BO Y TE " CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC DPoc 1ap - Tw do - Hanh phic
Sé: 4%¢ /QP-QLD Ha Ngi, ngay 05 thang 3 ndim 2018
QUYET PINH

Vé viéc ban hanh danh myc 07 thuéc san xuit trong nwéc
(thube diéu tri ung thu ding ky lin dau- sé diing ky c6 hiéu lwc 03 nam)
duwge cap sb dang ky lru hanh tai Viét Nam- Dot 162

CUC TRUONG CUC QUAN LY DUQC

Can cu Luat Dugc ngay 06 thang 4 nam 2016;

Ciin ¢ Nghi dinh s6 75/2017/NB-CP ngdy 20/6/2017 ciia Chinh phii quy
dinh chtc ndng, nhiém vu, quyén han va co céu td chitc ctia Bd Y té;

Cin ct Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua B trudng BO Y
té vé viée quy dinh chirc nang, nhiém vu, quyén han va co ciu td chitc cua Cuc
Quén Iy Dugc thude B Y té;

Cin ct Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 ciia Bs Y té quy
dinh viéc ding ky thudc,

Can ctr v kién cta Hbi dong tu van cép gidy ding ky luu hanh thube, nguyén
liéu 1am thudc - Bo Y té;

Xét ¢& nghi ctia Trudéng phong Ping ky thude - Cuc Quan ly Dugc;
QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 07 thudc san xut
trong nudce (thudce didu tri ung thu ding ky 1an dau — sb dang ky hiéu lyc 03 nidm)
duogc cip s6 ding ky Iuu hanh tai Viét Nam - Dot 162.

Diéu 2. Céng ty san xuét va cong ty dang ky cé thube luu hanh pliéi in sb
dang ky duge B Y & cép 16n nhin thube va phai chip hanh ding cic quy dinh cé
lién quan dén san xudt va luu hanh thudc. S6 dang ky ¢6 ky hiéu QLDB-...-18 ¢b
gia tri 03 niam k& tir ngdy ky Quyét dinh.

Piéu 3. Trong qué trinh luu hanh thubc, cong ty ding ky va nha san xuét
phai két hop véi cac co s¢ didu tri dé thyc hién theo ding cac quy dinh hién hanh
vé thudc ké don va theo ddi an toan, hidu qua, tdc dung khéng mong mubn cla
thudc trén ngudi Viét Nam. Cong ty ding ky c6 trach nhiém tong hop céc bio cdo
clia cac don vi trén v& Cuc Quan 1y Dugc theo ding quy dinh hién hanh mdi 06
thang mét 1an.



Piéu 4. Cong ty san xuit va cong ty ding ky c6 cac thude thudc danh muc
kém theo quyét dinh nay phai cap nhat quy dinh v& thubc dgc trén nhén va huéng
dan st dung theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia B
Y té quy dinh ghi nhan thudc, nguyén liéu 1am thubc va t& huéng din st dung
thudc va chi duge san xuét, luu hanh thuéc trén thi trudng sau khi Cuc Quan ly
Dugc phé duyét ndi dung cdp nhéit nay.

Diéu 5. Quyét dinh nay c6 hiéu luc k& tir ngay ky ban hanh.

Piéu 6. Giam doc SO Y té céc tinh, thanh phé truc thudce trung wong va giam
doc céng ty san xuat va cong ty ding ky cé thudc tai Pidu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.

No'i nhin: ___ CUCTRUONG
- Nhu Piéu 6; %
- BT. Nguyén Thij Kim Tién (dé b/c);
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CUC QUAN LY DUQC

BOYTE

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

DANH MUC 07 THUOC SAN XUAT TRONG NUGC
_ PUQC CAP SO PANG KY HIEU LUC 03 NAM
(THUOC PIEU TRI UNG THU PANG KY LAN DAU) - POT 162

Ban hanh kém theo quyét dinh sé: 4&3?3../QB-QLD, ngay 00/.7/..701%

1. Céng ty ding ky: Cong ty cb phin cong nghé sinh hoc dwoc Nanogen (B/c: L6 I - 5C Khu
Céng nghé cao, phuong Tang Nhon Phii A, qudn 9, Tp. HCM - Viét Nam)

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

el Hoat chit chinh - | Dang bao |Tudi| Tisu | Quy cach e =
ol dERlnlae TMam lrgng ché | tho [chudn| aomggei | SO dAnE kY
1 |Calitaxel MB&i lo 16,7ml chia: |Dung dich | 24 [TCCS [Hop 11ox16,7| QLDB-717-18
Paclitaxel 100 mg |dédm deflc‘dé thang ml -
pha truyén
tinh mach
2 |Calitaxel M3i lo 25ml chira: Dung djch, 24 |TCCS |Hop 1 1lo x 25 QLDB-718-18
Paclitaxel 150 mg  dédm ddc d€ |thang ml
pha truyén
tinh mach
3 |Calitaxel MBbi lo 5 ml chira: Dung dichn 24 [TCCS |Hop 1 lo x 5Sml | QLBB-719-18
Paclitaxel 30mg dam déc d€ |thang
pha truyén
tinh mach

2. Cong ty dang ky: Cong ty ¢o phan dwge Danapha (B/c: 253 - Dung ST Thanh Khé - Qudn
Thanh Khé - Tp. Ba Néng - Viét Nam)

2.1 Nha san xuzjt: Cong ty cb phan dwgc Danapha (P/c: 253 - Diing ST Thanh Khé - Qudn Thanh
Khé - Tp. Da Nang - Viét Nam)

5 £ Hoat chiit chinh - | Dang bao Tudi| Tiéu Quy cach K g £
SEX AR Ham lwong ché | tho [chuin| donggei | O dan8KY
4 |Cyclosporine 100mg Cyclosporin 100 mg | Vién nang 36 [TCCS |Hop I ti nhdém | QLDB-720-18
mém thang chira3 vi, 5vix
10 vién (vi
nhdm-PVC)
5 |Cyclosporine 25 mg Cyclosporin 25 mg | Vién nang 36 |[TCCS |Hop 1 thi nhém | QLDB-721-18
mém thang chtra3 vi, Svix
10

Trang 1




vién (vi

nhém-PVC)

Cyclosporine 50mg

Cyclosporin 50 mg

Vién nang
mem

36
thang

TCCS

Hop 1 ti nhém
chra3 vi, 5vix
10 vién (vi

nhém-PVC)

QLDB-722-18

3. Cong ty ding ky: Céng ty C6 phin Dwge phdm An Thién (D/c: 314 Béng Sao, Phuong 5,
Qudgn 8, TP. H6 Chi Minh - Viét Nam)

3.1 Nha san xuit: Cong ty ¢ phin dugc phdm An Thién (B/e: L6 CI6, diong s6 9, KCN Hiép
Phuée, huyén Nha Bé, TP. Ho Chi Minh - Viét Nam)

: Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach g e
a £ : ang | S0 dang k
elt Lt ARTE Ham lwgng ché tho | chuin dong goi ¢ dang &y
7 |A.T Ouxaliplatin 100 Oxaliplatin 100 ing |BoL dong 24 |TCCS Hop Ilo+2 QLbLB-/23-18
kho pha tiém |thang 6ng nudc cat

pha tiém 10ml;
Hop3lo+6
bng nude cat
pha tiém 10ml;
Hop 5lo+10
ong nudc cht
pha tiém 10 ml

Trang 2
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