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C()NG HOA xA H()I CHU NGHiA VltT NAM 

l>(lc l~p - TJ! do - H~nh phuc 

Ha Nf)i, ngay ).CJ thang .AO nam 2012 

QlJYtTI>:JNH 
Ve vi~c ban hanh danh m~:~c 27 thuoc nu6'c ngoai (thu6c dieu tri ung thu- s6 

dang ky co hi~u IJ!C 01 nam) dUQ'C cap so dang ky luu hanh 
t~i Vi~t Nam - I>Q't 79 

CVCTRVONGCVCQUANLYDVQC 

can cu Lu~t Duqc ngay 14/6/2005; .. 
can ·cu Nghi dpm s6 188/2007/ND-CP ngay 27/12/2007 cua Chfnh phu 

quy dpm chuc nang, nhi¢m V\1, quytn h~ va co cAu t6 chuc cua B¢ Y t€; 

can cu Quy€t dpm s6 53/2008/QD-BYT ngay 30/12/2008 cua B¢ trubng 
B¢ Y t€ ve vi¢c quy dpm chuc nang, nhi¢m V\1, quyen h~ va co cAu t6 chuc cua 
(\Ic Quan ly duqc_ thu¢c B¢ Y t€ va Quy€t djnh s6 3106/QD-BYT ngay 

.. 29/8/2011 cua B¢ trubng B¢ Y t€ vt vi¢c sua d6i, b6 sung Dieu 3 Quy€t dpm s6 
53/2008/QD-BYT ngay 30/12/2008 cua B¢ trubng B¢ Y t€ quy dinh chuc nang, 
nhi¢m V\1, quyen h~ va co cAu t6 chuc cua (\Ic Quan ly Duqc thu¢c B¢ Y t€; 

can cu Th6ng tu s6 22!2009m-BYT ngay 24/11/2009 cua B¢ Y t€ quy 
d• \.. • A d- 1 ' ' /( !ill• ·.19c ·ang ~ ttmuc; 

can cu y ki€n cua H¢i d6ng Xet duy¢t thu6c - B¢ Y t€; 

Xet de ngbi cua Trubng phong Dang Icy thu6c - (\Ic Quan ly Duqc, 

QlJYtT I>:JNH: 

l>ieu 1. Ban hanh kern theo Quy€t dpm nay danh ffil;IC 27 thu6c nUOC 
ngoai (thu6c di~u tri ung thu- s6 dang ky c6 hi¢u ll;lc 01 nam) duqc cAp s6 dang 
ky hru hanh ~ Vi¢t Nam- Dqt 79. 

l>ieu 2. Nha san xuAt va c6ng ty dang Icy thu6c c6 tnich nhi¢m cung cAp 
thu6c vao Vi¢t Nam theo dling .cac h6 sa thlli¢u da dang Icy v6i B¢ Y t€. S6 dang 
ky duqc B¢ Y t€ Vi¢t Nam cAp phai duqc in len nhan thu6c. S6 dang Icy c6 ky 
hi¢u VN1-... -12 c6 gia tri 01 nam k~ tit ngay k9 Quy€t dpm. 

l>ieu 3. Trong qua trlnh hru hanh, c6ng ty dang k9 thu6c, nha san xuAt 
phai ph6i hqp v6i cac ca sa di~u tri d~ thl;lc hi¢n theo dung cac quy dpm hi¢n 
hanh ve thu6c ke dan va theo doi hi¢u ll;lc, d¢ an toan, tac dl;lllg kh6ng mong 
mu6n cua thu6c tren nguOi Vi¢t Nam va t6ng hqp, bao cao theo dung quy dinh 
hi¢n hanh m6i 06 thang m¢t lao ve (\Ic Quan ly Dtrqc. 
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l>ieu 4. Nha san xu~t va c()ng ty dang ky thu6c phru ch~p hanh dAy du 
phap lu~t cua nuac CHXHCN Vi¢t Narn va cac quy diflh cua B¢ Y t€ ve nh~p 
khfiu thu6c va hru hanh thu6c t~ Vi¢t Narn; n€u c6 b~t cu thay d6i gl trong qua 
trlnh luu hanh thu6c a nuac sa t~ va a Vi¢t Narn thl phai bao cao ngay cho ~c 
Quan ly Duqc - B¢ Y t€ Vi¢t Narn. 

