BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM

CyYC QUAN LY DUQC Doc lap - Tw do - Hanh phiic
$6: 399 /QD-QLD Ha Ngi, ngayA9 thdng 9 ném 2017
QUYLT PINH -

Vé viéc ban hanh danh muc 07 thuée san xuit trong nwée (thude chita hoat chit
khang virus diing ky lin dAu - s6 d3ng ky c6 higu lwe 02 nim)
dwoe cAp s6 ding ky lvu hanh tai Viét Nam - Dot 159

CUC TRUONG CUC QUAN LY DUQC

Can cir Luat Dugc ngay 06 thang 4 nam 2016;

Cin cir Nghij dinh sd 75/2017/ND-CP ngay 20/6/2017 ctia Chinh phii quy
dinh chitc ning, nhiém vu, quyén han va co céu td chirc ciia B6 Y té;

Cén cir Quyét dinh sb 3861/QBP-BYT ngay 30/9/2013 ctia B truéng BO Y
té v& viéc quy dinh chirc ning, nhiém vy, quyén han va co cdu t§ chirc cha Cyc
Quan ly Dugce thudc Bd Y té;

Cén o Théng tu sé 44/2014/TT-BYT ngay 25/11/2014 cua Bé Y té quy
dinh viéc ding ky thudc,

C#n cit y kién ctia Hoi ddng tu van cdp gidy diing ky luu hanh thudc, nguyén
lidu lam thude - B§ Y t&;

Xét dé nghi ctia Trudng phong Ping ky thude - Cuc Quan Iy Duoc;
QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh myc 07 thudc san xudt
trong nudc (thudc chira hoat chét khang virus ding ky 14n déu — sb ding ky c6 hiéu
luc 02 nim) duogce cép s6 ding ky luu hanh tai Viét Nam - Dot 159.

Piéu 2. Cong ty san xudt va cong ty ding ky cé thude luu hanh phéi in sb
ding ky duoc B6 Y té cip 1én nhén thudc va phai chip hanh ding céc quy dinh ¢6
lién quan dén san xudt va lru hanh thude. $6 dang ky c6 ky hiéu QLPB-...-17 c6
gi4 trj 02 nam ké tir ngay ky Quyét dinh.

Piéu 3. Trong qua trinh luu hanh, nha san xuét phai két hop véi cac co s&

didu trj dé thyc hién theo dung cac quy dinh hién hanh vé thudc ké don va theo dai
an toan, hiéu qua, tdc dung khdng mong muén cta thudc trén ngudi Viét Nam.



Cdng ty dang ky co trach nhiém tén‘g hop céc bao céo cha céc don vj trén vé Cuc
Quan Iy Dugc theo diing quy dinh hién hanh méi 06 thang mét 14n.

Picu 4. Quyét dinh nay ¢6 hidu luc ké tir ngay k¥ ban hanh.

Pidu 5. Giam doc S¢ Y té c4c tinh, thanh pho true thudc trung vong va giam
dbc cong ty san xut va cdng ty ding ky cé thuéc tai Didu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhin: PHU TRACH QUA
-Nhu Diéu 5; , =, PIEU HANH C
- BT. Nguyén Thj Kim Tién (dé b/c); v 2
- Cuc Quan y - B4 Qudc phong, Cuc Y té - B§ CA; '
-Cuc Y té giao thong vén tai- B GTVT;
- Téng Cuc Hai Quan- B Tai Chinh;
- B4o hiém x4 hdi Viét Nam; 4
- Vu Phép ché, Cuc Quan ty Kham, chita bf;llh - Bj
Thanh tra B6 Y té;
- Vién KN thude TU va VKN thude TP.HCM;
- Téng Céng ty Duge VN - CTCP,
- Céc bénh vign, Vién ¢ giudmg bénh tryc thudc BYT;
- Website ciia Cye QLD, Tap chi Duge M§ phdm — Cyc
QLD;
- Lwu: VT, KDD, BKT (15b).

ro’ng Quéc Cuirng
Thir truéng BY Y té



BOY TE ——CONG HOA XA HOTCHU NGHIA VIBT-NAM

CUC QUAN LY DUQC Pjc 1ip - Ty do - Hanh phiic

DANH MUC 07 THUOC SAN XUAT TRONG NUGC PUQC CAP SO DPANG KY HIEU LUC 02 NAM
(THUOC CHUA HOAT CHAT KHANG VI RUT PANG KY LAN PAU) - PQT 159

Ban hanh kém theo quyét dinh s6: ...599/QP-QLD, ngay .«19./..9.1. 20l

1. Céng ty ddng ky: Chi nhanh céng ty TNHH san xuiit - kinh doanh dugc pham Pam San
(D/c: Gian E22-E23 - Trung tdm thwong mai dirge phdm va trang thiét bi y té - 134/1 T6 Hién
Thanh - Phirong 15 - Qudgin 10 - TP. H6 Chi Minh - Viét Nam)

L.1 Nha sén xuit: Cong ty TNHH dwgc phim USA - NIC (USA - NIC Pharma) (D/c: L6 11D
duong C - KCN Tdan Tao - Phwong Tén Tao A - Qudn Binh Tén - TP. H6 Chi Minh - Viét Nam)

Hogt chit chinh - | Dang bao |Tudi| Tidu | Quy chch & diing k
SLE Tén thube Ham lugng ché tho |chudn| doéng goi g ky
1 |Seraxnic Tenofovir disoprosil | Vién nén bao| 36 [TCCS |Hop 03 vix 10 | QLDPB-616-17
fumarat 300mg phim thdng| vién; Hop 05 vi
x 10 vién; Chai
30 vién

