BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC DPéc lap - Tu do - Hanh phiic
ss: 420 /QP-QLD Ha Noi, ngay 1 F thdng A2 nam 2013
QUYET PINH

Vé viéc ban hanh danh muc 37 thuéc nuéc ngoai
(thuéc diéu tri ung thu dang ky 1an diu - sé diang k¥ c6 hiéu luc 02 nam)
dugc cap s dang ky lvu hanh tai Viét Nam - Dot 84

CUC TRUGNG CUC QUAN LY DUGC

Can cif Luat Duoc ngay 14/6/2005;

Cin ct Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ciia Chinh phu quy
dinh chifc nang, nhiém vy, quyén han va co c4u t8 chitc clia Bo Y t&;
Can cif Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua Bo trudng Bo Y

t€ quy dinh chifc nang. nhiém vu, quyén han va co céu td chic cha Cuc Quan 1y
Dugc thudc Bo Y t€;

Can cf Thong tr s6 22/2009/TT-BYT ngay 24/11/2009 cua B6 Y t&€ quy
dinh viéc ding ky thudc;

Cin cif § kign cia Hoi dng tu van cdp s6 ding k¢ liu hanh thude - Bo Y
té;

Xét dé nghi ctia Trudng phong Pang k¥ thudc - Cuc Quan 1y Duoc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 37 thudc nudc
ngoai (thu6c diéu tri ung thu dang ky 14n ddu - s¢ dang ky c6 hiéu luc 02 nim)
dugc cdp s6 dang ky lvu hanh tai Viét Nam - Dot 84.

Piéu 2. Nha san xudt va cong ty dang ky thudc c6 trdch nhiém cung cap
thudc vao Viét Nam theo diing cic hé so tai liéu da diang ky véi Bo Y t&€. S6 dang
ky dugc B Y t€ Viét Nam c4p phai dugc in 1én nhin thubc. S6 ding ky c¢6 ky
hiéu VN2-...-13 c6 gi4 tri 02 nim ké tir ngay ky Quyét dinh.

biéu 3. Trong qué trinh lvu hanh, cong ty diang ky thuGc, nha san xu4t
phai ph6i hop véi céc co s& diéu tri dé thuc hién theo ding cdc quy dinh hién

~ hanh vé thudc ké don va theo d&i hiéu lyc, do an toadn, tdc dung khong mong
muén cla thude trén ngudi Viét Nam. Cong ty dang ki c6 trich nhiém téng hop
cdc bdo cdo clia cdc don vi trén vé Cuc Quan Iy Duge theo ding quy dinh hién
hanh mdi 06 thdng mot 14n.

Diéu 4. Nha san xudt va cong ty dang ky thuSc phai chdp hanh ddy du
phép luat cia nugc CHXHCN Viét Nam va cdc quy dinh clia Bo Y t€ vé nhap
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khau thudc va luu hanh thubc tai Viét Nam; néu cé bét o thay déi gi trong qué
trinh luu hanh thudc & nuée sé tai va 6 Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Dugc - B6 Y t€ Viét Nam.

Piéu 5. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 6. Gidm d6c S5 Y t€ cdc tinh, thanh phé truc thudc trung wong, gidm
déc nha san xuét va cong ty dang ky c¢6 thudc tai Diéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 6;

- B6 trudmg Nguyén Thi Kim Tién (dé b/c);

- Cuc Quan Y - Bo Quéc phong, Cuc Y t&€ - Bo Cong an;

- Cuc Y t€ Giao théng van tai - Bo Giao thong vin taj;

- Téng cuc Hai quan - Bo Tai chinh;

- Bio hiém Xa hoi Viet Nam; _

- Vu Phép ché&, Cuc Quan 1y Khdm, chiia bénh - BO Y &,
Thanh tra B Y té;

- Vién KN thuéc TW, Vién KN thu6c TP, HCM;

- Téng Cong ty Duge VN;

- C4c Cong ty XNK Duoe phim;

- C4c Bénh vién & Vién c6 giudng bénh truc thudc Bo Y t&;
- Website ctia Cuc QLD, Tap chi Duge va MP - Cuc QLD;
- Luu: VP, KDD, BPKT(10).

