BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Péc tap - Tu do - Hanh phic
ss: A5 /QP-QLD Ha Noi, ngay OS thang F nam 2013
QUYET DINH

Vé viéc ban hanh danh muc 19 thude nuéc ngoai
(thudc c6 hoat chét lan dau, phéi hgp hoat chit lan diu hoic dang bao ché
lan dau dang ky tai Viéet Nam - s6 dang ky 6 hiéu luc 02 nam)
duge cip so dang ky luu hanh tai Viét Nam - Dot 82

CUC TRUGNG CUC QUAN LY DUGC

Can cif Luat Duge ngay 14/6/2005;

Can cit Nghi dinh s6 63/2012/ND-CP ngay 31/8/‘2012 ctia Chinh phu quy
dinh chic nang, nhiém vu, quyén han va co cfu t6 chic clia Bo Y t&;

C:m it Quye’t dinh 56 53/2008/QD-BYT ngay 30/12/2008 clia Bo truéng
N Vi 44 y dinh chifc ning, nhiém vy, quyén han va co ciu t8 chic clia
IR foc thuoe Bo Y t€ va Quyé’t dinh s6 3106/QD-BYT ngay
ehetti8 trudng Bo Y & vé viéc sira déi, bd sung Diéu 3 Quyét dinh s6
ngay 30/12/2008 ctha B trudng Bo Y t€ quy dinh chitc ning,
nhiém vu, quyén han vi co c4u té chifc clia Cuc Quén 1y Dugc thuéc Bo Y té;

Can cif Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cta BO Y t€ quy
dinh viéc dang ky thudc;

Cin cif ¥ kién ca Hoi déng tu van cip s6 dang ky lwvu hanh thuéec - B6 Y

té;
Xét dé nghi clia Trudng phong Dang ky thudc - Cuc Quan 1§ Dugc,

QUYET PINH:

Piéu 1. Ban hianh kém theo Quyét dinh ndy danh muc 19 thuéc nuéc
ngoai (thudc ¢6 hoat chét 14n dau, phdi hgp hoat chét 14n ddu hodc dang bao ché
14n ddu dang ky tai Viét Nam - s6 dang k¥ c6 hiéu Iuc 02 ndm) dugc cap sd ding
ky luu hanh tai Viét Nam - Dot 82.

Piéu 2. Nha san xudt va cong ty dang k¥ thudc c6 trich nhiém cung cép
thudc vao Viét Nam theo ddng cdc hé so tai liéu da dang ky v6i BO Y t€. S6 dang
k¢ dugc Bo Y t€ Viét Nam cap phéi dugc in Ién nhin thudc. S§ dang ky c6 ky
hiéu VN2-...-13 ¢6 gid tri 02 nam ké tir ngay ky Quyét dinh.



biéy 3. Trong qué trinh hru hanh, cong ty dang ky thubc, nha san xuit
phai phdi Bop v6i cdc co sd diéu tri dé thuc hién theo ding cdc quy dinh hién
hanh vé thyoc ké don (d6i voi thudc ke don) va theo dbi hiéu lyc, d6 an toan, tic
dung khong mong muén cua thudc trén ngudi Viét Nam va téng hop, bdo cdo
theo dting quy dinh hién hanh mdi 06 thing mot 14n vé& Cyc Quan 1y Duoc.
4. Nha san xuit va cong ty dang ky thubc phai chdp hanh diy du
at dia nude CHXHCN Viét Nam va céc quy dinh cba Bd Y t€ vé€ nhap
| va luu hanh thudc tai Viét Nam; néu c¢6 bat ¢t thay déi gi trong qud
gnh thudc & nudc sd tai va & Viét Nam thi phai bdo cdo ngay cho Cuc

d6c nha s3

hanh Quy€&t dinh nay./.

