BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pjc 1ap - Ty do - Hanh phiic
sé: 355 /Qp-QLD " Ha Ngi, ngéy A% thdng F-ndm 2014
QUYET PINH
Vé hanh danh myc 05 thubc sin xudt trong nwérc

datfranh g ky Ein dhu- s6 ding k¥ c6 hi¢n hyc 02 nim)
dmcﬁpé ng ky lwu hinh tgi Vigt Nam - Dot 145

W~ CYC¥RUGNG CYC QUAN LY DUQC
- Cén ¢ Luft Dugc ngdy 14 thang 6 nim 2005;
Cin cit Nghj dinh s 63/2012/ND-CP ngay 31/8/2012 ctia Chinh pht quy
dinh chirc ning, nhiém v, quyén han v co cdu td chirc cia B§ Y t; |
C#n cit Quyét dinh s 3861/QP-BYT ngay 30/9/2013 cia B§ truémg Bo ¥
té v& viéc quy dinh chirc ning, nhiém vy, quyén han vi co cdu td chirc cia Cuc
Quan 1y Duge thujc B3 Y t&;
Can ctt Théng tu sé 22/2009/TT-BYT ngay 24/11/2009 clia B§ Y t€ quy
dinh viéc diing ky thudc; |
Ciin ctr ¥ kién clia Hi ¢dng tu van cép sb diing ky Iuu hanh thudc B Y t&;
Xét & nghij ctia Trudng phong Pang ky thudc - Cyc Quén 1y Dugc;

§

QUYLT PINH:

Didu 1. Ban hinh kém theo Quyét dinh ndy danh myc 05 thudc san xudt
trong nuéc (thubc trénh thai ding ky lin diu — s6 ding ky ¢6 hiéu lyc 02 niim)
dugce clp sé dang ky Iuu hanh tai Viét Nam - Dot 145.

Didu 2. Céng ty san xuft va cdng ty ding ky c6 thube lvu hanh phai in sb
dang ky dugc Bo Y céplénnhhthl:lgcvéphﬂichéphénhdﬁngcécquychécé
lién quan dén sén xut va hwu hanh thubc. S6 ding ky c6 k¥ hiéu QLPB-...-14 c6
gié trj 02 nim ké tir ngay ky Quyét dinh.

Piéu 3. Trong qué trinh luu hanh, cong ty ding k¥, nha sén xuét phai lién
hé véi Cuc Khoa hoc Céng nghé va Pao tao Bo Y té 8 dugc huéng din thir tinh
dlmgnap,ﬁnhantoéncﬁathuéctrénphun&ViétNmn. Cong ty ding ky cd trach
nhiém tdng hgp céc bao cdo clia cic don vi trén vé Cyc Quan 1y Dugc theo ding
quy dinh hién hanh m&i 06 thdng mét 14n.
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Didu 4. Quyét dinh ndy c6 higu Iyc ké ti ngdy ky ban hanh. g

Didu 5. Gidm dbc S& Y t4 céc tinh, thanh phé tryc thudc trung wong va gidm
dc cong ty san xuft va cdng ty ding k¥ c6 thudc tai Didu 1 chiu trach nhiém thi
‘hanh Quyét dinh nay./, B

Noi nhin:

- Nhur idu 5; -

- BT. Nguyén Thj Kim Tién (44 b/c);

- Cyc Quén y - B Quéc phong, Cyc Y t6- B4 CA,;
- Cyc' Y té giao thdng viin thi- B GTVT;

4 Cuc Hii Quan- B§ Tai Chinh;

- Béo hiém x4 hdi Viét Nam;

- Vi Phip ché, Cuc Quin Iy Khém, chita bénh,
CucKHCN&:ész-BOYté;ThanhmmBéYté;- > o
- Vién KN thuée TU va VKN TP.HCM;

) Taﬁr; Céng ty Dugc VN; M Truong Quéc Cuwing
- Ciic b¢nh vign, Vién c6 givdmg bénh tryc thude BYT;

- Website cia Cuc QLD, Tgp chi Duge M§ phdm — Cuc QLD;

