BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc 1ap - Ty do - Hanh phiic
S6: 43%  /QP-QLD Ha N¢i, ngay OS5 thing T ndm 2013
QUYET PINH

Vé viéc ban hanh danh muc 03 thudc nu6c ngoai (thudc tranh thai - s6 ding
ky ¢6 hiéu luc 02 nam) dugc cdp s dang k¥ hru hanh tai Viét Nam - Dot 82

CUC TRUGNG CUC QUAN LY DUGC

Cin cit Luat Duge ngay 14/6/2005;

Cin cit Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh phit quy
dinh chic néing, nhiém vu, quyén han va co cfu té chifc cha Bo Y t€;

Cin cu’ Quyét dinh s& 53/2008/QD-BYT ngay 30/12/2008 cta Bo trLro‘ng
Bo Y t€ v&@‘i& quy dinh chic nang, nhiém vy, quyén han va co c4u t8 chifc chia
Cuc Quan- l!j Digc thuoc Bo Y t€ va Quyé't dinh s6 3106/QD-BYT ngay
29/8/2011 clia Bo trucrng Bo Y t& v& viéc sira d61, b6 sung Diéu 3 Quyét dinh 6
53/2008/QD-BYT ngay 30/12/2008 ca Bo trudng Bo Y t€ quy dinh chifc ning,
nhiém vy, quyén han va co cdu té chiic cha Cuc Quan 1y Duge thuoc Bo Y t€;

Can ct Thong tr s6 22/2009/TT-BYT ngay 24/11/2009 ca B6 Y t€ quy
dinh viéc dang ky thudc;

Can cit ¥ kién ctia Hoi déng tu van cp s6 ding k¥ luu hanh thuée - B6 Y
té;

Xét dé nghi ctia Trudng phong Pang ky thudc - Cuc Quan 1y Dugc,

QUYET PINH:

Piéu 1: Ban hanh k&m theo Quyét dinh ndy danh muc 03 thuSc nudc
ngoai (thudc trénh thai - s¢ ding ky ¢6 hiéu luc 02 nidm) duoc cip s ding ky luu
hanh tai Viét Nam - Dot 82.

Piéu 2: Nha sin xuat vi cong ty ding ky thudc c6 trach nhiém cung cip
thudc vio Viét Nam theo ding cdc hé so tai liéu di dang ky v6i Bo Y t€. SO dang
ky duge Bo Y t€ Viét Nam cdp phai dugc in l1én nhan thuée. S8 dang ky c6 ky
hiéu VN2-...-13 ¢6 gi4 tri 02 nam ké tit ngay k¥ Quyét dinh.

Diéu 3: Trong qud trinh luu hanh, céng ty dang ky thudc, nha san xudt
phai lién hé véi Cuc Khoa hoc cong nghé va Dao tao - B6 Y t&€ dé duge huéng
dan thir tinh dung nap, tinh an toin cla thu6c trén phu nit Viét Nam va téng hop,



bdo cdo theo diing quy dinh hién hanh mdi 06 thang mot 14n vé Cuc Quan ly
Dugc.

Diéu 4. Nha sin xudt v cong ty dang k¥ thuGc phai chdp hanh ddy db
phép luat ciig nuéc CHXHCN Viét Nam va cdc quy dinh cla BO Y t€ vé nhap
khdu thudc va Tuu hanh thudc tai Viet Nam; néu cd bét e thay déi gi trong qué
trinh hwu hﬁgP thu6c & nudc sé tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quin 1§ Dugé - By Y t€ Viet Nam.

Piéu 5 Quyét dinh nay c6 hiéu lyc ké tir ngly ky ban hanh.

Piéu 6| Gidm d6c SO Y t€ céc tinh, thanh phé truc thudc trung vong, gidm
d6c nhi sdn xudt va cong ty diang ky c¢6 thudc tai Diéu 1 chiu trdch nhiém thi
hanh Quyét dr:m ny./.
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P{c 14p - Tu do - Hanh phiic

DANH MUC 03 THUOC TRANH THAI BUGC CAP SO PANG KY
LUU HANH HIEU LUC 02 NAM - BOT 82

Ban hanh kém theo quyét dinh sc}/ 414QB-QLD, ngéy o5 ,77,/&2’/5

1. Cong ty ding ky: Hubei Gedian Humanwell Pharmaceutical Co., Ltd (D/c: Gedian
Econonmic Development Dist, E-zhou City, Hubei Province - China)

1.1 Nha san xuét: Hubei Gedian Humanwell Pharmaceutical Co., Ltd (P/c: Gedian Econonmic
Development Dist, E-zhou City, Hubei Province - China)

.k Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy cach £ ,

STT Tén thute Ham lugng ché tho [chudn| dong géi S0 déing ky

1 |Cherish Mifepristone 10 mg {Vién nén 36 |CP Hoplvix| VN2-91-13
théng vién

2. Cong ty diing ky: Laboratorios Liconsa, S.A. (B/c: Gran Via Carlos 111, 98, 08028, Barcelona

- Spain)

2.1 Nha sén xuét: Laboratorios Leén Farma, S.A (B/c: C/La Vallina, s/n - Poligono Industrial
Navatejera, Villaquilambre-24008 Leon - Spain)

- Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach .
STT Tén thude Ham lugng ché tho |chufdn| d6ng géi 50 dting ky
2 |Rosepire Drospirenone 3mg; |Viénnén bao] 24 |NSX [Hop 1 vix21 VN2-92-13
Ethinylestradiol phim thang vién hodc hop 1
0,02mg vi x 28 vién (21

vién c6 hoat
chét +7 vién gia

duge)

3. Cong ty dang ky: Merck Sharp & Dohme (Asia) Ltd. (D/c: 27/F., Caroline Center, Lee
Gardens Two, 28 Yun Ping Road, Causeway Bay - Hong Kong)

3.1 Nha sén xuét: N.V. Organon (D/c: Kloosterstraat 6, 5349 AB Oss - The Netherlands)

As
o £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S8 diine kv
STT Tén thuoe Ham lugng ché | the |chuin| dong goj By
3 Hmplanon NXT Etonogestrel 68mg/1|Que chy 60 INSX |Hop1 que I),Iéy VN2-93-13
que cy dudida  |thigab=sa~ta, /