Noi nhén:

- Nhu Djéu 6;

- Bo trudmg Nguy&n Thi Kim Tién (dé b/c);

- Cuc QuanY B Quéc Phong, Cuc Y t€ - Bo Cong An;

- Cuc Y t€ Giap thong van tai - Bo Giao thdng van tii;

- Téng cuc Haj quan - BO Tai chinh; ‘

- Bao hi€m Xalhoi Viét Nam; |

- Vu Phip che] Cuc Khoa koc cong nghé v Dao tao, Cuc Quan

Iy Kham, chitajbenh - BO Y t&, Thanh tra BO Y t&; —
Vién KN thu } DE&?V’\Y;-EH KN thuéc TP. HCM; Truong Quéc Cudng

- C4c cong ty XNK Duoc phim:

| v Vien c6 giuong béah trirc thuoc B8 Y t&;




BOYTE

CUC QUANLY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Dc lap - Tu do - Hanh phiic

DANH MUC 19 THUOC CO HOAT CHAT LAN DAU, PHOI HGP HOAT CHAT LAN PAU HOAC
DANG BAO CHE LAN PAU PANG KY TAI VIET NAM PUQC CAP SO PANG KY

LUU HANH HIEU LUC 02 NAM - BQT 82

Ban hanh kém theo quyét dinh sé/:f.gtéﬂQB-QLD, ngay &(///?/fz/ﬂ’( j

1. Cong ty diang ky: Abbott Laboratories (P/c: 100 Abbott Park Road, Abbott Park, Illinois

d/c: Framnesveien 41,
3222 Sandelfjord,
Norway; Co s¢ dong
goi: GMPack ApS, d/c:
Plastvaenget 9, 9560
Hadsund, Denmark)

acid (EPA) ethyl
ester 460mg,
docosahexaenoic
acid (DHA) ethyl
ester 380mg)
1000mg

60064 - USA)
1.1 Nha sin xuit: Abbott GmbH & Co. KG. (P/c: Knollstrabe 50 67061 Ludwigshafen. -
Germany)
. Hoat chét chinh - | Dangbao |Tudi| Tidu | Quy cach £ ,
STT Tén thube Ham lugng ché tho [chudn| déng géi S0 ding ky
1 |Tarka Verapamil Vién nén bao; 36 [NSX |Hop2vix 14 VN2-101-13
hydrochloride phim phong |thing] vién
240mg; Trandolapril [thich ¢6
4mg kiém sodt
2 |Tarka Verapamil Vién nén bao| 36 [NSX |Hop2vix 14 VN2-100-13 '
hydrochloride phim phéng |thdng vién
180mg; Trandolapril |thich ¢
2mg kiém sodt
2. Cong ty ding ky: Abbott Products GmbH (D/c: Hans-Boeckler-Allee 20, 30173 Hanover -
Germany) ‘
2.1 Nha sin xuét: Banner Pharmacaps Europe B.V (B/c: De Posthoornstraat 7, 5048 AS
TILBURG - The Netherlands)
n £ Hoat chit chinh - | Dang bao Tudi| Titu | Quy cich £
STT Tén thuoc Ham legng ché the |chuin| dong géi S0 dang ky
3 [Omacor (Co so xuit Omega-3-acid ethyl [Vién nang 36 INSX |Hopllo 28 VN2-102-13
xudng 16: Pronova esters 90 (chira mém thang| vién; hop 1 lo
BioPharma Norge AS, [eicosapentaenoic 100 vién

3. Céng ty ding ky: AstraZeneca Singapore Pte., Ltd. (D/c: 8 Wilkie Road, #06-01 Wilkie Edge,
Singapore 228095 - Singapore)

