BOY TE 'CONG HOA XA HQI CHU NGHIA VIET NAM™

CUC QUAN LY DUQC Pdc 14p - Twdo - Hanh phic
$6:40| /QD-QLD Ha Ngi, ngay, (Y thang 9 ndm 2017
QUYET DINH

V& viéc ban hanh danh mue 13 fhuoc sin xuat trong nwéc
(thude didu tri ung {Ilu ding ky lan dAu- sb diing ky c6 higu lye 02 nim)
dwge cAp s6 ding ky lwu hanh tai Viét Nam- Dot 159

CUC TRUONG CUC QUANLY DUQC

Cdn ct Luat Dugc ngdy 06 thang 4 ndm 2016;

Cin ot Nghi dinh sb 75/2017/1\'1:) cP ngay 20/6/2017 cta Chinh pha quy
dinh chirc ning, nhiém vy, quyén han va co cdu td chirc clia Bo Y té;

Cin o Quyét dinh s6 3861/QP-BYT ngay 30/9/2013 cua Bo trudng B Y
té vé viée quy dinh chic nang, nhiém vy, quyén han va co céu 0 chirc cua Cuc
Quan ly Dugc thugc Bé Y té;

Can ot Thong tw sb 44/2014/TT-BYT ngay 25/11/2014 cta B§ Y 1€ quy
dinh viéc dang ky thuée,

Cén ¢t y kién cia Héi ddng tw van cap gidy ding ky luu hanh thube, nguyén
litu lam thude - B Y té;

Xét dé nghi ctia Trudng phong Péng ky thudc - Cuc Quan Iy Dugc;

QUYET PINH:

Pidu 1: Ban hanh kém theo Quyét dinh ndy danh myc 13 thudc san xuat
trong nuée (thude diéu trj ung thu ding ky 14n d4u — sb ding ky hiéu lyc 02 ndm)
duge cép sé ding ky luu hanh tai Viét Nam - Dot 159.

Piéu 2: Cong ty san xuat va cong ty dang ky cé thudc luu hanh phai in s6
ding ky duqc BadY ‘ce cép 1én nhin thudc va phal chép hanh ding cic quy dinh ¢6
lién quan dén san xuét va luu hanb thudc. S8 ding ky c6 ky higu QLPRB-...-17 cb
gia tri 02 nam ké tir ngay ky Quyét dinh.

Diéu 3: Tlong qua trinh lvu hanh thudc, nha san xuét pha1 két hop véi cac
co s& didu tri dé thyuc hién theo ding cdc quy dinh hién hanh vé thudc ké don va
theo ddi an todn, hiéu qua, tic dung khong mong mudn ciia thudc trén ngudi Vxet
Nam. Cong ty dang ky c6 trach nhiém tdng hop cac béo cdo clia cac don vi trén vé
Cyc Quan ly Duge theo ding quy dinh hi¢n hanh mdi 06 thang mdt 14n.

Pidu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.
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Pieu 5. Giam doc S& Y t€ cdc tinh, thanh phd tryre thude trung wong va gidm
ddc cbng ty san xuat va cdng ty déng ky c6 thudc tai Piéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./. g /

Noi nh{in: . \ PHU TRACH QUA LY,
- Nhur Piéu §; B 3

- BT. Nguyén Thj Kim Tién (dé blc);
- Cyc Quén y- Bo Quéc phong, Cyc Y té - B§ CA; ;
- Cuc Y té giao théng vin tai- B§ GTVT;
- Téng Cuc Hai Quan- B$ Tai Chinh

- Bdo hlem x4 th Viét Nam

Thanh tra B8 Y t&; Trwong Qubc Cwdng
- Vién KN thube TU vA VKN thubc TP.HCM; Thi truéng Bg Y té
- Téng Céng ty Dugc VN-CTCP;

- C4c bénh vién, Vién cé givdng bénh tryc thuge BYT;

- Website ciia Cye QLD, Tap chi Duge My phﬁm ~Cuc QLD;

- Luu: VT, KDD, BKT (15b).
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DANH MUC 13 THUOC SAN XUAT TRONG NUGC
_ DUQC CAP SO DANG KY HIEU LUC 02 NAM
(THUOC DIEU TRT UNG THU PANG KY LAN PAU) - POT 159

Ban hanh kém theo quyét dinh sé: 04./QD-QLD, ngay [2./.J../80/7

CHUNGHIA VIET NAM™

1. Céng ty didng ky: Céng ty ¢b phin Duge Pai Nam (P/e: 86 20, phé Qudn Ganh, xa@ Van Binh,
hiyén Thuong Tin, Ha Ngi - Viét Nam)

1.1 Nha sin xuét: Céng ty c6 phin dwge pham Sao Kim (B/e: KCN Quang Minh, huyvén Mé
Linh, Ha Noi - Viét Nam)

n £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich S ding lov

SLL Lenthuae Ham lugng ché tho {chufn ddéng gbi ARG
| |DN-CAPE 500 Capecitabin 500mg |Vién nén 36 |[TCCS [Hop3vix 10 | QLDB-632-17

