BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC DPoc lap - Tu do - Hanh phiic
ss: /M /QP-QLD Ha N¢i, ngay Al thang U1 ndm 2013
QUYET PINH

Vé viéc ban hanh danh muc 22 thudc nudc ngoai (thuéc cé hoat chét, phéi
hop hoat chét, dang bao ché lan dau dang ky tai Viét Nam - s6 ding ky c6
hiéu luc 02 nam) duogc cip s6 dang ky luu hanh tai Viét Nam - Dot 80

CUC TRUGNG CUC QUAN LY DUGC

Can i Lust Duoc ngdy 14/6/2005;

Can ct Nghl dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh pht quy
dinh chtc 1 nang, mhiém vy, quyén han va co cdu t chic clia Bo Y t€;

Cin ctt* Quyet dinh s& 53/2008/QD-BYT ngay 30/12/2008 cta Bo tru’o’ng
Bo Y t&€ vé viéc quy dinh ‘chitc nang, nhiém vu, quyén han va co cdu té chic clia
Cuc Quan ly Dugc thuoc Bo Y t€ va Quyet dinh s6 3106/Qb-BYT ngay
29/8/2011 ctia Bo trudng Bo Y t€ vé viéc silta ddi, bd sung Diéu 3 Quyét dinh s6
53/2008/Qb-BYT ngay 30/12/2008 cta Bo truéng BO Y t€ quy dinh chic nang,
nhiém vu, quyén han va co cdu t6 chiic clia Cuc Quan 1y Duoc thudc Bo Y t&;

Cén cit Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cta Bo Y t€ quy
dinh viéc dang ky thudc;

Can ctt ¥ kién cia Hoi dong Xét duyét thudc - BO Y t€; ‘

Xét d€ nghi clia Trudng phong Dang ky thu6c - Cuc Quén 1y Duoc,

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 22 thuéc nuéc
ngoai (thu6c c6 hoat chat, phdi hop hoat chét, dang bao ché 14n ddu dang ky tai
Viét Nam - s6 dang k¥ c6 hiéu luc 02 nam) duge cdp s6 diang k¥ lwu hanh tai
Viét Nam - Dot 80. '

Diéu 2. Nha san xust va cong ty ding ky thuéc c6 trich nhiém cung cip
thudc vao Viét Nam theo diing cdc hé so tai liéu d3 dang ky véi Bo Y t€. S6 ding
ky dugc Bo Y t€ Viét Nam cap phdi dugc in 1én nhan thu6e. S§ diang ky cé ky
hiéu VN2-...-13 c6 gi4 tri 02 nam ké tr ngay ky Quyét dinh.

Piéu 3. Trong qud trinh luu hanh, cong ty dang ky thudc, nha san xust
phai ph6i hgp Vvéi céc co s& diéu tri dé thyc hién theo diing c4c quy dinh hién
hanh vé thudc ké don (d6i véi thudc ké don) va theo dbi hiéu luc, 46 an toan, tic



dung khong mong muén ctia thudc trén ngudi Viét Nam va tdng hop, bdo céo
theo ding quy dinh hién hanh méi 06 thdng mot 14n vé Cuc Quéan 1y Dugc.

- Diéu 4. Nha san xuit va cong ty ding ky thuéc phai chdp hanh diy da
phép luét clla nu6c CHXHCN Viét Nam va cidc quy dinh clia Bo Y t€ vé€ nhap
kh4u thude va luu hanh thuéc tai Viét Nam; néu cé bat cit thay d6i gi trong qué
trinh Ivu hanh thu6c & nudc sG tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Dugc - Bo Y t€ Viét Nam.

Diéu 5. Quyét dinh nay c6 hiéu luc k€ tir ngay k¥ ban hanh.

Piéu 6. Gidm doc SO Y t€ cdc tinh, thanh phd tryc thudc trung wong, gism
d6c nha san xudt va cong ty dang ky c6 thudc tai Piéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 6;

- Bo trudng Nguyén Thi Kim Tién (dé b/c);

- Cuc Quan Y - B Quéc Phong, Cuc Y t€ - Bo Cong An;
- Cuc Y t€ Giao thong van tai - Bo Giao thong van tii;

- Téng cuc Hai quan - Bo Tai chinh;

- Bio hiém X3 hoi Viét Nam;

- Vu Phép ché, Cuc Khoa hoc cong nghé va Dao tao, Cuc Quar
1y Kham, chita bénh - Bo Y t&, Thanh tra BO Y t¢;

- Vién KN thu6c TW, Vién KN thuéc TP. HCM;

- Téng Cong ty Dugc VN;

- Céc cong ty XNK Duoc phdm;

- C4c Bénh vién va Vién c6 giudng bénh truc thuoc Bo Y t&;
- Website clia Cuc QLD, Tap chi Duge va MP - Cyc QLD;

- Lwu: VP, KDD, DKT(10).