l>ieu 5. Quy€t diflh nay c6 hi¢u ltJc k~ tU ngay k9 ban hanh. 

l>ieu 6. Giarn d6c Sb Y t€ cac tinh, thanh ph6 trtJc thu~c trung ucmg, giarn 
d6c nha san xu~t va c()ng ty dang k9 c6 thu6c t~ Dieu 1 chlu trach nhi¢rn thi 
hanh Quy€t diflh nay./: 

Ndi nh~n: 
- NhuDi6u 6; 
- BT. Nguy~n Th! Kim Ti€n (d~ b/c); 
- TT. Cao Minh Quang (d~ b/c); 
- Ct,Ic Quan Y - BQ Qu6c phong, Ct,Ic Y t€ - BQ C6ng an; 
- Ct,Ic Y t€ Giao thOng v~.ti tii ""BQ Giao thOng v~ tai; (* / Jit';-;~~- -··< .. - . 
- T~ng ~~c H~ q~an .- BQ Thi chinh; ( f't/.1.):;/"~ 
- Bao hi~m Xa h¢1 Vt¢t Nam; - ~ c ·· , .> _,..~ ':.:·)>i-'f: ·6:l 
- Vt! Pbap ch€, Vt! Y Du<JC co truy6n, Ct,lc Quan ly Kbam chua \:< ~- ~~;.., ~:;-;:l ' .._ i.J 
b¢nh- BQ Y t€, Thanh tra BQ Y t€; ~~ .:_, ·~ ., ..... .. ;._( · i 
- Vi¢n KN thu6c 1W, Vi~n KN thu6c TP. HCM; ;;.._"~~Q A, Cu<m 
-TOng C6ng ty Du<JC VN; g DOC g 
- Gic C6ng ty XNK DU<JC phAm; 
- cac B¢nh vi~n & Vi¢n c6 giuOn.g b¢nh tri!C thu~ BQ y t€; 
-Website cua Ct,lc QLD, T~p chi Du<JC & My phAm-Ct,lc QLD; 
- Luu: VP, KDD, DKT(lO). 
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BQYTE 

eve QUAN L Y DU'Qe 
CQNG HOA xA HQI CmJ NGHiA VIETNAM 

D9c l~p - Tt.r do - H~nb phuc 

DANH MlJC 27 THUOC NUde NGOAI DIEU TRJ UNG THV DVQC cAP SO DANG KY 
LVU HANH m.eu u;c 01 NAM- DOT 79 

Ban hanh kern theo quy~t dinh s6: ... J. .. 4.4: .. ./QD-QLD, ngay .. ~AO .. .I ... d. c) . .f 2012 
. 

Ten thu6c 
Ho~t chit D~ng thu6c TuBi Tieu Quy each sa dang kY STT 

chinh bam lm;mg thq chuin dong goi 

1. CONG TY DANG KY 

Actavis International Ltd 
BLB 016 Bulebel Industrial 
Estate, Zejtun ZTN 3000-
Malta 

1.1 Nha san xu§t 
Actavis Italy S.p.A.-Nerviano . 
Plant 

Viale Pasteur 10, Nerviano, Milan, 
I 20014- Italy 

I Sindoxplatin 1 OOmg Oxaliplatin b(>tdong 48 NSX H(>p 11Q VN1-711-12 
kho pha thang 100mg 
dung djch 
tiem-100mg 

