Bo Y TE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUuQC Poc lap - Tu do - Hanh phuc*
s6 2 /Qb-QLD Ha Noi, ngayj5'thang 2016
QUYET PINH

Vé viéc ban hanh danh muc 04 thu6c san xudat trong nuédc (thudc chlra hoat chat
vi rat dang ky lan dau - s6 dang ky c6 hiéu luc 02 nam)
%ugc cap s dang ky lvu hanh tai Viét Nam - Dot 154

CUC TRUONG CUC QUANLY Duoc

Can cu Luat Dwoc ngay 14 thang 6 nam 2005;

Can c Ngiu dinh sd6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cdu t6 chirc ciia BO Y té;

Can clr Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua Bo trwong Bo Y
té vé viéc quy dinh chirc nang, nhiém vu, quyén han va co cau té chirc clia Cuc
Quén ly Duoc (riudc Bo Y té;

Can ct Thong tv s6 44/2014/TT-BYT ngay 25/11/2014 cla B6 Y t€ qui
dinh viéc dang ky Giudc,

Can ctr y kién clia HOi dong tu'van cap s6 dang ky lwu hanh ¢iuée BO Y t€;
Xét dé nghi cha Phong Bang ky ¢tiudc - Cuc Quan ly Duoc;
QUYET PINH:

Diéu 1 Ban hanh kém theo Quyél dinh nay danh muc 04 (tiu6c san xuét
trong nwéc (thudc chira hoai chat khang vi rat dang ky lan dau - s6 dang ky co
hiéu lyvc 02 nam) dwoc cdp s6 dang ky lvu hanh tai Viét Nam - Dot 154.

*Diéu 2. COng ty san xuat va cong ty dang ky c6 tiiudc lwu harki phai in so
dang ky dwoc BO Y té cdp Ién nhan (riudc va phai chdp hanh didng cac quy ché cé
lién quan dén san xudt va lvu hanh ¢iu6e. s6 dang ky cé ky hiéu QLDB-...-16 c6
gia ri 02 nam keé tir ngay ky Quyét diri.

mDiéu 3. Trong qua trinh lvu hanh, nha san xuét phai két hgp véi cac co s&
diéu tri dé thwc hién (rieo ding cac quy dinh hién hanh .vé thu6c ké don va tiieo doi
hiéu lwc, do an toan, tac dung khéng mong mudén cla ¢iudc rén nguoi Viét Nam.
Cong ty dang ky cé trach nhiém tdng hop cac bao cao cua cac don vi rén vé Cuc
Quan ly Duot theo dung quy dinh hién hanh moi 06 riang mot lan.
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DPiéu 4. Quyét dinh nay co hiéu luvc ké tir ngay ky ban hanh.

Diéu 5. Giam dbc S¢ Y té cac tinh, thanh ph6 tryc thudc trung vong va giam
déc cong ty san xuat va cong ty dang ky c6 thub6c tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhan:
- Nhu Digu 5; TRUOTVG/
- BT. Nguyén Thi Kim Tién (dé blc);
- TT. L& Quang Cudng (dé b/c);
- Cuc Qu” y,- B0 Quoc phong, Cuc Y té - B6 CA;
- Cuc Y té giao théng van tai- B6 GTVT;
- Téng Cuc Hai Quan- B Tai Chinh;
- Bao hiém x& hoi Viét Nam;
- Vu Phép ché, Cuc Quan ly Kham, chita bénh - B0
Thanh traBo Y t€;
-Vién KN thuéc Tw va VKN thudc TP.HCM;
- Téng Céng ty Dwoc VN;
- Cac bénh vién, Vién c6 givdong bénh tryc thuéc BYT;
- Website clla Cuc QLD, Tap chi Dugc My phdm - Cuc
QLD;
- Lvu: VP, KDD, BKT (12b).

reong Quéc Cuong
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Bo YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Poc lap - Ty do - Hanh phtc

DANR MUC 04"rau”c SAN XUAT TRONG N v ¢¢ PUQC CAP s6 DANG KY mEU Luc 02 NAM
(THUOC CHUA HOAT CHAT KHANG VI RUT BDANG KY LAN BAU) - BOT 154

Ban hanh kém theo quyét dmh s6:5A££.../QD-QLD, ngty

1. Coéngty dang u-. Congty co phan BV Pharma (B/c: Ap 2, X& Tan Thanh Tay-Huy2n CI
Chi-Thanhphé HO ChiMinh - ViétNam)

1.1Nha san xut:~ Cong ty co phan BV Pharma p/c; Ap 2, Xa Tan Thanh Tay-Huyén CU 5
Chi-Thanhphé& H& ChiMinh - Viét Nam) 3
)
3
\ « Hoat chdtchinh - Dangbdo Tubi Tieu  Quy cach A oax
STT Tén thudc . ANY | , Y
! Ham lugng ché tho chudn  déng goi S0 dang kyé
1 Asmenide 0.5 Entecavir Viénnénbao 30 TCCS Hop3vix 10  QLPB-545-1 '
monohydrat 0,5mg  phim thang vién
2 Asmenide 1.0 Entecavir Vignnénbao 30 TCCS Hop3vix 10  QLDB-546-16.
monohydrat Img  phim thang vién e
2. Congty dangCong ty TNHH LD Stada-Viét Nam. (B/c: K63/1 Nguyén ThiSéc. &p My &
Hoa 2, xd Xuan Théibong, huyén Hoc Mén, Tp. HCM- ViétNam) o
2.1Nha san xudt: Chi nhanh Cong ty TNHH LD Stada-Viét Nam (B/c: s6 40 Dai 16 T Do %
KCN Viét Nam - Singapore, Thuan An, Binh Duong - Viét 'Nam) .
=
L
Hoat chatchinh - Dangbado Tubi Tié Quy cach =
. A ~ _ - , iéu uy Cac X ax .
Sl Ten thuoc Ham luong ché tho chudn  déng goi S5 déng k2
3 Trenstad EmUricitabin 200mg; Viénnénbao 24 TCCS Hop 3vix 10 QLDB—S47—1§
Tenofovlr disoproxii phim tiiang vién, hop 1chai
ilimarat 300mg 60 vién

3. Congty dang ky: Céng ty TNHH ReUv pharma (B/c: 22H1 duwdng so 40, khu dan cw Tan Quy
DBoéng, phwong Tan Phong, quén 7, tp. HCM - Viét Nam)

3.1Nha san xuat: Cong ty c¢6 phan dwgc pham Trung wemg 2 (B/c: L6 27 Khu céng nghiép
Quang Minh, thi trdn Quang Minh, huyén Mg Linh, Tp. Ha NGi - Viét Nam)

Hoat chatchinh- Dangba Tubi Tiéu  Quy cach

STT Teén thuoc Ham luong ché tho chudn  dong goi S0 dang ky
4  Tenifo-E Tenofovir disoproxil viénnénbao 24 TCCS hop 1vix 10 QLbBB-548-16
fiimarate phim thang vién

Trang 1



300mg;
Emtricitabine
200mg

Trang 2

CUC TRUONG>

Trwong Quéc Cuong
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