
BOYTE 
Cl,JC QUAN LY DU<)C 

S6: A'f5' /QD-QLD 

CQNG HOA XA H(>I CHU NGHlA VI~T NAM 

DQc h~p - Tt! do - H~nh phuc 

Ha Ngi, ngay ~hang;{) nam 2012 

QUYETDlNH 
Ve vi~c ban himh danh m~;~c 16 thuoc nm1c ngoai (thuoc dieu trj ung thu- so 

dang ky co hi~u lt!C 01 nam) dUQ'C cap so dang ky Iuu hanh 
t~i Vi~t Nam - DQ'l 78 

· Cl)C TRUONG Cl)C QUAN LY DUQC 

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

Can cu Nghi dinh s6 188/2007/ND-CP ngay 27/12/2007 cua Chinh phil 
quy d!nh chuc nang, nhi~m V\1. quy~n h<;tn va ca cau t6 chuc cua B<) Y te; 

Can cu Quyet d!nh s6 53/2008/QD-BYT ngay 30/12/2008 cua B<) truemg 
B<) Y te v~ vi~c quy dinh chuc nang, nhi~m V\1. quy~n h<;tn va ca cau t6 chuc cua 
Cvc Qmln ly duqc thu<)c B<) Y te va Quyet dinh s6 3106/QD-BYT ngay 
29/8/2011 cua B<) truemg B<) Y te v~ vi~c sua d6i, b6 sung Di~u 3 Quyet d!nh s6 
53/2008/QD-BYT ngay 30/12/2008 cua B<) truemg B<) Y te quy d!nh chuc nang, 
nhi~m Yl;l. quy~n h<;tn va ca cau t6 chuc cua Cvc Quan ly duqc thu<)c B<) Y te; 

Can cu Thong tu s6 22/2009{IT-BYT ngay 24/11/2009 cua BQ Y te quy 
d!nh vi~c dang ky thu6c; 

Can cu y kien cua H<)i dong Xet duy~t thu6c - B<) Y te; 

Xet d~ nghi cua Truemg phong Dang ky thu6c - Cvc Quan ly duqc, 

QUYETDlNH: 

Dieu 1. Ban hanh kern theo Quyet d!nh nay danh mvc 16 thu6c nuoc 
ngoai (thu6c di~u tri ung thu- s6 dang ky c6 hi~u llJc 01 nam) duqc cap s6 dang 
ky luu hanh t<;ti Vi¢t Nam- Dqt 78. 

Dieu 2. Cong ty s?m xuat va c6ng ty dang ky thu6c c6 tnich nhi~m cung 
cap thu6c vao Vi~t Nam theo dung cac ho 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 ghi tri 01 namke tu ngay ky Quyet diflh: 

Dieu 3. Trang qua trlnh luu banh, nha san xuat phai ket hqp v6'i cac ca sa 
di~u tri de theo doi hi~u llJc, d<) an toan, tac dvng khong mong muon cua thu6c 
tren nguai Vi~t N am va t6ng hqp, blio cao theo dung quy dinh hi~n hanh m6i 06 
thang m<)t Hin v~ Cl;lc Qu?m ly duqc. 

www.LuatVietnam.vn



Dieu 4. Quyet d!nh nay c6 hi~u llJC ke tir ngay ky ban hanh. 

Dieu 5. Giam doc S6 Y te cac tinh, thanh pho tn_rc thu(>c trung uang, giam 
doc c6ng ty slm xuat va c6ng ty dang ky c6 thuoc t<;ti Di~u 1 emu trach nhi~m thi 
hanh Quyet d!nh nay./. 

