BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC DPoc lap - Tu do - Hanh phiic
S6: 4 /{-0 /QP-QLD Ha Noi, ngays{/ thdng /// ndm 2011
QUYET DINH

VE vitc céng bo 15 t&n thude nuée ngoai {thude ¢ hoat chit 1an ddu dang ky tai
Viét Nam - 6 dang ky c6 higu Iyc 01 ndm) duge phép lwu hanh
tai Viét Nam - Dot 75

CUC TRUONG CUC QUAN LY DUGC

Can ca Luat Duge ngay 14/6/2005;

Can ci Nghi dinh 56 188£2007/ND-CP ngay 27/12/2007 cta Chinh phi
quy dinh chifc nang, nhi¢m vu, quyén han va co cdu t8 chic clia Bo Y 1&;
Can ot Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 ctia B6 trudng

Bo Y t€ vé viéc quy dinh chifc nang, nhiém vu, quyén han va co c4u té chite clia
Cuc Quan 1§ dugc thudc Bo Y t€;

Can ¢ Thong nr s6 22/2009/TT-BYT ngay 24/11/2009 cua Bo Y t&€ quy
dinh viéc dang ky thuéc;

Cén ¢ ¥ ki€n cua Hoi dong Xét duyét thudc - Bo Y t€;
Xét e nghi cia Trudng phong Ding ky thuéc - Cuc Quan 1y duac,

QUYET DINH:

Dicu 1: Cdp s6 dang ky cho 15 thudc nude ngoai (thuse chida hoat chat 13n
diu dang ky tai Viét Nam - s6 dang ky ¢6 hiéu luc 01 nam) dugc phép lwu hanh
tal Viét Nam {(danh muc k&m theo) - Dot 75.

bieu 2: Cong ty san xuét v cong ty ding ky thude ¢6 trdch nhiém cung
cap thudc vio Viét Nam theo ding cic hé so tai lieu di diang ky v6i Bo Y €. S6
dang k¥ duoc Bo Y t&€ Viet Nam cép pha1 duge in Ién nhidn thudc. S6 ding ky ¢6
ky higu VNI-...-11 c6 gid tri 01 nam k€ tir ngay k¥ Quyét dinh.

biéu 3: Trong qua trinh luu hanh, nha sin xudt phai két hop véi cac cd sG
diéu tri d€ theo doi hiéu lue, do an toan, tdc dung khéng mong mudn cia thudc
trén ngudi Viét Nam va téng hop, bdo cdo theo diing quy dinh hién hanh mbi 06
thdng mét [4n vé Cuc Quan 15' duac.

biéu 4: Quyét dinh nay c6 higu luc ké tir ngay ky ban hanh.



Piéu 5. Gidm déc SG'Y t€ cac tinh, thanh phd trye thudc trung wong, gidm
déc cong ty san xudt va cong ty dang ky ¢6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhdn:

- PGS. TS. Nguyén Thi Kim Tién - BT (d€ b/c);
- TS. Cao Minh Quang - TT (d€ b/c);

- Vu Phép ch&, Vu Y Duge ¢ truyén, Cuc Quan by Khim chita 7, |
beénh - Bo Y €, Thanh tra B Y t€;

- Vien KN thudc TW, Vién KN thudc TP. HCM;
- Téng Cong ty Duge VN;

- Cac SO Y & tinh, thanh phé truc thuoe TW;

- Cuc Quan Y - Bo Qudac Phong, Cuc Y t&€ - B Cong An;

- Cuc Y 18 Giao théng van tdi;

- Béo hiém X4 hoi Viet Nam;

- C4c Bénh vién va Vién cé giudmg bénh tryc thude BY Y (€;

- Website ciia Cuc QLD, Tap chi Duge va My phdm-Cyc QLD;
- Céc dom vi ¢6 thusce duge luu hanh tai Didu I

-Luwu: VP, BKT.




BOY TE

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Pgce iap - Tw do - Hanh phiic

