BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
S6: 554 /QD-QLD Ha Néi, ngay i thdng § nam 2014
QUYET PINH

Vé viéc ban hanh danh muc 16 thude nuée ngoai
(thudc c6 hoat chat 1an dau, phéi hop hoat chat lin dau hoac dang bao ché
lan dau dang ky tai Viét Nam - s6 diang ky c6 hiéu luc 02 niam)
duoc cdp s6 dang ky luu hanh tai Viét Nam - Dot 87

CUC TRUGNG CUC QUAN LY DUGC

Can cit Luat Dugc ngay 14/6/2003;

Can ctf Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phil quy
dinh chic ning, nhiém vu, quyén han va co cdu t3 chic clia B Y té;

Can ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 clia BO trudng Bo Y
t€ quy dinh chic nang, nhiém vu, quyén han va co cfu té chic ctia Cuc Quan 1y
duoc thudc Bo Y té€;

Can cir Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cta Bo Y t&€ quy
dinh viéc dang ky thudc;
Can cu y kién cua Hoi dong tu van cdp s6 dang ky luu hanh thudc - Bo Y

té;

Xét dé nghi cia Trudng phong Ding ky thuc - Cuc Quan 1y Duok,
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 16 thudc nudc
ngoai (thude ¢ hoat chét 14n ddu, phéi hgp hoat chét 14n ddu hoic dang bao ché
lan ddu dang ky tai Viét Nam - s6 ding ky c6 hiéu luc 02 nam) duoc cdp s6 ding
ky luu hanh tai Viét Nam - Dot 87.

Diéu 2. Nha sin xuit va cong ty ding ky thu6c c6 trch nhiém cung cip
thu6e vao Viét Nam theo diing céc hé so tai liéu di dang ky véi Bo Y t€. S§ ding
ky dugc BO Y t€ Viét Nam cdp phéi dugc in 1én nhan thudc. S6 dang ky c6 ky
hi¢u VN2-...-14 ¢6 gid tri 02 nam ké tir ngay ky Quyét dinh.

biéu 3. Trong qué trinh luu hanh, cong ty ding ky thudc, nha sin xut
phai phdi hop véi cdc co s diéu tri dé thuc hién theo ding cdc quy dinh hién
hanh vé thu6c ké don (d6i véi thudc ké don) va theo dai hieu luc, do an toan, tac
dung khong mong mudn cla thuée trén ngudi Viét Nam va téng hop, bdo céo
theo ding quy dinh hién hanh mdi 06 thang mot 14n vé Cuc Quan 1y Duoc.



Diéu 4. Nha san xuit va cong ty ding ky thubc phai chdp hanh day du
phép luat ctia nuéc CHXHCN Viét Nam va céc quy dinh cta Bo Y t&€ vé nhap
kh4u thudc va luu hanh thude tai Viét Nam; néu c6 bat ¢ thay ddi gi trong qua
trinh Iuu hanh thudc & nudce s tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Duge - Bo Y t& Viét Nam.

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

Piéu 6. Gidm d6c S Y t€ cdc tinh, thanh phd truc thuée trung wong, gidm
d6c nha san xuat va cong ty dang k¥ ¢b thudc tai Di€u 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.
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BO Y TE
CUC QUAN LY DUQC

CONG HOA XA HOQI CHU NGHIA VIET NAM
Doc 1ap - Ty do - Hanh phuc

DANH MUC 16 THUOC CO HOAT CHAT LAN PAU, DANG BAO CHE LAN PAU DPANG KY TAI
VIET NAM DUGQC CAP SO PANG KY LUU HANH HIEU LUC 2 NAM - BOT 87

Ban hanh kém theo quyét dinh s6: .5.39/QD-QLD, ngay 49/.4./.2001%

1. Cong ty dang ky: APC Pharmaceuticals & Chemical Limited (B/c: 19/F, Chung Hing
Commercial BLDG. 62-63 Connaught Road Central, Central - Hong Kong)

