BOY TE | CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
Ss: 274 /Qb-QLD Ha Noi, ngay 26 thdang S nam 2015
QUYET PINH

Vé viéc ban hanh danh muc 15 thudc nuwée ngoai
(thuéc c6 hoat chét lan dau, phoi hop hoat chit 14n dau hoac dang bao ché
lan dau dang ky tai Viét Nam - s6 dang ky ¢6 hiéu luc 02 nim)
duoc cdp s dang ky luu hanh tai Viét Nam - Dot 90

CUC TRUONG CUC QUAN LY DUGC

Cin ctt Luat Dugc ngay 14/6/2005;

Can ¢t Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ciia Chinh phi quy
dinh chic nang, nhiém vu, quyén han va co céu t6 chic ctia B Y t&;

Can ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 clia B trudng Bo Y
t& quy dinh chitc nang, nhiém vu, quyén han va co céu té chitc clia Cuc Quan 1y
dugc thudéc BO Y t&;

Cian ctt Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia B Y t€ quy
dinh viéc dang ky thudc;

Cin cif ¥ kién ctia Hoi dong tu vén cdp s6 dang ky luu hanh thudc - Bo Y
te;

Xét dé nghi cha Trudng phong Pang ky thudc - Cuc Quan 1y Dugc,

QUYET DINH:

Piéu 1. Ban hinh kém theo Quyét dinh ndy danh muc 15 thudc nudc
ngoai (thudc cé hoat chat 14n ddu, phdi hgp hoat chat 14n ddu hodc dang bao ché
14n d4du dang ky tai Viét Nam - s6 diang ky c6 hiéu lyc 02 nam) duge cép s6 ding
k luu hanh tai Viet Nam - Dot 90.

Piéu 2. Nha san xuét va cong ty diang ky thudc cé trach nhiém cung cap
thudc vao Viét Nam theo ding cdc hé so tai liéu dd dang ky véi Bo Y t€. S6 dang
ky-dugc Bo Y t& Viét Nam cép phai duge in 1én nhén thudc. S6 ding ky c6 ky
hiéu VN2-...-15 c6 gi4 tri 02 nim ké tir ngdy ky Quyét dinh.

Piéu 3. Trong qué trinh luu hanh, cong ty dang ky thudc, nha san xuét
phai phéi hop v6i cic co s& diéu tri dé thuc hién theo ding cdc quy dinh hién
hanh vé thudc ké don (d6i vé6i thudc ké don) va theo ddi hiéu lyc, do an toan, tic
dung khong mong muén ctia thudc trén ngudi Viét Nam va tong hop, bdo cdo
theo diing quy dinh hién hanh méi 06 thdng mot 1an vé Cuc Quén 1y Dugc.



~

Dicu 4. Nha sin xuét va cong ty dang ky thudc phai chdp hanh ddy d
phap ludt ctia nu6c CHXHCN Viét Nam va cdc quy dinh clia Bo Y t& vé nhap
khdu thu6c va Iuu hanh thudc tai Viét Nam; néu c6 bat cit thay déi gi trong qu4
trinh luu hanh thudc & nudc s6 tai va & Vit Nam thi phéi bdo c4o ngay cho Cuc
Quan 1y Duge - Bo Y t€ Viét Nam.

Piéu 5. Quyét dinh ndy c6 hiéu luc ké tix ngay ky ban hanh.

Diéu 6. Gidm d6c S& Y t& cdc tinh, thanh phé tryc thudc trung wong, gidm
d6c nha san xudt va cong ty ding ky c6 thudc tai Diéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.