Noi nht,Zn: 
- NhuDieu 5; 
- BT. Nguy~n Th! Kim Tien (d~ b/c); 
-IT. Cao Minh Quang (d~ b/c); 
- Cl_lc Quan Y - 139 Qu6c phong, Cl_lc Y te - 139 C6ng an; 
- Cl_lc Y te Giao th6ng v~n tai - 139 Giao th6ng v~n tai; 
- T6ng cl_lc Hai quan- 139 Tai chinh; 
- Bao hi~m Xa h6i Viet Nam; 
- Vt.I Phap che, Vt.I Y ·Dugc c6 truyen, Cl_lc Quan ly Kham chUa._~~;;~¥:~fi,_ ____ _ _ 
b~nh - B¢ Y te, Thanh tra B¢ Y te; 
- Vi~n KN thu6c TW, Vi~n KN thu6c TP. HCM; 
- T6ng C6ng ty Dugc VN; 
- cac C6ng ty XNK Dugc phim; 
- cac ~nh vi~n & Vi~n c6 giuang b~nh trlJc thu¢c 139 Y te; 
-Website cua Cl_lc QLD, Tl).p chi Dugc & My phim-Cl_lc QLD; 
- Luu: VP, KDD, DKT(12). 
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Be) Y.TE 

eve QUAN LY DU<}e 

CQNG HOA xA HC)I CHU NGHIA VI$T NAM 

D()c l~p - T\f do - H~nh phuc 

DANH Ml)C 16 THUOC NUOC NGOAI DIEU TRl UNG THV DVQC cAP SO DANG KY 
LVU HANH HI$U U)'C 01 NAM- DQT 78 

Ban hfmh kern theo quy~t dinh s6: 46L ...... ./QD-QLD, ngay~ .. .l. /{. ... .1 2012 

STT Ten thuBc Ho~t chit D~ng thuBc 
TuBi thQ 

Tieu Quy each SB dang ky 
chinh ham hrQ'ng chuin dong g6i 

1. CONG TY DANG KY 

Ascent Pharmahealth Limited 

151-15 3 Clarendon Street, 
South Melbourne, Victoria 3205 
-Australia 

1.1 Nha san xu§t 
Douglas Pharmaceuticals Ltd. 

P 0 Box 45027, Auckland- New 
Zealand 

I DP-Anastrozole Anastrozole Vien nen 36 thang NSX H<)p 2 vi x VN1-655-12 
bao phim- 15 vien 
1mg 

f-- -- ------ - -- - ---- 1------- ----- -- - - --- - ---- 1------ -

2 . CONG TY DANG KY 

AstraZeneca Singapore Pte., 
Ltd. 

8 Wilkie Road, #06-0 I Wilkie 
Edge, 228095 -Singapore 

2.1 Nha san xu§t 
Iotas Pharmaceuticals Ltd. 

Matoda 382 210, Dist. Ahmedabad 
-India 

2 Maxtecine Epirubicin Dung dich 24 thang NSX H<)p 11Q VN1-657-12 
Hydrochloride tiem ho~c 5ml 

truySn-
2mg/ml 

3 Maxtecine Epirubicin Dung dich 24 thang NSX H<)p 119 VN1-656- 12 
Hydrochloride tiem ho~c 25m! 

truySn-
2mg/ml 

f-- -- --- - --- - - - - - -- 1---- - - - - - -- - ---- --- --- - - f.- ----- · 
3. CONG TY DANG KY 

eong ty eA phin Dll'Q'C phim 
DuyTan 
22 H6 Bidu Chanh, Q. Phu 
Nhugn, TP. H6 Chi Minh - Vi¢t 
Nam 

3.1 Nha san xu§t 
Pharmachemie BV 

Trang 1 
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Ho~t ch~t t. 
Tieu Quy c::ach 

