pAYTF CONG HOA XA HOI CHU NGHIA VIET NAM

- CUC QUAN LY DUGC Doc 1ap - 1 u do - Hanh phiic
S6: 145 /QP-QLD Ha Noi, ngay A¢ thdng AC ndm 2012
QUYET DINH

Vé viéc ban hanh danh muc 19 thuéc nuée ngoai (thudc cé hoat chat, phoéi
hop hoat chit, dang bao ché lan dau dang ky tai Viét Nam - s¢ dang ky cé
~ hiéu luc 01 nam) duoc cap s6 dang ky Iuu hanh tai Viét Nam - Dot 79

CUC TRUGNG CUC QUAN LY DUGC

Cin c¢ Luat Dugce ngay 14/6/2005;
Can ctt Nghi dinh s6 188/2007/ND-CP ngay 27/12/2007 ciia Chinh pha

quy hitc ning, nhiém vu, quyén han va ca cfu té chitc cia B6 Y t&;
ct € 5t dinh s6 53/2008/QD-BYT ngay 30/12/2008 cua B6 trudng
Bo :vicc qu  inh chifc nidng, nhiém vu, quyén han va co céu té chic cla

Cuc wuau 1 1gc thudéc BO Y t€ va Quyét dinh s6 3106/QD-BYT ngay
29/8/2011 chia Bo trudng Bo Y t€ vé viéc slra déi,.bd sung Diéu 3 Quyét dinh s6
53/2008/QD-BYT ngay 30/12/2008 ciia B trudng Bo Y t€ quy dinh chic nang,
nhiém vu, quyén han va co cu t6 chitc ciia Cuc Quan 1y dugc thudc Bo Y t€;

Cin c& Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cia BO Y t€ quy
dinh viéc dang ky thudc;

Cin c ¥ kién cia Hoi dong Xét duyét thudc - BO Y t&;
Xét dé nghi cia Trudng phong Dang ky thuée - Cuc Quan ly dugc,

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 19 thuéc nudc
ngoai (thudc cé hoat chat, ph6i hop hoat chat, dang bao ché 14n dau dang ky tai
Viét Nam - s6 dang ky cé hiéu luc 01 nam) dugc cap s6 dang ky luu hanh tai
Viét Nam - Dot 79.

Diéu 2. Nha san xuét va cong ty diang ky thubc c6 trach nhiém cung cip
thuéc vao Viét Nam theo diing cédc hoé so tai liéu di dang ky v6i BO Y t€. S6 dang
ky dugc Bo Y t&€ Viét Nam cip phéi duge in 1én nhidn thude. S6 dang ky c6 ky
hiéu VN1-...-12 c6 gid tri 01 ndm ké tir ngay ky Quyét dinh.

Diéu 3. Trong qua trinh luu hanh, cong ty dang ky thuéc, nha san xuét
phai phéi hgp Véi céc co s& diéu tri dé thuc hién theo ding cdc quy dinh hién
hanh vé thuéc ké don (d6i véi thude ké don) va theo déi hiéu luc, d6 an toan, tic



dung khéng mong mu6n cla thuéc trén ngudi Viét Nam va téng hop, bdo cdo
theo ding quy dinh hién hanh méi 06 thang mot 14n vé€ Cuc Quan ly duge.
Diéu 4. Nha san xuét va c6ng ty ding ky thu6c phai chdp hanh ddy du
phép luat ciia nu6c CHXHCN Viét Nam va cdc quy dinh cia B6 Y t€ v&€ nhap
kh4u thu6c va luu hanh thuéc tai Viét Nam; néu cé bat cit thay déi gi trong qua
trinh luu hanh thudc & nudc sb tai va & Viét Nam thi phai bdo cdo ngay cho Cuc

Quan 1y Dugc - B9 Y t€ Viét Nam.

