BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
S6: 98/QD-QLD Ha Néi, ngay 23 thang 03 ndam 2016
QUYET PINH

VE VIEC BAN HANH DANH MUC 06 THUOC SAN XUAT TRONG NUGC (THUOC BIEU
TRI UNG THU PANG KY LAN DAU - SO BPANG KY CO HIEU LUC 02 NAM ) BUGC
CAP SO DANG KY LUU HANH TAI VIET NAM - BOT 153

CUC TRUONG CUC QUAN LY DUQC
Can cv Luat Duwoc ngay 14 thang 6 nam 2005;

Can cir Nghi dinh s6 63/2012/Nb-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 Duoe thudc Bo Y té;

~ Can ci Thong tur s6 44/2014/TT-BYT ngay 25/11/2014 ciia B§ Y té quy dinh viéc ding ky
thuoc;

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

, Diéu 1. Ban hanh kem theo ‘Quyé't, dinh nay danh muc 06 thudc san xué:lt trong nudc
(thudce diéu tri ung thu dang ky lan dau - s6 dang ky hi¢u lyc 02 nam) duoc cap so dang ky luu
hanh tai Viét Nam - Dot 153.

Diéu 2. Cong ty san xudt va cong ty dang ky co thudce lru hanh phai in s6 ding ky dugc
BO Y t€ cap 1én nhan thude va phai chap hanh ding cac quy ché c6 lién quan dén san xuat va luu
hanh thudc, so6 dang ky c6 ky hi¢u QLDB-...-16 c6 gia tri 02 nam ké tr ngay ky Quyét dinh.

Piéu 3. Trong qua trinh luu hanh thudc, nha san xuét phai két hop véi cac co so diéu tri
dé thyuc hién theo dung cac - quy dinh hién hanh vé thudc ké don va theo dai hiéu luc, do an toan,
tac dung khong mong mudn cua thude trén nguoi Viét Nam. Cong ty déng ky 0 trach nhiém
téng hop cac bao cdo cua cac don vi trén vé Cuc Quan 1y Dugc theo dung quy dinh hién hanh
mdi 06 thang mét lan.



Pidu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Pidu 5. Giam dc S¢ Y té céc tinh, thanh phd tryc thudc trung wong va giam dbc cong ty
san xuat va cong ty dang ky c6 thudc tai Di€u 1 chiu trach nhiém thi hanh Quyét dinh nay./.

CUC TRUONG

Noi nhan:

- Nhu Diéu 5;

- BT. Nguyén Thi Kim Tién (dé b/c);

- TT. Lé Quang Cudng (dé b/c);

- Cuc Quany - Bo Quéc phong, Cuc Y té - Bo CA; X .
- Cuc Y t giao thong van tai- Bo GTVT; Truwong Quoc Cuong
- Téng Cuc Hai Quan- B Tai Chinh;

- Bao hiém xa hoi Viét Nam;

- Vu Phap ché, Cuc Quan ly Kham, chita bénh - B Y té; Thanh

tra BO Y té;

- Vién KN thudc TU va VKN thudc TP.HCM;

- Téng Cong ty Dugc VN;

- Céac bénh vién, Vién c6 giwong bénh truc thuoc BYT;

- Website cua Cuc QLD, Tap chi Dugc My phém - Cuc QLD;

- Luu: VP, KDD, BKT (2b).



DANH MUC

06 THUOC SAN XUAT TRONG NUGC BUGC CAP SO DPANG KY HIEU LUC 02 NAM.
(THUOC PIEU TRI UNG THU DANG KY LAN DAU)- BOT 153
Ban hanh keém theo quyet dinh so.: 98/0D-QLD, ngay 23/3/2016

1. Céng ty diing ky: Cong ty co phan Dwgc pham An Thién (B/c: 314 Bing Sao,
Phuong 5, Qudn 8, TP. Ho Chi Minh - Viét Nam)

1.1. Nha sin xuit: Nha may sdn xuét dwgc phadm An Thién (D/c: C16, duwong s6 9,
KCN Hiép Phudc, huyén Nha Be, TP. Ho Chi Minh - Viét Nam)

) Hoat chat
STT| Ténthuoc |[chinh-Ham
lugng

1 |A.T Carboplatin [Carboplatin  [Bot déng| 24 | TCCS [Hop 1 lo thudc | QLPB-531-16
150mg/lo khé pha | thang 1 6ng dung
tiém moi 10ml va 1
6ng dung moi
Sml. Hop 3 1o
thudc + 3 dng
dung méi 10ml
va 3 ong dung
moi Sml. Hop
5 1o thude + 5
6ng dung moi
10ml va 5 dng
dung méi 5ml.
Dung moi
nudc cat pha
tiém

2 |A.T Carboplatin |Carboplatin  |Dung 24 | TCCS Hop 119, hop | QLDB-532-16
inj 50mg/5ml  dich tiém| thang 3 1o, hop 5 1o x
5ml

Dang | Tudi | Tiéu Quy céch

bao ché| thg | chuin | déng géi So6 dang ky

2. Cong ty diing ky: Cong ty ¢b phin dwgc phim trung wong 1 - Pharbaco (B/c: 160
- Ton Purc Thang - Dong Da - Ha Noi - Viét Nam)

2.1. Nha san xuat: Cong ty ¢6 phan dwoc phim trung wong 1 - Pharbaco. (P/c:
Thanh Xudn, Soc Son, Ha Noi - Viét Nam)



Hoat chit . e = .
STT| Ténthube |chinh-Ham P08 bdo | Tudi | Tieu jQuycach | geqq, p o
cheé tho | chuan | dong goi
lwong
3 [Epirubicin 10mg [Epirubicin Bot dong 24 [ TCCS Hop1llo |QLDBB-533-16
hydroclorid  |khé pha thang
10mg tiém
4 [Epirubicin 50mg [Epirubicin Bot dong 24 | TCCS Hopllo |QLDbB-534-16
hydroclorid  kho pha thang
50mg tiém

3. Cong ty ding ky: Cong ty c¢6 phan dwge phidm trung wong 2 (P/c: sé 9 - Tran
Thanh Tong - Ha Négi - Viét Nam)

3.1. Nha san xuét: Cong ty ¢6 phian dwoe pham Trung wong 2 (P/c: Lo 27, Khu céng
nghiép Quang Minh, Mé Linh, Ha Ngi - Viét Nam)

; Hoat chilt Dang | Tudi | Tiéu [Quy cach .
STT| Ténthude |chinh-Ham| "8 o[y CaC T gE dang ky
bao ché | tho | chuan | dong goi
lugng
5 [Thalidomid 50  [Thalidomid 50|Vién 36 | TCCS Hop 6 vi, | QLDB-535-16
mg nang thang 10 vix 10
cing Vién

4. Cong ty ding ky: Céng ty cb phan SPM (P/c: Lé 51- Puong s6 2 - KCN Tan Tao -
Q. Binh Tan - TP.HCM - Viét Nam)

4.1. Nha san xuét: Cong ty c6 phan SPM (P/c: Lé 51- Puong s6 2 - KCN Tan Tao - Q.
Binh Tan - TP.HCM - Viét Nam)

< Hoat chat Dan Tudi | Tiéu | Quy céach <
STT| Ténthude | chinh-Ham [ 28 |1 d | RUY Al g8 qiang ky
bao ché [ tho [ chuin | dong goi
lugng
6 |Albatox 10 Tamoxifen Viennén | 36 | TCCS [Hop 3 vix QLDB-536-16
dudi dang bao phim | thang 10 vién
[Tamoxifen

citrat) 10mg




