BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
s6: 58 /QP-QLD Ha Ngi, ngay 03 thang A{ ndm 2016
QUYET DINH

V¢ viéc ban hanh danh muc 17 thudc nu6e ngoai
(thudc ¢6 hoat chat, phoi hop hoat chit 1an dau dang ky tai Viét Nam - s6
dang ky c6 hiéu luc 02 nam) duge cap s6 dang ky luu hanh tai Viét Nam -
bot 95 :

CUC TRUGNG CUC QUAN LY DUGC

Can cir Luat Duge ngay 14/6/2005;

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

Can cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cta Bo trudng BO Y
t€ quy dinh chiic nang, nhiém vy, quyén han va co cu té chic cla Cyc Quan ly
dugce thuoc Bo Y t€;

Can cit Thong tw s6 44/2014/TT-BYT ngay 25/11/2014 cta Bo Y t& quy
dinh viéc ding ky thudc;
Can cit ¥ kién ctia Hoi dong tu van cdp s6 dang ky luu hanh thude - BO Y

té;

Xét dé nghi clia Phong Dang ky thudc - Cuc Quén 1y Dugc,
QUYET DINH:

Piéu 1. Ban hanh k&m theo Quyét dinh ndy danh muc 17 thudc nuéc
ngoai (thudc c6 hoat chat 14n ddu, phéi hgp hoat chét 14n dau dang ky tai Viét
Nam - s¢ dang ky c6 hiéu luc 02 nam) dugc cdp s6 dang ky luu hanh tai Viét
Nam - Dot 95.

Piéu 2. Nha s&n xudt va cong ty ding ky thudc cé trdch nhiém cung cép
thudc vao Viét Nam theo diing céc hd so tai liéu di dang ky v6i Bo Y t€. S6 dang
ky durge Bo Y t€ Vit Nam c4p phai duoc in 1én nhin thuéce. S6 dang ky c¢é ky
hiéu VN2-...-16 ¢6 gi4 tri 02 nam ké tir ngay ky Quyét dinh.

biéu 3. Trong qué trinh luu hanh, céng ty dang ky thudc, nha san xuit
phai phéi hop véi cdc co s diéu tri dé thuc hién theo ding cdc quy dinh hién
hanh vé thudc ké don (d6i véi thudc ké don) va theo ddi hiéu luc, 6 an toan, tic
dung khéng mong muén ctia thudc trén ngudi Viét Nam va tdng hop, bdo cdo
theo diing quy dinh hién hanh mdi 06 thang mot 14n vé Cuc Quan 1y Duoc.



Dieu 4. Nha san xuat va cong ty dang ky thuoc phai chap hanh day du
phap lu|t cua nu6c CHXHCN Viet Nam va cac quy dinh cua Bo Y te ve nhap
khau thuoc va luu hanh thuoc tai Viet Nam; neu co bat cu thay doi gi trong qua
trinh luu hanh thuoc o nu6c so tai va 6 Viet Nam thi phai bao cao ngay cho Cue

Quan ly Dugc - Bo Y te Viet Nam.

Dieu 5. Quyet dinh nay co hieu luc ke turngay ky ban hanh.

Dieu 6. Giam doc Sd Y te cac tinh, thanh pho true thuoc trung uong, giam
doc nha san xuat va cong ty dang ky co thuoc tai Di6u 1 chiu trach nhiem thi

hanh Quyet dinh nay./.

Noi nhan:

- Nhir Dieu 6;

« Bo truong Nguyin Thi Kim Tien (de b/c);

- Thu: truong Le Quang Cudng (de b/c);

- Cue Quan Y - Bo Quoc Phong, Cue Y te - Bo Céng An;

- Cue Y te Giao thong v|n tai - Bo Giao thong van tai;

- Téng cue Hai quan - Bo Tai chlnh;

- Bao hiem Xa hoi Viet Nam;

- Vu Phap che, Cue Khoa hoe cong nghe va Dao tao, Cue Quan
ly Kham, chua benh - Bo Y te, Thanh tra Bo Y te;

- Vien KN thuoc TO, Vien KN thuoc TP. HCM;

- Tong Cong ty Dugc VN;

- Cac cong ty XNK Dugc phlm;

- Cac Benh vien va Vien co giudng benh true thu6c Bo Y te;
- Website cua Cue QLD, Tap chi Duoc va MP - Cue QLD;

- Luu: VP, KDD, DKT(IO)’

CUC TRUONG

Trirang Quoc Circmg



BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic

DANH MUC 17 THUOC NUGC NGOAI CO HOAT CHAT LAN PAU, PHOI HGP HOAT CHAT
LAN DAU PANG KY PUJC CAP SO DPANG KY LUU HANH HIEU LUC 02 NAM - BOT 95

Ban hanh kém theo quyét dinh sé: 2<8/QD-QLD, ngay03../.d1/.. 206

1. Cong ty didng ky: A. Menarini Singapore Pte. Ltd (B/c: 30 Pasir Panjang Road, # 08-32
Mapletree Business City, (117440) - Singapore)