. bagphlm _[thangl  [vie;

2. Céng ty diing ky: Cong ty cb phin Dwgc Minh Hai (B/c; 322 Ly Véin Lam, Phirdng 1, Tp. Ca
Mau, Tinh Ca Mau - Viét Nam)
2.1 Nha sin xuéit: Céng ty ¢d phin Dwoc Minh Hai (D/c: 322 Ly Véin Ldm, Pluong 1, Tp. Ca
Mau, Tinh Ca Mau - Viét Nam)

x £ Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy cach S8 dine lov
~EL kemtimbe Ham lugng ché tho [chuin|  déng géi OAERE
2 [Capbize 500mg Capecitabine 500mg | Vién nén bao, 36 |TCCS (H8p 03 vix 10 { QLDB-633-17
phim |thdng vién -
3 |Geastine 250 Gefitinib 250mg Vién nén bao| 36 |[TCCS |Hop 03 vix 10 | QLDB-634-17
_______________ phim thang vién o

3. Céng ty diing ky: Cong ty ¢d phin Dwoc-TTBYT Binh Pinh (Bidiphar) (D/c: 498 Nguyén
Thai Hoce, P. Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)
3.1 Nha sén xuit: Céng ty ¢é phdn Duge-TTBYT Binh Pinh (Bidiphar) (B/c: 498 Nguyén Thdi
Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)

% £ Hoat chit chinh - | Dang bao Tudi| Titu Quy céch S ding ky
STT Tén thuoc Ham hrgng ché tho [chudn| déng goi eeile K
4 [Doxurubicin bidiphar 10 {M8i lo Sml chita:  |Dungdich | 24 |USP37[H¢p 1 lo Sml QLDB-635-17
Doxorubicin 10mg [ti€m thang
5 |Epirubicin Bidiphar 10 [M&i lp Sml chira:  |Dung dich 24 |BP201 (Hgp 1 I Sml QLDbB-636-17
Epirubicin tiém thang(4
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hydrochloride 10mg
6 [Irinotecan bidiphar Irinotecan Dung djch 36 |USP38|Hép 1 o Sml QLPB-637-17
100mg/Sml hydraclorid trihydrat|{dam déc pha [thang
100mg/5ml truyén tinh
mach
7 |Methotrexat Bidiphar  [Methotrexat Dung dich 24 |USP38|Hap 1 lo 2ml QLBB-638-17
50mg/2ml 50mg/2ml tiém thang

4. Céng ty ding ky: Cong ty cb phdn SPM (B/c: L6 51- Puong sé 2- KCN Téan Tao- P. Tén Tao
A, O. Binh Tén- TP. HCM - Viét Nam)
4.1 Nha san xuit: Céng ty ¢d phian SPM (D/c: Lé 51- Puong sé 2- KCN Tan Tao- P. Tdn Tao A,
Q. Binh Tdn- TP. HCM - Viét Nam)

P Hoat chéit chinh - | Dang bao Tudi| Tiéu Quy cach £ Ky
AL dLen e Ham lwgng ché the | chuin dong goi S0 ding ky
8 [Mevarex 100 Etoposid 100mg Vién nang 24 [TCCS |Hép3vix 10 | QLPB-639-17
mém thang| vién
9 |Mevarex 50 Etoposid 50mg Vién nang 24 |[TCCS |Hop 3 vix 10 | QLDB-640-17
mém thang| vién
10 |Rivactl 150 Erlotinib (cdudi dang |Vién nén bao| 36 |TCCS [Hop3 vix 10 | QLDB-641-17
Erlotinib HCI) phim thang vién
150mg
5. Cong ty ding ky: Cong ty TNHH Dugc phéim Pat Vi Phi (B/c: Lo M7A4, Puong D17, KCN
My Phirde 1, phirong Théi Hoa, thi xd Bén Cdt, tinh Binh Dwong - Viét Nam)
5.1 Nha san xuét: Cong ty TNHH Duwge phiam Pat Vi Phis (D/c: L6 M74, Puwong D17, KCN My
Phirée 1, phwong Théi Hoa, thi xd Bén Cdt, tinh Binh Duong - Viét Nan)
R £ Hoat chét chinh - [ Dang bio Tudi| Tigu Quy cich .
: : S8 diing )
L Tenithuge Ham lwong ché the |chuin| déng goi fangly
11 |Rolnadez Tamoxifen (dudi  |Vién nén 36 |TCCS [Hép 3 vi QLDB-642-17
dang Tamoxifen bao phim  |théng (nhém-nhém) x
citrat) 20mg 10 vién; hop 6
vi (PVC-nhom)
x 10 vién
12 [Terzence-2,5 Metholrexat 2,5mg |Viennén | 36 [TCCS [Hop 10 vix 10 | QLDB-643-17
bao phim  |thdng vién
13 |Terzence-5 Methotrexat Smg Vién nén 36 |TCCS [Hop6vix 10 | QLDB-644-17
bao phim  fthdng] vien /
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