BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tw do - Hanh phiic
Sé: 404 /QP-QLD Ha Noi, ngay {thing 9 ndm 2017
QUYET PINH

Vé viéc ban hanh danh muc 06 thudc san xuat trong nuéc
(thudc 6 hoat chit, phoi hop hoat chat lAn ddu ding ky tai Viét Nam - s6 ding
ky co6 hiéu lue 02 ndm) dugc cap so ding ky luwu hanh tai Viét Nam- Dot 159

CUC TRUONG CUC QUAN LY DUQC

Cin cir Luit Duoc ngay 06 thang 4 ndm 2016;
Cin cir Nghi dinh so 75/2017/ND- CP ngay 20/6/2017 cia Chinh phu quy dinh
chirc néng, nhiém vy, quyén han va co céu td chirc ciia BO Y té;

Cin ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua B§ truéng BO Y
té vé viéc quy dinh chirc nang, nhiém vy, quyén han va co chu td chirc ctia Cuc
Quan ly Dugc thugc Bo Y te

Cin ot Théng tur s 44/2014/TT-BYT ngay 25/11/2014 cia B§ Y t€ qui dinh
viéc ding ky thuée,

Ciin cr ¥ kién cia Hoi ddng tw vén cép gidy ding ky luu hanh thudc, nguyén
liéu 1am thudc - B3 Y té;

Xét d& nghi ciia Trudng phong Ding ky thude - Cuc Quén 1y Dugc;

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh niy danh muc 06 thudc san xuét trong
muée (thude c6 hoat chét, phéi hop hoat chét 1dn diu dang ky tai Viét Nam - s6 ding
ky c6 hiéu lyc 02 nam) dugc cép sb ding ky luu hanh tai Viét Nam - Dot 159.

Piéu 2. Cong ty san xuét va cong ty dang ky co thudc hwu hanh phai in sb
dang ky dugc B Y té cAp 1én nhan thubc va phai chap hanh ding céc quy dinh c6
lién quan téi san xudt va luu hanh thubc. S8 ding ky c6 ky hiéu QLDB-...-17 ¢ gia
tri 02 ndm ké tir ngay ky Quyét dinh.

Piéu 3. Trong qua trinh luu hanh, nha san Xuat phal két hop véi cac co so
diéu tri dé thuc hién theo diing céc quy dmh hién hanh vé thubc ké don va theo déi
an toan, hiéu qua, tic dung khong mong mudn cia thudc trén ngudi Vlct Nam. Cong

ty ding ky cd trach nhiém tong hop cac bio céo clia cac don vi trén vé Cuc Quan ly
Dugc theo ding quy dinh hién hanh mdi 06 thang mét lan.

Piéu 4. Quyét dinh ndy c6 hiéu luc ké tir ngay ky ban hanh.



Pidu 5. Giam dbc S& Y té céc tinh, thanh phd truc thudc trung wong va gidam
dbc cong ty san xudt va cong ty ding ky c6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./. <

Noi nhin:
- Nhr Diéu §;
- BT. Nguyén Thi Kim Tién (dé b/c);
- Cuc Quan y - B$ Quéc phong, Cuc Y té - Bo CA;
- Cuc Y té giao thong vén tai- B GTVT;
- Téng Cuc Hai Quan- B Tai Chinh;
- Bao hiém x4 hdi Viét Nam;
- Vu Phép ché, Cuc Quan ly Kham, chita bénh - B Y té; ThX
traBy Y té; rwong Quéc Cudng
- Vién KN thudc TU va VKN thuéc TP.HCM; Thir trwéng B) Y té
- Tong Cong ty Duge VN-CTCP;
- Céc bénh vién, Vién c6 giwdng bénh tryc thudc BYT;
- Website ctia Cuc QLD, Tap chi Dugc My phém — Cyc QLD;
- Luu: VT, KDD, PKT (15b).




BOY TE

CUC QUAN LY DUQC

DANH MUC 06 THUOC SAN XUAT TRONG NUGC DUOC CAP SO PANG KY HIEU LUC 02 NAM

CONG HOA XA HOI CHU NGHIA VIET NAM
Péc lap - Ty do - Hanh phuc

(THUOC CO HOAT CHAT, PHOI HGP HOAT CHAT LAN PAU PANG KY TAF VIET NAM)

POT 159

Ban hanh kém theo quyét dinh sé: 404./QD-QLD, ngay .4..1.5..1 2017

1. Cong ty ding ky: Chi nhanh cong ty c¢b phin Armephaco- Xi nghiép dugc phim 150 (P/c:
112 Tran Hung Dao, phwong Pham Ngii Lo, Qudn 1, TP. H6 Chi Minh - Viét Nam)

