien nen 24 NSX H9p 2 vi x VNI-754-12 

Pivoxil bao phim- thang 10 vien 
200mg 
Cefditoren 

9 Meiact 400mg Cefditoren Vien nen 24 NSX H<)p 2 vi X VNI-755-12 
Pivoxil bao phim- thang 10 vien 

400mg 
Cefditoren 

1---- --------------
A ~ ' 

r-------- 1- - ---- -- 1--- - ----- 1-- - ---- -
9. CONG TY DANG KY 

Novartis Pharma Services AG 

Lichtstrasse 35, 4056 Basel-
Switzerland 

9.1 Nha san xuAt 

Novartis Pharma Stein AG 

Schajjhauserstrasse CH-4 3 3 2 
Stein -Switzerland 

10 Exforge HCT Amlodipine Vien nen 24 NSX H9p I vi x 7 VNI-756-12 
10mg/160mg/12.5mg besylate, bao phim- thang vi en 

Valsartan, IOmg 
Hydrochlorothia~ Amlodipine, 
ide 160mg;l2,5 

mg 

Trang 3 
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.--
STT Ten thu6c 

Ho~t chat D~ng thu6c TuBi Tieu Quy each 
s6 dang kY · chinh ham hrQ'Ilg thq chuin dong g6i 

11 Exforge HCT 10mg/160mg/25mg Amlodipine Vien nen 24 NSX H9p 1 vi x 7 VN1-757-12 
besylate, bao phim- thang vi en 
Va1sartan, 10mg 
Hydrochlorothia:. Amlodipine, 
ide 160mg;25m 

g 

12 Exforge HCT 1 Omg/320mg/25mg Amlodipine Vien nen 24 NSX H9p 1 vi x 7 VN1-758-12 
besy1ate, bao phim- thang vi en 
Valsartan, 10mg 
Hydrochlorothia:. Amlodipine, 
ide 320mg;25m 

g 

13 Exforge HCT 5mg/160mg/12.5mg Amlodipine Vien nen 24 NSX H9p 1 vi x 7 VN1-759-12 
besylate, bao phim- thang vi en 
Valsartan, 5mg 
Hydrochlorothia2 Am1odipine, 
ide 160mg;12,5 

mg 

14 Exforge HCT 5mg/160mg/25mg Amlodipine Vien nen 24 NSX H9p 1 vi x 7 VN1-760-12 
besylate, bao phim- thang vi en 
Valsartan, 5mg 
Hydrochlorothia2 Amlodipine, 
ide 160mg;25m 

g 

15 Tasigna Nilotinib Vien nang 24 NSX H9p 7 vi x 4 VN1-761-12 
ctmg- thang vi en 
150mg 

r--- --------------
10. CONG TY DANG KY 

1-------- f------ -- f---- ----- - - ----- · 

Nycomed GmbH 

Byk-Gulden - Strasse 2, 
D-78467- Konstanz.- Germany 

10.1 Nha san xu§t 

Nycomed GmbH 

Production Site Singen, 
Robert-Bosch-Strasse 8, D-78224 
Singen - Germany 

16 Omnaris Nasal Spray Ciclesonide H6n djch 24 NSX H9p 1 chai VN1-762-12 
thu6c xit thang 120 li~u xit 
miii d~ng phan Ii~u 
ph an 
Ii~u-50mcg/ 
li~u xit 

r--- -- - -----------
11. CONG TY DANG KY 

1-------- 1------ -- 1-- -- --- - - 1-- - -- - - · 

P.P.F Hasco-Lek 
Zmigrodzka 242E, 51-131 
Wroclaw - Ba Lan 

Trang 4 
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r 
Ho~'t chit D~ng thuBc TuBi 

Ten thuBc 
Tieu Quy each sa dang kY STT chinh ham hrQ1lg thQ chuin dong goi 

11.1 Nha san xuit 
Bio Products Laboratory 

Dagger Lane, Elstree, 
Hertfordshire, WD6 3BX- UK 

17 Replenine-VF Y~u t6 IX B9t dong 36 BP H(lp 1 IQ VN1-763-12 
(Factor IX) kho pha thang 

tiem-500IU 
i-- - -------------- 1-------- 1------- -- f---- ----- r------- · 

12. CONG TY DANG KY 
Taiwan Panbiotic 
Laboratories 
No. 5-1 Ta Tong Road, Niao 
Sung Hsiang, Kaohsiung Hsien 
-Taiwan 

12.1 Nha san xuit 
Panbiotic Laboratories 

No. 5-1, Ta Tong Road, Niao Sung 
Hsiang, Kaohsiung Hsien -
Taiwan 

18 Flumefal Tablet 2mg "Panbiotic" Flunitrazepam Vien nen 48 NSX H()p 10 vi x VN1-764-12 
khong thang 10 vien 
bao-2,0mg 

-- - -------------- 1-------- 1------ -- 1---- ----- ------- · 

13. CONG TY DANG KY 
Zuellig Pharma Pte., Ltd. 
15 Changi North Way #01-01, 
498770- Singapore · 

13.1 Nha san xuit 
G E Health care Ireland 

IDA Business Park Carrigtohill 
Co. Cork - Ireland 

19 Visipaque Iodixanol Dung dich 36 NSX H()p 10 chai VN1-765-12 
tiem- thang 50ml, h9p 10 
320mg 1/ml chai 100m! 

____ J t-- -- ----------- - --1-------- 1------- -- 1----- 1---- -_--- . 

Trang 5 
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