BO YTE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phiic
S6: 440 /QP-QLD Ha Néi, ngay 05 thang ¥ ndm 2018
QUYET PINH

Vé viéc ban hanh danh muc 04 thudc sin xuat trong nwéc (thude chira hoat chit
khang virus dang ky 1in diu - s6 ding ky c6 hiéu hrc 03 nim)
dugc cip so ding ky lwu hanh tai Viét Nam - Dot 162

CUC TRUONG CUC QUAN LY DUQC

Can cr Tuat Duge ngay 06 thang 4 ndm 2016;

Cin c&r Nghi dinh sb 75/2017/ND-CP ngay 20/6/2017 cta Chinh phu quy
dinh chitc nang, nhiém vu, quyén han va co cdu td chirc cia Bo Y té;

Cin ctr Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 ctia BS truong BY Y
té v& viéc quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc ctia Cuc
Quan 1y Duoc thudc Bo Y t4;

Can ctr Thong tu s& 44/2014/TT-BYT ngay 25/11/2014 ciia B6 Y t& quy
dinh viée diing ky thude,

Cin ctt ¥ kién ctia Hoi ddng tu van cip gidy dang ky luu hanh thube, nguyén
liéu 1am thube - Bo Y té;

Xet dé nghi ctia Trudng phong Ping ky thudc - Cuc Quan ly Dugc;
QUYET DINH:

Diéu 1. Bau Lauh kéw (heo Quyél diuli ndy daul muc 04 thube san xul
trong nuéc (thudc chira hoat chét khéng virus dang ky lan déu — s dang ky ¢6 hidu
luc 03 nam) duoc cap sé ding ky luu hanh tai Viét Nam - Dot 162.

Piéu 2. Cong ty san xuit va céng ty ding ky c6 thudc luu hanh phai in sb
dang ky dugce B6 Y té cip 1én nhén thube va phai chép hanh ding cac quy dinh co
lién quan dén san xuét va luu hanh thube. S6 dang ky c6 ky hiéu QLPB-...-18 ¢6
gid tri 03 nam ké tr ngay ky Quyét dinh.

Pidu 3. Trong qua trinh luu hanh, c6ng ty ding ky va nha san xut phai két
hop v6i cac co s& diéu tri d@é thuc hién theo ding c4c quy dinh hién hanh vé thudc
ké don va theo ddi an toan, hiéu qua, tdc dung khéng mong mudn cia thudc trén
ngudi Viét Nam. Coéng ty ding ky c6 trach nhiém tdng hop céc bao cdo clia cée



don vi trén vé Cuc Quéan Iy Dugc theo diing quy dinh hién hanh m3i 06 thang mot
lan.

Diéu 4. Quyét dinh nay c6 hiéu lyc k& tir ngay ky ban hanh.

Pidu 5. Gism déc S¢ Y & c4c tinh, thanh phd truc thudc trung vong va gidm
ddc cong ty san xudt va cong ty ding ky c6 thudc tai Pidu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.
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CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC

Poc lap - Tw do - Hanh phiic

DANH MUC 04 THUOC SAN XUAT TRONG NUGC
] _ PUQC CAP SO PANG KY HIEU LUC 03 NAM
(THUOC CHUA HOAT CHAT KHANG VIRUS PANG KY LAN PAU) - POT 162

Ban hanh kém theo quyét dinh sé: .440/QDP-QLD, ngay 08./.77..20 1%

1. Cong ty ding ky: Cong ty ¢b phan dwgc phadm Medbolide (D/c: Phong 09, lau 10, téa nha
The EverRich 1, s6 968 Puwong ba théng hai, P.15, Quan 11, Tp. H6 Chi Minh - Viét Nam)

1.1 Nha san xuét: Chi nhanh Céng ty c6 phan duwoe pham Phong Phi- Nha may sian xuét

dwgc phdm Usarichpharm (B/c: Lé s6 12 Puong 56 8, khu céng nghiép Tdn Tao, phudng Tdn
Tao A, qudn Binh Tan, TP. H6 Chi Minh. - Viét Nam)

—_— Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach S e 1
e Lenthoihe Ham lugng ché tho |chuin| déng goéi RS N
1 [Vifagis Tenofovir disoproxil | Vién nén bao| 36 [TCCS [Hop1vix10 | QLDB-698-18

fumarat 300 mg; phim

thang vién
Emtricitabin 200 mg

2. Cong ty ding ky: Cong ty c6 phin Korea United Pharm. Int 1 (B/c: S6 24, Pai I T Do
KCN Viét Nam- Singapore, thi xd Thudn An, tinh Binh Duong - Viét Nam)

2.1 Nha san xuét: Cong ty cb phin Korea United Pharm. Int 1 (D/c: S6 24, Dai 16 Ty Do, KCN
Viét Nam- Singapore, thi x& Thudn An, tinh Birh Duong - Viét Nam)

. Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quyeach | g5 gz 0o
=kl Tent thug Ham lugng ché | tho |chufn| déng goi pieEN
2 |Emtriteno Emtricitabin 200 Viénnén bao| 36 |IP4 |Hop 1 thix 3 vi| QLDB-699-18
mg; 'T'enofovir phim thang x 10 vién
disoproxil fumarat
300 mg

3. Cong ty dang ky: Cong ty TNHH Dugc phé‘im Vinh Twong Phat (D/c: 28 ducong 266, phirong
6, qudn 8, TP. HCM - Viét Nam)

3.1 Nha san xuét: Chi nhinh Céng ty ¢6 phin dwgc phim Phong Phii- Nha méy sén xuit

dwoc phim Usarichpharm (D/c: L6 56 12 Puong s6 8, khu cong nghiép Tan Tao, phiong Téan
Tao A, qudn Binh Tdn, TP. H6 Chi Minh. - Viét Nam)
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G = B Hoat chét chinh - | Dang bao |Tudi Quy céch P
2 e8| : d
STT Tén thude s Biryr ché tho |chudn| déng goi So dang ky
3 |Lechivi Efavirenz 600mg; |Vién nén bao| 36 [TCCS [Hop 3 vix 10 QLDB-700-18
Lamivudin 300mg; |phim thang vién

fumarat 300mg

Tenofovir disoproxil

4. Céng ty ding ky: Cong ty TNHH sinh duge pham Hera (B/c: L6 A17 KCN Tt Ha, P. Ti Ha,
IX. Huong Tra, Thira Thién Hué - Viét Nam)

4.1 Nha sén xuat: Cong ty TNHH sinh dwgc phiim Hera (B/c: L6 A17 KCN Ti Ha, P. Tit Ha,
TX. Huong Tra, Thira Thién Hué - Viét Nam)

R £ Ioat chiit chinh - | Dang bao |Tudi| Tigu Quy cach S& ds ;
STT Tén thuoce Eai Tisgi ché tho | chudn|  déng goi 0 dang ky |
4 |Efava Emtricitabine Vién nang 24 [TCCS Hop3vix10 | QLDB-701-18
200mg cliing thang vién '

Trang 2

CUC TRUONG

-
B,
£ N




