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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY pugc Dje 1ip - Tu do - Hanh phiic
Sé: 44 /Qb-QLD Ha Ngi, ngay 06 thang 04 néim 2017
QUYET PINH

A ouia x ; ’ . 4
V& viéc ban hanh danh muc 01 thudc sin xuit trong nuée (thude chira hoat chat
khéng vi rit ding ky 1an diu - s6 dang ky c6 hiéu lyc 02 nim)

dugc cé'ip s6 dang ky lwu hanh tai Viét Nam - Dot 157

CUC TRUONG CUC QUAN LY DUQC

Cén cir Luat Dugc ngay 06 thang 4 ndm 2016;

Cén cir Nghi dinh sé 63/2012/ND-CP ngay 31/8/2012 cia Chinh phu quy
dinh chirc ning, nhiém vu, quyén han va co ciu t4 chire ciia B6 Y té;

Cén cr Quyét dinh sé 3861/QD-BYT ngay 30/9/2013 ctia Bo truéng B6 Y
t€ vé viéc quy dinh chirc ndng, nhiém vy, quyén han va co ciu t3 chirc ciia Cuc
Quan ly Dugc thugc B§ Y té;

Cén cir Thong tu s6 44/2014/TT-BYT ngdy 25/11/2014 cia B Y t& qui
dinh viéc ding ky thuéc,

Cén ctr y kién ctia Hoi ddng tur vén cép s6 dang k¥ Iwu hanh thude Bo Y té;
Xét dé nghj ctia Phong Dang ky thuéc - Cuc Quan Iy Duogc;
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 01 thudc san xuAt
trong nuée (thude chira hoat chét khang vi rut dang ky 1an ddu — sb ding ky co
hiéu lwe 02 n&m) dugc cAp sb dang ky lwu hanh tai Viét Nam - Dot 157.

Piéu 2. Cong ty san xuét va cong ty ding ky ¢6 thubc luu hanh phai in s
ding ky duoc By Y té cép lén nhan thudc va phai chép hanh ding cac quy ché ¢
lién quan dén san xuét va luu hanh thudc, Sé déng ky ¢6 ky hiéu QLDB-..~17 ¢4
gid trj 02 ndm ké tir ngdy ky Quyét dinh.

Pidu 3. Trong qué trinh luu hanh, nha san xuét phai két hop véi cac co sd
dieu trj dé thuc hign theo diing cac quy dinh hién hanh vé thuéc ké don va theo da;
hiéu lye, d6 an toan, tac dung khéng mong muén ctia thudc trén ngudi Viét Nam,
Cong ty ding ky c6 trich nhiém tong hop céc bdo cdo cua céc don vi trén vé Cyc
Quan Iy Dugc theo diing quy dinh hién hanh méj 06 thang mét 14n.
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Pidu 4. Quyét dinh nay ¢6 hitu luc ké tir ngay ky ban hanh. =

-

s s |‘
Piéu 5. Glam dbc S& Y té cac tinh, thanh pho tryc thudc trung Uong va giam .

dbc cong ty san xudt va cong ty ding ky cé thudc tai Pidu 1 chiu trach nhiém thi
hanh Quyet dinh nay./.

Noi nhin: ’CUCT'RUGNG
- Nhu Piéu 5; /j
- BT. Nguyén Thj Kim Tién (dé blc); 1
- TT. Truong Quéc Cuong (48 blc);
- Cuc Quén ¥= B Quéc phong, Cuc Y 1 - B6 CA; 1
- Cuc Y té giao thong van tai- B GTVT; L
- Tbng Cuc Hai Quan- B Tai Chinh; S L4
- Béo hiém xa h6i Viét Nam,;
- Vu Phap ché, Cuc Quaén ly Khém, chira bénh - B Y té;
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hanh PHO CUC TRUONG
Thanh tra B§ Y té; N 5 ,

- Vién KN thube TU va VKN thuéc TP.HCM; /V’d,/ uyn CGit Dot
- Tong Cong ty Dugc VN;

- Céc bénh vién, Vién c6 giudng bénh tryc thuje BYT;

- Website ciia Cuc QLD, Tap chi Dugc My pham Cuc
QLD;

- Luu: VT, KDD, BKT (15b).
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUANLY DUQC bijc Idp - Ty do - Hanh phic

DANH MUC 01 THUOC SAN XUAT TRONG NUOC
) _ DUQC CAP SO PANG KY HIEU LUC 02 NAM
(THUOC CHUA HOAT CHAT KHANG VI RUT PANG KY LAN PAU) - POT 157

Ban hanh kém theo quyét dinh s6: . 4b.../QP-QLD, ngay .0&../. 04/ LCLT
1. Céng ty diing ky: Céng ty ¢b phin duge phdm Trung wong 1 - Pharbaco (B/c: 160 - Ton
Pirc Thing - Péng Pa - Ha Ngi - Viét Nam)

1.1 Nha sin xuit: Cong ty cd phin dugc phAm Trung wong 1 - Pharbaco. (P/c: Thanh Xudn,
Séc Som, Ha Noi - Viét Nam)
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" x Hoat chét chinh - | Dang bao |Tudi| Tigu [ Quy cich & ding ky
Bl L Ham lhrgng ché tho |chuin déng goi g ky
1 [Pharbavix Tenofovir disoproxil | Vién nén bao| 36 [TCCS [Hop3vix10 | QLPB-584-17
fumarat 300mg phim thang vién
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