Truong Quéc Cudng

7Y% ww.fl‘h\\’ien?hap];uat.x n
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BOY TE

CUC QUAN LY DUQC

DANH MUC 37 THUOC PIEU TR] UNG THU BPUGC CAP SO PANGKY

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phiic

LUU HANH HIEU LUC 02 NAM - BJT 84

Ban hanh kém theo quyét dinh s&:4.20/QD-QLD, ngay 2F/.42/..2043

1. Cong ty ding ky: Actavis International Ltd. (B/c: BLB 016 Bulebel Industrial Estate, Zejiun

ZTN 3000 - Malta) =
1.1 Nha san xuat: Douglas Pharmaceuticals Ltd. (B/c: PO Box 45027, Auckland - New ‘Zmiami,g
—
&
e
=
n £ Hoat chéit chinh - | Dang bao Tudi| Tiéu Quy cach £ax
‘ 1 [Bicalox Bicalutamid 50mg |Viénnén baoj 36 |NSX ([Hop 1 vix 28 VN2- 15’}%13?
| Jphim  fthang] @ [vién @ | )
2. Cong ty ding ky: APC Pharmaceuticals & Chemical Ltd. (D/e: 19/F, Chung Hing !:l
Commercial BLDG. 62-63 Connaught Road Central, Central - Hong Kong) o
2.1 Nha san xuit: Thymoorgan Pharmazie GmbH (B/c: Schiffgraben 23-38690 Vienenburg - 3
Germany) :;
i
A r - ~ T 2. . ’ i . ) lr::
STT Tén thude Hoat‘chat chinh Dgng}:ao uc Tlezu QI'Iy Ca(fl.'l $é dang ky .
Ham hrong ché tho |chudn| déng goi .
2 [Santabin (Péng goi: Gemcitabine (duoi  |Bot dong 36 [NSX [Hép1llo VN2-158-130
PNG Gerolymatos SA  |dang Gemcitabine |khé d€ pha |thang 4
(Plant B") 4 Asklipiou, [hydrochloride) tiém §
Kryoneri Attiki, 14568, 1200mg
Hi Lap)
3 |Santacil (Péng gdi: PNGlIrinotecan Dungdich | 36 [NSX [Hop1loSml | VN2-159-13
Gerolymatos SA (Plant jhydroclorid trihydrat|dam dic dé [thang
B'} 4 Asklipiou, (tuong duong pha dung
Kryoneri Attiki, 14568, [86,65mg Irinotecan) dich‘tiém
Hi Lap) 100mg/5ml truyén

3. Céng ty ding ky: Coéng ty cb phan DP Pha no (D/c: 396-398 Cdch mang Thdng 8, Q. Tan

Binh, TP. H6 Chi Minh -

Viét nam)

3.1 Nha san xuit: Actavis Italy S.p.A. (D/c: Viale Pasteur, 10 20014 Nerviano, Milano - Italy)
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o g Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich £ o i
: : P Sod k
LT Teu tmoy Ham lwgng ché the (chuan| déng goi s b
4 |Gemcisan Gemeitabine (dudi  |Bot dong 36 INSX |Hopllo VN2-160-13
dang Gemcitabine {kh dé pha [thdng
hydrochloride) tiém truyén
200mg/lo

4. Cong ty diing ky: Cong ty Cb phan Dwgc pham Duy Tén (B/c: 22 HS Biéu Chdnh, Q. Phi
Nhuén, TP. Ho Chi Minh - Viét Nam)

4.1 Nha san xuit: Laboratorio IMA S.A.LC. (P/c: Palpa 2862, of the City of Buenos Aires - =
Argentina) "gf
|
5
. £ Hoat chit chinh - | Dang bao |{Tudi| Titu | Quy cich £ s g
s1T Ten thuoe Ham lrgng ché the |chudn dong goi S diing ky ;g
5 [Varidoxel (Co s& déng  |Docetaxel Dungdich | 24 [NSX |Hop1lo0,5ml | VN2-161-13 &
g6i: Laboratorios 20mg/0,5m] dam dac dé |thang + 1 lo dung méi 3
Richmond S.A.C.LF., pha tiém 1,5ml o
d/c: Eicano 4938, of the truyén E

