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CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic

Ss: M/L/QD_QLD Ha Noi, ngay<9 thdang (Cnam 2018
QUYET PINH
Vé viéc ban hanh danh muc 04 thudc nu6c ngoai
(thudc c6 hoat chat, phéi hgp hoat chit 1an dau dang ky tai Viét Nam - so
dang Kky c6 hiéu luc 03 nam) dugc cap so dang ky luu hanh tai Viét Nam -
Pot 101

CUC TRUGNG CUC QUAN LY DUGC

Can ctt Luat Dugc ngay 06/4/2016;

Can ctt Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cta Chinh pht quy
dinh chic ning, nhiém vy, quyén han va co céu t6 chitc ciia Bo Y t&;

Can ct Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia Bo trudng Bo Y
t€ quy dinh chitc ning, nhiém vu, quyén han va co c4u té chic ctia Cuc Quan ly
duoc thuéc Bo Y t&;

Can ctt Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cta Bo Y t&€ quy
dinh viéc dang ky thudc;

an ci y kién cua Hoi dong tu van cdp gidy dang ky Iuu hanh thudc,
nguyén liéu lam thuoc - BO Y t&;

ét dé nghi cia Trudng Phong Diang ky thuée - Cuc Quan 1y Duogc,

QUYET DINH:

iéu 1. Ban hanh k&m theo Quyét dinh ndy danh muc 04 thu6c nudc
ngoai (thuéc c6 hoat chat 14n ddu, phéi hop hoat chat 1an dau dang ky tai Viét
Nam -|s6 ding ky c6 hiéu luc 03 nam) duogc cdp s6 dang ky luu hanh tai Viét

3-...-18 ¢6 g1a tri 03 nam ké tit ngay ky Quyét dmh

iéu 3. Trong qué trinh luu hanh, cong ty dang ky thu6c, nha san xuét
phai phéi hop véi cic co s& di€u tri dé thuc hién theo ding cdc quy dinh hién
hanh vé thudc ké don va theo déi an toan hiéu qua, tic dung khéng mong mudn
clia thufc trén ngudi Viét Nam va téng hop, bdo céo theo ding quy dinh hién
hinh m6i 06 thdng mot 14n vé€ Cuc Quan 1y Duoc.



Piéu 4. Nha san xuit va cong ty dang ky thudc phai chdp hanh diy du
phap luat ciia nuéc CHXHCN Viét Nam va céc quy dinh cta B Y t€ vé nhap
khdu thudc va luu hanh thudc tai Viét Nam; néu c6 bat cit thay déi gi trong qua
trinh Ivu hanh thudc & nuéc sé tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Dugc - B Y t€ Viét Nam.

Pidu 5. Dbi véi cac thude ban hanh kém theo quyét dinh nay va thudc
danh muc thudc doc va nguyén lidu doc 1am thube theo quy dinh tai Thong tu
06/2017/TT-BYT ngay 03/5/2017 ctia B4 Y té vé viéc ban hanh danh muc thudc
ddc va nguyén liéu doc lam thudc; cong ty diang ky, co s& san xuét phai cép nhat
quy dinh vé thudc ddc trén nhin va huéng dan sir dung theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo Y té quy dinh ghi nhan thudc,
nguyén liéu lam thudc va to huéng dan sir dung thudc va chi duge san xuit, luu
hanh thudc trén thi truong sau khi Cuc Quan ly Dugc phé duyét ndi dung cap
nhat nay.