Trang 1




I | |
3.1 Nha sdn xuit: AstraZeneca AB (D/c: Gartunavagen, SE-151 85 Sodertalje - Sweden)
| o Hoat chit chinh - Dang bao Tudi| Tiéu Quy cach s da .
STT Tén thubg Ham hrgng ché tho jchudn]  déng g6i 0 ding ky
4 |Anaropin Ropivacain HCI Dung dich 36 |[NSX |HopSOngtiém| VN2-104-13
(dudi dang  |tiém thing 10ml
Ropivacain HCI
monohydrat)
5mg/ml
"5 |Anaropin |  |RopivacainHCl  |Dungdich | 36 INSX [Hop5éngtiém| VN2-103-13
j(duwdi dang . [tiém thang 20m!}
Ropivacain HCl
monohydrat) 2
mg/ml
[ 6 |Anaropin Ropivacain HCl ~ |Dungdich | 36 [NSX |Hop5éngtiém| VN2-105-13
(duéi dang tiém théng 10ml
Ropivacain HCI '
monohydrat) 7,5
mg/ml ‘
"7 IBrilinta |  |Ticagrelor90mg  |Viénnénbao| 36 [NSX [Hop6vix10 | VN2-106-13
~ |phim thing vién

4, Cong ty din

4.1 Nha sin xudt: Bayer Pharma AG (b/c: D-51368 Leverkusen - Germany)

ky: Bayer (South East Asia) Pte., Ltd. (D/c: 63 Chulia Street # 14-00, Singapore
(049514) - Singapore)

Hoat chit chinh -

R
a £ - | Dangbao |Tudi| Tiéu | Quy cich Sé a ,
STT Tén thudq Ham hrgng ché the |chuin| déng goi 0 dang ky
8 |Levitra ODT Vardenafil (duéi  |Viénnéntan| 36 [NSX |Hoplvix2 VN2-107-13
dang Vardenafil HClI|trong miéng [thdng] vién
trihydrate) 10mg

i

5. Céng ty ding|ky: Boehringer Ingelheim International GmbH (D/c: Binger Strasse 173,

55216 Ingelheiv?am Rhein - Germany)

5.1 Nha sin xuft: Boehringer Ingelheim Roxane Inc (D/c: Columbus, OH 43228 - USA)

R Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cich .

‘STT Tén thubq Hiam hrgng ché tho [chudn| dong goi S6 ding kf
9 |Viramune XR Nevirapine 400mg | Vién nén 24 INSX [Hop1chai30 | VN2-108-13
| gidi phéng |théng vién
| chgm
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6. Cdng ty ding ky: Daehan New Pharm Co., Ltd. (D/c: #1062-4, Namhyeon-dong, Gwanak-gu,

Seoul - Korea)

6.1 Nha san xuét: Dachan New Pharm Co., Ltd (P/c: 904-3, Sangshin-ri, Hyangnam-myun,
Hwasung-si, Kvonggi-do - Korea)

. £ Hoat chit chinh - | Dang bao Tubi| Tiéu | Quy céch £ ax .

STT Tén thuge Ham hroug ché tho [chudn| déng géi S6 ding ky

10 |Daeladin Tablet Lacidipine 4mg Vién nén bao] 36 |BP Hop 9vix 10 VN2-109-13
phim thang[2007 |vién

7. Cong ty dang ky: F.Hoffmann-La Roche Ltd. (D/c: Grenzacherstrasse 124, CH-4070 Basel -

Switzerland)
7.1 Nha sdn xuit: Roche Diagnostics GmbH (D/c: Sandhofer Strasse 116 68305 Mannheim -
Germany)
. Hoat chét chinh - | Dang bao |Tuéi| Tieu | Quy céch £
STT Tén thube Ham legng ch& tho |chudn| déng goi So dang ky
11 [Mircera Methoxy Dung dich 36 INSX |Hop1bom _ VN2-111-13
polyethylene glycol |tiém thang tiém déng san
- epoetin beta 0,3ml
30meg/0,3ml B |
12 [Mircera Methoxy Dungdich | 36 [NSX |Hoplbom | VN2-110-13
polyethylene glycol [tiém thang tiém déng san
- epoetin beta 0,3ml
120mcg/0,3ml

8. Cong ty diing ky: Hasco-Lek S.A. (D/c: Zmigrodzka Street 242F, 51-131 Wroclaw - Poland)

8.1 Nha sin xuiit: Laboratorio Elea S.A.C.LF.yA (B/c: Sanabria No.2353 - C1417AZE - CABA -

Argentina)

% Hoat chit chinh - | Dang bdo |Tudi| Tiéu | Quy cich .