STT Ten thuBc 
D~ng thuoc 

Tu&i th<;> sa dang ky 
chinh ham lm;rng chuin dong g6i 

Swensweg 5, 2031 GA Haarlem-
The Netherlands 

4 Epirubicin - Teva 2mg/ml Epirubicin Dung dich 24 thang NSX H(>p 11Q VN1-660-12 
Hydrochloride tiem truySn 25m! 

- 2mg/ml 

3.2 Nha san xu~t 
Teva Pharmaceutical Industries 
Ltd. 

64 Hashikma Street, Kfar Sava 
44102 - Israel 

5 Teva-Bilucamide 50mg Bilucamide Vien nen 36thang NSX H9p 4 vi x 7 VNl-661 -12 
baa phim- vi en 
50mg 

3.3 Nha san xuftt 
Teva Pharmaceutical Works 
Private Limited Company 

Tancsics Mihaly ut 82, H-2100 
Godollo - Hungary 

6 Docetaxel Teva Docetaxel Dung dich 18 thang NSX H(>p llQ VNl-662-12 
d~m d~c dS 2,88ml & 1 
pha tiem IQ dung moi 
truySn- 5,12ml 
80mg/IQ 

1-- - -------------- ------- - --- - --- - --- - ---- r----- - · 
~ ~ ' 

4. CONG TY DANG KY 

Cong ty CB ph~n DtrQ'C phim 
DuyTan 
72/17 Trdn Qu6c Totin, Q. 3, 
TP. H6 Chi Minh - Vi~t Nam 

4.1 Nha san xu~t 
Lemery, S.A. de C.V. 

Martires de Rio Blanco No 54, 
Col. Huichapan, Xochimilco, C. P. 
16030, Mexico, D.F. -Mexico 

7 Irinotecan Teva lrinotecan dung dich 24 thang NSX hQp llQ 2 VNl-659-12 
Hydrochloride d~m d~c ml 
trihydrate pha tiem-

20mg/ml 

8 Irinotecan Teva Irinotecan dung dich 24 thang NSX h9p 1 IQ 2 VNl-658-12 
Hydrochloride d~m d~c ml 
trihydrate pha tiem -

20mg/ml 
1- -- ----------- - -- r-- ----- ----- ---- --- ----- r----- -- · 

5. CONG TY DANG KY 

Cong ty cB ph~n DtrQ'C phim 
MinhKy 

Trang 2 
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1;en thu6c Ho:;tt ch~t D:;tng thu6c 
Tu6i thQ 

Tieu Quy each sa dang ky STT 
chinh ham luQ'ng chuftn dong goi 

So 3, L6 C, Cu xa Lt;~c Long 
Quan, P.5, Q.JJ , TP. HJ Chi 
Minh - Vi¢t Nam 

5.1 Nha san xu~t 
Vianex S.A 

16km. Marathonos Ave., 153 51 
Pallini Attiki- Greece 

9 Pataxe l Paclitaxel dung dich 24 thang NSX LQ VN1-663-12 
d~m d?c 30mg/5ml; 
pha tiem- IQ 
16mg/ml 100mg/16,7 

ml; IQ 
300mg/50ml 

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

6. CONG TY DANG KY 

Cong ty ~A phAn T~p doan 
Dtrqc pham & Thtrong m~i 
Soh a co 

S6 5 Lang Ht;~, Ba Dinh, Ha N9i 
- Vi¢t Nam 

6.1 Nha san xu~t 
Boryung Pharmaceutical Co., 
Ltd. 

1122-3, Singil-dong, Danwon-ku, 
Ansan-si, Kyungki-do 425120-
Korea 

10 A.D. Mycin inj . 10mg/5ml Doxorubicine Thu6c tiem 24 thang USP H9p 1 IQ VNI-664-12 
Hydrochloride - 2mg/ml 10mg/5ml 

11 A.D. Mycin inj. 10mg/5ml Doxorubicine Thu6c tiem 24 thang USP H9p 11Q VNI-665-12 
Hydrochloride - 2mg/ml 50mg/25ml - - - -- - - ---------- 1---- - -- - ----- ---- - -- -- - -- 1------- -