2 Sindoxplatin 50mg Oxaliplatin b(>tdong 48 NSX H(>p 11Q VN1-712-12 
kho pha thang 50mg 
dung djch 
tiem-50mg 

1--- -------------- ------- ------ -- 1---- ----- 1------- · 
2. CONG TY DANG KY 

Cong ty c8 phin BT Vi~t Nam 

IB Trung Li~t, Q. D6ng Da, Ha 
N(Ji - Vi~t Nam 

2.1 Nha san xu§t 
Haupt Pharma Munster GmbH 

Schleebruggenkampn 15, D-
48159 Munster- Germany 

3 Anastrozol Azevedos Anastrozole Vien nen 48 NSX H(>p 2 vi x VN1-715-12 
bao phim- thang 14 vien 
1mg 

1--- -------------- ------- ----- -- r---- ----- 1------- · 
A - ' 

3. CONG TY DANG KY 

Cong ty CB phin BT Vi~t 
.. 

Nam 
S6 I B Trung Li~t, Q. D6ng Da, 
Ha N(Ji- Vi~t Nam 

3.1 Nha san xu§t 
Eurofarma Laboratorios Ltda. 

Trang 1 
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J. D~ng thuBc TuBi Tieu Quy each 
Ten thuBc 

Ho~t chat SB dang ky STT 
chinh ham hrQllg thQ chuh dong g6i 

Avenida Vereador Jose Diniz, No. 
3465 - Campo Belo, Sao Paulo -
SP- Brasil 

4 Gemcitabine Hydrochloride Gemcitabine B9t dong 24 NSX H9p llQ .. VN1-713-12 
Hydrochloride kho pha thang 

tiem- lg 
Gemcitabin 
e 

5 Gemcitabine Hydrochloride Gemcitabine B9t dong 24 NSX H9p 11Q VN1-714-12 
200mg hydrochloride kho pha 

tiem truy~n 
thang 10m! 

tinh m~ch-
200mg 
Gemcitabin 
e 

r--- -------------- r------- " - .-:---- -- r---- ----- 1-------- · 

4. CONG TY DANG KY 
Cong ty cA phAn DtrQ'c phim 
DuyTan 
22 H6 Bi~u Chanh, Q. Phu 
Nhwjn, TP. H6 Chi Minh- Vi?t 
Nam 

4.1 Nha san xuftt 
Laboratorios IMA S.A.I.C. 

Palpa 2870, Ciudad Autonoma de 
Buenos Aires -Argentina 

6 Paclirich (Dong goi bai: Paclitaxel Dung djch 24 NSX H9p 11Q 5ml VNI-716-12 
Laboratorios Richmond S.A.C.I.F, d~m d~c thang 
dja chi : Elcano No 4938, Ciudad pha tiem-
Autonoma de Buenos Aires, 30mg/5ml 
Argentina) 

7 Paclirich (Dong goi bai: Paclitaxel Dung djch 24 NSX H9p llQ VNl-717-12 
Laboratorios Richmond S.A.C.I.F, d~m d~c thang 17m! 
dja chi: Elcano No 4938, Ciudad pha tiem-
Autonoma de Buenos Aires, lOOmg/ 
Argentina) 17m! 

r--- -------------- ------- f------ -- ~--- ----- ------- · 
5. CONG TY DANG KY 

Cong ty cA phAn DtrQ'C phim 
Minh Ky 
S6 3, L6 C, Cu xa Lg.c Long 
Qudn, P.5, Q.ll, TP. H6 Chi 
Minh - Vi?t Nam 

5.1 Nha san xuftt 
Vianex S.A 

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

---

Trang 2 
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Ho~t ch~t " Tu&i Tieu Quy each 
Ten thu6c 

D~ng thuoc s6 dang kY STT 
chinh ham hrQllg thq chu§n dong g6i 

8 Gemnil 1 OOOmglvial Gemcitabine HC b9t dong 24 NSX H9p 119 VN1-718-12 
kho d~ pha thang 
dung djch 
tiem truy~n-
lOOOmg 

