BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
S6: 107/QP-QLD Ha Néi, ngay 23 thang 3 nim 2016
QUYET PINH

VE VIEC BAN HANH DANH MUC 18 THUOC NUGC NGOAI (THUOC PIEU TRI UNG
THU PANG KY LAN PAU - SO PANG KY CO HIEU LUC 02 NAM) BPUQC CAP SO
DANG KY LUU HANH TAI VIET NAM - BOT 93

CUC TRUONG CUC QUAN LY DUQC
Can cvr Ludt Duoc ngay 14/6/2005;

Can cir Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh phi quy dinh chirc
nang, nhiém vu, quyén han va co cau to chiec cua Bo Y té;

Can cir Quyét dinh s6 3861/0D-BYT ngay 30/9/2013 cua Bo truong Bo Y té _quy dinh
chire ndng, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan 1y duwge thuc Bo Y té;

~ Can cir Thong tu 6 44/2014/TT-BYT ngay 25/11/2014 ciia Bé Y té quy dinh viéc dang ky
thuoc;

Can cit y kién cia Hoi dong tw van cap so dang ky luu hanh thudc - Bo Y té;
Xét dé nghi cua Trieong phong Pang ky thuéc - Cuc Quan 1y Duorc,
QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 18 tl}uég nudc ngoai (thube diéu tri
ung thu dang ky lan dau - s6 dang ky c6 hi¢u luc 02 ndm) dugc cap s6 dang ky luu hanh tai Viét
Nam - bot 93.

Piéu 2. Nha san xut va cong ty dang ky thude co trach nhiém cung cap thudc vao Viét
Nam theo diing cac ho so tai liu d3 dang ky v6i BO Y té. SO dang ky duoc BO Y té Viét Nam
cap phai duoc in 1én nhéan thube. S6 dang ky c6 ky hiéu VN2-... -16 c6 gia tri 02 nim ké tir ngdy
ky Quyét dinh.

Piéu 3. Trong qua trinh luu hanh, cong ty dang ky thudc, nha san xuat phai phdi hop véi
cac co so diéu tri dé thuc hién theo dung cac quy dinh hién hanh vé thudc ké don va theo doi
hi¢u luc, do an toan, tac dung khong mong muon cua thudc trén nguoi Viét Nam va tong hop,
bao céo theo dung quy dinh hién hanh mdi 06 thang mét 1an vé Cuc Quan 1y Duoc.



Didu 4. Nha san xuat va cong ty diang ky thudc phai chip hanh dy du phap luat cia nudc
CHXHCN Viét Nam va cac quy dinh cua Bo Y té vé nhap khau thudc va luu hanh thudc tai Viét
Nam; néu c6 bét cir thay ddi gi trong qua trinh luu hanh thudc ¢ nudc s6 tai va & Viét Nam thi
phai bao cdo ngay cho Cuc Quan Iy Duoc - B6 Y té Viét Nam.

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

Pidu 6. Giam ddc So Y té cac tinh, thanh phd tryc thudc trung wong, giam dc nha san
xuat va cong ty dang ky c6 thudc tai Dieéu 1 chiu trach nhiém thi hanh Quyét dinh nay,/.

CUC TRUONG

Noi nhdn:

- Nhu biéu 6;

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

- Thir truong L& Quang Cudng (dé ble);

-CucQuéan'Y - Bo Qudc phong, Cuc Y té - Bo Cong an; A 0
- Cuc Y té Giao thong van tai - B6 Giao thong van tai; Trlr0’ng QUOC Cu’0'ng
- Téng cuc Hai quan - BO Tai chinh;

- Bao hiém X4 hoi Viét Nam;

- Vu Phép ché, Cuc Quan 1y Kham, chita bénh - Bo Y té, Thanh tra B Y té;

- Vién KN thudc TW, Vién KN thudc TP. HCM;

- Téng Cong ty Dugc VN;

- Céc Cong ty XNK Dugc phim;

- Cac Bénh vién & Vién c6 giuong bénh truc thugc B Y té;

- Website ctia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;

- Luu: VP, KDD, DKT(10).



DANH MUC
18 THUOC PIEU TRI UNG THU PANG KY LAN DAU DUOC CAP SO PANG KY LUU
HANH HEU LUC 02 NAM - BOT 93
Ban hanh keém theo quyet dinh so: 107/QD-QLD, ngay 23/3/2016

1. Cong ty dang ky: Cong ty TNHH DP Hién Vi (D/c: s6 25B, ngé 123 phé Trung Kinh,
Phuong Trung Hoa, Qudn Cau Gidy, Ha Néi - Viét Nam)

1.1 Nha san xuét: Venus Remedies Limited (B/c: Hill Top Industrial Estate, Jharmajari EPIP,

Phase-1 (ext), Bhatoli Kalan, Baddi, Dist. Solan (HP) - India)
STT Tén thube Hoat chat | Dang | Tudi | Tiéu | Quycach |Sb dingky
chinh - Hdm |bao ché | tho | chuan | dong goi
lwong
1 [(Cisplaton Cisplatin Dung 24 BP2014 [Hop1lo  [VN2-446-16
50mg/100ml  |dich pha | thang 100ml
truyén
tinh
mach

