BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc lap - Tu do - Hanh phuc
S3: 406 /QP-QLD Ha N¢i, ngay /% thing 8 ndm 2016
QUYET PINH

Vé viéc ban hanh danh muc 03 thuéc nuéce ngoai (thudc chira hoat chat
khang virus dang ky lan dau - s6 diang ky c¢6 hié¢u luc 02 nam)
dugc cap s6 dang ky luu hanh tai Viét Nam - Dot 93

'CUC TRUGNG CUC QUAN LY DUGC

Can ctr Luat Dugce ngay 14/6/2005;

Can cit Nghi dinh s0 63/2012/ND CpP ngay 31/8/2012 ctia Chinh pht quy
dinh chitc nang, nhiém vu, quyén han va co cfu t6 chitc cia Bo Y t&;

Can cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cta Bo trudng Bo Y
t€ quy dinh chifc nang, nhi¢gm vy, quyén han va co cau t§ chitc ctia Cuc Quan 1y
dugc thudec BO Y ¢

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

Cén cir y kién cua Hoi dong tu van cép sd dang ky luu hanh thude - Bo Y
t&;

Xét dé nghi cia Trudng phong Pang ky thuse - Cuc Quan 1y Duoc,
QUYET PINH:

biéu 1. Ban hanh kém theo Quyét dinh nay danh muc 02 thuSc nude
ngoai (thudc chita hoat chat khang virus dang ky 14n ddu - s6 diang ky ¢6 hiéu luc
(02 nam) dugc cdp so dang ky luu hanh tai Viét Nam - Dot 93.

Picu 2. Nha san xudt va cong ty dang ky thudc c6 trach nhiém cung cap
thude vao Viét Nam theo ding cac hd so tai lieu da dang ky véi Bo Y t€. S§ dang
ky dugc Bo Y t€ Viét Nam cap phai dugc in 1én nhan thude. S6 dang ky c6 ky
hiéu VN2-...-16 c6 gia tri 02 nam ké tix ngay ky Quyét dinh.

bic¢u 3. Trong qud trinh Iuvu hanh, cong ty dang ky thudc, nha san xust
phai phc“)'i hop vé6i cac co s¢ diéu tri € thuc hién theo ding cic quy dinh hién
hanh vé thuéc ké don va theo doi hiéu luc, do an toan, tac dung khong mong
muon cua thudc trén ngudi Viét Nam va téng hgp, bdo cdo theo ding quy dinh
hién hanh méi 06 thang mot 1an vé Cuc Quén 1y Duoc.

Di¢u 4. Nha san xuat va cong ty dang ky thudc phai chap hanh dﬁy du
phdp luat cia nuéc CHXHCN Viét Nam va céc quy dinh ctia BO Y € vé nhap
khau thudc va luu hanh thudc tai Viét Nam; néu co bat cif thay ddi gi trong qua



trinh lru hanh thu6c & nudce s tai va & Viet Nam thi phai bao cdo ngay cho Cuc
Quan 1y Dugc - B0 Y t€ Viét Nam.

Diéu 5. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Diéu 6. Gidm doc S& Y t€ cdc tinh, thanh phd tryc thudc trung uong, gidm
déc nha san xudt va cong ty diang ky c6 thuce tai Di€u 1 chiu trdch nhiém thi

hanh Quyét dinh nay./. /
4
Noi nhd CUC TRUONG
oi nhdn: R )
- Nhu biéu 6: . //
- Bo truéng Nguyén Thi Kim Tién (dé b/c); o o, 7 ; -

- Thit trudng Lé Quang Cudng (dé b/c);

- Cuc Quan Y - B6 Qudc phong, Cuc Y t& - Bo Cong am; g
- Cuc Y t&€ Giao théng van téi - Bo Giao thong van tai;

- Téng cuc Hai quan - Boé Tai chinh;

- Bao hiém X3 hoi Viét Nam,

- Vu Phip ché, Cuc Quan Iy Khim, chita bénh - Bo Y (&,
Thanh tra Bo Y t&;

- Vien KN thuc TW, Vién KN thudc TP. HCM;

- Téng Cong ty Duge VN;

- Cdc Cong ty XNK Dugc pham;

- Céc Bénh vién & Vién c6 giudng bénh truc thudc Bo Y t€;
- Website cua Cuc QLD, Tap chi Duge va MP - Cuc QLD;
- Luu: VP, KDD, DKT(10).
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Truong Quoc Cudong



BOYTE
CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phic

DANH MUC 03 THUOC CHUA HOAT CHAT KHANG VIRUS DANG KY LAN DAU
DUQC CAP SO DANG KY LUU HANH HIEU LUC 02 NAM - BOT 93

Ban hanh kém theo quyét dinh sé: .A06../QD-QLD, ngay 257 2502046

1. Cong ty dang ky: APC Pharmaceuticals & Chemical Limited (D/c: 19/F, Chung Hing
Commercial BLDG. 62-63 Connaught Road Central, Central - Hong Kong)

1.1 Nha sin xuit: Mylan Laboratories Limited (D/c: Plot No. H12 &H13, MIDC, Walyj,
Aurangabad 431136, Maharashtra state - India)

n 2 Ioat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich S8 dine ki
STl Ten thude Ham lrgng ché | tho |chudn| déng goi 0 dang ky
I |Oseltamivir Phosphate  |Oseltamivir (dudi | Vién nang 24 INSX |[Hoplvix 10 VN2-464-16
capsules 30mg dang oseltamivir cling thing vién
phosphat) 30mg
2 |Oscltamivir Phosphate  |Oseltamivir (dudi | Vién nang 24 [NSX [Hop 1vix 10 VN2-465-16
capsules 45mg dang oseltamivir clng thang vién
phosphat) 45mg

2. Cong ty dang ky: Korca United Pharm. Inc. (D/c: 154-8 Nonhyun-dong, Kangnam-gu, Seoul -
Korea)

2.1 Nha san xuat: Korca United Pharm. Inc. (P/c: 25-23, Nojanggongdan-gil, Jeondong-myeon,

Sejong-si - Korea)

, s Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £
T Té : s , S0 dang k
ST Ién thuge IIam lugng ché tho |chuan| d6ng goi &%y
3 |Hepxa Adefovir dipivoxil |Vién nén 24 INSX [Hop3vix 10 VN2-466-16
[0mg |thdng vién y
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M oman ’ffwong Quéc Cudng
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