- gemcitabine 

9 Gemnil 200mglvial Gemcitabine HCl b9t dong 24 NSX H9p 11Q VN1-719-12 
kho d~ pha thang 
dung djch · 
tiem truy~n-

-
200mg 
gemcitabine 

r- -- -------------- ------- ----- -- r---- ----- ------- · 
6. CONG TY DANG KY 

Cong ty ~A phiin T~p doim 
Duqc pham & Thuong m~i 
Soh a co 

S6 5 Lang Hc;z, 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 BR-eis 10mg/10ml; 50mg/50ml Cilastatin Dung djch 24 BP H9p 10 l9 VN1-720-12 
tiem- thang 10ml; h9p 10 
lmglml lQ50ml 

c- -- -------------- ------- ----- -- r---- ----- ------- · 
7. CONG TY DANG KY 

Cong ty TNHH Hoa Duqc 
Hqp Tac 

Tdng 6, 456 Phan Xich long, 
phuimg 2, qu~n Phu Nhu~n, TP. 
HCM- Vi¢t nam 

7.1 Nha san xu§t 
Genepharm S.A. 

18th Km Athens- Marathon Ave, 
15344- Greece 

11 Megaflazin Carbop!atin dung djch 24 NSX H9p 1 IQ VNI-721-12 
tiem- thang 150mg/15ml 
lOmglml 

7.2 Nha san xu§t 

Mustafa Nevzat Hac Sanayii A.S. 

Trang 3 
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Ho~t ch~t t. TuBi Tieu Quy each 
Ten thuBc 

D~ng thuoc s6 dang kY . STT chinh ham hrQllg thQ chu~n dong goi 

Sanayi Cad. No:66, 
Cobancesme-Yenibosna Istanbul-
Turkey 

12 Esolat 20mg Docetaxel dung djch 24 NSX H9p 11Q VNI-722-12 
tiem-20mg thang thu6c + IIQ ·· 

dung moi 

13 Esolat 80mg Docetaxel dung djch 24 NSX H()p 1 IQ VNI-723-12 
tiem-80mg thang thu6c +I IQ 

dung moi 
f---- -------------- 1-------- 1------- -- f---- ----- 1------- · 

8. CONG TY DANG KY 

F.Hoffmann-La Roche Ltd. 
Grenzacherstrasse 124, 

I 

CH-40 70 Basel- Switzerland 

8.1 Nha san xuit 
Roche S;p.A 

Via Morelli 2 - 20090, Segrate, 
Milano - Italy 

14 Tarceva Erlotinib Vien nen 48 NSX H9p 3 vi x VN1-724-12 
bao phim- thang 10 vien 
150mg 

15 Tarceva (Dong g6i : F. Erlotinib Vien nen 36 NSX H()p 3 vi x VNI-725-12 
Hoffmann-La Roche Ltd., dja chi : bao phim- thang 10 vien 
CH-4303 Kaiseraugst, ThuY. sy) 150mg 

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

1------- ----- -- ~--- ----- 1---- - -- · 

Fresenius Kabi Oncology 
3, Factory Road, Adj. 
Safdarjung Hospital, New 
Delhi- 110029- India 

I 

9.1 Nha san xuit 
Fresenius Kabi Oncology Ltd 

Village Kishanpura, P. 0. Guru 
Majra, Tehsil-Nalagarh, Distt. 
Solan (HP.) 174101- India 

16 Gemita lg Gemcitabine B()t dong 24 USP H()p IIQ VNI-726-12 
kho pha thang 
dung djch 
tiem truy~n 
tinh m~ch-
lg 

- I 

~ 

Trang 4 
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Ten thu6c 
Ho~t chit D~ng thuA·c TuAi Tieu Quy each 

sA dang kY STT chinh ham hrQ'Dg thQ chu~n dong goi 

17 Gemita 200mg Gemcitabine B¢t dong 24 USP H()p 1 lQ VN1-727-12 
kho pha thang 
dung dich 
tiem truy~n 

- tinh m~ch-
200mg -

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

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

Fresenius Kabi Oncology 

B-310, Som Datt Chambers-L 
Bhikaji Cama Place, New 
Delhi-]] 0066 - India -

10.1 Nha san xu§t 
Fresenius Kabi Oncology Ltd 

Village Kishanpura, P. 0. Guru 
Majra, Tehsil-Nalagqrh, Distt. 
Solan (HP.) 174101- India 