CUC TRUGNZ

Noi nhdn:

- Nhu Piéu 6;

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

- Thit trudng Lé Quang Cudng (dé b/c);

- Cuc Quén Y - Bo Quéc Phong, Cuc Y t€ - Bo Céng ~E
- Cuc Y t€ Giao thong vén tai - Bo Giao théng van ti; ||
- Téng cuc Hai quan - B Tai chinh; \KJ\ i
- Bdo hiém X4 hoi Viét Nam; : "
- Vu Phép ché, Cyc Khoa hoc cong nghé va Pao tao, Cuc Qlifn . -, .
1y Khdm, chifa bénh - BO Y t&, Thanh tra Bo Y t&;

-'Vien KN thu6c TW, Vién KN thuéc TP. HCM: Truong Quéc Cudng
- Téng Céng ty Dugc VN;
- C4c cong ty XNK Dugc phim;

- Cdc Bénh vién va Vién c6 giudng bénh tryc thuoc Bo Y té&;
- Website ciia Cuc QLD, Tap chi Dugc vA MP - Cuc QLD:
- Lwu: VP, KDD, DKT(12).




BOY TE

CUC QUAN LY DUGQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Pijc ldp - Ty do - Hanh phiic

DANH MUC 15 THUOC CO HOAT CHAT LAN DAU, PHOI HGP HOAT CHAT LAN PAU
HOAC DANG BAO CHE LAN PAU DANG KY TAI VIET NAM
PUGC CAP SO DANG KY LUU HANH HIEU LUC 02 NAM - BT 90

Ban hanh kém theo quyét dinh s6:%7/QD-QLD, ngayih./.5 /.82l
1. Cong ty ding ky: Abbott Laboratories GmbH. (D/c: Freundalle 94, 30173 Hannover -

Germany)

1.1 Nha sén xuét: LTS Lohmann Therapie-Systeme AG (D/c: Lohmannstr. 2, D-56626

Andernach - Germany)

STT

A A
Tén thuoc

Hoat chit chinh -
Ham lugng

Dang bao
ché

Tubi
tho

Tiéu
chuin

Quy céich
dong goi

S6 ding ky

Neupro (CSPG thir cip:
Aesica Pharmaceuticals
GmbH- b/c: Mittelstr.15,
40789 Monheim am Rhein,
Pirc; CS KTCL: Aesica
Pharmaceuticals GmbH-
b/c: Alfred- Nobel- str. 10,
40789 Monheim am Rhein,
Piic; Aesica
Pharmaceuticals GmbH -
D/c: Galileistr.6, 08056
Zwickau, Pic; CSXX: UCB
Manufacturing Ireland Ltd.
— D/c: Shannon Industrial
Estate, Shannon, Co. Clare,
Ireland

Neupro (CSDG thir cAp:

Aesica Pharmaceuticals
GmbH- B/c: Mittelstr.15,

Rotigotine
13,5mg/30cm2; (giai
phong 6mg
Rotigotine trong
24h);

Rotigotine
18mg/40cm2; (giai

Miéng dén
hép thu qua
da

Miéng dén
hip thu qua

24
thang

24
thang

NSX

NSX

Hop 28 miéng
dan 30cm?2

Hop 28 miéng
dan 40cm?2

VN2-358-15

 VN2-359-15

40789 Monheim am Rhein,
biic; CS KTCL: Aesica
Pharmaceuticals GmbH-
D/c: Alfred- Nobel- str. 10,
40789 Monheim am Rhein,
Puc; Aesica
Pharmaceuticals GinbH -
b/c: Galileistr.6, 08056
Zwickau, Pac; CSXX: UCB
Manufacturing Ireland Ltd.
— D/c: Shannon Industrial
Estate, Shannon, Co. Clare,
Ireland

Neupro (CSPG thir cdp:
Aesica Pharmaceuticals
GmbH- B/c: Mittelstr. 15,
40789 Monheim am Rhein,
Dire: CS KTCL: Aesica
Pharmaceuticals GmbH-
D/c: Alfred- Nobel- str.10,
40789 Monheim am Rhein,
DBiic; Aesica

phong 8mg
Rotigotine trong
24h);

