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Vé viéc ban hanh danh muc 03 thudc nur6e ngodi (thuée trénhthai - 56 diing
k§ ¢6 hiéu luc 02 nam) duge cfip s6 dang ky luu hanh tai Viet Nam - Dot 83

CUC TRUGNG CUC QUAN LY DUGC

Cin .cﬂ__L_u.at Duogc ngay 14/6/2005;

~ dinh c o ' '_' ninem vy, quyén han va co.ciu td chidc cia BO Y t&; _
: f':l.’ cﬁQuyét dinh s6 SSIZOOSIQD-BYT' ngdy 30/12/2008 ciia By trudng

" Bo YR&vExiec quy dinh chic ning, nhiém vy, quyén han va co cu t8 chic cia -

3B Dugc thuoc Bo Y t6 va Quy&t dinh s6 3106/QD-BYT ngdy

 5372008/QP-BYT ngay 30/12/2008 clia B trubng Bo Y t€ quy dinh chirc nang,
~ nhiém vij, quyén han vi ca cfu t6 chic clia Cuc Quan 1y Dugc thuge Bo Y té;

© Cancif Thong tr s6 22/2009/TT-BYT ngdy 24/112009 cla BO Y t6 quy
. dinh vi¢c dang k thube; wak 3uy

 Can it § kién clia Hoi ddng t vin cfp s6 dang kg huu hanh thuéc - Bo Y
& o =s LT T .
| - Xét dé nghi clia Trudng phbngbﬁng ky thuéc - Cuc Quan 1y Dugc,

° QUYETDINH:

 Diéu 1: Ban hanh kém theo Quyét dinh ndy danh myc 03 thube muc

' ngoai (thudc trénh thai - s6 ding k§ o6 hiu Iyc 02 ném) dugc cfp s6 dngk§ hnu |
'__--hénhta,iYi_t:tNam_'-BthS. ' ' - Lk .

‘Piéu 2: Nha san xuft va cong ty diing ky thudc 6 tféch- nmem c_uﬁg cip :'_

thudc vio Viet Nam theo ding céc h so i lidu 03 dang k¢ véi BO Y t&. S6 dang

k¢ duoc Bo Y t& Viet Nam cép phai duge in 1én nhan thuc. S6 ding ky c6ky

hi¢u VN2-...-13 ¢6 gié tri 02 ndm ké tir ngdy ky Quyét dinh.

Diéu 3: Trong qué trinh hwu hanh, cong ty déing ky thuc, nha sin xust

phii lién he v6i Cuc Khoa hoc cong nghé va Dao tao - BO Y t€ dé duge huéng
dén thir tinh dung nap, tinh an toan cta thudc trén phy nit Vi¢t Nam va t6ng hop,

' Nohi dinh s6 63/2012/ND-CP ngay 31/8/2012 cha Chinh phit quy

29/3' Cha Bo trudng Bo Y t& vé viéc sita d6i, b6 sung Diéu 3 Quyét dinh s6 :




) 'Nmrihdn |
0 -BotrtrbngNgujrénTh;K:mTién(déblc)
. - Téng cyc Hii quan - B Thi chinh;

" . Biohifm X& hoi Viet Nam; . b
e --vumpchec:mmmhqccongnsh@vi%m C'lcQ“ﬁn T

~ béo céo theo dﬁng quy dinh. h1&n h?mh méi 06 théng mot la‘.n vé Cuc Quém Iy

Duge.
Diéu 4. Nha sén xuﬁt va cong ty dﬁng ky thuﬁc phél chédp hanh day di

- phéip luat ciia nuéc CHXHCN Viet Nam va céc quy dinh cfia BO Y t& vé nhap

khdu thu6c va Iuu hanh thuc tai Viet Nam; néu c6 bt ct thay d6i gi trong qué

" trinh Ivu hanh thu6c & nuéc s& tai va & Viet Nam thl phél bdo céo ngay cho Cuc '.
 Quinly Dugc-Bo Y t€ V1et Nam.

~ Piéu 5: Quyét dmh nay 6 hidu lyc ké tir ngay kfr ban hanh. - |
Piéu 6. Gidm déc S3Y t€ céc tinh, thinh phé trirc thudc trung wong, gidm

* d6c nhA sin xuft va cOng ty dang kfr c6 thudc tai Di€u 1 chiu trdch nhlém thi

hanh Quyét dinh ndy. /

- Nhir Didu 6;

-chQuanY B Qudc Phong, Cuc Y t& - By Cong An;
Y t€ Giao thong van tii - BﬁGlaothﬁngvantAl

lYKhﬁm chita b¢nh - BO Y €, Thanh tra B) Y t&;
= Vién KN thu6c TW, VlenKNthudc'IP HCM;

* -Téng Cong ty Duge VN; Ny _Trmmg_Q_udc Cudng
- Ciccong ty XNK Dugc phdm; Lk e B
- -cacmnhwenvwlencogmangbenhmmuocsww |

- Website cha Cyc QLD, Tap chf_Du'dc va MP - Cuc QLD

~ -Luwm: VP, KDD DKT(10).
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Ban hanh kém theo quyét dinh sb: o265f JQD-QLD, ngay #X.. ./40 /wu

1. Céng ty ding ky: Hubei Gedian Humanwell Pharmaceutlcal Co., Ltd (D/c Ged:an -
Econonmic Development Dist, E-zhou City, Hubei Province - Chma) :

11 Nhi sén xuﬁt' Hubei Gedian Humanwell Pharmsceutical Co., Ltd (B/c Ged:an Econonmic
Developmenr Dist, E—zhou C:ty, Hubei Province - China)’

. | Hogt chéit chinh - | Dgngbao [Tudi| Tieu | Quycich | <fgs-0rs
o Tén thude - Ham hrgmg ché the |chuln| d6ng gol S0 Jinx k. |
1 [Noverry Levonorgestrel Viénnang | 36 [NSX [Hoplvi x2 | VN2-148-13
10,75mg cL'mg théng vién -

2 C6ng ty diing ki Laboratorlos Llconsa, S.A. (B/c: Gran Via Carlos III 98 08028 Barcelana
- Spain)

2.1 Nha sdn xut: Laboratorios Leon Farma, S.A (D/c C/La Vallina s/n Pohgono Indusmal
Navatejera Vlllaquzlambre, 24008 Ledn - Spam)

_' n o Hogt chéit chinh - Dailg bao Tudi| Ticu  Quy chch | T
PER _ Tén thube o Ham hrgng - ché | tho |chuin| dénggéi | .86 dingky
2 [Asumate 20 Levonorgestrel 0,1 |Vién nén bao| 36 [NSX [H¢p 1 vix2l VN2-149-13
2 mg; Ethinylestradiol |phim |théng vién :
0,02mg
"3 |Drefinelle  |Drospirenone 3mg; |Vién nénbao| 24 [NSX [Hép 1 vix28 | VRG-Is0- 3
Ethinylestradiol phim thang vién (24 vién co
0,02mg thoat chét, 4
' vién placebo)
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