DANH MUC 15 THUOC CO HOAT CHAT LAN PAU DANG KY TAI VIET NAM DUGC CAP
SO DANG KY HIEU LUC 1 NAM - BOT 75

Ban hanh kém theo quyét dinh sé:,%//;@......./QLD-DK, ngay {f///f/ff201l

n £ Hoat chit  |Dang thude|,. .. Ti€u | Quy cach | o< 4. ,
STT Tén thuoe chinh ham lwgng | 1901 09 cpudnl dong goi |0 9408 1Y
1.CONG TY PANGKY .
Abbott Laboratories
100 Abbott Park Road, Abbott
Park, Hlinois 60064 - USA
1.1 Nha san xuft
Hospira S.P_A.
| Via Fosse Ardeatine 2-20060
Liscate (MI) - Itqly
1| Zemplar Paricalcito} Dung dich |24 thing|NSX HOp 5 bng | VN1-581-11
thudc tiém - iml
Smeg/ml
2. CONG TY DANG KY
Céng ty c6 phan Duge phim
Duy Tan
72717 Trc‘f;n Quéc Toan, qudn 3,
TP. Ho Chi Minh. - Viét Nam
2.1 Nha san xuft
Gerardo Ramon & Cia.8.ALC.
Int. Amaro Avalos 4208 1605-
Munro-Buenos Aires - Argenting
2| Salmocalein Salmon Dung dich |24'théang|{BP  |Hop 5 éng x| VN1-583-11
Calcitonin tong |tiém - 1ml
hop 1001U/ml
3|Salmocalcin Satmon Dung dich 24 thang|BP  |Hap 5 dng x VYN1-584-11
Calcitonin tong [tiém - Iml
hgp 501U/ml
4]Salmocalcin Salmon Thube xit |24 thang|NSX [Hép 1 lo VYNI1-582-11
Caleitonin tong ymiit- 2,1ml chira
hop 2001U/tiéu 14 lidu
3.CONG TY PANG KY
Cong ty THHH TM DP Dong
a
56 13, 16 134, phé Trung Hoa,
Cau Gidy, Ha Néi - Viét Mam
3.1 Nha sin xuit
Guangxi Huahong
Pharmaceutical Co., Ltd
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" £ Hoat chdt  |Dang thube|,. ;. Tiéu | Quy cach | oz 4. . f .
STT Tén thude chinh ham lwgng Tuoi the chuin| déng gbi 80 ddng ky [
No.529 Livbao Road, Livjiang
county, Liuzhou, Guangxi - China
5|Hoa Hbng Phién Caq dlrgc liép: Yién nén 36 thang|NSX HQp 2 i, YN1-585-11
Nhat diem hong, [bao phim - . moi th 2 vi
Bach hoa xa x 12 vién
thiét thao, Ké
hoa dao, Bom
bup, K& huyet
dang, Bao kim
nuong, Tich
mich
4. CONG TY DPANGKY
Céng ty TNHH Kién Vigt
101 Puomg Lam Son, P.2, O.
Tér Binh, TP, HCM - Viét Nam
4.1 Nha sin xuit
Biodeal Laboratories Pvt. Ltd.
508 G.I1D.C Esiale, Wadhwancity
363 -035, Swrendranagar, Gujarat
- India
6(Nebibio-H Nebivolol, Vién nén 24 thing|NSX {Hdp 3 vix | VNI-586-11
Hydrochlorothia | khéng bao - 10 vién
zide Smg
Nebivolol;
12,5mg
_ Hydrochlor
- othiazide
5. CONG TY PANG KY
Hetero Drugs Ltd,
7-2 A2, Hetero Corporate,
Industrial Estates, Sanathnagar,
Hyderabad Andhra Pradesh-4AP
- India
5.1 Nha sin xuit
M/s. Hetero Drugs Limited
22-110, IDA Jeedimetia,
Iyderabad-500 655 - India
7| Vorican-200 Voriconazole Viénnén |24 thang|NSX [Hép 3 vix | VNI-587-11
bao phim - 10 vién
200mg
6. CONG TY DANGKY
Laboratorios Recalcine S.A.
Avenida Pedro de Valdivia 295,
7300524 Providencia, Santiago
- Chile
6.1 Nha sin xuit
Laboratorios Recalcine S.A.
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: Hoat chit |Dang thube|, . . Tiéu | Quy cach | oz .. ,
4 ; k
STT Tén thude chinh ham lwgng Tudi tho chuin| déng goi 56 ding ky
Carascal No 5670, Santiago, Chile
- Chile
8| Femidona chlormadinene {Viénnén |24 thang)NSX [Hép I vi28 | VN1-588-11
acetate; ethinyl {bao phim - vién
estradiol 2mg;0,02
. mg
7. CONG TY DANGKY
Micro Labs Limited
No.27, Race Course Road,
Bangalore 560 001 - India
7.1 Nha sin xuét
Micro Labs Ltd.
121 to 124, 4th Phase, K.14.D.B.
Bommasandra Industrial Area,
bangalore 560099 - India
9| Cefroz-250 Cefprozil Viénnén |24 thang|USP |Hop 1vix | VNI-589-11
bao phim - 10 vién
250mg
Anhydrous
Cefprozil
16| Cefroz-500 Cefprozil Vién nén |24 thang|NSX |Hdp 1 vix [ VNI1-5%0-11
bao phim - 10 vién
500mg
Anhydrous
Cefprozil
8.CONG TY PANGKY |
Novartis Pharma Services AG
Lichtstrasse 35 - 4036 Basel -
Switzeriand
8.1 Nha san xuft
Novartis Pharma Stein AG
Schaffhauserstrasse CH-4332 Stein
- Switzerland
11}Certican 0.25mg Everolimus Viénnén - |36 thang|NSX |Hop6vix | VNI-591-11
0,25mg 10 vién
12| Certican 0.5mg Everolimus Viénnén - |36 thang|NSX (Hép6vix | VNI1-592-11
0,5mg 10 vién
13|Certican 0.75mg Everolimus Vién nén - |36 thang|NSX |[Hop6vix | VNI-593-11
0,75mg 10 vién
14| Tasigna 200mg Nilotinib Vién nang - [ 18 thang|NSX [Hop I vi X | ¥N1-594-11
200mg 7 vién
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. Hoat chét Dang thudc , Tiéu | Quy cach | o« -
STT Tén thube chinh bam hrgng Tubi tho chuinf dong géi S0 ding ky :
15{Xolair 150 mg Omalizumab Bt va dung| 48 thing|NSX |Hop 1 lg bdt| VN1-595-11
md&i pha 150mg + 1
tiém - ong dung
150mg mdi 2m]
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