Trg Quéc Cudng



BOY TE

CUC QUAN LY DUQC

CONG HOA XA HQI CHU NGHIA VIET NAM
Dgc ldp - Ty do - Hanh phic

DANH MUC 22 THUOC CO HOAT CHAT LAN PAU, PHOI HQP HOAT CHAT LAN PAU HOAC
DANG BAO CHE LAN DAU PANG KY TAI VIET NAM BUGC CAP SO PANG KY LUU HANH
HIEU LUC 02 NAM - BQT 80

Ban hanh kém theo Quyét dinh s6: ....44...../QD-QLD, ngay ..L£../.. 041 2013

1. Cong ty dang ky: AstraZeneca Smgapore Pte., Ltd. (D/c: 8 Wilkie Road, #06-01 Wilkie Edge,
Singapore 228095 - Singapore)

1.1 Nha san xuét: Bristol-Myers Squibb (B/c: 4601 Hzghway 62 East, Mount Vernon, Indiana,

47620 - USA)
n X Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich J .
A y Y ” d k
STT Tén thuoe Ham lwgng ché tho [chuin| doéng gbi 50 diing ky
1 [Komboglyze XR Saxagliptin Smg; Vién nén bao] 36 |[NSX |Hop4vix7 VN2-26-13
‘ Metformin phim thang vién )
Hydrochloride
500mg
2 Komboglyze XR Saxagliptin Smg; Vién nén bao| 36 [NSX Hop4vix7 VN2-25-13
Metformin phim * {thang vién
Hydrochloride
1000mg
1.2 Nha san xut: Patheon Pharmaceuticals Inc. (D/c: Cincinnati, OH 45237 - USA)
z Re
R < Hoat chét chinh - | Dang bao |[Tudi| Tiéu | Quy cach Sé dine k¢
STT Tén thude Ham lwgng ché tho |chuan| dong goi ¢ dang &y
3 |Vimovo (déng gbi: Naproxen, Vién nén 30 INSX [Hop11o 60 VN2-27-13
AstraZeneca Esomeprazole (dudi |phéng thich |[thing vién
Pharmaceutical Co., dang Esomeprazole |chim
Ltd., No.2 Huang Shan |magnesium
Road Wuxi Jlangsu trihydrate)
China) 500mg/20mg

2. Cong ty dang ky: Berlin Chemie AG (Menarlm Group) (D/c: Glienicker Weg 125 12489

Berlin - Germany)

2.1 Nha san xuét: A.Menarini Manufacturing Logistics and Sérvices S.r.d (D/c: Via Rosolino
Pilo n.4 50131 Florence - Italy)
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n £ Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cach £ oo .
0 % S d
STT Tén thuoe Ham lwgng ché tho |chudn| déng goi 0 dang ky
4 [Sympal inject Dexketoprofen Dung dich | 48 [NSX [Hop 5 bngx VN2-28-13
trometamol tiém hodc  {thing 2ml
50mg/2ml truyén tinh

pha loing

mach sau khi

3. Cong ty ding ky: Cong ty TNHH DKSH Viét Nam (D/c: S6 23 Pai 16 Déc Ldp, khu cong
nghiép Viét Nam - Singapore, huyén Thudn An, tinh Binh Duong - Viét Nam)

3.1 Nha sén xuét: Astellas Pharma Europe B.V. (B/c: Hogemaat 2 7942 JG Meppel - The

Netherlands)
o Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cich £ g o
5 5 : hall - a )
STT Tén thuge Ham lwgng ché tho |chuin| dong géi So déing ky
5 [Vesicare 10mg Solifenacin Vién nén bao] 36 |INSX |Hop3vix 10 VN2-29-13
succinate 10mg  |phim thang vien

4. Cong ty ding ky: Ferring Pharmaceuticals Ltd. (D/c: Units 1-12, 25/F, No 1 Hung To Road
Ngau Tau Kok, Kowloon, - Hongkong)

4.1 Nha san xuét: Rentschler Biotechnologie GmbH (D/c: Erwin-rentschler -Str. 21 d-88471

o vy )

1Ty
germanyy

laupheim -

Hoat chét chinh -

R
Tuoi

A y Dang bao Tiéu Quy cach J . -
STT Tén thude Ham lugng ché | tho [chudn| donggei | S0 dAnE kY

6 [|Firmagon (Pdng gbi: degarelix (dudi dang|bdt pha dung| 36 [NSX [Hop 2 lo bot + VN2-30-13

