BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lip - T do - Hanh phiic
So: 38 /QDb-QLD Ha Néi, ngay g4 thdng 2 nam 2019
QUYET PINH

Vé viéc ban hanh Danh muc 04 thude san xuit trong nwée duge cip
gidy dang ky lru hanh tai Viét Nam hi¢u luc 05 ndm - Dot 164 (bd sung 2)

CUC TRUONG CUC QUAN LY DUQC

Can ctr Luat Duoc s6 105/2016/QH13 ngay 06/4/2016;

Can ctt Nghi dinh s 75/2017/ND-CP ngay 20/6/2017 ctia Chinh pht quy dinh
chic ndng, nhiém vu, quyén han va co cdu t6 chic cua BO Y té:

Can ¢t Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cia Bo truong Bo Y
té quy dinh viée dang ky luu hanh thude, nguyén lidu lam thude;

Can cir Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cua B truong B Y té
quy dinh chirc néng, nhiém vy, quyén han va co céu t6 chire ciia Cuc Quan ly Duoc
thudc Bo Y 1é;

Cén ctr y kién cua Hoi dong tu van cép gidy dang ky luu hanh thude, nguyén
liéu lam thude - B Y té;

Xét @& nghi cua Trudong phong Dang ky thude - Cue Quan 1y Duoc,

QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 04 thube san xuat trong
nude duge cip gidy dang ky luu hanh tai Viét Nam hiéu luc 05 nam - Dot 164 (b
sung 2).

Diéu 2. Cong ty san Xuat va cong ty dang ky co thude luu hanh phai in s6 dang
ky duge B6 Y té cdp 1én nhin thude va phai chdp hanh dung cac quy dinh cé lién
quan tGi san xuat va luu hanh thudc. Cac s dang ky co ky hiéu VD-...-19 ¢6 gia tri
05 nam ké tir ngay ky Quyét dinh.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam doc S& Y té cac tinh, thanh pho truc thude Trung wvong va giam
dbc cong ty san xuét va cong ty ding ky co thude tai Didu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhgn: CUC TRUONG
- Nhu Diéu 4;

- BT. Nguyén Thi Kim Tién (dé b/c);

- TT. Truong Qubec Cudng (dé b/c);

- Cuc Quany - Bo Qubc phong, Cuc Y té - BO Cong an;
- Cuc Y t¢ GTVT - Bo Giao thong vén tai;

- Tong Cuc Hai quan - Bo Tai chinh;

- Bao hiém xa hoi Viét Nam; SR

- Vu Phap ché, Cuc QLYDCT, Cuc QLKCB - Bo Y té; 2 i 0 8 J”T uin Cudy ng
Thanhtra BO'Y 1é; %M%hen"’
- Vién KN thude TU, Vién KN thuée TP.HCM,;

- Téng Cong ty Duoc Viét Nam;

- Cac Bénh vién, Vién cé giuong bénh truc thude Bo Y té;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, Website;

- Luu: VT, BKT({15b).




CUC QUAN LY DUQC

BOY TE

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Ty do - Hanh phiic

DANH MUC 04 THUOC BUQC CAP GIAY PANG KY LUU HANH
HIEU LUC 05 NAM - DOT 164 (BO SUNG 2)

Ban hanh kém theo Quyét dinh sb: .j.é]%../QB—QLD, ngay .4.../.. .71./2019

1. Cong ty diing ky: Cong ty C6 phin duwge Medipharco (B/c: S6 8, Nguyén Trucng T¢, phucng

Phuée Vinh, TP. Hué, tinh Thira Thién Hué - Viét Nam)

1.1 Nha san xuéit: Cong ty C6 phin dwgc Medipharco (P/c: 86 8, Nguyén Truong 16, phuong

Phude Vinh, TP. Hué, tinh Thira Thién Hué - Viét Nam)

Tén thuoe

Ofleye Drops

Tobramycin

Hoat chit chinh -
Ham lugng

Mdi Sml chua:
Ofloxacin 15mg

Mdi Sml chira
Tobramycin (dudi
dang Tobramycin
sulfat) 15mg

Dang bao
che

Dung dich
thudce nho
mat, tal
Dung dich
thudc nho
mat

Tudi
tho
36

thang

24
thang

Tiéu
chuédn

TCCS

TCCS

Quy cach
dong goi

Hop 1 lo Sml

Hép 1 lo Sml

S6 dang ky

VD-32740-19

VD-32741-19

2. Cong ty dang ky: Cong ty C6 phin Dugc phdm An Thién (D/c: 314 Béng Sao, Phuong 3,
Oudn 8, TP. H6 Chi Minh - Viét Nam)
2.1 Nha san xudt: Cong ty C6 phan Dwoc phdm An Thién (P/c: L6 C16, duong s6 9, KCN Hiép
Phuée, huyén Nha Be, TP. H6 Chi Minh - Viét Nam)

STT

|FS]

Tén thuode

A.T Panthenol

clorid 0,9%

Nude mubi sinh ly Natri

Hoat chit chinh -

Ham lugng

Méi tuyp 5g chia:

Dexpanthenol 250

mg

M&i 100 ml dung

dich chira: Natri

clorid 900 mg

Dang bao
ché

Kem bdi da

Dung dich
dung ngoai

Tubi Tiéu Quy cach
tho |chuin|  dong goi
36 |TCCS [Hop 1 tuyp Sg.

thang 10g, 15g, 20g
36 |TCCS [Chai 100ml,

thang 200ml, 500ml,
1000m]

S6 dang ky

VD-32742-19

VD-32743-19

Trang 1
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