- Luu: VP, KDD, PKT (2b).
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. BOYTE - CONG HOA XA HOQI CHU NGHIA VIET NAM
' cyc QUANLY DUQC Péc Ifp - Ty do - Hynh phic

DANH MUC 05 THUOC SAN XUAT TRONG NUGC PUGC CAP SO DPANG KY
HIEU LUC 02 NAM (THUOC TRANH THAIL DANG KY LAN BAU) - DJT 145

Ban hanh kém theo quyét dinh sé: 355 /QD-QLD, ngy 17/ F /2014

1. Céng ty diing ky: Cong ty cb phis D.H.S (®/c: S6 12 Ngdch 26/17 Nguyén Hong, Q. Péng Do,

TP. Ha Ngi -) S
1.1 Nha sin xuft: Cong ty cd phin duwge phim Nam Hi (D/c: 415- Han Thuyén - Nam Dink - 2
Viét Nam) : =
-
> | E
Hogt chét chinh - | Dangbao |Tubi| Tigw | Quy chch —— £
ST Tén thabe  Ham legng ché | the [chuin| déng goi 56 ding ky %
1 [Mifeone Mifepristone 10mg |Viénnén | 36 |TCCS [Hop1vi,20vi | QLBBE-435-147
g - théng] x 1 vién &
2. Céng ty ding ky: cong ty cb phin Wwoe phém Nam Ha (D/c: 415- Han Thuyén - Nam Dinh ¢ "_{
- Viét Nam) =
2.1 Nha sin xufit: cingtycéphinw phiin Nam Ha (D/c: 415- Han Thuyén - Nam Dink - .
Viét Nam) %
S f@;
| Hogt chft chinh - | Dgng bio |Tudi| Titn | Quy chch T
5T Tén thube Ham hrong cbé | the |chudn| dongge | S0 e
2 |Naphamife Mifepristone 10mg | Vién nén 36 [TCCS [Hjp1vix] QLPB-436- 14:’
SN R I thingl _ |vién | .7
3 |Xilcron [M8i vién mau vang |Vién nén 60 [TCCS [Hop 1 vi gbm QLB!BM%E’? 1¢
: : chira: phim thing] 21 vién miu
Levonorgestrel vang + 7 vién
0,125mg; |mau néu
Ethinylestradiol :
0,03mg; M&i vién
mau néu chira: Sit
.EII) fumarat 75mg

3. Cong ty diing ky: Cong ty cb phin dwgc phim Ha N§i (B/e: 170 dwong La Thamh, Déng Da,
Ha N¢i - Vigt Nam)

3.1 Nha sin xufit: Cong ty cb phin dwye phim Ha Noi ®rec: L6 15, KCN ‘Quang Minh, Mé
Linh, Ha Ngi - V:ét Nam)

Trang |



7 7
Hogt chét chinh - | Dang bao |Tudi| Tieu | Quy cheh
STT Tén thube Ham hrong ché tho |chudn| déng géi S8 ahng iy
4 |Mifentras-10 _ |Mifepriston 10mg  |Viénnén | 36 [TCCS|Hop1vix1 | QLDB-438-14
thang vién

4. Cong ty diing ky: Cong ty TNHH dwye phim USA - NIC (USA - NIC Pharma) (Dle: L6 11D
duomg C, Khu cong nghiép Tdn Tao, qudn Binh Tan, tp. H6 Chi Mink - Viét Nam)

4.1 Nha sin xufit: Céng ty TNHH dwgc pbim USA - NIC (USA - NIC Pharma) (D/c: 1.6 11D
dwong C, Khu cong nghigp Tdn Tao, quén Binh Tdn, tp. H Chi Minh - Viét Nam)

%
: [~
Hogt chiit chinh - | Dgng bio |Tudi| Titu | Quy cach &
SEL Tén thude Ham hryng ché tho |chufin| d6ng géi 56 Mg %
5 [Nicpostinew 1 Levonorgestrel Vién nén 36 |TCCS [Hopvix 1 vién] QLDBE-439 5
_ 1,5mg thing] 7 %ﬂ__

32
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