BOYTE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc ldp - Tw do - Hanh phiic
S6: 30,1 /QB-QLD Ha Ngi, ngdy S thdng 3 ndm 2016
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oue T TRUBNG CUC QUAN LY DUGC

Chn ¢t Ludt Dugc ngdy 14 thang 6 ndm 2005;

Can cir Nghj dinh sé 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phu quy
dinh chirc ning, nhiém vy, quyénhen va co ciu td chire ciia BS Y té;

Cin ctr Quyét dinh sb 3861/QD-BYT ngy 30/9/2013 ciia B§ truéng B§ Y
té vé viéc quy dinh chitc niing, nhiém vy, quyén han va co céu td chirc cia Cuc
Quin Iy Duge thuge B Y té;

Cin clr Thong tr sb 44/2014/TT-BYT ngay 25/1 1/2014 ctia B3 Y té qui
dinh viéc diing ky thubc,

Can ctr ¥ kién cita Hoi ddng tu vén cép sb ding ky lwu hanh thubc B Y té;

X6t d& nghi ctia Phong Ping ky thudc - Cyc Quén Iy Dugc;

QUYET DINH:

Pidu 1: Ban hinh k3m theo Quyét dinh nay danh muc 02 thufc sin xuét
trong nudc (thudc diéu tri ung thw déng ky lan ddu — sb ding ky higu lyc 02 nim)
duge cép sb ding ky luru hinh tai Viét Nam - Dot 154,

Pidu 2: Céng ty san xult va cﬁng ty ding ky c6 thuéc luu hanh phai in sb
ding ky duqc BéY té cép 1én nhin thubc va phai chip hanh dtng cic quy ché cé
lién quan dén sin xuft va luu hanh thubc. S& ding ky c6 ky hiéu QLPB-...-16 c6
gié trj 02 nim ké tir ngay ky Quyét dinh.

Diéu 3: Trong qué trinh luu hanh thudc, nha sin xult phai két hgp véi céc
co s& didu trj dé thyc hign theo diing céc quy dinh hign hanh vé thudc ké don va
thco d&i hidu luc, dé an todn, tac dung khéng mong mudn cla thubc trén ngudi
Viét Nam. Céng ty ding ky c6 tréch nhiém téng hop céc béo céo clia céc don vj
trén v& Cyc Quén Iy Duge theo diing quy dinh hién hinh m3i 06 théng mjt lan.

Pitu 4. Quyét dinh nay c6 higu luc k& tir ngdy ky ban hanh.



Pidu 5. Gidm dbc S& Y té c4c tinh, thanh phd truc thude trung wong va gidm
d6c cOng ty san xudt va cong ty dang ky c6 thudc tai Piéu 1 chju trach nhiém thi
hanh Quyét dinh nay./.

Noi nhan:
- Nhu Biéu 5;
- BT. Nguyén Thij Kim Tién (4é b/c);
- TT. L& Quang Cudmg (dé b/c); ,
- Cyc Quén y - B§ Quoc phong, Cyc Y té - B§ CA;
- Cyc Y té giao théng vin tii- B4 GTVT; L s e
- Téng Cuc Hai Quan- B Tai Chinh; ‘ AW i g -
- Béo hidm x4 hoi Viét Nam; (e
- Vu Phép ché, Cuc Quan Iy Kham, chira bénh - B§ Y™ #frong Quéc Cuimg
Thanh tra B3 Y té; .

- Vién KN thuéc TU va VKN thuéc TP.HCM,;

- Téng Céng ty Dugc VN;
- Céc bénh vién, Vién c6 girdmg bénh trirc thufc BYT;
- Website ciia Cuc QLD, Tap chi Dugc My phim — Cyc QLD;
- Luru: VP, KDD, PKT (12b).
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- DANH MUC 02 THUOC SAN XUAT TRONG NUGC PUGC CAP SO PANG KY HIEU LYC 02 NAM
(THUOC DIEU TR UNG THU DANG KY LAN DAU)- BQT 154 |

 Ban hanh kém theo quyét dmhséﬁ_@.z..._jQB-QLD, ngdy .AD.1.. 7. 2006
1. Cong ty ding ky: csng ty C8 phin BV Pharma (B/c: Ap 2, Xa Tdn Thanh Tay-Huyén Ci
Chi-Thénh phd Hé Chi Minh - Viét Nam)

1.1 Nha sén xufit: Cng ty C8 phdn BV Pharma (B/c: Ap 2, Xd Tdn Thanh Ty-Huyén Ci
Chi-Thinh phé H6 Chi Minh -:Vi¢t Nam)

| Hogt chft chinh - | Dangbdo {Tudi| Tieu | Quyecsch |
STT Tén thube Him hwgng - ché tho |chudn| Aéng géi S8 dting ky
1 |BivoEro 150 " [Erlotinib (dwdi dang |Vién nén bao| 36 [TCCS [Hop3 vix 10 | QLDB-553-16
S Erlotinib HCI) |phim théng vién
150mg

2. Céng ty ding ky: Céng ty C8 phin Dwge phdm An Thién (D/c: 314 Béng Sao, Phuong 5,
. Qugn 8, TP. Hé Chi Minh - Viét Nam)

2.1 Nha sin xufit: Céng ty C8 phin Derge phdm An Thitn (B/c: C16, dudmg sé 9, KCN Higp
Phudc, huyén Nha Beé, TP. H3 Chi Minh - Viét Nam)

Hogt chit chinh - | Dgngbao |Tudi} Tieu | Quycdeh | gfax oo
ST Tén thube Ham hrong ché tho [chufn| d6ng goi gly

2 |Capecitabine 150 A.T |Capecitabin 150mg [Vién nén bao| 24 [TCCS [Hép2 vi, hip 3 | QLDB-554-16
phim théng vi, hdp 5 vi,
[hép 10 vix 10
vién. Hép 1
chai 30 vién,
hdp 1 chai 60

~ |vién, hop 1 chai
100 vién
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