1.1 Nha san xuat: Reckitt Benckiser Healthcare (UK) Limited (B/c: Dansom Lane, Hull, East
Yorkshire, HU8 7DS - UK)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy céch £ -
STT Fenrthuge Ham lugng ché tho | chuan| déng goi wing ky
J  |Suboxone 2mg/0,5mg  |buprenorphin (dudi |Vién dit 36 INSX |Hop4vix7 VN2-253-14
dang buprenorphin [dudiludi  [thang vién
hydrochlorid) 2mg;
Naloxon (dudi dang
Naloxon hydroclorid
dihydrat) 0,5mg
2 [Suboxone 8mg/2mg |buprenorphin (duéi |Viéndat | 36 [NSX |Hop4vix7 | VN2-254-14
dang buprenorphin [du¢i ludi  [thang vién
hydrochlorid) 8mg;
Naloxon (dudi dang
Naloxon hydroclorid
dihydrat) 2 mg
2. Cong ty ding ky: AstraZeneca Singapore Pte., Ltd. (B/c: 8 Wilkie Road, #06-01 Wilkie Edge,
Singapore 228095 - Singapore)
2.1 Nha sin xuat: Bristol-Myers Squibb (P/c: 4601 Highway 62 East, Mount Vernon, Indiana
47620 - USA)
. Hogt chit chinh - | Dang bao Tudil Titw | Quycich | g5 a4s 1o
Ui Teathiote Ham lwong ché tho |chuin| déng goi 0 ding ky
3 |Komboglyze XR Saxagliptin 2,5mg; [Vién nén bao| 36 |NSX |[Hop4vix7 VN2-255-14
Metformin phim thang vién
hydroclorid 1000mg

Trang 1




3. Céong ty ding ky: Cong ty cb phan Otsuka OPV (P/c: L6 27, dwong 34, KCN Bién Hoa 2, Pong

Nai - Viét Nam)

3.1 Nha san xuit: Korea Otsuka Pharmaceutical Co., Ltd. (B/c: 903 Sangsin-Ri, Hyangnam-eup,
Hwaseong-Si, Gyeonggi-Do - Korea)

= £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach i g al,
ol A thush Ham luwgng ché tho [chuén| déng goi S0 dhng I
4 |Abilify tablets 10mg Aripiprazol 10mg |Vién nén 36 INSX |Hép3vix10 VN2-256-14
L bl - NSRS e N e O oS N R
5 |Abilify tablets 15mg Aripiprazol 15mg  [Vién nén 36 [NSX |Hop3vix10 VN2-257-14
6 |Abilify tablets 5mg Aripiprazol Smg Vién nén 36 INSX [Hép3vix 10 VN2-258-14
thang vién
4. Cong ty ding ky: Cong ty TNHH Binh Viét Pirc (D/c: 62/36 Truong Céng Dinh, P. 14, Q. Tdan
Binh, TP. H6 Chi Minh - Viét Nam)
4.1 Nha san xuat: Hameln Pharmaceutical GmbH (D/c: Langes Feld 13, 31789 Hameln -
Germany)
. £ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cich E .
b e thu e Ham lwong ché tho |chuin| déng goi Rotiang ki
7 |Fenilham Fentanyl (dudi dang |Dung dich 24 [NSX |[Hbdp 10 éng VN2-259-14
fentanyl citrate) 50,0|tiém tinh thang 10ml
mcg/ml mach
5. Cong ty dang ky: Eli Lilly Asia, Inc-Thailand Branch (D/c: Thanapoom Tower, 14th Floor
1550 New Petchburi Road, Makasan, Rachtavee, Bangkok 10400 - Thailand)
5.1 Nha san xuit: Lilly S.A. (B/c: Avda de la Industria, 30 28108 - Alcobendas Madrid - Spain)
= £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cich £ OB .
: 2 - Sod
SEN Ten thuge Ham luong ché the |chuian| déng géi 0 ding ky
8 |Cymbata Duloxetine (dudi Vién nang 36 [NSX |Hop2vix 14 VN2-260-14
dang duloxetinr cimg chira  |thdng vién
HCI) 30mg hat bao tan
trong rudt
9 |Cymbata Duloxetine (duéi Vién nang 36 INSX |Hop2vix 14 VN2-261-14
dang duloxetinr cing chira  [thang vién
HCI) 60mg hat bao tan
trong rudt