Ferring International degarelix acetate)  |dich tiém  |thing 2 1o dung mdi

Center SA, dia chi: 120mg 6ml + 2 6ng

Chemin de la tiém + 4 bd

Vergognausaz 50, 1162 phan tiép ndi dé

Saint-Prex, Switzerland; pha thube + 2

NSX lo dung mbi: kim tiém

Hameln pharmaceuticals

GmbH, dia chi: Langes

Feld 13, 31789 Hameln,

Germany)
7 |Firmagon (Péng go6i:  |degarelix (dudi dang|bét pha dung| 36 |NSX [Hop 1 lo bot + VN2-31-13

Ferring International degarelix acetate)  |dichtiém  |théng 1 lo dung méi

Center SA, dia chi:
Cheminde la
Vergognausaz 50, 1162
Saint-Prex,

80mg

6ml + 1 ng
tiém + 2 bd
phén tiép ndi dé
pha thube +




Switzerland; NSX o
dung moi: Hameln
pharmaceuticals GmbH,
dia chi: Langes Feld 13,

31789 Hameln, Germany

1 kim tiém

5. Céng ty ding ky: Getz Pharma (Pvt) Ltd. (D/c: Plot No. 29-30/27 Korangi Industrial Area,
Karachi 74900 - Pakistan)

5.1 Nha san xuét: Getz Pharma (Pvt) Ltd. (B/c: Plot No. 29-30/27 Korangi Industrial Area,
Karachi 74900 - Pakistan)

Re
Tuoi

1680mg

o X Hoat chit chizh - | Dang bao Tiéu Quy cach X 4% .
STT Tén th : ; 2 o g S0 ding k
én thuoe Ham lugng ché tho | chuin dong goi ¢ gang Ky
8 |Getzome insta sachet Omeprazole 20mg; {Bot pha hén | 24 |NSX [Hop 10 gbi VN2-32-13
Sodium Bicarbonate {dich uéng  |{thang
1680mg
9 |Getzome insta sachet  [Omeprazole 40mg; |Botphahdn | 24 [NSX |Hop10géi | VN233-13
Sodium Bicarbonate {dich uéng  [thing

6. Cong ty ding ky: GlaxoSmithKline Pte., Ltd. (D/c: 150 Beach Road, # 21-00 Gateway West,
Singapore 189720 - Singapore)

6.1 Nha sin xuét: Glaxo Operations UK Ltd. (trading as Glaxo Wellcome Operations) (P/c.
Priory Street, Ware, Hertfordshire, SG12 ODJ - UK)

" J Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach J g .
STT ~Tén thude Ham lugng ché tho {chudn| déng géi 50 ding ky
10 [Votrient 200mg (Co s& [Pazopanib (dudi Vién nén bao] 24 |NSX |H6p 11030 VN2-34-13
dong g6i (cAp 1 & cip 2)|dang Pazopanib phim. thang vién
& xuat xudng thanh hydrochloride)
phdm: Glaxo Wellcome,|200mg
S.A.; d/c: Avda. de
Extremadura, 3, 09400 -
Aranda de Duero
(Burgos), Spain)
11 |Votrient 400mg (Co s¢ Pazopamb (dudéi Vién nén bao 24 INSX |[Hop1lo 30 VN2- 35 13
déng g6i (chp 1 & cip 2)|dang Pazopanib phim thang vién
& xuit xudng thanh hydrochloride)
phdm: Glaxo Wellcome,|400mg -

{Extremadura, 3, 09400 -

S.A.; d/c: Avda. de

Aranda de
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[ [Duero (Burgos), Spain) |

1

[ |

L

6.2 Nha san xuét: GléxoSmithKline Manufacturing SpA (D/c: Strada Provinciale Asolana 90,
43056 San Polo di Torrile Parma - Italy)

. Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy cach £ 2o ,
A A ° . S
STT Tén thude Ham lwgng ché tho |chudn dong goi 0 ding ky
12 |Hycamtin Img Topotecan (dudi Bot pha 36 INSX [Hop1lo VN2-36-13
dang Topotecan dung dich  |théng
HCI) Img truyén tinh
mach
13 Hycamtm 4mg Topotecan (dudi B4t pha 36 |NSX Hop 1 lo hoac 5| vN2-37-13
~ |dang Topotecan dung dich  |thing lo
HCI) 4mg truyén tinh
mach
14 |Nimbex 2mg/ml Cisatracurium (du’orl Dung dlch 24 INSX Hop 5 éng VN2-38-13 |
dang Cisatracurium |tiém hodc  jthing 2,5ml
_|besylate) 2mg/ml  |truyén tinh
mach
15 |Nimbex Smg/m! Cisatracurium (dudi [Dung dich | 24 INSX [Hop1lo30ml | VN2-39-13
dang Cisatracurium |tiém hodc  fthing
besylate) 5mg/ml  |truyén tinh
mach
7. Céng ty ding ky: Hyphens Pharma Pte. Ltd (D/c: 138 Joo Seng Road, 3rd floor, Singapore
3683061 - Singapore)
7.1 Nha sén xuit: J.Uriach and Cia., S.A. (D/c: Avda. Cami Relal 51-57 08184-Palai- Solita i
Plegamans, Barcelona - Spain)
R £ Hoat chét chinh - | Dang bao |Tudi| Titu Quy cach . ,
STT Tén thude Ham lwgng ché tho | chudn déng goi 56 ding ky
16 |Rupafin Rupatadine (dudi | Vién nén 24 [NSX |Hop1vi x10 VN2-40-13
dang Rupatadine thang vién
Fumarate) 10mg

