BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC DPéc lap - Tw do - Hanh phiic
sé: 4% /QP-QLD Ha Ngi, ngay 05 thang 3+ niim 2018
QUYET DINH

Ve viéc ban hanh, danh muc 07 07 thuoc sin xudt trong nwéc
(thudc didu tri ung thu- dang ky lan dau- s6 ding k¥ c6 hiéu hre 03 nim)
'du'o-c cap so ding ky luu hanh tai Viét Nam- Dot 162

CUC TRUONG CUC QUAN LY DUQC

€én ctr Eujt Duge ngdy 06 thang 4 ndm 2016;

Can cfr Nghi dinh sb 75/2017/ND-CP ngay 20/6/2017 cta Chinh phi quy
dinh chirc nﬁ nhlem vy, quyén han va co cdu t chirc cia B§ Y té;

Can cir &,\Xret amx;sé 3861/QD-BYT ngly 30/9/2013 cia B§ truéng B Y
té€ v& viéc quy dinh cfm'c nang, nhiém vu, quyén han va co cdu t§ chirc cia Cuc
Quan ly Dugc thudc Bo Y té;

Cin cir Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 cia B Y té quy
dinh viéc ding ky thubc,

Cin cir ¥ kién ctia Hbi ddng tu vén cip gidy ding ky hwu hanh thuc, nguyén
liéu 1am thudc - Bo Y té;

Xét @ nghi cia Trudng phong Ping ky thudce - Cuc Quan 1y Dugc;
QUYET PINH:

Dleu 1. Ban hanh kém theo Quyét dinh nay danh muc 07 thudc san xuét
trong nuoc (thuoc diéu trj ung thu dang ky 14n dAu — sé ding ky hiéu lyc 03 nim)
duoc cdp sb ding ky Iuwu hanh tai Viét Nam - Dot 162.

Piéu 2. Céng ty san xuft va cong ty ding ky c6 thubc lwu hanh phai in sb
ding ky duge Bd Y té cép 1én nhin thudc va phai chip hanh ding céc quy dinh co
lién quan dén san xuat va huu hanh thudc. S6 ding ky c6 ky. hiéu QLDB-...-18 ¢6
gia tri 03 nim ké tir ngay ky Quyét dinh.

Piéu 3. Trong qué trinh hwu hanh thudc, cong ty ding ky va nha san xuft
phai két hop véi cic co s& didu tri dé thyc hién theo dung céc quy dinh hién hanh
vé thudc k& don va theo ddi an toan, hidu qua, téc dung khong mong muén cia
thudc trén ngudi Viét Nam. Cong ty ding ky cé trch nhiém tdng hop céc béo céo
ctia cdc don vi trén v& Cuc Quan Iy Dugc theo ding quy dinh hién hanh mbi 06
thang mét 14n.



Pidu 4. Cong ty san xudt va cong ty ding ky c6 cac thubc thude danh myc
kém theo quyét dinh nay phai cdp nhét quy dinh vé thubc dbc trén nhén va huéng
dén sir dung theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo
Y té quy dinh ghi nhin thudc, nguyén liéu lam thudc va t& hudéng din st dung
thudc va chi duge sén xuét, luu hanh thubc trén thj trudng sau khi Cuc Quan 1y
Dugc phé duyét ndi dung cép nhét nay.

Pidu 5. Quyét dinh nay c6é hidu lyc k& tir ngdy ky ban hanh.

Piu 6. Gidm dbc S& Y & céc tinh, thanh phé tryc thudc trung wong va giam
dbc cong ty san xult va cong ty ding ky c6 thudc tai Didu 1 chju trdch nhiém thi
hanh Quyét dinh nay./.

Noi nhin:
- Nhu Piéu 6;
- BT. Nguyén Thi Kim Tién (dé b/c);
- TT. Truong Qubc Cudng (dé b/c);
- Cyc Quin y - B Quéc phong, Cuc Y té - B4 CA,;
- Cuc Y té giao théng van tai- B8 GTVT;
- Téng Cuc Hai Quan- B3 Tai Chinh;
- Béo hiém x3 hoi Viét Nam;
- Vu Phép ché, Cuc Quin 1y Khim, chita bénh - B§ Y t&
Thanh tra B§ Y té;
- Vién KN thubc TU va VKN thudc TP.HCM;
- Téng Céng ty Duge VN-CTCP;
- C4c bénh vién, Vién c6 giudng bénh tryc thujc BYT;
- Website cia Cyc QLD, Tap chi Duge My phém —-Cuc QLD;
- Luu: VT, KDD, BKT (15b).
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CUC QUANLY DUGC