1.1 Nha sin xuit: Chi nhdnh céng ty ¢ phin Armephaco- Xi nghiép dwgc pham 150 (B/c: 112
Tran Hung Dao, phuong Pham Ngii Ldo, Qudn 1, TP. H6 Chi Minh - Viét Nam)

—_ Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy céch b i
STT Tén thuoc sy liigig ché I dong goi So ding ky
1 ([Vaidilox Febuxostat 40 mg |Vién nén bao| 36 [NSX |Hop3vix10 | QLDB-623-17
phim thang vién

2. Cong ty diing ky: Céng ty C8 phin Dugc phdm OPV (P/c: S6 27, Pudng 34, KCN Bién Hoa
II, Phuong An Binh, thanh phé Bién Hoa, tinh Dong Nai. - Viét Nam)

2.1 Nha sin xuit: Céng ty C5 phin Dugc phdm OPV (B/c: S6 27, Puong 34, KCN Bién Hoa I1,
Phuong An Binh, thanh pho Bién Hoa, tinh Dong Nai. - Viét Nam)

. Hoat cht chinh - | Dang bao |Tudi| Tiéu | Quyecdch | g5 4a0 kv
Sk Tén thubc Ham lugng ché tho |chudn| déng gbi 0 dang ky
2 |Opedulox 40 Febuxostat 40mg  [Vién nén 36 |TCCS |[Hop3vix10 | QLDB-624-17
‘ bao phim  [thdng vien
3 |Opedulox 80 Febuxostat 80mg  |Vién nén 36 |TCCS |[Hop3vix10 | QLBB-625-17
bao phim  [thidng vién

3. Cong ty diing ky: Cong ty cd phin dwoc phdm SaVi (B/c: L6 Z.01-02-03a KCN trong KCX
Tan Thudn, phuong Tan Thudn Poéng, quan 7, Tp. HCM - Viét Nam)

3.1 Nha san xuét: Céng ty ¢d phin dwoc phim SaVi (B/c: L6 Z.01-02-03a KCN trong KCX Téan
Thudn, phuong Tan Thudn Déng, qudn 7, Tp. HCM - Viét Nam)

2 £ Hoat chit chinh - | Dang bao Tudi| Tieu Quy cach Sé ;
¢ : oda
STL Tenthuoc Ham lwgng ché tho |chudn| déng goi ng ky
4 [Palristat Epalrestat 50mg Vién nén bao| 36 |JP Hop3vix 10 | QLDBB-626-17
phim thang(XVI |vién

Tl'ﬂ'l'\ﬂ' I




4. Cong ty dang ky: Céng ty ¢b phan dwgc phim Trung wong 1 - Pharbaco (D/c: 160 - Tén
Dizc Thing - Pong Pa - Ha Noi - Viét Nam)

4.1 Nha san xuét: Cong ty cb phin dugc phfim Trung wong 1 - Pharbaco. (B/c: Thanh Xudn,
Séc Son, Ha Noi - Viét Nam)

kho pha tiém |thang

a £ Hoat chét chinh - | Dang bao Tudi| Tiéu | Quy cach S& ds ;
STE Tén thude Ham luwgng ché tho |chuin doéng géi 0 dang ky
5 |Giovali Bivalirudin 250 mg |Bt dong 24 |TCCS [Hop 1 lo

QLPB-627-17

5. Cong ty ding ky: Cong ty TNHH Dugc phidm Pat Vi Phi (P/c: L6 M7A, Puong D17, KCN
My Phude 1, phuwong Thoi Hoa, thi xa 3 Bén Cdt, tinh Binh Duong - Viét Nam)

5.1 Nha san xuit: Cong ty TNHH Durge phim Pat Vi Pha (B/c: L6 M74, Pucng D17, KCN My
Phuéce 1, phwong Thoi Hoa, thi xa 3 Bén Cdt, tinh Binh Duong - Viét Nam)

£ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quyeich | g& 450 1o
LIt Eea,hioc Ham lugng ché tho |chudn| déng géi 0 dang ky
6 |[Davibest Trazodon HCl 50mg|Vién nén bao| 36 |[TCCS |[Hop3vix10 | QLDB-628-17

phim

thang

vién

Trang 2

Truong Qubc Cwdong
Thir truedng B3 Y té




	404_QĐ-QLD_190917_CP#VY_001.jpg
	404_QĐ-QLD_190917_CP#VY_002.jpg
	404_QĐ-QLD_190917_CP#VY_003.jpg
	404_QĐ-QLD_190917_CP#VY_004.jpg

