BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY bUQC Poc lap - Ty do - Hanh phiic
$6: (£S /QD-QLD Hi Noi, ngdy A5 thang 4< nam 2014
QUYET DINH

V& viéc ban hanh danh muc 05 sinh phdm y t€ duoc cdp s6 ding ky luu hanh tai Viét
Nam - Dot 26 (S6 ding ky c6 hiéu lyc 02 nim)

CUC TRUONG CUC QUAN LY DUOC

Can ctr Luat Duge ngay 14 thadng 6 nam 2005;

Ciin ¢t Nghi dinh s6 63/2012/ND-CP ngdty 31/8/2012 ctia Chinh phii quy dinh
chirc ning. nhiém vu, quyén han va co cfu té chic clia Bo Y 1€

Can ot Quyét dinh 58 3861/2013/QD-BYT ngay 30/9/2013 cia Bo trudng Bo Y
1¢ quy dinh chifc nang, nhiém vy, quyén han va co céu té chic cha Cuc Qudn ly Duoc
thude Bo Y 1€;

Cin cit Thong tr s6 22/2009/TT-BYT ngay 24/11/2009 cia BS truéng Bo Y &
quy dinh viéc dang ky thudc;

Can ctf v kién clia Hoi déng 1w van c4p s6 dang ky luu hinh vic xin va sinh
phdm y 1€ - B6 Y &

Xét dé nghi cha Trudng phdng Dang ky thude - Cuc Qudn 1y Duge,

QUYET DINH:

Didu 1. Ban hinh kém theo Quyét dinh nay danh muc 05 sinh phim y t& duoc cip
s6 ding ky luu hanh tai Viét Nam - Dot 26 (S8 ding ky ¢é hi¢u luc 02 nam).

Piéu 2. Cdc don vi ¢6 sinh phim y & duge phép luu hanh tai Viét Nam qui dinh
tal Didu 1 phdi in s6 dang ky duge Bo Y t€ Viét Nam cfp [én nhén va phdi chdp hach
ding cdc quy dinh ctia phép luat Viét Nam vé sin xuédt va kinh doanh sinh phim y t&
Cic s6 dang ky c6 ky hidu QLSP-H02-...-14 ¢6 gid tri 02 ndm ké tir ngdy cip.

Piéu 3. Trong qud trinh luu hanh, cong ty dang ky thude, nhd sin xuat phai pho
hop v6i ¢o s& didu tri dé thue hién theo ding cde quy dinh hién hinh vé thude ké don
va theo ddi hiéu lyc, d¢ én dinh, an todn, téc dung khéng mong mu6n cta thude trén
ngudi Viét Nam. Cong ty dang ky thude ¢6 trdch nhigm téng hgp va bie cdo céic nol
dung néu trén theo ding quy dinh hién hanh mdi 06 thing moét lin vé Cuc Quan Iy
duoc.

Diéu 4, Quyét dinh nay c6 hieu luc ké tir ngdy ky ban hanh.

cdc don vi ¢6 sinh phdm y & néu tai diéu 1 chiu tréich nhié¢m thi hinh quyéi djfih nay./
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CUC QUAN LY DUQC

BOYTE

CONG HOA XA HQI CHU NGHIA VIET NAM
Pic 1ip - Ty do - Hanh phiice

DANH MUC 5 SINH PHAM Y TE BUQC CAP SO PANG KY HIEU LUC 2 NAM - DQT 26
Ban hanh kém theo quyét dinh sé: 685/QD-QLD, ngay da.lid 2044

1. Cong ty ding ky: Diethelm & Co.,Ltd (D/c: Wiesenstrasse &, 8008 Zurich - Ban Mach)

1.1 Nha sin xufit: Novo Nordisk A/S (B/e: Novo Allé, DK-2880 Bagsvaerd - Dan Mach)
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2, Céng ty ding ky: Eli Lilly Asia, Inc - Thailand Branch (B/c: Thanapoom Tower, 14" Floor
1350 New Petchburi Road, Makasan, Rachtavee, Bangkok 10400 - Thailand)
2.1 Nha san xult: Co sé Jip rap, déng géi but tiém KwikPen: Eli Lilly and Company (D/c:

Indianapolis, IN 46285 - USA}
(Co sé san xuit éng thube: Lilly France (Dia chi: 2 rue du Colonel Lilly, 67640 Fegersheim,
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3. Céng ty ding ky: Janssen - Cilag Ltd. (P/c: 106 Moo Lad Krabang Industria! Estaie
Chalongkrung Rd.. Kwaeng Lamplatew, Khet Lad Krabang Banghok 10520 - Thai Lan,

2.1 Nha sin xuét: Baxter Pharmaceutical Solutions LLC., (B/e: 927 South Curry Pike,
Bloomington, Indiana 47403 - My, Co'sé déng goi thir ciip, xut xwéng thanh phim: Cilag AG

(B/e: Hochstrasse 201, 8205 Schaffhausen, Thuy Sy)
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