8. Céng ty diing ky: Invida (Singapore) Private Limited (P/c: 79 Science Park Drive # 05-01
Cmtech 1V Singapore (118264) - Singapore)

8.1 Nha sén xuét: Aveva Drug Delivery Systems Inc., (B/c: Miramar, FL 33025 - USA)

o g Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quycich | ggax . 1o
STT| ~ Teénthube Him lwgng ché | tho |chudn| dénggsi | B
17 |Sancuso Granisetron 34,3mg rqiéng dan 36 [NSX (hop 1 miéng VN2-41-13
d¢ tham qua [thang dan
Trang 4
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9. Cong ty diing ky: Janssen Cilag Ltd. (P/c: 106 Moo 4 Lad Krabang Industrial Estate
Chalongkrung Rd., Kwaeng Lamplatew, Khet Lad Krabang, Bangkok 10520 - Thailand)

9.1 Nha san xuit: Janssen-Cilag Manufacturing,

Ward, Gurabo 00778 - Puerto Rico)

L.L.C (D/c: State Road 933, KM 0.1, Mamey

STT

Tén thudc

Hoat chét chinh -
Ham lwong

Dang bao
ché

Tudi
tho

Quy cach
doéng goi

S6 ding ky

18

19

20

21

Concerta 18mg (Péng
g6i: Anderson
Packaging, Inc., d/c:
4545 Assembly Drive,
Rockford, IL 61109,
USA; Xuét xudng:
Janssen Ortho LLC, d/c:
State Road 933, KM 0.1,
Mamey Ward, Gurabo
00778, Puerto Rico)

Concerta 27mg (Pén
g6i: Anderson :
Packaging, Inc., d/c:
4545 Assembly Drive,
Rockford, IL 61109,
USA; Xuit xudng:
Janssen Ortho LLC, d/c:
State Road 933, KM 0.1,
Mamey Ward, Gurabo
00778, Puerto Rico)

Concerta 36mg (Péng
g6i: Anderson
Packaging, Inc., d/c:
4545 Assembly Drive,
Rockford, IL 61109,
USA; Xuit xudng:
Janssen Ortho LLC, d/c:
State Road 933, KM 0.1,
Mamey Ward, Gurabo
00778, Puerto Rico)

Concerta 54mg (P6ng
g6i: Anderson
Packaging, Inc., d/c:
4545 Assembly Drive,

Methylphenidate
hydrochloride 18mg

Methylphenidate
hydrochloride 27mg

Methylphenidate
hydrochloride 36mg

Methylphenidate
hydrochloride 54mg

Vién nén
phdng thich
kéo dai

Viénnén |
phéng thich
kéo dai

Viénnén |
phdng thich
kéo dai

Viénnén |
phodng thich
kéo dai

24
thidng

INSX

24
thang

24
thang

NSX

24
thang

NSX

lvién

Chai HDPE 30
vién

'Chai HDPE 30
vién

Chai HDPE 30

Chai HDPE 30
vién

VN2-42-13

VN2-43-13

VN2-44-13

VN2-45-13

-

e o e &



Rockford, IL 61109,
USA; Xufit xurdng:
Janssen Ortho LLC, d/c:
State Road 933, KM 0.1,
Mamey Ward, Gurabo
00778, Puerto Rico)

10. Cong ty diing ky: Yeva Therapeutics Pvt., Ltd. (B/c." 108, Shiv Chambers, plot.No.21,
C.B.D.Sector II, Belapur, New Bombay-400 703 - India)

10.1 Nha sin xuit: Maxim Pharmaceuticals Pvt. Ltd. (D/c: Plot No. 11 & 12 Kumar Ind. Estate,
Markal, Pune 412 105 - India)

Hoat chit chinh - Dang bao

Tudi| Tiéu | Quy cach S6 ding ky

P A A
STT Tén thuoe Ham lugng ché | tho [chudn| déng géi
22 |Zinecox 200 Cefditoren (duéi Vién nén bao| 24 |NSX [HOp2vix 10 VN2-46-13
dang Cefditoren phim théng vién
Pivoxil) 200mg
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