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QUYET PINH

Vé viéc ban hanh danh muc 05 thube san xuét gia cong trong nuwdc
dwge cap sé diing ky lwu hanh tai Viét Nam — Dot 162

CUC TRUONG CUC QUAN LY DUGC

Cén ctr Luat Dugc ngay 06 thang 4 nim 2016;

Céan ¢t Nghi dinh sb 75/2017/ND-CP ngay 20/6/2017 cta Chinh phu quy
dinh chtrc néng, nhiém vu, quyén han va co cdu td chic ctia Bo Y té;

Cén ctr Quyét dinh s 3861/QD-BYT ngay 30/9/2013 ciia B truomg B3 Y té
quy dinh chirc ning, nhiém vy, quyén han va co cdu td chirc cia Cuc Quan ly
Dugc thuoc B6 Y té;

Cén ctt Thong tu s 44/2014/TT-BYT ngay 25/11/2014 ctia B§ Y t& quy dinh
viéc diing ky thudc;

Cén cr Thong tu s6 23/2013/TT-BYT ngay 13/8/2013 ctia B Y té hudng dn
hoat dong gia cong thudc;

Cin ctr y kién cua Hoi dong tw vén cip gidy dang ky luu hanh thube, nguyén
liéu 1am thubc - BO Y té;

Xét @& nghij ctia Trudng phong Ding ky thubc - Cuc Quéan ly Dugc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 05 thudc san xuft gia
cong trong nuére duge cap sb dang ky lvu hanh tai Vidt Nam — Dot 162.

Diéu 2. Cong ty san xuét va cong ty ding ky ¢6 thube luu hanh phai in s
dang ky duoc BO Y té cép 18n nhéan thudc va phai chdp hanh ding cac quy dinh c6
lién quan t6i san xut va luu hanh thube. Céc sé dang ky ¢6 ky hiéu GC-...-18 c6
gi4 tri 05 nam k& tir ngay ky Quyét dinh.

Diéu 3. Hiéu lyc s6 dang ky ciia thubc Lufocin, sé dang ky VD-19261-13 tai
Quyét dinh sé 240/QP-QLD ngay 10/9/2013 ctia Cuyc trudng Cuc Quan ly Duoc
vé viéc ban hanh danh muc 503 thudc san xuht trong nude duge cip sé ding ky
luu hanh tai Viét Nam - Dot 141 s& chdm dit sau 03 théang ké tir ngay sb ding ky
gia cong co hiéu luc.

Diéu 4. Quyét dinh nay c6 hiéu luc k& tir ngay ky ban hanh.



Piéu 5. Giam dbc S& Y té cac tinh, thanh phb truc thudc trung wong va glam
dbc don vi c6 thubc tai Diéu 1, Diéu 3 chiu trach nhiém thi hanh Quyét dinh nay.
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CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phice

DANH MUC 05 THUOC SAN XUAT GIA CONG TRONG NUGC
PUQC CAP SO PANG KY HIEU LUC 5 NAM - PQT 162

Ban hénh kém theo quyét dinh sé: 4.94/QP-QLD, ngay £5./..1./ w[?

1. Cong ty dang ky: (Co s& dat gla cong): Cong ty co phan BV Pharma (P/c: Ap 2, xd Tén
Thanh Téy, huyén Cii Chi, TP. H6 Chi Minh - Viét Nam)

1.1 Nha san xuét: (Co s& nhén gia cdng): Cong ty cb phin dugc phﬁ,m Vimedimex 2 (D/c: L6
dat N2, duong TS 6, KCN Tién Son, xa Noi Dué, huyén Tién Du, tinh Bac Ninh - Viét Nam)

HCI) 500 mg

nhém - PVC);
Hop 1 chai 100
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HDPE)
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1 [Lufocin Ciprofloxacin (dudi |Vién nén bao| 36 |TCCS |Hop 5, 10 vix GC-299-18
dang Ciprofloxacin |phim thang 10 vién (vi

2. Cong ty ding ky: (Co sé dat gia cong): Cong ty o phin dugc phim & dich vu y té Khanh
Hoi (D/c: S6 01 - Puong Lé Thach - Phuong 12 - Qudn 4 - TP. Ho Chi Minh - Viét Nam)

2.1 Nha sin xuét: (C6 sé nhén gia cong): Chi nhanh cong ty TNHH SX-TM dwgc phim
Thanh Nam (B/c: S6 60 - Pai 15 Péc ldp - KCN Viét Nam-Singapore - Phwong An Phii - Thi xd
Thudn An - Tinh Binh Duwong - Viét Nam)

STT

Tén thube

Browmbexin

e —_—

Hoat chit chinh -
Ham lwgng

Browlexin
hydrochlorid 8mg

Alimemagzin tartrat
Smg

Dang bao
ché

Vitn uéu
(mau vang)

Vién nén bao
phim

i| Tiéu

A
chuan

TCCS |Lo

Quy cach
dong goi

0 200 viéu, Lo

500 vién

Hop 02 vix 25
vién; Hop 08 vi
x 25 vién; Hop

S6 diing ky

GC-300-18
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