Rotigotine
4,5mg/10cm2; (giai
phéng 2mg
Rotigotine trong
24h)

aa

M-iéné dan
hip thu qua
da

™
thang

NSX

Hép 28 miéng
dan 10cm?2

VN2-360-15

Trang 1




Pharmaceuticals GmbH -
b/c: Galileistr.6, 08056 -
Zwickau, Puc; CSXX: UCB
Manufacturing Ireland Ltd.
— P/c: Shannon Industrial
Estate, Shannon, Co. Clare,
Ireland

Neupro (CSDG thit cap:
Aesica Pharmaceuticals
GmbH- B/ec: Mittelstr.15,
40789 Monheim am Rhein,
Pirc; CS KTCL: Aesica
Pharmaceuticals GmbH-
b/c: Alfred- Nobel- str.10,
40789 Monheim am Rhein,
Dirc; Aesica
Pharmaceuticals GmbH -
P/c: Galileistr.6, 08056
Zwickau, Pirc; CSXX: UCB
Manufacturing Ireland Ltd.
— P/c: Shannon Industrial
Estate, Shannon, Co. Clare,

Ireland

Rotigotine
9,0mg/20cm?2; (gidi
phdéng 4mg
Rotigotine trong
24h)

hip thu qua
da

Miéng dén

24
thang

NSX

H_c,“n_) 28 miéng
dan 20cm?2

VN2-361-15

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

2.1 Nha san xuit: Janssen Cilag Manufacturing LLC (B/c: State Road 933 KM 0.1, Mamey
Ward, Gurabo Puerto Rico 00778-9 - US)

STT

A
Tén thuoc

Hoat chét chinh -
Ham lwgng

Dang bao
ché

Tudi
tho

Tiéu
A
chuan

Quy cach
déng goi

S6 ding ky

Concerta 18 mg (CSDG:
AndersonBrecon Inc.,
d/c: 4545 Assembly
Drive, Rockford, 61109,
US; CSXX:

Methylphenidate
hydrochloride 18 mg

Vién nén
phéng thich
kéo dai

24
thang

NSX

Chai HDPE 30
vién

VN2-362-15

Janssen-Ortho LLC, d/c:
HC 02 Box 19250, State
Road 933 KM 0.1,
Mamey Ward, Gurabo
00778-9629, US)

Concerta 27 mg (CSDG:
AndersonBrecon Inc.,
d/c: 4545 Assembly
Drive, Rockford, 61109,
US; CSXX:
Janssen-Ortho LLC, d/c:
HC 02 Rox 10250,

Methylphenidate
hydrochloride 27mg

Viénnén
phéng thich
kéo dai

24
thiang

NSX

|Chai HDPE 30

vién

VN2-363-15

Trang 2




State Road 933 KM 0.1,
Mamey Ward, Gurabo
00778-9629, US)

AndersonBrecon Inc.,
d/c: 4545 Assembly
Drive, Rockford, 61109,
US; CSXX:
Janssen-Ortho LLC, d/c:
HC 02 Box 19250, State
Road 933 KM 0.1,
Mamey Ward, Gurabo
00778-9629, US)

|Concerta 54 l-ﬁ_g_(Cglei:

AndersonBrecon Inc.,
d/c: 4545 Assembly
Drive, Rockford, 61109,
US; CSXX:
Janssen-Ortho LLC, d/c:
HC 02 Box 19250, State
Road 933 KM 0.1,
Mamey Ward, Gurabo
00778-9629, US)

Concerta 36 mg (CifSB’G:

Mefllyl ph&xidaté i
hydrochloride 36mg

Methyl phenidate :
hydrochloride 54 mg

Viennén
phong thich
kéo dai

Vién nén
phoéng thich
kéo dai

24
thang

N
thang

NSX

NSX

611ai HDPEi 36

vién

Chai HDPE 30
vién

VN2-364-15

VN2-365-15

2.2 Nha san xuét: Janssen-Cilag S.p.A. (P/c: Via C. Janssen, 04010 Borgo S. Michele, Latina -

Italy)
" £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach S di g
; - diing k