7. CONG TY DANG KY 
Cong ty ca phin Thtrong m~i 
Y dtrqc Sao Do 
S6 14 t6 39, Mai Dich, Cdu 
Gidy, Ha N9i - Vi¢t Nam 

7.1 Nha san xu~t 
Farmaceutica Paraguay S.A 

--

Waldino Ramon Lovera FIDel 
Carmen Y Don Bosco Fernando de 
Ia Mora - Paraguay 

12 Doxopeg Doxorubicin Heln dich 18 thang NSX H9p 1 IQ VN1-666-12 
Hydrochloride tiem- heln dich 

Doxorubici lOrn! 
nHCI 
2,0mg/ml 

1-- -- - -- - - ------ - -- 1---- - -- - ----- -- - - - -- - - ---1-- - - - - -
8. CONG TY DANG KY 

Trang 3 
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STT Ten thuBc 
Ho~t chAt D~ng thuBc 

TuAi thQ 
Tieu 'Quy ~ach sa dang kY chinh ham hrgng chuin dong goi 

Cong ty c6 phan Y Drrgc Vi~t 
Nam 

P 1414, CT5- DN 3, Khu a6 thj 
My Dinh 2, Tir Liem, Ha N(Ji -
Vi?t Nam 

8.1 Nha san xuAt 
Yangtze River Pharmaceutical 
(Group) Co., Ltd. 

No.1, South Yangtze River Road, 
Taizhou, Jiangsu, China- China 

13 Kingxol Paclitaxel thu6c tiem- 24 thang USP hQp to chua VN1-667- 12 
30mg 31 20 h(>p nho 

5ml 
1-- -- -- - ----------- f--- - ---- - ----- ---- --- -----1-------

~ - ' 
9. CONG TY DANG KY 

Cong ty TNHH DP va Hoa 
chih Nam Linh 

22/6 au&ng 15, P. Tan Kii ng, 
Qugn 7, TP. H6 Chi Minh - Vi?t 
Nam 

9.1 Nha san xuAt 
Zydus Hospira Oncology Private 
Limited (Zhopl) 

Plot No.3, Phamez-Special 
Economic Zone, Sarkkhej Bavla 
Highway, (N.HNo.8A), Matoda, 
Aluka-Sanand, District 
Ahmedabad-382213, Gujarat-
India 

14 Hospira Docetaxel injection docetaxel dung dich 24 thang NSX H(>p 1 !9 VN1-668-12 
20mg/2ml d~m d~c 

dung d~ pha 
tiem truySn 

2m1 

- 20mg/2ml 

--- -------------- r-- ------ ---- - ---- -- - ----- - ---- - -
~ - ' 

10. CONG TY DANG KY 

Laboratorios Liconsa, S.A. 
Gran Via Carlos IlL 98, 08028, 
Barcelona- Spain 

10.1 Nha san xuAt 
Douglas Pharmaceuticals Ltd. 

Corner Te Pai Place and Central 
Park Drive, Lincoln, Auckland-
New Zealand 

15 DP-Anastrozole Anastrozole Vien nen 36 thang NSX H(>p 2 vi x VNl-669-12 
bao phim- 15 vien 
1mg 

1- -- ------ - ------- r-------- - ---- ---- - -- - - --- 1- ----- -

Trang 4 
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I 
STT Ten thu&c 

11. CONG TY DANG KY 
PT Actavis Indonesia 
Jalan Raya Bogar Km. 28 
Jakarta 13 710 - Indonesia 

11.1 Nha san xu§t 
S.C.Sindan-Pharma SRL 

11th Ion Mihalache blvd, Sector 1, 
Zip code 011171, Bucharest -
Romania 

16 Sintopozid 

--------------

Ho~t chftt 
chinh 

Etoposide 

.,-------.---- ------· 

D~ng thu&c T "-· h Tieu Quy each sa dang Jr.", 

h' I UOI t 0 h A A' ' . ...J am trQllg " c uan uong got 

Dung djch 
d~m d~c d€ 
pha djch 
truy~n-
20mg/ml 

36 thang NSX H9p 1 6ng 
5ml 

VN1-670-12 

Trang 5 
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