BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc lip - Ty do - Hanh phiic
sé: -£56 /QP-QLD Ha Noi, ngay 2 thing 6 ndm 2017
QUYET PINH |

Vé viéc ban hanh danh myc 02 thudc san xuit gia cong trong nwéc
dwge cip s dang ky lru hanh tai Viét Nam — Dot 158

CUC TRUGNG CUC QUAN LY DUQC

Can ¢t Luit Dugc ngay 06 thang 4 nam 2016;

Cin ot Nghj dinh sé 63/2012/ND-CP ngay 31/8/2012 cta Chinh phi quy
dinh chirc ning, nhiém vy, quyén han va co céu td chirc ciia B§ Y t&;

Cin ctr Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 cia B¢ trudng Bd Y t8
quy dinh chirc ning, nhiém vy, quyén han va co céu t6 chirc cia Cyc Quan ly
Dugc thudec Bo Y t€;

Ciin ot Théng tu sb 44/2014/TT-BYT ngay 25/11/2014 ciia B§ Y t€ quy dinh
vide ding ky thubc;

Can cit Théng tu s 23/2013/TT-BYT ngay 13/8/2013 ciia B Y té huéng din
hoat ddng gia cong thudc;

Xét 42 nghi ciia Phong Ding ky thudc - Cyc Quan 1y Dugc,
QUYET DINH:

Pidu 1. Ban hanh kém theo Quyét dinh niy danh myc 02 thubc san xuit gia
cong trong nude duge cAp sé ding ky hru hanh tai Viét Nam - Dot 158

DPidu 2. Cong ty sin xuét va cong ty ding ky ¢6 thubc luu hanh phi in s6
ding ky dugc B Y té cap 1én nhan thudc va phai chip hanh ding céc quy dinh c6
lién quan t6i san xuét va luu hanh thudc. Céc sb ding ky c6 ky hiéu GC-...-17 c6
gia tri 05 ndm ke tir ngay 06/02/2017, s6 dang ky GC-278-17 thay thé so dang ky
VD-26089-17 va s6 ding ky GC-279-17 thay thé sé ding ky VD-26447-17

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

_ Didu 4. Gism déc S& Y té céc tinh, thanh phé tryc thude trung wong va gidm

dbc don vi c6 thubc tai Pidu 1 chju trich nhiém thi hanh Quyét dinh nay.

Noi nhin:
- Nhu Didn 4;
- BT. Nguyén Thj Kim Tién (48 b/c);
- Cyc Quéin y - B Quéc phdng, Cuc Y té - B CA;
-CucYté giao théng vén tdi- B GTVT;
- Téng Cuc Héi Quan- B§ Tai Chinh;
- Bao hiém x4 hgi Viét Nam; N &
- Vu Phép ché, Cuc Quén 1y Y Duoc od truyén, Cyc QLS
Khém, chita bénh - B Y té; Thanh tra B Y t€;
- Vién KN thudc TU va VKN thudc TP.HCM; Thi traeéng B§ Y ¢
- Téng Cong ty Dugc VN; ’
- Céc bénh vién, Vién c6 giudmg bénh trye thugc BYT,
- Website ciia Cyc QLD, Tap chi Duge My phdm — Cyc QLD;
- Laru: VT, KDD, DKT (15b).




BOYTE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pic 13p - Ty do - Hanh phic

DANH MUC 02 THUOC SAN XUAT GIA CONG TRONG NUGC PUGC CAP SO PANG KY
HIEU LUC 05 NAM KE TU NGAY 06/2/2017 - DQT 158

Ban hinh kém theo quyét dinh sé: ./ 54QD-QLD, ngay %216,/ 2047

1. Cong ty diing ky: (Co s& dit gia cdng): Cong ty co o phin duge phim 372 (P/c: 601 Cdch
Mang Thang Tam, Phuong 15, Qudn 10, TP. Hé Chi Minh - Viét Nam)

1.1 Nha sin xuét: (Co s& nhan gia cong): Cﬁng ty ¢4 phin dwge phim Me Di Sun (D/c: 521
khu pho An lgi, Phuong Hoa Lyi, Thi xd Bén Cdt, tinh Binh Duong - Viét Nam)

% £ Hogt chiit chinh - D:.mg bao |Tudi| Tieu Quy cich
STT Tén thude Hikw hiong Pl tho |chun|  déng goi Sé ding ky
1 |Ziber Tinh diu gimg Viénpang | 36 |[TCCS |Hop10vix10 | GC-278-17
11,5mg mém thang vién

2. Cong ty diing ky: (Co s& dat gia cbng): Cong ty ¢0 6 phén SX TM dwoc phim Pong Nam
(B/c: L6 24, Pudng 14, KCN Tdn Tgo, Qudn Binh Tdn, Tp. Hé Chi Minh - Viét Nam)

2.1 Nha sén xuiit: (Co s& nhjn gia cdng): Clng ty cb phan Dugc phim Phuwong Déng (D/c: L6
7, dwong sé 2, KCN. Tén Tao, P. Tan Tao A, Q. Binh Tdn, TP. Hé Chi Minh - Viét Nam)

Hoat chit chinh - | Dangbao |Tudi| Titu | Quy cich
SET Tén thube Ham lwgng ché tho [chuidn| dong géi S6 dting ky
2 |Dotinoin Methylprednisolon |Vién nén 36 [TCCS |Hop 3 vi, 6 vi, GC-279-17
16 mg thang 10 vi x 10 vién;
chai 30 vién,
100 vién, 250
vién

Trwong Quic Cuing
Thir trwdng B Y té

Trang 1
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