BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tr do - Hanh phic
sé: L6k /QP-QLD Ha N6i, ngay6 thang % ndm 2015
QUYKET PINH

V& viéc ban hanh danh muc 03 thudc sin xuit trong nuéc (thude chira hoat chit
khéng vi riit ding ky lin d4u - s6 ding ky ¢6 higu lwe 02 nim)
dugc cip s6 diing ky lru hanh tai Viét Nam - Dot 150

CUC TRUGNG CUC QUAN LY DUGC

Cén cir Lugt Dugc ngay 14 thang 6 ndm 2005;

Cén cr Nghi dinh s6 63/2012/ND-CP ngdy 31/8/2012 cta Chinh phu quy
dinh chirc ning, nhiém vy, quyén han va co cu td chirc cia Bo Y té;

Cian cir Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 clia Bo truéng Bo Y
t& v& viéc quy dinh chirc ning, nhiém vy, quyén han va co céu td chic ciia Cuc
Quan 1y Dugc thudc BO Y té;

Cin ctt Thong tr s 44/2014/TT-BYT ngay 25/11/2014 cia B Y € qui
dinh viéc dang ky thubc,
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Cin cir ¥ kién otia Hoi @dng tu vén cép sb dang ky luu hanh thube B6 Y té;
Xét d& nghi chia Trudng phong Ping ky thubc - Cuc Quén 1y Dugc;
QUYLET DINH:

Didu 1. Ban hanh kém theo Quyét dinh ndy danh myc 03 thubc san xuit
trong nudc (thubc chira hoat chét khang vi rit ding ky lan dau — s6 ding ky c6
hiéu lyc 02 ndm) dugc cip sé ding ky hwu hanh tai Viét Nam - Dgt 150.

Didu 2. Cong ty san xuét va cong ty ding ky cb thudc luu hanh phai in s6
ding ky dugc B Y té cip 1én nhan thudc va phai chdp hanh ding cc quy ché ¢6
lién quan dén san xuft va luu hanh thubc. S8 ding ky c6 ky hiéu QLDB-...-15 ¢6
gia trj 02 nam ké tir ngay ky Quyét dinh.

Pidu 3. Trong qu4 trinh luu hanh, nha san xult phai két hop véi cac co s&
didu tri dé thyc hién theo ding céc quy dinh hién hanh vé thudc ké don va theo ddi
hiéu luc, dé an toan, tac dung khong mong mudn cta thubc trén ngudoi Viét Nam.
Céng ty ding ky c6 trach nhiém tdng hop cc bao céo ciia cac don vi trén vé Cuc
Quén ly Dugc theo ding quy dinh hién hanh mdi 06 thang mét lan.



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

Piéu 5. Giém dbc S& Y té cAc tinh, thanh phé truc thué‘)c trung uong va giam
dbc cong ty san xuit va cong ty dang ky c¢6 thudc tai Didu 1 chiu trach nhiém }h;
hanh Quyét dinh nay./.
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BOYTE

CUC QUAN LY DUQC

) DANH MUC 03 THUOC SAN XUAT TRONG NUGC BUGC CAP SO PANG KV
HIEU LUC 02 NAM (THUOC CHUA HOAT CHAT KHANG VIRUT PANG KY LAN DAU) - BT

Ban hanh kém theo quyét dinh sé:£b6./QD-QLD, ngayl./.5. hZﬂ.fS/

1. Céng ty ding ky: Cong ty ¢b phin dwgc phim IMEXPHARM (D/c: 04- dudmg 30/4- Tp. Cao,

CONG HOA XA HOI CHU NGHIA VIET NAM
Dje lip - Ty do - Hanh phuc

Lanh - Péng Thdp - Viét Nam)

1.1 Nha san xuit: Céng ty c phin dwge phim IMEXPHARM (B/c: 04- dieomg 30/4- Tp. Cao

Lénh - Déng Thdp - Viét Nam)

et
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A Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy cich X )
STT Tén thuoc Ham hrong ché tho |chudn|  déng g6i So diing ky
1 |pms - Timevir Tenofovir disoproxil | Vién nén bao| 24 |TCCS |[Hép3vix 10 | QLPB-474-15
fumarat 300 mg phim théing| vién

2. Céng ty diing ky: Céng ty cd phin Pymepharco (B/c: 166 - 170 Nguyén Hug, Tuy Hod, Phii

Yén - Viét Nam)

2.1 Nha sin xudt: Céong ty ¢8 phdn Pymepharco (D/c: 166 - 170 Nguyén Hué, Tuy Hoé, Phii Yén'

- Vigt Nam)
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2 £ Hogt chét chinh - | Dang bao |Tudi| Tigu | Quy cach £ 1
el AEN e Ham lrgng ché | tho |chudn| adémggsi | SCFmEld
2 |Tenfova Tenofovir disoproxil | Vién nén bao| 36 |TCCS [Hop3vix 10 | QLDB-475-15
fumarat 300 mg; phim théng| vién

Emtricitabin 200

mg

3. Cong ty déng ky: Céng ty TNHH dwgc phim Pat Vi Phi (/c: L6 M7A4-CN, Puong D17,
KCN My Phude, tinh Binh Duong - Viét Nam)

3.1 Nha sin xuit: Céng ty TNHH dwrgc phdm Dat Vi Phi (B/c: L6 M7A4-CN, Pucng D17, KCN
My Phuée, tinh Binh Duong - Viét Nam)

STT Tén thude Hoat chit chinh - | Dang bao |Tudi| Tiéu| Quy céch Sé ding ky
Ham lugng ché tho chuin déng gbi
3 (Jimenez Tenofovir disoprosil| Vién nén baoy 36 |1cis |Hap 3 vix 10 .
fumarat 300 mg  |phim thang vi‘gﬁ DRSS
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