1.1 Nha sdn xuit: A.Menarini Manufacturing Logistics and Services S.r.l (B/c: Via Campo Di
Pile- 67100 L'Aquila (AQ) - Italy)

Hoat chét chinh - | Dang bac |Tudi| Tieu | Quy cich

a Je 1 Sé di Y
STT Tén thude Ham luwgng ché tho {chudn| dong goi 0 dang ky
1 |Sympal (Co s& kiém Dexketoprofen Vién nén bao| 24 [NSX |HopOlvix04 | VN2-522-16
soat {6: A.Menarini (dudi dang phim thang vién; Hop 02 vi
Manufacturing Logistics {Dexketoprofen x 10 vién.

and Services S.r.l; dia  [trometamol) 25mg

chi: Via Sette Santi,

3-50131 Firenze (F),
Italy)

2. Cong ty dang ky: Baxter Healthcare (Asia) Pte., Ltd. (B/c: 150 Beach Road #30-01/08
Gateway West, Singapore 189720 - Singapore)

2.1 Nha sian xuit: Baxter S.A (B/c: Bd René Branguart 80, B-7860 Lessines - Belgium)

. Hoat chét chinh - Dang bao |Tudi| Tigu| Quy cach £oax
e b : *75 2 So d
STT | Teén thude Ham lrgng | ché tho | chuin déng g6i 0 dang ky
2 |Olimel N9E 1000 ml nhil dich chira: Alanine | Nhil dich 24 [NSX |Tdi plastic VN2-523-16
8,24g; Arginine 5,58g; Aspartic |truyén tinh |thang 1000ml,
acid 1,65g; Glutamic acid 2,84g; mach 1500ml,

Glycine 3,95g; Histidine 3,4g;
Isoleucine 2,84g; Leucine 3,95g;
Lysine (du¢i dang Lysine
acetate) 4,48g; Methionine
2,84g; Phenylalanine 3,95g;
Proline 3,4g; Serine 2,25g;
Threonine 2,84g; Tryptophan
0,95g; Tyrosine 0,15g; Valine
3,64g; Natri acetat trihydrat
1,5g; Natri glycerophosphate
hydrat 3,67g; Kali clorid 2,24g;
Magnesi clorid hexahydrat
0,81g; Calci clorid dihydrat
0,52g; Glucose anhydrous 110g;

2000ml

Trang 1
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_ |nanh tinh khiét: 40g

3. Cong ty ddng ky: Daiichi Sankyo Co., Ltd. (D/c: 3-5-1, Nihonbashi, Honcho, Chuo-Ku, Tokyo

- Japan)

3.1 Nha san xuét: Eli Lilly & Company (P/c: Lilly Technology Center, Indianapolis, Indiana

46825 - USA)
" £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich Sé as .
STT Tén thude Ham lrgng ché tho | chuén dong goi 0 dang ky
3 |Efient Film- coated Prasugrel (dudi dang| Vién nén bao| 24 {NSX {Hop2vix 14 VN2-524-16
tablet prasugrel phim thdng vién
I hydroclorid) 10mg N -

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

4.1 Nha sin xuit: Catalent Germany Schorndoft GmbH (P/c: Steinbeisstr. 2, D-73614

Schorndoft - Germany)

o Hoat chdt chinh - | Dangbao |Tudi| Tieu | Quycdch | ggagu . 1o

STT Tén thude Ham lwgng ché tho [chudn| d6ng goi 0 dang ky

4 |Duodart (NSX san phim |M®&i vién chira Vién nang 18 INSX |Hop1lo30 VN2-525-16
trung gian Dutasteride: |Dutasteride 0,5mg; |cing thing vién

Catalent France
Beinheim SA- d/c: 74
rue principale, 67930
Beinheim, France; NSX
san phim trung gian
Tamsulosin HCI:
Rottendorf Pharma
GmbH- d/c: Ostenfel
Strafe 51-61, 59320
Ennigerioh, Germany.

Tamsulosin HCI
0,4mg

4.2 Nha san xuit: Glaxo Operation UK Ltd. (P/c: Priory Street, Ware, Hertfordshire, SG120DJ -

UK)
a £ Hoat chit chinh - | Dang bao Tubi| Tiéu Quy céch Sé aa .
STT Tén thuoe Ham lwgng ché tho |chudn doéng goi 0 ding ky
5 |Revolade 25mg Eltrombopag (duéi [Vién nén bao| 24 |NSX |Hop4vix7 VN2-526-16
dang Eltrombopag |phim théng vién
L olamine) 25mg | I R
6 |Revolade 50mg Eltrombopag (duéi |Vién nén bao| 24 [NSX [Hop4vix7 VN2-527-16
dang Eltrombopag |phim thang vién
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5. Cong ty dang ky: Hyphens Pharma Pte. Ltd (D/c: 138 Joo Seng Road, #03-00, Singapore

368361 - Singapore)