2. Cong ty ding ky: Cong ty TNHH DP Viét phap (B/c; 11B phé Hoa Bang, P. Yén Hoa, Q.
Cau Giay, TP. Ha Ngi - Viét nam)

2.1 Nha san xuit: Remedica Ltd. B/c: Aharnon Street, Limassol Industrial Estate 3056

Limassol - Cyprus)
STT Tén thube Hoat chat Dang | Tudi | Tiéu | Quycach |Sé ding ky
chinh - Hdm | bao ché | thg | chuan | dong goi
lwong
2 |Alvotinib 400mg [Imatinib (dudi [Viennén | 36 [NSX  [Hop 3 vix [VN2-447-16
dang Imatinib  fpao phim | thang 10 vién
mesylat) 400mg

3. Cong ty diang ky: Cong ty TNHH Dwoc phim Lién Hop (P/c: 480C Nguyén Thi Thép,
Phwong Tan Quy, Quan 7, TP.HCM - Viét Nam)

3.1 Nha san xuit: Actavis Italy S.p.A.-Nerviano Plant (B/c: Viale Pasteur 10, 20014

Nerviano (Milan) - Italy)
STT Tén thubc Hoat chat Dang | Tudi | Tiéu | Quycéch |Sé ding ky
chinh - Hdm | bao ché | thg | chuan | déng goi
lwong
3 |Axoplatin Oxaliplatin Bot dong | 48 |NSX  [Hop 11lo VN2-448-16




Omg khé pha
ung dich
iém
ruyén
inh mach

4. Céng ty ding ky: Cong ty TNHH Hoéa dwgc hep tic (D/c: Lau 4, s6 261-263 Phan Xich
Long, phuong 2, quan Phu Nhugn, TP. Ho Chi Minh, Viét Nam)

thang Omg

4.1 Nha san xudt: Mustafa Nevzat llac Sanayii A.S. (P/c: Sanayi Caddesi No:66,
Cobancesme-Yenibosna Istanbul - Turkey)

STT Tén thube Hoat chat | Dang | Tudi | Tiéu | Quy cach | S ding ky
chinh - Ham | bao ché | tho | chuin | déng gbi
lwong
4 [Esolat 20 Docetaxel Dung 24 INSX Hopllo VN2-449-16
20mg/0,5ml dich tiém | thang 0,5ml +1 1o
truyén dung moi
tinh mach 1,5ml chira
13% (Kl/kI)
ethanol
trong nudc
cat pha tiém
5 [Esolat 80mg Docetaxel Dung 24 INSX Hopllo VN2-450-16
B80mg/2ml dich tiém | thang 2ml + 1 lo
truyén dung moi
tinh mach 6ml chira
13% (Kl/kl)
ethanol
trong nudc
cat pha tiém
6 [Satigem 1g Gemcitabin Boidong [ 24 NSX [Hopllo |VN2-451-16
dudi dang kho pha [ thang
Gemcitabin tiém
hydroclorid) 1g [truyén
tinh mach
7 [Satigem 200mg Gemcitabin Bot dong | 24 [NSX  [Hop 1o VN2-452-16
dudi dang kh6 pha | thang
Gemcitabin tiém
hydrochlorid) ~ [truyén
200mg tinh mach




5. Cong ty dang ky: Dr. Reddys Laboratories Ltd. (P/c: 8-2-337, Road No. 3, Banjara Hills,
Hyderabad-500034, Andhara Pradesh - India)

5.1 Nha san xuit: Dr. Reddys Laboratories Ltd. (D/c: Formulation Unit-7 Plot No, P1 to P9,
Phase-111, VSEZ, Duvvada, Visakhapatnam-District, Andhra Pradesh - India)

STT Tén thubce Hoat chit Dang Tudi Tiéu | Quy cach S6 ding ky
chinh - Ham | bao ché | tho | chuan | dong goi
lugng
8 [Bortezomib Bortezomib Bot dong | 24 INSX  [Hop 1 lo VN2-453-16
3,5mg kho pha | thang
tiém
9 [Capecitabine Capecitabine  Viénnén [ 24 [USP 36 [Hop 10 vién [VN2-454-16
Tablets USP 150mg[150mg bao phim | thang nén bao
phim
10 [Capecitabine Capecitabine  Viénnén [ 24 [USP 36 [Hop 10 vién [VN2-455-16
Tablets USP 500mg[500mg bao phim | thang nén bao
phim

6. Cong ty dang ky: Emcure Pharmaceuticals Ltd (D/c: Emcure House, T-184, M.1.D.C.,
Bhosari, Pune 411 026, - India)

6.1 Nha san xuat: Emcure Pharmaceuticals Ltd. (P/c: Plot No. P-2, Phase-1l, ITBT park
MIDC, Hinjwadi, Pune-41 1057, Maharashtra State - India)

