BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC DPoc lap - Tu do - Hanh phiic
S6: 40y /QP-QLD Ha N¢i, ngay /g thdng g ndm 2017
QUYET PINH

Vé viéc ban hanh danh muc 06 thudc nirée ngoai (thude chita hoat ch4t
khang virus dang ky lan diu - s6 diang ky cé hiéu Iuc 02 nim)
dugc cip s6 dang ky luu hanh tai Viét Nam - Pot 98

CUC TRUGNG CUC QUAN LY DUGC

Céan cit Lugt Duge ngay 06/4/2016;

Cén cit Nghi dinh s6 75/2017/ND CP ngay 20/6/2017 ctia Chinh pht quy
dinh chifc ning, nhiém vu, quyén han va co c4u td chitc ctia BO Y t&;

Céan ¢t Quyét dinh s 3861/QD-BYT ngay 30/9/2013 ctia B trudng BO 'Y
1€ quy dinh chic néng, nhiém vy, quyén han va co céu t6 chitc cha Cuc Quan 1y
dugc thuoc Bo Y t€;

Cén ci Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia Bo Y t&€ quy
dinh viéc dang k¥ thudc;

Can cit § ki€n-clia Hoi ddng tu vén cip gidy ding ky lTwu hanh thudc,
nguyén liéu 1am thudc - Bo Y t€;

Xét dé nghi ctia Trirdng Phong Pang ky thudc - Cuc Quén Iy Duoc,
QUYET DINH:

Diéu 1. Ban hanh keém theo Quyét dinh nay danh muc 06 thudc nudc
ngoai (thudc chita hoat chét khéng virus déng ky 14n ddu - s6 dang k¥ c6 hiéu luc
02 nadm) dugc cép s6 dang ky luu hanh tai Vit Nam - Dot 98.

Diéu 2. Nha sdn xudt v cong ty dang ky thuc 6 trach nhiém cung cép
thudc vao Viét Nam theo dung cdc ho so tai lieu dd dang ky véi Bo Y t€. S6 dang
ky dugc Bo Y t€ Viét Nam cdp phal dugc in 1én nhan thudc. S6 diang ky ¢6 ky
hiéu VN2-...-17 ¢6 gid tri 02 nim ké tir ngdy ky Quyét dinh.

Diéu 3. Trong qud trinh luu hanh, cong ty dang ky thudc, nha sin xut
phai ph@l hop véi céce co s di€u tri d€ thyc hién theo diing cdc quy dinh hién
hanh vé thudc ké don va theo dbi an todn hidu qua, tic dung khong mong mudén
clia thudc trén ngudi Viet Nam va téng hop, bdo cdo theo ding quy dinh hién
hanh méi 06 thdng mot 14n vé Cuc Quén 1y Dugc.

Dicu 4. Nha sdn xudt va cong ty dang ky thudc pha1 chép hanh day du
phap luat cia nuéc CHXHCN Viét Nam va céc quy dinh ctia Bo Y t& v& nhap
khdu thudc va lwu hanh thudc tai Viét Nam; n&u c6 bt cit thay déi gi trong qué



trinh Ivu hanh thudc & nude s& tai va & Viét Nam thi phéi bdo cdo ngay cho Cuc
Quan 1y Dugc - Bo Y t€ Viét Nam.

Piéu 5. Quyét dinh nay c6 hiéu luc ké tir ngay k¥ ban hanh.

Diéu 6. Gidm d6c S5 Y t€ cdc tinh, thanh phé truc thudc trung vong, gidm
doc nha san xuft va cong ty dang ky c¢é thudc tai Diéu 1 chiu trich nhiém thi
hanh Quyét dinh nay./.

PHU TRACH QUANLY,
Noi nhn: PIEU HANH CUC

- Nhu Diéu 6; 6C:\?¢\

- Bo trudng Nguyén Thi Kim Tién (dé b/c);

- Cuc Quéin Y - B9 Qudc phong, Cuc Y t&€ - Bo Cong an;
- Cyc Y t€ Giao thong van tai - B Giao thong van ti;

- Téng cuc Hii quan - B6 Tai chinh;

- Bdo hiém X4 hoi Viét Nam;

- Vu Phép ché, Cuc Quén 1y Khdm, chita bénh - BO Y t€,

Thanh tra BO Y t€;

o i
- Vién KN thu6c TW, Vien KN thu6c TP. HCM; Trwong Quéc Cuwdng
- Tong Cong ty Duge VN; Thit trwdng B9 Y té
- Céc Cong ty XINK Dugc pham;

- Cac Bénh vién & Vién cé giudng bénh truc thudc Bo Y té;
- Website ctia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;
- Luu: VT, KDD, DKT(10).