City of Buenos Aires, f
Argentina) 4
S [ (SR ORI D I~ =
6 (Varidoxel (Co s& dong [Docetaxel Dungdich | 24 NSX [HopIlp2ml+ | VN2-162-13 ;j’
g6i: Laboratorios 80mg/2ml dam dic dé |thang 1 lo dung mdi 4
Richmond S.A.C.L.F,, pha tiém 6ml -+
d/c: Elcano 4938, of the truyén F
City of Buenos Aires, s
Argentina) T
. =
4.2 Nha sin xuit: Teva Pharmaceutical Industries Ltd. (D/c: 18 Eli Hurvitz Street, Industrial &
Zone, Kfar Saba, 44102 - Israel) =
=

e Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cich B o g

a ; F Sod k
2T Relhune Ham lirgng ché tho |chuan| doéng goi e |
7 |Teva-Bicalumide 50mg |Bicalutamid 50mg |Vién nén bao| 36 |[NSX |Hop4vix7 VN2-163-13
phim thang vién

5. Cong ty ding ky: Céng ty TNHH DKSH Viét Nam (P/c: S6 23 Pai 16 Dje Lap, khu céng
nghiép Viét Nam - Singapore, huyén Thudn An, tinh Binh Duong - Viét Nam)

5.1 Nha san xuit: Tolmar Inc. (P/c: 701 Centre Avenue, Ft. Collins, CO 80526 - USA)

STT

Tén thube

Hoat chit chinh -
Ham lugng

Dang bao
ché

Tubi
tho

Tiéu
chuin

Quy cach
dong goi

S6 dang ky
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& Eligard 22.5mg (Xuit  |Leuprorelin acetate |Bot pha tiém{ 24 |NSX {Hop 1 khay VN2-164-13
xuong: Astellas Pharma ((tuong duong thang chira 6ng bot
Europe B.V; dia chi: 20,87mg pha tiém va 1
Hogemaat 2 7942 ]G Leuprorelin) 22.5mg kim tiém vo
Meppel, Ha Lan) khuan+ | khay
chira 6ng dung
, moi
9 |Eligard 45mg (Xuét  |Leuprorelin acetate |Botphatiém| 24 [NSX [Hop1khay | VN2-165-13
xuong: Astellas Pharma {(turong duong thang] chira 6ng bot
Europe B.V; dia chi: 41,7mg Leuprorelin) pha tiém va 1
Hogemaat 2 7942 JG 45mg kim tiém v6
Meppel, Ha Lan) khuan+ 1 khay B
chira Ong dung =
mdi 3
10 |Eligard 7.5mg (Xuét Leuprorelin acetate |Bgt pha tiém| 24 [NSX [Hop 1 khay VN2-166-135
xudng: Astellas Pharma |(tuong duong thang chira 6ng bt %
Europe B.V; dia chi: 6,96mg Leuprorelin) pha tiém va 1 i
Hogemaat2 7942 JG  |7,5mg ' kim tiém vo £ |
Meppel, Ha Lan) khuan+ 1 khay =
chlra 6ng dung g
mbi
] &
&
6. Céng ty diing ky: Cong ty TNHH Dugc phdm Bach Viét (B/c: 56 146, ngé 230 Dink Céng f_;f
Thuong, P. Dinh Céng, Q. Hoang Mai, Ha Noi - Viét Nam) 52
6.1 Nha sin xuét: Oncotec Pharma Produktion GmbH (D/c: Am Pharmapark 06861 a;
Dessau-Rosslau -~ Germany) *
— N
. £ Hoat chét chinh - | Dang bao |Tudi| Tisu Quy cach g &
SLL Ten tioe Ham lwgng ché tho [chudn| déng géi % D k%;‘::
It |Gemcitabine Medac Gemcitabine (dudi |Bt dong 36 INSX [Hop1llo VN2-167- 133_
dang Gemcitabine {kho pha thang =
hydrochloride) dung dich =
200mg truyén tinh
mach
7. Céng ty ding ky: Céng ty TNHH Dwgec pham Lién qup (B/c: 480C Nguyén Thi Thép,
Phwong Tdn Quy, Qudn 7, TP.HCM - Viét Nam)
7.1 Nha san xuit: S.C. Sindan-Pharma S.R.L. (B/c: 11th Ion Mihalache bivd., Sector 1, Zip code
011171, Bucharest - Rumani)
n £ Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy cich £ o .
£ : S6 ding k;
=T T thuge Ham lwgng ché tho [chudn|  déng goi odang Ky
12 jAsdoxel Docetaxel Dung dich 24 INSX [Hgp1lodung | VN2-168-13
20mg/0,5ml dam dic d& [théng dich dam dac
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pha dich
truyén tinh
mach

