BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc lap - Tu do - Hanh phiic
ss. 67t /OP-QLD Ha Noi, ngay 0% thdng {2 ndm 2014
QUYET PINH

Vé viéc ban hanh danh muc 09 thuéc nuée ngoai
(thudc diéu tri ung thu dang ky 14n ddu - s6 dang ky c6 hiéu luc 02 nam)
dugc cdp s6 diang ky luu hanh tai Viét Nam - Dot 88

CUC TRUONG CUC QUAN LY DUOC

Can ¢t Luat Duoc ngay 14/6/2005:

Can cir Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh pht quy
dinh chifc nang, nhiém vu, quyén han va co céu t6 chic clia Bo Y (€;

Can ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cla Bo trudng Bo Y
t¢ quy dinh chifc nang, nhiém vu, quyén han va co cdu té chiic cia Cuc Quan 1y
duge thudée BO Y t&;

Can cif Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 ciia Bo Y t€ quy
dinh viéc dang ky thudc;

Can cu ¥ kién cua Hoi déng tu van cdp s6 ding k¥ luu hanh thude - B6 Y
té;

Xét dé nghi cta Trudng phong Ding ky thude - Cuc Quan ly Duoc,

QUYET PINH:

biéu 1. Ban hanh kém theo Quyét dinh nay danh muc 09 thuSc nuée
ngoai (thudc diéu tri ung thu dang ky 14n ddu - s6 dang ky ¢6 hiéu lyc 02 nadm)
duoc cdp s6 dang ky luu hanh tai Viét Nam - Dot 88.

Piéu 2. Nha san xudt va cong ty ding ky thu6c c6 trach nhiém cung c4p
thudc vao Viét Nam theo diing cdc hé so tai liéu dd dang ky véi Bo Y 1€. S6 dang
ky dugc Bo Y t&€ Viét Nam cdp phai duge in 1én nhdn thude. S6 ding ky ¢6 ky
hiéu VN2-...-14 c6 gié tri 02 nam ké tir ngay k¢ Quyét dinh.

biéu 3, Trong qud trinh lwu hanh, cong ty ding k¥ thudc, nha sin xust
phdi phdi hgp vi cdc co sd diéu tri dé thyc hién thco diing cdc quy dinh hién
hanh vé thu6c ké don va theo ddi hiéu luc, d6 an toan, tdc dung khéng mong
mudn cha thudc trén ngudi Viét Nam va t6ng hop, bdo cdo theo ding quy dinh
hién hanh méi 06 thang mot 1dn vé Cuc Quén 1y Dugc.

bi¢u 4. Nha sdn xudt va cong ty ding ky thu6c phai chdp hanh ddy da
phip ludt cha nudc CHXHCN Vigt Nam va cic quy dinh ctia Bo Y t€ vé nhap
khau thu6e va liru hanh thuc tai Viét Nam; n€u cd bit cf thay déi gi trong qué




trinh lwu hanh thudc & nuée sé tai va & Viét Nam thi phai bdo cdo ngay cho Cuc

Quan 1y Dugc - Bo Y t€ Viét Nam.

Piéu 5. Quy&t dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 6. Gidm d6c S& Y 1€ céc tinh, thanh phd truc thude trung uong, giam
déc nha san xuét va cong ty ding k¥ cé thudc tai Diéu 1 chiu trdch nhiém thi

hanh Quyét dinh nay./.

Néi nhan:

- Nhu Diéu 6;

- Bo truéng Nguyén Thi Kim Tién (dé b/c);

- Cuc Quan Y - B6 Quéc phong, Cuc Y t€ - Bo Cong an;
- Cuc Y t& Giao thong van tii - Bo Giao thong vén tai;

- T6éng cuc Hai quan - B6 Tai chinh;

- Bao hi#m X4 hoi Viet Nam;

- Vu Phép ché€, Cuc Quén 1y Khdm, chita bénh - BO Y t€,
Thanh tra BO Y t€;

- Vién KN thuéc TW, Vién KN thude TP. HCM;

- Téng Cong ty Duge VN;

- Céc Cong ty XNK Duge phim;

- C4c Bénh vien & Vien c6 givdmg bénh true thude BO Y 1€;

- Website ciia Cuc QLD, Tap chi Duge va MP - Cuc QLD
- Luu: VP, KDD, BKT(10).

- cuc TRUﬁNé
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pjc lip - Ty do - Hanh phic

DANH MUC 9 THUOC THUOC PIEU TR] UNG THU BUQC CAP SO PANG KY
HIEU LUC 02 NAM - BOT 88

Ban hanh kém theo quyét dinh sb: £J6/QD-QLD, ngay 651.;’!2../.;&3@17‘

1. Cong ty ding ky: Céng ty TNHH Binh Vigt Dirc (D/c: 62/36 Truong Cong Dinh, P. 14, Q.
Tén Binh, TP. Ho Chi Minh - Viét Nam)

1.1 Nha san xuét: Onkotec Pharma Produktion GmbH (P/c: Am Pharmapark, 06861 Dessau -
Roblau - Germany)

. , Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach s < 1
REX it Ham ligng ché | tho [chudn| aonggsr | S0 OAmEKY |
1 {Paclitaxel Onkovis Paclitaxel 6 mg/ml |Dung dich 24 INSX |[Hép 1 lo Sml VN2-300-14
6mg/ml dédm dic thang
dung truyén -
tinh mach |
sau pha
lodng
2 |Paclitaxel Onkovis Paclitaxel 6mg/ml  |Dung dich 24 INSX [Hop I lo 50mi VN2-301-14
6mg/ml dim dic  [thang
ding truyén
tinh mach
sau pha
lofing

