BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic
S6: 7/ /QP-QLD Ha Néi, ngay ¢ © thdng ./~ ndm 2018
QUYET DINH

Ve Vlec ban hanh danh muyc 06 thubc san xuét trong nwéc
(thudc c6 hoat chét, phéi hop hoat chat lAn diu ding ky tai Viét Nam - s6 ding
ky c6 hi€u lwe 03 nim) dugce cip sb ding ky lwu hanh tai Viét Nam- Dot 163

CUC TRUOGNG CUC QUAN LY DUQC

Can cir Luat Dugc ngay 06 thang 4 ndm 2016;

Can ¢t Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ctia Chinh phtt quy dinh
chirc nang, nhi€ém vu, quyén han va co cdu td chirc ciaBo Y té;
Cin ct Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua B trudng Bo Y
té vé viéc quy dinh chirc ning, nhiém vy, quyén han va co ciu t6 chirc ctia Cuc
Quan ly Dugc thudc B8 Y té;

Cin cit Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia B§ Y t€ qui dinh
viée dang ky thudc,

Can ct ¥ kién ctia Hoi ddng tu vén cp gidy ding ky luu hanh thudc, nguyén
lidu lam thubc - Bo Y té;

Xét @& nghi cia Trudng phong Ding ky thudc - Cuc Quan ly Dugc;
QUYLT PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 06 thudc san xuét trong
nude (thude cé hoat chét, phéi hop hoat chét 14n déu dang ky tai Viét Nam - s6 dang
ky ¢6 hiéu luc 03 nidm) dugc cap sb dang ky luu hanh tai Vigt Nam - Dot 163.

Piéu 2. Cong ty san xuht va cong ty dang ky co thuéc luu hanh phai in s6
ding ky duogc Bo Y t& cAp 1én nhan thubc va phai chép hanh ding céc quy dinh cé
lién quan tdi san xudt va lwu hanh thude. S6 ding ky c6 ky hiéu QLDB-...-18 c6 gid
tri 03 nam ké tir ngay ky Quyét dinh.

Piéu 3. Trong qué trinh Iuu hanh, céng ty dédng ky va nha sén xuat phal két
hop v6i céc co sé didu tri dé thuc hién theo diing cac quy dmh hién hanh vé thudc ké
don va theo doi an toan, hiéu qua, tac dung khong mong mudn coa thude trén nguoi
Vxet Nam. Coéng ty ding ky c6 trach nhiém tdng hop céac béo cdo clia cac don vi trén
vé Cuc Quan ly Duoc theo ding quy dinh hién hanh mdi 06 thang mot 1an.

Piéu 4. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.



Piéu 5. Gidm dbc S& Y té céc tinh, thanh phé truc thudc trung wong va giam
doc cong ty san xuat va cong ty dang ky co6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhan:
- Nhu Diéu 5t
- BT. Nguyén Thj Kim Tién (dé b/c);
- TT. Trwong Qudc Cuong (dé b/c);
- Cuc Quéan y - B6 Quéc phong, Cuc Y té - B CA;
- Cuc Y té giao thong van tai- B6 GTVT;
- Téng Cuc Hai Quan- B Tai Chinh; ;
- Béo hiém x4 h¢i Viét Nam; uan Cwong
- Vu Phép ché, Cuc Quan Iy Kham, chita bénh - B4 Y t&; Thanh
tra BO Y té;
- Vién KN thuéc TU va VKN thuéc TP.HCM:
- Téng Céng ty Duge VN-CTCP;
- Céc bénh vién, Vién c6 giwvdng bénh truc thudc BYT;
- Website ctia Cuc QLD, Tap chi Dugc M§ phiam — Cuc QLD;
- Luu: VT, KDD, PKT (15b).




BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUGQC Déc lap - Tw do - Hanh phiic

DANH MUC 06 THUOC SAN XUAT TRONG NUGC (THUOC CO HOAT CHAT, PHOI HOP
HOAT CHAT LAN PAU DANG KY TAI VIET NAM) BUGC CAP SO PANGKY HIEU LUC 3
NAM - BJT 163

Ban hanh kém theo quyét dinh s6:7..0./QD-QLD, ngay (. J./.Lo ottt
1. Cong ty ding ky: Cong ty Cé phan Dwgc phiam An Thién (B/c: 314 Bong Sao, Phuong 5,
Qudn 8, TP. H6 Chi Minh - Viét Nam)

1.1 Nha sin xuét: Cong ty ¢d phin dwgc phim An Thién (B/c: L6 C16, dwong s6 9, KCN Higp
Phuorce, huyén Nha Bé, TP. Ho Chi Minh - Viét Nam)

Hoat chét chinh - | Dang bao Tudi| Tiéu | Quy cach

A X
STT Tén thude Ham lrong ché tho |chudn| déng goi

S6 ding ky

1 |Febuxotid vk 40 Febuxostat 40 mg | Vién nén bao| 24 |TCCS [Hop 2 vi, 3 vi, | QLDB-737-18
phim thang 5vi, 10 vix 10
vién; Hop 1
chai 30 vién;
Hop 1 chai 60
vién; Hop 1
chai 100 vién

2 |Febuxotid vk 80 Febuxostat 80mg Vién nén bao| 24 |TCCS |Hop 2 vi, 3 vi, | QLDB-738-18
phim thang 5vi, 10vix 10
vién; Hop 1
chai 30 vién;
Hdép 1 chai 60
vién; Hop 1
chai 100 vién

2, Cong ty dang ky: Cong ty ) phan dwge pham Liviat (P/c: Tang 46, toa nha Bitexco, 56 2 Hdi
Triéu, P. Bén Nghé, Q. 1, TP. HCM - Viét Nam)

2.1 Nha san xuét: Cong ty c6 phin Duge phim Phong Phii - Chi nhanh nha may
Usarichpharm (D/c: L6 56 12 Duong so 8 khu céng nghiép Tdn Tao, phuong Tdn Tao A, qudn
Binh Tdn, TP. H6 Chi Minh. - Viét Nam)

5 £ Hoat chit chinh - | Dang bao Tudi| Tidu | Quy cach & aa ;
LI Tawtmoe Ham lwgng ché | tho |chudn| déng goi 0 dang ky
3 |Fomaso 10 mg Aripiprazol 10 mg |Vién nén 36 |USP H@p 3vix10 | QLDB-739-18
S F— . S——— idngdy piem A ]
4 |Fomaso 5 mg Arlplprazol 2 mg Vién nén 36 |USP |[Hop 3vix 10 QLDB -740-18
e B

Trang 1




3. Cong ty diang ky: Cong ty b phan dwgec phim Medbolide (B/c: Phong 09, lau 10, toa nh.‘c‘z
The EverRich 1, s6 968 Puong ba thdng hai, P.15, Qudn 11, Tp. H6 Chi Minh - Viét Nam)

3.1 Nha sin xuét: Cong ty c6 phin dwgc phim Me Di Sun (P/ec: 521 khu phé An Loi, phuong
Hod Lyi, thi x@ Bén Cat, tinh Binh Duong - Viét Nam)

" % Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy cich PO
R e Eie Ham luwgng ché tho [chuin| dong géi S0 dang ky
5 |Poziats 15mg Aripiprazol 15 mg |Vién nén 36 ([USP [Hop3vix10 | QLDB-741-18
thang|(39 vién

3.2 Nha san xuét: Cong ty ¢b phén Dugc phim Phong Phii - Chi nhanh nha may

Usarichpharm (B/c L6 56 12 Puong s6 8 khu céng nghiép Tdn Tao, phuong Tdn Tao A, qudn
Binh Tén, TP. H6 Chi Minh. - Viét Nam)

. P Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cach B i
S L Ham lwong ché tho |chuin| déng géi S0 ding ky
6 |Goclio 40 Febuxostat 40 mg |Viénnénbao| 36 |TCCS [Hop3vix 10 | QLPB-742-18
phim thang| vién

Trang 2