5.1 Nha sin xuit: Dr. Willmar Schwabe GmbH & Co. KG (B/c: Willmar-Schwabe - Str.4,
D-76227 Karlsruhe - Germany)

sidoides (ty 1€
1:8-10). 20mg

A £ Hoat chit chinh - | Dang bao Tudi| Titu Quy cach £ o .
: U5 2 So
STT Tén thude Ham lugng ché | tho [chudn| dénggsi | -0 oone kY
7 {Kaloba 20mg Cao kho ré cay Vién nén baoy 36 [NSX |Hop1 vix2l VN2-528-16
' Pelargonium phim thing vién

6. Cong ty dang ky: Janssen Cilag Ltd. (B/c: 106 Moo 4 Lad Krabang Industrial Estate
Chalongkrung Rd., Kwaeng Lamplatew, Khet Lad, Krabang, Bangkok 10520. - Thailand)

6.1 Nha sdn xuit: Janssen Pharmaceutica N.V. (B/e: Turnhoutseweg 30, B-2340, Beerse -

Belgium)
2 Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy cach P
STT Tén thude Ham lwong ché | tho |chudn donggoi | o oangky
8 |Invega Sustenna Paliperidone (duéi [Hbn dich 24 INSX [|Hopchaal dng| VN2-529-16
dang Paliperidone  [tiém giai thang tiém Iml déng
palmitate) phéng kéo sin thubc + 2
100mg/1m! dai kim tiém an
toan
9 |invega Sustenna Paliperidone (duéi |Hbn dich 24 [NSX |Hdpchtia 16ng| VN2-530-16
dang Paliperidone |tiém gidi théng tiém 1,5ml
palmitate) phéng kéo déng sin thubc
150mg/1,5ml dai + 2 kim tiém an
toan
10 |Invega Sustenna Paliperidone (dué¢i  |Hén dic 24 |NSX |[Hépchha 1 éng| VN2-531-16
dang Paliperidone |tiém giai thiang tiém 0,5ml
palmitate) phdng kéo déng sin thubc
50mg/0,5ml dai + 2 kim tiém an
toan
11 |Invega Sustenna Paliperidone (duéi  |Hdn dich 24 |NSX |Hopchta 1 éng| VN2-532-16
dang Paliperidone  |tiém giai thang tiém 0,75ml '
palmitate) phéng kéo déng sin thubc
75mg/0,75ml dai + 2 kim tiém an
toan
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7. Cong ty dang ky: Merck Sharp & Dohme (Asia) Ltd. (D/c: Flat/RM 1401 A&B 14/F & 27/F.,
Lee Garden Two, 28 Yun Ping Road, Causeway Bay - Hong Kong)

7.1 Nha san xuat: MSD International GmbH (D/c: Kisheelan, Clonmel, Co. Tipperary - Ireland)

Hoat chat chinh - Dang bao Tu6i Tieu Quy cach

So dang k
STT Ten thuoc Ham lirong che tho chuan dong goi 9%y
12 Zepatier (co SO dong Elbasvir 50mg; Vien nen bao 30 NSX Hop 2 vix2vi VN2-533-16
goi: Schering Plough Grazoprevir IOOmg phim thang X 7 vien

Labo NV, dia chi:
Industriepark 30,
Heist-op-den-Berg,
2220, Belgium)

8. Cong ty dang ky: Mundipharma Pharmaceuticals Pte. Ltd. (D/c: 12 Marina View, #22-01
Asia Square Tower 2, Singapore 018961 - Singapore)

8.1 Nha san xuat: Bard Pharmaceuticals Limited (D/c: Cambridge Science Park, Milton Road,
Cambridge, CB40GW - United Kingdom)

Hoat chat chinh - Dang bao Fuéi TFiéu Quy cach

So dang k
STT Ten thuoc Ham lirtfng che tho chuan dong goi 9%y
13 Oxynorm IOmg Oxycodon Vien nang 36 NSX Hop2vix 14 VN2-534-16
hydroclorid 10mg cung thang vien
tuong du-o'ng
Oxycodon 9mg
14 Oxynorm 20mg Oxycodon Vien nang 36 NSX Hop2vix 14 VN2-535-16
hydroclorid 20mg cung thang vien
tirang dirang
Oxycodon 18mg
15 Oxynorm 5mg Oxycodon Vien nang 36 NSX Hop2vix 14 VN2-536-16

hydroclorid 5mg cung thang vien
tirang dirong
Oxycodon 4,5mg

8.2Nha san xuat: Mundipharma Pharmaceuticals Ltd. (D/c: 13, Othellos Str., Dhali Industrial
Area, Nicosia, Cyprus 2540 - Cyprus)

Hoat chat chinh - Dang bao Tuoi Tiéu Quy cach

) So dang ky
STT Ten thuoc Ham lirong che tho chuan dong goi
«16 Oxynorm IOmg/ml Oxycodon (duai Dung dich 48 NSX Hop 1chaix VN2-537-16
concentrate oral dang Oxycodon uong thang 30ml; Hop 01
HC1) 9 mg/ml chai 120ml
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17 Oxynorm 5mg/5ml oral Oxycodon (dirai Dung dich 48 NSX Hop 01 chai x VN2-538-16
solution dang Oxycodon uong thang 100 ml; Hop 01
HC1) 4,5mg/5ml chai 250 ml.

Trang 5