20mg/0,5ml va
1 l¢ dung méi

500mg

A A
tiém truyén

13 |Asdoxel [Docetaxel |Dungdich | 24 [NSX [Hop1lodung | VN2-169-13
80mg/2ml ddm ddc dé |thang dich ddm dic
pha dich 80mg/2ml va |
truyén tinh lo dung moi
mach
8. Cong ty ding ky: Céng ty TNHH Héa dwgce hop tic (B/c: Lau 6, s6 456 Phan Xich Long, P.2,
Q. Phu Nhudn, Tp HCM - Viét Nam) =
8.1 Nha san xuit: Genepharm S.A. (B/c; 18th Km Marathonos Ave., 15351, Pallini - Greece) %
=
=
" i
n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu [ Quy c4ch £ax e P
LT Len thnise Ham lurgng ché | tho [chuln| dénggei | S UMM %
14 |Ciazil 10mg/5ml Epirubicin Dung dich 24 INSX |[Hép 1 lo Sml VN2-170-13 ,.e.’.
hydrochloride tiém théng L
10mg/5ml :
- & o
9, Cong ty dang ky: Cong ty TNHH Thwong mai Dwge pham Au Viét (B/c: P504, CT45, KDT £
Béc Linh Dam, P. Pai Kim, Hoang Mai, Ha Ngi - Viét Nam) -
9.1 Nha san xuét: J.Uriach and Cia., S.A. (P/c: Avda. Cami Reial, 51-57 08184-Palau- Solita i ;‘
Plegamans (Barcelona), Espana - Spain) &
%i-
. £ Hoat chit chinh - { Dang bao |Tudi| Tidu | Quy cach g s . EE
3 g k Y
L e e Ham lwgng ché tho |chudn| déng goi bidang ks £
15 |Aremed Img Anastrozole 1mg Vién nén bao| 48 |NSX [Hop 1 vix 28 VN2-171-13 Ci':_i
Film-Coated tablets phim ~ |théng vién 4
=
10. Céng ty ding ky: Eli Lilly Asia, Inc-Thailand Branch (B/c: Thanapoom Tower, 14th Floor b
1550 New Petchburi Road, Makasan, Rachtavee, Bangkok 10400 - Thailand)
10.1 Nha san xuat: Eli Lilly & Company (P/c: Indianapolis, In 46285 - USA)
5 £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich 5 dine kv
STT Tén thude Ham lrgng ché | tho |chudn| donggsi | C° ek
16 |Alimta 500mg Pemetrexed (duéi  [Bot dong 36 [NSX {Hépllo VN2-172-13
dang pemetrexed  |khO pha thang
dinatri heptahydrate)|dung dich
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"11. Céng ty dang ky: F.Hoffmann-La Roche Ltd. (B/c: 124 Grenzacherstrasse , CH-4070 Basel
- Switzerland)