ST Ten thuge Ham lwong ché tho |chuidn|  déng goi PHAE B

9 [Resolor Img Prucalopride (dudi |Vién nén bao| 36 |NSX |Hop2vix7 VN2-366-15
dang Prucalopride  |phim thang vién; hop 4 vix

succinate) 1mg - [7vién -

10 [Resolor 2mg Prucalopride (dudi |Vién nén bao| 36 |NSX [Hop1vix7 VN2-367-15

dang Prucalopride  |phim thang vién; hdp 2 vix

succinate) 2mg

7 vién; hop 4 vi

x 7 vién

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

Trang 3




3.1 Nha san xudt: Patheon Whitby Ine., (D/c: 111 Consumers Drive, Whitby, Ontario, LIN 5Z5 -

Canada)

Dia chi: 2, rue Louis
Pasteur, 14200
Herouville St Clair,
France)

n £ Hoat chit chinh - Dang bao Tudi| Tiéu Quy cach £ e .
' . So dang k
pEE Ton thmoe Ham lwong ché tho |chuén dong goi wenng
11 |Noxafil (CS déng géi: |Posaconazole Hén dich 24 INSX [Hop 1 chai VN2-368-15
Schering-Plough S.A., udng thang 105ml

4. Cong ty ding ky: Senju Pharmaceutical Co., Ltd (B/c: 2-5-8, Hiranomachi, Chuo-ku, Osaka

541-0046. - Japan)

4.1 Nha san xuit: Senju Pharmaceutical Co., Ltd. Karatsu Plant (B/c: 4228-1, Aza Kadota,
Ishishi, Karatsu-shi, Saga-ken - Japan)

P P Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach £ i ;
: ' k
b WIS Ham lwgng ché tho |chuén dong géi 50 diing ky
12 [Bronuck ophthalmic Bromfenac natri Dung dich 18 INSX [Hop1lo S ml VN2-369-15
solution 0.1% hydrat 1mg/ml nho mit thang

5. Cong ty diing ky: Synmedic Laboratories (D/c: 202 Sai Plaza, 187-188 Sant Nagar, East of
Kailash, New Delhi-110065. - India)

5.1 Nha san xuit: Synmedic Laboratories (P/c: 106-107, HSIDC Industrial Estate, Sec-31,
Faridabad- 121 003 Haryana - India)

—— |-Hogt chit chinh~{~Dang bao—| Tudi—Piéu | —Quychch g gx 10
STI Tex teae Ham lugng ché tho |chudn| déng goi HIRie A
13 |Voritab - 200 Voriconazole Vién nén bao| 24 [NSX [Hop1 vix 10 VN2-370-15
e PM0mg  Jplum fthang fvien | |
14 |Voritab - 50 Voriconazole 50mg |Vién nén bao| 24 [NSX |Hop 1vix 10 VN2-371-15
[phim thang vién

6. Cong ty diang ky: Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. (B/c: 2 Shenton Way #
11-01, SGX Centre 1, Singapore (068804) - Singapore)

6.1 Nha san xuit: Takeda GmbH (D/c: Production Site Singen, Robert-Bosch-Strasse 8, D-78224

Singen - Germany)

STT

A A
Tén thuoe

Hoat chét chinh -
Ham lwong

Dang bao
ché

Tudi
tho

Tiéu
rs
chuan

Quy cach
dong goi

S6 dang ky
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Omnaris Nasal Spray

Ciclesonide
50meg/lidu xit

Hén dich
thude xit mii
dang phin
lidu

24
thang

NSX [Hop 1 chai 120
lidu xit phan
lidu; Hop 1 chai
60 lidu xit phan
liéu

VN2-372-15

o R — /| [

Trwong Qube Cudng

Trang 5