STT Tén thube Hoat chit Dang | Tudi | Tiéu | Quy cach |Sé ding ky
chinh - Ham | bao ché | tho |chuin | déng goi
lugng
11 Oxalipiatin Oxaliplatin Dung 24 |USP 38 Hop 1 Io VN2-456-16
Injection USP 100mg/20ml  [dich dam | thang 20ml
100mg/20ml dac pha
dich
truyén
tinh mach

7. Cong ty diang ky: Fresenius Kabi Deutschland GmbH. (D/c: D-61346 Bad Homburg v.d.H.
- Germany)

7.1 Nha san xuét: Fresenius Kabi Oncology Ltd (P/c: Village Kishanpura, P.O. Guru Majra,
Tehsil-Nalagarh, Distt. Solan (H.P.) 174101 -India)

STT Tén thubc Hoat chit Dang Tudi Tiéu | Quy cach S6 ding ky
chinh - Ham | bao ché | tho | chuan | dong goi

lugng




12 |Daxotel Docetaxel Dung 24 INSX Hoépllo VN2-457-16
120mg/6ml 120mg/6ml dich dam | thang eml
dac pha
tiém
truyén
tinh mach

13 |Daxotel 80mg/4ml [Docetaxel Dung 24 INSX [Hopllo VN2-458-16
B80mg/4mi dich dam | thang Aml
dac pha
tiém
truyén
tinh mach

8. Cong ty dang ky: Hetero Labs Limited (D/c: 7-2 A2, Hetero Corporate, Industrial Estates,
Sanathnagar, Hyderabad 500018, Andhra Pradesh - India)

8.1 Nha san xuét: Hetero Labs Limited (B/c: Unit-VI, Sy. No. 410, 411, TSIIC Formulation
SEZ, Polepally Village, Jadcherla Mandal, Mahaboognagar District, Telangana - India)

STT Tén thube Hoat chit Dang Tudi Tiéu | Quy cach S6 dang ky
chinh - Ham | bao ché | tho | chuan | déng goi
lugng
14 |Letero Letrozole 2,5mg[Viénnén | 24 |INSX [Hop3vix [VN2-459-16
bao phim | thang 10 vién

9. Cong ty dang ky: Naprod Life Sciences Pvt. Ltd. (P/c: 304, Town Centre, Andheri kurla
Road, Andheri (E), Mumbai, Maharastra, 400059 - India)

9.1 Nha Sian xuit Naprod Life Sciences Pvt. Ltd. (B/c: G-17/1, MIDC, Tarapur, Industrial
Area, Boisar, Dist.Thane-401506, Maharashtra State - India)

STT Tén thube Hoat chat Dang | Tudi | Tiéu | Quy cach |Sé ding ky
chinh - Ham | bao ché | the | chuin | déng goi
lugng
15 [ildox 100 Oxaliplatin USPBot dong | 24 |USP 37 Hop 11lo  |VN2-460-16
100mg kh6 pha | thang 50ml chira
tiém 100mg bot
dong kho
pha tiém

10. Cong ty ding ky: Natco Pharma Ltd. (D/c: Natco House, Road No 2, Banjara Hillsm,
Hyderabad 500033 - India)

10.1 Nha san xuét: Natco Pharma Ltd. (P/c: Plot No.19, Pharmacity Selaqui, Dehradun-
248197, Uttarakhand - India)



STT Tén thube Hoat chit Dang | Tudi | Tiéu | Quy cach [Sé ding ky
chinh - Ham [ bao ché | tho | chuin | déng goi
lugng
16 |Pemnat 500 Pemetrexed Botdong [ 24 INSX Hopllo [VN2-461-16

disodium tuong |Khé pha | thang
duong truyén
Pemetrexed 500 [finh mach
mg

11. Cong ty dang ky: PT Kalbe Farma Tbk (P/c: Kawasan Industri Delta Silicon JI. M.H.
Thamrin Blok A3-1, Lippo Cikarang, Bekasi - Indonesia)

11.1. Nha san xuét: Eriochem S.A. (P/c: Ruta 12, Km 452 (3107) Colonia Avellaneda,
Departamento Parana, Entre Rios - Argentina)

STT Tén thube Hoat chat Dang | Tudi | Tiéu | Quy céch |So ding ky
chinh - Hdm | bao ché | thg | chuan | déng goi
lwgng
17 Oxaplat Oxaliplatin Bot pha 24 INSX |Hop1lo VN2-462-16
100mg tiém thang

12. Cong ty dang ky: Stada Arzneimittel AG (D/c: Stadastrasse 2-18, D-61118 Bad Vilbel -
Germany)

12.1 Nha san xuét: Eirgen Pharma Ltd (D/c: 64/66 Westside Business Park, Old Kilmeaden
Road - Ireland)

STT Tén thude Hoat chit Dang Tudi Tiéu | Quy cach S6 ding ky
chinh - Ham | bao ché | tho | chuan | dong goi
lwong
18 [Exemestane Stada [Exemestan Viennén | 24 INSX  |Hop 3, 10 vi|VN2-463-16
25mg bao phim | thang X 10 vién