Piéu 6. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 7. Gidm d6c S& Y t€ cic tinh, thanh phé truc thudc trung uong, gidm
d6c nha san xudt va cong ty dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

CUC TRUONG

Noi nhdn:

- Nhu Diéu 7;

- Bo truéng Nguyén Thi Kim Tién (dé bc);
- TT. Truong Quoc Cudng (dé b/c); 87 < Q)

- Cuc Quan Y - Bo Quéc Phong, Cuc Y t&€- Bo Cong Ad; ...~ . HAA e
- Cuc Y t€ Giao thong van tai - B6 Giao thong van tdi; Y. Loy A ]

- Téng cuc Hai quan - Bo Tai chinh;
- Bdo hiém X3 héi Viét Nam; N
- Vu Phép ché, Cuc Khoa hoc cong nghé va Pao tao, Cuc Qua
1y Kham, chita bénh - Bo Y t&, Thanh tra Bo Y t€&;

- Vién KN thuéc TW, Vién KN thuée TP. HCM,;

- Téng Céng ty Dugc VN; -
- Céc cong ty XNK Dugc phdm;

- C4c Bénh vién va Vién c6 giudng bénh truc thudéc Bo Y t&;

- Website cia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;

- Luu: VT, KDD, PKT(10).
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 TE CONG HOA XA HOI CHU NGHIA VIET NAM

LY DUQC Pjc lap - Tu do - Hanh phic
04 THUOC NUGC NGOAI CO HOAT CHAT LAN PAU, PHOI HOP HOAT CHAT

ANG KY PUGQC CAP SO PANG KY LUU HANH HIEU LUC 03 NAM - BOT 101
Ban hanh kém theo quyét dinh s6:744/QD-QLD, ngay J4./(./..0.L5

y ding Kky: A. Menarini Singapore Pte. Ltd (D/c: 30 Pasir Panjang Road, # 08-32
e Business City, (117440) - Singapore)

1.1 Nha sin xuit: Laboratorios Menarini, S.A. (D/c: Alfons XII 587, 08918-Badalona
(Barcelona) - Spain)
£ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cach S& di .
Bk Tdn Hmos Ham lwong ché tho |chuin dong goi 0 dang oy
1 |Sympal Dexketoprofen Bot cdm pha| 36 [NSX |Hbép 10, 20 géi VN3-93-18
(dudi dang dung dich  |thang
Dexketoprofen uong
trometamol) 25mg
2. Cong ty diang ky: Egis Pharmaceuticals Private Limited Company (B/c: 1106 Budapest,

Keresztur

2.1 Nha

 ut, 30-38 - Hungary)
an xuét: Egis Pharmaceuticals Private Limited Company (B/c: 1165 Budapest,

Bokényfoj'di ut 118-120 - Hungary)

ol o2 Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich S6 diing k¢
L SEREuE Ham lugng ché | tho [chudn| déng goi 0 ding ky
2 |Aripegis Aripiprazole 10mg |[Vién nén 36 INSX |[Hop2vix 14 VN3-94-18
thang vién
3. Cong ty dang ky: Lundbeck Export A/S (D/c: Ottiliavej 9 DK-2500 Copenhagen - Valby. -
Denmark)
3.1 Nha sén xuét: Rottendorf Pharma GmbH (P/c: Ostenfelder Str. 51-61 D-59320 Ennigerloh.
- Germany)
" P Hoat chit chinh - | Dang bao |Tudi| Tiéu [ Quy cach Sé da ;
AL TelL oS Ham lwgng ché tho |chuin| déng géi 0 dang ky
3 |Ebixa (d6ng goi: Merz |Memantin (dudi Vién nén bao| 48 |[NSX [Hop4vix 14 VN3-95-18
Pharma GmbH & Co. |dang Mematin phim thang vién
KGaA, dia chi: hydrochlorid 10mg)
Ludwigstrasse 22, 8,31mg

Trang 1




D-64354 Reinhim,
Germany; Xuét xudng:
Lundbeck Export A/S;
dia chi: Ottiliavej 9
DK-2500 Copenhagen -
Valby, Denmark)

Ebixa (d6ng gdi: Merz
Pharma GmbH & Co.
KGaA, dia chi:
Ludwigstrasse 22,
D-64354 Reinhim,
Germany; Xuit xudng:
Lundbeck Export A/S;
dia chi: Ottiliavej 9
DK-2500 Copenhagen -
Valby, Denmark)

Memantin (dudi
dang Mematin
hydrochlorid 20mg)
16,62mg

Vién nén bao| 48
phim thang

Hop4vix 14
vién

VN3-96-18

Trang 2




