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QUYET PINH
Vé viéc ban hanh danh muc 01 thuéc nuée ngoai
(thudc 66 hoat chit 14n ddu, phéi hop hoat chat lan d4u hoac dang bio ché
lan d4u dang Ky tai Viét Nam - s6 dang ky c6 hi¢u luc 02 niam)
dugc cAp s6 dang ky luu hanh tai Viét Nam - Dot 89

CUC TRUONG CUC QUAN LY DUGC

Can cit Luat Duoc ngay 14/6/2005;

Cin ¢ Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phil quy
dinh chifc nang, nhiém vy, quyén han va co cau t6 chitc chia BO Y t&;

Can cif Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia BO trudng BO Y
t€ quy dinh chifc ning, nhiém vy, quyén han va co céu t8 chifc ctia Cuc Quén 1y
dugc thuoc Bo Y t€; _

Ciin cif Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ciia BY Y 1€ quy
dinh viéc dang ky thudc;

Can cit ¥ kién cha Hoi déng tur vén cfp s6 dang k¢ luu hanh thuéc - BO Y
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té;
Xét dé nghi cha Trudng phdng Pang ky thude - Cuc Quén 1y Duoc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 01 thudc nuéc
ngoai (thu6c c6 hoat chat 14n d4u, ph6i hgp hoat chat 14n ddu hoic dang bao ché
14n ddu ding ky tai Viét Nam - s6 dang k¥ c6 hiéu lyc 02 nam) dugc cdp s6 ding
ky lwu hanh tai Viét Nam - Dot 89.

Piéu 2. Nha sn xuft va cong ty dang ky thubc c6 trédch nhiém cung cdp
thuc vao Viét Nam theo diing céc ho so tai liéu da dang ky v4i B Y t€. SO ding
ky dugc Bo Y t&€ Viet Nam cdp phai duge in lén nhan thudc. S6 dang ky c6 ky
hieu VN2-...-15 c6 gid tri 02 nam ké ti ngay ky Quyét dinh.

Piéu 3. Trong qué trinh hru hanh, cong ty dang ky thudc, nha san xudt
phai ph6i hop v6i céc co s diéu tri dé thyc hién theo ding céc quy dinh hién
hanh vé thu6c ké don (d6i véi thudc ké don) va theo ddi hiéu luc, d6 an toan, tdc
dung khong mong muén ciia thube trén ngudi Viét Nam va téng hop, bdo cdo
theo ddng quy dinh hién hanh méi 06 thdng mot l4n vé Cuc Quan 1y Dugc.



Piéu 4. Nha sin xudt va cong ty diang ky thu6c'phéi chdp hanh ddy da
phép luat clia nu6c CHXHCN Viét Nam va cdc quy dinh ciia B Y t& vé nhap
khédu thudc va Iuu hanh thu6c tai Vl@t Nam; néu c6 bét ctt thay déi gi trong qui
trinh luu hanh thu6c & nuée s& tai va & Viét Nam thi phéi bdo cdo ngay cho Cuc
Quan 1y Dugc - BY Y t&€ Viét Nam.

Piéu 5. Quyét dinh nay c6 hiéu Iuc ké tir ngay ky ban hanh.

Piéu 6. Gidm d6c SO Y t€ c4c tinh, thanh phé tryc thudc trung wong, gidm

déc nha san xuit va cdng ty ding k¥ c6 thudc tai Diéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.

- CUC TRUOGKXG

Noi nhén:

- Nhu Diéu 6;
- Bo trudmg Nguyén Thi Kim Tién (d€ b/c);

- Cuc Quan Y - B6 Quéc Phdng, Cuc Y t& - Bo Cong An
- Cuc Y t&€ Giao thong vAn tai - BonothOngvanth,

- Téng cyc Hai quan - B Tai chinh;

- Bao hi€m X4 hoi Viét Nam; A
- Vu Phdp ché, Cuc Khoa hoc cong ngh¢ va Dao tao, Cuc Qi@n 7+
1y Khém, chifa bénh - B Y t&, Thanh tra B) Y t&; o
- Vién KN thusc TW, Vién KN thuée TP. HCM;

- C4c cong ty XNK Dugc phdm;

- C4c Bénh vién va Vién c6 giudng bénh tryc thudc BO Y t&;
- Website ciia Cuc QLD, Tap chf Duge va MP - Cyc QLD;
- Luru: VP, KDD, PKT(10).
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Déc 13p - Ty do - Hanh phic

DANH MUC 01 THUOC CO HOAT CHAT LAN PAU, DANG BAO CHE LAN PAU DANG KV -
TAI VIET NAM BPUQC CAP SO PANG KY HIEU LUC 2 NAM - DOT 89
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1. Cong ty ding ky: Ajinomoto Pharmaceuticals Co., Ltd. (P/c: 1-1, Irifune 2-chome, Chuo-
Tokyo - Japan)

1.1 Nha san xuit: Ajinomoto Co., Inc. Tokai Plant. (P/c: 1730, Hinaga, Yokka:ch:—sm Mie-keg
Japan)
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£ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch £ e

el Teminos Ham legng ché | tho |chudn| dénggei | O C°n2 'g
1 |Livact Granules M3i géi 4,15 g chira:|Cém pha 36 |JP 16 [Hop 84 gbix VN2-336- %_

“|L-Isoleucin 952mg; |dung dich [thang 4,15g ®

L-Leucin 1904mg; [ubng -+

L-Valin 1144mg i
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Truwong Quéc Cudmng
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