Piéu 5. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 6. Gidm d6c SO Y t€ c4c tinh, thanh phé truc thudc trung vong, gidm
d6c nha san xudt va cong ty dang ky cé thuéc tai Diéu 1 chiu trich nhiém thi

hanh Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 6;

- BT. Nguyén Thi Kim Tién (d€ b/c);

- TT. Cao Minh Quang (d€ b/c);

- Cuc Quan Y - B4 Quéc Phong, Cuc Y t€ - B Cong An;

- Cuc Y t€ Giao thong van tai - B6 Giao théng v4n tai;

- Téng cuc Hai quan - B6 Tai chinh;

- Bao hi€ém X4 héi Viét Nam;

- Vu Phdp ché, Vu Khoa hoc va Dao tao, Cuc Quan 1y Khim
chita bénh - B Y t€, Thanh tra Bo Y t€; S—
- Vién KN thuéc TW, Vién KN thusc TP. HCM;

- Téng Cong ty Duoc VN;

- Céc cong ty XNK Duoc pha'm;

- Cac Bénh vién va Vién c6 giudng bénh truc thuéc Bo Y t€;

- Website ctia Cuc QLD, Tap chi Dugc va My phdm-Cuc QLD;
- Luu: VP, KDD, DKT (10).
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DANH MUC 19 THUOC CO HOAT CHAT LAN DAU, PHOI HGP HOAT CHAT LAN DAU HOAC
DANG BAO CHE LAN DAU DANG KY TAI VIET NAM PUGQC CAP SO DANG KY LUU HANH
HIEU LUC 01 NAM - BJT 79

Ban hanh kém theo quyét dinh s6: .2 4.5./QP-QLD, ngay ..[C.../...(¢../ 2012
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1. CONG TY PANG KY
Alcon Pharmaceuticals Ltd.
Route des Arsenaux 41, P.O.
Box 61, 1701 Fribourg -
Switzerland
1.1 Nha san xuét
s.a. Alcon-Couvreur N.V

Rijksweg 14, B-2870 Puurs -
Belgium

Nevanac

2. CONG TY DPANG KY
Boehringer Ingelheim
International GmbH

Binger St. 173, 55216 Ingelheim
am Rhein - Germany

2.1 Nha san xuét
Boehringer Ingelheim Roxane
Inc

Columbus, OH 43228 - USA
Trajenta

3. CONG TY PANG KY

Getz Pharma (Pvt) Ltd.
Plot No. 29-30/27 Korangi
Industrial Area, Karachi -
Pakistan

3.1 Nha san xuét
Getz Pharma (Pvt) Ltd.

Plot No. 29-30/27 Korangi
Industrial Area, Karachi -
Pakistan

Soliget Tablets Smg

Nepafenac

Linagliptin

Solifenacin
succinate

Hdn dich
nhd
mat-1mg/mi

Vién bao

Vién nén
bao phim-
Smg

24
thang

4

NSX

NSX

NSX

Hop 1 o Sml

Hop 3 vix
10 vién

Hop1vi x
10 vién

—

VN1-747-12

VN1-748-12

VNI1-749-12
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. < Hoat chat  [Dang thudc Tubi| Tiéu | Quy cich £
STT Tén thuoe chinh ham1 ng | tho | chuan noo S0 da
513-2, Yatab-dong,
Bundang-gu, Seongnam city,
Gyeonggi-do - Korea
7.1 Nha san xuft
Samik Pharmaceutical Co., Ltd.
374-1 Cheongcheon 1-Dong,
Boopyeong-Gu, Incheon - Korea
7|Leprozine Tab Levodropropizin | Vién nén- | 36 [NSX |Hop 10vix | VNI-753-12
e _J 60mg J thang 10 vién
8. CONG TY PANGKY
Meiji Seika Kaisha Ltd.
4-16 Kyobashi 2-Chome
Chuo-Ku, Tokyo 104 8002 -
Japan
8.1 Nha sin xuit
Tedec-Meiji Farma, SA
Carretera M-300, Km 30,500,
28802 Alcala De Henares
(Madrid) - Spain
8|Meiact 200mg Cefditoren Vién nén 24 INSX |Hop2vix VN1-754-12
Pivoxil bao phim- |thidng 10 vién
200mg
Cefditoren
9|Meiact 400mg Cefditoren Vién nén 24 INSX |HOp2vix VNI1-755-12
Pivoxil bao phim- {théng 10 vién :
400mg
Cefditoren
r—— - — T T — o0ttt — — — ——“’—'-———J —————————————
9, CONG TY PANG KY
Novartis Pharma Services AG
Lichtstrasse 35, 4056 Basel -
Switzerland
9.1 Nha san xuit
Novartis Pharma Stein AG
Schafthauserstrasse CH-4332
Stein - Switzerland
10|Exforge HCT Amlodipine Vién nén 24 INSX {HOp1vix7 | VNI-756-12
10mg/160mg/12.5mg besylate, bao phim- |thdng vién
Valsartan, 10mg
Hydrochlorothiaz Amlodipine,
ide 160mg;12,5
mg

