BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 14p - Tu do - Hanh phiic
Sé: 43y /QD QLD Ha N§i, ngdy,y 4 thang 5 ndm 2018
QUYET PINH

V& vige ban hanh danh muyc 08 ?huf")_c san ‘Xllf'lt trong nwéc (thude chira hoat chét
khang virus dang ky lan diu - so diang ky c6 hi¢u lyc 03 nam)
dwgce cap so ding ky luu hanh tai Viét Nam - Dot 161

CUC TRUONG CUC QUAN LY DUQC

Cén ct Luét Duoc ngay 06 thang 4 ndm 2016;

Cin ctr Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ctia Chinh pha quy
dinh chirc ndng, nhiém v, quyén han va co ciu tb chirc cia BY Y té;

Cin cir Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 cia B truéng B6 Y
té vé viéc quy dinh chiic ning, nhiém vu, quyén han va co cdu t§ chirc ciia Cuc
Quén 1y Duoc thudc B Y té;

Cin ctr Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 cia B6 Y té quy
dinh viéc ding ky thube,

Can ctr y kién ctia H6i ddng tu vén cép gidy diang ky Iuu hanh thudc, nguyén
ligu lam thubc - B6 Y té;

Xét @& nghi ctia Trudng phong Ping ky thudc - Cuc Quan Iy Duoc;
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 08 thubc san xuét
trong nudc (thubc chira hoat chét khang virus dang ky 14n ddu — sb ding ky c6 hiéu
luc 03 nam) duoc cép sb ding ky luu hanh tai Viét Nam - Pot 161.

Diéu 2. Cong ty san xuit va cong ty ding ky c6 thudc Iuu hanh phai in sb
dang ky dugc Bo Y té cip 1én nhin thube va phai chip hanh dung cac quy dinh c6
lién quan dén san xuat va luu hanh thudc. S6 ding k¥ c6 ky hiéu QLDB-...-18 c6
gia tri 03 nam k& tir ngay ky Quyét dinh.

Dic¢u 3. Trong qua trinh luu hanh, cong ty ding ky va nha san xuat phai két
hop véi céc co s diéu tri dé thuc hién theo ding cic quy dinh hién hanh v& thubc
ké don va theo ddi an toan, hiéu qua, tic dung khong mong mudn caa thube trén
ngudi Viét Nam. Céng ty ding ky c6 trach nhiém tong hop cac béo cdo cia cac



don vi trén vé Cuc Quan 1y Dugc theo ding quy dinh hién hanh mdi 06 thing mot (
Jan.

Diéu 4. Quyét dink uay ¢6 Liéu luc ké (i ngay ky bau Lianh.

Pidu 5. Giam ddc SO Y té cac tinh, thanh phé tric thudc trung wong va gidm
dbc cong ty san xudt va cong ty ding ky c6 thude tai Diéu 1 chiu trach nhié¢m thi
hanh Quyét dinh nay./.

Noi nhin: K‘T CUC TRUONG
- Nhu Diéu 5; A
- BT. Nguyén ‘I'n Kim I1én (de b/c);
- TT. Truong Qubc Cuong (dé blc);
- Cuc Quan y - Bo Qubc phong, Cuc Y té - Bo CA;
- Cuc Y té giao théng van tai B§ GTVT;
- Tong Cuc Hai Quan- B Tai Chinh;
- Bao hiém x4 hoi Viét Nam;
- Vu Phép ché, Cuc Quén ly Khém, chita bénh - B Y té;
Thanh traB6 Y te
- Vién KN thuéc TU va VKN thuc TP.HCM;
- Téng Céng ty Dugc VN - CTCP;
- Cac bénh vién, Vién c6 givong bénh truc thuec BYT;
- Website ctia Cuc QLD, Tap chi Dugc M§ pham — Cuc
QLD;
- Luu: VT, KDD, DKT (15b).




BO Y TE
CUC QUAN LY DUQC

CONG HOA XA HQI CHU NGHIA VIET NAM
Déc lap - Tw do - Hanh phiic

DANH MUC 08 THUOC SAN XUAT TRONG NUGC
) ~ PUQC CAP SO PANG KY HIEULUC 03 NAM
(THUOC CHUA HOAT CHAT KHANG VIRUS PANG KY LAN PAU) - DQT 161

Ban hanh kém theo quyét dinh s6:/2../QD-QLD, ngay’7../.J..L. o008

1. Cong ty ding ky: Cong ty C8 phin BV Pharma (P/c: Ap 2, Xd Tan Thanh Tdy-Huyén Cii
Chi-Thanh pho H6é Chi Minh - Viét Nam)

1.1 Nha sén xuit: Cong ty C6 phan BV Pharma (B/c: Ap 2, Xa Tin Thanh Tdy-Huyén Cii
Chi-1Thanh pho H6 Chi Minh - Viét Nam)

oo Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach SE dioodid
BT Lentinee Ham lrong ché tho |chudn| déng goi R
1 |Tenofovir 150 - BVP  |Tenofovir disoproxil |Vién nén bao| 36 |TCCS [Hop3vix 10 | QLDPB-670-18
fumarat 150 mg phim thang vién