STT Tén thuoe Ham lugng ché tho {chudn| déng géi S6 dang ky

13 |8 Horas Eszopiclone 2mg  |Viénnénbao| 24 |NSX [Hop3vix 10 | VN2-113-13
oo} fehim  thing)  jvién )
14 18 Horas Eszopiclone 3mg | Vien nén bao] 24 |NSX Hop3vix 10 VN2-114-13 1

15 |8 Horas Eszopiclone Img  |Viénnénbao) 24 INSX [Hop3 vix 10 VN2-112-13

phim thang vién

9. Cong ty ding ky: Intas Pharmaceuticals Ltd. (D/c: 2nd Floor, Chinubhai Centre, Off Nehru
Bridge, Ashram Road, Ahmedabad - 380 009 - India)
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9.1 Nha sin xu%t: Intas Pharmaceuticals Ltd. (P/c: Matoda 382 210, Dist. Ahmedabad - India)

o £ Hoat chét chinh - | Dangbao |Tudi| Tigu | Quy cich £as 1
. a
STT Téa th““% Ham hrgng ché tho |chudn| dong goi 86 dang ky
16 (Intalopram 10 Escitalopram (dudi {Viénnénbao| 24 [NSX [Hdplvix15 VN2-115-13
dang Escitalopram  {phim thang vién
oxalate) 10mg

10. Céng ty diin

10.1 Nha sin x
Singapore)

ky: Merck Sharp & Dohme (Asia) Ltd. (D/c: 27/F., Caroline Center, Lee
Gardens Two, 28§ Yun Ping Road, Causeway Bay - Hong Kong)

t: Schering-Plough (Singapore) Pte. Ltd. (P/c: 70 Tuas West Drive, 638414 -

STT

Hoat chit chinh -

Dang bao

Tudi

Tién

a £ Quy cich J e ,

_ Tén thude Ham hrgng ché | tho |chuin| acnggei | S0 JAnENY
17 [Victrelis (Co sé ddng  [Boceprevir 200mg , |Viénnang | 24 [NSX [Hoplénx 4 VN2-116-13
: goi: Schering-Plo cimg théng hép nho x 7 vi

Labo N.V.,, d/c: ‘ x 12 vién

Industriepark 30, 2220

Heist-op-den-Berg

Belgium)

11. Cong ty dinglky: Novartis Pharma Services AG (D/c: Lichtstrasse 35, 4056 Basel -

Switzerland) ,
11.1 Nha san xua: Novartis Pharma Stein AG (D/c; Schaffhauserstrasse CH-4332 Stein -
Switzerland) ;
‘ a £ Hoat chét chinh - ? Dang bio Tubi| Titun Quy céach £ ,
ST Tén thude Ham lirgng ché | tho [chuin| donggei | el
18 |Galvus Met Vildagliptin 50mg; (Viénnénbaol 18 INSX [Hip6vix 10 VN2-117-13
 |50mg/500mg Metformin | phim thang vién
hydrochloride !
. 500mg

12. Cong ty ding
- 173205, Himac.

Mathura Road, New Delhi-110 004 - India)

Trang 4

: Panacea Biotec Limited (D/c: Malpur, Baddi, Tehsil-Nalagarh, Dist. Solan
Pradesh, - India)

12.1 Nha san xuit} Panacea Biotec Ltd. (P/c: B-1Extn./G3, Mohan Co-operative Indl. Estate,




STT

Tén thube

Hoat chét chinh -
Ham lugng

Dang bao
ché

Tudi
tho

Tiéu
chuin

Quy ciach
dong goi

Sé dang ky

19

Toff Plus Capsules

Paracetamol 500mg;
Dextromethophan
HBr 15mg;
Chlorpheniramin
maleat 2mg;
Phenylephrin HCI
10mg

Vi€n nang
cimg

36

thing

NSX

Hop2vix 10
vién

VN2-118-13
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