18 Irinotel 1 00mg/5ml Irinotecan Dung dich 24 NSX H()p 11Q 5ml VN1-728-12 
hydrochloride tiem truy~n- thang 

20mg/ml 

19 Irinotel 40mg/2ml Irinotecan Dung dich 24 NSX H()p 11Q 2ml VN1-729-12 
hydrochloride tiem truy~n- thang 

20mg/ml 

1--- -------------- ------- ------ -- r---- ----- ------- · 
A - ' 11. CONG TY DANG KY 

Invida (Singapore) Private 
Limited 

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

11.1 Nha san xuAt 
Eli Lilly & Company 

Indianapolis, In 46285- USA 

20 Gemzar Gemcitabine B()t dong 36 NSX H()p 11Q VN1-730-12 
Hydrochloride kho pha thang 

dung dich 
tiem truy~n-
200mg 
Gemcitabin 
e 

11.2 Nha san xu§t 
Lilly France 

2 rue du Colonel Lilly, 67640 
Fegersheim - France 

Trang 5 
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.. 

s6 dang kY I 
Ho~t chit t. Tu6i Tieu Quy each 

STT Ten thu6c 
D~ng thuoc 

chinh ham hrQ'Dg thQ chuin dong goi 

21 Alimta Pemetrexed B9t dong 24 NSX H9p 1 IQ VN1-731-12 
disodium kho pha thang 
heptahydrate dung djch 

tiem truy~n-
500mg 

-
Pemetrexed 

r--- --------------A ~ ' 
r------- f------ -- 1---- ----- 1--~---- · 

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

12.1 Nha san xu§t 
-

S.C.Sindan-Pharma SRL 

lith Ion Mihalache blvd. , Sector 
1, Zip code 0111 71, Bucharest-
Romania 

22 Fludalym 25mg/m1 Fludarabin B9t dong 48 NSX H9p 1 IQ, 5 VN1-732-12 
phosphate kho pha thing IQ x 50mg 

dun~ djch 
truyen-
50mg 

23 Sindroxocin 1 Omg Doxorubicin B9t pha 48 NSX H9p 1 IQ VN1-733-12 
dun~ djch thing 10mg 
truyen-
10mg/5ml 

24 Tadocel 20mg/0.5ml Docetaxel Dung djch 24 NSX H9p IQ + 1 VN1-734-12 
d~m d~c de thang IQ dungmoi 

pha ~ich 1,5ml 
truyen-
20mg/0,5ml 

25 Tadocel 80mg/2m1 Docetaxe1 Dung djch 24 NSX H9p 1 !9 + 1 VNI-735-12 
d~m d~c de thang IQ dungmoi 
pha djch 
truy~n-

6ml 

80mg/2ml 
1---- --------------

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

Sun Pharmaceutical 
Industries Ltd. 
Acme Plaza, Andheri - Kurla 
Rd., Andheri (E) Mumbai-
India 

!3.1 Nha san xuit 
Sun Pharmaceutical Industries 
Ltd. 

Halol-Baroda Highway, Halol-389 
350, Dist. Panchmahal, Gujarat-
India 

Trang 6 
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Ten thuBc 
Ho~t chAt D~ng thuBc TuBi T ieu Q uy each sa <Hing ky I STT chinh ham Im;mg thQ chuin dong goi 

I 

26 Sungemtaz 1g Gemcitabine B9t dong 36 USP H9p 1 !9 VN1 -736-12 
Hydrochloride kho d€ pha thang 

tiem-1g 
Gemcitabin 
e 

27 Sungemtaz 200mg Gemcitabine B9t dong 36 USP H()p 11Q VN l -737- 12 
Hydrochloride kho d€ pha thang 

tiem-200mg 
Gemcitabin 
e 

--- - - ------ - ----- ------- 1-------- 1- -- - .~-- --1 - - ----- -

) 
,.. 

Tramr 7 
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