2. Cong ty diing ky: Cong ty TNHH Dugc phim va Ho4 chat Nam Linh (P/c. 22/6 duong s6
15, khu phé 3, P. Tén Kiéng, Q. 7, TP. Hé6 Chi Minh - Viét Nam)

2.1 Nha san xuét: Zydus Hospira Oncology Private Limited (D/c: Plot No.3, Phamez-Special
Economic Zone, Sarkkhej Bavia Highway, (N.H.No.8A), Village: Matoda, Tal.: Sanand. Dist.:
Ahmedabad-382213, Gujarat - India)

. 5 F. Hoat chat chinh - Dang bao Tubi| Tiéu Quy cdch ;
art To e Ham legng cEé tho | chuin détj:g goi S6 ding ky
3 |DBL Gemcitabine Gemcitabin (dudi  |Dung djch 24 INSX |[Hoplle VN2-302-14
injection 1g/26,3ml| dang Gemcitabin dém diic thang| 26,3ml
hydroclorid) 1g ding dé pha
tiém truyén
tinh mach

Trang ]



3. Cong ty ding ky: Cong ty TNHH MTV Vimepharco (D/c: 86 1, Nguyén Huy Tuomg, Thanh
Xudn, Ha N¢i - Viet Nam)

3.1 Nha san xuét: Belmedpreparaty RUE (B/e: 220007, Minsk, 30 Fabritsius Street - Belarus)

. Hoat chit chinh - | Dangbao |Tudi| Tidu | Quyecsch | & qans 1y
TS Al Ham hrong ché tho |chuin| déng gbi e L |
[ 4 |Methotrexate-Belmed  |Methotrexat 2,5 mg |Vién nén bao| 24 NSX [Hop2vil0 VN2-303-14
phim thang vién

4. Cong ty ding ky: Hetero Labs Limited (D/c: 7-2 42, Hetero Corporate, Industrial Estates,
Sanathnagar, Hyderabad Andhra Pradesh-AP - India)

4.1 Nha san xuit: Hetero Labs Limited (B/c: Unit-VI, Sy. No. 410, 411, APIIC Formulation SEZ.
Polepally Village, Jadcherla Mandal, Mahaboognagar District, Andhra Pradesh - India)

. " p Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quy cach R
A Ththane Ham lugng ché | the chuin| dobng géi e
5 |Capetero 150 Capecitabine 150mg | Vién nén bao| 24 [NSX [Hop3vix 10 | VN2-304-14

I O . NN WU S S
6 |Capetero 500 Capecitabine 500mg |Vién nén bao| 24 [NSX [Hop 3 vix 10 VN2-305-14
phim thang vién
5. Cong ty dang ky: Korea United Pharm. Inc. (D/c: 154-8 Nonhyun-dong, Kangnam-gu, Seoul
Korea)
5.1 Nha san xuit: Korea United Pharm. Inc. (P/c: 107, Gongdan-ro, Yeonseo-myeon, Sejong-s: -
Korea)
. ; Hoat chét chinh - | Dang bao Tubdi| Tiéu Quy cich ;
: So ding k
REL Tén thube Ham lugng ché tho [chufin| d6ng géi § ding iy
Allipem 500 mg Pemetrexed (dudi  |Bét dong 24 [NSX |hop!lo VN2-306-14
dang pemetrexed  |khd pha tiém |thdng|
dinatri 2,5 hydrate)
500 mg

6. Cong ty ding ky: Laboratorios Recalcine S.A. (D/c: Avenida Pedro de Valdivia 295, 7500524
Providencia, Santiago - Chile)

6.1 Nha san xuit: Douglas Manufacturing Ltd (P/c: Corner Te Pai Place and Centrai Park
Dyrive, Lincoln, Auckland - New Zealancl)
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[ Hoat chat chinh - | Dang bao Tuf}'ii Tiéu | Quy cach S5 dzng ks ].
g kg

ST : ; x i
i . Ty Ham lugng ché tho [chuin{ dong goi '.
| 8 |Anastrol Anastrozol Img Vién nén bao| 36 [NSX [Hop2vix 13 VN2-307-14 !

phim thang vién

7. Céng ty ding ky: Pharmaunity Co., Ltd (D/c: 69-3 Taepyeongno, 2-Ga, Jung-Gu, Seoul -
Korea)

7.1 Nha sin xudt: Kwang-Dong Pharmaceutical Co., Ltd. (D/c: 440-2 Mogok-dong, Pyungiagk-
city, Kyunggi-do - Korea)

. i Hoat chit chinh - | Dang bao |Tubi| Tiéu | Quy cach T
[ e “ ¢ S0 diang ky
L3 I Ham luong ché tho |chuin déng gbi e

5 S |Kolbino 50mg Injection |Oxaliplatin 50 mg | Bt dong 36 [NSX |[Hoplle VIN2-308-14

khd pha tiém{thang
truyén tinh

mach !
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