CUC QUANLY DUQC

BO Y TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap - Ty do - Hanh phue

DANH MUC 06 THUOC NUGC NGOAI g:HI’J‘A HOAT CHAT KHANG VIRUS PANGKY
LAN DAU BUGC CAP SO PANG KY LUU HANH HIEU LUC 02 NAM - QT 98.

Ban hanh kém theo quyét dinh sé: Z08/QD-QLD, ngay 74../.9..1.20:1F

1. Céng ty ding ky: Cong ty TNHH Dwgc phdm va Thiét bi Y t& Phwong L& (B/c: B2, 16 15,
Khu dé thi méi Dinh Cong, P. Dinh Céng, Q. Hoang Mai, Ha Ngi - Viét Nam)

1.1 Nha sin xudt: Square Pharmaceuticals Ltd (D/c: Square Road, Salgaria, Pabna. -

disoproxil fumarat
300mg) 245mg

Bangladesh)
p Hoat chiit chinh - | Dang bao |Tudi| Titu | Quy céch £ g :
a : <U8 > So a
STT ek Hiignit © Ham lwong che tho |chuén déng goi odug 'y
1 |Proxivir Tablet Tenofovir disoproxil | Vién nén bao| 24 [NSX [Hop2vix6 VN2-640-17
(dwéi dangTenofovir|phim thang vién

2. Cong ty diing ky: Cong ty TNHH Dugc phim Vietsun (B/c: TT2 - B42 Khu dé thi Vin Qudn,

F. Phuc La, Q. Ha Déng, Ha Noi - Viét Nam)

2.1 Nha sin xuét: Incepta Pharlaceutical Ltd (P/c: Dewan Idris Road, Zirabo, Savar, Dhaka -

Bangladesh)
" P Hoat chit chinh - | Dangbao |Tudi| Titu | Quy céch T
oLT ichtkiinng Ham luweng ché tho | chufn déng gbi ’ gy
2 |Hepfovir tablets Adefovir dipivoxil |Viénnén bao| 36 [NSX [Hép1vix 10 VN2-641-17
_— e R L - L2 . -
2.2 Nh2 sén xufit: Square Pharmaceuticals Ltd (B/c: Square Road, Salgaria, Pabna. -
Bangladesh)
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3 |Cavir 0.5 Entecavir (dudi Viénnén bao| 24 INSX |Hoplvix5s VN2-642-17
dang Entecavir phim théng vién
monohydrat) 0,5mg
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3. Cong ty ding ky: Mi Pharma Private Limited (B/c: B-2103, Tharwani, Palm Beach Road,
Sanpada, Navi Mumbai - 400705, Maharashtra - India)

3.1 Nha san xuit: Mylan Laboratories Limited (D/c: F4 & F12, MIDC, Malegaon, Tal. Sinnar,
Nashik 422113, Maharashtra state - India)

x £ Hoat chit chinh - | Dang bao |Tudi| Ticu Quy cach £ e ;
STT Ten fhuge Ham luwgng ché tho [chudn| déng g6i 0 Ging Ky
4 |Abacavir Tablets USP  |Abacavir (dudi dang|Vién nén bao| 60 |USP [Hop 1 lo x 60 VN2-643-17
300mg Abacavir sulfat) phim thang|38 vién
300mg
5 |Emtricitabine & Tenofovir disoproxil | Vién nén bao| 36 |[NSX [Hop 1 1o x30 VN2-644-17
Tenofovir disoproxil fumarate 300mg; phim thang vién
fumarate Tablets Emtricitabine
200mg/300mg 200mg
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6 |Lamivudine/Zidovudine [Lamivudine 150mg; |Vién nén bao| 60 [USP |Hop 1 1o x 60 VN2-645-17
150mg/300mg Zidovudine 300mg |phim thang|(38 vién :

Truwong Qubc Cuong
Thir trwedng Bo Y té
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