BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUANLY DUQC Pic ldp - Ty do - Hanh phic
Sé: 354/QP-QLD Ha Ngi, ngay Ahhdng 3 ndm 2014
QUYET PINH

Vi vige baii&':l;inh danii_‘mtc 03 thubc sin xuft trong nwée (thude c6 hoat chit,
phéi hophogt chit hodic dang bao ché Hin dlu ding ky tai Viét Nam - s6 ding
ky ©6 hign fyc 02 niim) dwgce cip 36 dling ky lru hanh tgi Viét Nam- Dot 145
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CUC TRUOGNG CYC QUAN LY DUQC

Can ¢t Ludt Duge ngdy 14 théng 6 nim 2005; |
Cén cir Nghj dinh s6 63/2012/ND-CP ngay 31/8/2012 cia Chinh phii quy dinh
chirc néng, nhiém vy, quyén han va co cdu td chirc cia B Y té;
_ Can clr Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 clia B truéng Bo V
té vé vi¢c quy dinh chitc ning, nhi¢ém vy, quyén han va co chu td chirc ciia Cuc
Quén ly Dugc thuge B§ Y té;

Cin ct Théng tu sb 22/2009/TT-BYT ngdy 24/11/2009 cia B Y té quy dinh

 viée ding ky thudc;

Can cit ¥ kién cia Hoi ddng tu vén cip sé ding ky ru hanh thubc B3 Y t;
Xét dé nghij ciia Trudng phéng Pang ky thude- Cuc Quian 1y Dugc;

QUYET PINH: |

Pidu 1. Ban hanh kém theo Quyét dinh ndy danh muc 03'thuéc sin xuét trong
nuée (thudc c6 hoat chit, phéi hop hoat chit hodc dang bao ché 1dn ddu ding ky tai
Viét Nam - sb diing ky c6 hiéu Iyc 02 nim) dugc cdp sé ding ky Iuu hanh tai Viét
Nam - Dot 145.

Piéu 2. Céngtzsénxuétvé cén%cty ding ky c6 thudc hwu hanh phai in sb
dang ky dugc B Y té cap 1én nhén thudc va phii chép hanh &ing céc quy ché ¢o
lién quan t6i san xuét va hru hanh thubc. S6 ding ky ¢6 ky hiéu QLDB-...-14 ¢6 gi4
trj 02 nim ké tir ngay ky Quyét dinh.

Diéu 3. Trong qué trinh luu hanh, nha sin xuét phai két hop vé6i céc co s&
diéu trj 48 thyc hién theo diing c4c quy dinh hién hanh vé thudc ké don va theo ddi
hiéu lyc, d3 an toan, tic dyung khdng mong muén cia thudc trén ngudi Viét Nam.
Cong ty ding k¥ c6 trdch nhiém tdng hop céc bio céo cua cic don vj trén vé Cuc
Quin Iy Dugc theo dting quy dinh hién hanh m3i 06 thing mét 1an.

Diéu 4. Quyét dinh nay c6 hiéu luc k& tir ngay ky ban hanh.
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Dicu 5. Gidm dbc S& Y té céc tinh, thanh phé tryc thue trung uong va gidm
déc cong ty san xuft va céng ty diing ky cé thubc tai Pidu 1 chju trach nhiém thi
hanh Quyét dinh ndy./.

Noi nhign:
- Nhu Didu 5;
- BT. Nguyén Thj Kim Tién (8¢ b/c);
- Cuc Quéin y - B Qudc phdng, Cyc Y té - By CA;
- Cyc Y té giao thong vén tai- B GTVT;

- - Tong Cyc Hai Quan- B§ Tii Chinh;
- Béo hiém x hdi Viét Nam; 3
-VuPhail:éché,CucQuinliKhém,chﬁabénh-BéYté; thay
thOY s L
- Vién KN thuéc TU va VKN thuéc TP HCM; e, ade Cuim
-T&ngCﬁngtyDuchN; T!'Il‘d'lngllocC g
- Céc bénh vién, Vién c6 giudmg bénh tryc thuéc BYT; -

- Website cita Cyc QLD, Tap chi Dugc M§ —Cyuc QLD;
- Lwu: VP, KDD, DXT (2b).
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CUC QUAN LY DUQC

BOYTE

CONG HOA XA HOI CHU'NGHIA VIET NAM
Déc lip - Ty do - Hanh phiic

DANH MUC 03 THUOC SAN XUAT TRONG NUGC BUGC CAP SO PANG KY HIEU LUC 02 NAM
(THUOC CO HOAT CHAT, PHOI HOP HOAT CHAT HOAC DANG BAO CHE LAN PAU PANGKY

TAI VIET NAM) - BOT 145
Ban hanh kém theo quyét dinh s6: 35x.../QP-QLD, ngay 4%7..7../2014

1. Cdng ty diing ky: Cbng ty cb phin dwge phim Glomed (D/c: 35 Dgi I Tw do, KCN Viét Nam =

- Singapore, tinh Binh Duwong - Vigt Nam) i
L N _ =]

1.1 Nha sén xuit: Céng ty cb phin dwyc phim Glomed (B/c: 35 Dqi I Tir do, KCN Vi¢: Nam - -
Singapore, tinh Binh Duong - Vigt Nam) é
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Hogt chét chinh - | Dang bko |Tudi| Tien Quy céch i B

STT Tén thube Ham lryng ché | tho |chuln| domgger | SOUENE N
1 *[Virizolmed Voriconazol S0mg  |Vién nénbao| 36 [TCCS [Hop 1 vi, 3 vix | QDB 44314 -

' phim thﬁng _ 10 vién )

2. Cong ty diing ky: Cong
KCN My Phudc, tinh Binh

ty TNHH dwrge phiim Dat Vi Pha (B/c: L6 M7A-CN, Dudng D17,
Duong - Viét Nam)
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2.1 Nha sén xuft: Céng ty TNHH dwgc phim gt Vi Phi (Brc: L M7A-CN, Pudmg D17, K'&Z&%’ﬁ
Mg Phubr, tinh Bink Duong - Vigt Nam) T
:‘5

: Hopt chit chinh - | Dang bho Tabi| Tign Quy céch o
STX Tén thube Ham hrgng ché tho |chuin|  déng goi 84 dling kf 3
2 [Davibest . Trazodon HCI 50mg | Vién nén beo] 36 |[TCCS HOp3vix10 | QLDB-444-14 4
phim thén vién %

3. Cong ty diing ky: Cong ty TNHH lién doanh Hasan
KCN Déng An, Thun An, Binkh Duong - Vigt Nam)

3.1 Nha sin xufit: Cdng ty TNHH lién doan
Dong An, Thudn An, Binh Duong - Vigs Nam)

-Dermapharm (D/e: L6 B, duong sé 2,

h Hasan-Dermapharm (D/c: L6 B, duomg 56 2, KCN

STT Tén thufe Hogt chit chinh - | Dgng bao |Tubil Tiéw | Quyesch | s3 diing ky
. Ham lugng ché the [chulln!  d6ng goi
- Natri clorid; Natri  [Thuée b 24 |Tccs Hép 10 géi, 20 LDB-445-14
3 | Mibezisol 2,5 citrat dihydrat; Kali * théng i, 30 g6, 50 | 2
clorid; Glucose; Ef:i x4,130g
Keém (duéi dang .
kém gluconat). /
! -
| e
Trwong Quéc Cudng
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