11.1 Nha sén xuit: Roche S.p.A (P/c: Via Morelli 2 - 20090, Segrate, Milano - Italy)

-
-1

. P Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach Sé dino kv

EES Tenrthuos Ham lwrgng ché tho |chuan| déng goi N

17 |Tarceva Erlotinib 100mg Vién nén bao| 48 [NSX Hép 3vix 10 VN2-173-13

SN VR I -... . S ... - S | . i ,‘

18 |Tarceva (Pdng géi: F.  |Erlotinib 100mg Vién nén bao| 48 [NSX Hop 3vix 10 VN2-174-13_
Hoffmann-La Roche phim thang vién

Ltd., dia chi:
Wurmisweg, 4303

Kaiseraugst, Thuy s¥)

12. Cong ty ding ky: Fresenius Kabi Oncology (D/c: 3, Factory Road, Adj. Safdarjung Hospital:

New Delhi- 110029 - India)

12.1 Nha sén xuit: Fresenius Kabi Oncology Ltd (D/c: Village Kishanpura, P.O. Guru Majra,

Tehsil- Nalagarh Distt. Solan (H.P.) 174101 - India)

30 279 * Wﬂﬁf.fl‘hu\“ienlrhap]ﬁat.\ !

R ‘ Hoat chit chinh - | Dang bao Tudi| Tigu Quy cach
=TT Teishuos Ham lgng ché | tho [chuln| dong goi S0 ding M?
19 |Gemita 1g Gemcitabine (dudi  |Bot dong 24 [USP [Hop1lo VN2-175-134
dang Gemcitabine [kho pha thang|36 s
hydrochloride) dung dich =
1000mg tiém truyén =
tinh mach #
20 |Gemita 200mg Gemcitabine (duéi Bot dong 24 |USP [Hép1lo VN2-176- E%
dang Gemcitabine {khd pha thang|36
hydrochloride) dung dich 4
200mg tiém truyén =
tinh mach

13. Cong ty ding ky: Intas Pharmaceuticals Ltd. (D/c: 2nd Floor, Chinubhai Centre, Off. Nehru
Bridge, Ashram Road, Ahmedabad - 380 009 - India)

13.1 Nha san xuit: Intas Pharmaceuticals Ltd. (D/c: Plot Numbers 457 & 458, Sarkhej-Bavia

Highway, Matoda, Sanand, Ahmedabad, Gujarat, In-382210 - India)

. Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cich £ oax
i s : : b Sed
STT Tén thute Him lugng ché tho |chuian| dong goi > dhne ey
21 [Calutas 50 Bicalutamide 50mg [Vién nén bao{ 24 |NSX Hﬁp 3vix 10 VN2-177-13
oo |phim  jthing) |vién B
22 |Intacape 500 Capecitabine Vién nén 24 [USP Hop 1vix 10 VN2-178-13
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24

26

28

29

Inta-DX 20

Inta-DX 80

Intatecan 4

Letmtaszs

O-Plat 200

'Zcr,lste"m 1 00

Zolotem 250

[500mg

Docetaxel
20mg/0,5ml

Docetaxel

80mg/2ml

| Topotecan (dudi

dang Topotecan

hydrochloride} 4mg

Letrozole 2,5mg

|oxaliplatin Smg/ml

Temozolomide
100mg

Temozoldmnde o

250mg

_|bac phim

Dung dich
dédm dac pha

tiém

|Dungdich |

dam dic pha
tiém

., Bot dong

kho pha tiém

Vién nén bao
 [thng

phim__
Dung dlch

tlem

Vién nang
gelatin clrng
Vién nang
gelatin ciing

[thang

24
thang

24
thang

thang

24
_|théng
24
thang
24
théang

36 _
NSX

NSX

I lo dung méi
~ |pha tiém 6ml
NSX Hop 1lo
NSX [Hop3vix10 |
_—

NSX |Hép ! lg 40m!
= Hap ”0 i
NSX [Hop 1 1o 5 vién|

_|vién N
Hép 1 lo 0 Sml

+ 1 lo dung mdi
pha tiém 1,5m!