2. Cong ty ddng ky: Cong ty ¢b phén dwoc phidm Medbolide (P/c: Phong 09, lau 10, toa nha
The EverRich 1, s6 968 Duong ba thang hai, P.15, Quén 11, Tp. H6 Chi Min/. - Viét Nam)

2.1 Nha sén xuét: Chi nhanh Céng ty c6 phin dwgc phim Phong Phii- Nha m4y sén xudt
dwgc phim Usarichpharm (D/c: L6 56 12 Puong s6 8, khu cong nghiép Tan Tao, phuong Tédn
Tao A, qudn Binh Tan, TP. Ho Chi Minh. - Viét Nam)

o Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cich £ o
: G - Sod
el el Ham luong ché tho |chuin| déng géi g ky
2 |Eclopex Emtricitabin 200 mg | Vién nang 36 (IP Hop 1vix 10 | QLDB-671-18
cimg [thang(2014 |vién

2.2 Nha sin xuét:r Cong ty ¢b phin duwgc phim Me Di Sun (P/c: 521 khu phé An Loi, phuong
Hoa Lo, thi xd@ Bén Cat, tinh Binh Duwong - Viét Nam)

. £ Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy cach Sé di .
wrL L Ham lrong ché tho |chudn| déng gbi 0 ding ky
3 |Regofa 0.5 Entecavir (dudi Vién nén bao| 36 |TCCS [Hop3vix 10 | QLPB-672-18
dang Entecavir phim thang vién
monohydrat 0,53
mg) 0,5 mg
— — —r ————————————————————————— -] — — — — ]
4 |[Regofa l | Entecavir (dudi Vién nén bao| 36 |TCCS [Hop3vix 10 | QLDB-673-18
dang Entecavir phim thang vién




monohydrat 1,06
mg) 1 mg

3. Cong ty ding ky: Céng ty c6 phin dwgc phim va sinh hoc y té (P/c: S6 31 - Puong Ngé Thoi
Nhiém - FPhuong 6 - Qudn 3 - 1. Ho Chi Minh - Viet Nam)

3.1 Nha sén xuét: Cong ty c6 phin dwgc phim va sinh hoc y té (D/c: L6 III-18 duong 56 13 -
Khu cong nghiép Tan Binh - Qudn Tan Phu - TP. Ho Chi Minh - Viét Nam)

Tiéu

e Hoat chét chinh - | Dang bao |Tubi Quy cich T
4 i - d
S GG Ham lugng ché tho |chuan| déng géi 0 ding ky
5 |Tenogis 300 Tenofovir disoprosil |Vién nén bao| 36 |TCCS [Hop 03 vix 10 QLDB—674-18
fumarat 300mg phim thang viéu

4. Cong ty ding ky: Céng ty c6 phan Pymepharco (D/c: 166 - 170 Nguyén Hué, T uy Hoa, Phu

Yén - Viét Nam)

4.1 Nha san xuét: Cong ty c6 phan Pymepharco (P/c: 166 - 170 Nguyén Hué, Tuy Hod, Phii Yén

- Viét Nam)
. £ Hoat chit chinh - | Dang bao Tudi| Titu Quy cach Sé dx .
Ly Tenthuoe Ham hrong ché tho |chuidn, déng géi 0 dang ky
6 |Fapinvir 125mg Famciclovir 125mg |Viénnénbao| 36 |TCCS [Hop 1vix 10 | QLDB-675-18
phim thing vién, hop 3 vi x
10 vién, hop 1
vi x 15 vién

5. Cong ty ding ky: Cong ty TNIHII Lién doanh HASAN - DERMAPHARM (D/c: Lé B -
Duong s6 2 - Khu Céng nghiép Dong An - Thi xd Thudn An - Tinh Binh Duong - Viét Nam)

S.} Nha san xuét: Cong ty TNHH Lién doanh HASAN - DERMAPHARM (P/c: Lé B - Puong
56 2 - Khu Céng nghiép Dong An - Thi xd Thudn An - Tinh Binh Duong - Viét Nam)

g £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cich % 2 ;
2 ang | 5 d k
L e S ‘ Ham lwong che tho |chuin| déng géi S
7 |Nulesavir Img Entecavir Vién nén bao| 36 |TCCS [Hop 03 vix 10 | QLDB-676-18
monohydrat Img  [phim thang vién; Hop 05 vi

x 10 vién; Hop
10 vi x 10 vién

6. Cong ty dang ky: Cong ty TNHH sinh dugc phim Hera (P/c: L6 A17 KCN Ti Hg, P. Tt Ha,
TX. Huong Tra, Thua Thién Hué - Viét Nam)

Trang 2




6.1 Nha san xuit: Cong ty TNHH sinh dugc phiAm Hera (P/c: L6 A17 KCN Tir Ha, P. Tit Ha,
IX. Huong Tra, Thira Thién Hué - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cich Sé a3 "
O 0 s 55 d
oxr Leacehune Ham lugng ché tho |chuin| déng géi U'dang ky
8 |[Topflovir Tenofovir disoproxil | Vién nén bao| 24 [TCCS [Hép3vix 10 | QLDPB-677-18
(duéi dangTenofovir|phim thang vién
disoproxil fumarate
300mg) 245mg
KT. CUC TRUONG

HO CUC TRUONG