2. Céng ty ding ky: Céng ty cd phdn duge phdim Agimexpharm (D/c: S 27 Nguyén Thai Hoc,
Phuwong My Binh, Tp. Long Xuyén, An Giang - Viét Nam)

2.1 Nha san xuét: Chi nhanh céng ty ¢d phin dwgc phim Agimexpharm- Nha may sin xuat

dwge phim Agimexpharm (D/c: Puong Vii Trong Phung, Khém Thanh An, P. My Théi, TP. Long
Xuyén, Tinh Arn Giang - Viét Nam)

£ Hoat chéit chinh - | Dang bao Tudi| Tiéu Quy cach 6 ding Loy
31T Teu thuge Ham lugng ché tho [chudn| d6ng géi E
2 |Agifovir-E Tenofovir disoproxil | Vién nén bao] 36 [TCCS [Hop 3 vix 10 QLbB-617-17
fumarat 300 mg; phim théng vién

Emtricitabin 200 mg

3. Céng ty diing ky: Cong ty cb phf’in dwgc TW Mediplantex (B/c: 358 Gidi phong, P. Phuong
Liét, Thanh xudn, Ha Noi - Viét Nam)

3.1 Nha siin xuit: Cong ty ¢d phin duge TW Mediplantex (B/c: Nha mdy diege phdm s6 2:
Trung Hdu, Tién Phong, Mé Linh, Ha N¢i - Viét Nam)

Trang 1



£ £ Hoat chiit chinh - | Dang bao |Tudi| Tiéu Quy cach S diing | _
ST Tendhifioe Ham lwgng ché tho [chuén dong goéi 0 diing ky
3 |Pesatic Tenofovir disoproxil | Vién nén bao| 24 |TCCS |[Hop3 vix 10 | QLPB-618-17
fumarzt 300mg phim théng vién

4. Cong ty (Iﬁng ky: Cdong ty TNHH Dugc phim Pat Vi Phit (B/c: L6 M74, Puong D17, KCN
My Phieoc 1, phuong Théi Hoa, thi xd Bén Cdt, tinh Binh Dwong - Viét Nam)

4.1 Nha san xuat: Cong ty TNHH Dwgce phim Pat Vi Pha (Bre: L6 M7A4, Duwong D17, KCN My
Phuwée 1, phuwong Théi Hoa, thi xd Bén Cat, tinh Binh Duong - Viér Nam)

. £ Hoat chiit chinh - | Dang bao Tubi| Tiéu Quy cach Sé dsine ky
L e tnge Ham lwgng ché the |chudn|  déng géi M
4 |Govou Emltricitabin 200mg |Vién nang 36 |[TCCS [Hop6vix 10 | QLPB-619-17
cimg thdng vién
__________ (trdng-xanh)

5. Cong ty diing ky: Céng ty TNHH dugc phim USA - NIC (USA - NIC Pharma) (D/e: L6 11D
duong C - KCN Tdn Tao - Phuwrong Tdn Tgo A - Qudn Binh Tdn - TP. Hé Chi Minh - Viét Nam)

5.1 Nha sén xuit: Cong ty TNHH duwge phim USA - NIC (USA - NIC Pharma) (B/c: Lo 11D
dwong C - KCN Tdn Tao - Phuong Tdn Tao A - Qudn Binh Tdn - TP. H6 Chi Minh - Viét Nam)

A £ Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy csch S& diing ky
SLL Ten thuluc Ham lwong ché tho [chudn| déng goi GORIERY
5 [Tenofovir Tenofovir disoprosil [Vién nén bao| 36 [TCCS |Hop 03 vix 10 | QLPB-620-17
fumarat 300mg phim thang vién; FI§p 10 vi
x 10 vién; Chai
30 vién

6. Cong ty ding ky: Céng ty TNHH Hasan-Dermapharm (D/c: Duong 56 2 - Khu Céng nghiép
Dong An - Phurong Binh Hoa - Thi xd Thudn An - Tinh Binh Dwong - Viét Nam)

6.1 Nh sin xult: Cong ty TNHH Hasan-Dermapharm (B/e: Pucng sé 2 - Khu Cong nghiép
Dong An - Phuong Binh Hoa - Thi xd Thugn An - Tinh Binh Duwong - Viét Nam)

» £ Hoat chit chinh - | Dang bao |Tudi| Tigu Quy cdch 4 I '
STT den thuge Ham lugng ché tho [chudn|  déng géi POdanE Y
6 |Minovir 300mg Tenofovir disoprosil | Vién nén bao| 36 |TCCS (Hop 01 vix 07 | QLPB-621-17
fumarat 300mg phim thang| = |vién; Hop 10 vi
_______ x 07 vién

Trang 2




7. Cong ty ding ky: Céng ty TNHH Lién doanh HASAN - DERMAPHARM (P/c: L6 B -
Duéng 5o 2 - Khu Cong nghidp Péng An - Thi xé Thudn An - Tinh Binh Duong - Viét Nam)

7.1 Nha sén xuiit: Cong ty TNHH Lién doanh HASAN - DERMAPHARM (B/c: L6 B - Puong

$6 2 - Khu Cong nghiép Bong An - Thi xd Thu@n An - Tinh Binh Dwong - Viét Nam)

Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach - 5
S & 5 : ang Y S8 diing k
L) Ten thine Ham lwgng ché the |chuén dong goi e
7 |Mibeproxil 300mg Tenofovir disoproxil | Vién nén bao| 36 |TCCS |Hop 01 vix 07 | QLDB-622-17
fumarat 300mg phim thang vién; Hop 05 vi

x 07 vién; Hop

10 vi x 07 vién

Trang 3

Thit trwéng B Y té
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