Trang 3




11. CONG TY PANG KY

' P.F Hasco-Lek
Zmigrodzka 242F, 51-131
Wroclaw - Ba Lan

b — ]

n £ Hoat chit |Dang thuéc|Tudi| Tigu | Quy cich £oax o,
STT Tén thuoe chinh ham hrgng | tho [ chuin| déng géi So ding ky -
11|Exforge HCT 10mg/160mg/25mg |Amlodipine Vién nén 24 INSX |Hoplvix7 | VNI-757-12
besylate, bao phim- |thang vién
Valsartan, 10mg
HydrochlorothiaZ Amlodipine,
ide 160mg;25m
g
12|Exforge HCT 10mg/320mg/25mg |Amlodipine Vién nén 24 INSX |[HOp1vix7 | VNI-758-12
besylate, bao phim- |thdng vién
Valsartan, 10mg
HydrochlorothiaZl Amlodipine,
ide 320mg;25m
g
12'"xforge HCT 5mg/160mg/12.5mg |Amlodipine Vién nén 24 INSX [Hop1lvix7 | VNI-759-12
besylate, bao phim- |[thdng vién
| Valsartan, 5mg
HydrochlorothiazZ Amlodipine,
ide 160mg;12,5
mg
14|Exforge HCT 5mg/160mg/25mg |[Amlodipine Vién nén 24 INSX ([Hoplvix7 | VNI-760-12
besylate, bao phim- [thing vién
Valsartan, S5mg
HydrochlorothiaZ Amlodipine,
ide 160mg;25m
g
15| Tasigna Nilotinib Viénnang | 24 |NSX [HOp7vix4 | VNI-761-12
cimg- thang vién
150mg
10. CONG TY PANG KY
Nycomed GmbH
Byk-Gulden - Strasse 2,
D-78467 - Konstanz. - Germany
10.1 Nha sin xuit
Nycomed GmbH
1
’roduction Site Singen,
Xobert-Bosch-Strasse 8, D-78224
Singen - Germany
16|Omnaris Nasal Spray Ciclesonide Hén dich 24 INSX [Hop 1 chai VNI1-762-12
thuoc xit  |thdng 120 liéu xit
mili dang phén lieu
phan
lieu-50mceg/
liéu xit

Trang 4
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11.1 Nha san xut
Bio Products Laboratory

Dagger Lane, Elstree,
Hertfordshire, WD6 3BX - UK

Replenine-VF

12. CONG TY DPANG KY
Taiwan Panbiotic
Laboratories
No. 5-1 Ta Tong Road, Niao
Sung Hsiang, Kaohsiung Hsien
- Taiwan

12.1 Nha sin xuit
Panbiotic Laboratories
No. 5-1, Ta Tong Road, Niao Sung

Hsiang, Kaohsiung Hsien -
Taiwan

Flumefal Tablet 2mg "Panbiotic”

13. CONG TY PANGKY
Zuellig Pharma Pte., Ltd.
15 Changi North Way #01-01,
498770 - Singapore

13.1 Nha sin xuit
GE Healthcare Ireland

IDA Business Park Carrigtohill
Co. Cork - Ireland

Visipaque

Yéu td IX
(Factor IX)

Flunitrazepam

Iodixanol

Bét dong
kho pha
tiém-500IU

Vién nén
khong
bao-2,0mg

Dung dich
tiém-
320mg /ml

36
thang

48
thang

36
thang

NSX

NSX

- — —

| ]

Hop 10 vix
10 vién

Hop 10 chai
50ml, hop 10
chai 100ml

VN1-763-12

VN1-764-12

VN1-765-12

Trang 5
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