Trang 2




6. Cong ty ding ky: Emcure Pharmaceuticals Ltd. (D/c: Emcure House, T-184, M.1.D.C.,
Bhosari, Pune 411 026, - India)

6.1 Nha san xuét: Emcure Pharmaceuticals Ltd. (D/c: Lane No. 3. Phase-II, SIDCO Industrial
Complex Bari-Brahmana, Jammu (J&K)-181133 - India)

" £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cich S& dine kv

=ik T thuge Ham lwgng ché tho |chuin| dong goi el

10 |[Infen-25 Dexketoprofen (dudi| Vién nén bao| 24 |[NSX |Hop Ién x10 VN2-262-14
dang Dexketoprofen |phim thang hop nho x 1 vix

trometamol) 25mg

10 vién

7. Cong ty ding ky: Fresenius Kabi Deutschland GmbH (D/c: D-61346 Bad Homburg v.d.H. -
Germany)

7.1 Nha san xuit: Fresenius Kabi AB (P/c: Rapsgatan 7, 5174 Uppsala - Sweden)

. £ Hoat chit chinh - | Dang bao |[Tudi| Tiéu | Quy cich ¥ e "
ST Teu the Ham lugng ché tho |chuin| déng géi S Gng ky
11 |Vitalipid N Adult 10ml nhii tuong Nhii dich 24 [NSX [Hép 10 bng VN2-263-14
chira: DL alpha dim dic dé |thang 10ml
tocopherol 9,1mg; |tiém truyén
Retino (dudi dang  |tinh mach
Retinol palmitat)
990mcg;
Phytomenadione
15meg;
Ergocalciferol Smcg
12 |Vitalipid N Infant 10ml nhil twong Nhii dich 24 [NSX |Hép 10 éng VN2-264-14
chira: DL alpha ~ |ddm dic dé |thang 10ml
tocopherol 6,4mg; |tiém truyén
Retino (dudi dang  |tinh mach
Retinol palmitat)
1353mcg;
Phytomenadione
200mceg;
Ergocalciferol
10mcg

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

Trang 3




"

8.1 Nha san xuét: GlaxoSmithKline Manufacturing S.p.A. (D/c: Strada Provinciale Asolana 90,
43056 San Polo di Torrile Parma - Italy)

Tuoi

- % Hoat chét chinh - | Dang bao Tiéu Quy cach X s .
STT Tén thuoc Ham legng ché tho | chuin déng goi S6 ding ky
13 [Hycamtin 0,25mg Topotecan (dudi Vién nang 36 NSX ([Hop1vil0 VN2-265-14
dang Topotecan cliing thang vién
HCI) 0,25mg
14 |Hycamtin Img Topotecan (dudi Vién nang 36 INSX [Hop !l vil0 VN2-266-14
dang Topotecan cing thang vién
HCI) Img
9. Cong ty dang ky: Hetero Drugs Ltd. (D/c: 7-2 A2, Hetero Corporate, Industrial Estates, Sanath
Nagar, Hyderabad-500 082 - India)
9.1 Nha san xuét: Hetero Drugs Limited (B/c: 22-110, IDA Jeedimetla, Hyderabad Zip-500 0535,
Andhra Pradesh - India)
N £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach £ a2z ,
STE TEn tRRSE Ham hrong ché tho |chudn| déng géi S g by
15 |Tenolam Tenofovir disoproxil [ Vién nén 24 INSX |Hop 1 lo 30 VN2-267-14
fumarate 300mg; thiang vién
Lamivudine 300mg '
10. Cong ty dang ky: Meiji Seika Pharma Co. Ltd. (D/c: 4-16 Kyobashi 2-Chome Chuo-Ku, Tokyo
104 8002 - Japan)
10.1 Nha san xuat: Tedec-Meiji Farma, SA (P/c: Carretera M-300, Km 30,500, 28802 Alcala De
Henares (Madrid) - Spain)
. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich 5 dine kv
STT Tén thuoc Ham hwoug ché tho chuin| déng gsi So ding ky
16 |[Meiact 400mg Cefditoren (dudi Vién nén bao| 36 |[NSX |Hop2vix5 VN2-268-14
dang Cefditoren phim thang vién
Pivoxil) 400mg

Trang 4

Trueong Quodc Cuwong
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