Hop 1 lo 2ml +

VN2-179-13

VN2-180-13

VN2-181-13

VN2-182-13

VN2-183-13
VN2-184-13

VN2-185-13

X

nPhank

]
YT Y IO NPT R Y I

Thulid

14.1 Nha san xuit: Yuhan Corporation (B/c: 807-] Yangcheong—Rz Ochang-eup,
Cheongwon-gun, Chungbuk - Korea)

14. Cong ty ding ky: Kolon I Networks Corporation (P/c: 533- 2 Gasan-dong, Geumcheon- gu,
Seoul - Korea)

3930 3279 * w

b
T
" £ Hoat chét chinh - | Dang bao |Tudi| Titu | Quy céch S& dine kv ?E
SLL T et Ham lwgng ché tho |chuén dong goi ocang .y :
30 |Yuhangemcitabine Gemcitabine (dugi  [B6t dong 36 INSX |Hopllo VN2-186-13 2=
Injection 1g dang Gemcitabine |khd pha tiém|thdng =
hydrochloride) o
IOOOmg o
3] Yuhangemmtabme Gemcitabine (dlIO'l Bgt dong 36 INSX |Hopllo VN2-187-13
Injection 200mg dang Gemcitabine |khé pha tiém|thang
hydrochloride)
200mg
15. Cong ty ding ky: Korea United Pharm. Inc. (B/c: 154-8 Nonhyun-dong, Kangnam-gu, Seoul
- Korea)
15.1 Nha san xuit: Korea United Pharm. Inc. (B/c: 107, Gongdan-ro, Yeonseo-myeon, Sejong-si
- Korea)
" £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S ding kv
L LEx thuoe Ham hrong ché tho [chuidn| déng goi WARIE
32 |Gemtabine Gemgcitabin (dudi  {B&t dong 24 |[USP |Hépllo VIN2-188-13
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dang Gemcitabin _ |kh pha tiém|thang]34
33 |Kunitaxel Paclitaxel Dung dich 36 |[USP |[Hop llo VN2-189-13
oo |10Omg/16,67ml  Jti€m  fthang34  f16,67ml
34 |Kupepizin Epirubicin B4t dong ~ 24 |[KPC [Hop! o VN2-190-13
hydroclorid 50mg  |khé pha tiém|thang|IIl '
15.2 Nha san xudt: Korea United Pharm. Inc. (P/c: 25-23, Nojanggongdan-gil,
Jeondong-myeon, Sejong-si - Korea) =
-
3
] e . _ 4 T A i s " . iEf
STT Tén thude Hogt‘chat chinh Dgngxbao uol Tle':l Q1'1y Ca(f!l Sé ding ky &
Ham lwong ché tho |chuin| ~ d6ng géi _ 5
35 |Unitrexates Methotrexat 2,5mg | Vién nén 36 [USP |Hop 10vix 10 | VN2-191-13 §
thang|35 vién =
16. Cong ty ding ky: Stada Arzneimittel AG (P/c: Stadastrasse 2-18, D-61118 Bad Vilbe! - g
Germany) i
16.1 Nha san xudt: Actavis Italy S.p.A. (D/c: Viale Pasteur, 10 20014 Nerviano, Milano - I1aly) !:.'
£
A e Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy cich PO
STT Aen e Ham lugng ché tho {chuidn| déng goi I _r_
36 {Docetaxel Stada Docetaxel Dung dich 24 INSX [Hop 1 lo 4ml VN2-192-13 H
20mg/Iml pha truyén thang =
T [ tinh pah =
37 |Docetaxel Stada Docetaxel Dung dich 24 INSX |Hoptlo Iml VN2-193-13 7
20mg/1ml pha truyén [thing ' =
|finh mech 3

Trwong Quéc Cuing
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