CONG HOA XA HOI CHU NGHIA VIET NAM
Dgc 1dp - Tw do - Hanh phiic

DANH MUC 07 THUOC SAN XUAT TRONG NUGC
DPUQC CAP SO PANG KY HIEU LUC 03 NAM
(THUOC PIEU TRI UNG THU PANG KY LAN PAU) - BQT 162

Ban hanh kém theo quyét dinh sé: %3?.;/QD-QLD, ngay 08.7%/..701%

1. Cong ty ding ky: Céng ty cd phin céng nghé sinh hoc dui_rc Nanogen (D/c: L6 1- 5C Khu
Cong nghé cao, phuong Tdng Nhon Phii A, qudn 9, Tp. HCM - Viét Nam)

1.1 Nha sin xuit: Cong ty c phin céng nghé sinh hoc dwge Nanogen (B/c: L6 I - 5C Khu Céng
nghé cao, phuong Tang Nhon Phii A, qudn 9, Tp. HCM - Viét Nam)

n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Qﬁy cich sé d .
STT | Tén thude Ham lwgng ché tho {chuin| déng géi 0 ding ky
1 |Calitaxel - Mbdilo 16,7m1 chira: Dungdich | 24 {TCCS |Hop11ox 16,7 | QLDB-717-18
" |Paclitaxel 100 mg  |dam djic @& |théng ml
Ty pha truyén
tinh mach
2 |Calitaxel MB&i lo 25ml chita: Dung dich 24 |TCCS [Hop1llox25 | QLDPB-718-18
Paclitaxel 150 mg |d4m dic dé [thang] ml
pha truyén
tinh mach
3 |[Calitaxel M3i lo 5 mlchita: [Dungdich | 24 [TCCS Hop 110 x 5ml | QLDB-719-18
Paclitaxel 30mg dam dic dé [théng '
o pha truyén
tinh mach

2. Cong ty ding k}: Cong ty cb ph%ﬁ dwgc Danapha (D/c: 253 - Diing St Thanh Khé - Qudn
Thanh Khé - Tp. Da Nang - Viét Nam)

2.1 Nha sin xuit: Céng ty cb phin dwge Danapha (B/c: 253 - Diing ST Thanh Khé - Qudn Thanh
Khé - Tp. Da Nang - Viét Nam)

. P Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich £ .
STT Tén thuoe Ham hrong ché tho |chudn| déng goi 56 dang ky
4  |Cyclosporine 100mg Cyclosporin 100 mg |Vién nang 36 {TCCS |Hop 1 tii nhém | QLDB-720-18
mém thing chira 3 vi, Svix
| 10 vién (vi
nhém-PVC)
5 |Cyclosporine 25 mg [Cyclosporin 25 mg |Vién nang 36 |TCCS |Hop 1 tdi nhém | QLDPB-721-18
mém thang chra3 vi, Svix
|10

Trang 1




vién (vi
nh6m-PVC)

QLDbB-722-18

6 |Cyclosporine 50mg Cyclosporin 50 mg |Viénnang | 36 |TCCS {Hop 1 thi nhém
mém thang chira 3 vi, 5 vix
10 vién (vi
nhém-PVC)
3. Cong ty ding ky: Cong ty Cé phan Du'qc pham An Thlen (D/c 31 4 Bong Sao, Phuong 5,
Qudn 8, TP. H6 Chi Minh - Viét Nam)
3.1 Nha san xuét: Cong ty cb phin dugc phim An Thién (D/c Lo CJ 6, duong 56 9, KCN Hzep
Phucc, huyén Nha Be, TP. Hbé Chi Minh - Viét Nam)
. Hoat chit chinh - | Dang bao Tudi| Tidu | Quy cach K oas
STT Tén thuoc Ham hrong ché | tho |chuin| donggei | 0 9AnE kY
7 |A.T Oxaliplatin 100  |Oxaliplatin 100 mg |Bot dong ~24 |TCCS |Hop 11lo+2 QLDbB-723-18
kho pha tiém|thing 8ng nude cht '
- pha tiém 10ml;
Hop3lo+6
5ng nudce cht
pha tiém 10ml;
|Hép 5 lo + 10
" ".18ng nuéc cht
pha tiém 10 ml
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